Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 03.04.2023

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Caxray KyHi 21.04.2023
o i (= | (¥ | ?TaHOIgHLIf/'I I;Z)HTpOJ‘II;HLII)‘I 0aHK HOPMaTHBHBIX [IPABOBBIX AKTOB JlaTa pesaKiyu 03.04.2023
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlara ckaunpams 91.04.2023
KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay ITpuka3 u.o. Munuctpa MuHuCTepCcTBO 31paBooXpaHeHus PecryOauku
MHHHCTPJIIri 3apaBooxpaHeHus Pecry6mnku Kasaxcran

Kazaxcran ot 4 ¢espanst 2021 rona
Ne KP JICM-15. 3apeructpupoBaH B
MHUHHCTEPCTBE OCTULHN
Pecniy6onuku Kaszaxcran 9 ¢espans
2021 roma Ne 22167

OO0 yTBep:kIeHuH HauIexKAIuX papManeBTHYECKUX NPAKTHK

B cootBercTBuu ¢ noanyHkroM 9) crateu 10 Kogekca Pecnyonuku Kazaxcran
«O 310poBbe Hapoaa u cucteme 3apaBooxpaneHus» IIPUKA3BIBAIO:

Crocka. llpeambyna 6 peoaxkyuu npukaza u.o. Munucmpa 30pasooxpanenust PK
om 03.04.2023 Ne 55 (8600umcs 6 Oeticmaue no ucmedenuu 0ecsimu KaieHOapHulx OHell
nociie OHsl e20 nepeoco OPUYUAILHO20 ONYOIUKOBAHUSL).

1. YTBepauTs:

1) CrangapT Hamexaien naboparopuoit mpaktuku (GLP) cormacHo
NPUIOKEHHIO | K HacTOAIIEeMY MPUKA3Y;

2) Cranpapt Hajuiexaiien kaunnyeckoit nmpaktuku (GCP) cornacHo
MPUIOKEHHUIO 2 K HACTOSIIIEMY TTPUKA3Y;

3) CrangapT HaaJiexkalle nmpon3BoAcTBEHHOU npakTuku (GMP) cornacuo
MPUIOKEHHIO 3 K HACTOAIIEMY MPUKA3Y;

4) Crannapt HajuIexalie nuctpubdbbroropckoit mpaktuku (GDP) cornmacHo
MPUIOKEHUIO 4 K HACTOAIIEMY MPUKA3Y;

5) Crangapt Haanexamei anteunoi npaktuku (GPP) cornacHo mpuioxxenuto 5
K HaCTOsIIEeMy MPUKa3y;

6) Crannapt Haanexaniei npaktuku ¢papmakonaazopa (GVP) cormacho
MPUIOKEHUIO 6 K HACTOAIIEMY MIPUKA3y.

2. Ilpu3HaTh yTpaTUBIIMMU CUITY:
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PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC I[aTa CKAUMBAHUS 21.04.2023

1) mpuka3 MuHHCTpa 31paBOOXPAHEHUS U COLIMAIBHOTO pa3BuTHs PecnyOnuku
Kazaxcran ot 27 mas 2015 roga Ne 392 «O06 yTBepKIeHUH HAIJISKAITAX
(apmaneBTUYECKUX MPAKTUK» (3aperucTpupoBaH B Peectpe rocysapcTBeHHOM
pETrHCTpallii HOPMATUBHBIX TTPABOBBIX aKTOB 1o Ne 95286, omyOnukoBaH 12 HOsIOps
2015 rona B uHPOPMAITMOHHO-TIPABOBOM CUCTEME «OIIIIET);

2) npuka3z Munuctpa 3apaBooxpanenust Pecnyonuku Kazaxcran ot 8 mas 2019
roxa Ne KP ICM-71 «O BHeceHMH U3MEHEHUH B PUKa3 MUHUCTpa 31paBOOXPAHEHUS
u conanbHoro pazsutus PecnyOnuku Kazaxcran ot 27 mast 2015 roma Ne 392 «O6
YTBEPKJICHUU HAJUIeKaUX (apMalieBTUUECKUX MPAKTHK» (3apETUCTPUPOBAH B
Peectpe rocynapcTBeHHOM perucTpali HOpMaTUBHBIX IPABOBBIX AKTOB MO Ne
131411, onybnukoBan 20 mast 2019 roga B OTanioHHOM KOHTPOJIBHOM OaHKe
HOPMAaTHBHBIX MPABOBBIX akTOB PecryOnnku KazaxcraH B 3JI€KTPOHHOM BU/E).

3. Komurery MeaAMIIMHCKOTO U (hapMaleBTUYECKOr0 KOHTPOJsi MuHUCTEpCTBA
3npaBooxpaHeHus PecyOnrku KazaxcTtan B yCTaHOBIEHHOM 3aKOHOIATEIbCTBOM
Pecnybnuku Kazaxcran nopsijke 00ecrneunTh:

1) rocy1apCcTBEHHYIO PErUCTpAIMIO0 HACTOSIIIETO TpruKa3a B MUHUCTEPCTBE
toctuniun PecryOonmku Kazaxcran;

2) pa3MelIeHre HACTOSIIET0 IPUKa3a Ha UHTEpHET-pecypce MuHucTepcTBa
3npaBooxpaHeHus Pecriyonuku Kazaxcran nmocie ero opuuuanbHOTO Oy OIMKOBAHUS;

3) B TeueHue AecATH pabouux JHEH Mocie rocyAapCTBEHHON PErucTpalun
HACTOSIILIEro nMpuKa3a B MunucrepcTse toctuinn Pecnyonnku Kazaxcran
npenacrasienre B lOpuanuecknii jenapraMeHT MUHHCTEPCTBA 31paBOOXPAHEHUS
Pecny6nuku Ka3zaxcran cBenieHuid 00 UCTIOTHEHUU MEPOIIPUATHH, PEyCMOTPEHHBIX
HNOJAIYHKTaMH 1) ¥ 2) HACTOSAILErO MyHKTA.

4. KoHTpOJIb 32 UCIIOJTHEHUEM HACTOSIIETO MPUKa3a BO3JIOKUThH Ha
KypHUPYIOIIEro BUIle-MUHKUCTpPA 3/IpaBooxpaHeHus: Pecnybnuku Kazaxcran.

5. Hacrosimumii nmpuka3 BBOJUTCS B ACHCTBUE TIO UCTEUEHUU JECITH KaJICHIapHBIX
JTHEH TOCJIe AHS €ro MepBoro oPuIMaIbHOrO OMyOJIMKOBAHMUS.

HcenonHsironuii 00s13aHHOCTH M. Llopanos
Munucrpa 3apaBooxpanenusi Pecnyosiuku Kazaxcran
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eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 21.04.2023

[Ipunoxenue 1 k npukasy
UCTIOJIHAIONIETO 00S3aHHOCTH
MuHuCcTpa 34paBOOXpPAHEHUS

Pecny6nuku Kazaxcran
ot 4 ¢espans 2021 roga
Ne KP ICM-15

Cnocka. Ilpasviii epxnuil y2on npunodcenus 1 8 pedakyuu npuxkasa u.o.
Munucmpa 30pasooxpanenusi PK om 03.04.2023 Ne 55 (s6o0umcs 6 Oeticmsue no
ucmeveHuu 0ecsimu KaieHOapHvlX OHell Nocie OHsl €20 Nep8o2o OPUYUATLHO2O0
ONnyoOIUKOBAHUSL).

Cranaapr Hapexamei Jadboparopuoit npakruku (GLP)

I'1aBa 1. O0mue moJI0KeHUSA

1. Cramapt Haamexaniei JabopaTopHoi npaktuku (qanee — Ctangapr)
NPUMEHSIOTCS B IOKJITMHUYECKUX (HEKIMHUYECKUX ) UCCIIEI0BAHMIX 110 O€30MacHOCTH
JIEKAPCTBEHHBIX CPEJICTB U (UJIM) BEIIECTB, COJIEPHKAITUXCS B IEKAPCTBEHHBIX
npenaparax.

2. llenpro vccneoBaHus SBISETCS MOJIYYSHUE TaHHBIX 00 MX CBOMCTBAxX M (UJIN)
0€30MacHOCTH ISl 3I0POBBS YEJIOBEKA U OKPY KAIOIIEH Cpebl.

3. llens Cranmapra — coieicTBHE 00ECTIEYEHUIO KaueCcTBa pe3yJIbTaToB
HCCJIEIOBAHU.

4. CrangapT IPpUMEHSETCS B HEKIIMHUYECKUX UCCIIeIOBAaHUSX 10 0€30IaCHOCTH
UCIIBITYEMBIX BEIIECTB, COACPIKAIIUXCS B JICKAPCTBEHHBIX CPEACTBAX, MEIUITMHCKUX
150631 (10505 8

5. DTH UCTIBITYEMBIE BEIIECTBA YACTO SABIISIIOTCS CHHTETUYECKUMU XUMUKATAMU,
100 HATYPAJTHLHOTO WIIM OMOJIOTHYECKOTO MPOUCXOKICHHS, 2 B HEKOTOPBIX CIIydasX,
YKUBBIMU OpraHu3Mamu. L{enbro uccienoBaHns TUX UCTIBITYEMbIX BEUIECTB SIBJISIETCS
MOJIyYE€HHE JTAHHBIX 00 MX CBOMCTBAX W (MJM) 0€30MMaCHOCTH /IS 3I0POBhS YETIOBEKA U
OKpY>Karolen Cpebl.
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6. [Ipumenenue npuHnunoB CTaHaapTa OKa3bIBaeT MOMOIIb B YCTPAHEHUH
CO3/IaHUSI TEXHUYECKUX OaphepOB B TOPTOBJIE, U JATBHEHIIIETO YIIYUIIICHUS 3aIUThI
3J10pOBbS YEIIOBEKA U OKPYKAIOIIEH CPEBbI.

7. JoknuHndeckue (HEKJIMHUYECKUE) UCCIeA0BaHUs O€30MacHOCTH IS 310POBbSA
YeJI0BEKa U OKPY Karollel cpe/ibl, K KOTOPhIM IpuMeHsieTcsd CTanaapT, BKIOYAIOT
paboTy, NPOBOJAMMYIO B JIAOOPATOPHUH U YCIOBHSIX BUBApPHSL.

8. CTangapT NpUMEHSAETCS KO BCEM TOKJIMHUYECKUM U HEKITMHUYECKUM
UCCIIEI0BaHUAM O€30M1aCHOCTH IS 3/10POBbsI UEJIOBEKA U OKPYIKAIOIIEH Cpeapbl,
IPOBEJIEHUE KOTOPBIX TpeOYyeTCsl B COOTBETCTBUU ¢ MyHKTOM 4 ctaThu 23 Konekca
PecnyOnnku Ka3zaxcran «O 310poBbe Hapola M CUCTEME 3PABOOXPAHECHUS U IIPUKaA3a
Mumnuctpa 3apaBooxpanenus Pecniyonuku Kazaxcran ot 27 ssuBaps 2021 roga Ne KP
JCM-10 «O06 yTBEpkACHUH MPABUII TPOBEACHUSI SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB
Y MEJMUIMHCKUX U3JeNuiD» (3apeructpupoBaH B PeecTpe rocygapcTBeHHON
perucTpalny HOpMAaTUBHBIX IPABOBBIX aKTOB 1o Ne 22167).

CHocka. Ilynkm 8 6 peoakyuu npuxasa u.o. Munucmpa 30pasooxpanenuss PK om
03.04.2023 Ne 55 (8sooumcs  Oeticmaue no ucmeyeHuu 0eciamu KaieHOapHblx OHell
nociue OHsl e20 nepeoco OPUYUAILHO20 ONYOIUKOBANUSL).

9. CtangapT nepecMaTpuBaETCs Ha PETyISIPHOIl OCHOBE C YUE€TOM ONBITa UX
npumeHeHus B PecriyOnuke KazaxcraH, a Takxke B ciiydae H3MEHEHUN MOJIOKEHUHN
MEXKTyHAPOIHBIX HOPM MPOBEICHUS JOKIMHUYECKUX (HEKIMHUYECKHUX ) UCCIIECTOBAHUIM
C BHECEHUEM COOTBETCTBYIOIIUX U3MEHEHUN U JOMOJHEHH HE pexke 1 pa3a B 5 jerT.

10. Ctanmgapt npuMEHsSETCs TaK)Ke B LIEJISIX UCCIEOBAHUS IPYTUX BEIIECTB U
BUJIOB NMPOAYKIIUH.

I'nasa 2. TepmunbI

11. B Ctangapre npuUMEHSIIOTCS CIAEAYIOIINE TEPMUHBI:

1) uccnenoBanus in vitro (MH BUTPO) - UCCIIEIOBaHUS, B KOTOPBIX B KAU4€CTBE
TECT-CUCTEM MCTIOIB3YIOT HE MHOTOKJIETOYHBIC 1IEJIOCTHBIE OPTaHU3MEI, a
MUKPOOPTaHU3MbI WJIM MaT€pUal, U30JUPOBAHHBINA OT IIEIOCTHBIX OPTaHU3MOB, UM HX
UMUTAINN;
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2) HEKJIMHUYECKOE HCCe0BaHNEe OE30MacCHOCTH IS 310pOBbs YEJIOBEKA U
OKpY>KarOLIEH CPEBI - ONBIT WIIH CEPHUSI ONIBITOB, B KOTOPBIX UCCIIETYEMOE BEIIECTBO
IPOXOJUT MIPOBEPKY B JJAOOPATOPHBIX YCIOBUIX UM B OKPY’KAIOILIEH CPEZIE C LETBIO
IIOJTyYEHUS IaHHBIX O €ro CBOICTBaxX U (Mu) 0€30aCHOCTH, KOTOPbIE HANIPABIISIFOTCS B
YIIOJIHOMOYEHHBIN OPraH;

3) nmepekpecTHOE 3arps3HEHHE - 3arpsi3HEHNE UCCIIEyEeMOro BeIlIeCcTBa IPYyTruM
UCCIIEyEMbIM BELIECTBOM HJIA TECT-CUCTEMBI IPYTHM UCCIEAYEMbIM BEIIECTBOM WUJIIU
JPYTO¥ TECT-CUCTEMOMU, KOTOPBIE BHOCSTCS HEMPEIHAMEPEHHO U 3arPSI3HSIOT
UCCIIElyEMOE BEIIECTBO MJIU MOBPEKIAIOT TECT-CUCTEMY;

4) anmapatHoe obecriedeHue - GU3NIECKUE KOMITOHEHTHI
KOMITbIOTEPU3UPOBAHHOM CUCTEMBI, BKIIFOYAsi KAK caM KOMITBIOTEP, TaK U €ro
nepudepuitHpie KOMIIOHEHTHI;

5) acenTu4ecKue yciIoBUs - YCIOBUS, IPEIOCTABISIEMbIE UM CYIIECTBYIOILIKE B
paboueii cpene, Ipu KOTOPBIX BO3MOKHOCTh MUKPOOHOTO ¥ (HJTH) BUPYCHOTO
3apaKeHUS CBEJICHA K MUHUMYMY;

6) mporpaMmmMHoe oOecrieueHrne — IporpaMma, NpuoOpeTeHHas WK
pa3paboTaHHas, aJlalTUPOBAHHAS UJIU MTPUCIIOCOOJICHHAS K TPEOOBAHUSIM
UCIIBITATENLHOM JIA00PAaTOPHH C LIETBI0 KOHTPOJIA MPOIleccoB, cOopa, 00paboTKH,
NpeACTaBICHUS TaHHBIX U (WJIN) apXUBUPOBAHUS;

7) HCXOOHBIC JaAHHBIC - HCXOJAHBIC 3allMCH U JOKYMCHTAIHUA HIIN UX 3aBCPCHHBIC
KOIINH, KOTOPBIC ABJIAIOTCA PE3YJIAbTATOM IICPBOHAYAIIBHBIX Ha6J'IIO,Z[eHI/II\/'I H BUOOB
ACATCIIBHOCTHU B UCCIICAOBAHHNU

8) IMCPBUYHBIC KJICTKH - KIICTKH, U30JIMPOBAHHBIC U3 ) KUBOTHOI'O UJINA
pacTUTCIbHOTIO NCTOYHHNKA, UMCIOIIIUC OIPaHUYCHHYIO ITPOJOJIKUTCIIbHOCTD JKU3HU,

9) UCXOIHBII KO - OpUTMHAJIbHASI KOMIIBIOTEPHAs IPOrpaMma, BbIpaKeHHas B
IPUTOJTHOM JIsl YTEHHSI YeI0BEKOM (hopMe (SI3bIK IPOrpaMMUPOBAHUS ), KOTOPYIO
NEPEBOJAT B MALIMHOYUTAEMYIO (POPMY, MPEXKE YEM BBITIOJIHIETCS KOMIIBIOTEPOM;

10) Banmuanusi — MOATBEPIKIECHNE Ha OCHOBE MPECTBAICHUS 00 bEKTUBHBIX
CBHJICTEIIBCTB TOT'O, YTO TPEOOBAHUS, ITPETHA3HAUCHHBIC IJIT KOHKPETHOT'O
WCIIOJIb30BaHUS WU IPUMEHEHHUS, BBITIOJTHCHBI,

11) BuBapuii - MecTo copepxaHus u (WIn) pa3BeeHuUs, UCIIOJIb30BaHUS
YKUBOTHBIX TIPU MPOBEACHUU JOKIMHUYECKUX (HEKIMHUYECKHUX ) UCCIEOBAHUIA;
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12) rennas Tpancekius - BBEICHUE Yy KEPOHOM, JOTIOTHUTEIbHON
Ne30KCUpUOOHYKIIeHHOBOM Kucnotou (nanee - JIHK) (oguHouHbIe tmu
MHOECTBEHHBIC T€HbI) B KJIIETKY-X035IMHA;

13) crioncop (pa3paboTUYUK) JEKAPCTBEHHOT'O CPEJICTBA - FOPUIUUECKOE JIUIIO,
KOTOPOE 3aKa3bIBAET, OKA3bIBACT (PMHAHCOBYIO MOAJCPIKKY U (MJIH) 3aIpalliiBacT
NIPOBEJICHHUE JOKIMHUYECKOTO, HEKITMHUIECKOTO UCCIICIOBAHMSI 0€30ITaCHOCTH JIJIst
3/I0POBBS YETIOBEKA M OKPY>KAIOIIEH CPEIbl;

14) obenpru3HaHHbIE TEXHUYECKUE CTAaHIAPTHI - CTAHAPTHI, PACIIPOCTPAHEHHBIE
HallMOHAJIBbHBIMU WJIM MEKIYHAPOIHBIMU OpPraHaMH 110 CTaHAAPTU3ALINM;

15) kieToYHbIE JIMHUY - KIETKH, KOTOPBIE OJABEPTIINCH T€HETHUYECKOMY
M3MEHEHUIO 10 UMMOPTAJIU3AIMU U KOTOPBIE, BCIEACTBUE ATOTO, CIIOCOOHBI
Pa3MHOXAThCS B TEYCHUE TPOJICHHBIX IEPUOJIOB in Vitro (MH BUTPO), YBEINIUBATHCS U
MOJIBepraThCsi KPUOKOHCEPBAIMU B OaHKE KIIETOK;

16) Beaymuii Uccaea0BaTeNb - JIUIO, KOTOPOE, B CIydYae MPOBEICHHUS
WCCJICIOBAHNN Ha HECKOJIBKHX TUIOMAAKAX (MYIbTHIIEHTPOBOE UCCIICIOBAHNE),
JEUCTBYET OT UMEHH PYKOBOJIUTEIIS UCCIICIOBAHMS U OTBEYAET 3a MEepPEe/IaHHbIC B €70
BeJleHHe (asbl CCIEIOBAHMUS;

17) mocTaBIIUK - FOPUAUIECKOE JTUII0, BHITIOJHSIONIEE B paMKax JI0roBOpa ¢
UCTIBITATEeNILHOM JTa00paTOpHel 0053aTebCTBA 10 00SCIICYECHUIO JOKITHHUIECKUX
(HEeKIMHUYECKUX ) UCCIIeI0BAHUI 000PYI0BaHUEM, PEAKTUBAMHU, PACXOTHBIMU
MarepuagaMu, TeCT-CUCTEMaMu;

18) uccnexyemoe BemecTBo (JIEKapCTBEHHOE CPEICTBO) - BEIIECTBO
(JlekapCTBEHHOE CPENICTBO), MOJJIeKAIee UCCIIeT0BAHUIO;

19) cienmdukamus Ha UcclieyeMoe BEIeCTBO (JIEKapCTBEHHOE CPEACTBO) -
JTOKYMEHT, YCTaHABIUBAIOIIWNA TPEOOBAHMS K UCCIICTyEMOMY BEIIIECTBY
(JiekapCTBEHHOMY CPEJICTBY);

20) ayauT ucciaeoBaHus - CUCTEMaTHYECKOEe, HE3aBUCUMOE U
JOKYMEHTHPOBAHHOE CPABHEHNE UCXOAHBIX JAHHBIX U UMEIOIIEN K HUM OTHOUIEHUE
uH(OpMaIMK C TPOMEKYTOUHBIM U 3aKITFOYUTEIBLHBIM OTYETOM C II€JIbIO OTIPEACIICHUS
TOYHOCTHU MPENOCTABICHUS UCXOAHBIX JAHHBIX, TPOBEICHUS UCIIBITAHUS COTJIACHO
MIPOTOKOJY, TUIaHy, TPOrpaMMe UCCIEAOBAHUS U CTAHAAPTHBIM ONEPAIIMOHHBIM
poLeypam, MOTyISHHS JTOMOJTHATEFHON NHGOPMAIINH, HE OTTMCAHHOU B OTYETE, U
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OIIpCACIICHM:, ITOBJIMAIN JIM MCTO/JbI, IPUMCHACMBIC IIPH ITOJIYYCHHUHN JdHHBIX, HAa UX
AJOCTOBCPHOCTDL Y BCCX BOBJICHCHHBIX B UCCIICAOBAHUC CTOPOH;

21) pyKOBOJIUTENH UCCIIEIOBAHUS - JIUIIO, OTBEUAIOIIEEe 3a 00I1ee MPOBEACHHE
HEKJIMHUYECKOTO UCCIIeI0BaHUs 0€30MIaCHOCTH JJIs 3I0POBbsI UETIOBEKA U OKPY Kalolen
Cpebl;

22) npoTOKOJI, IJIaH, IpOorpaMma UCCIe0BaHus - JOKYMEHT, COACPKaIUM
OCHOBHBIE 3314, METOJI0JIOTHIO, POLEAYPhI, CTATUCTUYECKUE ACTIEKTHI,
OpraHu3alMIo0 U MJIAHUPOBAHUE PECYPCOB TOKIMHUYECKOTO (HEKIMHUYECKOTO)
UCCIIeZIOBaHUS (BKJIIOUAs €0 3TaIlbl U YaCTH), a TAKKE MEPHI [0 00ECTIEUEHUIO
0€30MacHOCTH YYaCTBYIOIIHUX B HEM CUCTEM;

23) OTKJIOHEHHUS OT MPOTOKOJIA, TIaHa, MPOTPaMMBbl UCCIIETIOBAHUS -
HEIPEIHAMEPEHHOE OTCTYIUIEHUE OT MPOTOKOJIA, IUIaHa, IPOrpaMMBbl UCCIEN0BAHNUS
II0CJIE 1aThl Hayaja UCCIICA0BaHuUs;

24) n3MeHeHMs IPOTOKOJIA, IIaHa, POTPaMMBbl MCCIIEIOBAHUS -
peHaMEepPEHHbIE MOMPABKU (BHECEHUE U3MEHEHHUI) B IPOTOKOJ, IUIaH, IPOrPAMMY
VCCIIEJOBAHUs 110CIIE JaThl HA4aJla UCCIIEIOBAHMS;

25) JaTa OKOHYaHHA UCCICAOBAHUA - JaTa ITOAIIMCAHHUA 3aKIIIOYUTCIIBHOI'O OTUCTA
PYKOBOJUTECIIEM HUCCIICAOBAHMAA,

26) nata Hayaja UCCIeAOBaHUS - JaTa MOAMUCAHUS MPOTOKOJIA, MIaHa,
pPOrpaMMbl UCCIIEIOBAHUS PYKOBOJIUTENIEM HCCIIEI0BAHUS;

2'7) M’HCIEKTOP - JIUILO0, BBIIOJIHAIOIIEE HHCIIEKIIUU UCIIBITATENbHBIX JJA00OpaTOpuid
U ayJUThl TOKJIMHUYECKHUX (HEKIIMHUYECKUX ) UCCIIEOBAHUIN JI€KapCTBEHHBIX CPEJICTB;

28) xanuOpoBKa — yCTAaHOBIICHUE 3aBUCUMOCTH MEX]y MOKa3aHUSIMH CPEJICTBA
U3MEPUTENBHON TEXHUKHU (ITPUOOpa) U pa3MepoM U3MepSIEeMOi (BXOTHOM ) BETUYUHBI;

29) noxnuHUYecKoe (HEKIMHUYECKOE) UCCICIOBAHNE - XUMUUYECKHUE,
busnueckue, OMOIOrMIeCKUEe, MUKPOOHUOIOTHIECKUE, (hapMaKOJIOTHIECKHE,
TOKCUKOJIOTUYECKUE U JAPYTHe IKCIEPUMEHTAIIbHbBIE UCCIIEIOBAHUS UITU CEPUs
WCCJICIOBAHUMN 10 M3YYCHHIO UCCIIETyEMOTO BEMIECTBA (JIEKAPCTBEHHOTO CPECTBA) HIIH
(bu3HUecKoro BO3ACHCTBUS, CPEJICTB, METOI0B U TEXHOJIOTUN MPOPUITAKTUKH,
JTUATHOCTUKY M JICYCHUS 3a00JIEBaHUM ITyTEM TPUMEHEHHUS HAyYHBIX METOJIOB OIICHOK B
HEJSIX U3YUYeHUs CriennuuecKkoro NeHCcTBUs U (MIIH) TOKA3aTeIbCTB 0€30MaCHOCTH s
3I0POBbS UETIOBEKA;
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30) KOMIBIOTEPU3UPOBAHHASA CUCTEMA - TPYTIIa KOMIOHEHTOB aIllapaTHBIX
CPEICTB U CBSI3aHHOT'O C HUMU MPOTrpaMMHOI0 o0ecriedeHus, pa3paboTaHHbIX U
coOpaHHBIX ISl BHIIOJTHEHUS ONPEAETIeHHON (DYHKIMK WM TPYIIbl PYHKIUH;

31) Banupanusi KOMIbIOTEPU3UPOBAHHOMN CUCTEMBI - OJATBEPKACHHUE TOTO, YTO
KOMIIBIOTEPHAS CUCTEMA MOAXOAUT JJIs IPELyCMOTPEHHOM 00J1acTH MPUMEHEHUS;

32) koMnbIOTepHAst 0€30MACHOCTb - 3aIIUTA KOMIIBIOTEPHOTO aIapaTHOro U
IPOrPaMMHOTO 00ECTICUCHHS OT CIIYYalHOTO WUJIH MIPEAYMBIIIJIEHHOTO JIOCTYTA,
UCIIOIb30BaHUs1, MOAU(DUKAIIUY, YHUUTOXKECHUS WU pasriamieHus. Takxke
0€301acCHOCTh OTHOCUTCS K TIEPCOHAITY, JaHHBIM, KOMMYHHKAIIMOHHBIM CBSI3SIM U
(bU3UYECKON U JTIOTUUECKOM 3alllUTe KOMIBIOTEPHBIX WHCTAIIISIINN;

33) MHOTOIICHTPOBOE UCCIIEIOBAHUE - HCCIIeIOBaHUE, (ha3bl KOTOPOTO
IIPOBOJIATCS OO0JIee YeM Ha OJTHOM IIOMIAJIKE;

34) kputepun MPUEMKHU - JOKYMEHTUPOBAHHBIE KPUTEPHUH, COOTBETCTBUE
KOTOPBIM 00€CIIEYMBAET YCMEIIHOE 3aBEPUICHUE ITAMa UCTIHITAHUS WU BHIMOJTHEHUS
TpeOOBaHUI MOCTABKY;

35) npueMOYHbIE€ UCTIBITAHUS - BBIMOJIHEHHOE UCTIBITAHUE
KOMIIBIOTEPU3UPOBAHHON CUCTEMBI B IIpeNojiaraeMoi paboueil cpesie ¢ 1elblo
OMpeeIeHHs] COOTBETCTBUS KPUTEPHUSM MMPUEMKH UCTIBITATENBHON JJab0OpaTOpuu, a
TaKKe MPUEMIIEMOCTH CUCTEMBI JUIS IKCIUTyaTalllH;

36) xputnueckue Gasbl - OTACTBHBIC OTPEICTICHHBIC TPOIICTYPHI UITH BUIBI
JEATENIbHOCTHA B paMKax UCCIIEI0BAHUS, OT UCIIOJIHEHUS KOTOPBIX KPUTUUECKU 3aBUCUT
Ka4€CTBO, JIEUCTBUTEIBHOCTh U HAJIEAKHOCTh UCCIICIOBAHUS,

37) nokyMeHTalus - 3alKucH B JII000H (opme, OMUCHIBAIOLIUE, JINOO
PETUCTPUPYIOIINE METO/IbI, OPTaHU3AINIO U (MJIH) Pe3yJIbTaThl JOKIMHUYECKOTO
(HeKJIMHUYECKOT0) UCCIICIOBAHMS JIEKAPCTBEHHOTO CPEICTBA, (PAKTOPHI, BIHSIIONINE Ha
UCCIIEJIOBAHNE U TIPUHATHIE MEPHL;

38) koH(UIEHITNABHOCTD - XpaHEHHE B TallHE HHPOPMAIIUH, TPHUHA JIeKAIICH
CHOHCOPY M (MJIM) UCTIBITATENILHOM 1TaO0OpaTOpUH, OT HEYOJTHOMOYEHHBIX JINLL;

39) KpaTKOCPOYHOC NUCCIICAOBAHUC - UCCIICAOBAHUC C KOPOTKHUM BPCMCHCM
IMPOBCACHNA U IIMPOKO NIPUMCHUMBIMU CTAHAAPTHBIMU MCTOJaMU;
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40) MOHUTOP - MPEACTABUTENH CIIOHCOPA, 3aKa3unKa, pa3padoTunka
JIEKapCTBEHHOTO CPEJICTBA (€ro YIOJIHOMOUYEHHOTO JIUIa), OTBEYAIOIIUI 32 TPOBEICHNE
MOHUTOPHUHTA TOKIMHUYECKOTO (HEKIMHUYECKOTO) UCCIIEI0BAHUS;

41) MOHUTOPUHT - IPOLIETypa KOHTPOJIS BBIIIOJIHEHUS TOKJIUMHUYECKOTO
(HEKJIMHUYECKOT0) UCCIIEIOBAHUS U 00ECIIEUEeHHUs €ro IPOBEAEHUsI, cOOpa TaHHBIX U
IIPEACTABIIECHUS PE3YyJIbTATOB UCCIEN0BAHUS COTVIACHO MPOTOKOIMY, IJIaHY, IPOrpaMMe,
CTaHAAPTHBIM OIEpallMOHHBIM Iporieaypam u CTanaapry;

42) ocHOBHOM TpauiK - cuCcTeMa pacipeneNieHus U TUIAaHUPOBAHUS PECYPCOB;

43) KOHTPOJIb UBMEHEHUH - TIOCTOSIHHASI OLIEHKA U JOKYMEHTHPOBAHUE
CUCTEMHBIX ONepaliii U U3MEHEHUH C 1IeJIbIO OIpeesieHus HE0OX0AMMOCTH Ipoliecca
BaJIMJIALIUK TTOCIIE TTOSIBJIICHUS] B KOMIIBIOTEPU3UPOBAHHON CUCTEME KaKUX-JIH0O0
W3MEHCHUM;

44) noBepka cpecTBa U3BMEPEHUM - COBOKYITHOCTh ONIE€pPAllid, BHITOTHAEMBIX
rOCyJIapCTBEHHOW METPOJIOTHUECKOMN CITY>KO00M MU APYTUMU aKKPETUTOBAHHBIMU
IOpUJIMYECKUMU JIUIAMH C LIEJIbI0 OMPEACIICHUS U TOATBEPKACHUS COOTBETCTBUS
CpelICTBa U3MEPEHUI YCTaHOBJICHHBIM TEXHUYECKUM U METPOJIOTUYECKUM
TpeOOBaHHUSIM;

45) naTeHTOBaHHBI MaTepuai - MaTepuall, 3alUIIEHHBIN 3aKOHOIATEILCTBOM OT
HE3aKOHHOI'O UCIIOJIb30BaHNUs;

46) pe3epBHOE KONTMPOBAHUE - MEPHI, NPEANPUHIUMAEMBIE JJIs1 BOCCTAHOBJICHUS
(baiiyIoB JaHHBIX U MPOrPAMMHOI0 00ECIieueHu sI, BO30OHOBJICHUSI 00paOOTKH TaHHBIX
VI UCTIOJh30BaHUS allbTEPHATUBHOTO KOMITBIOTEPHOTO 000PYI0BAHUS TTOCIIE
CUCTEMHOTO0 cOO0s WU aBapuy;

47) obpazern cpaBHeHUs (KOHTPOJIBHBIN 00paselr) - 00pasell BelecTra
(JIeKapCTBEHHOT'O CPEACTBA), UCIIOIB3YEMBIN B KAYECTBE OCHOBBI JJISI CPABHECHHUS C
UCCJIeTyEMbIM BEIIECTBOM (JIEKAapCTBEHHBIM CPEJICTBOM). BerecTBo (JekapcTBEeHHOE
CPEICTBO), KOTOPOE UCTIOIB3YETCS ISl OLIEHKH HAyYHBIMU METOaMH 0€30MacHOCTH
UCCJIEIyeMOTO BeIeCcTBa (JIEKApCTBEHHOTO CPEJICTBA) HA OCHOBE CPABHEHUS UX
(PU3NIECKUX, XUMHUECKUX, OMOOTHIECKIX U (hapMalleBTUYECKUX CBOHCTB;

48) obecrieueHne KauyecTBa - COBOKYIMHOCTh CUCTEMATUYECKUX U TNIAHOMEPHBIX
NencTBUM, 00eCTIeunBalOIINX COOTBETCTBUE POBEACHUS uccienoBanust CTaHnapry;
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49) cuctema oOecrnieueHUsI KQUeCTBa - KOMILJIEKC MEP, HAIPABJICHHBIN Ha
coomonenne CtaHgapTa co CTOPOHBI IEPCOHANA U MpeIHa3HaueH IS 00ecTieueHus
YIPABJICHUS UCTIBITATEIHFHOU TabopaTopuei;

50) cepus - onpeaeIeHHOe KOIMYECTBO WU NapTUs UCCIEAYEMOIO BEIIECTBA,
IPOU3BEJIEHHOTO B TEYEHHUE OMPEIEIIEHHOr0 MMPOU3BOICTBEHHOI'O 1IMKJIAa B TAKOM
(opMme, Koraa NpeanonaracTcst OAHOPOJHOCTD €r0 COAEPKAHU U XapaKTepU30BaThCs
KaK TaKOBOE;

51) ctangapTHbie onepanroHHble npoueaypsl (aanee - COII) - oKyMeHTanbHO
ohopMIICHHBIEC MPOLIETYPhI, B KOTOPHIX OMKUCAHO, KaK MPOBOIUTH UCCIICTOBAHUS WU
BUIBI ISATEITLHOCTH, OOBIYHO HE YKa3aHHBIC MMOAPOOHO B MPOTOKOJIAX, IJIaHAX,
nporpaMmax WM yKa3aHUsX MO MPOBEJIEHUIO UCCIIEA0OBAHMIM;

52) ucnpITaTeabHas IUIOMIAAKA - MECTO ITPOBEACHUS KaKOro-1u0o 3Tamna
HCCIICIOBAHUS;

53) ucneITaTenpHas 1adopatopus — JadbopaTopusi, OpraHu3aIs, UMEIoIas
MaTePHAIbHO-TEXHUUECKYIO 0a3y U KBATH(PUITUPOBAHHBINA TTEPCOHAI JJI MPOBEACHUS
JTOKIIMHUYECKUX (HEKITMHUUYECKUX ) UCCIIeIOBAaHUH JIEKAPCTBEHHBIX CPE/ICTB B
COOTBETCTBYIOIICH 00JaCTH;

54) pyKOBOJICTBO UCHIBITATENHHOM JIA0OpATOPUH - JTUI0, KOTOPOE OTBEUYAET 3a
OpraHu3aluio U PYHKIIMOHUPOBAHUE UCTIHITATEILHON J1a00OpaTOPUU COTIACHO
Cranpapra;

55) uHCHEeKIMS UCTIBITATENIbHON 1a00paTOpUu - MPOBEPKA HA MECTE MPOUEAYp U
NPaKTHYECKUX JIEHCTBUH J1abopaTOPHH JUIsl OLEHKU CTETIEHU COOTBETCTBUS MPUHLIUIIAM
Cranpapra;

56) pyKOBOACTBO UCTIBITATENIHHOTO yYacTKa (IpU €ro Ha3HAYeHHH ) - JIUIIO,
OTBEYAIOIIIEE 32 KOHTPOJIb CTaJANM (CTaAMil) UCCIIeI0BaHUS U MTPOBEJCHUE
uccnenoBanus cornacHo Ctanmapry;

57) HOCUTENB WU PACTBOPUTEID - BEIIECTBO, UCIIOJIB3YEMOE ISl CMELIUBAHMUS,
JUCIIEPTUPOBAHUS UM PACTBOPEHUS UCCIIEYEMOr0 BEIIECTBA (JIEKapCTBEHHOTO
cpeAcTBa) uin o0pasiia CpaBHEHHS WJIM KOHTPOJBHOTO 00pas3iia U NO3BOJISIOIIEE
00JIErYyuTh €ro BBEJACHHUE B TECT-CUCTEMY;

58) TecT-cucrema - UCIoJIb3yeMasi B UCCIIEOBAHUN OMOJIOTHYECKast, XUMHUECKas,
¢u3nueckas cuctemMa, aHaTMTUYECKOE 00OPYAOBaHUE WIIM UX KOMOWHALIMS;
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59) cneuudukanys Ha TECT-CUCTEMBI - JOKYMEHT, yCTaHABIMBAIOIINN
TpeOOBaHUS K TECT-CUCTEMAM;

60) Haanexanias 1abopaTopHasi MpaKkTHKa (CTaHAAPT JIa0OPATOPHOU MPAKTUKH ) -
cucrtema TpeOOBaHUI K OpraHU3aIiH, INIAHUPOBAHUIO U TTPOBEICHUIO TOKIMHUYECKUX
(HEeKTMHUYECKHUX ) UCCIIEOBAHMM BEMIECTB (JIEKAPCTBEHHBIX CPEJICTB), ODOPMIICHHIO
pE3yIbTATOB U KOHTPOJIIO KAYECTBA YKA3aHHBIX UCCIICJOBAaHUM;

61) TOKCMKOT€HOMUKA - UCCIIE0BAHKE PEaKIIMK reHoMa Ha cTpecc-(haKTophl
OKpY>Karolen cpeibl WM TOKCUYHBIEC BEIIECTBA, C LIETbIO ONPEETICHUS COOTHOIICHUS
MEXKy TOKCUYECKUMU PEAKIUSAMU Ha TOKCUYHBIE BEIIECTBA U U3MEHEHUSIMU B
TEHETUYECKUX MPOOUISIX 00BEKTOB, MOABEPIIINXCS BO3ICUCTBUIO 3TUX TOKCUUHBIX
BEILIECTB;

62) TOKCHKOMETaOOHOMMKA - KOJTMYECTBEHHOE U3MEPEHUE 3aBUCSIIECH OT
BPEMEHHU, MHOTONIapaMETPUUYECKON META0OIUYECKOM peaKIMy >KUBBIX CUCTEM Ha
naTo(U3NOJIOTHYECKUE CTUMYJIBI UM TEHETUYECKYI0 MOAU(DUKAIIUIO TTyTEM
CUCTEMATHUYECKOTO U3YUYECHHS COCTaBa OMOKHUIKOCTH C UCIIOJIb30BAHUEM TEXHOJIOTUN
SJIepHO-MarHeTH4eckoro pezoHanca (nainee — AMP), pacnosnaBanus Habopa, s
OTIPEJICIICHHS CBSI3M TOKCHYHOCTH OpPTaHa-MHUIIICHU CO CTIEKTPpaIbHBIMU Habopamu SIMP
Y ONPENIEJICHNS] HOBBIX CYPPOTaTHBIX MapKEePOB TOKCHYHOCTH;

63) TpaHCTEHHBIE KJIETKH - KJIIETKH, MOJYUYUBIINE TPAHCHEKIIUIO OJTHOTO WIH
0oJ1ee 4yKepOoAHOro reHa, KOTOPbIE BIOCIEACTBUU UMEIOT XapaKTEPUCTHKU U
(GYHKIIMU, KOTOPBIE B POAUTENBCKON KIETKE OTCYTCTBYIOT WM MPUCYTCTBYIOT TOJIBKO C
HU3KUMH YPOBHSIMU SKCTIPECCUH;

64) pesrome (aBTOOMOTpadusl) - TOKYMEHT, MOATBEPKIAOITUN 00pa3oBaHue,
npoeccCHoHaTbHYI0 TOATOTOBKY H OIIBIT;

65) yIOTHOMOYEHHBIM OpPTraH — rOCYIapCTBEHHBIN OpTraH B cepe oOparieHus
JIEKAPCTBEHHBIX CPEJICTB U MEAULMHCKUX U3JIETUNA, TPOBOASIINI KOHTPOJIb
coOmoenus CtaHnapTa UCIbITaTEIbHBIMU JJA0OPATOPUSIMHU Ha TEPPUTOPUU
PecnyOnuku Kazaxctan npu npoBeieHUN JOKIMHUYECKUX (HEKIMHUYECKUX )
UCCJIeIOBAaHUM JIEKAPCTBEHHBIX CPEACTB M MHCIEKUUH (Jajiee — YIIOJIHOMOYEHHbBIN
Opras);

66) TOKCUYHOCTD - Me€pa BPETHOTO BO3ACHCTBHSI UCCIIEAYEMOr0 MaTepuaia Ha
OpraHu3M B YCJIOBHUAX OJHOKPATHOTO MJIM MHOTOKPATHOTO BBEACHUS;
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67) 00pa3isl (MpoOkl) - MaTepUalbl, MOTYYCHHBIE U3 UCTIBITATEILHON TECT-
CUCTEMBI C LIETIBI0 U3YUYEHUSI, aHAIN3a WIH COXPAHECHMUS,

68) daza (rTan) - onpeaeaeHHbIA BU JOKIMHIYECKOTO (HEKIIMHUYECKOTO)
UCCJIEJIOBAHUS, POBOJUMBIN OJTHOM U3 UCTIBITATEIbHBIX IUIOMIA0K ITPU TPOBEACHUN
MHOT'OLICHTPOBOT'O UCCJIE0BaHUS;

69) 1oroBOp - NUCHbMEHHOE, TATUPOBAHHOE U MOANUCAHHOE COTJIAIICHUE MEXKIY
JIBYMS WIH 00JIee CTOPOHAMH, ONPEICIISIOIIESE JOTOBOPESHHOCTH, KacaroIuecs
pacnpeneneHus oobeMa padoT, npas, PyHKIM, U, TPH HEOOXOIUMOCTH, PUHAHCOBBIE
BOIIPOCHI;

70) nepudeprudeckrne KOMIIOHEHTHI - JTI000€ CBSI3aHHOE ¢ ITOMOIIBI0 HHTEpderica
000pyI0BaHUE WIIM BCTIOMOTATENIbHBIC, I yIaJICHHBIC KOMIIOHCHTHI;

71) naTa OKOHYaHUS SKCIIEPUMEHTA - TTOCICAHUN JACHb MOJTYUYEHHUsI TaHHBIX B
HCCIEeIOBAHNU;

72) mata Hayana SKCIIEPUMEHTA - J1aTa MOTYYEHUS TIEPBBIX CHEU(DUIECKIX
JAHHBIX UCCIIEOBAHUS;

73) QJICKTPOHHAA IIOAIINCH - 3aIIUCh B BUAC MAIrHUTHBIX UMITYJIbCOB UJIN
TPaHCIIA (KOMHI/IJ'IHL[I/IH) KOMIIBIOTCPHBIX JaHHBIX JIF00 Oro CMMBOJIA UJIH
HOCJ'IGI[OBaTeJ'II)HOCTeﬁ CHUMBOJIOB, BBIIIOJIIHACMBIX, aJalITUPOBAHHBIX HUJIN
ABTOPH30BAHHLBIX OIMMPCACICHHBIM JIMIIOM B Ka4CCTBC O9KBHBAJICHTA CO6CTB€HHOpquOﬁ
noAInrcCHu JaHHOI'O JIMIiA.

I'nmasa 3. Cucrema o0ecriedeHUS Ka4ecTBAa

IMaparpa¢ 1. O0mas nupopmaums

12. UcnwiTarensHas 1abopaTopusi, TPOBOSIIIAS JOKINHUYECKHAE
(HEeKIMHUYECKHUE) UCCIIEJOBAaHUS UMEET ACUCTBYIONIYIO IOKYMEHTaIbHO 0()OPMIIEHHYIO
cucTeMy OOecreyeHus KauecTBa JIJIsl TapaHTUU TOTO, YTO UCCIIEOBAHUS TIPOBOISTCS
cornmacHo Ctanaapry.
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13. Cucrema obecrieueHus kauecTBa uMeeT B Hamnuuu yreepkaeHusie COIl, B
KOTOPBIX MOAPOOHO U MOCIIEIOBATENBHO OMUCAH MOPSAIO0K OCYIIECTBICHUS
(BBIMOJIHEHUST) BCEX JTaOOPATOPHBIX U MIPOU3BOICTBEHHBIX ONEpallid, BKIIOYAs:

1) noctymienue, uaeHTUPUKALINIO, MAPKUPOBKY, 00paboTKy, 0T60p Mpoo,
UCIOJIb30BaHUE, XPAHEHUS U YHUUTOXKEHHE (YTUIN3ALUIO) UCCIEAYEMBIX BEIIECTB
(JlekapCTBEHHBIX CPEJCTB) U 00pa3L0B CPABHEHUS;

2) 00ciy>KMBaHUE U TIOBEPKY U3MEPUTENIbHBIX MPUOOPOB U 000PYI0BAHUS;
3) IpUTOTOBJIEHHE PEAKTUBOB, MUTATEIBHBIX CPE, KOPMOB;
4) BeneHUeE 3amKCceil, OTYETOB U UX XPAHEHUE;

5) o6cityKMBaHuE BCEX MOMEIIESHUM, 3aJ1eiCTBOBAaHHBIX B MPOBEJICHUU
HCCJIEIOBAaHUS;

6) IpueM, TPAHCIIOPTUPOBKY, pa3MeEIIeHUE, ONMCAaHNe, UACHTU(DUKAIIIIO
VICCIIEIyEeMBIX BELIECTB U TECT-CUCTEM,;

7) ocyliecTBIEHUE MPOTOKOJIA, TUIaHA, IIPOTPAMMBbI TI0 00ECIICYCHHUIO KaueCTBa
JOKJIMHUYECKOTO (HEKJIMHIUYECKOT0) UCCIIEA0BAaHMUS UCCIIEyEMOTO BEIIECTBA
(JIeKapCTBEHHOTO CPEJICTBA).

14. PykoBOAMUTEINb UCTIBITATEILHOMN JTA00OPATOPUH Ha3HAYAECT OJJHOTO WIIN
HECKOJIBKUX JIMI], OTBEYAIOIIUX 32 CUCTEMY 00EeCIIeueHUs KaueCcTBa U 00eCIeUnBaIOIINX
coOmro/IeHre ee APYTUMH COTPYIHUKAMH HCTIBITATEIFHOM JTA00OPATOPHUH.

15. HezaBucumoe nuio He y4acTBYET U HE 3aJICICTBOBAHO B NPOBEACHUN
UCCJIEIOBAHUS C IIPOBEPKOM KayecTna.

16. HCpCOHaH, OTBG"IaIOHII/Iﬁ 3a oOecricueHue KadycCTBa, B TOM YHUCJIC:

1) 3a pazpaborky COII, nx BHeAPEHUE B UCIIBITATEILHON J1a00paTOPUH, BKIIFOYAS
CHUCTEMAaTHUYECKYIO MPOBEPKY UX COOJIOICHUS;

2) 3a MpOBEJEHUE MHCIIEKIIUH C LEbIO MOATBEPKIECHUS COOTBETCTBUS
uccinenoBanus CTaHaapTy, TOCTYITHOCTH IEPCOHATY UCCIEA0BaHUs IPOTOKOIIA, IIJIaHa,
nporpammsl uccienoBanus u COII, a Takxe noaTrBepxaeHNE (HaKTa UX UCIIOJTHEHUS
IpU POBEJECHUU UCCIIEIOBAHU.

I/IHCHGKHI/II/I ACJATCA Ha TPpU BHAA, B COOTBETCTBHUH C TEM, KaK YKAa3aHO B
ImporpamMme oOecIieyeHMs KauyecTBa 1 CTaHJapPTHBIX OIICPALIMOHHBIX IIpOoHCAypax:
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WHCTIEKIIMH UCCIENO0BAHUM;
WHCHIEKIIMH UCIBITATEIbHBIX IUIOMIAJIOK;
WHCHIEKIUU MPOLIEAYP.

I[OKYMeHTaHI/ISI 0 TaKUX MHCHCKIOUAX XPAHUTCS COIJIACHO PYKOBOJACTBA 11O
00eCIICYECHHUIO KaYeCTBa B COOTBETCTBUH C pasacioMm 110 00eCIICYCHHIO Ka4dycCTBa,

3) npoBepsET 3aKIIOUUTENbHBIE OTYETHI JIs1 MOATBEPKIACHUS TOTO, YTO METObI,
MpOIIeAYPhI, HAOIIOACHUS U PE3YIbTAThI U3JI0KEHBI TOUHO U TTOJIHOCTHIO U B TMOJTHOMN
MEpEe OTPaXKAKOT IMEPBUYHBIC TAHHBIE UCCIICIOBAHU;

4) coob1aeT B MUCbMEHHOM BHUJE O pe3yibTaTax MPOBEPOK PYKOBOACTBY
UCTIBITATENILHOM J1TaO0paTOpuH, pyKOBOAUTEIIO UCCIIEOBAHUS, BEAYILLIEMY
UCCJIEIOBATENIO U, IPU HEOOXOAMMOCTH, JPYTUM PYKOBOISIINM paOOTHUKAM;

5) NOArOTaBIMBAET U MOJIUCHIBAET 3aKJIIOUEHHUS, IPUIIAraeMOoro K
3aKJIIOYUTEIIBHOMY OTYETY, B KOTOPOM YKa3aHbI TUIIBI MHCIIEKIIMOHHBIX IIPOBEPOK, JAThI
uX MPOBEJCHUS, BKItoUas nH(opmaiuio 06 3tare mpoBepsieMoro ucciaeoBaHus, 1
JAThl IEPENAYN PE3YIbTATOB HHCIIEKTUPOBAHUSA PYKOBOACTBY UCIIBITATEIBHON
n1abopaTopuu, pyKOBOJUTEIIO UCCIEI0BAHUS U BEIyILIEMY HCCIIET0BATEINO.
3aKII0YeHUE TAKKE COJAEPKUTh HHPOPMALIMIO O TOM, YTO IEPBUYHBIEC JTaHHBIE
VCCIIEJOBAHUS OTPAXKEHBI B 3AKIIOUYNUTEIIEHOM OTYETE JOCTOBEPHO.

IMaparpa¢ 2. Ilepconan ucnbiTareabHOl JJabopaTopun

17. PyKoBOJCTBO UCIIBITATEILHON 1a00paTOpUU 00ECIIeYMBAET COOTBETCTBHE
Cranpapry, B TOM 4HUCIE:

1) HanM4KMe 1OCTATOYHOTO KOJIUYECTBA COTPYAHUKOB, COOTBETCTBYIOIIETO
000pyI0BaHus, CPEJICTB U MATEPUAIIOB JUIsl CBOEBPEMEHHOT'O U HAJJIEKAILErO
MPOBEJECHUS UCCIIEIOBAHUS;

2) BeneHue ydeta KBanuuKaiuii, 00yueHusi, OmbITa U OMMUCAHUS padOT KaXKI0TO
CHEIMATUCTa U TEXHUYECKOTO TePCOHAa;

3) moHMMaHUE BBITIOTHAEMBIX (PYHKITUH M MPEIOCTABICHHE COOTBETCTBYIOIIETO
o0yueHus;
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4) HanuuWe U BhINOJIHEHUE TeXHUYeCckn 00ocHOBaHHBIX COIl, yTBepKIeHuE
COII u u3MeHEHHUS K HUM;

5) HAJIMYHME CUCTEMBI 00ECIICUEeHUS KauyecTBa C IMCPCOHAIIOM;

6) nepe HauaIoM Ka)J10r0 UCCIIEJOBAHNS Ha3HAUEHUE COTPYAHMKA B KAUeCTBE
PYKOBOJIUTENS UCCIIEIOBAHNUS C KBATH(PUKALUEH, COOTBETCTBYIOIIECH LIEISAM
UCCIIEI0BaHUA. 3aMEHa PYKOBOJIUTEISI HCCIEA0OBaHUS IPOBOJUTCS COTTIACHO
yrBepkeHHbIM COII u odopmiisercs TOKyMEHTaNbHO;

7) B cimyyae MHOTOLIEHTPOBOIO UCCIIEIOBAaHMSI HA3HAYAETCS Be Lyl
HCCIIEZIOBATENb C COOTBETCTBYIOUINM 00pa30BaHuEM, KBATU(PUKALIUEH U OIIBITOM.
3aMeHa BeIyIIero UCCIe0BaTelNs NPOBOUTCS cornacHo yrBepxkaeHHbIM COIl n
oopMmsieTcss JOKYMEHTAIBHO;

8) yTBEep)KIAeHUE JOKYMEHTAIBHO O(OPMIEHHOTO MPOTOKOJIA, IPOrPAMMBI
UCCIIEJOBAHUs PYKOBOJIUTEIIEM UCCIIEIOBAHMS;

9) KOHTPOJB 32 MPEIOCTABICHUEM PYKOBOAUTEIEM YTBEPKACHHOTO TPOTOKOJIA
MPOTOKOJIA, TIJIaHa, TPOTPaMMBbl UCCIIEIOBAHMS TIEPCOHAITY OT/IeNIa 00eCIIeUeHuUsI
KAauecTBa;

10) BegeHue yuera Bcex 10KyMeHTOB B cooTBeTcTBUM ¢ COII;
11) Ha3HAYeHUE COTPYIHUKA, OTBEYAIOIIETO 32 PYKOBOACTBO apXHUBOM;
12) BeneHre OCHOBHOTO Ipaduka;

13) B cmyyae MHOTOLIEHTPOBOI'O MCCIIEIOBAHUS OCYIIIECTBICHUE TECHOM CBSI3U
MEXy PYKOBOJUTEIIEM HCCIIEIOBAHUS, BEIYIIUM UCCIEI0BATENIEM, TPOTPAMMOM
oOecreyeHus: KauecTBa U MEPCOHAIIOM UCCIIEIOBAHUS;

14) ycraHoBneHUE IpOLELYPbl KOHTPOJISI HCTIOJIb30BAHUS
KOMITBIOTEPU3UPOBAHHBIX CUCTEM I10 ITPETHAZHAYEHUIO, UX BAIWJALUIO,
(GyHKUIMOHUPOBAaHKE U 00CITyKMBaHUE corjaacHo CTaHAapTy.

18. PykoBoauTens uccaeaoBaHus SBISETCS LIEHTPAIN30BaHHbBIM
KOHTPOJIPYIOIUM JIMLIOM B MCCIEA0BAaHUU U OTBEYAET 32 O0LIEE IPOBENCHUE
UCCIIEJIOBAHUS U IOJITOTOBKY 3aKJIIOYUTEIBHOTO OTYETA.

19. PykoBoauTeNb HCCIIEIOBAHUS 00ECTICUMBACT:

1) coriracoBeIBaHKE MPOTOKOIIA, IIaHA, POTPAMMBI HCCIICIOBAHUS 1 JTIOOBIE €ro
(ee) U3MEHEHUS TPOCTABJICHUEM JIaThl U MTOAIHUCH;



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 03.04.2023
aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 21.04.2023
™ ‘ a ,' [ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 03.04.2023

P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 21.04.2023

2) opraHu3amuio padoThI 110 MIPOBEACHUIO UCCICAOBAHUS, PACIIPEACIIACT
(GYHKIIMU MEXy YYaCTHUKAMU UCCIICIOBAHMUS;

3) KOHTPOJIb 32 CBOEBPEMEHHBIM MPEI0CTABICHHIE MTEPCOHATY OT/eIa
oOecrieueHunsT KaueCcTBa KOIMH MPOTOKOJIA, TIaHA, TPOTPAMMBI UCCIEAOBAHMS M BCEX
ero (ee) U3MEHEHUH COrJIacHO TPEOOBAHUAM K MTPOBEJICHHUIO UCCIICIOBAHNUS,

4) npeaocTaBiieHHe MTPOTOKOJIA, IJIaHa, POrPaMMBbI UCCIIEIOBAHUS U €ro (ee)
u3MmeHeHus, a Takxe COII nepconany nccienoBanus;

5) odopmiieHHE TPOTOKOJIA, IIJIaHA, TPOTPAMMBbI UCCIIETIOBAHUS U
3aKTIOYUTEIIBHOTO OTYETa U U3MEHEHUS K HUM;

6) cobmroieHre TPoIIeTyp, YKa3aHHBIX B TPOTOKOJIE, IJIaHE, POTPaMMe
UCCJIEJIOBAHUS, OIICHUBAET U JOKYMEHTUPYET BIUSHHE JIFOOBIX OTKJIOHEHUN OT
MPOTOKOJIA, MJIaHa, TPOTPaMMbl UCCIICIOBAHMS HA Kau€CTBO U JIOCTOBEPHOCTh
HCCIICIOBAHUS;

7) TOKyMeHTaJIbHOE 0(hOpMIIEHHE U PETUCTPAITUIO MOJYICHHBIX HCXOTHBIX
JTAHHBIX

8) KOHTPOJIb 3a IPOXOKACHHUEM BaJIMJallNH KOMIIbIOTCPU3HUPOBAHHBIX CUCTEM,
HCITIOJIb3YyCMBIX B HCCJICIOBAHWH,

9) MOANMMCAHUEC U JATUPOBKY 3aKIIIOYUTCIIBHOTIO OTYCTA C YUCTOM JOCTOBCPHOCTDH
JaHHBIX U YKAa3aHUCM COOTBCTCTBUA UCCICAOBAHUA CTaHIIapTy;

10) KOHTpOJIb 32 apXUBUPOBAHUEM ITPOTOKOJIA, IIJIaHA, TPOTPAMMBbI
UCCIIEIOBAHUS, 3aKJIIOUUTEIHLHOTO OTUYETA, UCXOIHBIX JJAHHBIX U BCEU IOKYMEHTAIUU
1OCJie OKOHYAHUS (MJIM IPEeKpalIeHUs ) UCCIIEeIOBaHMUS.

20. Benymmii uccneaoBaTelib 00ecieunBacT MPOBEACHUE UCCIICTOBAHUS
COTJIACHO COOTBeTCTBYIONeMYy CTaHapTy.

21. Ilepconai, 3aA€iCTBOBaHHBIN B MTPOBEICHUH HCCIIEAOBAHMUS, OCYIIECTBISET
cobmoaenue Cranaapra.

22. IlepcoHnan ucciienoBaHusI UMEET JOCTYN K MPOTOKOJTY, IJIaHY, IPOrpaMMe
uccienoBanus u coorseTcTByrommM COII, koTopbie UMEIOT OTHOIIIEHHE K €ro padoTe B
uccienoBanud. JIroObie OTKIOHEHHS OT IPOTOKOIIA, MJIaHa, MPOTPaMMBbI UCCIIEIOBAHUS
oopMIIsIeTCss JOKYMEHTAIBHO U TIEPEIaeTCsl HAMIPSMYIO PYKOBOIUTEIIO UCCIICIOBAHUS
U (WIK) IpU HEOOXOAMMOCTH BEIyIIEMY UCCIEA0BATEIIO.



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 03.04.2023
aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 21.04.2023
o ‘ a [ ¥ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 03.04.2023

PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC I[aTa CKAUMBAHUS 21.04.2023

23. IlepcoHan uccienoBaHus 00ECIEUNBAET CBOEBPEMEHHYIO U TOUHYIO
PErMCTPALIO HCXOAHBIX TaHHBIX U UX COOTBeTCTBHE CTaHAApTy, a TAKKE 3a KAYECTBO
ATUX JTAHHBIX.

24. IlepcoHan rucciie10BaHUs TPEANPUHUMAET O030POBUTEIbHBIC
nporIaKTHYEeCKUE MEPHI 1T MUHUMH3AIIAN PUCKA IS 3JI0POBBS U 00eCIIeYnBaTh
JIOCTOBEPHOCTH HcclieoBanus. [lepconan cBoeBpeMeHHO coo0IIaeT
COOTBETCTBYIOIIEMY JIUILY O CAHUTAPHBIX WJIM MEAUIIMHCKUX YCIOBUAX C LETBIO UX
YCTpPaHEHUs U HEIOMYLIEHUS BIMSHUSA HA UCCIIEIOBAHUE.

25. Jlns obneryenus paboThl pyKOBOAUTENS UCCIIEI0BAaHUS U OTAeNa
oOecrieyeHust KauecTBa MpU KPaTKOCPOUHBIX UCCIIEIOBAHUAX UCIIOJIb3YETCS
PYKOBOJICTBO IO puMeHeHHt0 CTaHaapTa B KpaTKOCPOYHBIX UCCIIEIOBAHUAX COIJIaCHO
npunoxxenus 1 k Crangapry, Ipu UCCIEA0BAHUAX 1N Vitro (MH BUTPO) pyKOBOJICTBO 110
npuMmeHeHuto CtaHnapTa A UCCIEA0BAHMM 1n Vitro (MH BUTPO) COrJIaCHO MPUIIOKEHUS
2 k Cranpapry;

26. Ponb 1 pyHKIIMM pyKOBOAUTEIS UCCIAEAOBAHUS TIPU MTPOBEACHUH
ucciienoBanuii cornacHo CTaHaapTy, perJaMeHTUPOBAHBI B IPUIIOKEHUS 3 K
Cranpapry.

27. Ponb u pyHKIIMEU cioHCOpa B mpuMeHeHnn CTaHaapTa perJaMeHTUPOBAHbBI B
npunoxenus 4 k Ctanaapry.

IHaparpa¢ 3. IlomemeHus AJ1s1 ucCae0BaAHUM

28. Ilomenienust, mpeiHa3HAYCHHbIE JJIs1 IPOBEACHUS TOKITMHUYECKUX
(HEeKJIMHUYECKHUX ) UCCIIE0BAHUM, TPOSKTUPYIOTCS, pacloiaraloTcs u
HKCIUTYaTUPYIOTCS B 1IENIAX 0OeCcreueHusl KaYeCTBEHHOI'O UCTIOJIHEHUSI POBOUMBIX
uccienoBanuid. CTpyKTypa HCIBITaTENbHOMN JJa0OpaTOPUU Pacoaraet
BO3MOXHOCTSIMH JIJIs1 00€cTIeueHusl aJIeKBaTHOW CTENEHU Pa3[eJICHHs] pa3HbIX BUOB
JESITeIbHOCTH I HaJJIeXKAaIllero IPOBEJCHUS KaXKI0r0 UCCIIe10BaHUsI.

29. ITomemnieHus 11 TECT-CUCTEM:

1) ucnipITatenbHas 1abopaToOpUs pacnoiaraeT T0CTaTOYHBIM KOJIMYECTBOM
MOMEIIEHUN U 30H JIJIs1 U30JISIIIUU TECT-CUCTEM, B KOTOPBIX 3a/IeiCTBOBAHBI BEIECTBA
VI MHUKPOOPTAHU3MBI C U3BECTHOM WITM TI0/I03pEBAEMON OMOJIOTUYECKON OTTaCHOCTHIO;
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2) pacnonaraeT COOTBETCTBYIOIIMMHU OMEIIEHUSIMHI U 30HAMHU JIJIs1 TUATHOCTUKH,
UCCJIeIOBAHUS U KOHTPOJIA 3a001€BaHUM, YTOOBI HE JOMYCTUTh HEMPUEMIIEMOT'O YPOBHSI
MOBPEKICHUS TECT-CUCTEM;

3) pacrnionaraeT OT/IeJbHBIMU MOMEILCHUSIMU UM 30HAMU XPAHEHUS ChIPbS U
000pyI0BaHUS, UCIIOIB3YEMOT0 B HCCIEIOBAHUH, KOTOPHIC 00ECTICUNBAIOT
COOTBETCTBYIOIIYIO 3aIIATY OT 3apAKEHUS, 3arPA3HEHUS WU IOBPEKICHUS.

30. ITomemenust 1151 IPOBEICHUS UCCIEAOBAHUMN HCCIIEyeMbIX BEIIECTB
(JiekapCTBEHHBIX CPEACTB) U 00PaA3IOB CpaBHEHUSI (KOHTPOJIbHBIX 0O0OPa3IIOB):

1) mu1st mpenoTBpalleHus 3arpsi3HEHMS] WJIM CMELIIMBAaHUS OTBOASTCS OTIAEIbHbIE
NOMEILECHHSI ¥ 30HBI JJIS [TOJIyYEHHUS U XPAHEHUS UCCIIETYEMBIX BEILIECTB
(JIeKapCTBEHHBIX CPEJICTB) U 00pa3L0B CpaBHEHUS (KOHTPOIbHBIX 00pa3IoB);

2) IMOMCHICHHA WJIM 30HBI XPpaHCHHA NCIIBITYEMBIX BCIICCTB PACIIOIararoTCA
OTACICHHO OT KOMHAT MJIK 30H, B KOTOPLIX Pa3MCIIAIOTCA UCIIBITATCIIbHBIC CUCTCMEI,
KOTOPBIC 00ecCIeYnBaroT COXpaHCHUA COCTaBad, KOHICHTPAIIUH, YNCTOTHI, CTaOMIILHOCTHU
u O6e3omacHoe XPaHCHHUC OITACHBIX BCIICCTB.

31. Ilomemienust 111 apXMBUPOBAHUS 000PYIYIOTCS JUIsl 00ECTICUEHUS
0€e30I1acHOro XpaHeHus: MPOTOKOJIOB, IIJIAHOB, IPOrPaMM HCCIIEIOBAHUS, UCXOIHBIX
JAHHBIX, 3aKJIFOUUTEIbHBIX OTYETOB, TPOO UCIBITYEMBIX BEILIECTB U 00pPa3IIOB.
PacnosioskeHne apxuBa 1 pexXuM pabOThI 3alUINAET €70 COAEPHKUMOE OT MOPYH.

32. Ynanenue (yHUYTOKEHHE) OTXO/I0B OCYIIECTBIISAETCS, HE TIOIBEPrasi
OMACHOCTH MPOBEICHUE UCCIEAOBAHUI U HE UCKaXKasi X pe3ynbTarhl. J{Jist 3Toro
TpeOyeTcst 00eCcneynTh COOTBETCTBYIOIIME YCIOBHS 17151 COOpa, XpaHEHUs U BbIBO3a
OTXOJIOB, a TAKXKE MPOLEAYP UX JE3AKTUBAIMU U MOCIEAYIOIIEH TPAaHCIOPTHUPOBKHU.

IHaparpa¢ 4. O6opyaoBanue, MaTepUaJIbl U PEAKTHBbI

33. O6opynoBaHue, BKIIOYAsi KOMIIBIOTEPU3UPOBAHHBIE CHCTEMBI, UCTIOJIb3YEeMbIe
1T cOOpa M XpaHEHUs JaAHHBIX U I KOHTPOJIA (DaKTOPOB OKPYIKAIOIIECH Cpe/ibl,
KOTOPBIE UMEIOT OTHOIIIEHUE K UCCIEOBAHUIO PA3MEIIAIOTCS C YI€TOM 0COOEHHOCTEH,
1esiell ¥ Ha3HAYCHUs, COOTBETCTBYIOIIUX BHJIaM TIPOBOIUMBIX UCCIICIOBAHHIA.
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34. O6opynoBaHKE, HCTIOJIB3YEMOE B UCCIICOBAHUH, IEPUOTUICCKH
MIOJIBEPraloTCs TEXHUICCKOMY OOCITY)KMBAaHUIO, KAIIMOPOBKE, OUNCTKE B COOTBETCTBUU C
yTrBepxkaeHHbIMu COII.

35. Uckirouaercst OTpULATENIbHOE BIUSHUE HA UCIIBITATEIIBHBIE CUCTEMBI
000pyTI0BaHUH U MaTepUaIOB, UCIIOIb3YEMbIC B HCCIICIOBAHUH.

36. XumMuyeckue BeIeCTBa, PEaKTUBBI U PaCTBOPHI UCIIOIH3yEMBIC B
UCCJIeIOBaHUN, MAPKUPYIOTCS C YKa3aHUEM COCTaBa (B COOTBETCTBYIOIIUX CIIydasix
KOHIIEHTPAIINH ), CPOKA TOJHOCTH U yKa3aHUi 00 ocoOeHHOCTX XpaHeHus. ColepKut
nH(opMaIuio 00 HICTOUHUKE TTOTYUEHHUSI, 1aThl TPUTOTOBJICHUS U CTAOMIHLHOCTH.

IHaparpag S. TecT-cucreMsl

37. dusnyeckue, XUMHUECKHE:

1) o6opynoBanue, UCNOIb3yeMoe i (PUINKO-XMMUYECKUX HCCIICIOBAaHUH,
MMEET COOTBETCTBUE BUJIaM MPOBOJUMBIX UCCIIEI0OBaHUN;

2) obecrnieueHHEe LETOCTHOCTH (PU3UUECKUX, XUMUUECKUX TECT-CUCTEM.
38. buosornueckue:

1) obecnieueHre HaUIeKAUX YCIOBUM 7Sl pa3MELIEHUs1, XpaHEeHUs, 00pabOTKH
U cofiepaHusi OMOJIOTUYECKUX TECT-CUCTEM C LIEIbI0 00eCIeYeHNs COOTBETCTBYIOIIETO
KayecTBa UCCIIEI0BAHUS;

2) BHOBb MOJYyYEHHBIE )KUBOTHBIE Y PACTUTEIbHBIE UCTIHITATEIbHBIE CUCTEMBI
M30JIMPYIOTCS B COOTBETCTBHM C yTBepkaeHHbIMU COII. Ha Hauano nccnenoBanus,
UCIIBITATEIbHBIE CUCTEMBI ITPOXOSAT COOTBETCTBYIOIIUI KApAHTHUH, IOIMYCK K
WCIIOJIb30BAHUIO M COOTBETCTBYIOT BUIY U LIEJISIM UCCIeAOBaHus. VcnbITaTenbHbIE
CUCTEMBI, TIOPAKEHHBIE O0JIE3HBIO WIIA MTOBPEXKICHHBIE B X0/ UCCIIEIOBAHNUSA,
U30JIUPYIOTCS U MPOXOIST UCCIIEIOBAHUS, TP HEOOXOIUMOCTH COXPAHSIETCS
LEJIOCTHOCTh HcciieoBanus. JIro0ast JMarHoCTUKa U UCCIIEI0BaHUE JTH000ro
3a00sieBaHUs IEPE] U B XOJI€ UCCIIEIOBAHUS PETUCTPUPYETCS TOKYMEHTAIbHO;

3) BeneTcs perucTpaiys HCTOUHUKA MOTYyUYEHUs, TAThl U YCIOBU MPUOBITHS TECT-
CHUCTEM,;



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 03.04.2023
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 21.04.2023

e‘ ‘ a ,' , DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata peaKkmum 03.04.2023
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE o
JlaTta ckaunBaHMs 21.04.2023

4) GUOJIOTMYECKHUE UCTIBITATEILHBIE CUCTEMBI TIPOXOIAT aJaNTAIUIO K YCIOBHUSIM
WCCJICIOBAHNUN B TCUCHUE COOTBETCTBYIOIIETO MEPHO/Ia BPEMEHH Iepe]] IIePBBIM
BBEJICHUEM, TPUMEHEHUEM HCCIIETYEMOTO BEIIECTBA WM 00pa3iia CpaBHEHUS
(KOHTpOJILHOTO 00pasia);

5) nis HajuIeKaIe nACHTU(GUKAIIUA UCTIONB3yEeMbI€ TECT-CUCTEMBI
0003HaYaeTCsl COOTBETCTBYIOIIEH MapKUPOBKOM;

6) TIpY KCTIOJB30BAHKMH TOMEIIEHUS W KOHTCHHEPHI C HCTIBITATEIbHBIMH
CUCTEMaMHU CJIeIyeT MePUOINIECKHU TI0/IBepraTh CAaHUTapHOM 00paboTke. JIt00oit
MaTepHall, KOHTAKTHPYIONTUH C UCTIBITATEIbHOW CHCTEMOM, HE COJICPIKHUTh
3arpsi3HATENICH HA YPOBHE, MEIIAIOIIEM MPOBEICHUIO UCCIICOBAHUSI.

IHaparpa¢ 6. UcnbiTyemble BeniecTBa (JIeKAPCTBEHHbIE CPEACTBA) U 00pa3ubl
cpaBHeHHs (KOHTPOJIbHBIE 00pa31bl)

39. [lonyuenne, o6paboTKa, oTOOp MPOO U XpaHEHUE:

1) nanumure uHGOpMaIMK O CBOMCTBAX UCCIIEAYEMOTO BEIECTBA
(JIekapCTBEHHOT'O CPEJICTBA) U 0OPa3IOB CpaBHEHUsI (KOHTPOJIBHBIX 00Pa3IoB), 1aTe
TIOJTy9YEHHSI, CPOKE TOJHOCTH U MOJTYYEHHOM M HCTIOJIh30BAaHHOM KOJMYECTBE B
UCCJIeIOBAHUSIX;

2) yKa3bIBalOTCS MPoLeTypbl 00paboTKH, 0TOOpa NP0, U XPAHEHHUS C LIEIIBIO
oOecreyeHus: HaJUIeKalero ypoBHs TOMOT€HHOCTH M CTa0UIIbHOCTH, CKITFOYAIOIIIETO
3arpsA3HEHUE WM CMEIINBAHUE;

3) Ha KOHTEHHEepe NIl XpaHEeHUs 0003Ha4YaeTCsa COOTBETCTBYOIIAs
UACHTUPUIUPYIOIIAst UHPOpMaLKs, CPOK TOAHOCTU U OCOOEHHOCTH XpaHEHHUS.

40. Onrcanue CBOUCTB:

1) kaxx10e rcclieyemMoe BelecTBo (JiekapCcTBEHHOE CPEACTBO) U 00pasell
cpaBHEHUS (KOHTPOJIBHBIN 00pa3el]) COOTBETCTBYIOIUM 00pa3oM UAECHTU(PULUPYETCS
(HampuMep, Ko, UACHTU(DUKAITMOHHBIA HOMED T0 peecTpy XUMHYECKo pedepaTuBHOM
CITy>KObl AMEPUKAHCKOTO XMMUYECKOT0 OOIIECTBA), C YKa3aHUEM MX Ha3BaHUS,
(bU3UICCKUX, XUMUYECKUX, OMOIOTHYECKUX, (apMaKOJIOTHUCCKHUX CBONCTB;
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2) B K&XJIOM UCCJIeI0BaHUU TpebyeTcs nHpopmaIus 0 HoMepe Cepuu, YUCTOTE,
COCTaBe, KOHIICHTPAIIUU U APYTHX XapaKTEPUCTUKAX UCCIEAYEMOTO BEIIEeCTBA
(JIeKapCTBEHHOT'O CPEACTBA) M 0OPA3IOB CPaBHEHUS (KOHTPOJIBHBIX 00Pa3IoB).

3) B TeX ciy4dasix, KOTJla UCClelyeMO€e BEIEeCTBO (JIEKaApCTBEHHOE CPEACTRO)
IPEAOCTAaBICHO CIIOHCOPOM, pa3pabaThIBaETCsI COBMECTHAS MPOLIEAYPa MEXKTY
CIIOHCOPOM (pa3pabOTYMKOM) U UCIIBITATEIBHOM JJa00OpaTOpHeil 0 MPOBEPKE
HOJUTMHHOCTH UCCJIEyeMOr0 BEIECTBA (JIEKapCTBEHHOT'O CPEJICTBA),
NpeIHa3HAYCHHOTO JJIs1 UCCIICIOBAHMS,

4) creyeT 3HaTh O CTAOMIIBHOCTU UCTIBITYEMOTO BEIIECTBA (JIEKaApCTBEHHOTO
cpencTBa) U 00pasmoB cpaBHEHUS (KOHTPOJIBHBIX 00PA3IOB) B YCIOBUSIX XPaHCHUS U
HCCIIeJOBAaHMM;

5) ecnu uccneayeMoe BEeeCTBO (JIEKApCTBEHHOE CPEJICTBO) MPUMEHSIETCS C
BCIIOMOTaTEIbLHBIM MaT€pUAIOM, CIEAYET OMPEAEIUTh TOMOT€HHOCTh, KOHIICHTPAIUIO U
CTaOMIIBHOCTH UCCIIETYEMOTO BEIIECTBA B ’TOM MaTepHuase;

6) B K&KJIOM UCCJIEIOBAHNU, KPOME KPATKOCPOUHBIX, CIIETyeT 0OCCIICUHUTh
apXUBHOE XpaHEHHE 00Pa3I0B KaXKI0W CEPUH UCCIIETyeMOTr0 BEeIIECTBA
(JIekapCTBEHHOT'O CPEJICTBA) /JI1 AHAIUTUUECKUX 1IEJeH.

Iaparpa¢ 7. CtannapTHbie onepanuoOHHbIe MPOLEYPbI

41. UcnpiTarenbHas 1ad0paTopys UMEET B HATMYMH MUCbMEHHO 0()OPMIIEHHbIE
COIl, yTBepk/1eHHbIE PYKOBOJCTBOM HUCIBITATEIbHOM JIabOpaTOPUH, KOTOPbIE
npeaIHa3HavYeHbl 111 00ecieueH s KauecTBa U JIOCTOBEPHOCTHU JaHHBIX, MOTYyUYEHHBIX
UCIIBITATEILHOM TabopaToOpHeil B X0/1€ MPOBEICHH UccieaoBaHui. BHecenue
U3MEHEHHI B CTaHIapTHBIE ONEPAIIMOHHBIE TIPOLEAYPhI 0J00PSETCS PYKOBOJCTBOM
UCIIBITATEILHOM 1a00paTopuu.

42. B xaxJ10M OTACJIIbHOM MOJIPa3ACICHUH U (WJIM) KaXA0W ITOIIaKe
UCIIBITaTENbHOM JIabopaTtopun uMeroTcst konuu aeictBytonmx COIl, oTHOcAImXCs K
WX JeATeNIbHOCTU. B KauecTBe nonoaHuTenbHbix MarepuanoB kK 3tum COII
UCTIOJIB3YIOTCS OIYOIMKOBAHHBIC YICOHUKHN, aHATUTHYECKHE METOIbI, CTAThU U
PYKOBO/JICTBA.
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43. Orknonenuns ot COII, umeromux OTHOIICHHUE K UCCIICIOBAHUIO,
JIOKYMEHTAJIBHO 0(hOpMIISIETCS, YTBEPIKIAETCS PYKOBOJIUTENIEM UCCIICIOBAHUS U
BEJIYIIUM HCCIIEIOBATEIIEM.

44. COII pa3zpabaTsiBaeTCs, 1151 K&KIOTO BUA NEITEILHOCTH UCTIBITATEILHOM
naboparopuu. [lepeuens BuioB COIl, npuBeIeHHBIX HUXKE SBIISIETCSA IPUMEPHBIM.

45. UccnemyeMble BelecTBa (JIEKApCTBEHHbBIE CPEICTBA) U 00pa3iibl CPaBHEHUS
(KOHTpOJIbHBIE 00pa3Iibl): OJIyYeHUe, WASHTUPUKAIINS, MAPKUPOBKA, 00paboTKa,
oTOOp MpoO U XpaHEHHE.

46. O6opynOBaHKEe, MaTEPUAIIBI U PEAKTUBHI:
1) obopynoBaHUE: HCIIOJIB30BAaHKE, OOCTY)KMBAaHNE, OYMCTKA U KaTHOPOBKA;

2) KOMITBIOTEPU3UPOBAHHBIC CUCTEMBI: BaTUAAIMs, (YHKITMOHUPOBAHUE,
oOcnyxuBaHue, 0€30MaCHOCTh, KOHTPOJIb 32 U3BMEHEHHUSIMU U pe3epBHAs CUCTEMA;

3) MaTepuabl, peakKTUBbI U PACTBOPHI: TPUTOTOBJICHHE U MAPKUPOBKA.

47. Peructpanus, HoAroTOBKa OTYETOB, COXPAHEHHE: KOJUPOBAHUE
UCCIIEI0OBAaHUM, COOp JIaHHBIX, TOATOTOBKA OTYETOB, CUCTEMbI MHJIEKCAlluU, 00paboTka
JIAHHBIX, BKJII0Yasi UCIOJIb30BaHWE KOMITBIOTEPU3UPOBAHHBIX CUCTEM.

48. NcnipITaTeIbHBIE CUCTEMBI:
1) moAroToBKa MOMEIIEHUN M YCIOBUM XPAHEHUS UCTIBITATEIIbHBIX CUCTEM;

2) npoueaypsl MOMYUYEHHUs, IEPEIaun, HaJJICKAIIETO Pa3MEIICHUs, XPAHEHUS,
OMUCaHUs, UICHTU(PHUKAIMU U 00PAOOTKH UCTIBITATEILHON CUCTEMBI;

3) IIOATrOTOBKA HCIBITAaTEIILHOM CHUCTCMBEI, Ha6JII-O,IIeHI/IfI " aHaJIN3bI IICPEI, B
TCUCHHUC U B KOHIIC UCCICAOBAHUA,

4) pasMCIICHUEC TCCT-CUCTEM Ha UCIIbITYCMBIX ITIOIIA/IKax.

49. Ilpouenypsl obecnieueHus: kauecTBa: padora nepconana COII mo
IUTAHUPOBAHUIO, COCTABIIEHUIO IPAPUKOB, TPOBEICHUIO, IOKYMEHTATLHOMY
0(OPMIICHUIO U TTOATOTOBKE OTYETOB 00 MHCITEKITUSX.

I'nasa 4. IIpoBeaeHue uccjie10BaHus
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IHaparpad 1. IIporokoJ, niiaH, nporpaMmMa MccJIe10BaHUA

50. B ka)xa0M HCClIe10BaHUU UMEETCS IPOTOKOJI, IJIaH, IporpaMmMa B
NUCHbMEHHOHN (hopMe, COTTIaCOBaHHBINA PYKOBOJCTBOM HCIBITATENbHON TabopaTopuu u
CIIOHCOPOM (Pa3pabOTIMKOM).

51. IlpoToxkou, miaH, mporpaMMa UCCIeI0BAHUS YTBEPKAACTCS TaTUPOBAHHOM
MOAMUCHIO PYKOBOJIUTEIIS UCCIICIOBAHMUSI.

52. IlonpaBKu IpOTOKOJIA, IJIaHA, TPOTPAMMBI UCCIEOBAHNS UMEET
000CHOBaHUE, 0J00psieTCS JaTUPOBAHHON MOJMUCHI0 PYKOBOAUTENS UCCIEA0BAHUS U
IpUOOIIEHBI K MPOTOKOJTY, IJIaHy, POTpaMMe UCCIIET0BAHMSL.

OTKJIOHEHUS OT IPOTOKOJIA, MJIaHa, TPOrPaMMbl UCCIIE0BAHUS UMEET OIIUCAHUE,
00BsICHEHME, 0100PSAETCS, CBOEBPEMEHHO AATUPOBAHBI PYKOBOIUTEIIEM HUCCIIEIOBAHMS
WIN BEIYIIUM HCCIIEA0BATENEM U COXPAHEHBI C HCXOJHBIMU JAHHBIMHU MCCIIEI0BAHUS.

53. Ilpu KpaTKOCPOYHBIX UCCIICIOBAHMAX, HCTIOJIB3YETCsl OO MPOTOKOJ, TUIaH,
MpOrpamMMa MCCIEAOBAHUS C COOTBETCTBYIOIIUMU MPUIIOKEHUSIMU.

IHaparpa¢ 2. Conep:xaHue NpoTOKO0JIa, IIAHA, IPOTrPAMMBI HCCJIEIOBAHUS

54. UnenTrduKaiys uccie0BaHus, UCCIISyeMOro BeliecTBa (JIeKapCTBEHHOTO
cpeacTBa) U obpasia cpaBHEHHS (KOHTPOJIBHOTO 00pasna):

1) onrcanue au3aitHa MCCIIeIOBAHUS;
2) undopmanus o UeIAX U 3aJ1a4ax UCCIeI0BaHUs;

3) uneHTudUKaIus UCCIETyEMOTO BelllecTBa (JIEKApCTBEHHOTO CPEACTBA) Yepe3
KOJI WJIM Ha3BaHUE;

4) ucciemyeMoe BeIecTBO (JIEKapCTBEHHOE CPEACTBO) €ro ONMCaHKe, MPUpOoaa
IIPOUCXOXK/ICHUS U XapaKTCPUCTUKH.

55. Uudopmanus o cioHcope (pa3paboTunKe) U UCTIBITATEILHOMN 1abopaTOpUu:
1) Ha3BaHue U aapec crnoHcopa (pazpaboTuuka);

2) Ha3BaHUE U a/IpecC 3a/IeCTBOBAHHBIX HCTBITATEIBHBIX J1A00pATOPHUI U
VCIIBITATEIbHBIX IUIOIIAO0K;
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3) bamunus 1 agpec pyKOBOAUTEINS UCCIIEI0BAHUS;

4) ¢pamunus u agpec BeIylIero uccieaoBarens, (paMuanu ucciaeaoBaTeiei,
MPUHUMABIINX YYaCTHE B UCCIIEIOBAHUU.

56. J1aThr:

1) naTa yTBep)ACHUS MPOTOKOJIA, TIIaHa, MPOTPAMMBbI HCCIIEIOBAHUS C
TIOJIMMUCHIO PYKOBOUTEISI HCCieioBaHus. J[aTa yTBEpKIeHUs TPOTOKOJIA, IJIaHa,
IPOTPaMMBbI UCCIIETOBAHMS C TMOAMUCKHI0 PYKOBOJICTBA HCTIHITATEIHHON JJa00OpaTOPUU U
crioHcopa (pa3padoTynka);

2) MPCAJTOKCHHBIC DKCIICPUMCHTAJIBHBIC IAaThl Ha4YaJlda U 3aBCPIICHUA
HUCCICA0OBAaHUA.

57. llpuBoauTcs Mo ipoOHOE OMMCAHKE METO/IOB HCCIIEI0BAaHUM, HAMMEHOBaAHU M
TECT-CUCTEM, HCTIOIb3YEMBIX B HCCIIEIOBAaHUH, C 000CHOBAHHEM HUX BBIOOpA, CIIOCOOBI U
MyTH BBEJCHUS UCCIIEyEMOTO BellecTBa (JIEKAPCTBEHHOTO CPEICTBA), METO/IbI
CTaTUCTUYECKON 00pabOTKHU, MHBIE JOKYMEHTHI IO MPOBEJACHUIO UCCIIEI0BAHMIA;

58. IIpobseMHbI€ BOMIPOCHI (B COOTBETCTBYIOIIMX CIyYasiX):
1) o6bocHOBaHKE BHIOOPA UCTIBITATEILHON CUCTEMBI;

2) onucaHue UCTILITATEILHON CUCTEMBI, C YKa3aHUEM TaKUX JaHHBIX Kak
Ha3BaHUE BHUJA, IITaMMa, CyOIlITaMMa, ICTOYHHMKA TTOTYUYCHHsI, KOJIMYECTBA, BU/IA
YKUBOTHBIX, UX MACChI TeJIa, 1oJia, BO3pacTa u APYyroi BaxxHON nH(popMaiuy;

3) cnoco0 mpyUMeHEHUs U MPUYMHA TAKOT'O BHIOOPA;

4) ypoBHHM 103 U (MJIM) KOHUEHTPAIMH, YaCTOTa U MPOJAOHKUTEIbHOCTh
IPUMEHEHUS;

5) monpoOHas uH(oOpMaIUs O CTPYKTYPE UCCISAOBAHMS, BKIIOUYAs OTIICAHUE
XPOHOJIOTHH, BCEX METOI0B, MAaTEPUAJIOB U YCIIOBHIA, BHJIa U YaCTOTHI MPOBEICHHBIX
aHaJM30B, U3MEPEHUM, HAOIIOICHUHN U UCCIIEIOBAHUN.

6) Bce cBeJIeHUsI (JIaHHbIC) HAOIIOICHUIN COXPaHSIOTCH.

IHaparpa¢ 3. [IpoBeneHue nccie10BaHUA
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59. KaxxioMy uccieoBaHUI0 IPUCYKIAETCS YHUKAIbHBIA HOMEp. Bee
UCIIOJIb3yEeMbI€ B UCCIIEAOBAHUM 00pa3iibl, 000PYI0BAaHUE U MaTEPHUAIIbI,
JOKYMEHTAIIBHO OTPAYKAETCSA B MaTepraiax UCCIEA0BAHUS, C LIEJIbIO HX

IMPOCJICIKUBACMOCTHU. HCCJICI[OBE[HI/IG IMPOBOIATCA COTJTIACHO ITPOTOKOJY, IIJIAHY,

nporpaMmme uccienoBanusi. O0pasiibl UCCIETyEMbIX BEIIECTB (JIEKaPCTBEHHBIX CPEJICTB)

U 00pasIiibl CpaBHEHUS (KOHTPOJIbHBIE 00pa3Iibl) MAPKUPYIOTCS COOTBETCTBYIOIIUMU

00pa3zom, o0ecreunBaromUM UACHTU(DUKAIIUIO.

60. Jlannble, mojryyaeMble B X0JI€ UCCIIEI0BAHUS, TOYHO U pa300pPUUBO

PETUCTPUPYIOTCS MOCPEACTBOM Pa3JEIbHOrO BHECEHHS JaHHbIX. Ha Bce 3anucu

CTaBATCA MOAMKUCH (BU3bI) U JATUPYIOTCSL.

61. IlonpaBku U N3MEHEHUSI, BHOCUMbIE B TIPOTOKOJ, IJIaH, IPOrpPaMMy

UCCle1I0BaHus, 0(OPMIIAIOTCS C YKa3aHUEM MPUYMH U 0OOCHOBAHUS, TATUPYIOTCS U

IMOAIMUCBIBAKOTCAI.

62. Jlannaple, coOMpaemMbIe 10 MEPE MPSMOTO BBOJIa B KOMITBIOTEDP, UMEIOT

I/I)I€HTI/I(1)I/IKaIII/IIO Ha MOMCHT BBOJa JAaHHBIX JIMIIOM, OTB€CUAIOIIINM 3a HpHMOﬁ BBOJ,

JaHHBIX. KOMHBIOTepI/ISI/IPOBaHHaH cHCcTeMa 00ecIeynBaeT COXPaHCHUC BCCX

KOHTPOJIBHBIX KYPHAJIOB CO BCCMH U3MCHCHHUAMUN NAHHBIX, HC CKPbIBAA UCXOIHBIC

JTaHHEIE.

63. JloknHuyeckne (HEKJIIMHUYECKHUE) UCCIEI0BAHNS JIEKAPCTBEHHBIX CPEJCTB

IIPOBOIATCA B COOTBCTCTBHH C ITOPAAKOM IIPOBCACHUA JOKIIMHHUYCCKHUX

(HEKJIMHUYECKUX) UCCIICIOBAHUH JIEKAPCTBEHHBIX CPEJICTB COTIACHO MPUIIOKEHHUIO 5 K

Cranpapry.

64. MHOTOLIEHTPOBBIE UCCIIEA0OBAHUS ITPOBOJATCS B COOTBETCTBUU C
PYKOBOJACTBOM MO NpuMeHeHHI0 CTaHaapTa Jjis OpraHu3alud U IpOBEICHUS
MHOT'OLICHTPOBBIX UCCIEOBAHUM coriacHO nmpuiioxkeHus 6 k CTaHaapTy.

65. KomnbroTepu3upBaHHbIE CUCTEMBI UCIOJIB3YIOTCS B TPOBEACHUU
UCJIEJOBAaHUN B COOTBETCTBUHU C PYKOBOJCTBOM I10 IPUMEHEHUIO MPUHIIUIIOB
CranjapTa K KOMIBIOTEPU3UPOBAHHBIM CUCTEMAM COTJIACHO MPUIIOKEHUS 7 K
Cranpgapry.

I'naBa 5. O¢gopMiieHue pe3yJIbTaTOB HCCJIEOBAHMS
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IHaparpa¢ 1. O0mas napopmanus

66. I[J'IH KaXJI01o HCCIICAOBAaHUS I'OTOBUTCA 3aKJIFOYUTEIbHBIN OTYET.

67. Ilpu npoBecHUH KPATKOCPOUHBIX UCCIICIOBAHMMA CIICIyeT MOATOTOBUTh
CTaHJIaPTH3UPOBAHHBINA 3aKTFOUNTEIBHBIN OTYET CO CIIeNUATbHBIM IPUIOKEHUEM 00
0COOEHHOCTSIX HUCCJIEIOBAHUS.

68. IIpu npoBeeHNH TOATOCPOYHBIX UCCIIETOBAHUN TOATOTABINBACTCS
IIPOMEXKYTOYHBIN OTYET.

69. OT4eThl BeIylIUX UCCIIEA0BATENEeH U CIICHIMATNCTOB, 33/ICCTBOBAHHBIX B
UCCIIEIOBAaHUH, MTOJIMUCHIBAIOTCA UMU COOCTBEHHOPYYHO U AaTUPYIOTCS.

70. 3aKIIOYNTEIIFHBIM OTUET oA ChIBACTCA PYKOBOJAUTCIIEM HCCIICIOBAHUA U
AaTUpyCTCs, € Y4€TOM JOCTOBCPHOCTU JaHHBIX.

YKa3bIBa€TCsl CTENIEHb COOTBETCTBUS IIpuHOUIIaM CTaHz[apTa. 3aKJII0YUTEIIbHBIN
OTYCT, [P HAJIMYHH, CKPCIUISICTCS IICYAaTbO OPraHru3aluu.

71. I3MeHeHUs 1 TOMOJIHEHUS B 3aKJIIOUYATEIIBHOM OTUYETE MPEACTABIIACTCS B
dbopMe MonmpaBoK K OTYETY. YKa3bIBACTCS MPUINHA UCTIPABICHUNA WU JOTIOJTHCHHM.
Bce nonpaBku noANMCHIBAETCA U JATUPYETCA PYKOBOAUTEIEM UCCIEOBAHUS.

72. 3menenue GopmaTa 3aKIIOUUTEIHHOTO OTUETa COTJIacCHO TPEOOBAHUIM
roCyJIapCTBEHHOM perucTpaluy Wik yIOJTHOMOUYEHHOTO OpraHa HEe pacCMaTpUBaeTCs
KaK JIOMOJIHEHHUE UJTU TIOTIPABKA B 3aKJIFOYUTEIIbHBIN OTYET.

IHaparpa¢ 2. Coaep:xanue 3aKJII0OYATETBHOIO 0TYETA

73. Unentudukanus uccieoBaHus, UCCIETyeMOro BEIIECTBA (JIEKapCTBEHHOTO
cpeacTBa) U obpasia cpaBHEHHS (KOHTPOJBHOTO 00pasia):

1) pa3BepHyTOE ONMCAHKE AU3AHA UCCIICIOBAHMUS;

2) uneHTuduUKaIMsa UCCIETYEMOro BEIIECTBA (JIEKapCTBEHHOTO CPEJICTBA) Uepes
KOJI WJIA HAa3BaHUE;

3) unentudukamnus odpasia cpaBHEeHUS (KOHTPOIHLHOTO 00pasiia) mo
HaNMEHOBAHUIO;
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4) XxapakTEepUCTHKA CBOMCTB UCCIIENYEMOT0 BEIECTBA (JIEKAPCTBEHHOTO
CpelICTBa), BKJIIOYAsl YUCTOTY, CTAOMIBHOCTh U TOMOT€HHOCTb.

74. Undopmartius o crioHcope (pa3paboT4rKe) ¥ UCTIBITATEIHLHOM TabopaTOpuu:
1) Ha3BaHue U ajipec croHcopa (pa3padoTyuKa);

2) Ha3BaHUE U a/IpecC 3aJIeCTBOBAHHBIX HCIBITATEIbHBIX JTA00pATOpPHil U
UCTIBITATENbHBIX TJIOMIA0K;

3) bamunus 1 agpec pyKOBOAUTEISI UCCIICT0OBAHUS;
4) pamMunus 1 aipec BeIyIIero UCCle10BaTes;

5) (l)aMI/IJ'II/II/I CIICHHUATINCTOB, ITPCAOCTABUBIINX CBON OTUYCTLI AJIA OKOHYATCIIbBHOT'O
OoT4YcCTAa.

75. JlaTel HauayIa ¥ 3aBEPUICHUS UCCIIEIOBAHUS U €T0 3TAIOB.

76. Llenu u 3a1a4m MCCaEI0BAHUS.

77. Onucanue MaTepuagoB U METOAOB UCCIICIOBAHUM.

78. OnucaHue UCIoIb3yEeMbIX MAaTEPUATIOB U METOJIOB UCCIIEOBAHUIA:

1) onrcanue UcciaeayeMoro BenecTna (JJeKapCTBEHHOTO CPEJICTBA), BKITIOUast
CBEJICHUS O €T0 PU3NUECKHUX, XUMHUYECKUX, OMOIOTHUECKHUX U (hapMaIleBTUYECKUX
CBOICTBaXx, COCTaBe TOTOBOM JIEKapCTBEHHOU (DOPMBI;

2) XxapakTepUCTHKA U 00OCHOBaHUE TECT-CUCTEMbI, OTOOpaHHOM /15
JNOKJIMHAYECKUX UCCIIEN0BaHUN;

3) B clly4ae UCIOIb30BaHUsI OMOJIOTUYECKON TECT-CUCTEMBI ((KUBOTHBIX) YKa3aTh
BU/I, BO3PACT, KOJIMYECTBO KUBOTHBIX B K10 TpyMIIE, 10, MOKa3aTeIb MacChl Tea,
WUCTOYHUK MMUTAHUS;

4) pexXuM J1I03UPOBAHUS, KPATHOCTD U IMyTh BBEJEHUS UCCIICTYEMOr0 BEIIECTBA
(JIeKapCTBEHHOT'O CPEJICTBA);

5) cxeMa NpoBeeHUSI TOKIMHUYECKOTO (HEKIMHUYECKOT0) UCCIIEIOBAHMS
UCCIIeIyeMOTO BelIeCTBa (JIEKapCTBEHHOTO CPEJICTBA);

6) onrcaHue METOJIOB CTAaTUCTUYECKON 00pabOTKU Pe3yIbTaToB.
79. Pe3ynbTarThl:

1) kpaTkuii 0030p pe3yIbTaTOB;
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2) Bcst MH(OpMaLMsl U JaHHbIE, TPEOyEeMbI€ IPOTOKOJIOM, TUIAHOM, TPOTrPaMMOi
UCCIIEI0BAaHNS;

3) npenocTaBie€HUE PE3YJIbTATOB, BKIIIOUAs pACUEThl U KOJTUYECTBEHHOE
OTpEeICJICHUE CTATUCTUUECKON 3HAYMMOCTH, 00001atore Ta0aubl (rpaduxu) ¢
COOTBETCTBYIOIIIEH CTATUCTUIECKON 00pabOTKON U KOMMEHTAPHUSIMU K HUM;

4) orieHKa U 00CYX)ICHUE PE3yIbTATOB UCCICIOBAHUS U BHIBOIBI.
80. XpaHenue:

MecTo xpaHeHUs! TPOTOKOIIA, TIJIaHa, IPOTPAMMBI, POO MCCIIEYEMOTO BEIIeCTBa
(JiekapCTBEHHOT'O CPEJICTBA) M 0OPa3IoB CpaBHEHUS (KOHTPOJIBHBIX 00Pa3IoB),
UCXOJHBIX JAaHHBIX 3aKIFOYUTEILHOTO OTUETA.

I'maBa 6. XpaHeHune JOKYMEHTOB U MATePUAJIOB

81. I[OKYMCHTBI, HMCIOIIMEC OTHOIICHUC K UCCIICJOBAHUTIO, XPAHATCA B ApXKUBAX B
TCUCHHUC HC MCHCC ILATH JICT ITIOCJIC ITIOJIYUYCHHA PCTUCTPALUU JICKAPCTBCHHOI'O CPCACTBA,
€CJIM MHOH nepuoa XpaHCHus HC OrOBOPCH CIIOHCOPOM:

1) mpoToKo, MaH, MporpaMMa UCCIICIOBAHMSI, NCXOIHBIC JaHHBIE, TPOOBI
HCCIIEyeMOTO BellleCTBa (JIEKAPCTBEHHOTO CPEICTBA) U 00PaA3I[0B CPAaBHEHHUS
(KOHTPOJIBHBIX 00Pa31I0B) U 3aKIIOUUTEIBHBIN OTYET O KaXKJIOM HCCIICIOBAaHUY;

2) TOKYMEHTBI 000 BCEX IMPOBEACHHBIX HMHCTICKIIUAX M ayIUTAX;

3) JOKYMEHTHI 0 KBaTu(pUKAIUAX, 00YUEHUH, OTIBITE U JTOJDKHOCTHBIE
WHCTPYKLHH MEPCOHATIA;

4) TOKyMEHTHI U OTYETHI 00 UCIIOJIb30BAaHUU U KaTUOPOBKE 000PYI0BaHMUS;
5) AOKYMEHTBI O BAJIUJALIUU KOMITBIOTEPU3UPOBAHHBIX CUCTEM;

6) nokyMeHThl 000 Bcex npeapiaymux COIT;

7) BOKYMEHTBI O KOHTPOJIE COCTOSIHUS OKPY KAIOIIEH CPEIbL.

[Tpu OTCYTCTBUU YCTAHOBIEHHOTO MEPHOJIa XPAHEHUS JOKYMEHTOB
OKOHYATETHLHOE PEIICHUE O BPEMECHH XPAHECHHUS JIFOOBIX MaTepHUaIOB UCCIICIOBAHMUS
odopMIIsieTcs: JOKyMEHTaNIbHO. Eciii mpoObl HCTIBITYEMOTO BEIIECTBA (JIEKApCTBEHHOTO
CpEICTBA) U KOHTPOJBHBIX 00pa3IOB WM CaMU 00pasibl yTHIN3UPYIOT O UCTCUSHUS
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TpeOyeMOoTo TIepro/ia XpaHEeHUS 110 KaKOW-THO0 MPUYHMHE, B TAKOM CTydae yKa3bIBaCTCS
o0ocHoBaHue U opopmisieTcs: JOKyMeHTanbHO. [Ipo0Obl ucciemyeMoro BemecTra
(JIekapCTBEHHOT'O CPEACTBA) M KOHTPOJIBHBIX 00PA3I[0B WIIH CaMH 00pa3Ilhl XPAHITCS B
TE€YEHHUE TAKOTO TIEpHUOjia BPEMEHH, KOTJ]a Ka4eCTBO MperapaTa Mo3BOJISIET MPOBECTH UX
OIICHKY.

Jliist ynopsiioueHusi XxpaHeHus1 U o0JIeryeHre u3BieueHrne nHopMaluu JaHHbIe,
XpaHUMBbIE B apXUBax, UACHTUDUITUPYIOTCS.

82. JlocTyIm K apXyrBaM UMEET IEPCOHAN, YIIOJHOMOYEHHBIN PYKOBOJICTBOM.
IIepemelienne TaHHBIX U3 apXHUBa U B apXUB TLIATEIILHO PETUCTPUPYETCH.

83. Ecnu ucnipiTarenbHas 1ab0opaTopys WU apXUB UCIIBITATEIbHON
nabopaTopuu, pabOTAIOUINI 0 KOHTPAKTY, MPEKPAIIAeT IATETHbHOCTh U HE UMEET
IPABOMPEEMHHKA, APXUB TIEPEIACTCS B APXUBBI CIIOHCOPA UCCIIEIOBAHMS
(pa3paboTunka).

I'nmaBa 7. UucnexktupoBanue. Ilpouenypsl KoHTpOJIs codroaenust Cranaapra

84. YOJTHOMOYEHHBIN OpraH OCyIeCTBIISET:

1) rapantupoBanue 3a BoinosiHeHHe CTaHAapTa Mo moaoopy
KBATU(UIIMPOBAHHBIX KaJAPOB (MHCIIEKTOPOB), UMEIOIIHNX TPEOYEMBbI TEXHUUECKU,
HayYHBIU OIIBIT;

2) myOIMKOBaHUE TOKYMEHTOB, pa3paboTanHbie B pa3Butue CtaHmapTa B
npenenax CBoel TEppUTOPHH;

3) ny6nuKkoBaHME JOKYMEHTOB O IPOBEACHUM MHCIEKUUN, HHCTPYKIIUH,
NEPUOJUYHOCTh MHCTIEKIUH U (UJn) rpaduKu NPOBEAEHUS UHCIIEKIIMIA;

4) oOMeH uH(pOpMalMel B OTHOILIEHUH [TPOrpaMM KOHTPOJISE COOTI0IEHUS
Crangapra, IPOBOJUTCS B COOTBETCTBUU C PyKOBOJICTBOM 110 0OMeHY MH(popMalne B
OTHOUIEHUU MPOrpaMM KOHTPOJISI coOmoAeHus npuHIunoB CTaHaapTa coriacHo
npuioxenus 8 k Ctanmapry;

5) BeneHue yyera MHCIEKIMI HCTIBITaTENbHBIX JIA0OPATOPHIl M HX CTaTyca
cooTBeTcTBUS CTaHAApTy U ayJUTOB UCCIIEIOBAHUM, U ONyOJIMKOBaHUE UHPOPMAIU
00 3TOM B OTKPBITHIX UCTOYHUKAX, KAK B HAMOHAJIbHBIX, TAK U B MEXKTyHAPOIHBIX
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LEJISX TPOBOJIUTCSI B COOTBETCTBUU C PYKOBOJICTBOM JIJISI OPTaHOB IO KOHTPOJIIO
cobmonenus CtanmapTa Mo MOArOTOBKE €KETOIHBIX 0030POB MPOBEPEHHBIX
UCTIBITATEIBHBIX JIA0OpATOpUid corIacHO npuiiokeHus 9 k Ctanaapry;

6) obecrnieueHre coOI0IeHNs KOH(UICHIIMATHLHOCTH HE TOJIBKO MHCIIEKTOPAMH,
HO TaK)Ke U JPYTUMH JINIIAMH, UMCEIOIIIUMU JOCTYI K KOH(PUACHIINATbHON HHPpOpMAITUU
B PE3yJIbTaTE OCYIIECTBIICHUS ACATEIHBHOCTH IT0 KOHTPOIIO coOmoenns CTanmapTa;

7) obecrieueHure, 3a UCKIIIOUEHUEM CITy4aeB YIAJICHHUs] KOMMEPUECKH BaXKHOU U
KOH(PUAEHIIMaTbHON HHPOpMAIINH, TPEIOCTABICHUE OTYETOB 00 MHCIIEKIUAX
UCTIBITATENbHBIX TA00OPATOPUH U ayIUTaX MCCIIEOBAHUMN TOJBKO B YIIOJIHOMOYEHHBIN
opra.

85. Tpebyemoe KoJIUYeCTBO UHCTIEKTOPOB 3aBUCHUT OT:

1) konmnuecTBa 3a/IeCTBOBAHHBIX UCIBITATEIBHBIX TA00pATOPUi B MPOrpaMme
KOHTpOJIs cobmonenns Ctanmapra;

2) mepuoAMYHOCTH OIEHKH cTaTyca COOTBETCTBHS CTaHIapTy UCIIBITATEILHBIX
nabopaTopuii;

3) KOJIMYECTBA U CIIOKHOCTHU MCCIIeIOBAaHUN, IIPOBOAMMBIX HCIIBITATEIbHBIMU
1ab0paTopuUsIMU;

4) KOJIMYECTBA CIIEHUAJIbHBIX WHCIICKIIUNA UM ayJUTOB, TPOBOIUMBIX IO 3aMPOCy
YIIOJTHOMOYEHHOT'0 OpraHa.

86. lHcieKkTophl BIaACIOT KBATM(DUKAIIMEH U TIPAKTUIECKUM OTIBITOM B PsIZie
HAyYHBIX JUCUUIUIMH, UMEIOLIMX OTHOLLICHHUE K UCCIEAOBAHUAM XUMUYECKHUX
coeIMHEHU (BKJIIOUYas JIEKapCTBEHHbBIC CPEJICTBA).

YIIOTHOMOYEHHBIN OpPraH OCYILIECTBIISIET:

1) cooTBeTCTBYIOIIEE OOYyUEHNE HHCIIEKTOPOB, C YIETOM WHINBUTY ATbHBIX
KBaTM(UKAIIUNA U OIbITA;

2) MpOBOJUTH KOHCYJIBTAIINH, BKJIFOYasi B COOTBETCTBYIOIIUX CITydasx
COBMECTHBIEC 00YyUaroNIe MEPOIIPHUATHS C TIEPCOHATIOM YITOJTHOMOYCHHBIX OPTAaHOB B
JIPYTUX CTpaHaX C MEIbI0 COACHCTBUS MEKITYHAPOIHON COTIIACOBAHHOCTH B
WCTOJIKOBAaHUH M MPUMEHECHUH NTpUHITMIIOB CTaHIapTa, a TakKe MPH KOHTPOJIE HX
cOOJIIOICHM .
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87. 'apanTupoBaTh OTCYTCTBHE (DUHAHCOBOTO WJIM JIPYrOro HHTEpEca y
MHCIEKIIMOHHOTO NIEPCOHANa, BKII0UYask IKCIIEPTOB, pabOTAIOIINX [0 KOHTPAKTY, IPH
MHCIEKIIMH HCTIBITATENbHBIX JIA0OPATOPHI WM ayIUTE UCCIIEN0BAHMM, a TaKKe (PUPM,
CIIOHCUPYIOILIUX TaKHUE UCCIEIOBAHUS.

88. ObecrieunTh MHCIIEKTOPOB MOAXOISAIIMMH CPEJICTBAMU UISHTU(PUKAINY:
HNHcnekTopamMu sSBIISIIOTCS:

1) nuua u3 4Kciia NOCTOSHHOTO IITaTa YIIOJHOMOYEHHOTO OpraHa Uiv
(apmareBTHYECKOT0 HHCIIEKTOPATa;

2) nviia, HAHATHIE O IOTOBOPY YIOJHOMOYEHHBIM OPTaHOM JIjIsl BHITTOJTHEHUS
WHCTIEKIINI UCTIBITATEIHHBIX JIA0OPATOPHI HIIA ayAUTOB UCCIIEIOBAHMIA.

89. Kontpouns codmoaenuss Cranaapra npeHa3HayeH Uil 10Ka3aTelIbCTBA, YTO
UCHIBITaTENbHBIE JIa0opaTopuu MpuMeHatoT CTaHaapT MNpu NPOBEICHUN UCCIIEA0BAHUM
Y TapaHTHUH, YTO MOJYUYEHHbIE JJAHHBIE COOTBETCTBYIOT HOPMaM KayecTBa.

[Iporpamma koHTpoOs cobmoaenuss CrannapTra (Jajnee - mporpaMmma) BKIIOYaeT:

1) nonoxxeHust 06 MHCHIEKIUSAX UCTBITATEBHBIX JA00paTOPU. DTH UHCTICKIIUU
BKJTFOYAIOT B C€0S1 MHCIICKIIUH OOIIETO XapaKkTepa U ayAuThl HCCICIOBAHUHN, TEKYITHX
WJIY 3aBEPILICHHBIX;

2) 06beM 1 MaciuTad nporpaMmsl. [IporpamMmma BKItOUaeT B c€0s TOJIBKO
OrpaHUYECHHOE KOJIMYECTBO UCCIEAYEMBIX BEIIECTB (JEKAPCTBEHHBIX CPEACTB).
Omnpenensierca 00beM KOHTPOJIS, KaK C YYETOM KaTEropuil JIeKapCTBEHHBIX CPEJICTB, TaK
Y BUJIOB MCCIIEIOBAaHUHM, IPOBOAUMBIX Ha HUX ((hU3MUEeCcKUe, XUMHUECKUE,
TOKCHKOJIOTUYECKHUE U (WIJIH) SKOTOKCUKOJIOTHUECKUE);

3) yka3aHue Ha MEXaHU3MbI, B COOTBETCTBUU C KOTOPBIMH HCIBITATEIbHBIC
71a00paTOpUu BKIIIOYAIOTCS B IPOIPAMMY;

4) npumenenue npuHIMnoB CTaHaapTa K JaHHBIM 10 0€30MaCHOCTH IS
3I0OPOBBS U OKPY’KaIOIIEH Cpefibl, COOPaHHBIM B PETYJISITOPHBIX LIETSIX, SIBISCTCS
oOsi3arenbHbIM. PazpabaTbiBaeTcsi MEXaHU3M, B COOTBETCTBUH C KOTOPBIM
UCHIBITATENbHBIE JIA00paTOpUH PYHKIIMOHUPYET B COOTBETCTBHM cO CTaHIapTOM,
IIPOBEPSIEMBIM YIIOJITHOMOYEHHBIM OPTaHOM,;

5) mpenoctaBiaeHue HHGOPMAIMH O KATETOPUIX WHCIIEKIIMA UCTIHITATEIhHBIX
JabopaTopui, ayIuTax UCCIICI0BAHU;
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6) Ka3aHue Ha MOJIHOMOYHUS WHCIIEKTOPOB B OTHOIIEHUH MPUXOa B
UCTIBITATENIbHYIO JIA0OPATOPHUIO U UX AOCTYTA K JaHHBIM, SIBJISIFOILIMXCS
COOCTBEHHOCTBIO HCTbITATENBHOM JTabopaTopuu (Bkitouas oopasisl, COIl, npyryto
JOKYMEHTAIIHIO);

7) omrcaHue TPOLETYPhl HHCIICKIIMH UCITBITATEILHOM JTa00PaTOPHH U ay TUTHI
WCCTIEIOBAHUS JIJIsl TIOATBEPKACHUS coOmtoaenns CtanaapTa.

B noxyMeHTanuu onuchIBarOTCs IPOLEAYPBL, KOTOPBIE UCIIOJIB3YOTCS IS
V3Y4YE€HUSI OPraHU3aLHOHHBIX MPOLIECCOB U YCIOBUM, B COOTBETCTBUU C KOTOPHIMHU
VICCIIEIOBAHUS TUIAHUPYIOTCS, IPOBOJATCS, KOHTPOJIUPYIOTCA U PETUCTPUPYIOTCS.

OnwuceiBaroTcs JEHCTBUS, KOTOPHIE IPEAIPUHUMAIOTCS I1OCIE MHCIEKINN
UCHIBITATENbHBIX JA0OPATOPUI U ayIUTOB UCCIIEIOBAHUMA.

90. Iocne 3aBepiIeHUs UHCIIEKIIMU UCTIBITATEIbHBIX Ja00paTOpuil U ayuTa
UCCJIEI0BAaHUI MHCIIEKTOP TOTOBUT MUCbMEHHBIN OTYET O PE3yJIbTATaX.

91. YiomHOMOUYEHHBII OpraH NpeAnpUHUMAET JEHCTBUS IPU OOHAPYKEHUU
oTkJI0oHeHU oT CTaHaapTa B X0A€ WIH MOCIE€ NHCIEKIUHU UCTIBITATENbHBIX
nabopatopuit uiam ayaurta uccienaoBaHuil. COOTBETCTBYIOIIME IEUCTBUSI ONTUCAHBI B
JOKYMEHTaX OpraHa (OpraHu3alyu), OCyIIECTBISIONINI KOHTPOJIb.

92. Ecnu B X0/1€¢ MHCIIEKIIMH HCTIBITATEILHON TAO0OPATOPUU WITH ayIuTa
ucce0BaHus 0OOHApY>KeHbI HE3HAUUTENbHbIC OTKIIOHEeHUs oT CTaHaapTa,
UCTIBITaTeNIbHAS Ta00OPaTOPHs OCYIIECTBISET YyCTPAHEHNE BBISIBIICHHBIX OTKJIOHCHHM.
NHcnekTop B 3apaHee OrjialieHHOE BPEMSI BO3BPALIAETCS B UCIIBITATENbHYIO
71a00paTOPUIO U MPOBEPSIET BHECEHUE N3MEHEHU.

93. Ilpu OTCYTCTBHM OTKJIIOHCHUM WJIU MPH BBISIBICHUNA HE3HAYUTEIbHBIX
OTKJIOHEHUH, YITIOJTHOMOYEHHBIN OpraH:

1) BbIaeT 3aKIII0YEHHE O TOM, UTO UCIIBITaTEIbHAs JTaOopaTopHs
IIPOMHCIIEKTUPOBAHA U €€ AEATEIbHOCTh COOTBETCTBYET CTaHAapTy. Y Ka3bIBaeTCs JaTa
MHCIIEKIIH U B COOTBETCTBYIOIINX CIy4YassX KaTEropyus MPOBEICHHOTO UCCIEA0BaHUS B
UCTIBITATENIbHOM 1TaOOpaTOpUM Ha JAHHBIM MOMEHT. DTH 3aKJIFOUEHUS UCTIOIb3YIOTCS
JUTSI IPEJOCTABIICHHS] HHPOPMALIUK B YIIOJITHOMOYEHHbBIE OpTaHbl JPYTUX CTPaH;

2) cocTaBisieT NOJAPOOHBII OTYET O PE3YNIbTATAX UHCIEKTUPOBAHUS.

94. I1pu BBIABICHUY CEPHE3HBIX OTKIIOHEHNUW, NEUCTBUSA, TPEATIPUHUMAEMbIE
OpPraHoM MO KOHTpouI0 cobimoenust CTanaapTa, 3aBUCIT OT KOHKPETHBIX
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00CTOSATENBCTB KaXKAO0TO CITy4dasi U MPABOBBIX WU aJIMUHUCTPATUBHBIX MOJOKEHUM, B
COOTBETCTBUH C KOTOPBIMM OBLJ1 YTBEPKJIEH KOHTPOJIb coOmoaenus Cranaapra. B
YaCTHOCTH, IPEATIPUHUMAIOTCS CIAEAYIOIIUE AEHCTBHUS:

1) BI1aua 3aKIIOUEHHS C TOJAPOOHOCTIMU OOHAPYKEHHBIX HECOOTBETCTBUHN WU
MOTPEIIHOCTEN, KOTOPBIE BIMSIOT HAa JIOCTOBEPHOCTD UCCIIEIOBAHUM, POBE/ICHHBIX B
UCIIBITATENBbHOM J1a00paToOpuH;

2) Bblaa4a pCKOMCHAAIINH, YTO UCCIICAOBAHUC IIPU3HAHO HeﬂeﬁCTBHTGHLHBIM;

3) BpeMeHHOEe MpeKpalleHne WHCIIEKINI UCTIBITATEIbHBIX J1a00paTOpuil Miin
ayJIUTOB UCCJEI0BAHNI B HCIIBITATEIBHOM JAOOPATOPUU U, ECIIH 3TO BO3MOXKHO C
aIMUHUCTPATUBHOM TOYKH 3PEHUS, yIaJICHUE UCTIBITATEILHOM 1abopaTopun U3
IpOrpaMMbl KOHTPOJIs cobmoaennst CTanaapTa Wi U3 JIF0O0ro CylIeCTBYIOIIETO
CIIUCKA WUJTU PeecTpa UCIBITATeIbHBIX Ja00paTOpui, MOJICKANX HHCTICKIIASIM
cobmonenus Cranaapra;

4) TpeGoBaHKE BKIIOUYCHUS 3aKITIOUCHHS C TIOJPOOHBIM ONMMCAaHUEM OTKJIIOHCHHUH B
CIICIIHATBLHBIA OTYET 00 UCCICAOBAHNH;

5) neicTBUS B CyJ€, €CJIM BO3HUKAIOT TaKUE OOCTOSITEILCTBA, U MMPABOBbIE,
aIMUHUCTPATUBHBIC MPOLIEAYPHI ITO JTOMYCKAIOT.

I'naBa 8. O0mue NPUHIMIIBI HHCIIEKTUPOBAHMS

95. Uucneknuu Ha cootBeTcTBUE CTaHIAPTY MPOBOIATCS B JIF000M
UCIIBITATENbHOM J1a00paTOpHH, U3yUarollel JaHHbIe 10 0€30MaCHOCTH AJI 310POBbS U
OKpY>Karolen Cpeibl B pETYISTOPHBIX LEnsaX. TpeOyoTcsi HHCIEKTOPHI JI ayIuTa
JTAHHBIX B OTHOILIEHUHU (PU3UUECKUX, XUMUYECKUX, TOKCUKOJIOTMUYECKIX CBOMCTB
BeIlleCTBA WM Mpenapara. B HEKOTOPBIX caydasx MHCIEKTOpaM MOTPeOyeTCsl OMOIIIb
HKCIEPTOB B ONPEICTCHHBIX AUCIUILIINHAX.

96. B cuiy cymiecTBOBaHUS MIMPOKOTO Pa3HOO0pa3Us UCTIBITATEIbHBIX
naboparopuii (B paMKax Kak IUIAHUPOBKH, TaK M CTPYKTYPHI YIIPABJICHHUS ), & TAKIKE
pa3HBIX BUJIOB UCCJIEIOBAHMM, C KOTOPBIM U CTAIKHUBAIOTCSI HHCTICKTOPHI, KM CIICyET
UCTIOJB30BaTh CBOE COOCTBEHHOE CY’KJIEHUE JIJIS OIEHKU CTETICHH U 00beMa
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cootBeTcTBU CTanmapry. THCIIEKTOPBI MPUMEHSIIOT HEPOTUBOPEYUBBIE ITOAXObI IIPH
OLIEHKE, B CiIy4ae KOHKPETHOW MCIBITATEIbHOM J1aOOpaTOPUH WU MCCIIE0BaHus,
JOCTHXKEHHUS COOTBETCTBYIOIIETO YPOBHS COOMIOIEHU Kaxk1oro npuHimna Crtangapra.

97. B 1eaTenbHOCTh HHCIIEKTOPOB HE BXOIAT U3yYEHUE HAYYHOU CTPYKTYPBI
UCCIIEJIOBAHUS UM OOBSICHEHUE PE3YyIbTAaTOB B OTHOIIEHUH PUCKOB IS 3I0POBbSI
YeJIOBEKa I OKPYIKAIOIIEH cpeabl. DTU aCIEKThl PACCMATPUBAOTCS
YIOJITHOMOYEHHBIM OPTaHOM.

98. UHcnekny UCTbITaTENbHBIX JIA0OPATOPHM U ayAUThI UCCIEI0BAHUMA
HEN30€KHO HAPYIIAIOT UCCIIE0BATEIbCKYIO paboTy. IHCTIEKTOPBI OCYIIECTBISIOT
CBOIO paboTy MO CTPOroMy IUIaHy M MO BO3MOXKHOCTH YUUTBIBAIOT KETaHUS
YHIPaBIISIOUIET0 MEPCOHANa UCTIBITATEbHOM Ja00paToOpruy B OTHOIICHUN BPEMEHH
HOCEUIEHMSI OIIPEIEICHHBIX TUIOIAI0K UCTIBITATENIbHOM 1aO0OpaTOpHH.

99. B TeueHne MHCIICKIIMIA NCTIBITATEIBHBIX TA00PATOPUl U Ay TUTOB
WCCJIEIOBAHUN WHCIIEKTOPBI UMEIOT TOCTYT K KOH(MUIECHITNATFHON KOMMEPUYECKH
BaXHOU MH(popManuu. BaxkHo rapanTupoBath TOT (HakT, 4ToObI 3Ta HHPOpMaIUs OblIa
JOCTYIHA TOJILKO YIIOJTHOMOUYEHHOMY TiepcoHany. OyHKIIMH MepCoHaa 1mo 3TOMy
BOIIPOCY OIpPECIICHBI B TpOorpaMme KOHTpouIst coomroaeHust CtanmapTa.

IMaparpa¢ 1. IIpouexypbl HHCHIEKIIUN UCTIBITATEIbHOM JJa0opaTopun

100. [IpenBapurenbHas HHCIIEKIHS. L[eb — MO3HAKOMUTH UHCIIEKTOPA C
UCIIBITATENLHOM JIa00opaToOpHe, KOTopas MOJJIEKUT UHCIIEKITUU Ha MPEIMET CTPYKTYPhI
yIpPaBJICHUS, PUINYECKOTO PACTIONIOKEHUS 3AAHUI U psiJia UCCIIEIOBAHUM.

[lepen mpoBeeHNEM UHCTIEKIIMU UCTILITATEILHOM JJaOOpaTOpUM WIIK Ay IUTa
UCCJIEIOBAaHUS MHCTIEKTOPHI 3HAKOMSTCS C UCTIBITATEIbHON JJabopaTopueH,
nojjexalie nHcneKTupoBanuio. CienyeT U3yUuTh TOIbKO CYIECTBYIOLIYIO
nH(popmario 06 ucneITaTeNbHON Taboparopuu. Cro/1a OTHOCATCS MPEBITYIINE
OTYEThI 00 MHCIIEKIIUSIX, PACTIOIOKEHUE UCTIBITATEIbHON 1a00paTOpuu, CTPYKTypHas
cXeMma OpraHHu3aluu, OTYETHI 00 HUCCIEOBAHUAX, IPOTOKOJIBI U PE3IOME MEPCOHAIA.

Huxe nepeunciena nepBOCTENEHHO HYKHAsi HHPOpMaLUs:
1) BUII, BeIMYHMHA U PACIIOJIOKEHUE UCTIBITATENbHOM Tab0opaTOpuu;

2) psia vcclieqoBaHUM, KOTOpbIe OyAyT aHAIM3UPOBATHCS MPU UHCIIEKIUY;
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3) cTpyKTypa ynpaBieHUs UCIIBITATEILHOMN JTa00paToOpHeii.

WHCIeKTOpBl 0TMEYAOT HEAOCTATKH, BBISBIICHHBIE IPEIBLYIIUMU UHCIEKIMSMU
UCIIBITaTENbHOM JIabopaTtopun. B ToM ciyuae, eciid B UCTIBITATEIbHON JJabopaTopuu
paHee He MPOBOAMIIN MHCIIEKIINH, [l IOJYYEHHsI COOTBETCTBYIOLIEH HH(POPMALINH
IPOBOJIMTCS IPEABAPUTEIbHAS HUHCIEKIIMS.

HcnibiTatenbHyto 1a00paTOpHUIO MPEABAPUTENIHHO YBEAOMIISIOT O AaT€ U BpEMEHU
nprie3a MHCTICKTOPA U MPOIOJDKUTEILHOCTH MPEObIBAaHUS B 3IaHUN. DTO TIO3BOJIAT
COOTBETCTBYIOIIEMY MEPCOHAITY IMMOJATOTOBUTH COOTBETCTBYIONIHE IOKYMEHTHI. B Tex
CIIyYasiX, KOTJia MHCIIEKIINU TTOIIeKAT ONpeelieHHbIe JOKYMEHTHI U 3aITUCH, CTIAYET
MOCTaBUTH 00 ITOM B U3BECTHOCTH UCIBITATENbHYIO J1a00paToOpHIo, 3apaHee 10 Hadana
IIPOBEPKH, YTOOBI 3T JJAHHBIE ObUIM TOTOBBI 0€3 TPOME/JICHUS B TEUCHUE UHCTICKITUU
UCIIBITATEeILHON J1abopaTopuu.

101. Kondepenuus B Hauane uncnekuuu. Llens — npoundopmupoBath
PYKOBOJUTENEH U MEPCOHAT UCTIBITATENBHOM JIA0OpaTOPUH O IPUUUHE MPEACTOSIICH
WHCIEKIIMH UCTIBITATEIHbHON JJa00paTOPUU U ayIUTE UCCIIEI0BAHUS, ONIPEIETUTh
IUIOLIAJKU UCIIBITATENIbHOM 1a00PATOPUH U HCCIIEOBAaHUE, BRIOpAHHOE IS ayInTa,
IIEPCOHAN U IOKYMEHTBI, 3aJ1CICTBOBAHHBIE B IIPOBEPKE.

B Hauane mocenieHust UCHIBITATENHLHOM JIA0OPATOPUH C PYKOBOJIUTEIISIMU
UCIIBITATENbHOM JIA00PATOPHUH CIIEAYET 00CYIUTh aAMUHUCTPATUBHBIEC U MTPAKTUYECKUE
MOMEHTbI MHCIIEKIINU J1a00paToOpuu U ayauTa uccienoBanus. B Hauane konpepeHunu
WUHCIEKTOPBL:

1) paccka3bIBarOT O LIEJIU U MaciiTade MPOBEPKH;

2) ONUCHIBAIOT JOKYMEHTAIIMIO, KOTOpast OyeT Hy>KHA JUIsl MHCIICKIHH
UCHBITATENbHOM J1a00paToOpHH;

3) BBISICHSIIOT WJIM 3allpaliuBaioT HH()OPMAIIUIO O CTPYKTYpE yIIpaBICHUS
(opraHuzaium) 1 nepcoHalie UCIbITaTeIbHON 1ab0paTopuu;

4) 3ampariuBaroT HHPOPMAIIHMIO O TPOBEACHUHN UCCIISIOBAHHUM, HE
NoAUMHSIOMUXC npuHiunaM CTaHaapTa Ha TEPPUTOPHUSLX UCTIBITATEILHON
7a00paTOpUH, B KOTOPBIX IMIPOBOAATCS JOKIMHUUCCKUE (HEKITMHUICCKUE)
UCCJIEIOBAHNS,

5) ACJIAI0T IICPBOHAYAIIBHOC OIIPCACIICHUC OT,HeHeHI/Iﬁ HUCIBITaTEILHOM
J'Ia60paTOpI/II/I, ImoaJICKalux MMpoOBEPKE B XOAC€C MHCIICKIIUM
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6) ONMCHIBAIOT JOKYMEHTBI U 00pa3Lbl, KOTOpbIE Oy1yT HY>KHBI 7151 TEKYIIUX U
3aBEpUICHHBIX UCCIIEI0BaHUH, BHIOPAHHBIX JJIs Ay IUTa;

7) U3BEIISIOT O MPOBEJACHUH 3aKIIOUYNTEIbHON KOH(PEPEHIIUH B KOHIIE MHCTICKIIHH.

[lepen npoaomKeHNeM MHCIIEKIIMH UCTIBITaTEIbHON 1a00paTOpUU HUHCIIEKTOpam
PEKOMEHyeTCsl yCTAaHOBUTBH KOHTAKT CO CIIyk00M oOecrieueHus: kauecTna (fanee —
COK) ucnbITatenbHON Ta00PATOPHUHU.

[Tpu MHCTIEKIINK UCTIBITATEIBHON 1a00PaTOPUU MHCIIEKTOP COMTPOBOXKIACTCS
corpyanukom COK.

NHcnekTopaM MpeocTaBiIsieTcsl OTACIbHOE TOMEIIECHUE I POBEPKU
JOKYMEHTOB M IPOBEJICHUS IPYTHUX JIEUCTBUM, CBI3AHHBIX C MHCIIEKIIUEH.

102. MHcniekuuys opranu3anuu 1 nepconana. Llenbo JaHHON MHCTIEKIIHU
SBJIIETCS OTIPEIeTICHUE HAJNUUs JOCTaTOYHOTO KOJIMYECTBA KBAIU(UIIMPOBAHHOTO
nepcoHana, KaapoBbIX peCypcoB, HHGPACTPYKTYPHI ISl MPOBEACHUS PA3THUUHBIX
UCCIIEIOBAHUN. A TaKXe BBISIBICHUE COOTBETCTBUS TPEOOBAHUSIM OpraHU3alMOHHON
CTPYKTYPBI U TIOJIUTUKU B OTHOIIIEHUU OOyYEHHUS IEPCOHANIa U KOHTPOJIS 32 COCTOSTHUEM
310POBbsI IEPCOHATIA.

PykoBOACTBO HCTIBITATENBHOW JAOOPATOPUU NIPEACTABIIAET TAKUE TOKYMEHTHI,
KaK:

1) mitane! 3naHKS;

2) HAyYHO-UCCIEA0BATEIbCKUE CXEMbI OPTaHU3AIMU U YIPABICHUS
UCIIBITATENbHOM J1a00paToOpuH;

3) pe3toMe COTpYIHUKOB, 3a/IEMCTBOBAHHBIX B UCCIIEIOBAHUSX, BEIOPAHHBIX JUIS
ayJInuTa;

4) nepevyeHb TEKYIIHUX U 3aBEPUICHHBIX UCCIIEI0BaHUN ¢ MH(OpMAIE O BUIE
UCCIIEJIOBAHUS, JaTax Hayaia, 3aBeplIeHUs, CUCTEME UCCIeI0BaHui, criocooe
IPUMEHEHUS UCCIIElyEMOTro BEeUIeCTBa U (paMUIINU PYKOBOIUTEIS UCCIEAOBAHUS;

5) moauTHKa KOHTPOJISI COCTOSTHUS 3/I0POBbsI IEPCOHANA;

6) onrcaHue pabOThl IEPCOHANA, MPOrPaMMbI OOYUEHHUsI IEPCOHANA U BCE
COOTBETCTBYIOIINE JOKYMEHTHI;

7) ykazarens COII ucnbiTarenbHOM 1a00paTopuu;
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8) crienmduueckue COIl, nmeronire OTHONEHUE K UCCICIOBAHUSAM H
poIeIypaM, KOTOPbIE IPOXOIAT WHCIICKITUIO U Ay INT;

9) cnCcoK PYKOBOAMTENIECH HCCIIE0OBAaHUS U CIIOHCOPOB, UMEIOIINX OTHOIICHHUE K
ayJUTy UCCIIEIOBAHUS.

HNucnekTop npoBepseT:

1) mepedeHp TEKYIMUX ¥ 3aBEPIICHHBIX UCCICTOBAHUMN TSI ONIPEICIICHUS YPOBHS
paboThI, MPOICIAHHON UCTIBITATEILHOM J1abopaTopueii;

2) pamunuio v kBamupUKAIIUU PYKOBOJIUTEINS UCCIEOBAHUS, PYKOBOIUTEIS
COK u gpyroro nepcoHaina;

3) nanuuue COII 151 Bcex COOTBETCTBYIONIUX 00IacTel MPOBEPKH.

103. Nucneknus nporpaMmel o0ecrieueHus kauectna. Llens — onpeaenutsb
COOTBETCTBHE METO/IOB 00ECIEUEHHS KaueCTBa MPOBOIUMbBIX UCCIEIOBAHUIM
npuHuunam Cranaapra.

PykoBoautens COK nokassiBaeT cuctemsl U criocoOsl npoBepku COK u
KOHTPOJISl UCCIIEI0BAHUM, a TAKXKe CIIOCO0 pErucTpalyi HaOI0EHUN B TEUCHHE
koHTpossi COK.

HNHCcnieKTophl NpOBEPSIOT:
1) kBanmudukanuu pyxkoBoautens u Bcero nepconana COK;
2) paboty COK He3aBHCHMO OT MmepcoHaa, 3a/IeliCTBOBAHHOTO B HCCIICIOBAaHUSX;

3) xapakrep manupoBanus U nposeaeHus: nucnekunit COK, KoHTpoIib
ONPEIEIICHHBIX BAKHBIX CTAAUN UCCIEAOBAHNS, UMEIOIINECS B HATUYUU PECYPCHI JIS
npoBeneHus nacnekuuii COK u 1esTenbHOCTh 10 KOHTPOJTIO;

4) CCJIM UCCIICAOBAHUA HEIIPOJAOJKUTCIBHBIC U KOHTPOJIb KaKJ10I0 UCCIICAOBaHMA
HCBO3MOJKCH, HAJIMYUC JOTOBOPCHHOCTH O IIPOBCPKEC HA BBI60pO‘-IHOﬁ OCHOBC,

5) macmtab u rimyouna koHTpossi COK B TeueHne npakTUYeCKuX CTaauid
UCCJIeI0BAaHUS;

6) macmtad u rimyouna kouTpoist COK cranmapTHbIX onepaluii UCTBITATeIbHON
1a00paToOPHH;

7) npouenypsl COK npu npoBepke 3aKIF0YUTEIBHOTO OTYETA C LENbI0
obecrieueHus ero CorjIacoOBaHHOCTH C UCXOAHBIMH JTAHHBIMU;
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8) mosyueHune pyKoBOJICTBOM HCHBITaTeNbHOM J1abopaTopun otyeToB u3 COK B
OTHOIIEHUU MPOOJIEMHBIX BOMIPOCOB, KOTOPHIE BIUAIOT HA KAYECTBO WUJTU
JNOCTOBEPHOCTh UCCIIENOBAHNS;

9) neiictBus, npeanpuaumaeMblie COK npu oOHapyKeHUN OTKIIOHEHUH OT
HOPMBI;

10) poss COK B Tex cityuasix, €CIM OHH UMEIOT MECTO, KOTJIa UCCIEOBAHUS I
WX YacTh MPOBOJATCS B KOHTPAKTHBIX UCTIBITATEIIbHBIX JJA0OPATOPHSIX;

11) pons COK B onpeiesieHHBIX Clly4asiX, €CJIM OHU UMEIOT MECTO, TTPU
MEPECMOTPE, U3yUeHUU U BHECeHNU n3menenuu B COIL

104. Mucnekiusi mTOMEIIeHUH ucnbITaTeIbHOM JabopaTtopun. Llens —
OTIPEJIENTNTh, UMEET JIU UCTIbITaTeIbHAs J1a00paTopusi, BHYTPU U CHAPYXKH,
COOTBETCTBYIOIIYIO BEJIMYUHY, IOCTPOEHHUE, MECTOPACIIONIOKEHUE U COOTBETCTBYET JIU
TpeOOBAHUSM MPOBOJIUMBIX UCCIETOBAHUM.

HNucnexkTop npoBepsieT:

1) mO3BOJISET JIU CTPYKTYpa UCTIIBITATEILHOM TaO0OpaTOpHH aJIeKBaTHYIO CTETICHb
paszziesieHus1, HanpuMmep, YToObI UCTIBITYEMbIE BEIIECTBA, )KUBOTHBIE, 100ABKH,
NaTOJIOTMYECKHE 00pa3Ibl HE MOABEPraIiuch NEPEKPECTHON KOHTAMUHALIUY;

2) cylecTBOBaHUE U HaJiexkallee (yHKIIMOHUPOBAHUE KOHTPOJIS OKPY KArOIIeH
Cpelbl B KpUTUYECKUX 30HAX, HAITPUMED, BUBAPHSI U IPYTUX OUOTOTHIECKUX TECT-
CHUCTEMaX, 30Hbl XpAaHEHUS UCTIHITYEMBIX BEIIECTB, 30HBI UCTIBITATEIILHON JTA00paTOPHUH;

3) oOmiast opranu3anusi OTBeYaeT TPEOOBAHUSAM, IPEABIBISIEMBIM K
UCIBITATENbHBIM JIA0OPATOPUSIM, U CYLIECTBYIOT, IPU HEOOXOAUMOCTH, ITPOLIETYPbI
KOHTPOJIS
CEIIbCKOXO03SIICTBEHHBIX BPEINUTEIIEH.

105. Uucnekuus oOpanieHus, pa3MeIieHus U JoKaIu3auu OM0JIOrM4eCKUX TeCT-
cucteM. Llenb — onpenenuTs B Ciiydae MPOBEICHUS UCCIIEI0BAaHUN HA dKUBOTHBIX U
JIPYyrux OMOJIOTMYECKUX TECT-CUCTEMAX, UMEET JIM HCTbITaTeIbHas J1abopaTopus
JIOCTATOYHbIC CPEJICTBA U YCIOBUS JJIsl OOpaIlleHUs] C HUMU, Pa3MEIICHUS U
JIOKaJIU3aIuH, PEIOTBPAILICHUS CTPECCOBBIX 00CTAaHOBOK, KOTOPHIE BIUSIOT Ha
UCIIBITATEIBLHYIO CUCTEMY M Ha Ka4€CTBO JIAHHBIX.

B ucnbiTaTenbHON 1a00paTOPUU IPOBOJSATCS UCCIIEI0BAaHUS, TPEOyIoIIne
NPUBJICYCHUS PA3HBIX BUAOB KUBOTHBIX WM PACTEHUM, a TAK)K€ MUKPOOHBIX WIN
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JOPYTUX KIETOYHBIX, MJIM CyOKIIETOUHBIX CUCTEM. BU HCOIB3YEMBIX TECT-CUCTEM
OTIpe/IEIIseT ACTIEKThl B OTHOILIEHUHU OOpAIlEHUs], pa3MELICHHsI U JIOKaJIN3alli1, KOTOpbIe
OyJeT npoBepsATh HHCIEKTOP.

B 3aBUCUMOCTH OT TECT-CUCTEMBI U TIO CBOEMY COOCTBEHHOMY MHEHHIO
WHCTIEKTOP MPOBEPSET:

1) COOTBETCTBUE UCILITATECIILHOM J'Ia60paT0pI/II/I HCIIO0JIb3YyCMbIM HUCIIBITATCIIbHBIM
CHUCTCMaM H Tpe6OBaHI/IHM HCCIICOAOBAaHUS,

2) Hanmu4Ke IOTOBOPEHHOCTEN 0 KapaHTUHE >KMBOTHBIX U PACTECHUH,
MOCTYNAIOIIUX B UCTIBITATENIbHYIO JIAOOPATOPHUIO, U YIOBIETBOPUTEILHOE
(GYHKIIMOHUPOBAHKE ITUX JIOTOBOPEHHOCTE;

3) HanM4KMe TOTOBOPEHHOCTEN 00 M30JISAIUU KUBOTHBIX (MIIH JPYTHUX
COCTABJISIOIINX UCTIBITATEIIBHOM CUCTEMBI B ClIyuyae HEOOXOIUMOCTH), O KOTOPHIX
M3BECTHO MJIM KOTOPBIX MOJI03PEBAIOT B 3a00JICBAaHUH HIIH TIEPEHOCE 3a00JIeBaHNUI;

4) COOTBETCTBYIOIINI TPeOOBAHUSM KOHTPOJIb U PETUCTPAIUS JAHHBIX O
COCTOSIHMH 3/I0POBbS, IOBEACHNUH WIH APYTUX ACTIEKTaX, KOTOPbIE UMEIOT OTHOIIIEHUE K
HCIIBITAaTEIILHON CHCTEME;

5) HanM4YKe COOTBETCTBYIOMIETO TPEOOBAHUSAM, HaUIEKaEro U 3P (HEKTUBHOTO
0o0opy0BaHus AJIsl NOJJEpKaHUS HYKHBIX YCIOBUN OKpY>Karollen cpe/ibl, TpeOyeMbIX
JUISL Ka)KJOM UCHBITAaTESIbHOM CUCTEMBI;

6) comepx’aHue B YUCTOTE KIETOK )KUBOTHBIX, KOPMYIIEK, PE3EPBYapOB U APYTUX
KOHTEMHEPOB, a TAKXKE COIYTCTBYIOLIET0 000PY1OBAHMS;

7) mpoBeeHHE MPU HEOOXOIMMOCTH IPOBEPOK YCIOBUN OKPYIKAIOIIEH Cpeabl U
BCIIOMOT'aTEJIbHBIX CUCTEM;

8) Hanuure 060pyIOBaHUS JUTsl YIAICHHS U YTUIN3AlUUA OTXO0B JKUBOTHBIX U
TECT-CUCTEM, Ha/lJIeXKallee CoAep KaHue ITOro 000py10BaHUs € LETbI0 MUHUMH3ALIUH
3apa)kKeHus Mapa3uTaMu, 3aaxoB, OMMACHOCTH BOZHUKHOBEHUS 3a00JICBaHUH U
3arpsA3HEHUs OKPYKAIOIIEH Cpenbl;

9) HanmMuWe 30H XpaHEeHUsI KOpMa JJIsl )KUBOTHBIX WJIM aHAJIOTMYHBIX MaTEpUaAIOB
JUISL BCEX TECT-CUCTEM. DTH 30HBI HE UCIIOJIB3YIOTCS JJIs1 XPAHCHUS IPYTUX MAaTEPUAIIOB,
TaKUX KaK UCIBITYEMbIC BEIICCTBA, XUMUKAThI I JIC3UH(DHUITUPYIOITHE BEIIeCTBA JJIs
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KOHTPOJIA 3a CEIbCKOXO03s1CTBEHHBIMH BPCANUTCIISIMU. OTH 30HBI OTACTIAOTCA OT 30H, B
KOTOPBIX HAXOOATCA JKUBOTHBIC MJIX COACPIKATCA APYIHUC OMOJIOTUYECKHE
HCIIBITAaTCIBHBIC CUCTEMBI,

10) 3amuTa XpaHAIIerocss KopMa U MOJCTUIIOK OT MOBPEXKACHUHN BCIEICTBUE
HEOJIArOMPUATHBIX YCIOBUI OKPYKAIOMIEH CPEIbl, 3apasKCHUS UITH 3arPSI3HCHMUS.

IMaparpa¢ 2. Uacnexkuusi 000py10BaHUs, MATEPUAJIOB U PEAKTHBOB

106. Ilens — onpeaenuTh, UMEET JIM UCTIBITATEbHAS JIA00PATOPHSI MPABHIILHO
pa3MeIleHHOE ONepallMOHHOE 000PYI0BaHUE B IOCTATOYHOM KOJIMYECTBE U
JIOCTATOYHOU MOUTHOCTH JJIsl YJIOBJIETBOPEHUS TPEOOBAHUI TPOBOIUMBIX
WCCJICIOBAHUI B UCTIBITATEIHHON JTJaO0OpaTOpUK; MIPOBEpKa HAIEKAIIEH MAPKUPOBKH,
WCIIO0JIb30BaHUS U XpaHEHHUSI MaTePUAJIOB, PEAKTUBOB U 00PA3II0B.

HNucnexkrop npoBepsier:
1) ynctoty u Haanexaiiee PyHKIIMOHUPOBAHKE 000PYIOBAHUS;

2) BeJIeHUE PErUCTpalMy JaHHbIX O (YHKIIMOHUPOBAHUH, COJACPIKAHUH,
KaJIMOPOBKE M BAIMIALIMKA U3MEPHUTEIBLHOTO 000pY10BaHUs U TPUOOPOB (BKIOYAs
KOMIIbIOTEPU3UPOBAHHBIE CUCTEMBI);

3) Haamexkauyro MapKUpPOBKY MaTE€pUaAIOB U XUMUYECKUX PEAKTUBOB U UX
XpaHEHHE MPU COOTBETCTBYIOIIUX TEMIIEpATypax, COOI0IEHUE CPOKOB T'OAHOCTH.
MapkupoBKa Ha peaKTUBaxX COACPKUT UCTOYHUK MOJYYEHUsI, BUJl PEAKTUBA,
KOHIEHTPAIHUIO U (WJIK) APYTYIO COOTBETCTBYIOULYIO HH(GOPMAIIHIO;

4) Ha o0Opa3siax yka3bIBaeTCs UCIIbITaTeIbHAS CUCTEMA, UCCIIeI0BaHUE, COCTaB U
JlaTa B3STHS;

5) ucnoas3yemoe 000pyJ0BaHUE U MaTEpHUabl HE BIUSIOT B 3HAYUTEILHON
CTENICHU Ha UCTIBITATEIbHBIE CUCTEMBI.

107. Nucnekuus tect-cucteM. Llenp — onpenenuTs Halluurue COOTBETCTBYOIIUX
TpeOOBAHUSAM MPOLIEAYP AJIA OOpaIlleHUsI U KOHTPOJIS UCIIBITATEIbHBIX CUCTEM,
KOTOPBIE€ HY>KHBI JJIsl IPOBOJIMMBIX UCCIEAOBAaHUN B UCIIBITATEILHOM J1aDOpaTOpuUu,
HanpuMep, XUMUYECKUe U GU3HUECKUE CUCTEMBI, KJIETOUYHbIE 1 MUKPOOHBIE CUCTEMBI,
pacTeHUs U )KUBOTHBIE.
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108. ®uznueckne 1 XUMAYECKHE CUCTEMBI. IHCTIEKTOp TTpOBEpSIET:

1) ecniu TpebyeTCst MPOTOKOJIOM, TIJIaHOM, TPOrpaMMoi uccienoBanus
oTpeJeieHre CTA0UILHOCTH UCTIBITYEMbIX M KOHTPOJIBHBIX BEIIECTB U UCIIOJIb30BAHHE
KOHTPOJIBHBIX BEIIECTB, YKA3aHHBIX B IIPOTOKOJIAX, IPOrpaMMax UCCIICIOBAHNUS,

2) B aBTOMAaTUYECKUX CUCTEMAX JIaHHbIE, TOJYyUYEHHbIE B BUJE TPa(UKOB, KPUBBIX
CaMOITMCLIA WJIK KOMIIBIOTEPHBIX PACIIEYaTOK, PETUCTPUPYIOTCS KAK UCXOIHBIC JTaHHbBIC
U apXUBUPYIOTCS.

109. buonoruueckue TeCT-CUCTEMBI. Y UUTHIBasi COOTBETCTBYIOIINE ACTIEKTHI,
MMEIOIINE OTHOIIICHHE K 00OpaIllEHUIO, PA3MEILICHHUIO U JIOKATU3aIuu OMOJIOrMYeCKUX
TECT-CUCTEM, HHCIIEKTOP IIPOBEPSIET:

1) ucnbiTatenbHbIE CUCTEMBI COOTBETCTBYIOT TEM, KOTOPBIE YKa3aHbI B
IPOTOKOJIAX, IPOrpaMMax UCCIIEeT0BAHMUS;

2) UCTIbITaTeNIbHbIE CUCTEMBI COOTBETCTBYIOT TPEOOBAHUAM U, TIPU
HEOOXOAMMOCTH, OJHO3HAYHO UACHTH(PHUIIMPOBAHBI B UCCICTOBAHUM; HAJTHMUNE
JOKYMEHTOB O ITOJIy4YE€HHH TECT-CUCTEM: KOJIUYECTBO IOIYyYEHHBIX, UCIIOIb30BAHHBIX,
3aMEHEHHBIX U YTWIN3UPOBAHHBIX TECT-CUCTEM;

3) HajuIeKamas UACHTU(PUKALMS CO BCEW HY>KHOU MH(OpManuel NoMeIeHus
WIM KOHTEMHEPOB C UCIBITATEIBHBIMU CUCTEMAMU;

4) obecrieueHnEe pa3aeIbHOrO IIPOBEACHUS NCCIISIOBAHUM Ha OJTHUX BHJIaX
YKUBOTHBIX (MJIM OJTHMX OMOJIOTMYECKHMX TECT-CUCTEMax ), HO Ha Pa3HbIX BEIECTBAX;

5) cooTBeTCTBYIOIIEE TPEOOBAHUSIM pa3/ielieHuE BUOB )KUBOTHBIX (U JPYTUX
OMOJIOTMYECKUX TECT-CUCTEM) B MOMEIICHUSAX WM O MEPUOJIaM BPEMEHHU;

6) COOTBETCTBUE YCIOBUI OMOJIOrMYECKON UCTIBITATEIHON CUCTEMBI TOU
CUCTEME, KOTOpasi yKazaHa B MPOTOKOJIE, TUIaHe, mporpamme uccienoBanus uin B COII
B OTHOIIIEHWY TaKUX aCMEKTOB, KaK TeMIEpaTypa Wid ITUKIIbI THS U HOYH,

7) COOTBETCTBUE PETUCTPALIMH MOJIYyUEHUSI, OOpAIICHUS, pa3MEILICHUS] WU
JOKAJIM3ALUU, COAEPKAHUS U OLEHKU COCTOSIHUS UCIIBITATEIIbHBIM CUCTEMAM,;

8) cooTBeTCTBHE HH(POPMAIIUK B MUCHbMEHHOM BHJIE O IPOBEPKE, KApaHTHUHE,
3a00J1€Ba€MOCTH, CMEPTHOCTH, IEHCTBUU HA OKPY>KAIOIIYIO Cpeay, AMATHOCTUKE U
UCCIIEIOBAHUU )KUBOTHBIX U PACTUTEIBHBIX TECT-CUCTEM KaXKI0U OMOJIOTHYECKOM
VCIIBITATEILHOW CUCTEMBI;
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9) HanmMuure MOJOXKEHUHN O HaNIekKaleH yTUIN3AINU TECT-CUCTEM B KOHIIE
HUCCIICTOBAHUM.

110. MHCnieKus UCTBITYEMbIX U KOHTPOJIBHBIX BellecTB. Llenb — onpenenurs,
MMEET JIM UCTIbITaTebHAsI JTa0opaTopuUsl MPOLEyPhl, TPEAHASHAYCHHBIC JIJIs FapaHTUU
TOT'0, YTO MOJIJIMHHOCTh, aKTUBHOCTD U COCTaB UCTIBITYEMbIX M KOHTPOJIbHBIX BEIIECTB
COOTBETCTBYET ClieliMUKAIUAM, a TAKXKE JJISI HA/IJISKAIETO MOJyYeHHUsS U XpaHEHUs
UCIIBITYEMbIX U KOHTPOJbHBIX BEIIECTB.

HNucnekTop nposepseT:

1) Hanumune nHGOpMaLMK B MMCBMEHHOM BHJIE O MOJY4YEHUH (BKIIIOYAs
UACHTU(UKAIMIO YIIOJTHOMOYEHHOTO JIUIIa), OOpalieHnu, 0TOOpe Mpoo, UCTIOIH30BaHUN
Y XPaHCHUU UCTIBITYEMBIX U KOHTPOJIBHBIX BEIIECTB;

2) HaJJIeXallyl0 MapKUPOBKY KOHTEHHEPOB C UCCIEAYEMBIMU U KOHTPOJIbHBIMU
BEILIECTBAMU;

3) COOTBETCTBUE YCIOBUI XpaHEHUS AJIsI COXPAHEHUSI KOHIEHTPALUU, YUCTOTHI U
CTaOMIIBHOCTH UCIIBITYEMBIX U KOHTPOJIbHBIX BEIIECTB;

4) HaJINU4HcC I/IH(l)OpMaHHI/I B IIMCBMCHHOM BHJIC 00 OIIpCACICHUHU ITOJJIMHHOCTH,
YUCTOTHI, COCTaBa, CTaOMJILHOCTH U MMPECAOTBPAIICHUHN 3arpsA3SHCHUA UCIIBITYCMBIX U
KOHTPOJIBHBIX BCIICCTB, CCJIN ITPUMCHHUMO,

5) B COOTBETCTBYIOLIUX CIIy4YasX HaJIU4Yue MPOLEAYp ISl ONpPEeIeTCHUS
TOMOT€HHOCTH U CTAOMIIBHOCTH CMECEH, COICPIKAIUX UCTIBITYEMbIE U KOHTPOJIbHBIC
BEILIECTBA;

6) MapKUPOBKY KOHTEHHEPOB, COJIEPKAIIUX CMECHU (MUIIU PACTBOPHI) UCIIBITYEMBIX
¥ KOHTPOJIBHBIX BEIIECTB, U B COOTBETCTBYIOIIUX CIIy4asX PErUCTPALIUIO TaHHBIX O
TOMOT€HHOCTH U CTAOMJIBHOCTH UX COAECPIKAHUS;

7) ecnv uccieI0BaHUEe ITTUTCS 00Jiee YeThIpeX HEAeNb, B3SITHE 00Pa3IoB U3
Ka)XJIOH CepUH HCIIBITYEMBIX M KOHTPOJBHBIX BEIIECTB B aHATUTHICCKHX LEIIIX U UX
COXpaHEHHUE B TCUCHHE COOTBETCTBYIOIIETO NIEPHO/Ia BPEMEHU;

8) mporenypsbl sl CMELLIAHHBIX BEILECTB, IPeJHA3HAYEHHBIE JIIs
IPEAOTBPALLEHUS TOTPEIIHOCTEN TPU ONPEAEIICHUH TIOJIMHHOCTH WIIN NTEPEKPECTHOTO
3arpsA3HEHU.
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111. MHCniekus CTaHAapTHBIX ONEPAIlMOHHBIX TIponeayp. Llenb — onpenenuTs,
uMeeT Jiu ucnbitatenbHas adopatopust COII B mucbMeHHOM hopMe B OTHOIICHUH BCEX
BaXKHBIX aCIEKTOB CBOCH JEATEIHHOCTH, YIUTHIBAS TO, YTO OJJTHUM U3 HauboJiee
BaYKHBIX METOJIOB YIIPABJICHUS MPU KOHTPOJIE ACSATEIBHOCTU UCTIBITATEIbHON
nabopatopuu siBasiercs ucnonb3zoBanue COII B nucbsMeHHOM GopMe. ITO HAPSIMYIO
OTHOCHUTCS K TUIIOBBIM COCTABJISIFOIINM 3JIEMEHTAM HCCIIEIOBaHM, IPOBOJUMBIX B
UCIIBITATEILHON JJa00paTopuu.

HNucnexkrop npoBepsier:

1) HanuyKe B KaX/10M MOMEIICHUH UCTIBITaTEIbHOM TabopaTopuun
COOTBETCTBYIOIIMX yTBEpKAeHHBIX Konuid COII;

2) npoBeneHue npoueayp no nepecMorpy u oonosnennto COIT;

3) yTBepKIeHUE U JaTUpOBaHKE JIIOOBIX monpaBok u usmenenuit B COII;
4) noxymeHTsI ¢ peructpauuei npeapaymux COIL;

5) nanuuue COII, B yacTHOCTH, [Tl CIEAYIOIINX BUAOB JACSITEILHOCTH:

6) noyty4eHue; onpeeseHne MOJIMHHOCTH, YUCTOThI, COCTaBa U CTAOMIIbLHOCTH;
MapKUpPOBKa; oOpareHue; oToop npod; UCTOIH30BAHNUE; XPAHEHUE HCCIIETYEMBbIX
BEILIECTB (JICKAPCTBEHHBIX CPEACTB) U 00pa3IOB CpaBHEHUS (KOHTPOJIBHBIX 00pa3IoB);

7) ucnofib30BaHuE, 0OCITY)KUBaHUE, OUUCTKA, KAJIMOPOBKA U BaJWIAIUS
U3MEPUTEITHLHOTO 000PYAOBaHMS, KOMIIBIOTEPU3UPOBAHHBIX CUCTEM U 000PYI0BAHUS TI0
KOHTPOJIIO COCTOSIHHS OKPY KaIOIIeH CpeJIbl;

8) MPUTOTOBJICHNE PEAKTHBOB U JO3MPOBAHKE UCCIICTyEMbIX BEIIECTB
(JiekapCTBEHHBIX
cpencTB) U 00pasioB cpaBHEHUS (KOHTPOJIBHBIX 00pa3IoB);

9) perucrpanud AaHHbIX, IIOAIOTOBKA OTYCTOB, XPAHCHUC U U3BJICUCHHC
JAOKYMCHTOB U OTUYCTOB,

10) moaroToBKa U KOHTPOJIb COCTOSIHUSI OKPYKAIOIIEH Cpeibl B TOMEIIEHUSX C
UCIIBITATEIbHBIMU CUCTEMAaMU;

11) monyueHue, nepeMeiieHue, pa3MeIleHUe, ONUCAHUE, OTIPEICTICHUE
MOJJTUHHOCTH M 00pallleHre C UCTIBITATELHBIMU CUCTEMaMU;

12) oOpaiiienre ¢ UCIBITATEIbHBIMUA CUCTEMAMU JI0 Havyajla, B TCUEHUE U B KOHIIE
UCCJIeI0BAaHNUS;
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13) yrunuzanus TeCT-CUCTEM;

14) ucnonp30BaHUE OUMIIAIOLIUX CPEACTB U CPEACTB ISl KOHTPOJIS 32
CEJIbCKOXO3SIICTBEHHBIMU BPEIUTEISIMU;

15) mepbl mporpaMmbl 0OecTieueHrs KauecTBa.

IMaparpa¢ 3. UHcnnekuusi npoBeAeHUs UCCJIeI0BAHUS

112. Lenp — npoBepUTHh HATMYKE NPOTOKOJA, TUIaHA, IPOrPAMMBbI UCCIEA0BaHUS
B MMCbMEHHOM (hOpME U COOTBETCTBUE MPOTOKOIA, [JIaHA, MPOrPaMMBbI U IIPOBEICHUS
uccnenoBanus npunimunam CraHgapra.

HNucnexkrop npoBepsiert:

1) moanuch pyKOBOJUTENS UCCIIEIOBAHUS HA TPOTOKOJIE, IIJIaHE, TPOTPaMMe
VICCIIEIOBAHUSI;

2) NOANKUCH U TaTUPOBAHUE PYKOBOJIUTENIEM UCCIEAOBAHUS JIFOOBIX U3MEHEHUN
MPOTOKOJIA, TPOTPAMMBbI UCCIICIOBAHMS;

3) peructpanuio JaThl COrJIACOBAHUSA MPOTOKOJIA, POTPAMMBbI UCCIIEIOBAHUS CO
CIIOHCOPOM (B COOTBETCTBYIOIIUX CIy4asix);

4) COOTBETCTBUE U3MEPEHUN, HAOIIOICHUI U PE3YIHTATOB MPOTOKOITY, IJIAHY,
nporpamme ucciegoBanus u COII;

5) nosiHasA, CBOEBpEMEHHas1, TOUHas U pa300opyuuBas perucTpainus pe3yiabTaToB
ATUX U3MEPEHHM, HAOIIOIEHUI U PE3yJIbTaTOB, MOANUCAHNE (UM HHUIIUAJIBI) U
JNaTUPOBAHUE;

6) N3MCHCHUA B HCXOOHBIX JAHHBIX, BKJIIFOYasd JAHHBIC, XPAHUMBIC B
KOMIIBIOTCPAX, HC BHCCIN HCICHOCTb B IOKYMCHTEI, BKJIITOYasa IPpUYIWHY USMCHCHUA U
JUO, OTBCHAIOIICC 3a UBMCHCHHC, U 1aTy, KOI'ld TAKOC H3MCHCHHC OBLIO BHCCCHO,

7) I/II[eHTI/I(bI/IKaI_II/IIO JaHHBbIX, CO3AaHHBIX KOMIIBIOTCPOM HJIN COXPAHCHHBIX,
HaJIUMYKUEC COOTBETCTBYIOMIUX MPOUCAYP 11O 3aIUTC 3TUX JAHHBIX OT
HCYITOJIHOMOYCHHBIX U3MEHCHUN WU YTCpHU,

8) HaJACKHOCTDb, TOYHOCTDb N BAJINAAIIUIO KOMIIBIOTCPHU3UPOBAHHBIX CUCTEM,
HCIIOJBb30BAaHHBIX B UCCIICAOBAHNU,



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 03.04.2023
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 21.04.2023

e‘ ‘ a ‘ ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata peaKkmum 03.04.2023
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE o
JlaTta ckaunBaHMs 21.04.2023

9) HN3Y4YCHHUC U OLICHKY HECIPCABUACHHBIX 06CTO$IT€J'IBCTB, 3apCruCTpUPOBaHHLIX B
HCXOOHBIX NJAHHBIX,

10) cornacoBaHHOCTh M MOJIHOTA PE3YJIbTATOB B OTUETAX UCCIEAOBAHUS
(IPOMEKYTOUYHBIX U 3aKITIOUUTENBHBIX) U MPABUILHOE OTOOPAKEHNE UCXOAHBIX
JAHHBIX.

113. MHcnekuus npecTaBieHus: 0T4eTa 0 pe3yabTarax ucciuegoBanus. Liens —
OTIPENICNIUTh COOTBETCTBUE 3aKIIOUUTEIbHBIX OTUYETOB NMpuHIMnaM CTaHaapra.

HpI/I N3YUYCHHNH 3aKJITIOYUTCIBbHOTO OTUCTA MHCIICKTOP ITPOBEPACT:

1) IMOoAIMNCh U JaTUPOBAHUC PYKOBOAUTCIICM HUCCIICAOBAHUA C YYCTOM BaJIUAAIINH
HCCIICA0BaHMA 1 COOTBCTCTBUC IIPOBCACHHOI'O UCCIICA0OBAHWA TPUHIIUIIAM CTaHz[apTa;

2) NOANKUCH U 1aTUPOBAHUE APYTHUMH BEAYLUIMMHU YUYEHBIMHU B TOM CIIy4dae, €CIH
IIPUJIATAIOTCA OTYETHI U3 CONYTCTBYIOIINX JUCLUILUINH;

3) BKJIIOUCHHE OTUeTa 00 00ECIICUCHNH KauyeCcTBa, IMOJIINUCh M IATHPOBAHUE;
4) BHECEHHE U3MEHEHUI NIEPCOHAIIOM,;
5) apxuBHOE pa3MeIIeHUE BceX 00pa3IoB, MPo0d U UCXOAHBIX JaHHBIX.

114. NUacniekiius XpaHeHus JaHHBIX. [{enb — onpenenuTs, UMEET JIU
HCIIBITAaTeIbHAS J1TA00PATOPHs COOTBETCTBYIONTNE JOKYMEHTHI U OTYETHI, MEPHI
IPEAOCTOPOKHOCTH MO 0€30MaCHOMY XPaHEHHIO JOKYMEHTOB U MaTepHaioOB.

HNucnekTop npoBepseT:
1) yTBepKIeHUE Tulla, OTBEUYAIOIIETO 32 APXUB;

2) ycTpoiicTBa Ui XpaHEHUs IPOTOKOJIOB, IIAHOB, IPOTPaMM HCCIIEOBaHUH,
MCXOJIHBIX JaHHBIX (BKJIIOYas MPEPBAHHBIEC TOKIMHUYECKUE (HEKIMHUYECKHE)
UCCJIeIOBAaHNUS ), 3aKIIOYUTENIbHBIX OTYETOB, 00pa3IoB, MPo0 U JOKYMEHTOB 00
00pa3oBaHUU U O0YUYEHUU NIEPCOHAIIA;

3) npoueaypsl 1Jisl U3BJIICUCHHS] COXPAHEHHBIX JaHHBIX;

4) orpaHu4eHue JOCTYMA K apXUBaM TOJBKO ISl YIIOJTHOMOYEHHOTO TIepcoHania,
XpaHeHHe JOKYMEHTOB Y IIepcoHaa, HMEIOIIETO JOCTYIT K HCXOIHBIM JaHHBIM,
clamgam;

5) onuch MaTepuanoB, YJAICHHBIX U BOCCTAHOBIIEHHBIX B apXMBE;
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6) coxpaHeHHe JOKYMEHTOB U MaTepHAJIOB B TE€UEHUE TPeOyeMoro nepruoaa
BPEMEHH, 3alIUTa OT YTEPHU WUJIU TTOBPEKICHHUS IMOKAPOM, HEOJIArONmpUsTHEIMU
YCIOBUSIMH OKPY’KAIOWIEH CPEBI.

115. MHCieKuuy UCIbITaTeNbHBIX JJA0OPAaTOPUIA BKIFOYAIOT B CE0S ayIUT
UCClIeI0oBaHui (TEKyIINX U 3aBepiieHHbIX). [IpoBenenue crennduuecknx ayauToB
UCCJIEIOBAaHUM SABJIIETCS TPEOOBAaHUEM YIIOTHOMOYEHHOTO OPTraHa, U MPOBOJSATCS
HE3aBUCUMO OT MHCTIIEKIIMIA UCTIBITATEIBHBIX JIabopaTopuii. B cuiy cyimecTBoBaHus
00JBIIOr0 pa3HOOOpa3Hs HCCIIeJOBAaHUM, TIOJIBEpraeMble ayAUTY, TPUMEHSIETCS TOJIbKO
oO1iee pyKoBOACTBO. MIHCIIEKTOpaM U APYTUM JIMLAM, IPUHUMAOIIHUM YYacTHE B
ayJIuTe UCCIEeI0BAHMM, MOTPEeOyeTCs BHICKA3aTh COOCTBEHHOE MHEHHUE O XapaKTepe U
Mmacuitabe nccnenaoanuil. Llenb — BoccTaHOBIEHUE UCCIIEIOBAHUSA TyTEM CPABHEHUS
3aKJIFOUYUTENIBHOTO OTYETA C IPOTOKOJIOM, IIJIAHOM, ITPOTPaMMOU MCCIIEI0BAHMS,
cootBeTcTBYOIMMU COII, MCXONHBIMY TaHHBIMHU U IPYTUMU COXPAHEHHBIMHU
MaTepraaMH.

116. [Ipu npoBeaeHNM ayaAnTa UCCIIENOBAHUS UHCIIEKTOPY:

1) mosy4uuTs paMuINM, ONKMCaHue padoThl U KPATKOE U3JI0KEHUE OOYUECHHUS U
OTIbITa BBIOPAHHOTO MEPCOHAJa, BOBJIEUYEHHOTO B IPOBE/ICHUE UCCIIEI0BAHNUS;

2) IMPOBCPUTH HAJTMYHC JOCTATOYHOI'O KOJIMYCCTBA IICPCOHAIA, O6Y‘I€HHOI’O B
OIIpCACIICHHBIX 001acTax AJI1 IPOBEACHUS UCCIICAOBAHMA,

3) U3y4YUTh OTJEIbHBIE MPUCITOCOOTIEHUS WIH CIIEIMATIbHOE 000pYJ0BaHUE,
UCIIOJIb3yeMO€ B UCCIIEAOBAHHUH, IPOBEPUTH TOKYMEHTHI O KaTMOPOBKE, SKCIUTyaTallun
U 00CITY>KHBAaHUH TAKOTO 000pYAOBaHUS;

4) U3y4HUTh JOKYMEHTHI B OTHOIICHHH CTAOMILHOCTH UCTIBITYEMOT'O BEIIeCTBa
(JIeKapCTBEHHOTO CPEJICTBA), PE3yIbTaThl aHAJIM30B UCCIIETyEMOrO BEIIeCTBA
(JIeKapCTBEHHOT'O CPEACTBA) U 00PA3I[0B CPaBHEHHS (KOHTPOJIBHBIX 00Pa3IoB);

5) nonsITaThCS ONPENEIUTH, 10 BO3MOYXXHOCTH IPY TOMOIIY UHTEPBBIOUPOBAHUS,
pacnpeneneHue o0a3aHHOCTEN cpeiu BEIOPAaHHBIX COTPYAHUKOB, IPUHUMAIOUIUX
y4acTHE B UCCIICIOBAHNM, C LIEJIbIO TOATBEPKACHUS, YTO ITH JIMLA UMEJIA TOCTATOYHO
BPEMEHU IS BBINIOJIHEHUSI CBOUX 3aJa4, YKAa3aHHBIX B [IPOTOKOJIE, IUIAHE, IIPOrpaMMe
VCCIIEOBAHNS WIIA OTYETE;

6) MOJIyYUTh KO BCEX TOKYMEHTOB B OTHOUIEHUH NPOLEAYP KOHTPOJIS UIH
ABJISIOIIMXCS HEOTHEMIIEMOU YaCThIO UCCIIE0BAHMUS, BKIIIOYAS:
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7) IpOTOKOJ, IJIaH, IPOrpaMMa UCCIIEJOBaHMS,;
8) ucnonb3yemble COIl Ha MOMEHT MTPOBEACHUS UCCIIEIOBAHUS;

9) sKypHaJbl yueTa, 1abopaTOpHbIE KYpPHAJIbI, JOKYMEHTHI, pabourie TabuIIbl,
pacreyaTku COXpaHEHHBIX B KOMIIBIOTEPE IAHHBIX; B COOTBETCTBYIOIIUX CIIydasx
MOBEPOYHBIC PACUETHI;

10) 3aKIFOYNTENIBHBIN OTYET;

11) ecniu B uccneOBaHUSAX UCTIOIB30BATUCH, MHCIIEKTOPAM 3apErUCTPUPYET
OTIpeIeNIEHHOE KOJIMYECTBO OTAEIBHBIX )KUBOTHBIX C MOMEHTA UX MPUOBITHS B
UCTBITATENIbHYIO JIabopaTopuIo A0 ayroncuu. MHcnekTopa oOpaiaeT BHUMaHUE Ha
CIEAYIOIIUE 3alMCU: MAcca TeJIa )KUBOTHBIX, IPUEM UL, BOABL, TO3UPOBAHUE U
BBEJICHHUE NPENapaToB, KINHUYECKNE HAOIIOCHUS U Pe3yIbTaThl Ay TOIICHH,
KJIINHUYECKAast XUMHS; TaTOJIOTUs.

117. Tlocne oKOHYaHUS UHCIIEKIIUU UCTIBITATEIbHOM 1TA00paTOpUN WU ayIUTa
UCCJIEIOBAaHUS HHCIIEKTOP TOTOBUTCS K OOCYKIEHUIO PE3YIbTaTOB C MPEACTABUTEISIMU
UCTIBITATENIbHOM 1TaOOpaTOpUM Ha 3aKIFOUYUTENbHON KOH(DEPEHIINH U TOATOTaBIUBACT
3aKIIOYUTENbHBINA OTUET (OTYET O MPOBEACHHONW MHCIIEKIIUH).

118. ITpu oOHapy»)eHUU HE3HAYUTEIbHBIX OTKJIOHEHUH, B YACTHOCTHU TIPU
WHCTIEKIIMH KPYITHON UCTIIBITaTEILHON TabopaTopun, OT TPEOOBAHUI MPUHIIUIIOB
Crangapra, KOTOpbIE HE OKa3bIBAIOT CEPHbE3HOT0 BIUSIHUA HA JOCTOBEPHOCTD
UCCIIEIOBAHU, MPOBOAUMBIX B 3TOM HUCHBITATENIbHOM JJabopaTopuu. B Takux ciaydasx
MHCIIEKTOP B OTYETE COOOINAET O TOM, UTO UCIBITaTeNbHAsA JabopaTopus paboTaer
cornacHo kpurepusim Ctanaapra. TeM He MeHee, 1eTalu HE3HAYNUTEIbHBIX
HECOOTBETCTBUM WJIA MEJIKHUX IOTPEIIHOCTEN PENOCTABIISIIOTCS PYKOBOJICTBY
UCIIBITaTeILHOM JabopaTopuu. PyKOBOJCTBO JaeT rapaHTUU O MPUHSATUU
COOTBETCTBYIOIIMX MEp IO UX YCTPAHEHUIO. THCIEKTOP MOCEMAET UCTIBITATENBHYIO
1abopaTopuIo Yepe3 3apaHee OrOBOPEHHBIN NIEPHO]] BPEMEHU U MPOBEPSET IPUHSITHE
COOTBETCTBYIOIIUX MEP.

119. Ecnu B Te4eHUE MHCTICKIIUU UCTIBITATEIIBHOM JTa0OpaTOpyu UK ayauTa
UCCIIeIOBaHUs OOHAPYKEHBI CEPhE3HbIEC OTKIOHEHUS OT MpuHImmnoB CTaHaapra,
KOTOpBIE, IT0 MHEHUIO MHCIIEKTOPA, BIUSIOT HA JOCTOBEPHOCTh MCCIIEIOBAHUS UJIU Ha
JpYyTUe UCCIIEeIOBaHMs, IPOBOJIMMbIE B HCIIBITATEIbHOM J1a0OPATOPUU, HUHCTIEKTOP
coob1mraeT 00 3TOM B yIOJIHOMOYEHHBIN oprad. [{eficTBus, MpeAnpruHUMAaeMble ITUM
OpraHoM U (MJIu) YIOJTHOMOYEHHBIM OPTraHOM B 3aBUCUMOCTH OT CUTYaIlUH, Oy Iy T
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3aBUCETh OT XapakTepa U 00bemMa HECOOTBETCTBUS, a TAKXKE OT IOPUIUYECKUX U (UITN)
aMUHUCTPATUBHBIX TIOJIOXKEHHM B porpamme coboaennst Ctanaapra.

120. Ecnu ayiut ucciiefoBaHus TPOBOAMIICS MO 3aIIPOCY YIOJIHOMOYEHHOTO
OopraHa, Hy»KHO MOJI'TOTOBUTH MOJHBIN OTYET O pe3yJibTaTaX U OTIPABUTH B
YIIOJTHOMOYEHHBIM OpPraH.

I'naBa 9. ApOuTpaskubie Npoueaypbl

121. TIpo6iemb! Wi pa3HOTIIACHS BO MHCHHSIX MEXIY WHCIIEKTOPaMU U
PYKOBOJICTBOM HCIIBITATEIbHON J1a00PaTOPUH pa3pelatoTcs B X0A€ UHCTICKITUU
UCIIBITATENbHOM JIA0OpaTOPUK WM ayIuTa ucciaeaoBanuil. McnbitaTenbHas
naboparopusi 3asdBIIsE€T NPOTECT MPOTUB PE3YJIbTATOB MHCIEKLUU UCTIBITATEIbHOM
1abopaToOpuu WIK ayauTa UcclieJoBaHUuM Ha cooTBeTcTBUE CTaHAapTy U (WJIH) B
OTHOILIEHUH JECUCTBAN B YIIOJJHOMOYEHHBIN OpraH.

I'naBa 10. Cucrema ynpasJieHus o0ecrie4eHMeM KauyecTBa

122. PyKOBOJICTBO UCTIBITATEILHON TA0OPATOPUU OTBEUYAET 32 0OECIeUeHHE
paboThI HCTIBITATEILHOM TAOOPATOPUH B LIETIOM B COOTBETCTBUU cO CTaHIapTOM.
PykoBOACTBO Mpu HEOOXOAMMOCTH OTBEYACT H JICTCTUPYET 0003HAUCHHBIC BU/IbI
JESTENHHOCTH 110 KOHTPOJIIO CPETHEMY 3BEHY PYKOBOJICTBA. PYKOBOJCTBO OTBEUaeT 3a
Ha3HAYEHWE U T10JI00p COOTBETCTBYIOIIETO KOJIMYECTBA KBATH(PUITUPOBAHHOTO U
OTIBITHOTO TIEPCOHAJA, BKITIOYAsi COTPYAHUKOB JJISI BHITOJTHEHUS (QYHKITUN OTIeTa
oOecrnieuenus kauecta (ganee — OK).

123. B ¢pyHK1MH pyKOBOAUTENS BXOAUT HA3HAYEHHE COOTBETCTBYIOIIETO
KBIU(UIIMPOBAHHOTO MEPCOHAJIA JJIsl BHIOIHEHUs He3aBrucuMon pynkimu OK.
Heneruposanue ¢pynkiuit OK, cBsizanHbIX ¢ BoiToiHeHHEM CTaHAapTa, HE HapyIIaeT
HE3aBUCUMOCTh QPyHKIIMOHUpoBaHus otAena OK 1 He MpUBOAUT BOBIIEUEHUE
nepconana COK B npoBenenue ucciegoBanus, KpOMe UCTIOTHEHHS (PYHKIIMA KOHTPOJISL.
JInno, orBevaroniee 3a OK, nMeer mpsAMoil 1OCTyN K pa3HbIM YPOBHSIM PYKOBOJCTBA, B
YaCTHOCTHU K PYKOBOJICTBY UCIBITATEIbHON 1a00OPaTOPUU BBICILIETO YPOBHS.
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124. ITepconan otjena KauecTBa BIaJEET COOTBETCTBYIOIIMMU 3HAHUSIMH U
UMEET COOTBETCTBYIOUTUN OMBIT JIs UCTIONHEHUs CBOUX (yHKIMI. COTpYIHUKN
03HAKOMJIEHBI C MPOLEYPAMHU UCCIEAOBAHUN, CTaHIApTAMU U CUCTEMAaMHU,
UCIOJIb3yEMbIMU B UCTIHITATEILHON JJa00OPATOPUU WK B €€ MHTEpPECcax.

125. JIumnam, Ha3HaAYeHHBIX 1151 ucrionHeHus Gynkuuii OK, HyKHO UMETh
npeAcTaBiIeHUe 00 OCHOBHBIX MPUHIIMIAX KOHTPOJIUPYEMBIX BUAOB AeSITENbHOCTH. OHU
TaKXe UMEIOT YETKOE MpeacTaBiieHue o Crangapre.

126. B ciy4ae oTCyTCTBUS CHICIIUATBHBIX 3HAHUN WU HEOOXOIUMOCTH
MOJIYYEeHHSI 3aKJIFOUEHHUS e1le OJIHOTO JIMIa PEKOMEH IyeTCsl OOpallleHHe 3a SKCIIEPTHOU
nomoIibo. PykoBoacTBO o0ecreunBaeT HaIuIue JOKYMEHTAIbHO U3JI0KEHHON
mporpaMmbl 00y4YeHUs1, OXBaThIBaloIIel Bce acrekThl padboTel otaena OK. Tlpu
HEO0OXOIMMOCTH OPTaHU30BBIBACTCS MTOCEIICHHE BHYTPEHHUX M BHEITHUX CEMUHAPOB U
KypcoB. Pexomenayercs o0ydeHrue MeTo1aM OOIIEeHUS U yIIaKUBaHUSI KOH(IHKTOB.
OO0y4eHue TPOBOJAUTCS TTOCTOSIHHO U MOJIJICKUT TIEPUOTUUECKON TTPOBEPKE.

127. O6yuenue nepconana OK odopmiisieTcs TOKYMEHTAIBHO, a TAKXKe
OIICHUBAETCS UX KOMIIETEHTHOCTh. JTU JOKYMEHTHI TOCTOSTHHO OOHOBIISIETCS U
COXpaHseTCs.

128. PykoBOJICTBO OTBEYAET 3a pa3pabOTKy, BBIITYCK, PACTIPOCTPAHEHHUE U
coxpanenne COIL. Ilepconan OK yuactByeT B moaroroske COII, a Takke, B OobIeit
crenenu, nposepsaoT COII nepea npruMeHEHUEM C LENIbI0 OLEHKHU UX SICHOCTH U
cooTBeTcTBUS npuHIMIiaM CTaHaapTa.

129. PykoBojicTBO 00ecreunBaeT JOCTYITHOCTh MPOTOKOJIA, TUIaHA, IPOTPaMMBI
uccienoBanus nepconany OK nepen HauaioMm UCCIEN0BAHUS, C LEIIBIO:

1) KOHTPOJSL COOTBETCTBUS MTPOTOKOJIA, MIJIaHA, TPOTPAMMBbI UCCIIETIOBAHUS
npuHiunaMm Crangapra;

2) OLICHKH COIJIACOBAHHOCTH IPOTOKOJIA, IJIaHa, IPOTPaMMBbl UCCIIC/IOBAHUS;
3) onpeneneHus BaXXHbIX CTAJIUM UCCIICIOBAHNUS;
4) naHUpOBaHUA MPOTPAMMBbl KOHTPOJISI B OTHOIIIEHUU UCCIIEI0BAHMUS.

130. ITocne BHECEHHS] U3BMEHEHUI B MPOTOKOJ, MJIaH, POrPaMMYy HCCIIEI0BaHUS
KOITMHU TIPOTOKOJIA, IJIaHa, MporpaMMbl iepenaercs B OK miis ynporieHuss KOHTPOIIsS
UCCIICZIOBAHUS.
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131. IIporpammsr OK ocHOBaHBI Ha CIEAYIOIIMX BUAAX WHCIIEKIUN:

1) uHCTIEKIIMK UCCIe0BaHUM, BKITIOYAIOIINE B C€0s1 MHCIEKIIUU, TpaduK
MPOBEICHUS KOTOPBIX COCTABJIEH COTJIACHO XPOHOJIOTHU KOHKPETHOI'O UCCIEOBAHUS U
BKJIFOYAET OMPEICIICHUE BAXHBIX CTAIUM HCCIICI0BAHUS;

2) UHCIIEKIIUHU UCTIBITATEIbHBIX JIA0OPATOPHUiA, BKITIOUAIOIINE B c€0s1 MHCTICKIINH,
WHCTIEKIINH 00IIEeT0 000PYAOBAHUS M BUIOB JIEATEILHOCTH B HCTIHITATEIHLHOM
nabopaTopuu (B TOM YUCIIE MOHTaX, BCIOMOTaTeIbHbIE CITY>KObI, KOMITbIOTEPHAS
cucrema, 00ydeHre, MOHUTOPUHT OKPYKAIOIIEeH Cpe/ibl, SKCILTyaTalus, KaTuOpoBKa);

3) MHCIIEKIIMY NPOUEAYP IPOBOISAIINECST HE3ABUCUMO OT KOHKPETHBIX
UCCIIEI0BaHNUN. BBITTOIHSIOTCS 1JIs1 KOHTPOJIS IPOLIEAYP WK ITPOLIECCOB
MOBTOPSIIOIIETOCS XapaKTepa U OCYIIECTBIISIFOTCSI Ha BEIOOPOYHOM ocHOBE. [IpoBoasTcs
B T€X CIIy4asiX, KOTJa OJMH U TOT e MPOIIECC B UCIIBITATEILHOM 1TabopaTopuu
OCYIIECTBIISIETCS] OYEHb YACTO, BCIEICTBUE YErO IPOBEICHUE UHCIIEKIIUNA OT/IEIbHBIX
UCCJIeIOBaHUN cUUTaeTcsl Hed(P(PEKTUBHBIM WK HelenecooOpasHbiM. [IpusHaercs, 4yto
MHCIEKIMH OTAEJIbHBIX IPOLECCOB B PAMKAX KOHKPETHBIX 3TANOB, OCYIECTBIISEMbIX
OYE€Hb YaCTO, MPUBOST K MOSIBJICHUIO HEKOTOPBIX UCCIEA0BaHUI, HE MPOBEPEHHBIX B
VUHAUBUIYAJIBHOM NOPSAJKE B XO/1€ SKCIEPUMEHTAIIBHBIX 3TAIlOB.

132. Pabota nepconana OK u nponeaypsl IIaHUPOBAHUS B OTHOLLIEHUU
IPOBENICHUS, TOKYMEHTUPOBAHUS U MOATOTOBKHA OTYETOB 00 MHCTICKIUSAX OMHUCAHBI B
COII. Cnenyet BeCTH yYET 3alIaHUPOBAHHBIX U TEKyIIUX ucciaenopanui. OK nmeer
JIOCTYII K MOCJIeHEMY OOHOBJIEHHOMY BapuaHTy OCHOBHOTO rpaguka. Takoi yuet
HY>KE€H JJIs INIaHupoBaHus BUIOB nearenbHOCTH OK n onenkn OK B ncnbiTatensHON
nabopaTtopumu.

133. ITporpamma OK ¢ HHCHEKIMSIMU U ayAUTaMU MOJIEXKUT IPOBEPKE B
OTHOUIEHUU OpraHu3aluy U ynpasiienus. Kak nepconan, Tak ¥ pyKoBOACTBO JI€Jat0T
000CHOBaHUE BHIOOpA METOJIOB, BHIOPAHHBIX JIJIsl UCIIOJIHEHHUS CBOEH pabOTHI.

134. Y1o1HOMOYEHHBII Opral Mpu Ha0OHOCTH 3alpalluBaeT HH()OPMALUIO O
BHJ1aX UHCIIEKLIMHI U JaTax UX MPOBEJCHUs, BKIIFOYasl CTAAUI0 UHCIIEKTUPYEMOTO
uccnenoBanus. Coaepxanne oT4eToB 0 mpoBeneHnu nucnekui COK ue
paccMaTpUBaEeTCA OPraHOM MO KOHTPOJIIo coomtoaenust CTannapTa, AJisl HICKIIOUECHUS
npensTcTBoBaHui0 COK B MOAroTOBKE OTYETOB 00 MHCHEKIIUU. Y TOJTHOMOYEHHBIN
OpraH NepUOANYECKH 3alPAIIMBAET JOCTYM K COJAEPKAHUIO OTYETOB 00 MHCIEKIMSIX,
4TOOBI MPOBEPUTH Haaexaiiee GyukiuonnpoBanrne OK. YnonHOMO4YeHHBINH OpraHoM
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HC UCITOJIB3YIOTCA TAKHC OTUYCTHI KaK croco0 YCTAaHOBJICHNA HCJOCTATKOB B
IMPOBCACHHBIX UCCIICAOBAHUAX.

135. Aynut ucxoaHsIX TaHHbIX ucciaeaoBanus OK mpoBoaAUTCS pa3HbIMU
criocobamu. Otaen OK npu HaTOOHOCTH POBEPSIET JOKYMEHTHI B X0/J1€
AKCIIEPMMEHTAJIbHBIX 3TAMOB UCCIICIOBAHUSI, MHCIICKIIMI ITpollecca WIM B XOJ€ ayuTa
3aKJIFOUUTENIBHBIX 0TYEeTOB. PyKOBOACTBO 0OecrieurBaeT, YTOObI BCE 3aKIIOUUTEIIHHBIC
OTYETHI, B OTHOIIEHUU KOTOPBIX 3asiBJIEHO cooTBeTCTBUE CTaHmapTaM, ObUIH
npoBepenbl OK. Takoi ayuT mpoBOAUTCS HA 3aKIIOYUTEIBHON CTa Uy MOJITOTOBKH
MIPOEKTa OTYETa, KOT/1a BCE UCXO/IHbIE JaHHbIE COOpaHbI U HE TJIAaHUPYETCS BHOCUTD
HUKAKUX U3MEHEHUM.

136. Llenpro aynuTa 3aKIIOYUTEILHOTO OTYETA SABISETCS ONpPEAeIeHUE TOT0, YTO:

1) uccrnenoBanue ObLJIO MPOBEICHO B COOTBETCTBUU C MPOTOKOJIOM, IJIAHOM,
nporpammon ucciegoBanus u COII,;

2) uccneaoBaHue ObUIO TOYHBIM U MOJHBIM 00pa30oM OTPAKEHO B OTUETE;
3) OTUET CONEPKUT BCE IIIEMEHTHI, Tpedyemble CTaHIapTOM;

4) oT4eT XapaKTEepPHU3yeTCs MOCIEA0BATEIbHOCTHIO U BHYTPEHHEN
HENPOTUBOPEUYUBOCTHIO;

5) nmepBUYHbBIC JaHHBIE COOPaHbI TTOJTHOCTHIO U B COOTBETCTBUU C TPEOOBAHUSIMU
Cranpapra.

137. Corpynaukam COK pekoMeHyeTcsl COCTaBIISITh 3aKJIFOYUTEIbHBIN OTYET 00
ayJInTe MaKCUMaJIBHO TTOJAPOOHO, /IS TOTO, YTOOBI OblJIa BO3MOYKHOCTD
PEKOHCTPYHUPOBATh ayIUT. Y CTAHABIMBAIOTCS MPOTICAYPHI, B COOTBETCTBUH C
kotopeiMu OK OyzeT y3HaBaTh 000 BceX JOMOJHEHUSAX U U3BMEHEHHUSAX B IMPOTOKOJIE,
IUTaHe, MPOoTrpaMMe UCCIICIOBAHNS M OTUYETE B XOJI€ dTarla ayInuTa.

138. Ilepen nonnucanuem 3akatoueHusi, OK koHTponupyet, 4ToOblI Bce
po6sieMHbIE BOIIPOCHI, 3aTPOHYTHIE B X0¢€ ayauta OK, Obu1d COOTBETCTBYIOIIUM
00pa3oM pacCMOTPEHBI B 3aKJIIOYUTEIBHOM OTYETE, BCE COINIACOBAHHbIE IEUCTBUS OBLIH
BBITNIOJIHEHBI, U YTOOBI HUKAKUX U3MEHEHUH, TPEOYIOMMX JOMOIHUTEIBHOIO ayAUTa, HE
ObLIO BHECEHO B OTYET.

139. JIroOble ucpaBlieHUs UK JOTIOTHEHHS 3aBEPIICHHOTO 3aKJIIOUUTEITLHOTO
oT4YeTa MOTYT CTaTh 00bEKTOM ayuTa co ctoponbl COK, mocie yero Oyaet HyKHO
IIPEIOCTAaBUTh MIEPECMOTPEHHOE WIH JOoNOJHUTENbHOE 3aKatouenue COK.
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140. ITognucanHoe 3aKiIroueHue 06 o0ecrieueHH KayecTBa BKIIOYAETCs B
3aKJIIOUUTENBHBIN OTYET, B KOTOPOM yKa3aHbl BHJIbI MHCIICKIIMN U IaThl UX MPOBEACHHUSA,
JaThl COOOIEHHS Pe3yIbTATOB HHCIIEKIIUN PYKOBOJICTBY, PYKOBOIUTEIIO
UCCIIEJIOBAaHUS U, KOTJ]a MPUMEHUMO, BEyIleMy uccienoBaTento. B dyHkumn
PYKOBOJICTBA BXOAUT IIPOBEJCHHE MPOLIETYP, TAPAHTUPYIOIIUX, YTO 3aKJIIOUEHHE,
BeITaHHOE oTAe0M OK cornacyercs ¢ 3asBJI€HUEM PYKOBOAUTEINS UCCIIEAOBAHUS O
coomoaennu Ctangapra ¥ COOTBETCTBYET BBIJAHHOMY 3aKIIOYUTEILHOMY OTYETY 00
UCCIIETIOBAaHHH.

141. @opmar 3akmouenus OK cooTBeTcTBYET CTpyKType oTuera. Cieayer,
YTOOBI 3aKJIFOUEHUE COJIEPKAIIO TTOJIHOE HA3BAHKUE UCCIENOBaHUS, 1aThl U CTa/IUU
COOTBETCTBYIOMMX BUAOB KOHTpoJist OK. B ciyuasx, koraa HHCIEKIUU OTACIbHBIX
WCCJIEJIOBAHUN HE SIBJISIOTCS YaCThIO 3aIlJIAHUPOBAHHON MPOTPaMMBbI 00ECIICUEHUSI
KayecTBa, 003aTeNIbHO HAJHMUKE 3aKIIF0UEHUS, TOAPOOHO OMUCHIBAIOIIETO
KOHTPOJUPYIOIINE UHCIIEKIIUU MPU KPATKOCPOUHBIX HUCCIEIOBAHUSIX, KOTIa
MOBTOPSIONIUECS MHCIICKIIUU KaXK10T0 Hcciiel0BaHusl Hed(PEeKTUBHBI WU
HEMPAKTUYHBI.

142. Pexomenayetcs, uroOsl 3akmoueHrne COK Ob110 3aBepIieHO TOJIBKO TOT/Ia,
Korja OyJ1eT MOATBEPKACHO 3asABICHUE PYKOBOAUTEIS UCCIIEA0OBAHUS O COOTBETCTBUU
Cranpapry. 3axntouenue COK taxxe noaTBepkaaeT (pakT, 4ToO B 3aKIFOUATEITLHOM
OTYETE OTPAKEHBI IEPBUYHBIC JaHHBIC. 32 PYKOBOIUTEIEM HUCCIEOBAHUS OCTACTCS
oOecIieueHue TOro, YTOOkI B 3aKITIOUUTEILHOM OTYETE OBIIN BBIJIEJICHBI 001aCTH
UCCIIEIOBAaHUS, HE COOTBETCTBYIoIME CTaHaapTy.

143. CootBerctBrue CTaHAapTy SBISETCS HOPMATUBHBIM TPEOOBAHUEM JIJIS
0/100peHUs TOKIMHUYECKUX (HEKJIMHUUECKUX) uccienoBaHuii. Hekotopsie
UCIIBITATEIbHBIE JTA0OPATOPUH MPOBOJIAT HA OJJTHOM IUIOIIAJIKE UCCIEA0BaHUs, KOTOPHIC
IpeaHa3HA4YeHbl U HE MpeHA3HAUCHBI JIs1 TPEIOCTaBIECHUS B YIIOJIHOMOUYEHHBIN OpraH.
Ecnu uccnenoBanus, He npeHa3HAYEHHBIE JJIsI PEIOCTABIICHHS B YIIOJITHOMOYEHHBIN
opras, MPOBOJASTCS HE B COOTBETCTBUU ¢ CTaHAAPTOM, YTO HETaTUBHO BIIUSET HA
cootBeTcTBHE CTaHIapTy UCCIIEAOBAHUMN, PETYIUPYEMbIX HOPMATUBHBIMU
TpeOOBaHUSIMMU.

144. B cnuckax uccienoBanuii, mpoBoauMbix OK, 0603Ha9ar0TCs Kak
peryiupyeMble, Tak U He peryJIMpyeMble HOpMaTUBHBIMH TPEOOBaHUSIMU
UCCIIEIOBAHUS, YTOOBI MMO3BOJIMTH IPOBECTH HAJICKAIIYIO OLICHKY pabouel Harpy3KH,
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MPUTOJIHOCTD UCTIBITATENIbHBIX JJA0OPATOPUI U BO3MOXKHOE B3aUMHOE BIIUSIHUE B
npolecce NpoBeICHUS UcnbITaHuU. [ BeimonHeHus fanHoi 3agaun COK Bnaneet
JOCTYTIOM K aKTyaJlu3UPOBAHHOMY IK3EMIUISIPY OCHOBHOTO TutaHa-rpaduka. SBisercs
HETIPUEMJIEMBIM 3asIBJIATh O COOTBETCTBUU NMpuHIIUNaM CTaHIapTa y>Ke€ Ha4aToro
UCCJIEJIOBAHUS, HE COOTBETCTBYIOIIEr0 TpeOoBanusaM npuniunam Cranaapra. Eciou
MPOBEJICHUE UCCIIEIOBAaHNsI, 0003HAUEHHOTO B KAU€CTBE COOTBETCTBYIOIIETO
npuHiunaMm CtangapTa, IpoA0JKACTCS KaK UCCIE0OBAHUE, HE COOTBETCTBYIOIIEE
Cranpaapty, 3TO 4€TKO IOKYMEHTaIbHO oopMiiseTcs.

145. B HeOOIBIIMX UCTIBITATENIBHBIX JTJAOOPATOPUSX B CIyUae HEMPAKTUYHOCTH
coJiep KaHMs IIepcoHaia, pegHa3HayeHHoro uckimountensbHo st OK. PykoBoacTBo
Ha3HA4YaeT HE MEHEE OJHOTO COTPYIHUKA, C TOCTOSIHHOTO MM YACTUYHOM 3aHATOCTHIO,
otBeyaroniero 3a koopaunauuto OK. IIpogomxurtensHas padbota nepconana OK HyxHa
JUTSI HAKOTIJIGHUS OMBITa U 00€CTIeUeHUs HETPOTUBOPEUMUBON MHTEPIIPETAIIUU JAHHBIX
OK. Cotpy1HHKH, MPUHUMAIOIINE YYACTUE B UCCIETOBAHUAX, COOTBETCTBYIOIINX
Crangapty, BEIIONHAIOT GyHKIMH OK B OTHOLIEHUHN TOKIMHUYECKUX
(HEeKJIMHUYECKUX ) UCCIIEI0BAHUM, TPOBOIMMBIX B IPYTUX OTJENaX UCIIBITATEIbHON
nabopatopuu. [lepconan, He SBISFOIIUIICS IMTATHBIM COTPYIHHUKOM HCTIBITATEILHOM
nabopatopuu, BeIMoaHAOT QyHkiuu OK, ecnu obecrieueHa cCOOTBETCTBYOIIAs
3¢ pexTuBHOCTD, TpeOyemas A cooTBeTcTBUSl CTaHIaPTYy.

146. Jlannas uagopmariius mpu He0OXOIUMOCTU TOTIOJTHUTEIHHO MPUMEHSETCS K
MHOTOIIEHTPOBBIM HCCJIEOBAHUSIM, MIPU YCIOBUU YETKOTO OTPEIEICHUS 00IIeit
KOOPJMHAIUH.
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[Ipunoxenue 1
Kk CrangapTy HaJuIexKalen
naboparopHoit npaktuku (GLP)

PykoBoacTBo nmo npuMeneHuo Ctanaapra B Kpatkocpounbix UcciaenoBanusx

1. O01He MON0KEHU:

1) CranaapT sBIsSIETCA OOIIMMH M HE KacaeTcsl KAKOro-JIM00 KOHKPETHOTO BH/1a
aHaJM3a WIK MopsIKa TecTupoBanus. B ycrnoBusx neiictBus npunnumnoB Ctanmapra
KPaTKOCPOYHBIE UCCIEA0BAHUS COCTABIISIIOT OTACIBHYIO TPOOIeMYy Jist
YIIOJJHOMOYEHHOT'0 OpraHa 3a COOJII0JIEHUEM YCTaHOBIICHHBIX HOPM, 0a3UPYIOIINXCS Ha
CYIIECTBOBAHUM KOHKPETHBIX METOJOB U TEXHUYECKUX MTPUEMOB;

2) KpaTKOCPOUHbIC OMOJIOTHYECKUE UCCIEAOBAHUS BKIIIOUYAIOT U3YUYEHHUE OCTPOI
TOKCHUYHOCTHU, PSJT UCCIEAOBAHUN MYTareHHOCTU U UCCIIEIOBAHUS OCTPOM
HKOTOKCUYHOCTH;

3) GU3UKO-XUMHUYECKUMU UCCIIEIOBAHUSAMH CUUTAIOTCS T€ UCCIIEAOBAHMS,
AHAJIN3bI U U3MEPEHUS, KOTOPBIE UMEIOT MaJTyI0 MPOIOIKUTEIBHOCTD, 3aA€HCTBYIOT
IIMPOKO UCTOJIb3YEMbIE METOJMKH U AIOT JIETKO BOCIIPOU3BOAUMBIE PE3YJIbTATHI,
3a4aCTyI0 NPEACTABICHHBIE B BUJIEC MPOCTHIX YUCICHHBIX BEJIMYMH UIIA CIIOBECHBIX
BBIPAKCHUU;

4) TpaauIIMOHHBIE (PUBUKO-XUMHUYECKUE UCCIICIOBAHUS BKIIOYAIOT ONPE/IEICHUE
XUMUYECKUX CBOMCTB, TEMIEPATYpPhI TUIABJICHHUS, YIIPYTOCTH Mapa, ko3 duiinenrta
pacrpeeneHus, B3pbIBYaThIX CBOMCTB U APYTrUe MOA00HbBIE UCCIEIOBAHUS, IS
KOTOPBIX CYIIECTBYIOT HHCTPYKIUU IO IIPOBEJACHUIO TECTOB.

2. I[Iporpamma obecrieueHus: KauecTna:

1) noKyMeHTalIbHOE 0(OpMIICHUE TIPOrPaMMBbI 00€CIICUEHHUS KaueCTBa BKIIOYACT
OIKMCAHHUE TOJIb3bI, MOJIYYCHHON M3 HHCIICKIMIA UCCIIeI0OBAaHU, HCITBITATeIbHOM
1ab0paTOpUU WK POTIEAYD;

2) HHCTIEKIIUU UCCIIEIOBAaHUI IIIaHUPYIOTCS. B COOTBETCTBUU C XPOHOJIOTHEN
JAHHOT'O MCCIIEIOBAHUS, C IIPUBSI3KON K IIEPBOMY LIary, ONPEACIIAIONIEMY OCHOBHBIE
(azbl IKCIIEPUMEHTA;

3) HHCIICKOWH UCIIBITATCIIbHBIX TNIONIAJJ0K HE OIMMPAIOTCA HAa KOHKPCTHBIC
HCCJICAOBAHUA, 4 OXBATBIBAIOT IIPONU3BOACTBCHHBIC IIOMCIIICHNA 1 KOMMYHHUKAIIUH, a
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TaK)Xe OIepalvy B MpeesiaxX UCTIbITaTeIbHOU Ta0opaTopuu (B TOM YHUCIIE
00opyI0BaHUE, BCIOMOTATEIbHBIE CITY>KOBI, KOMITBIOTEPHAS] CHCTEMA, CIIeIUaIbHAS
MOATOTOBKA, YKOJIOTHYECKUIT MOHUTOPUHT, TEXHUYECKOE 00CTY>KUBaHUE, KAITMOPOBKA);

4) UHCTIEKIIUY TIPOLIECCOB TaK>K€ MPOBOJSATCS B HE3aBUCUMOCTH OT KOHKPETHBIX
ucciaenoBaHui. VX BBITOIHSAIOT C LENbI0 MOHUTOPUHIA ONEPALIMI U TEXHOJIOTMYECKUX
IIPOLIECCOB LUKINYECKOTO XapaKTepa U MPOBOJIAT B IIPOM3BOJIBHOM HOpsAke. J[aHHbIe
MHCIEKIMH UMEIOT MECTO, B CIy4ae €CIIM Kakas-Iu00 onepanus O4eHb 4acTo
MOBTOPSETCA B paMKaX UCIBITATeIbHON J1a00paTOpuu, B CBS3H C YEM IIPOBEJICHUE
OpPUEHTHPOBAHHOI'O Ha MCCIIEOBAaHUE KOHTPOJISI CUMTAETCS HEI(PPEKTUBHBIM WITU
HENPAKTUYHBIM. [Ipy opranusanuu OprueHTUPOBAHHBIX HA TEXHOJIOTHIO MPOBEPOK,
KOTOPBIE OXBATHIBAIOT (Pa3bl C OUEHb BHICOKOW YaCTOTON MOBTOPEHUS, IMIUPUUECKHE
3TaIlbl HEKOTOPBIX UCCIEOBAHUM MOTYT OTZEJIBHO HE MPOBEPSATHCS.

3. @yHKUIMY TEPCOHANA IO 00ECTIEUEHHUIO KaYeCTBa:

1) B cBsI3U C BBICOKOM MMOBTOPSIEMOCTHIO U TUTIOBBIM XapaKTEPOM ONPEIEIEHHBIX
CTaHJIAPTHBIX KPATKOCPOUHBIX UCCIETOBAHUM B X0/1€ SMIIUPUUECKOMN (hazbl
uccnenoBanust COK oTcyTcTByeT HEOOXOAUMOCTh MHCTIEKTUPOBATH MO-OTACIBHOCTH
KaXxJ10e ucciiefioBanre. B JaHHBIX 00CTOSTENCTBAX OPUEHTUPOBAHHAS HA TEXHOJIOTHUIO
IporpamMma KOHTPOJIsl OXBaThIBaeT Bce BUIbI uccneaoBanuii. B COII o6ecnieuenus
KayecTBa OTOBOPHUBAETCS NEPHUOJUYHOCTD TAKMX MHCIIEKIINI, MPUHUMAas BO BHUMAHHE
YUCJICHHOCTb, IOBTOPSIEMOCTD U (MJIN) CIIOKHOCTh 3KCIIEPUMEHTOB, TPOBOIMMBIX B
naHHOM nabopaTopuu. YactoTa MHCHIEKUUNA yTouHsieTca B cooTBeTcTBYtonmx COII
oOecneueHus kauecTBa, U UMeHHO COII rapanTupyroT peryispHOCTb KOHTPOJIS BCEX
MPOLIECCOB TAKOT'O POJIA;

2) eclii OTCYTCTBYIOT OT/IeJIbHbIE OPUEHTUPOBAHHBIE HA UCCIIEIOBAHUE
WHCIIEKIIMH, TO B OTYETE 00 00eCIIeUeHNH KaueCTBA YE€TKO OIMMCHIBAETCS, KOTa M KaKue
BU/JIBI MHCIICKITUN MPOBOAMINCK. JIoKIaaHas 3anmucka 00 oO0ecrieyeHuH KayecTBa
CBUJICTEJILCTBYET 00 ayJUTE UTOTOBOI'O OTYETA.

4. TlpenmeToM cTaHAAPTU3ALMM J1J11 OMOJOTHYECKUX 1n Vitro (MH BUTPO)
UCCIIEIOBAHUM SIBJISIETCA 3apaKe€HUE UCTIBITATEIbHOM cucTeMbl. cnbITaTebHbIM
1abopaTopusiM yCTaHOBIIMBAET MATEpUAIbHYIO 0a3y U MPOIEAYPbl, TOCPEICTBOM
KOTOPBIX TAKOE BEPOSTHOE 3arpsI3HEHUE OUEBUAHO MPEIOTBpALACTCS U (1IN
KOHTPOJIUPYETCH.
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5. O6opyaoBaHue MOIEKUT NEPUOTUYECKON MPOBEPKE HA MPEIMET JTUTETHHO
COXpaHSIOLIENHCS TOYHOCTH KOJIMYECTBEHHOTro onpeaeneHus. Kanubpoounsie
CTaHJIAPThI CUUTAETCS OOBEKTAMH CPaBHEHHS, HO HEOOS3aTEIBHO OCTaBIATh [
XpaHEHHS.

6. TecT-cUCTEMBI:

1) puznueckas, XuMuyeckas — CielyeT NepruoJUUeCKH IPOBEPATh, UUCTUTD,
PEMOHTHPOBATH U KAIMOPOBAaTh 000OPYAOBAHKE, IPUMEHAEMOE B (DU3UUECKUX,
XUMHYECKHX HCcIeoBaHusIX B coorBeTcTBUH ¢ COII;

2) Guosiornyueckas:

1) 7UTst TECTOBBIX CHCTEM 1IN Vitro TpeOyeTcsl BECTH OTYETHOCTh ISt
JOKYMEHTAJIBHOTO MOATBEPKIECHUS POCTa, KUZHECTIOCOOHOCTH U OTCYTCTBUS
3apaxxeHus cepuil. [[ns uccnenoBanuii in vitro cieyeT OnpeaeIuTh MOAJIMHHOCTh U
3a(pUKCUPOBATH MPOUCXOKIECHHUE, MOAIITAMM U PEXXUM 00CTYKUBAHUS TECT-CUCTEMBI;

2) onpeesieHrne XapaKTepUCTUK TECTOBOM CUCTEMBI, B IIEPBYIO OUEPEIb J1JIS
Hcciea0BaHui in vitro. OCHOBOIIOIAraloIIuM SIBJISICTCS 00€CIIEUCHHUE TOTO, YTOOBI
HCIIOJIb30BAJIaCh CUCTEMA TECTUPOBAHMS, ONTMCAaHHAsI B IPOTOKOJIE, IJIAHE, ITPOrpaMme
HCCJIEJIOBAHUS M CBOOOTHAS OT 3apasKCHUS;

3) uzonsuus TecT-cucteM. B ciiydae ¢ KpaTKOCpPOUYHBIMU OMOJIOTUYECKUMHU
UCCJIEIOBAaHUAMU HE 00513aTe€IbHO TpeOOBaTh 000COOIEHUS )KUBOTHBIX M PACTUTENbHBIX
tecToBbIX cucteM. B COII ucnbiTaTenbHOM Ta00paTOprUn OMPEeseTCs] TPUHIIHII
OLICHKU COCTOSIHUSI 3A0POBBs (Tpouuiast HHPopMalus O KOJIOHUU U TTOCTABIIMKE,
HaOJI0ICHUS], CEPOJIOTHUECKHM aHaIN3) U MOCIEAYIONINe A1eHCTBUS;

4) KOHTPOJIb 3apaXKAIOMINX MAaTEPHUATIOB B UCCIIENOBAaHUSX In vitro. Haamexut
NIPEOTBPATUTH BO3ICUCTBHE CyOCTaHIIHIA, KOTOPBIC MEIIAIOT MPOBEICHUIO aHAIN3a, Ha
BOJLY, 1Ta0OpaTOPHYIO MOCYAY U IpyTroe JaboparopHoe o0opyioBanue. YToObl
BBITIOJIHUTH JAHHYIO 3a71a4y, B IPOTOKOJ, IJIaH, IPOrPaMMy HUCCIIEIOBAHUS CIIETYET
BKJIFOYUTH KOHTPOJIBHBIE TPyNIIBl. KpoMe Toro, M1 OCYIIECTBICHUS 3TOTO 33/ IaHHUS
MPUMEHSIETCS IEPUOINIECKOE TECTUPOBAHUE CUCTEM;

5) onucaHue CBOMCTB MUTATENIBHBIX Cpel. THUIbI cpejl, KOMIIOHEHTBl U HOMEpa
napTuii cpej] (MCroiab30BaHUe aHTUOMOTUKOB, CBIBOPOTKH) IOKYMEHTAIBHO
noarsepxkaatrorca. B COII paccmarpuBaeTcss TOArOTOBKA U IPUEMKA TAKUX CPEN;
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6) SKCIUTyaTalus UCIbITATEIbHOM CUCTEMBL. B onpeneneHHbIx 00CTOATENbCTBAX
JOTYCKaeTCsl TOBTOPHOE MCIIOIB30BAaHNE KUBOTHBIX OPraHU3MOB UJIH OJTHOBPEMEHHOE
TECTUPOBAHNE MHOYKECTBEHHBIX HCTIHITYEMBIX OOBEKTOB Ha OJTHOM KUBOTHOM. Bo Bcex
ATUX clydasx oOecreunBaeTcs 00s3aTeIbHOE COXPAHEHHE BCEIl MPOIION
JIOKYMEHTAIIMU TI0 NPEIbIAYIIEMY UCTIOJb30BAHUIO )KUBOTHOT'O OPTaHU3Ma, a B
UTOTOBOM OTYETE JENAaeTCsl CChUIKa Ha Hee. [Ipu 3ToM TOKyMEHTANIbHO 3aBEPSETCs, UTO
TaKue METObl HE MPETSITCTBYIOT U3YUCHHUIO UCCIIETyEMOT0 BEIIECTRA.

7. UccrnenyemMble BeliecTBa (JIEKapCTBEHHBIE CPEICTBA) U 00Pa3Ibl CPABHCHHUS
(KOHTpOJIbHBIE 00pAa3IIbl):

1) mpeaoCTaBISAIOTCS TaHHBIE IS aJIEKBATHOTO COCTABIICHUS CHCIU(DUKAITIN B
OTHOIIICHUH KaX/I0H CEepUH MCCIIEAYEeMOTO BellecTBa (JISKapCTBEHHOTO CPEJICTBA) U
oOpasia cpaBHEeHHS (KOHTPOJIbHOTO oOpasia). Eciu ucnbITyeMbiit 00bEKT HaXOAUTCS
Ha paHHEH cTaguu pa3pabOTKH, JOMYCKAECTCS BHIMOIHUTH AHATUTUYECKOE OTHCAHHE
XapaKTEePUCTHK MOCIIE MPOBEICHUST OMOJIOTMUECKOTO HccleAoBanus. Tem He MeHee, 10
JaThl HAYaJIa UCCIEAOBAHMS TIOydaeT ONPEICTICHHBIC CBEICHUS O XUMUYECKOM
CTPYKTYpe UCCIIEAYEMOTO BEIIEeCTBA;

2) PCKOMCHAYCTCA B HAVICKAINUX CIIYUYaAAX OIIPCACIINTD CTaOMIBLHOCTH
HCCIICAYCMOI'0O U CCHILIOYHOT'O 0OBEKTOB B YCIOBUAX XPAHCHHA,

3) npu OTCYTCTBUU BO3MOXHOCTH MapaJIeIbHO BBIOIHUTD MOJOOHBIC aHAIU3BI
JUTSI OTIPEIENIEHHBIX KPAaTKOCPOUHBIX OMOJIOTMYECKUX TECTOB, €CIIU MTPOMEKYTOK
BPEMEHH MEXIY U3TOTOBJICHUEM U UCIIOJIb30BAHUEM OOBIYHO CTAOMIHLHOM CyOCTaHITNU
COCTaBJISIET HECKOJIBKO MUHYT, TpeOyeTcsi 000CHOBaHHE HelelIecoo0pa3HOCTH
OTpeJeIeHHs] YCTOMYMBOCTH TecTUupyemMoro uzzaenus. [1o aTum npuynHamMm oueHb BaKHO
yKa3bIBaTh U 0J00pATH B IPOTOKOJIE, TIJIaHEe, TPOTrpaMMe MCCIICIOBAHUS aHATTUTUYECKUE
TpeOOBaHMUsI, a TAK)KE YETKO PaCCMAaTPUBATh UX B UTOTOBOM OTYETE;

4) B ciiydae pU3MKO-XUMUUECKHUX UCCIIEOBAHUN JOIMTYCTUMO OTCYTCTBHE
JAHHBIX, OTHOCSALIMXCS K OANMYHKTaM 4) u 5) myHkTa 41 naparpada 6 riass 3
HacTosero Ctanaapra, €Ciy UCCIEA0BaHUS IPOBOJATCS C LENbIO UX MMOTYYEHUS.

8. B ¢pyHKIIMM pyKOBOACTBA UCIIBITATEILHON 1a00PATOPUU BXOJAUT KOHTPOJIb
paspabotkoii COII A mpoBOAUMBIX B JTAOOPATOPUM UCCIIEIOBAHUIA.

9. IIpoBeneHue uccie0BaHus:
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1) ecii KOHKPETHOE KPATKOCPOYHOE MCCIIC0BAaHUE UIU CEPUS TTOAO0OHBIX
UCCIIEIOBAHUM PETryJISIPHO MTPOBOAUTCS B paMKaxX HCIBITATEIbHOM JlabopaTopuu,
11eJ1IeCO00pa3HBIM SBJISETCS COCTABICHUE OHOI0 OOIIEro MPOTOKOJIa, TIJIaHa,
IpOrpaMMBbl UCCIISIOBAHUSI, COJIEPIKAIIETO OOJIBIIIYIO YacTh OCHOBHOW MH(GOpMAIIUH,
NpUCYTCTBUE KOTOpOoH Tpedyercs. MHbopmalus 3apaHee 0100pseTcs pyKOBOJICTBOM
UCIIBITATEILHOM 1a00paTOPUHU U PYKOBOJMTEIIEM MCCIICI0BaHUS, OTBSUAIOIIINM 32
1mo100HbIe uccneaoBanus, a Takke COK;

2) CBsI3aHHBIC C SKCIICPUMEHTOM MPHIIOKEHUS K TAKKM TPOTOKOJIaM, TIIaHaM,
nporpamMmam (ToapOoOHBIE JAHHBIE IO TECTUPYEMOMY OOBEKTY, SMITUPUICCKOM 1aTe
HayvaJia) IPEeJICTAaBIISICTCS B BUJIE JOTIOJHUTEIBHOTO JIOKYMEHTA, KOTOPBIM HYXIaeTCsI
TOJIBKO B TOJITUCH YIIOJTHOMOYEHHOTO PYKOBOIUTEIS UCCIEAOBAHUS C 1aTOM. DTOT
00BbEeIMHEHHBIN TOKYMEHT — OOITUI TPOTOKOJI, TIJIaH, ITporpaMMa MCCIICIOBaHUS U
CBSI3aHHOE C MCCJICIOBAHMEM MPUIIOKEHHUE — TIPEJICTABIIsAET COO0H MPOTOKOJI, TIIaH,
nporpammy uccienaoBanus. [1ogoOHbIe JOTTOTHEHHS BaXKHO HE3aMEIJIUTEIHHO
IIPEJICTABIIATh PYKOBOJICTBY HCIBITATEIILHOM JJA0OPATOPHH M COTPYTHUKAM I10
00ecIeUeHUIO KaueCTBa.

10. Conepxanue npoToKonia, IaHa, MporpaMMbl UCCIEA0BAHUS:

1) conepxanue oOUIEro MPOTOKOIA, IJIaHa, IPOrPaMMbl UCCIIEI0BAHUS U
CBSI3aHHOT'O C HUMHU MIPUJIO’KEHUSI COOTBETCTBYET ONMCAHHOMY B naparpade 2 riassl 4 u
naparpade 2 riassl 5 HacTosero CtaHaapTa co CleAyIMMI YTOUHEHUSIMU;

2) uadopmarys 0 XxapakTepe U IeJIu UCCIeI0BaHUs He 00s3aTeIbHa, €CIU OHA
COAEPKUTCS B ONIMCAHUY JIN3AMHA;

3) Bonpockl oANyHKTOB 1)-4) myHkTta 59 maparpada 2 riaBsl 4 HaACTOSALIETO
Crangapra UCKJIIOYAIOTCS MPU (PU3UKO-XUMUUYECKUX IKCIIEPUMEHTAX;

4) cBeneHus 1O MOANMYHKTY 5) myHKTa 59 nmaparpada 2 riaaBbl 4 HACTOSIIETO
Cranpapra B 11€JI0M BO3MOXHO IPEACTaBICHUE B KpaTKOM, 00001atoiei popme mwin
co ccbutkoit Ha cooTBeTcTBYoIMEe COII nnu pykoBOACTBA IO TECTUPOBAHUIO.

11. Ecii oCcy1iecTBIsIOTCS KPATKOCPOYHBIC HIKCTIEPUMEHTHI C UCTIOJIh30BaHUEM
OOIIMX TIPOTOKOJIOB, IJIAHOB, TIPOTPaMM HCCIIEA0BaHNUS, 1IEJIeCO00Pa3HO COCTABICHHUE
«CTaHIAPTU3UPOBAHHBIX UTOTOBBIX OTYETOBY, COJIEPIKAMNX OOJIBIIYIO YaCTh HY)KHOU
JUTsI TOJOOHBIX OTYETOB 001Iel nHpopmaruu. OHU 3apaHee YTBEPKIAAIOTCS
PYKOBOJICTBOM HCITBITATSIIBHON 1a00paTOpuH, a TAK)Ke PyKOBOJAMUTEIb UCCIICIOBAHHE,
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OTBEYAET 3a MPOBEJAEHUE MOTOOHBIX HCCIIEIOBAaHUMN. B Takux ciyyasx u3garorcs
CBSI3aHHBIE C UCCIIEIOBAaHUEM PACIIUPEHUS K TAKUM OT4YeTaM (YKazaHHUEM MOAPOOHBIX
cBeJieHUH 00 ucciaeayeMoM OOBEKTE U MOITYyYEHHBIX KOJIMYECTBEHHbBIX PE3YyJIbTaTOB) B
KAa4eCTBE JOINOJHUTEIBHOIO aKTa, HYKAAOIIEroCs TOJBKO B IIOAIIMCH PYKOBOIUTENS
ucclieJoBaHus ¢ Aatoil. He gomyckaeTcst UCIoib30BaHHUE «I1A0JIOHHOIO HTOTOBOTO
OTYETA», B CIIy4ae €CIM NPOTOKOJ, TUIaH, MPOrpaMMa UCCIECIOBAHNS U3MEHAETCS WIIN B
HEM JICJIAl0TCS MONPABKH 10 WIHM BO BpeMs ITPOBEACHUS UCCIIEIOBAaHNUs, BHOCATCS
TOJIBKO COOTBETCTBYIOLIUE JOMOJIHEHHS B «IIA0JIOHHBIN UTOTOBBIA OTYETY.

ConepmaHI/Ie HUTOrOBOI'O OTUCTA.

1) cocTaB MOJIHOT'O UTOTOBOTO OTYETA («CTaHIAPTHOT'O UTOTOBOTO OTYETa» U
CBSI3aHHOTO C MICCJICIOBAaHUEM MPUJIOKCHHS ) COTIIACOBBIBACTCS C TPEOOBAHUSIMH,
OTMMCaHHBIMU B maparpade 2 riiaBsl 5 HacTosmero Ctanaapra ¢ BO3MOKHBIMU
OTCTYIUICHUSIMU, YKa3aHHBIMU JlaJIee:

2) ompeiesieHue MmapaMeTpoB MCCIIeTyeMOT0 BelecTBa (JIEKapCTBEHHOTO
BEIIECTBA), BKIIOYAs YNCTOTY, CTAOMIIBHOCTh M OJTHOPOJAHOCTh OKa3bIBACTCS
HEAKTYaJbHBIM, €CJIM UCCIICIOBAHUE MTPOBOAMTCS JUIS YCTAHOBJICHHS STUX JaHHBIX;

3) npu HaOOHOCTH TpedyeTcs OTpa3uTh MPOBEACHUE ayAuTa poieayp. B
3aKJTFOYCHUH TI0 00ECTICUCHUIO Ka4eCTBA HA/ICKUT SICHO YKa3aTh, YTO UTOTOBBIA OTYET
MIOJIBEPTAJICs ayANTY.
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[Ipunoxenue 2
Kk CrangapTy HaJuIexKalen
naboparopHoit npaktuku (GLP)

PykoBoacTBo mo npuMeneHuo CTanaapra s HCCIe0BaHMi in vitro (MH BUTPO)

1. ®yHkMu:

1) byHKIMHM pyKOBOACTBA UCIIBITATEILHON TA0OPATOPUH TPUMEHSICTCS IS
UCCJIEIOBAaHUM 1n Vitro u in vivo (MH BUBO). TpeboBaHuUs K pyKOBOJICTBY
UCHBITATENbHOM JIA00PATOPHUH 1O 00ECTIEUEHUIO HATMYUS KBATU(PUIIMPOBAHHOTO
NepCoHajIa ¥ COOTBETCTBYIOMIET0 000PYI0BAHUS U anllapaTypsl JJIsl CBOEBPEMEHHOTO U
HaJJIS)KAIIETO IPOBEICHUS UCCIIEA0BaHMS. PyKOBOICTBO UCTIBITATENILHOM JIaA0OpATOPHH
TrapaHTUPYET, YTO MEPCOHAII TOUHO TTOHUMAET BBITIOHsIEMbIE UM (pyHKIHH. [[71s1
UCCJIeIOBAHUM 1N Vitro mpu HEOOXOJUMOCTH MPOBEIUTCS CHEIUATBHOTO 00yUeHUs
ACENTUYECKUM TIPOIIeTypaM U OOpaIEHUI0 ¢ OMOIOTHUECKH OMTACHBIMHU MaTepHaIaMHU.
Jlns uccaeaoBaHus in vitro mpu HEOOXOAMMOCTH TPeOyeTCsl HAIMYHE CTICITUaIbHbBIX 30H
Y BBITIOJTHEHWE TIPOLICYP JUTSI PEIOTBPAIICHHUS 3arPA3HEHUS UCTIBITATSILHOM
cucteMbl. JIJIsl HEKOTOPBIX UCCIASAOBAHUM in Vitro mpu HEOOXOAMMOCTH TpeOyeTcs
UCIIOJIb30BAaHUE TTATCHTOBAHHBIX MATEPHAJIOB WJIM HAOOPOB ISl TIPOBEICHUS
ucclenoBanus. MaTepuaibl, HCTIOIb3YEMbIE B UCCIIEIOBAHUN, COOTBETCTBYIOIIEM
CranpapTy, IpOU3BOASITCS U TECTUPYIOTCSI HA COOTBETCTBHE C UCIIOIH30BAHUEM
HaJJIeKAIEH CHCTEeMBI KaueCTBa. TAKMM 00pa3oM, OTBEUYAET 3a UX COOTBETCTBUE Ha
W3TOTOBUTEIIS WJIU TIOCTABIIHUKA, 00S3aHHOCTh PYKOBOJICTBA UCTIBITATEIbHON
1a00paTOpUU — MOATBEPAUTD, YTO 3TH YCIOBHUS COOTBETCTBYIOIIMM 00pa3oM
BBITIOJTHEHBI ITyTEM OIICHUBAHUS JEATETHHOCTH, METOJIUK M TIOJUTUKH ITOCTABITUKOB;

2) obuue GyHKIUU PyKOBOAUTENSI UCCIAEIOBAHUS HE 3aBUCST OT TUIA
UCCIIeI0BaHus, a QYHKIIMH, IEPEUYHCIICHHbIE B CTaHAApTaX, MPUMEHSIOTCS U K
UCCIIEIOBAHUSM 1n Vitro. PyKOBOIUTENb UCCIIEIOBAHUS TTPOJIOKAET SIBISATHCS
LHEHTPAIbHBIM U €JUHCTBEHHBIM JIMIIOM B 00€CTIEYEHUN KOHTPOJISI UCCIIEA0BaHUS U
OTBEYAET 3a 00I1ee NMPOBEACHUE HCCIIeI0OBaHUS U (DOPMUPOBAHKE OTYETA 00
UCCIIEIOBAHUH;

3) B nccaeA0BaHMX 1N Vitro pyKOBOJIUTENb UCCIIEIOBAHUS yAEIAET 0C000€e
BHUMAaHHUE IOKyMEHTAJIbHOMY O(pOpPMIIEHNI0 00OCHOBAHHOCTH U XapaKTEPUCTUKH TECT-
CUCTEMBI, IEATENBHOCTH, KOTOpask 00JIee CI0KHAs IS OCYIIECTBICHUS B



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 03.04.2023
aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 21.04.2023
o ‘ a [ ¥ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 03.04.2023

PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC I[aTa CKAUMBAHUS 21.04.2023

UCCIIeI0BAaHUAX 1n vitro. Mcnonp30BaHKe ONpeaeeHHbIX BUI0B OPTaHU3MOB
00OCHOBBIBAETCS IOKYMEHTUPOBAHUEM TaKHUX XapaKTEPUCTHUK, KOTOPbIE JIETAI0T X
HOJXOALICH MOJIENBIO /ISl OLIEHKU MHTEPECYIOIINX UCCIIeoBaTelNs 3P PEKTOB.
XapakTepucTUKa ONnpeAeIEHHOT0 )KUBOTHOT'O OCYIIECTBIISETCS ITyTEM COCTaBICHHUS
JOKYMEHTA C YKa3aHHeM BHJa )KUBOTHOTO, ITaMMa, CyOIITaMMa, HICTOYHHUKA TTOCTABKH,
HOMepa JAMara3oHa Beca Teja, Ioja U BO3pacTa;

4) nnst 000CHOBaHUS BBIOOPA TECT-CUCTEMBI PYKOBOAUTENb UCCIIEA0BaHUS
o(opMIISIET JOKYMEHT O TOM, YTO METO/I UCCIEA0BaHMs ObLT ODUIIMATIEHO YTBEPKICH
WM SIBJSIETCS. CTPYKTYPHO, (DYHKIIMOHATBHO W (MJIM) MEXaHUUYECKH CXOTHBIM C
opUIMATHHO YTBEPXKICHHBIM 3TAIOHHBIM METOJIOM HcclieqoBanuii. [lepen
UCII0JIb30BAaHUEM HOBBIX METOJIOB UCCJICOBAHHM, SIBJISFOIIMXCS CTPYKTYPHO,
(YyHKUIMOHANBHO U (MJIM) MEXaHUYECKU CXOJHBIMU C O(DUIIMATIBHO YTBEPKIAECHHBIM
ATAJIOHHBIM METOJIOM MCCIIEIOBAHUM, PYKOBOJIUTENb UCCIEIOBAHUS TIPEIOCTABISET
JOKYMEHTAJIBHOE TIOATBEPIKACHUE O TOM, YTO HOBBIH METOJI UCCIICTOBAHUIA NMEET
CONOCTaBUMYIO 3((HEKTUBHOCTH IIPH OIIEHKE ¢ IIOMOIIBI0 HA/IJIS)KAIIEero oopasmna
CpaBHEHHUS (KOHTPOJIBHOTO 00pasia);

5) AoKyMeHTalbHOE OPOPMIIEHUE XapaKTEPUCTUK CUCTEM In Vitro siBIseTCs
TPYIHOU 3aaa4eil. XOTsl pyKOBOJUTEINb UCCIIEIOBAHMS, C TOMOIIBIO ITOCTABIINKA,
CIocO0EeH JOKYMEHTUPOBATh HEKOTOPHIE XapaKTEPUCTUKH TECT-CUCTEMBI (JIMHUIO
KJIETOK, BO3pAcT, MaCCaKUPOBAHKE, IPOUCXOXKICHHUE), a TAK)KE 0XapaKTEpPU30BaTh
UCTIBITATENIbHYIO CUCTEMY, IOKyMEHTAJIbHO 3a()UKCUPOBAB, YTO OHA OOECIIEUNBAET
HY>KHYIO HaJIe’KHOCTh TIPU OIIEHKE C MTOMOIIBI0 Ha/JIeXKAaIero oopasia cpaBHEHUS
(KOHTpOJBHOTO 00pa3ia), BKI0Yast, Ipu He0OXOUMOCTH, OOBEKTHI MOJIOKUTEIHHOTO,
OTPUIIATEIIFHOTO KOHTPOJIS, HE0OOpabOoTaHHBIE KOHTPOJIbHBIE 0OBEKTHI U (MJIH) O0BEKTHI
KOHTPOJIA peakThBa. B 0coObIX CiTydasix paccMaTpUBaeTCs NCIOIb30BaHNE
MATEHTOBAaHHBIX MATEPHAIIOB WM HAOOPOB JIJIsl IPOBEICHUS UCTIBITAHUH 1n Vitro.

O PeKTUBHOCTH TAKUX MAaTEPHATIOB WM UCTIBITATEIbHBIX KOMIUICKTOB
rapaHTUPUPYETCS MOCTABIIMKOM, IPOU3BOIUTENEM WIIH NTATEHTOO0IaAaTeeM, U
PYKOBOJICTBO MCIIBITAaTEIbHOM J1a00OPaTOPUU OTYAET 3a TO, YTO IMOCTABIIUK
COOTBETCTBYET KPUTEPHUSIM KayeCcTBa, KaK YKa3aHO BBIIIE, IPOBEPSIS IEATEIHHOCTD,
METOJUKHU U MOJIUTUKY MPOJaBIa, TOJIBKO PYKOBOAUTEIb UCCIEI0BAaHUS OTBEYAET 3a
MIOJITBEPKEHUE TOTO, YTO XapaKTEPUCTHKHU JTaHHBIX MaTepUaIOB WK HAOOPOB
JIEHCTBUTEIHHO OTBEYAIOT TPEOOBAHUIM MPOBEACHUS UCCIECOBAHMS U UYTO HAOOPHI 7S
IIPOBEJICHUS UCTIBITAHUSI COOTBETCTBYIOIIUM 00pa30M BAIUIMPOBAHBI U TOAXOMAST IS
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IPEAHA3HAYCHHOW LIEJIM PUMEHEHNA. TaK KaK KaueCTBO U HAJIE)KHOCTh dTUX
MaTepHaJIOB UIU UCIBITATEIbHBIX KOMIUJIEKTOB HAIIPSMYIO BJIMSIOT Ha KAYECTBO U
HaJEC)KHOCTD PE3YJIbTATOB UCCIEA0BAHNS, PyKOBOAUTEIb UCCIIENOBAHNS TIIATEIBHO
U3Yy4YeT U KPUTHUUECKU OLEHUBAET MOJIHOTY ¥ IPUEMIIEMOCTh JOKYMEHTALUH 110
KOHTPOJIIO Ka4€CTBa, MPEAOCTABICHHON IOCTaBIIUKOM. PyKoBOIUTEND HCCIIENOBAaHUSA
OLICHUBAET COOTBETCTBUE CHUCTEMBI KAYECTBA, UCIOJIb3yEMOM U3TOTOBUTEIEM, U UMEET
B HAJIMYUU BCE JJOKYMEHTBI, HY)KHBIE IS OLICHKH IIPUTOJHOCTH UCIIBITATEIbHOU
CUCTEMBI JIJIs1 UICIIOJIb30BaHUs (pe3yIbTaThl UCCIAEAOBAHUMN XapaKTEPUCTHK).

2. Ilepconain TaTeabHO cOOIIOAaeT TPeOOBAHUS K ACENTUYECKUM YCIOBUSIM, T]I€
OHU MPUMEHSIOTCS, M OCYIIECTBIISIET COOTBETCTBYIOIIME MPOLIEAYPHI IIPU IIPOBEICHUHN
UCCIIEIOBAHUM 1n Vitro, 4TOOBI M30€kKaTh MATOIN€HHOTO 3arps3HEHUS UCTIBITATEILHOM
CUCTEMbI. AHAJIOTMYHO, NEPCOHAT MIPUMEHSIET COOTBETCTBYIOLIUE MPAKTUKUA YTOOBI
n30€XKaTh MEPEKPECTHOTO 3arPS3HCHUS MEXIY UCTIBITATCIIbHBIMU CUCTEMaMH U
obecrneunTh YUCTOTY HcchenoBanus. [lepconan uccienoBanus BIaJeeT U CTPOTO
npHUACPKUBACTCS TPEOOBAHUM K M30JUPOBAHHUIO UCITBITATEILHBIX CUCTEM U
HCCJIEJIOBAHUSIM C IPUMEHEHHEM OMOJIOTMYECKU OMACHBIX MaTepuaioB. Bo Bpems
UCCIIEIOBAHUM 1n Vitro Tak:Ke MPUMEHSIETCS HaIJIekKaIue Mephl IPEeI0CTOPOKHOCTH,
4TOOBI CBECTH K MUHUMYMY PUCKH OT MCIIOJIb30BAHMS OMACHBIX XUMHUUECKUX BEIIECTB.

3. B uenowm, nesarenbHOCTSh, cBsizaHHas ¢ OK, He3HAUNTENbHO pa3nuyaercs 1is
UCCIIeIOBaHUM 1n Vitro u in vivo. MccaenoBanus in vitro B HEKOTOPBIX CIIydasx
KJIACCU(PHUIMPYIOTCS KaK KPaTKOCPOUHbIE HCCIIEI0BAHUS; B TAKUX CIydasx
npumensiercst TpedoBanus npuioxenus 1 Crangapra. Crannapt tpebyer, utoosl COK
MHCTIEKTUPOBAIa, TIABHBIM 00pa3oM, KpUTUYECKUE (a3bl UCCIETOBAHUS, TIOATOMY
BaXKHO, 4TOOBI B HccaenoBanusx in vitro COK Obl1a X0opo111o ocBeJoMIIEHa O TOM, UTO
co00H MPeICTABISAIOT KPUTHUECKHUE (a3bl (M KPUTHYECKHUE ACTIEKThI) TAKUX
uccienoBauid. [103TOMy pyKOBOJUTENIO UCCIIEI0BAHNS, BEIYILIMM HCCIEI0BATENSIM U
UCCJIeI0BATEIhCKOMY MEPCOHATY COBMECTHO pa3paldaThIBAET pyKOBOACTBO 10
IPOBEJCHUIO HHCTIEKIINH CITy»KO0H 00ecneueHns KayeCTBa B COOTBETCTBYIOILIUX
obnactax. [Tockonbky nmporpaMMa oOecrieueHrs: KauecTBa pacpOCTPaHsIETCs U Ha
CIIELMAJIbHBIC aCTIEKTHI UCCIIEAOBaHUH 1n Vitro, 0Opa3oBaHue U 00ydYeHue nepcoHata
COK uetko HampaBieHa Ha GOPMUPOBAHNE CIOCOOHOCTH PACHO3HATH MOTEHIIUAIbHBIE
npoOJieMbl B CIIEIIMATBHBIX 00JIACTSAX UCCIIEA0BaHUs In Vitro.

4. CnenrasibHbIE 001aCTH, TIOAJIeKAIME HHCTICKTUPOBAHUIO, BKIIFOYAIOT B CE0s
HPOLIEAYPHI U MEPHI, HE OTPAHUYHNBASACH UMU:
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1) MOHUTOPUHT NaPTU KOMIIOHEHTOB KJIETOYHBIX U TKAHEBBIX KYJIbTYpPaIbHbIX
Cpel, SIBJISIOIINXCS KPUTUYECKU BaXKHBIMU /17151 9 (PEKTUBHOCTH UCIIBITATEIbHON
CUCTEMBI (Harpumep, peranbHas TeasUbsi CBIBOPOTKA), U IPYTUX MATEPUAJIOB B
OTHOILIEHUU UX BO3JEHCTBUS HA 3()(HEKTUBHOCTD UCTIHITATEILHON CUCTEMBIL;

2) onieHKa 1 obecrniedeHre (HYHKIIMOHAIBLHOTO U (1K) MOP(OIOTHIECKOTO
craTyca (1 IEJIOCTHOCTH ) KJIIETOK, TKAHEH M IPYTUX HHIUKATOPHBIX MaTEPHAIIOB;

3) MOHUTOPUHT NMOTEHIMAIBLHOTO 3arPsI3HEHUS Uy KEPOJIHBIMH KIETKAMH,
MUKOIUIA3MOM Y JPYTMMH ITATOT€HAMU WIH IPYTHUMU CIIyYalHBIMHM Ar€HTAMMU;

4) ouncTka U o0e33apakuBaHre 00OPYAOBAHMS U ANMAPATypPhl U CBEACHHUE K
MUHUMYMY UCTOYHHUKOB 3arpsi3HEHUS UCCIIEAYEMBbIX JJIEMEHTOB U TECT-CUCTEM;

5) obecrieueHue HaAJIEKAIIETO UCTIONB30BAHUS M OOCITYKUBAHUS
CTEIMATU3UPOBAHHOTO 000PYI0BAHUS;

6) oOecrieueHre Ha IIexKaIel KpUOKOHCEPBAIIMU U BOCCTAHOBJICHUS KJIETOK U
TKaHEH;

7) obecnieueHre HAANEKAIUX YCIOBUH 7Sl U3BJICUCHUN MaTepUaoOB MOCIe
XPaHEHHUsI B 3aMOPOKEHHOM COCTOSIHUU;

8) obOecreycHmne CTCPHUIIBHOCTHU MAaTCPHUAJTIOB U IIOCTABOK, HUCIIOJIB3YCMBIX JJIA
KIJIICTOYHBIX X TKAHCBBIX KYJIBTYP,

9) noanep>kaHre COOTBETCTBYIOLIETO Pa3eiIeHUs MEXIY Pa3IMUYHbBIMU
UCCIIEJOBAHUSIMU U UCIIBITATEIbHBIMUA CUCTEMaMU.

5. CranzmapT yCcTaHaBIMBAET, YTO UCIIBITATENIbHBIC JTA00OPATOPUH ObLTH B
COOTBETCTBUH TPEOOBAHUSAM K BBITIOJIHSIEMbIM B HUX UCCJIEIOBAHUSIM U YTO
MOJJEPKUBAETCA COOTBETCTBYIOIIEE PA3ACICHUE MEK/y PA3IMYHBIMU BUAAMHA
JESTENHHOCTH, YTOOBI 00ECTICUUTh HAJIJIeKaIee U OECTIPENnITCTBEHHOE BBITTOJIHEHHE
Ka)KJ0ro uccienoBanus. g uccneaoBanuii in vitro 00ObIYHO TpeOyeTcs OrpaHUuYEHHOE
pabouee IpPOCTPAHCTBO U HE TPEOYETCs CrEIUaTIbHBIX TOMEIICHUH, NCKITFOYAFOIIINX
POBEJICHUE IPYTUX UCCIEAOBaHUM, MPEIIPUHIETCS MEPHI C TEM, YUTOOBI 00ECIIEYUTh
HaJJIeKallee pas3/iesieHue UCCIEeI0BaHUM 1n Vitro, IpOBOJUMBIX OJTHOBPEMEHHO B OJIHOM
U TOM ke (PU3HUECKOH cpejie.

6. OcHallleHuEe TECT-CUCTEM:



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 03.04.2023
aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 21.04.2023
o ‘ a [ ¥ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 03.04.2023

P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 21.04.2023

1) nst obecrieueHUsT U30JIAIMHU TECT-CUCTEM CIIEyEeT UMETh B HATHUHUH
JIOCTATOYHOE KOJIMYECTBO MOMEIIEHNHN NN 30H, 00€CIIEUNBAIOIINX CBEACHHUE K
MUHUMYMY BO3MOKHOCTH 3arpsI3HEHUS T€CT-CUCTEM;

2) nHKYOUpOBAaTh KJIETKU WM TKAHU, OTHOCSIIUECS K Pa3INYHbIM
UCCIIEJIOBAHUSM, B OTHOM M TOM K€ MHKyOaTope, Mpu yCIOBUH, YTO CYIIECTBYET
pazziejieHue B JOCTaTOYHOM CTENEHU (MMEIOTCS COOTBETCTBYIOIIME UIEHTU(DHUKATOPHI,
METKH WJIM Pa3AesIbHOE Pa3MELIEHUE IS OTJINYUS UCCIIEI0BAHUI), @ TAKXKE TO, YTO HU
OJIVH MCCIIEAYEMBIN 3JIEMEHT He SIBJIETCA JOCTATOYHO JIETYUYHUM, YTOOBI BHECTH
3arpsi3HEHHE B IPYTUe€ UCCIIET0BAHUS IPU COBMECTHOM MHKYOHPOBaHUU;

3) pa3nenenne KpuTHIECKUX (Da3 MCCiIenoBaHu BOSMOXKHO HE TOIBKO B
IPOCTPAaHCTBEHHOM, HO ¥ BPEMEHHOM OTHOIICHUU. MaHUITYJISIHS C KICTOYHBIMU WA
TKaHEBBIMH KYJbTYPaMH, HaIPUMeEp, MPOIEAYPhI CYOKYIbTHBUPOBAHMS, TOOABICHHE
UCCJIETyEMOTO 3JIEMEHTAa, OOBIYHO BBITIOJIHAETCS B KAOMHETaX ¢ BEPTUKAIBLHBIM
JaMUHAPHBIM BO3JTyXOITOTOKOM, YTOOBI 00ECIIEYUTh CTEPUILHOCTD M 3aITUTHTh
UCTIBITATENIbHBIE CUCTEMBI, a TAK)KE MEPCOHAN UCCIIEIOBAaHUS U OKPY KAIOLIYIO CPEay.
[Tpu Takux 0OCTOATEIHCTBAX COOTBETCTBYIOIIEE Pa3ACICHHUE ISl PEAOTBPAIICHUS
MIEPEKPECTHOTO 3arPS3HEHUS MEXTY UCCIICTOBAHUSIMH 00CCTICYHBACTCS ITyTEM
MOCIICIOBATEIBHBIX MAHUTTYJIAIUNA C UCTIBITATEIbHBIMU TECT-CHCTEMAaMH,
WCIIOJIb3YEMBIMH B OTACIIBHBIX HCCIICOBAHUAX, C TIOMOIIBIO TIIATEILHON OYNUCTKH U
00e33apakiBaHus, CTEpUIIU3AUU PAa0OUNX TOBEPXHOCTEN KaOUHeTa U
COOTBETCTBYIOIIETO JJA00PaTOPHOTO 0OOPYIOBAHHMSI, UCTIOIB3YEMOTO B PA3TUIHBIX
BUJIAX IEATEITLHOCTH, €CITH ATO HYKHO;

4) HaIMYKE OTBEICHHBIX KOMHAT WJIM 30H CO CHEIMaIbHBIM 000pPYy0BaHUEM,
o0ecIeynBaIIMX JOATOCPOUYHOE XpaHeHue TecT-cucteM. O0opya0oBaHue, B TOM YHCIIE
KOHTEUHEPHI JUIs1 XpaHEHUSs!, 00€CTICUNBAIOT COOTBETCTBYIOIINE YCIOBUS TS
COXPAaHEHHUS LUEITOCTHOCTH TECT-CUCTEM B TEUEHHUE TUTEIIbHOTO BPEMEHH.

7. CTepunIbHOCTH SIBJISETCS BAXXHBIM (PAKTOPOM B MCCIIEAOBAHMSIX in Vitro.
[TomemeHust WA 30HBI, UCTIOIB3yEMbIE JIJISl TIOJTOTOBKH M CMEIITUBAHUS UCCIIEAYEMbIX
Y DTAJIOHHBIX BEIIECTB CO CBS3YIOIIMMHU BEIIECTBAMHM, OCHAIAIOTCS TAKHUM 00pa3oM,
4TOOBI 00ECTIEYUTh PA0OTY B ACENTUYECKUX YCIOBUSAX U 3aAIIUTY UCIIBITATEILHON
CUCTEMBI M UCCIICAOBAHUS MIYTEM CBEICHHUS K MUHUMYMY BO3MOKHOCTH MX 3arpsS3HCHUS
B X0/JI€ MOJITOTOBKU TECTUPYEMBIX U CTAaHAAPTHBIX 00BEKTOB (00pa3IOB).
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8. J1s eMOCTHOCTH 1 HaICKHOCTH OTISIbHBIX HCCIICIOBAaHMM 1n Vitro
o0ecIeuynBarOTCS HaICXKAIIME YCIOBHS IS ONPEICICHHOTO 000pYA0BaHUS
(MpoBeEHUE PETYIIPHOTO TEXHUUECKOTO 00CITYKUBAHHUS, KOHTPOJb U KaTuOpOBaHUE
MUKPOBECOB, MUKPOITUTIETOK, KAOWHETOB C BEPTHUKATHHBIM JIAMUHAPHBIM
BO3/IyXOMOTOKOM WJIM UHKYO0aTOpoB). /{115 criennanibHOro 000py1I0BaHUS ONPEEIIIeTCs
KPUTHUYECKHE TTapaMeTPhl, TPEOYIOIINE MOCTOSHHOTO KOHTPOJIS MJIM HACTPOUKHU
IpeIeIbHBIX BEJIMYNH, HAPSTY C YCTAHOBKOW CUTHAIBHBIX YCTPOUCTB.

9. TpeboBanus Ctanaapra K peareHTaMm B OTHOIIIEHUH MAPKUPOBKHU M CPOKOB
TOJTHOCTH B PAaBHOW CTENEHU TPUMEHSIOTCS M K peareHTaM, UCIOJIb3YEMbIM IS
HCCIIEeN0BaHUM 1n Vitro.

10. McibITarensHbIe CUCTEMBI in Vitro — 3T0, B OCHOBHOM, OMOJIOTHYECKHUE
CUCTEMBI, XOTSI HEKOTOPBIC U3 CAMBIX MOCIEAHUX Pa3pabd0TOK, albTEePHATUBHBIX
OOBIYHBIM MCCJIEIOBAHUSM In Vivo (Hampumep, KOMITJIEKT T€HOB JIJIst
TOKCUKOTEHOMUKH ), IMEIOT HEKOTOPBIC TPU3HAKH (PH3UKO-XMMHYECKUX TECT-CUCTEM, a
JpyTHUe, HapuMep, TOKCHKOMETAOOHOMHUKA, OCHOBBIBAIOTCS, OOJIBITICH YacThIO, HA
aQHAIMTUIECKOU METOIONIOTHH. VcTIbITaTeNbHbIE KOMIUICKTHI, BKIFOUYAs TTATCHTOBAaHHBIC
UCTIBITATEeIILHBIC KOMIUICKTHI, TAK)KE CYUTAIOTCS UCITBITATSIIbHBIMUA CHCTEMAaMU.

11. Kak u 17151 1100bIX APYTrUX OMOJOTUYECKUX TECT-CUCTEM, ONPEIEseTC,
HOJJICPAKUBACTCS U BEJIETCSI MOHUTOPUHT COOTBETCTBYIOIIMUX YCIOBHM, YTOOBI
00ecreyuTh KaueCTBO U 1eJIOCTHOCTh UCTIBITATEIbHOW CUCTEMBI BO BPEMsI XpaHEHUS U B
XO0JIe caMoro ucciefoBanusa. K 3 ToMy OTHOCUTCS JOKYMEHTaJIbHO 0(hOpMIIEHHOE
ornpeJeieHue, MoAAepKUBAHUE U MOHUTOPUHT KU3HECTTOCOOHOCTH U PEAKTUBHOCTHU
UCIIBITATENILHON CUCTEMBI, BKIIFOUAsl PETUCTPALIMIO KOJIMYECTBA MEPECEBOB KIETOK U
MOKa3aTeIu BPEMEHH YJIBOCHHS OMYJIALINU. aKyKe PErUCTPUPOBATh YCIOBHS
OKpY>Karolen cpesibl (YpOBEHb )KHIKOTO a30Ta B CUCTEME 3aMOPAKUBAHUS KUJIKUM
a30TOM JUISL XPaHEHHs, TeMIIepaTypa, BIaXHOCTh U KoHIeHTpanust CO, B
MHKyOaTOpax), a Tak¥Ke JI00YI0 MaHUMYJISILUIO C UCTIBITATEILHOM CUCTEMOH,
TpeOYIONTyIOCS JIJIsl TOAIep>KaHMsl €€ KauecTBa U 11eJIOCTHOCTH (Hanmpumep, 00padboTka
AHTUOMOTHUKAMU WM IPOTUBOTPUOKOBBIMH CPEJICTBAMU, CyOKYIbTHBUPOBAHNE,
n30upaTesbHOE KyJIbTUBUPOBAHUE JIJIsi COKPAIIEHHS YaCTOThI CIOHTAHHBIX CIIy4aeB).
[TockonpKy coXpaHeHME HALIEKAIIUX YCIOBUNA OKPYIKAIOIIEH CPEAbl BO BPEMS
XPaHEHUsI UCTIBITATEILHOM CUCTEMbI B 3HAUNUTEIHHO OOJIbIIIEH CTENEHU MOBIHIET Ha
Ka4yeCTBO JAHHBIX, YEM I IPYTUX OMOJIOTMYECKUX CUCTEM, 3TH PETUCTPALIMIOHHbIE
JaHHBIE 0OCOOCHHO BAXKHBI JIJISI TIOJIIEPIKAHUSI KAUeCTBA M HAJICKHOCTH JTaHHBIX.
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12. B peructpaiinoHHBIX JaHHBIX HCCIICIOBAHUS TPOAHATTU3UPOBACT U COXPAHICT
JIOKYMEHTAIINIO, TIOJYYeHHYIO OT TIOCTABINHUKA TECT-CUCTEM In Vitro (Hampumep,
IPOUCXOXK]IEHUE, BO3PACT, YUCIIO MaccaXeH, BpeMs YJIBOCHHUS KJIETOK U TPoUYne
COOTBETCTBYIOIIHE XapaKTEPUCTHKH, TIOMOTAIONTNE HACHTH(PUIIUPOBATH TECT-CUCTEMY ).
J1J1st OLIEHKH >KU3HECTIOCOOHOCTH, IPUTOHOCTH (HANIpUMED, (PYHKITMOHATILHOTO U (MJIN)
MOP(]OTOTHYECKOTO CTaTyca KIETOK U TKAaHEH, UCTIBITAHUS HA HATMYNE U3BECTHOTO HITH
MIPENnoIaraéMoro MUKpoOHOTO WM BUPYCHOTO 3arpsS3HEHUS) M UyBCTBUTEILHOCTH
UCIIBITATENILHON CUCTEMBI UCIIONB3YETCS MPEIBAPUTEIHHO OIMPEIeNICHHbIE KPUTEPHUU.
Pe3ynbraThl Takux O1eHOK 0OPMITSIOTCS TOKYMEHTAILHO U COACPIKATCS B
PErUCTPAllMOHHBIX 3aMUCIX UccaeaoBanus. Ecinu Takas olieHka HEBO3MOXKHA, KaK, MpU
WCIIOJIb30BAaHUU KYJIBTYP TIEPBUYHBIX KIETOK WIIH «BOCCTAHOBIIEHHBIX OPTaHOBY,

MEX Ty TTOCTABIIIMKOM M MOJIH30BATENIEM CYIIECTBOBYIOT MEXaHU3MbI OIIEHKH U
JOKYMEHTAJIBHOT'O 0()OPMIICHHUS ITPUTOTHOCTH MCIIBITATEIbHOM CHUCTEMBI. JlaHHbBIe
MOHHUTOPHUHTA U peructpanuu 3HPeKTHBHOCTH TECT-CHCTEMbI OTHOCUTEITHLHO O0OHEKTOB
OTPHULIATEIBHOTO U MOJOKUTEIFHOTO KOHTPOJIS CIIYKHUT TOCTATOUYHBIM
JI0KA3aTeILCTBOM YYBCTBUTEIIBHOCTH KOHKPETHOM TecT-cucTeMbl. Kakue-mn6o
POOJIEMBI C UCTIBITATENILHON CUCTEMOM, KOTOPBhIE BIUSIOT HAa Ka4€CTBO, JOCTOBEPHOCTD
Y HaJIGKHOCTH UCCIIEIOBAHUS, 0(OPMIISIOTCS TOKYMEHTAIBLHO B 00CYKIAIOTCS B
3aKJII0YUTENIbHOM oT4eTe. O0OpaliaTh BHUMaHHE IIPoaaBiia Ha IPOOIEMBI C
UCHIBITATENIbHBIMU CUCTEMAaMHU, TIOCTABIICHHBIMU TTPOJIABIIOM, U T0OMBATHCSA
KOPPEKTUPYIOMIUX MEp.

13. 3anucu 0 TecT-cucTEMAaX:

1) Crangapt TpeOyeT XpaHeHue 3anuceit 00 UICTOUHUKE, AaTe OCTYIUICHUS U
COCTOSIHUS T€CT-CUCTEM TIPH MOCTYTUICHUHU; JIJISl KJIETOK M TKAHEH TaKue 3aluicH
BKJIFOYAIOT HE TOJIBKO HEMOCPEACTBEHHBIN HCTOYHUK (KOMMEPYECKOTO TTOCTABIIHMKA), HO
Y UCTOYHUK MPOUCXOKACHHUS, TJ¢ OBUTH BBIJICICHBI KJIICTKH WJIM TKaHH (TTEPBUYHBIC
KJICTKU WJIM TKaHU C IOHOPCKUMU XapaKTEPUCTUKAMU; aJalTUPOBAHHBIE KIIETOYHBIC
JIMHUY U3 U3BECTHBIX UCTOYHUKOB). JIpyrue cBeICHHsI, IOMUMO MPOYETO, BKIFOUAIOT:

METO/1, TOCPEJICTBOM KOTOPOT0 M3HAYAIBHO ObUIM MOJTYYEHBI KIETKU WA TKaHU
(TMOJTy4eHbI U3 SKCIUIAHTOB TKaHeH, OMONICUU HOPMAJIbHBIX WJIM PAKOBBIX TKaHEH,
NEPEHOC T'€HOB IMyTEM IJIa3MUJIHOM TpaHC(EKIUU UIN BUPYCHON TPaHCIYKIINN);

XPOHOJIOTHUIO XPAHCHUA

KOJMYECTBO MACCaXKEH KICTOYHBIX HI/IHPIﬁ;
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YCJIIOBUS KYJIbTUBUPOBAHUSA U HHTCPBAJIbI Cy6KynBTI/IBI/IpOBaHI/I${;
YCJIOBUS 3aMOpPaAKNUBAaHUsA, Pa3MOPa’XKUBaAHUS.

I[J'IH TPAHCTCHHBIX TCCT-CUCTCM YCTAHABJIMBACTCS ITPUPOJa TPAHCICHA U BECTH
COOTBCTCTBYIOIICC YIIPABJICHUC 3Kcnpecc1/1e171 TPAaHCTCHOB,

2) yaenatb ocoboe BHUMaHUE HaJIeKaIEeH MapKUPOBKE TECT-CUCTEM BO BpeMsI
XpaHEHUs U UCTIOIb30BaHUSI, YTO BKJIFOYAET MEPHI 0 00ECIIEYEHUIO N3HOCOCTONKOCTH
MapKUpoBKU. Beerna mpuHUMAaTh MEphI O 00€CTICUCHUTO MPABIIIBHON UACHTU(DUKAIINH
TECT-CUCTEM, OCOOCHHO €CJIH pa3Mep KOHTEHHEPOB U YCIOBUS XpaHEeHUs (KPUOCOCY b
B JKUJIKOM a30T€, HECKOJBKO TECT-CUCTEM, XPAHSIIIUECS B OJJHOM KOHTEHHEPE)
SIBJISIFOTCSI KpUTUYECKUMHU (DaKTOpaMu Jisi MapKUPOBKH;

3) TpeboBanust Ctanaapra JJis TECT-CUCTEM U PEareéHTOB B OTHOIICHUHU
MapKUPOBKU U CPOKOB XpaHEHUS B PABHOM Mepe MPUMEHSIOTCS U K Habopam st
IPOBECHHSI UCTIBITAHUMN, UCTIOIB3YyEMBIX B KAU€CTBE TECT-CUCTEM in Vitro. Bce Habopsr
JUTSI UCTIBITAHUHM, UCTIOJIb3YEeMbI€ B KAU€CTBE TECT-CUCTEM WJIM UHBIM 00pa3oM, C
AHATMTHYECKUMHU LEJISIMU, UMEET CPOK TOAHOCTH. [IponieHue JaHHOro cpoka rOJHOCTH
OCYIIECTBIISIETCS TOJIBKO Ha OCHOBE JOKYMEHTAJIbHO O()OPMIICHHON OLICHKH (MU
ananu3a). HaGopsl 11t mpoBeeHUS! UCIIBITAHUM, UCTIONb3YyEMBIX B KAUE€CTBE TECT-
CHCTEM, MOJIBEPTalOTCs OIICHKE, KOTOpast 0(popMIIsIeTCs JOKYMEHTAIbHO, U OBITH
JI0Ka3aTeILCTBOM TOT'0, YTO JIaXe TOCIIe UCTEUCHHS CPOKA TOJTHOCTH PEaKIIUs He
OTKJIOHSAETCS OT UICTOPUYECKUX MOoKa3areneil koHTpos. Hanpumep, u3 panee
3aperucTpUPOBAaHHBIX HAOIIOAAEMbIX PEAKIMI COOTBETCTBYIOLIEH MapTUU HAOOPOB JIs
IPOBEICHUS UCTIBITAHUHM IO OTHOIIEHUIO K 00BEKTaM MOJIOKUTEIBHOTO,
OTPHUIIATEIHFHOTO KOHTPOJIS U (UITK) KOHTPOJISI peaKTHBa (HOCUTEIS, pa30aBUTENS).
JIokyMeHTaJIbHO O(OPMIIEHHOE pellIeHUE PYKOBOAUTEIS UCCIAEAOBAHUS O MPOIJIEHUU
CpOKa rOIHOCTU UMEET JA0Ka3aTeIbCTBO JIsl JAHHOTO MPOIECCa OLEHKH;

4) uT0OBI U30€kKaTh BO3MOKHOM IMyTaHUI[bl, HOMEHKJIATypa TECT-CUCTEM U
MapKHPOBKA TECT-CUCTEM TOYHO OMPENIEISAETCS, a Ha BCEX 3aIMKCSX, IOTyYEHHBIE PH
OT/ICJIbHBIX UCCIIEOBAHUSX, YKa3bIBACTCS O(PUITMATBLHO TPUHATOE 0003HAYCHUE TECT-
CUCTEM.

14. B riesiom, He CyIIECTBYET CIEIUAIbHBIX TPEOOBAHUI K MOTYUCHUIO,
00paboTke, 0TOOPY NMPOO, XPAHEHUIO U ONPEACIICHUIO XapaKTEPUCTUK TECTUPYEMBIX U
CTaHJIAPTHBIX 00Pa31I0B, UCTIOIb3YEMbIX B UCCIIEIOBAHUSX 1N Vitro, I/i€ MPUMEHSIOTCS
UCTIBITaTENIbHBIE CUCTEMBI, KpoMe nepeuucieHHbix B Ctangaprax. OgHako TpeOyroTes
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acernTUYeCKue yCIOBUS PU UX 00paboTKe, 4TOOBI N30€KaTh MUKPOOHOTO 3apaKEHUS
TECT-CUCTEM.

15. Onpenenenne KOHIEHTPALUU U OJTHOPOIHOCTH, HYKHO JJISI
MOJIOKUTEIIHOT0, OTPUIIATEILHOTO KOHTPOJIS U (MJIM) KOHTPOJIS PEaKTUBOB (HOCUTEIIS,
pazbaBuTENIs), MOCKOIBKY HAJTMYUE dTUX TMOKA3aTeJIeH JOCTaTOYHOE JT0KA3aTeIbCTBO
KOPPEKTHOM, 0’)KMAAEMON OTBETHON PEaKIIMK TECT-CUCTEMBI HA HUX.

16. Cpok TOJHOCTH KOHTPOJIBHBIX 00BEKTOB (00pa31loB) TaKXKe MPOUIMBAECTCS Ha
OCHOBAHHH JJOKYMEHTAJIbHOW OLICHKU WJIM aHaiu3a. Takas OLeHKa COCTOSIETCS U3
JOKYMEHTAJIbHOTO MOJITBEPKICHHS TOTO, YTO PEAKIIUS COOTBETCTBYIOIINX TECT-CUCTEM
Ha 00BEKTHI MOJIOKUTETLHOT0, OTPUIIATEILHOTO KOHTPOJIS U (MJIM) KOHTPOJIS PEaKTUBa
HE OTKJIOHSIETCS OT XPAHSIIIUXCS B UCTIBITATENIbHON TA00PAaTOPUU UCTOPUUECKUX
nokasaresieil KOHTPOJIsl, KOTOPBIE, B CBOIO OYEPE/Ib, COTIOCTABUMBI C Oy OIMKOBAHHBIMU
3TAJIOHHBIMU MTOKA3ATEISIMH.

17. B nonoiaHeHue K npuMepam, MPUBEIECHHBIM B yHKTE 45 naparpada 7 riaBsl
3 nHactosmero Ctanaapra, UMEIOTCS BUJBI JESITEILHOCTU U IPOLECCHI, criennduueckue
JUISL UCCIIEIOBAHUS 1n Vitro, KOTOpble onuchiBaeT B CTaHJapTHBIX OMEPaluOHHBIX
npoueaypax. Takue COIl 1onogHUTENBHO BKIIOYAIOT B ¢€0s1 CIEAYIOLIUE TPUMEPHI
JESITEIbHOCTU UCIIBITATEIBHOTO LIEHTPA, CBSI3aHHBIE C IPOBEACHUEM UCIIBITAHUH 1n
Vitro, HO HE OrpaHUYUBATHCS] UMH.

18. MOHUTOPUHT OKPYX arOUIEH Cpeibl HA HATUYUE MATOTC€HHBIX
MUKPOOPTaHU3MOB B BO3/IyX€E M Ha MOBEPXHOCTAX, OUUCTKA U Je3UH(PEKIIN, TEHCTBUA,
npeAnprUHUMaeMbie B cllydae WH(DEKIUK WA 3arPSI3HEHUS B UCTIBITATEIbHON
1ab0paTOpUU WK 30HE MMPOBEACHUS UCTIBITAHMUS.

19. Ucnonb3oBaHue, TEXHUYECKOE O0CITYKHUBAHUE, KOHTPOJIb
IPOU3BOJAUTEIBLHOCTH, YOOpKa U 00e33apakuBaHUE 000PYI0BaHUS U HHCTPYMEHTOB,
UCIOJIb3YEMBIX B pabOTe C KyJbTypaMH KJIETOK U TKaHEH (JaMUHApHBIX MKa(OB U
MHKY0aTOpOB; MOHUTOPUHT YPOBHS XHUAKOTO a30Ta B KOHTEWHEpax JJis XpaHEHUs TeCT-
CHCTEeM; KalMOPOBKa I MOHUTOPHHI TEMIICPATYPhI, BIaXHOCTH 1 ypoBHedl CO, B
WHKyOaTopax).

20. Marepuaiibl, peareHTbl U pacTBOPHI: OLICHKA MPUTOAHOCTH, MPOJICHUE
CPOKOB I'OJTHOCTH, OLICHKA U ITOAJAEPKAHUE CTEPUIIBHOCTH, CKDUHUHT
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pacmpoCcTpaHeHHBIX MaTOTEHHBIX KOHTAMUHAHTOB; OMMCAaHUE MPOIIETyp BbIOOpa U
UCIIOJIb30BaHUS pacTBOpUTENS (pa30aBUTENs, HOCUTENA); IPOIIEAYPhl BepudUKAITUU
COBMECTUMOCTH PaCTBOPUTEIISI (HOCUTEISI) U TECT-CUCTEMBI.

21. TecT-cUCTEMBI:

1) ycioBus 1151 XpaHEHUs: M TPOLIETYPhI AJIsl 3aMOPaXKUBAHUS U Pa3MOPAKUBAHUS
KJIETOK M TKAHEH, NCCIICIOBAHNE HA PACIPOCTPAHEHHBIE [TATOICHBI;

2) BU3yallbHbIA OCMOTP Ha HAJIMYKE 3arPsI3HSIONINX BEIIECTB;

3) npoueaypbl IPOBEPKHU (C UCMOIB30BAHUEM KPUTEPUEB MIPUEMIIEMOCTH ) JIsI
obecrieueHus1 CBOMCTB M YYBCTBUTEIBHOCTH TECT-CUCTEMBI ITOCIIE TIPUOBITHS U BO
BpEMsI HCTI0JIb30BaHMsI, KaK HEMOCPEICTBEHHO MOCJI€ MPUOBITHS, TaK U B XOJI€
WCII0JIb30BAHUS,

4) Mmopdonornueckas OleHKa, KOHTPOJIb (PEHOTUITA UIT CTAOMIIBHOCTH
KapuOTHIIA, KOHTPOJIb CTAOMIBHOCTH TPAHCTECHA; PEXKUM UHUITUUPOBAHUS KYJIbTYPBI,
yCJIOBUS KYJIbTUBHPOBAHUS C YKAa3aHUEM HHTEPBAIOB CyOKYyJIbTUBHPOBAHUS;, 00padOTKa
OMOJIOTMUYECKHU OITACHBIX MaTEPUAIOB U TECT-CUCTEM, MTPOLICTYPhI YTHINU3AINN TECT-
CHCTEM.

22. IIpoBeneHne UCCIeNOBaHUs: ACENTUYECKUE TEXHUKN, KPUTEPUH
IPUEMIIEMOCTH JOCTOBEPHOCTH UCCIEAOBAHMS, KPUTEPUH ISl IOBTOPHOTO NPOBEACHUS
aHaJIn3a.

23. O0ecreyeHre KauecTBa:
1) onpenenenue kputuueckux ¢as, 4acToTa WHCIEKIIUH;
2) MpoBeICHUE UCCIIEAOBAHUS U OTYETHI O PE3yJIbTaTax UCCIEIOBAHUS.

24. Tpe6oBanus Ctannapta K 3p¢heKTUBHOCTH UCCIICIOBAHMH 1n Vitro
UJCHTUYHBI TPEOOBAHUSM, TTPEABIBISIEMBIM K TPATUITMOHHBIM UCCIICTOBAHISIM
0e301acHOCTH.

25. CymiecTByeT HECKOJIBKO BOIIPOCOB, XapaKTEPHBIX JIJISl UCCIIEIOBAHUS 1n Vitro,
KOTOpBIE OTPa)kaeTcsi B IPOTOKOJIE, MJIaHe, TPOTrpaMMe UCCIICIOBAHMSI, a TAKXKE B
3aKTIOYUTEIIFHOM OTYETE 00 MCCIeOBAaHUU. DTH BOTIPOCHI HOCAT, B OCHOBHOM,
HAYYHBINA, TEXHUIECKUI XapakTep, Kak (HaydyHoe) TpeOOBaHHE O TOM, YTO JTFOO0H
BHYTPEHHHI KOHTPOJIb (COOTBETCTBYIOIIETO O0BEKTA MOJIOKHUTEIIBHOTO,
OTPHUIIATEIILHOTO KOHTPOJIS, KOHTPOJISI peaKTHBa U He0OpabOTaHHOTO O0BEKTA),
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OCYILIECTBIISIEMBIHN B LIENSAX KOHTPOJISI HOTPEITHOCTEN U OIIEHKH 3(P(HEKTUBHOCTH TECT-
CHUCTEMBI, BBITIOTHACTCS OJJHOBPEMEHHO C UCCIICTyEMBIM BEIIECTBOM (JICKAPCTBEHHBIM
CpPEACTBOM) BO BCEX UCCIEAOBAHUAIX In Vitro.

26. O6mue TpedoBanus CrangapTa K XpaHEHUIO IPUMEHSIIOTCS U K
UCCIeIoBaHUsM in Vitro. COXpaHsSTh 00pa3Ibl TECT-CUCTEM, KOTOPHIE MOXHO XPAaHUTh B
TEYECHUE JJTUTEIBHOTO BPEMEHH, OCOOCHHO TECT-CUCTEM, HATMIUE KOTOPHIX
OTpaHUYEeHO (HampuMep, CreHalbHbIe CYyOKIOHBI KIIETOYHBIX IMHUHN, TPAHCTEHHBIE
KJIETKH U T.J.), YTOOBI MOKHO OBLIO MOATBEPAUTH HACHTUYHOCTH UCTIBITATEILHOM
CUCTeMbI U (K1) BO3MOXKHOCTh BOCIIPOM3BECTU UCCIICIOBAHHUE.

27. Cnenyet mpuHUMATh BO BHUMAaHHUE BO3MOYKHOCTh COXPAHEHHS P00
UCCIIeyeMOTO BelecTBa (JIEKapCTBEHHOTO CPEJICTBA) TEX UCCIIEIOBAHUM in Vitro,
KOTOPBIE OTHOCSITCS K KATETOPUH KPATKOCPOYHBIX, 0COOCHHO B CITydasx, KOT/1a
UCCTIEIOBAHUS 1n VItro COCTaBJISIOT OCHOBY HUCCIIEIOBAHHI 0€30MaCHOCTH.

28. Taxxe XpaHUTh 3aMUCU 00 UCTOPUUECKUX MOJOKUTEIbHBIX, OTPULIATEIIbHBIX,
HEHUCIOJIb3yEeMbIX pe3yJibTaTax U (MiIn) pe3yiabTaTaxX CPeACTB KOHTPOJISI pACTBOPUTES,
WCIIOJIb3YEMBIX ISl YCTAHOBJIEHUS IOMYCTUMOIO IMAana3oHa PEaKIUl TECT-CUCTEMBI.
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[Ipunoxenue 3
Kk CrangapTy HaJuIexKalen
naboparopHoit npaktuku (GLP)

PoJib M pyHKIMM PYKOBOAUTEJ/ISI MCCICAOBAHNS NPU NPOBEICHUH HCCJIeI0BAHUI
coriacHo Crangapry

1. I[Ipu uccnenoBanuu pyKOBOJIUTENb UCCIIEIOBAHUS MIPEACTABIISIET COOOM
€MHCTBEHHOE KOHTPOJIMPYIOIIEE JTULO YIOJHOMOYEHHBIN 32 IMOJHOE HAYYHOE
PYKOBOJCTBO. B 3TOM COCTOUT T1aBHAsA pOJib PYKOBOJIUTEISA UCCIIEIOBAHMS, U BCE
ciy>keOHble (QYHKIIMU U 00513aTeNIbCTBA, KaKk 0003HaueHo B CTaHAapTe, MPOUCTEKAIOT U3
Hee. [Ipu nccnenoBannu B 11000H MOMEHT BPEMEHH JIEHCTBYET TOJIBKO OJHMH
PYKOBOJUTETb.

2. JIOMKHOCTh PYKOBOIUTEIIS MCCIICIOBAHUS CIYKUT TapaHTHEH TOro, YTO
KOHTPOJIUPYIOTCS HaydHas, a/IMUHACTPATUBHAS U UCTIOJHUTEIbHAS CTOPOHBI
UCClIeI0BaHus. PyKOBOIUTEIb HCCIIEAOBAHUS JOCTUTACT 3TOTO ITyTEM COTIACOBAHHMS
YCHJIMH YIIPaBJISIOIIErO annapara, Hay9YHOro, TeXHUYECKOro MepCoHaia U IporpaMMbl
oOecIrieueHus Ka4ecTna.

3. [Ipu MHOTOIICHTPOBBIX HCCIIEOBAHUSIX, KOTJa TIPOBOAATCS pabOTHI HA OoJiee
YeM OJTHOW MCHBITATEIbHOU IUIOIIAAKE, U PYKOBOAUTEIb UCCIEAOBAHUS HE UMEECT
BO3MOKHOCTH OCYIIECTBIICHHSI HEIOCPEACTBEHHOIO HA/I30Pa, UCCIIEI0BATEIbCKUE
orepaluy KOHTPOJIUPYIOTCS TOJITOTOBIEHHBIM COOTBETCTBYIOIIUM 00pa3zoM,
KBaTU(UIIMPOBAHHBIM U ONBITHBIM IITATHBIM COTPYIHUKOM, UMEHYEMbIM T'JIaBHBIN
ycciienoBarenb. [J[elcTBys OT UMEHU PYKOBOAUTENS UCCIEAOBAHNS, OH OTBEUYAET 3a
IIPOBE/ICHUE KOHKPETHBIX YCTAHOBJICHHBIX (ha3 SKCIEPUMEHTA B COOTBETCTBUU C
MPUMEHUMBIMU TTpuHIMNIaMu Ctangapra.

4. JIomKHOCTh PYKOBOJUTEISI UCCIIE0BaHUS OOBIUHO 3aHUMAET PAOOTHHK,
KYPUPYIOIIUKA HAyYHbIC ACTIEKThI UCCIICIOBAHNM, KOTOPBIM OTBEYAET 3a IU3ANH U
yTBEPXKACHUE MTPOTOKOJIA, IJIaHA, MPOTPaMMbI UCCIICIOBAHUS, a TAaKXKE 3a HAOJIIOJICHUE
3a cOOpOM JaHHBIX, AHAJIU30M U OTYETHOCTHIO. Ha Hero Bo3naraeTcst 00s3aHHOCTh
JienaTh UTOTOBBIC OOIIME BBIBOBI IO pe3yjIbTaTaM dKcrepuMenTa. Kak Beaymmii
HAy4YHBIM COTPYAHUK PYKOBOJUTEIb UCCIEIOBAHUS COTPYIHUYAET C APYTUMU
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HCCICAOBATCIAMU U (I/IJ'II/I) BCAYIIMM HCCICA0OBATCIICM, OCTABAsACh B KYPCC ITOJYUYCHHBIX
B XOJ€ SKCIICPUMCHTA JdHHBIX, a4 TAKIKC IIPUHHUMAA U N3y4dasd COOTBCTCTBYIOIINC UX
WHAWBUAYAJIbHBIC TOKJIAAbI, yTOOBI BKIIFOUYUTH B HTOIOBBIN OTYET HCCJICAOBAaHUS.

5. B atMUHUCTpaTUBHOM TOPSIKE TSl IIPABHIIBHOTO MTPOBEACHHS KCIIEPUMEHTA
PYKOBOJIUTEIH UCCIICIOBAHUS TPEOYET U yCTAHABIMBACT COOTHOIIIEHUE PECYPCOB,
NPEI0CTaBIISIEMBIX PYKOBOJICTBAM, TAKMX KaK IMEPCOHAN, 000pYyI0BaHHE 1
MaTepuagbHylo 0a3y, ¢ TeM, UTOOBI M03a00TUTHCSI O COOTBETCTBYIOIIEM MX Ka4eCTBE U
JOCTYITHOCTH COTJIACHO TpauKy.

6. CoOmrofieHre 00s3aTeNbHBIX YCIOBHM TaKkKe BXOIUT B QyHKIIUU
PYKOBOJMTENS UCCIIEIOBaHMS. B 3TOi pou OH oTBeUaeT 3a oOecrneueHne Toro, 4To
UCCJICIOBAaHUE OCYIIECTBIISICTCSA B COOTBETCTBUU ¢ CTaHIapTOM, JJI TOATBEPKICHUS
4ero TpedyeTcsl HaTu4Ke MOAMMCH Ha UTOTOBOM OTYETE MCCIICOBAHMS.

7. PyKOBOJCTBO MCHIBITATEILHOM JJTA0OOPATOPHUN OTBEYACT 32 OOCCIICUCHUE
(GYHKIIMOHUPOBAHMS JIA0OPATOPHH B COOTBETCTBUH ¢ CTaHIAPTOM, YTO BKITIOYAET
3 (PEKTUBHYIO OPTaHU3AIMIO BO BCEX 00IACTAX NCSITEIHHOCTH U HAa3HAYCHHUE
JOCTaTOYHOTO YMCiIa KBATU(UIIMPOBAHHBIX U OTIBITHBIX COTPYIHUKOB, B TOM YHCIIE
PYKOBOJUTENIEH NCCISIOBAaHMS, a IIPU HEOOXOIMMOCTH MPOBEJACHUS UCCISIOBAHUS HA
HECKOJIBKUX TUIOIIAIKaxX — Beaymiero(ux) ucciaeaoparesi(en).

8. Haznauenue pYKOBOﬂHTCHCﬁ HCCIICOOBAHMI:

1) pyKOBOJICTBO UCIIBITATENHHOM JIA0OPATOPUH YTBEPKAAECT TOKYMEHT,
OMpeNeIAIONUN MPOIEAYPHI BEIOOpA U Ha3HAYEHUS PYKOBOJUTENEH UCCIIEIOBAHMUS, NX
3aMecTHTelNel U Beaymux(ux) uccienoparensi(eit), eciu 3To TpeOyeTcst mporpaMmmMmamMu
KOHTpPOJIs coOoieHus mpuHiunoB Ctannapra;

2) Ha3Havas JJIsl UCCIEeIOBAHUSI PYKOBOJIUTEIS, PYKOBOJICTBY HCIIBITATEILHON
7ab0paToOpuu 03HAKOMUTHCS C TEKYIIEH I 0KuIaeMon pabodeit Harpy3koi JaHHOTO
corpyaHuka. YToObI OLIEHUTHh 00bEM PaOOTHI, BHIMOTHAEMBbIN KaXIbIM YEJIOBEKOM B
CTEHaxX UCIBITATEeILHON 1a00paTOPUH, MOKHO UCTOJIB30BAaTh OCHOBHOM rpaduk padoT,
KyJla BKJIFoueHa nHGOpMAIIUs O BHIaX U CPOKAX MPOBEICHUS SKCIIEPUMEHTOB,
3aKPEIUICHHBIX 32 KaXKJIbIM PYKOBOAUTEIEM UCCIEAOBAHUS. DTO TAK)KE MOJIE3HbBIN
YIIPABJICHYECKUN HHCTPYMEHT MPH PACIPENECICHUU UCCIICIOBAHUN;

3) 3aMeHa pyKOBOJUTENS UCCIEOBaHUS U (MJIM) BEAYLIETO UCCIIEI0BATEIIS
MIPOU3BOIUTHCS COTJIACHO YCTAHOBIIEHHBIM MPOLEAypaM U 0(popMIIsieTCs
JIOKYMEHTAJIBHO.



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 03.04.2023
aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 21.04.2023
o ‘ a [ ¥ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 03.04.2023

P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 21.042023

9. Obyuenue u npodeccHoHaAIbHAS TTOJATO0TOBKA PYKOBOJIUTEIICH HCCIICIOBAHUS:

1) pykoBoJicTBO o0OecrieynBaeT JOKyMEHTAIbHOE TIOITBEPKACHUE O0yUeHUS U
po(eCcCHOHATBLHOM MOATOTOBKH PYKOBOJMTENIS NCCIICIOBAHMS 10 BCEM HAIPaBICHUSIM
nesitenbHOCTH. OOyUaromas nmporpamma o0ecreynuBaeT, YT00bl PyKOBOIUTETH
WCCIICJIOBaHMS 00J1a1alTy TIOJTHBIM U YeTKUM MoHnMaHueM CTaHjapra u
COOTBETCTBYIOIICH OCBEIOMIICHHOCTBIO O TIOPSJIKE IEATETLHOCTH HCTIBITATETHHOM
nabopatopuu. Cro1a MOKHO OTHECTH 3HAHUE U TIPAKTUYECKOE BIIAJICHUE JPYTUMU
WHCTPYKIUSAMHU U PACTIOPSHKCHUSAMH, UMEIONTUMHU OTHOIIIEHUE K UCITBITATEIbHON
1abopaTopuu U KOHKPETHOMY THUITy HiccienoBanus. [Ipodeccrnonanbhas moaroToBka
BKJTIOYAET OMBIT PA0OTHI O] HETTIOCPEICTBEHHBIM HA/I30POM KOMITETEHTHBIX
JOJKHOCTHBIX JIUIIL. [Iepro bl HaOMI0IeHNS NTN CTAKUPOBKA B paMKaX KaKI0TO
HaIpaBJICHHUS, 33JICICTBOBAHHOTO B IKCIIEPUMEHTE, 00ECIIEYNBAIOT MOJIE3HOE
OCHOBOITOJIAraroIee MOHMMAaHUE COOTBETCTBYIOMINX MPAKTHIECKUX ACTICKTOB U
HAYYHBIX MPUHITUAIIOB, a TAKKE TIOMOTaTh B YCTAHOBIIEHUHU CIIOCO00B cBsi3H. [locemnienue
BHYTPUBEJOMCTBEHHBIX U HE3aBUCUMBIX CEMHHAPOB U KyPCOB, YYacTHE B
npodeccroHaTbHBIX 00IIECTBAX U IOCTYM K TOIXOAIIEH JTUTEPaType MO3BOJISET
PYKOBOJUTEISIM UCCIIEAOBAHMS MOEP>KUBATH TEKYIIYIO0 OCBEOMIEHHOCTh O
pa3paboTkax B ux HayuHol obsactu. [IpodeccrnonanibHOE pa3BUTHE MPOBOSATCS
HEMPEPHIBHO, U MOBEPTaeTCs MepuonIeckoMy nepecMmotpy. JIroboe oOyuenue u
MIOJITOTOBKY CIEAYET TOKyMEHTAIBHO MOATBEPIKIATh M COXPAHATH 3allUCH B TCUCHHUE
BPEMEHH, YCTAHOBJIEHHOTO COOTBETCTBYIOIIUMH OPTaHAMH BIIACTH;

2) opuuuanbHble OTYETHI O TAKUX MPOrpaMMax OTPaXkaroT MOCIE0BATENbHOCTD
IPAaKTHYECKOTro O0yUEHUs U J1aBaTh SICHOE yKa3aHUE Ha TUIl UCCIIEJOBAHMSI, B
YIPABJICHUH KOTOPBIM COTPYAHUK CUMTAETCS] KOMIETEHTHBIM. Bpemst oT Bpemenu
TpeOyeTcs JOMONIHUTENbHAsI TOATOTOBKA WU MEPENOIr0TOBKA, MOCIE BHEIPEHUS
HOBOM TEXHOJIOTUH, ONl€palvi UM HOPMATHUBHBIX TPEOOBaHUII.

10. PykoBoauTeneM UCCIEA0BAHUS SIBISIETCS JINIIO, KOTOPOE OTBEYAET 32
Hay4YHOE MPOBEICHUE UCCIEAOBAHUS U KOTOPBII MOATBEPKIAET COOTBETCTBUE
uccnegoBanus CTaHIapTy.

11. Hayano uccnenoBanus:

1) pykoBoaUTENb UCCIEIOBAHUS CBOEH MOJAIMUCKHIO 0100psET MPOTOKOM, IIJIaH,
IPOrpaMMy KCCIIETOBaHMS, KOTOPBIM MTOATOTABINBAETCA 10 MOMEHTA Havaja
UCCleI0BaHus. B TaHHOM JOKYMEHTE CIeAyeT YETKO YCTAHOBUTD 33/1a4d U BECH X0
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AKCIEPUMEHTA, a TAKXKe CI0CO0 UX AOCTHKEeHUS. JIF0ObIe TOMOTHEHUS K TPOTOKOITY,
IJ1aHy, MPOrpamMMe UCCIEN0BAHUS YTBEPKIAIOTCS, COTJIACHO YKa3aHHOMY Bblle. B
IIPOTOKOJIE, IIJIaHE, TPOrPaMME MHOTOLIEHTPOBOIO HCCIIETOBAHUS CIEAYET ONPENETUTD
Y OIMHCATh POJIb BEAYIIETO UCCIEIOBATENS M KAXKI0T0 UCTIBITATEIbHON JJabopaTopuu, a
TaKX€ UCIBITATEIbHBIX IIONIAJ0K B OCYIIIECTBICHUN SKCIIEPUMEHTA;

2) PyKOBOJHUTEIIIO CICAYET OTBEYATh 3a MCCIICIOBAHUE, TIOIITUCHIBAS ITPOTOKOI,
IUTaH, IPOTpaMMy HCCIICIOBAaHUS Ha ATy, B MOMEHT Y€ro TOT CTAHOBHUTCS
opUIIMAIBHBIM pa004YrM JOKYMEHTOM JUIS JTAHHOTO MCCIe0BaHUs (J1aTa Havasa
UCCIIeIoBaHus). B COOTBETCTBYIOIEM ClTydae pyKOBOJAUTEIb NCCIICIOBAHMS TAKKE
rapaHTUPYET, YTO MPOTOKOJI, TUIaH, MporpaMMa SKCIIEPUMEHTA IO ITUCHIBACTCS
CIIOHCOPOM H PYKOBOJICTBOM;

3) mepena JaToi Hayaja UCCIIeIOBaHUS PYKOBOIUTEIIO UCCIICIOBAHUS CIICAYET
npenocTaBuTh nepconany mo OK mocTtym k mpoTokoiy, Iiany, mporpaMmme
WCCTIEIOBAHUS JIJIsl TPOBEPKH HAIMYMS B HEM TTOTHON MH(GOPMAIIUK, HYKHOHN TSI
coomoaenust Ctanaapra;

4) o hakTUYECKON JaThl Hayaia SKCIIEPUMEHTA PYKOBOIUTEIb UCCIICIOBAHMS
obecrieurBaeT BeCh IIEPCOHAI, 3aHATHIN B SKCIIEPUMEHTE, KOIMMAMHU ITPOTOKOJIA, IJIaHa,
IIporpaMMBbl UCCIIEIOBAHUSI, B TOM 4Hclie cOTpyaHUKOB OK;

5) mepen TeM, Kak HAUHYTCSl KaKue-JIn0o paboThI IO UCCIEAOBAHMUIO,
PYKOBOJUTENH UCCIEAOBAHUS CIEYET YIOCTOBEPUTHCS B TOM, UTO yIIPaBJICHUE
MIPUBJIEKIIO COOTBETCTBYIOIINE PECYPCHI AJISl pealin3alliy UCCIEIOBAaHUS, a TAKKE YTO B
HAJUYUU UMEIOTCS MOAXOISAIINE MAaTePUAIIbI JJIsl TECTUPOBAHUS U UCTIHITATEIIbHbBIC
CHUCTEMBL.

12. Xona uccienoBaHus:

1) pykoBOaUTENb UCCIEOBAHNS OTBEYAET 32 KOMIUIEKCHOE yIIPaBJICHUE
uccinenoBanreM. OH rapaHTHPYET TO, UTO BBIMIOJIHSIOTCS BCE YCTAHOBIICHHBIE B
MIPOTOKOJIE, TJIAaHE, MPOTPAMME MCCIIEIOBAHUS TPOLIEAYPbI, BKIIFOYas IMOMPABKH, U BCE
IIOJIy4YE€HHBIE B TEUEHUE UCCIIEAOBAHNS JAHHbBIC IOJHOCTBIO 38 I0KYMEHTUPOBaHbI. B
JIOKYMEHTAJIbHOM TOJITBEPKICHUH HYKJAIOTCS CIIEU(PUIECKIE TEXHUUYECKUE
00s13aHHOCTH, KOTOPBIE JCJIETUPYIOTCSI KOMIIETEHTHOMY MEPCOHANY;

2) Y4aCTHUC PYKOBOAUTEIA UCCICA0BAHMA B pCAIN3alIUU NCCIICIOBAHUS BKIIFOYACT
MMEPCCMOTP UCCIICAOBATCIIbCKUX onepaunﬁ )41 I/IH(i)OpMaHI/II/I JIIA oOecrneueHus
BBIITOJIHCHHA YCTAHOBJICHHBIX B ITIPOTOKOJIC, IUIAHEC, ITPOTrpaMME NCCIICIOBAHUS



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 03.04.2023
aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 21.04.2023
o ‘ a [ ¥ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 03.04.2023

P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 21.042023

MPOLIEAYP U UX COTIACOBAHHOCTU CO CTAHJIAPTHBIMU ONIEPAIMOHHBIMU MPOIIEAYPAMH.
Crona cnefyet OTHECTH JIaHHBIE, MOJYyYEHHBIE C TIOMOIIBI0 KOMITbIOTEpa. YTOOBI ATO
MIPOJIEMOHCTPUPOBATH, B OTUETAX UCCIEIOBAHUS IOKYMEHTAIBHO (PUKCUPYIOTCS BUJIBI U
PETYISIPHOCTD 0030PHBIX MPOBEPOK;

3) OCKOJIBKY BCE PEIIEHUs, KOTOPBIE BIMSIOT HA LEJIOCTHOCTh SKCIIEPUMEHTA,
HYKJIAI0TCsI, MIPEXKJIE BCET0, B 0JJOOPEHUN PYKOBOJIUTENS UCCIEIOBAHUS, TO BaXKHO,
YTOOBI OH OCTABAJICS B Kypce TUMHAMUKH 3KCIEPUMEHTA. DTO UMEET 0CO00€ 3HAUCHUE
I10CJIE BPEMEHHOT'O HEY4YacTUs B UCCIEAOBAHUM U IOCTUTAETCS TOJIBKO MOCPEACTBOM
coxpaneHus 3pPEKTUBHOTO OOIIEHUS CO BCEMH HAYYHBIMU, TEXHUYECKUMU U
PYKOBOJSIIIMH COTPYJHUKAMM, & TPU MHOTOLIEHTPOBOM UCCJIEIOBAHNUU — C BEAYLIUM
uccienonaresueM. [Ipu HeoOXoaAMMOCTH MOPSIIOK B3aUMOACHCTBUSL 00eCTIeYnBaET
BO3MOXHOCTb OBICTPO COOOIINTH 00 OTKJIIOHEHUSAX OT MPOTOKOJIA, IJIaHA, IPOrPaMMBbI
UCCJIeIOBAHUS, & TAK)KE TApAHTUPYET JOKYMEHTAIBHOE MOATBEPKICHUE BO3HUKAIOITUX
npoOJieM;

4) ecnu 1aHHbBIE 3aMHUCHIBAIOTCS Ha OyMare, pyKOBOJMUTEIIO UCCIEAOBAHUS
clieyeT mo3ab0TUTHCS O TOM, YTOOBI MOTYYEHHbIE CBEICHUS MTOJHOCTHIO U TOUHO
JOKYMEHTHUPOBAJIUCH U CO3AaBAIKMCh B COOTBeTCTBUU ¢ CTaHnapToM. B oTHOIIEHUH
pE3yNbTATOB, MPEACTABICHHBIX B 3JIEKTPOHHOU (pOpME B KOMITBIOTEPU3UPOBAHHOM
CUCTEME, 0053aTeNIbCTBA PYKOBOJAMUTENS UCCIIEIOBAHMS OCTAIOTCSI TEMHU K€, KaK U B
OTHOUIEHUU KaHLEISAPCKUX cucTeM. KpoMe TOro, pyKOBOIUTEINO UCCIIEIOBAHUS
cienyer yOeauThesl B COOTBETCTBUM KOMIIBIOTEPU3UPOBAHHBIX CHCTEM
npenanoiaraeMoi o0JacT NPUMEHEHHS U UX TPUTOAHOCTHU JUIsl UCTIOJIb30BAHUS B
JKCIIEPUMEHTE.

13. UTOroBbIii OTYET:

1) UTOTOBBII OTUET HUCCIIEIOBAHMS COCTaBIsEeTCS B (hOopMeE AETATU3UPOBAHHOTO
Hay4yHOI'O JIOKyMEHTAa, YCTaHABJIMBAIOIIETO LEJIb UCCIEAOBAaHUS, ONIMCHIBAIOIIETO
UCIIOJIb30BaHHBIE METObI U MaTEpHaIIbl, 000OIIAOIIEr0 U MPEACTABIISIIONIETO aHAIN3
MTOJIYYEHHBIX JAHHBIX, @ TAKKE U3JIArarOLIEro CACIaHHbIE BBIBOIbI;

2) numib yOeUBIIUCH B TOM, YTO UTOTOBBIN OTUET JA€T IMOJTHOE, JOCTOBEPHOE U
TOYHOE Tpe/ICTaBlIeHrne 00 NCCIEAOBAHUM U €T0 pe3yiibTaTaxX, PyKOBOJIUTEIIO
VCCIIEIOBAHUS CIEAYET NOANUCATh U JATUPOBATH OTYET, C YYETOM BEPHOCTHU CBEAECHUI.
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Crnenyet yka3zatb creneHb coorBetcTBus Ctanmapry. EMy ciemyer Taxoke camomy
yAOCTOBEPUTHCS, uTo uMeeTcs aokian OK u 6putn 3auKcupoBaHbI TI00bIE
PacXoXKJIEHUS C MPOTOKOJIOM, TIAHOM, TTPOTPaMMO HCCIIeTOBAHUSI.

14. Ilo oxoHYaHUU HCCIeI0OBaHMS (BKIIIOYAs IITATHOE 3aBEPILICHUE)
PYKOBOJMTEINb UCCIIECIOBAHNS OTBEYAET 32 CBOEBPEMEHHOM apXUBallUK MPOTOKOJIA,
IUIaHa, IPOTrpaMMbl UCCIIEJOBAHMSI, UTOTOBOI'O OTUETa, HEOOPAOOTAaHHBIX TAHHBIX U
CBSI3aHHOTO MaTepuaia. B OKOHUaTEeNbHBIN panopT cleAyeT BKIIOYUTD 3asiBICHNUE,
CBUJETEILCTBYIOIIEE O TOM, YTO BCE 0Opa3Lbl UCCIETYEMOr0 U pehepeHTHOTrO
00BEKTOB, MPOOBI, HEOOPaOOTaHHBIE JAHHBIE, TPOTOKOJ, IJIaH, IPOrPaAMMY
UCCIIEJIOBAHUS, UTOTOBBIN OTYET U Jpyras COOTBETCTBYIOIIAs JOKYMEHTAIUs OyayT
xpanuTthces. [locne mepenayn cBeleHUI B apXHBHI, 32 HUX OTBEYAET PyKOBOJICTBO.

15. Ecnu Bce yacTu ncciaeioBaHUs OTIaHbl Ha CyOTOAPSl, PyKOBOIUTEINb
uccnenoanus (1 nepconan OK) OyaeT ocBeoMIIeH O CTETIEHU COOTBETCTBUSI TAHHOM
nabopatopuu Crannapty. Korna opranusaiusi, CBSi3aHHasi JOrOBOPOM, OTBEYAET
TpeboBanusM CTaHapTa, PYKOBOIUTETIO UCCIICIOBAHNS HAIJIC)KUT B HTOTOBOM OTYETE
yKazaTh 3T0. MI3MeHeHUsI K POTOKOITY, TIaHy, MPOTPaMMe UCCIEAOBAHUS U
OTKIJIOHCHHSI OT HETO

16. [l moATBEpKAEHUS TPEAHAMEPEHHOTIO U3MEHEHUS AN3aiiHa UCCIIeI0BAHUS
nocJie JaThl €ro Hayaia U 0 HACTYIUIEHUS COOBITHS clieyeT 0(hOpMIIATh IMOMPaBKH K
IPOTOKOJY, IUIaHy, IPOrpaMMe UccieoBaHusl. MOXKHO TaKkKe B pe3yJibTaTe
HEOKHUJIAHHOTO TPOUCIIECTBUS B XO/I€ UCCIEAOBaHMs, KOTOPOE TPEOYET 3HAUUTEIbHBIX
Mep, caenaTh 10N0JHEHHE. JIOTTOHEHNS, CBUAETEIbCTBYIOIINE O IPUYMHE U3MEHEHMS,
MOCJIEIOBATENBHO HYMEPYIOTCS, TaTUPYIOTCS, MOANUCHIBAIOTCS U HAIIPABJISIOTCS
PYKOBOJIUTEJIEM MCCIIEIOBAHUS BCEM IMOIYYaTENSIM UCXOAHOTO MPOTOKOJIA, MUIaHa,
IPOrpPaMMBbl UCCIIETOBAHMSL.

17. B To BpeMsl Kak MompaBKa MpeACTaBiIsieT CO00M 3aIuIaHMPOBAHHOE N3MEHEHUE
B [IPOTOKOJIE, IUIAHE, POTPAMME UCCIEN0BAHNS, OTKIIOHEHHE SIBIISETCS
HEINPENYCMOTPEHHBIM H3MEHEHHUEM, ITPOUCXOISAIINAM BO BPEMS OCYLIECTBICHUS
JKCIIEpUMEHTa. B ToKyMeHTaIuu 1o UCCIEA0BAHUIO ClielyeT (UKCUPOBATH CBEJICHUS
00 uccae10BaHuM, B TOM YHCIIE PACX0XKACHHE C €ro MPOTOKOJIOM, IJIAHOM,
nporpaMMoi. /laHHbIE 3a1CU MOTYT HHUIIMUPOBATHCA IPYTUMH COTPYIHUKAMU,
3aHSATHIMU B SKCIIEPUMEHTE, B TAKOM CJIy4ae BCE 3aMCU CBOEBPEMEHHO OJI00PSIThCA,
OTHCHIBATHCS, 00OCHOBBIBATHCS U JATUPOBATHCS PYKOBOAUTENIEM UCCIEAOBAHMS
(WI1M) BEAyILIUM UCCIIEIOBATENIEM, a TAKKE XPAaHUTHCSI BMECTE C HEOOpaOOTaHHBIMU
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JTaHHBIMH HCCIICIOBaHUS. PyKOBOIHUTENH NCCIICIOBAHUS YTBEPKIACT JTIOOBIC
peanpuHUMaeMble KOPpEeKTHpYIolue AecTBusl. EMy ciemxyer paccMoTpeTh
11€1eCO00pa3HOCTh KOHCYIIbTAIIUH C IPYTUMH HAYYHBIMUA COTPYIHUKAMH JIJISI TOTO,
YTOOBI OMPEAEIUTh BIUSHUE 0001 Mo00H0# nHGOpMAIINK HA UCCTIEIOBaHNE, U
COOOIMTH (M 00CYTUTH IPH HEOOXOAUMOCTH) 00 STUX OTKIIOHECHUSAX B UTOTOBOM
OTyYeTe.

18. KpanndukanunoHHbsle TPEOOBAHUS K PYKOBOJUTEIIO UCCIIEI0BAHUS
OTpeAEAI0TCS 003aTEIbHBIMU YCIOBUSAMU JIJIS1 KQXK/10I0 KOHKPETHOT'O UCCIIEOBAHNUS.
B ¢yHKIIMM pyKOBOJCTBA UCHIBITATENLHOM JIA0OPATOPUH BXOJUT YCTAHOBJIECHUE 3THX
KpuTepueB. boiee Toro, pykoBoACTBO UCTIBITATENLHOM T1a00paTopun OTBEYaET 3a
BBIOOD, KOHTPOJIb U MOAAECPKKY PYKOBOJIUTEINS HCCIEOBAHUS, YTOOBI TapaHTUPOBATh
POBEJIEHUE FKCIIEPUMEHTOB B COOTBETCTBUU ¢ CTaHaapToM. MUHUMAasbHBIE
TpeOOBaHUS K KBAIM(DUKAIIMHU, YCTAHOBJIEHHBIE PYKOBOJICTBOM UCIIBITATEILHON
7ab0opaToOpuu AJA JOJKHOCTH PYKOBOAMTENS UCCIEA0BAHMS, OTPAXKAETCS B
NEPCOHAJIBHBIX JOKYMEHTaX KaJpoBOro yuyeTa. B 1omnoinHeHne K cepbe3HOoN
TEXHUYECKOU MOJAr0TOBKE (00pa30BaHUI0) KOOPIUHHUPYIOIIAS POJIb PYKOBOIUTES
UcclieIoBaHUs TpeOyeT, YTOOBI CHIIBHBIMU CTOPOHAMH JTAHHOTO JUI[a ObLTH HABBIKH B
00J1aCTH KOMMYHUKAIIUU, PEIICHUs TPOOJIEM U yIpaBIICHUS.

19. PykoBoaMTEIb NCCIIENOBAHNS OTBEYAET 3a YIPABICHUE UCCIIEA0BAHUEM.
Omnpenenenne «yrnoJIHOMOYEHHBIN 3a 00I1ee MPOBEACHUE UCCIIEOBAaHUN U
3aKITFOYUTENBHBIA OTUET» PACTOJIKOBBIBATCS B IIMPOKOM CMBICIIE Il TAKMX
UCCJIeIOBAaHUMN, B KOTOPBIX PYKOBOAMUTEIb UCCIIEA0OBAHMS reorpaduuecku yaaieH OT
(akTHUeCcKOl HKCIIEPUMEHTAIBHON paboThl. [Ipy HATMYNKM HECKOIBKUX YPOBHEH
yHpaBJIEHUs, UCCIIEI0BATENILCKOIO IEPCOHAIA U IIEPCOHANIA CITY>KObI 00eCTIeUeHUs]
KayecTBa OYE€Hb BaXKHO, YTOOBI CYIIECTBOBAIA YETKUE Pa3rpaHUUEHUS TOJTHOMOYHH U
KOMMYHHUKAIIMOHHBIX CBSI3€H, a TAK)KE BO3JI0KEHHBIX Ha HUX 3a/1a4 C TEM, YTOOBI
PYKOBOJUTENb UCCIIEI0BAHUS MOT 3(P(HEKTUBHO BBIOIHITH CBOM (PYHKIIUU 11O
Cranpaptry. 910 odopmisieTcs B nuCbMeHHOU Gopme. [Ipu Hannuuu rccienoBaHui,
IIPOBOJSALINXCS HA HECKOJIBKMX HCIIBITATENbHBIX IUIOMIAIKaX, PYKOBOJICTBO
UCIIBITATENbHOM JIaA00paTOpHK 00ECIIEUNBAET YETKME KOMMYHHKAIMOHHBIE CBSI3U
MEXIy PYKOBOJIUTEIEM HCCIIeIOBAHMS, BeIyIUM(1) UCCieioBaTeIeM(sIMu),
nporpammoii(aMu) obecreyeHus: KauecTBa U UCCIIEA0BATENbCKUM MEPCOHATIOM.

20.B HCCIICAOBAHMAX, B KOTOPLIX YIIOJJHOMOYCHHOCTD ACJICTUPOBAHA BEAYILICMY
HCCIICA0BATCIIIO, PYKOBOAUTCIIb UCCICAOBAHUSA 6YI[6T OIINPATHCA Ha JaHHBIX
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COTPYJHUKOB, YTOOBI TapaHTUPOBATH, YTO COOTBETCTBYIOIIMM 3TaN UCCIIEI0BAHUS
IPOBOJSAT B COOTBETCTBHHU C IIAHOM HCCle1oBaHus, cOoTBeTCTBYOmMM COIT n
Cranpapty. Benyuuii nccienoBareiib CBI3bIBACTCS C PYKOBOAUTEIEM UCCIEAOBaHUS B
Clly4ae MPOUCHIECTBHS, KOTOPOE OKa3bIBAECT OTPUIATEIBLHOE BO3/ICHCTBUE HA 3a1a4H,
OTpeJIeJICHHBIC B MPOTOKOJIE, TUIAHE, MPOrpaMMe UCCIIeIOBaHUS. MPU BOZHUKHOBEHHUH
COOBITHIA, KOTOPBIE BIUSIOT HA YKa3aHHBIC B IJIaHE UCCIEA0BaHUs 00BhEKThl. Bech
oOMeH nH(opmalmen moATBEPKIAACTCS TOKYMEHTAIBHO.

21. Ha Bcex aTamax skcrepuMeHTa 00s3aTeIbHO OCYIIECTBIISETCS
B3aMMOJENCTBHUE MEXAY pyKoBoauTeneM nucciuenoBanus u OK.

22. Takoe B3auUMOJIEMCTBHE BKIIOYAECT:

1) akTBHOE MpUBIEYEHHUE CITY>KObI OOecreyeHus! KauecTBa, Hapumep, K
CBOEBPEMEHHOMY PACCMOTPEHHUIO MPOTOKOJIA, TUIAHA, TPOrpaMMBbl HCCIIEOBaHUS,
paccMOTpeHHIO HOBBIX U niepecMoTpeHHbIX COIl, nmocemennto nepcoHanoM cirykObl
oOecrieueHus: KauecTBa COBELIaHUI B Hayalle TPOBEACHMSI HCCIIEOBAHUS U PELICHUIO
BO3MOJKHBIX ITpo0iieM, kacatouuxcs Crangapra;

2) OBICTpBIN OTBET HA OTYETHI 00 UHCIIEKLIUU U ayJJUTE C yKa3aHUEM
KOPPEKTUPYIOLIUX ACUCTBUI U, TP HEOOXOAUMOCTH, OJIJIEPKAHNUE CBSI3U C
IIEPCOHAJIOM CITy>KObI 0OeCIIeYeH!sI KayeCTBa, HAYYHbIM U TEXHUYECKHM I1EPCOHAIIOM C
LIEJIBIO COACUCTBHUS B [10/1a4€ OTBETOB HA MOJIyYEHHBIE B X0J1€ MHCIIEKIUH, ayIUTa
JaHHbIE (PE3yJIbTATHI).

23. PykoBoauTeNnb UCCIEA0OBaHUS OTBEUAET 3a OOIIUNA X0/ UCCIIeIOBaHUS B
cootBeTcTBUM ¢ CTaH1apTOM. PYyKOBOJIUTEIIO UCCIIEN0BAHUS CIEAYET YIOCTOBEPUTHCS
B [TIOJTHOM COOTBETCTBUHM JIaHHBIM MPUHITUIIAM Ka)KI0T'0 3Tara UCCIe0BaHus, B TOUHOM
CJIeZIOBaHUU MPOTOKOIY, IJIaHy, MPOrpaMMe UCCIIEIOBAHUS, a TAKKE B TOM, YTO BCE
HAOJII0ICHHSI TIOJTHOCTBIO JOKYMEHTUPYIOTCS. TeopeTndyecku qaHHas
YIOJHOMOYEHHOCTb MOJHOCTBIO PEaTM30BBIBAIOTCS TOJIBKO TOTA, KOT/1a PYKOBOJIUTEIb
UCCIIEOBAHUS MIOCTOSHHO MPUCYTCTBYET BO BPEMs TPOBEACHUS UCCIIEIOBAHUS. JTO HE
BCETJIa OCYIIIECTBUMO Ha MPAKTHUKE, TaK KaK HEM30€KHO OYIyT BOBHUKATH MEPHUOJIBI €T0
OTCYTCTBUS, BO BPEMSI KOTOPBIX MOSBIIACTCS HEOOXOAMMOCTh B €r0 3aMeHe. [IockonbKy
00CTOSITENBCTBA, MPU KOTOPHIX PYKOBOAMUTEIb UCCIIEI0BAHMS 3aMEHSIETCS, HE
onpeneneHsl B CTaHIapTe, OHU pacCMaTPUBAIOTCS HA YPOBHE BBITIOJIHIEMBbIX
ucneitarensHoit tadoparopueit COIL. [lanasie COIl umeroT oTHOLIEHUE K HYKHBIM IS
3aMEeHbI PYKOBOJUTEIISI UCCIIC0OBAHUS MPOIEAYypaM U IOKYMEHTAIUH.
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24. Pemienue o 3aME€HE WK BPEMEHHOM JEJIETUPOBAHUM YIIOJTHOMOYEHHOCTH
IPUHUMAET PyKOBOJICTBO UCTIBITATENbHON abopaTopuu. Bee mogo6HbIe pereHus
clenyeT JOKYMEHTUPOBaTh B TUCbMEHHOM (hopme. CyIIeCcTBYIOT 1Ba YCIOBHUS, IPU
KOTOPBIX pacCMaTPUBAIOTCS BApUAHTHI 3aMeH; 00a U3 HUX UMEIOT 3HaYeHHE TOJIbKO JIs
JOJITOCPOYHBIX MCCIIEIOBAHUM, TaK KaK MOYKHO MIPEATIOJIOAKUTh, YTO B TEUECHUE
KPaTKOCPOYHOTO UCCIIEIOBAHNS PYKOBOJINUTEIND UCCIIETOBAHUS ITPUCYTCTBYET
noctositHHO. Heo0X0auMoCcTh 3aMeHbl pYKOBOIUTENS UCCIIEOBAHUS, SBIISIOLIETOCS
OJIHUM U3 KJIHOYEBBIX COTPYAHUKOB, OUEBH/IHA B CIy4yae OKOHYAHMS CPOKaA €ro paboThI.
B 3TOM citydae oTHOM M3 CTOPOH YIOJHOMOYEHHOT'O JIULIA, IPULIEAIIETO HA 3aMEHY
PYKOBOJMTENS UCCIIEAOBAHUS (IIPU COEHCTBUY IIEPCOHANIA CITy>KObI 00ecTIeUeHMsI
Ka4yecTBa), CIeyeT B KpaTUalIlie CPOKH yOeIUTHCS B COOTBETCTBUH UCCIIEIOBAHUIA,
IIPOBEJICHHBIX HA CErOMHAIIHNN JeHb, NpuHiunaM Cranaapra. IIpouenypa u npudnHbI
3aMEHbI PYKOBOJIUTENS UCCIIEI0BaHUS 0(OPMIIAETCS TOKYMEHTAIBHO U
HOJITBEPKIACTCSI PYKOBOJCTBOM HCIBITATENbHOM JIabopaTopuu. Takke peKOMEHAYyeTCs
JOKYMEHTHPOBAHUE PE3YIHTATOB IPOMEKYTOUYHOTO PACCMOTPEHUS COOTBETCTBUS
npuHiunam Crangapra B ciiydae 0OHapyKeHHUsI HEA0CTaTKOB MJIM OTKJIOHEHUH.

25. Ko BTOpoMy KpyTy OOCTOSITENIbCTB, MPUBOSIINX K BPEMEHHOMY OTCYTCTBHUIO
PYKOBOJUTENSI UCCIIEIOBAHUS, OTHOCSTCS MPa3AHUKHU, HAyYHbIE COBEIIaHUs, OOJIE3Hb
WM HeCUacTHBIN ciydail. KpatkocpouHoe oTcyTcTBUE HE TpeOyeT popManbHOI
3aMEHBI PYKOBOJIUTEISI UCCIIEIOBAHMS, €CITH MPYU BOSHUKHOBEHUH TIPOOJIEM HIIH
HETPEIBUICHHBIX CUTYaIlUi ¢ HUM MOKHO CBSI3aThCs. ECIIM B Iepro1 OTCYTCTBHS
PYKOBOIMTENS UCCIIEOBAHUS 0>KUIACTCSI POBEICHNE 3HAYNMBIX 3TAIoB
HCCIIEJIOBAHUSI, OHU MOTYT OBITh JTUOO MEepeHEeCeHBI Ha O60J1ee y100H0e BpeMs (¢
BHECEHHEM, B CIy4yae HEOOXOIMMOCTH, U3MEHEHUH B TJIaH UCCIEAOBAHNSA) WIIN
paccMaTpUBAETCS 3aMEHA PYKOBOJAUTENSL UCCIIEA0BAHMS TINOO myTeM (HOpMaIbHOTO
BBIJIBIDKEHUS COTPYJHUKA B KAYECTBE 3aMEHBI PyKOBOIUTEINS UCCIEIOBAHUS, THOO
BpPEMEHHOU nepeaadyn PyHKIM KBATH(DUIIMPOBAHHOMY COTPYIHUKY TSI BBITIOTHEHUS
JTAHHOTO KOHKPETHOTO 3Tarna ucciaeaoBanus. Eciu oTcyTcTBUE PyKOBOIUTENS
UccleoBaHus 00Jiee MPOIOJKUTENBHO, TO MPEIIOYTEHHE OTAAECTCS 3aMEHE, a He
nepeaade QyHKIH.

26. BepHyBImiicss pyKOBOJUTENb UCCIICIOBAHUS HE3aBUCUMO OT TOTO, OBLI JIU OH
3aMEHEH WJIM HET BO BPEMS €ro OTCYTCTBHS, B KpaTYalIlIUe CPOKH YCTAHABIIUBAET,
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VMMEJIH JIK MeCTO OTKJIOHEHUd 0T Ctanaapra. OTknoHeHus ot CtanaapTa, BOSHUKIIUE B
OTCYTCTBHE PYKOBOJUTEIS UCCIIEOBAHUS, JOKYMEHTUPYET BO3BPATUBIIIUKCS
PYKOBOAMUTENb UCCIIEAOBAHMS.

27. lloagnuch pyKOBOJAUTEIISI UCCIEIOBAHUS, BHECEHHAS B 3aKIIOUUTEIbHbBIN
OTYET ¥ UMEIOLIAS IOPUANYECKYIO CHITY, IIOATBEPKAAET YIOJIHOMOYEHHOCTD
PYKOBOAUTENSL UCCIIEAOBAHUS B OTHOLLIEHUY BBIIIOJIHEHUS UCCIIEIOBAHUS B
cooTBeTCTBUU ¢ CTaHAAPTOM U JIOCTOBEPHOTO MPEICTABICHUS ITIEPBUYHBIX JAHHBIX B
3aKJIFOYMTEIIBHOM OTYETE.

B 10 e BpeMsl clielyeT yUUThIBaTh, YTO PYKOBOJAUTENL UCCIEAOBAHUS
IOPUINYECKUI OTBEYAET M0 3aKOHOAATENbCTBY U CyIONPOU3BOACTBY, a He CTaHIapTOM.
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[Ipunoxenue 4
Kk CrangapTy HaJuIexKalen
naboparopHoit npaktuku (GLP)

Poab u pyHkuun cnoncopa B npumeHenun Crtangapra

1.V cnioHcopa ucciegoBaHus MOMUMO, MPSAMbBIX €CTh U KOCBEHHBIE 3a/1a4d. DTO
00yCJIOBJIEHO TeM (PaKTOM, UTO CIIOHCOP YaCTO SIBJISIETCS CTOPOHOM, HAUMHAIOIIEH OJTHO
WJIM HECKOJIBKO UCCIIEIOBAHUI, U HATTPSMYIO MPEIOCTABISET PE3yIbTAThI
UCCIIEJOBAHU B YIIOJJHOMOYEHHBIE OpraHbl. [[03TOMy ClTIOHCOpP MPUHUMAET AKTUBHOE
y4acTHe B MOATBEPKIACHUN COOTBETCTBUS MpuHIunaM CTaHaapTa BceX TOKIMHUYECKUX
(HEeKTMHUYECKHUX ) UCCIIE0OBAHMM 0€30MaCHOCTH 3/J0POBBIO UETIOBEKA U OKPY KaIOIIeH
cpeabl. CHOHCOPBI HE MOJIAratoTCs TOJIBKO HA 3aBEPEHUS UCIBITATEIbHBIX
1abopaTopuil, HAHATHIX JJI MPOBEJICHUS TAKUX UCCIETOBAHUM.

2. Cnoncop:

1) nuuio, KOTOpOE HAaUYMHAET U o0ecreurnBaeT GUHAHCUPOBAHUE U JPYTYIO
MIOMOIIb TIPU MPOBEACHUU JOKIMHUYECKHUX (HEKITMHUYECKUX) UCCIIEOBaHUI
0€30MacCHOCTH 3/I0POBbS UETIOBEKa M OKpY KaroIie cpeapl (hunyeckoe JIulo,
KOMIIaHUS, KOPIIOpaIlvs, aCCOIHAIlNs, HAYYHOE WM aKaJIEeMUUECKOe YUPEKICHHE,
rocyJapCTBEHHBIM OpraH WK €ro CTPYKTYpPHOE MOIpa3ieJieHue, a TaKkxKe Jt000i
JIpyroi opraH, 00pa30BaHHBIN HA 3aKOHHOM OCHOBaHHM);

2) 1110, KOTOPOE MPEICTABIISIET PE3yJIbTaThl TOKIMHUYECKUX (HEKJIIMHUYECKHUX )
UCCJIeIOBaHU 0€30MaCHOCTH 37J0POBBS YEIOBEKA M OKPYKAIOIIEH Cpe/ibl B
YIOJTHOMOYCHHBIN OpraH JiJIsl PETUCTPAIMH MPOAYKTa WIIA B IPYTUX MEJISAX, KOTIa
Tpedyercs codmoaenue Cranmapra.

3. CnoHCOpy cieayeT 3HaTh 0 TpeboBaHusAX NpuHUKIOB CTaHaapTa, B YaCTHOCTH
0 T€X, KOTOPbIE UMEIOT OTHOIICHHE K PYKOBOJCTBY MCIBITATEIHLHOM TaO0OpaTOPUU U
PYKOBOJUTENIO UCCIIETOBAHMNS, BEAYIIEMY HCCIIEIOBATEIIO.

4. Ecin kaKkue-To 4acTh HCCIICAOBaHMA NIICPCAA0TCA CIIOHCOPOM Ha BBIITOJIHCHUC
CY6HOI[pHI[LII/IKaM, CIIOHCOP 3HACT O TOM, 4YTO 3a UCCIICIOBAHHC B ICIIOM OTBCUACT
PYKOBOJAUTECIIb UCCIICA0OBAHUA, BKIIIOYasaA JOCTOBCPHOCTb HCXOAHBIX JaHHBIX U OTUCT.

5. Ilpu 3aka3ze JOKIMHUYECKUX (HEKIMHUYECKHX ) UCCIEOBAHUM 0€30MaCHOCTH
3JI0POBbS YETIOBEKA U OKPYIKAIOIIEH CPeIbl CIOHCOPY CIEAYET OBITh YBEPEHHBIM, YTO
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UCIIbITATEIbHAs Ta0OpaTOpHUs MOJXOAUT JIJIsi TPOBEICHUSI ONPEICTICHHOTO BUAA
uccienoBanus cornacHo Crangapty. CrioHcop TpeOyeT OT UCTIBITATEIbHON
n1abopaTopuu, 4TO UCCIIE0OBaHNE TPOBOAMINCH corsiacHo CTaHIapTy.

6. CyIiecTBYIOT pa3HbI€ CIIOCOOBI OLIEHKU CIIOCOOHOCTH UCIIBITATEIbHOM
nabopaTopuu poBecTH uccieaoBanue cornmacHo Crannapty. Llenecoobpa3no u3yunthb
paboTy UCIIBITATENHHOM JIA0OPATOPUH JI0 MPOBEICHUS UCCIICIOBAHMS, & TAKXKE B XOJ1€
WCCJICIOBAHUS, HAIIPUMED, CTPYKTYPY, MPOAOKUTEIIBHOCTD U CIIOKHOCTh
UCCJIeIOBaHUS, YTOOBI YOSAUTHCS, UTO TEXHUYECKHUE CpeAcTBa, obopyaoBanue, COIl u
nepcoHas cooTBeTcTBYIOT Ctannapty. Eciu ucnbirarensHas 1abopaTopus y4acTByeT B
nporpamMme KOHTpoutst coomoaeHus Ctangapra, K paboTe MOKHO MPUBJIEYb
YIOJTHOMOYCHHBIN OpraH JijIsl OMPEICIICHHS CTaTyCca COOTBETCTBHS MCIIBITATEILHOM
naboparopuu Cranaapry.

7. Ecnu B yIIOJTHOMOYEHHBIN OpraH MpeaoCTaBIISIOTCS HECKOIBKO HUCCIEA0BaHUI
B OJTHOM IaKETE, 3a JIOCTOBEPHOCThH BCEr0 MAKETAa HEM3MEHEHHBIX 3aKJIFOUUTEIIbHBIX
OTUYETOB OTBeYAET crioHcop. Cneayer, YTOObI CIIOHCOP YCTAHOBHII COOTBETCTBYIOIIYIO
CBSI3b MEX/y €r0 NPEeACTaBUTEISAMU U BCEMHU CTOPOHAMU, YUaCTBYIOLIMMHU B
IIPOBEJEHUN HUCCIICIOBAHNS, HAIPUMEDP, PYKOBOJIUTEIIEM HCCIEI0BAHUS, OTAEIIOM
obOecrieueHus: KauecTBa U PYKOBOACTBOM HCIBITATEILHON J1a00paTOpHHu.

8. Y1II0JIHOMOUYEHHBIN OpraH TpeOyeT yTBEepPKICHHsI POTOKOJIA, TUIaHA,
IPOrpaMMBbl UCCIIEIOBAHUS CIIOHCOPAaMU B CUJTY ITPaBOBBIX OCOOEHHOCTEMN, C yUETOM
JIOCTOBEPHOCTH JTAHHBIX UCCIEA0BAHUM.

9. Ecnu apxuB uCHbITaTENbHOM J1a0OPAaTOPHH, B CBSI3U C MIPEKPAIICHUEM €€
JesITeNIbHOCTH, TIepeJjaH B apXHUBBI CLIOHCOPA, TO OH 00€CIIEYNBAET BOZMOKHOCTh
HAJUICKAIIETO XPAHEHUS U U3BJICYCHUS [IPOTOKOJIOB, IUIAHOB, IPOIPAMM
UCCJIEIOBaHUN, UCXOHBIX JaHHBIX, 00pa3LoB, IPOO UCIBITYEMBIX U CTAHAAPTHBIX
00pa31OB U 3aKJIIOUUTENBHBIX OTUETOB corjacHo CTaHaapry.

10. CrioHCOp cOOOIIaeT UCTIBITATEIHHOM TA00PATOPUN O U3BECTHBIX
MOTEHIIUATBHBIX OMTACHOCTSIX MCCIIEyeMOro BellecTBa (JI€KapCTBEHHOTO BEIIECTBA)
JUTSI 37I0POBBS YEJIOBEKA MIIA OKPYIKAOIIEH CPeIbl, @ TAKKE O 3aIUTHBIX Mepax,
KOTOpBIE OYIYT MPEANPUHATHI IEPCOHATIOM UCIBITATEIBHON JIa00paTOPHH.

11. Crangapt BKIIIOYAET TpeOOBaHUS K OITMCAHUIO CBOMCTB UCCIEAYEMOTO
BelIECTBa (JIEKapCTBEHHOTO cpeAcTBa). ClenyeT TOYHO yKa3blBaTh HA3BaHUE
HCCIIEyEeMOr0 BEIlleCTBa (JIEKAPCTBEHHOT'O CPENICTBA) U €ro cBoKcTBa. OnpeaeneHue
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CBOMWCTB HCCJIElyeMOTr0 BELIeCTBA (JIEKAPCTBEHHOI'O CPEJICTBA) BBHIMIOJIHSET
UCHbITaTeNIbHAs J1abopaTopusi, padoTaIOLUI 10 KOHTPAKTY, U crioHcop. Eciu
TpeOyeTcs, 4TOOBI CBOMCTBA ONPENETUI CIIOHCOP, ITOT (PAKT OTpaxaeTcs B
3aKJIIOUUTENBHOM oT4eTe. CrioHCOpaM He cienyeT 3a0bIBaTh O TOM, YTO Pe3yIbTaTOM
OTIpe/IeTICHUS] CBOWCTB HE B COOTBETCTBHH ¢ CTaHAApTOM MPHUBEAET K OTKIOHEHUSIM
UCCIIEI0BaHMUS.

12. Ecniu nH(opmanus o CBOMCTBaX UCCIEAYEMOI0 BEIECTBA (JIEKAPCTBEHHOTO
CpEICTBA) HE MPEJICTaBICHa CIOHCOPOM HCHBITATENbHOM JTabopaTopun, padoTaromei
10 KOHTPAKTY, 3TOT (haKT TaKKe OTPAKAETCA B 3aKIIOUYUTEILHOM OTYETE.

13. Y0JITHOMOYEHHBIMH 332 HAYYHYIO JJOCTOBEPHOCTh UCCIIEIOBAHUS SIBIISIETCSA
PYKOBOAMUTEIb UCCIEAOBAHUS, & HE CIIOHCOP, 3a/1a4€ii KOTOPOTO SBJISETCS IPUHSITHE
pelIeHns UCXOS U3 Pe3yJIbTaTOB UCCIEA0BAHUMN, TPEAOCTABIATh NN HE
IPEIOCTABIATh UCCIIETYEMOE BEIIECTBO (JIEKAPCTBEHHOE CPEJCTBO) HA PETHCTPALIMIO B
YIIOJTHOMOYEHHBIW OpraH.
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[Ipunoxenue 5
Kk CrangapTy HaJuIexKalen
naboparopHoit npaktuku (GLP)

IMopsinok mpoBeneHMsi JOKJIMHAYECKHUX (HEKJINHUYECKNX) UCCIIeI0BAHUM
JIEKAPCTBEHHBIX CPEACTB

1. Llenmpro TOKIMHUYCCKUX (HEKIIMHHYECKHX ) UCCIICIOBAHUN JICKapCTBEHHBIX
CPEICTB SBISICTCS TIOTYyYCHUE HAyIHBIMA METOIaMH BHE OPTaHM3Ma YeJIOBEKa OICHOK U
JTI0OKa3aTeIbCTB 0€30MMacHOCTH, KauecTBa B 3(P(HEeKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB.

Jloxnandeckoe (HEKIIMHUYECKOE) U3yUYeHne 0€30MacHOCTH JIEKAPCTBEHHBIX
CpEACTB MPOBOAUTCS ¢ coOoAeHueM TpeboBanuii CtaHaapTa, 00ecIeunBaeT KaueCTBO
¥ BOCTIPOM3BOIMMOCTH TIOJTYYCHHBIX TAHHBIX.

JloknuHuYecKoe (HEKIMHUYECKOE) U3YyUEHHE JIEKAPCTBEHHBIX CPEACTB
IIPOBOJUTCS IO CIICAYIOIINM HAITPABJICHUSIM:

1) uzyuenue dhapmMakoIOruu JIEKapCTBEHHOTO CPEJCTBA (MIEPBUYHASL U BTOPUYHAS
dbapmakoarHamMuKa 1 papMakoIorusi 6e30MmacHOCTH, (papMakoIoTust JIEKapCTBEHHOTO
B3aUMOJICHCTBUS );

2) uzyuenue hapMaKOKHHETHKH JICKAPCTBEHHOTO cpeicTBa (abcopomms,
pacmpezienienue, MeTaboau3M, BeIBeIeHNE, PapMaKOKMHETHIECKOE JIEKapCTBEHHOE
B3aMMOICHCTBHE, UHBIE HCCIICIOBAHUS (DapMAaKOKIMHETHKN);

3) TOKCHKOJIOTHYCCKHUE UCCIICJOBAHUA (TOKCI/I‘-IHOCTL IIpHU OTHOKPATHOM U
ITOBTOPHOM BBCACHHUAX JICKAPCTBCHHOI'O CPCACTBA, TCHOTOKCHYHOCTD,
KaHIOCPOrcHHOCTD, PCIIPOAYKTUBHASA TOKCUYHOCTD, 3M6pI/IOTOKCI/I'-IHOCTB, MECCTHas
IMEPCHOCUMOCTDb, HHBIC UCCIICAOBAHUA TOKCI/I‘-IHOCTI/I).

J71st opraHu3anuuy 1 NpoBEJAEHUS TOKIMHUYECKOTO (HEKIMHUYECKOTO)
WCCJIEJIOBAHUS JIGKAPCTBEHHOT'O CPEJICTBA pa3pabOTUNKH JIEKAPCTBEHHBIX CPEJICTB
MOTYT MPUBJIEKATh HAYYHO-UCCIIEI0BATEIbCKUE OPraHU3alMi, 00pa30oBaTeIbHbIC
OpraHU3alliy BBICIIETO 00pa30BaHUs, HHBIE OpPTraHU3alluH, UMEIOIINE HYKHYIO
MaTepuaJbHO-TEXHUYECKYIO 0a3y U KBATU(UIIMPOBAHHBIX CIECIIMAINCTOB B
COOTBETCTBYIOIIEH 00JIaCTH UCCIICTOBAHMUS.
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Hy>xHblll 00b€M 1 METOI0JIOTHS TPOBEACHUS TOKITMHUYECKUX (HEKITMHUIECKUX )
VCCIIENOBAHNN JIEKAPCTBEHHBIX CPEJICTB ONPEIEIAETCS CBOMCTBAMU JIEKAPCTBEHHOTO
CPEZCTBA U CITIOCOOOM €ro MPOU3BOJICTBA.

2. Onenka oOIETOKCUYECKOT0 IEUCTBHUS SIBISETCS 003aTEIILHON IS

1) kak Ay cyOCTaHIMM, TaK U TOTOBBIX JIEKAPCTBEHHBIX (POPM HOBBIX
OpPUTMHAJIbHBIX BEILECTB;

2) HOBOM JIEKapCTBEHHOU (POPMBI, €CJIM OHA COJICPKUT HOBBIE AKTHBHBIE
VWHTPEIMECHTHI WJIM BCIIOMOTATEbHbBIEC BENIECTBA, HE PA3PEIICHHbIC JIJIs1 IPUMEHECHUS B
MEIUIIMHCKOW MPAaKTUKE;

3) nexapcTBEHHOU (POPMBI U3BECTHHIX JIEKAPCTBEHHBIX CPEJICTB MIPU M3MEHEHHOMN
TEXHOJIOT'MU €€ IPOU3BOJICTBA;

4) nexapcTBEHHOH (hOPMBI U3BECTHBIX JIEKAPCTBEHHBIX CPEJICTB,
PEKOMEH/I0BaHHBIX JIJI1 HOBOT'O IyTH BBEJCHUS;

5) HOBBIX KOMOWHAIIMI pa3pelIeHHbIX JTEKAPCTBEHHBIX CPENICTB, €CIIH
YCTaHOBIIEHO U3MEHEHHE (PApMaKOKHHETUYECKUX MapaMeTPOB KOMIIOHEHTOB.

3. Bce HOBbIE JIeKapCTBEHHBIE CPEACTBA M3YUAIOTCS HA TPhI3yHaX
(paHIOMOpETHBIX WIIH JTUHEHHBIX) U HETPhI3yHaX. JJIMTETbHOCTh TOKCHKOJIOTHYECKOTO
AKCIIEPUMEHTA OTPEIEISAETCS IPOJOIKUTEIHHOCTHIO €70 KITMHUYECKOTO TPUMEHEHUS
(cormacHo Tabnuiie).

JITUTEebHOCT TPUMEHEHHS CPEJICTBA Y YeoBeKa JUTHTETbHOCTD BBEACHHUS CPE/ICTBA KUBOTHBIM
IMomocTpasi TOKCHYHOCTh XpoHHUYecKast TOKCHYHOCTh
OpHOKpaTHO 5-7 nueit 28 nHeii
2-6 nHEH 14 nuei 90 muei
7-14 nuei 28 nueit 2 Mecsna
15-30 gueit 28 nueit 4 Mecsua
1-6 mecsueB u 6oee 90 et 6-12 mecsieB

4. UccnenoBanus Ha rpeisyHax. M3ydeHue ocTpoi TOKCUYHOCTH:
1) >xuBOTHBIE: JIBa BUJA (MBIIIH, KPBICHI) TTOJIOBO3pEIIbIE, 000€r0 MoJIa;
2) YUCIO KUBOTHBIX B IPYIIE HE MEHEE 5 KUBOTHBIX;

3) nyTh BBEJEHUS: IEPOPATbHBIA U MAPEHTEPATBbHBIN, BKIIOYas
PEKOMEHAOBAHHBIN I KIMHUYECKOTO IPUMEHEHHUS;
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4) no3sl: 4-5 1103, TOCTATOYHBIX TSl pacuetra DL, .; ecnu BemecTBo obagaeT

50°
MaHOﬁ TOKCI/ILIHOCTBI'O, TO CJIeJIyeT BBCCTU MAKCUMAJIBHO BO3MO)KHYIO I[O3y HpI/I

U3YYEHUH OCTPON TOKCHYHOCTH C YYETOM TEXHUYECKUX BO3MOXKHOCTEH;
5) npu U3y4EeHHUH OCTPON TOKCUYHOCTHU, UCIIOJIb3YETCS 5 TPy )KMBOTHBIX;
6) cpenHecmeptenbHast 103a DL ) paccuuThIBaCTCS METOAOM MPOOHUT-aHAIIN3A;
7) yacToTa BBEICHUSI: OJJHOKPATHO;
8) nmepuon HabmoaeHus: 14 nHei;

9) skcnepuMeHTalIbHAs IporpaMMa; €KeIHEBHOE HAOJII0/IeHEe 00I1IeTro
COCTOSIHUS, B3BEIIIMBAHNE KUBOTHBIX 3 pasza B T€UEHHUE NEPHO/Ia HAOIIOICHHUS,
BCKPBITHE TIABIINX )XKUBOTHBIX U BCEX BBDKUBIIHX B KOHIIE DKCIIEPUMEHTA,
MaKpPOCKOMTUYECKOE OMMCAHUE, OTIPEICTICHIE OTHOCUTEIIBHON MAaCChl OPTaHOB U
U3yYeHNE THCTOJIOTUYECKON CTPYKTYPHI OPTAaHOB C BBIPA)KCHHBIMH
MaKpOCKOMTUYECKUMHU N3MEHEHUSMU.

5. N3ydenne nonoctpoit (CyOXpOHHUUECKON) TOKCUYHOCTH:

1) ’KMBOTHBIE: OJIMH BUJ] B3POCIBIX JKUBOTHBIX 000ET0 MOJIa;

2) 4yucno KUBOTHBIX B Ipynie He MeHee, yeM 1o 10 ocobeit oboero nona;
3) myTh BBEJIEHUS: PEKOMEHJOBAHHBIN 7151 KITHHUYECKOTO TPUMEHEHUS;

4) no3bl: TpU 03Bl ¢ 00sI3aTENBHBIM (POPMUPOBAHUEM KOHTPOIBHBIX TPy
CaMOK M CaMIOB; MEHbIIAs U3 UCCIEAYEMBIX J103 - TEpAIleBTHYECKasi, MAaKCUMaJIbHas
BBI3bIBAET MHTOKCUKAIIMIO U YACTUYHYIO T'HOENb )KUBOTHBIX, CPENIHSSL BEIOUpAETCS
MEXAY HUMU;

2) BKCIepUMEHTAJIbHAS [TporpamMma; eXXeIHEBHas peructpamus oOuero
COCTOSIHMS, B3BELIMBaHUE | pa3 B HEJEINI0, MOTPEOICHUE MUILU KaXIbIM >KUBOTHBIM
WJIU TPYIIIOH, IO KpalHel Mepe, | pa3 B HeZlemo B TeUeHue sKkcnepumenTa. 1o
BBEJICHM IIperapara U B TEUCHUE DKCIIEPUMEHTA IIPOBOJATCSA 'eMaTOJIOTHYECKHUE,
onoxuMuyeckue, o(hTanbMoIOrHueckue, (PU3M0I0rMUECKUEe UCCIIEOBAHMSL, IPOBOAUTCS
aHaJIM3 MOYH, & IPU HEOOXOJUMOCTH JTOTIOJHUTEIbHBIE UCCIEAOBAHUS.

[TornOmmue B TeycHUE 9KCIICPUMCHTA U YMHPAIOIMIKUC ) KUBOTHBIC ITOAJICIKAT
BCKPBLITHIO, MAKPOCKOIIMYCCKOMY OIIMCAHNIO, OPTaHbI B3BCIIUBAIOTCA U IIOABCPIrarOTCsA
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TUCTOJIOTUYECKOMY HCCIIEIOBaHNIO. B KOHIIE OMbITa BCE BHIKUBIIINUE )KUBOTHBIC B
KaXKJI0M TPYIINe MOABEPratoTCsl BCKPHITHIO, MAKPOCKOTMYECKOMY OMTMCaHUI0, OpTaHbl
B3BEILIUBAIOTCS.

['emaTonornyeckre 1 OGMOXUMUYECKUE UCCIIEAOBAHMS POBOASTCS MPU
3aBEPLICHUN DKCIIEPUMEHTA U Y YMEPIINX KUBOTHBIX. [ HCTOIOTHUECKOMY
UCCIIEIOBAHUIO MOJBEPTaOTCs, BCE KOHTPOJIBHBIEC JKUBOTHBIE U T€, KOTOPHIE
[O/IBEPrajliCh BO3ACHCTBUIO HAUOOJIbILIEH N3YUYEHHOU 1036l NpenapaTta. OpraHsl v
TKaHU KUBOTHBIX OCTAJIBHBIX TPYIIII ITOABEPratOTCs TUCTOJIOTHUECKOMY U3YUEHUIO 110
UTOTaM MCCIEA0BaHUS BO3IAEHCTBHS MAKCUMAJIbHOM JO3bl 1 HA OCHOBAHUHU
MAaKpOCKOIIMYECKUX U3MEHEHU OPraHOB.

6. M3yueHune XpOHMYECKON TOKCUYHOCTH:
1) >xMBOTHBIC: OJIUH BUJI 3JOPOBBIX B3POCIBIX )KUBOTHBIX 000ETO0 10J1a;

2) 4uCIO KUBOTHBIX B KXKJOM IPYIINIE COCTABIAET HE MeHee ueM 1o 20 ocobeit
000€ro noia;

3) ITyTb BBCACHUA: 110 BO3BMOKXHOCTH COOTBECTCTBYCT PCKOMCHIOBAHHOMY JIA
KIIMHUYCCKOT O IMTIPUMCHCHUS

4) n03bI: IEKAPCTBEHHOE CPEICTBO M3YUYAETCS B TPEX J03aX C OCA3ATEIbHBIM
BbIJICICHUEM KOHTPOJIbHOW TPYMIIBI )KUBOTHBIX.

Ecnu BBesieHme BemecTBa TpeOyeT pacTBOPHUTENEH WIH KaKUX-TH00 T100aBOK, TO,
HapsIy C MHTAaKTHBIM KOHTPOJIEM HY)KEH KOHTPOJIb, TIOJYyYarOIIHA COOTBETCTBYIONTUI
PacTBOPHTEITb.

Bb100p n3yyaemsbIx 103 B XpOHMUECKOM SKCIEPUMEHTE Oa3upyeTcs Ha
pe3yJibTaTax (hapMaKoJIOTHYECKUX UCCIIEeI0BaHUM, OCTPOM U MOIOCTPON TOKCUYHOCTH.
Hanmenbias U3 uzydaembix 103 - 3p(HeKTUBHAS 1032 AJIs1 UCIOJIb3yEMOTO B
IKCIIEPUMEHTE BU/1A ) KUBOTHOTO.

MakcumasnbHas 1032 BbI3bIBACT MPOSBICHUS MHTOKCUKAIIMW, HO HE THOEIIb
MOJONBITHBIX )KUBOTHBIX. CpeaHssl 1032 3aHUMAET MPOMEKYTOUYHOE MOJIOKEHUE MEKTY
HUMU;

5) IUTENBHOCTH BBEACHUS: OT 6 10 12 MecsIeB ¢ 4acTOTOi 7 pa3 B HEAEIIO;

6) SKCIIEpUMEHTAJIbHAS TIporpaMMa: 00IIIee COCTOSIHUE BCEX KUBOTHBIX
PETUCTPUPYETCS €KEAHEBHO; B3BEIIMBAHUE MPOU3BOAUTCS | pa3 B HEJEIO B EPBBIE 3
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Mecsiiia SKCIIepUMEHTa, 3aTeM 1 pa3 B Mecsll; MOTpeOIeHUE MUIIU KaXXIbIM )KUBOTHBIM
WM TPyNIon usmepsiercs | pa3 B MeCsI; y YaCTH )KMBOTHBIX KaXJA0W IPYNIbI CIETYET
MIPOBECTH aHAJIU3 MOYH, O(DTATIBMOJIOTMYECKUE, FTEMATOJIOTUUECKUue, OMOXUMUYECKUE U
bu3HoIOTNYECKUE NCCIIEAOBAHMS KX Ible 6 MECSIIEB B TEUCHUE BBEJCHUS IIpernapara.

I/IHTeraJII)HBIe TCCThI: BBIZKUBACMOCTD, ITIPUPOCT MACCHI TCJIA, HOTpe6J'IeHI/Ie
AU, O6H.IC€ IMOBCACHUC, OCMOTD, ITAJIbIIANA, PCKTAJIbHAA TCMIICPATYPA.

['emaTonornyeckue Uccae0BaHMs: TEMATOKPUT, TEMOTJIOONH, KOJIMYECTBO
PUTPOLIMTOB, [IBETOBOM ITOKA3aTEIb, CKOPOCTh OCEAAHUS IPUTPOLIMTOB, CPEIHUM
00BEM IPUTPOITUTOB, KOJIMYECTBO JIEUKOLIUTOB, JICMKOTpaMMa, TPOMOOIIHTHI,
PETUKYJIOLUTHI, MUEJIOTPaMMa, KOaryJjorpaMmma.

broxumudeckre ucciae10BaHus CBIBOPOTKHM KPOBH: aclapTaTpaHCaMuHa3a,
ATaHMHTPAHCAMHUHA34, JIAKTATACTUAPOTeHa3a, OMITMpyOrH, TIII0K03a, HOHBI HATPHSI,
KaJusi, 001Ut 6eI0K, MOUYeBHHA, KpEaTUHUH, IesiouHas GocdaTaza, 0OIIMe JIUTUIBL,
00U XOJIECTEPHUH.

HccnenoBanre MOYM: CHOHTaHHBIN Anype3, pH mouu, 6enok, omnnpyouH, caxap,
KETOHOBBIE TeJIa, ypOOUIMHOTEH, MOUEBUHA, NOHBI HATPUS, KaJIHsl, aHAJIU3 0CaJKa MOYH.

Harpy3ounsie npoObl: 6pomcybdaienHoBas npoda, JNIMTeTbHOCTh
«TEKCEHAJIOBOTO CHAY, OLIEHKA CEKPETOPHOU (DYHKITUHU TOYEK TIO IKCKPEIIUU
(heHO0JIOBOTO KPaCHOTO.

PU3HOJIOTUYECKNE UCCIIETOBAHNS: TECT OTKPBITOr0» IOJIs, CHIOHTAHHAs
JBUTaTeIbHAsl aKTUBHOCTD, UCCIIEA0BATENbCKUI pediekc, pedaekc akTUBHOTO U
NACCUBHOI0 M30€eraHus, CyMMaliisi oJArnoporoBbIX UMIYJIbCOB, ANEKTpOKapauorpadus,
U3MEPEHUE KPOBSIHOTO JTABJICHUS.

ITaroMopdonoruueckue uccae0BaHus: THCTOJOTHUYSCKOMY HCCIICI0OBAHUIO
MOABEPTatOTCS CIEIYIONIUE OPTaHbl U TKAHU KUBOTHBIX: KOXKa, MOJIOYHBIE KEJIe3Hhl,
TuMGaTHYECKUE y3IIbI, TTOUETIOCTHBIC JKeJIe3bl, TPyIUHa, OeIpO, KOCTHBINH MO3T,
TUMYC, Tpaxes, JIETKUE, CepIe™, IUTOBUIHAS JKeJle3a, mapa- MUTOBHUIHAS JKelle3a,
SI3bIK, MUIIEBO/I, KEIYJ0K, 12-epcTHas KUIIKA, TOHKUN KUIIIEYHUK, TOJICTBIN
KHIIICYHHK, TIEYCHB™, TI0JDKEITyJ0UHas JKelle3a, Cee3eHKa™, Mouku™®, HaiMoYeIHUKN *,
MOYEBOH ITy3bIPb, CEMEHHBIE Iy3bIPbKH, MpOCTaTa™, SMYKU™, IMIHUKU*, MaTKa,
BJIATAJIUIIE, TOJIOBHOK MO3r™*, TUnodu3™®, cCiMHAON MO3T, TI1a3HOE S0JI0KO U IpyTHE
OpraHbl ¥ TKaHU C MAKPOCKOIMMYECKUMH U3MEHEHUsIMH. [Ipu 3TOM Oprassl,
OTMCUCHHBIC 3BE3J0YKOH, B3BCIINBAIOTCH.
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IToru6mmue n YMHPAOMUC JKUBOTHBIC ITIOABCPIatOTCA BCKPBITUIO, OIIMCBIBACTCS
MaKpPOCKOIMMYCCKH, OpraHbl B3BCIIUBAIOTCA U MMOABEPTAOTCSA THCTOJIOTUICCKOMY
HCCICO0OBAaHUIO.

ITocne MNPCKpaCHUA BBCACHUA IIPCIIapaTa 4aCThb ) KUBOTHBIX OCTABJIACTCA AJIA
HN3YyUCHUS BOCCTAHOBHUTCIILHOI'O IICPHUO/JAa, CCJIN YCTAHOBJICHDBI q)YHKIII/IOHaJIBHI)IG
N3MCHCHMS, OCTAJIbHBIC BBKMBIIHUC JKUBOTHBIC ITOABCPIrarOTCSA BCKPBITULO,
MaKpOCKOIIMYCCKOMY OIIMCAaHHUIO, OPIraHbl B3BCIIUBAIOTCA.

['mcronornueckomy UCCIEIOBAHUIO TOABEPratOTCS ) KUBOTHBIE KOHTPOJIBHON
TPYNIIBI ¥ TPYIIIBI, MOABEPrarolieiicsa BO3ICMCTBUI0 MAaKCUMAJIBHOM JO3bI IIpErapara;
OpPTraHbl )KUBOTHBIX APYTHX TPYIII MOJABEPTAOTCS TUCTOJIOTHYECKOMY HCCIEA0BAHUIO
o Mepe HE0OXOAUMOCTH, TIPU OOHAPYKEHUU MAKPOCKOMTMYECKUX U3MCHCHUH B
opraHax, Ipy BBISIBIICHUH OPraHOB-MUILICHEH; HEOOXOAMMBIE T€MAaTOJIOTHYECKUE U
OMOXMMUYECKUE UCCIIEIOBAHUS MMPOBOIATCS BO BCEX TpyMIax mpu 3adoe.

7. UccnenoBanus Ha HETpBI3yHaX (COOaKU-OUTIIb, 00€3bsHbI). OcTpas
TOKCUYHOCTbD:

1) )KMBOTHBIC: OJIUH BU/JI )KUBOTHBIX;

2) 4UCIIO )KUBOTHBIX B TPYIIIE HE MEHEE 2-X )KUBOTHBIX;

3) myTh BBEJEHUS: PEKOMEHIOBAHHBIN JJIS1 KIIMHUYECKOTO TPUMEHECHHUS;

4) 103bI: IBE J103bI JIsl OPUEHTUPOBOYHOT'O OINPEACIICHUS JIETaTbHOM 1035,
5) yacToTa BBEJICHHS: OJTHOKPATHO;

6) IIUTEIBLHOCTD HaOMIOIeHus: 14 nHel;

7) SKCHIEpUMEHTaNbHAs IPOrpaMMa: eXXeIHEBHOE Ha0II0IeHNE 3a O0LIUM
COCTOSIHMEM, B3BEIIMBAHHUE HE MEHEE 3-X pa3 3a Mepuo] HabI0AEHMs, 1a00PATOPHbIE
UCCIIEJIOBAHUS 110 MEpe HEOOXOAMMOCTH, B KOHIIE TIepro/ia HaOIIOEHUS WU TI0CTe
rudesiu Bce dKUBOTHBIE KaXK10M TPYMIIbl BCKPBHIBAIOTCS, OMUCHIBAIOTCS
MaKpOCKOIIMYECKH, OpraHbl B3BEUIMBAIOTCSI, IOABEPTAOTCS THCTOJIOTHYECKOMY
UCCIIEJIOBAHUIO 110 MEPE HEOOXOAUMOCTH.

8. [TogocTpast TOKCUYHOCTb:
1) >xuBoTHBIC: 1 BU 000€TO T0JIA;

2) YHCJIO KMBOTHBIX: HE MEHEe 3-X B I'PpYIIIC KAXKI0TO I10J14,
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3) IIyThb BBECACHUS: COOTBGTCTByIOI]_II/Iﬁ PEKOMCHAOBAHHOMY JIA KIIMHUYCCKOTI' O
IMPUMCHCHUA,

4) 03Bl TPU J03bI JICKAPCTBEHHOTO CPEICTBA MOACPTAOTCS N3YUCHHIO Ha
’KMBOTHBIX 000€T0 I10J1a;

5) KOHTpOJBHAs Ipynna: 00s3aTeNbHO (POPMUPOBAHNE UHTAKTHOM TPYIIIbBI; TPU
UCII0JIb30BAaHUU PACTBOPUTENEH, 100aBOK WIIM KaICyJ JJIs BBEACHHS CyOCTaHIUH,
HY’KHa JIONIOJIHUTENIbHAsL KOHTPOJIbHAS IPyIIIa ¢ BBEIEHUEM BBIILICHA3BaHHOTO
KOMITOHEHTA;

6) cpok BBeneHus: 28 nnu 90 aHel npu exXeTHEBHOM BBEJCHUU B TEUCHHE
HEJENH;

7) sKCHepUMEHTaNbHas [TporpaMMa: exXeIHeBHOE Ha0II0IeHHe 32 O0LINM
COCTOSIHUEM; B3BEILIMBAHUE U KOHTPOJIb MOTPEOIEHUS TUIIH 1 pa3 B HEJENo;
reMaToJIornueckue, OnoXuMu4Yeckue, ohTanbMoIornueckue, Gu3noIorniecKme
UCCIIEJIOBAHUS 110 MEPE HEOOXOAMMOCTH MPOBOJISATCS Y BCEX JKUBOTHBIX B KaXKJ10M
rpynrme.

ITornOmme >KUBOTHBIC noaJickKaT BCKPBITUIO, MAKPOCKOITMYCCKOMY
O6CJ'IGI[OBaHI/IIO, Opradbl B3BCIINBAIOTCA U UCCICAYIOTCA I'MCTOJIOTHYCCKU.
I'ematonorudeckue 1 OMOXUMHUYECKIE HUCCJICAO0OBAHUA IIPOU3BOJATCA Y HOFI/I6a}OH_II/IX
JKMBOTHBIX C IMOCIICAYIOINNM UX BCKPBITUCM, MAKPOCKOITMYCCKUM HCCIICIOBAHNCM,
B3BCHINBAHUCM U THCTOJIOTHUYCCKUM U3YUCHUCM OPTaHOB,

B KoHIIE SKCTIEPUMEHTA Y BCEX BBIKUBILHX KUBOTHBIX TPOBOJSITCS
reMaToJIOTUYeCKHe, OMOXUMHUUYECKHE, 0(TaTbMOJIIOTMUYECKUE UCCIIEIOBAHUS, aHAIN3
MOYH, a TIPU HEOOXOJUMOCTH U JPYTHE JIa00PaTOPHBIE UCCIIETOBAHUS. DKCIIEPUMEHT
3aBepIlaeT ayTOICHs, MAKPOCKOIIMYECKOE 00CIeI0BAHNE, B3BELIMBAHNE
TUCTOJIOTMYECKOE U3YUYCHUE OPTaHOB U TKAHEH.

9. XpoHn4eckasi TOKCUYHOCTb:

1) )KHBOTHBIC: OJUH BHJI 000€ETO 110J1a;

2) KOJIWYECTBO )KUBOTHBIX: HE MEHEE, YeM I10 4 )KUBOTHBIX 000ET0 MoJIa;
3) myTh BBEJEHUS: PEKOMEHIOBAHHbBIN /ISl KIMHUYECKOTO MTPUMEHEHHUS;

4) n1o3b1: TpU A03bI U KOHTPOJIb IS )KUBOTHBIX 000Er0 M0Ja;
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5) KOHTpOJIbHASA FPYMNa: UHTAKTHBIN KOHTPOJIb U KOHTPOJIb C BBEACHUEM
COOTBETCTBYIOIIETO PACTBOPUTEINS, €CIIM OH UCIOJB3YETCS B SKCIIEPUMEHTE;

6) ITUTEIBLHOCTD BBEJICHUA: 6 MecsIeB uin 1 Toj mpu BBEICHUH IIpenapara 7
JIHEHW B HEJCIIIO;

7) sKCIIepUMEHTaJIbHAs TporpamMma; €XeTHEBHOE 00CIeJOBaHUE; B3BELIMBAHUE U

ompeesieHre noTpedaeHus MUK 1 pa3 B HEIEINO B TiepBbIe 3 Mecslla, a 3aTteM 1 pa3
KQXKJIbIA MeCsII]; TeMaTOJIOTHYECKHE, OUOXUMUYECKUE, OPTaTbMOIOTUYECKHE,
(bH3HOJIOTHYECKHE UCCIICI0BAHUS, aHAJIN3 MOYH U IPU HEOOXOIUMOCTH JIPYTHE
J1a60paTOpPHBIC UCCIICIOBAHUS ITPOBOISATCS Y BCEX )KUBOTHBIX KaXOW IPYIIIbI.

IToruGimve >XxMBOTHEIC B TCUCHHUE OKCIICPUMCHTA MMOJJICIKAT BCKPBITHULO,
MaKpPOCKOIMMYCCKOMY OIMMCAHHIO, OpTraHbl B3BCIINBAIOTCA U IMOABCPIrarOTCA
TUCTOJIOTHYCCKOMY U3YUYCHHIO.

B koHI11€ 3KCIEpUMEHTA Y BCEX BBIKUBIIMX KUBOTHBIX MPOBOJATCS
reMaTojornyeckue, OnoXuMuueckue, 0hTaabMOJIOTUUECKUE UCCIEOBAHNUS, aHAIIU3
MOYH M IpyTHE JJabOpaTOPHBIC HCCIICIOBAHMS 110 HEOOXOIMMOCTH; JKUBOTHBIE
BCKPBIBAIOTCSI, OOCTIEAYIOTCS MAKPOCKOITMYECKH, OpraHbl B3BEIITUBAIOTCS U
MOJBEPrarOTCS TUCTOJIOTUYECKOMY HCCIIEIOBAHUIO.

10. OcHOBHBIE KpUTEPHUHN OLIEHKH BPEIHOCTH U OMTACHOCTU TOKCUYECKOTO
nercTBUs (HapMaKoOJIOTUYECKUX CPEJICTB:

1) cTaTuCTUYECKH JOCTOBEPHBIC U3MEHEHUS (DYHKIIMOHATIBHBIX TTOKa3aTelNeH,
BBIXO/SIIIIUX 32 MPEJEIbI CE30HHBIX HOPM;

2) KpbIThle (PYHKIIMOHANIbHBIE HAPYIICHHUS, BBISBISIEMbIE TPU (QYHKIMOHAIBHBIX
Harpyskax;

3) 1030Bast 3aBUCUMOCTD BBISIBICHHBIX (PYHKIIMOHAIBHBIX U CTPYKTYPHBIX
W3MEHCHUM;

4) CTaOMILHOCTD BBISIBJICHHBIX H3MCHCHHﬁ, COXpaHArOmHnXCA IIPpU OTMCHC
BOSHCﬁCTBHH HN3y4aCMbIX BCIICCTB,

5) xoppensuusa QyHKIMOHATBHBIX U CTPYKTYPHBIX HApYILLIEHUN B OpraHax u
TKaHAX;

6) Majas mMpoTa TepaneBTUIecKoro 3dexra u pearbHas BO3SMOKHOCTh
nepe103upOBKHU Mpernapara.
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11. 3yyeHne MMMYHOTOKCUYHOCTH U ajuiepreHHocTH. O0s13aTeIbHOMY
TECTUPOBAHMIO ITOJIEIKAT:

1) cybcTranimu U Bce IEKapCTBEHHbBIE (DOPMBI;

2) HOBBIE JIeKapCTBEHHBIEC (DOPMBI, COIEpKAIIIME BCTIOMOTaTeIbHbIE BEIIECTBA, HE
pa3peuIeHHbIC 111 MPUMEHEHUS U MEJUIIMHCKON TPAKTUKE U HE U3YUYEHHBIC PaHEE Ha
3TOT BUJ aKTUBHOCTH, IIPU ATOM KaXJ0€ U3 3TUX BEUIECTB UCCIEAYIOT OTIEIBHO;

3) pukcupoBaHHBIE KOMOMHAIIMHA HECKOIBKHX (PapMaKOIOrHIEeCKUX BEIISCTB B
OJIHOH JICKapCTBECHHOM (PopMe — ¢ M3yUEeHUEM CaMOil KOMOMHAITUHU M KaXI0T0
WHTPEIUEHTA B OTICTHLHOCTH;

4) nexapCTBEHHBIE CPEJICTBA C HOBBIM COCTABOM JIEKAPCTBEHHOU (POPMBI,
VU3MEHEHHEM TEXHOJIOTMH €€ U3TOTOBJIEHUS WIM COCTAaBa BCIIOMOTATEIbHBIX BEIIECTB —
C U3YYEHHEM TOJBKO HEMOCPEICTBEHHO TOTOBOM JIEKAPCTBEHHON (DOPMBI.

12. TectupoBaHre HAa UMMYHOTOKCUYHOCTh U JJIEPTE€HHOCTH HE 0053aTeNIbHO
JUIS1 JIEKAPCTBEHHBIX CPEACTB CO CIEAYIOLIUMH ITOKA3aTEISAMMU:

1) ans neyeHus 3710Ka4YeCTBEHHBIX HOBOOOPA30BaHUMN y B3POCIbIX;

2) nnst nedeHus 3a00JIeBaHUM, TPEACTABISAIONINX HEMOCPEICTBEHHYIO YTIPO3y sl
KU3HH;

3) HOBBIX UMMYHOMOIYJIMPYIOUTUX CPEJCTB, BIUSHUE KOTOPHIX HA UMMYHHYIO
CUCTEMY MOAPOOHO U3YUYEHO;

4) TMarHOCTUKYMBI 1n Vitro.

13. IlpenBaputenbHOE U3yUYE€HHUE MPOBOJIUTCA C LEIBIO ONpeIeTIeHUs] Haubosee
YyBCTBUTEIHHOW MUIIICHU TSI KCEHOOMOTUKA U OTIPEICTICHUS] €T0 MUHUMATLHO
nercTBytomei 1036, Hanbomnee onTuManbHbIM SBISETCS UCTIBITAaHUE 2-X YPOBHEH J103.
MunumanbHas 103a — OJIM3Kasi K peKOMEHAYEMOM 711 KIIMHUYECKUX UCTIbITAHUM
TepaneBTruueckas 103a (1TD), MakcuMainbHasi — Ha MOPSAJOK BbILIE PEKOMEHIYEMOMU IS
kinHndeckux ucneitanuii (10TD), HO He BBIXOAsIIIas 32 UHTEPBAJ TEPANEBTUYECKOM
IMPOTHI IEUCTBUS JIEKAPCTBEHHOI'O CPEACTBA.

B ciiyuae, ecnu peanibHasi TepaneBTHUUECKas 1032 BEIIECTBA HEU3BECTHA, TO IS
CEHCUOMIIN3AIUY )KUBOTHBIX MOKHO MCIOJIB30BaTh JI03bI, MTOCIEA0BATENHLHO Ha
nopsinok mebine gem DL, (1/10; 1/100; 1/1000 ot DL, ) mpu cooTBeTCTBYOMIEM
crioco0e BBeJICHUSI.
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14. )KuBoTHble. 3yueHue npoBOJUTCS Ha JIMHEWHBIX )KUBOTHBIX 000€Ero Moa.
IIpu BBIOOpE KUBOTHBIX CIEAYET YUYUTHIBATH OCOOCHHOCTH T€HHOTO KOHTPOJISL.
[TockonbKy y BBICOKO- U HU3KOOTBEYAIOIIMX JIUHUI MO BIUSHUEM KCEHOOMOTHKOB
HaOJI0JaeTCsl pa3inyHas MoK HMMYHOT'€HE3a, B SKCIIEPUMEHT CJeTyeT
BKJIIOYATh 00€ OMIMO3UTHUBHBIE TPYIIIBI )KUBOTHBIX.

KenarenbHo IMPOBOJAUTH UCCIICAOBAHUA HA )KUBOTHBIX 6-8 HCIACIIbHOTO BO3pacCTa.

15.B HUMMYHOJIOTHYICCKOM SKCIICPUMCHTC O0OBIYHO HCITIOJIB3YIOTCA JIMHCHHBIC
ZKHNBOTHBIC:

1) mblmu:
C57Bb1/1-2B/ - uuskopearupyromue Ha sputporuthl 6Gapana (IB);
CBA/H-2%/; BALB/c/H-2%/ — Bricokopearnpyromtue na Jb;

CBA; DBA/2J/H-29/ ; BALB/c — BpICOKas IIMTOTOKCHUYECKAsT aKTUBHOCTD
ecrtecTBeHHbIX KuiuiepoB (EK);

A/S u /H-29; AKP/J/H-2¥ — cna6ast uuroroxcnueckas akrusuocts EK;
/CBAXxCS57BL/F| - ucrionp3yI0T B peakiiuyi TPAHCIUTAHTAT MMPOTHB XO3SIMHA;
BALB/c; C57BL; C3H/He/H-2" — coaepat BbICOKHI YPOBEHb KOMILJIEMEHTA,
PanmomOpenusie kppickl OU — mpoaymupytomue IgE;

Mopckue ceunku Hardy.

Yucno KuBOTHBIX. | pyniibl cocToAT HE MeHee 4eM U3 10 )KUBOTHBIX, C Y4ETOM
HOJIy4EHMS CTATUCTHYECKH IOCTOBEPHBIX dKCIIEPUMEHTAIBHBIX TaHHBIX.

I1yTh BBEEHUS, PEKOMEHAOBAHHBIN JJIsI KIMHUYECKOTO TPUMEHEHHS.
VYpoBeHb 1103. XKenatenbHO UCIIOIB30BaTh HE MEHEE 2-X YPOBHEM J103.

Pexum BBCACHHMHA. HpOI[OJ'I}KI/ITeJ'IBHOCTB BBCACHM BCIICCTBA noz[6HpaeTc;1
WHAUBUAYAJIbHO, HCXOOUTD CICAYCT U3 peKOMﬁHI[aHI/Iﬁ o JJINTCJIIbHOCTU IPUMCHCHUSA
Ipciiapara B KIMHUKC 1 CPOKOB, HGO6XOI{I/IMHX I IIOJIYYCHHA OIITUMAJIBHOI'O
HMMYHHOT'O OTBCTA NN aJIJIepFH‘ICCKOﬁ PCaAKOHHU B SKCIICPUMCHTC.

DKCIepUMEHTAIbHBIC UCCIICIOBAHUS: TIepe]l BBEACHUEM TECT-TIPENapaToB y
KUBOTHBIX CHUMAIOTCS (DOHOBBIE MMOKA3aTeNN, KOTOPBIC MOJJICKAT U3YUEHHUIO B OTIBITE
(daromuros, xemorakcuc, conaepxkanue IgA, IgG, IgM); ecnmu TecTupyemoe BEIIECTBO
00J1ajiaeT BhIPAXKEHHON PEAKIIMOHHOW CIIOCOOHOCTHIO, B AKCIIEPUMEHTAX Ha )KMBOTHBIX
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ONPEENSIOT €ro BIUSHUE HA BEC U KJIETOYHOCTh LIEHTPAJIBHBIX U EPUPEPUIECKUX
OpraHOB UMMYHHTETA U POPMYJTy KPOBH.

16. OcHOBHOE M3y4€HUE UMMYHOTOKCUYECKOIO U aJJIEPTE€HHOTO ICHCTBUS:
XKuotHsie. Ucnonp3yoTcs HE MEHEe IBYX BHJIOB dKUBOTHBIX 000ETo MoJIa.

Yucno KUBOTHBIX. DKCIIEPUMEHTAIIbHBIE TPYMIIBI COCTOSAT HE MeHee ueM u3 10
KUBOTHBIX 000€ero nosa. Eciii NMMYHOTOKCHYECKOE U aJIJIEPreHHOE IEUCTBHE
U3y4yaeTcs B AMHAMUKE, HY’)KHO YBEIIMYMBATH KOJTUYECTBO KUBOTHBIX B TPYIIIIE JIs
320051 UX B OIpECNICHHbIE CPOKH UccheaoBanus. Kaxaas rpynmna paHJoMU3UPYETCS 10
BECOBBIM MMOKA3aTEIISIM.

[Tyt BBeneHusd. [1yTb BBeIEHUSI COOTBETCTBYET MYTH KJIMHUYECKOTO HAa3HAYCHUS
npenapara. B ciydae, eciii peKOMEHAYEMBbIi ITyTh, BBEJCHUS B KIIMHUKE HEJIb351
MOBTOPUTH B SKCIIEPUMEHTE, TOT/1a SKCIIEPUMEHTATOP OCTaBJIsET 3a COOOM MpaBo
UCIIOJIb30BaTh MyTh BBEJCHUS JIEKAPCTBEHHOTO CPEJCTBA, KOTOPBIM BBI3BIBAET HAOOJIEE
CUJIbHBI UMMYHHBIA OTBET WX AJJIEPTEHHOE JIEUCTBUE C YYETOM TOTO, YTO
YyBCTBUTEJILHOCTh UMMYHHON CUCTEMBI YEJIOBEKAa K KCEHOOMOTUKAM Ha HECKOJIBKO
MOPSIAKOB BBIIIE, YEM Y JKUBOTHBIX. B CBSI3M C 3THUM 4acTO BBOAST TECT- Ipenapar
BMECTE C MOJIHBIM WJIM HEMOJHBIM aibloBaHTOM DpeitHaa.

VYposeHnsb 103. [10g0nBITHBIE JKUBOTHBIE IOJTYYAOT HE MEHEE 2-X YPOBHEW 1103
JUTSL KaKJI0TO 110J1a, KOHTPOJIBHBIE )KMBOTHBIE MIOJIYYAIOT B TOM K€ 00b€ME U KPaTHOCTH
UCIIOJIb3YEMBIN PACTBOPUTEII.

KOHTpOJIB. B HNCCJICAOBAHUA BKIOYACTCA I'PYIIIIA IIOBUTUBHOI'O KOHTPOJIA HAa
NMMYHOAKTUBHOCTL IIpU 00s3aTeIIbHOM MHTAKTHOM KOHTPOJIC.

HpOI[OH)KI/ITeJ'IBHOCTB BBCIACHMUI. OHpCI[CJ'IS[eTCSI B 3aBUCMMOCTH OT U3Yy4aCMBbIX
HNMMYHOJIOTHYCCKUX U AJUICPIrOJOIMICCKHUX roKasartesiel ¢ Y4CTOM IIOJTYUYCHHA
OIITUMAJIbBHOI'O MMMYHHOI'O OTBETA.

[Tepuon nabmoaenus. M3ydenune GyHKIIMOHAIBHOTO COCTOSIHUS UMMYHHOM
CHCTEMBI ITPOAOJIKACTCS B TEUEHHE | Mecsa nocie OKOHYaHUS SKCIIEPUMEHTA TS
BBISICHEHUSI 00pAaTUMOCTH HApYIICHHH, BBI3BAHHBIX TECTUPYEMBIM IIPENapaToM.

MeTo1bI OLIEHKH aJJIEPTeHHOT0 JEHCTBUS TECTUPYEMOTO Mpenapara: oleHka
aHa()MIAKTOr€HHOM aKTUBHOCTH B peakinu oO1el anadpuiakcuu (aHahuIaKTUISCKUM



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 03.04.2023
aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 21.04.2023
™ ‘ a ,' [ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 03.04.2023

PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC I[aTa CKAUMBAHUS 21.04.2023

II0K); aKTUBHAs KO>KHAsl aHa(UIIaKCUsl; peaKIus TUIIEPYyBCTBUTEILHOCTH
«3aMEJICHHOT0» THUIIAa Ha MBIIIAX; PEAKIMsd UMMYHHBIX KOMIUIEKCOB; METO]I HAKOXKHBIX
aNIUINKAIAN.

MeTtofpl in situ: METOABI OIEHKU YYBCTBUTEIBHOCTH TIaKUX MBIIIII]
TpaxeoOpOHXHATBHOM IIEMOYKH K HCCIIeTyEeMbIM IperapaTaM B SKCIIEPUMEHTE Ha
MOPCKHUX CITMHKAX.

TecTsl in vitro: peakuys HENPSIMON AETPaHyYJISIMK TYYHBIX KJIETOK; peakuus
TOPMOXEHUS MUTPALIMA MAaKpO(]aros; ncepnoaiepruyeckue peakuuu (tect Llop).

OneHKy UMMYHOTOKCUYHOCTH JIEKAPCTBEHHOT'O CPEJICTBA PEKOMEHAYETCS
IPOBOJUTH B JBA dTAla.

HepBBIﬁ 9Tall OICHKH ITO3BOJIACT ITOJIYYUTh MUHHUMYM HHTCTPAJIBHBIX
XapaKTCPUCTUK, OXBATBIBAIOIIHUX ITPAKTHUYCCKH BCC q)yHKI_[I/II/I I/IMMYHHOﬁ CHCTCMBI U
BKJIFOYAcCT:

1) cyMMapHyI0 OLIEHKY COCTOSIHUS TyMOPAJIbHOTO UMMYHUTETA (PeaKius
reMarrjarOTHHALIY;

2) ompenienieHue CoiepKaHus AaHTUTEI000Pa3yIOIUX KIETOK; UMMYHHU3AIHS
pUTpOLUTAMU OapaHa);

3) CyMMapHYIO OLICHKY COCTOSIHUS T-KJIETOYHOTO UMMYHHUTETA — Mpoiaudepauu
B ajutocMeranHoi KyneType aumdorutoB (CKJI) u renepupoBanne T-KuiiepoB B
CMEIIIaHHOU KYJIbType JTUM(DOIIUTOB;

4) cyMMapHYIO OIIEHKY COCTOSTHHUS KJIETOUHON €CTECTBEHHON PEe3UCTCHTHOCTH
(paroumTo3, XEMOTAKCHUC).

TecTsl 2-ro 3Tamna no3BoJsAT OUEHUTh COIEPKAHUE U PYHKIUIO CYONOMyIsui
KJIETOK UIMMYHHOM cucTeMbl. Ha 3ToM 3Tane onieHUBaOT (PyHKIIMOHAIbHYIO
AKTUBHOCTb:

1) perynsTopHbIX TUMGOIUMTOB (ONpeneeHue akTUBHOCTH T-XenmnepoB 1o
MPOAYKIIMU UHTEPICHKUHA-2;
2) onpeneneHue akTUBHOCTU T-CyNpeccopoB MO TOPMOKEHHIO PEaKIUU

onactTpancopmariuy TUMEGOIUTOB U CMEIIAaHHON KyIbTYpPbl TUM(OIIUTOB);

3) apdexTopHbIX TUMGOITUTOB (OTMpeIeieHHe aKTUBHOCTH T-TUMQOITUTOB -
peakius 61actrpanchopmanuu TUMQPOIUTOB ¢ T-MUTOreHAMU, OTIPEICIICHHE
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KonuyecTBa T-TuM(OLMTOB - HIUTOTOKCUYECKUM TECT, onpeencHue T-KUIepoB u
€CTECTBEHHBIX KWJIJIEPOB - Y3HABAHUE, JICTAJILHBIN yap;

4) onpenenenue 3pPEKTOPOB rUNEPUyBCTBUTENILHOCTH «3aMEJIEHHOT0)» TUIIA;
onpeJeneHue; akTuBHOCTU B-numdonutos — nponudepanus B-mumponuron B-
MUTOT€HaMH, OTpeiesieHue KoanyecTBa B- muM@ounToB (LUTOTOKCHYECKUH TECT),
npoaykius anturen IgA; JgM; IgG mo Manuunn);

5) Makpodaros (ornpeaeaeHue MoABMKHOCTA MaKpo(aroB - TECT HHTHOUITUN
MUTpAIAA MaKpo(daros, ONMpeaeICHUEe MPOTYKIIMHA UITTePICHKHHA-1).

BTopoi aTan ucneITaHuA NMPENapaToB HA HUMMYHOTOKCUYECKOE IEUCTBUE
IIPOBOJAT B CIIy4Yae €CJIM Ha IIEPBOM JTall€ OLIEHKU BBIABICHO UMMYHOTOKCHYECKOE
JENCTBUE JIEKAPCTBEHHOT'O CPEICTBA, HO €T0 HEJIb351 3aMEHUTh HEUMMYHOTOKCUYECKUM
AHAJIOTOM, B TAKUX CIIy4asX PEKOMEHIYETCS HIMMYHOJIOTHYECKUM KOHTPOJIb HA CTAIUH
KJIMHUYECKUX UCIBITAHUM U LIeJIeHallpaBIeHHas KOPPEKLKs 0OHapYKEHHOTO
UMMYHOTOKCHYECKOTO 3(PeKTa ¢ MOMOIIBIO BBEJEHUS UMMYHOMOYJIATOPOB.

Ecnu konmmyecTBO 3 PEKTUBHBIX JIEKAPCTBEHHBIX CPEJICTB, IPUMEHSIEMBIX ITPU
JAHHOM IMaTOJIOTUU OYEHb OIPAHUYEHO.

17. TectupoBaHre Ha UMMYHOTOKCHYECKOE U aJUIEPTU3UPYIOIIEe NTeUCTBUE
MPOBOST OOBIYHO Ha 7-14-21 CyTKH MOCIE MOCIEIHETO BBEACHUS JIEKApCTBEHHOTO
cpeacrtBa. Eciny n3ydaroT pa3BUTHE HMMYHHBIX U JUIEPrUYECKUX PEAKIIUNA B JTUHAMUKE
WJIU OTIPENICTISIFOT BO3MOKHOCTh OOPaTUMOCTH ATUX HEXKENATeNbHBIX 3()PEKTOB, TO
3KCIIEPUMEHTHI MPOJOJLKAIOTCS 10 2-3-X MECSIEB.

N3yuenne aMOPUOTOKCUIECKOTO ACHCTBUS U BIUSHUS HA PEPOTYKTHBHYO
byHKIHIO:

1) uccrnenoBanuio Ha YMOPUOTOKCUYECKUE CBOWCTBA MOJIBEPTAIOTCS BCE HOBBIE
(apMaKoIOruH4ecKue CpesiCTBa, KOTOPhIe HA3HAYAI0TCA KEHITUHAM B PENPOAYKTUBHOM
IIEPUOJIE )KU3HHU, a TAKIKE BCIIOMOIaTeJIbHbIE BEIIECTBA, BKIIIOYEHHBIE B JICKAPCTBEHHYO
(opMy HOBBIX WIH YK€ IPUMEHSAEMBIX JIE€KapCTBEHHBIX CPeICTB. VccnenoBanus
BKJIIOYAIOT KaK U3YYEHHUE COCTOSHUSA ITIOTOMCTBA K KOHIy aHTEHATAJILHOIO IIEproaa
pa3Butus (I aTan uccienoBaHus), TAK U COCTOSIHUE TOTOMCTBA B [IOCTHATAIbHOM
nepuoje xxu3nu (Il atan uccnenosanus). Mcneiranus orpannunBarotcs I atamnom, eciu
IIpernapar sBJI€TCA OYEHb CUIBHBIM WIM CUIIBHBIM TEPATOTE€HOM.

2) n3yueHne ’MOPUOTOKCUIECKOTO ACHCTBUS HA KPBICAX.
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I 3Tan uccnenoBanus.
’KusoTHbie. JIuHeiHbIe, THOPUAHBIE WIIM PAHIOMOPEAHBIE KPBICHI.

Yucno KUBOTHBIX. B MOJONBITHONW M KOHTPOJIBHOM I'PYIIIIAX COCTABIISAET HE
meHee 20 6epeMeHHBIX )KMBOTHBIX. [IepBbIM THEM OEpEMEHHOCTH CUUTAETCS JIEHb
HAaXO0KJICHUS CIIEPMATO30U/I0B B BArHHAJILHOM Ma3Ke.

HYTI:: BBCIACHMUA. PGKOMGH]IOB&HHBII\/’I AJI KIIMHAYCCKOTO IPUMCHCHHU, IIPU
IepopaabHOM BBCACHHNHN BCIICCTBO BBOAAT 30HAOM.

Jo3bl. Llenecoobpasno ucnbiTanue Tpex A03. B kauecTBe BhICIIEH HCTIONB3yeTCs
MaKCUMaJbHasl 103a, P KOTOPOM HE OTMEYaeTcsi THOeNIN CaMOK M pa3BUTHS BUJUMBIX
NPU3HAKOB MHTOKCHKALIMU NIPU U30paHHOM peXUME BBeAeHUs npenapara. [Ipu
UCTIBITAHUH BBICIIEH 103bI MAJTOTOKCUYHBIX BEHIECTB 00bEM KHUAKOCTH, BBOJUMBIH
NOJOTBITHBIM KHUBOTHBIM, HE MPEBBIIIAET MAKCUMAJIBHO-JOIYCTUMOE KOJTUYECTBO JJIS
JAHHOT'O BUJA )KUBOTHBIX U KOHKPETHOI'O ITyTH BBEJCHUSI.

KonTposbHas rpymma. B sKCriepruMEHT BKIIFOYAKOTCS TPYNHIIBI HETATUBHOTO,
ITIO3UTUBHOTO U HUHTAKTHOI'O KOHTPOJIsl. HEraTuBHOMY KOHTPOJIIO BBOJIAT PACTBOPUTEIID
WM 100aBKU UCTIOIB3YEMbIC JIJIsi BBEJCHUS CYOCTAaHIIMKM UCIIBITYEMOTO BEIIECTBA.

PexxuMm BBeieHms1. BemecTBO BBOIAT OAWMH pa3 B CYTKH Pa3IMYHBIM TPyIITaMm ¢ |
mo 6,c 6o 16 u ¢ 16 mo 19 gau 6epemennocTu. M3yuyaemoe BEmiecTBO BBOIAT € 6 110
16 qHM OEpEeMEHHOCTH M TPEX J103aX, B OCTAJILHBIC CPOKH - B BBICIICH J103¢. Ecim pu
BBEJICHUH BEIIIECTBA B BBICIIIEH J03€ OTMEUEH IMOPHUOTOKCHIECKU A (DEKT, TO
IIPOBOJISIT AOTMOJHUTENIbHBIE UCCIIEIOBAHUS JUIsl YCTAaHOBJIECHUS TOPOTOBOM 103bl. CpoKu
BBEJICHUS M3y4aeMOTO BEIECTBA OXBATHIBAIOT BECh MEPHO]] OEPEMEHHOCTH CaMOK,
MIOCKOJIBKY YyBCTBUTEIHLHOCTH 3aPO/IBIINIA K MpernapaTy 3aBUCUT OT CTAJUU €T0
pa3BUTHSL.

MeTorKa OIIEHKH: €KEeTHEBHOE HAOMIOACHHUE 3a COCTOSTHUEM U TTOBEJCHUEM
OepEeMEHHBIX CaMOK; €K€HE/IEThHOE B3BEITMBAHNE KUBOTHBIX; SBTAHA3MS Y BCKPHITHE
camok Ha 20-i1 1eHbp OepeMEHHOCTH JIJISl OIICHKH PE3yJIbTaTOB; B KAYECTBE MTOKA3aTeIeH
AMOPHOTOKCUYIECKOTO JACHCTBUS OTPESIACTCS PE/I- U TOCTUMILIAHTAITMOHHAS
IMOpUOHATBHAS CMEPTHOCTh, MOp(dosornyeckre (aHATOMHUYECKHE) TIOPOKH Pa3BUTHS,
o0111ast 3a71ep>kKa pa3BUTHUS IUIOOB.

[IpeaAMIUIaHTalIMOHHYIO0 CMEPTHOCTh OMPEAEIISAIOT 10 PA3HOCTH MEXKTY
KOJIMYECTBOM XKENTHIX TEJl B SMYHUKAX U KOJIMYECTBOM MECT UMIUIAHTAL[UU B MATKE;
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IMOCTUMIINIAHTAIITMOHHYIO CMCPTHOCTD - I10 PA3HOCTHU MEKAY KOJIIMNYCCTBOM MECT
HUMIINIaHTall1 1 YUCJIOM XHBBIX IIJIOAOB.

J1J1st OlleHKH TepaTOTeHHOTO ACHCTBUS MOJICUYUTHIBAETCS YUCIIO TIIOAOB C
aHOMaJIMSIMU TPU BHEITHEM OCMOTpE, a 3aTeM 00IIIee YHCIIO MJI00B JICTUTCS Ha JIBE
IPYIIbL. Y TJI0I0B UCCIENYIOT COCTOSSHHE BHYTPEHHUX OPraHoB, y apyrou (%) -
COCTOSTHHE CcKelleTa. Bce Mo bl B3BEIIMBAIOTCS M ONPEICIISICTCS UX
KpaHUOKaydaJIbHBIN pa3Mep. 3a eAMHUITY HAOMIOACHUS IPUHAMAIOT PE3yJIbTaThI,
MOJIyYCHHBIE TIPU BCKPBITUH OAHOM caMKu. CTaTucTU4ecKas 00paboTka pe3yJbTaToB
IIPOBOJIUTCSI METOTAMH HETTApaMETPUICCKUX KPUTCPUCB.

II sTam uccinegoBanusl.

XKupotnsie. McciienoBanust MpoBOASTCS Ha BUPTUIIBLHBIX caMKaX, THOpHUIaX WU
PaHIOMOPETHBIX KUBOTHBIX.

Yucio XUBOTHBIX. B IMOAOIIBITHBIX U KOHTPOJIbHBIX I'PYIIIAX IMOJYHacCT
IMOTOMCTBO HC MCHCC, UCM OT 15 camok.

HYTB BBCACHMUAA: Hpel/IMYHIGCTBGHHO aHGKBaTHBIﬁ KIIMHUYICCKOMY
HUCITIOJB30BAHHIO.

Jlo3b1. UcnibIThiBaeTcs 3ppekTrBHAs 1032 UM B HECKOJIBKO Pa3 YBEJIMYEHHAs
TEpaneBTUYECKas 1034.

KoHTponbHas rpy1ina ci1y>KUT HETaTUBHBIM KOHTPOJIEM, TTOABEPTaeTCs
BO3/ICHCTBHIO PaCTBOPUTEIICH WU APYTHX J00ABOK, UCITOIB3YEMBIX ITPH BBEICHUN
cyOCTaHIUU.

Pexxum BBenenusi: OquH pas B CyTKH, C IIEPBOTO J0 NOCHEIHETO AHS
OepeMEHHOCTH.

MeTtoauKa OLIEHKH: eXKeHEBHOE HAOII0IeHHE 3a OOIIUM COCTOSIHUEM U
noBeZeHNEM OEpEMEHHBIX CaAMOK; €K€THEBHOE B3BEIIMBAHUE, aHAIN3 IPUPOCTA MACChI
TeNa; U3y4eHHUE MMOBECHUS TIOTOMCTBA B IOCTHATAJIBLHOM MEPUOAE KU3HU; U3YUCHHE Y
IIOTOMCTBA HapYyLLIEHUI CO CTOPOHBI PENPOAYKTUBHON (PYHKIIMH, COCTOSTHUSI OCHOBHBIX
(yHKUIHMOHANBHBIX CUCTEM (II€UEHU, HEPBHOM, SHAOKPUHHOW, UMMYHHOM H JIp.).

3a 3-4 nHsA 10 poioB OEpEMEHHBIE CAMKH Pa3MEIAI0TCS B UHANBUY ATbHBIX
KJIETKaX. B KaXJI0M OMeTe OCTaBIISIOT IO 8 HOBOPOXKICHHBIX C OJMHAKOBBIM
KOJIMYECTBOM CAMIIOB M CaMOK, 110 BO3MOKHOCTH. Ha 23-25 neHp nocie poxaeHus
KPBICAT OTCAXXUBAKOT OT MaTEPH.
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HccnenoBanusi TOTOMCTBa HAMUHAIOT HE paHee, ueM yepe3 24 yaca mnocie
POXKAEHUS U TPOAOJDKAIOT 110 2-3-MECAYHOro Bo3pacta. OueHka NoBeIeHUs
IIPOBOJUTCS IO CIEAYIOIIMM MOKa3aTesiM: ollee HaboieHne 3a PU3NYECKUM
pPa3BUTHUEM MOTOMCTBA; CKOPOCTh CO3PEBAHUsI CEHCOPHO-IBUTATEIBHBIX pe(IeKCOB B
NEepUO/i BCKAPMIIUBAHUS CAMKOM; IBUTAaTE€IbHOE U AMOILMOHAJILHOE MTOBEJICHUE U
CIOCOOHOCTh K KOOPAWHAIIMU JIBXKCHUH Y MOTOMCTBA MIOCJIE OKOHYAHUS
BCKapMJTMBAHMSI; BRIPAOOTKA YCIOBHBIX PE(IICKCOB C TOJIOKUTEITHLHBIM U
OTpHULIATEIBHBIM MOJKPEIUVICHHUEM, COXPAHEHHE MOTYYEHHBIX HABBIKOB (00y4aeMoCTh U
MaMsTh).

DKcrepuMeHTaIbHAS TIPOTpaMMa OLIEHKH COCTOSTHUSI OCHOBHBIX CHCTEM
IOTOMCTBA 3aBUCHUT OT (papMaKOJOTHUYE€CKON aKTUBHOCTH M3y4aeMOoro Impernapara u
aHAJIOTUYHA METO/aM, UCTIONB3YEMBIM U TOKCHKOJIOTHH. [Ipy TEXHUYECKUX TPYAHOCTSIX
JUTATEIHHOTO BBEJICHUS Mpernapara, MOXXHO BBOJUTH €ro 3-5 AHEW moapsija, HO MPH 3TOM
CIIEAyeT MPeyCMOTPETh YBEINYCHUE YMCIIa TPYII KUBOTHBIX, YTOOBI OXBAaTHTh BECh
nepuoJ 6epeMEeHHOCTH.

[1pu craTucTHYecKoi 00paboTKe 3a cpeHee 3HAaUCHHE COOTBETCTBYIOIIETO
NOKa3aTeis MPUHUMAETCS BETMYUHA IS OTJACIFHOTO TIOMETa, KeJaTeIbHO
IPETyCMOTPETh BO3MOKHOCTh Pa3/IeIbHOTO aHAIM3a PE3yJIbTATOB Il CAMOK M CAMIIOB.

3) uzyueHue 3MOPUOTOKCUYECKOTO IEUCTBUS Ha KPOJIUKAX.
JXKusotHsie. UccnenoBanust IpoOBOJSTCS HA BUPTWIBHBIX CAMKaX.

Yucio )KUBOTHBIX. Ka}KI[aH I'py1iia COCTOUT HC MCHEC, UEM U3 12 6CpeMCHHBIX
KpOJIb1HX. HepBBIM JHEM 6€peMCHHOCTI/I CUHMTACTCA ACHDb HAXOXACHUA
CIICPMATO30M 0B B BArHAJIbHOM MA3KC.

HYTB BBCACHMUA: Cnoco0 BBCICHHUA COOTBCTCTBYCT KIIMHNYCCKOMY IIPUMCHCHHIO
JICKAapCTBCHHOI'O CpCACTBA.

J1o3b1. MccnieqoBanust mpoOBOASTCS HA YPOBHE BBICIIEH JTO3BI.

KOHTpOJ'IBHaSI rpyiuia. B 9KCIICPUMCHT BKIIIOYAIOTCA I'PYIIIIbI HCTATHUBHOIO,
IMO3UTUBHOI'O U HHTAKTHOI'O KOHTPOJIA.

Pexum BBenenust: McnbiTyemMoe BEMECTBO PEKOMEHAYETCA BBOJIUTH € 6 1o 18
JIeHb OEPEMEHHOCTH OJIMH Pa3 B CYyTKH.

MerTtoarKa OIEHKH:
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1) sBTaHa3MIO U BCKPBITHE CAaMOK MPOBOAAT Ha 27-28 neHb OEPEMEHHOCTH;

2) mokazaTes Ml SMOPUOTOKCUYIHOCTH SIBIISICTCS TIPEI- U TOCTUMILTAHTAIIMOHHAS
AMOpHUOHATIFHAS CMEPTHOCTh, MOP(OJIOTUUECKHUE TOPOKHU pa3BUTHS, 00IIIas 3a/IeprKKa
Pa3BUTHS TUIOOB.

[Tonpasnenenus, Beaymue TECTUPOBAHUE TEPATOTCHHOCTH, COJICPIKHUT JTaHHBIC
«0000IIEHHOT0» KOHTPOJISI 00 YPOBHE CIIOHTAHHOTO BOSHHUKHOBEHUSI aHOMAJTHH
Pa3BUTHS, MOJTYYCHHBIC HA HHTAKTHBIX KOHTPOJBHBIX JKHBOTHBIX.

4) u3yuyeHue BIUSHUSA JIEKapCTBEHHBIX CPEACTB Ha PENPOAYKTUBHYIO (QYHKIIUIO.

YuuntsiBas BO3MOKHOCTB JIEKAPCTBEHHBIX CPEJICTB BBI3bIBATH HE TOJBKO
ypoJIcTBa ¥ Tu0eNb SMOPUOHOB, TJIOJIOB, HO U BIUATHh HA TAMETOTE€HE3, HYKHO
M3y4EeHUE TOHAJJOTOKCUYECKOT O JEUCTBUSI HOBBIX TOTEHIIMAIBHBIX JIEKAPCTBEHHBIX
cpeAcTB. Buabl U TMHUU )KUBOTHBIX JJISI 3TUX LIeJIeld OTOMPAIOTCS C YYETOM
uHbOopMaIi 00 UX PEIPOTYKTUBHOM CTaTyCE, YPOBHS BPOXKICHHBIX YPOJICTB U
YYBCTBUTEIBHOCTH K NU3BECTHBIM TOHAJOTOKCUYECKUM areHTaM. JKenaTeapHo
MPOBOJIUTH UCCIICIOBAHUS HA )KUBOTHBIX C HU3KMM YPOBHEM CIIOHTAHHBIX YPOJICTB.

KupotHsle. MccrnenoBanust IpoBOJSAT Ha )KMBOTHBIX 000€ro MoJja.

Yucno KUBOTHBIX. PEKOMEHAYETCS UMETh B KaXK0M rpynie He MeHee 20 caMIioB
u 40 caMoK.

[TyTh, BBEZICHUS COOTBETCTBYET KIMHUYECKOMY CIIOCO0Y MPUMEHEHHS.
YpoBeHs 7103. BelllecTBO UCTIBITHIBAIOT B 3-X /103aX.

KOHTpOJ'IBHaﬂ rpyiIa. HCHOJ’IBS}’IOTCH I'PYIIIBI HCTATUBHOI'O, IIO3UTHUBHOI'O U
HHTAKTHOI'O KOHTPOJIA.

ITepuon BBenenus. CamiiaM npenapaT BBOAAT Ha npoTskeHuu 60-70 nHel,
camkaM — 15-30 nHel 1o cnapuBaHus.

MeToauKa OLICHKH: €XKEIHEBHOE HAOIIIOICHNE, €KSHEICIbHOE B3BEIIMBAaHUE U
oTIpeieJICHHE KOJIMYECTBA TTOTPEOIIEMOM MHIIIH.

Camok nmoAcaXMBaroOT K caMmIlaM B CTaJIUH MPOACTPYCa U COOTHOIIEHUN 2: 1
CPOKOM Ha 2 3CTpalibHbIX IUKJIA. OIUIOJOTBOPEHUE PETUCTPUPYIOT € TOMOUIBIO
BAarMHAJIbHBIX Ma3KOB. [10J0BMHY CCaXX€HHBIX CAaMOK yMEpLIBIAIOT Ha 17-21 neHb
OepeMEHHOCTH, BTOPYIO [TOJIOBUHY CAMOK OCTaBJISIOT J0 POAOB U HAOIIOJAIOT 32
(U3HUECKUM pa3BUTUEM MTOTOMCTBA /10 OKOHYAHUS [1€PUO0/Ia BCKapMIIUBAHUS.
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Kputepun oueHku: ydeT ypoBHS NpeJi- U MOCTUMILIAHTAIMOHHOW CMEPTHOCTH;
BEJIMYHMH MHJIEKCA TIOJOBUTOCTH U OEPEMEHHOCTH.

N3yuyeHnne mytareHHOCTH. M3ydyeHn0 MyTareHHOW aKTUBHOCTH MOABEPIrarOTCs
BCE HOBbIE (PapMAaKOJIOTMUYECKUE CPEJICTBA.

JI1s1 IpOTUBOOMYXOJEBBIX CPEJICTB TECTUPOBAHUE HA MYTAar€HHYIO0 aKTUBHOCTH HE
SIBJISIETCS 0053aTEILHBIM, HO TIPH PACITUPEHUH MOKa3aHUN K UX TPUMEHEHHUIO OT[CHKA
MYTareHHOCTHU HYXKHA.

18. Yder reHHBIX MyTallMil HA UHIUKATOPHBIX OaKkTepusix (Tect DiiMca).

[tammel. Mcnionb3yroTes mramMbl Salmonella typhimurium TA1537, TA9S,
TAT100.

YpoBens 103. HyHO ucnibiTanue S 103 npenapara. MakcuMaibHas 103a
cooTBeTcTBYeT | Mr Ha yamky. B cmydae Hannumst y cyOcTaHIMM aHTHOAKTepUATBHBIX
CBOMCTB, MaKCHUMaJIbHas 71032 COOTBETCTBYET J103€, BHI3BIBAIOIICH aHTHOAKTEpUATIbHBIN

addekr.

Kontponshuseie rpyniel. CieayeT BKIIOYEHUE B SKCIIEPUMEHT TPYII HETaTUBHOTO
Y TIO3UTUBHOTO KOHTPOJIs. ['pymnma, moixyyaromas pacCTBOPUTENb, CITY>KUT HETATUBHBIM
KOHTPOJIEM, U3BECTHBIE MyTareHbl — MO3UTUBHBIM KOHTPOJIEM B TPYIINAX C HATUYUEM U
OTCYTCTBMEM MHKPOCOMAaJIbHOU akTUBUpYoueh cMecu (S9). @pakuus S9
MPUTOTOBJIACTCS U3 MEUCHU MJICKOTTUTAIONINX, C TIPEBAPUTEIbHON UHTYKIIUEH
MeTa00IMIeCKUX (DEPMEHTOB.

MeTtaboanueckas aKTHUBallysi. TecT BbINIOIHSICTCS OTACJIBbHO C HAJINYUECM U
OTCYTCTBUEM MHKpOCOM&HLHOﬁ aKTI/IBI/Ipy}OIHeﬁ CMCCH.

[IpencraBienue pe3yabTaTOB: UCXOHBIE JaHHBIE CPEAHUE 3HAUCHUS
NOKa3aTesIell PEeBEPTAaHTOB MIPEICTABIIAETCS B TAOINLAX.

19. Tect XpOMOCOMHBIX abeppalinii B KJIETKaX KOCTHOTO MO3Ta IPhI3yHOB.

JKuBoTHEBIC. HCHOJIIBYCTCSI OJWH M3 BUJOB I'PLISYHOB. >KI/IBOTHBIC, HCIIOJIb3YCMBIC
AJI UCCIICAOBAHUA MYTarCHHOCTH, MOT'YT OBITH T€HETHYECKHU OJHOPOAHBI. I[OHYCKaeTCSI
HCIIOJB30BaHHUC MBIIHCfI-TeTpaFI/I(ipI/I,Z[OB NN paHI[OM6pCIIHI>IX KNBOTHBIX.

KonndecTBO )XKUBOTHBIX. Kaxmasl rpyiaa COACPKUT HC MCHEC 5-TH )KMBOTHBIX.

HYTB BBCIACHUA COOTBCTCTBYCT KIIMHUYCCKOMY CHOCO6y IMPUMCHCHMU:.
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Jo3a. UcnbiTeiBaetcs 1 no3a npu 1-oif koHTpoabHOM rpymnne. Mcnonb3yeTcs n03a
/0T DL50 unu paBHasa 100-kpaTHOM TepaneBTUUECKON 03€ I YEJIOBEKA.

KontponsHsbie rpynimel. TecTupoBaHne MyTareHHOCTH BKJIIOYAET HETATUBHBIN U
NO3UTUBHBINA KOHTPOJIU. HeratuBHbIN KOHTPOJIb (PacTBOPUTEIND) UCIIONb3YETCS IS
aHaJIM3a OTBETHBIX PEaKIUi Ha JEHCTBUE BCEX BO3MOXKHBIX IIEPEMEHHBIX, KPOME
TECTUPYEMOI'O COEIMHEHMS. B KaueCTBE MMO3ZUTUBHOIO KOHTPOJIS UCIIOIB3YIOTCS
U3BECTHBIEC MyTareHsl. /[ MO3UTUBHOIO KOHTPOJIA MPEANIOYTUTEIIBHEE UCIIOJIB30BATh
MyTareH, CXOJHBIN 10 XapakTepy OMOTpaHCHOPMALIMU C TECTUPYEMbBIM COCTUHEHHUEM.
Ecnu 3T0 HEBO3MOXKHO, ClIeAYyET UCIIOIb30BaTh MOJEIBHBIE MyTarCHBI.

Pexxum BBenenus. Mcnonb3yercsi, OAHOKPATHOE BBEACHHUE, B CIIy4dae
HE0OXOIMMOCTH YHCIIO BBEJICHUN YBEIMUYUBACTCS.

Mertoauka. Bce KUBOTHBIE SKCIEPUMEHTAIBHON IPYIIIbI YMEPTBISETCS B
COOTBETCTBYIONIEE BPEMS MOCIIE BBEICHUS UCIIBITYEMOTO COEAUHEHUS C MOCIEIYOIUM
IPUTOTOBJICHUEM TUCTOTPENapaToB Ha ctaauu Metadassl. Mcnonb3ytores 2 cpoka
AKCIO3UIMH UCIIBITYEMOTO COEMHEHUS Y KUBOTHBIX - 6 1 24 yaca. AHAIN3Yy
noasepratorcs 100 meTadazHbIX KIETOK y KaXJ0TO KUBOTHOTO.

[IpencraBieHne pe3yabTaToB: OOIIEE YNUCIO MPOAHAIU3UPOBAHHBIX KIIETOK;

MPOLIEHTHOE COOTHOIIICHNUE U3 HUX a0EppPaHTHBIX; CIIEKTp abeppaluii ¥ MPOLIEHTHOE
2

COOTHOIIICHUE UX; 3HAYEHNE X CTATUCTUKU COOTHOIICHUSI HOPMAIbHBIX U a0eppaHTHBIX
MeTada3HbIX KJIETOK B TMOJIOMBITHBIX M KOHTPOJIBHBIX TPYyTIaX.

20. TecT TOMUHAHTHBIX JETAIbHBIX MYTallMil Y TPHI3YHOB.

’KuoTtHbie. OMH BUJ TPBI3YHOB.

KommmuecTBo )kuBoTHBIX. Kaxknas rpynna cogepkut He meHee 15 camios, K
KKJIOMY CaMIly MTOACAKUBAETCS MO 3 CAMKH €KEHEJEJIbHO B TE€UEHUE 3 HENEINb.

HYTB BBCIACHUA COOTBCTCTBYCT PCKOMCHIOBAHHOMY AJIA YCJIOBCKA.

Jo3b1. UcnibIThIBaeTCS OJ1HA 1032 U OJIHA KOHTPOJIbHAS rpymma. Mcnonb3yeTcs
nosa/otr DL, nin paBHast 100-kpaTHO# TepareBTHIECKOM 03¢ IS YeIOBeKa.

KonrtponpsHas rpynna. Korna B BBOIMMOM JIEKAPCTBEHHOM CPEICTBE UMEETCS
pPacTBOpUTEIb, KOHTPOJIbHAS IPYIINA MOJYyYacT 3TOT PAaCTBOPUTEIb.

Pexum BBCACHHMHA. HCHOJ’IIBYCTCH OJHOKPATHOC BBCACHUC, B CIIydac
HCO6XO)II/IMOCTI/I, YUCIIO0 BBC)ICHI/IfI YBCIIMYNBACTCA.
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Metonuka. OOpaboTaHHbBIE CaMIIbl €KEHEJENBHO B T€UEHUE 3 HEJENb
CIApHUBAIOTCA C MHTAKTHBIMU CAMKaMH; BCE MOJIONBITHBIE CAMKH YMEPTBIISIIOTCS U
COOTBETCTBYIOILIEE BPEMsI I1OCJIE CIIAPUBAHUS C CaMIIAMM; I10CJI€ BCKPBITHS CAMOK
MOJICYMTHIBACTCS YUCIIO )KUBBIX U MEPTBBIX SMOPHOHOB Yy Kax /10l OEpEeMEHHON CaMKH.

[IpencraBienue pe3yabTaToOB: MPOLEHT (EPTUIBHBIX CAMOK; CYMMapHOE YUCIIO
JKHBBIX ¥ MEPTBEIX YMOPHOHOB B TPYIINAX; 3HAYCHHE X CTATHCTHKU COOTHOLICHHS
KUBBIX U MEPTBBIX SMOPHOHOB B MOAOIBITHBIX U KOHTPOJIBHBIX IPyNIax Ha KaXI01

CTaJuu criepMaroreHesa (Heaene).

21. Y4eT reHHbIX MyTalluil Ha HHAUKATOPHBIX OAKTEPHUSIX C UCTIOJIb30BAHUEM
MJICKOTTMTAIOLIETO B KAYECTBE MPOMEKYTOUYHOIO XO35IMHA.

[Itammel. Mcnionb3ytores mrammbl Salmonella typhimurium TA1950, TA1534.
JKuBOTHBIE: MBIIIH.

VcneiTeiBaeTCs OAHA 1032 npenapara. Mcrnomns3yerces 1o3a /ot DL, win pasHas
100-kpaTHOM TepaneBTUYECKON 03¢ 11 yenoBeka. [IpenapaTel ¢ aHTHOAKTepUATIbHBIM
JerHCcTBUEM I1eJiecoo0pa3Ho HCTob30BaTh B po3ax: /DL, 1/10 DL, 1/100 DL50 ul

50° 50°
/1000 DL, ,, 4T0OBI ypOBEHb TMOEIN NHAUKATOPHBIX OakTepuil He npeBbimain 90%.

50°
[1yTh BBeZIEHUS, COOTBETCTBYET CIOCO0Y, PEKOMEHJOBAHHOMY IS UEeJIOBEKA.

KonTtponbsHas rpymnmna. TpeOyeTcsi BKIIIOUEHHUE B SKCIEPUMEHT TPYIII
HEraTUBHOT'O U MIO3UTUBHOIO KOHTPOJIA.

Pexxum BBeieHusi. 1 M1 KyJIbTypbl OaKTEpHil BBOAUTCS BHYTPUOPIOIIIMHHO, Cpa3y
K€ TIOCJIE BBEICHUS KYJIbTYpPbl BBOJST U3y4aEMOE JIEKAPCTBEHHOE CPENICTBO.
BHyTpuOpromMHHOE BBEIEHUE N3YYaeMOro npenapara AenarT yepe3 30 MUHYT nocie
BBEJCHUS KYJbTYPhl )KUBOTHOMY.

Mertonuxka. [Tocne 3 yacoBoif UHKYOaluy KUBOTHOE YMEPIIBIISIIOT Pa3pbIBOM
HIEHOTrO OT/eJIa MO3BOHOYHHUKA, BBOJAT BHYTPUOPIOIIMHHO Oydep, BCKPHIBAIOT
OpIOIIHYIO TTOJIOCTh U OTOMPAIOT U3 Hee OaKTepHaATbHYIO CyCIIeH3HI0. PacceBaroT
CYCIIEH3HIO Ha YAIIKU C CEJICKTUBHBIM arapom Jjisi MOJIy4eHHs YhCiia peBEPTAHTOB U,
10CJIE MTPEABAPUTEILHOTO PA3BEICHNUS, HA YAIIKH C MUTATEIbHBIM MSICONENTOHHBIM
arapom.

IIpencrasiieHne pe3ysIbTaTOB: UCXOJHBIE JAHHBIE, BKIIFOYAIOIIHUE YHCIIO
PEBEPTAHTOB HA YMCJIO BBDKUBIIUX OAaKTepUid; TUTP OaKTepUabHOM CYCIIEH3UH;
IIOKa3aTesb YUCila PEeBEPTAHTOB Ha MJI 110 JAHHOMY BapHUaHTY; IIOKa3aTelb YaCTOTHI
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VH]IYIHUPOBAHHBIX MYTallMi C UCHOJIb30BAHUEM CTATUCTUYECKOTO aHAIN3A C TOMOIIIBIO
KpUTEPUSL Y WIIKOKCOHA.

22. Yuer IHK-noBpexaaroiiero AeHCTBHUS.
[rammer: E. coli WP2 nukoro tuma u polA, recA-myTaHTHBIE.

Ho3b1. TpeOyeTcst ucneitanue 6 103 npemnapata. s aHTubakTepranabHbIX
penapaToB UCIOIL3YIOT B KaU€CTBE MUHUMAIHLHON KOHIIEHTPALIMK TY, TIPU KOTOPOM
Ha0II0/1ae€TCsl POCT MyTAHTHBIX IITAMMOB, @ MAKCUMAaJIbHOM KOHIICHTPAIUH -
UHTHOUPYIONTYIO pocT O6akTepuid. [[poMexxyTOUHBIMU SIBIISIIOTCS KOHIIEHTpaluu B 2 u 4
pas3a MEHbIIE MAaKCUMAIIbHOM.

Kontponshubie rpynibl. HeraTuBHbINM KOHTPOJIL (PACTBOPUTEINH) U MTO3UTHUBHBIM
KOHTPOJIb — BBEJICHHE coeMHeHHMs, BbI3bIBaroniero JJHK-nospexnarontuii 3pdekr.

Metonuka. KynbTypy ®u3HeCIOCOOHBIX OaKkTepuii TOOABISIOT K UCTIBITYEMOMY
XUMHUYECKOMY COeAMHEHHI0 U MHKYOupyroT nipu 37°C u teyenue 18 vac. s mydmieit
BUIMMOCTH pOCTa OaKTEpHil B CyCIIEH3UIO JOOABISIOT MHAUKATOP OPOMKPEO30T
MypITyPOBBIN, KOTOPBIM U3MEHSET CBOM I[BET OT rOJIyOOT0 K SKEJITOMY MPU U3MEHEHHUH
pH cpenpl 3a cuer pocta OakTepuid.

[IpencraBneHue pe3yabTaTOB: PETUCTPALIUS HAIMYMS WA OTCYTCTBUS POCTA
mTaMMa JIMKOTO TUIIA U MyTaHTHBIX OaKTEPUH MTPOBOAUTCS B TAOIUIIC 3HAKAMH «+
WU «-».

23. O06s13aTeNnbHOMY TECTUPOBAHUIO HA KAHIIEPOT€HHOCTD MOBEPTaloTCs BCE
HOBBIE JIEKAPCTBEHHBIE CPEJICTBA, CO CIEAYIOIIMMHI NOKA3aHUSIMMU:

1) mpumeHsieMble B Ka4eCTBE MPOPUIAKTUUECKUX, JI€4EOHO-KOCMETUYECKHUX,
PENEeNIEHTHBIX CPEJICTB U KOHTPAIIENITUBOB;

2) npeHa3HaYCHHbIE /1JIs1 IPUMEHEHUS B TEUEHUE BCEH KU3HU JUTUTEIbHBIMU
(Oonee 15 nHelt) NOBTOPHBIMU KypCaMH;

3) nmpeaHa3HAYEHHbIE ISl UCTIOIB30BaHUs 0€3 pelenTa Bpadya IUPOKUMH CIIOSMU
HACEJICHMUS;

4) nmpeaHa3HAYCHHBIC ISl TPUMEHEHUSI B IETCKOM MPaKTUKE, a TAKXKe JJIs
JedeHus: OEpEMEHHBIX KCHIIIMH U B TIEPUO/ JIAKTAIUH.

24, TGCTI/IPOBaHI/II-O KaHOCPOIrCHHOCTH HC ITOJICKAT JICKAPCTBCHHBIC CPCACTBA!

1) nuist TeyeHus 3M0KaYeCTBEHHBIX HOBOOOPA30BaHUN Y B3POCIIBIX;
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2) nyist neyeHus 3a0051eBaHUM, MPEACTABISIOIINX HEMOCPEACTBEHHYIO YIpO3y JUIs
KU3HH.

25. DKcriepUMeHTaIbHbIE KUBOTHBIE. BUJbl 1 TMHUM 71a00paTOPHBIX KUBOTHBIX
BBIOMPAIOTCS C YYETOM UX YCTOMYMBOCTH K MH(EKIIMOHHBIM 3a00JIEBaHUSM,
IPOJOJIKUTENBHOCTBIO )KM3HHU, CHOHTAHHOIO BBIX0J1a OIYXOJIEH, YyBCTBUTEIIBHOCTH K
U3BECTHBIM KaHIlleporeHaM. JKUBOTHBIE Pa3IMYHBIX BUAOB U JIMHUN UCTIOIB3YIOTCS B
[PEIBAPUTEIBHBIX UCIIBITAHUSAX U B XPOHUYECKOM SKCIIEPUMEHTE C yYE€TOM CBOICTB
UCCIIElyEMOT0 Ipernapara.

MeTtoabl ucciieJOBAaHUS.

[IpenBapurenbHoe n3yudenue. [IpoBouUTCS € LENbI0 ONPEACIICHUS YPOBHEH 103
JUTISL XpPOHUYECKOTO IKCIIEPUMEHTA.

N3ydenne ocTpoit TOKCUYHOCTU BEACTCS Ha HEOOJIBIIIOM YHCIIE dKUBOTHBIX C
LEJIBIO ONPEETIEHU 103 ISl CyOXPOHUYECKOT0 dKCIiepuMenTa. M3yuenue
CyOXpOHHUYECKON TOKCUYHOCTHU JaeT BO3MOXKHOCTh BHIOPATh MaKCUMAaJIbHO-
nepeHocuMyto 103y (MIIJ]) mist mpoBeaeHUsT XPOHUUECKOTO AKCIIEPUMEHTA.

’KuoTHbie. MIcnoyib3yI0TCS MBIIIIH, KPBICHI, XOMSIYKU. M3yueHne npoBOIUTCS HA
2-X BHJIaX KUBOTHBIX 000€r0 IMoJjia, 3I0POBBIX, 6-8 HEeJIeTLHOI'0 BO3pacTa.

Ywucno xuBoTHBIX: ['pymimbl Bkito4aroT o 10 )KUBOTHBIX 000€r0 moJia.

[TyTs BBeneHus1. BeriecTBo BBOAUTCS TEM K€ CLIOCOOOM, UTO U B XPOHHUUECKOM
skcriepuMenTte. [lepopanbHoe BBeieHHEe npernapaTa NpoBOAUTCS 30HA0M. BO3MOXKHO
CMEILIEHHE UCCIIENYEMOr0 Npenapara ¢ nuier wim sogou. ConepxaHne H3y4aemMoro
JIEKapCTBEHHOT'O CPEJICTBA B IHILE HE NpeBblacT 5%. BBenenue nzyyaemoro
JIEKaPCTBEHHOT'O CPEACTBA C MUIIEH WIIM MUTHEBOM BOJIOM PACCUUTHIBAECTCS
VUHAUBUIYAJIBHO Ha KaX10€ dKUBOTHOE MTOCIIE NMPEABAPUTEIBHOIO U3YUEHUS
CTaOMJIBHOCTH IIpenapara B yKa3aHHBIX YCIOBUSX.

YpoBeHsb 103. Mcnonb3yeTcsa He MEHEE TpeX 103. BbICOKas 103a BbI3bIBACT
HEKOTOPBIC MPU3HAKU TOKCUYECKOTO JEHCTBHS, MUHUMAJIbHAsI HE 00J1a/1aeT MOJOOHBIM
adexTom.

PexxuMm cBenenus. BemectBo BBoauTCs B TeueHue 90 gHel, exxenHeBHO. B ciydae
MPOSIBJICHUS KyMYJISITUBHOTO 3(pdhekTa, MpOoJ0KUTEIBHOCTh BBEICHUS YBEIUUMBACTCS.
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3KCHepI/IMeHTaJIBHI>Ie HCCIICAOBAHUA: e}I(e,HHeBHBII;'I OCMOTpP BCCX JKHUBOTHBIX,
CKCAHCBHOC B3BCIIMBAHHUEC BCCX ) KUBOTHBIX; MAKPO- U MUKPOCKOITMYCCKOC N3YyUCHUC
BCCX OpPraHoB U TKaHEH MaBIIUX >KUBOTHBIX U YMCPUIBJICHHBIX B KOHIIC 9KCIICPUMCHTA.

[IpencraBnennie pe3ybTaTOB: MAKCUMAJIbHAS 1032 B XPOHUYECKOM
AKCIIEPUMEHTE COOTBETCTBYET JI03€, BHI3BIBAIOLIEH B MTOJIOCTPOM OMBITE CHUKEHUE
IIPUPOCTA MACChI TeJla )KUBOTHBIX He OoJiee, yeM Ha 10% 1o CpaBHEHUIO C KOHTPOJIEM;
MaKCHMaJIbHAsI 1032 OMPEIEIAETCS A KaKI0TO BUJIA )KUBOTHBIX 000ETO ToJIa.

26. 3yueHune KaHIIEpOr€eHHOCTH B XPOHUYECKOM SKCIIEPUMEHTE.

JKupotHnsbie. Micmons3ytoTcst HE MEHEE IBYX BHIOB KUBOTHBIX 000ero mosa 6-8
HEJIEJIBHOTO BO3pacTa.

Yucno KUBOTHBIX. I'pymnIibl cocToAT HE MeHee, 4yeM U3 50 KUBOTHBIX 000€ro
nojna. Kaxxnas rpynna panIoMU3UPYETCsl B COOTBETCTBUU C MAacCOM Tella.

[Tyt BBeneHusd. [IyTb BBeIEeHUSI COOTBETCTBYET KIMHUUECKOMY Ha3HAUYCHUIO
npenaparta. [lepopanbHoe BBeZieHUE MTpernapaTa NpoBOAUTCS 30HI0M. Bo3MOkHO
CMENIeHUE UCCIIeyeMOro npemnapara ¢ nuiei uin Boaoi. CoaepxaHue u3y4aemMoro
JICKapCTBEHHOTO CPEJICTBA B MHUIIE HE TIpeBbImaeT 5%. BBenenue nuzydaemoro
JIEKapCTBEHHOTO CPEJICTBA C MUIIEH WM MUTHEBOM BOJOW pacCUMTHIBACTCS
WHJIMBUIYaJIbHO HA KaXX/10€ )KUBOTHOE MOCJIE MPEABAPUTEIHLHOTO U3YUCHHUS
CTaOMIIBHOCTH TIpenapara B yKa3aHHBIX yCIOBUSX.

VYposensb 1103. [TogonbITHRIE TPYNIIBI MOTYYAOT HE MEHEE 3-X YPOBHEW 103 7S
CaMIIOB M CaMOK Ha (DOHE COOTBETCTBYIOIINX KOHTPOJIBHBIX Ipymin. MakcumaibHas
71032 OMPEAEIISIETCS MO PE3yIbTaTaM MPEABAPUTEIBHOTO IKCIEPUMEHTA. MUHUMAIIbHAS
71032 COOTBETCTBYET cpeiHed(hPEeKTUBHOM A03€ 17151 KOHKPETHOTO BU/IA )KUBOTHBIX,
UCIIOJIb3YEMOT0 B XpPOHUYECKOM JKCIIEpUMEHTE. JKenaTenbHO ONpeaeeHne CpeaHen
JI03bI 110 MPUHIUITY T€OMETPUYECKOU MPOTPECCHUM.

KonTpousbHble rpynnsl. HeraTuBHbBINM 1 HHTAKTHBIN KOHTPOJIb.

[TponomxurensHOCTh BBeneHus. He menee 24 mecsiieB u He 6omee 30 mecsiien
JUTSL KphIC, HE MeHee 18 mecsitieB U He 6osee 24 MecsI1eB Jis MbIIIeH U XOMSYKOB MPU
eKEJITHEBHOM, BBEJICHHU.

Ilepuon nabmonenus. M3yueHue 3akaHuuBaeTcst yepe3 2-3 Mecsiia mnocie
OKOHYaHUs BBEJECHUs Npenapara. Eciiiu cMEpTHOCTh OT KyMYJISILMM NpeBbiaet 75% ot
MaJjoil 103bl, TO BCE BHKUBIIKME )KMBOTHBIE YMEPILBIISIIOTCS ¥ U3yYEHUE MTPEKPAIACTCS.
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CMepTHOCTBh OT MHTEPKYPPEHTHBIX 3a00seBaHui cocTaBiisger B npeaenax 50% mociue 24
MECSLIEB BBEJCHUS Npenapara 1 KpbIC U 18 Mecsaues Juisl MbIIIEH U XOMSYKOB.
[ToTepst )KUBOTHBIX B T€UEHUE IKCIIEPUMEHTA OT KaHHUOanM3Ma He npesbimaet 10% ot
00I11ero ymcia B rpyrire.

DKCIEpUMEHTAIBHBIE UCCIIEIOBAHNUS: €KEJHEBHBIN OCMOTP BCEX KUBOTHBIX B
KaX/10H TPYIIIE; eXKEHEIeIbHOE B3BEIINBAHNE B IIEPBbIE 3 Mecsla BEACHUS, B
nocliieayronme cpoku 1 pa3 B 4 Heenu; BCKPhITHE, MAKPOCKOIIUYECKOE U3YUEHHUE U
THCTOJIOTMYECKOE MCCIIEI0BAaHUE OPTaHOB M TKAaHEW BCEX MABILUX KUBOTHBIX.

O06s13aTenbHO MAKPOCKOITMYECKOE UCCIIC0BAaHNE BCEX OPTaHOB M TKAHCH.
['ucronornyeckomy MCCIETOBAHUIO MOABEPralOTCS CICAYIONIME OPTaHbl U TKaHU: KOXKa,
MOJIOYHBIE JKeJe3bl, TMMGAaTHUSCKUE y3JIbl, CIIFOHHBIC JKEJIe3bl, IPYIMHA, KOCTHBIM MO3T,
TUMYC, Tpaxesi, JErKue, CEPALE, IMTOBUAHAA U MapalluTOBUIHAS JKeJie3a, SI3bIK,
MUILIEBO/, )KENYIOK, 12-MepCcTHas KUILKA, IEYEHb, NOIKETYI0YHAS KENe3a, CEIE3CHKA,
MMOYKH, HAAIIOYECYHUKH, MOYEBOM MMy3bIPb, CEMEHHBIC My3bIPbKH, ITPOCTATA, AUYKH,
SIMYHUKU, MaTKa, BJarajuliie, riaza, Mo3r, Tunogu3, CIMHHON MO3T U JPyTyUe OpraHbl U
TKaHU C BBIPAXKCHHBIMU MAKPOCKOIMMYECKUMU U3MEHCHUSIMU.

Ymuparonue 1 6071bHBIC )KUBOTHBIC H30JIUPYIOTCS, YMEPTBIISIOTCS,
IIOJBEPrarOTCs BCKPBITUIO, OIUCHIBACTCS MAKPOCKOIIMYECKH, OPTaHbl U TKAaHU
MOJABEPTHYTHI TUCTOJIOTMYECKOMY UCCIICTIOBAHUIO. BBISBJICHHBIE U3MEHECHUS B BUJIE
OIYyXOJIEW BKJIFOYAIOTCS B ONMCAHUE MMOBPEXKACHNUN, NCCIEN0BAHbI MAKPOCKOIINYECKU U
TUCTOJOTUYECKU. [10 BO3MOXKHOCTH, KENATEIBbHO MPOBECTH aHAIN3 KPOBHU.

[Ipu OKOHYaHMU UCCIEI0BAHMS BCE BBIKUBIIME B KAXKI0U IpyIme
YMEPILBISIOTCS, OJBEPTAIOTCS BCKPBITUIO, MAKPOCKOITMYECKOMY 00CIIETOBAHUIO.
I'ucronornyeckoe n3y4eHue BCEX OPraHoOB IIPOBOJUTCS ISl BCEX KUBOTHBIX,
NOJIy4aBIIMX OOJBIIYIO 103y, U KOHTPOJIbHOU rpymnmsl. [Ipu oOHapyxeHun
CYILIECTBEHHBIX Pa3JINUMii B YaCTOTE€ BOSHUKHOBEHUS OIYXOJIEH 11O BIMSHUEM
0O0JBIION O3Bl 10 CPABHEHUIO C KOHTPOJIEM, TUCTOJIOTMYECKOMY HUCCIEA0BAHUIO
IIOJIBEPTarOTCs BCE OPTaHbl M TKAHU KUBOTHBIX APYTHX MOJONBITHBIX IPYIIIL.

Kitacchl TOKCHIHOCTH BEIIECTB B COOTBETCTBUHU ¢ MOIU(MDHUITUPOBAHHOM
kiaccudukanueid Opranuzaiuy SKOHOMUUECKoro coaeiicTus U pazsutus (OECD)

Knacc | CreneHb TOKCHYHOCTH DL, mr/kr CL50, ppm

Buyrpmxenynouno | Hakox- Hoaxox- Buytpubprommnao | Bhyt- Wurananuonno
HO HO pu

BEHHO
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[Ipunoxenue 6
Kk CrangapTy HaJuIexKalen
naboparopHoit npaktuku (GLP)

PykoBoacTBo o npuMenennio Ctanaapra aJisi OpraHu3aiuu U MpoBeIeHMsl
MHOTOLIEHTPOBBIX UCCJIeT0BAHUI

1. Pemienue o npoBeI€HMU MHOTOLIEHTPOBOT'O UCCIIEA0BaHUS PACCMATPUBAETCS
CIIOHCOPOM M0CJIE KOHCYJbTUPOBAHUS C PYKOBOJCTBOM HCHBITATEIBHOM 1a00OpaTOpUH,
BbIOpaHHOM CIIOHCOPOM IE€peJ 3alyCcKoM HccieaoBanus. Mcnonas3zoBanue
MHOT'OYHCIIEHHBIX UCIBITATENbHBIX IUIONIAZ0K YCIOKHAET CTPYKTYPY UCCIEN0BaHUS U
3a7]a4M PYKOBOJICTBA, YTO MIPUBOJUT K JOIOJTHUTEIIBHBIM PUCKAM IS LIEJIOCTHOCTH
uccnenoBanus. [[03ToMy BaKHO OILIEHUTh BCE MOTEHIMAIBHBIE YTPO3bl, KOTOPHIE
IPEICTaBIIIET MHOTOLEHTPOBAs KOH(QUTYpalus JUIsl LIETIOCTHOCTH UCCIIEA0BAHMS,
Pa3bACHUTH (PYHKIIUU U CBECTH K MUHUMYMY pucku. CienyeT BCECTOPOHHE U3YUHTh
TEXHUYECKYI0, HAYUYHYIO JKCIIEPTU3Y, CTATYC COOTBETCTBUS CTaHIapTy, PECYpCHI U
KOMMEPUYECKYIO )KM3HECTIOCOOHOCTh BCEX HCTBITATENbHBIX IUIOIIA0K, KOTOpbIe OyayT
3a/ICMICTBOBAHBI B HCCIIEIOBAHUHU.

2. O0s3aTeNBHBIM YCIOBHEM YCIICIITHOTO MPOBEICHUST MHOTOIIEHTPOBOTO
WICCJICIOBAHUS SIBISICTCS] OCBEIOMJICHHOCTh BCEX CTOPOH O CBOUX (QyHKIUSX. UTOOBI
pacnpenenuTh 3T PYHKIIUU U CIPABUTHCS C KAKUMHU-TNOO0 COOBITUSIMH BO BpEMS
IIPOBEICHUS UCCIICOBaHUS, KpaitHe BaXKHO HAJIAAUTh MOTOK HH(PpOpMAIUU 1
3¢ (HEKTUBHYIO CBSI3b MEXAY CIIOHCOPOM, PyKOBOJACTBOM HA IJIOMIAIKAX,
PYKOBOIHTENEM HCCIeA0BaHus, BeAy M uccienoBateneM, COK u nepconaiom
UCCIICIOBAHMS

3. MexanusM cBsI3M Ji1 UHPOPMAIUH, CBI3aHHOU C UCCIIEIOBAHUEM,
IIPEBAPUTEIBHO U IOKYMEHTAJIBHO COTJIACOBBIBAETCS MEXKAY 3TUMU CTOPOHAMM.

4. PykoBouTeNb HCCIIEOBAHUS TTOJIy4aeT MHPOPMAIIHIO O XOJI€ UCCIIEIOBAHUS
Ha BCEX IUIOMIAKaX.

5. CnoHCOp Ha3HAYaeT UCCIEOBAHUE JIJIsl UCTIBITATEILHOM J1ab0paTopuu.
PykoBoACTBO HCIIBITATENBHOM JIA0OpATOPUM Ha3HAYAET PYKOBOJUTENS UCCIEIOBAHUS,
KOTOPOMY HEOO0s3aTeIbHO HAXOIUThCS Ha IUJIOMIAJIKE, T/Ie TPOBOAUTHLCS OOJIbIIas 4YacTh
AKCIEPUMEHTAIbHON paboThl. Pellienne o mpoBeaeHun padoT MO UCCIIEIOBAHUIO Ha
JIPYTUX TUIOMIAIKaX OOBIYHO MMPUHUMACTCS PYKOBOACTBOM HCIIBITATEILHOM
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P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 21.04.2023

1a00paTOpUM NOCIIE KOHCYJIBTALMK C PYKOBOJUTEIIEM UCCIIEI0BAHUS U CIIOHCOPOM,
€CJIM 3TO HYXKHO.

6. Eciiu pykoBoAHTENb MCCIEAOBAHMS HE BBIOIHIET CBOM (DYHKITUU B
UCIIBITATEILHOM TIJIOIMIA/IKE IO MPUYHUHE €€ reorpaduyecKoi Wik OpraHUu3aliMOHHOM
OTJAJICHHOCTH, BO3HUKAET HEOOXOUMOCTh Ha3HAYUTh BEAYLIEr0 UCCIIEIOBATEIIS Ha
UCHIBITaTEeNbHOM TUIONIaAKe. McnonHenue GyHKIMI HEBBIMOIHUMO 10 IPUYKHE
BPEMEHHBIX 3aTpaT Ha MPOE3/, YACOBBIX ITOSCOB WM 3aJEPKEK C SI3bIKOBBIM
nepeBoioM. ['eorpaduueckast OTJAICHHOCTh OTHOCUTCS K PACCTOSTHUIO UITH
HEO0OXOJIMMOCTU OJHOBPEMEHHO YACNISITh BHUMaHUE 00Jiee UeM OJHOMY MECTY
HaXOXJICHUS.

7. PyKOBOJCTBY HCTIBITATEIHLHOM JTAOOpATOPUHU CIEAYET CITIOCOOCTBOBATH
TPYIOBBIM B3aHMOOTHOLIEHHUSIM C PYKOBOJICTBOM UCIBITATEIBHOM IIJIOMIAJIKHU C LENBIO
obecrnieueHus1 1IeTOCTHOCTH ucciegoBanusd. [IpenoyTeHus pa3inuHbIX Y4aCTBYIOITUX
rpyni 100 KOMMEPYECKHUE TOTOBOPHI U COTJIAIIECHUSI O KOHPUACHIIMAIIBHOCTH HE
MOTYT MPENITCTBOBATh 0OMEHY MH(pOopMaIiel, Hy>KHOM JIJIs1 HaJ[JIeKAIIEro MPOBEICHUS
VICCIICIOBAHUS.

8. CrioHcop:

1) cioHCOp B COOTBETCTBUM C NpriiokeHueM S k CTaH1apTy BHUMATENbHO
U3Yy4aeT PEUIEHUE O MPOBEJACHUN MHOTOLIEHTPOBOT'O UCCIIEA0BaHUS MTOCIE
KOHCYJIbTallUM C PYKOBOJICTBOM HCHIBITATENHHOM JIa0OpaTOpUH JI0 3aImycKa
uccienoBanus. CIIOHCOPY CJEeAyeT ONPEeUTh, TPEOYeTCs U COOTBETCTBUE
CranaapTy ¥ IpUMEHSIEMOMY 3aKOHOJIaTeNbCTBY. CIIOHCOPY CEAYyeT MOHUMAaTh, YTO B
pe3ynbTaTe MHOTOIICHTPOBOTO UCCIIEIOBaHUS OyIE€T COCTaBJICH OJIUH 3aKITFOYUTEIIbHbBIN
OTYET;

2) COHCOPY ClIEAYET ObITh OCBEJOMIIEHHBIM O TOM, YTO €CJIM IIJIOLIa/IKa
JEHCTBYET B KAYECTBE UCIBITATEIBHOM JIa0OPaTOPHH, BBIIONIHSS a3y
MHOTOLIEHTPOBOI'O HCCIIEA0BaHMs, €€ ONEpallii U MIEPCOHAI, 3aI€CTBOBAHHBIN B
UCCIIEJOBAHUH, TIOJJIEKAT KOHTPOJIIO CO CTOPOHBI PYKOBOAUTENS HCCIen0BaHus. B
3aBUCUMOCTH OT CUTYAIIMH, BKIOYAET BU3UTHI PYKOBOJCTBA UCIIBITATEIBHON
nabopaTopuu, pyKOBOJIUTEINS UCCIIEI0BaHUS U (WJIN) MHCIIEKIUH TJ1aBHOT'O
cnenuanucta no OK. PykoBoauTens vccieqoBaHus yKa3bIBA€T, B KAKOM 00bEME
ucclieJoBaHue cooTBeTCTBYeT CTaHapTy, BKIIOYas Jr00yI0 paboTy, IPOBOAUMYIO
CIIOHCOPOM.
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9. PYKOBOJCTBO MCHBITATENBHOM JJAOOpATOPUN OA00PSIET BHIOOP UCIIBITATEIBHBIX
wiomaaok. PaccmatpuBaemelie BOIPOCHI, TOMUMO IIPOYEro, BKIKOYAKOT IPAKTUIHOCTD
YCTaHOBJIEHHUS CBs3H, cOOTBeTCTBUE Meponpusatiii COK u Hannuue noaxoasuiero
00opy0BaHus U 3KCepTU3bl. PyKoBOACTBO HCTIBITATENbHOM Ta00paTOpUn Ha3HAYaeT
riaBHoro crnenuanucta no OK, koropeiil orBevaeT 3a OK Bcero ucciaegoBaHus.
PykoBozcTBO HcTbITaTeNbHOM JIabopaTopun uHGOopMUpyeT Bee noapazaenenus OK
UCIIBITATEIbHBIX MIOMA0K O MECTE HaX0XKIEHUS TIIaBHOTO crienunanucta no OK.
Hcnonb3oBaHre UCTIBITATENLHOM TUIOHIAAKK OPOPMIISETCS JOKYMEHTAJIBHO.
PykoBOACTBO McHBITATENBHOM JJAOOPATOPUN YBEAOMIIIET PYKOBOJICTBO UCIIBITATEIbHON
IUIOLIAAKK O TOM, YTO OHA NMPU HEOOXOAUMOCTHU MOABEPTHETCS MHCIIEKIINU
YIOJIHOMOUYEHHOT'O OpraHa CTpaHbl, IJIe HaXOAUTCS UCHbITaTeabHas Iiomaaka. Eciu B
ATOH CTpaHE HET YHOJHOMOYEHHOIO OPraHa, UCIbITATENIbHAS TUIOIIA/IKA TOJABEPTHETCS
MHCIEKIMH YITOJIJHOMOYEHHOI'O OpraHa CTpaHbl, B KOTOPO# Oblia MojaHa 3asBKa Ha
UCCIIEI0BAaHNUE.

10. PykoBOACTBO HUCIBITATENIBHON TIOIIAAKHA OTBEYAET 3 MPEIOCTABICHHUE
COOTBETCTBYIOILIUX PECYPCOB JUIs IUIOMIAAKHU U 3a BBIOOP BEAYIIETO UCCIIEN0BATEINS C
HaAnexaiei kpanudukanueil. Eciau Bo3HHKaeT He0OX0IMMOCTh 3aMEHUTDH BEYIIETO
UCCIIeI0BATENs, PyKOBOJCTBO MCIBITATEIbHON IIJIOIIAIKH Ha3HAYAECT 3aMECTUTEIIS
BEJYILETO UCCIENOBATEIIA ITOCIIE KOHCYIbTAlUU CO CIIOHCOPOM, PYKOBOJUTEIIEM
UCCIIEJIOBAHUS U PYKOBOJCTBOM HCHBITATENbHOM 1TaOOpaTOpUH, €CIIU ATO HYKHO.
ITonpoOHBIe cBENEHMS IPEACTABISAIOTCA PYKOBOAUTENIO UCCIIEIOBAHNS CBOEBPEMEHHO,
YTOOBI IPUHATH MOMPABKY K MIPOTOKOITY, IJIaHy, IPOTpaMMe UCCIIeI0BaHUSI.
3aMeCTUTEIb BEYIIEr0 UCCIIEI0BATENS OLEHUBAET CTaTyC COOTBETCTBUs CTaHaapTy
paboThI, BHIMOTHEHHOW 1O BPEMEHH €T0 3aMEHBI.

11. PykoBoauTens ucciie10BaHus:

1) obecrieunBaeT NpUEMIIEMOCTh BEIOPAHHBIX UCTIHITATENbHBIX TUIOMIAI0K. [{1s
ATOTO TPEOYIOTCS BU3UTHI HA UCIIBITATEIbHBIE TJIOMIAIKH M BCTPEYH C TIEPCOHAIOM
HCITBITATEIILHBIX TIOIAJ0K;

2) Ecnu pykoBOauTEb UCCIEIOBAHUS CUMTAET, UTO OH (OHA), caM (cama)
BO3MOXHBIM HAMPSMYIO KOHTPOJIUPOBATH PAOOTY, KOTOPAs BRITOTHIETCS HA OJTHOM W3
UCIIBITATENbHBIX IJIOMIAI0K, 6€3 HE0OXO0IMMOCTH Ha3HAYEHUS BEIYIIETO
UCCcleioBaTens, OH (OHA) M3BEIIAET PYKOBOACTBO UCIBITATENIbHON 1a00paTopuu o
TaKOW BO3MOYKHOCTH. PyKOBOJICTBO HCTIBITATEIILHOM J1TA00OPATOPHUU 00CCIIEeYNBaCT
OpraHu3alnio cooTBeTcTBYIOIIEro MoHuTopuHra OK Ha 3Toil momanake. 1o



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 03.04.2023
aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 21.04.2023
o ‘ a [ ¥ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 03.04.2023

PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC I[aTa CKAUMBAHUS 21.04.2023

BeITTOJTHAETCA oTaesl OK caMoil McobITaTeNbHOM TUIONIAIKHA WITH TJIABHBIA CHEIUAIACT
o OK;

3) oTBeuaeT 3a yTBEpKACHHUE MPOTOKOJIA, TIaHa, IPOrpaMMbl UCCIIEJOBAHMUS,
BKJIIOYasi 00beIMHEHHE YacTel padoThl BEIyIIMX UccienoBareneil. PykoBonurens
UCCIIEZIOBAHUS 0100pseT U BHOCUT TOIPAaBKU U MPU3HAET OTKIIOHEHHSI OT MPOTOKOJIA,
TUTaHa, TIPOTPaMMbI UCCIICIOBAHHMS, BKIIIOUAsi COOTBETCTBYIOIINE paOOTHI,
BBITIOJTHsIEMbIE Ha MecTaX. PykoBoIUTENb HCCIeI0BAaHUS OTBEYAET 3a TOYHOE
UH(OPMHUPOBAHUE BCETO MEPCOHANA O TPeOOBAHUAX K UCCIEIOBAHUIO U 00ECIIEYMBACT
JOCTYIMHOCTh MPOTOKOJIA, TUTaHAa, IPOTPAMMBI UCCIIETOBAHUS U MOTPABOK I BCETO
COOTBETCTBYIOILIETO MIEPCOHAIA;

4) ycraHaBIUBaET, MPOBOJUT TECTUPOBAHUE U TEXHUUECKOE OOCITy KIBaHHE
CHCTEM CBSI3U MEXJly HUM CaMHUM U KaXXIbIM BEAYIIHUM HcciienoBareneM. B ciaydae
reorpauueckoil OTJaNEeHHOCTH APYT OT APYyTa, TPEOYyEeTCsl yUUTHIBATh Pa3HULLY B
4aCOBBIX MOsACax. PyKoBoAUTENb UCCIIEA0BAHNS TOAAEPKUBAET IIPSIMOU KOHTAKT C
KQKJIBIM BEYLIMM HCCIIEIOBATENIEM, & HE Yepe3 MOCPEIHNKA, KPOME CIIy4aeB, KOT1a
3TO HEBO3MOKHO (HampUMep, HEOOXOIUMOCTD B S3BIKOBBIX MEPEBOTUHKAX);

5) Ha npoTskeHn# BCEro HUCCIICIOBAHUS PYKOBOAUTEh UCCICAOBAHUS OyACT
JOCTYIICH IS BEAYIIUX HCceaoBareiieil. PykoBoauTeNb NCCISA0OBAHMS COJICHCTBYET
KOOPJIMHUPOBAHUIO U COTIIACOBAHUIO TTO BPEMEHH COOBITHIA U TTEPEMEITICHUIO P00,
00pa3IoB WU JAaHHBIX MEXTY TIIOIIAIKaMU, U 00CCIIEYUTh, YTOOBI BETyIITHE
WCCIIeIOBATEIN TIOHUMAJTH TTOCIICIOBATEIHPHOCTD MPOIIEAYP XPAaHCHUS;

6) MoJEP)KUBAET KOHTAKT C BEIYITUMHU UCCIIEIOBATEIIIMU OTHOCUTEIIHLHO
pe3yabraroB nHcnektTupoBanuss COK ucnbpiTaTeNnbHBIX IIOMIAA0K, €CJIH HYKHO. Bee
KOHTAKThI, KACAIOIIUECS ITUX PE3YJIbTATOB, MEXKAY PYKOBOJIUTEIEM UCCIECIOBAHNS U
BenyumMu uccienoBarensmu win COK ucnbitaTensHOM M10maaku ohopmIsieTcs
JIOKYMEHTAJIbHO;

7) obecrieunBaeT MOArOTOBKY 3aKJIFOUUTEIHLHOTO OTYETA C YYETOM MAaTEpUasoB,
MOATrOTOBJIEHHBIX BEAYIIMMU UCCIICA0BATEIAMU;

8) cinexyet obecrneunTh, YTOOBI 3aKITIOUUTEIIBHBIN OTYET OBLI MIPEACTaBICH
riapHoMy criermanucty mo OK it uHCiekuu. PyKkoBOAUTENh NCCIICTOBAHMUS
TIOJIMUCHIBACT 3aKTFOYMTEIIBHBINA OTUET ¥ CTABUT Ha HEM JIaTy, M OTBEYAET 32 TOYHOCTh
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JTAHHBIX U YKa3bIBA€T, B KAKOM 00bEeMe HCClieIoBaHuE COOTBETCTBYeT CTaHaapTy. ITO
YaCTUYHO OCHOBBIBBIBAETCS HA MMChbMEHHBIX TAPAHTHSX, IPEJICTABICHHBIX BEIYyLIUM
UCCIIeI0BATENEM;

9) Ha mIonaaKax, rie BeAYIIUA UCCIIeIOBATENIb HE HA3HAUCH, PYKOBOIUTEIh
UCCJICIOBAaHUS KOHTAKTUPYET HANIPSIMYIO C TIEPCOHATIOM, ITPOBOISAIITUM PabOTy Ha ATUX
IoMAAKax. ITOT MepcoHas 0003HaYaeTCs B IPOTOKOJIE, IJIaHEe, IPOrpaMMe
VCCIIEIOBAHUS.

12. Bexymuii ncciie10BaTeb:

1) neficTByeT OT UMEHU PYKOBOJUTEINS UCCIIEJOBAHUS B TEUEHUE MOPYUYEHHON
emy (a3bl 1 oTBeUaeT 3a obecneuenne codmoenns Ctanaapra s 3Tou (asbl.
OTkpbITBIE paboYyre OTHOIICHHS MEX]y BEAYILIMM HUCCIIEI0BATENEM U PYKOBOIUTEIEM
UCCJIEI0BaHNs, OCHOBaHHbIE HAa IPUHIMIIAX COTPYIHUYECTBA, SIBJISIOTCSA KpaliHe
Ba)KHBIMU;

2) UMETh B HAJIMYUU TOKYMEHTaJIbHO O(DOPMIIEHHOE COTJIAIIEHHE O TOM, YTO
BEIYIIUNA UCCIEA0BATENb OYIET BECTU MOPYUEHHYIO eMy (pa3y B COOTBETCTBUU C
IIPOTOKOJIOM, IUTAaHOM, ITporpammoit uccnenoanus U Crangapry. Iloanuce Benyiero
UCCIIEN0BATENS HA IPOTOKOJIE, IJIAHE, TPOTPAMME UCCIIEA0BAHUS ABIISIETCS
IPUEMIIEMBIM JOKYMEHTAIBHOM MOJATBEPKIACHUEM 3TOMY;

3) OTKJIOHEHHUS OT MPOTOKOJIA, TJIaHa, mporpaMmbl ucciaeaoBanus uinu COIl,
OTHOCSIIIMXCS K UCCIIeIOBaHNIO, 0(OPMIISIETCSI TJOKYMEHTAJIbHO Ha UCTIBITATeIIbHON
IJIOIAJIKE, TTOITBEPIKIACTCS BEYIIIMM UCCIEA0BATEIEM, O HUX CIIEIYET TaKkKe
COOOIINUTh PYKOBOJUTEIIO UCCIICTIOBAHUS 1 CBOCBPEMEHHO OJIYYUTh €ro
MOATBEPKACHUE;

4) mpencTaBisieT pyKOBOAUTEIIO UCCIICIOBAHHUS MaTEPHAIIbI, TIO3BOJISIONINE
MOJITOTOBUTH 3aKITIOUYUTEIHHBIA OTYET. DTH MAaTEPUAITBI BKIIFOYAIOT B CE0sI MICHbMEHHYTO
rapaHTHIO OT BEAYIIETO HCCIIEIOBATEINS, TTOITBEPKIAIONTYI0 COOTBETCTBHAE HACTOSIIIM
npaBuiiaM pabOoThl, 32 KOTOPYIO OH (OHA) OTBEYAET;

5) o0ecnieunBaet, 4YTOOBI BCE JAHHBIE U 00pa31bl, 3 KOTOPbIE OH (OHA) ObLIH
nepeaaHbl PyKOBOAUTENIO UCCIEA0BAaHUS WM B apXUB, KaK OIUCAHO B IPOTOKOJIE,
IU1aHe, IporpamMMe ucciieoBanus. Eciu oHU He epeanbl pyKOBOIUTEIIO
UCCIIEJIOBAHUS, BEAYILIUI UCCIIEI0BATENb YBEAOMIISIET PYKOBOJUTENS UCCIICOBAHUS O
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TOM, KOTJIa ¥ TJI¢ OHM OyIyT CIaHbl B apxuB. Bo BpeMs uccieoBaHus By AN
UCCJIeIOBATENb HE YTUIU3UPYET Kakue-I11u00 00pasiibpl 63 mpeaBapuTeIbHOTO
MTUCEMEHHOTO Pa3pelIeHHs pPyKOBOAUTEIIS UCCISIOBAHMS.

13. Ilepconan uccienoBaHus:

1) Becb npodeccuoHaIbHBINA U TEXHUYECKHUI MepCOHAI, y4aCTBYIOIIUN B
MPOBEJCHUHU UCCIIEIOBAHUS], UMETh B HAIMYUHU JTIOJXKHOCTHBIE MHCTPYKIIUU U JOKYMEHT
00 00y4eHNH, KBAIM(PUKAITUN U CTaKe padOThI, TOATBEPKAAOIINNA UX CIIOCOOHOCTH
BBITIOJTHATh Ha3HAYEHHbIE UM 3ajaHust. Eciu TpeOyercs, yToObI epcoHan
uccnenoanus cienoBai COIL, yTBepKAECHHBIM IJIsI APYTOM UCBITATEIBHOM
IJIOIIAJIKH, JIF0O0€ Tpelyroliee TOMOJIHUTEIbHOE 00yueHue 0hopMIIsIETCs
JTOKYMEHTAJIbHO;

2) Ipu HAJIMYUM HECKOJIBKMX TUIOIIAIOK, T/I€ BpEMEHHO HAHSTHIN ITepCcoHall
BBITIOJTHSIET aCIeKThI MPOBEACHUS UccaeoBaHus. Eciy 3Ty unia moxyyusiv Uid BBEJIH
UCXOJIHbIC JJAHHBIE, CIEAYET COXPAHUTh 3aMUCH 00 X KBaTu(dUKALIUK, OOyYCHUU U
cTaxke paboThl. Ecu Takue nuiia BRIMOTHSAIOT OOBIYHBIC ONEpAaIlfK, TAKUE KaK, YXOJI 3a
J1a00paTOPHBIMU KUBOTHBIMU, MOJICKAIINE HA30PY CO CTOPOHKI OoJiee
BBICOKOKBAIU(DHUITMPOBAHHOTO TIEPCOHAA, TO TAKUE 3alIMCH 00 ITHUX JIUIaX HE
TpeOYIOTCS.

14. Cnenyet TmiatenbHO CIIaHUPOBaTh U oprann3oBath COK MHOTOIIEHTPOBBIX
UCCJIEIOBaHUM, YTOOBI 00ECIEUUTh COOMI0ACHUE O0MX MpuHIMNoB CtangapTa s
JaHHOTO uccienoBanus. [lockonbKy B HAIMYMKM UMeeTcst 60s1ee 0OHOM IIIOIAKY,
BO3ZHUKAIOT MPOOJIEMBI C OpraHU3alMEeN HECKOJIBKUX YIIPABICHUECKUX CIYKO U
nporpamm OK.

15. I'maBssbii cnenmanuct mo OK:

1) mognepxkuBaeT KOHTAKT ¢ oTAenoM OK ncmpITaTeIbHON IIOMIAIKH, YTOOBI
obecnieunTh nHCHekTupoBanue OK Ha MPOTSKEHUU BCETO UCCIICIOBAHMUS;

2) oco00e BHUMaHUE CeAyeT yIeasaTh (GYHKIMOHUPOBAHUIO U BEJECHUIO
JIOKYMEHTAIINH, OTHOCSIIEHCS K B3aUMOJICUCTBUIO (KOHTAKTaM) MEX1y TJIOIIAIKaMHU.
YnoanomoueHHocTh 32 OK Ha pa3nuyHbIX MIONIAJKaX YCTAaHABIUBAIOTCS 0 Havaja
AKCIEPUMEHTALHON PabOThl HA ATUX IUIOIIAJIKAX;

3) obecnieunBaeT NpoBeAeHNE MPOBEPKU MIPOTOKOJIA, IJIAHA, TPOTPAMMBI
UCCJIEIOBaHUS U NHCIIEKTUPOBAHNE 3aKIIOYUTENBHOTO OTYETA HA COOTBETCTBUE



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 03.04.2023
aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 21.04.2023
o ‘ a [ ¥ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 03.04.2023

P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 21.04.2023

Crangapry. MacnektupoBanne COK 3aBepmaroniero oraera BKIOYAET IPOBEPKY TOTO,
BKJIFOUYEHBI JIN MaTepHabl BEIYLIEr0 UCCIIEIOBATENA (B TOM YUCIIE JOKA3aTENbCTBA
obecrieueHus1 KaueCcTBa Ha UCIIBITATEILHOM IIJIONIA/IKE) B COCTAB OTYETa HaJIeKAIIUM
obpazom. ['maBuebIi cniermanuct o OK obecneunBaet nmoaroroBky 3axiouenns COK B
OTHOIIICHUH pabOThI, BHITIOJHEHHOM Ha UCIIBITATEILHOM TUIONIAKE, BKITIOUAs
saxiroueHnst COK co Bcex nenbITaTENbHbBIX IIOMA0K WIIM CCHUIKA HA HUX.

16. COK wucrsITaTeIbHON TIIOIAKH

1) 0OBIYHO PYKOBOJICTBO KaKJOM MCIIBITATENBHON IJIOIIAKA OTBEYAET 32
COOTBETCTBYIOIIIEE OOECIIeueHNEe KaueCcTBa B OTHOLIEHUH YacTH UCCIIEIOBaHMs,
npoBeneHHoM Ha muonaake. COK Ha ka0l UCHBITaTeNbHOM TUIONIAIKE MPOBEPSET
pazziensl MPOTOKOJIA, IUIaHA, IPOrPAMMBI UCCIIEI0BAHMS, OTHOCSIIHUECS K OIEepalusM,
BbINOIHsIEMBbIM Ha momaake. COK XpaHUTh KOMUIO yTBEPKIEHHOIO IPOTOKOJIA,
IUIaHAa, IPOrpaMMbl HCCIIEOBAHUS U TIONPABOK K MPOTOKOITY, IJIaHYy, IPOrpaMMe
UCCIIEI0BAHNS;

2) COK Ha ucnpITaTeIbHOM IJIOMIAJIKE HHCIIEKTUPYET OTHOCSIIYIOCS K
UCCIIeIOBAaHUIO paboOTy Ha CBOEH IIoNIaaKe coryiacHo cBouM codctBeHHbIM COIl, ecu
WHOE He TpeOyeTcs Mo yKa3aHHIO TIaBHOTO crienuanucTa o OK, mpu 3Tom oH
CBOEBPEMEHHO COCTABJISET OTYETHI O JIFOOBIX Pe3yJIbTaTax WHCIEKIIUA B TUCEMEHHOM
dbopme B agpec BeAyIIEro UCCIe0BaTENsI, PYKOBOACTBA UCTIHITATEILHOU ITOIAAKH,
PYKOBOJHUTENISI UCCIISIOBAHMSI, PYKOBOJICTBA UCIIBITATEILHOM JJaOOpaTOPUH | TJIABHOTO
cneruanucta 1mo OK;

3) COK Ha ucnpITaTenbHOM MIONIaIKE HHCIEKTUPYET YacTh pabOThI MO
UCCJIEIOBAaHUIO, BBIIIOIHAEMYIO BEAYIUM HccaeaosareneM, cornacHo COII coeit
VCIIBITATEIIbHOM TUIOLIAIKU U IPEICTABIATh 3aKI0YEHUE, OTHOCSIIEECS K
nestensHocTy 110 OK Ha McnbITaTeIbHOM IUIONIAKE.

17. MHOTOIIEHTPOBOE HCCIIEIOBAHUE, 1JISI KOTOPOTO Ha3HAYEH OJUH JIM0O
HECKOJIBKO BEIYIIUX HCCIIeIOBATENIEH, UMEEeT OCHOBHOM rpaduk paboT Bcex
3a/ICMICTBOBAHHBIX MCIBITATEIBHBIX TIIOMAT0K. O0ECneunTh BHIMIOJIHEHUE 3TOTO —
3a/iaya pyKOBOJICTBA UCIIBITATEIILHOM JIA00OPATOPUH B PYKOBOJICTBA UCTIBITATEIHLHOM
TUTOLIA/IKH.

18. B ocHOBHOM rpaduke padoT 0003HaYaeTCsl yHUKAIbHOE
UJEHTU(PUKAIIMOHHOE Ha3BaHUE UCCIIEOBAHUS, a TAKXKE, €CJIM HY>KHO, IEPEKPECTHHIC
CCBUIKH Ha UJICHTU(DUKAIMOHHBIC HA3BAaHUS UCIIBITATENbHBIX IJI0Ma0K. Ha ocHOBHOM
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rpaduke paboT oTpaxkaeTcsi pyKOBOAUTENb UCCIEAOBaHMs, a Ha rpaduke padboT KaxKaou
MCTBITATEIILHON TUIOIAJIKM — COOTBETCTBYIOIIMHI BEAYIIUN UCCIIEA0BATEND.

19. Ha ocHoBHOM Tpaduike paboT, HAXOASIIEMCs Ha BCEX IJIOMIAIKAX,
yKa3bIBaeTCs J1aThl Hayasia u 3aBepiieHus ¢a3 padoT, 3a KOTOPYIO OHU OTBEYAIOT.

20. JIist Kak10r0 MHOTOLIEHTPOBOT'O MCCIIEIOBAHUS COCTABIISIETCS € IUHBIN
POTOKOJI, TIJIaH, IporpaMMa HucclieloBanus. B npoTokose, miane, mporpaMme
UCCIIEOBAHNS TOYHO YKa3bIBAETCS Ha3BaHMS U aJpeca BCEX 3a1eiCTBOBAHHBIX
IJIOIIAIOK.

21. B npoTtokoJe, miane, IporpaMme UCCIIeJOBaHUs COAECPHKUTCS HH(POPMALIHS C
NacHOPTHBIMU JJaHHBIMU U aJpec BEAYIIEro COTPyAHUKA U MTOpyYEHHas eMy (asza
uccienoBanus. Pekomenayercst BKIIIOYaTh HHPOPMALIMIO, TOCTATOYHYIO s
YCTaHOBJICHHUS MPSIMOI'O KOHTAKTa C PyKOBOJIUTEIIEM UCCIIEI0BAHUS, HAIIPUMED, HOMED
TenedoHa.

22. IIpoToko, miaH, NporpaMMma uccieoBaHusl 0003HaYaeT, KaKUM 00pa3oM
coOpaHHBIC HA MECTaX JIaHHbIC OyAYT MPEIOCTABISATHCS PYKOBOJAUTEIIO UCCIEIOBAHUS
JUIS1 BKIIFOYEHUS UX B 3aBEPLIAOIINI OTYET.

23. Eciu 3T0o M3BECTHO, JKEJIaTeJIbHO OMHUCATh B MPOTOKOJIE, IUIAHE, TPOrpaMme
UCCIIEIOBAHUS MECTO, TJI€ XPAHSTCS JaHHBIE, UCCIIEAyeMble BEIIeCTBA (JIEKapCTBEHHBIC
cpencTna), o0pasisl cpaBHEHUS (KOHTPOIbHBIC 00pasIbl) 1 00pa3Iibl, COOpaHHBIC IS
XpaHEHUS Ha Pa3JIMYHbBIX TUIOMIAIKaX.

24. PekoMeH1yeTCsl, UTOOBI MTPOEKT MPOTOKOJIA, TUIAHA, IPOTPAMMBI
UCCJIEIOBaHUS MPEACTABIATh BEAYIIUM COTPYAHUKAM JUIsl U3yUYECHUS U ONIPeIeTIeHuUs
BO3MOKHOCTH BBITIOJIHUTh HA3HAUYEHHYIO UM paboTy, a TaKXKe JUIs BHITOJTHEHUS
CHenuanbHOM TEXHUYECKOM paboThl, €ClId 3TOr0 TpeOyeT MPOTOKOJ, MJIaH, IporpaMmma
UCCJIEIOBAHHUS.

25. IIpoToko:, 1m1ad, mporpaMma UCCIEI0BaHUS COCTABIISIETCS HA OJTHOM SI3bIKE,
0OBIYHO Ha S3BIKE PYKOBOJMTEISI HCCIIeI0BaHus. JIJIs MHOTOLIEHTPOBBIX MUCCIIEIOBAaHUN
Korja Tpedyercs, 4ToObl MPOTOKOJI, IJIaH, TporpaMMa UCCIIeI0BaHus ObLT COCTABIICH
Ha 0oJiee YeM OJHOM S3BIKE; ’TO HAMEPEHUE OTPAKACTCS B HCXOTHOM IIPOTOKOJIE,
IJIaHEe, MPOrpaMMe UCCIIeI0BaHus, IEPEBEICHHOM MPOTOKOJIE, IUIAHE, TPOrpaMme
UCCIIEJIOBAHUSI, @ UCXOIHBIN SI3bIK YKa3bIBa€TCS HA BceX Bepcusix. CiaeayeTr UMETh
MEXaHU3M MTPOBEPKU TOYHOCTU U MOJHOTHI EPEBEICHHOTO MPOTOKOJIA, IJIaHa,
IIPOTPAMMBI UCCIIEIOBAHUS. Y TOJTHOMOYEHHOCTh 3a TOUHOCTh NIEPEBO/IA BO3JIAraeTCs
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PYKOBOAUTCIIEM HMCCICAOBAHMA HA CIICHUAIIMCTA 110 A3BIKY 1 Od)OpMJ'ISICTCSI
JOKYMCHTAJIBHO.

26. UcnibiTatenbHble 1a00paToOpuu:

1) ecnu mepcoHal He MPUCYTCTBYET HA UCIIBITATEIBHBIX TUIOIIAKAaX B TEUCHUE
BCEro paboyero BpeMeHu, 00eCTIeUrBaIOTCS JOTIOJHUTENbHBIC MEPHI IS MOJICP KaHUs
(bu3HIeCKOl COXPAaHHOCTH MCCIICTyEMBIX BEIIECTB (JICKAPCTBEHHBIX CPEJICTB),
00pa3IoB U JaHHBIX;

2) Ilpu HEOOXOIUMOCTH MEPEMEIICHHUS JAHHBIX WU IPYTUX MAaTEPUATIOB MEXKIY
TUTOIIAIKAMHU, CJIEyeT YCTAaHOBUTh MEXAHU3MBI [Tl TOAICP KAHUS X COXPAHHOCTH.
Oco0oe BHUMaHUE CIEAYET yIEIATh 3JEKTPOHHON Nepeiaye JaHHBIX (AIeKTpOHHAs
1oyTa, UHTEPHET U T.J.).

27. O6opyi0BaHHE:

1) Bcerna HaioO ClEUTh, YTOOBI B HCCIIEOBAHUSAX 000pYAOBaHHE
UCIIOIb30BAIMCH B COOTBETCTBUM CBOEMY HA3HAYEHUIO. DTO OTHOCUTCS U K KPYITHBIM
MEXaHUYECKUM CPEJICTBAM, U K BBICOKOCIICIIMATU3UPOBAHHOMY 000Dy I0BaHUIO,
KOTOPOE UCHOJb3YETCA Ha HEKOTOPBIX IJIOIIAIKAX;

2) st Takoro 000pyA0BaHUS BEASTCS PETUCTPAIIMOHHBIE 3aIHCH O TIPOBEICHUN
TEXHUYECKOTO OOCTYKUBAHMS M KATMOPOBKU, BO BPEMS UCIIOJIb30BAHUSI OHH CITy>KaT
JUTSI TIOATBEPKICHUS UX «IPUTOTHOCTH K UCIIOJI30BAHUIO 110 HA3HAYCHUIOY.
Hekortopas anmapartypa B34T0O€ B apeH/ly WA JTU3UHT 000PYJOBaHUE, TAKOE KAK, BECHI
JUTS KPYTTHBIX )KUBOTHBIX U aHAIUTHIECKOE 000pyI0BaHNE HE HMEET PETUCTPAIIMOHHBIX
3amucei 0 MEPUOINICCKON MHCTICKIIUN, OYUCTKE, TEXHUICCKOM OOCTY)KUBAHUH U
KanmuOpoBke. B Takux ciydasx uHdopmalus BHOCUTCS B HeOOpaOoTaHHbBIE JaHHBIC
CHEIUAIBHO 10 JAHHOMY HCCJIEIOBAHUIO, YTOOBI IPOAEMOHCTPHUPOBATH IIPUTOTHOCTh
K HUCIIOJIh30BAHUIO 110 HA3HAYEHUI0» 000PYI0BAHUS.

28. KOHTpOab 1 yueT MaTepuaaoB UCCIEAOBAHMUS:

1) uMeTh B HATUYUU TIPOLEAYPHI, 00ECIICUNBAIOIINE CBOCBPEMEHHYIO TIOCTaBKY
Ha MECTa MaTepHUaJIOB, OTHOCAIIMXCA K HcciieqoBaHuio. ClieyeT oaaepKuBarth
LEIO0CTHOCTh, CTAOUIIBHOCTH BO BPEMSI TPAHCIIOPTUPOBKH, TOATOMY KpaiHE BaKHO
UCII0JIb30BaTh HA/IEKHBIE CPEJICTBA TPAHCIIOPTUPOBKHU U NOPSAIOK COXPAHHOCTH
JOKYMEHTOB. Ba)kHO MMETh YETKO OIpeesIeHHbIE TPOLEAYPhI AJIsl TPAHCTIOPTUPOBKH, a
TAK)K€ 3a/1a4¥ JJIs UCIIOJIHUTEIIEH;
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2) KaxkJias OTIpaBKa MaTepraia UCCIEAOBAHMS COMPOBOXKIAETCS
COOTBETCTBYIOILIEH JOKYMEHTAIMEH, YTOOBI COOTBETCTBOBATH KAKUM-TTHOO
IPUMEHSEMBIM 3aKOHOAATENIbHBIM TPeOOBaHUAM, HAIPUMEDP, TAMOKEHHOMY
3aKOHO/IATEIbCTBY, 3aKOHO/IATEIbCTBY O 3/[paBOOXpAaHEHUH U Oe30macHOCTH. Takas
JOKYMEHTAIIUS IPEIOCTaBISAET BaXKHYI0 HHPOPMALIHIO, TOCTATOUHYIO IS
YCTaHOBJIEHHUSI IPUTOJTHOCTH K UCIIOJIb30BAHUIO 110 HA3HAYEHUIO 110 NPUOBITUN HA
MECTO. DTH BONPOCHI PEIIAECTCS 10 OTIPY3KU;

3) ecnu MaTepuransl HCCAEAOBAHUS TPAHCIIOPTUPYIOTCS MEXKY IJIOIIAIKAMU B
OJIHOM M TOM ke Ipy30BOM MapTHH, BaXKHO, YTOObI OHU OB COOTBETCTBYIOIINM
o0pa3oM pa3zfiesieHbl U UACHTU(PUIUPOBAHbI, BO N30€kKaHHUE Ty TAHULIBI TN
NEPEKPECTHOTO 3arpsi3HEHUsI. DTO OCOOEHHO BaXKHO, €CJIM BMECTE TPAHCIIOPTUPYIOTCS
MaTepuasl 0osee 4eM, OHOTO UCCIEA0BaHNUS;

4) eciiu BO BpeMsi TPAHCIIOPTUPOBKHU YCIOBUS OKPYKAIOIIEH CPeJibl OKa3bIBAIOT
HETaTHUBHOE BJIMSHHUE HA TPAHCIOPTUPYEMBIE MAaTEPUAIIbL, CIIEYET YCTAHOBUTD
MPOLIEAYPHI AJI COXpPAHEHUS UX 1ETOCTHOCTH. TpeldyeTcs BeIeHue MOHUTOPHUHTA JJIst
MOJITBEPKIACHUS, UTO TPeOyeMbIe YCIOBUS MOICPKUBAIOTCS;

5) caenyet yaensiTh BHUMAaHUE XPAHEHUIO, BO3BPATY WUIIN YTUIN3ALNI
U30BITOYHBIX UCCIEIYEMBIX WU STAJIOHHBIX 3JIEMEHTOB, UCIIOJIb3yEMbIX Ha MECTaXx.

29. ]I KaxJ10r0 MHOTOIIEHTPOBOT'O UCCIIEIOBAHUS CIEAYET COCTABIISITh €IUHBIN
3aKJIFOUUTENIbHBIA OTYET. 3aKIIOUNTENIbHBIA OTYET BKIIFOYAET JaHHBIE 1O BceM (hazam
vccienoBanus. Beaymemy ucciieoBaTento CiaeayeT COCTaBIsATh OTYET, 3aBEPEHHBIN
MOJAMUCKHIO U C YKa3aHUEM JIaThl, B OTHOLIEHUH MOPYYEHHOUM eMy (a3bl JJ1s1 BKIIOUYEHUS
B 3aKJIIOUHMTEIBHBIA OTYET. B roTOBOM BHJIC TaKHE OTUETHI MMEET JI0KA3aTEIbCTBO
MPOBEICHUS COOTBETCTBYIOIIET0 MOHUTOpUHTa OK Ha 3TOM MCHBITATEILHON IIIOIIAIKE
U COJIEPKaTh JIOCTATOYHBIM KOMMEHTAPUM, YTOOBI PYKOBOJIUTEIh UCCIEIOBAHUS MOT
COCTaBHTh JICMCTBUTEJILHBIN 3AKIIFOUYUTEIBHBIN OTYET 110 BCEMY HCCIIEA0BaHUI0. B
KauecTBE aJlbTEPHATUBBI, HEOOPAOOTaHHBIE JaHHBIE TIEPEAAIOTCS OT BEAYILETO
UCCTIE0BATENS PYKOBOIUTEIIO NCCIISIOBAHMS, KOTOPOMY CIIEAYeT YOSAUTHCS, YTO ITH
JAHHBIE TIPEACTABIICHBI B 3aKJIFOYUTEIBHOM OTYETE. 3aKJIIOYUTEIbHBIN OTUET,
COCTaBJICHHBIN TAKUM 00pa30M, COJIEPKUT yKa3aHUE O BEYIIEM UCCIE0BATENE U
daze, 3a KOTOPYIO OHU OTBEYAIOT.

30. Benymue nccnemoBarenid yKa3blBalOT, B KakoM 00beMe padoTa, 3a KOTOPYIO
OHM OTBEYAIOT, COOTBETCTBYeT CTaHIAPTy, U MPEJICTABUTh JOKA3aTEIBCTBO MPOBEACHUS
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nHcreknui mo OK Ha 2ToM HCObITaTSILFHOM IUIOMIAIKE. DTO BKIIIOYACTCS
HEIOCPEACTBEHHO B 3aKJIFOUUTEIBHBIN OTUET JTUO0 TpeOyeMble JaHHBIC BBIACISIIOTCS U
BCTaBJIAIOTCS B 3asBJICHUE PYKOBOAUTENS UCCIENOBaHUS cleoBaTh CTaHIapTy U B
3akimoueHne COK B 3akimouuTebHOM oTdeTe. [Ipu 3TOM clienyeT 1aTh CChUIKY Ha
VMCTOYHHUK U MECTO €r0 XPaHCHUS.

31. PykoBoauTeNb UCCIIEIOBAHUS TTOANMUCHIBACT U JATUPYET 3aKITFOYUTEIbLHBIN
OTYET, YTOOBI MOATBEPIUTH CBOIO YIIOJHOMOYEHHOCTD 32 MPABUIBHOCTH BCEX JAHHBIX.
CnenoBanue CtaHgapTy BCEr/la yKa3bIBa€TCs C TOMOIIBIO CChUIKM HAa CTaHIapT U
MPaBOBbIC aKThl, COOTBETCTBUE KOTOPHIM 0003HauaeTcs. JlaHHOE 3asBJICHHUE O
COOTBETCTBHH PACIIPOCTPAHSICTCS Ha BCe (pa3bl MCCICAOBAHUS U COTJIACOBBIBASTCS C
uH(opMalen, IpeacTaBICHHON B 3asBJICHUSIX BEAYIETo UccieaoBaTens. B
3aKJIFOUUTEIIBHOM OTUYETE TAKXKE YKa3bIBAIOTCS MIIOMIAJKH, HE COOTBETCTBYIOIINE
Cranpapry.

32. B 3aKIH0YUTEIBHOM OTYETE YKa3bIBAETCSI MECTO XPaHEHHMsI IPOTOKOJIA, TUIAHA,
IPOrpaMMBbl UCCIIEA0BAHMS, MPOO UCCIAEAYEMBIX U STAJTOHHBIX BEIIECTB, 00Pa3IIOB,
HEOOpaOOTaHHBIX JAHHBIX U 3aKJIIOUYUTEIIBHOTO 0T4eTa. OTYEThI, COCTaBIICHHBIE
BEIYIIUMH UCCIEA0BATENIAMHU, IPEAOCTABIIAECT HH(DOPMAIUIO, KACAIOIIYIOCS
COXPaHHOCTH MAaTEPHUAJIOB, 32 KOTOPBIE OHU OTBEYAIOT.

33. [lonpaBKy B 3aKIIFOUUTENBHBIN OTYET BHOCAT TOJIBKO PyKOBOJIUTEID
uccienoBanus. Eciu Hy»Hast momnpaBka kacaetcs (a3bl, MPOBEACHHON HAa KaKON-TNO0
UCIIBITATEIbHOM TUIOIIAIKE, PYKOBOJMUTEIb UCCIIETOBAHUS CBSI3BIBAETCS C BELYIIIUM
UCCIIeZIOBATENIeM, YTOOBI COTIacOBaTh COOTBETCTBYIOIINE KOPPEKTUPYIOLIUE IEHCTBUSI.
OTU KOPPEKTUPYIOLIUE IEHCTBUSA OPOPMIIAIOTCS JOKYMEHTAIBHO B IOJTHOM OOBEME.

34. Ecau oT4eT MOoAroTaBiIMBaeT BEAYLIUN UCCIIeI0BaTENb, TO JAHHBIN OTYET
COOTBETCTBYET TEM K€ TPEOOBAHUSM, UTO U UTOTOBBINA OTYET.

35. Crangapt TpeOyeT, 4TOObI ObUIM YCTAHOBJIEHBI U COOIIOIATTUCH
COOTBETCTBYIOINE U TexHU4ecku yrBepxkaeHHbie COIl. Hmke npuBeneHbl npuMepHbIe
TIPOLIETYPhI, XapaKTePHBIC IS MHOTOIICHTPOBBIX UCCIICAOBAHMIA:

1) BBIOOpP M1 MOHUTOPHUHT UCIIBITATENIbHBIX IUIOIIAJIOK;
2) Ha3HAYEHME U 3aME€Ha BEAYILIEro UCCIIEeI0BATENS;

3) nepenaya gJaHHBIX, 00PA3IIOB U MPOO MEXTY IIOIIAAKAMU,
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4) npoBepka NpaBUILHOCTU WUJIM YTBEPKACHUE MTEPEBOIOB MTPOTOKOJIA, MJIaHA,
nporpammsbl ucciienoBanuil win COIl Ha THOCTPaHHBIN SA3BIK;

5) XpaHCHHEC, BO3BPAT WJIN YTUIW3AINH UCCICAYEMbBIX U OTAJIOHHBIX BCIICCTB,
HCITOJIb3YyCMbIX Ha OTAAJICHHBIX UCIBITATCIbHBIX IIJIOMIAAKAX.

36. Crangapt tpeOyet, uro0sl COIl HaxoIumMch HEMOCPEICTBEHHO B
pacTopsHKeHUN TIepCcoHalla UCCIICIOBAHUS ITPH OCYIIECTBICHUHN ACSTEITLHOCTH,
HE3aBUCUMO OT TOTO, BBITIOJIHSIIOT JIM OHU pabOTy B TAaHHBI MOMEHT.

37. Ilepconan ucneitatenbHo# miomaaku codmoaaer COII ucnpiTatenbHOM
Iomaaku. B cioydae HeoOX0MMOCTH COOIOICHUS APYTUX MPOLIEITYP, TO ATO
TpeOOBaHUE OTPAXKAETCS B MPOTOKOJIE, IJIaHe, TPOrpaMmMme hcciieoBanus. Benymumii
UCCIIEI0BATEIh OTBEUYAET 32 00ECIeUCHNE 3HAHUSI IEPCOHAJIA UCTIBITATEIbHOU
TUTOLIAAKU TIPOLIETYP, KOTOPBIE CIIEyeT COOI0AaTh, U UMEN IOCTYH K
COOTBETCTBYIOLIEN JTOKYMEHTALUU.

38. B ciyuae HE0OX0IUMOCTH COOIIOIEHUS TPOLIETYP, TPEACTABICHHBIX
PYKOBOJICTBOM MCIBITATEIbHOM JIaOOpaTOPUH, IEPCOHATIOM UCIIBITATEILHOM ITOMIAIKH,
PYKOBOJICTBO MCHBITATEIBHOM MJIOUIAIKK AAET HAa 3TO MUCbMEHHOE COTJIacHe.

39. Ecau COII ucnbiTarensHOM 1a060paToprun ObUTH U3IaHbI TSI HCITOJIb30BAHUS
Ha UCTBITATEILHOM TUIOMIAIKE, PyKOBOJICTBO UCIIBITATEIBHON JTabopaTopuu
oOecrieunBaet, 4To0bI Kakue-nubo nocnenyromme pegakuuu COILl, Beiyckaembie BO
BpEMS UCCIICIOBAHMUSI, HAITPABJISUIMCH TAKKE M HA HCTIBITATEIBHYIO TUIONIAIKY, a CTaphle
BEPCUU M3bIMAIKCH U3 UCIIOJIb30BaHUs. Benymuii nccaenoBarens 00€CeurnBaeT,
9TOOBI BECh TIEPCOHA UCTIBITATENIbHON MUTomaaKky 3Han o nepecmorpe COII u mmen
JOCTYTI TOJIBKO K TEKYIIEeH BEPCUH.

40. Ecnu Ha ucnbITaTeNbHbBIX IUTOMIAIKaxX TpedyeTrcs BbinoaHATh COII
UCTIBITATENIbHOM TabopaTopuu, Ha pyrue s3piku. [Ipu HeoOXoauMoCTH nepeBoia
COlla cnenyet yToOBI J1t0ObIE IEPEBOJIBI TIIATEIBHO MPOBEPSUIH, U YTOOBI HHCTPYKIIUU
Y 3HaYEHUE PA3IHMYHBIX A3BIKOBBIX BEPCUI OCTABAINCH UIEHTUYHBIMU. VICXOIHBIN S3bIK
(s13BIK OpUrMHania) ykaspiBaercs B nepeseneHHbix COIL

41. Bo Bpemsi NpOBEAECHUSI MHOTOIIEHTPOBBIX UCCIICAOBAHUM CIEAYET YACIATh
BHHMAaHUE BPEMEHHOMY XPaHEHHIO MaTepuanoB. Takue moOMeNIeHus ISl XpaHEHUs
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3aIIMILAKOT HETOCTHOCTDh UX COJEPKUMOI0 U HAIe)KHbIE. ECu qaHHbIe nepenaroT us3
UCIIBITATENLHOM JIA00paTOPHH, CIEAYET YAOCTOBEPUTHCS, UTO TIIOMIAIKA UMEET
BO3MOKHOCTH JIETKO MPOBOJUTH MOUCK JTAHHBIX, KOTOPBIE TPEOYIOTCS IJIs aHAJIU3a.

42. Ciocob xpaHEeHUs! pETUCTPALIMOHHBIX 3alIUCEN U MaTepUATIOB
OCYLIECTBISETCS B COOTBETCTBUM cO Crannaprom. Eciau noMmenenus Juisi XpaHEeHUs Ha
IUIOIIAJIKE HE YJOBJIETBOPAIOT TpeOoBaHus CTaHaapTa, perucTpalliOHHbIE 3alIUCH U
MaTepHalibl CIIETyeT MepeaBaTh B apXUB, COOTBETCTBYIOLMI TpeboBaHusaM CTaHaapTa.

43. PykoBOACTBO UCHBITATEIHHOM TUIOIIAIKK 00€CTIEUNBAET, YTOOBI UMETUCH
COOTBETCTBYIOLIME JOKYMEHTHI, JEMOHCTPUPYIOLINE YYACTUE UCIBITATENILHON
IJIOIIAJIKU B UCCIIEJOBAHUH.
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[Ipunoxenue 7
Kk CrangapTy HaJuIexKalen
naboparopHoit npaktuku (GLP)

PykoBoacTBo nmo npuMeHeHu0 npuHuunos Crangapra K
KOMIILIOTEPU3UPOBAHHBIM CHCTEMAM

1. KoMnbroTEpU3UPOBAHHBIE CUCTEMBI, CBSI3aHHBIE C IPOBEACHUEM
VCCIIENOBAHNMN, TPEIHA3HAYEHHBIX U1 IPEACTABICHNS B YIIOJJHOMOYEHHBIN OpraH,
MMEET COOTBETCTBYIOLIYI0 KOHCTPYKIUIO, JOCTATOYHYIO MOIIHOCTb U MOAXOAUTH JJIS
peanu3anuu ux npeaHazHadeHus. Cucremsl pa3padbaTbiBalOTCs, BAIMIUPYIOTCS U
JKCIUTyaTHUPYIOTCS B COOTBETCTBUM C MpuHIMNaMu CTaHaapTa, KpOMe TOro,
YCTaHaBJIMBAIOTCS COOTBETCTBYIOIIUE MPOLEAYPHI KOHTPOJISI U TEXHUYECKOIO
oOcnykuBaHUs JaHHBIX cucTeM. [loaTBepKIeHHEe TOTO, YTO KOMIIBIOTEPU3UPOBAaHHAS
CUCTEMa COOTBETCTBYET CBOEMY Ha3HAYEHMIO, UMEET (yH/IaMEHTAJIbHOE 3HAUE€HUE U
Ha3bIBAETCS «KOMITBIOTEPHAS BaTUAALUD).

2. IIpouecc Banugauy 00ecIeunBaeT BHICOKYIO CTETIEHb YBEPEHHOCTH B
COOTBETCTBUH KOMIIBIOTEPU3UPOBAHHON CUCTEMBI 3apaHee 3a/IaHHBIM TEXHHUYECKIM
TpeOoBaHMsIM. Banmuaanust ocymecTBIsIeTCs 0 Havasa dKCIUTyaTalud CUCTEMBI U
MPOBOJAUTHCS HAJJIEKAITUM 00pa30M TOJIBKO C MOMOIIbIO pa3pab0TaHHOTO IJIaHa
BaJTHJIAIAH.

3. [Ipu npumenennn npunnunoB CTaHaapTa K BBIIICOMUCAHHBIM
KOMITBIOTEPU3UPOBAHHBIM CUCTEMaM MTPUHUMAIOTCS BO BHUMAHHE CIICTYFOIIHC
TpeOOBaHUS:

1) pyKOBOACTBO HCTIBITATENLHOM Ta00OPATOPUN OTBEUYAET 3a COOIIOICHNE
npuHiunos Ctangapra, BKIIOYasi HA3HAYEHUE Ha JIOJDKHOCTh U 3(PGEKTUBHYIO
OpPraHMU3AIHIO TOCTATOYHOTO YHCIIa KBATH(PUIIMPOBAHHBIX U OMBITHBIX COTPYIHUKOB, a
Takke 00s13aH0 00ecreYnBaTh, YTOOBI TOMEIICHHS, 000PYIOBaHUE U MIPOIIETYPbI
00pabOTKM TaHHBIX HAXOJAWIMCh HA COOTBETCTBYIOIIEM YPOBHE.

PykoBO/ICTBO HCTIIBITATENHHOM JIAOOpAaTOPUM OTBEUAET 3a 0OECTICUeHUE
COOTBETCTBHS KOMIIBIOTEPU3UPOBAHHBIX CUCTEM MpeArnojaraeMoMy HazHaueHuto. OHO
yCTaHABIUBACT MPUHITUIIBI OPTaHU3AINH U TIPOIEAYPHI B 0071aCTH aBTOMATH3AIIHH,
rapaHTHPYIOIe pa3paboTKy, BaTUAAINIO, SKCILTYaTaIluIo U 00CITy)KMBaHHE CUCTEM B
COOTBETCTBHHM ¢ npuHiMiamMu CTaHaapra.
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PykoBoACTBO HCTIBITATENHHOM TaOOpaTOPUN 00ECTIEYNBAET ICHOCTh U
coOmIo/IeHre JaHHBIX MPUHIIMIIOB OPTaHU3aIuU U TPOLEAYP, a Takxke dPPEeKTUBHBIN
KOHTPOJIb BEITIOJTHEHUS JaHHBIX TPeOOBaHUH.

PykoBOACTBO HcHbITATENBHOM TAOOPATOPUU HA3HAYAET COTPYAHUKOB, HECYILIUX
KOHKPETHYIO YIIOJTHOMOUYEHHOCTD 3a pa3paboTKy, BaJUAaLNI0, SKCIUTyaTalHIo 1
o0cnyKUBaHUE KOMIIBIOTEPU3UPOBAHHBIX cUcTeM. JlaHHBIN MepcoHall UMeeT
COOTBETCTBYIOILYIO KBATU(UKALIMIO, OIBIT U TOCTATOYHYIO NOATOTOBKY IS
BBITIOJIHEHUS CBOMX (YHKIIMUA B COOTBETCTBUU C MpuHImMmnamu CtaHaapra.

2) pyKOBOJIUTEIN UCCIIEI0OBaHMS cOrjacHo nmpuHuunaMm CtaHiapra OTBEUYaET 3a
o0111ee MPOBEJICHUE UCCIICIOBAHUI.

[TockomnbKy i MPOBEICHUS] MHOTHX MOJOOHBIX UCCIEIOBAHUM OyAyT
UCIIOJIb30BAThCSI KOMITBIOTEPU3UPOBAHHBIE CUCTEMBI, BAKHO, YTOOBI PYKOBOTUTEIH
UCCJIeIOBaHUS B MOJHOM Mepe UX UCTIOIb30BaIU B UCCIIEIOBAHUN ISl TOCTUKECHUS
ONPENECICHHON LIENH.

VYT0JIHOMOUYEHHOCTD PYKOBOAUTECIIA UCCIICAOBAHNA OTHOCUTCIIBHO JAHHBIX,
IMOJIYUYCHHBIX B 3JICKTPOHHOM BHUJC, HACHTHYHA IIPH pa60Te C JaHHBIMH, XPaHAIINMHUCA
Ha 6yMa)KHOM HOCHTCIIC. KpOMC TOI'0, B UCCIICAOBAHMAX CIICAYCT UCIIOJIb30BAaTh TOJILKO
CHUCTCMBI, IIPOIICAIINC ITPOUCAYPY BaAJIUAAINHA.

3) Bech NepcoHall, UCMOJIb3YOUINI KOMIBIOTEPU3UPOBAHHBIE CUCTEMBI, OTBEYAET
3a OKCIUTyaTal1I0 JaHHBIX CUCTEM B COOTBETCTBUU C NpHHIMNaMu Ctanaapra.
CoTpyIHUKH, KOTOPBIE Pa3padaThIBaIOT, BAIUIUPYIOT, SKCIUTYaTUPYIOT U
00CITyKHBaIOT KOMIIBIOTEPU3UPOBAHHBIE CUCTEMBI, OTBEYAIOT 32 BBIOJIHEHUE
BBILIENIEPEYMCIIEHHBIX MEPOIIPUATHI B COOTBETCTBUHM € MpUuHIMNaMu CtaHaapTa u
YCTaHOBJICHHBIMHA TEXHUYECKUMH HOPMaMHU;

4) obs3arenscTBa U ynonrHomodeHHOCT, COK B oTHOIIEHHH
KOMIIbIOTEPU3UPOBAHHBIX CUCTEM OIPEAEIISAETCS pPyKOBOJICTBOM UCIIBITATEIbHON
1a00paTOPUU U OMUCHIBATHCS CIYKEOHBIMU MHCTPYKLMSMHU U POLEAYPAMHU.
[IporpamMma oOecnieueHurs: KauecTBa BKIKOYAET B c€0sl MPOLETYpPhl U METOIBL,
rapaHTUPYIOUIME COOTBETCTBUE BCEX ATANOB BAIMALINU, SKCILTyaTallud U
TEXHUYECKOTO 00CITYKUBAHUS KOMITBIOTEPU3UPOBAHHBIX CUCTEM YCTAHOBJICHHBIM
crannapraMm. Kpome Toro, nporpamMma BKJIFOUaeT B ce0sl IPOLEAYPBI U METObI
YCTaHOBKU MPUOOPETEHHBIX CUCTEM U MPOLECC pa3pabOTKH KOMITbIOTEPU3UPOBAHHBIX
CUCTEM BHYTPEHHHMM CHJIAMU OPTraHU3ALMH.
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Ilepconan COK mnpu3BaH KOHTPOIUPOBATH COOTBETCTBHE
KOMIIBIOTEPU3UPOBAHHBIX cucTeM npuHuunam Cranaapra, 1 00y4eH crelalbHbIM
(mpoduiabHBIM) TexHuYeckuM HaBbikaM. CoTpynHukun COK 03HaKOMIISIIOTCS ¢ TAKUMH
CUCTEMaMHU B JJOCTaTOYHOM CTENEHH, YTOOBI JaBaTh B OTHOLIEHUH HUX OOBbEKTHUBHBIE
3aMeyYaHusl; B HEKOTOPBIX CIy4asix MpHU HEOOXOAMMOCTH Ha3HAYAIOTCs TPO(UIIbHBIN
ayJIuTop.

Jlst 0630pa nanubix nepcoran COK umeet npsMoid T0CTyH «TOJIBKO ISt
YTEHUSD K IaHHBIM, XPaHAILIMMCS B KOMIIBIOTEPU3UPOBAHHON CUCTEME.

4. IMpunnune! Ctangapra TpeOyIOT, YTOOBI HCTIBITATEIbHAS JTab0paToOpus uMena
KBTI (DUITMIPOBAHHBIN U OIBITHBIA ITEPCOHAN HAJICKAIIETO YPOBHS,
JIOKyMEHTHUPOBAaHHbBIE YUeOHBIC TPOTPaMMBI Kak Jyisl 00ydeHUs Ha pabodemM MecTe, TaKk
¥, P HEOOXOAMMOCTH, Ha BHEITHUX YYEOHBIX Kypcax. 3aucH 0 IoJ0OHOM 00y4YeHUH
COXPaHSIOTCHL.

Brleyka3zaHHbIE TIOJI0KEHHSI IPUMEHSIET BECh MIEPCOHAI, UCIIONb3YOLIUN
KOMITBIOTEPU3UPOBAHHBIE CUCTEMBI.

5. Jlng npoBeieHUS UCCIIEIOBAaHUN B COOTBETCTBUH C TPEOOBAHUSIMU TTPUHITUIIOB
Crannapra TpedyeTcs HaTu4le COOTBETCTBYIOIIUX MOMEIIEHUN U 000pyOBaHUS.
PaccmarpuBasi KOMIIBIOTEPU3UPOBAHHBIE CUCTEMBI, CIIETYET IPUHATh BO BHUMAaHUE Pl
KOHKPETHBIX MOJIOKECHUI:

1) HE0OXOAMMO yIEATh COOTBETCTBYIOLIEE BHUMAHNUE (PU3UUECKOMY
PacoJIOKEHUIO0 KOMITBIOTEPHOTO allllapaTHOro odecnevyeHus:, nepudepuinHbIx
KOMIIOHEHTOB, KOMMYHHUKAIIMOHHOT'O 00OPY/I0BaHUS U 3JIEKTPOHHBIX HOCUTENEH
uHpopmaru. Cnenyer n30erarb SKCTPEMalbHBIX TEMIIEPATyp U BIAKHOCTHU, IBLIH,
AIIEKTPOMArHUTHBIX MIOMEX U OJIM30CTH K KaOesiM BBICOKOTO HANPSKEHUS, KpoMe
CJly4aeB, Korza o0opy0BaHUE CIENHUAIbHO MIPEIHA3HAYEHO Ui paboThl B IOJOOHBIX
YCIIOBHSIX.

Taxke crenyeT yIenaTb BHUMAHUE DJIEKTPONIUTAHUIO KOMITBIOTEPHOTO
00opy10BaHus U, TP HEOOXOAUMOCTH, PE3EPBHOMY KOIIUPOBAHUIO UITU
Oecriepe0OoHOMY MUTAHUIO KOMITbIOTEPU3UPOBAHHBIX CUCTEM, HEHUCIIPABHOCTD
KOTOPBIX ITOBJIUSAET HA PE3YyJIbTATHI UCCICAOBAHHS.

Heobxoaumo nMeTh COOTBETCTBYIOIIHE MTOMEIIEHUS /TSl 0€30ITaCHOTO XPaHCHHUS
ANIEKTPOHHBIX HOCUTENEeH HHPOpMaIIUK;
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2) KOMIIbIOTEPU3UPOBAHHAS CUCTEMA OIPEAEIISIETCS KaK IPyIIa annapaTHbIX
KOMIIOHEHTOB M COOTBETCTBYIOIIETO MPOTrPAMMHOI0 00ecrieueHus1, pa3paboTaHHas U
coOpaHHas U1 BBIIIOJIHEHUS ONpeAeIeHHON (YHKIMU WU TPYHIbl (PYHKIIHIA.

K annmapatHomy o0ecreueHno OTHOCATCS (PU3NUECKUe KOMIOHEHTHI
KOMITbIOTEPU3UPOBAHHOM CUCTEMBI, COCTOSIIIIUE U3 CAMOT0 KOMITbIOTEpA U
nepupepuitHbIX KOMIIOHEHTOB.

[Iporpammuoe obecnieueHue npeacTaBiIsieT co00il mporpaMmMy, YIpaBJstoILyIO
(GYHKIMOHUPOBAHUEM KOMIIBIOTEPU3UPOBAHHON CUCTEMBI.

Bce npunnuner Ctangapra, mpuMeHsieMble K 000pyI0BaHUIO, B PABHOM CTENIEHU
OPUMEHUMBI U K allllapaTHOMY, U IPOrpaMMHOMY 0O€CIIeUEHHUIO.

KomMyHHKanmuy, OTHOCAIMECS K KOMIIBIOTEPU3UPOBAHHBIM CUCTEMAM, JEJISATCA
Ha JIBE OCHOBHBIE€ KaTETOPUU: KOMMYHUKAIIUA MEXKTY KOMIIBIOTEPAMH WJIU MEKY
KOMITBIOTEpaMH U TTepuepUHBIMI KOMITOHCHTAMH.

Bce KOMMYHHUKAIIHOHHBIC JIMHUUN ABJIAIOTCA ITIOTCHIUAJIbBHBIMU HCTOYHHUKAMHU
OIHI/I6OK, KOTOPBIC IIPUBOJAT K ITOTCPC UK IMTOBPCKACHHUIO JAHHBIX. I[JI}I oOecneyeHus
0e30ITaCHOCTH U HCJIOCTHOCTU CUCTCMBI YCTAHABIINBACTCS COOTBCTCTByIOH_II/II)'I KOHTPOJIb
IIponccCoB p33pa6OTKI/I, BalIMAAINH, SKCILNIyaTallul U TCXHUYICCKOT'O 06CJ'Iy)KI/IBaHI/I$I
KOMIIBIOTCPHU3UPOBAHHBIX CHUCTCEM.

6. Bce koMMbIOTEpU3UPOBAHHBIE CUCTEMBI CIIEAYET YCTaHABIUBATh U
o0CIyXUBaTh TAKUM 00pa3oM, 4TOOBI 00ECTIEUNBATh HEMPEPHIBHOCTH PAOOTHI:

1) Texanueckoe oociyxuBanue. O0s3aTeIbHO HATMYUE TOKYMEHTUPOBAHHBIX
pOLIETyp, OXBATHIBAIOIIMX KaK TUIAHOBOE MPO(UIIaKTHUECKOE 00CTyKHUBaHUE, TaK U
yCTpaHEHHEe HeUCHpaBHOCTEN. B 3THUX mpolieaypax 4eTKO OnpeaeseTcs poib U
YIOJTHOMOYEHHOCTh BOBJICUEHHOT'O B MPOIIECC TEXHUYECKOTO 00CTYKUBaHUS
nepcoHana. B ciaydasx, korja Takue ornepaluu Mo COpoBOXKACHUIO TPEOYIOT
W3MEHEHUM anmnapaTHoro u (WiK) NporpaMMHOTO 00eCIieYeHUsl, BOSHUKAET
HE0OXO0IUMOCTh TOBTOPHOM BaJIMAAIMK CUCTEMbI. B TeueHue moBceIHEeBHON PabOThI
3anuckiBaeTcst HHGOpMaIUs O JH00bIX MPoOieMax U HECOOTBETCTBUSIX B CUCTEME U
J00BIC IPEANPUHSTHIC ACHUCTBUS IO UCTIPABIICHUIO MOJI0KEHUS;

2) aBapuiiHO€ BOCCTaHOBIIEHHE. MIMeeTcs MeCTO MPOUEypbl, OMUCHIBAIOIIHE
MEpBbI, KOTOPBIE CIEAYET NPEAINPUHATH B CIIy4ae YaCTUYHOTO MJIM MOJIHOTO OTKa3a
KOMIIBIOTEPU3UPOBAHHOM CUCTEMBI. Mepbl BApbUPYIOTCS OT 3aIUIAHUPOBAHHOTO
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COKpalleHHUs annapaTHOro o00pya0oBaHus 0 Mepexoja B CUCTEMY ¢ OyMaXKHbIMU
HOcHUTeNAMH UHPopMaluu. Bee mmansl 1eHCTBUS B aBapUHBIX CUTYaIUSIX TIIATEIHHO
JTOKYMEHTHUPYIOTCS, BATUUPOBAHBI; KPOME TOTO, OHU 00€CTICUMBAIOT HEMPEPHIBHYIO
IIEJIOCTHOCTh IAHHBIX M HE MOTYT KaKUM-JTHO0 00pa3oM yrpoKaTh UCCIIETOBAHUIO.
ITepconan, BOBJIEUEHHBIN B MPOBEAECHUE UCCIETOBAHUS B COOTBETCTBUU C MPUHIIUIIAMHU
Crangapra, 0CBEJOMJIEH O HAJIMYWUH TAHHBIX TJIAHOB JICVCTBUS B ABAPUMHBIX
CUTYyaLUsIX.

[Ipotierypbl BOCCTaHOBJICHHSI KOMITBIOTEPU3UPOBAHHOMN CHCTEMBI OY/IyT 3aBUCETh
OT KPUTUYHOCTH CHUCTEMBI, IIOATOMY TaK BaXKHO UMETh B HAJIMUYMU PE3EPBHBIEC KOTUU
Bcex mporpamm. Eciu mporieaypsl BOCCTaHOBJICHUS BIEKYT 32 COO0 M3MEHEHHUS
armapaTHOro WK MPOTPaMMHOTO 0OecTieYeHusI, TPEOYeTC sl MOBTOPHAS BallvaIlUs
CHCTEMBI.

7. lpuauunel CtangapTa OnpeaessoT IEPBUYHBIE JAHHBIE KAK OPUTHUHAJIbI
3aIMce U JOKYMEHTAIMK, BKJIIOYas JaHHbIC, HAPSIMYIO BBEACHHbBIE B KOMIIBIOTED
yepe3 unrepdeiic mpubopa, KOTOpHIE SIBISIOTCS Pe3yabTaTaMU OPUTHHATBHBIX
HAOJIFIOICHUI U IEHCTBUI B X0J1€ MCCIEAOBAHMS M HYXHBI JIJIs1 GOPMHUPOBAHUS U
OIIEHKH OTYETa O JAHHOM UCCJIEAOBAHUU.

KomnproTepusupoBaHHbIE CUCTEMBI, pA0OTAOIUE B COOTBETCTBUHU C
npuHiunamMu Ctangapra, CBsI3aHbl C IEPBUYHBIMU TAHHBIMU C UCIIOJIb30BAaHUEM
pa3ianuHbIX (OpPM, TAKUX KaK, HAIPUMEp, JIEKTPOHHBIX HOCUTENEeH nH(pOopMaluy,
pacnevyaTok ¢ KOMIbIOTEpa WK MTPUOOPOB, a TAKXKE KOMUI MUKPO(PHIEMOB,
mMukpodui. Crienyer, 4ToObl IEpBUYHBIE JaHHbIE ObUIH ONpPEeAENIeHbI I KaXKI0U
KOMIIbIOTEPU3UPOBAHHON CUCTEMBI.

Eciin KoMIbIOTEpU3UPOBAHHBIE CUCTEMBI UCTIOIB3YIOT 17151 cOopa, 00padoTKHy,
IPEICTAaBIICHUS WU XPAHEHUS IEPBUYHBIX JAHHBIX B JJIEKTPOHHOM BUE, TO
KOH(UTypalus CUCTEMBI BCeria 00ecreunBaeT COXPaHEHNUE ay IMTOPCKUX JIaHHBIX B
MOJIHOM 00BbeMe, UTOOBI OblJIa BOBMOXHOCTh MOKAa3aTh BCE N3MEHEHUS JaHHBIX, HE
CKpBIBasi IEPBUYHBIX JAHHBIX. FIMEET BO3MOKHOCTB CBA3aTh BCE U3MEHEHMS IAHHBIX C
JMLaMU, KOTOPBIE BHECIIA 9T U3MEHEHHSI IIPU ITOMOILY CBOEBPEMEHHOM U
JATUPOBAHHOM (3JIEKTPOHHON) nmoanucH. [IpuunHbl BHECEHUSI N3MEHEHHUI YKA3bIBAIOTCA.

Ecnu nepBuuHbIe JaHHBIE XPAHATCS Ha JIEKTPOHHBIX HOCUTENSAX UH(pOpMauu,
TO HY»KHO 00ECIICYHUTh BBHIOJTHEHHE TPEOOBAHUH MO UX JOJITOCPOYHOMY XPAHEHHIO B
3aBUCUMOCTH OT THIIA XPAaHUMBIX JAHHBIX U 0KUIAEMOT0 CPOKA CITYKObI
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KOMITBIOTEPU3UPOBAHHBIX CHCTEM. [Ipr M3MEHEHNH CHCTEM aImapaTHOTO U
IPOrPAMMHOTO 00ECTICYEHHS MPEIOCTABISETCS MOCTOSHHBIN TOCTYN K IEPBUYHBIM
JAHHBIM U UX 0€30MacHOe XpaHECHHE VIS TApAaHTUPOBAHMS IICJIOCTHOCTH JTAHHBIX.
Bcnomorarenbnast undopMalivs, Takasi Kak )KypHaiIbl 00CITyKUBaHUS 000pYyI0BaHUS U
IIPOTOKOJIBI KAJTMOPOBKH, KOTOpasi HY>KHA JUISI IIOJTBEPYKICHUS TOCTOBEPHOCTH
NIEPBUYHBIX JTAHHBIX WIIA KOTOPAsI MIO3BOJIIET PEKOHCTPYHUPOBATH MPOIECC WITH
WCCIICJIOBaHHE, COXPAHSICTCS B apXUBaX.

[Ipouenypsl A1 pabOThl KOMIBIOTEPU3UPOBAHHON CUCTEMbI TAK)KE OMTUCHIBACT
albTepHATHUBHBIE TPOLIETYPHI COOpa TaHHBIX, KOTOPBIM HY>KHO CJI€I0BaTh B CIydae
c6os cuctemsl. [Ipu Takux 006CTOATENHCTBAX JIIOOBIE BPYUHYIO 3aITUCAHHBIE HCXO/IHbIE
JaHHBIE, B JJAIbHEIIIIEM BBOJAMMBIEC B KOMITBIOTEDP, YETKO 0003HAYAIOTCS B KAUECTBE
TAaKOBBIX M COXPAHEHBI B KAYE€CTBE UCXOIHBIX 3anucen. [Iponemyps mo
PE3EpBUPOBAHUIO TAHHBIX, TPOBOJAUMBIE BPYUHYIO, MOTYT CBECTH K MUHUMYMY PUCK
NOTEPU TAHHBIX U TAPAHTUPOBATh COXPAHEHUE ITUX AJIbTEPHATUBHBIX 3AITACEH.

Ecmu B ciIy4dac yCTapeBaHUA CUCTEMEI CIICAYCT ICPEBCCTH JJICKTPOHHLIC
IICPBHUYHBIC JaHHBIC U3 O,Z[HOﬁ CUCTCMBI B IPYI'YIO, TO I[aHHBIﬁ Imponece
AJOKYMCHTHUPYCTCA HAAJIC)KAIIIUM O6p330M, a NCJIOCTHOCTDb JAHHBIX IMOATBCPKICHA. B
ClIy4dasiax, Koraa HOI[O6HBI€ MUTI'pall JaHHbIX HE OCYHICCTBUMBI IPAKTUYCCKH,
IICPBHUYHBIC JAHHBIC IICPCIAOTCA Ha ﬂpyroﬁ HOCHUTCIJIb U YTBCPIKAAIOTCA B KAUCCTBC
TOYHOM KOIHUH A0 HavdaJla yAaJICHUS OPUTMHAJIBHBIX 3JICKTPOHHBIX 3amucei.

8. 1151 3a1UTHI amnmapaTHOro 000pyI0BaHUS, POrPAMMHOTO 00ECIICUEHUS U
JAHHBIX OT MOBPEXK/CHUSI, HECAHKIIMOHUPOBAHHOTO U3MEHEHHUSI WM MOTEPU JTAHHBIX
yCTaHaBIUBAIOTCS IOKYMEHTUPOBAHHBIE MTPOLIETypbl O€30MaCHOCTH.

B nanHOM KOHTEKCTE «O€30MacHOCTh» O3HAYAET MPEJOTBPAIEHUE
HECAaHKIIMOHUPOBAHHOTO JIOCTYIA WU U3MEHEHUM, KaK KOMIIBIOTEPU3UPOBAHHOM
CUCTEMBI, TaK U JAHHBIX, XpaHaIuxcs B Hed. Creayer Takke MPUHATH BO BHUMAaHKE
BEPOSITHOCTD MOBPEK/ICHUSI TAHHBIX BUPYCAMU WU JIPYTUMH IIPOrpaMMaMH-areHTaMu.
Taxoke mpeanpuHUMalOTCsl Mepbl 0€30MMaCHOCTH, 00ECIIEYNBAIOIINE 1IEJIOCTHOCTh
JAHHBIX B CIIy4yae KaK KPaTKOCPOYHBIX, TAK U IOJITOCPOYHBIX COOEB CUCTEMBI.

Yr1oObl OTpaHUYHUTh AOCTYI K KOMIIBIOTEPHOMY M KOMMYHHUKAIIMOHHOMY
o0opynoBaHuio, neprudepuitHpIM KOMIOHEHTaM H 3JICKTPOHHBIM HOCHTEIISIM
UH(POPMAIUH TOJIBKO YIOJTHOMOYEHHBIM IEPCOHATIOM, HY’KHO NPUMEHSTh (PU3NUECKHUE
Mepbl 0€30aCHOCTH.
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K 060opynoBanuio, KOTOPOE HE XPAHUTCS B CHELIUAIBHBIX «KOMITBIOTEPHBIX
MOMEIICHUSIX» (HampuMep, NepCoOHATbHBIM KOMIBIOTEPAM M TEPMUHAJIAM), MOTYT
IPUMEHATBCS, KAK MUHUMYM, CTaHAAPTHBIE dJIEMEHTBI KOHTPOJIS AOCTYIIA, UMEIOIIUECS
B UCIIBITATEIILHOM JTa00paTOPHH.

OmHako TaMm, rie Takoe 000py0BaHHE pacIiojaracTcs yaaJIeHHO (HalmpumMep,
MOPTATUBHBIE KOMIIOHEHTHI U IMHUU MOJIEMHOU CBSI3M), MPETPUHUMAIOTCS
JOTIOJIHUTEJIbHBIE MEPBI.

UToObI IPEeAOTBPATUTH HECAHKIIMOHUPOBAHHBIN JOCTYI K
KOMIThIOTEPU3UPOBAHHON CHCTEME, MPUIIOKEHUSIM M IAaHHBIM, TPEOYETCSl HATMIne Mep
JIOTUYECKOM 0€30MaCHOCTH ISl KaXKI0M KOMITbIOTEPU3UPOBAHHON CUCTEMbI WU
npuIoKeHH. BakHO 0OecriednBaTh HCIIOJb30BAaHUE TOJIBKO YTBEPIKISHHBIX BEPCUI 1
BaJIMIMPOBAHHOTO MPOrPaMMHOI0 obecreueHus. Jlorudeckas 6€30MacHOCTh BKIIFOYAET
B ce€0s HEOOXOIMMOCTh BBEJICHUS] YHUKAJIBHOTO UACHTU(UKATOPA MOJI30BATENS C
COOTBETCTBYIOIIMM T1apoJieM. JIro6oe BBe/ieHNEe JaHHBIX WIIH YCTAHOBKY ITPOTPAMMHOTO
obecrieueHus U3 BHEITHUX UCTOYHUKOB CIIETyET KOHTPOJIUPOBATH. ITU IJIEMEHTHI
KOHTPOJISI 00ECIIEUNBAIOTCS C TIOMOIIBIO IMTPOTPAMMHOT0 00€CTICUCHHS OTIePaIiOHHOM
CHUCTEMbI KOMIIBIOTEPA, CIICIIUATBHBIX MPOTpaMM 0€30MaCHOCTH, BCTPOSHHBIX B
MPUJIOKEHUS TTPOLIEAYP, WK KOMOMHAIIUM BCETO BBIIICTIEPEUNCIEHHOTO.

Tak kak momaep:kaHue MEeITOCTHOCTH JAHHBIX SIBIISETCS TJIABHOU IIEITBIO
npuHiuno Ctanaapra, BaKHO, 4TOOBI BECh IEPCOHAN, CB3aHHBIN C
KOMITBIOTEPU3UPOBAHHON CHCTEMOH, 0CO3HABAII HEOOXOMMOCTD BBITIICH3JI05KEHHBIX
Mep 0e30macHOCTH. PyKOBOICTBO UCIIBITATENILHOM 1a00OPaTOPUH TapaHTUPYET, YTOOBI
nepcoHal ObUT OCBEIOMIICH O BAXKHOCTH oOecrieueHus 0€30MacHOCTH JTaHHBIX,
JOCTYITHBIX MPOIIETyPaX U OCOOEHHOCTSIX CHUCTEMBI, KOTOPBIC MTO3BOJISIOT MPEAOCTABHUTH
Ha/IJISKAIYF0 0€30MTaCHOCTD, a TAKXKE O MOCJICICTBUSIX HApYIICHHs 0€30acHOCTH.

Takue QyHKIMH cUCTEMbl BKIIIOYAIOT MJIAHOBOE HAOJIOICHNE 32 IOCTYTIOM K
CUCTeMeE, BHEJPEHHUE TporpaMm Bepudukanuu (GpaitioB 1 0TYETOB 00 UCKIIIOUCHUSIX U
(w1n) TpeHaax.

PesepBHOE KOMMpPOBaHKE TPOTPAMMHOTO OOECTICYCHUS U TAHHBIX SIBIISICTCS
CTaHAAPTHOMN MPAKTUKON IpH paboTe ¢ KOMITBIOTEPU3UPOBAHHON CUCTEMOM, KOTOPOE
MO3BOJIIET BOCCTAHOBUTH CUCTEMY MOCIIE JIOOBIX HEMOJIAI0K (HAIPUMED, TIOBPEIKICHUS
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JIICKA), CTaBALIUX MO YTPO3y LEIOCTHOCTh CUCTEMBL. B TaHHOM citydae
II0JIpa3yMEBAETCS] BO3MOKHOCTB IIPEBPAILIECHUS PE3EPBHOM KOIIUU B IEPBUYHBIC
JAHHBIE, TIOCJIE YEr0 OHU PaCCMATPHUBAIOTCS B KAUECTBE TAKOBBIX.

9. Banuaanus KOMIBIOTEPU3UPOBAHHBIX cUCTeM. KoMIIBIOTEpU3NPOBaHHbBIE
CHUCTEMBI ITPUTOJIHBI JUIs IPEAYCMOTPEHHOIO0 Ha3HaueHus. PaccMmarpuBarorcs
CIIEAYIOIINE aCIEKThI:

1) mpuemounble ucbiTaHug. KoMIbIOTEpU3UPOBAHHBIE CUCTEMBI
CIIPOEKTUPOBAHBI TaK, YTOOBI YAOBIAETBOPATH MpuHLUnaM Ctannapra. OHu
yCTaHABJIMBAIOTCS COTJIACHO MPEIBAPUTEIHHO pa3paboTaHHOMY TutaHy. [Ipu aTom
TpeOyeTCsl HaJTMYMe COOTBETCTBYIOIICH TOKYMEHTAIIMHU, TTOATBEPKIAIONICH, YTO KaXK ast
cuctema Obla pa3paboTaHa 1MoJ] COOTBETCTBYIOIIMM KOHTPOJIEM U (3KeJIaTeIbHO) B
COOTBETCTBHH C OOIIECTPU3HAHHBIMU CTAHJAPTAMH Ka4eCTBA U TEXHUYECKUMHU
crangapramu (Hanpumep, [SO 9001). Kpome Toro, npegocTaBisieTcs 10Ka3aTelbCTBa
TOTO, YTO cHCTeMa ObLIa HaJJIeKaluM 00pa3oM MPOTECTUPOBAHA UCTIBITATEILHOMN
nabopaTtopuei Ha COOTBETCTBUE KPUTEPHUSIM MPUEMKHU /10 BBEICHUS B IOBCEIHEBHOE
UCIIOJIb30BaHUE.

[Tpouenypa opuuanbHOro NPUEMOYHOTO UCTIBITAHUS TPEOYET NMPOBEICHUS
UCTBITAHUI B COOTBETCTBUH C 3apaHEE YCTAHOBJICHHBIM INIAHOM U COXPAHEHUS
JOKYMEHTHUPOBAHHOI'O CBUJIETENBCTBA, CONEPIKALIETO CAEAYIONYI0 HH(POPMALIHIO:
IPOLEYPbl UCIIBITAHUS, JaHHBIE IPOBEACHHOTO UCIBITAHUS, PE3YJIBTATHl UCIIBITAHUM,
opuIMaNTbHYIO CBOJIKY 00 MCHBITAHUH, 3alIUCH 00 O(DUIIMATIEHON IPUEMKE PE3YJIbTATOB
UCIIBITAHHUS.

Brnionne BeposTHO, yTO OOJBIIAS YACTh JOKYMEHTALMU, OTHOCSILEHCS K
YCTaHOBJIEHHBIM IPOU3BOAUTEIEM CUCTEMAM M CO3JaHHOM B IIpoLiecce pa3paboTKu
CUCTEM, XPAaHUTCS Ha caiiTe mpou3BoauTens. B 3ToM ciyuae, naHHble OPUIIUATBHON
OLICHKU ¥ (WJIN) ayIUTa IPOU3BOAMUTEIS UMEETCS B HAJIMYMU B UCIIBITATEIbHOM
nabopatopuu;

2) peTpocneKTUBHasI OlleHKa. IMEIOTCS CUCTEMBI, [ KOTOPBIX HEOOXOIUMOCTh
cobmonienus npuHIunoB CtaHgapTa He ObllIa TPETyCMOTPEHA UK yKa3aHa. B Takux
cityyasix TpeOyeTcst HalTM4ue TOKYMEHTaJIbHOTO 0OOCHOBaHUS UCIIOJIb30BaHUS JAHHBIX
CHUCTEM, KOTOPOE BKJIFOYAET B C€0s1 PETPOCHEKTUBHYIO OLIEHKY, UCTIONB3yEeMYIO JUIs
ONPEAEIICHUS IPUTOAHOCTU CUCTEMBL.
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PerpocrniekTuBHAs OlleHKAa HAUMHACTCS CO COOpa BCEX NCTOPUUCCKHUX 3aITUCEH,
CBSI3aHHBIX C KOMIIBIOTEPU3UPOBAHHON CUCTEMOM. 3aTE€M JTaHHBIE 3alIUCH
paccMaTpUBAKOTCS, TOCIIE YETO COCTABJISICTCS MMCbMEHHAs CBOJIKA. B TaHHOM CBOJIKE
PETPOCIEKTUBHOM OLIEHKH HY>KHO YKa3bIBaTh, UTO JIOKA3aTEILCTBA BAIMAAIIUU
JOCTYTHBI, & TAKKE, KAKUE IIaru clieyeT NpeANpUHUMATE B Oy IyIIeM aJis
obecrieueHUsT BAJIUIAIIMN KOMITBIOTEPHU3UPOBAHHOMN CHUCTEM;

3) KoHTpoJb U3MeHeHn. KoHTposih n3MeHeHnit o3HavyaeT ouimanabHoe
YTBEPXKICHUE U JJOKYMEHTHUPOBAHUE JIFOOOTO U3MEHEHUSI KOMITbIOTEPU3UPOBAHHOM
CHCTEMBI B TEUCHHUE CPOKa €€ IKCIuTyaTaunu. KOHTpOIb N3MEHEHNI HYKEH B CIIydasX,
KOIJla U3MEHEHUS BIMSIOT HA CTATYC BAIMIALIMU KOMITbBIOTEPU3UPOBAHHON CUCTEMBI.
[Ipouenypbl KOHTPOJIE U3BMEHEHUI BCTYNAKOT B CUITy Cpa3y MOCJE NOATBEPKICHUS
TOTOBHOCTH K 3KCILUTyaTallul KOMIIBIOTEPU3UPOBAHHON CUCTEMBI.

B nporienype onuceiBaeTcs METO OIEHKH, TPU3BAHHBIN ONIPENETsATh 00beM
MOBTOPHOTO UCIIBLITAHUS, TPEOYEMOTO ISl TIOIJIEPKAHUS CUCTEMBI B BAJIMTUPOBAHHOM
cocTosiHMU. B pamkax npoueayp KOHTPOJISI U3MEHEHUHN ONPEIEIIA0TCS JINLA,
OTBEYAIOIIHE 32 ONPEIEICHNE HEOOXOAMMOCTH U 0A00pEHNE KOHTPOJISI U3MEHEHUH.

He3aBrcrMoO OT UCTOYHHKA MPOUCXOKICHUS H3MEHEHHSI (ITOCTaBIICHHAS
BEHJIOPOM CUCTEMa UJIM CUCTEMa COOCTBEHHOM pa3pabOTKK) COOTBETCTBYIOIIAS
uH(pOpMaIIs IpeIcTaBlieHa KaK 4acTh Mpoiiecca KOHTPoIid u3MeHeHui. [Iporeaypsr
KOHTPOJISI U3BMEHCHHH rapaHTUPYET IEIIOCTHOCTh IAHHBIX;

4) MexaHu3M noJiiepkKu. B 1ensx oGecrieueHusi COOTBETCTBUS
KOMIIBIOTEPU3UPOBAHHON CUCTEMBI ITPEYCMOTPEHHOMY HAa3HAYEHHIO CO3HAI0TCS
MEXaHU3MBbI TOJIIEPKKH, 00ECTIEUNBAIONE KOPPEKTHOE (DYHKIIMOHUPOBAHUE U
UCIIOJIb30BaHue cucTeMbl. OHU BKJIOYAIOT B ¢€0s CUCTEMY YIIpaBlieHUs, OOyUYEeHUE,
o0cmyKUBaHUE, TEXHUYECKYIO TTOIEPIKKY, AyUT U (UITH) OLIEHKY SKCILTyaTaI[AOHHBIX
nokazarenei. OLeHKa SKCIUTyaTallMOHHbBIX MTOKa3aTelel 03Ha4yaeT HOMUHAJIbHBIN
IIPOCMOTP CUCTEMBI YEPE3 ONPEICIICHHBIE TPOMEKYTKH BPEMEHH C LIEBIO
MOJITBEPKIACHUSI COOTBETCTBHS YCTAHOBJICHHBIM KPUTEPUAM (PYHKITMOHUPOBAHUS,
Harpumep, HaJIC)KHOCTH, YyBCTBUTEIbHOCTH, TPOU3BOACTBEHHON MOIIIHOCTH.

10. IlepeuncnenHble HUKE MyHKThI MPEACTABISAIOT COO0M PYKOBOJICTBO IO
no100py MUHUMANBHOM JTOKYMEHTALUU I pa3paO0TKH, BaTMAAMH, SKCIUTyaTallul U
TEXHUYECKOMY 00CITYy>KHBAaHUIO KOMITbIOTEPU3UPOBAHHBIX CUCTEM:
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1) mopsinok nericTBuii. Heobxoaumo Hamuvre muichbMeHHO 3aMKCUPOBAHHBIX
MPUHIIAIIOB aJIMUHUCTPATUBHOTO YIPABJICHUS, OMTUCHIBAIOIINX IIOMUMO MPOYETO
nporecc npuodpeTeHus, TpeOOBaHMS, IPOCKTUPOBAHNE, BAJIM/IAIMIO, UCIIBITAHUE,
YCTaHOBKY, 9KCIUTyaTallMI0, TEXHUYECKOE 00CITyKUBaHKE, 110100p MepcoHara,
KOHTPOJIb, AYJIUT, MOHUTOPUHT U UIBATHE U3 OOpAILlEHUS] KOMITbIOTEPU3UPOBAHHBIX
CUCTEM.

2) onucaHue IPWIOKEeHHs (MPUKIIATHOTO MpOorpaMMHOTro obecrieuenus ). Kaxmoe
MIPUIIOKEHHE COMPOBOXKIAETCS TOKYMEHTAIMEN, B KOTOPOU TOJIHOCTBhIO OITUCHIBACTCS:

HaNMMCHOBAHHC ITPHUIIOKCHUS UIINU I/I}ICHTI/I(i)I/IKaIII/IOHHOFO KOJda nu HO)IpO6HOC u
YCTKOC OIIMCaHucC HCJ’ICfI ITPHUITIOKCHUSA

amnmnapaTHoe obecrieueHue (C HoMepamMu MOJIEIEi ), Ha KOTOPOE YCTaHOBJICHO
NIPUIIOKEHUE;

MPOrpaMMHOE 00eCTICUeHHE ONIEPAIIMIOHHON U IPYTOi CUCTEMBI (HATIpUMED,
WHCTPYMEHTOB), UCIIOJIb3YEMOE B COUYETAHUU C MPUIIOKEHUEM;

UCIIOJIb3YEMbIH TPOrPAMMHUPYEMBIi S3bIK MPHUIIOKECHUS U (MJIH) HHCTPYMEHTOB
0a3bl JaHHBIX;

OCHOBHBIC (1)YHKI_[I/II/I, BBIITIOJHACMBIC ITPHUIIOKCHHUCM,

O630p THUIIOB H ITOTOKOJIOB JaHHBIX, I[H3aﬁHa 0a3 JaHHBIX, CBA3aHHBIX C
IMPUITOKCHHUCM

CTPYKTYpHI (DaiisioB, cOOOIIEHHs 00 OIMOKaxX U aBapHsiX, a TAKXKE arOPUTMBI,
CBSI3aHHBIE C MTPUJIOKECHUEM;

KOMIOHEHTHI MPUKJIAHOTO TPOrPAaMMHOI0 00ECIIeUeHUsI C YKa3aHUEM HOMEPOB
BEpCUM;

KOH(UTypauus 1 KOMMYHHUKAIIMOHHBIE CBA3U MEXKIY MOIYJISIMU MPUIIOKEHUS, a
Tak)ke 000py/I0BaHUEM U JPYTUMHU CUCTEMaMHU.

3) cTangapTHBIE ONEepallMOHHBIE MPOLeaAypbl. boblast 4acTh JOKYMEHTAIIUH,
OXBaTHIBAIOIIIECH UCIIOJIb30BAHUE KOMITbIOTEPU3UPOBAHHBIX CUCTEM, MPEICTABISETCS B
dopme COII. Janubie COII oxBaThIBAIOT ClEAYIONIME MTPOLIETYPhI, HO HE
OTPaHUYUBAIOTCS] UMU:
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MPOLIETyPhI TIO paboTe ¢ KOMIBIOTEPU3UPOBAHHBIMU CUCTEMAMU (ammapaTHbIe
CpeACTBa, MPOrpaMMHOE 00ECIIeUeHNE) U 00S3aHHOCTH, YIIOJTHOMOYEHHOCTh
BOBJICUEHHOTO MIEPCOHAA;

MPOIIETyPHI IO 00ECTICUCHHUIO MEP 0€30MTaCHOCTH, HCTIOIB3YEMBIX IS
0OHapy»KEHHUsI ¥ MPEI0TBPAIICHHUs] HECAHKITMOHUPOBAHHOTO JIOCTYTA K MPOrpaMMme U
BHECCHHUS B HEE N3MCHCHUM,

MPOLEIYPhI IO BHECEHUIO U3MEHEHUI B TPOTPaMMy, UX aBTOPU3ALNH U 3aITUCH
U3MEHECHUI;

IpoLEAYPHI IO BHECEHUIO N3MEHEHUH B 000py10BaHuUE (aIapaTHble CPEACTBa,
IporpaMMHOE 00€CIIeYeHNEe) U UX aBTOPU3aLluH, B TOM YUCIE, B CIyYae
HEO0OXO0IMMOCTH, IPOBEJIEHUE UCIBITAHUI Mepe]] UCII0JIb30BaHUEM 000pYAOBaHMUS;

MPOLIEAYPHI IO ITPOBEACHUIO TIEPUOAUYECKOTO UCTIBITAHUS HAJIEKALLIETO
(GYHKIIMOHUPOBAHUS BCEH CUCTEMBI UJIM €€ COCTAaBHBIX YacTeH M 3alMCH JTAaHHBIX
HCIIBITAHUM,

MpOLETypbl OOCTYKUBAHUS KOMIIBIOTEPU3UPOBAHHBIX CUCTEM U JHO00T0
COITYTCTBYIOILETO 00OPYI0BaHUS;

MPOIIETy Pl pa3pabOTKU MPOTPAMMHOTO 00ECTICYEHUS U TPHUEMOYHBIX
VCIIBITAHUH, @ TAKXKE 3aIIUCU BCEX MMPUEMOYHBIX UCIIBITAHUM;

MpoucaAypsl 110 PC3CPBHOMY KOIMMPOBAHUIO BCCX XPAHUMBIX JAHHBIX, 4 TAKKC
IIJIaHbI I[GflCTBHH B CJIy4ac IIOJIOMKH,

mpoucaypbl apXUBUPOBAHWA 1 U3BJICYCHUS BCECX JOKYMCHTOB, ITPOIrpaMMHOTO
oOecreueHus U KOMIIBIOTCPHBIX JAHHBIX

MPOLEIYPbl MOHUTOPUHTA U Ay IUTA KOMIIBIOTEPU3UPOBAHHBIX CUCTEM.

11. [Ipunuunsl CTaHgapTa MO0 ApXUBUPOBAHUIO TAHHBIX CJIEAYET IPUMEHSTh
MOCJIEIOBATEILHO KO BCEM TUIaM JaHHBIX. [103TOMYy OueHb BaXKHO, UTOOBI
AJIEKTPOHHBIE JaHHBIE XPAHWIIUCh HA TOM K€ YPOBHE KOHTPOJIS IOCTYIIA,
WHJICKCUPOBAHUS U COOTBETCTBYIOIIETO U3BJICUCHHUS, KAK U JPYTrUe TUIIbI JaHHBIX.

Ecnu a5iekTpoHHBIE TaHHBIE 0 HECKOJIBKUX MCCIICIOBAHUSIX XPAHATCS Ha OJHOM
HOocuTese nHOpMaluK (IMCKE UM MAarHUTHOM JIEHTE), TpeOyeTcs CO31aHue
noapoOHoro ykaszarens. OH Hy>XeH JIJIsl 00eCIeYeHuUsI UCTIBITAaTeNbHBIX JTabopaTopuid
CpelICTBaMH KOHTPOJISI OKPYKAIOIIEH cpe/ibl, 4TOOBI rapaHTUPOBATh IIEJTOCTHOCTD
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XPaHUMBIX 3JIEKTPOHHBIX JaHHBIX. ECliu cyiecTByeT He0OX0JUMOCTh B CO3/IaHUN
JIOTIOJIHUTENBHBIX apXUBHBIX MOMEILEHUH, TO pyKOBOJICTBO MCTIBITATEILHON
nabopaTopuu 00ecreynuBaeT, YTO0bI IEPCOHAI, OTBEYAIOIIMI 3a YIIpaBIECHUE apXUBAMH,
ObLT UICHTU(DHUITMPOBAH, U YTOOBI JOCTYIT K apXHUBY ObLT BO3MOKEH TOJIBKO
YIOJTHOMOYEHHOMY TIepcoHaTy. Takyke Hy»KHO OyJIeT BHEIPUTH MPOIIETYPHI,
rapaHTUPYIOIIHNE, YTO I[EJIOCTHOCTh XPAHSIIINUXCS B 3JIEKTPOHHOM BH/JIC B TCUCHUE
JUTATETPHOTO BPEMECHH JJaHHBIX HE OYyJIeT HapyIlieHa.

HyxHo co3nanue npouenyp, 00ecreunBaonuX HEMPEPhIBHYIO CYUUTHIBAEMOCTb
JAHHBIX B CIy4asix, KOrJa MpeIInoiaraeTcs BOSHUKHOBEHUE TPOOJIEM C IOJITOCPOYHBIM
JOCTYIIOM K JaHHBIM WM BO3HUKAET HEOOXOAUMOCTb U3BATHUS
KOMITBIOTEPU3UPOBAHHBIX CUCTEM M3 yNoTpebeHus. Takue npoienypbl BKIIOYAIOT,
Hanpumep, MPOU3BOACTBO TBEPABIX KOMUMU B (DOpME pacreyaTKy ¢ MPUHTEPA UITU
NEPEHOC JAHHBIX B IPYTYIO CUCTEMY.

Xpansuiyecs: B 2JICKTPOHHOM BUJIE TAHHBIE HE CIIETyeT YHUUYTOXKATh 0€3
paspelieHus pyKoBOJICTBA UCIIBITATEILHON J1a00paTOPUU U COOTBETCTBYIOIIETO
JTOKYMEHTHpPOBaHUS. J[pyrue gaHHbIe, XpaHAIIUECS B OAAECPKKY
KOMITbIOTEPU3UPOBAHHBIX CHCTEM, TAKHE KAaK UCXOJHBIN KO U 3alIUCH O pa3paboTke,
BaJIWJIALIUH, SKCIUTyaTaluu, 00CITyKUBAHUU U MOHUTOPHUHTE, CIIEYET XPAHUTD, 110
KpaiiHel Mepe, B TeUEHHE TOT0 K€ CPOKa, KaK U 3aliCH 00 UCCIIEI0BAHUHU, CBI3aHHBIC C
JAHHBIMU CUCTEMaMHU.
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[Ipunoxenue 8
Kk CrangapTy HaJuIexKalen
naboparopHoit npaktuku (GLP)

PykoBoacTBo nmo o0MeHny uH¢opmanueil B OTHOIIEHNH MPOTPAMM KOHTPOJIS
coOroaeHus npuHuMnoB Cranaapra

1. B 1aHHOM TIPHUIIOKEHUU COICPIKUTCS HHPOPMAIIHsI, KOTOPO
YIOJTHOMOYCHHBIN OpraH 0OMEHUBAETCS MPHU POBEICHUN TTPOTPaMM KOHTPOJISA
cobmonenus Cranaapra. Ita uHGOpMAIIUs BKIIOYALT:

1) Ha3BaHMe, NPABOBOM CTATyC U OpraHU3alMOHHAs CTPYKTypa
YIOJHOMOYEHHOT'O OpraHa;

2) npoienypsl, IPOBOJUMBIE B X0/I€ MHCTIEKIIUH J1a00paTOPHUil U ayJUTOB
UCCIIEJIOBAHUN, IEPUOAUYHOCTh HHCIICKIIUH U (WJIM) KPUTEpUU TpadUuKOB MHCTICKIIHI;

3) KOTMYECTBO U KBATH(UKAIIMA HHCTIEKTOPOB;

4) necTBuUs, NPEANPUHUMAEMbIC YIIOJTHOMOYEHHBIM OPraHOM B CITydae
0OHapy>KEeHUsI HECOOTBETCTBHUSI, BKJIFOYAsi BOBMOXKHOCTh COOOIIATh APYTUM CTpaHaM,
pu HEOOXOUMOCTH, O pe3yJibTaTaX UHCIEKIIHI JJabopaTopuii U ayIUTOB
HCCJICIOBaHUN;

5) AOTOBOPEHHOCTH O 3aIUTe KOH(OUICHIINATLHOCTH HHPOPMAIIUH;

6) mpolieTypbl Havasa, IPOBEICHUS U TOATOTOBKH OTYETa 00 MWHCIIEKITUSIX
nabopaTopuil U ayIuTax UCCIEIOBAaHUH 10 3alpoCy JIPYTUX CTPaH;

7) mpolietypbl OJy4YeHHUs] THPOPMALIUU O JIa0OpaTOpUsIX, KOTOPBIE MPOILIN
WHCIIEKIIUIO CO CTOPOHBI YIIOJTHOMOUYEHHOTO OpraHa JpYyroil CTpaHbl, BKJIIOUYas CTaTyC
COOTBETCTBHS TaKUX JIaDOPaTOPHIA;

8) cepTudukarsl 1a00paTOPUU O TOM, YTO UCCIIEIOBAHUS IPOBOIUINCH B
coOTBETCTBUM cO CTaHIapTOM.

2. B caydae oOHapyKeHUSI CEPhE3HBIX OTKJIOHEHUM, KOTOPBIE BIUSIOT Ha
cnenuUIecKue UCCIeA0BaHM, YIIOJTHOMOYCHHBIA OpTaH IPH HEOOXOAUMOCTH,
COO0IIAaeT 0 pe3yJibTaTax COOTBETCTBYIOIIUM YIIOJTHOMOUYEHHBIM OpraHaM B IPYTUX
CTpaHax.
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3. Ha3zanus nabopatopui, mojiexamnx HHCIEKIUIM B paMKaX MPOTrPaMMbI

KOHTpoJIst coOmonenust Ctanaapra, CTerneHb COOTBETCTBU npuHItunaM CTaHaapTa u

Jdara IIpOBCACHUA I/IHCHeKI_II/Iﬁ CIKCI'OAHO II0 3aITpOCy MMPCAOCTABIIACTCA B
YIIOJIHOMOYCHHBIC OpPralHbl B IPYTIUX CTPAaHAX.
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[Ipunoxenue 9
Kk CrangapTy HaJuIexKalen
naboparopHoit npaktuku (GLP)

PyKoBOACTBO AJ151 OPraHOB 10 KOHTPOJIIO co0/roneHusi CTaHaapTa 1o noaAroToBKe
€sKeroIHbIX
0030pOB NMPOBEPEHHBIX UCNBITATEIbHBIX J1200paATOPHUIA

Crnenyroiiasi MUHUMaJIbHAsI HH(OPMAaILIHsI TO3BOJISIET COTNIACOBAaHUE KPATKUX
0030pOB, MepelaBaeMbIX HHCTIEKTOPAMH JJIs1 YIIOJTHOMOYEHHOTO OpraHa:

1. yka3zaHue Ha3BaHUS MPOBEPEHHOM JIaOOPATOPHH: OTPAXKAETCS TIOCTATOUHAs
uH(popMaIMs A1 HEJBYCMBICIEHHON UACHTU(PUKALUU JadopaTopuu (Ha3BaHue
nabopaTopuu, ropoja U CTPaHbl, B KOTOPOI OHA HAXOUTCS, BKIIOUAst UHCIIEKIIUHY 32
rpaHuIeh);

2. 1aThl UHCTICKIIUHN U 3aKIIFOUEHHE: MECSI] U TOJ1 IPOBEACHUS MHCIIEKIIUU U B
COOTBETCTBYIOIIMX CIIy4asiX J1aTa BHIHECEHUS MOCIETHETO 3aKIIOYEHHS O CTaTyCe
cootBeTcTBUs CTaHOapTy;

3. OnMCaHWe MHCIICKITUN: YeTKO OTPaXKaeTCs, YTO OBLIO MPOBEICHO: NHCTICKIIHS
cobmoaeHus Ctangapta v (WIid) ayauT UCCIEA0BaHUs, OblIa JTU WHCIICKIIUS
CTaHJAPTHOM WJIM HECTAaHJAPTHON, y4aCTBOBAJIH JIM B MHCTICKITUU APYTHE OPTaHBbI;

4. cnenanu3anus MpoBepeHHoi Jadboparopun: Tak Kak COOTBETCTBUE
CranaapTy CBsI3aHO C UCCIIEOBAHUAMHU, IPOBOAUMBIMH JJAOOPATOPUSIMH,
crenuanu3anus MpoBepsieMbIX J1a00PATOPHI BKITIOYAETCS B €KETOJHBIM KpaTKUil 0030p,
HaIpumep:

1) bu3MKO-XUMHYECKOE UCCIIETOBAHNE;

2) uccnenoBaHus TOKCUYHOCTH;

3) uccliieIoBaHusl MyTareHHOCTH;

4) aHATUTUYECKUE U KIMHUYECKHE XUMUYECKUE UCCIICIOBAHUS;

5) npyrue uccineaoBaHusl, yKa3aTh.
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Crnenyet 0OpaTuTh BHUMAHHE, YTO 3TH BUJIBI HCCIIEIOBAHUN MOTYT
UCII0JIb30BaThCS B CBOOOTHOM PEKUME B 3aBUCUMOCTH OT KOHKPETHOIO Cllydasi, U
IENBIO SBIISETCA MPpeAoCcTaBieHne nHdopmaru o coorBeTcTBuu CTaHgapTy, KoTopas
OyJeT moJe3Ha JUIsl IPYTUX PEryIATOPHBIX OPraHoB.

5. Craryc cooTBetcTBUS: JJ1sl yKa3aHus cTaTyca COOTBETCTBHS JIa0OpaTOPHid
UCIIOJIb3YIOT TPU KaTETOPUH:

1) cooTBeTCTBYET;
2) HE COOTBETCTBYET;
3) He 3aKOHYEHO (C yKa3aHue MPUYUHBI).

J1J1st TOro 4YTOOBI TEPMUH «HE 3aKOHYEHO» HE ObLT HCTOIKOBAH MO-PAa3HOMY, €T0
IPUMEHEHHUE COMPOBOXKIAETCS OOBICHEHUSIMH B 0030pe. Takue 00bsCHEHUS BKIIOYAET
«TOBTOpHAs! MHCIIEKIINS HE 3aKOHYEHAY, «OTIO0KEHHBIN OTBET U3 1JaOopaToOpumn»,
«aIMMHHMCTPATUBHAS MPOLIEAYpa HE 3aBEPIICHAY.

6. Kommentapuu: [Ipy HEOOXOAMMOCTH AENIAIOTCA TOMOJIHUTEIbHBIC
KOMMEHTapHHU.

7. Cepbe3Hbie OTKIOHEHHS: B exeroqupix 0030pax mpoBepeHHBIX JabopaTopuit
OTpaXXarTCs COOOIICHNS 00 OTIEIBHBIX HCCIEIOBAHUSX, B PE3yIbTaTe ayANTa
KOTOPBIX ObLITM 0OHAPYKEHBI CEPhE3HBIE OTKIIOHEHUS cobmonenns CTanaapra u
KOTOpPBIC BITOCIIEACTBUH OBLITU MPU3HAHBI YIIOJTHOMOYCHHBIM OPTaHOM
HEJCHCTBUTENHHBIMA. Tak KaKk MHOTHE HCCIICIOBAaHUS OJTHOBPEMEHHO HAMPABIISIOTCS B
YIOJHOMOYEHHBIN OpraH pa3HbIX CTPaH, PEKOMEHAYETCs, YTOOBI 3Ta HHPOpMAITUS
ObLIa pacrpocTpaHeHa CPeIn PETYIATOPHBIX OPTraHOB KaK MOYKHO OBICTpEE B
JIOTIOJTHEHUE K €KETOTHBIM 0030paM.

8. 3akmroueHue o cooTBeTCTBUU: [Ipy HanpaBIeHNN yIOJTHOMOYEHHBIM OPTaHOM
3aKJIFOUEHUSI O COOTBETCTBUH, B HUX MCTIOIB3YIOTCS Ta KE TEPMUHOJIOTHUS M KATETOPUH,
YTO U B €XKETOJIHBIX 0030pax.

9. PacnipoctpaneHue exeroqHprx 0030poB: O030pEI 10 3ampocy
NPEI0CTABIISIOTCS OOIIECTBEHHOCTH 10 PEIICHHUIO YITOJIHOMOYCHHOT'O OpTaHa.
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[Tpunoxenue 2 K npukasy
Ucnonustonuiit 0013aHHOCTH
MunucTpa 3apaBOOXpaHEHUs

Pecny6nuku Kazaxcran
ot 4 ¢espans 2021 roga
Ne KP ICM-15

Crangapr Haasexamei kanHuyeckoi npaktuku (GCP)

I'nmasa 1. O01mme moJ10KeHus

1. Hacrosmuii CTanaapTt Haajexxaliei KIMHUYEeCKON MpaKTUKu (nanee —
CrannapTt) pa3paboTaH B COOTBETCTBUU ¢ MoAyHKTOM 9) ctathu 10 Konekca
Pecny6mmku Kazaxcran «O 310poBbe Hapoia M CUCTEME 3IPABOOXPAHCHUS U
omnpenenseT TpeOoBaHMs HAJISKAIICH KITMHUYECKONU MPAKTUKH.

Cranmapt SBISETCS YACThIO CUCTEMBI 00€CTICUCHUS KaueCTBA U yCTAaHABIIMBAET
npaBuiia MPOBEJCHUS UCCIIEIOBAHUN C yUacTHEM YEJIOBEKa B KAUECTBE CYOBEKTA, a
TaKXKe JTOKYMEHTaJIbHOTO 0()OPMIICHUS U MPEJCTABICHHS PEe3yIhTaTOB TAKHX
HUCCIIeJOBAHUM.

HpI/IHI_II/IHBI, YCTaHOBJICHHBIC HACTOSAIIUM CTaH,Z[apTOM, IMPUMCHHMBI TAKXKE U K
KIIMHUYCCKUM HCCIICIOBAaHUAM, KOTOPBIC OKA3bIBAIOT BJIMAHUC HA 0e30IMacHOCTh U
6HaFOHOJIy‘II/IG YCJIOBCKA, BBICTYITIAIOMICTO B KAYCCTBC CY6’b€KTa HNCCIICAO0BAaHMS.

Crocka. Ilynkm 1 6 peoakyuu npuxasa u.o. Munucmpa 30pasooxpanenuss PK om
03.04.2023 Ne 55 (8sooumcst 6 Oeticmaue no ucmeyeHuu 0ecimu KaieHOapHolx OHell
nocie OHsl €20 nepeoco OPUYUAILHO20 ONYOIUKOBAHUSL).

2. B Hacrosmem CtaHaapTe TPUMEHSIOTCA CIEIYIOINE TEPMHUHBL:

1) aynut — cucremaTuyeckasl 1 He3aBHUCHMasi IPOBEPKA OTHOCSIIUXCS K
VICCIIEIOBAHUIO IEATEIBHOCTH U IOKYMEHTALlMU, IPOBOAUMAs JJIs TOATBEPKICHUS
COOTBETCTBHUS 3TOM AESATENBHOCTH, a TAKXKE MpoUeayp cOopa, aHalIu3a U MPeCTaBICHUS
JAHHBIX TPOTOKOJLY, CTAHAAPTHBIM OIEPAMOHHBIM ITPOLIEyPAM CIIOHCOPA,
HaJJIeKallel KIMHUYECKON MPaKTHUKE U HOPMATUBHBIM TPEOOBAHUSAM;

2) oT4eT 00 ayauTe — MMCbMEHHOE 3aKII0YEHHUE ayJuTOpa CIOHCOpa O
pe3yibTaTax ayauTa;
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3) ceprudukar ayiura — JOKYMEHT, COCTaBJICHHBIN ayAUTOPOM B
NOJATBEPKACHUE (paKkTa MPOBEACHUS Ay IUTa;

4) INEPBUYHBIC TAHHBIC — I/IHCI)OpMaI_[I/ISI, MMpEACTAaBJIICHHAA B ITOJJIMHHUKAX HIIA UX
3aBCPCHHBIX KOIMUAX, OITMChIBAIOIIAA PE3YJIbTATHI KIIMHUYCCKUX HaGJ'IIOI[eHI/II\/'I,
O6CJICI[OBaHI/If/'I, ITO3BOJIAIOIIAA BOCCO31aTh U OICHUTD X0 KIIMHHUYCCKOI'O
HCCICA0OBaHUA. HGpBPI‘IHBIC JaHHBIC COACPIKATCA B HepBI/I‘lHOI)'I JOKYMCHTAIINH,

5) INEpBUYHAA JOKYMCHTAIWA — UCXOAHBIC TOKYMCHTLI, IAHHBIC 1 3aIIMCH,
HCIIOJIB3YCMBIC B KIIMHNYCCKOM HCCIICIOBAHHUH,

6) Tocy1apcTBEHHas SKCIIEpPTHAs OpraHu3anus B cgepe oOpalieHus
JIEKapCTBEHHBIX CPEJICTB M MEIUITMHCKUX U3/ACTHU ([aee — SKCIepTHAsI OpraHu3aIus)
— CyOBEKT rocyAapCTBEHHOW MOHOIIOJINH, OCYIIECTBIISIONINIA TPOU3BOICTBEHHO-
XO3SIICTBEHHYIO JESTENbHOCTh B 00JACTH 3/[paBOOXPAHEHUS IO 00ECIICUEHHIO
0e3omacHOCTH, 3P(HEKTUBHOCTH M KaUeCTBA JIEKAPCTBEHHBIX CPEJICTB U METULIMHCKHUX
156691 (H1%0% 8

7) crioHCOp — (PU3NYECKOE WK IOPUTAIECKOE JIUIIO, SBISIONICECS NHUIIUATOPOM
KJIMHIUYECKOTO UCCIIEJIOBAHUS U OTBEUAIOIIEE 32 €T0 OPTraHU3aIUI0 U (UJITH)
¢dbuHaHCHPOBAHUE;

8) croHcop-HUccaea0BaTeNb — JIULO, KOTOPOE CAMOCTOSATEIHHO I COBMECTHO C
IPYTUMH JTUIIAMHA, THUIIAAPYET U IPOBOJUT KIMHIUYECKOE MCCIIEAOBAHUE U IO/
HETOCPEICTBEHHBIM PYKOBOJICTBOM KOTOPOTO MCCIIETyEMBIN Mpenapar Juoo
HA3HAYaIOT, JTM00 BBIAAIOT CyOBEKTY UCCIIEI0OBAHUS, TUO0 MOCIECTHUN TPUHUMAET €T0;

9) unnuBUyabHas perucTpanronHas kapra (nainee — MPK) — nokymeHT Ha
OyMa)KHOM, SJIEKTPOHHOM WUJIM ONTHYECKOM HOCHUTEIIC, PeTHa3HAUCHHBIN IS
BHECEHUS BCEIl MPEeTyCMOTPEHHON MTPOTOKOJIOM U MOJJIeKAIIeH Iepeaade ClioHCopYy
uH(GOPMAIH 0 KAKIIOMY CYOBEKTY HCCIICIOBAHUS;

10) He3aBucHMas Tpymna N0 MOHUTOPUHTY JAHHBIX — IPYIIA CIIEHHAINCTOB,
co3gaBaeMasi CIIOHCOPOM, JJIsl IEPUOJUYECKOTO PACCMOTPEHUS X01a KIMHUYECKOTO
UCCIIEJIOBAHUS, JAHHBIX 110 0€30MaCHOCTH M (MJIM) OCHOBHBIX TapaMeTPOB
3¢ (PEeKTUBHOCTH, a TaKkKe JIJIsl BBIpAOOTKM PEKOMEHAAIINI CIIOHCOPY O
LEJIECO00Pa3HOCTH MPOIOJKEHUS, TPEKPAILICHHS UCCIIETOBAHUS NI BHECEHUS B HETO
W3MEHCHUM;
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11) cepre3noe HexenarenbHoe siBiaeHue (nanee — CHS) u (unu) cepre3nas
HexenaTenbHas peakius (nanee — CHP) — nexenarenbHas peakius, KOTopasi IPUBOJIUT
K CMEPTH, MPEJICTABIISICT YTPO3y IS )KU3HU, TPeOyeT roCIUTAIN3AINH TAIlleHTa WIIN
€€ MPOJUICHHUS], MPUBOAUT K CTOUKOM JTMOO BHIPAXKEHHOW HETPYIOCTIOCOOHOCTH UITH
WHBAJIUIHOCTH, K BPOKJICHHBIM aHOMAJIUSIM UJIM TTOPOKaM Pa3BUTHS, TPeOyeT
MEIUIMHCKOIO0 BMENIATENbCTBA JIJIsl IPEAOTBPAICHUS PA3BUTHUSA IIEPEUNCICHHBIX
COCTOSIHUM;

12) HexxenaTeapbHOE SIBIICHHUE — JTI000€ HEOIaronpuaTHOE U HEPEITHAMEPEHHOE
W3MEHECHHE B COCTOSTHUU 3/IOPOBbS MAIIMEHTA WU CyOhEKTa KIIMHUYECKOTO
UCClIeIOBaHUs (MCTIBITAHUS ), KOTOPOMY Ha3HAYaJICs JICKapCTBEHHBIN MTpemapar,
HE3aBUCUMO OT IPHUYNHHO—CIICJICTBEHHOH CBSI3H C €T0 MPUMCHCHHEM;

13) HexxenarenbHasl peakuus — HempeJHaMepeHHast HeOJIaronpusaTHas peaKius
OpraHu3Ma, CBSI3aHHAs C IPUMEHEHUEM JIEKAPCTBEHHOI'O CPECTBA (MCCIIEyEMOTO
npenapara), mpeanoJiaraonas Haluuue, Kak MUHUMYM, BO3MOKHOW B3aUMOCBSIZH C
IPUMEHEHUEM T10/103PEBAEMOI0 JIEKAPCTBEHHOTO ITpenapara (UCCiIeayeMoro
npenapara);

14) cnenoit metoa 1 (MIKM) MAaCKUPOBKA — METOM, IPU IPUMEHEHUHU KOTOPOTO
OJIHOM WJIM HECKOJIbKUM YUYaCTBYIOIIUM B KIMHUYECKOM HCCJICIOBAHUU CTOPOHAM
HEU3BECTHO, KaKOE JICYCHNE HaA3HAYCHO CYObEKTY UCCIIEIOBAHMS;

15) 3aKOHHBIN TIPEICTABUTENb — PU3NUECKOE WIH IOPUAUYECKOE JTUII0, U HHOU
cyOBEeKT mpaBa, JaroUIUil coriacke Ha y4acTHE B KIIMHUYECKOM UCCIE0BAaHUM OT
MMEHH MOTEHIIMATBHOTO CYObEKTa UCCIICTIOBAHMUS;

16) uccnenyemslii npenapar — JekapcTBeHHas (PopMa aKTUBHOTO BELIECTBA WU
ianebo, u3ydyaeMasi WM UCIoJIb3yeMasi JAJisi KOHTPOJIS B KIMHUYECKOM HCCIIEIOBaHNH,
B TOM UYHMCJIE 3aPETUCTPUPOBAHHBIN JIEKAPCTBEHHBII MpenapaT B Ciiydae, €ciid cocod
€ro NPUMEHEHUS OTINYAETCS OT YTBEPKIECHHOTO, a TAKXKE MPU €ro UCIIOIb30BAHUU I10
HOBOMY IMOKa3aHUIO WJIH JJIsl TOJIyYeHHS IOMOJIHUTENbHON NHPOPMALIMH 110
YTBEPKJIEHHOMY IMOKAa3aHUIO;

17) 6narononyure cyObEKTOB HCCieN0BaHUs (MAIUEHTOB) — (DU3UYECKOE U
TICUXWYECKOE 3/I0POBbE CyOBEKTOB, YIACTBYIONINX B KIIMHUYECKOM UCCIICIOBAHHH;

18) uccnenoBarens — GU3NIECKOE JIUII0, OTBEUAIOIIEE 32 IPOBEACHHE
KJIIMHUYECKOTO UCCIIEI0BAHUS B HCCIIEIOBATENbCKOM LIEHTpe. B ciyuae mpoBeneHus
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UCCIIEIOBAHUS Ha KJIMHUYECKOU 0a3e Tpymmoi Jull ucciaeaoBareaeM (TJIaBHbIM
UCCIIE0BATEIIEM) SIBIISIETCS PYKOBOAUTEND TPYIIIIbI;

19) 6pomrtopa uccnenoparens (nanee — bHU) — cBogHOE U3M0XKEHUE PE3YTHTATOB
KJIMHUYECKOTO U JOKJIMHUYECKOTO U3YUEHHUSI UCCIIeYEeMOro npenapara, 3HaYuMbIX JIJIs
€ro UCCIICIOBAHMS Ha YEIIOBEKE;

20) uccieaoBaTelb-KOOPANHATOP — UCCIIeI0BaTE b, OTBEUAIOIINM 3a
KOOPJAMHAIMIO ICSITEIFHOCTH UCCIIEA0BaTECH BCEX UCCIEI0BATEILCKUX IICHTPOB,
Y4aCTBYIOIIUX B MHOTOIIEHTPOBOM KIIMHHUYECKOM UCCIIEOBAHUN;

21) uccnenoBarenb UM MEIUIIMHCKASI OpraHu3aIus — TEpMUH, 0003HAYAIOITUN
VCCIIEIOBATENS WK OPraHU3aLNIo;

22) uncnekius (MpoBepKa) — AEHCTBUE YIIOTHOMOUYEHHOTO OpraHa B 00J1acTH
3IpaBOOXpaHEHUs, 3aKIIoUaonieecs B OPUIIMaIbHON TPOBEPKE C MPUBICYEHUEM
AKCIIEPTHOM OpraHmu3aiuu B chepe oOpalieHust JIeKapCTBEHHBIX CPEICTB U
MEIUIMHCKUX U3JIEINI TOKYMEHTaluu, 000pyI0BaHMUs, MaTEPUAIIOB, UMEIOIIUX
OTHOIIICHHUE K KIMHUYECKOMY UCCJIEAOBAHUIO U HAXOISAIIUXCS B UCCIIEI0BATEIHLCKOM
LEHTpPE, B IOMEIIEHUIX CIIOHCOPA U (MJIM) KOHTPAKTHOW UCCIIEI0BATENIbCKOM
OpraHU3allii, a TAK)KE MHBIX OPraHU3alUsIX, UMEIOIIUX OTHOIIICHHUE K UCCIIEI0OBAHUIO;

23) 10TOBOp — NaTUPOBAHHOE U MOJIIMUCAHHOE COTJIAIICHUE MEXKTY ABYMS WU
0oJiee CTOPOHAMU, KOTOPOE YCTAHABIMBAET JOTOBOPEHHOCTH, Kacaroluecs
pacripesnieneHus oobemMa paboT Mpu MPOBEICHUH KIMHUYECKOTO MCCIIC0BaHUs, a TAKKE
(MHAHCOBBIX BOIPOCOB, OCHOBO J0TOBOPA CIIYKHUT MPOTOKOJI UCCIICIOBAHMUS;

24) KOHTpAKTHas UCCIIEIOBATENIbCKAs OpraHu3aIus — GU3NIECKOE JTUI0
(opranuzaiiusi), BRIOJTHSIONIEE B paMKax JOroBOpa CO CIIOHCOPOM OJIHY WM 0oJiee 13
ero (pyHKIUM, CBI3aHHBIX C MMPOBEICHUEM KJIMHUYECKOTO UCCIIEAOBaHNUS,

25) NOKIMHUYECKHUE UCCASIOBAHUS — OMOMEIUITMHCKHUE UCCISOBAHUS,
MPOBOAMMBIE 0€3 yUacTHs YeJIOBEKa B KAUECTBE CYOBEKTA;

26) xmuHUYecKas 0aza — GaKTUIeCKOe MECTO MPOBEIACHUS KITMHUIECKOTO
VICCIICIOBAHUSI;

27) KTMHAYECKOE UCCIeIoOBaHUE (MCIIBITaHNE) — JIF000E HCCIeTI0BaHNe
(ucmpITaHKE), MPOBOJAMMOE C YIaCTHEM YEJIOBEKa B KaUECTBE CyObEKTa JIJIsl BBISBIICHUS
WM TIOJATBEPXKICHUS KIMHIYECKUX U (Win) hapmakomorudeckux 3¢ HeKToB
UCCIIeTyEeMBIX TTPENapaToB U (W) BBISBICHUS HEXENAaTSIbHBIX PEaKIINi Ha
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UCCIIeIyeMbIe TpernapaTsl, U (W) U3YYSHHS UX BCACBIBAHUS, paCIIPEICICHUS,
MeTabOoIu3Ma U BBIBEJICHHUS C 1IEJIbI0O BBHITTOJIHEHUSI OIEHKH 0€30MacHOCTHU U (1IN )
3 PEeKTUBHOCTH;

28) NpOMEXyTOUHBINA OTYET O KIMHUYECKOM HCCIEIOBAHUM (UCTIBITAHUM) — OTYET
0 IPOMEXYTOUYHBIX PE3yIbTAaTaX U UX OLICHKE, OCHOBAHHBIN HA MMPOBEJACHHOM B XOJI€
KJIMHUYECKOT O UCCIIEOBAHNS aHAJIN3E JaHHBIX;

29) oTueT 0 KIMHUYECKOM UCCIEA0OBaHUM (UCTIHITAHUHN) — OITUCAHUE B
NUMCBMEHHOM (hOpMe KIIMHHUYECKOTO HCCIEIOBAaHUS TEPANIEBTUUECKOTO,
PO UIAKTHUECKOTO WM JUATHOCTUYECKOTO CPEJICTBA C YYACTHEM UYEJIOBEKa B
KauyecTBe CyObeKTa, 00bEeIUHSIONIee KIMHUYECKOE U CTATUCTUYECKOE OMUCAHUS,
Ipe/ICTaBlIeHNEe JaHHBIX U UX aHAJIU3;

30) mpoTOKOJI KIMHUYECKOTO HCCIIeIOBaHUS (Aajiee — MPOTOKOJI) — JOKYMEHT,
OMKCHIBAIOIINH 11e7TH, AU3aiH, METOI0JIOTHIO, CTATUCTUYECKUE aCIIEKThI U
OpraHU3alUI0 UCCIIEJOBAHUS;

31) cobnoaenue TpeOOBaHUN MPUMEHUTENBHO K KIMHUYECKUM UCCIICIOBAHUSIM —
cienoBaHue TpeboBaHusIM Hactosiero Ctannapra, MpOTOKOIY KIMHUYECKOTO
MCCIICIOBAHMSI

32) KoopAMHAIIMOHHAS TpyMa — Ipynna, OpraHu3yemasi CHlOHCOPOM, IS
KOOPAMHALMU ITPOBEACHNS] MHOTOLIEHTPOBOI'O KIMHUYECKOTO UCCIIEIOBAHUS;

33) MHOTOLICHTPOBOE KIIMHUYECKOE MCCIIEIOBAaHUE — KIMHUYECKOE
HCCIIeI0OBaHUE, TPOBOAUMOE 10 €IMHOMY IPOTOKOIY O0Jiee 4YeM B OJTHOM
HCCIIEIOBATEIBLCKOM IIEHTPE U 00JIee YeM OJTHUM UCCIIE0BATEIEM;

34) HenpeBUICHHAs HEXKEIaTelIbHAsI pEAKIIMs — HeXenaTelbHas peakiys,
XapakTep, CTENEeHb TSHKECTH WM UCXO/ KOTOPOI HE COOTBETCTBYIOT UH(pOopManuu
JNENCTBYIOLIEN MHCTPYKIMH MO MEAUIIMHCKOMY NMPUMEHEHUIO JIEKAPCTBEHHOTO
npemnapara Ju0o OpoIIope uccaea0BaTeNs Ui He3aperuCTPUPOBAHHOTO
JIEKApCTBEHHOTO IpEINapara;

35) ys3BuMble CyOBEKTHI UCCIIEIOBAHUS — JIMIIA, HA YbE JKEJIAHWE y4acTBOBATH B
KJIINHUYECKOM UCCIIENOBAHNN OKA3bIBAET YPE3ZMEPHOE BIIMSIHUE 0KUIAHUE
(060CHOBaHHOE MJIM HEOOOCHOBAHHOE) TEX UJTM MHBIX TPEUMYIIECTB, CBI3aHHBIX C
Y4YaCTHEM B HCCIIEIOBAHUM, WIM CAHKIIMH BBIIIECTOSIINX B HEPAPXUU JIULL B CITydae
OTKa3a OT y4yacTus;
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36) couccnenoBarelb — 000U YICH UCCISI0BATEIHLCKOTO KOJIJICKTHRA,
Ha3HAYCHHBIN MCCIIEA0BATEIEM U OCYILECTBIISIIONINN O] €0 KOHTPOJIEM 3HAYMMBIC
POLIEeTYPhl KITMHUYIECKOTO MCCIICIOBAHUS Ha KIIMHUYECKOH Oase;

37) MOKyMEHTaJIbHBIN ClIe]] — JOKYMEHTAI[HS, I03BOJISIOIIAst BOCCTAHOBHUTD XO/T
COOBITHI;

38) mokyMeHTanus — 3amucu B 10001 opMe, BKITFOUAs 3aMMCH Ha OYMaXKHBIX,
AJIEKTPOHHBIX, MATHUTHBIX WJIH ONTHYECKUX HOCUTEISAX, CKAHOTPAMMBI, PEHTTEHOBCKHE
CHUMKH, DJIEKTPOKAPAUOTPAMMBI, OTIMCHIBAIOIINE JTUOO PETHCTPUPYIOIINE METOIBI,
OpraHu3aluIo U (UIK) pe3yabTaThl KIIMHUYECKOT0 UCCIEAOBAHMS, a TAK)KE BIUSIOIIHE
Ha UcclieIoBaHne (DaKTOPBI U MIPUHATHIC MEPHI;

39) KOHPUAEHIIUATLHOCTD — COXPaHEHUE BTallHE OT HEYIIOJTHOMOUYCHHBIX JIUI]
uH(bOpMAaITK, MPUHAJISKAIIEH CTOHCOPY, WU NHGOPMAIIHH, TTO3BOJISIONICH
UACHTU(PUIUPOBATH CYOBbEKTa UCCIIEI0BAHNUS;

40) MenMIMHCKas: OpraHu3alus — MEAULMHCKAs OpraHU3alusl BHE 3aBUCUMOCTH
OT €€ OpPraHN3allMOHHO—TIPaBOBOM (OpMBI, Ha 0a3e KOTOPOU pa3peleHO NPOBOJUTH
KJIIMHUYECKOE UCCIIEIOBAHNUE;

41) MOHUTOPUHT — JIEATEIIBHOCTb, 3aKJIFOYAIOIIAsACSI B KOHTPOJIE 33 XOJI0M
KJIMHUYECKOTO HCCIeIOBaHUsI, 00ECIIEUeHUH €T0 TPOBECHUs, COOpa TaHHBIX U
NpeACTaBICHUS pE3yJIbTATOB B COOTBETCTBUU C YTBEPKICHHBIMHU JTOKYMEHTAMH:
IPOTOKOJIOM, CTaHAAPTHBIMU ONEPAIlMOHHBIMHU MPOIeaypamMu, HacToamuM CTaH1apToM;

42) oT4yeT MOHUTOpPA — MUCbMEHHBIA OTYET MOHUTOPA CIIOHCOPY MOCIE KaXI0r0
BU3UTA KIIMHUYECKON 0a3bl U (MJIM) KOHTAKTa C UCCIIEIOBATENISIMU B COOTBETCTBUU CO
CTaHJAPTHBIMU ONIEPAIIMOHHBIMU MPOLEAYPAMH CIIOHCOPA;

43) HEe3auHTEPECOBAHHBIN CBUACTENb — (PU3MUECKOE JIUII0, HE IPUYACTHOE K
IIPOBEICHUIO KIMHUYECKOTO HCCIIEIOBAHUS, — OKA3bIBAIOLIEE COJICUCTBUE CYOBEKTY
UCCJIEJIOBAHUS, B TOM YKCJIEC B 3aYUTHIBAHUHU MPEIOCTABIAEMBIX EMY MTUCbMEHHBIX
MaTepHaJIOB;

44) OCHOBHBIC TOKYMCHTHI — JOKYMCHTBI, KOTOPBIC B COBOKYITHOCTH HJIA I10
OTACJIBHOCTH ITO3BOJAIOT OLICHUTDH X0 KIIMHUYCCKOT'O UCCIICAOBAHUA U KA4YCCTBO
IMOJIYUYCHHBIX JAaHHBIX]

45) HOpMaTHBHBIE TPEOOBAHUS — HOPMBI JEHCTBYIOIIETO 3aKOHOIaTEILCTBRA,
peryJIUpyIOUe MPOBEICHUS KIIMHUUECKUX UCCIIE0BaHUN UCCIIeyEeMBbIX MPENapaTos;
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46) panoMu3aLys — MPOLECC pacipeneseHus: CyObeKTOB HCCIEI0BAaHUS 1O
TpyImnaM JeUYeHUs UM KOHTPOJIS CIIy4ailHbIM 00pa30M, MO3BOJISIONINNA CBECTH K
MUHUMYMY CYOBEKTUBHOCTB;

47) npenapat cpaBHEHUS — 3aPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar
100 mianedo, UCTIONb3yEeMbIi KaKk KOHTPOJIb B KIMHUYECKOM HCCIIEIOBaHUH;

48) KOHTPOJIb KAa4ECTBA — METObI M MEPHI, ABJISIOIIMECS YaCThIO CUCTEMBI
obecrieueHus1 KauecTBA U UCIIOJIb3YEMbIC JIJIsl TPOBEPKU COOTBETCTBHUS BBIMOTHIEMBIX
IPU IPOBEACHUHN UCCIEOBAHUS MPOLIETYP NPEIbIABISIEMBIM TPEOOBAHUAM K UX
Ka4yeCTBY;

49) obecrieueHne Ka4yeCTBa — COBOKYITHOCTh CUCTEMATUYECKUX U TNITAHOMEPHBIX
JEVCTBHIA, KOTOPBIE 00ECTIEYNBAIOT COOTBETCTBHE MTPOBEICHUS HCCIEA0BaHNUs, cOOpa,
PETHCTpalliU 1 TIPEICTABIICHUE JAHHBIX HAJUICKAIIEH KITMHUICCKON MPAKTHKE;

50) ctangapTHbie onepairoHHbie nmpoueaypsl (nanee — COII) — nogpoOHbie
MUCHbMEHHbIE MHCTPYKIIMH, TPEAHA3HAYEHHBIC JIJISl JOCTHKEHUS €AMHOO0pa3us mpu
OCYLIECTBJIECHUU OINPEICICHHON AESTENbHOCTH;

51) cyObekT (CyOBbeKT ucciaeaoBanus) — (U3NYECKOE JUI0, YUAaCTBYIOIIEE B
KIIMHUYECKOM UCCJIEIOBAHUU B COCTaBE TPYIIIIBI, MOTYYaIOIEH UCCIIETy MBI
npemnapar, JJn0o B COCTaBe KOHTPOJIBHOU TPYIIIIHI;

52) uneHTu(pUKaIMOHHBIA KOJI CyObEKTa — YHUKAIBHBIN KOJI, IPUCBAaUBAaEMBbII
UCCIIEZIOBATEIEM KaXIOMY CyOBEKTY UCCIEeIOBAaHUS 7Sl OOecTieueHus
KOH(UACHIINAIbHOCTH JIMYHBIX JTaHHBIX CyOBEKTa U UCII0JIb3YEMbIl BMECTO UMEHU
cyOBeKTa B OTYETAX MO HEXKENATEIbHBIM SABJICHUSIM U (WJIM) TaHHBIX, OTHOCSILUXCS K
UICCIIEIOBAHUIO;

53) majyexanias KIMHAYECKas MMpaKTHUKa — CTaHIapT TUIAaHUPOBAHUS,
OpraHU3alliH, TPOBEICHMS, MOHUTOPHHTA, ayINTa, JOKYMEHTHPOBAHUS KIIMHUYECKHUX
WCCJICIOBAHUM, a TAK)KE aHAIM3a U TIPEJICTABIICHUS UX PE3YIbTATOB, CIy KaIIUN
rapaHTHEH JOCTOBEPHOCTH M TOYHOCTH IMOJYUCHHBIX JAHHBIX M MPEICTaBICHHBIX
pe3ynbTaTOB, a TAK)KE 00ECTICUNBAIOIINN 3aAIUTY TIPaB, 30POBLS U
KOH(PHUACHIINATBHOCTH CYOBEKTOB HCCIICIOBAHUS;

54) OPUT'MHAJIbHBIC MCOAUITMHCKHC 3allMCH — UCXOJHBIC JOKYMCHTBI, IdHHBIC U
3aIlIMCH, UCIIOJIL3YEMBIC B KIIMHUYCCKOM HMCCIICOBAHNH,
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55) npsiMoi JOCTyI — pa3penieHrne Ha U3y4YeHHUE, aHaIU3, IPOBEPKY U
KOIMUPOBAHUE JIFOOBIX 3aMUCeN U OTYETOB, HEOOXOAUMBIX JIJIsl OIEHKH KIIMHUYECKOTO
UCCIIEIOBAHUS,

56) yIOTHOMOYEHHBII OpraH — rocy/1apCTBEHHBIN OpraH B cepe oOparieHus
JIEKapCTBEHHBIX CPEACTB U MEAUIIMHCKUX U3EIIAN, BBIAAONINN pa3peleHre Ha
IIPOBEJEHNE KIMHUYECKOTIO HUCCIIETOBAHUS HA OCHOBAHNUH 3aKIIFOUECHUS
roCy/1apCTBEHHON 3KCIEPTHOM opraHu3anuu B cepe oOpallieHus JeKapCTBEHHbIX
CPEIICTB U METMIIMHCKUX M3JeNuH (1anee — SKCepTHas OpraHu3alus) U NpoBOASIIAN
WHCIIEKLINH;

57) naopMUpPOBAHHOE COTIIACHE — MPOEAYPa TOOPOBOIBLHOIO MOITBEPKICHUS
CyOBEKTOM CBOEI0 COTJIaCHs Ha y4acTHe B KOHKPETHOM UCCIIEI0BAHUHU TOCIIE
nostyueHust tHgopmanuu 000 BCEX 3HAUYUMBbIX JIJISI IPUHSITHUS UM PELISHUS aCTIEKTaxX
uccinenoBanus. MupopmupoBaHHOE coriiacue JOKyMEHTHPYETCS TOCPECTBOM
MOAMUCAHUS U TaTUPOBaHUS (HOPMbI HHHOPMUPOBAHHOIO COTJIACHS;

58) mompaBka K MpoTOKOJIy — OOpMIIEHHBIE B MMChbMEHHOM BUJIE U3MEHEHUS,
Pa3bIACHEHHSI MPOTOKOJIA WIIH COOOIIEHNE O BHOCHMBIX N3MCHCHHUSIX;

59) komuccHs IO BOIIPOCAM 3TUKH — KOHCYJIbTATUBHO-COBELATENbHBINA OpTraH,
oOpa3yeMblil Ha peciyOJIMKaHCKOM YPOBHE, a TAKKE Ha YPOBHE MEIUIIMHCKOM
OpraHu3allii, B COCTaB KOTOPOIO BXOJST CIIELIMAIUCTHI B 001aCTH 3paBOOXPAHEHNUS,
HAYKH, TPEJICTABUTENN OOIIECTBEHHBIX OpPTraHU3aIii, OCYIIECTBIISIFOIINI 3aIUTY MPaB,
0€30MacHOCTH U 0JIaronoayyus CyObeKTOB HCCIIEIOBAaHUS U UCCIIEIOBATENECH, a TAKKe
TUYECKYIO U HPAaBCTBEHHO—TIPABOBYIO OLIEHKY MaTEPUAIOB KIMHUYECKOTO
UCCJIEJOBAHNUS;

60) 3aKJIIFOUYCHUC KOMHUCCHHU I10 BOIIPOCAM 3THKH — 3aKJIIFOUCHUC, IIPUHATOC
KOMUCCHEH 10 BOIIpOCaM 3THKH, ITOATBECPKAAIOIICC ITPOBCACHNA SKCIICPTHU3bI
MaTCpUAIIOB KIIMHUYCCKOI'O UCCIICAOBAHUSA U ABJIAIOIICCCA PAa3pCIICHUECM Ha €TI0
IMIPOBCACHUC B )IaHHOfI OopraHusalun.

I'napa 2. [IpyHUMIBI HAJIEKAIECH KIUHUYECKON MPAKTUKH

3. Knunnyeckue uccienoBaHus MPOBOIATCA B COOTBETCTBUU C ATUYECKUMU
MIPUHIIMIIAMH, 3AJI0)KEHHBIMU XENbCUHKCKOM JeKnapanve BceMupHod MeAUIIMHCKOM
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acconmannu 1964 rona u orpaxeHHbBIMH B HacTosimieM CranaapTe 1 HOpPMaTUBHBIX
TpeOOBAHUSX.

4. Jlo Hayasa UCCeI0BaHUA SKCIIEPTHOM OpraHu3aiued mpoBOAUTCS OLICHKA
COOTHOIIICHUSI IPEABUIUMOTO (IIPEJCKA3yEMOT0) PUCKA U HEYIOOCTB € 0KUAaeMOM
OJIB301 JUIs CyOBbeKTa uccaeoBaHus 1 o01ecTBa. McciienoBanie HaUMHAIOT |
MPOAOJDKAIOT TOJIBKO B TOM Cllydae, €ClIM OKHUIaeMasi TI0JIb3a OMPABJIBIBACT PUCK.

3. HpaBa, 0e301acHOCTE U 6JIaFOHOJ'Iy"II/I€ CY6’I)CKTOB HCCIICA0OBAaHUA UMCIOT
IEPBOCTCIICHHOC 3HAYCHUC U ITPCBAIIMPYIOT HAJl UHTCPCCAMMH HAYKH U 06HIGCTB21.

6. Undopmanus (MOKIMHAYECKAs: U KIMHUYECKasi) 00 UCCIeAYyeMOM Mpenapare
MPEIOCTABISETCS B JOCTATOYHOM 00beMe Il 000OCHOBAHUS TIPEIIOIaraeMoro
KITMHUYECKOTO UCCIICTOBAHMUS.

7. KiiuHnueckue uccneoBaHusl OTBEYAIOT HAYYHBIM TPEOOBAHUSAM U YETKO U
10/IpOOHO ONMKCBIBAKOTCS B TPOTOKOJIE.

8. Knunnueckoe HCCICA0BAHUC ITPOBOJUTCA B COOTBCTCTBHUU C IIPOTOKOJIOM,
O,Z[O6p€HHI)IM KOMUCCHEM 10 BOIIPOCaM 3THUKH.

9. Bpau oTBeuaer 3a 0OKa3pIBaEMyI0 CyOBEKTY MEAUIIMHCKYIO TOMOIIb U
OPUHATHE PELIEHUH MEAUIMHCKOTO XapaKTepa.

10. Bce npuBnekaeMbie K MTPOBEACHUIO UCCIIECIOBAHUSA JIUIA UMEIOT
COOTBETCTBYIOIIHNE 00pa30BaHME, MOATOTOBKY U OTIBIT JJISI BHITTOJIHEHUSI BO3JIOKEHHBIX
Ha HUX 33J1a4.

11. JTo6poBoabHOE MHHPOPMUPOBAHHOE COTJIACHE MOIYYAIOT Y KaXI0ro CyObeKTa
JI0 €T0 BKJIIOYEHUS B UCCIIEAOBAHME.

12. [Tony4deHHy10 B KIMHUYECKOM HCCIIeIOBAaHUHN UH(OPMALIUIO PETUCTPUPYIOT,
NEePeNaoT U XPaHIT C 00ECTICYCHHEM TOYHOCTH U MTPaBUIILHOCTH €€ MPEACTABICHHUS,
UHTEpIIpETAlUU U BEpUPUKAIUH.

13. Kon¢uaeHuuaaibsHOCTh 3a1IUCcel, MO3BOJISIIOIINX UAECHTU(ULIUPOBATh
CyOBEKTOB HCCIIeI0BaHuUs, 00ECIIeUnBaETCs C COOJIOIEHUEM MpaBa Ha YaCTHYIO KU3Hb
Y 3aIIUTY KOHQUIEHINAIbHOCTH.
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14. TIpon3BOACTBO M XpaHEHUE UCCIIEYEMBIX MIPEMapaToB, a TAKXKe 00OpalleHue C
HUMU OCYILIECTBIISIETCSI B COOTBETCTBUU C TPEOOBAaHUSIMHU 3aKOHOIATEIbCTBA
PecnyOnnku Ka3zaxcran. Mccienyemble npenapaThbl IPUMEHSIOTCS B COOTBETCTBHH C
YTBEPKJICHHBIM IIPOTOKOJIOM KIIMHUYECKOTO UCCIIET0BAHMSL.

15. JInst obecnieueHus kauecTBa KaKJOro aclekTa UCCIEI0BAHNS BHEAPSIIOTCS
COOTBETCTBYIOIIUE CUCTEMBI U ONIEPALMOHHBIE IIPOLIETYPBI.

I'maBa 3. Komuccusi mo Bonmpocam 3THKH

IHaparpa¢ 1. Komuccusi mo Bonpocam 3TUKH

16. Komuccus 1o BonpocaM 3THKHU 3aIUIIAET IpaBa, 0€30MacHOCTh U
Onaronoiyuue Bcex CyObeKTOB HccaeaoBanus. McenenoBanusam ¢ yuacTHeM yS3BUMBIX
CyOBEKTOB yAEISIETCS 0c000€ BHUMAHHUE.

17. Komuccus o Bonpocam 3THKHU MOJIy4aeT Ha pACCMOTPEHHUE CIEAYIOLINe
JIOKYMEHTBI:

1) npoTokon uccnenoBaHusi (MOMPaBKM) K MPOTOKOILY;

2) muCbMEeHHYIO (popMy HHGOPMHUPOBAHHOTO COTIIACHS U €€ IMOCIISAYIOIINe
PeMaKIyH, peIaraeMble UCCIIeI0BATENIEM JIJIsl CTIOIh30BaHUS B HCCIICIOBAHUY;

3) onucaHue AEWCTBU, HAPABIEHHBIX HA MIPUBJICUCHHUE CYOBEKTOB K YUaCTHIO B
WCCIIEJIOBAHUU, B TOM YHKCIIC YEPE3 PEKJIAMHbIE OOBSBICHHUS;

4) MuCbMEHHBIC MaTEPHAIIBI, KOTOPBIE OyAyT PEIOCTaBICHBI CyObEKTaM;
5) Opoltopy uccaeaoBaTeNs;

6) U3BECTHYIO MH(OpPMaIIHIO, Kacarollyocs 0€301MacCHOCTH;

7) uH(popmaImio 0 BbIIJIATaX U KOMIICHCAIIUAX CyObEKTaM HCCIICI0BAHUS;

8) TeKyIIyI0 peJakliIo pe3toMe UcCaea0BaTeNs U (W) Apyrue MaTepuarsbl,
MOITBEPIKIAIOIINE €TO KB (DHUKAITHIO;

9) AOIMOJIHUTCIBbHBIC TOKYMCHTHI JJIA IPOBCACHUSA ATUUYECKOM U HPaBCTBCHHO—
HpaBOBOﬁ OLOCHKH MaTCpHUaAJIOB.
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Komuccus o Borpocam 3THKH paccMaTpUBAET BOIIPOC O MPOBENCHUN
[IpeIaraeéMoro KIMHNYECKOTrO UCCIIEA0BAaHNs B COOTBETCTBYIOIIUE CPOKU U 1a€T
3aKII0YEHUE B TUCBMEHHOM BUJE, YETKO UACHTU(DULUPYS UCCIEIOBaHUE,
PacCMOTPEHHBIE JOKYMEHTHI U 1aThl IPU BEIHECEHUU CIIEAYIOIIUX BO3MOXKHBIX
peLICHUN:

1) O,Z[O6pCHI/IH WJIX BbIAA49U 3aKIITOUYCHUA Ha IIPOBCACHHUC NCCICAOBAHNA,

2) TpebOBaHMs O BHECEHUH U3MEHEHUH, B TIPEJICTABIICHHYIO JOKYMEHTAIIHIO, 10
MOJIYYEHUSI OJJOOPEHUS WM BbIAUM 3aKJIFOUEHUS Ha MPOBEJICHUE UCCIICIOBAHUS;

3) OTKa3a B OI[O6p€HI/II/I HJIA BbIAAYC 3aKIIIOYCHUS Ha IIPOBCACHUC NCCIICI0OBAHMA,

4) oT™MeHBI (TPUOCTAHOBKH) CACIIAHHOTO paHee 0JI00PEHUS WU BBIJJAHHOTO
3aKJIFOYEHUS Ha MPOBEACHUE UCCIIEIOBAHMS.

18. Komuccus 1mo BorpocaM 3THKH OIICHUBAET COOTBETCTBHE KBaTU(DUKAITUH
UCCIIeIOBATEIs TIpeIjlaraeMOMY MCCIICIOBAaHNIO Ha OCHOBAHUH TEKYIICH peaaKIinu
pe3toMe HccliieioBatelist U (W) ApYroil COOTBETCTBYIOIIECH TOKYMEHTAIUH,
3anpolieHHoW KoMuccuei 1mo BonpocaM 3THKH.

19. Komuccus 1o Bonpocam 3THKU MEPUOIUYECKUA pacCCMaTPUBAET
JOKYMEHTAIINIO KaXKJ0T0 TEKYIIEro UCCIIEeIOBAHMS C YaCTOTOM, 3aBUCAILICH OT CTEIICHU
pHUCKa, KOTOPOMY TIOJIBEPTraroTCsl CyObEKThI UCCIIEOBAHMSI, HO HE PEKe OJTHOTO pas3a B
TO/I.

20. KoMuccus 1o BonpocaM 3TUKH MTPH ONPECIICHHBIX 00CTOSITEIbCTBAX
3ampaniuBaeT JOMOTHUTEIbHYI0 HHPOPMAITHIO JIJIS €€ TPEIOCTABICHHS CyOheKTaM
WCCIICJIOBAHUS JUIS 3aIIMTHI UX MPaB U 3J0POBbsI, & TAKXKE JIsl TapaHTHUH 0€3011aCHOCTH
CyOBEKTOB.

21. B cnyyae, korja corjlacue Ha yyacTue cyObeKTa B HCCIIEJOBaHUU, HE
CBSI3aHHBIM C JICYEHUEM, IIPEIOCTABICHO €r0 3aKOHHBIM IIpeacTaBuTenem, Komuccus no
BOIIPOCAM 3TUKH OLIEHUBAET MPEAOCTABIECHHBIN MPOTOKOJI U (WJIH) APYTYIO
JOKYMEHTALMIO HA IPEAMET IOJHOTHI OTPAKEHUS KIMHUYECKUX BOIIPOCOB U
cOOJI0/IEHUsI COOTBETCTBYIOIINX ATUYECKUX U JIEUCTBYIOIMIUX HOPMATHUBHBIX
TpeOOBaHUI K MOJOOHBIM KIIMHUYECKUM UCCIEAOBAHUSM.

22. B cimyyae, eciid MPOTOKOJI YKa3bIBAE€T HA HEBO3MOXKHOCTh MOJTYUYCHUS
corjiacusi Ha y4acTHe B UCCIIEIOBAHUN Y CYOBEKTa UCCIEAOBAHMS WIIA 3aKOHHOTO
NpeACTaBUTEN CyOBEKTa 10 MOMEHTA BKITIOUCHHS CyObEKTa B UCCIICIOBAHMUE,
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Komuccus no Borpocam 3TUKH YOEKIAaeTCS B TOM, YTO IIPEAOCTABICHHBIN NPOTOKOI U
(wn) apyras TOKyMEHTalus MOJHOCTBI0 OTPaXaeT KIMHUYECKHUE BOIIPOCHI U
YAOBJIETBOPSIET — STUUECKUM U JEHCTBYIOIIIUM HOPMATUBHBIM TPEOOBAHUSIM K
10I00HBIM KIIMHUYECKUM HCCIICIOBAHUSIM.

23. Komuccus no BopocaM 3TUKH pacCMaTPUBAET pa3MepP U HOPAJIOK BBIILIAT
cyOBEKTY ucCCie10BaHus, YTOObI YOESAUTHCS B OTCYTCTBUU HEOOOCHOBAHHOM
3aMHTEPECOBAHHOCTU WUJIM MPUHYKACHUS CYOBEKTOB HCClieIoBaHus. Pa3mep BbIiaT
cyOBeKTaM MPOMOPIMOHANICH UX YYACTHUIO B UCTIBITAHUH, U HE 3aBUCUT UCKIIIOUUTEIHLHO
OT TOTO, 3aBEPLINI CYOBEKT UCCIIEI0BAHUE MTOJHOCTHIO WU HET.

24. KoMuccus 1o BOIpocaM 3THUKU yOEKJaeTcsi B TOM, YTO MHPOpMalus,
Kacarolasics BIIJIAT CyObEKTaM MCCIIEIOBaHMsI, BKIIIOUasi CIOCOOBI, pa3Mep U MOPSIOK
IPOBEJICHMS BBIILIAT, OTPAKEHA B MUCbMEHHOU (hopMe MH(OPMUPOBAHHOTO COIJIACUs U
B JIIOOBIX APYTHX MPEAOCTABISEMbIX CYObEKTaM MaTepHasiax. Y Ka3blBAe€TCs, KAKUM
o0pa3oM OyJeT onpeiesieH pa3Mep BhITUIAT.

IMaparpa¢ 2. CocraB, pyHKUUM U NOPAAOK PadOTHI

25. B coctaB Komuccuu 1o Borpocam 3TUKH BXOJIUT JOCTATOYHOE YMCIIO JIUII,
00J1a1al0IINX B COBOKYITHOCTH KBaTU(UKAIIUEH U OMBITOM ISl PACCMOTPEHUS U
3KCIIEPTHOW OLICHKU HAYYHBIX, MEJULIMHCKUX U STUYECKUX aCIEKTOB IJIAHUPYEMOTO
uccnenoanus. B coctaB Komuccun o Bormpocam 3TUKH BKITFOYAKOT:

1) HE MeHee TATH YEeIOBEK;

2) He MEHee OJIHOTO YEJIOBEKA, HE CTICIMAIM3UPYIOLIErocs B 00JIaCTH HayYHBIX
UCCIIEOBAaHUMN (EATETbHOCTH);

3) HEe MeHee OJIHOTO YeJIOBEKa, HE SBIISIFOUIErOCs COTPYAHUKOM MEAUIIMHCKON
OpraHu3alliy WU KJIMHUYECKOM 0a3bl, B KOTOPOM ITPOBOJUTCS UCCIIEIOBAHHUE.

Tonbko unensl Komuccuu mo Bompocam 3TUKH, HE SIBISIOIIMECS COTPYIHUKAMU
UCCJIeIOBATENs WM CIIOHCOPA UCCIIEI0BAHMS, YUACTBYIOT B TOJIOCOBAaHUU
(oOcykaeHun) BOMIPOCOB, CBSA3AHHBIX C MPOBEICHUEM KIMHUYECKOTO UCCIEOBAHUS.
Komuccust mo BompocaM 3TUKH COCTaBIISIET CIUCOK CBOMX YICHOB C YKa3aHUEM UX
KBaTM(UKAIUH.
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26. KoMuccus mo BOIpocaM 3THKH OCYILECTBIISAET ACATEIbHOCTh B COOTBETCTBUH
C OTIEPAIIMOHHBIMU TPOIIEAYPAMU, TOKYMEHTUPYET CBOIO pabOTy U BEJET MIPOTOKOJIBI
3aceJaHui.

27. Komuccus 1o BOIpocaM 3THKU MPUHUMAET PEIICHUs Ha O(PHUIIMATbHBIX
3aceaHusIX IIPU HAJIMYUU KBOPYMa, OIPEIEICHHOI0 pabOUNMU IPOLEAYPAMHU.

28. Tonbko winensl KoMuccuu 1o Bompocam 3TUKU, TPUHUMAIOLTHE
HEIMOCPEACTBEHHOE YYacCTUE B PACCMOTPEHUU U OOCYXICHUU JOKYMEHTAILIUH 110
UCCIIEJOBAHUIO, YUYACTBYIOT B FOJIOCOBAHHMH U (MJIM) BHICKA3bIBAIOT CBOE MHEHUE U (WJIH)
PEKOMEHIAIHIO.

29. UccnenoBarens mpenocTaBisieT HHGOPMAIIHMIO 10 JIF0ObIM acieKTaM
MCCTIEJIOBAHUSI, HO HE YYaCTBYET B MMPEHUSIX WM B TOJIOCOBAHUU (BbIPAOOTKE) MHEHUS
Komuccun o Bonmpocam 3THKH.

30. Komuccus no Borpocam 3TUKHM NPUBJIEKAET HE3aBUCUMBIX SKCIIEPTOB 10
CIIEIIMAJIbHBIM BOIIPOCAM.

MMaparpa¢ 3. IlIpouexypsi

31. Komuccus o Bonpocam 3THKHU pa3zpadaTbIiBaeT, JOKYMEHTAIbHO O(OpMIISIET
U COOJII0/IaeT CTaHapTHBIE pabovre MPOoLEayphl, PETIIAMEHTUPYIOLIHE:

1) coctaB (pamunuu 1 KBaTU(GUKAINIO WICHOB) U YUYPEIUBIINANA €0 OPraH;

2) NOpsAIOK Ha3HAYEHUSI 3aCE/IaHNM, OTTOBEILICHHS €r0 YICHOB O MPEICTOAIINX
3aCelaHusX, a TAK)KE OpraHu3alus 3aceqaHni;

3) mOpsIIOK MEPBUYHOTO U MOCIEAYIOIIETO PACCMOTPEHHUSI IOKYMEHTAIIUH T10
UCCJIEI0BAHHUIO;

4) NepUOIUYHOCTD MOCIEAYIOIIETO PACCMOTPEHHUS IOKYMEHTAIUU 10
UCCJIEJOBAHUIO;

5) NOpsAOK YCKOPEHHOTO PACCMOTPEHUS IOKYMEHTAIIUU, B COOTBETCTBHHU C
HOPMATHUBHBIMU TPEOOBAHUIMHU, JIJIs1 0OI0OPEHUS/BbIIaYN 3aKIIOUECHUS IPU
HE3HAYUTEILHOM U3MEHEHUHU B TEKYIIUX UCCIIEIOBAHUAX, YK€ MOTYUUBIINX
onoopenue (3axmouenne) Komuccnn no Bonpocam 3THKY;
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6) HEeJIOMYCTUMOCTh BKIIIOUCHUS CYOBEKTOB B UCCIIEIOBAHUE JI0 TOTO, KaK
Komuccus no Borpocam 3THKH BbIAACT MUCBMEHHOE 0JI00peHME (3aK/IF0UEHUE) Ha
IPOBEICHUE UCCIIEIOBAHMS;

7) HEJOIMYCTUMOCTh OTKJIOHEHUI OT MPOTOKOJIA WIIM €r0 U3MEHEHUs 0e3
peIBapUTEIHLHOTO MUCHMEHHOTO 0/100peHus (3akiarodeHus ) nornpaBok Komuccueii no
BOIIPOCAM 3TUKH, 32 UCKIFOYEHUEM TEX CIIy4YaeB, KOI/1a U3MEHEHUS HAallpaBJICHbI Ha
yCTpaHEHHE HEMOCPEACTBEHHON YIpO3bl CyObEeKTaM UCCIIeI0BAaHUS WK KOT1a
U3MEHEHHMS KacatoTcsl TOIbKO aIMUHUCTPATUBHBIX U MAaTEPUATIbHO-TEXHUYECKUX
ACIIEKTOB HCCJIET0BAHMSL.

32. UccnenoBatenb He3aMeIUTENbHO coobImaeT B Komuccuio mo Bonpocam
ATUKU:

1) 00 OTKJIOHECHMSX OT IMPOTOKOJAa NI N3MCHCHHUAX ITPOTOKOJIA, IIPOU3BCACHHBIX
AJI YCTPpaHCHHA HCHOCpCI[CTBeHHOf/'I YI'PO3bI CY6’B€KTaM HCCJICAOBAaHUA,

2) 00 U3MEHEHUSIX, YBEJIIMYUBAIOIINX PUCK JJI1 CyObEKTOB U (MJIM) CYLIECTBEHHO
BJIUSIOIIMX HA MPOBEJCHUE UCCIIEIOBAHNUS;

3) 060 Bcex HEMPEIBUICHHBIX CEPhE3HBIX HEXKENATETbHBIX JICKAPCTBEHHBIX
peaKuusX;

4) O HOBBIX JAHHBIX, CBUACTCIbCTBYIOINUX O BO3PpACTAHNHN PUCKA IJIA CY6’L€KTOB
50041 HG6JIaFOHpI/I$ITHO BIUAIONINX HA XO04 UCCIICAOBAHUA.

33. KoMuccus no BompocaM 3TUKH HE3aMEUITUTEIBHO B TUCbMEHHOM BH/JIE
coo0IaeT uccieaoBaTesto (MeIUIIMHCKON OpraHu3aiim):

1) o cBOUX pelIeHUsX (3aKIF0YEHUSX ), KACAIOIIUXCS UCCIEI0OBAHNUS;
2) 0 IpUYMHAX IPUHATHS PELICHUN (3aKITIOUCHUH);
3) o mopsiake (Tiporeypax) 00kamoBaHUs PEIICHUH (3aKTIOYSHUH).

34. Komuccus 1o BOIpocaM 3THKU XPaHUT OTHOCAILYIOCS K HCCIIEJOBAHUIO
JOKYMEHTALIMIO HE MEHEE 3 JIET MOCJE 3aBEPIICHUS UCCIENOBAHUS U MPEIOCTABIISIET €€
10 TPEOOBAHUIO YIIOJTHOMOYEHHOI'O OpraHa.

I'naBa 4. UccaenoBareinb
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Haparpa¢ 1. Kpanupuxkauus ucciaenoBaress

35. UccnenoBatenb HMEET COOTBETCTBYIOLYIO KBATM(PHUKALMIO, 00pa30BaHHUE,
npodeccHOHaIbHYI0 OATOTOBKY U ONBIT, TO3BOJISIOIIME EMY OTBEUYATh 33 HAJIEKAILEe
IPOBEJCHNE KIIMHUYECKOro nccienoBanus. Kpanuduxanus ruccnenopares
COOTBETCTBYET JACHCTBYIOUIMM HOPMATHUBHBIM TPEOOBAHUSIM U MOATBEPKIAETCS
TEKYLIUM pe3oMe U(WIN) IPYTUMHU JOKYMEHTAMH, KOTOPBIE 3alpalluBarOTCs
cnorcopom, Komuccueil mo Borpocam 3TUKH U (MJIM) SKCIEPTHON OpraHu3alui.

36. UccnenoBarenb BHUMATEIBHO 3HAKOMHUTCS C IPOTOKOJIOM, TEKYLIEN
penaxiyen OpoNTOPhI UCCIAEAOBATENS, MHCTPYKITUEH IO MPUMEHEHHUIO Mpernapara u
npyroi nHdopMalmei, mpe1oCcTaBICHHON CIIOHCOPOM.

37. UccnenoBarenpb 3HaeT U cobsrogaeT HacTosuii Ctanaapr.

38. HccnenoBarens (MEIUIIMHCKAs OpTraHU3AIINs) COACHCTBYET MPOBEACHHUIO
MOHHUTOPHHTA U ayAUTa CIIOHCOPOM, 4 TAK)KE MHCIICKIUSAM YIIOJJHOMOYEHHOTO OpraHa.

39. HccnenoBaresnb BEAET CIMCOK 00Iaal0MUX KBATU(PUKALMEN JTHL], KOTOpbIE
10 €r0 MOPYYEHUIO OCYILECTBIIAIOT ONPEACIICHHYIO JEATEIbHOCTh B paMKax
UCCIICZIOBAHUS.

IMaparpa¢ 2. CooTBeTCTBYWOIIINE PECYPCHI HCCIET0BATEIHCKOTO IEHTPA

40. UccnenoBarensb JEMOHCTPUPYET BO3MOKHOCTh HAOOpa B YCTaHOBJICHHBIE
CPOKH TpeOdyeMOoro KOJMYECTBA NOAXOAAIINX CyOBEKTOB UCCIIEI0BAHMS,
COOTBETCTBYIOIIUX KPUTEPHUSIM 0TOOPA.

41. Uccnenoareiib UMEET JOCTATOUYHOE KOJUYECTBO BPEMEHH, UTOOBI
HaJJIeKaluM 00pa3oM MPOBECTH U 3aBEPIIUTh UCCIEAOBAHUE B TEUEHUE OTOBOPEHHOTO
EepPHOJA.

42. UccnenoBarenb pacrnojaraeT J0CTaTOYHbIM KOJIUYECTBOM
KBTU(PHUITIPOBAHHBIX COTPYIHUKOB U MAaT€pUATBHBIX PECYPCOB (MIOMEIIEHUS,
000py0oBaHuE) B MEPUO UCCIIEA0OBAHUS JJIsl TOTO, YTOOBI IIPOBECTHU ATO UCCIICIOBAHUE
HaJICKAIIMM U O€30ITaCHBIM 00Pa3oM.
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43. MccnepoBaTellb OTBEYACT 3a TO, YTOOBI BCE 3aHATHIC B KIIMHUYECKOM
WCCIICIOBAHUN COTPYIHUKHA O3HAKOMHMJIUCH C IPOTOKOJIOM U MH(MOpMarueit oo
UCCIIeyEMOM TIperapaTe, a TakKe CO CBOMMHU (YHKIUSIMH B 00S3aHHOCTSIMH.

IHaparpa¢ 3. Oxazanne MeIUIUHCKOI MOMOIIM CYy0ObEKTAM HCCIACAOBAHUS

44, KanuduuupoBaHHbBIN Bpay, sIBISIONIUNACS UCCIIEIOBATENIEM WIIN
coucclIeIoBaTeNeM, OTBEYAET 3a BCE IPUHUMAEMBbIE B paMKaxX UCCIEA0BAHUS PEILICHUS
MEIMIIUHCKOTO XapaKTepa.

45. BoBpems U 10 3aBEPIICHUHN y4acTHUsl CyObEKTa B UCCIICIOBAHUHT
uccienoBaresb (MEIUIIMHCKAsT OpraHu3alns) 00ecTieunBaeT Oka3aHue CyObeKTy
HE0OX0IUMON MEUIIMHCKON MTOMOIIH B CIy4ae JII0OBIX CBA3aHHBIX C UCCIIEIOBAHUEM
HEXeJIaTeIbHbIX SIBJICHUMN, BKIIOYAs KIMHUYECKH 3HAYMMbIE U3MEHEHHUSI JTA0OPaTOPHBIX
nokasarenei. MccnenoBarens (MenuinHcKas opranuzaius) nHpopmupyer cyobekTa o
CTaBIIIUX W3BECTHBIMU MCCIICIOBATEINII0 HHTEPKYPPEHTHBIX 3a00JIEBaHUAX, TPEOYIOIINX
MEIUIMHCKON ITOMOIIIH.

46. UccnenoBarens coOOIIAET JevamieMy Bpady, 00 y4acTuu CyObeKTa B
WCCIICJIOBAaHUHU TIPH YCIIOBUH, YTO CYyOBEKT HE BO3PAXKAET MPOTUB UH(DOPMHUPOBAHHSI
JeyaIniero Bpayva.

47. B ciyuae ecnu cyObEKT He cOOOIaeT 0 MpUYMHaAX, MOOYAUBIINX €ro
JIOCPOYHO MPEKPATUTh YYaCTHE B UCCIIEIOBAHUU, UCCIIEIOBATENb IIBITAETCS YCTAHOBUTH
9THU TPUYUHBI, IPOSBJISS TP 3TOM YBa)KCHHE K TIpaBaM CyObEKTa.

Maparpa¢ 4. Kourakrel ¢ Komuccueil no Bonpocam 3THKU

48. [lepen HauanoOM MCCIEAOBAHMS, HCCIEN0BATENb (MEIUIIMHCKAs OPraHU3a1s)
MOJIy4aeT MUCbMEHHOE U JaTUPOBaHHOE o100peHue (3akntouenue) Komuccnu no
BOITPOCAM ATUKH MPOTOKOJIA UCCIEAO0BAHUS, MUCbMEHHYIO (hopMy HHPOPMUPOBAHHOTO
COTJIacHsl ¥ €€ MOCIIeIYIOINX PeAaKIIfii, OnrucaHue Mep, HalpaBJICHHbBIX Ha
NPUBJICUCHUE CYyOBEKTOB K YUACTHIO B UCCIICJIOBAaHUH, U JIFOOBIE IPyTHe MUChMEHHbIE
MaTtepualbl, KOTOPbIE IPEANOJIaraeTcs Mpel0CTaBUTh CyObEKTaM.
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49. BmecTe ¢ IpyruMu IOKyMEHTaMU UCCIIEA0BaTeNb (MEIUIIMHCKAs
opraHuzaiys) npeaoctasiser Komuccuu mo BornpocamM 3TUKH MOCIICTHIO PEIaKIUIo
BbU. Ecnu BU nonoaHsi0T B X0/1e UCCIIEA0BaHMS, HCCIIe0BaTeIb (MEIUIIMHCKAS
opraHuzaliys) npeaoctasiser Komuccuu o Borpocam 3TUKH HOBYIO peaakinio bU.

50. B TeueHue uccienoBaHus UCcae0BaTeb (MEIUIIMHCKAS OPTaHU3aIIH)
npeaocrasiasier Komuccuu mo Bompocam 3TUKH, BCE MOAJIEkKAITUE PACCMOTPEHUIO
JIOKYMEHTHI.

IHaparpa¢ 5. CobsroneHne NpoToKo0Ja UCCIeI0BAHUS

51. UccnenoBarens (MEIUIMHCKAS OPTaHU3ALIMS) IPOBOJIUT UCCIIEIOBAHKE B
COOTBETCTBHH C MPOTOKOJIOM, COTJIACOBAHHBIM CO CIIOHCOPOM U Pa3pelIeHHbIM
(omoOpennbpiM) Komuccueil mo BonpocaM 3TUKU. B moaTBep kieHne JOTOBOPEHHOCTH
UCCIIeZIOBATENb (MEIUIIMHCKAS OPTaHU3allNs) U CIIOHCOP MOJIUCHIBAIOT IPOTOKOJI WIH
OTIEIIbHBIN JIOTOBOP.

52. UccrenoBaTenb HE OTKIIOHSIETCS OT MPOTOKOJIA WIJIM HE BHOCUT U3MCHCHHSI
0e3 coriacus ClIOHCOPa, MPEABAPUTEIILHOTO PACCMOTPEHHUS U JJOKYMEHTAIIBHO
odopmiieHHOTO 0100peHus (3aKmoueHus) Komuccnu mo BonpocaM 3THUKH,
OTHOCHUTEJIHHO TOTPAaBKH K TPOTOKOITY, KPOME TE€X CIIy4aeB, KOT/Ia yCTPAHICTCS
HEMOCPEICTBEHHAS yIpo3a CyObeKTaM MCCIIEIOBAHUS WU KOT/Ia U3BMEHEHHS KaCatoTCs
TOJIBKO aIMUHUCTPATUBHBIX WM TEXHHUECKHUX aCIIEKTOB MCCIIEIOBaHUS.

53. MccnenoBaTenb WM HA3HAYEHHOE UM JIULO OOBACHAET U JJOKYMEHTAJIbHO
odopmiiseT 1r00bIe OTKIOHEHHUS OT YTBEPKACHHOTO POTOKOJA;

54. UccnenoBaTenb OTKIOHSAETCS OT MPOTOKOJIA UJIK BHOCUT B HETO M3MEHEHUS
JUTsl yCTpaHEeHUs] HEMOCPECTBEHHOM YIpo3bl CyObeKTaM HcciieloBaHus 6e3
npeaBapuTeIrHOro ogo0penus (3akitodyeHust) Komuccuu no Bonpocam 3tuku. B
CPOYHOM MOPSIKE ONMUCAHUE OTKIOHEHUM MJIM U3MEHEHUN C YKa3aHHEM UX MPUYUH U
npejjiaraeMbie MOMPaBKU K MPOTOKOIY HAMPABJISIOTCS B:

1) KOMHUCCHIO TIO BOMPOCAM 3TUKH ISl PACCMOTPEHUS U 0100peHus (BbIIaun
3aKIIFOUCHMUS);

2) CIOHCOpPY AJIS COTJIaCOBAHUS C HUM;

3) 9KCIEePTHOM OpraHU3aIUH.
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IMaparpa¢ 6. Uccaenyemblie npenaparbl

55. UccnenoBaTenp WM MEIUIIMHCKAs] OPraHU3alys 00eCedrBaeT yuer
UCCIIEJyEMBIX IIPENapaToB Ha KIMHUUYECKOH 0ase.

56. UccnenoBatenb WM MEIUIIMHCKAsI OpraHu3aIus rnepeaaeT HeKOTOPhIe WIH
Bce (DYHKIIMH MCCIIEIOBATENS U METUIIMHCKOM OPTraHr3aIliy M0 YUETy UCCIIETyEMBIX
npenaparoB Ha KIMHUYECKON 0a3e anTeuHOMYy paOOTHHUKY (MPOBU30PY) UIU HHOMY
JUIY, TOJIKOHTPOJILHOMY UCCIEA0BATENIO WU MEIUIIMHCKON OpraHu3allui.

57. VccnenoBaTenb WIK MEULMHCKAs OpraHu3alus U (WIM) anTedHbld paOOTHUK
(MpOBU30p) WM MHOE YIIOJITHOMOYEHHOE UCCIIEA0BATENEM U OpraHU3aluen JUIO0 BEAYT
y4eT MOCTaBOK MPenapaToB B KIMHUYECKYIO 0a3y, uX (aKTUYECKOro KOJIM4eCTBa,
UCTOJIb30BaHUS — CyOBEKTOM, a TAKKe BO3BpaTa CIIOHCOPY JIMOO HHOTO PaclopsKEHUs
110 HEHUCIIOJIb30BaHHBIM IIpenaparaM. 3anucH 1Mo y4eTy BKII0UYaloT B ce0s JaThl,
KOJIMYECTBO, HOMEPA NMapTHil WJIK CEPUIl, CPOKU TOJJTHOCTH M YHUKAJIbHBIE KOJbI
UCCIIEIyEMBIX IIPEnapaToB U CyOBbEKTOB HcciaenoBaHus. VccnenoBarenb BeleT 3aUCH,
NOJTBEPKAAIOUIUE, UTO CYOBEKTHI MOJTYy4Yaal UCClIeTyeMble Tpenaparsl B 403aX,
PeyCMOTPEHHBIX TPOTOKOJIOM, B KOJIMUECTBAX, COTIACYIOLUIUXCA € OOIINM
KOJIMYECTBOM HCCJIEAYEMBIX MPENnapaToB, MOJTYyYEHHBIM OT CIIOHCOPA.

58. Uccnenyembie npenaparbl XpaHATCS B COOTBETCTBUU C HHCTPYKIUSIMU
CIIOHCOpA.

59. UccnenoBaTenb 00ecnedrBaeT UCIOJIb30BaHUE UCCIIEyEMBbIX IPEMapaToB B
COOTBETCTBHHM C YTBEPKICHHBIM IIPOTOKOJIOM.

60. UccnenoBaresnp Ui yIOJIHOMOYEHHOE UCCIIEIOBATENIEM, UM METUIIMHCKON
opraHu3alyen o nHPopMHUpyeT CyObeKTa 0 TpaBUiiax MPUMEHEHHUS UCCIIETYEMbIX
penapaToB U Yepe3 MpUeMIIEMble HHTEPBAJIBI BPEMEHH (B 3aBUCUMOCTHU OT
UCCJIeIOBAHUS ) TPOBEPSIET COOIIIOICHUE STUX UHCTPYKIUNA CYOBEKTOM.

IMaparpa¢g 7. PangoMusanus ¥ pacKkpbiTHE KOAA

61. UccnenoBarenp, coOMroaas MPeayCMOTPEHHYIO B HCCIISIOBAHUHM METOJIUKY
paHoOMU3aIuU, 00€CIEYMBAET PACKPHITHE KOJIa TOJIBKO B COOTBETCTBUU C MPOTOKOJIOM.
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Ecnu uccnenoBanue mpoBOAUTCS CIACTIHIM METOJIOM, UCCIIEIOBATEh HE3aMEIITUTEIBHO
JTOKYMEHTAIBHO 0(OPMIISIET U OOBSACHSAET CIIOHCOPY JIF000e TPEKIEBPEMEHHOE
PACKpBITHE KOJIa UCCIIEAYEMBIX MpernapaToB.

IMaparpa¢ 8. UudopmupoBanHoe coriiacue Cy0ObeKTOB HCCJICI0BAHMS

62. [Ipu monydyeHuu 1 T0KyMEeHTaIbHOM 0(OpPMIICHUU HH(DOPMUPOBAHHOTO
corJiacus, UCcCieaoBaTeNb NpuaAepKuBaeTcsa HacTosmero Ctanaapra U STUHYECKUX
MIPUHIIATIOB, 3AJI0KEHHBIX B XEJIbCUHKCKOU JAeKiIapauuu BceMupHON MEIUIIMHCKON
accoumannu 1964 rona. /lo Hayana vccienoBaHus UCCIEA0BATEND ITOTY4aeT
IMCbMEHHOE 0JI00peHue Wi 3aKiaoueHne Komuccun 1mo BorpocaM 3TUKH THCbMEHHOM
dbopmbl THGOPMUPOBAHHOTO COTJIACHS U JIFOOBIX IPYTUX MUCbMEHHBIX MaTEPHUAJIOB,
IPEIOCTABISIEMBIX CYyObEKTaM.

63. Ilucemennas popma HHGOPMHUPOBAHHOTO COTIIACHS U JIFOOBIE APYTHE
MUCHbMEHHBIE MaTEPUAIIBI, IPEIOCTABISIEMbBIE CYOBEKTaM, CIIETyeT JOTOHSITD UITH
UCTIPABJISITH TIO MEPE TOSIBIICHHS HOBOW BaXKHON MH(GOPMAIINH, KOTOPas MOKET
0Ka3aThCsl CYIIECTBEHHOM /JIs coryiacusi cyobekTa. Jlro0as qomogHeHHas WK
UCIIpaBJICHHAS MUChbMeHHas (hopmMa HHGOPMHPOBAHHOTO COTJIACHS U JIFOOBIE APYTHE
JIOTIOJTHEHHBIC WU UCTIPABJICHHBIE TUCHMEHHBIE MaTePUAITbI, TPEA0CTABIISICMbIE
cyOBekTam, ogo0psroTest KoMmuccuneit mo Bompocam 3THKH JI0 UX UCIIOJIb30BAHUS B
MCCIIEZIOBAHUH, TIOCTIE Y€r0 OHU JOBOISTCS IO CBEJICHUS CYOBEKTa WU €T0 3aKOHHOTO
MIPEICTaBUTENIS U BIUSAIOT HA MIPUHATHE PEIICHUS CYObEKTa O JalbHEHIIeM
IPOJIOJDKEHUH yUacTus B HccieoBaHuu. DakT nmepeaavn 3Toi HHGOPMAIHH
JIOKYMEHTAJILHO O(POPMIISIETCSI.

64. Hu HCCIICA0BAaTCIIb, HU JPYTIUC 3aHATBIC B UCCIICIOBAHNH JIMA HC
MMPUHYXOA0T CY6’I>€KT3,, HC HUCIIOJIb3YIOT MHBIC, HCKOPPCKTHBIC MCTOIbI BOSI[@ﬁCTBPISI C
LCJIbI0 CKIIOHUTDH €T0 K YU4AaCTHUIO 00 IMPOJOJIZKCHUIO YUACTHA B UCCIICAOBAHUH.

65. Hu B ycTHOI uH(pOpMaIuu, HYA B MUCbMEHHBIX MaTepuaax UCCie0BaHus,
BKJIIOYAsi MUCbMEHHYIO (hopMy HH(GDOPMHUPOBAHHOTO COTIIACHS WU HHPOPMAITMOHHOTO
JUCTKA TAIMEHTa, HE UCTIOIB3YIOTCS (POPMYITHPOBKH, MPSMO HIIH KOCBEHHO
CKJIOHSTIOIME CyOBEKTa UK €T0 3aKOHHOTO MPEACTABUTENS OTKA3aThCSA OT 3aKOHHBIX
paB, a Takke POPMYyIUPOBKH, MPSMO HIIM KOCBEHHO OCBOOOXKIAIOIINE UCCIIE0BATENS,
MEIUITMTHCKYIO0 OpPTraHU3aIlfio, CIOHCOPA WIIA WX TPEICTABUTEIICH OT XaJIaTHOCTH.
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66. UccnenoBarenpb WM HA3HAYEHHOE UM JIMIO0 0OECIIEUUBAET B MOJTHON Mepe
uH(OPMHUPOBaHUE CYOBEKTa HIIA €r0 3aKOHHOTO MPECTABUTENS 000 BCEX 3HAUMMBIX
aCTeKTax MCCIIeIOBAHUS, B TOM YHCJIC 3HAKOMHT C MUCbMEHHOU nH(popMmarueii 00
UCCJIEIOBAaHUU U OJIOOPEHUEM WJTH TIOJIOKHUTENIbHBIM 3aKioueHrneM Komuccuu mo
BOIIPOCaM ITHKH.

67. ObecnieunBaeTcs MPEOCTABICHUE YCTHOW U MUCbMEHHOU HH(pOopMauu 00
UCCJIeI0BAaHNH, BKIIIOYAsi MUCbMEHHYIO (hOpMY HH(DOPMUPOBAHHOIO COTJIACHS,
MOHSTHOM CYOBEKTY, HE UCIIOJIB3YIOIICH CeIMaIbHBIX TEPMUHOB WJIH, B
COOTBETCTBYIOIIUX CIIy4asiX, €r0 3aKOHHOMY MIPEICTABUTENIO U HE3ANHTEPECOBAHHOMY
CBHUJIETEIIIO.

68. Ilepen momydeHnemM HHGOPMHUPOBAHHOTO COTIACHUS UCCIIEIOBATEIb WIIH
Ha3HAYCHHOE MM JIUIIO MPEIOCTABIISAET CYOBEKTY MM €0 3aKOHHOMY IPEICTaBUTEIIO
JI0OCTaTOYHOE KOJTUYECTBO BPEMEHH U BO3MOYKHOCTH JIJISI TIOJTYIeHUS O0j1ee o apoOHOM
uH(pOopMaIK 00 UCCIIEIOBAHUN Y IPUHATHUS PEIICHUs 00 Y4aCTHUH WIIK OTKa3e.
CyOBeKT WM €T0 3aKOHHBIN MPeICTaBUTEh TIOydaeT NCUCPITHIBAIOIINE OTBETHI HAa BCE
BOITPOCHI 00 UCCIICIOBAHHUM.

69. Jlo Havana y4acTus B HCCIICJIOBAaHUU CYOBEKT UJTU €T0 3aKOHHBIN
NpeCTaBUTEIb, a TAKXKE JIUIIO, IIPOBOIUBIIIEE Pa3bICHUTEIbHYIO Oecey,
MOJIMMACHIBAIOT U COOCTBEHHOPYYHO JATHUPYIOT MUCHEMEHHYIO PopMy
UH(OPMHUPOBAHHOTO COTIIACHSI.

70. Eciii cyOBEKT WK €ro 3aKOHHBIN MPEACTaBUTENh HECTIOCOOHBI YUTATh, TO B
TE€YEHHUE BCEH pPa3bsICHUTENBHON Oece/ibl IPUCYTCTBYET HE3aUHTEPECOBAHHBIM
ceugerens. [locae Toro, kak CyOBEKTY WM €ro 3aKOHHOMY MPEACTaBUTEN0 TPOYUTAIH
U pa3bsACHWIN MUCbMEHHYIO (opMy HH()OPMHUPOBAHHOI'O COTJIACHS U APYTHUE
peoCTaBIsieMble CyObEKTY MMCbMEHHBIE MaTepUabl U MOCIE TOTO, KaK CyOBEKT WU
€ro 3aKOHHBIN IIPECTaBUTENb Jall yCTHOE COTJIacHe Ha yyacTHe CyObeKTa B
UCCJIEIOBAHUH U, €CJIH CIIOCOOEH, MOANKCA U COOCTBEHHOPYUYHO JAaTUPOBA
NUCHbMEHHYIO (hopMy HH(POPMUPOBAHHOTO COTJIACHSsl, CBUIETENb €€ MOMUCHIBAET U
coOcTBeHHOpYUHO naTupyert. [loanuceiBas popmy coriacusi, CBUAETENb NOATBEPKIAET,
4yTO MH(OpMaLus, coliepKalasics B popMe corjacusi Wil HHPOPMALIMOHHOM JIUCTKE
HalyeHTa u BceX JPYyTruxX NMCbMEHHBIX MaTepuasax, Oblla TOUHO pa3bsCHEHA U MOHATA
CyOBEKTOM MJIM €r0 3aKOHHBIM IPEICTaBUTENIEM U, UTO COTJIaCHe Ha yYacTHE B
UCCIIEJIOBAHUHU, JAHO CYOBEKTOM MJIM €r0 3aKOHHBIM MPEACTaBUTEIEM T0OPOBOJIBHO.
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71. B xoz1e pa3bsACHUTENBHOM Oecebl, TaK U B MUCbMEHHOU (popme
UH(GOPMUPOBAHHOTO COTJIacUs WK MH(GOPMALIMOHHOM JINCTKE MAllMEHTa, a TaKXkKe
JTHOOBIX APYTHX MMCbMEHHBIX MaTepuasax, MpeaoCTaBIsEMbIX CYObEKTaM,
pa3bACHAETCS CIeAyIOUIee:

1) uccrenoBanrie HOCUT SKCIIEPUMEHTAIBHBIN XapakTep;
2) 11eJ1b UCCIIEIOBAHUS;

3) ucciemyeMsblii crioco0 JIeYeHUs B TIPOIIECCE UCCIEAOBAHUS U BEPOATHOCTh
CIIy4alfHOTO pacrpeielieHus B OJHY U3 TPYIII JICUCHUS;

4) mpore Ay psl UCCIICIOBAHUS, BKIIIOUAsl BCE MHBA3WBHBIC MPOIICTYPHI;
5) 00s13aHHOCTH CYOBEKTa;
6) SKCTIEpUMEHTAIBHBIC ACTICKTHI UCCIICIOBAHNS;

7) o’kH1aeMbIi PUCK WIIM HEYJ00CTBA JUIsl CYyOBEKTa, a TAKXKE, B
COOTBETCTBYIOIIUX CIydasx, Ui SMOPHUOHA, TJI0Ja WU TPYTHOTO peOCHKa,

8) oxuaemble BhIroAa U (MIn) M0JIb3a, €CIU MOJIb3bI C MEIUITMHCKON TOUKH
3peHHUs HE TPEANoaraeTcs, To CyObeKTy 00 3TOM COOOIIaeTCs;

9) uHble, MOMUMO MPETYCMOTPEHHBIX B UCCIIEIOBAHUY, IPOLIETYPbI UM METOIbI
JICYECHHUsI, KOTOPbIE JOCTYITHBI CYOBEKTY, a TAK)KE WX 3HAUMMbIE MOTEHI[MATbHBIEC BHITO/IA
U (WIM) MOJIb3a, a TaK¥Ke PUCK;

10) xomnieHcanus u (WIK) J€YE€HHUE, JOCTYIIHbIE CYOBEKTY B Cllydae MPUUUHEHUS
BpEZA €ro 370POBBIO B PE3YJIbTATE YUACTHUS B UCCIIEIOBAHNY;

11) muianupyemslii pa3Mep BHITUIAT CYOBEKTY 3a €r0 Y4acTHE B UCCIICIOBAHUH,
€CJIM TaKOBBIC MPETyCMOTPEHBI,

12) muianupyemsbie pacxo/bl CyObeKTa, €CJIM TAKOBBIE OKUJAIOTCS, CBSI3aHHBIE C
€ro y4aCTHUEM B UCCIIEIOBAHUY;

13) yuacTtue cyObeKTa B UCCIIEIOBAHUHU SIBISIETCS TOOPOBOJIBHBIM, B CBSI3U C YEM
penieHre 00 0TKa3e OT y4acTHs WJIA BBIXOJl U3 UCCIEAOBAHMS PUHUMAETCS UM B
100011 MOMEHT 0€3 KaKuX—JIM0O0 CaHKIUH AJis ce0s WM MOTEPH MOJIO0KEHHBIX BBITOJI;

14) monuToOpsl, aynutopsl, KoMuccuu mo Bonpocam 3THKHU U SKCIIEpTHAs
OopraHu3alys B TOH Mepe, B KaKOM 3TO JommycKaeTcs HacToAmuM CTaH1apToOM, UMEIOT
OPsIMOM TOCTYTI K OPUTMHAIIbHBIM MEAUIIMHCKUM 3amucsM CyObeKTa Jisl IPOBEPKU
npouenyp v (Win) JaHHBIX KIMHUYECKOTO UCCIIEI0BAHUS, HE HapyIas IIPU 3TOM
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KOH()HJIEHIIMAJBbHOCTH JTaHHBIX CyObeKkTa. CyObeKT WK €ro 3aKOHHBIN MPEACTaBUTEND,
HOJIMUCHIBASI TUCbMEHHYIO (pOpMY HH()OPMUPOBAHHOTO COTJIACHS, PA3peLIaeT TaKOH
JOCTYTI,

15) 3anucu, uaeHtTuuiupyomnme cyobekTa, COXpaHsIoTcs B TallHE U
PaCKpBIBAIOTCS TOJIBKO B TOM MEpE, B KAKOM 3TO JomycKaeTcs HacTosIuM CTaHaapTOM.
[Ipu nyOnukanuu pe3ynbTaToB UCCIEA0BaHUS KOH(UIEHIIMATLHOCTD IaHHBIX CYObEeKTa
COXpaHseTCs;

16) undopmarusi, cnocoOHast HOBIUATH HA JKeJaHUE CYOBhEKTa MPOJI0JKATh
y4acTHe B UCCIEIOBAHUH, IOBOJUTCS 10 CBEACHUS CyOBEKTa WU €r0 3aKOHHOTO
peACTaBUTEIIS,

17) nuna, Kk KOTOpBIM 00pamarTCs JJIsl MOJyYeHUs JOTIOJIHUTEIIHHOM
uH(pOopMaIu 00 UCCIIEIOBAHNN U TTpaBax CyObEKTOB UCCIIEIOBAHUS, & TAKXKE B CITydae
NPUYUHEHUS BpeJla 3I0pOBbI0 CyOBEKTa B pe3yjIbTaTe ero y4acTusi B UCCIICI0BAHNH;

18) BO3MOkKHBIE 0OCTOATENHCTBA U (MJIM) TPUYUHBI, IO KOTOPHIM y4acThe
cyOBeKTa B HCCIEIOBAaHUH MPEKPAILAETCS;

19) npenmnonaraemas nNpoI0JKUTEILHOCTh YUaCTUsl CyOBEKTa B HCCIIEOBAHUY;

20) npuOAN3UTEIIBHOE KOJIMUECTBO CYOBEKTOB, KOTOPOE MPEAINO0IaraeTcs
BKJIIOYUTH B HCCIIEIOBAHUE.

72. Ilepen BKIIOYEHHEM B UCCIIEIOBAHNE CyOBEKT WU €ro 3aKOHHBIN
IIPEICTaBUTEIb MOTyYaeT IMOIMUCAHHBIN U JaTUPOBAHHBINA AK3EMIUISAP MUCHbMEHHOU
¢dbopMbI HHGOPMHUPOBAHHOTO COTIIACHUS U APYTHE MPEJOCTABISIEMbIC CyObeKTaM
MUChbMEHHBIE MaTepuasbl. Bo Bpems ydacTus cyObeKTa B UCCIICIOBAaHUH CyOBEKT WIIH
€T0 3aKOHHBIN MPEACTABUTEIb MTOTYYaeT MOMMCAHHBIE ¥ TaTUPOBAHHBIC SK3EMITISPHI
BCEX MOCIEAYIOMMX penakiuii GopMbl HHHOPMHUPOBAHHOTO COTIIACHUS U KOTTUU
MOTIPABOK K JPYTHM IMUCHbMEHHBIM MaTepHasaMm, MPe0CTaBIIEMbIM CyObEKTY.

73. Ecu B KIIMHUYECKOM HCCIIEIOBAHUH YYaCTBYIOT CyOBEKThI, KOTOpPHIE
BKJIFOYAIOTCS B UCCIIEIOBAHUE TOJIBKO HA OCHOBAHUM COTJIACHS MX 3aKOHHBIX
npeacraBuTenell (HECOBEPIICHHOIETHHE, MAIMEHTHI C BBIPAKEHHBIM CTA00yMUEM)
cyOBbeKT uHpopMUpyeTcs 00 UCCIEAOBAaHUN B COOTBETCTBUU C €r0 CIIOCOOHOCTHIO
MOHSATH 3Ty UHMOPMAIIHIO U, €CIIU CYOBEKT B COCTOSTHUH, TIOJIMHACHIBACT U
COOCTBEHHOPYUYHO JaTUPYET MUCbMEHHYIO (hopMy HHOOPMUPOBAHHOTO COTJIACHSI.
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74. B uccienoBanue, He CBI3aHHOE C JICYCHHEM, BKITIOYAIOTCA CYyObEKThI,
KOTOPBIE COOCTBEHHOPYYHO MOJMUCHIBAIOT U JATUPYIOT MUCHbMEHHYIO (OpMY
MH()OPMUPOBAHHOTO corjacus U (WJK) MOATBEPKAAIOT CBOE COIIACUE C TTOMOIIBIO UX
3aKOHHBIX TPEJICTABUTEIICH.

75. B uccienoBanusi, He CBSI3aHHBIE C JIEYEHUEM, CYOBEKThI BKIFOUAIOTCS C
corjacusi uX 3aKOHHBIX MIPEACTABUTENICH MTPU COOTIOEHUU CIETYIOUIUX YCIOBHIA:

1) uenu uccrienqoBaHusl HE JOCTUTAIOTCS MTOCPEICTBOM UCCIEI0BAHUS C YHaCTHEM
CcyOBEKTOB, KOTOPBIE MOTYT JIaTh CBOE COTJIACUE JIMYHO;

2) O)KHJaeMbIl PUCK JJII CYOBEKTOB HE3HAUNUTEIICH,

3) oTpunatensHOE BO3ACHCTBUE HA 3J0POBbE CYyOBEKTa CBEACHO K MUHIMYMY U
HE3HAYHUTEIIHHO;

4) HNCCJICAOBAHUC HC 3allPpCIICHO 3aKOHOAATCIILCTBOM;,

5) JJIA BKIIFOUCHHS TaKHUX CY6’I)CKTOB 3allpamrBacTCA CIICHUAIbBHOC O,I[O6p€HI/IC
iy 3akimodeHue Komuccuu mo BOIIpOCaM 9THUKH, YIUTBIBAIOIICC I[aHHBIﬁ ACIICKT.

[TonoOHble UccieIoBaHus TPOBOJSITCS C yUacTHEM MAIMEHTOB, UMEIOIIUX
3a0osieBaHue, 7151 JICUCHUS KOTOPOTo MpeHa3HauYeH UCCIEyEMBIH mpemnapar.
CyOBeKThI B TAKUX UCCIAEIOBAHUIX HAXOAATCS MO 0CO00 TIIATEIHbHBIM HAOIIOACHUEM,
Y UX y4aCTHE MPEKPAILAETCS, €CIIA €CTh OCHOBAHUSA M0JIAraTh, YTO OHHU UCIIBITHIBAKOT
Ype3MEPHBIA TUCKOMDOPT;

76. IIp1 HEOTIOKHBIX COCTOSHUSX, KOTJa IO BKIIOYECHHUS B HCCIIEIOBaHNE
HEBO3MO>KHO IOJIyYUTh COTJIACHE CaMOI'0 CyObEKTa, OHO 3alPalINBAETCS Y €To
3aKOHHOTO npezacTaBuTens. Eciau npeaBapuTenbHoe coryiacue cyobekTa HEBO3MOKHO
MIOJTYYUTh M OTCYTCTBYET €TI0 3aKOHHBIN MPEICTaBUTENb, TO JIsI BKIIOUECHUS CyOBhEeKTa B
UCCIIEJIOBAHNE TIPEINTPUHUMAIOTCS IPEAYCMOTPEHHBIE IPOTOKOIOM U (MITH) IPYTUMHU
JOKYMEHTaMH U pa3pelieHHbIe WK 0J00peHHble KoMuccun o BompocaM 3THUKH MEpBI,
HaIpaBJICHHbIE HA 3alUTY MpaB, 0€300aCHOCTH U Oarononyuns cyobekta. CyObeKT
WJIN €r0 3aKOHHBIN MPeICTaBUTENb B KpaTYalIlINe CPOKU CTABUTCS B U3BECTHOCTH 00
MCCIIEIOBAaHUHU U 3aMpaIliBaeTCsl COrlacue, a TaKXkKe APYroe Corjiacue B COOTBETCTBUU C
nyHkToM 71 CtapaapTa Ha MPOJOHKEHHUE yUacTHsl CyObEeKTa B UCCIIEI0OBAaHUH.

IMaparpa¢ 9. JlokymMeHTAIIUS U OTYETHOCThH
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77. ccnenoBatenb 00ecrednBaeT NPaBUIbHOCTD, MIOJHOTY, Pa300pUUBOCTb U
CBOEBPEMEHHOCTH IIPEAOCTABJIEHUS CIIOHCOPY JTaHHBIX, coaepxkamuxcs B IPK u Bo
BCEX TPEOYEMBIX OTYETaX.

78. Nanubie B UPK cOOTBETCTBYIOT EPBUYHON JOKYMEHTAILIMH, U3 KOTOPOIl OHU
MIePEHECEHbI, UMEIOIIUECS PACXOXKICHHS OOBICHSIIOTCS.

79. JIroObie uzmenenus wiu ucnpasieHus: B IPK nmoanuceiBatoTes, 1aTupyrorcs,
OOBSICHSIFOTCS. ¥ TTOKA3bIBAIOT MEPBOHAYAIBHYIO 3aMHUCh; IPUMEHSIETCS KaK K
MUCHbMEHHBIM, TaK U K 3JICKTPOHHBIM U3MEHEHUSM WK UcTpaBiieHUusAM. CIIOHCOp
MPEAOCTABISET UCCIAETOBATENSAM U (UJTM) UX YIIOJTHOMOYEHHBIM MPEACTaBUTEIISM
WHCTPYKIIMIO O TIOpsIKE 0(OPMIICHHS TaKuX HcnpaBieHuii. CIIOHCOp UMeeT
MACbMEHHBIE TPOLEAYPHI, PEAYCMATPUBAIOIINE, YTO U3MEHEHHUS UJIM UCTIPABIICHUS B
HNPK, BHOCHMBIE €TI0 YIIOJJHOMOYEHHBIMHU MPEACTABUTENSIMH, TOKYMEHTAIBHO
0OPMIISIFOTCSI, SIBISIOTCS HEOOXOIUMBIMU U OJ0OPSIOTCS MCCIIeIOBATEIIEM.
Uccnenoarenb xpaHUT 3anUcu 00 U3MEHEHUSIX U UCITPABICHUSIX.

80. UccnenoBarenb WM MEIUIIMHCKAsI OpraHu3alius BeeT TOKYMEHTAIUIO 110
MCCIIEIOBAaHUIO CcOrIacHO pazneny 8 Hacrosuiero Ctanaapra. MccnenoBarens uiu
MEJUIIMHCKAsI OpraHu3aIs MIPUHUMAET HEOOXOAUMBIE MEPBI, TTPEAOTBPAIIAIOIINE
CIIy4ailHO€ WUJIY MPEXKIECBPEMEHHOE YHUUTOKEHUE JAHHBIX JIOKYMEHTOB.

81. OCHOBHBIE OKYMEHTBI XPAHITCS HE MEHEE JIBYX JIET IO YTBEPKACHHUIO
nocJieTHeN 3a4BKU Ha perucrpaiuio npenapara B Pecnnyonuke Kazaxcran unu npu
HaJIMYUU OJHOM 3asiBKM Ha PACCMOTPEHUH, WIH NP TUTAHUPOBAHUU HOBBIX 3as1BOK, WIH
HE MEHee JBYX JIET Nocie 0(QUIUaIbHOIO IPEeKpalleHHs KIMHUYECKOU pa3paboTKu
uccienyeMoro npenapara. J[anuble JOKYMEHTbl UMEIOT 0oJiee JUIMTENbHBIN CPOK
XpaHEeHUs, €CIIU MPEAYCMOTPEHO HOPMAaTUBHBIMH TPEOOBAHUSMU U IOTOBOPOM CO
crioHcopoM. CrioHCOpa OCYIIECTBIISIET HMHPOPMUPOBAHUE MCCIIEIOBATENS HIIH
MEIUIMHCKON OpraHu3alui 00 HCTEYEHUHU CPOKa XpaHEHUS! JOKYMEHTALIUH.

82. @UHAHCOBBIE ACTIEKTHI UCCIEA0BAHUS OTPAKAKOTCS B JOTOBOPE MEKIY
CIIOHCOPOM M HCCJIEIOBATENIEM WIIA OPTaHU3aLMe.

83. Ilo 3anmpocy MmoHuTtopa, ayauropa, Komuccuu 1o Bonpocam 3TUKH WIIH
YIOJHOMOUYEHHOTO OpraHa MCCJIeIOBATENb HIIM METUITMHCKAST OPTaHU3aIUs
oOecrieynBaeT MPSMOM TOCTYT KO BCEM 3aIUCSAM, OTHOCSAIIIUMCS K HCCIICIOBAHUIO.
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IHaparpa¢ 10. OT4eTrsl 0 X01€ HcC/IeI0BAHUSA

84. UccnengoBarelib NpeACTABISIET KPATKUE MTUCHbMEHHBIE OTUETHI O XOJI€
MCCIIEIOBAHUS €KEr0JHO WIIM 4allle 1o 3anpocy KoMmuccuu o Bonpocam 3TUKHU.

85. UccnenoBarens HE3aMEUIMTENBHO MPEACTABISAET NUCHBMEHHBIE OTUETHI
croHcopy, Komuccuu o Bonpocam 3TUKH U, B COOTBETCTBYIOLIUX CIyYasx,
OpraHu3alliy O JIFOObIX U3MEHEHHUAX, CYIIECTBEHHO BIUSIOLIMX HAa MPOBEACHUE
UCCIIEIOBaHUA U (MJIM) YBETUUHUBAIOIIUX PUCK VI CyOBEKTOB.

IMaparpa¢ 11. IlpeacraBienne nupopMannm mo 6€30MACHOCTH

86. O060 Bcex CHA HemensieHHO COO0IIAI0T CIOHCOPY, 32 HCKIIFOYEHHEM TEX
CHJI, xoTopsie B IPOTOKOJIE WU B IPYTOM JOKYMEHTE OIIPEACIICHbI KaK HE
TpeOyrolue cpoyHOro cooduenus. [lociae nepBUYHOrO CPOYHOrO COOOIIECHHUS B
KpaTJaiiime CpoKU MPEICTABISIOT MOAPOOHOE MUChbMEHHOE coolmieHue. [lepBudnbIi 1
NOCJIEYIOIINE OTYETHI MACHTU(DULIUPYIOT CyOBEKTOB UCCIIEI0BAHUS 110 TPUCBOCHHBIM
UM YHUKaJIBHBIM KOJ[aM, a HE 10 UMEHaM CyObEKTOB, IEPCOHAILHBIM
UICHTU(UKAIIMOHHBIM HOMepaM U (WiK) aapecaM. MccnenoBarenb Takke COOM0AaeT
TpeboBaHus npuioxkeHus 1 k HacTosiemy Crannapty «llopsanok nmpeacraBieHus
UH(pOpMaIUH 10 OE30MaCHOCTH B X0JI€ KIIMHUYECKOTO MCCIIEI0BAaHUSY, ONPEIEIIAIONINe
HOPAJIOK MPEACTABICHUS COOOIIEHNI O HEMPEBUICHHBIX CEPhE3HBIX HEKETATEIbHBIX
peaKkIusAX yIOJHOMOYEHHOMY oprany U KoMuccuu no Bonpocam 3THKH.

87. O60 Bcex HEXeNaTeIbHBIX SBJICHUAX U (MJIM) OTKIOHEHUAX JIA00PATOPHBIX
noka3aTesield 0T HOPMBI, OTIPEICIEHHBIX MPOTOKOJIOM KaK KPUTUIECKHUE JIJISI OLEHKU
0€30MacHOCTH, COOOIIA0T CIOHCOPY B COOTBETCTBUU C TPEOOBAHUSIMHU K
MIPE/ICTABIICHUIO COOOIICHUN O HEXKENATEIbHBIX SIBICHUSX U B CPOKU, OTIPEICTICHHBIC
CIIOHCOPOM B MPOTOKOJIE.

88. IIpu cooOIeHnsIX 0 CMEPTHU UCCIeI0BATENb MPEOCTABISET JTH00YI0
JOTIOJTHUTENbHYI0 HHPOPMAIIUIO — TPOTOKOJ BCKPBITUS U TIOCMEPTHBINA AITUKPHU3 — TIO
3aMpocy CIOHCOpPa, YIIOJIHOMOYSHHOTO OpraHa, IKCIIEPTHOH opranu3anuu u Komuccun
10 BOIIPOCAM 3THKH.
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IHaparpad¢ 12. IIpe:kaeBpemMeHHOe NPEeKPalleHHe WIH IPUOCTAHOBKA
HCCJIeI0BAHMS

89. Ecnu no kakoi-1100 NpUYMHE UCCIIEI0BaHNE MTPEXKIEBPEMEHHO TPEKPAILIEHO
WINA IPUOCTAHOBJIEHO, UCCIIE0BATENb (MEIUIIMHCKAs OpraHU3alMsl) He3aMeUIUTEIbHO
UHPOPMUPYET CyOBEKTOB UCCIIEI0OBaHM, 00ECIIEYMBAIOT UM COOTBETCTBYIOLIEE
Je4yeHue U HabIoieHne 1 UH(POPMHUPYIOT 3KCIEPTHYIO OpPraHU3aLHIoO.

90. Ecnu uccnegoBaTeinb NpexKAEBPEMEHHO MTPEKPAIAET UM TPUOCTAHABINBAET
uccleloBaHue 0e3 MpeABapUTEIbHOIO COTIIAcus CIIOHCOPA, UCCIIeI0OBATENbh COO0IIaeT
00 5TOM B MEAMIIMHCKYIO OpTraHU3alllI0, U UCCIIEA0BATENb WIH MEAUIIMHCKAS
opraHu3zalus He3aMeUUTeNbHO HHOpMUPYET 00 3ToM crioHcopa u Komuccuto 1o
BOIIPOCAaM ATUKH U MPEIOCTaBIISIET crioHcopy U KoMuccuu o Bompocam 3TUKH
1o ipoOHOE MUChMEHHOE O0BSICHEHNE TPUYUHBI TPUOCTAHOBKH WJTH TIPEKPAIICHUS
UCCIIEJOBAHUS.

91. Ecnu cioHCOp NMpeKpalaeT Wik NPUOCTaHABINBAET UCCIIEIOBAHME,
UCCJIeI0BATEIb HE3aMEIMTENIBHO COO0IIAET 00 3TOM B MEAULMHCKYIO OPraHU3alUIo0, U
UCCIIeIOBaTeNb WIM MEIMIIMHCKAs OpraHu3alus He3aMeNIUTEeTbHO HHPOPMUPYIOT 00
sToM KoMuccuro o Borpocam 3TUKH U IIpeaocTasisier Komuccuu o Bonpocam 3TUKU
10 ipoOHOE MTUChMEHHOE O0BSICHEHNE TPUYUHBI TPUOCTAHOBKH WITH TIPEKPAIICHUS
UCCIIEOBAHUS.

92. Eciiu KoMuccust 1o BonmpocaM 3TUKH OKOHYATEIIBHO WJIM BPEMEHHO OT3bIBACT
o00peHue (3aKII0YEHNE) Ha MPOBEJICHUE UCCIIeI0OBaHUS, UCCIEA0BATEIb COO0IIaeT 00
ATOM B MEAWIIMHCKYIO OpTraHU3aIliIo, U HCCIIeI0BaTeNb (MEANIIMHCKASI OpraHu3aIls)
He3aMeNTUTENHHO HHPOPMUPYET 00 3TOM CIIOHCOPA H MPEAOCTABISIET CIOHCOPY
1o ipoOHOE MUCEMEHHOE O0BSICHEHNE TPUYUHBI TPUOCTAHOBKH WITH TIPEKPAIICHUS
UCCIICJIOBAHUSI.

IHaparpad¢ 13. Utoroseblii 0T4eT HCCJIeI0BATEIS

93. Ilo 3aBepiIeHUH UCCIEIOBAHUS UCCIIEIOBATEIh COOOIIAET 00 3TOM
OpraHu3alliy; UccleaoBaTelb (MEIUIMHCKAs Opranu3anus) npeaocrasisier Komuccun
10 BOIIPOCAM 3TUKH KpaTKUN OTYET 00 UTOTax MCCIEeA0BaHus, a TAK)Ke TpeOyeMble
OTYEThI SKCIIEPTHON OpraHU3alIUU.
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I'naBa 5. Cnoncop

IHaparpa¢ 1. O0ecneyeHue Ka4ecTBa U KOHTPOJIb Ka4eCTBA

94. CrioHCcOp BHENPSIET U MOJACPKUBAET CUCTEMBI 00ECIIEYEHUS U KOHTPOJIS
kauyecTBa ¢ mucbMeHHBIMU COII, KoTOpBIe 00€CIIeunBarOT MPOBEICHUE UCCIICIOBAHNS,
cOOp, PETUCTPAIIHIO U TIPEICTABIICHUE TAHHBIX B COOTBETCTBHUH C MTPOTOKOJIOM,
HactosmM CTaHIapToOM.

95. Cnioncop obecreurBaeT MoTy4YeHUe coriaacusi BCEX BOBJICUEHHBIX CTOPOH Ha
IIPEAOCTABIEHUE MIPSAMOIO TOCTYNa BO BCE YYaCTBYIOIIME B UCCIEAOBAHUN
KIIMHUYECKUEe 0a3bl, KO BCEM MEPBUYHBIM JaHHBIM (JOKyMEHTaM) U OTYETaM B IIEJIAX UX
MOHHUTOPHHTA U ayJAUTa CIIOHCOPOM, a TAK)KE MHCIIEKIIMU YITOJTHOMOYEHHBIM OPTaHOM.

96. KoHTpobh KauecTBa OCYIIECTBIISIETCS. HA BCEX ATarax paboThl C JaHHBIMH,
9TOOBI 00ECTICYUTh UX JOCTOBEPHOCTH U MPABUILHOCTH OOPAOOTKH.

97. 1oroBOpBI MEXAY CIIOHCOPOM M UCCIeA0BaTENEM (MEIUIIMHCKOMN
OpraHM3aIlien ) Uiy 000 APYroil yuyacTBYIOIIEH B UCCIICIOBAHUHN CTOPOHOM
COCTaBJISIFOTCS B MUChbMEHHOU (popMe, Kak 4yacTh MPOTOKOJIA UJIM B KaUYECTBE
CaMOCTOSITEIbHBIX JOKYMEHTOB.

Maparpa¢ 2. KonTpakTHas ucciaea0BaTe/JbCKasi OPraHu3amus

98. Ilpu moHOM WM YaCTUYHOM Mepeadye CIIoHCOPOM 00SI3aHHOCTEH U
(GyHKUMNA, CBA3aHHBIX C IPOBEJICHUEM HCCIIEA0BAHMS, KOHTPAKTHOM
UCCJIEI0BAaTEIbCKOM OpraHu3alliy, CIOHCOP 00€CIeYnBaET BBINIOJHEHUE KOHTPAKTHON
UCCJIeI0BAaTEIbCKOM OpraHu3aliei Mep o 00eCIICYeHHIO U KOHTPOJIIO KauecTBa
KJIMHUYECKOTO UCCIIEIOBAHMUS.

99. Ilepenaua KOHTPAKTHOM UCCIIEIOBATENBCKON OpraHU3allii, CBA3aHHBIX C
UCCJIeIOBaHUEM 00s13aHHOCTEN U QYHKIIUN JOKYMEHTAIBHO 0(OPMIISETCS.

100. Bce cBsi3aHHBIC € UCCIETOBAHUEM O0S3aHHOCTH U (YHKIIUU, HE TIEPEIaHHbIE
KOHTPAKTHOH MCCIIEIOBATENBCKON OpTaHU3aI|H, OCTAIOTCS B KOMIIETEHITUH CIIOHCOPA.
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101. Bce TpeboBaHus K CIIOHCOPY TPUMEHUMBI K KOHTPAKTHOM
MCCIIEIOBATEIBbCKOM OPraHU3allii B TOM MEpE, B KOTOPOM KOHTPAaKTHAs

UCCIIeI0BAaTEIbCKAsl OpraHu3alusl IPUHUMAET Ha ce0s1 00s13aHHOCTH U PYHKIIUU

CIIOHCOpa I10 ITPOBCACHUIO NCCICAOBAHMA.

IMaparpa¢ 3. MeaunuHcKasi IKCIEePTH3A

102. Cnoncop HazHayaeT 001aIar0IIHMi COOTBETCTBYOLIEN MEAUIIMHCKON

KBaHH(i)HKaHHCﬁ IMCPCOHAJI, KOTOpBIﬁ AOCTYIICH AJIA PCHICHUA CBA3AHHBIX C

UCCIIEJOBAHUEM BOIIPOCOB MEIUIIMHCKOr0 Xapakrepa. [Ipn HeobxogumocTy aist 3Toi

LCJIN IIPUBJICKAIOTCA BHCIIHUC KOHCYJIBTAHTBI.

IMaparpa¢ 4. In3aiin uccjiexoBanus

103. Ha Bcex aTanax uccieoBaHust — OoT pa3padoTku nporokoia, MPK u miana

CTaTUCTUYCCKOT'O aHaJIn3a 10 ITOATOTOBKH ITPOMCIKYTOUYHOI'O U q)HHaJIBHOFO OTUYCTOB —

CIIOHCOP IIPHUBJICKACT KBaJ'II/I(l)I/IL[I/IPOBaHHI)IX CIICOuaJIncCTOB, B TOM YMCJIC
6I/IOCTaTI/ICTI/IKOB, KIIMHUYCCKHUX q)apMaKOJIOFOB, Bpatleﬁ.

IHaparpa¢ 5. MeHe:KMeHT HCC/Ie0BAHNs, Pad0Ta ¢ JAHHBIMH
U BeJIeHHEe JOKYMEHTALUU

104. CnoHcop npuBiekaeT 001a1al0IINX COOTBETCTBYIOINIEH KBaTU(pUKALIKEH

JUIT 17151 00IIEero pyKOBOJICTBA UCCIEAOBAHUEM, pA0OTHI C TaHHBIMU, BEPUPUKAIHH

JaHHBIX, IIPOBCACHUA CTATUCTUYICCKOI'O aHAJIN3a U ITIOATOTOBKH OTYCTOB 00
HCCIICA0OBaHHNU.

105. CnoHcop npuHUMaeT penieHue 00 00pa30BaHUM HE3aBUCUMOM IPYyMIIbI MO

MOHUTOPHHI'Y JaHHBIX TJII PACCMOTPCHUA XO0Ad KIIMHUYICCKOI'O HCCICI0OBAHNA,

BKJIFOYasi PACCMOTPEHHE JJAHHBIX 10 0€30IMaCHOCTH U OCHOBHBIX ITApaMETPOB
3¢ (PEeKTUBHOCTH, a TaKKE JIJIST BEIPAOOTKH PEKOMEHAAINI CIIOHCOPY O
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1eJI€CO00Pa3HOCTH MPOIOJKEHUS, TPEKPALLICHHS UCCIIETOBAHUS NI BHECEHUS B HETO
u3MeHeHnil. HezaBucumast rpyrmna 1o MOHUTOPUHTY JaHHBIX UMEET MUChbMEHHBIC
oTiepaIMOHHBIC MPOLETYPHI U BEJCT MUCHMEHHBIC 3aIIMCU CBOMX 3aceaHuM.

106. ITpu ucnonb30BaHUU IEKTPOHHBIX CUCTEM JIJISI pa0OThI C TAHHBIMU
UCCIIEOBAHUS U (WJIN) AJIIEKTPOHHBIX CUCTEM YIAJICHHOT'O I0CTYIA K JIAHHBIM CIIOHCOP:

1) obecrieunBaeT u JOKyMEHTAIBHO O(OPMIISIET COOTBETCTBUE CHCTEM
AJIEKTPOHHON 00pabOTKH JIaHHBIX YCTAaHOBJIEHHBIM CIIOHCOPOM TPeOOBaHUAM K
MOJIHOTE, TOYHOCTH M HAJCKHOCTH JTAHHBIX, & TAKXKE CTAOMIIBHOCTh TOCTUKEHHUS
TpeOyeMoro pe3ysibTaTta — UX BalUIaIIo;

2) umeet COII o uCnonb30BaHUIO STUX CUCTEM;

3) obecrmieunBaeT pabOTy CUCTEM TaKUM 00pa30M, UTOOBI COXPaHSJICS
JOKYMEHTAIBHBIN CJIe: P N3MECHECHHUH JTAHHBIX BHOCHMBIE N3MCHCHHUSI
JTOKYMEHTHUPYIOTCS, & PaHEee BBEJCHHBIC TAaHHBIC HE YIAISIOTCS;

4) obecrieunBaeT CUCTEMY 3aIUTHI, MPEAOTBPAIIAIONTYI0 HECAHKITMOHUPOBAHHBIH
JOCTYT K JAaHHBIM;

5) HMCCT CIIMCOK JINI, HAJICJIICHHBIX ITPABOM BHOCUTb U3MCHCHHUA B IAHHBIC,
6) oOecreynBaeT AJICKBATHOC PC3CPBHOC KOIMMPOBAHUC JAHHBIX

7) coxpaHsieT MaCKMPOBKY B HCCIIEAOBAHUSAX, IPOBOIUMBIX CJICIIBIM METOJIOM
IpU BBOJIE U 00pabOTKE JaHHBIX.

107. Ecnu B mpouecce 00pabOTKHU TaHHbIE TPAHCPOPMUPYIOTCS, BCEria
o0ecrneurnBaeTcss BO3MOKHOCTh CPaBHEHUS HCXO/IHBIX JAHHBIX ¢ 00paOOTaHHBIMHU.

108. CrioHCOp UCTIONB3YET YHUKANBHBIN HIEHTU(DUKALMOHHBIN KO/ CyOBeKTa,
MO3BOJISIFOINMHN HIIEHTU()UIMPOBATH BCE JAHHBIE IO KaXIOMY CYObEKTY.

109. CrioHCOp miu Apyrue BIaJAEbIbl JaHHBIX 00CCIIEYMBAIOT XPAaHEHUE BCEX
OTHOCSIIIIUXCS K CIIOHCOPY OCHOBHBIX JOKYMEHTOB IO UCCIIEOBAHUIO.

110. CnoHCOp XpaHUT BCE OTHOCSIIUECSA K HEMY OCHOBHBIE JIOKYMEHTHI 110
HCCIIEJIOBAHUIO B COOTBETCTBUU C HOPMATUBHBIMU TpeboBanusiMu Pecriyonuku
Kazaxcran u Tex cTpaH, B KOTOPBIX MpenapaT 3aperucTpupoBaH U (WiK) B KOTOpbIE
CIIOHCOp coOupaeTcs M0aBaTh 3asBJICHUE HA PETHCTPALIMIO.

111. Ecnu cioHCcOp mpekpaiaeT KIMHUIECKYI0 pa3paboTKy UCCIeTyeMOTO
npenapara o OJJHOMY WM BCEM IMOKAa3aHUSAM, ITyTSAM BBEJCHUS, IEKaPCTBEHHBIM
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dbopmam, OTHOCSIIIUECS K CTIOHCOPY OCHOBHBIC JJOKYMEHTHI IO HCCIICIOBAHUIO
NoJIyIeKaT XpaHEHUIO HE MEHee JABYX JIET C MOMEHTa O(UIIMATBLHOTO MPEKpaIECHUS
pa3paboTKH.

112. Ecnu cioHcop TnpekpaiiaeT KIMHUYECKYI0 pa3paboTKy HCCIIeayeMOro
npemnapara, oH coo0IaeT 00 ’TOM yYaCTBYIOIINM B UCCIICIOBAHUN UCCIIEI0BATEISAM
(MEIUIIMHCKUM OpraHU3allusIM) U SKCIIEPTHON OpraHu3aluu.

113. JIro6ast nepenaya npaB COOCTBEHHOCTHU Ha JIaHHBIE JJOBOJUTCS 10 CBEJICHUS
JKCIEPTHOM OpraHU3aIUu.

114. OcHOBHBIE TOKYMEHTBI, OTHOCSIIIIUECS K CIIOHCOPY, XPAHATCS HE MEHEE JIBYX
JIET MOCJIe YTBEP:KIEHUS IOCTIeAHEN 3asBKU Ha PETUCTpalMIo npenapara B PecyOnuke
Kazaxcran u (unu) Apyroi cTpase, v 10 T€X MOP, MOKA €CTh OKUJIAIOITUE PEIICHUS WU
paccMaTpUBaeMble 3asBKU Ha PETUCTPALMIO, WIIA 10 UICTEYEHUH JBYXJIETHErO MIEPUOIa
nociue oUIUaNbHOIO IPEKPaLICHUs KIIMHUYECKOW pa3paboTKU UCCIEAYEMOTro
npenapara. J[aHHbIe JOKYMEHTBI XpaHATCs 0o0Jiee JUIMTENbHBII CPOK IO 3alpocy
CIIOHCODA.

115. CnoHcop B mucbkMeHHOM (hopMe HHPOPMUPYET UCCeaoBaTeNeh
(MeaUIIMHCKUE OpTraHU3alluK) 0 HEOOXOIUMOCTH XPaHEHHUS CBSI3aHHBIX C
WCCJICIOBAHUEM 3aIHCeH, a TAK)KE MUCHbMEHHO M3BEIIACT UX O MPEKPAIICHUU UX
XpaHEHHUS.

IMaparpa¢ 6. Beidop ucciaenoBareis

116. Cioncop obecrieurBaeT BBIOOP HCCIIeI0BaTENEH (MEIUITUHCKIX
opranuzanuii). KaxxaoMy uccnenoBarento clielyeT UMeTh KBATM(PUKAIINIO, OTIBIT U
pecypchl, HEOOXOIUMBIC ISl TPOBEACHUS UCCIICIOBAHMS, VIS KOTOPOTO OH BBEIOpaH.
Eciu B MHOTOIIEHTPOBBIX UCCIIEIOBAHUIX BO3HUKAET HEOOXOIMMOCTh B OpraHu3aIluu
KOOPIWHAITMOHHOM TPYIIHI ¥ (MJTK) BRIOOPE KOOPAMHATOPOB M3 YHCIIA UCCIIeI0BaTENCH,
TO 3TO 00ECIIEYNBACTCS CIIOHCOPOM.

117. Jlo moamucaHus JOroBOpa ¢ UCCIIeI0BaTeNIeM (MEIUITUMHCKOM
OopraHu3alliei) Ha MPOBEICHUE UCCIIEI0BAHUS CIIOHCOP MPEIOCTABIISIET UCCIIEI0BATENIO0
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(MEeIULIMHCKON OpraHu3anuu) NpoTokos 1 bU B Tekyiiel perakuuu u 1aet
UCCIIEZIOBATENIO (MEIMIIMHCKOM OpraHu3alumn) 10CTaTOYHOE BpeMs 11 03HAKOMJICHHUS
C IIPOTOKOJIOM U MPe0CTaBIEHHON HH(pOpMaIIEH.

118. CnoHcop nojrydaer corjlacue uccienoBaress (MeIUIMHCKON OpraHu3aum):

1) mpoBOAUTH HCCIEIOBAHUE B COOTBETCTBUM ¢ HacTosimuM CTaHIapToM, a
TaK>Xe C MPOTOKOJIOM, COTJIACOBAHHBIM CO CIIOHCOPOM M pa3pelieHHBIM (0JJ00pEHHBIM )
Komuccueit no BonpocaM 3TUKH;

2) coboAaTh NpoIeaypbl perucTpanuu (MpeacTaBieHus JaHHbBIX);
3) Ha IpOBeIeHHEe MOHUTOPUHTA, Ay IUTa U HHCIEKIIUN;

4) XpaHUTh OCHOBHBIE TOKYMEHTHI, CBS3aHHBIE C CCIIEIOBAHUEM, TTOKA CTIOHCOP
HE COOOIIMT UCCAEA0BATENO (MEAUIMHCKOW OPTraHU3allK ), YTO 3TU JOKYMEHTHI
0oJbIIIe HE TPEOYIOTCS.

CnoHcop u uccnegoBaTeab (MEIUIMHCKAS OPTaHU3ALIMS ) TOANMKUCHIBAIOT
IIPOTOKOJI U IOTOBOP, NOATBEPKAAKOLIUN 3TO COrJIacue.

IHaparpad¢ 7. Pacnipenesienue pyHKumi

119. 1o Hayana vcciae0BaHus CIIOHCOP ONpEAeIseT, yCTaHABIUBAET U
pacnpeensieT BCce CBA3aHHbIE C UCCIIEI0BAHUEM O0S3aHHOCTU U (YHKLIUU.

IHaparpa¢ 8. Komnencanum cy0beKkTaM U UCCJIeI0BATEISAM

120. CnioHcop obecrnieurBaeT CTPaxOBaHUE UM TapaHTUPYET IOPUAUUYECKYIO U
(bUHAHCOBYIO TTOAJIEPIKKY MCCIICTOBATENS WM MEUITMHCKON OpraHU3alluy B CITydae
NpEeAbSIBICHUS] UM TIPETEH3UM, CBA3aHHBIX C UCCIICIOBAHUEM, 32 UCKITIOUEHUEM TeX
MPETEH3U, KOTOPbIE BOSHUKIIU B PE3YyJIbTATE YMbICIIA UM HEOCTOPOKHOCTHU CO
CTOPOHBI UCCIIEAOBATENS WM YJICHOB HCCIIEIOBATEIHCKOTO KOJJIEKTHBRA.

121. B ciyyae npuyuHeHus Bpeia 3JJ0pOBbI0 CYObEKTOB UCCIIEI0BAHUS B
pe3yibTaTe UX y4acTus B UCCIEJOBAaHUH, CIIOHCOP BO3MEIIAET PACXO/Ibl HA UX JICUYEHHE.

122. Ecnu cyOBeKTHI UCCIIEI0OBAHUS MTOTYYal0T KOMIIEHCALUIO, 00ECIeYBAETCS
COOTBETCTBHE MOPSIJIKA U CIIOCOOA KOMITEHCAITHH.
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Iaparpa¢ 9. PunancupoBanue

123. ®uHaHCOBBIE ACMIEKTHI UCCIEA0BAHUS JOKYMEHTAIBHO O(hOpPMIISAIOTCS B
BUJIE IOTOBOPA MEXy CIIOHCOPOM U MCCIIeA0BaTeneM (MEAUIIMHCKON OpraHu3alyei).

124. YBenomneHne yroJIHOMOYEHHOTO OpraHa, SKCIIEPTHOW OPraHU3aluy WIN
110/1a4a 3asBKM B YIIOJJHOMOYEHHBIN OpraH, SKCIEPTHYIO OpPraHU3aLMIo.

J1o Hayaa KIMHUYECKOr0 HUCCIEA0BaHMUs CIIOHCOP (MM CLIOHCOP COBMECTHO C
UCCIIEZIOBATEIIEM) [TOIAET 3asBKY B OKCIIEPTHYIO OPraHU3aLUI0, YIIOJHOMOYEHHBIN
Opras JJisl €€ pacCMOTPEHUS U (MJIM) TOJyYEHHUs pa3pelieHus] IPOBOJUTh
UCCIIEJIOBAHNE, B COOTBETCTBHUHU C JEHCTBYIOLIUM 3aKOHOIaTEIbCTBOM PecyOnuku
Kazaxcran. Bce yBenomieHus: WM 3asiBKH CJIEYET JaTUPOBATh U 00ECIIEUUTh HATMUHeE
J0CTaTOYHOU MH(pOpMaLUKU AJIs UACHTU(DUKALIMY TPOTOKOJIA.

Crnoncop nH(pOpMUPYET HKCIEPTHYIO OPraHU3aINI0 O HaYaJle KIIMHUYECKUX
UCCJIEIOBAHUM B TIOPSJIKE, YCTAHOBJICHHOM JCHCTBYIOIIMM 3aKOHOIATEILCTBOM
PecnyOnuku KazaxcraH.

IMaparpa¢ 10. IloaTBep:xaenue paccmorpenusi Komuccneii mo Bonpocam 3TuKu

125. CnoHcop nosrydaer oT ucciieoBaTestst (MEIMINHCKOW OpraHu3alim):

1) HaumenoBanue u aapec Komuccuu no Borpocam 3TUKHU UCCIEA0BATENS
(MEIUIIMHCKON OpTaHu3aIum);

2) noaTBepkaeHue oT Komuccuu mo BOIpocaMm 3TUKHU TOTO, YTO OH OpraHU30BaH
U JICUCTBYET cOryiacHO HactosmeMy CTaHaapTy U 3aKOHOJaTeIbCTBY PecnyOnuku
Kazaxcran;

3) moxyMeHTaJIbHO oopMiIeHHOE 0100peHue (3akoueHne) Komuccuu mo
BONPOCAM 3TUKHU U, 110 TPEOOBAHUIO CIIOHCOPA, KOIUIO TEKYIIEH BEPCUH ITPOTOKOJIA,
NUCBMEHHOM (hOpMbI HH()OPMUPOBAHHOIO COTJIACUS U JTHOOBIX APYTHX
PEIOCTaBIAEMBIX CyObEKTaM MUCbMEHHBIX MaTEpUaOB, a TAK)XKE OMUCAHNUE ACHCTBUM
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110 MPUBJICYEHUIO CYyOBEKTOB K YYaCTHIO B HCCIIEJOBAHUH, IOKYMEHTOB, OTHOCSALIUXCS K
IPEyCMOTPEHHBIM JUIsl CyObEKTOB BbIIIATaM M KOMIIEHCALIUSAM, U JIIOOBIX HHBIX
JOKYMEHTOB, KOTOPbIE MOTJIM OBITh 3aTpeboBanbl Komuccueil mo Bompocam 3TUKH.

126. Ecniu Komuccust mo BompocaM 3TUKK 00YCIIOBIMBAET BbIauy CBOETO
3aKJTIOYCHUS] BHECEHNEM N3MEHEHUH B KaKME—JIMOO acTeKThl UCCIIET0BAHMS, CTIOHCOP
MOJIy4aeT OT ucclieqoBaTeNsl (MEIUIUHCKON OpraHu3aliii) KOMMKU BCEX N3MEHEHHBIX
JOKYMEHTOB M JIaTy MOJIyYEHHOTO 3aKJIroueHnsi Komuccnu no Bonpocam 3THUKH.

127. CioHcop noJty4aeT OT HccieaoBaTess (MeAUIIMHCKON OpraHu3aliium)
JOKYMEHTAIIMIO U AaThl JIIOOBIX MOBTOPHBIX 3aKimoueHuit Komuccuu no Borpocam
ATHKH, a TAKXKE PEIICHUN 00 OT3BIBE WJIM MPUOCTAHOBKE PaHEE BBIJIAHHOTO 3aKJIFOUCHUSI.

IHaparpa¢ 11. Uudopmanus 00 uccieayemMsix npemnaparax.

128. ITpu ninaHUpOBaHNUH UCCIIETOBAHUI CIIOHCOP PACIIONaraeT J0CTaTOYHbIM
00BEMOM NOJYYEHHBIX B TOKJIMHUYECKHUX U (WJIN) KIMHUYECKUX HCCIIETOBAHUAX
JaHHBIX 110 0€3011aCHOCTU U 3(PPEKTUBHOCTHU, ONPABABIBAIOIINX IPUMEHEHHUE Ha
YEJIOBEKE, IPU COOTBETCTBYIOIIUX MYTIX BBEICHHUS U 103aX, IPU COOTBETCTBYIOLIEN
JUTUTEIIBHOCTH U B UCCIIEyEMOM NOIYJIALIUH.

129. Cnoncop obecrneunBaet oOHOBIeHUE bU 110 Mepe momyueHus: HOBOM
CYILIECTBEHHOU MH(}OpMaIuu.

IMaparpa¢ 12. [Ipous3BoacTBO, yIAKOBKA, MAPKHUPOBKA H
KOAMPOBaHMeE UCCJIeyeMbIX Ipenaparos

130. Cnoncop oOecrnieuuBaet, 4To0bl UCCIAEAYEMBIE IIPEMAPAThl UMENN
XapaKTePUCTUKH, COOTBETCTBYIOIIME CTAAUU Pa3pabOTKH JaHHBIX IpernapaToB, ObUIH
MIPOU3BEICHBI B COOTBETCTBUU C MPUMEHUMBIMU TPEOOBAHUSIMH HaJIekKAIIEH
POU3BOJCTBEHHON MPAKTUKH U, B COOTBETCTBYIOIIUX CIy4asiX, 3aKOJUPOBAHBI U
MapKHUPOBaHBI TAKUM 00pa3oM, 4YTOObI 00ECTIEUNTh 3aIUTY MAaCKUPOBKHU.

131. CnoHcOp onpenenser s UCCIEayEMBIX MPENApaTOB TEMIEPATYPY
XPaHEHHUs], YCIOBHSI XpaHEHUS, CPOK XPAHEHUS], PACTBOPUTENIN U MIPOLIETYPbI IS
pa3BeNECHUs U BOCCTAHOBJIEHUS, a TAKXKE, €CIIM TaKOBBIE MPEyCMOTPEHBI, YCTPOHCTBA
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Uit BBeAieHus npenapara. CrioHcop nHpOpMuUpyeT 00 3TUX TpeOOBaHUSAX BOBJICUEHHBIE
CTOPOHBI — MOHMTOPOB, HCCIIEA0BATENIEH, TPOBU30POB, JIMIL], YIIOJHOMOYECHHBIX 32
XpaHEHHE.

132. Vccnenyemblie penaparhl yaKOBBIBAIOTCA TAKUM 00pa3oM, 4TOObI
IPEeIOTBPATUTh UX 3arpsA3HEHHE U 00ECIICUUTh UX COXPAHHOCTH (MPUTOAHOCTH) MPU
TPAHCIIOPTUPOBKE U XPAHEHUHU.

133. Jlnis riccnenoBaHui, B KOTOPBIX UCIIOIB3YETCS CIENON METOJI, CUCTEMA
KOJIMPOBAHUSI KCCIIEYEMOr0 Mpenapara BKIOYAET B c€0s1 MEXaHU3M, TTO3BOJISIONINHI, B
AKCTPEHHBIX CIy4asx, ObICTPO UACHTU(PUIIMPOBATH MperapaT, HO, B TO K€ BpeMs, HE
JOMYCKAIOIINH BO3MOXXHOCTH HE3aMETHO PACKPBITH KOJ.

134. Ecnu nexapctBeHHasi hopma uccieyeMoro mpenapara uiu npenapara
CpaBHEHUS HA KIMHUYCCKOM JTare u3ydeHus Oblia CyIeCTBEHHO U3MEHEHA, TO JI0
WCII0JIb30BaHUS HOBOM JIEKAPCTBEHHON (DOPMBI B KIIMHMYECKHUX UCCIICIOBAHMSIX CACTYyET
MOJTYYHUTh PE3YIbTAThI TIOOBIX JOTIOTHUTEIBHBIX HCCICOBAaHUHN TaHHON
JIeKapCTBEHHOM (hOpPMBI Mpenapara, HEOOX0IUMbIE JIJIsl OIIEHKH TOT'0, CTIOCOOHBI JIH
JAaHHBIC U3MEHEHUS CYIIECTBEHHO MOBIUATH Ha (hapMaKOKHHETHYCCKHUI MPOQUITH
npermapara.

ITaparpa¢ 13. IlocTaBka uccieayeMbIX NpenapaToB U MPaBUJIa 00pPalIeHUs €
HUMH

135. CnioHcop obecrnieurBaeT MOCTABKy MCCIEA0BATENO (METUIIMHCKON
OpraHU3allii) UCCIIEeyEMOTO Mpernapara.

136. CrioHCOp HE MOCTABIAET UCCIAEAYEMBIN MpenapaT UCCIIeI0BATENIO
(MEAMIMHCKON OpraHu3aiuu) A0 TeX Mop, MoKa He MOJIy4yuT 3akiatoueHnne Komuccun no
BOIIPOCAM 3TUKH U pa3pelieHre YIIOJIHOMOYEHHOIO0 OpraHa.

137. IlucbmMeHHBIE MPOLIEAYPHI CIIOHCOPA BKIIIOYAIOT B C€0sl MHCTPYKUUU IS
uccienoBaress (MeIUIMHCKON OpraHu3aluu) 1Mo MpaBuiaM XpaHEHUs UCCIIETYEMOTO
npenapara u oOpamieHus C HUM, a TaKxKe 10 BEJCHUIO0 COOTBETCTBYIOIICH
nokymeHTaiuu. [Iponeaypsl ONUCHIBaIOT O€3011aCHOE MOTYYEHUE UCCIETYEMOTO
npernapara, oOpalleHue ¢ HUM, €ro XpaHeHHUE U BblJIauy, U3bSITHE HEUCIIOIb30BAaHHOTO
UCCIIeIyeMOT0 pernapaTta y CyObeKTOB HCCIIEIOBAHUS U BO3BPAT €ro CIIOHCOPY (JI100
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WHOE PaCIOPsDKEHUE HEHUCIIONh30BaHHBIM MPETapaToM, €CIIi 3TO CAHKITMOHUPOBAHO
CIIOHCOPOM).

138. CnoHucop:

1) obecrieunBaeT CBOEBPEMEHHYIO ITOCTaBKY MCCIIEAyEMBIX MPEnapaToB
HCCIIeJIOBATEISIM;

2) TOKyMEHTUPYET NOCTABKHU, MOJIy4eHHE, BbIJauy, BO3BPAT U YHUUTOKEHHUE
UCCIIENYEMBIX IIPENapaToB;

3) UMeeT cucTeMy BO3BpaTa UCCIEAYEeMOro npenapara u J0KyMEHTUPOBAHUS
0I00HOTO U3BATHUS — OT3BIB OPAKOBAHHOTO MpernapaTa, BO3BpaT Mpernapara nocie
OKOHYaHUS UCCIICIOBAHUS WM TI0 UICTEUCHUH €r0 CPOKa FOTHOCTH;

4) HMCCT CUCTCMY YHUYTOXKCHUA HCUCIIOJIb30BAHHBIX UCCIICAYCMBIX ITPCIIapaTOB
U JOKYMCHTHPOBAaHUA HO,Z[O6HOFO YHUYTOKCHHA,

5) mpuHUMAET MEPhI IO 00ECTICUCHNUIO CTAOUITLHOCTH HCCIICyEeMbIX TIPEapaToB
Ha NMPOTSHKEHUU BCETO NEPUOJIA UCTIOJIb30BAHNS;

6) UMeeT JOCTaTOYHOE KOJIMYECTBO HUCITOJIB3yEMOT0 B MCCIICIOBAHUSIX
UCCIIeIyEMOTO TIperapara, 9To0bI MMOATBEPIUTH €0 COOTBETCTBUE CICIIUPUKAIINAM, a
TaK)Ke BEJICT yUeT aHAIM30B U XapaKTepUCTUK 00pa3IoB MperapaTa u3 napTuu. B
3aBUCUMOCTH OT CTaOUJILHOCTH 00pa3Ilbl COXPAHSIOTCS MO0 10 OKOHYAHUS aHAIU3a
JAQHHBIX TI0 UCCIICIOBAHUIO, MO0 B TEUCHHUE CPOKaA, ONMPEICTSHHOTO0 CIIOHCOPOM HJIH
WHCTPYKITUCH MO0 METUITMHCKOMY TIPUMEHEHHIO, UCXOIS U3 TOTO, KAaKOW MEePHO,T
SIBIISIETCS 00JIE€€ MIIUTEIBLHBIM.

IHaparpa¢ 14. locTyn K JOKYMEHTALMH 0 UCCIAETOBAHUIO

139. CrioHcOp mpeaycMaTpuBaeT B MPOTOKOJIE WIIK HHOM ITUCbMEHHOM
COTJIAIICHUH 00S3aHHOCTh UCCiea0BaTeNs (MEAUIIMHCKON OpraHu3alluin),
o0ecrneunBaONIYI0 TPSIMOM JOCTYII K IEPBUYHBIM JaHHBIM WM JOKYMEHTAIIUU, TS
1eJael MOHUTOPUHTA, ayIUTa, SKcnepTr3bl KoMuccuu no BonpocaM 3THKH, a TAaKKe
MHCIEKIIMH CO CTOPOHBI YIIOJITHOMOUYEHHOT'O OpraHa.

140. CrioHcop y0Oex1aeTcsi B TOM, UTO KaKIbI CYOBEKT Jlajl MUCbMEHHOE
corJjlache Ha MPSIMOU TOCTYIl K €r0 OPUTMHAJIBHBIM MEAUITMHCKUM 3aUCSM IS LieTen



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 03.04.2023
aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 21.04.2023
o ‘ a [ ¥ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 03.04.2023

P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 21.04.2023

MOHHUTOPHHI'A, ayAnTa, OKCIICPTU3bI Komuccuu mo BOIIpOCaM 3THKH, a TAKIKEC
HHCIICKOUH CO CTOPOHBI YIIOJTHOMOYCHHOI'O OpraHa.

IHaparpa¢ 15. Undopmanus no 6e30macHOCTH

141. CioHcop obecrieurBaeT MOCTOSHHYIO OLICHKY O€301TaCHOCTH UCCIICTYEMBIX
IpernapaTos.

142. CrioHCOp HE3aMENJIUTENBHO YBEIOMIISIET 3aHATHIX B UCCIEOBAHUU
uccneoBatenel (MEIUIIMHCKUE OPTaHU3alliM ), a TAKKE YIOJIHOMOYEHHBIN OpraH o
MOJTYYEHHBIX JTAaHHBIX, KOTOPBIE CIIOCOOHBI HEOIATOMIPUATHO OTPA3UTHCS Ha
0€30MaCHOCTH CYOBEKTOB, MOBJIUSTH HA TPOBEACHUE UCCIEOBAHUS JINOO UBMEHUTD
3akyroueHne Komuccuu mo BOmpocaM 3TUKHM Ha MIPOAOJKEHUE UCCIICOBAHMUS.

IMaparpa¢ 16. CooOuieHus 0 HeKeJIaTeJIbHBIX PeaAKIMIX

143. CioHCOp B KpaTyalIlie CpOKH COOOIIACT YUYaCTBYIOIIIUM B HCCIICIOBAHUHT
uccaeaoBaTessIM (MEIUIIMHCKUM opraHu3aiusM), Komuccuu mmo Bompocam 3THKH, a
TaK>Xe DKCIEPTHOM OpraHu3aluu 000 BCEX HEXKENaTEIbHBIX PEAKIUAX, KOTOPbIC
OJTHOBPEMEHHO SIBJITIOTCS CEPbE3HBIMU 1 HETIPEIBUICHHBIMHU.

144. Cpounsie cooOIIeHUsT OCYIIECTBISIOTCS B COOTBETCTBUM C HOPMATHUBHBIMHU
TpeOOBaHUSIMU U npuiiokeHrueM 1 k HacTosimemy Crannapty «llopsmok
npeacTaBieHus HHGOPMaIMU M0 OE30MACHOCTH B X0/1€ KITMHUYECKOTO HCCIEI0BAHUSY.

145. CnioHcop npeAcTaBisieT Ha PACCMOTPEHUE SKCIIEPTHOM OpraHu3aluu Bce
HOBBIE JJAHHBIE U MEPUOJINYECKHE OTYETHI IO 0€30MaCHOCTH UCCIIElyeMOro npernapaTa B
COOTBETCTBHHM HOPMATUBHBIMU TPEOOBAHUSIMU U MIPUIIOKEHHEM | K HACTOSLIEMY
Crannapty «llopsanok npeacrasienust tHQopMauu 1Mo 6€30MacHOCTH B X0/1€
KJIIMHUYECKOTO UCCIICTIOBAHUS.

IHaparpa¢ 17. MoHUTOpHHT

146. 1lenpto MOHUTOPUHTA UCCIEAOBAHMS SIBISIETCS IPOBEPKA OOECIICUEHMS:
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1) 3amuThl npaB U 01aronoIy4usi CyObeKTOB;

2) TOYHOCTH, ITOJTHOTHI U COOTBCTCTBUA HCpBH‘IHOﬁ AOKYMCHTAalUH
IMPCACTABJICHHBIX JdHHBIX;

3) mpoBeNEHUS HCCIIEAOBAHUS B COOTBETCTBUY C YTBEPKACHHON TEKYILEH
BEpPCHEN MPOTOKOJA WM MONPABOK, HACTOAMM CTaHIapTOM.

147. BeiOOp MOHUTOPOB U UX KBATU(DUKAIUA:
1) MOHUTOPBI HA3HAYAIOTCS CIIOHCOPOM;

2) MOHUTOPHI UMEIOT COOTBETCTBYIOIIYIO MOJITOTOBKY, a TAKXKe 00J1a1at0T
HAy4YHBIMU U (WJIH) KIMHUYECKUMU 3HAHUSIMU, HEOOXOIUMBIMHU JIJIsI TPOBEICHUS
HaJyIeKaIero MOHUTOPUHTA uccieaoBanus. KBanudukaus MOHUTOPOB
MOATBEPKAAETCA IOKYMEHTAIBHO;

3) MOHUTOpBI I€TATBLHO 3HAKOMATCS CO CBOMCTBAMU UCCIEAYEMBIX MTPENapaToB,
IPOTOKOJIOM MCCIIEIOBaHUs, MMCbMEHHOU (pOpMOit HTHPOPMUPOBAHHOTO COTJIACHUS U
JIPYTUMU, NPEOCTABISIEMBIMH CYObEKTaM UCCIEI0BAHNS MMCbMEHHBIMH MaTeprajaMu,
CTaHJAPTHBIMU ONEPALMOHHBIMU IIPOLIEAYPAMHU CIIOHCOPA, HacTOAIMUM CTaHIapTOM.

148. Cnoncop obecreuynBaeT HaAJIeKaMil MOHUTOPUHT UCCIEA0BAHMIMA.
CrioHcop onpenensieT HeoOXOIUMBI 00BEM U COAepKaHUNE MOHUTOPHUHTA, UCXOJIS U3
LeJiel, 3a1a4, METOA0JI0TUH, CJI0KHOCTH, MACKUPOBKH, 00bEMa M OLIEHUBAEMBIX
napameTpoB uccienoBanus. C [eIbI0 MOHUTOPUHIA OCYILECTBIISIECTCA TOCEIICHUE
KJIMHUYECKUX 0a3 10, BOBPEMS U MOcie OKOHYaHus uccaeaoBanus. OIHaKo B
UCKJTFOUMTEIBHBIX CIIy4asiX CIIOHCOP PELIAET, YTO BO3MOKEH MOHUTOPUHT 0€3 BUSHTOB
B KJIMHUYECKHE 0a3bl B COUETAaHUU C TAKUMU MEPONPUSITUIMHU, KaK TPEHUHT,
IIPOBEJICHNE COBEIIAHNI UCCIIE0BATENEH, IPENOCTABIECHNE UM TOAPOOHOTO
NUCHbMEHHOI'O PYKOBOJCTBA JUIsl 0O€CTIeUeH s TapaHTUi HaJIeKAIEero MpoBEACHUS
UCCJIeIOBaHUS B COOTBETCTBUU ¢ HacTosiuM Ctanaaprom. CTaTUCTUUYECKU
orpeensieMble KOHTPOJIbHBIE BBIOOPKH CITyXKaT MPUEMIIEMBIM METOOM JJisi 0TO0pa
IPOBEPSIEMBIX JITaHHBIX.

149. MoHnuTOp, B COOTBETCTBUU C TPEOOBAHUSIMHU CIIOHCOPA, 00ECIIEYUBAET
HaJJIexKallee NpoBeIeHUE U TIOKYMEHTaIbHOE 0(hOpMIIEHHE PE3yIbTaTOB
uccnegoBanus. C 3TOU LEIbI0O MOHUTOP, C YYETOM KOHKPETHOTO UCCIIEAOBAHUS U
KJIMHUYECKOM 0a3bl, BBITIOJIHIET HUKEIIEPEUUCICHHBIE ACHCTBUS:
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1) BeICTymaeT B Ka4eCTBE OCHOBHOI'O CBSI3YIOIIETO 3B€HA MEX Y CIIOHCOPOM U
HCCIIeIOBaTEIIEM;

2) yOexaaeTcs B TOM, YTO MCCIIe0BaTENh 00aaeT JOJDKHON KBaTU(UKAIIUCH U
BO3MOHOCTSIMH JIJIsI TPOBEICHUSI HCCIICIOBAHUS U, UYTO OHHU OCTAIOTCS TAKOBBIMU BO
BpPEMS BCETO MCCIICOBAHUS, a TAKKE UTO MIOMEIIECHHUS, OTBSACHHBIC IS IPOBEIACHUS
WCCIIeIOBAHUS, BKITFOYAs JIA0OpAaTOpHH U 000PYI0BaHKE, TIEPCOHAT COOTBETCTBYIOT
TPEOOBAHUSM K ITPOBEJCHUIO pabOT OE30MMaCHBIM M JIOJKHBIM 00pa30M Ha MPOTSHKCHUH
BCETO MEePHO/Ia UCCIICIOBAHUS;

3) B OTHOILIEHUHU UCCIEAYEMBIX MTPENapaToB MOHUTOP MPOBEPSIET CIAEAYIOIIEE:

IMPUCMIICMOCTDb CPOKOB U YCJIOBI/Iﬁ XPaHCHHUA, 1OCTATOYHOCTDb KOJINYICCTBA
Inpemnapara 10 KOHIIa NCCJICTOBAHUS,

UCClieIyeMble IpenapaThl MOIy4aroT TOJIBKO T€ CyOBbEKThI, KOTOPBIM OH
Ha3HA4YeH, U B J103aX, YCTAHOBIIEHHBIX MPOTOKOJIOM;

npeaocTaBieHne CyObeKTaM Hccie0BaHusl HEOOX0IUMbBIX MHCTPYKIIUN 110
PaBUJILHOMY TIPUMEHEHUIO UCCIIETyEMBIX MPEnapaToB, 0OpaIIeHUIO0 ¢ HUMU, UX
XPaHEHUIO U BO3BPATY;

MOJIy4eHHE, MPUMEHEHUE U BO3BPAT UCCIIEAYEMBIX MPENapaToB HA KIIMHMYECKON
0a3e KOHTPOIUPYETCA U OPOPMIISETCS JOKYMEHTAIBLHO B COOTBETCTBHUH C MPOIICAypaMu
MEUIIMHCKON OpraHu3aluu U (Uin) CIOHCOPA;

YHHUUYTOKCHUC HCUCIIOJIIb30BAHHBIX UCCICAYCMbBIX ITPCIIAPATOB Ha KIMHUYECKOM
0aze OCYHCCTBJIAIOT I1O COITIACOBAHHIO CO CIIOHCOPOM;

4) nmpoBepsieT COOIOACHIE UCCIIEIOBATEIEM YTBEPKICHHOTO MPOTOKOJIA C
BHECCHHBIMU U3MECHCHHSIMHU, €CIIM TAKOBBIE UMEIOTCS

5) npoBepsieT, YTOOBI MUCbMEHHOE MH(POPMUPOBAHHOE COTIIACKE KaXKIOTO
cyOBeKTa Hccae0BaHus ObUIO OMYUEHO 0 Havyalla y4yacTHs B UCCIICI0BAaHUY;

6) o0ecnieurBaeT HAIMYUE Y UCCIIeoBaTeNs TeKylel pegakiun bU, nokymeHToB
U MaTepuaJioB, HEOOXOAUMBIX Ul IPOBECHUS HCCIEA0BaHUs HaAJIeXKaluM 00pa3oM;

7) obecrieunBaeT JOCTATOYHYIO HHPOPMUPOBAHHOCTH 00 MCCIIEIOBAHUN
UCCIIEZIOBATENS U €r0 COTPYAHUKOB, 3aHSATHIX B UCCIIEOBaHUY;

8) IMPOBCPACT, 4TO UCCICAOBATCIIb U €TO COTPYAHHUKH, 3aHATHIC B UCCIICIOBAHUU,
BBIITOJIHAIOT CBA3aHHBIC C UCCIICA0OBAHUCM 0053aHHOCTH B COOTBETCTBHUH C IIPOTOKOJIOM
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Y BCEMH JPYTUMU MACbMEHHBIMH COIIAIIEHUSIMHA MEXKYy CIIOHCOPOM U
ucclieaoBarenaeM (MEIUIMHCKONW OpraHu3alieil) u He MepeiatoT BIIIOJHEHUE CBOUX
(GyHKUMNA HEYTIOJHOMOYEHHBIM JIMIIAM;

9) poBepsieT COOIOCHIE UCCIIeIOBATEIEM KPUTEPUEB 0TOOpa IPH BKIIOUCHUH
CyOBEKTOB HCCIICIOBAHHS;

10) coobmraer CrmoHCOpPY O CKOPOCTH Ha0Opa CyObEKTOB B UCCIICIOBAHNUE;

11) mpoBepsieT MpaBUIBHOCTb, OJHOTY U CBOEBPEMEHHOCTh PETUCTPALIUU
JIAHHBIX B IIEPBUYHBIX U IPYTUX, OTHOCAILIUXCS K UCCIEAOBAHUIO JOKYMEHTAX, & TAKKE
MOPSZIOK X BEJCHHUS;

12) mpoBepsieT npeocTaBiIeHUE UCCe0BaTeIeM TPeOyeMbIX OTYETOB,
YBEJOMJICHUH, 3aIPOCOB U MOJO00HBIX TOKYMEHTOB, Ha MPEAMET UX MPaBUIHLHOCTH,
MOJIHOTHI, CBOEBPEMEHHOCTH, pa300pUYMNBOCTH, TATUPOBAHUS U OTIPEICTICHUS
UCCJIEJIOBAHUS,

13) mpoBepsieT mpaBUWIBHOCTh U MOJHOTY AaHHbIX B UPK, nepBuuHbIX
JOKYMEHTAX U JPYTUX OTHOCSIIUXCS K UCCIEIOBAHUIO 3aIIUCAX ITyTEM CONOCTABICHUS
uX MeXxay co0oil. B ocoOeHHOCTH, MOHUTOp MIPOBEPSIET CAEAYIONIEE:

MPaBUIBHOCTh BHECEHUS TpeOyeMBbIX TPOTOKOIOM JaHHBIX B UPK u ux
COOTBETCTBME NAHHBIM B IIEPBUYHON JOKYMEHTALUH;

M00bIe U3MEHEHUS JJ03bI U (WJIH) Tepanuu JOKYMEHTaIbHO O(DOPMIISIFOTCS JIs
KaXXJI0r0 CyOBbEKTa UCCIIeI0BAHMS;

HE)KEJIATEIbHBIE SIBJICHHS, COIYTCTBYIOLIEE JICUEHUE U UHTEPKYPPEHTHBIE
3aboneBanus peructpupyrorcs B UPK B cOOTBETCTBUU € MPOTOKOJIOM;

MPOMYIIEHHbIE CYOBEKTOM BU3UTHI, HE MMPOBE/ICHHBIC aHAIIU3bI U HE
BBITIOJTHEHHBIE 00ciieIoBaHusl, sicHO oTpaxkeHbl B UPK kak TakoBsie;

CJlydau UCKJIIOYEHUS U BHIOBIBAHUS CYOBEKTOB U3 UCCIICIOBAHUS
3aperucTpupoBanbl U 00bsicHeHbl B UPK;

14) cooOiaet uccnemoBaresnto o Jo0bix gonymieHHbx B MPK ommbkax,
MPOITYCKax M HEPa30OPUMBBIX 3aMUCSIX. MOHHUTOP CIETUT 3a TEM, YTOOBI
COOTBETCTBYIOIIIME UCIIPABJICHUS, JOOABICHUS WM BRIYCPKUBAHKS OBLTH ClICTIaHbI,
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JTATUPOBAHBI, OOBACHEHBI U MOJMUCAHBI CAMUM UCCIEAOBATEIEM JIUO0 YIEHOM
MCCIIEI0BATEIBCKOTO KOJUIEKTUBA, YIIOJJTHOMOYEHHBIM Ha MOAIUCAHNE U3MEHEHHUH B
NPK 3a nccnenoBarens. JlaHHbIE TOJTHOMOYHS 3aKPEIUISIOTCS JOKYMEHTAIBHO;

15) mpoBepsieT coOII0IcHNE CPOKOB COOOIIICHUS O HEXKEJIATSIIbHBIX SIBIICHUSX,
onpeneneHHbIx HacTosmuM CTanmaapTom, mpoTokoiiom, Komuccueit mo Bompocam
STHKH, CTIOHCOPOM,;

16) IMPOBEPACT BEACHUC UCCIICIOBATCIICM OCHOBHBIX TOKYMCHTOB,

17) coobiiaer uccaeaoBarennto 00 OTKIOHEHUAX OT MPOTOKOIA, CTAHJAPTHBIX
ONEpPalMOHHBIX NpoLeAyp, HacTosmero Crangapra, a Takxke MPeINpPUHUMACT
HEO0OXO0IUMBbIE ACUCTBUS C IIEJIbIO IPEIOTBPATUTH MOBTOPEHUE MOIOOHBIX OTKIOHEHUH.

150. MonuTop co0II0/1aeT MUChMEHHBIE CTaHAPTHBIC ONEPAIIMOHHBIC
MPOLEIYPhI CHOHCOPA, a TAKXKE MPOLEAYPhI, CHEHUAIBHO ONPEAECIECHHBIE CIIOHCOPOM
JIJII MOHUTOPUHTAa KOHKPETHOTO UCCIICIOBAHUA.

151. OtueT MmoHUTOpA:

1) IIOCJIC KaXXA0I'0 BU3UTA KJIMHUYECKOM 0a3bl MJIM CBSI3aHHOTO C HCCICAOBAHUCM
KOHTaKTa, MOHHUTOP IPCACTABIIACT CIIOHCOPY MMUCbMEHHBIN OTHYCT,

2) OTYCThI BKIIFOYAOT 1aTy, HAUMCHOBAHUC KJIMHUYECKOM 63351, UM MOHHUTODA,
UM UCCIICOO0BATCIIA UJIM HHOI'O JIMAa, C KOTOPBIM COCTOSAJICS KOHTAKT;,

3) OTUETHI COAEPKAT KPATKOE OMUCAaHUE OOBEKTOB MTPOBEPKH, COOOILIEHHE
MOHHTOPA O 3HAUMMBIX JAHHBIX WIH (PaKTaX, OTKIOHEHUIX U HEIOCTATKaX, BHIBOBI,
ONHCaHue ACUCTBUMN, PEANPUHATHIX JTUOO MIAHUPYEMBIX U (WJIH) pEKOMEHIYEMBbIX IS
obecrnieueHus: cOOIOICHUS TPEOOBAHUM MPOTOKOIAa U HacTosiero CtanaapTa;

4) nmpoBepKa CIOHCOPOM OTYETA MOHUTOPA U MOCIEIYIONINUE IEUCTBUS 110 HEMY
JIOKYMEHTAIBHO O(OPMIISIFOTCS YITOJTHOMOYEHHBIM MTPEACTABUTENIEM CIIOHCOPA.

IHaparpa¢ 18. Ayaur

152. llenpro CHOHCOPCKOTO ayAuTa, MPOBOJUMOIO OTJIEIBHO U HE3aBUCHUMO OT
YCTaHOBJICHHBIX ()YHKIIMI IO MOHUTOPUHTY U KOHTPOJIFO KaueCTBa, SIBJISCTCS OLICHKA
COOTBETCTBHSI IPOBOJIUMOTO UCCIIEA0BAHUS MPOTOKOITY, CTAHIAPTHBIM ONEPAI[MOHHBIM
npoueaypam, Hactosimemy CTanaapry.
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153. Bo16op u kBanudukanus ay IuTOPOB:

1) nuist mpoBeeHUS ayIUTa CIOHCOP HA3HAYAET JIULI, HE3aBUCUMBIX OT
KJIMHUYECKUX UCCIICIOBAHUN.

2) CIIOHCOP yJAOCTOBEPSETCS B TOM, YTO ayJUTOPHI 00JIaJIat0T JOCTATOYHOM
KBaJTM(PUKAIIMEH, TTOATOTOBKOM M OMIBITOM, JJISI POBEACHUS ayIUTa HaAJICKAITIM
oOpazom. Kpanuduxkarus ayauropa moaTBepKIaeTCs JOKyMEHTAIBHO.

154. IIpouenypsl ayaura:

1) crmoHCOp TIPOBEPSET, YTO AyAUT KIMHUYECKUX UCCIICIOBAHUNA WU TIPOTPAMM
TIPOBOJIUTCS B COOTBETCTBUH C MMChMEHHBIMHU MTPOLIEAYPaMH CIIOHCOPA,
OTIPEIEISIIONTUMHU O0BEKT ayAuTa, METOABI TPOBEICHUS Ay IUTa, YACTOTY ayJAUTOB, a
Takke HopMy U CcoIepKaHUE OTYETOB 00 ay/IUTE;

2) pa3paboTaHHBIN CIOHCOPOM IIJIaH ayJIMTa U TPOIETYPhl Ay IUTa UCCIICTIOBAHUS
ONPENEIIAITCA 3HAYUMMOCTBIO TAHHOTO UCCIEA0BAHUA IS ITOJAa4H 3asBOK B
YIOJTHOMOYEHHBIN OpTraH, KOJTUYECTBOM CYOBEKTOB, YUACTBYIONIUX B CCIICIOBAHUH,
TUIIOM U CJI0)KHOCTBIO MCCIIEIOBAaHUS, CTENIEHBIO PUCKA JUIsl CYOBEKTOB UCCIIEI0BAHNUS,
a TaK)Ke MPUHUMAIOTCS BO BHUMaHUE JI00bIE BBISIBICHHBIEC POOJIEMBI;

3) 3amedaHus U BBIBOJBI ayAUTa O(hOPMIISIFOTCS JOKYMEHTAJIBHO;

4) ecnu UMEIOTCA CBUIETENBCTBA CEPHE3HOI0 HECOOTBETCTBUS HACTOSILIEMY
CrannapTy, WiH B cliy4ae CyJeOHBIX pa30oupaTeabCTB, CIIOHCOP MO TPeOOBAHUIO
YIOJIHOMOYEHHOI'O OpraHa IpeACTaBiIseT CBUAETEIBCTBO O MPOBEICHHOM AYIUTE.

IHaparpa¢ 19. Hecobu1roaenne npuMeHUMbIX TPeOOBaHUMI

155. HecobGmrogenue npoTokoia, CTaHAAPTHBIX ONEPAIMOHHBIX MPOIIEAYD,
Hacrosero Ctanaapra ucciaeoBaTeIeM Ui MEIUIIMHCKON OpraHu3aluen, uiu
COTPYJHHKOM CIIOHCOpPA BEJIET K 0e30TIararelbHbIM JIEUCTBUSAM CIIOHCOPA,
HaIpaBJICHHBIM Ha 00ECIIEUeHUE UX COOJTIOICHUS.

156. ITpu oOHapyX)eHHUU B XOJI€¢ MOHUTOPUHTA WIN ayJUTa CEPhE3HBIX U (UIIH)
MOBTOPSIOIIUXCS CIIy4aeB HECOOIIOICHUSI MIPUMEHUMBIX TPEOOBAHUIN CO CTOPOHBI
UCCIIeIoBaTeNs WIM MEIUIIMHCKOM OpraHu3aliii CIIOHCOP MPEKpaIaeT yyacTue
UCCIIeIoBaTeNs WIM MEIULIMHCKON OpraHu3aiuu B uccienoBanuu. Ecnu yyactue
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MCCIIEZIOBATENS MIIM MEAUIIMHCKON OPTaHU3aIMH MTPEKPAIEHO B PE3yIbTaTe CEPhE3HBIX
U (WJIM) TTOBTOPSIIOIIUXCS CITy4aeB HECOOII0/IEHUS TPUMEHUMBIX TPEOOBAHU, CIIOHCOP
0e30TiIaraTeIbHO YBEIOMIISIET 00 3TOM 3KCIEPTHYIO OpraHU3aIHIo.

157. Ecnu uccneqoBanue JOCPOUHO MPEKPALICHO WK MPUOCTAHOBIIEHO, CLIOHCOP
HE3aMEeITTUTEIHHO COOOIIAET UCCIICTOBATENSIM M METUITMHCKOW OpTraHu3aIiy 1
YIOJIHOMOYEHHOMY OpraHy O MPEeKpalIeHUN WU IPUOCTAHOBKE, a TAKKE YKa3bIBAET
MIPUYMHBI IPEKPAILLCHUS WA MPUOCTAaHOBKU. KoMuccus o Bompocam 3TUKU TAKKE
HEMEJUICHHO HH()OPMUPYETCSI CIIOHCOPOM HIIA UCCIIEA0BATENEM, WITH MEIUIIMHCKOM
OpraHu3alyen, B TOM YUCIIE U O IPUYUHAX MPEKPALICHUS WK TPUOCTAHOBKH
VICCIIEIOBAHUS.

158. HezaBrucHMO OT TOTO, 3aBEPIICHO UCCIIEIOBAHUE IO MPOTOKOIY WU
IPEKpPaIleHo JOCPOUHO, CIIOHCOP 00ECIIEUNBAET COCTABIEHUE U TIPE/ICTABIICHUE B
AKCHEPTHYIO OPTraHU3alUI0 OTYETOB O KIMHUYECKOM UCCIEIOBAHUM — MTOJTHBIX: B
COOTBETCTBHH C NpuiiokeHrueM 2 « CTpyKTypa v cojiep>KaHre 0T4eTa O KIMHUYECKOM
uccaeoBaHum» K HacTosieMy CTaHIapTy WM COKPAIIEHHBIX: B COOTBETCTBUH C
pykoBojcTBoM Mexaynapoanoi kondepeniuu o rapmonnsaiuu (ICH) «Ctpykrypa
U COJIep>KaHHE OTYETOB O KIIMHUYECKOM UCCIIEI0BAHUN.

159. HpI/I MHOT'OOCHTPOBBIX UCCIICIOBAHUAX CIIOHCOD o0OecrieynBaeT ciaeayroniec:

1) uccrenoBareny MPOBOIAT UCCIEAOBAHNE B CTPOTOM COOTBETCTBHH C
IIPOTOKOJIOM, COTJIACOBAaHHBIM CO CITOHCOPOM H, C YTIOJTHOMOUYEHHBIM OPTaHOM U
paspenieHHbIM (0100peHHbpIM) KoMuccuelt mo Bormpocam 3THKH.

2) UPK pazpabarbiBaroTcs ajisi coopa TpeOyeMbIX JaHHBIX U3 IIEHTPOB,
YYaCTBYIOIIUX B MHOTOIIEHTPOBOM HcclieioBanuu. VcciaenoBarensim, KOTOpbIE
COOMPAOT JOMOJHUTEIBHBIC JaHHbBIS, TPEIOCTABISAIOTCS JonmoaHuTebHbIe IPK,
pa3paboTaHHbIe ISl cOOpa JOMOJHUTEIbHBIX JaHHBIX.

3) 00s13aHHOCTH HCCIIEIOBATENECH—KOOPAUHATOPOB U IPYTUX UCCIE0BaTeNeH, a
TaK)Xe MEAUIIMHCKUX OpraHu3auil JOKYMEHTAJIbHO 3aKPEIJICHbI 10 Havasa
UCCIIEJOBAHUS.

4) BceM HCCIIeIOBATEIISIM MPEIOCTABIISIOTCS HHCTPYKITUHU 110 COOJIOICHUIO
MIPOTOKOJIA, €IUHBIX CTAaHAAPTOB OLICHKU KIMHUYECKUX U Ja0OpaTOPHBIX JAHHBIX, a
Takxke 1o 3amnojineanro MPK.

5) obecnieunBaeTCs CBSI3b MEXKAY MCCIIEI0BATEISIMH.
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I'maBa 6. IIpoTOK0J KJIMHUYECKOT0 MCCJIEIOBAHNUS U MONMPABKHU K MPOTOKOJLY

IMaparpad 1. CtpykTypa npoToKo0JIa HCCJIe0BaAHUSA

160. Coaeprkanre mpOTOKOJIA UCCIAETOBAHUS UMEET YKA3aHHYIO HUKE CTPYKTYPY.
Nudopmarusi, uMeroniasi OTHOIICHUE TOJBKO K OJHOMY HUCCIIEIOBATEIILCKOMY IIEHTPY
(MEIUIIMHCKOW OpraHu3aIuu), MPEJCTaBISETCS Ha OTJEIbHBIX CTPAHUIIAX TPOTOKOIA
WJIU COJIEPIKUTCS B OT/ICIbHOM COTJIAIIEHUH, a YaCcTh MPUBEJECHHON HUKE HHPOpMAITUU
COJICPKUTCS B APYTUX TOKYMEHTAX, CChUIKM Ha KOTOpbIe UMEIOTCA B IpoToKoie (B bI).

161. O6mas nadopmanms:

1) Ha3BaHUE POTOKOJIA, UACHTU(DUKAIIMOHHBI HOMEp MPOTOKOJIA U JlaTa
uznanus. JIro6as monpaBka MMeeT HOMEp MOMPABKYU U AATy;

2) HaAaMMCHOBAaHHC HUJIN (baMI/IJII/IH, UM, OTHCCTBO U aApPCC CIIOHCOPpAa U MOHHUTOPA,

3) bamuus, UMsl, OTYECTBO, JOJKHOCTD JIUII, YIIOJITHOMOYEHHBIX OT UMEHU
CIIOHCOPA MOJIMUCHIBATH TPOTOKOJI U MOMPABKHU K MPOTOKOIY;

4) pamunus, uMsi, OTYECTBO, JOJKHOCTD, aJpec U HoMep TesnedoHa,
YIOJIHOMOYEHHOT'O CIIOHCOPOM MEIUIIMHCKOIO SKCIEPTa MO TaHHOMY HUCCIIEIOBAHUIO;

5) damunus, UM, OTYECTBO, JOKHOCTD UCCIIE0BaTEICH, OTBEYAIOIINX 32
MIPOBEJICHUE UCCIIEIOBAHMS, a TAKXKE ajpeca U Homepa TesieOHOB KIMHUYECKUX 0a3;

6) hbamunus, UM, OTUYECTBO, JODKHOCTD, apec U HoMep TeraedoHa
KBaJTU(UIIUPOBAHHOTO Bpaya, OTBEYAIOIIETO 32 IPUHIATHE BCEX PEIICHUN
MEIMIMHCKOIO XapaKTepa Ha ONpeAeeHHONW KIIMHUYECKON 0a3e, ecii JaHHOE JIMIIO He
ABJIIETCS UCCIIEOBATEIIEM;

7) HAaMMEHOBaHMS U aJipeca KIMHUYECKUX J1Ta00paTOpuid U IPYyTrux MEIUIIMHCKUX
U (W) TEXHUYECKHUX CITY>KO ¥ (UTM) OpraHu3aIiii, BOBJICUCHHBIX B HCCIICIOBAaHUE.

162. O6ocHOBaHUE UCCIIEIOBAHUS:
1) Ha3BaHME U ONMKMCAHUE UCCIIETYEMBIX MPENAPATOB;

2) CBOAHOC HU3JIOKCHHUC ITIOTCHIHUAJILHO UMCIOIINX KIMHUYCCKYIO 3HAYMMOCTD
PE3YJIIbTATOB JOKIIMHUYICCKUX HCCHCHOB&HHﬁ, a TAKIKC PC3yJIbTATOB KIMHUYCCKUX
HCCHGI{OB&HHIZ, 3HAaYUMBbIX JJI JaHHOT'O UCCJIACAOBAHUA,
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3) KpaTKOC OIMHUCAHNC U3BCCTHLIX U IIOTCHIHUAJIbHBIX PUCKOB U ITIOJb3bI IJIA
CY6TJ€KTOB HCCJICAOBAaHUs, CCJIN TaAKOBBIC UMCIOTCA,

4) onucanue U 000CHOBaHMUE clocoOa BBEJAEHUS, JO3UPOBKH, pexKUMA
J03UPOBAHUS U Kypca JICUCHHUS;

5) 3agBJICHHE O TOM, YTO JAHHOE KIMHUYECKOE UCCIeA0BaHNe OyaeT
MIPOBOJIUTHCS B COOTBETCTBUHU C MPOTOKOJIOM, HACTOAIMNM CTaHIapTOM U
HOPMAaTUBHBIMU TPEOOBAHUSIMU;

6) onMcaHue UCCIIeTyeMOU MONYJIALNH;

7) CCBbLJIKHM Ha JJUTCPATYPHBIC UCTOUYHUKN U JAHHBIC, CYIIICCTBCHHBIC IJIs1
HCCIICAOBAHUA U IIPCACTABIIAOIINC c0001f 000CHOBaHUE JaHHOI'O UCCIICIJOBAaHMA.

163. Lenu u 3agaun UCCACIOBaHMS: IETaJIbHOES OMKMCAHME 1IeJICH 1 3a1a4
HCCJIEJOBAHHUS.

164. Hayuynast 000CHOBaHHOCTb MCCJIEIOBAHUS U JOCTOBEPHOCTD MOTYUYEHHBIX B
UCCJIEIOBAaHUH JAHHBIX CYIIECTBEHHO 3aBUCAT OT JU3aiiHa ucciaenoBanus. Onucanue
JM3aiiHa MCCIIeI0BaHuUs BKIIIOYAET B CeO0sl:

1) yka3aHue OCHOBHBIX U JOTIOJIHUTENIBbHBIX (MIPU HATMYKHN) UCCIIETYEMBIX
napaMeTpoB, KOTOPbIE€ OIIEHUBAIOTCS B X0JI€ UCCIICIOBAHMUS;

2) onucanue Tuna (au3aitHa) MpoBOJMMOI0 HCCIeI0BaHus (ABOMWHOE Clenoe,
1are00—KOHTPOIUPYEMOE, MAPATIIETFHOE) U CXEMAaTHIECKOE H300paKeHUe Tu3aiiHa
UCCJIeIOBAHUS, MTPOLIETYP U ATANIOB UCCIIEIOBAHUS;

3) onucaHue Mep, HaMpaBJICHHBIX HA MUHUMU3AIMIO (MCKITIOYEHUE)
CyOBbEKTUBHOCTH, B TOM YKCJI€ PAHIOMU3AIMHU U CIENOT0 METO/1a (MACKUPOBKH);

4) onucaHue UCIOJIb3YEMOI0 B HCCIIEOBAHUY JIEUEHUS, JO3UPOBKHU U CXEMBI
NPUMEHEHUs UCClIeyeMbIX IpenapaToB. Takxke BKIO4aeT B ceOs OMUCaHue
JIEKapCTBEHHOMN (POPMBI, YITAKOBKH U MAPKUPOBKU UCCIIEAYEMBIX MPENapaTos;

5) oxkuaaemas NpoAOJKUTEIbHOCTh Y4acTHs CyOBEKTOB B UCCIIEAOBAHUU,
ONMCaHUE MOCEI0BATEILHOCTH U ITPOIOJKUTEIILHOCTH BCEX MIEPHUOJI0OB UCCIICIOBAHMS,
BKJTFOYAs TIEPUOJ] TOCIICIYIONIETO HAOMIOIEHHS, €CITM TaKOBOM MPEeIyCMOTPEH;

6) OIIMCAHUC «IIPpAaBHUJI OCTAHOBKHN» WJIN KKPUTCPHUCB UCKIITOUCHUA> IJIA
OTACIBbHBIX CY6’LCKTOB, JacTen HCCICAOBaHUA UJIM UCCIICAOBAaHHUA B IICIIOM,
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7) mpolieAypbl y4eTa UCCIIeAYEMBbIX MPEenapaToB, BKIIOYas, MPU HATUYUH,
manedo U npenaparbl CPaBHEHUS;

8) XpaHCHUEC paHJOMHU3AINOHHBIX KOAOB JICUCHUS U IMIPOUCAYPbI X PACKPBLITHUSA;

9) nepedeHb TaHHBIX, perucTpupyeMbix HenocpeacTseHHo B UPK u
paccMaTprUBaEMBbIX B KaUE€CTBE NIEPBUYHBIX TAHHBIX.

165. OT00p U UCKIIIOUEHHE CYOBEKTOB.
166. Kputepuu BKIIOUECHUS CyOBEKTOB.
167. Kputepuu uckiatoueHUs CyObEeKTOB.

168. Kpurepuu npekpaiieHus yyacTusi CyObeKTOB B HCCIEIOBAaHUH —
IpEeKpalleHne MIPUMEHEHUS NCCIEAYEMOTro IIpenapara (MCCIelyeMOro JICUEHus), a
TAK)K€ MIPOLIETyPBI, ONIPEICIISIOINE:

1) koraa U Kak UCKITI0YaTh CyObEKTOB M3 UCCIICIOBAHUS (JICUCHHS HCCIICTy EMBIM
npenapaTom);

2) CO0p maHHBIX 110 TUITY U CPOKAM JJIS MMAIIMEHTOB, TPEKPATUBIITNX YIACTHE B
WCCIICJIOBAHHH;

3) nporeaypa 3aMeHbI CyObEKTOB;

4) nmocneaytoiiee HaOI0ICHHUE 32 CYOhEKTaMM, HCKITFOUCHHBIMH U3 JICUCHUS
UCCIICTyEMBIM TperapaToM (MCCISTYEMbIM JICUSHUEM).

IMaparpa¢ 2. JleyeHue cy0ObeKTOB

169. OcymecTBisieMoe eueHne, BKI0Yas Ha3BaHUS BCEX MPENapaToB, UX
JO3UPOBKHU, 4aCTOTA MIPHEMa, TyTH WK CIIOCOOBI BBEJICHUS, a TAKXKE
IPOAOKUTENBHOCTD JIEYEHUSI, BKIIIOYask IEPUObI OCIEAYIOLUIETO HAOTIOACHUS TSI
Ka)KJ0M rpymnibl CyObeKTOB (IO TPpyIIaM JEUEHHs UCCIIETyEMbIM MpenapaToM Uiu
rpyIIaM UCCIEAYEMOTO JICUEHHUS, NN TPyNIaM UCCIEIOBAaHUA).

170. JlekapcTBeHHBIE TTpenapathl (BUABI TEPANNH), TPUMEHEHUE KOTOPBIX
paspenieHo (BKJII04asi HEOTIOKHYIO TEPAIHIo) WIK HE pa3pelieHo 10 U (W) BO BpeMs
UCCJIEIOBAHHUS.

171. MeToasl KOHTPOJIS 32 COOIOACHUEM TIPOIEAYP CyOBEeKTaMH.
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MMaparpa¢ 3. Ouenka 3¢ppeKkTUBHOCTH

172. Tlepeuens napameTpoB 3 HEKTUBHOCTH.

173. MeToasl ¥ CPOKH OLIEHKH, PETUCTPALIMHU U aHAIU3a MApaMETPOB
3 PeKTUBHOCTH.

Maparpa¢ 4. Ouenka 6e30naCHOCTH

174. TlepedyeHs mapaMeTpoB OE30MACHOCTH.

175. MeToasl 1 CpOKH OLIEHKH, PETUCTPALIMHN U aHAIN3a IAPAMETPOB
Oe3omacHoOCTH.

176. TIporieaypsl 3aKTIOYUTENHHBIX OTYETOB, PETUCTPAIIMHA U COOOIICHUH O

HCXKCIIATCIbHBIX ABJICHUAX U HHTCPKYPPCHTHBIX 3a00JICBaHHIX.

177. MeTtona v pO0JDKUTEIIBHOCTh HAOIIOACHUS 32 CyObeKTaMHU TOCTIe
BO3HHUKHOBEHUS HEXKEIATEIBHBIX SIBJICHUMN.

Iaparpa¢ 5. CraTuctuvyeckue acneKThl KIMHUYECKOT0 UCCJIeI0BAHUSA

178. Onucanusi CTaTUCTUYECKUX METOJIOB, KOTOPBIE TPEAIIONAracTCs

HCIT0JIb30BATh, BKIIIOYAA CPOKH KAKIAOTI'O INIAHUPYCMOTO ITPOMEIKYTOUYHOI'O aHAJIN3a.

179. ITnanupyemoe KOIM4ecTBO CyObEeKTOB. B ciydae MHOTOLIEHTPOBBIX

I/ICCJIGIIOB&HI/Iﬁ ONPCACIIACTCA IMIIAHUPYECMOC KOJINYICCTBO CY6T>€KTOB B KaXXIOM LICHTPC.

O6ocHOBaHME pa3Mepa BEIOOPKH, BKITFOYAs TIOSICHEHHMSI FJTA BRIYUCIICHUS IS
000CHOBaAHMS CTATUCTUYECKON MOIITHOCTH UCCIEIOBAHUS U KIMHUYECKOU
000CHOBAaHHOCTH HCCJIEIOBAaHUS.

180. ITpuMeHsieMblil ypOBEHb 3HAYUMOCTH.
181. Kpurepuu npekpaiieHuss ucCcaeq0BaHUs.

182. TIponieaypsl y4eTa OTCYTCTBYIOIIMX, HE TIOIJICKAIINX aHATU3Y U
banbcuUIUPOBAHHBIX JaHHBIX.
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183. ITpotieaypsl COOOIIEHUS O JTIFOOBIX OTKJIIOHEHUSIX OT IEPBOHAYATHLHOTO
CTATHCTUYECKOTO TIJIaHa (BCE OTKIIOHEHUSI OT NMEPBOHAYAIILHOTO CTATUCTUYECKOTO
IJIaHa OMUCKHIBAIOTCS U 0OOCHOBBIBAIOTCS B IPOTOKOJIE U (MJIN) 3aKITFOYUTEITLHOM
otueTe 00 UCCIIETOBAHNN).

184. Ipunnun oT6opa CyOBEKTOB TSl aHATIK3A.

185. ITpsiMoit JoCcTyn K NEPBUYHBIM JaHHBIM (AO0KyMeHTanuu). CioHcop
peaycMaTpUBaEeT B IPOTOKOJIE UM UHOM MHUCHbMEHHOM COIJIAIIEHUH, YTO
uccaeoBaTeNb (Opranusaiys) He NPEnITCTBYET IPSIMOMY JOCTYITY K MEPBUYHBIM
JTAHHBIM (JOKYMEHTAITMH) JIJIs1 IPOBEICHHUS, CBI3aHHBIX C UCCIIEIOBAHUEM,
MOHUTOPHUHTA, ayJIUTa, STUYECKOU IKCIIEPTU3BI, a TAKIKE MHCIIEKIIUU CO CTOPOHBI
YIOJIHOMOYEHHOI'O OpraHa.

186. KoHTposh KauecTBa ¥ 00SCIICUCHHE KauyeCTBa.
187. Onucanue 3TUYECKUX aCIIEKTOB UCCIEI0BAHNU.
188. PaboTa ¢ JaHHBIMU U BEJEHUE 3AIMCEN.

189. ®uHaHCHpPOBaHKE U CTPAXOBAHUE, €CJIM OHU HE OMMUCAHBI B OTACIBHOM
JIOTOBOPE.

190. ITy6nukanuu pe3yibTaToB KIMHUYECKOTo uccieaoBanus. [loauTtuka B
OTHOUIEHUU MyOJIMKalMiA, €CJIM OHA HE OMKCcaHa B OTJIEIbHOM JIOTOBOPE.

191. ITpunoxenus.

I'naBa 7. bBpouopa ucciaenosareis

IHaparpa¢ 1. O0mme mosnoxeHust

192. BU npencrapisieT coO0M CBOJIHOE U3JIOKEHUE KIMHUYECKUX U
JOKJIMHUYECKUX TAHHBIX 10 UCCIEAYEMOMY IpEenapary, KOTOpble UMEIOT 3HAUEHUE ISt
€ro U3Y4YEeHUs C yUaCTHUEM YeJIOBEKa B KauecTBe cyObekTa ucciaeaopanus. Haznauenmem
BU siBnseTcst mpeaocTaBieHUE UCCAEA0BATENSAM U IPYTUM JIUIAaM, BOBJICYEHHBIM B
IIPOBEJICHUE UCCIIEAOBAHMS, MHPOPMAILIUU, TOMOTAIOIIEeH TOHUMAHUIO U COOJIIOICHUIO
MHOTHX CYIIECTBEHHBIX MOJ0XEHUN MPOTOKOJIA, TAKUX KaK /1034, 4aCTOTa WU
NEPUOJUIHOCTD JI03, CIOCOOBI BBEICHHS, a TAKXKE MPOIIEAYPhl MOHUTOPUHTA
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oe3onacHoctu. BU Takke obecrieunBaeT MOHUMAaHKE, CITIOCOOCTBYIOIIEE KIIMHUYECKOMY
BEJICHUIO CYObEKTOB UCCIIEIOBaHMs B TEUCHHE Kypca KIMHUYECKOTO UCCIIEI0BaHUS.

Nudopmarus nmpencraBisercst B KpaTKoi, MPOCTON, 00bEKTUBHOM, B3BEILIEHHON
U JIMILIEHHON PEeKJIIaMHOI0 XapakTepa GgopMme, HO3BOJISIIOUIEH KIMHUIUCTY WU
HNOTEHIMAIBHOMY HUCCIIEIOBATEIIO MOHATH €€ U COPMYIUPOBATH CBOIO COOCTBEHHYIO
00BEKTUBHYIO OILICHKY 11€J1eCO00Pa3HOCTH MPEeIaraeMoro UCCIeA0BaHMs, UCXOIS U3
COOTHOILIEHHSI PUCKA U NONb3bL. 110 3TOM npuunHe B cocraBnenun b npuHnmaer
y4acTUE METUIIMHCKUN SKCIIEPT, OJHaKO coqiepxkanre b omoOpsercs crneruaiucTaMu
TeX o0yacTei, rae OblUIM MOIyYeHbl OITMChIBAEMbIE JTAHHBIE.

Hacrosmuit CtanaapT onpenenser MUHUMaIbHbIA 00beM HH(pOpMaInu, KOTopast
BKJIrOUaeTcs B b, u gaet pekomeH1auu 1o CTpyKType U3JI0KEHHS JaHHOU
uHpopmaruu. [Ipennonaraercs, 4To Xapakrep U 00beM AOCTYITHOM HHPOpMaLUu
U3MEHSIETCS B 3aBUCUMOCTH OT CTaIMM pa3pabdOTKH HcclieyeMoro npemnapara. Eciu
UCCIIeTyEMBIN MpernapaT HaXOAUTCS Ha PhIHKE U OOJBITMHCTBY MPAKTHKYIONIUX Bpayei
XOPOIIIO U3BECTHHI €r0 (hapMakoyiorudeckue cBoiictsa, bBU coctaBnsercs meHee
noipo6Ho. C pa3penienns SKCepTHON opraHu3anuu, BMecto b MoryT ObITh
UCII0JIb30BaHbl MaTepHUalbl, COJIEpKalllie OCHOBHYIO HH(POPMAIIMIO O MIpenapare,
JIMCTOK-BKJIABIII WX HH(POpMALIMS HA STUKETKE MPHU YCIOBUU, UTO aJIbTEPHATUBHBIM
BapUAHT COJIEPXKUT aKTyaJbHYI0, BCECTOPOHHIOIO U MOPOOHYI0 HH(pOopMaIio 0060 Bcex
XapaKTepUCTUKAX UCCIEAYEMOro mpemnapara, KOTOpble MOT'YT ObITh BaXKHbI JIsI
uccrnenoarens. Ecnu Haxosmuiicss B CBOOOIHOM Mpoake JTIEKapCTBEHHBIN Mpemnapat
UCCTIEYeTCs Ha IPeAMET HOBOTO NMPUMEHEHUs (110 HOBOMY mokaszaHuio), b1
COCTaBJISIETCS C YUETOM HOBOro npuMeHeHus. bW cnexgyer nepecmarpuBars u
VCIIPABJIATH HE PEXKE OAHOTO pa3a B roJ U JOIOJHATH B COOTBETCTBUU CO
CTaHJAPTHBIMU MpoleaypamMu crioHcopa. bU nmepecmaTpuBaeTcs yaiie B 3aBUCUMOCTH
OT cTaauu pa3pabOTKU Mpenapara u 1Mo Mepe MOCTYIUICHUS HOBOM 3HAYNMOM
uHopmanmu. OgHAKO B COOTBETCTBUU C HAJJISKAIEH KIIMHUYECKON MPAKTUKOM, €CIIH
MOSIBJISICTCST HOBAs BaxkHast mH(GoOpMarIius, ee coodmarot uccneaoparensm u Komuccnn
10 BOIMPOCAM 3TUKH U (UJTK) YIIOJTHOMOYEHHOMY OpraHy /10 €€ BKIIOUYEHUS! B HOBYIO
penakuuro bU.

CrnoHcop obecrieurnBaeT NpeAoCTaBICHUE UCCIEI0BATENSAM aKTyaIbHOM
penakunu b, a uccienosarenu 0TBEYArOT 3a MIPEIOCTABICHNUE AKTYAJIbHOU peaaKIuu
BU cootBercTByrOmE KoMuccnn no Bonpocam 3THKH.
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Ecnu cnoHCOpOM Hccile10BaHus SABIIAETCS UCCIEA0BATEND, OH PAaCCMAaTPUBAECT
BO3MOXHOCTb nostyuyeHust b ot usrorosurens npenapara. Eciu uccnegyemoiin
IIpernapar npeaoCcTaBiIIeTCs CAMUM CIIOHCOPOM-UCCIIEN0BATEIEM, OH JIOBOJIUT
HEOOXOAMMYI0 HH(OPMALIMIO 1O CBEJICHUS 3aHATOrO B UCCIIEI0BAaHUM NepcoHaia. B tex
Cly4asx, KOrja CoCTaBJIeHHE TpaauunoHHo bU HeocyecTBUMO, B KauecTBE
aJbTEPHATUBBI CIIOHCOP—UCCIIEA0BATEIb BKIIFOYAET B IIPOTOKOJI UCCIIE0BAHUS pa3lell,
BKJIFOUAIOIIMI MOJPOOHO U3JI0KEHHBIE TAHHBIE, COAEpKAlUe MUHUMAIBHBIN 00beM
TeKyIen nHpopMaluy, npeaycmaTpruaeMoil HactosiiuM CTaHIapToOM.

193. BU BKkiIroyaer B ceOs:

1) TUTYJIBHBIN THCT. Y Ka3bIBalOTCS HAUMEHOBAHKUE CIIOHCOPA, XapaKTEPUCTUKU
Ka)KJI0I0 HCCIIelyeMOro Ipernapara u nara pegakuuu bl. Pekomennyercs yka3biBath
HoMep Bepcuu bU, a Takke Homep U aaTy npeapiayei pegakuuu by,

2) yka3zaHue Ha KoH(DuaeHImaibHOCTh. [10 xenanuto cnoncop BkiovyaeT B b
YBEJIOMJICHUE UCCIIEA0BATENICH WM NIOJIydaTesel O TOM, YTO OHM paccMarpuBaroT b
KaK KOH(PUICHIIUATbHBIA TOKYMEHT, NMPeIHa3HAYCHHbIN UCKIIFOUUTEIBHO JIJIs
O03HAKOMJICHUS U UCIIOJIb30BaHMS UCCIIEIOBATEIBLCKUM KOJUIEKTUBOM 1 KoMuccuei no
BOITPOCAM ITHUKH.

IMaparpa¢ 2. Conep:xkanue bBU

194. BU umeet cneayronme pa3aeibl, OCHOBHBIE U3 KOTOPBIX CIEIYET
COMPOBOXK/IaTh CIIMCKOM CCHIJIOK Ha JTUTEPaTypPHbIC UCTOYHUKHU:

1) ornamnenue;

2) kpatkuit 0630p. [IpencrapiseTcss KpaTkoe pe3toMe JOCTYITHON HHPOPMAIIHH O
bu3HUeCKNX, XUMUIECKUX, (papMaIrieBTHIeCcKuX, (hapMaKoJIOTUIECKUX,
TOKCUKOJIOTUYECKUX, (DapMaKOKUHETHUECKUX, META0OJTMIECKIX CBOMCTBAX,
uHGOPMAITIHN O KIMHUYECKOM MTPUMEHEHUH, COOTBETCTBYIOMIEH TEKYIIICH cTaun
KIIMHUYECKOM pa3pabOTKU UCCIEAyeMOro mpemnapara.

3) BBeneHue. B kpaTKoM BBOJHOM pa3fieiie YKa3bIBAIOTCS XUMUYECKOE Ha3BaHHUE,
MEXIYHapOIHOE HEMAaTEHTOBAaHHOE U TOPrOBOE HAa3BaHUS UCCIEAYEMOro Mpenapara,
€CJIM OH 3apETUCTPUPOBAH, BCE aKTUBHBIE KOMITIOHEHTHI, (DapMaKOJIOTHYECKast TPyIIa, K
KOTOPOI OTHOCHUTCS UCCJIEIYEMBIN Mpernapar, a TakKe ero MoTeHIUaIbHbIE
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MPEUMYIIECTBA B ()apMaKOJIOTMUYECKOM IpyIiie, 000CHOBaHUE ISl U3YUYEHUS
UCCIIeIyeMOTO0 TPEerapara, a TakKe ero 0KugaeMbie MPOPUITAKTUIECKHE,
TEepaneBTUYECKUE UIN JUArHOCTHYECKHUE TToKa3aHus. Kpome Toro, B BBOOJHOM pa3ielie
dbopmynupyeTcst 00uii TOAX0/ K OIEHKE HCCIIEyeMOro mpemnapara.

4) pusnyeckue, XUMUYECKUE U (hapMarleBTUISCKUE CBONCTBA U JICKAPCTBEHHAS
dopma. [IpeacraBistoTcst onrcaHue KOMIOHEHTOB UCCIEAYEMOro Mpenapara, BKIIovast
XUMUYECKHUE U (W) CTPYKTYpHBIE (hOPMYIIbI, @ TAKXKE KpaTKas ClpaBKa 00 OCHOBHBIX
bu3HUecKNX, XUMUYECKUX U (PapMalieBTUYECKUX CBOMCTBAX.

Jiis oOecnieueHrs Mep 0€30MaCHOCTH B XOJ1€ UCCIIEIOBaHMSI YKa3bIBaeTCs U
000CHOBBIBAETCS COCTAB JIEKAPCTBEHHOU (DOPMBI, BKIIIOYAS! TONOJIHUTEIbHBIE
BelecTBa. Takxke NpeloCTaBIsAI0TCA HHCTPYKLMHU IO XPAaHEHUIO U UCITOJIB30BAHUIO
JIEKapCTBEHHBIX (popMm.

Crnenyet ynoMsiHyTh J1F000€ CTPYKTYPHOE CXOJICTBO C IPYTUMHU U3BECTHBIMU
COCIMHEHUSAMMU.

5) TOKIMHUYECKUE UCCIIEIOBAHUS MPEJICTABIISIIOTCS B KpAaTKOU (hopme
PE3yAbTaThl BCEX CYIIECTBEHHBIX TOKIMHUYECKUX MCCIEeIOBAaHNN (hapMaKOJIOTUIECKUX
CBOMCTB, TOKCUYHOCTH, (PapMaKOKHHETUKH U METa0O0IM3Ma UCCIIeayeMOoro npernapara.
OnuceIBatoTCS UCIOJIb30BAHHBIE METO/IbI, MPEICTABISIOTCS MOJYYEHHBIE PE3yJIbTaThI, a
TaK)Ke UX 00CYKJIEHHE B CBSI3U C UCCIIEYEMBIMH TEPANIEBTUUECKUMH M BO3MOKHBIMU
HEOIaronpuATHBIMY WM HENpeABUACHHBIMU 2 PekTamu y uenoBeka. B 3aBucumoctu
OT HaJU4Ms (IOCTYMMHOCTH) HHGOPMAIIMK YKA3bIBAIOT CIIEAYIOIIEE:

HCIIOJIb30BaHHbIE B UCCIIEIOBAHUSIX BUbI )KUBOTHBIX;
KOJIMYECTBO U MO )KUBOTHBIX B KaXKJ101 TPYIIIIE;

€AMHUIIBI U3MEPEHHUS 103 (MIJLTUTPAMM/KUIIOTPaMM (MI/KT));
KPaTHOCTh BBEJICHUS;

MyTh BBEJCHUS,

JUTUTENIBHOCTh Kypca BBEACHUS;

uHMOpMaIHs, OTHOCAIIASCSA K CHCTEMHOMY PaCIIPEICIICHHIO;

MIPOJIOJDKUATETHLHOCTD MOCIIEAYIONIET0 HAOIIOEHUS TTOCIIC OKOHYAHWS BBEICHUS
npernapara.

P€3y.]'II>TaTI>I, BKJIOYasdA paCKpPBITHC CIICAYIOIIUX ACIICKTOB!:
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XapakTepa U 4acTOThl (papMaKOJIOTMUECKUX UM TOKCUYECKUX 3(PPEKTOB;

BBIPQKCHHOCTH WJIM CTEIICHH TSKECTH (DapMaKOJIOTHYCCKUX MM TOKCHISCKUX
s dexToB;

710303aBUCUMOCTH (D (HEKTOB;
BpPEMEHHU JI0 HACTYyTUIeHUS Y(PPEKTOB;
obOpatumocTr 3P PEeKToB;
MIPOIOIKUTEILHOCTH d(H(PEKTOB.

J1yist GoutbIiel HATJISITHOCTH IaHHBIE PEKOMEHIYETCS TIPEICTABIIATh B BUC
Tabnuil uiau cnuckoB. [locnenytonme pa3aensl coaepxkar oocyx aeHue Haubosee
BXKHBIX PE3yJIbTATOB UCCIEIOBAHUM, BKIIIOUAs J10303aBUCUMOCTh HAOII0JaEMbIX
3¢ (PexToB, UX HIKCTPANIOJIAIIMIO HA YETIOBEKA, a TAKXKe JIFOObIE UHBIE ACTICKTHI,
TpeOyrolue uccieaoBanus y yenoneka. [[poBoauTcs cpaBHEHHE PE3yIbTaTOB
uccienoBanus YQPEKTUBHBIX M HETOKCHUECKHUX JI03 TIperapaTa Ha >KUBOTHBIX OJTHOTO U
TOTO € BHUJa (ONPEeACIUTh TepaneBTuUeckuil nujaekc). Ciaeayer ykazarh, Kak 3TH
JAHHBIE COOTHOCSTCS C JO3UPOBKAMHU, MIPEAJIaraeMbIMU JIJIs1 IPUMEHEHUS y YeTIOBEKa.
Bo Bcex ciyyasix npu npoBeIeHUH CPAaBHEHUN PEKOMEHYETCs YKa3bIBaTh
KOHIICHTpAIIMU IIpernapaTa B KpOBH WA TKaHU, a HE JO3UPOBKH, BEIPAXKEHHBIE B MI/KT.

Pa3nen noxknuHuyeckas (papMaKoaorus BKIIOYAET KPaTKOE ONUCAHUE
(apMaKOJOTHUYECKUX CBOMCTB UCCIIEIyeMOro MpenapaTa 1 €ro OCHOBHBIX METab0IUTOB
0 pe3yJbTaTaM McClieJOBaHUM Ha )KMBOTHBIX. KpaTkoe onucanue BKIIIOYAeT B ce0s
MCCIICJIOBAHUS T10 OL[EHKE BO3MOXKHOM TepaneBTUUECKON aKTUBHOCTH: 3()(HEKTUBHOCTH
IPU SKCIIEPUMEHTAIbHON NATOJIOTUH, TUTaHI-PELENTOPHOE B3aUMOICHCTBUE U
cnenuUIHOCTb IEUCTBHS, a TAKXKE UCCIEAOBAHUS MO OLEHKE 0€30MaCHOCTH, BKIKOYAs
crieuanbHbIe UCCIAEAOBAHMS IS U3YUYEHUS MHBIX, HE UMEIOIUX TePANleBTUYECKON
HAIPaBJIEHHOCTH, (hapMaKOIOTrH4ecKux 3PPeKToB.

Paznen ¢papmakokuHeTHKA U META0OIM3M Ipenapara y >KMBOTHBIX BKIIIOUAET B
ce0s KpaTkoe onucanue papMakOKMHETUKU, METaboIn3Ma U pacrpeaeeHus
MCCIIElyEMOT0 IIPENapaTa B TKAHIX KUBOTHBIX BUJI0OB, HA KOTOPBIX IIPOBOJWINCH
uccienoBanusd. OcBellaeTcs BCACbIBAHUE, MECTHAS U CUCTEMHAst OMOIOCTYHOCTh
UCCIIEIyEMOT0 Mpernapara u ero MeTaboJIuTOB, a TAKXKE UX CBSI3b C JAHHBIMU
(bapMaKoIOrH4ecKuX U TOKCUKOJIOTMUECKUX UCCIEA0BAHUM HA )KUBOTHBIX.
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Paznen TokcukoI0THS BKIIIOYAET B €051 KPaTKOE OMUCAHUE TOKCUYECKUX
3¢ eKTOoB HCcCiIeayeMOoro npemnapara, BeISIBICHHBIX B UCCIEAOBAHUAX HA )KUBOTHbIC
pasnbie Bubl. Cieayer, o BO3MOKHOCTH, IPUEPKUBATHCS HUKEIIPUBEICHHOM
CTPYKTYPBI OTJIABJICHUS JAHHOIO pa3jena:

TOKCHUYHOCTD IIPHU OAHOKPATHOM BBCACHUM,
TOKCHUYHOCTD IIPU MHOT'OKPATHOM BBCIACHHU,
KaHIICPOTCHHOCTD,

CHeIUaIbHbIC UCCIIEA0BAHMS (MECTHO—pa3apaxaroliee AeCTBUE, HCCIICIOBAHUE
CEHCUOUITM3UPYIOIIETO JEHCTBUS);

PENpPOIYKTUBHASI TOKCUYHOCTH;
Tr€HOTOKCHUYHOCTh (MYyTareHHOCTb ).

6) OmBIT MpUMEHEHHUsI Y ueroBeka. Paznen hapMakoKUHETHKA U META0OIU3M Y
YeJI0BEKa COJIEPIKUT KPATKYIO HH(POPMAIIHIO, OTHOCSIIYIOCS K (hapMaKOKHHETHKE
UCCJIelyeMOTO0 Iperapara, 1 BKIIoYaeT B ce0s cienytoniee (B 3aBUCUMOCTH OT HATMYUS
JTAHHBIX ):

(bapMaKOKI/IHeTI/IKy, B TOM 4HUCJIC MeTa6OHI/ISM, BCAaCbhIBAaHHEC, CBA3bBIBAHUC C
OeaxaMu IJIa3MbI, PaCIIpCACICHUC U BBIBCACHHC.

OMOIOCTYITHOCTh MCCIIEyeMOT0 TpernapaTa (a0COoMOTHYO U (1IN )
OTHOCHUTEJIbHYIO0) C UCIIOIb30BAaHUEM OIPEACICHHOM JIGKAPCTBEHHOM (POPMBI B KAUECTBE
CpaBHEHUS.

cyOrnonyJiilink HaceJIeHUs, C yYETOM pa3JInyus MO0 MOy, BO3pacTy WU
HapyHIeHUsIM (QYHKIIMI OpraHoB.

B3aUMOJICUCTBUS (JIEKAPCTBEHHBIC B3aMMOJICHCTBHSI M BIIUSIHUE TPUEMa TTUIITH ).
Jpyrue nanseie no (papMakOKUHETHKE.
bezonacHocTh 1 3 (HEeKTUBHOCTH

Kpatko nmpencrasnsercs unpopMalivs, OTHOCAIIAsACS K 0€301MacHOCTH,
dbapmakoarHamuke, 3pHEKTUBHOCTH U J10303aBUCUMOCTH 3 (PEKTOB UCCIIeTyeEMOTo
npenapara (1 ero MeTaboIUTOB), TTOIyYeHHAs B XOJI€ TIPOBEICHHBIX KIIMHUYECKUX
UCCJIeIOBaHUM (C y4acTHUEM 3JI0POBBIX I0OPOBOJIBIIEB U (MJIM) TAI[UEHTOB).
[IpencraBnsieTcss UHTEpIpETALMS STUX JaHHBIX. ECNK 4acTh KIMHUYECKUX
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UCCJIEIOBAaHUM YK€ 3aBEpIIeHA, Uil 00Jiee SCHOrO BOCIPUATHUS JaHHBIX PEKOMEHYETCS
IPEICTaBUTh 110 3aKOHYEHHBIM MCCIIEI0BAHUSAM CBOJIHBIE OTUETHI 110 3(PPEKTUBHOCTU U
0€30I1aCHOCTH UCCIIEyEMOT0 IIpenapara o OTAEIbHbIM [TOKa3aHUsAM y pa3iIMYHbIX
nomnyssiuuid. Takke MpeacTaBIsIOTCs CBOIHbIE Ta0IULIbI HEXKENaTeIbHbIX peakuuil 1o
BCEM KJIIMHUYECKUM HCCIIEIOBAaHUSAM (BKIIIOYAsi UCCIEOBAHUS AJIs JTIOOBIX
U3ydaBIIMXCs MoKa3zaHui). OCBEIalOTCs 3HAUNMBbIE PA3JIMUMS B XapakTepe (4acToTe)
HEXXEJIATEeIbHBIX PEaKINN, KaK JUI Pa3JIu4HbIX [OKa3aHUW, TaK U ISl pa3InYHbIX

MOy JIALUH.

B BU onuceiBaroOTCA BO3MOKHBIE PUCKH U HEKENATEIIbHBIEC PEAKIIUU, KOTOPBIE
0XXHUJAKTCS, OCHOBBIBASACh HA HAKOIUIEHHOM OIIBITE IPUMEHEHUS KaK UCCIIEYEMOTO
rpenapara, Tak U CXOJHbBIX C HUM IIpenapaToB. Takke ONMUChIBAIOTCS MEPbI
IIPEIOCTOPOKHOCTH UJIM CIICLIUAIIBHBIE METOAbI MOHUTOPUHIA, KOTOPBIE IPUMEHSIOTCS
IIPU UCIIOJIb30BAHUU TIpenapara B UCCIEIOBATEIbCKUX LEIISX.

IToctperucTpanroHHslii onbIT npuMeHeHus. B bU yka3biBaroTcs cTpaHsl, B
KOTOPBIX UCCIIEAYEMBIN Mpenapar y»Ke UMEETCs B IMPOJAaKe WU ObUT 3apETUCTPUPOBAH.
JIro6as 3HaunMas nH(opmaIus, IOJTyIeHHAs! B XO€ MOCTPETUCTPAITMOHHOTO
IpUMEHEHUSs Ipenapara, npecrapisercsa B 00o0eHHoM Buje. Takxke B B
YKa3bIBAIOTCSI CTPaHbI, B KOTOPBIX 3asIBUTEIIO ObUIO OTKA3aHO B 0J00pEHUU
(perucTpanun) mpenapara Juisi KOMMEPUYECKOTr0 UCTIOIb30BaHUS UITH )K€ pa3pelieHue Ha
npoJiaxky (CBUIIETENLCTBO O PETUCTPAINK) ObLIIO AaHHYJIUPOBAHO;

7) B paznene oOcyx/ieHrne JaHHBIX U MHCTPYKLMH JIJISl UCCIIEI0BATENS
IpeACTaBIsACTCS 00CYKACHUE JOKIMHUYSCKUX M KIMHUYSCKUX JIAaHHBIX U 000011IeHa
uHGOpMaIHs, OJyYeHHAs U3 Pa3HbIX UCTOYHHUKOB 110 PA3IMYHBIM CBOHCTBAM
ucciemyeMoro npemapara. TakuM 00pa3oM, UCCIIEeTIOBATETIO TPEIOCTABIISIOTCS
HanOoJee HHPOPMATHBHAS HHTEPIPETAIINS HMCIOIINXCS JaHHBIX, @ TAKXKE BBIBOJIBI O
3HAYUMOCTH JAaHHOW MH(DOPMAITUHU JJIS MTOCIEAYIOMNX KIMHUIECKUX HCCICOBAaHUH.

OcBemaroTcs onyoJIMKOBaHHBIE pa0OThI IO CXOAHBIM MpenapaTam, €CJii TAKOBIE
MMEIOTCS. DTO MO3BOJIUT UCCIIEA0BATEIIIO OATOTOBUTECS K BO3MOKHBIM
HEeXeJIaTeIbHBIM PeaKIUsIM WU APYTUM MpodiieMam, KOTOPble BO3HUKAIOT B XOJI€
KJIMHUYECKUX HUCCIICIOBAHUM.

OcHoBHas 11eIb JAaHHOTO pa3jielia 3aKI0YaeTCsl B TOM, YTOOBI IOMOYb
MCCJIEIOBATENIO MOJYUYUTh YETKOE MPEICTABICHUE O BO3MOKHBIX PUCKAaX U
HEeXeJIaTeIbHBIX PEaKIUsiX, a TAKXKE O CIICHHUATIBHBIX TECTaX, METOaX HAOIIOICHUS U
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Mepax MpeA0CTOPOAKHOCTH, KOTOPbIE TOHAT00SITCS B X01€ KIMHUYECKOTO
UCCIIEZIOBAHUS. DTO MPEACTAaBIEHUE OCHOBBIBAETCS HA IOCTYITHOW MH(OpMAaLIUU O
($u3HUECKNX, XUMUYECKUX, (PapMalleBTHUECKUX, (DapMaKOJIOTHYECKHUX,
TOKCHUKOJIOTHYECKHUX U KJIMHUYECKUX CBOMCTBAX UCCIEAYEMOrO Ipenapara.
KnranueckoMy ucciie1oBaTeNo TakkKe MPeI0CTaBISIOTCS UHCTPYKIIUU MO IMarHOCTUKE
Y JICYEHUIO BO3MOKHBIX IEPEJO3UPOBOK M HEKETATEIbHBIX PEAKIUI, KOTOPBIE
OCHOBAHBI Ha IPEBIIYIIEM KIMHUUECKOM OIBbITE U (hapMaKOJIOTHYECKHX CBOMCTBaX
UCCIIEyEMOT0 Ipenapara.

I'naBa 8. IlepeyeHb OCHOBHBIX JOKYMEHTOB KJIMHUYECKOI0 UCCJICI0OBAHMS

195. OcHOBHBIMH AOKYMCHTaMHU ABJIAAIOTCS JOKYMCHTBI, KOTOPBIC BMCCTC WJIN I10
OTACIbHOCTH MMO3BOJIAOT OLICHUTD IMTPOBCACHUC NCCICAOBAHNA U KAYCCTBO ITOJTYYCHHBIX
JaHHBIX. Ot AJOKYMCHTBI CIIYKaT JOKa3aTCIILCTBOM CO6J'II-OI[CHI/I}I HCCIICO0OBATCIICM,
CIIOHCOPOM XU MOHHUTOPOM HACTOSAIICTO CTaHz[apTa.

CBOEBpEMEHHOE MMOMEIIIEHHE OCHOBHBIX JJOKYMEHTOB B (halJibl UCCIIeI0BATENS
(MEIUIIMHCKOW OpraHU3aIlii) U CIIOHCOPA CYIIECTBEHHO CIIOCOOCTBYET yCIEIIHOMY
BBITIOJTHEHHUIO B paMKaX KIIMHUYECKOTO UCCIIEIOBAHUS CBOMX (yHKIIUI
UCCIIeIoOBaTeIeM, CIIOHCOPOM U MOHUTOPOM. KpoMe ToTo, 3TH TOKyMEHTBI 0OBIYHO
SBIIIOTCS OOBEKTOM HE3aBUCUMOTO ayJIUTa CO CTOPOHBI CIIOHCOPA U UHCIIEKITUHU CO
CTOPOHBI YIIOJITHOMOYEHHOI'O OpraHa Kak 4acTH mpoliecca MOITBEPKICHHS 3aKOHHOCTH
MIPOBEJICHUS UCCIEIOBAHUS U JIOCTOBEPHOCTH COOPAHHBIX JaHHBIX.

MuHUMaIIBHBIN [TIEPEUYCHb OCHOBHBIX JIOKYMEHTOB CTPYIIIIUPOBAH B TPU pa3zeiia B
3aBUCUMOCTH OT CTaJIUU KIMHUYECKOTO MCCIIeI0BaHus, Ha KOTOPOW OHM OOBIYHO
CO3JAI0TCS:

1) mepen HavaIOM KIIMHUYECKOU (Da3bl UCCIEIOBAHMS;
2) BO BpeMs KIIMHUYECKON (ha3bl UCCIEIOBAHMS;
3) mocne 3aBeplieHus UiIu MPEXKACBPEMEHHOTO NPEKPAIICHUS UCCIIEIOBAHMS.

B yka3aHHBIX HUXE NOJAMYHKTax pa3jesia 8 yKa3zaHbl LeJIU KaKJ0ro JT0KYMEHTa,
¥ MECTO UX XpaHeHHus: B (ailnax uccienoBaress (MEAUIIMHCKON OpraHu3aium) JInoo
CIIOHCOpA, 00 B 00oux MecTax. [JJomyckaeTcss 00beAMHEHNE HEKOTOPBIX JOKYMEHTOB
IPU YCIIOBUH, YTO OTJIEIbHBIE JIEMEHTHI JIETKO HICHTUDUIIUPYIOTCS.
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daiiel UCCIICOBAHUS CO3Jal0TCS B HAUaJIe UCCICIOBAHMS KaK B MECTE

HAXO0XXJICHHS ucciaeaoBaTens (MEIUIIMHCKON opraHn3aliiy), Tak U B ouce CrioHcopa.

HccnenoBaHue MOXXHO CUMTATh o@nunaano 3aBCPIICHHBIM TOJIBKO IIOCJIC TOI'O, KaK

MOHHUTOP TIPOBEPUT (haliIbl uccaeaoBaresns (MEIUIIMHCKON OpraHu3allim), ¥ CIIOHCOpa

" IOATBCPANT HAJTUYHUC BCCX H€O6XO)II/IMBIX AOKYMCHTOB B COOTBETCTBYIOIIUX (baﬁnax.

Hepe"II/ICJIeHHBIC B HACTOAIICM CTaH,Z[apTC HAOKYMCHTBI, KaK I1IO0 OTACJIIbHOCTHU, TAK

U B COBOKYIHOCTH MOJIBEPratOTCs ayAUTy CIIOHCOPA U MHCIEKIIUU (IPOBEPKE)

YIIOJIHOMOYCHHOTI'O OpraHa U IMPCABABIIAIOTCA IIPU IIPOBCACHNHN TAKOBBIX.

196. Ha craguu mumanupoBaHus UCCIE0BaHUS 0 ero (hopManibHOro Havasa

CO3/1al0TCS U OMEIIAOTCS B (aill ClieTyoMe JOKYMEHTBI:

HaumenoBanue jokyMeHTa Hens Haxonawurcs B ¢aiinax
uccnenoBa- | CIOH-
Tens (Me- copa
JIMLIMH-
CKOM1 opra-
HH3aL1N)
1) Bpourtopa nccnenoBatens JIoKyMEHTaJIBHO 3aKpenHTh (aKT Mepeaayn UCCIeI0BaTeNto (MeIu- X X
LIUHCKOW OpraHM3aIiii) HeoOXOAUMOH M aKTyaJIbHOW Hay4YHOH HH(OP-
Maluy 00 MCCIIeyeMOM IIpenapare
2) JIoKyMeHTHI IUTaHNPOBAHUS KINHH- JIOKyMEHTAIIbHO 3aKPEIHTh (BaKT YTBEPKICHHS CIIOHCOPOM U HCCIIe- X X
YECKOTO MCCIICOBAHMUS JoBaTeneM mpoTokona (mompasok) u MPK
— [NoxnucanHbIA TPOTOKOI
— [loanucannble nonpaBkyu K HeMy (ec-
JIM TAaKOBBIE UMEIOTCSI)
— O6pazen UPK
3) Undopmanus, npegocrapisemast JlokyMeHTa)bHO 0()OPMUTH (DAKT MOTydeHUs! ”HHOPMHUPOBAHHOTO CO- X X
CyOBEKTY HCCIIEA0BaHUS TJIacus
X X
— ®opma MHPOPMHUPOBAHHOTO COTJIa- JIOKyMEHTaJIbHO HOATBEPMTb, YTO CYOBEKTaM MPETOCTABICHA COOT- <
cus (BKJIIOYAs BCe HEOOXOAUMBIE Pa3b- BETCTBYOIIAS (C TOUKH 3pEHHUS COAEPIKAHUS U JOCTYITHOCTH JUISl T10-
SICHUTEJIbHbIE MaTepUaJbl) HUMaHUs) MUCbMEHHast MHGOPMALKs, TOMOTaIOLIasl UM JIaTh COTacue
~ JTioGas Apyras nuchMeHHas HHQOp- Ha OCHOBE MOJHON MH()OPMUPOBAHHOCTH
Manus JIOKyMEHTaJIbHO HOATBEPUTH, YTO MEPBI MO NIPUBJICUEHHIO CYyObeK-
— PeKIaMHbIe OGBABICHIS /TS IPHBJTe- TOB aJIEKBaTHBI U OTCYTCTBYET JIEMEHT IIPUHY>KACHUS
YeHHs CyObEKTOB B HCCIIEIOBaHHE (eC-
JTH UCTIONTB3YFOTCSI)
4) OuHAHCOBBIC ACTIEKThI HCCIIEI0BA- JIOKyMEHTaIBbHO 3aKPenTh (UHAHCOBOE COTJIAIICHUE IO UCCIIEA0BA- X X
HUA HHIO MEXy CIIOHCOPOM U HCCcienoBaTeneM (MeIUIMHCKOI opranusa-
ueit)
5) CrpaxoBoe 00s3aTenbeTBO (ecin Tpe- | JJOKyMEHTaJIbHO MOATBEPAUTH, YTO B ClIydae NpHYMHEHHs yiepoa, X X
Oyercs) CBSI3aHHOTO C HCCIIE[JOBaHHEM, CyObeKTaM OyJIeT JOCTyITHA KOMIICHCa-
st
6) IloamucaHHbIH 1OrOBOpP BOBJIEUEH- JIOKyMEHTAIIBHO 3aKPEIHTH [IPaBa, O0SA3aHHOCTU U OTHOLICHNUS CTOPOH |y X
HBIX CTOPOH:
X X
— MEXJ1y HcclieoBareneM (MeIuIHH- <
CKOM OpraHu3alueil) # CHOHCOPOM
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— MEXJ1y UcclienoBareseM (MeIuIH- (ecin
CKOM OpraHu3alueil) 1 KOHTPaKTHO# Tpeby-
HCCIIeIOBATENILCKOM OpraHn3anuei ercs)
— MEXJ1y CIIOHCOPOM M KOHTPAKTHOH X
UCCIIE/I0BATENILCKON OpraHu3anuei X
— MEXJIy UcclieoBaresieM (MeIUIHH-
CKOW OpraHu3anueil) 1 yrnoJIHoOMOYEeH-
HBIM OpTaHOM (€CITi TpeOyeTcst)
7) JlaTupoBaHHOE 1 JOKYMEHTAIILHO JIoKyMeHTanbHO OATBEPANTH, YTO JAHHOE UCCIIETOBAHHE PACCMOTpE- X X
odopmiieHHOE 0J00peHue (3aKIT0Ue- HO ¥ pa3peeHo (ogo0peHo) Komuccueit mo Bormpocam 3THKH. Y Ka3bl-
nue) Komucenu o Bornpocam 3THKA BAIOT HOMEP BEPCHH U ATy JTOKyMCHTA
CJICJIYIOIHX JOKYMEHTOB:
— MPOTOKOJIA H JIIOOBIX MONPABOK K
HEeMy
— UPK (ecnu tpebyeTcs)
— ¢opMbI HHYOPMHUPOBAHHOTO COTIIACHS
— m000it apyroit mucbMeHHOW HHDOP-
MalliH, PeIOCTaBISeMON CyObeKTaM
— PEeKJIaMHBIX OOBSIBICHHI IS TPUBIIC-
YeHHs CyObEKTOB B HCCIIEIOBaHHE (eC-
JIM UCTIOJNIB3YFOTCSI)
— uH(OpPMAIMH O KOMIICHCAIIUHU CyOheK-
TaM (IpU HATUYUH)
— IMOOBIX MHBIX Pa3peIIeHHbIX (0100-
PEHHBIX) TIOKYMEHTOB
8) CocraB Komuccuu 1o Bonpocam 3Tu- | JIOKyMEHTaJIBHO 3aKpENHTh COOTBETCTBUE cocTaBa Komuccuu 1o Bo- X X
Kd pocaM THKHU TpeboBaHusIM HacTtosero Ctanaapra (tze
Tpedy-
eTcs)
9) Paspeuienue niu ogo0peHue mpoTo- JIOKyMEHTaIbHO HOATBEPANTH, YTO Pa3pelIeHie WIH 000pEHHE HiTH X X
KOJIa WJIM YBEJOMJIEHHE O IIPOTOKOJIE YBEIOMJIEHHE YIIOJHOMOYEHHOI0 OpraHa MoJIy4eHo JI0 Havyaja uccie- (re Tpe- (rne
OT YIIOJHOMOYEHHOT0 oprasa (Tjie Tpe- JIOBaHUsI Gyercs) Tpeby-
Oyercs) ercs)
10) Pe3tome 1 1pyrue J0KyMEHTSI, OA- | JIOKyMEHTaNbHO MOATBEPIUTH KBATH()UKALMIO M IPUTOTHOCTD IS X X
TBEPIKAAIOLINE KBATH()UKALUIO HCCITe- MPOBEICHUSI UCCIIEOBAHUS U (MIIN) OCYILECTBICHHS MEIUIIMHCKOTO
IOBaTeNeNd U COUCCIIENOBATENEN HaOIIOCHNUS 32 CyOBEKTaMHU
11) HopmainbHblii [uamna3oH 3HaUYSHUH JloKyMeHTanbHO 3aKpEeNUTh HOPMAIbHBINA TUaNa30H 3HAYCHUH IS Ja- X X
JUISL TIPEJLYCMOTPEHHBIX TPOTOKOJIOM 0OpaTOPHBIX TECTOB
MEJUIMHCKHX, Ta00paTOPHBIX, TEXHHU-
YECKHUX MPOLEyp U (WIH) TECTOB
12) MenuuuHCKIe WK J1abopaTopHbIe, JIOKYMEHTAJIbHO MOATBEPIUTH HIPHUTOAHOCTH 000PYIOBAHHS JUIS TIPO- X X
WM TEXHUYECKHUE TPOLIEAYPbI (TECTHI): BeJIeHUsI TPeOYEeMBIX TECTOB M 00ECTICUSHUsI HaIe)KHOCTH PE3yJIbTaTOB (r7e Tpe-
— cepTUHKALMS WIN Oyercst)
— aKKpeAUTALMS WIN
— BHYTPCHHHUI U (MJIH) BHEIIHUI KOH-
TPOJIb KauecTBa HIIN
— IPyTHe METObI TOATBEPXKACHHs (T1Ie
Tpedyercs)
13) O6pa3bl 3TUKETOK Ha yIIaKOBKax X
HCCIIeyeMBIX IPerapaToB
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JIoKyMEHTaJIbHO HOATBEPUTH COOIIOAEHHE COOTBETCTBYIOIIUX TPeOo-
BaHUI K MapKUPOBKE UCCIIEyeMOro MpernapaTa U MpUroJHOCTb HH-
CTPYKLUii CyObEKTOB
14) UHCTpyKIus Mo oOparieHuo ¢ uc- JIOKyMEHTaIbHO 3aKpEeNUTh HHCTPYKIUH A1 oOecTieueHns HaIexKa- X
ClIeyeMbIMH IIpenapaTaMy U pacxoj- IIETO XpaHEHUs], YIIaKOBKH, PACIpeIeNICHNs M yTHIIN3aluH HCCIIeTye-
HBIMU Matepuanamu (eciau e bU) MBIX MPENapaToB U PaCXOAHBIX MaTEPUAIIOB
15) YueT nocTaBok uccieyeMbIX mpe- JloKyMEHTaIbHO 3aKPEMHTh IAThI U CIIOCOO MOCTaBKH, HOMEpa Cepuit X
[apaToB U PACXOJHBIX MaTepUaIOB UCCIIelyeMbIX PEenapaToB U pacXoIHbIX MaTtepuaos. [To3Bomnser oT-
CJIEJIUTH CEPHIO NperapaTa, KOHTPOJIUPOBATh YCIOBUS [TOCTABKH U Be-
CTHU yueT
16) Ceprudukarsl aHaau30B nocTapise- | JlOKyMEHTaIbHO MOATBEPAUTD ITOJIHHHOCTD, YUCTOTY U KOJMYECTBEH- X
MBIX UCCIIEYEMbIX NPENapaToB HOE COZIep)KaHNue aKTUBHOTO BEIIECTBA (JJO3UPOBKY) UCCIIETyEeMBbIX
IpenaparoB
17) Ipoueayps! pacKpbITHS KOIA IS JIOKyMEHTaIbHO 3aKPEMHTh MPOLEAYPY SKCTPEHHON HIACHTHOUKAIINN X
HCCIIEIOBAaHUM, TPOBOAUMBIX CIIETBIM MaCKHPOBAHHOI'O MCCIIEIyEeMOro npenapara 6e3 HapyIIeHUs] MacKH- (tpe-
METOZIOM POBKH JI1 OCTAJILHBIX CYyOBEKTOB —_
CTOpO-
Ha, ec-
I Tpe-
Oyet-
cst)
18) PanioMHU3aIiMOHHBIH CITHCOK JIOKyMEHTaJIbHO 3aKpEeNUTh METO]] PaHIOMH3aIIMU CYOBEKTOB HCCIIe- X
JIOBaHUs (tpe-
Thbs
CTOpO-
Ha, ec-
T Tpe-
Oyet-
cs1)
19) Otuer MoHHTOpPA O BBIOOPE HCCIIE- JIOKyMEHTaJIbHO HOATBEPAUTH TPHEMIIEMOCTh UCCIIEA0BATENBCKOTO X
JIOBAaTEIBKOTO LIEHTPA LEHTpa JUTs IJAHHOTO MCCIIeNOBAHUS (MOXKET ObITh OOBEIHUHEHO C IYHK-
ToMm 20))
20) OTueT MOHHTOPA O TOTOBHOCTH JIOKyMEHTaJIbHO MOATBEPAUTH (DAKT O3HAKOMIICHHUS HCCIIEOBATENS U X
KJIMHUYECKOH 0a3bl HCCIIEI0BATENILCKUI IEPCOHAN € MPOLEypaMU UCCIIE0BAHUS (MOXKET
OBITH O0BEANHEHO C IMMyHKTOM 19))
21) CooO1ueHue CroHcopa o Havane JIoKyMEHTaJIbHO MOATBEPAUTH (haKT Hauala KIMHUYECKOTO UCCIIeN0-
KJIMHUYECKOT'0 MCCIIeJIOBaHUS B aJipec BaHUS
YIIOJIHOMOYEHHOI'O OpraHa

197. Bo BpeMst KTuHUYECKOM (ha3bl McclieoBaHus. B moaTBepkaAeHUE TOTO, YTO

BCsl HEOOX0AMMasi HoBast H(GOpMaIUsl TOKYMEHTAIBHO OPOpMIISIETCS TIO MEPE €€
MOCTYTIUICHUS, B JOMIOJIHEHUE K BBILIEIIEPEUUCIEHHBIM JOKYMEHTAM, UMEIOIINMCS B
daiine, Mo xoay ucciaeaoBaHUs A00ABISIOTCS CIEAYIOMINE TOKYMEHTHI:

HaumeHnoBaHue JokyMeHTa Lenb Haxonurcs B

(aiinax

Hcclie- CITOH-
JI0Ba- copa
Tens

(memu-

L(1H-

CKOM
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opra-
HU3a-
IIAN)
22)O6HoBneHHbIE Bepcun b1 JloKyMeHTalIbHO 3aKpEHHTh (aKT CBOEBPEMEHHOTO COOOIICHHS X X
HCCIIeI0BATEN0 (MEUIIMHCKOM OpraHn3aIiu) HeoOX0AUMOM
nH(opManum o Mepe ee MoCTyIICHUs
23)JIrob0e n3MeHeHue: JloKyMeHTaJIbHO 3aKpeNUuTh U3MEHEHUS TaHHBIX JJOKYMEHTOB, X X
~ nporokona (nonpapok) 1 UPK MIPOU3BEICHHbIE BO BPEMsI HCCIICIOBAHUS
— (opMBI HHYOPMHUPOBAHHOTO COTIIACHS
— mo0oit npyroit muckMeHHON HH(OpMaLNH, IPeno-
CTaBIIIEMOH CyOBbEKTaM
— pEeKJIaMHBIX OOBSABICHUMN VIS TPUBIICYCHHS CyOb-
€KTOB B MCCJIE0BaHHE (€CIIU UCTIONb3YIOTCS)
24) JlaTupoBaHHOE U JJOKYMEHTAIBbHO 0(hOPMIICHHOE JlokyMeHTanbHO TOATBEPANTH (haKT PACCMOTPEHUS U 000pe- X X
onobpenue (3aknmoyenne) Komuccueii mo Bonpocam Hus (BelAa4n 3akmodenust) Komuccueit mo BonpocaM 3THKH MO-
9THUKH CJIEYIOIHX JOKYMEHTOB: MPaBOK U (MJIM) HOBBIX peJIaKLUHA. YKa3bIBAIOTCS PefaKLus U
— MOIPABOK K IIPOTOKOILY Aata IOKyMCHTa
— HOBBIX PeIaKIInii:
— (popMBI HHPOPMHUPOBAHHOTO COTTIACHS
— MPEIOCTABISICMBIX CyObeKTaM HH()OPMAMOHHBIX
MaTepHaioB
— peKJIaMHBIX OOBSIBJICHUIT 1J1s TPUBJICYCHUSI CYyOb-
€KTOB B MCCJI€ZI0BaHHE (€CIIU UCIIONb3YeTCs)
— IPYTUX pa3penIeHHbIX (0J00PCHHBIX) TOKYMEHTOB
— pe3yJIbTaTOB IEPUOANYECKOTO PACCMOTPEHUSI 10-
KyMEHTAIHH 110 UCCIEeNOBaHHIO (Tae Tpedyercs)
25) I'me Tpebyercs, paspenieHue, oqo0peHune, yBe- JloKyMeHTaNbHO 3aKpEeNHUTh COOTBETCTBUE HOPMATHBHBIM Tpe- X X
JIOMJICHHE YIIOTHOMOYEHHBIX OPraHOB JUIS: OoBaHUAM (rme
Tpedy-
— MOIPABOK K IMPOTOKOIY M APYTHX TOKYMEHTOB
eTcs)
26) TekylIyto peakiio pe3toMe HCCIeI0BaTes, CmMmortpuTte noanyHkT 10). X X
HOBBIX HCcIefoBaTenell u (Man) coucciegoBareneit
27) i3MeHeHHsT HOpMaJIbHOTO AMAIa30Ha 3HAYCHU I JIOKyMEHTaIbHO 3aKpENUTh HOPMaNIbHBIN JHANa30H 3HAYCHUN X X
JUISL TIPETyCMOTPEHHBIX IPOTOKOJIOM MEUIIMHCKUX, TECTOB, U3MEHEHHBIX B XOJIe UCCIICIOBAHUs (CMOTPUTE IO/~
11a00PaTOPHBIX, TEXHUYECKUX MPOLeayp (TECTOB) myHKT 11)
28) 3ameHeHHs B MEAULIMHCKUX, Ta00PAaTOPHBIX, JIoKyMeHTaIbHO MOATBEPAUTH, YTO TECTHI IPOJOIDKAIOT OTBE- X X
TEXHUYECKHX MpoLeaypax (Tecrax): 4yaTh TPEOOBAHUSM B TEUCHHUE MEPUOA UCCICAOBAHUS (CMOTPH- (roe
~ ceprH(UKALIS HIH TE HOAMYHKT 12) TpeOy-
eTcs)
— aKKpeAUTALUS WIN
— BHYTPSHHHH U (WJIM) BHELIHUH KOHTPOJIb Kadye-
CTBa WIN
— IpyTrHe MEeTOAbI HOATBEpXkKAeHHS (Tae Tpedyercs)
29) JlokyMeHTaIus 10 HOCTAaBKaM HUCCIIETYEMbIX CmMmoTpuTe HOAITYHKT 15) X X
NpenapaToB U PACXOIHbIX MaTEPHAIIOB
30) CeprudukaTsl aHaTH3a HOBBIX CEPUil UCCIIeye- CMoTpuTe NOANyHKT 16) X
MBIX IIpenapaToB
31) OTueThl MOHHTOPOB O BH3HUTAaX JIoKyMeHTaJIbHO 3aKpPENUTh BU3UTHI MOHUTOPOB U UX Pe3yJIbTa- X
TBI
X X
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32) CyuecTBeHHBIE ISl HCCIIEIOBaHUSI IIEPErOBOPHI JloKyMEeHTaJIbHO 3aKpENuTh JII00ble corlaleH s oo cyle-
(nepemnucka) (IOMHUMO BU3UTOB): CTBEHHBIE [IEPETOBOPBI, KACAIOIIHECS BOIPOCOB MPOBEICHUS HC-
~ nepermcka CJICIOBAHUSI, aIMUHUCTPATUBHBIX aCIIEKTOB, HAPYILICHHH TPOTO-
KOJIa, OTYETHOCTH T10 HEXKENATEIILHBIM SIBJICHUSIM
— 3aIMCH BCTpeY
— 3aIiCcH Telae()OHHBIX TIEPErOBOPOB
33) [Moanucanubie HopMbI HHPOPMUPOBAHHOTO CO- JIoKyMeHTaIbHO TIOATBEPANTb, YTO COTIIACHE KAKIOTO CYOheK- X
riacust (MH(GOPMAIMOHHOTO JIUCTKA) NaleHTa Ta MOJIy4EeHO B COOTBETCTBUH ¢ HacTosIMM CTaHAapTOM U Ipo-
TOKOJIOM JIO HavaJla y4acTus B uccienoBanuu. Kpome toro, 110-
KyMEHTAJIbHO 3aKPEIUTh Pa3pelleHue Ha MpIMOi 10CTy
(cMOTpHTE NOAMYHKT 3)
34) IlepBuyHas JOKyMEHTALUS JIOKyMEHTaIIbHO TOATBEPAUTH (KT CYIIECTBOBAHUS CYObEKTa X
U TOCTOBEPHOCTh COOPAHHBIX IAaHHBIX. BKIIOUNTH HCXOIHBIE
JOKYMEHTBI, OTHOCSILIIMECS] K UCCIIEIOBAHUIO, JICYSHHIO U aHa-
MHe3y cyObeKTa
35) 3anonHeHHbIC, JATUPOBAHHBIC U MOIIMCAHHbIC JlokyMeHTanbHO 0(OPMHUTH MOATBEPKICHUE HCCIIEIOBATEIEM X X
NPK WY YTIOJTHOMOYEHHBIMU COTPYJHUKAMH HcclieoBaTelst (Me1u- (xo- (opu-
LUHCKO OpraHu3ali) 3aperuCTPUPOBAHHBIX TaHHBIX TTHST) rH-
Ha)
36)/loxkymenTupoBanue ucnpasieHui B IPK JloKkyMeHTaNbHO 3aKpENHTh BCE H3MEHEHUS (JIOTTOTHEHUS ) FITH X X
ucnpasienus, caenannsie B IPK mocre 3anucu nepBoHavyaiib- (xo- (opu-
HBIX JJaHHBIX TIHs) I'H-
HAaJ)
37) YBenomieHHe CIIOHCOPa HCCIIe0BaTeNIeM O ce- YBenoMiIeHHe CIIOHCOPa UCCIIEN0BaTENeM O Cepbe3HbIX Hexena- | X X
PBE3HBIX HEXXENIATEIBHBIX SBICHHUSIX U COOTBETCTBY- TEIbHBIX SBJICHHUAX  COOTBETCTBYIOLIME OTUYETHI COTJIACHO I1a-
IOIINE OTYETHI parpady 11.
38) YBenomiieHHE CIIOHCOPOM U (MJIH) HCCIIeI0BaTe- YBeroMiIeHNE CIIOHCOPOM U (WIJIM) UCCIIE0BAaTEIeM HIH ME/IH- X X
J1eM, MEAULIMHCKOW OpTaHu3aIiel yIIOJIHOMOYEHHO- [WHCKOW OpraHu3aluell yImoIHOMOYeHHOTo oprana u Komuc- (roe
ro oprana 1 Komuccuu o Bonpocam 3THKH 0 CHH 110 BOIIPOCAM THKH O HENPEIBUACHHBIX CEPhE3HBIX HEXe- TpeOy-
HETIPe/IBUICHHBIX CePbE3HbIX HEeXeIaTeNbHbIX JIe- JIaTeJIbHBIX PEaKIMAX B COOTBETCTBHU ¢ naparpadom 16 u 1. ercst)
KapCTBEHHBIX PEAKIHAX U O Ipyroi nHpOpMaIiu 86. 1 0 pyroi uHpopMaIHu 10 6€30IMaCHOCTH B COOTBETCTBUU
10 6€e301acHOCTU cm. 142 u 87.
39) CooOruenue crioncopoM uccnenosarento nHdpop- | CoollieHne CIIOHCOPOM HCCIIEI0BATEN0 HHPOPMAIUH 1O 6e3- X X
Maluu o 6e30IacHOCTH ONACHOCTH B COOTBETCTBHUH C ITyHKTOM 142.
40) IIpomexyTOUHBIE WK TOJOBbIE OTYETHI, TIPEIO- IIpomexyTodHBIE MM TOJOBBIE OTUETHI, IpeiocTaBsieMsle Ko- X X
craBisieMble KoMuccHu 1o BOIIpocaM 3THKM M YIIOJI- | MHCCHHM 11O BOIPOCAaM 9THKH B COOTBETCTBUH C naparpadpom 10 (rme
HOMOUYEHHOMY OpraHy U YIIOJITHOMOYEHHOMY OpPraHy B COOTBETCTBUHM C IIyHKTOM 145. Tpe-
Oyer-
cs1)
41) XKypnain ckpuHHHra CyOBbEKTOB JloKyMEeHTaJIbHO 3aKpPENUTh UAEHTH(UKALHMIO CyObEKTOB, IPO- X X
LICAIINX Mepe]] NCCIIET0BaHNEM CKPUHHUHT (tme
Tpe-
OyeT-
cs1)
42) Cniucox uieHTH(GUKAMOHHBIX KOJIOB CyObeK- JloKyMeHTaJIbHO OATBEPAUTD, YTO UCCIIS0BATENb (MEIUIIMH- X
TOB CKasi OpraHu3anys) XpaHIT KOH(PHUICHINAIBEHBIN CIIICOK HMEH
BCEX CYOBEKTOB, KOTOPBIM IIPU BKJIIOYECHUH B HCCIICI0BAHHE
OBLIM IIPUCBOCHBI HACHTH()UKAIIMOHHBIE KOABL. [103BoMIsIeT HC-
crefoBaTento (opraHu3anni) HACHTH(GUIPOBATD JTH0O0Tr0
cyObekTa
43) XXypHan perucrpanuy BKIIOUYCHUS CyObEKTOB JloKyMeHTaJIbHO 3aKpeNuTh XPOHOJIOIHUECKYIO ITocaenoBarenb- | X
HOCTh BKITIOUCHHS CYOBEKTOB 110 MJICHTU(HUKANOHHBIM KOJJaM
X X
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] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 21.04.2023
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44) Y4er uccneyemMoro npenapara Ha KJIMHUYe- JlOKyMEHTaJILHO 3aKPENUTh UCIIOIb30BAHUE UCCIIEAYEMOTO Tpe-
cKoit 6aze rapara B COOTBETCTBUH C IIPOTOKOJIOM
45) JIuct oOpa3uoB noxmnucei JloKyMEHTaJIbHO 3aKpEeNUTh 00pa3Lbl HOAMHCEN U MHUIHAIOB X X

BCEX JIMII, YIOJIHOMOYCHHBIX BHOCUTD JIaHHbBIC U (MJIN) HCIPaB-
nenns B UPK

46) Yuet xpaHAmmxcs 00pa3oB OHOIOTHYSCKAX JIoKyMeHTaNbHO 3aKPENHUTh MECTOHAXOKICHHE U HACHTU(DHKA- X X
JKUJIKOCTEH WK TKaHeH! (ECITH HMEKOTCSI) LU0 XPaHSILIUXCs 00pa3IoB B Cllyyae HEOOXOIUMOCTH MPOBE-
JICHHSI TIOBTOPHBIX aHAJIM30B

198. ITocne 3aBepuIeHNs] WM TOCPOYHOTO MPEKPALICHUS UCCIICIOBAHNS BCE
JIOKYMEHTBHI, TiepednciieHHbie B 196 u 197, coneprkarcs B (haiisie ucciieIoBaHUS BMECTE
C HI)KEYKa3aHHBIMU JIOKYMEHTAMH:

HaumeHnoBanue JOKyMeHTa Hens Haxoputcs B daii-
nax

nccie- CIIOH-
JoBaTe- copa
st (Me-
JIAIAH-
CKOi1 op-
raHm3a-
LHH)

47) Ydet uccneayemMoro mpemna- JloKyMeHTanbHO 3aKPETUTh HCIIOIb30BAaHIE UCCIEAYEMOro penapaTa B COOTBET- X X
para Ha KJIMHUYecKoH Oa3e (Me- CTBUH C IPOTOKOJIOM. JJOKyMEHTAJIbHO 3aKPEHNHUTh PE3yJIbTaThl OKOHYATEIEHOTO
JTUIIMHCKOM OpraHU3alim) MOZICUETa KOJIMYECTBA UCCIIELYEMOTo IpenapaTa, MoTy4eHHOro KITMHHYEeCKOoH 0a-
300 WM MEUIUHCKOW OpraHn3alyeil, BBIIaHHOTO CyObeKTaM, BO3BPAIIEHHOTO
CyOBEKTaMH U BO3BPAILIEHHOT'O CIIOHCOPY

48) JlokyMeHTaLus 0 yHHUTO- JloKyMEHTaIIbHO 3aKPEIHTh (PAKT YHUYTOXKCHHUS HCUCIIONIb30BaHHBIX HCCIETye- X X
JKEHHUIO HCCIIeLyeMOro Ipenapa- | MBIX IPenapaToB CIIOHCOPOM HIIU B UCCIIEIOBATENbCKOM LIEHTPE/ MEIUIUHCKON (ecmm

Ta OpraHM3aluu nperma-
part yHu-
YTOXKEH
Ha K-
HHYe-
cKoii 6a-
3e)

49) VToroBslil CIMCOK WACHTH- Crenath BO3MOXHOM UICHTU(HUKALIUIO BCEX BKIFOYCHHBIX B HCCIIEIOBaHHE CYOb- X
(DMKAIMOHHBIX KOJOB CYOBEKTOB | €KTOB B Cllydae HEOOXOAMMOCTH UX Iocieayoniero Habuoaenus. Ciucok xpa-
HHTCS C COOMOACHNEM TpeOOBaHH KOH(PHICHIIMATBHOCTH B TEUCHHE COTIaCOBaH-

HOT'O CpoKa

50) Ceprucuxar ayaura (eciu JloKyMEHTAIIbHO 3aKPEIHTh (PaKT IIPOBEICHUS ayIUTa X
nMeeTcs)

51) UtoroBelii 0T4ET MOHUTOpA JIOKyMEHTaNbHO 3aKPENUTh OKOHYAHHE BCEX MEPOIPUATHI HCCIIETOBAHHS, HE0O- X
0 3aBEpLICHUH UCCIIE0BAHUS XOJIMMBIX JUISl 3aBEPIIAIOLIET0 BU3UTA, U HATMYKME KONUH OCHOBHBIX JOKYMEHTOB

Ha KJIMHUYECKOH Oaze B COOTBETCTBYIOIIUX (haiiinax

52) JlokyMeHTauus 1o pacmpe- Bo3sBpaiaercsi cnoHCopy AJ1sl JOKYMEHTAIBHOTO 3aKPEIJICHUS] UMEBIIHX MECTO X
JIeTIEHHIO CyOBEKTOB 110 IPyII- CITydaeB BCKPBITHS KOJIOB

I1aM ¥ pacKpBITHIO KOJIOB

53) UtoroBslii oTdeT nccienoBa- | JloKyMeHTaIbHO 3aKpenuTh 3aBEPIICHNE NCCIIEIOBAHNS X

TeJsl, mpeaocTaBisieMbiid Komuc-
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Pecry6inkn Kasaxcran B 9JIEKTPOHHOM BH o
ecny6n 43aXCTaH B SIICKTPOHHO e JlaTta ckaunBaHMs 21.04.2023
CHH I10 BOIIPOCAM STUKH (€ciu
TpeOyeTcs) ¥ yIOIHOMOUEHHO-
My oprasy (T IpUMEHHMO)
54) OTueT 0 KIMHUYIECKOM HC- JIOKyMEHTaJIbHO 3aKPENUTh PE3yIbTaThl HCCIEI0BAHHS M MX HHTEPIIPETALINIO X X
CJIEIOBAHUH (ecnu
npuMe-

HHUMO)
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PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC IlaTa CKAUMBAHUS 21.04.2023

[Ipunoxenue 1
Kk CrangapTy HaJuIexKalen
kinHndeckoit mpaktuku (GCP)

Iopsinok nmpeacraBjaeHuss HHGOpPMAIIMU MO 0€30MACHOCTH B X0/1€ KJIMHUYECKHX
HccJe10BaHuU

I'naga 1. CIIOHCOp Imo nmpeacraBJcHUIO I/IH(l)OpMaHI/II/I mo 0e30MaCHOCTH
B X0/1¢ KINHUYE€CKOIo HCCJI¢I0BaHUA

IMaparpad 1. Opranusanusi cucTeMbl NUCbMEHHBIX CTAHJAAPTHBIX MPOLEYP

1. CrioHCOp OTBEYAET 3a OPraHU3aIMI0 CUCTEMbI TUCbMEHHBIX CTaHAAPTHBIX
IpoIeAYp B LIETAX oOecriedeHus: TpeOyeMoro ypoBHS CTaHIAPTOB KauecTBa MpH
BBITIOJTHEHUU (DYHKIIUNA TOKYMEHTHUPOBAHUS, COOpa JAHHBIX, BaTUAAIlMU, OIICHKH,
apXUBUPOBAHMUS, OTYCTHOCTH U MIPEACTABICHUSI TOCICIYIOMEeH HHPOPMAITUN 10
BBISBJISIEMBIM HEXKEJIATEIBHBIM PEAKIIUAM MPU MPOBEAECHUH KIIMHUYECKUX
HCCeI0BaHUM.

IHaparpa¢ 2. Cpok npeacraBiaeHusi HH(POPMALIUM 0 CePbe3HbIX HeNpPeIBUACHHBIX
HeXKeJIAaTeJIbHbIX PeaKkIusax

2. CnoHcop npeacTaBiisgeT HHPopMaIuo 000 BCEX CEPbE3HBIX HEMPEIBUIEHHBIX
HexenarenbHbIX peakuusax (nanee — CHHP) na uccnenyemslii npenapar, BoISBICHHbBIX B
X0/ KIIMHUYECKUX UCCIIeI0BaHu, 0J00pEHHBIX K TpoBeaeHHI0 B PecyOnumke
Kaszaxcrasn, B 9KCIIEpTHYIO opranusanuio 1 Komuccnu 1o Bonpocam 3THKU
COOTBETCTBYIOIIMX KJIMHUYECKUX 0a3 B COOTBETCTBHH C MPOLIETYPAMH YKa3aHHBIX
KOMMCCUM:

1) B cpok 10 7 KaJeHAapHBIX JHEH OT AaThl MOJIyYeHUS HHGOPMAIIUH O
BbisiBJIeHN CHHP B ciywae, ecnii OoHM npUBENIM K CMEPTH UJIW MIPEICTABIISIIA YTPO3Y
IS )KU3HU,
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2) B cpok A0 15 kaneHmapHbIX AHEH OT AaThl MOIy4YeHUS HHGOPMAIIHH O
BbisiBiiecHMM CHHP 1151 ocTaibHBIX Cephe3HBIX HEMPEIBUACHHBIX HEXKENATeIbHBIX
peaKIuid.

3. B cimydae oTCyTCTBUS y CIIOHCOPA MOJIHOM MH(OpPMALMK HA 1aTy
MPEICTaBIICHUS CPOUYHOTO COOOIIEHUS O CITydyae CMEPTH WIIU Pa3BUTHH
KU3HEYTPOKAIOLIETO COCTOSAHMS, CHOHCOPOM MPEAITPUHUMAOTCSA BCE MEPHI 110
MOJTyYEHUIO IOJTHOW MH(OpPMaLIMU, KOTOPast IPEACTABISAETCS B JOPME MOCIETYIOIIETO
CPOYHOI'0 COOOIICHUS O BBISIBIICHHON CEpbEe3HON HEMPEBUICHHON HEeXeNaTeIbHON
pPEaKuy B CPOK 10 8 KaJeHAAPHBIX JHEH OT ATl IPEACTABICHUS IEPBUYHOTO
COOOIIEHHUS.

4. B cinyuae moydeHus CIIOHCOPOM HOBOM 3HAYUMOW WH(OpMAIIUU TI0
BBISIBJICHHOM Cepbe3HOM HETIPEABUICHHON HeXKEIaTSIbHON PeaKkIuy, JaHHAS
uHbOpMaIs IpeicTaBiIsgeTca B popMe MOCIeyIOIero COO0eH s B TeueHue 15
KaJICHJAPHBIX THCH OT JIaThl €€ IMOTyYCHHSI.

5. TpeOoBaHus MO NPEICTABICHUIO HUHPOPMAIIUU O CEPbE3HBIX HEMPEIBUICHHBIX
HEXEJATENbHBIX PEAKLUAX PACIPOCTPAHSIIOTCS HA UCCIIEAYEMBIN MpEenapar, BKIKYas
npemnapat cpaBHeHus U miane6o. Cinydan CHHP, cBa3annble ¢ npuemom manebo, He
NOJJIEKAT CPOYHOMY IPEJICTABIICHUIO, 3a UCKIIFOUEHUEM CIIy4aeB, KO/ TaHHAS
peaxiusi 00ycloBJIeHa KOMIIOHEHTaMH, BXOASIIMMU B COCTaB Iu1aneoo.

IMaparpa¢ 3. TpedboBanusi kK uHGOPMALIMHU O CEPbE3HOI
HelnpeIBUAECHHOH HeKelaTeJbHOU peakiuu

6. MunumanbpHast nHGOpMaLus Ipy NPEICTaBICHUN B YCTAHOBJIEHHBIE CPOKU
HNEPBUYHOIO CPOYHOI'O COOOUIEHUS O BBIBICHHON CEPbE3HON HEMPEIBUIEHHON
HEXEJIATEIbHON PEAKLIMY BKIIIOYACT:

1) ykazaHue no103peBaeMoro UCCiIeyeMOoro rpenapara;

2) uneHTu(UKAIMOHHBINA KOJ] CyOBEKTa UCCIIEI0BAaHUS, Y KOTOPOTO pa3BUiIach
HEXKeJIaTeNbHas peaKius;

3) onucaHue HeXENATEIbHON PEaKUU WU €€ UCX0/1a, KOTOPBIE OIIPEIEICHBI KaK
CEpbE3HbIE M HEMPEABUAEHHBIE U JJIs1 KOTOPBIX MIPEANOIaraeTcsa Haauuue NpUuIuHHO-
CJIEICTBEHHOM CBSA3M C IPUEMOM HCCIIEYyEMOTO Mpenapara;
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4) pe3yJIbTaT OLIEHKU MIPUUYUHHO-CJICICTBEHHOMN CBSI3H;
5) UCTOYHUK MOTy4YeHUSI MHPOPMALIU O HEXKENIAaTeIbHOU PeaKIuu;

6) uIeHTU(UKAITMOHHBIN HOMEP COOOIIEHUS O HeXEeIaTeIbHON peaKkini,
IIPUCBOEHHBIA CIIOHCOPOM;

7) HOMEp TPOTOKOJIA UCCIICOBAHMUS.

7. B monHOI nH(OpMaIMU 0 cepbe3HOM HEeNPEABUICHHON HEeKeIaTeIbHON
peakiuu obecrednBaeTcs MoCIeIyomui cOop U MpeIcTaBiIeHUE MOJTHOW HHGOpMaIUU
o cmygae CHHP, xoTopast cooTBeTCTBYeT TpeOOBaHMSIM PYKOBOJACTBA Mexk TyHapOIHOM
KOH(EpPEHIIMU TT0 TapMOHM3AIUH « Y IpaBJIeHHE JaHHBIMU 110 O€30MacHOCTH —
AJIEMEHTHI JaHHBIX JIJIsl Iepeiaul COOOIIEHNN 00 MHANBUTYATbHBIX CITydasx
HEXKeJaTeNbHbIX peakiuiny E2B.

IMaparpa¢ 4. CnpaBounasi uHpopmManus 1Mo 6e30MaACHOCTH

8. B mensix onpeaenieHus NpeABUIEHHOCTH BBISIBICHHON B X0J1€ IPOBEICHHUS
KJImHu4eckoro uccnenosanns CHP Ha uccnenyeMslil mpenapaTr UCIOIb3yeTCs
nercTByronias Ha naty BeisiieHuss CHP Bepeus bU.

9. B nensax onpeneneHus NpeIBUACHHOCTH BBISBICHHONW B XOJ1€ TPOBEACHUS
KJIIMHUYECKOTO UCCIIEA0BAaHNS CEPbE3HON HEXKEIATEIbHON PEaKIIMU Ha UCCIELYEMBIN
npenapar, KOTOpbIi 3apETUCTPUPOBAH HA TEPPUTOPUH CTpaHbl BeisiBiIeHus CHP,
UCIIOJIB3YETCs NIEUCTBYIOIAs HA 1aTy BBISBICHUS HEXEIATEIbHON PEaKLIMU BEPCUs
VWHCTPYKLHH 10 MEAULIMHCKOMY IIPUMEHEHHUIO.

IHaparpad S. IlpeacraBiienne nHO MHPOPMALNH 110 0€30IIACHOCTH

10. Cnioncop B cpok 110 15 kaneHaapHbIX JHEH B CPOUHOM IMOPSJIKE NPEICTABISAET
B OKCHEepTHYIO opranu3anuio Pecy6nuku Kazaxcran u Komuccuu mo Bonpocam 3THKU
COOTBETCTBYIOIMX KIIMHUYECKUX LIEHTPOB B COOTBETCTBUU C MPOLIEAYPAMU YKa3aHHBIX
KOMHCCHUH UHYI0 HH(POPMAITUIO 10 0€30MacHOCTH, KOTOpast U3MEHSIET OLICHKY
COOTHOILIEHHUSI TT0JIb3a—PUCK UCCIIEyEMOTO Mpernaparta Ju00 CIyKUTh OCHOBAHUEM J1JIS
WU3MEHEHUN B PEKOMEHJALNSX 10 €r0 HA3HAYEHHUIO, a TAKKE€ OCHOBAHUEM IS
IIEPECMOTpPa BO3MOKHOCTH JAJIbHEUIIIETO IPOBEACHUS NCCIIEIOBAHMS:
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1) 0 KIIMHUYECKN 3HAUMMOM IPEBBIIEHUN 0KUAAEMOIN YaCTOThl U U3MEHEHUH
XapakTepa 0)KUJAEMbIX CEPbE3HBIX HEXKENATEIbHBIX PEAKIU;

2) 0 CCPBE3HBIX HCMIPECABUACHHDBIX HCXKEIATCIIbHBIX PCAKIUAX, PA3BUBIIUXCA Y
NnanmrueHTa MocCJIC 3aBCPUICHUA €T0 YHACTHA B KIIMHUYCCKOM HCCJICIOBAHNH,

3) 0 HOBBIX JIaHHBIX, CBSI3aHHBIX C MPOBEJACHUEM KIIMHUYECKOTO HCCIICIOBAHMS
WM ¢ pa3pabOTKOM UCCISAYEeMOro Ipenapara, KOTOpble MOTYT IOBJIUSATH Ha
0€30IacHOCTh NAlIMCHTOB, TAKUX KaK:

CEpbE3HbIE HEIKEATENbHbBIE SBJICHUS, CBSI3aHHBIE C MPOLIEAYPON MPOBEACHUS
UCCIIEJIOBAHUS, HA OCHOBaHUH KOTOPOI TpeOyeTcsi BHECEHHE N3MEHEHUN B IPOTOKOJ
IPOBEJICHUS UCCIEIOBAHMS;

oTcyTcTBUE 3 (PEKTUBHOCTH UCCIIEyEMOTO MpernapaTa, IPUMEHSIEeMOro Mpu
IIATOJIOTUH, ITPEACTABISIONIEN YTPO3y JJIs )KU3HU;

4) HOBbIE BaXXKHBIC JJAHHBIC 110 OE30TIACHOCTH, TTOJTYICHHBIC B X0/I€ HEJTABHO
3aBEPILIUBIIUXCS UCCIIEIOBAHUI HA dKUBOTHBIX, B TOM YMCJIE BBISIBJICHHBIN
KaHIIEPOTEeHHBIN A(DPEKT U aHATOTUYHBIE MO TSHKECTH U BaXXHOCTU A(DPEKTHI;

5) npexaeBpEMEHHOE MPEeKpallieHUue UK IPUOCTAHOBKA HUCCIICIOBAHUS B IPYTron
cTpaHe (cTpaHax), 00yCIIOBIICHHBIC H3MEHECHHEM B OIleHKEe 0€30I1aCHOCTH
AQHAJIOTUYHOT'0 MCCIIEIyEMOT0 Mperapara;

6) UHbBIC JaHHBIE TT0 O€30MACHOCTH, KOTOPhIC U3MEHSIIOT COOTHOIIICHHUE TO0JIb3a—
PUCK ISl CYyOBEKTOB MCCIIEIOBAHUS;

7) 0 pekoMeHnanusax ['pynimsl, Mo He3aBUCUMOM OLIEHKE, PE3yIbTaTOB
KIIMHUYECKOTO UCCIIEIOBAHUS B OTHOIIICHUH OIEHKH 0€30MaCHOCTH MCCIIEyEeMOTO
npenapara.

MMaparpa¢ 6. @Popma npeacraBjieHuss HHPOPMALNH 110 0€30IIACHOCTH

11. Uudopmanus o CHHP nipencrapiisieTcst B 3KCIEPTHYIO OPTaHU3AIUIO
PecnyOnuku Kazaxcran u Komuccuto no BornpocaM 3TUKU CIIOHCOPOM B hopme
COOOIIIEHUsI O HEeXKelaTeIbHOU peakiuu. dopMar cooOIIeHUH COOTBETCTBYET
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PYKOBOJICTBY MexXnyHapoIHOI KOH(EPEHIIMH MO FapMOHU3AINH « Y IpaBICHUE
JAHHBIMU 10 OE€30MaCHOCTH — 3JIEMEHTHI IaHHBIX JJIs IEpejaun coo0IIeHni 00
VHIVMBUAYaJIbHBIX CIIy4dasX HeXeJaTeabHbIX peakuuin» E2B.

12. Undopmanus o CHHP nipeacrasisiercst uccieqoBaTesnsiM B 00001LIEHHOM
BUJI€ B pOpMe MepeurcaeHts ¢ KpaTKUM OMHUCAaHUEM HeKeIaTeIbHbIX peaklnuii 3a
NEPHUO/I, TPOAOIKUTEIBHOCTh KOTOPOI'0 onpeiessieTcss mpoduiieM 6€30macHOCTH
MCCIIEyeMOro Tpenapara u KoimduecTBoM BoisiBisieMblx CHHP. JlanHblii cimcok
COIPOBOXAAETCS KPATKUM 3aKJIFOUEHUEM, 10 TEKYLIEH oleHKe, Mpopuiis 6€30MacHOCTH
3a OTYETHBIN MIEPUOL.

13. Nnas undopmarniust mo 6€30MacHOCTH COTJIacHO naparpady 5 HacTOAIIEro
PUIIOKESHUS TIPEICTABIISIETCS B OKCIIEPTHYI0 opranu3anuio Pecrryonuku Kazaxcran u
Komuccuro o Bonpocam 3THKH CITIOHCOPOM B TUCHbMEHHOM BHUJIE C YKa3aHHUEM
HA3BaHUS KIMHUYICCKOTO UCCIIEIOBAHUS, HOMEPA MPOTOKOJIA UCCIIEIOBAHUS U KPATKOTO
OMKCaHMs HOBOW MH(OpMAaIU 1o 0€30MaCHOCTH.

MMaparpa¢ 7. O6aacTs pacnpocTpaHeHusi TPeOOBAHUSA 110
NpeacTABIEHUI0 HHPOpMaIUK 110 0€30I1aACHOCTH

14. TpeboBanus naparpadoB 2-5 HACTOSIIETO NPUIIOKEHUS 110 TTPEICTABIICHUIO
uHpopmaruu no BeisiBeHHbIM CHHP u nno#t nndopmarum no 6e3onacHoCcTH
UCCIIEAYyEMOT0 IIpenapaTa pacpoCTPaHIOTCS B OTHOILIEHUH KIMHUYECKUX
UCCJIeIOBaHU, 0IOOPEHHBIX K IPOBEJICHUIO HAa TeppuTtopuu PecnyOnuku Ka3zaxctan Ha
BCE€ KJIMHUYECKUE LIEHTPBI, B KOTOPBIX CIIOHCOPOM JINOO €ro mapTHEPOM Ha JIOTOBOPHOM
OCHOBE BBITIOJIHAETCA KIMHUYECKOE UCCIIEIOBAHUE UCCIIEAYEMOT0 IIpenapara, BKII04as
KJIIMHUYECKHE LEHTPBI, PACIIOJIOKEHHbBIE HE HAa TeppuTopuu Pecriybnuku Kazaxcran.

15. TpeboBanus maparpada 2 HaCTOSIIETO MPHUIIOKEHUS 10 TIPEACTABICHHUIO
uHdopmarmu o BeisiBIeHHBIM CHHP pacnipocTpansieTcst Ha BBINOJIHSIEMbIE CHOHCOPOM
100 ero mapTHEPOM Ha JIOTOBOPHOUM OCHOBE KIIMHUYECKHE UCCIIEI0BaHUs, B KOTOPBIX
UCCIIEYyEeMBbIN Mpenapar BKIOYAET OJTHO U TO K€ JIEUCTBYIOLIEE BEIIECTBO, BHE
3aBUCUMOCTH OT JIEKAPCTBEHHOUN (hOPMBI, IOZUPOBKH, PEXKUMA JO3UPOBAHUS U
MOKAa3aHUN K TPUMEHEHHUIO.
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IHaparpad 8. Cepbe3nble HexeIaTeJbHbIC PEAKIUH, HE CBA3AHHbIE C
HccJielyeMbIM NpenapaTom

16. Undopmanuto o CHP, koTopblie BbISBIEHBI IPU IPOBEIEHUN KIMHUYECKOTO
VICCIIEIOBAHUS U JUIsl KOTOPBIX ONPEIEISETCS B3aMMOCBS3b C HA3HAYEHUEM HE
UCCIIelyeMOT0 Ipenapara, a MHbIX Ha3HaYaeMbIX JIEKapCTBEHHBIX Mpenaparos (IIpu
UCKJIFOUEHUHN PEAKLUY B3aUMOJIEUCTBUS C UCCIIEyEMBbIM IIPENApaToOM), CIOHCOP
IPE/ICTaBIIAET B SKCHEPTHYIO opranu3anuio Pecryonuku Kazaxcran wiu
COOTBETCTBYIOIIMM BJIAJENbLAM PErUCTPALMOHHBIX YAOCTOBEPEHUN B COOTBETCTBUU C
JENCTBYIOIIUM 3aKOHOJATEIbCTBOM.

IHaparpa¢ 9. PackpbiTHE paHIOMHU3ALHOHHOI0 KOAA

17. B ciayuae nmosrydeHusi COOOIIEHUS O HEXKENaTeIbHOM SIBICHHH, KOTOPOE
onenuaercs kak CHHP, cnoHCcOpoM BBINOJIHAETCS paCKpBITUE PAHAOMU3ALMOHHOTO
KOJIa HETIOCPEACTBEHHO MO CyOBEKTY UCCIeT0BAHUS, Y KOTOPOTO pa3BUIAChH JaHHAS
HeenarenbHas peakuusa. ClIOHCOPOM BBITIOJIHAETCS TpeOoBaHue maparpade 2
HACTOSIIEr0 MPUIIOKEHUS 10 CPOUHOMY MPECTABICHUIO HH(POPMALIMH O BBISIBICHHOMN
CHHP B 3kcniepTHYI0 OpraHu3aliio ¢ y4eTOM pe3yIbTaTOB PACKPBITUS KOJ1a
pangomuzanuu. [Ipu 3ToM CHOHCOPOM COXpaHSETCs OCIECIVICHUE M0 TAKUM CITydasM
JUTS1 JIUI], OTBEYAOUIUX 32 JajdbHEMIlee MPOBEICHUE KIMHUYECKOTO UCCIeI0BaHUS
(MOHUTOpPOB, HccleoBaTeNel), a TakKe 3a 00padoTKy AaHHBIX. UHpopmalus o
HEXEJIaTEIbHBIM PEaKIHAIM C PACKPBITUEM PAHOMU3AIIMOHHBIX KOJIOB CYOBEKTOB
UCCJIeIOBAHUS TOCTYITHA JIUIaM, YIIOJTHOMOYEHHBIM 32 BBIIOJIHEHUE TpeOOBaHUH 110
peACTaBICHUIO HH(DOPMALIUK O HEXKENATEIbHbBIX PEAKIUIX B SKCIIEPTHYIO
opranuzanuio Pecniybnuku KazaxcraH, mpeacTaBuTeIsIM yIIOJTHOMOYEHHOTO OpraHa
Pecnybnuku Kazaxcran, wienam KoMuccuu mo Bompocam 3THKH, WwieHaM [ pyIimsl 1o
HE3aBUCHUMOM OLIEHKE PE3YJIbTATOB KIMHUYECKOTO UCCIICIOBAHUS WU UHBIM JIUIAM,
OTBEYAIOIINM 32 BBIMIOJHEHNE TOCTOSHHON OIIEHKH O€30IaCHOCTH B XOJI€ MPOBEACHUS
KJIIMHUYECKOTO HcclieoBanus. J{Jis uccienoBareneil pacKpbiTUe paHI0MU3aIMOHHOTO
KOJIa B XO/I€ BBIMOJHEHUS KIIMHUYECKOTO UCCIIEIOBAHUSI BBITIOJIHSIETCS TOJIBKO B CIy4ae,
€CJIU ITO MPEJICTABIISIETCS HEOOXOUMBIM JIJIsl 0O0ecTieueHus1 0€30MMaCHOCTH CyOBheKTa
UCCIIEJIOBAHUS.
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18. Pe3ynbraThl pacKpbITUS paHAOMHU3ALUOHHOTO KOJIA COOTBETCTBYIOIIUM
o0Opa3oM oTpaxaroTcs B 0a3ax JaHHBIX CIIOHCOPA M YIIOJTHOMOYEHHBIX OPTaHOB.
O6HoBneHue undopmaiuu 1o 6ezonacHoctd B bU BoInogHsAETCS HA OCHOBaHUU
AQHAJIN3a JJaHHBIX C PACKPBITHIM KOJIOM JICUCHUSI.

19. I1pu nipoBeIeHUH KIMHUYECKUX UCCIIEIOBAHUI C y4aCTUEM MOMYJISALNH, 15
KOTOPOM XapaKTEPEH BBICOKUI YPOBEHBb OCJIIOKHEHUN U CMEPTHOCTH, B CIy4asX, KOrjaa
KOHEYHbIE TOUKH MO OLEHKE 3(DPEKTUBHOCTU MOTYT SBIAThCA ogHOBpeMeHHo CHHP,
1100, KOT/1a CMEPTh WJIM UHOM CEpbE3HBIN HEOIArONPUSTHBIN UCXO/T SABIISIETCS
KOHEUHOM TOYKOM 1O OlIeHKEe 3()PEKTUBHOCTH UCCIEyEMOTO IIpernapara,
JIOCTOBEPHOCTH PE3yJIbTATOB KIIMHUYECKOTO UCCIEIOBAHNS HAPYILIAETCS PH
CHUCTEMATHUYECKOM PACKPBITUU PAHJOMHU3AIMOHHBIX KOJIOB. B 3TuX, 1100 mo100HbIX
CIIy4asiX, CIIOHCOP MPH NOJYyYEHUH OJA00PEHHS MPOTOKOJIA KIMHUYECKOTO
UCCIIEOBAHUS 110 COTVIACOBAHUIO C YIIOJTHOMOYEHHBIM OPraHOM OMNPEEIIAET, KaKHhe
CEpbE3HbIE SIBIECHUS, 00YCIOBIEHHBIE TEUEHUEM OCHOBHOIO 3a00s1€BaHus, HE Oy yT
MO/JIEKATh CUCTEMATUYECKOMY PACKPBITUIO PAHAOMHU3AIIMOHHBIX KOJOB U CPOUHOMY
npeACTaBICHUIO HH(OOPMAILIUMK B IKCIIEPTHYIO OpraHu3aiuio. B aTux ciydasx
00s13aTEIHHBIM SIBJISICTCSI HA3HAYCHHUE U oOecTieueHre PyHKITMOHUpOBaHus [ pyTibI, Mo
HE3aBUCHMOM OLIEHKE, PE3YIbTATOB KIIMHUYECKOTO UCCIIEIOBAHMUS C 1IENBIO
BBITIOJTHEHUS MOCTOSIHHOM OIEHKU U aHaJu3a JIaHHBIX 10 0€30MaCHOCTHU BBITIOIHSAEMOTO
KJIMHUYECKOTO UCCIIEIOBAHUS U ONPENIETICHUS] PEKOMEHJALMN JIJIs1 CIIOHCOpA B 4YaCTH
BO3MOKHOCTH JTaJIbHEUIIIETO MTPOBEACHUS KIMHUYECKOT0 UCCIIeI0BaHUsI, BHECCHUS
WU3MEHEHUM B MPOTOKOJ UCCIAEAOBAHUS WIIM OCTAHOBKU KIIMHUYECKOTO UCCIIEIOBAHMSL.

IHaparpa¢ 10. E:xxeronnoe npeacrasiaenne nHGopMannu no 6€30macHOCTH

20. CroHCOp B TEYEHHE BCETO CPOKA KIMHUYECKOTO UCCIIEIOBAHUS €KETOTHO
MPEICTaBIAET B SKCIEPTHYIO opranu3anuio Pecryonuku Kazaxcran, Ha Tepputopuun
KOTOPOTO IPOBOJUTCS KIIMHUYECKOE MCCIIEIOBAHUE UCCIIEIyEMOT0 Ipenapara,
NEPUOIUISCKUN OTUET MO 0€30MMaCHOCTH UCCIIeNYEMOTO IIpemapara, Co/iep >KaHme
KOTOPOTO OTBEYAET TPEOOBAHUSM, IPUBEICHHBIM B MpHiioxkeHuu K [lopsiaky
npeacTaBiaeHus HHGOPMAIMU 110 OE30MaCHOCTU B XOJI€ KIIMHUYECKUX UCCIIe0BaHUMN
«TpeboBaHus K MEPUOIUYECKOMY OTUETY IO O€30MACHOCTH pa3pabaThiBaeMOro
JIEKapCTBEHHOTO IIpenapara» Hactosuero Crannapra.
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NHupopmanus no nepuogndecKoMy OT4eTy M0 0€30MaCHOCTH UCCIEAYEMOIO
npemnapara npejacrasisiercss B Komuccutio mo Bompocam 3TUKH B pOpMe KpaTKOTro
U3JI0’KEHHSI OCHOBHOTO COJIEPKaHUS OTUETA C MPUII0)KEHUEM CTPYKTYPUPOBAHHOTO
HEepeYHs CEphE3HbIX HEXKENaTeNIbHBIX PEaKINil cornacHo mpuiioxkeHuto « TpedoBanus K
NEPUOJUYECKOMY OTYETY MO 0€30MaCHOCTH pa3pabaThIBA€MOro JeKapCTBEHHOTO
npenapara» Hacroswero Cranaapra.

I'nasa I1. IIpeacraBienue ucciaenoBaresieM HHGOPMALUK O BBISIBJCHHBIX B X0/1€
KJIMHUYECKOr0 UCCJIeI0BAHUS HeKeJIaTeIbHbIX PeaKkIusaXx.

IHaparpadg 1. IlpeacraBiienne nuHgopManuu no 0€30MACHOCTH CIIOHCOPY

21. UccnenoBarenb He3aMeIJIUTEILHO, B CPOK HE OoJiee 24 4acoOB OT JIaThl
BbIsIBJICHUS (JIOO ToTyueHust ”H(GOPMAIIUU O BBISIBIICHUH ), PEJICTABIISIET CIOHCOPY
uHpopMaIHio 000 BCEX CEPbE3HBIX HEXKEIATCIBHBIX SIBICHHUAX, KPOME TEX CEPhE3HBIX
HEeXeJIaTeIbHBIX SIBJICHUN, KOTOPBIC ONPE/IEICHbI B TPOTOKOJIE WU B IPYTOM
nokyMeHnte (B B1), kak He TpeOyronme HeMeIJIEHHOTO YBEIOMIICHHUS.

ITocne npeacraBiaeHus cpoudoro coodmienus o CHS uccnenoBarens
MPEACTABISAET CIIOHCOPY JIETAIbHOE COOOIIEHHUE C TOAPOOHON HHpOpMAaIIUEH 1o
CEpPbE3HOMY HEXKENATEIbHOMY SIBIICHUIO, MIO3BOJIAIOIIEH CIOHCOPY CAENATh OLUECHKY
HEO0OXOIMMOCTH MePEeCMOTPa COOTHOIICHHMSI, MOJIb3a-PUCK KIMHUIECKOTO
MCCIIEIOBAHUSL.

22. UccnenoBarenb NpeiCTaBIIseT CIIOHCOPY HH(POPMALIUIO O HEXENATEeNbHbIX
peakIusX U OTKIOHEHUAX Ja00paTOPHBIX MOKa3aTeNeld, KOTOPhIE ONpe/IEICHbI B
IIPOTOKOJIE UCCIEAOBAHMS KaK KPUTHUYECKHUE JIJIsl OLIEHKH O€30IaCHOCTH, B CPOKH,
onpeaensieMble MPOTOKOJIOM KIMHUYECKOTO UCCIIEIOBAHUS.

23. JlononHUTENbHbIE TPEOOBAHUS 10 MPEICTABIECHUIO HHPOPMALIUU O
BbIsiBIIecHHBIX CHP Ha ncciienyeMblil mpenapat, He paCCMOTPEHHBIE B paMKax
HACTOSIIEr0 TOKYMEHTA, ONPEAEIAIOTCS AEMCTBYOIIMM 3aKOHOIATEIECTBOM
PecnyOnnku Ka3zaxcras.
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[Ipunoxenue
K [lopsiaky npencrasiienus
uH(popMaI no 6€30MaCHOCTH
B X0JI€ KJIMHUYECKUX HCCIICIOBAHUI
Cranpapra HaJIexalen
kinHndeckoit mpaktuku (GCP)

Iepuoanyeckuii 0THET MO 0€30MACHOCTH Pa3padaTHLIBAEMOr0 JEeKAPCTBEHHOT0
npenapara

I'masa 1. O01mue moJio:xeHus

IHaparpa¢ 1. TepmuHbI U onipeaeIeHNS.

1. TepMuHbI 1 ONIpEACIICHUS:

1) Ba>kHBII MACHTUPUIIUPOBAHHBIA PUCK U BaXKHBIM MOTEHIUATbHBIA PUCK —
UACHTU()ULIMPOBAHHBIN PUCK WM MOTEHLIUAIbHBIA PUCK, KOTOPBIM OKa3bIBAET BIUSHHE
Ha COOTHOILIECHHE T0JIb3a—PUCK JIEKAPCTBEHHOTO IperapaTa WIA UMEET ITOCIIEICTBHS
JUTsL OOIIECTBEHHOTO 31]paBOOXPaHEHNUS;

2) naTta OKOHUYaHHS cOOpa JaHHBIX — JaTa 3aBEpIICHUS cOOpa TaHHBIX IS
BKJIFOUCHHSI B TICPUOAUYCCKUI OTUYET 0 O0€30IIaCHOCTH MCCIICyeMOro mpernapara;

3) 3aBCPIICHHOC KIIMHHUYCCKOC UCCIICAOBAHUC— KIIMHUYCCKOC UCCICIOBAHHUC, I10
pe3ybTaTaM KOTOPOIro COCTABJICH UTOTOBBIA OTYET KJIMHUYECKOIO HCCIICOOBAaHUAA,

4) uneHTU(UIMPOBAHHBIN PUCK — HEXKENATEIbHOE MOCIEACTBUE
(dapmakoTepanuu, s KOTOPOro MOJy4YeHO aJIeKBAaTHOE J1I0KA3aTeIbCTBO HATUYUS
B3aMMOCBSI3H C MT0103PEBAEMbBIM JIEKAPCTBEHHBIM PETapaToOM;

5) HHTCPBCHIIMOHHOC KIIMHUYCCKOC NCCICAOBAHNC — KIIMHUYCCKOC
HCCIICI0BAaHNC, B KOTOPOM CY6’B€KTaM HCCJICTOBAHUA BBIITOJHACTCS IIPOCIICKTUBHOC
Ha3Ha4YCHHUC OJHOT'O MJIM HCCKOJIBKUX MCANITMHCKHUX BMCIIATCIBCTB B BUAC
HpO(l)I/IJ'IaKTI/IT-ICCKOFO BMCHIATCIILCTBA, HA3HAYCHM JICKAPCTBCHHBIX IIPCIIapaToOB,
BBIIIOJIHCHUA XUPYPIHICCKUX BMCIIATCIILCTB, HOBGI[GH‘-IGCKOﬁ TCpaIln U Jpyrux C
LCJIbIO OLICHKH BIWAHHWA JAHHBIX BMCHIATCIIBCTB HA ITOKA3aTCIIN COCTOAHUA 3A0POBbA;



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 03.04.2023
aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 21.04.2023
o ‘ a [ ¥ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 03.04.2023

PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC IlaTa CKAUMBAHUS 21.04.2023

6) ucciemxyeMsblil mpenapaT — corjlacHo npuinoxenus «Ilopsnok npeacraBiaeHus
uH(pOpMAaIK MO0 OE€30MaCHOCTH B X0/I€ KIIMHUYECKUX UCCIIEI0BAHMI, TIO]T
UCCIIelyEMbIM MpernapaToM MOHUMAETCA Mpenapar, HaxoAqIuics B pa3padboTtke. B
pamkax nanHoro [Ipuiokenus TepMuH nMeeT Ooliee y3Koe 3HaU€HUE U HE BKIIIOUAET
npenapartbl CpaBHEHHS U 11a1eoo;

7) MeXIIyHapOIHAs AaTa 0J00peHUs pa3padaThiBaeMOro JIEKAPCTBEHHOTO
npenapata (MIOPJIIT) — nata nepBoro ogo0peHus st IPOBEICHUS
WHTEPBEHIIMOHHOTO KIIMHUYECKOTO MCCIIEIOBAHUS B JII000M U3 CTpaH MUPA;

8) HexKeNaTenbHbIC SIBICHHUS, MPECTABISIONINE 0COOBIM HHTEpEC —
HEeXeJaTeIbHOE SIBJICHUE, UMEIOIee 0COObI HaAYyYHBIN U METUIIMHCKUNA UHTEPEC
IPUMEHUTENBHO K UCCIIEyeMOMY TIperapaTy WiIn UCCIeI0BATeILCKON MTporpaMmme
CIIOHCOpa, TpedyIolllee HEMPEPHIBHOTO MOHUTOPUHTA U HE3AMEIITUTEIIbHOTO
UHGOPMUPOBAHHUS CIIOHCOPA CO CTOPOHBI UCCieaoBaTeNs. JJaHHbIe HeXKenaTeIbHbIe
SIBIICHUS MOT'YT MTOTPeOOBATh JAIILHEUIIIETO U3YUEHUS C IEbI0 HaJUIeKaIeh
XapaKTEPUCTUKH M OLICHKHU. B 3aBUCMMOCTH OT XapakTepa HEXKeJIaTeILHOTO SBICHUS,
MIPEJICTABIIAIONIETO 0COOBIN HHTEPEC, TPEOYeTCss CPOUHOE MpeCTaBICHIUE HHHOPMAITHH
OT CIIOHCOPA TPETHUM CTOPOHAM;

9) HEeMHTEepPBEHIIMOHHOE KIIMHUYECKOE UCCIIEA0BAHNE — UCCIIEIOBAHNE
(UcTiBITaHUE), KOTOPOE COOTBETCTBYET CIIEAYIOIIUM TPEOOBAHUSIM:

a) JICKapCTBEHHBIN Mpenapar Ha3HAYAETCs B COOTBETCTBUU C MHCTPYKIIUEH 1O
MEIULIUHCKOMY TPUMEHEHHIO;

6) PCHICHUC O HA3HAYCHHH INAIUCHTY OIIPCACIICHHOIO JICUCHUA HC IIPUHUMACTCA
3apaHeC COTJIaACHO IMPOTOKOJIY HUCCICAOBAHNA, HO COOTBETCTBYCT HpPIHSITOﬁ ITPAKTHUKE, U
Ha3HA4YCHHC JICKAPCTBCHHOI'O IIPCIIapaTa YCTKO OTACIICHO OT PCHICHNA O BKIIIOYCHUHU
ImanrcHTa B HCCIICIOBAHHC,

B) K IMaUCHTaAM HC ITPUMCHAIOTCA Kakue—1n0o JOITOJIHUTCIIBHBIC
AUArHOCTUYICCKUEC NJIM KOHTPOJIBHBIC ITPOUCAYPHBI, a JJISI aHaJIn3a IOJTYYCHHBIX JaHHBIX
HCITIOJIB3YIOT SIMNACMHUOJIIOTHYCCKHUC MCTOABI.

10) oxxunaemas 3¢ HeKTUBHOCTH (M0B3a) — 3P HEKTUBHOCTH (I10JIb3a), KOTOpast
erie He Obl1a yCTaHOBJIEHA JUISl UCCIIEAYEMOro MPOyKTa, HO 0KUAACTCS, UCXOIS U3
UMEIOITUXCS 3HaHUH 00 d(pdekTuBHOCTH (I10JIh3€) JAHHOIO KiIacca JICKapCTBEHHBIX
npenapaToB, JIMOO JaHHBIX MPEIMISCTBYIONIUX KIMHUYECKUX WA JTOKIMHUYECKUX
HCCJICJIOBAHUI;
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11) nporpamMma KIMHHUYECKOU pa3pabOTKH — COBOKYITHOCTh KITMHUYECKUX
UCCJIEIOBAaHUN OJHOTO U TOTO K€ MCCIIEYyEeMOro npenapara, BHE 3aBUCUMOCTH OT
MOKA3aHUI K HA3HAYEHUIO U JICKAPCTBEHHOUN (POPMBI;

12) mponomxaroiiieecs: KIMHUYECKOE UCCIIeI0BaHNE— KIIMHUYECKOE
UCCIIeIOBaHKe, C HAYaBIIMMCS BKIFOUEHHUEM CyObEKTOB HCCIICIOBaHUS, BHE
3aBUCUMOCTH OT €r0 MPUOCTAHOBKY WJIW 3aBEPIICHUS aHAIN34, [0 PE3yIbTaTam
KOTOPOI'0 HE MOATOTOBJIEH 3aKJIFOYUTEIIbHBIN OTUYET;

13) noTeHMaNbHbIN PUCK — HEXeNaTeIbHOE ToCceACTBIE (hapMaKoTeparuu, B
OTHOIIIEHUH KOTOPOT0 UMEIOTCS OCHOBAHUS JIJISl TTOJ03PEHUN 110 HAJTUYUIO B3aUMOCBSI3U
C JIEKapCTBEHHBIM MpernapaToM, OJJHAKO JJaHHAS B3aUMOCBSI3b HAJIJIEkKAITUM 00pa3oM He
ObLTa MOATBEPKIICHA;

14) perucTp — COBOKYITHOCTD JIAaHHBIX IO MAIlUEHTaM, XapaKTePU3yIOIIUXCs
KaKUM—JIN0O OJJMHAKOBBIM IIpH3HAKOM. JIaHHBIN MMPU3HAK MPECTABIsAET COO0M
3a00JeBaHUEe (PEruCTp MO 3a00JICBAHUIO) HIIH CTICITU(DUIESCKOE BO3ICHCTBUE
(JlekapcTBeHHBIN peructp). Peructp HampaBiieH Ha IPOCTIEKTUBHBIN cOOp
OTIPEICTICHHONW COBOKYITHOCTH JIAHHBIX IO MAI[UEHTaM C UCTIOJIb30BAHHEM
CTaHJIaPTU30BAaHHOTO OMPOCHHKA. JIeKapCTBEHHBIE PETUCTPHI HAIIPaBJIeHbI Ha COOp
JTAHHBIX HA TPOTSHKEHUHU OTPEIEIICHHOTO BPEMEHH I10 TIOMYJISIINH, TI0IBEPTaroIeiics
BO3/ICHCTBUIO U3y4aeMOI0 JIEKAPCTBEHHOTO CPEICTBA U (MJIH) 110 ONPEICICHHON
nomy sy, ITarmeHTs MOTYT OBITh BKITIOUEHBI B KOTOPTHOE UCCIICI0OBaHME IS cOopa
JAHHBIX O HEXKETIATESIBHBIX SIBJICHUSX C MPUMEHEHUEM CTaHIapPTU3UPOBAHHBIX
OTIPOCHHUKOB. PerucTpbl MOTYT OBITh MOJIC3HBIMU ISl YCUJICHHS CUTHAIa, OCOOCHHO IS
pPEIKUX HEKETATEIbHBIX PEaKITUH;

15) curnan — ua@opManus, NOCTYNAKIAs OT OJJTHOTO UM HECKOJIBKUX
VCTOYHUKOB, KOTOpas IPEAIOIaracT HAIMYue HOBOW MMOTEHIIMAIbHON IPUYMHHO-
CJIEACTBEHHOM CBSI3M WJIM HOBOT'O aCIEKTAa U3BECTHON B3aUMOCBSA3U MEKIY
BO3JICVICTBHEM JIEKAPCTBEHHOIO MPENAPATa U HEIKEIIATEIbHBIM SIBJICHUEM HJIN
COBOKYITHOCTBIO B3aHMOCBSI3aHHBIX HEXKEIATEIIbHBIX SIBICHU, OLIECHUBAaEMasl KaK
NOCTATOYHAs JJIs JAIbHENIINX AeMCTBUI MO Bepru(PHKaMU CUTHAIIA.

16) cnoHcop-uccaenoBaTesnb — GPU3NUECKOE JTUL0, KOTOPOE HUHULUUPYET U
BBINOJIHSIET KIIMHUYECKOE UCCIIEJOBAHUE CAMOCTOSITENIbHO JINOO C MHBIMU
MCCIIEJIOBATEIISIMU | TTO/I HEMTOCPEACTBEHHBIM PYKOBOJICTBOM KOTOPOTO BBITIOTHSIETCS
Ha3HA4YeHME, BblJIaya UM HCTIONb30BAHHUE UCCIIEyeMOro penapara cyobeKTaMu
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eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 21.04.2023

HUCCICAO0BAaHUA. B o0s3anHOCTH CIIOHCOpa—UCCICA0BATCIIA BXOAAT 00s3aHHOCTH KaK
CIIOHCOpAa, TaK U UCCIICAO0BATCIIA.

Ilaparpa¢ 2. Beenenne

2. llepuoanueckuii ananu3 uHGOPMAIINK 110 OE30MACHOCTHU NP BHITIOJTHEHUHU
KJIMHUYECKOH pa3pabO0TKH UCCIIeyeMOro pernapara UMeeT pellarolnee 3HaYeHHe st
HEMPEPHIBHOM OIIEHKHU pUCKa CyOBEKTOB UCCIIeN0BaHNs. BakKHBIM SBIIIETCS
o0ecriedeHne perysipHOro HHGOPMUPOBAHUS YIIOJTHOMOYEHHOTO opraHa PecmyOmmku
Kazaxcran u uHBIX 3aMHTEpECOBaHHBIX cTOPOH (KoMuccun mmo Bompocam 3THKH) B
OTHOIIEHUU Pe3yJbTaTOB JAHHOTO aHAJIM3a U MOJYUYEHUS JaHHBIX B OTHOIICHUHU
npoduis 6€30MaCHOCTU UCCIIETyEMOTO Mpernapara, a TakKe YBEJIOMIICHUS B
OTHOIICHUY JICUCTBUS, IPUHATHIX B OTHOIICHUH BO3HUKAIOIINX BOMIPOCOB 10
6e3onacHocTu. [leproanyeckuit oT4eT Mo 6€30MacHOCTH pa3padaThIBAEMOTO
(uccnemyemoro) nekapctBeHHoro npenapara (POB) sBisieTcst crangapTom AJist
NEPUOJUYECKON OTYETHOCTH IO pa3padaThIBAEMbIM (HCCIIEyEeMbIM) IIpernapaTam
(BKJTIOUAs 3apErUCTPUPOBAHHBIC MPENapaThl, IO KOTOPBIM MTPOJIOJKACTCS BHITTOJTHCHHE
pa3paboOTKM).

OcHoBHoii 1ienbio POB siBiisieTcst mpeAcTaBIeHUE HCUEPIIBIBAIONIETO U MTyO0KOTro
€XKerogHoro 0030pa 1 OLEeHKH UHPOpMaIIUU 1O 0€30MACHOCTH UCCIIETyEMOTO
npenapara, KoTopas Obljia coOpaHa Ha MPOTSXKEHUH OTYETHOTO MEPUOJIa BHE
3aBUCHUMOCTH OT €0 PETUCTPALIMOHHOIO CTaTyCca MOCPEICTBOM:

1) oLleHKM BO3MOKHBIX OTJIMUUA, TOJTYUYEHHOU 33 OTUETHBIN MEPUO] CHOHCOPOM
uH(popMaIK Mo 6€30MaCHOCTH OT MPEAIIECTBYIOUX 3HAHUN 10 MPOPUITIO
0€30IMacHOCTH UCCIIEyEMOTO MPOAYKTa;

2) onucaHue HOBBIX BBISIBICHHBIX aCMEKTOB MPOQuIsi 6€30MacHOCTH, KOTOPhIE
MOTYT OKa3aTh BIUSHUE Ha oOecrieueHrne 0e30MacCHOCTH CYObEKTOB HCCIIEIOBAHUS;

3) 0600111eHNEe TaHHBIX, IO TEKYIIEH OIIEHKE, U YITPABICHHUIO
UACHTU(UITNPOBAHHBIMH U TTOTCHITUATHHBIMHA PUCKAMH,

4) npencraBieHrue 0OHOBJICHUS IO COCTOSHUIO KIIMHUYECKOTO U3yUYECHUS WU
IPOrpaMMbl pa3pabOTKH U PE3yIbTATOB HCCIEIOBAHUSI.
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POB npencrasnser ynoaHOMOYEHHBIM OpTaHaM HH(POPMAIIUIO, TTO3BOJISIOIIYIO
MOJITBEPIUTH 0OecIeYeHnEe CIOHCOPOM Ha IIKAIIEr0 MOHUTOPHHTA U OIICHKU TaHHBIX
no npoduiito 6e3omacHocTH uccieayeMoro npenapara. B POb noanexar oTpaxeHuto
BCC HOBBIC aCIIEKTHI MPOQuIIs 0€30IMaCHOCTH, BBISBICHHBIC 32 OTYCTHBIN mepuo 1. POb
HE UCTIOJIb3YETCS B IEJISAX TIEPBUYHOTO YBEIOMIICHHS O 3HAYUMBIX HOBBIX JJAHHBIX T10
Oe3omacHOCTH JTMO0 B KauecTBE Cr1oco0a BHISBIICHUS HOBBIX aCIIEKTOB MPOUIIs
0€30MaCHOCTH.

OcHoBHoI1 BktouaeMoit B POb nndopMatineil aBisitoTcst JaHHbIE U PE3yJIbTAThI
KJIIMHUYECKUX UCCIIEAOBAaHUN JIEKAPCTBEHHBIX MPENapaToB U OMOJOTHYECKUX BEILIECTB,
BHE 3aBHCUMOCTH OT X PErUCTPALlMOHHOTO cTaryca. B cityyae nmpoomkeHus
KIIMHUYECKOTO U3YUYEHHUSI TIOCJIE PETUCTPALNM JIEKAPCTBEHHOT O ipenapara, POb
BKJIIOYAET TaK)Xe JaHHbBIC MOCTPETUCTPAIIMOHHBIX UccieqoBanuii. POb HampaBiieH Ha
OIIEHKY HcclieryeMoro (pa3pabaTbiBaeMoro) npemnapara, iHGopmalus rno npenaparam
CpaBHEHUS U TUTAae00 B HETO BKIIFOYAETCS TOJIHKO B Ciiydae 0€30MacHOCTH CyOhEeKTOB
UCCIIEJOBAHUS.

B POb Bxutouaercst unopManius rno 6€30macHOCTH, oJiydaemasi B X07Ie BCeX
MPOJIOKAIOIIUXCS KIMHUYECKUX UCCIICIOBAHUM M MHBIX UCCIIEIOBAHUM, BBITIOIHIEMBIX
WJIM 3aBEPILIEHHBIX CIIOHCOPOM Ha MPOTSHKEHUU OTYETHOTO MEPHO/IA, BKIIOYAS:

1) KITMHUYECKHUE UCCTIEAOBAHMS pa3padaThIBAEMOTO (MCCIIEeyeMOoro) mpenapara
(papmaxosiornueckue ucciieJOBaHus y YeJI0BEKa, TEPANEBTUUECKUE TTOMCKOBBIE
UCCIIEJIOBAHUS U TepaneBTUUYECKUe noaTBepxkaatonme uccnenoranus [Daser [-111]);

2) KIIMHAYECKHE MCCIICIOBAHUS 3apETUCTPUPOBAHHOTO JICKAPCTBEHHOTO
nperapara 1o o00pEeHHBIM IMOKa3aHUIM (MCCIICIOBAaHUE TEPATIEBTHYECKOTO
npumenenus [Paza [V]);

3) TepaneBTUYECKOE MPUMEHEHHUE UCCIEAYEMOTro Ipenapara (IporpaMmsl
PaCIIMPEHHOI0 JOCTYIA, IPOrPaMMbl IPUMEHEHUS B CBA3U C UCKIOYUTEIbHBIMU
00CTOSATENBCTBAMH U3 COOOpPaXKEHUI COCTpalaHus, IPOrpaMMbl COCTPAAATEIBHOIO
J0CTyIa, IPOrpaMMbl HHANBUIYAJIBHOTO JOCTYyIA IO 3alpocy Bpaya);

4) KIMHUYECKUE UCCIIEA0BaHUs, IPOBOAUMBIE JJIsSI MOIEPKKU U3MEHEHU I
MpOoLIECCa MPOU3BOJICTBA JIEKAPCTBEHHOTO CPEICTRA.
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POB Taxxe BKIItOUaeT WHBIC TaHHBIE, KOTOPBIC SBJISIFOTCS 3HAYUMBIMU B
OTHOIIIEHUH 0€30MaCHOCTU pa3padaTbiBaeMoOro (UCCIeayeMoro) npemnapara, B TOM
YHUCIIE CASAYIOMNUX JaHHBIX:

1) HaOIrOMaTENBHBIX U AIUAEMHUOIOTHUCCKUX MCCIICI0OBaHUIT;

2) TOKIMHUYECKUX UCCIEIOBAaHUH (TOKCHKOJIOTHUECKIE UCCIICIOBAHUS U
HCCJIEIOBAHUS BHE ’KUBOT'O OpraHusma (in vitro));

3) npyrux PObB, KoTopble UMEIOT OTHOIIEHUE K UCCIIEIyEMOMY IIpenapary;
4) npou3BOACTBEHHBIX U MUKPOOHOJIOTUYECKUX N3MEHEHHUI;
5) HegaBHO OMyOJIMKOBAHHBIX B MEAUITMHCKOMN JIUTEPATYPE;

6) KIMHUYECKUX UCCIIeI0BAHUM, TTO pe3ybTaTaM KOTOPHIX ObLiIa BHISIBIICHA
HeAo0cTaToYHas 3PPEKTUBHOCTD, YTO MOTJIO OKa3aTh HEMOCPEICTBEHHOE BIUSHUEC Ha
0€30MmacHOCTh CyOBEKTOB HCCIIeOBaHUS (YXYyAIIEHNE OCHOBHOTO 3a00JI€BaHNUS B
Clly4ae Cephe3HOU WITH YTPOKAIOIIEH KU3HH MTATOJIOTHH);

7) HNHBIX HCTOYHHMKOB JaHHBIX ITO 0€30IaCHOCTH aHAJIOTUYHOTO
TCPAIICBTUYCCKOI'O KJj1acca,

8) KIIMHUYECKUX UCCIEOBAHUM, MPOBEICHHBIX TApTHEPAMU CIIOHCOPA 10
pa3paboTKe, €CIIM ATO MPEAYCMOTPEHO JOTOBOPHBIMU COTJIAIIICHUSIMHU.

Maparpa¢ 3. O0mme NPpUHIMIIBI

3. C uenbio obecrnedeHrsi HICYEPIBIBAIOIIETO aHAIN3a U MPEACTABICHUS TaHHBIX
110 0€30IMaCHOCTH MCCIIeyeMOro MperapaTa CIIOHCOp npeacTaBiseT eaunablii POB,
BKJTFOYAOIIHI TAHHBIE TI0 BCEM JIEKAPCTBEHHBIM (hOpMaM | TIO3UPOBKAM, ITOKA3aHUSIM K
Ha3HAYCHUIO, UCCIICTyEMBIM MONYJISIUAM. B ciyuasx, Koraa 3To He NMpecTaBIIsIeTCs
BO3MOXHBIM (KOT/Ia TaHHBIE HEJOCTYIHBI CIIOHCOPY ), CIACAYET PEICTABUTh
COOTBETCTBYIOIIEE OOBICHEHHE BO BBOJIHOM YaCTH OTYETA.

B ciyuae, eciiu B pazpaboTke HccieayeMoro npenapara yyacTByer 60jee 0HOro
CIIOHCOpPA, B YaCTHOCTH IIPH BBIIIOJHEHUH COBMECTHON pa3pabOTKH UM HA OCHOBAHUU
MHBIX JIOTOBOPHBIX COTJIAIEHNH, CIIOHCOpPaMU IpenocTasisaercs enuasii POD.
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4. Hauajio exeroaHoro rnepuo/jia no npeACcTaBICHUIO OTYETa ONIPELsAeTCsS B
cootBercTBUM ¢ MJIOPJIII. Mecsu u nata MJIOPJIII siBisitoTcst JaToM Hayaja OTcyeTa
rogoBoro nepuoja s nogaun POB.

B cnydae nmpoBeseHMs NEPBOro KIMHUYECKOTO UCCIEN0BAaHUS HA TEPPUTOPUN
CTpaHbl, B KOTOPOH OTCYTCTBYET O(pHUIMATIbHAS IPOLEAYPa 0A00pEHUS KIMHUUECKOTO
UCCIIEJOBAHUS, CIOHCOPOM HAa3HA4aeTCsl COOTBETCTBYIOIIAS AaTa, CBA3aHHAs C HA4YaJIOM
NEPBOro KJIMHUYECKOT0 UccienoBanus. g Bcex cTpaH, B KOTOPBIX BBIIOJHSIIOTCS
KJIMHUYECKHUE UCCIIEOBaHMsI UCCIIENYEMOTO IIpenapaTa, MoAIepKUBaeTCs U
ucnoisb3yercs ennaas MJIOPJIII nmpu noaroroske POB.

JlaToit okoHuaHusi coopa nanusix PODb siBiisieTcst mocieAHui 1€Hb OTYETHOTO
NEPHO/Ia, COCTABIISIONIETO OJUH ToA. [ y1oOcTBa BHINMOTHEHUS aIMUHUCTPATUBHBIX
IPOLEIYP IO KEJTAHUIO CIIOHCOPA JAaTOM OKOHYaHUS cOOpa JaHHBIX ONpPEAEIIAeTCS
NOCJIeAHUN IeHb Mecslla, npeamectyroniero M/IOPJIIL.

B cnydae mpoioKeHrs BHITTOTHEHHS IPOTPaMMBbl KITHHUYECKOHN pa3padoTKu
JIEKapCTBEHHOTO Ipenapara Ha Tepputopun Pecy6nuku Kazaxcran nocne ero
rOCyJapCTBEHHOM PETHCTPAIIMU, B COOTBETCTBUH C TPEOOBAHUSIMU 3aKOHOATEIIHCTBA
Pecny6nuku Kazaxcran, npencrasinsatorcst kak POb, Tak 1 nepuoinyeckue 0T4ETHI 110
oe3onacHoctu uccneayemoro npemnapara (ITOB). Ilo xxenanuto cnoncopa POb
MOATOTaBIUBACTCS UCXOAS U3 MEXKIAyHapoaAHOU natel peructpanuu (M/IP),
ucnonbzyemoii B [1OB, 4To mM03BOJUT CUHXPOHU3UPOBATH AAThI MTOJAYH 000UX
NEPUOJANYECKUX OTUETOB. B cilyuae CMHXpOHU3AIUMU JaT MOAa4U MEPUOTUUECKUX
OTYETOB, OTYETHBIN NEPUOJ IS CIAEAYIOUIErO MEPUOTUYECKOTO OTUETA 10
0€30MacHOCTH UCCIIEAYEMOr0 IIpenapara He MPEBBIIIAET OJUH TO/I.

POB npencrasnsiercs ynoiHoMoueHHOMY oprany Pecnyonuku KazaxcraH, Ha
TEPPUTOPHUH KOTOPBIX IPOBOJATCS KIMHUYECKHUE UCCIIEA0BAHMS (UCTIBITAHUA)
UCCIIENYyEMOT0 IIpenapara, He no3aHee 60 KaJeHIapHbIX THEW OT JaThl OKOHYAHUS
cOopa JTaHHBIX.

5. IIponomkurensHoCcTh Nogaun POb onpenensiercs TpeOOBaHUAMU
3akoHoAaTenbcTBa Pecnyonuku Kazaxcran. Eciu B oTAenpHOM CTpaHe WM perioHe B
COOTBETCTBUHU C TPEOOBAHUSIMU JIOKAJIBLHOT'O 3aKOHOIATEILCTBA MPEKpaIlaeTcs mojgada
POB, cnoncopy cieayert caenaTth ykazaHue, 4yTo 3akiaounTeabHbid POb sBisieTcs
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NOCJIETHUM €KETOAHBIM OTYETOM I HccleayeMoro npenapara B PeciyOmnuke
Kazaxcran. CnoHCOpy TakxKe clIeIyeT CAENaTh YKa3aHUE O HAIMYHUH MPOJOJIKAFOIIUXCS
KJIIMHUYECKUX UCCIIEAOBAaHUMN B IPYTUX CTPaHAX.

IHaparpa¢ 4. lloaroroBka n npeacrasiaenne POb

6. CrloHCOp KJIMHUYECKOTO MCCIEN0BAHUS OTBEYAET 3a MOJATOTOBKY, COIEPKaHHE
u nogauy POb. CioHcop nMeeT npaBo JIeIerupoBaTh BBIIOIHEHHE PA0OT MO
noaroroBke POb TpeTbell cTopoHEe, KOHTPAKTHOM MCCIIEI0BATEIBLCKON OpraHu3aliu.

B ciyuae, korzia cnoHcop He UMeET JocTyna K MHpOpMaliy, BKIFOYaeMOH B
onpeaeneHHsle pasaensl POb, cioHcop-nccienoBaTens He pacnoaraeT nHpopManuen
10 aCIeKTaM IPOU3BOJICTBEHHOIO MPOIIECCa, TAHHBIM JOKINHUYECKUX UCCIIEI0BaHNN,
uH(pOpMAIMK M0 PETUCTPALIUU JIEKaPCTBEHHOr0 MpernapaTa, OTMEYaeTCs
COOTBETCTBYMOIIEE yKa3aHue B POB.

7. B ciydae BBITIOTHEHHS KITMHUYECKOTO MCCIICIOBAHUS HUITH IPOTPAMMBbI
pa3pabOTKN HECKOJIBKUMHU CIIOHCOPAMHU, CTOPOHBI OPTaHMU30BBIBAIOT MOJTOTOBKY
equnoro POB. JlanHoe TpeboBaHuE pacripoCTpaHSIETCS MPU HAJTMYUU Yy CIIOHCOPa
O(UITMATBHBIX JOTOBOPHBIX B3aUMOOTHOIICHHH 0 COBMECTHOM pa3paboTKe WK
JIUTEH3UOHHBIX B3aUMOOTHOIIIEHUN ¢ OAHOM Wik 00jiee CTOpOHAMH, JTUOO B Cilydae
BBITIOJTHEHUS OTACIBHBIX KIMHNYECKUX UCCIEAOBAHUHN HIIA TTPOTPAMMBI pa3padOTKu
JIEKapCTBEHHOTO TIpenapara ¢ BOBJICUCHUEM rOCYJapPCTBEHHBIX U YaCTHBIX
OpTraHU3aIlNNA, JEITOBBIX MAPTHEPOB WM MHBIX CTOPOH. B 3THX caydasx COHCOP
pacroJiaraeT MUCbMEHHBIMH COTJIAIIEHUSMH, OTIPEIEIISIONIMMU MTOPSIIOK 0OMEeHa
JTAHHBIMH | JIETATBHOE pacupeieieHue 00s3aHHOCTEH 110 TIOJITOTOBKE M
npencrasieHuo POB.

B ciyuae, xoraa opranuzanus npeactasienus enuHoro POb He npeacTaBusiercs
BO3MOKHOW, HECKOJIBKO CITOHCOPOB MPUXOIAT K COMIAIICHUIO O TOAA4Y€ OTAEIbHBIX
POB Ha oguH u TOT %e pa3pabdaTbiBaeMblil penapat. JlaHHas cuTyanus BOZHUKAET,
KOTJIa pa3JInYHbIE CTOPOHBI UCCIENYIOT pa3padaTbiBaeMblii IIpenapaT 1o pa3HbIM
MOKA3aHMIM, 110 Pa3HbIM crioco0am BBeJEHUs, JTMOO0 C UCIOIb30BAHUEM PA3IMYHBIX
nexapcTBeHHBIX hopm. B kaxxnom cimydae, B POb npuBonutcs o6ocHOBaHue
IIPEACTABIECHUS OTJIEIbHBIX OTYETOB.
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8. POb nns komOuHupoBaHHOM Tepanuu. [lockonbKy KIMHUYECKas pa3padoTKa
KOMOUHHMPOBAHHOM Teparuu COMpshKeHa C PsIZIOM MOTSHIIMATBHBIX CII0KHOCTEH,
Hacrosuid CTaHaapT HE IPEeIyCMAaTPUBAET BCE BO3MOKHBIE aCIIEKThI JAHHOU
cutyanuu. CoHCOpY CIeAyeT ONpeenTh Hanbosee MpueMIeMblil BApHaHT
noarotoBku POb Ha ocHOBaHUM OLIEHKH psifia (haKTOPOB, BKIFOUAS MOMYJISIIUIO
MAIMEHTOB, MOKa3aHUs K HA3HAYCHUIO, JICKAPCTBEHHYIO (OpMY, a TaAKKE YCIOBUS
MPOBECHUS KIMHUYECKUX UCCIIEIOBAHUI M 3aKOHOIaTeNIbCTBO PecryOnnku
Kazaxcran. B oruere nmpuBogutcs 000CHOBaHUE BEIOPAHHOTO TIOIX0/1A.

ITo KITMHUYECKUM HCCIICIOBAHUAM (DHKCHPOBAHHBIX KOMOWHAITHI
npeacTasisercs eauablii POb (nmpu Ha3HaueHWM Kak MUHUMYM JBYX JICHCTBYIOIINX
BEILIECTB B (DMKCUPOBAHHOM J103€ B OJIHOM JeKkapcTBeHHOM (hopme). Eciiu cioHcop
TaK)Xe TPOBOJIUT KIIMHUICCKHUE MCCIICTIOBAHUS OTACIBHBIX KOMIIOHECHTOB, BXO/ISIIHNX B
cocTaB (puKCHUpOBaHHOM KOMOMHAILIUU, OTAeIbHBIE POB npeacTaBistoTcs A1 KaX0ro
KOMITOHEHTa. MIMerorye oTHOIIeHHE JaHHbIe u3 Kaxkaoro POb 06o061marorcs B
COOTBETCTBYIOIIEM pazzeie Apyrux POb (cmorpute myHKT 29 HacTosIiero
[Ipunoxenus).

I[J'ISI I/ICCJ'IeI[OBaHI/If/'I, KOTOPBIC BKIIIOYAIOT MHOTOKOMITOHCHTHYIO TCpaIiuro, ric
KOM6I/IHaHI/II/I JICKaApCTBCHHLIX CPCACTB HC ABJIAIOTCA (l)I/IKCI/IPOBaHHLIMI/I, CIIOHCOP
T'OTOBUT:

1) PObB a1 KOMOMHUPOBaHHOM Tepanuu;
2) POb miist ogHOTro Mt 60Jiee MHANBUIYAJIbHBIX KOMIIOHEHTOB;

3) B 1aHHOM ciiy4yae uH(popMaIus o KIMHUYECKUM HUCCIeI0OBAHUSIM
MHOTOKOMIIOHEHTHOM Tepanuu Bkitodaercs B POb Ha oquH win Bce KOMIIOHEHTHI.

[Tpumepsl ctparerun noarotoBku PObB ni1s KoOMOMHUpPOBaHHOM Tepanuu:

KombunnpoBanHast Tepanus, Ha3Ha9aeMas B KIMHUYECKUX HCCIIEI0BA- POb
HUSX

Uccnenyewmsiit mpenapat (A) + 3aperucTpUpOBaHHBIN JeKapCTBEHHBIN Enunstit POb Ha komOuHupoBannyto Tepanuio (A + X +Y + Z)

npenapar (X, Y, Z) Win

POB Ha uccnenyemslii npenapat (A), BKIFOYAIOIINIA JaHHBIC IO
KOMOWHHPOBAHHOM Tepariu

JlBa uccnenyembix npenapata (A) + (B) Enunbiit POb Ha koMOMHMpOBaHHY10 Tepanuio (A + B)
W

nBa otaenbHEIX POB Ha (A) n (B), B Kakaplif U3 KOTOPBIX BKITIO-
YalOTCs TAHHbIE 10 KOMOMHUPOBAHHOM Tepanuu

JIBa (nm Gostee) 3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX TIpenapaTa B Enuneiit POBb Ha xomOnHUpoOBanHyto Tepanuio (X + Y + Z)

KavecTBe uccienayemoii kombunanuu (X, Y, Z)
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IMaparpa¢ S. CnpaBounasi uHpopmanus 1mo 6e30MaACHOCTH

9. B nensix onpeneneHus COOTBETCTBUS MOIYy4aeMON Ha MPOTSKEHUU OTUETHOTO
neproja nHGopMaIHK 1Mo 6€30MaCHOCTH UMEIOIIMMCS TaHHBIM 0 MPOGUITIO
0€30MacHOCTH UCCIEAYEMOT0 Ipenapara uCIoJIb3yeTcsl IEUCTBYIONIAs Ha HaYallo
otuetHoro nepuoaa bU. B cooTBerctBytoem paszaene POb crnenyer caenars ykazaHue
HOMEpa BepcuM U 1atbl bM, KoTOpas UCNONb3yeTcsl B KAYECTBE CIIPABOYHOU
uHbopmaru mo 6e30macHoCcTH. B cirydasix, cormacHo 3aKOHOIAaTenbCTBY PecnyOnmuku
Kazaxcran BU, He Tpebyercs, B kauecTBEe CPaBOYHON HH(POpMaLIUU 110 O€30MaCHOCTH
MCIIOJIb3YETCSI COOTBETCTBYIOIIAS MHCTPYKIHUS IO MEIULIMHCKOMY TPUMEHEHHIO.

B xauecTBe cipaBouHON UH(pOpMAIUU 110 OE30MACHOCTU UCTIONB3YETCS OJIUH
nokymeHT. [Ipu onpenenennsix oocrosTenbeTBax B POb ucnonb3yercs 6osee oqHOTO
JIOKYMEHTA B KaueCTBE CIIPaBOYHOM MHGOPMAIIUHU 110 OE30MaCHOCTH (B CIIydasx
noarotoBku POB miist uccnenyemoro npenapara, KOTOPbIA TPUMEHSIICS KaK B KQUeCTBE
MOHOTEpaIuu, TaK U B COCTaBE KOMOMHUPOBAHHOMN TEPAIHH).

Ecnu Ha mpoTsHKEHUM OTYETHOTO IEPUOIA BBINOJHsIICA niepecMoTp bU, u oHa He
IIPEACTABISIACH PAHEE B COOTBETCTBYIOIINN SKCIEPTHYO OPraHU3aLNI0, CIOHCOP
npeAcTaBisieT Konuio Tekyie Bepcuu bU B kauectBe npunoxkenus k POB.

IMaparpa¢ 6. TpeboBaHMsi K COCTABY U COAEPKAHUIO IEPUOINYECKOT0 OTUYETA 1O
0e301IaCHOCTH HCCJIeyeMOoro npemnapara

10. TutynbpHas cTpaHULa COAEPKUT NOpsiAKOBbIM HoMep POB, Ha3BaHue
UCCIIENYyEMOT0 IIpenapara, OTYETHBIN IIEPUOJ, 1AaTy COCTABIICHHS OTYETA, HA3BAHUS U
ajipeca CIIOHCOpa, 3asBJICHUE O KOH(PUIEHIIMAIIbHOCTH HH(OPMALIUU, COAEpIKaIlIeics B
POb u npenocrepexenue, uro POb conepkuT naHHble ¢ paCKpbITBIMUA KOJTAMHA
pPaHIOMU3ALUN.

11. Kparkoe uznoxenue ocHoBHoro POb BMecTe ¢ TUTYIbHOM CTpaHuULIEH
CIIY>KUT CaMOCTOSITEJIbHBIM JIOKYMEHTOM, MOJXOASIINM Tl mojaun B Komuccuro mo
BOIIPOCaM ITUKH. B paszmen BKIIOYAIOT KPAaTKy0 WHGOPMAITHIO TT0 HanOoJiee BAXKHBIM
JTAHHBIM, UMEIOIIMMCS B OTYETE: HOMEP OTYETa U OTUETHBIN Mepuo, KpaTkas
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XapaKTEPUCTHUKA MCCIICTyeMOT0 TperapaTa, €ro MEXaHu3M JICHCTBUS,
bapmakoTepaneBTUYECKUH KIAcc, MOKa3aHUs K MPUMEHEHHIO, CIIOCO0 BBEICHUS,
PEXKUM T03UPOBAHUS, JICKAPCTBEHHBIC (JOPMBI; OIIEHKA KOJIMUECTBA CYOBEKTOB
WCCJICIOBAHUS, TTOABEPTIITNXCS BO3JACHCTBUIO UCCIEAYEMOTO IIpenapara;
PETHCTPAIMOHHBIA CTATYC C YKa3aHUEM KOJIMYECTBa CTPaH, €CIIM OH 3apETHCTPUPOBaAH;
KpaTKoe U3J0KeHUue 0000IIeHHON OIIeHKH Mpoduiisi 6€30MaCHOCTH; KPaTKOe
U3JI0’KEHUE BXKHBIX PHCKOB; MEPBI, IPUHATHIC B CBSI3U C IAHHBIMHU IO 0€30IaCHOCTH,
BKJTIOUAs CYIIECTBEHHBIE H3MEHEHHsI B OPOIIIOPE UCCIIeI0BATENS; 3aKITI0UCHNE
(BBIBOABI).

12. OrnaBnenue.

13. BBenenue BKIIrOYaeTCs Cleayromias nHhopMaIus:
1) MJOPJIIT nnu MIP;

2) oTueTHBIN epuoa U nopsakoBsii Homep POB;

3) XapaKTepHUCTHUKa UCCIIETyEMOro MpernapaTa — MEXaHUu3M JEHCTBHUA,
(apMakoTepaneBTUYECKUH KiIacc, CIOcO0 BBEICHUS, PEKUM J1I03UPOBAHUS,
JIEKapCTBEHHBIE (POPMBI;

4) KpaTKo€ ONMCaHue NOKa3aHUM K MPUMEHEHHIO U UCCIIETyEMBbIX NOMYJISLINNL;

5) KxpaTkoe omHcaHue XapakTepa ¥ BpeMEHHOW HAIPaBICHHOCTH KIIMHHYECKUX
WCCJICIOBAaHUM, BKIIFOUCHHBIX B OTUET, (BCe KIIMHMYECKHUE HCCIICIOBAHUS UCCIIETYEMOTO
npenapara);

6) KJIMHUYECKHUE UCCIIEOBAHMSI 110 OIIPEIETICHHOMY IT0Ka3aHUIO; UCCIIET0BAHUS
KOMOMHUPOBAHHOW TE€panuu;

7) KpaTKOe ONMCaHUE U MOSACHEHHs B OTHOIIEHUH KaKOK-1100 nH(pOpMaIuH,
KOTOpasi He ObljIa BKJIIOYEHA B OTUET (HEMpeICTaBlIeHUE YacTh HH(OpMaLUU 10
0€30MaCHOCTH MapTHEPaAMH IO pa3pabOTKe UCCIIETyEMOro Mpenapara);

8) obocHoBaHue npecTapieHus Heckoabkux PODB aiig ogHoro nccnegyemoro
npernapara.

14. Pa3nen perucTpalldOHHbBIN CTaTyC B MUPE MPEJCTABIISIETCS KPATKOE
U3JI0KEHNE COCTOSHUS M0 PErUCTPAlMOHHOMY CTaTycy, BKiItouas: M/IP,
3aperuCTPUPOBAHHOE NMOKA3aHUE K TPUMEHEHUIO, 0J00OPEHHBIE J03HI,
COOTBETCTBYIOLIME CTPAHBL.
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15. Paznen mepbl, NpUHSTHIE 32 OTYETHBIN IEPHO/I, B CBSA3H C JAHHBIMU 110
0€e301acHOCTH BKJIIOYAET ONMCaHUE MEp, MPUHATHIX 3@ OTYETHBIHN MEPUO]] CIOHCOPOM,
yIOJHOMOYEHHBIM opranoM Pecry6nuku Kazaxcran, HezaBucumoii rpynnoi mo
MOHUTOPUHTY JaHHbIX, KoMuccueil no Bonpocam 3THKHU B 1eJIAX 0€30M1aCHOCTH,
KOTOpBIE OKa3aju BIUSHUE HA MPOBEJICHUE ONPEEICHHOT0 KIMHUYECKOTO
UCCJIEJOBAHNS WM HA IPOrpaMMy KIMHUYECKOW pa3paboTku B 1ies1oM. B paznene
YKa3bIBAIOTCSl OCHOBAHUS JJIsl IPUHATHUS MEP, a TAKKE BO3MOKHBIE U3MEHEHUS 110
paHee IpUHATHIM MepaM (BO300OHOBIIEHNE KIIMHUYECKOTO UCCIEI0BAHUS TTOCIE
IPUOCTAHOBKH). Mepbl, MPUHSTHIE B 1IENAX 0€30MaCHOCTH, MOTYT BKJIIOYaTh, HO HE
OTrpaHUYMBAIOTCA CIAEAYIOIIUMHU MPUMEPAMU: OTKA3 CO CTOPOHBI YIIOJTHOMOUYEHHOTO
oprana PecnyOnuku Kazaxcran wim Komuccnn mo BonpocaM 3TUKH B pa3pelIeHUN
IPOBEJCHUSI KIIMHUYECKOTO UCCIIEI0BAaHUS 10 ATUUECKUM BOIIPOCaM MJIU acleKTam
0€30MacHOCTH, YACTHUYHAS WJIU TIOJIHAS TPUOCTAHOBKA WIIH MPEXKIEBPEMEHHOE
IpEKpalleHne KIMHUYECKOr0 UCCIEA0BaHMs 10 MPUYMHE MMOTYYEHUsI HOBBIX JAHHBIX 110
0€30MacHOCTH WM HETOCTATOUYHON 2P(HEKTUBHOCTH UCCIEAYEMOI0 Mpenapara; OT3bIB
UCCIIelyEMOT0 IpernapaTta WiK IpernapaTta CpaBHEHMsI; 0TKa3 B FOCYJapCTBEHHOM
PETUCTpALUU IO UCCIIETYEMBIM IOKa3aHUSIM K IPUMEHEHUIO0, BKIIIOUYas 100pOBOJIBbHBIN
OT3bIB 3a5BJICHUS HA MIPOBEACHUE IOCYIAPCTBEHHOMN PErUCTPALMK; BBEEHUE MEP 10
YIPABJICHUIO PUCKAaMU — BHECEHHE MOIPABOK B IIPOTOKOJI B CBA3M C aACHEKTaMU
0e3omacHOCTU WK 3PHEKTUBHOCTU UCCIEAYEMOI0O Mpenapara, BKIo4asi U3MEHEHHE
peXuMa J103UpOBaHUs, KPUTEPUEB BKIIFOUECHHS WJIA UCKIIFOUECHHSI, BBEJCHUE
JIOTIOJIHUTEIBHOIO MOHUTOPUHTA, OTPAaHUYEHHUE AJTUTEIbHOCTH BO3ICHCTBUS,
OTrpaHUYEHMS UCCIIETyEeMOW MOMYJIALMH UM TOKA3aHUM K IPUMEHEHUIO; U3MEHEHUS
MH(GOPMUPOBAHHOTO COTJIACHsl; U3MEHEHUS COCTaBa Ipernapara; BBeIeHue
YIOJHOMOYEHHBIMU OpraHaMu JIOMOJHUTENbHBIX TPEOOBAHUI 110 MIPEICTABICHUIO
uHbOpMaIUH MO 6€30MaCHOCTH; MOATOTOBKA JOTIOJIHUTEIHLHON HHPOPMAITUU TS
UCCIIEZIOBATENEH U MEAUIIMHCKUX PA0OTHUKOB; IJIAHUPOBAHUE HOBBIX UCCIIEJOBAHUM 110
U3YYEHUIO acCleKTOB Npoduist 6e30nacHOCTU. B cirydae Ham4us rocyjapCTBEHHOM
pEerucTpanny, TakKe BKIFOYAIOTCS MEPBI B OTHOLIEHUH 3apErMCTPUPOBAHHOIO
JIEKapCTBEHHOTO IIpenapara: 0TKa3 CO CTOPOHBI YIIOJIHOMOUYEHHBIX OPTaHOB B
NOATBEPKIACHUU PETUCTPALIMH; IPUOCTAHOBKA PETMCTPALIMU WIH OT3bIB C PHIHKA;
IPUHATHE YTIOJTHOMOUYEHHBIMU OpraHaMH Mep 10 YIPaBICHUIO PUCKAMU —
CYILIECTBEHHbIE OTPAaHUYEHHMS B OOpAIlleHUH; CYyLIECTBEHHbIE H3MEHEHUS B HHCTPYKLUU
110 MEIULIMHCKOMY ITPUMEHEHUIO, KOTOPBIE MOTYT MOBJIUATH HA IPOrpaMMy
KJIIMHUYECKOH pa3paOOTKH; MOATOTOBKA JOMOJHUTENBHOW HH(POPMALIUU U APYTHE MEPHI
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MHWHUMMU3AUN PUCKA, HABHAYCHUC YIIOJTHOMOYCHHBIMU OpraHaMu AOIMOJITHUTCIIbHBIX
IMOCTPCTUCTPALNOHHBIX I/ICCJ'IG,Z[OBaHI/Iﬁ MJIN UHBIX I/ICCJ'IGILOBaHI/Iﬁ ITO OLICHKC aCIICKTOB
HpO(i)I/IJ'ISI 6C3OHaCHOCTI/I, BKJIIFOYasad JOKJIMHHUYCCKHUC UCCICAOBAaHUA.

B sTOT pazmen Taxke BKIIOYAIOTCS 3aMPOCHl YITOJTHOMOYEHHBIX OPTaHOB,
KOTOPBIE BBOJST OIPECIICHHBIE OTPAHNYCHHS B OTHOIIICHUH TEKYIIEeH UITH
TUTAHUPYEMOH MporpaMMbl pa3pabOTKH UCCIIeTyeMOro mpemnapaTa, TpeboBaHue
IIPOBEICHUS ITUTSIIBHBIX TOKIMHUISCKUX UCCIICIOBAHUI O HaYama JOJITOCPOTHBIX
KIIMHUYECKUX MCCIIEIOBAHUMN, 3alIPOC O MIPEICTABICHUN CTIENU(PUUECKUX JaHHBIX IO
0e30MmacHOCTH J0 Havaja MmeIuaTpudecKoro ucciaenoBanus. Jlannas napopmaus
npecTaBiseTcs B popme 0000IIEHHOTO MePEYHs ¢ YKazaHueM OOHOBIIEHUH MO TAHHOM
uH(OpPMAITUH, €CITA ATO TPUMEHUMO.

16. Paznien n3MeHeHusl, BHECEHHbBIE B CIIPABOYHYIO0 HHPOPMALIUIO 110
0€30MacHOCTH UCCIEAYEMOT0 IIpenapara BKIIOYAET epeueHb U3MEHEHU, KOTOPbIE
OBUTH BHECEHBI 32 OTYETHBIN nepuo1 B BU wiu nnyto cripaBouHyto HHPOpPMAIIUIO 110
0€30MacHOCTHU B CBSI3U C HOBBIMH acleKTaMu Npoduiisi 6€300acCHOCTH UCCIEAYEMOT0
npemnapara. JlaHHble U3MEHEHUSI MOTYT KacaThCs, HO HE OTPAaHUYUBAIOTCS,
CIEAYIOIIMMU IPUMEPAMH: U3MEHEHNE KPUTEPUEB UCKIIFOUEHUS, TPOTUBONIOKA3AHUM,
Mep IPEAOCTOPOKHOCTH M OCOOBIX YKAa3aHUM, MEPEUHS CEPbE3HBIX HEXKEIATECIbHBIX
peaKkiMii U HeXKeNaTeNIbHbBIX SIBICHUM, MPEACTaBIISIONUX 0COObI HHTEPEC,
JIEKaPCTBEHHBIX B3aMMOJICVCTBHM, a TAKXKE BAXKHBIE JAHHBIE, ITIOJYYEHHBIE B XO/I€
JTOKIHHUYECKUX uccneaopanuil. [logpobdHas nabopmarus mo J1aHHBIM H3MEHEHUSM
MPEJCTABISAETCS B COOTBETCTBYIOMINX pazaenax POBD.

17. B paznene nepedeHs NpoAoKarOIUXCs U 3aBEPIICHHBIX B OTYETHOM
NEPHOJIE KIMHUYECKUX UCCIIETOBAaHUI IPEICTABIAECTCA KpaTKas HH(GOpMaLHs 10
IIPOIOJIKAIOIIMMCS U 3aBEPILICHHBIM B OTYETHOM IEPUOJIE KIMHUYECKUM
UCCJIEIOBAHUSM C MPEACTABICHUEM B IPUIIOXKEHHUH K OTUETY JIeTalbHOU HHPOpMaLun
10 UCCJIEIOBAHMAM B TaOIMUYHOM (popMe MO CIeAyIOLUM pa3ieiam:
UACHTU(UKALIMOHHBIN HOMEp U (aza UcCaeOBaHUS; CTATyC BBIOJIHEHUS —
IIPOIOJIKAIOIIEECS UCCIIEN0BAHUE; KIIMHUYECKOE NCCIEI0OBAHNE HAYAIIOCH;
KJIMHUYECKOE UCCIIEA0BAaHUE HaYajI0Ch, HO B HACTOSIIEE BPEMs IIPUOCTAHOBIIEHO;
KJIINHUYECKOE UCCIEA0BAHUE 3aBEPIIEHO, HO OTYET MO KIMHUYECKOMY HCCIIETOBAHUIO
elIe HE 3aKOHYEH; 3aBEPIICHHOE UCCIIEN0BAHUE U OTYET M0 KIMHUYECKOMY
UCCIIEJOBAHUIO 3aKOHYEH; CTPaHbl, B KOTOPBIX PACHOJIOKEH KAK MUHUMYM OJIUH
KJIMHUYECKas 0a3a; KpaTKoe Ha3BaHUE UCCIIENOBAHMS; TU3aiH UCCIIEIOBAHUS —
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HEKOHTPOJIUPYEMOE, KOHTPOIUPYEMOE, OTKPBITOE, MPOCTOE CIENOE, IBOMHOE CIIETIOE, B
napajiesIbHbIX TPYIIax, C IEPEKPECTHBIM IU3aHOM U T.J., BKJIIOUYas pa3cicHUE Ha
TPYIIIbI JIEYEHUS; 03Bl U PEXKUM JI03UPOBAHUS UCCIIENYEMOT0 IIpenapara u npemnapara(-
OB) CPaBHEHHUSI; XapaKTEPUCTUKA UCCIEAYEMOU MOIMYISILUA — BO3PACT, MOJ, TOKa3aHUs
K IPUMEHEHHI0, 0COObIE IPYMIbl CyObEKTOB UM MAIUEHTOB ( MALIUEHTHI C
HapylmeHueM (QyHKIMH MOYEK WM MALMEHTBI C PE3UCTEHTHOCTHIO K JIEUEHHIO); 1aTa
HayaJia KIMHUYECKOT0 UCCIIE0BAHMS — IO ONPEACIICHUIO CIIOHCOPa (TIEPBbIil BUBHUT
NEPBOro BKIIOUEHHOTO NAlMEHTa WIH CYObEKTa UCCIIEI0OBAHNUA); TUIaHUPYEMBI 00BbEM
BKJIFOUEHMSI; OLIEHKA KyMYJIITUBHOTO YHCJIa CYOBEKTOB WM MAIIMEHTOB UCCIICIOBAHMS,
NOJIYYMBIIMX JI€UCHHUE B KaX10M JieueOHoM rpymre. [IpuBoasTCs naHHbIe IO
(hakTHIEeCKOMY KOJIMYECTBY BKIIFOUCHHBIX CYOBEKTOB UCCIICIOBAHUS B OTKPBITHIX WIIH
3aBEPILICHHBIX KIMHUYECKUX UCCIEAOBAHUAIX U (M) OIIEeHKA, OCHOBaHHAs Ha criocooOe
PaHIOMU3ALMU JUISl CIIETBIX UCCIECIOBAHNMN.

18. Pa3nen olieHKa KoJIMuecTBa CyObEeKTOB, MOABEPTIINXCS BO3ACHCTBUIO
uccinenyemoro npemapara POb, cogepxxut nndopmaruio 06 061eM KoJTudecTBe
CyOBEKTOB, MOABEPTIINXCS BO3JACHCTBUIO — KyMYJISTUBHOM BO3JICHCTBHH, B
KITMHAYECKUX MCCIICIOBAHUAX U TIPU TEPANICBTUICCKOM IPUMEHEHUH. TpeOoBaHMs 110
IpeICTaBICHNIO HH(DOPMAIINY B JAHHOM pa3Jielie BKIIOYAIOT CISAyIONIee: TaHHbIC
IIPEICTABIIAIOTCS B TaOMIWYHOM popMe; B CIydae HATMYUS CYIICCTBEHHBIX Pa3IHIHA
MEXTy KIIMHUYECKUMH UCCIIEOBAHUSIMHU B OTHOIIIEHUHU UCCIIEIYEMOM J103b1, CIocoba
BBEJICHHUS, UCCIICAYEMOM TOMYJISAINH, JAHHBIC B TAOJIMIIE COOTBETCTBYIOIITUM 00pa3oM
OTHCHIBAIOTCS, JINOO MPECTABICHBI B BUIC OTACIBHBIX TAOIHII; €CJI CBOHBIC
TaOJUIIBI CEPhE3HBIX HEXKETATEIBHBIX SIBJICHUN MTPEICTABICHBI OTACIBHO 10 KaXIOMY
UCCIIeTyeMOMY TTOKa3aHUIO0, JaHHBIC 1O OICHKE BO3JCHCTBUS TAK)Ke TPYIITUPYIOTCS TI0
UCCIIeIyEMBIM MOKa3aHUsAM; B CIIy4ae HAJIMYIMS CYIIECTBEHHBIX PACXOXKIECHUH TI0
BPEMEHU KYMYJISITHBHOTO BO3JICHCTBUS MEXKIY KIMHHYESCKUMH MCCIICTOBAHUSIMH WU
UCCJIeTyEMBIM TPETapaToM | MpenapaToM CPpaBHEHUS, TAHHBIC 110 OIICHKE BO3/ICHCTBUS
PEKOMEH IyeTCS IPEICTABIAThH B YCIOBHBIX SAMHHIIAX «CYyOBEKT—TIPOMEKYTOK
BpPEMEHW)» — YEIIOBEKO—THSX, YEITOBEKO—MECSIaX WIH YEeJTOBEKO-TOAaX; JTaHHBIC 110
BO3/ICHCTBUIO HA 3JJ0POBBIX JOOPOBOJIBIEB, B OCOOCHHOCTH MPU U3YUYEHUHU
OJTHOKPATHOTO Ha3HAYEHUS MOTYT IPEICTABIIATHCS OTACIBHO BBUIY UX MCHbBIIICH
3HAYUMOCTH JJIS OTIEHKH MPOQuIsi 0€30MacCHOCTH; AJIS 3apEeTUCTPUPOBAHHBIX
JIEKapCTBEHHBIX MIPEMapaToB, KOTOPbIE HAXOAATCS B MTPOrpaMMe KITMHUYECKON
pa3pabOTKH, UCTIONB3YETCS MEHEE TOUHBIN IMOX0] B OIICHKE KyMYJISTHBHOTO
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BO3JEHCTBUA B X0/I€ KIIMHUYECKUX UCCIEIOBAHUMN B CIIy4a€ MHOTOJIETHETO
TEeparneBTUUECKOr0 MPUMEHEHUSI U (MJIM) TPUMEHEHUS TT0 MHOTOYMCIICHHBIM
MOKAa3aHUsM, CHOHCOP KOMMEHTHUPYET TaKUE CIIydau.

19. O60011eHHas OLIEHKA KOJIMYECTBA CYObEKTOB, MOJBEPTILIUXCS BO3AEHCTBUIO
UCCIIElyEMOT0 IPEenapaTa. B X0J€ BBIIOIHEHUS IPOrpaMMbl KIIMHUYECKOW pa3pabOoTKH
[Tonpaznen BkitoyaeT B TaOIMUHON (popme ciaenyronryo HHOpMaLnIo: 0011ee YuciIo
CyOBEKTOB B MPOJOKAIOIINXCS U B 3aBEPIICHHBIX KIMHUYECKUX UCCIEI0BaHUIX;
KOJINYECTBO CyOBEKTOB KIMHUYECKUX UCCIIET0BAHUM, MOTYYUBIINX UCCIEAYEMBIN
npenapar, riane0o 1 (Uiau) npenapaTsl cpaBHeHus, HaunHas ¢ MJIOPJIII — B cinyuae
CJIETIBIX POAOJKAIOIINXCS UCCIIEI0OBAaHUM YHCIO0 CYyOBEKTOB OLIEHUBACTCS UCXOIS U3
UCIIOJIb3yEeMOIr'0 METO/Ia PaHIOMHU3ALINN; KyMYJISITUBHOE KOJIMYECTBO CyObEKTOB
KJIIMHUYECKUX MCCIIEIOBAaHUM, TOIBEPTIIMXCS BO3IEUCTBUIO UCCIIETYEMOT0 IIpenapara
10 BO3PACTHBIM T'pYIIaM, MOy, PACOBOM MPUHAIIEKHOCTH, IPU HAJIUUUU JAHHBIX;
nemMorpauyecKkue XapakTEPUCTUKU MO OTAEIbHBIM UCCIEI0BAHUSIM 0COO0M BaXKHOCTHU
(xmoueBbie uccnenoBanus 111 daser).

B noapazaene mpuBoauTcs ykazanue 1 000CHOBaHUE MCTIOIB30BAHHOTO METOA
OLICHKU 0000III€HHOTO (KYMYJISITUBHOTO) BO3ACHCTBUS, @ TAKKE OTPAHUYEHHUS TAHHOTO
MeTo/a.

20. B ciryuae, ecau ucciueayeMslil penapar 3aperucTpupoBad Ha TEPPUTOPUHU
KaKoH-JIM0O CTpaHbl (CTpaH), CHOHCOPOM BKJIIOYAIOTCS B OTUET JAAHHBIE 110 OLIEHKE
KyMYJISITUBHOTO BO3JEHCTBUS HA ALIMEHTOB MO Pe3yJbTaTaM MOCTPErUCTPALMOHHOTO
IPUMEHEHUS, OCHOBAHHBIE Ha aHHBIX nocieanero [10b nim MHBIX UICTOYHUKAX
JAHHBIX C YKa3aHUEM U 00OOCHOBAHHEM HCIIOJIb30BAHHOTO METOa OLIEHKU BO3JEHCTBUSL.

21. Paznen naHHbIe B BUJIE CTPYKTYPUPOBAHHBIX CITMCKOB M O0OOIIEHHBIX —
KyMyJISITHBHBIX Ta0smir POB comepXuT CTpyKTypHpOBaHHBIE CIIMCKU CEPhE3HBIX
HEeXeJIaTeIbHbIX PeaKIuii, 3aperuCTPUPOBAHHBIX CIIOHCOPOM 32 OTUETHBIN MEePUO/, U
000011IeHHbIE TA0JIMYHbBIC JJAHHBIE TT0 CEPhE3HBIM HEXKEJIATCIIbHBIM SIBJICHUSM, KOTOPbIE
ObuTH 3apeructpupoBanbl cioacopoM ¢ MJIOPJIIT (Tabmutie Brmtouatot Bce CHSL, a He
tonbko CHP st uccinegyemoro npenapara u npemnapaToB cpaBHeHus ). MicTouHukom
JAHHBIX B CITMCKAaX W TAOJMIIAX C PACKPBITBIMH PAHIOMH3AIMOHHBIMHA KOJIAMHA MOTYT
OBITH 3aBEpIIIEHHBIC KIMHUYECKHUE UCCIICIOBAHMS, a TAK)KEe WHIUBUYAJIbHBIC CITydaH, B
KOTOPBIX OblJIa BBITIOJIHEHO PACKPHITHE KOJa PaHIOMHU3AINH 110 TIPHYNHAM,
00yCIIOBJICHHBIM O€30ITaCHOCThIO CyOBeKTa HcciieioBanusa. CIIOHCOPBI HE paCKPBIBAIOT
paHIOMM3AIMOHHBIC KOJIBI € 1IeIbI0 moAroToBku POB.
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ITo ycmoTpenuto crioHcopa AJist 00JIeryeHus: BOCIPUSATUSI U TOHUMaHUS
uH(pOpMaIIK B pa3zielie UCIONIb3yeTcs rpaduyecKoe 0TOOpakeHne OnpeIeIeHHBIX
ACIIeKTOB JaHHBIX M0 HEXKETATEIbHBIM PEaKIIUIM.

B uenom, Tabauiel CHS BKIIOYAIOT TOJBKO T€ TEPMHUHBI, KOTOPbIE OBLIH
UCTIOJIb30BaHbI /I KJIACCU(PUKALIUU CEPbE3HOCTH; TAOIHIIBI HE BKIIOYAIOT
HECEPbE3HbIE HEXKENATENbHBIC SIBJICHUS.

OmnpeneneHHbIC HEKEIATSIBHBIC ABJICHUS MOTYT OBITh HCKITFOUCHBI U3
CTPYKTYPUPOBAHHBIX CIIICKOB M 000OIIEHHBIX TAOIMYHBIX TAHHBIX, OJTHAKO IO BCEM
CCIIAaHHBIM UCKITIOUCHUSM MPEAOCTaBIIIOTCS 00BsICHEHUS B oT4eTe. K unciy Takux
HEKEJIaTeTbHBIX SBIICHUNA OTHOCSTCS HEXKENATebHBIC SBIICHUS, OTIPEIesIeMbIe
IIPOTOKOJIOM KIIMHUYECKOT'O HCCIICIOBAHMS KaK He TpeOyroIue cOopa 1 BBOAA JAHHBIX
B 0a3y JJaHHBIX 110 OE30MACHOCTH, & TAK)KE SBIISIOIIMECS COCTABIISIOIIMMH KOHCUHBIX
TOYEK OIICHKH d(PHEKTHBHOCTH JICTATHHBIC UCXOIbI, 00YCIOBICHHBIC
IIPOrPECCHPOBAHNEM OCHOBHOTO 3a00JICBaHUS, B KIIMHHYECKHUX UCCIICTOBAHMSIX C
y4aCcTHEM ITAlIMEHTOB CO 3JI0KaY€CTBEHHBIMH HOBOOOPA30BAHHSIMU.

22. B noapazaene cnpaBouHasi ”HGOpMaIIUs YKa3bIBa€TCs BEPCUS
MCIIOJIb30BAHHOTO JIJIs1 KOJUPOBAHMS TEPMUHOJIOTMYECKOTO CIIOBApsl U HA3BaHUE
JIOKyMEHTa C HOMEPOM €r0 BEPCHH, KOTOPbIN UCIOJI30BAJICS B KAYECTBE CIIPABOYHOMN
uH(pOopMaIK M0 0€30MaCHOCTH ISl ONIPEAEIICHHS] IPEBUEHHOCTH IIPU COCTABICHHUH
TaOJIMYHBIX JAHHBIX, TJI€ 3TO TPEOyeTCsl B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
Pecny6nuku Ka3zaxcras.

23. B noapaszaene CTpyKTYPUPOBAHHBIN CIIMCOK CEPhE3HBIX HEXKENATEIbHBIX
pEaKUH 32 OTYETHBIN NEPUOJ IPUBOJIUTCS KPATKOE ONMMCAHUE IPUHLIMIA BKIFOUECHUS
CEpPbE3HBIX HEXKEIJIATENbHBIX PEAKIMi B CIUCOK, CAMH CIIMCKHU CEPbE3HBIX
HEXKEJIATENbHBIX PEAKIUHI, 3aPETUCTPUPOBAHHBIX PU MTPOBEICHUN KIMHUYECKUX
UCCIIEOBAHUM 3a OTUETHBIN MEPUO, NPUBOAATCS B puiioxkeHuu Kk POb. He HyxHO
UCIIOJIb30BaTh ATOT Pa3/eil ISl aHAJIM3a CEPbE3HBIX HEKENATENbHBIX PEAKIIUN NN
BbIBO/IOB. CTPYKTYpPHPOBAHHBIE CIIMCKU MIPEACTABISAIOT HHPOPMAIIUIO TIO BCEM
CEPBhE3HBIM HEXKEIATESIIBbHBIM PEAKIIUSIM (110 OCICIUICHHBIM CITy4YasM U CIIy4asiM ¢
PACKPBITHIM KOJIOM JICUEHUS1) U3 KIMHUYECKUX UCCIIEIOBAHUI CIIOHCOpPA B OTYETHBIN
nepuo. /JaHHble B CIMCKAX TPYNIHUPYIOTCS NEPBUYHO MO KIMHUYECKUM
UCCIIEJIOBAHUSIM M 3aTE€M M0 OPraHo-(DYHKIIMOHATBLHBIM KJIaccaM.
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B cTpykTyprpOoBaHHBIE CIIUCKU CIIy4aH M0 KaKJOMY OTAEIBHOMY CYOBEKTY
VCCIIENOBAHNS BKIIFOUAOT €UHOXK bl BHE 3aBUCUMOCTH OT KOJIUYECTBA TEPMHUHOB
CEPBE3HBIX HEXKEIIATEIbHBIX PEAKIINN, BKIIOUCHHBIX B ONIMCaHue cirydas. Ecnm y
cyOBeKTa MCCIEe0BaHus Pa3BUIIOCH O0JIee OJIHOM Cephe3HOM HeXenaTeabHON peakiH,
OHM MEPEUYUCIISIIOTCS B ONTMCAHUU OJTHOTO CiIy4asi 0]l Ha3BaHUEM HauOoJee Cepbe3HOM
HEeXXeJIaTeJbHOM peakuu — xKajloObl, CHMIITOMA UJIM IMarH03a, COTJIACHO OLIEHKE
cnoHcopa. Ecnu y cyObekTa uccieoBaHus pa3BUINCh Pa3InYHbIe CEPhE3HbIE
HEXEJIATEIbHbIE PEAKIIUY B PA3HOE BpEMsI Ha IPOTSKEHUN KIIMHUYECKOTO
UCCIIEZIOBaHUS (C MHTEPBAJIOM OO0JIee HEJIENN) IaHHbIE CEPbE3HBIE HEXKENATEIbHbIE
pEeaKLMH MEePEUUCIIIIOTCS OTIEIBHO, U CYOBEKT BKIIOUYAETCS B CTPYKTYPUPOBAHHBIN
CIHCOK 0oJiee OJJHOTO pa3a.

Nudopmarus o cepbe3HbIM HEXKETATEIbHBIM PEAKIIUSIM B CTPYKTYPUPOBAHHBIX
CIIMCKaX BKJIFOYAET CJIEAYIOIINE TaHHbIE:

1) uneHTU(UKAITMOHHBIN HOMEP KIMHUYECKOTO UCCIICI0BaHUS;
UACHTU(UKAIIMOHHBIN HOMEp CyOBheKTa UCCIIeJOBAHUS;

2) uaeHTu(pUKAIIMOHHBIM HOMEpa COOOIEHHUS O CEPbEe3HON HEXKENTaTeIbHOM
peakiuu 1o 6as3e JaHHBIX CIIOHCOPA;

3) cTpaHa BBISBIICHUS CEPbE3HON HEXKEIATeIbHOW PEaKkIluu; BO3PACT U MO
CyObeKTa UCCIEIOBAHMUS;

4) ykazaHue rpyninbl J€UCHUs UM YKa3aHHUE, YTO JaHHBIE OCJIETIEHHbIE, €CIIA HEe
BBIITOJIHAJIOCH PACKPBITHE PAHIOMU3ALMOHHOIO KOJA;

5) no03a u IIMTENBHOCTh HA3HAUYCHUS UCCIIEAYEeMOTo Mpenapara, JeKapcTBEHHAs
dbopma u crnocod BBEJICHNUS,

6) nata Havana v (WIKM) BpeMsl OT Hauyajia puema 10 pa3BUTUS CEPbE3HON
HEXEIATEIbHON PEaKLIVH;

7) naThl HaYaJIa 1 OKOHYAHMS Ha3HAYEHUS UCCIIElyEMOro npernapaTa v (1iin)
OLICHKA MPOJOJIKUTEIBHOCTH JICYEHNS,

8) Ha3BaHME WJIM ONMUCAHUE CEPHE3HON HEKENATEeIbHOW PEaKIUU — MpH
UCII0JIb30BaHUU METUIIMHCKOTO CIIOBAPS TEPMUHOJOTHH PETYISTUBHOM JIEATEIIbHOCTH
(MedDRA) crenyet yka3bsiBaTh MPEIIOYTUTEIBHBIN TEPMUH;

9) ucxox HexXeNnaTeNbHOM peakuu (pa3pelnaoch, JIETAIbHBIA UCXO,
yIIy4IlI€HHE, Pa3peIIOCh C OCTATOYHBIMU SIBIICHUSMH, HEU3BECTHO) B 3TOM ITyHKTE
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CIEQYET YKA3bIBaTh MUCXO/l HEKEIIATENBbHOM PEAKIINY Y TAIIMEHTA, B CIIy4ae HECKOJIbKUX
HEXKEJIATENbHBIX PEAKIUN YKa3bIBACTCS HAUXYAIIUN UCXOT;

10) onieHKa NPUYUHHO-CIIEICTBEHHON B3aMMOCBSA3HU B CITy4ae pacX0kKACHUS BO
MHEHUSX CIIOHCOpA U MCCIIEI0BATENS;

11) conyTcTBYyOIIKE JIEKAPCTBEHHBIE MTPETapaThl, €CJIHU MOI03PEBACTCS UX
npsiMasi CBSI3b C HEXKEJIATEIbHON PEAKIINEN WU JIEKaPCTBEHHOE B3aUMO/ICHCTBUE;
MOKa3aHWs, 10 KOTOPBIM Ha3HAYAJICA MMOJ03PEBAEMBIN JIEKAPCTBEHHBIN MPEIApar;

12) pe3ynbTaTbl OTMEHBI M IOBTOPHOI'O HA3HAYEHHUSI UCCIIEyEMOTO TIpernapara
IpU HAJTMYUH TaKOBBIX cBelleHnil. O0001eHHast nHGOpMAaIUs O BBISBICHHBIX
CEpPbE3HBIX HEXKEIATEIIbHBIX PEAKIUSAX BKIIFOYAET JAHHBIE CICIBIX U OTKPBHITHIX
KJIMHUYECKUX MCCJICIOBAHUM.

24. B moapaznene 0000111eHHbIC TAOJUYHBIE TaHHBIE O BBISBICHHBIX CEPbE3HBIX
HEXeJIaTSIbHBIX SBICHUSAX JCIACTCS OTChIIKA K MPUI0KEHHUIO ¢ 0000IICHHBIMH —
KYMYJISITUBHBIMU TaOJIMYHBIMU JIAHHBIMH TI0 BBISIBJIEHHBIM CEPhE3HBIM HEXEIaTEIbHBIM
SIBJICHUSIM, TTOJTyYEHHBIMU CIIOHCOPOM KJIIMHUYECKUX HUCCIIECIOBAHUM 3a Mepruo OT
MIOPJIII no natel okoH4yanus cobopa, nanubix Tekyuiero POB. B ciyyae orcyTcTBUs
KaKOW—J1100 YacTH JaHHBIX JIeJIaeTcs MOosSCHeHUEe MpuduHbl. O000IIEHHbIE TA0TMYHbIC
JTAHHBIC O BBISIBIICHHBIX CEPHE3HBIX HEXKEIATEIbHBIX SIBIICHUSAX TTPUBOJISITCS B
MPUIOKEHUH U (OPMUPYIOTCS C pa3/ieIEHUEM 10 OpraHo-(PYHKIIMOHAIBHBIM KJIaccaM,
M0 UCCJIEAYEeMbIM Mpenaparam, a TaKxKe Mo npenaparam cpaBHeHus. Eciu 31o
peACTaBIISACTCS IeIeCO00pa3HbIM, JaHHBIE MOTYT OBITh CTPYIIITUPOBAHBI 110
OT/ICJIbHBIM MPOTOKOJIAM UCCIEOBAHUM, TOKa3aHUSIM, CITIOCO0AM BBEJICHUS WM UHBIM
kareropusiM. O0o0IeHHass HHPOPMAITUS O BBISBIICHHBIX CEPhE3HBIX HEeXKEIATSIbHBIX
SABJICHUSIX BKJIFOYAET JIAHHBIE CJIEMBIX U OTKPBITHIX KIMHUYECKUX UCCIICIOBAHUM.

IHaparpa¢ 7. Baxkuble 1aHHbIE, IOJyYeHHbIE B X0/1€¢ KJIMHUYECKUX
HUCCJICOBAHUH 32 OTYETHBIN MEPUO

25. B nonpaszaene 3aBepuieHHbIE KIIMHUYECKUE ucciienoBanust POb B kpatkom
0000ITIECHHOM BH/JIE CIIOHCOPOM IIPUBOIUTCS HH(POPMAITUS 110 HOBBIM KIIMHHYECKU
BAXHBIM JAHHBIM, MIOJIYYECHHBIM IO PE3YJIbTaTaM 3aBEPIIMBIINXCS 32 OTUYECTHBIN EPUO
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KIIMHUYECKUX UccienoBannii. adopmarus BKIIIOYaeT JaHHbIE, KOTOPHIE TTOITBEPIUITH
100 OTMPOBEPTIIN PaHEE BBHISIBICHHBIC BaYKHBIE ACTIEKTHI MPOQuIIsi 0€30MacHOCTH, a
TaK)Ke JAHHBIC 110 BHIIBJICHHBIM HOBBIM CHUTHAJIaM 110 O€30MacHOCTH.

26. B noapasaene npoaopKaromuecs KinHnueckue uccenegoBanus POb B
KpaTKOM 0000IIIEHHOM BHJIE CTIOHCOPOM MPUBOIUTCS WHMOPMAITHS TI0 KIIMHUYECKH
Ba)KHBIM JIAHHBIM, BBISIBICHHBIM B XOJI€ POBEICHUS €Ile HE 3aBEPIINBITUXCS
KITMHUYECKUX MCCIICIOBAHUMN, TIPH MMPOBEACHUH MIPOMEXKYTOYHOTO aHAIN3a TAHHBIX WU
B PE3yJIbTATE PACKPBITHS PAHIOMHU3AIMOHHBIX KOJOB MPU PA3BUTHH HEKETATEIbHBIX
peaknmii. UHGOpMaIus BKIFOYAEeT TaHHBIE, KOTOPBIC MTOATBEPIUIIN JIMOO OMPOBEPTIIN
paHee BBISBJICHHBIC BaKHbBIE aCTIEKTHI Mpoduisi 6€301MacHOCTH, a TaK)Ke JaHHBIC 110
BBISIBJICHHBIM HOBBIM CHUTHAJIaM 10 O€30TIaCHOCTH.

27. B paznene nnuTenbHOE Mocienyolee Habllto1eH1e BKII0YaeTCs
uH(popMaIms 0 pe3yibTaTax JUIMTEIBHOTIO MOCIEIYOUIEro Ha0I0AeHHS 33 CyObEeKTaMU
KJIIMHUYECKOTO UCCIIEIOBAHMS TIOCIIE 3aBEPILICHUS] YUACTHS B KIIMHUYECKOM
uccienoBanuu. [locne 3aBepieHns mporpaMMsbl pa3pabOTKU JUIUTEIbHOE
nocleayroriee HabIoIeHNe 0CTACTCs €IMHCTBEHHBIM MTPOJI0JDKAIOIIUM BUIOM
NEeSTENBHOCTH, B X0JIe KOTOporo noyyvaercst uapopmanus 1151 POb. B atom cityuae
TOJIbKO B JaHHOM pazneiie POb OyaeT npenctaBiasthes HOBasi HH(popMariius.

28. B nmoapasaen nHoe TeparneBTUYECKOe MPUMEHEHUE UCCIIENYEMOTO Mpenapara
BKJTFOYAIOTCS] KIIMHUYECKU BaYKHBIE JIAHHBIE TI0 0€30MaCHOCTH, KOTOPbIE OBbLITU
MOJIy4Y€HBI TIPU MPOBEJACHUU CIIOHCOPOM CIIECIIUATBHBIX MPOTOKOJIOB UCCIEA0OBaHUH, B
X0/J1€ KOTOPBIX BBITIOJIHSIETCS] OPTaHU30BaHHBIN cOOp U MpeACTaBIeHHEe HHPOPMAITUU O
HEKeJIaTeIbHBIX peakuusax (MporpaMMbl PaCIIMPEHHOTO AOCTYMA, MPOTrPaMMBI
UCIIOJIb30BaHUs B CBSI3U C UCKIIIOUUTEIIbHBIMU OOCTOSATENbCTBAMU U3 COOOpaKeHUM
cocTpaJiaHusl, MPOrpaMMbl COCTPAATENBHOTO TOCTYIIA, TPOrPAMMbI MHIUBUTYIbBHOTO
JOCTYyTa MO 3aIpocy Bpaua U UHBIE).

29. Ecnu uccneayemslil mpenapat pa3padaTbiBacTCsl TAKKE KaK KOMIIOHEHT
(bUKCHPOBaHHON KOMOMHAITMY WJIM MHOTOKOMIIOHEHTHBIX PEKUMOB TEPaIiu, B
nojipasjiesie HoBble JaHHbIE 10 0e30MacHOCTH KOMOMHUpoBaHHOM Tepanuu POb no
OT/ICIbHOMY KOMIIOHEHTY HMPUBOJSTCS JaHHBIE MO BaXXHOM MH(OpMaLuu o
0€30MacHOCTH, TOJYYEHHON MTPH OLIEHKE Ha3HAYEHUS UCCIIelyeMOro MpernapaTa B
CcOCTaBe KOMOMHAIIMU JieKapCcTBEHHBIX npenapatoB. Eciu POB cocraBmsiercs mist
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KOMOMHUPOBAHHOW TE€panuu Wik (PUKCUPOBAaHHOW KOMOWHALIUU, B 3TOT MOAPA3AEI
clielyeT BKIIIOUaTh MHPOPMAIUIO IO O€30MaCHOCTH, MOJYUYEHHYIO U3 UCCIIEI0OBAHUN
OTJIETBbHBIX KOMIIOHEHTOB.

30. B pa3gen nanHbie 10 O€30MaCHOCTH, MOJYUYEHHBIE B XOI€
HEMHTEPBEHIIMOHHBIX MCCIICIOBAHMH, BKIIFOYAeTCsl 0000Iaromas nHGopMaIys 1mo
0€30MacHOCTH, OJyYeHHAs] CIOHCOPOM 3a OTYETHBIN MEPHO]I B PE3YJIbTaTe MPOBEACHUS
HEMHTEPBEHIIMOHHBIX UCCIIEI0BaHUH (HA0II0AaTEIbHBIX UCCIIEIOBAHMIA,
AMUAEMHUOIOTHUECKUX UCCIIEI0OBAHUM, PETUCTPOB U MPOrPaMM aKTUBHOTO
MOHUTOPHUHTA).

31. B pa3nen nanHble no 6€300aCHOCTH, MOJYYEHHBIE B XOJI€ JPYTUX
KIIMHAYECKUX UCCISIOBAaHNUN BKIIIOYaeTCs 0000IIaromas HHpopMaIus 1mo
0€30MacHOCTH, OJyYEHHAs] CIOHCOPOM 3a OTYETHBIN MEPHOJT B PE3YJIbTaTe MPOBEIACHUS
WHBIX UCCIICIOBAaHMM (aHATN3a CBOIHBIX JAHHBIX WJIM METa-aHaIN3a
PaHIOMHU3UPOBAHHBIX KJIMHUYECKUX MCCIICIOBAHUH, TAHHBIX 110 O€30MaCHOCTH,
MPEAOCTABICHHBIX MAPTHEPAMHU MO pa3paboTKe UCCIIeayeMOro npemnapara) auoo
UCCJIeIOBATEIISIMU, SIBIISIOIIUXCS MHUITMATOPAMHU MPOBEACHUS KIMHUIECKOTO
UCCJIeIOBAHMUS.

32. B ciydae eciiv ucclieyeMblil mpenapat 3aperucTpUpOBaH Ha TEPPUTOPHUH
KaKoW-I100 CTpaHbl, B pa3/ieie JaHHbIE M0 O€30MacCHOCTH, IOTyUYeHHBIC B XOI€
MOCTPETUCTPAIIMOHHOTO TPUMEHEHUS, TIPEICTABIISETCS KpaTKasi 00001eHHas
uHGOpPMAITUS TI0O OCHOBHBIM JIAHHBIM TI0 0€30MTaCHOCTH, KOTOPBIC OBIITH TIOJYYCHBI B
X0/J1€ TOCTPETUCTPAIIMOHHOTO TPUMEHEHUS U CTAJIN JOCTYITHBI CTIOHCOPY B OTYETHOM
nepuojae. Oco0oe BHUMaHUE CIIEYeT yICIUTh TEM JaHHBIM, KOTOPhIEC SBHIINCH
OCHOBAHHEM JIJIs BHECCHUS N3MEHEHUH B WHCTPYKITUIO IO METUITMHCKOMY
npuMeHeHuto, bU, napopMupoBaHHOE COTIIACHE WITH TUIAH YIIPABJICHUS PUCKAMHU.
JlanHbIE 110 6€30MACHOCTH B pa3/ieiie BKIIOUYAIOT PE3yIbTaThl IPUMEHEHUS KaK B
COOTBETCTBHUH C MHCTPYKIIMEH IO MEIUIIMHCKOMY MMPUMEHEHHUI0, TaK ¥ IIPUMEHEHHUS 110
HE3apEruCTPUPOBAHHBIM MMOKA3aHUSIM — «BHE MHCTPYKIIMHY, PE3YyJIbTaThl OTHOOK
HA3HAYCHUS, CITy4au NEPeI03UPOBKH, PA3BUTHSI 3aBUCUMOCTH, IPUMEHEHHS Y 0COOBIX
TPYII MarueHToB (y 6epeMEeHHBIX KEHIIHH).

33. B paznene naHHble JOKJIMHUYECKUX UCCIEIOBAHUN TPUBOJATCS 00OOIICHHbIE
JAHHBIE 110 HAanOOJIee BaXKHBIM CBEJICHHSIM MO 0€30MaCHOCTH, MOTYYEHHBIM 32
OTYETHBIN NEPUOJ 110 PE3yJIbTaTaM MIPOBEACHHBIX WIIH MTPOIOJIKAFOIINXCS
JOKJIMHUYECKUX UCCIEIOBAaHUI BHYTPHU dKUBOTO OpraHu3ma (in vivo) U BHE KUBOTO
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opranusma (in vitro) (MccaeA0BaHMs KAHIEPOT€HHOCTH, PENPOTyKTUBHON
TOKCUYHOCTH, UMMYHOTOKCUYHOCTH). O1IeHKa BIUSHUS JOKINHUYECKUX JaHHBIX Ha
KJIIMHUYECKYIO0 0€3011aCHOCTh BBIMOIHSAETCS B «O000IIEHHON OIIEHKE MPOQHIIs
0€30IacHOCTH UCCIIEyEMOTO Mpenaparay.

34. B paznen nuTtepaTypHbIe JaHHbIE B 000OIIIEHHOM BUE BKJIIOUAIOTCS HOBBIE U
Ba)KHBIE JIAHHBIE MO0 OE€30MaCHOCTH, UMEIOIINE OTHOIIICHHUE K HUCCIIEyeMOMY TIpernapary,
KOTOpPBIE OIyOJIMKOBAaHbI B HAYYHOH JINTEPATYpE, BKIIOUYCHBI B HEOMyOJINKOBAHHBIC
MoOHoTrpaduu, ObUTH MPEJCTaBICHBI HA HAYYHBIX KOHPEPEHIIHIX, TU00 OMyOIMKOBAHBI B
BU/JI€ a0CTPAKTOB U CTaJIM JIOCTYMHBI CIOHCOPY B OTYETHBIN nepuo. JlaHHblid pa3aen
BKJIIOYAET JJaHHbIE KIIMHUYECKUX U TOKIMHUYECKUX HCCIEI0BaHUH, a TAKXKe TaHHBIE I10
COCTMHEHHSIM aHAJIOTUYHOTO Kiacca. CIIOHCOp MPeCTaBIIsIeT KOMUH a0CTPaKTOB IO
JAHHOMY pas3feny.

35. CnoHcop npencrasiusiet eaunbii POb. Eciu cioHCOp TOTOBUT HECKOJBKO
POB nnsa ogHOroO HccneayeMoro npenapara (1o pa3inyHbIM MOKa3aHUAM, IPOorpaMMaM
pa3paboTKH, JIeKapCTBEHHBIM (popMam), B pazzeine apyrue POb npuBoautcs B
00001eHHOM BHJIe BaxkHast nHpopmarus o 6e3omnacHoctu u3 apyrux POb, ecnu ona
y>Ke He MpeACTaBJIeHa B Ipyrux pasjaenax Hacrosmero POB. B pa3gene
MpEACTaBISAIOTCS 0000IIEHHbBIE JaHHBIE 32 OTYETHBIN NEPHUO/I, IO 3HAUUMbBIM
CBEJIEHUSIM, TI0 0€30I1acHOCTH, BKIItoueHHbIMU B POB, npejocraBiennbie ApyrumMu
CIIOHCOPAMHU, BHITIOJIHSIOIIUMY KJIMHUYECKUE UCCIIEIOBAHUS TOTO K€ UCCIIETyEMOT0
npemnapara, B CIy4ae uX HaJuqmsl.

36. B pa3nene naHHble O HEJOCTATOYHON TEpPANeBTUIECKOM 2P HEKTHBHOCTH
CYMMHUPYIOTCSI JaHHBIE, KOTOPbIE CBUAETEILCTBYIOT O HEIOCTATOYHOM 3P PEKTUBHOCTH
UCCIIelyeMOT0 Ipenapara, JIM00 ero MeHbleil 3PEeKTUBHOCTH 110 CPABHEHUIO C
UCTIOJIb3yEMOM IS JIEUEHUS CEPhE3HBIX U )KU3HEYTPOXKAIOIINX 3a001€BaHUM Tepanuen
(OosbllIee KOTUYECTBO HEXKEIATEIBHBIX CEPJACYHO-COCYIUCTHIX SBJICHUN B
UCCIIEIOBAHUH HOBOT'O aHTHArPEraHTHOTO CPEACTBA MPH JICYEHUU OCTPOTO
KOPOHAPHOTO CHHJIPOMA) M OTPaXKAIOT TOBBIIIICHHBIN PUCK I CyOBEKTOB
UCCIICZIOBAHUS.

37. B pazzaene vHble TaHHbBIE 110 OE30MIaCHOCTH, BBISIBICHHBIE B X0/J1€
KJIIMHUYECKUX UCCIEIOBAHUM, TPUBOIUTCS TOTIOTHUTEIbHAS HH(POPMAITUS 110
0€30I1aCHOCTH:
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1) 060611eHHBIE TAOIUYHBIEC TAHHBIC 0 CEPHE3HBIM HEXKENATEIbHBIM PEAKIIHSIM.
B monpaszaene npuBoauTcs HHGOPMAIIHS 110 BCEM CEPhE3HBIM HEXETaTeIbHBIM
pEeaKIMsIM MMyTeM yKa3aHUs OOIIET0 KOJIMYECTBA CEPhEe3HBIX HEXKEIaTeIbHBIX PEaKIIni
110 OpraHo-(yHKIIMOHATFHOMY KJIacCy, TEePMUHOJIOTUIECKIM HauMEHOBAHUSIM
HEXXEJIaTeIbHBIX Peakiuid U rpymre jgedeHus. CleayeT BeIISIUTh HEPEIBUICHHBIC
HEXKeJlaTeTbHbIC PEaKIINH;

2) crUCOK CYOBbEKTOB KIMHUYECKUX MCCIIEOBAaHUM, KOTOPBIE YMEPIIA B TEUCHUE
oT4eTHOro nepuoaa. B nonpasnaene npupoautcst nHdGopMalus mo cyorekram
KIIMHUYECKUX UCCIIEIOBAHUN, KOTOPHIE YMEPIIH B XO€ MPOBEIACHUS KITMHUIECKUX
UCCIIEIOBAaHUM, KOTOpas BKIIIOYAET CIEAYIONINEe JaHHbIe: UICHTU(HUKAITMOHHBIN HOMED
Cilyuas JIETaJbHOT'O UCXO0/a, HA3HAYEHHOE JICUEHUE COXPAHSIETCS OCIEIJICHUE, TPUInHa
CMEPTH I10 KaKJI0MYy CyOBeKTy HccienoBanus. Bee acniekTsl mpoduis 6€301MacHOCTH,
oTpeIeIIeMbI€ 110 Pe3ybTaTy 0030pa TaHHBIX 10 JIETAIbHBIM UCXOaM, HaJIeKalIuM
00pa3oM OTpaXkaroTCs B pasjieiiec 0000IMEHHONW OIEHKH PO OS30IIaCHOCTH
uccienyemoro rnpenapara POb;

3) ciucoK CyOBEKTOB KIMHUYECKHUX MCCIIEA0BAHNN, KOTOPhIE OBUTA UCKITIOYCHBI
U3 KIMHAYECKUX UCCIICIOBAHUNA B CBSI3M C PA3BUTHEM HEKEIATCIBHBIX SBJICHUN B
TE€YeHHE OTYETHOTO nepuoaa. B moapasene npuBoauTcs uHGpopMaius 1mno cyonekram
WCCJICIOBAaHUM, KOTOPBIE OBLIIM MCKIFOYEHBI U3 MCCIICIOBAHUH B CBS3U C pa3BUTHEM
HEXKEJIATeTHHBIX SBJIICHUN B TCUEHUE OTUYETHOTO NIEPHO/Ia, BHE 3aBUCHMOCTH OT
YCTaHOBJICHHS B3aMMOCBSI3U C Ha3HAUYEHUEM HCCIIeyeMOro npenapara. Bee acrekTh
npo¢ st 6e30MacHOCTH, OMpenesieMble IO Pe3yabTaTy 0030pa JaHHBIX MO BHIOBITHIO
U3 KIMHUYECKHUX UCCIIeI0BAHNM, HAJIeKaUM 00pa3oM OTpa)karoTcs B pasiese
0000111eHHOM o1leHKH Mpoduist 6e30macHOCTH uccieayemoro npemnapara POb;

4) cyliecTBEHHbIE MOMPABKU B MPOTOKOJIbI KIMHUYECKUX HccheqoBaHui ¢asbl I.
B pasgene onuceIBaroTCs CyIIECTBEHHBIE U3MEHEHHNS B IPOTOKOJIAX KIIMHUYECKUX
uccienoBanuii (asel I, crenanHpie Ha MPOTSHKEHUU OTYETHOTO MEPUOA, €CIIU OHU
paHee He NMPEICTABISUINCH KaK MOIPABKU K ITPOTOKOILY;

5) cyliecTBeHHbIE U3BMEHEHHMSI MMpoLecca MPOU3BoIcTBA. Pa3aen Bkirouaer
KpaTKO€ ONHCAaHUE CYIIECTBEHHBIX U3MEHEHUI MpOoLecca MPOU3BOICTBA WU
MHUKPOOHOJIOTUYECKUX U3MEHEHUH, €CIIU TaKOBbIE UMEJIUCh, IPOU3OIICIINX 32
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OTUYETHBIN MEPUO/, C OTPAKEHUEM OIICHKU WX TIOTCHIIMATLHOTO BIUSHUS HA ACTIEKTHI
npoduiis 6e30macHOCTH B pasjesie 00001eHHON OIIEHKH TPOoduiis 6€301macHOCTH
uccienyemoro npenapara POb;

6) onrcaHue OOIIEro UCCIEI0BATEIBCKOrO MIaHa Ha MPEeACTOosIuA ro1. B
pasziesie IpUBOJIUTCS KPAaTKOE OMMCAaHUE MCCIIEI0BAaTEIbCKOIO MIaHa, 3aMEHSIOILEr0
IUIaH MCCIIEI0BAHNUS 32 MPEAIIECTBYIOIINNA TOI.

38. Paznien nanHble, MOMyYEHHBIE TIOCIE AaThl OKOHYaHUs cOopa naHHbix POb
BKJIFOYAET 0000IIEHHYI0 HHPOPMAIMIO MO MOTEHIIMAIBHO BaKHBIM JaHHBIM 110
0€30MacHOCTH, KOTOpbIe ObUTH BBISBIICHBI TIOCIIE AAThl OKOHYAaHUS cOOpa TaHHBIX, HO B
nepuoj noArotoBku gaHHoro PObB. [ToTeHnanbHO BasKHBIE TAHHBIE BKIIOYAIOT, HO HE
OTPaHUYHMBAIOTCA, KIMHUYECKHA 3HAYMMBIMUA HOBBIMHU COOOIIICHUSIMH, BAXKHBIMU
JAHHBIMHU 110 TIOCJIEYIOIIEMY HAOIIOICHUIO, BAXKHBIMU JAHHBIMU JOKIMHUYECKUX
WCCJICIOBAHUMN, JTFOOBIMH MEPaMU, TPUHATHIMH CTIOHCOPOM, YIIOJTHOMOYEHHBIM OPTaHOM
win HezaBucumow rpynmnoil mo MOHUTOPUHTY JAHHBIX B CBSI3U C U3BMEHEHHUSIMU
npoduis 6e3onmacHocTr. CBeeHNUS, BKIIIOUCHHBIE B JAaHHBIA pa3/iei, YIUTHIBAIOTCS B
paznesne 00001eHHOM olleHKH mpoduis 6e3onmacHoCTH uccaeayemoro npenapara POB.

39. B pazzaene o6o0menHas orieHka mpodurst 6e301macHOCTH UCCIIETyEMOTO
npernapara MpuUBOIUTCS 0000IICHHAs OIICHKA MPOQHIIT O€30MTaCHOCTH UCCIIEyeMOTO
npernapara ¢ 00beIMHEHHBIM aHAJTM30M BCEX MMEIOIIMX OTHOIIEHHUE HOBBIX
KJIMHUYECKHX, TOKITHHHYECKUX, SMTUACMHOIOTHMUECKHUX JTAHHBIX, TIOJTYYCHHBIX Ha
NPOTSHKCHUH OTYETHOTO MEPHO/IA, C COMTOCTABIICHUEM C MPEKHUMH CBEJICHUSIMH 10
npo¢ o 6€30MaCHOCTH UCCIIeyeMOoro pernapara. J{Jis 3aperucTpupoBaHHBIX
JIEKapCTBEHHBIX MPEMapaToB OICHKA BKIIOYAET KIIMHUYECKH 3HAUNMbIC TaHHBIS
MOCTPETUCTPAIIMOHHOTO MOHUTOpUHTA. B paznene He nyonupyetcs nHbopmMarus,
BKITFOUCHHAS B MPEABIAYIINE Pa3/IeNibl OTYETa, OJJHAKO TASTCs MHTEPIPETaIUs HOBOH
uH(opManuu o 0€30MaCHOCTH U OIIEHKA €€ BIMSHUS Ha UCCIIEAYEMYI0 OMYJIAIUIO U
nporpammy pa3paboTKHu HcclieAyeMoro npemnapara. [IpegocraBiseTcs oTaeapHas
OIICHKA I10 HAMPaBJICHHUSIM TEPANCeBTHUCCKOTO MPUMEHEHHUS, ITyTSIM BBEIACHHS,
JICKapCTBEHHBIM (popMaM | (WIJIH) TIOKa3aHUSAM K IPUMEHEHHUIO.

40. ITpu oueHke prucka 0co00€ BHUMAHHE YAEISIETCSI HHTEPIIPETALIMH TaHHBIX 110
HOBBIM HIEHTU(ULUPOBAHHBIM Mpo0sIeMaM 1o 0€30MaCHOCTU WM 3HAYMMOW HOBOU
uH(popmaiu no 6ezonacHocty. [IpeacTaBiseTcs oleHKa ClIeTyOUUX aCTIEKTOB
npoduiis 6€30MacHOCTH, B CIIy4asiX, KOT/1a 3TO MPUMEHHUMO:
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1) HOBBIE BBISIBICHHBIE ACIIEKTHI IPO(UIIs 0€30MaCHOCTH B BUAE JI€TATBHOIO
ONMCAHUS HEXKEJIATEIbHBIX SIBJICHUI WM PEAKIMii, CBI3aHHBIX C IPUMEHEHUEM
UCCIIEyEMOT0 Mpernapara, U3MEeHEHUE JJaOOPATOPHBIX TapaMETPOB; (PaKTOPBI PUCKA;
B3aMMOCBSI3b C 103aMU U IPOJOJDKUTEIBHOCTBIO JICUEHUS;

2) 00paTUMOCTh OCIIOKHEHHH; (PaKTOPHI, KOTOPHIE MOTYT OBITh MOJIE3HBI IS
IIPOTHO3UPOBAHMS WJIH MPEAOTBPAILICHHUS HEKETATeIbHBIX PEeaKIIHii);

3) 3HaUKMMBbIE U3MEHEHHUSI B XapaKTEPUCTUKE paHee 3aperucTPUPOBAHHBIX
HEeXeJaTeIbHbIX peakui (MMOBBIIIEHUE 0KUIAEMON YaCTOThI UM CTEIIEHH TSHKECTH,
YTSDKEJIEHUE UCXOJI0B, YCTAHOBIICHUE TPYIIT PUCKA Pa3BUTHS OCIOKHEHUN);

4) CUMIITOMBI, 5Kaj100bl, TAOOPATOPHBIE U3MEHEHUS, XapaKTEPHbBIE JJIT HOBBIX
WU paHee UACHTUDUITUPOBAHHBIX KIMHUYECKH 3HAUYUMbIX BUJIOB TOKCUYHOCTH, TAKUX
KaK FeNaTOTOKCUYHOCTh, KapJIMOTOKCUYHOCTb, BKJItOUast yaauHeHue uurepaia QT u
pe3yibTathl criennaibHbIX uccnenoBannii QT/QTc (koppurupoBanusiii maTepBai QT),
MHUEIIOTOKCUYHOCTb, HE(PPOTOKCUUYHOCTD, JIETOUYHASI TOKCUYHOCTh, HEHPOTOKCUYHOCT,
VMMYHOT€HHOCTb U PEaKIIUU TUIIEPUYYBCTBUTEIBHOCTH;

5) JICTAJIBHBIC NCXOAbI HCKCIJIATCIIbHBIX HBJ’IGHHﬁ;

6) OCTaHOBKA KIIMHUYECKOTO UCCIICIOBAHUS 110 IPUUMUHE PA3BUTHSI
HEKEJIaTeIbHBIX SBJICHUN, BKIIFOYAst H3MEHEHUS JJa00paTOPHBIX MTapaMeTPOB WU
pE3yIbTaTOB 0OCIIEIOBAHUN;

7) B3aUMOJIEUCTBUS C JIEKAPCTBEHHBIMU IpENapaTaMy U UHbIE B3aUMOICHCTBUS,

8) Ba’XHBIC JAHHBIC 110 6630HaCHOCTI/I, IMOJIYYCHHBIC B JOKJIIMHHUYCCKHUX
HCCIICA0OBAHUAX,

9) acTieKTBI TPOM3BOJICTBEHHOT'O MIPOIECCa, KOTOPhIE MOTYT OKa3aTh BIMSHUE HA
npoduias 6€30MacCHOCTH;

10) HepocTaTouHas TepaneBTUUYecKas 3QPEeKTUBHOCTD, €CIIM OHA IPEICTABISAET
JIOTIOJIHUTENBHBIN PUCK I CyOBEKTOB KJIMHUYECKOTO UCCIEI0BAHNUS;

11) Hamuuue JOMOJHUTENBHOTO PUCKA JIIsl OCOOBIX MOMYJISILIMOHHBIX TPYIII
(TMOKUJIBIE MALMEHTHI, 1€TH, TALIUEHTHI ¢ HapyIIeHHeM (QyHKIUH EYEHU WU TI0YEK)
A100 UHBIE TPYIIIBI PUCKA (CYOBEKTHI C MEJIEHHBIM HJIM OBICTPBIM META00IH3MOM);

12) Bo3aeiicTBUE B IEPHO]T OEPEMEHHOCTH U JIAKTAIIUU U €r0 UCXO/IbI;

13) aciekThbl 0€30MACHOCTH IPU IITUTEIHHOM IPUMEHEHNUU;
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14) nanHbIe IO KJIMHUYECKU 3HAUUMbBIM OLIMOKaM TPUMEHEHHUS JIECKAPCTBEHHOTO
npenapara;

15) nanHbIE IO OTCYTCTBUIO PUBEPKEHHOCTH MAIIMEHTOB JICYEHUIO;
16) cnydan nepe1o3upOBKHU U €€ KOPPEKIIHHY;
17) ciy4an HEMPaBUILHOTO YIOTPEOJICHUS U 3JI0yTOTPEOJICHNUS,

18) aciekThbl 6€30MaCHOCTH, CBSA3aHHBIC C TIPOLIETyPaMHU, TTPETYCMOTPEHHBIMU
IPOTOKOJIOM KIIMHUYECKOTO UcCaeA0BaHus (OpOHXOCKONUS, OMOIICHS, YCTaHOBKA
[EHTPAIBHOT'O BEHO3HOT'O KaTeTepa) 100 C MPOBEICHUEM HIIN AU3AITHOM
KJIIMHUYECKOTO UCCIeI0BaHUs (HEJOCTATOYHBI MOHUTOPUHT CYOBEKTOB UCCIIEI0BAHMS,
CJIMILIKOM JUITUTENIbHBIN NIEpHo]] 0€3 aKTUBHOW Teparum);

19) noTeHUHanbHbII PUCK 3HAYMMBIX HOBBIX JaHHBIX MO 0€30MaCHOCTH,
BBISIBJICHHBIX JUIsl IPYTOr0 COEIMHEHUS aHAJIOTMYHOTO KJIacca.

41. B noapazzeie olleHKa COOTHOILIEHHSI T0JIb3a-PUCK MPEICTABIISIETCS KPATKOE
3aKJII0YEHHUE MO OI[EHKE COOTHOIIEHUS! COBOKYITHOT'O PUCKA, YCTAHOBJIEHHOT'O IO
pe3yJiibTaTaMm aHaian3a 00OOIEHHBIX — KyMYJISITABHBIX TAHHBIX 110 O€30MaCHOCTH, U
oxxkusiaeMoit 3¢ dekTuBHOCTH (10Ib3bI). CleqyeT caenarh ykazaHue, HaCKOJIbKO
U3MEHMJIaCh OLIEHKAa COOTHOUIEHUS M0JIb3a—pUCK UCCIEAYyEMOro rpenapara 1no
CPaBHEHUIO C MPEAIIESCTBYIONIMM OTYETOM 0 0€3011acHOCTH. JlaHHbIN pa3aen He
npeaHa3HavYeH IS IETalbHOM OLIEHKU COOTHOILIECHHUS MOJIb3a—PHUCK UCCIIETYEMOTO
npenapara.

42. B paznene 0600meHHas nHGOpMaus 0 BAXKHBIX PUCKaX MPEACTABIISETCS
KpaTkasi 000011eHHass HH(GOPMAIIUs O BaKHBIX PUCKAX B (hOpMe MepeyHs BaXKHBIX
UACHTU(PUIUPOBAHHBIX U MOTEHLIUABHBIX PUCKOB. K UMCITy BaKHBIX PUCKOB OTHOCSITCS
T€ PUCKH, KOTOPBIE MOT'YT IIPUBECTU K JTOMOJHUTEIBHOMY BHECEHHUIO MED
PEIOCTOPOKHOCTH, OCOOBIX YKA3aHUM UM IPOTUBOIOKA3aHUI B MHCTPYKIIMIO IO
MEIULMHCKOMY NPUMEHEHHIO. JlaHHbIE PUCKU MOT'YT BKJIIOYATh XapaKTEPHBIE IS
OTpeICTICHHOW MOJIEKYJIIPHON CTPYKTYpPbl TOKCHYecKUe 3 (PEeKThI Uit TPOOIeMBI 1O
0€30MacHOCTH, BBISIBJICHHBIE 110 PE3yJIbTaTaM HAaKOIJIEHUS JaHHBIX JOKIMHUYECKUX U
KIIMHUYECKUX UcciieoBaHni. Kax1plii U3 pUCKOB MOJBEPTAETCS €KETOTHOU
NEPEOLIEHKE C AaHAJTM30M BCEX UMEIOIIMXCS HA TEKYIIH MOMEHT 00bEeTMHEHHBIX
JAHHBIX ¥ 3HaHWUW, IPU 3TOM 0CO00€ BHUMAHUE CIEYET YAEIUTh HOBBIM JaHHBIM I10
0€30MacHOCTH, OJYYEHHBIM 32 OTYETHBIN niepro/l. CTeneHpb JeTaln3aluu OMUCAHUS
3aBUCHUT OT CTaJMH pa3pabOTKH JIEKapCTBEHHOrO MpernapaTa: Ha paHHUX CTaAHsIX
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pa3paboTKu B 0000IIEHHYIO MHPOPMAIIUIO MO BAXKHBIM PUCKAM BKJIIOYAETCS ONMUCAHUE
WHIMBUYaJIbHBIX CITydaeB, Ha 0oJiee O3 JHUX dTarax, o Mepe HAaKOTUICHUs 3HAHUH,
uH(GOpMAITUS TI0 PUCKAM HOCUT MEHEe JeTATM3UPOBAHHBIN XapaKTep.

PI/ICKI/I, KOTOPbIC OBLIM MOJTHOCTBIO ONTMCAHBI UJIH OTBCPIrHyThbl, OCTAIOTCA B
0630pe B BUAC KPaTKOI'o OIIMCaHu:A, HaXOJKHW U3 TOKCUKOJIOTHYCCKHUX I/ICCJIGILOBaHI/Iﬁ
HJIN U3 PaHHUX KIIMHUYCCKUX HCCH@HOB&HHﬁ, KOTOPBIC HC ObLIH IMOATBCPIKACHDBI Ooiee
MMO3JHMMH KIMHHUYCCKUMU JaHHBIMU.

Nudopmartius no gaHHOMY pasjeny npeacraBiieHa B GopMe ONUCAHUS WU B
dbopme TadimII.

43. 3akir0ueHue COACPKUT KPaTKOE OITMCAHUE BCEX N3MEHEHUIN B UMEIOIUXCS
3HaHUAX 10 Y3PHEKTUBHOCTH U O€30MACHOCTH UCCIIEYyEeMOT0 IIpenapara, KOTopbie
MPOU3O0ILIH 32 OTYETHBIN MEPUO]] U TOBIUSIN HA OLEHKY, C/IETTAHHYIO B
IPEAIIECTBYIONIEM OTUETEe MO0 0€30MaCHOCTH. 3aKIIIOUEHHE BKIIIOYAET YKa3aHUe
JNEeNUCTBUH, KOTOPbIEC ObLUIN MPEANPUHATHI WU TJIAHUPYIOTCS C LIEJIbI0 HAJJIeXKAaIeTo
OTpaXEHUS BBISIBIIEHHBIX HOBBIX aCIEKTOB MPOG s 6€30MacHOCTH B IIPOrpamMme
KJIMHUYECKOHN pa3pabOTKU UCCIEAYEMOTro Mpenapara.

44. PObB conepXuT CIeayronme MpruiloKEeHUS:
1) Gporropa ucciaeaoBaTeNs;

2) KyMyJIsITUBHAs TaOJMIIA CYIIECTBEHHBIX 3aPOCOB CO CTOPOHBI
YIOJHOMOYEHHOT'O OpraHa;

3) cTraryc BBINOJIHEHUS MPOJOJKAIOIINXCS U 3aBEPIICHHBIX KIMHUYECKUX
HCCIIeJOBAaHMM;

4) KyMyJISITUBHBIE TaOIUIIBI 110 AeMOTpaduIeCKUM JaHHBIM;

5) CTPYKTYpUpPOBaHHBIE CIUCKH MO CEPbE3HBIM HEKEIATEIbHBIM PEAKIIUAM,
BBISIBJICHHBIM 33 OTYETHBIN NEPUOL;

6) KYyMYJISITUBHBIC TaOIUYHEIC JAaHHBIC O BBIAIBJICHHBIX CCPbE3HBIX
HCKCJIATCIIbHBIX SABJICHHUAX,

7) Hay4HbIe a0CTPAKTHI (€CIIU TPUMEHUMO).
POB conepxut caeayromne NpuioKeHus:

1) KYMYJIITUBHBIC TaOIUYHEBIC JaHHBIC I10 BCCM CCPBbC3HBIM HCKCIATCIbHBIM
PCAKIUAM,
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2) cUCOK CYObEKTOB KIMHUYECKUX HCCIENOBAaHUM, KOTOPBIE YMEPIIA B TEUEHUE
OTYETHOI'O NIEPUOJA;

3) criucok cyOBbEeKTOB KIMHUYECKUX UCCIEAOBAHUM, KOTOPbIE OBLITN UCKITIOUCHBI
13 KIIMHUYECKUX UCCIECIOBAHUN B TEYEHUE OTUETHOTO MEPUO/IA;

4) cymiecTBEHHBbIC H3MEHEHUS TTPOTOKOJIOB KIIMHUYECKUX uccieaoBanuii I (assr;
5) cyiiecTBeHHBIE U3MEHEHHMS TIPOIecca IPOU3BOJICTBA;
6) omrcaHue OOIIEro MjiaHa UCCIICIOBAHUHN Ha TIPEACTOSIINMN TO/I.

HpI/IMepBI T8.6J'II/III H 3aroJIOBKOB T8.6J'II/III 1O MCPCUYHAM OAHHBIX 11O KIIMHUYCCKUM
HCCICA0OBaHUAM

Ta6numa 1. CtaTyc npoao/KaIONIUXCs U 3aBEPIICHHBIX KIMHUYECKUX
HUCCIICTOBAHUM.

O0630p MPOIOHKAOIIMXCS KIMHUYSCKUX HcclienoBannii [Mccnenyemplii

npenapar)|
W nenTnukannoHHbBIA HO- da- cTpa- Hassa- Juzaitn Pexum Uccnenye- TIBIIITY IInanmn- BozaetictBrue
Mep KINHUYIECKOTO HCCIIE/I0- 3a Ha HHE HC- Hcce- no3upo- | wmas momy- pye- Ha CyOBEKTOB
BaHHS cliea0Ba- JIOBaHUs BaHUS JISLHAS Moe HCCIIeI0Ba-

HUS BKJIIO- HUS]
YeHHe

1 [IBIIII — mepBbIii BUSUT MEPBOIO MalUEHTA

1 Ha ocHoBaHMM 00I11E€T0 KOJIMYECTBA CYOBEKTOB UCCIETIOBAHUS IO COCTOSIHUIO
Ha [1aTy]| ¥ IPUMEHAEMOMN CXEMbl PaHIOMU3AIUN

O0630p 3aBepIICHHBIX 32 OTYETHBIN ITepro HccieaoBanuii [Mccnemyembrit

npenapar|
VnenTnukannoHHbIi HOMEp ®a- | Crpa- | Ha3sBanue Juzaitn Pexum Uccnenye- Bo3sneiicTBue Ha CyOBEKTOB
KJIIMHUYECKOT'O UCCIICJOBaHUS 3a Ha HCCIICI0- HCCIIen0- JIO3UPO- Mas IoITy- (mMaIueHToRB) Mo TPyNIIaM Jede-

BaHUS BaHUS BaHUS TS st (M/XK)

Tabnuna 2. Ouenka o0Iero KoJanm4ecTBa CyoObeKTOB, MOIBEPTIINXCS
BO3JICHCTBHIO HCCIIEAYEMOTO MpemnaparTa — OIeHKa KyMYJISITHBHOTO BO3JICHCTBHSL.

OreHka 00111eT0 KOJIUYEeCTBa CYOBhEKTOB, MOBEPIIINXCS BO3ICUCTBUIO
UCCIIeIyeMOTO TIperaparta, Ha OCHOBaHUU (DAKTUYECKUX TAHHBIX U3 3aBEPIICHHBIX
KIIMHUYCCKUX UCCIICIOBAHUI U OIICHKE TI0 METOy PaHAOMM3AIUU U3
TIPOIOJDKAIOIINXCST KITMHUICCKUX MCCIICTOBAHUH.

Jleuenne Yucio cyObeKkToB
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JlekapcTBeHHBIH npenapar

[Ipenapar cpaBHEHMs

Iinane6o

Tabnuma 3. Ouenka 00111ero KoJIn4yecTBa CyobeKTOB, TOABEPTIINXCS
BO3/ICHCTBHIO HCCIIEIyEMOT0 Mpernapara, Ha OCHOBAHUHU JaHHBIX 3aBEPIICHHBIX
KJIMHUYECKHUX MCCIEA0BaHUN IO BO3PACTY U MOIy™

Yucio cyObekToB

Bospactras rpymnmna MyX4uuHbI Kenmaer Utoro

* JlaHHBIC 3aBEPIICHHBIX KIMHUYECKUX UCCIICIOBAHMM 110 COCTOSIHUIO Ha [1aTa]

Tabnuma 4. Ouenka 00111ero KoJIn4ecTBa CyObeKTOB, TIOBEPTIINXCS
BO3JICVICTBUIO UCCIIEAYEMOT0 Ipenapara, Ha OCHOBAaHUU JaHHBIX 3aBEPIICHHBIX
KIIMHUYECKUX UCCIIEIOBAHUN MO pACOBOM MPUHAJICKHOCTH

Paca Yucno Cy6'I>CKTOB HUCCIICIOBAHUA

Asunarckas

AdpukaHckas

EBpomneiickas

Wnas

HewuspectHo

Htoro

* I[aHHble 3aBCPHICHHBIX KIIMHUYCCKHUX I/ICCJIGIIOBaHI/Iﬁ I1I0 COCTOSHHIO Ha [,ZIaTa]

Ta6muma 5. [IpuMepbl 3aro10BKOB, 0000IIEHHBIX JAHHBIX O CEPhE3HBIX
HexenaTenbHbIX peaknusax — CHP

CTpyKTypupOBaHHBIN NEPEUEHb CEPHE3HBIX HEXKENATEIIbHBIX PEAKIINI

VH* ximan- | UH* coobmenus o Crpa- | Omu- | Uc- | Jlata Hawana INono3peBaemslit Cyr. JlaTe! Ha- Kom-
YECKOI'o UC- CHP{/ UH* cyObex- | Ha ca- xon | peakuud I JIeKapCTBEHHBIH/ no3a yaja u MEH-
cienoBaHus | Ta MccinenoBaHus T Bos- HUE Tepuon or Ha- UCCIIelyeMBIH mpe- Cro- OKOHYa- Ta-
pact CHP yata pHeMa napar co6 HUS Jieye- pun
o JI0 Hayana pe- BBe- HHA
aKIue JICHHUS IIponon-
Te- KUTEIb-
Kap- HOCTB Jie-
crRem- | HeHMA
Has
dop-
Ma

*UH — uneHtuuKamoHHbII HOMED

T UccrnenoBanue/ieHTp/maueHT
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Penakuusiinay KyHi
Cakray KyHi

Jata penaxkunn
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21.04.2023
03.04.2023
21.04.2023

T Tonbko a1t nepBUYHBIX coobmenuit o CHP

Tabnuua 6. [IpuMepsl 0000IIEHHBIX — KyMYJISITUBHBIX TAOJIMYHBIX JAHHBIX IO

CCPBC3HBIM HCKCIATCIIbHBIM ABJICHUAM

O600meHHas TabnuIa Mo cepbe3HbIM HeXKenaTeNlbHbIM siBlieHusM — CHA

OpraHo-(GyHKIIMOHAIBHBIN Ki1acc

O01uiee KOMMYECTBO 1Mo cocTosiHuo 10 31 nexabps 2009 roga

[IpennoyTuTenbHbIM TEPMUH [Uccnenyemslit npena- Ocnemennsnii npena- | Ilpemapar cpaBHe- [Tnaue-
par] par HUS 60

Hccnenosanus 18 4 7 2
IToBbllIeHNE aKTUBHOCTH allaHWHAMHHOTpaHchepa- 9 2 4 1

3Bl

INoBbllIeHNE aKTUBHOCTH acrapTaTaMHHOTpaHChe- 9 2 3 1

pa3

Hapymenus co cTopoHbl HEPBHOI CHCTEMBI 2 2 4 7
CHUHKONAIBLHOE COCTOSIHHE 2 2 4 7
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[Ipunoxenue 2
Kk CrangapTy HaJuIexKalen
kinHn4eckoi npaktuku (GCP)

CTpyKTypa U cojepKaHue 0TYETA 0 KINHUYECKOM HCCJIeI0BAHNH

1. Hacrosimas cTpykTypa oT4eTa O KIMHUYECKOM UCCIIEI0BAHNH SIBIIAETCS
0000meHHoi. OHa NMPUToAHA I OIMCAHUS UCCIIEI0BaHUS JIF00Or0 TepaneBTUUECKOrO,
IpO(pHIAKTHYECKOTO WIIM JUArHOCTUYECKOTO CPEJICTBA, MPOBEJACHHOIO HA MALUEHTaX
(310pOBBIX J0OpOBOIIBLIAxX). B cTpykType oTueTa mpou3BOAST HHTETPUPOBAHHOE
IpEeICTaBICHNE KIIMHUYECKOTO U CTATUCTUYECKOTO ONMUCAHUS PE3YJIbTaTOB,
IPEICTaBICHUS U aHAJIM3a JaHHBIX B BUJI€ €IMHOTO OTYETA, BKIIFOYAIOLIETO TAOIHIIBI U
PUCYHKH B OCHOBHOM TEKCTE, WM B KOHLE TeKcTa. [IpriiokeHns K TakoMy OT4ETYy
BKJIFOYAIOT: IPOTOKOJI, 00pa3libl MHANBUYAJIbHBIX PErUCTPALIMOHHBIX KapT,
MH(POPMAIHUIO, CBA3aHHYIO C UCCIIEI0BATENIIMU, HH(POPMAIUIO, CBA3AHHYIO C
UCCJIelyEMBIM MPENapaToM (3KCIEPUMEHTAILHBIM MPENapaToM), BKIKOYas MpernapaThl
CPAaBHEHUS, TEXHUUYECKYIO CTATUCTUYECKYIO JOKYMEHTALUIO, COOTBETCTBYIOILIHE
nyOJIuKalMK, CIIUCKY TAHHBIX 110 MAIMEHTaM U TEXHUUYECKHE CTATUCTUYECKHUE JTAHHBIE,
TaKHe KaK BBIBOJbI, TPOMEKYTOUHBIE PACUEThI, AaHATU3bI U 3aKJIIOUYEHUS HA OCHOBE
KOMIIBIOTEPHBIX JaHHbIX. HecMOTps Ha TO, YTO MPUIIOKEHNE B OCHOBHOM OTHOCHUTCS K
UCCIIeI0BaHUsAM, 3P PEKTUBHOCTU U O€30MaCHOCTH, OCHOBHBIE TPUHIUIIBI COCTABICHUS
OTYETa U €r0 CTPYKTypa MOTYT UCIIOIb30BaTHCA MIPU MOJATOTOBKE OTYETOB MO Pa3HbIM
BUJIaM UCCJIeI0BaHUN (KJIIMHUKO-()apMaKOJIOTHYECKUM UCCIeoBaHusIM). B
3aBHCHUMOCTH OT CIEUU(PHUKN U 3HAUMMOCTH TaKUX UCCIIETOBAHUIN COCTABIISIETCS MEHEe
J€TaTM3UPOBAHHBIN OTYET.

2. HacTosiiee npuiioKeHHe MpeIHa3HAYEHO JJI1 OKa3aHHs TOMOIIH CIIOHCOpPaM B
COCTaBJICHUU OTYETA, KOTOPHIA OyAET SIBIASATHCS MOJHBIM, JTUIIEHHBIM
JIBYCMBICIIEHHOCTH, XOPOIIIO C(HOPMUPOBAHHBIM U TIPOCTHIM JIJISI TTOCIICTYIOIIETO
paccMOTpEeHUs U OLICHKU. B oTueTe coaepkutcst 4eTkoe 00bICHEHUE TOTO, KaK ObLIN
BBIOpAHbBI KPUTHYECKUE OCOOCHHOCTH JU3aifHA UCCIEIOBAHUS, M IOCTATOYHO
uH(pOpMaIINH O TIJIaHE, METOJIE M XO/I€ MPOBEJCHUS UCCIIEI0BaHUS, YTOOBI HE ObLIO
HUKaKOW JIBYCMBICJIEHHOCTH B TOM, KaK ObLIO MPOBEJIEHO UccieAoBaHue. B otuere u
€ro NPUJIOKEHUAX TAKKE CONECPIKUTCA JOCTATOUYHO MHINBUYAJIbHBIX TAHHBIX
MalUEHTOB, B TOM YHCJIe IeMorpaduuecKuX U UCXOHBIX TaHHBIX, U JAeTaJIel onrcaHui
AQHAJTIUTUYECKUX METOJIOB, YTOOBI JJOMYCTUTh BO3MOKHOCTb IIOBTOPHOT'O
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BOCIIPOM3BEACHUS YITOTHOMOYEHHBIMH OPTaHAMH KPUTHYECKHUX aHaIn30B. Kpome Toro,
0COOCHHO Ba)XKHO, YTOOBI BCE aHAIM3bI, TAOJIUIIBI ¥ IUQPHI, B TEKCTE WU KaK 4acTh
TaOJIUIIBI, UMENTH YETKYIO UCHTU(UKAIUIO TPYIIIHI MAIIKEHTOB, 10 KOTOPHIM OHU OBLITH
COCTAaBJICHBI.

B 3aBruCcHMOCTH OT ITpoLeTypbl PACCMOTPEHUS YIIOJTHOMOYEHHBIMHU OPraHAMM,
IUIS1 HEKOHTPOJINPYEMBIX UCCIIEIOBAaHUM UM HEKOTOPBIX APYTUX MCCIEA0BaHUH, HE
IpeIHa3HAYCHHBIX 1JIs1 OLIEHKU 3()(PEKTUBHOCTH, IPUEMIIEMBI COKPAILEHHBIE OTYETHI.
[To KOHTpOIMPYEMOMY HCCIEA0BAHUIO OE30MACHOCTH OTYET BCEr/la COCTABIISETCS B
noJiIHoM oObeMe. CoKpalieHHbIE OTYETHI UCIOJIB3YIOT 0000IIEHHbIE TaHHbIE, N
ABJISIFOTCSL OTYETAMH, U3 KOTOPBIX YJAJE€HBI OTAEIbHBIE pa3/ieiibl, HE IPEAHA3HAYEHHbIC
JUIsl yCTaHOBJIEHUS 3P (HEKTUBHOCTH, pa3/ieibl M0 HEIPPEKTUBHBIM WU HEYTAYHBIM
TecTaM. AHaJIOTMYHOE MOJIOKEHUE MPUMEHUMO ISl KOHTPOJIMPYEMBIX UCCIIET0BAHUM,
HOCBSIILIEHHBIX U3yYEHUIO MTOKa3aHUM AJIsl IPUMEHEHUs Iperapara, SIBHO HECBSI3aHHBIX
C TEMH, 110 KOTOPBIM MOJIA€TCA 3asiBKA Ha PETUCTPALIMIO, & TAKXKE ISl PEXKACBPEMEHHO
IPEKpaIleHHbIX HccleqoBaHui. TeM He MeHee, B 3TUX CTydasX BKIIFOYAETCS IMOJTHOE
onucaHHe acleKkToB Oe3omacHocTU. Eciu npeacTaBisieTcsi COKpalleHHbI OTYET, B HEM
OTpa)kaeTcsl JOCTATOYHO MH(GOPMAIIUU O TUTAHE U pe3yJIbTaTax UCCIeA0BaHuUs I TOTO,
YTOOBI AKCIIEPTHASE OpraHU3allMsl OIpeIennia He00X0AUMOCTb MOIHOro otyeTa. Ecnu
BO3HHUKAET BONMPOC OTHOCUTENBHO TOT0, KAKHE OTYETHl HEOOXOAUMBI, TIOTYyYatOT
[PEIBAPUTEIBHYIO KOHCYJIBTALMIO YIIOJTHOMOYEHHBIX OPraHOB.

[Tpu mogpoOHOM ONMHMCAaHUK TOTO, KaK OBLIO MTPOBEICHO UCCIIEIOBAHNE,
JIOITyCKAeTCs TOBTOPEHHUE €T0 OMMCcaHus B paboueii Bepcuu mpoTokoia. OHaKo B psfe
CITy4aeB JOIyCKAETCs MPEACTaBIATh METOIUKY UCCIEAOBaHMs 00jiee KPaTKo B BUIC
OTJIENBHOTO pa3jena. B kaxaoM pazzere, ONMrChIBAIOIIEM IIJIaH U X0/ IIPOBEACHUS
MCCIIEJIOBaHNS, 0OCOOCHHO BAXKHO yKa3aTh OCOOCHHOCTH HCCIEI0OBAHUS, KOTOpPhIE
HEJ0CTATOYHO TOJIHO OMHMCAHBI B TPOTOKOJIE, U OMPEIETUTh, KAKUM 00pa3oM
IPOBOIMMOE MCCIIEOBAHUE OTINYAIOCH OT MTPOTOKOJIA, M OOCYAUTH CTATUCTUUYECKUE
METOJIbI ¥ aHAJIU3BI, UCTIOJIb3yEeMbIe JIsI 0OOCHOBAHUS TAHHBIX OTKJIOHEHHUH OT
3aIJIaHUPOBAHHOTO MTPOTOKOJIOM.

[TonHbBIN UHTErPUPOBAHHBIN OTYET KaXKI0TO UCCIIETOBAHUS BKIIOYAET
MaKCUMaJIbHO TTOAPOOHOE U3JI0KEHNE OTACIBHBIX MTOOOUYHBIX 3((PEKTOB UK
AHOMAJIBHBIX JIAHHBIX JTAOOPATOPHBIX UCCIIEOBAaHUM, HO OHU MIEPECMAaTPUBAIOTCS B
paMKax oO1ero aHajan3a 6€30MacHOCTH BCEX UMEIOIIMXCS JaHHBIX MPH JIF0O0H mojaye
JI0ChE.
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B otuere comeprkarcs aemorpadudeckue U Apyrue MOTEHIINAIBLHO 3HAYNMbBIC
POTHOCTUYECKHUE XapaKTEPUCTUKU UCCIIEAYEMOM TOIMyJISIUY, a, B CITydae eclu
MCCIIEJIOBaHNE JOCTATOYHO MAacCIITa0HOE, IPEACTABISIOTCS JaHHBIC TIO
nemMorpaduyecKuM U JPYTUM MOKa3aTessIM MOATPYIIbI, TAKUM 00pa3oM, 4TOOBI
YCTaHOBHUTH BO3MOXKHBIC pa3inuus B 3ppekTuBHOCTH Miu O6e3omacHocTr. OaHaKo,
Yarie BCero, peaKIys MOATPYIIIbI MAIIMEHTOB PACCMATPUBALETCS B paMKax YKPYITHEHHON
0a3bl JaHHBIX, UCTIOJIB3YEMON B OOIIIEM CTATUCTHYECKOM aHAIN3E.

ITon mepedyHs MU TaHHBIX, 3allpallliBaeMbIMHU B paMKax oT4deTa (0OBIYHO B BUJIS
MPUIOKEHMUS ), TOHUMAIOT T€ U3 HUX, KOTOPbIE HEOOXOIUMBI ISl TIOITBEPKICHUS
OCHOBHBIX (KPUTHUYECKHX ) BUJOB CTATUCTUUYECKOTO aHaiu3a. [lepeunu naHHBIX,
KOTOPBIC SBJISIOTCS YaCThIO OTYETA, IPEACTABISAIOTCS B yA00HOU hopme 1ist
UCIIOJIb30BaHUs PELEH3EHTOM, IIPOBOIAIINM SKCIIEPTHYIO OLIEHKY OoTueTa. Takum
00pa3om, HECMOTPSI Ha TO, YTO JKEJIaTeJIbHO BKJIIOUATh KaK MOYKHO OOJIbIIIE
MEPEMEHHBIX B OJIMH CITUCOK, YTOOBI OTPAaHUYUTHh 00BEM UH(POPMAITUH, ITO HE
MIPUBOJIUT K CHUKEHHIO SICHOCTHU (IMMOHATHOCTH) MPEACTaBIIEMbIX JaHHBIX. He
JIOTYCKAeTCsl, YTOOBI U30BITOK JTAHHBIX COMPOBOXKIAAIICS YPE3MEPHBIM HCIIOJIH30BAHUEM
CHUMBOJIOB BMECTO CJIOB WUIH XOPOIIIO OHATHBIX (OOMIETPUHSATHIX MPOGECCHOHATHHBIX )
COKpaIeHNUH, WK TIPUBOINI K MPEJCTABICHUIO N300PaKEHUM B CIIMIIIKOM MajIOM JIJIs
BOCIIpUATHS MaciTabe. B 3ToM ciiydae npeanoyTuTeIbHee COCTABIATh HECKOIBKO
CIIHCKOB JJaHHBIX.

I[aHHBIe MpCaACTaBLAIOTCA B OTYCTC C pa3JIMYHBIMU YPOBHAMU ACTAJIN3AlIUN

JUTSL WIUTFOCTPAIIMY BaXKHBIX MOMEHTOB B TEKCT MOTYT OBITh IIOMEIIICHBI YHCIOBBIC
JaHHBIC U TAOJIHIIBI OOIIEr0 XapaKkTepa, 0TOOpakaroIIre Hanboee 3HAYMMbIC JIS
JTAHHOTO WCCIICIOBAHUS AeMorpaddecKre moKa3aTeln, mokazareiau 3 HEeKTUBHOCTH U
0€30I1aCHOCTH;

BCE MPOYME CBOJHBIC MTOKA3aTeNIN, TAOJIUIIBI ¥ TIEPEYHU AeMOTpadUuIeCKUX
JAHHBIX, MTOoKa3aTesn YPGHEeKTUBHOCTU U 0€30MMaCHOCTH;

HHAUBUAYAJIbHBIC TAHHBIC MMAIIMCHTOB 110 OTACJIbHBIM IIOATPYIIIIaM
MpCcaACTaBJAOTCA B BUAC nepequﬁ JaHHBIX

BCC MHAUBUAYAJIBbHBIC TaHHBIC MTAITUCHTOB.
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B mro00it Tabnurie, rpaduke Wiv epevHe JaHHBIX, PACUETHBIE WIIA TPOU3BOIHBIC
MOKa3aTes 1, €CJIM OHM MCIOJIb3YIOTCSI, OJTHO3HAYHO U CHO UJeHTUuuuupyrorcs. [pu
3TOM MPUBOIATCS MOAPOOHBIE Pa3bICHEHUS TOTO, KAKUM 00pa3oM ObLIU pacCUMTAHbI
WJIU TIOJTYYEHBI IAaHHBIC 3HAYEHUS, U Kakue ObLIU C/CIaHbl OCHOBHBIC MTPEITOJIOKEHHUS.

[IpuBeneHHBIE HIXKE YKA3aHUS SBIISIIOTCSA MAKCUMAJIbHO JI€TAJIM3UPOBAHHBIMU U
peIHa3Ha4YeHbI JJ11 HAIOMUHAHUA 3asBUTEII0 O MAaKCUMaJIbHOM 00beMe UH(pOpMaIIH,
KOTOpasi UM MPUBOJIUTCS B OTYETE TAKUM 00pa3oM, YTOOBI MOCIIE €€ NMPEeACTaBICHUS
CBECTU K MUHMMYMY 3aIlpOChI JOTIOJTHUTENIbHBIX TaHHBIX. T€M HE MEHee, B KaXKI0M
YaCTHOM cilydae TpeOOBaHHUs K MPEICTABICHUIO U (WIHM) aHAJIU3Y JAHHBIX 3aBUCAT OT
KOHKPETHOU CUTyalluu, U3MEHSIOTCS C TEYEHUEM BPEMEHU, OTJIMYAKOTCS B 3aBUCUMOCTH
OT KJIacca M3y4YaeMbIX MPENapaToB, Pa3InvyaroTCcs B Pa3HbIX PETMOHAX, U HE MOTYT ObITh
OIHCaHBI B OOIMX YepTax B JaHHOM JOKyMeHTe. [loaToMy, Ipu MOATOTOBKE OTYETOB
UCIIOJIb3YIOT KOHKPETHBIE KIMHUYECKHE PYKOBOACTBA U 00CYKAI0T MPEACTABICHHE
JAHHBIX ¥ aHAJIHM30B C YIIOJHOMOYEHHBIM OPTraHOM.

B kaxxnom otuete paccMaTpHUBalOTCS BCE MPUBEACHHBIE HUXKE pa3ensbl (3a
UCKJTFOUEHHEM CJTy4aeB, KOT/Ia OHU COBEPILIEHHO HEYMECTHBI), XOTS ONpeIeICHHAs
MOCJIEI0BATEILHOCTh U TPYIIIUPOBKA PA3/IEI0B MEHSIETCS, €CIIH JJI ONPEACTICHHOTO
UCCJIeIOBAaHUS aTbTEPHATUBHBIN MOPSAIOK SIBIsIETCS O0Jee ToruuHbiM. HekoTophie
JAHHBIE B MPUJIOKEHUSAX OTPAXKAIOT CIIEIUAJIbHBIC TPEOOBAHUSIMU OT/ACIIBHBIX
YIOJHOMOYEHHBIX OPTraHOB, U MPEACTABISIOTCS TOJIBKO B COOTBETCTBYIOIIUX CIIyYasiX.
[Ipu 5TOM TpebyeTcsi COOTBETCTBYIOIIASI HyMepaIus pa3eioB.

B ciyuae kpynHOMacmTaOHbIX UCCIIEOBAHUN, HEKOTOPBIE TIOJIOKEHUS
HACTOSIILIETO MPUJIOKEHUS ABIISIIOTCS HeMpUMEHUMBbIMU. [Ipy niiaHUpOBaHUM U TIPU
COCTABJICHHH OTYETOB O TAKHUX MCCIIEIOBAHUSAX PEKOMEHIYETCS CBA3ATHCS C
YIOJHOMOYEHHBIMU OpraHamu JJisi 00Cy X AeHHsI COOTBETCTBYIOIIEro (hopmaTa oTyeTa.

ITonoxenus HACTOAIICTO IIPUITOKCHUA CIICAYCT MCII0Jb30BATh B COUCTAHNHU C
APYIUMHA JOKYMCHTAMH, PCrIIaMCHTUPYIOIIMMHA ITPOBCACHUC KIIMHUYICCKUX
I/ICCJIGIIOB&HHFI " IIPCACTABIICHUC PE3YJIbTATOB O HUX.

TutynpHas cTpanuia
Pestome (kpaTkoe onrcaHue KIMHUYECKOTO UCCIICIOBAHU).
Copeprkanue oT4eTa Mo JAaHHOMY KJIMHUYECKOMY HCCIIE0OBAHMIO.

Ilepedenp COKpaleHUN U ONPEACIEHNE TEPMUHOB.
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DTUYECKUE BOMPOCHL.

HccnenoBarenu n aIMAHUCTPATUBHAS CTPYKTYpa UCCIEIOBAHMUS.

Brenenue.

Llens u 3a1aun ucciae10BaHUS.

ITiman uccnenoBanus.

OO0mmii [1u3aiiH U MJIaH—ONMKUCAHUE UCCIEAOBaHUS.

O6ocHOBaHME U3aiiHa HUCCIENOBaHMs, B TOM YUCIE BHIOOPAa KOHTPOJIBHBIX TPYIIIL.
Bb160p nzyyaemoii nomyJisiium.

Jleuenue.

Janubie 3 PexTUBHOCTH U O€30MaCHOCTH.

KoHTposnb kauecTBa JaHHBIX (BKIIIOYas cepTU(UKAT ayIuTa, €CJIM MPOBOIUICS).

[TpenycMOTpeHHBIC TPOTOKOJIOM CTATUCTUYCCKUE METOBI U ONPE/ICIICHHE
pasMepa BEIOOPKH.

N3meHeHus B X0 IPOBEICHUS UCCIEAOBAHMS WIH B 3aIUIAHUPOBAHHOM aHAJIH3E.
Nupopmanus o cyObeKTax UcClieJOBaHUS.

Pacnpenenenue cyObEKTOB MO rpymnmnam.

OTKJIOHEHHUS OT IPOTOKOJIA.

Ouenka 3 (peKTUBHOCTH.

['pymnmbl aHaMU3UPYEMBIX JTaHHBIX.

Jlemorpaduyeckue u (W) APyrrue UCXOAHbIE XapAKTEPUCTUKH.

[Toka3zaTenu OLEeHKH COOJIIOICHUSI PEKUMA JICUEHUS.

PGSy.TIBTaTBI OLICHKHA 3(1)(1)€KTI/IBHOCTI/I u Ta6J'II/II_IBI 10 MHAWBUAYAJIbHBIM JaHHBIM
IMIalnrMCHTOB.

OrneHka O€30ITaCHOCTH.
[Tpoa0KUTENBHOCTh BO3JCUCTBUA.
HexenartenpHble SIBJICHHUS.

CMCpTB, APYTHUC CCPLE3HBIC HEIKCIIATCIIBbHBIC ABJICHNUA, 4 TAKIKC CCPbC3HBIC
HCXKCIIATCIbHBIC PCAKIINU.



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI

e; ‘ a .' .' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

03.04.2023
21.04.2023
03.04.2023
21.04.2023

OneHka KIMHUKO-1a00paTOPHBIX IOKa3aTeleH.

[TapameTpbl )KM3HEHHO BaXHBIX (YHKLIHIA OpraHu3ma, TaHHbIE 00BEKTUBHOIO

UCCJIeIOBaHUS U apyras nHbopMaIus 00CiIeI0BaHNs, KOTOPAsi KACAETCsl BOIIPOCOB

0€30MaCHOCTH.
3akirodyeHue 0 0€30MaCHOCTH.

OO6cysxieHue u od1iee 3aKII0UYCHHE.

Ta6JII/II_IBI, PHUCYHKH, rpa(bmq/l, Ha KOTOPBIC JaHbl CCBIJIKHW, HO KOTOPBIC HC BOIIIN

B TCKCT OTYCTA.

Cnucok nurepaTyphl.



KaSaKCTaH Pecny6nm<acr>m1>m OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi

e.zZan

PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC

DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

03.04.2023
21.04.2023
03.04.2023
21.04.2023

[Ipunoxenue 1

K CTpYKType U COJIEPKAHUIO

OT4YCTa O KIIMHUYCCKOM

rccienoBanu CtangapTa HaajexKalei

kiauHndeckoi npaktuku (GCP)

Pe3rome (KpaTkoe onucaHue KINHUYECKOr0 MCCIeI0BAHNA)

dopma

HaunmMenoBanue crioHcopa (KOMIIAHUH):
Tom:

Crpanuna:

OtnenpHas TabIMIa UCCIEIOBAHMS, OTHOCSIIASCS K YaCTH JOCHE

MH)

(IToste ucnonb3yeTcst TOABKO
YIOTHOMOYCHHBIMH OpraHa-

HayMeHoBaHKE TOTOBOTO Hperapara

HaumeHoBaHUE aKTUBHOTO HWHI'PCAUCHTA:

Ha3Banue uccienoBaHus:

Hccnenosarenu:

Knununueckas 6a3a(bl):

[Ty6nukanus (ccbuika):

Uccnenyemsiit nepron (roaa): (nata da3za pa3paboTKH:
HavaJsia Habopa) (JaTa IocjaeHero Bu-

3HTA)

Henu:

Meroponorus:

Yuco marueHToB (SaHHaHHpoBaHHOC n HpOaHaJ’II/ISI/IPOBaHHOG)Z

,ZLI/IaI‘HO3 1 OCHOBHBIC KPUTCPUH JJIsT BKIIIOUCHUS:

I/ICCJ’IC[[yCMHﬁ Ipenapar, 103a U croco0 IIPUMCHCEHUS, HOMED CEpUN:

HpOIIOJ'I)KHTCJILHOCTL JICUCHHUS

HpenapaT CpaBHCHUS, 103a U croco0 IIpUMCHCHHS, HOMCP CEpUU:

HanmMenoBanne crioHcopa (KOMITaHHH): OtaenbHast TabIKIA HCCICI0-

. BaHUA, OTHOCAMIIAACA K YaCTH
HaumenoBanue roroBoro Ipenapara:

JI0Che
HanmeHoBaHHe aKTHBHOTO HHTPEINCH-

Tom:
Ta:

Crpanuna:

(IToste uCTOB3YETCSI TOJIBKO
YIOIHOMOYEHHBIMH OpraHa-
MH)

Kputepun orenku:
D¢ dexTBHOCTD:

besomacHocTh:

CTaTHCTHYECKHE MCTOBI:

KPATKUIA OB30P — BBIBO/IbI

PE3VJIbTATHI OLIEHKH DOOEKTUBHOCTU:
PE3VYJIbTATbI OLIEHKU BE30ITACHOCTU:
3AKJIIOUEHHUE:

Jlata otuera:
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] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 21.04.2023
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Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE TlaTa cxaunBarms 21.04.2023

[Ipunoxenue 2
K CTpYKType U COJIEPKAHUIO
0TYeTa O KIMHUYECKOM
uccienopanny CtaHaapra HajuieKanen
kiauHndeckoi npaktuku (GCP)

dopma

IMoanucu rjIaBHOrO UCCJaEA0BATESA UJIHN HCCJICA0BATEIA-KOOpANHATOPA

[HOAINCH(N) I''TABHOI'O UCCIIEAOBATEJIA
NI NUCCIIEJOBATEJIA-KOOPAMHATOPA

NJIM OTBETCTBEHHOI'O MEJIUITMHCKOI'O CIIEHUAJIUCTA CO
CTOPOHLI CIIOHCOPA

HA3BAHUE UCCIIEJOBAHUA: ............
NCTIOJIHUTEJIb(N) UCCIIEJOBAHUA: ............

[Ipounn (—a) HaCTOAIIMN OTYET U, OCHOBBIBASCH HA MOEM 3HAHUU JJAHHOTO
MCCIIEIOBaHNsl, HACTOSIIUM MOATBEPIK/IAI0, YTO B HEM MPABUIHLHO U3JI0KECHBI
MPOLEIYPBI IPOBEACHHUS U PE3YJIBTATHI UCCIIECIOBAHUA.

HCCJIEJIOBATEJID: TTOAMUCKH(-1)
WJIM OTBETCTBEHHBIN

MEJIMLIMHCKUI CIIELIMAJIACT

CIIOHCOPA
BJIAJIEJIEL] OTUETA:
JIATA:




KaSaKCTaH PeCﬁyﬁﬂHKaCHHL]H OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI

e‘ .‘ a .' .' DTaJOHHBIH KOHTpO.TII)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

03.04.2023
21.04.2023
03.04.2023
21.04.2023

[Ipunoxenue 3

K CTpYKType U COJIEPKAHUIO

OT4YCTa O KIIMHUYCCKOM

rccienoBanu CtangapTa HaajexKalei

kirHndeckoit mpaktuku (GCP)

Il/1aH KIMHUYECKOr0 UCCJIeJOBAHUS U TPAQUK OLEHKH

dopma

Henenn

Busut

-2(3)
1

Tect ¢ dpusnyeckoii Harpy3Koit 24 1
MeauiuHCcKHui aHaMHE3
®dusukanbHOe 00CIeI0BaHNE

DKI

JlabopatopH. UccliieIoBaHuUs
HexxenareabHbIe SIBICHHS

1 _14-20 IHEH mocie Bu3uTa 1

2 _ 1-7 nueii nocie MEPBOTO JIHS TecTa ¢ PU3MIECKON HArpy3KOit

XX X X

X2

XX | w w
XX

PO IS e

Eo T T B A )




e.zZan

Kazakcran PeCl'IyGJ'lHKaCLIHLIH OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi

DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Pecny6nm<1/l Kazaxcran B OJICKTPOHHOM BHIC

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

03.04.2023
21.04.2023
03.04.2023
21.04.2023

[Ipunoxenue 4
K CTpYKType U COJIEPKAHUIO
0TYeTa O KIMHUYECKOM

rccienoBanu CtangapTa HaajexKalei

kiauHndeckoi npaktuku (GCP)

dopma
JIn3aiiH KIMHUYECKOr0 UCCIeI0BAHUS U rPaQUK ero OeHKHU
Je0HHEOS CTETDE
IMnameto
IIpocToe caence
CrpremaT TLnaneto meprog Josa l
1 2 3 4 11
P
B | | | I |
(Tom) (7am) (TgE) (Tam) Joza 2 (14zm)
| 10
Joza 3
(7m) {(7am) (Tm)  (7mm)
3 i] 7 z
a
Orenka CKpHHUHT BBoansrii Wcxonaubrid Jleuenne HabGmonenne
Henens -2 -1 0 1 2 3 4 5 6 7
Hu. cornacue X
Anamues X
Ouzuk.obCe. X X
D¢ exTHBHOCTB:
IlepBuu. [lepemennas X X X X X X X X X X
Bropuu. nepemMennas X X X X X X X
be3onacHoCTh:
Hexenar. siBieH. X X X X X X X X X X
JlaGopar. TecTsr X X X X X X
Macca Tena X X X X
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Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE TlaTa cxaunBarms 21.04.2023

[Ipunoxenue 5
K CTpYKType U COJIEPKAHUIO
0TYeTa O KIMHUYECKOM
uccnenoBannn CtaHnapra HaJjiexKamnein
kirHndeckoit mpaktuku (GCP)

dopma

PACHPEJIEJEHHE INAITHEHTOB
Nel 724

BCEI O TIALREEHTOR IOy A IENEIE B
JRORECRE CTTENIOA FICCTIE TOB AHIT

N=30 K= N= = -

PEATIM A PEEINMB PERIDMC PEEIRMD R
N=181 N=39 E W= N= = b= M= = H=
IABEP- BEERITO | | 3ABEP- | | BREEL- f] 3a- BRIEBIIO | | 3ABEP- | | BRiELL- | | ZABER- BEIEELTO
biiLG e IO ] BEP- OO 0 I
HEAETAT. HBIE- HEHRETAT. AB/EHIE HEAETAT. ABIE- HEHETAT. ABTE- HERETAT SBIE-
HHE (20) (1 HIE (2€) HEE {4} HITE (41)
HEJOCTATOM HETJOCTATOH HEJOCTATOU HEJOCTATOR HEQOCTATOU
IPSEKT (1) SESERT () ISSEET (1) FEFERT (1) ISSEET (1
MIOTEFAHHEE 79| | NOTERAHHEE 119 TOTEPAHHEEE 118 TIOTEPAHHEE TIOTEPAHHELE 1718
HABTHTEHIA (8) HABTOMEHIA (B) HAETROTEREA (7) JUTA HABTHOIE: HABTHTEHMA (5)
AF. MET, TIFITGI- JP. ME] MPHOD] AP MED ITPITIEDL HHA (8 JP. MET, TIPHTHHEL
HBI {5) (8Y 4 O MEJ. [TPHEH- (14
Jp HEMED TIRTEL | | 2p HEMET [IPHTEE JF-BEMET, [TPHEL- HE {8} Jp HEMET, TTPHTSEE]
HEI (7} HAPVIIEH ) HAFVIITEH [TPO. HEI ) HAFVIIEH P HRGET [ iy
MPOTOKOT (10} TOKOT (1) MPOTOKOT(3) REELT) HAFY- HAPYIIEH MPOTO-
PENERIE NAIT- PEILEHME TTAIDTEH- PELIEHME ITALT. IIEFH TFOTOROI KQUI(14)
EHTA (D TA(0 EHTA (25} (8) PEMIEHIE TIAIEH-

PEIIEHHE [TAITL- TAQS
EHTA (27}
W=1,361

TMATTHFHTR RAREPTITHRITAFR BOC TR TORAHWE

Pacnipenenenne
MMareHTOB

N=2670 CKPUH1POBAHO [TAIIMEHTOB
N=1732 PAHAOMU3MPOBAHO

N=938 BbIGbIJIN, ITPUUYMHEBI BBIGBITUA ITALTUEHTOB I1PU
CKPUHHUHI'E



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi
y ] AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray kyHi
‘,‘ d ' ' DTaJIOHHBIN KOHTPOJIbHBIH OAaHK HOPMATUBHBIX [IPABOBBIX aKTOB Jlata peaKuun

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

03.04.2023
21.04.2023
03.04.2023
21.04.2023

N=1724 TIAIIUEHTHI, ITOJIYYABIIHWE JIEHEHUE B JIBOMHOM CJIEIIOM

JIN3ANHE
N=8 HE IIOJIYYAJIM HUKAKOI'O JIEUEHU S, ITIPUYUHBI:
_ 2
G
_ 2

N= N=

3apepmmIo Briormmo

HEXEJATEJIbHOE SBJIE-
HHE (20)
HEYIIOBJIETBOPHT. OTBET
(32)
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aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 21.04.2023
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[Ipunoxenue 6
K CTpYKType U COJIEPKAHUIO
0TYeTa O KIMHUYECKOM
uccienopanny CtaHaapra HajuieKanen
kiauHndeckoi npaktuku (GCP)

dopma
CnmcoK manMeHToB, JOCPOYHO NPEKPATHBIINX IPHEM Npenapara
NCCIELOBAHHE Ne

(Unentudukanus Habopa JaHHBIX )

CIIMCOK ITATMEHTOB, IOCPOYHO BbIGbIBIINX N3 NCCIIEJOBAHUA

Jleuenne ITamm- ITox | Bos- TTocnenuuit JlnuTens- Ho- | ComyrcTByromee yie- IIpuannsl
[\
eHT Ne pact BH3HT HOCTh 3a qeHHE [pexpamens
Hcenemyemslit mpenapat/3KcepuMeHTANIBHBIN Mpenapar HexenatensHast
peakuus*

Hesddexrurocts mpe-

napara
Jleuenue TTanm- ITox | Bos- TTocnenuuii JlnuTens- Ho- | Comyrcteyromee it IIpuannsl
o
eHT Ne pact BH3HT HOCTh 3a e4yeHHE Tpekpaens
[Ipemapar cpas-
HEHUS
Jleuenune [Marwm- ITon | Bos- [Mocnexnuit Jlnurens- Jo- | ComytcTByromiee Je- ITpuanns!
o
eHT Ne pact BU3HT HOCTh 3a YeHHUE TIpeKpammenns
ITnane6o

*Cnenuduyeckas peakiys, SBUBIIAsCS IPUUUHON MPEeKpallleHus mpuemMa

(IToBTOPUTH AJIS IPYTHUX LIEHTPOB)
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PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC IlaTa CKAUMBAHUS 21.04.2023

[Ipunoxenue 7
K CTpYKType U COJIEPKAHUIO
0TYeTa O KIMHUYECKOM
uccienopanny CtaHaapra HajuieKanen
kiauHndeckoi npaktuku (GCP)

dopma

Cnncoxk nauMeHToB M HA0JII0IeHN i, HCKJIKYEHHBIX U3 aHAIn3a 3 PeKTHBHOCTH

NCCIIEJOBAHUE Ne
(Unentudukanus Habopa JaHHBIX )

CIIMCOK IMAIITMEHTOB 1 HABJIIOJJEHUI, UCKJIFOUEHHBIX 13
AHAJIN3A SOPEKTUBHOCTU

Jleuenue ITamment Ne Tlon Bospacr Uckmrouen u3 [puynnel
HaOJIIOIeHUs HpeKparieHus

HUccnenyemblii npernapat/3KcrepiMeHTaIbHBIHN ITpenapar

Jleuenne [Tamuent Ne Tlon Bospacr Uckmrouen u3 [IprumHbl
HaOIIOACHUSA HpeKparieHus

IIpenapat cpaBHeHUs

Jleuenne TTaruent No Tlon Bospacr HckioueH u3 [puynnel
HaOJIIOICHUS HpeKparieHus
[Tname6o

(IToBTOPUTH AJIS IPYTHUX LIEHTPOB)

CnpaBouHble TaOJIUIIBI

Kpatkoe 000011eHue:
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[Ipunoxenue 8
K CTpYKType U COJIEPKAHUIO
0TYeTa O KIMHUYECKOM
uccienopanny CtaHaapra HajuieKanen
kiauHndeckoi npaktuku (GCP)

dopma

KosmuyecTBO ManiueHTOB U HAOII0IeHUI, HCKIIOYEeHHbIX U3 aHAJIN3a
3¢ PeKTUBHOCTH

NCCIEAOBAHUE Neo
(Unentudukanus Habopa JaHHBIX )

YUCJIO ITAIIMEHTOB, UCKJIIOYEHHbBIX N3 AHAJIM3A
OODOEKTUBHOCTHU

HUccnemyemblit mpenapat/3KcrepUMEHTaTbHBIN Mpenapar N=
Henens

IMpnunna 1 2 4 8

Utoro

AHajornyHbIe Ta6J'II/II_IBI IMOATOTABIMBAOTCA I APYTIUX I'PYIIIL JICUCHUS.



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi
e aKTiepIiH STANOHIBl GaKbliay GaHKi Caxray KyHi
™ ‘ a [ ¥ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata peaKuun
Pecry6nmkn KazaxcraH B 371eKTPOHHOM BHJIE

03.04.2023
21.04.2023
03.04.2023

JlaTta ckaunBaHMs 21.04.2023

[Ipunoxenue 9
K CTpYKType U COJIEPKAHUIO
0TYeTa O KIMHUYECKOM
uccienopanny CtaHaapra HajuieKanen
kiauHndeckoi npaktuku (GCP)

CrarucTuyeckue aclneKThbl METOAbI

1. B npuioxeHnn CTaTUCTUYECKUE aCIIEKThI IPEICTABISAECTCA OAPOOHAs
UHpOpMAaIUs O CTATUCTUYECKOM aHaJIN3€, BHITOJHEHHOM M0 KaXXJ10M MepBUYHOMN
nepeMeHHoO! 3(hPEeKTUBHOCTH.

OTyeTHbIE JaHHBIC BKIIIOYAIOT M0 KpaliHEeW Mepe clieyIollyo HHGOpMaIUIo:

1) CTaTUCTHUYCCKAasA MOJCIIb, JICI)KAIllasd B OCHOBC aHaJIu3a, OIINChIBACTCI TOYHO U
ITOJIHO C HMCIIOJIB30BAHUCM CCBIIOK;,

2) opmynupoBKa MPOBEPSIEMOTO KIMHUYIECKOTO TPEITOIOKEHUS,
chopMyTupOBaHHAS B TOYHBIX CTATUCTUYECKUX TEPMUHAX, B BUJIE HYJIEBOU U
aJbTEPHATUBHON TUNIOTESBI,

3) cTaTUCTUYECKUE METO/IbI, MPUMEHSIEMbIE JUIsl OLEHKH 3P (PEKTUBHOCTH,
pacdera JOBEPUTEIIbHBIX HHTEPBAJIOB C IPUBUACHUEM CIHMCKA JIUTEPATYPHI;

4) nomy1iieHus, JeKalue B OCHOBE CTATUCTUYECKUX MeTO10B. CrenyeT
II0Ka3aTh, HACKOJILKO CTAaTUCTHYCCKH 00OOCHOBAHO MMEIONIHECS JaHHBIE
YAOBJIETBOPSIIOT OCHOBHBIM MPE/IOI0KEHHUSIM, 0COOCHHO MPHU MOATBEPKIACHUN
000CHOBaHMS CASIaHHOTO BBIBOJA. Eciii OoibIas 4acTh CTATUCTUYECKOTO aHaIN3a
BBITIOJTHEHA CITOHCOPOM, OTPaKalt0TCsl KaKUe BUJIbI aHATM3a ObUTH 3aIJTAHUPOBAHBI JI0
MOJTYYEHHUS TAaHHBIX UCCIIECOBAHUS M, €CJIH TAKOBBIX HE OBLIO, CIEAYET YKa3aTh, Kak
yAQJIOCh NMPEIOTBPATUTh CUCTEMHBIE OIMMOKHU B BHIOOPE KOHKPETHOI'O aHaJIN3a,
UCIIOJIb3YEMOI0 KaK OCHOBaHUE ISl OLICHKU BhIBOJIOB. OCOOEHHO BAXKHO B Clly4ae
J1000r0 aHaIu3a MOATPYIII, TOCKOIBKY, €CTU TaKhe aHAIN3bl 3apaHee He
3aMIaHUPOBAHBI, OHU OOBIYHO HE 00ECTICUMBAIOT aJICKBATHOW OCHOBBI JIJIs
OKOHYATEJIFHBIX BHIBOJIOB.

B ciyuae eciu ObU1O BBITIOJIHEHO MTPe0Opa30BaHNE JAaHHBIX, IPEIOCTABIISAETCS
o0ocHOBaHuUE BbIOOpa BUAA MPeoOpa30BaHMS TaHHBIX HAPSTY C UHTEpPIpETaLHei
OLIeHKH 3(h(PEKTUBHOCTH JIEYEHHsI, OCHOBAHHOTO Ha MPEOOPA30BAHHBIX JaHHBIX.
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OO0cyxxaeHue 11e1eco00pa3HOCTH BBIOOPA CTATUCTHYECKOW MPOLIETYyPbl U
JOCTOBEPHOCTH CTaTUCTHUECKUX BBIBOJOB ITOMOYKET SKCIEPTY YIOIHOMOYEHHOTO
Oprasa 1o OIeHKEe CTaTUCTUYECKON YacTH OTUETa MPUHSATH PEIICHHE O TOM, TpedyeTcs
J¥ BOCIIPOM3BOIUTH aHAJIN3 JAHHBIX JUIS IPOBEPKHU.

5) TecToBasi CTaTUCTHUKA, JIeXKaIllasi B OCHOBE KpUTEPHUs, BLIOOPOUHOE
pacrpeneneHue TeCTOBOM CTATUCTUKH 10 HYJIEBOM THUIIOTE3€, 3HAUEHUE TECTOBOM
CTaTUCTHKHU, YPOBEHb 3HAUUMOCTH (p—3HAYEHUE), U IPOMEKYTOUHbIE UTOTOBBIE TAHHbBIE
MPEICTaBIAIOTCS B (hopMaTe, KOTOPHIH MO3BOIUT IKCIEPTY YIOTHOMOYEHHOTO OpraHa
10 OLIEHKE CTATUCTUYECKON YaCTH OTYETA OBICTPO M KAYECTBEHHO MPOBEPUTD
pe3yJbTaThl aHATIM30B. Y Ka3bIBAIOTCS, KAKUE 3HAUEHUSI KPUTEPUSI 3HAUUMOCTH (P—
3HAYEHUS ) — OJJHOCTOPOHHHE UJTU ABYCTOPOHHME BHIOpaHbI it aHanu3a. [Ipu aTom
IpeoCcTaBseTcss 000CHOBAHUE AJI UCIIOIb30BaHUSA OHOCTOPOHHETO KPUTEPHSI.

B otuerte ¢ ucnonp30BaHMEM IBYCTOPOHHETO t—KPUTEPUS TPUBOASATCA 3HAUCHUS
t—CTaTUCTHKHU, CBA3AHHBIX C HUM CTETNIEHEN CBOOO/IbI, p—3HAUYCHHUS, pa3Mep KaKI0M 13
JIBYX CPaBHHUBAEMBbIX BBIOOPOK, 3HAUCHUS CPEAHETO U JUCIIEPCUU JIJISl KOKION 13
BBIOOPOK ¥ CYMMAapHO# OILIEHKH 00Iel nucrepcuu. B oTdere 1Mo MyJbTUIIEHTPOBOMY
UCCIIEJOBAHUIO C UCIIOJIb30BAHUEM TEXHUKH TUCIEPCUOHHOTO aHAIN3a MPUBOISTCS,
KaK MUHUMYM, TabJIUIla TUCIIEPCUOHHOTO aHAIN3a C MOKa3aTeNsIMu JJIsl LICHTpa,
JICYCHHUSI, UX B3aHUMOJICHCTBUSI, OCTATOYHOM OIMOKHU U oO1uiero utora. [1pu
NEPEKPECTHOM JIU3aliHE B OTUETE yKa3bIBaeTCa MHGOPMAIUs OTHOCUTEIBLHO CTATUCTUK
10 TTOCJIEA0BATENBHOCTAM, NALMEHTAM B ITOCIIEI0BATEIBHOCTAX, UCXOIHBIM JTAHHBIM B
Havajie KaxJa0ro nepuo/ja, B epuojie OTMbIBKU U €r0 MPOI0IKUTEIILHOCTH,
BBIOBIBAHHH MMAIIMEHTOB B TCUCHUE KAXKIOTO MEPUOa, JICUCHHS, IIEPHUOI0B, JICUCHHUS 110
NEPHUOy B3aUMOJIEHCTBUS, OMUOKH U 00111eM utore. st KaXk10ro HCTOYHHUKA
Bapually MOMUMO OOIIEr0 UTOTa, Ta0JIHIa BKIFOYAET CTEIIEHU CBOOOIbI, CYMMY
KBaJIpaToOB, CPEIHEE KBAIPATUUHOE OTKJIOHEHHUE, COOTBETCTBYIOIMUN F—Kpurepuii, p—
3HAYEHHE, 1 MATEMATUYECKOE 0KHUJAHUE CPEHETO KBAPATUUHOTO OTKIIOHECHMUSI.

[TpoMexyTOUHBIE UTOTOBBIC JJaHHBIC OTOOpaXaroT AeMorpadudecKre JaHHbIC, a
Tak)Ke JaHHBIE 00 OTBETHOM PEAKIH, YCPEAHCHHBIC NN HHBIM CITIOCOOOM
0000IIIeHHBIE /IS KaX /10K KOMOWHAIIMU YCIIOBHIA OTHOCUTEIIBHO BU/IA JICUSHUS (MU
JPYTHE pacYETHBIC XapaKTEPUCTHKH, TAKHNE KaK TOCIEA0BATEILHOCTD) B KaXKIOM
nepuojie HaOJII0ICHHUS.

2. ®opmar U TeXHUYECKUE JaHHBIC, KOTOPHIE MPEICTABISIOTCS 110 TPEOOBAHUIO
AKCIIEPTOB YIOJHOMOUYEHHBIX OPraHOB, OLICHUBAIOIINX CTATUCTUKY
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B otuete KaXX10T'O0 KOHTPOJIHUPYECMOTI'O KIIMHUYCCKOT'O UCCIJICIOBAHNAA,

YKa3bIBAOTCSA CIIMCKHU JAHHBIX (Ta6JII/IHI>I) 0 COOTBCTCTBYIOIIUX JAHHBIX ITAITUCHTOB,

BKJIFOUEHHBIX (OTOOpPaHHBIX) CHOHCOPOM JIJIsl CTATUCTHYECKOTO aHaM3a U TaOJHIL IS

000CHOBAHMS 3aKITIOYECHUH U OCHOBHBIX BBIBOJOB. OTHU CIIHCKU JaHHBIX H€O6XOI[I/IMI>I

JJIA OLICHKHU CTaTUCTUYECKOM YaCTH OTYETa YIIOJIHOMOYCHHBIM OPIraHOM. CHOHCOpa

TAKKC MOT'YT IOIMMPOCUTDb NPCAOCTABUTD 3TU CIIMCKU JAHHBIX 110 ITAUCHTAM B BUIC

MMPpUTOAHOM AJIAA KOMIIBIOTCPHOT'O CUNTBIBAHUA.
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[Ipunoxenue 3
Kk CrangapTy HaJuIexKalen
kinHn4eckoi npaktuku (GCP)

l'[epeqem, IMOIIPABOK K pasae/iaM KIMHHYCCKOro uCCjaea0BaHusd, KOTOPbIC
PaccMaTpuBalOTCHA KaK CYIICCTBCHHLIC

1. B cmydae BHeceHHs] ”3BMEHEHUI B pa3iesibl MPOTOKOJIA KIMHUYECKOTO
uccnenoBanusi CrioHCOP Jis1 pACCMOTPEHUS MOMPABKU B KAYECTBE CYIIIECTBEHHOM JAaeT
OIIEHKY 3HAYMMOCTH MONPABKU B OTHOILIEHUH PUCKA U 0KUAAEMOM MOJIb3bI AJIS
NalKUeHTa UCCIIeI0BaHus, a TAK)KE HAYYHOU IIEHHOCTU UCCIICIOBAHMS.

2. HOHpaBKI/I K pasaciiaM KIMHUYCCKOro UCCIACA0BAHHA CHUTAIOTCS
CYHICCTBCHHBIMH, CCJIM OHU MOT'YT ITOBJIMATD:

1) Ha 6e30macHOCTh WITH K€ PU3NUIECKOe MO0 TICUXUIECKOEe OJIaronoaydne
NaINCHTA;

2) Ha Hay4HYIO IIEHHOCTb UCCJIEI0BAHMUS.

3. CYHIGCTBGHHI)IMI/I IIOIIpaBKaMHU K pa3acjiaM KIIMHHUYCCKOT'O UCCIICTOBAHUSA

MOT'YT ABJIATBCA CICAYIOIHNC I/I3MeHeHI/Iﬂl.

4. I3MeHeHus B IPOTOKOJIE UCCIAEAOBAHUS (UCTIBITAHUS):
1) mens uccnenoBaHus;

2) MU3aiiH UCClIeT0BaHMUS;

3) uHGOPMUPOBAHHOE COTJIACHE;

4) npouerypa oroopa CyOheKTOB (MaIlMEeHTOB);

5) nokazarenu 3¢ HEKTUBHOCTH;

6) cxema 3a00pa OMOJOTUYECKUX 00Pa3LoB;

7) no0GaByieHrEe WM UCKIIOYEHUE TECTOB, WU MOKa3aTeseH;
8) KoMMuYecTBO CYOBhEKTOB (ITAIIMEHTOR);

9) Bo3pacTHOI aMana3oH CyObEKTOB (ITAIIMEHTOB);

10) xpuTepuu BKIIIOYEHHUS;

11) kpuTeprn UCKIIOYEHUS;
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12) MOHUTOPUHT 0€3011aCHOCTH;

13) mpoAOMKUTEILHOCTh TPUMEHEHUS UCCIIEyEMOTO TIpenapara;
14) u3meHeHue 103UpOBAHUS UCCIETyEMOTO Mpernapara;

15) n3MeHeHue npenapara CpaBHEHUS;

16) cratucTruecKuii aHAIIN3.

5. I3MeHeHnus, CBA3aHHbIE C OPraHn3aluer KIMHUYECKOTO UCCIIEJOBAHMSA:

1) 3aMCHa OTBCTCTBCHHOT'O MCCJICA0BATCIIA U IIPUBJICUYCHUC HOBBIX
OTBCTCTBCHHBIX HCCHCHOBaTeHeﬁ;

2) 3aM€eHa HCCIIeI0BATEIISI-KOOPIMHATOPA;

3) 3aMeHa KIMHUYECKOU 0a3bl (MEIUIIMHCKON OpTaHU3aIlii) Wi J00aBIIeHNE

JOTIOJIHUTENIPHBIX KIIMHUYECKUX 0a3 (MEIUIIMHCKUX OpPTaHU3allni);

4) 3ameHa crioHcopa Win 0pUIIMATIBLHOTO MPEICTABUTENSI CIOHCOPA;

5) 3aMCHa KOHTpaKTHOﬁ HCCHGHOB&TGHBCKOﬁ OopraHu3saluu, YHOHHOMOHGHHOﬁ 3a

BBITIOJTHEHUE BAXKHBIX 33J1a4 B paMKaxX HCCJICI0BaHUS;
6) U3MEHEHHE YCIOBUM 3aBEPIICHUSI UCCIICI0OBAHUSI.
6. VI3MeHeHus1, CBSI3aHHbIE C UCCIIEyEMbIM IIpenapaToMm:
1) MmaTepuasia mepBUYHON YITAKOBKH;
2) NpOoU3BOAUTEINS ACHCTBYIOIIETO BEIECTBA;
3) Npou3BOJACTBEHHOIO MPOIecca JEUCTBYIOIIETO BEIIECTBA;
4) cnerudukanuii 1eMCTBYIONIETO BEIIECTBA;
5) mpou3BOJICTBA UCCIIEAYEMOT0 IIpenapara;
6) crienuKaIya UCCIIETyeMOTO Mpernapara;

7) cnenudukanuii BCIOMOraTeIbHbIX BEIIECTB B TE€X CIIyYasiX, KOTOpbIE
CIIOCOOHBI MOBJIUSATH Ha JACHCTBUE JIEKAPCTBEHHOIO MPEMapara;

8) cpoka XpaHEeHUsl, BKIIt0UYas IEPUO]I IPUMEHEHUS MTOCIIE IEPBOTO BCKPBITUS U

(w1n) pa3BeaeHUs,
9) cyliecTBEHHBIX U3MEHEHHI COCTaBa UCCIEAYyEMOTO MIpenapara;

10) ycnoBuit XxpaHeHus;
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11) meTouk uccneqoBaHUI aKTUBHOM CyOCTaHLINU;
12) MeToauk rccien0BaHUM UCCIEAYyEeMOro mpenapara;
13) MeToIuMK HccieqoBaHUM HE (papMaKONEHHBIX BCIIOMOTaTEIbHbIX BEILIECTB.

7. I/I3M€H€HI/I$I, CBA3AaHHBIC C JaHHBIMH JOKJIMHHNYCCKHUX I/ICCJ'ICI[OBEIHI/Iﬁ u
COIMPOBOKIAOIHUCCA H3SMCHCHUCM OLICHKHN COOTHOIIICHUA I10JIb3a-PHUCK. HOHpaBKI/I
JaHHBIX JOKIMHUYCCKHUX q)apMaKOJ'IOFI/I‘I€CKI/IX U TOKCUKOJIOTHYCCKUX I/ICCJ'IG,Z[OBaHI/Iﬁ B
ClIy4dasiax, KOTOPbIC KaCarOTCs TCKYIIHNX KIIMHUYCCKUX I/ICCJ'ICI[OBEIHI/Iﬁ n
COIMPOBOKIAOTCA UBMCHCHUCM OLICHKU COOTHOIICHUA PUCK-ITIOJIb34d. B oTHOMmICHUU:

1) pe3ynbTaToB HOBBIX (PAPMAKOIOTUUECKUX MUCCIIET0BAHNT;

2) HOBOM MHTEPIIPETAIIMU CYIIECTBYIOMUX (apMaKOIOTHYECKUX UCCIIECIOBAaHUM;
3) pe3yabTaTOB HOBBIX TOKCHUKOJIOTUYECKUX UCCIIEI0BAHUI;

4) HOBOW MHTEPHPETALIMU CYIIECTBYIOIINX TOKCUKOJIOTHYECKUX UCCIIEIOBAHMIA;
5) pe3yapTaTOB HOBBIX UCCIEA0OBAHUMN JIEKAPCTBEHHBIX B3aUMOICHCTBU.

8. I/I3M€H€HI/I$I, CBJA3aHHBIC C JaHHBIMH KIMHHYCCKUX I/ICCJ'IG,Z[OBaHI/Iﬁ u
COIIPOBOXKAAIOINNECA N3MCHCHUCM OLICHKH COOTHOIICHUS IMOJIb3a-PHUCK. HOHpaBKI/I B
KIIMHUYCCKOM HCCJICAOBAHHNH, a4 TAKXKC JaHHBIC, 0T06pa>1<a}0mne OIIBIT IPUMCHCHU A
ImpcIiapara y 4CJI0OBCKA, KOTOPLIC ABJIAIOTCA BA’KHBIMU VI TCKYITUX I/ICCJ'IGILOBaHI/Iﬁ u
COIIPOBOKIAAIOTCA USMCHCHUCM OLICHKHW COOTHOIICHUSA ITOJIb3a-PHUCK. B otHOMmIECHMM:

1) 6e30macHOCTH, CBSI3aHHON ¢ KJIMHUYECKUM HCCIIEIOBAaHUEM HJIH OIBITOM
IPUMEHEHHS UCCIIEAYyEeMOro JICKapCTBEHHOTO IIpernapaTa y 4ejloBeKa;

2) pe3yJIbTaTOB HOBBIX KIIMHUYCCKHUX (PapMaKOIOTHUECKUX MCCIICI0OBAHUM;

3) HOBOM MHTEPIIPETAIMH CYIMIECTBYIONINX KIMHUUECKUX (hapMaKOJIOTHISCKUX
HCCIeIOBAHMM;

4) PE3YJIbTATOB HOBLIX KIIMHUYCCKHUX HCCHC}IOB&HHﬁ;
5) HOBOM HHTCPIPCTANN CYHICCTBYIOIIUX JAHHBIX KIIMHUYCCKUX PICCHC,Z[OBaHPlﬁ;
6) HOBBIX JAHHBIX II0 OIIBITY IMMPUMCHCHUA UCCICAYCMOI'O IIPLCIIapaTa y 4CJIIOBCKA,

7) HOBOI MHTEPIIPETAIIUH CYIECTBYIOIIUX IaHHBIX 110 ONbITY MPUMEHEHHUS
UCCIIElyEMOT0 IpernapaTa y 4yeloBeKa.

9. Ilopsatok paccMOTPEHHUs YIIOJTHOMOYEHHBIMU OPTraHaMH IONIPABOK K pa3iesiaMm
KJIMHUYECKOI 0 UCClieZIoBaHUs onpenensercs TpeboBanusimu Pecryonuku Kazaxcran.
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! HpO‘II/Ie HN3MCHCHUA K pa3cjiaM KIMHUYCCKOTO NCCIICIJOBAHUA CUUTAIOTCA

HCCYIICCTBCHHBIMU.
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[Tpunoxenue 3 K npuKasy
Ucnonustonuiit 0013aHHOCTH
MunucTpa 3apaBOOXpaHEHUs

Pecny6nuku Kazaxcran
ot 4 ¢espans 2021 roga
Ne KP ICM-15

Cranaapr Hajuiekamed npou3BoAcTBeHHOH npakTuku (GMP)

I'nasa 1.001mue moJioxkeHue

1. ®apmarieBTUUECKAS] TPOMBIIIIEHHOCTh TOCYIapCTBa MOAAEPKUBAET BHICOKHE
CTaHJapThl YIIPABICHUS KaueCTBOM MpU pa3paboTKe, MPOU3BOACTBE U KOHTPOJIE
JIEKapCTBEHHBIX cpenicTB. CrucTeMa rocy1apCTBEHHON PErHCTPALIMU TApAHTUPYET, YTO
BCE JIEKQPCTBEHHBIE CPECTBA OIEHECHBI YIIOJITHOMOYEHHBIM OPTaHOM, YTOOBI
00ecreYnTh UX COOTBETCTBUE COBPEMEHHBIM TpeOOBaHUSIM 0€30MMaCHOCTH, KauecTBa U
s dextuBHOCTH. CHCTEMA JIMIICH3UPOBAHUS ITPOU3BOJICTBA TAPAHTUPYET, YTO BCS
MPOYKIIUS, pa3pelieHHas K TPUMEHEHHIO, TPOU3BEIeHa TOJbKO MPOU3BOIUTENSIMU,
KOTOpBIE HUMEIOT COOTBETCTBYIOIINE pPa3pelIeHus (JTULEH3UU) U PETYIISIPHO
WHCIIEKTUPYIOTCS YITOJTHOMOUYEHHBIMH OpraHaMHM ¢ UCTIOJIb30BAHUEM MPUHITUIIOB
yIpaBJeHUs pUCKaMU JIJIsl KauecTBa.

CootsercrBue HacToAmMM CTaHIAPTOM YUYHTHIBAECTCS IIPU NOJIYYEHUN
paspenieHui (JIMLUEH3Mi) Ha TPOU3BOACTBO JIEKAPCTBEHHBIX CPEJCTB, U HA HEM
OCHOBBIBAETCSI HHCIEKTUPOBAHUE NTPOU3BOINUTEIIEH JIEKAPCTBEHHBIX CPEJICTB.

Hacrosmuii CtanaapT npeACcTaBIeHbI 3 4acTsIMU U psIAOM IpuiioxeHui. Yacts [
COAEPKUT MPUHIUIIBI, TPUMEHUMBIE IPU TPOU3BOACTBE JICKAPCTBEHHBIX MPENapaTOB.
Yacrs Il oxBarbIBaeT NPUHIHUIIBL, IPUMEHUMBIE TIPU ITPOU3BOJACTBE AKTUBHBIX
dbapMaleBTHYECKUX CYOCTaHIIUM, UCTIONb3YyEMbIX B KAYECTBE UCXOHBIX MaTEPHUAIIOB.
Yacts Il comepxut pazaensl, B KOTOPBIX Pa3bICHIIOTCS TPEOOBAHUS YITOJTHOMOYEHHBIX
OpPraHoB, cBsi3aHHbIE cO CTaHIapTOM HaJIEKAIEr0 MPOU3BOICTBA JIEKAPCTBEHHBIX
CPEJICTB.

I'naBe 1 wactu I Hacrosimero Ctanapra B 0OIIMX YepTax U3IaraeTcs
dbyHIaMeHTalIbHAs KOHIICTIIIHS YIIPaBIEHUSI KaueCTBOM IIPU MPOU3BOJICTBE
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JIEKapCTBEHHBIX IpernaparoB. Kaxaas u3 cieayromux riaB CoAePKUT IPUHIINII,
OMKCHIBAIOIINK B OOIIMX YEPTaxX IEJIH YIIPABICHHUS KAYECTBOM B paMKaX 3TOH TJIaBbl, U
MOSICHEHHUSI, KOTOPbIE 00€CTICYMBAIOT JOCTATOYHYIO JIETAU3aI1I0, YTOOBI
MIPOU3BOAUTEINA IOHUMAIIA OCHOBHBIE BONPOCHI, KOTOPHIE YYUTHIBAIOTCS IIPU
pean3aiuu 3TOro NpUHIKINA.

B nacrosimem Crangapte usznaraercs AeTajibHasi HHPOopMalus O IPUHIIMITAX
HaJJIeKallero MPOU3BOJICTBA B OTHOIIEHUU aKTUBHBIX (papMalleBTUYECKUX
cyOcTaHIIUiA, UCTIOJIb3YEMbIX B KaU€CTBE MCXOIHbIX MaTepuanoB. Yacts 11 Obl1a
pa3paboTtana Ha ocHOBe pykoBojicTBa ICH, uznannoro kak goxkyment ICH Q7A nns
AKTUBHBIX (hapMaIleBTUIECKUX CyOCTaHIIMNA. JTa 4acTh pacCIpOCTPAHIETCS KaK Ha
JIEKapCTBEHHBIE CPEJICTBA JUISl MEAUIIMHCKOTO IPUMEHEHUSI, TAK U HA BETEPUHAPHBIC
JIEKAPCTBEHHBIE CPEACTBA.

JIonoJIHEHNE K OCHOBHOMY COJIEPKaHMIO, U3JI0KEHHOMY B yacTsx I, II,
Hactosuiero CtannapTa BKJIIOYAOT B ce0sl psiJ] MPUIIOKEHHHM, 00ecrieunBaroIInX
JNETATU3ALUI0 B OTHOIIEHUH OTAEIBHBIX BUAOB ACATENBHOCTH. J[JI1 HEKOTOPBIX
IPOU3BOCTBEHHBIX MTPOLIECCOB PA3IUUHbIC MPUIIOKEHUSI Oy TyT MPUMEHSITHCS
OJIHOBPEMEHHO (HapUMep, PUIOKEHUS, PETIIAMEHTHPYIOLINE IIPOU3BOACTBO
CTEPHJIbHBIX JIEKAPCTBEHHBIX CPEACTB U MPOU3BOJICTBO paino(hapMaleBTUYECKUX
JIE€KapCTBEHHBIX CPEJCTB U (M) OMOJIOTMUYECKHX JIEKAPCTBEHHBIX CPEICTB).

YacTs III conepxut pa3aensl, cBsizanHble CTaHIaPTOM HaJIEXKAILIETO
MIPOU3BO/JICTBA, KOTOPHIE HE SIBJISIFOTCS MOJPOOHBIMU PYKOBOISIIIUMH PUHITUTIAMH.
Hens wactu Il — pa3psicHUTH TpeOOBAHUS PETYIISATOPHBIX OPTaHOB, €€ CICTYET
paccMaTpHuBaTh KaK HICTOYHUK UH(POPMAIIMK B OTHOIIEHUN HAMITYUYIINX COBPEMEHHBIX
MeToZ0B. OTAENBHO B KAKJIOM pa3Jiesie OIMCAHbI AETaJIM, KACAIOIIHUECS €ro
IPUMEHHUMOCTH.

ITocne npunoxkeHuii K OCHOBHBIM YacTsM CTaHaapTa IpUBEACH CIOBAPb
TEPMHUHOB, HCTOJIb3yEMBIX B HacToseM Cranaapre.

Hacrosmumit Ctangapt He pacnpOoCTpaHsIeTCsl Ha BOIPOCHI OXpaHbl TPyia
nepcoHala, 3aHsATOro B MPOU3BOJICTBE. DTH BOIIPOCHI MOTYT OBITh BaKHBIMH IPU
IPOU3BOJICTBE TAKHUX JIEKAPCTBEHHBIX CPEJCTB, KaK BBICOKOAKTUBHBIE, OMOJIOTUYECKHE
U paJInOaKTUBHBIE.

CranmapToM npeaycMaTpUuBaETCs, UTO JAEpKaTellb pa3peiieHus: (JIMIEH3UH ) Ha
MIPOU3BOJICTBO CUCTEMATUYECKU BKITIOYAET TPEOOBAHUS PETUCTPAIIMIOHHOTO JIOChE
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JIEKApCTBEHHOTO Mpernapara B OTHOIIEHUU 0€301MacHOCTH, KauecTBa U 3P(HEeKTUBHOCTH
MPOAYKIIMU BO BCE MEPOIPUATHS IO POU3BOACTBY, KOHTPOJIIO U BBIITYCKY MPOIYKIIMU
B pealin3aluIo.

TedyeHue MHOTHUX JIET MPOU3BOJICTBO JICKAPCTBEHHBIX CPEICTB IIPOBOJIUTCS B
COOTBETCTBHHU C PyKOBOASIIMMU puHIMIIaMu CTaHaapTa HaJIJIekKallero Nponu3BoIcTBa
u He perynupyetcs ctangaptamu CEN/ISO.

B nacrosimem Crangapre crangaptsl CEN/ISO ObutH yYTeHBI, HO TEPMUHOJIOTHS
ATUX CTAaHJAPTOB HE MPUMEHSIIACH.

MOFYT CymeCTBOBATb MHLBIC ITPUCMIICMBIC MCTO/IbI, OTJIMYHBIC OT OIIMCAHHBIX B
HaCTOAIIICM CTaHI[apTe, C IIOMOIIBIO KOTOPBIX MOXKHO COOIIOCTH IIPUHOUIIBI
YHpaBJIICHUA KaUCCTBOM. CTaHI[apT HC HAITpaBJICH HAa OIr'paHUYCHUC PA3BUTHUA KaKHUX-
MO0 HOBBIX KOHHGHHHP'I HNJIN HOBBIX TGXHOJIOFI/Iﬁ, KOTOPLIC IIPOIIJIM BAIUAAIIUIO0 U
00eCIeYnBalOT YPOBCHL YIIPABJIICHHUA Ka4CCTBOM, I10 MEHBIIICH MCpC ASKBUBAJICHTHBIN
YCTAHOBJICHHOMY HACTOAIINUM CTaHI[apTOM.

Hacrosmuit Ctangapt OyieT peryJsspHO epecMaTpruBaThCs € LEIbI0 OTPAKECHUS
HEMPEPHIBHOTO COBEPIIICHCTBOBAHMSI MPAKTHKU B 00JIACTH KayeCcTBa.

Paspnen I. OcHoBHBIE TpeOOBaHMS

I'naBa 2. @apmaneBTH4YeCKas CUCTEMAa Ka4yecTBA

IHaparpa¢ 1. Ilpunuun

2. IlpousBoauTe s MPOU3BOIUT JIEKAPCTBEHHBIE CPEACTBA TAKMM 00pa30M, UTOOBI
rapaHTUPOBATh UX COOTBETCTBHUE CBOEMY Ha3HAUECHHIO, TPEOOBAHUSAM
PETUCTPALIMOHHOTO 10ChE U (WJIM) TPOTOKOITY KIMHUYECKOTO UCCIIEAOBAHUS U
MUHUMU3UPOBATH PUCK JUISl TAIMEHTOB, CBSI3aHHBIN C 0€30MaCHOCTHIO, KAY€CTBOM U
3¢ (HEeKTUBHOCTHIO JIEKAPCTBEHHBIX CPEACTB. Briciiee pykoBOICTBO OTBEYAET 3a
BBITIOJTHEHUE ATUX TpeOOBaHUH, UX BBHIMIOJHEHHE TPeOyeT y4acTUsi U OTBETCTBEHHOCTH
MEPCOHAJIA PA3IUYHBIX NOAPA3ICICHUIN PEANPUITUA-IPOUZBOIUTENS HA BCEX €TI0
YPOBHSIX, a TAKYKE MOCTABIIUKOB U OPraHU3alUi ONTOBOM TOProBiu. sl JOCTHKEHUS
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3TOM LIENIM CO3JAETCsl BCECTOPOHHE pa3paboTaHHas U NPABWIBHO (DYHKIIMOHUPYIOLIAs
(apmarieBTHYECKas CUCTEMa KaueCcTBa, BKJIIOYAIOIas B ce0sl HaIekKalllyto
IPOU3BOICTBEHHYIO MPAKTUKY U YIIPaBJICHUE pUCKaMU JJi KauecTBa. DTa 0hOpMIIEHO
JOKYMEHTAJBbHO, a €€ 3((PEKTUBHOCTH — MPOKOHTPOJIMpOBaHa. Bee aneMeHTh
(bapmaleBTUYECKON CUCTEMbI KaueCTBa YKOMILJIEKTOBAHbI KBAIU(PUIIMPOBAHHBIM
NEPCOHAJIOM, 00eCTIeYeHbl HEOOXOIMMBIMU U Ha/IJIEKAIIMMH [TOMEIIEHUSIMH,
000py/1I0BaHUEM M TEXHUUECKUMHU CpeJICTBaMU. JlepkaTensb pa3zpeiieHus (JMIEH3N) Ha
IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB U YIIOJIHOMOYEHHOE JIUIO (JIUIa) OTBEYAET B
COOTBETCTBHUH C 3aKOHOAATEIHCTBOM 3a (PyHKIIMOHUPOBaHUE (PapMalleBTUUECKON
CUCTEMBI KauecTBa.

OCHOBHBIC IIPUHIUIIBI YIIPABJICHUS KaUCCTBOM, Hazmemameﬁ HpOHBBOHCTBCHHOﬁ
IMPAKTHUKHU W YIIPABJICHUA PUCKAMUA JIsI Ka4€CTBA B3AMMOCBA3aHbI. Onu onucaHbl HMIKE,
YTOOBI IMOJYCPKHYTh UX B3aMMOCBA3b, IICPBOCTCIICHHOC 3HAYCHHUC JJIS ITIPOU3BOACTBA U
KOHTPOJIAA JICKAPCTBCHHLIX IIPCIIapaTOB.

IMaparpa¢ 2. ®apmaneBTHYECKAs CHCTEMA Ka4eCTBA

3. YnpaBiieHHE KaueCTBOM - OXBaThIBAE€T BCE BOIIPOCHI, KOTOPHIE B OTACIBHOCTH
WJIM B LIEJIOM BIIUSIOT HA KAY€CTBO MPOIYKIIMH. ITO COBOKYIHOCTh OPTraHU3aIMOHHBIX
Mep, MPeANPUHUMAEMBIX B IEJISIX 00ecieueHnusl COOTBETCTBHUS KaueCcTBa
JIEKAPCTBEHHBIX CPEJICTB UX MPEIHAZHAYCHUIO. YTIPABICHUE KaueCTBOM BKIIFOYAET B
ce0s Ha/iexKallyto MPOU3BOJCTBEHHYIO MTPAKTHUKY.

4. CtanmapT HaJUIeXKallero MPOU3BOJICTBA U KOHTPOJISI KAYECTBA MPUMEHSIETCS KO
BCEM CTAJIUSM JKU3HEHHOTO IMKJIA MPOJTYKTOB: IPOU3BOJCTBY JIEKAPCTBEHHBIX
MPENApATOB ISl KIMHUYECKUX UCCIIEIOBAHUN, IEPEHOCY TEXHOJIOTHH,
IIPOMBIIJIEHHOMY IPOU3BOJICTBY, IIPEKPALLECHUIO ITPOU3BOACTBA JIEKAPCTBEHHBIX
cpenctB. OnHaKo (hapMaleBTHUECKAs CUCTEMa KaueCTBa PACIPOCTPAHIETCS U Ha TaKylO
CTaJINIO KM3HEHHOTO IIUKJIAa TPOYKTOB, Kak (apMaiieBTH4ecKas pazpaboTka. 1o
onucano B yactu Il Hacrosimero Cranaapra B pazaene «PapMalieBTUUECKAs CUCTEMA
Ka4eCTBa», KOTOPbI, HECMOTPS HA TO, UTO SABJISECTCS PEKOMEHAATEIbHBIM,
CIIOCOOCTBYET MHHOBAIIUSAM U TIOCTOSIHHOMY YJIYUYIICHHIO, @ TAKKE YIIPOUHEHUIO CBS3H
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Mexay (hapMaleBTHYECKON pa3pabOTKON U MPOU3BOACTBEHHOM I€ATEIbHOCTBIO. Pazien
«DapmarieBTHUECKas CUCTEMA KaueCTBa» UCIIONIb3YETCs, YTOObI TIOTIOTHUTD
COJZIEp/KAHUE HACTOSIEH TIIABBHI.

5. Ilpu pa3paboTke HOBOM (papMaIeBTUUECKON CUCTEMbl KQaueCTBA WU TIPU
MU3MEHEHUH CYIIECTBYIOLIEH CUCTEMbI YUUTHIBAETCS O0BEM U CIIOKHOCTH JAEATEILHOCTH
opranuzanuu. B cTpykTypy dhapmaneBTHYeCKON CUCTEMBI KaUeCTBa BKIIOUYEHBI
COOTBETCTBYIOIINE MPUHIUIIBI YIPABIECHUS PUCKAMHU C UCTIOIH30BAHUEM MOAXOIAIINX
MHCTPYMEHTOB. B TO Bpemsi Kak HEKOTOPBIE aCMeKThl (PapMarieBTHUECKOM CHUCTEMBI
Ka4yecTBa MOTYT MPUMEHSTHCS K ACSITETFHOCTH BCEH OPTaHU3aIMU B 1IEJIOM, a UHBIE —
TOJILKO K OTIpeeSIEHHBIM MTPOU3BOJICTBEHHBIM yUacTKaM, 3 (PEKTUBHOCTh BHEIPEHUS
(dapmaleBTUYECKON CUCTEMbI KauecTBa OOBIYHO IEMOHCTPUPYETCS HA YPOBHE
IIPOU3BOJICTBEHHOM IJIOIIAJIKH.

6. ®apmaleBTUUECKAs] CUCTEMA Ka4eCTBA, NPEAHA3HAYECHHAS ISl IPOU3BOJICTBA
JIEKaPCTBEHHBIX CPEACTB, FTAPAHTUPYET, UTO:

1) BBITTyCK IPOYKIIMK 00€CTIEUNBAETCS MOCPEACTBOM Pa3padbOTKH,
TUTAHUPOBAHUS, BHEIPEHUS, TIOI/ICPIKAHMSI K HETIPEPHIBHOTO YCOBEPIIICHCTBOBAHUS
CUCTEMBI, KOTOPAsl 1a€T BO3MOXKHOCTh MOCTOSTHHO MOCTABIIATH MPOIYKIIUIO C
COOTBETCTBYIOIIMMH TIOKa3aTeNIIMUA Ka4eCTBa;

2) ynpaBiieHHe 3HaHUSIMU O MPOAYKIIMHU U MPOIECCE €€ MPOU3BOICTBA
OCYILIECTBIISIETCS HA MPOTSKEHUU BCEX CTAJAMM )KU3HEHHOTO IIUKJIA MPOAYKIIUH;

3) nekapcTBEHHbIE CPEACTBA Pa3padaThIBAIOTCSA U COBEPIICHCTBYIOTCS C YUYETOM
TpeboBanumii HacTosero CtanaapTa;

4) onepalu Mo MPOU3BOJICTBY M KOHTPOJIKO TOYHO OMPEEICHBI COOTBETCTBYIOT
TpeboBaHusIM HacTosmero CtanaapTa;

5) 00513aHHOCTH PYKOBOJIUTEIICH YETKO OIPEICIICHBI;

6) MPUHSTHI MEPHI JJIsI MPOU3BOCTBA, TOCTABKU U UCIIOIB30BaHUS UCXOIHBIX
MaTepuagoB, COOTBETCTBYIOIINX YCTAHOBICHHBIM TPEOOBAHUSIM, a TaK»Ke JIsl BBIOOpa U
KOHTPOJIS [IOCTABIIMKOB U JJIs1 IPOBEPKHU TOT0, UTO Ka)KJas II0CTaBKa I10Jy4eHa OT
YTBEPKJAEHHBIX MOCTABIIUKOB (YTBEPKIECHHOMU LIETIH MTOCTABKH);

7) BHEAPEHBI MPOIECCHI, 00ECTICUNBAIOIINE YIIPABICHUE ACSITEILHOCTHIO,
nepeaaBaeMoi Ipyroi opraHu3aluy J1Jisl BHITOIHEHUS (ayTCOPCUHTOBOM
NEeSITEIbHOCTHIO);
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8) yCTaHOBIIEHO U MOJEPKUBACTCS KOHTPOIUPYEMOE COCTOSIHUE TIOCPEICTBOM
pa3pabOTKH M UCTIOIH30BaHUS 9(PPEKTUBHOTO MOHUTOPUHTA U CUCTEM KOHTPOJIS B
OTHOIIICHUY TIPOBEICHHUS MTPOIIeCcCca U Ka4eCTBa MPOAYKIIHH;

9) pe3ybTaThl MOHUTOPUHTA MPOLIECCOB U Ka4e€CTBa MPOAYKIIMH MPUHUMAIOTCS
BO BHUMaHUE IIPH BBIITYCKE CEPUH, IPU PACCIETOBAHUH OTKIOHEHUHN U 111 IPUHATHS
IpeayNpexXIaAIUX Mep BO N30€KaHNe NOTEHLIUAIbHBIX OTKJIOHEHUH, KOTOPHIE MOTYT
IPOU30UTH B OyaylIEM;

10) mpoBoASTCS HEOOXOIUMBI KOHTPOJIb TPOMEKYTOUHON MPOAYKITUH, JTFO00I
JIPYroil KOHTPOJIb B IPOLIECCE TPOU3BOJICTBA, U OCYIIECTBISCTCS BaTUAAIMS;

11) oka3zpiBaeTcs cOAEHCTBUE TOCTOSIHHOMY YIYUIIEHHUIO TOCPEACTBOM
BHEJIPEHUSI YCOBEPILICHCTBOBAHUM, OCHOBAHHBIX HA aKTyaJIbHBIX 3HAHUAX IpoIlecca U

IMPOAYKIINH,

12) npuHATHI MEpHI AJI EPCIEKTUBHON OLIEHKHU 3alUIaHUPOBAHHBIX U3MEHEHUH U
WX YTBEPKICHHUS 10 BHEJPEHHS C YIETOM HEOOXOAMMOCTH BBITIOJIHUTH YBEIOMIICHHE
YIOJIHOMOYEHHBIX OPTraHOB WJIU COTJIACOBATh U3MEHEHUSI C HUMH, €CJIH 3TO TpeOyeTcs;

13) npoBOAMTCS OLIEHKA JIFOOBIX peaTu30BaHHBIX U3MEHEHUH MOCIIE UX
BHEAPEHUS JJIsl HOATBEPKACHUS TOTO, UTO LIeJb U3MEHEHHH Obljla TOCTUTHYTA U YTO
ATO HE OTPA3UIOCh HA KAYECTBE MPOYKIIUHA HETaTUBHO;

14) Bo Bpems paccieoBaHus OTKIOHEHUH, IpeoIaraeMbix 1e(eKToB
OPOAYKIMU U APYTUX MPOOIEM MPUMEHIETCS COOTBETCTBYIOIINM YPOBEHb aHAIN3A
OCHOBHBIX IIPUYMH JIAHHBIX HECOOTBETCTBUM, KOTOPBIN ONPEAEIAIOTCS C
UCI0JIb30BAaHUEM IPHUHIIMIIOB YIIpaBJIeHUs pUCKaMu JJid KauecTBa. B ciydasx, koraa
UCTHHHAs OCHOBHAs MPUUYMHA (IPUYHUHBI) HECOOTBETCTBUS HE MOXKET OBITh
yCTaHOBJIEHA, UACHTU(GUIKUPYET HanuboJiee BEPOSTHYIO IPUUKHY .

15) caydasix, Korja B KauecTBE MPUYUHBI TI0103PEBACTCS UITH
UACHTU(UITMPOBAHA ONTHOKA TIEPCOHANA, 3TO JOKa3aHO C 0COO0H TIIATEIHHOCTHIO,
YTOOBI TapaHTUPOBATh, YTO HE OBLIM MPOMYIIEHBI CYIECTBYIOIINE MTPOLIECCHEIE,
MPOLIEAYPHBIE WM CUCTEMHBIE OIIMOKHY Wiu TipobiieMsl. [1o pe3ynbTaTam
paccieoBaHusl ONPEEIAIOTCS U TPEANPUHUMAIOTCS COOTBETCTBYIOIINE
KOPPEKTUPYIOIINE U (UITK) TIpeAYyNpeKIatomue AecTBus. IHPEeKTUBHOCTH TAKUX
NEUCTBUI TPOBEPSIETCSA U OLIEHUBAETCSA B COOTBETCTBUU C NMPUHIIMIIAMU YIIPaBICHUS
PUCKaMH JIJISl KaYeCTBa;
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16) nexapcTBeHHBIE penapaTsl He OyAYT BBIMYIIEHBI B 00paIlleHHE 10 TOTO, KaK
YHOJHOMOUYEHHOE JIUIIO HE YJIOCTOBEPUT, UTO KaXKJasi CEpHs MPOAYKIIUHU ObLia
pOU3BeICHa U POKOHTPOJIUPOBAHA B COOTBETCTBUU C TPEOOBAHUSIMHU
PErUCTPalMOHHOTO JOChe U HacTosiero Cranuapra;

17) mpennpuHsATH TOCTATOYHBIE MEPhI, 00ECTICUUBAIOIITIE TOJCPKaHNE
Ka4yeCTBa JICKAPCTBEHHBIX MpenapaToB B TEUEHHUE BCETO CPOKA TOAHOCTHU MPU UX
XPaHEHUU U MOCIEAYIONIEM 00pallleHNH;

18) umeercs npoiieaypa NpoBeAeHUs CAMOUHCIIEKIINY U (WJIM) ayJIuTa KauecTBa,
B COOTBETCTBUH C KOTOPOM PETYIISIPHO OIIEHUBAIOTCS 3PHEKTUBHOCTD U MMPUTOTHOCTD
dhapMaleBTUYECKOM CUCTEMbI KAYeCTBA.

7. Beiciiee pyKOBOJICTBO OTBETYAET OCHOBHYIO 32 OCHOBHYIO HAJIMYHUE
s dexTuBHON hapMaIeBTUUECKON CUCTEMBI KA4e€CTBA, 32 TO, YTO UMEIOTCS
HEO0OXOIUMbIE PECYPCHI U UYTO 00SI3aHHOCTH, TIOJTHOMOYHS OTPE/IEIICHbI, TOBEJICHBI J10
CBEJICHMS U BBIIOJIHSIOTCS, PEAIN3YIOTCA BO BCEX MOAPA3IEIICHUIX PEINIPUATHS.
Baxxna nuaupyroias posp BBICIIEr0 pyKOBOJCTBA U €70 aKTUBHOE y4acTUE B
(dapmaleBTUYECKON CUCTEME KaYeCTBa. JTO rapaHTUPYET MOIJIEPIKKY
(apMalieBTUYECKOM CUCTEMBI KaUYeCTBa M 3aMHTEPECOBAHHOCTD MEPCOHANA Ha BCEX
YPOBHSIX U B OAPA3AECICHUAX TPEATPUITHS.

8. I[IpoBoasTCs nmepuoauyeckue 0030pbl (GYHKITMOHUPOBAHUS (papMaIieBTHIECKON
CHUCTEMBbI KaueCTBa C BOBJICUEHHUEM B ATOT MPOLIECC BBICIIETO PYKOBOACTBA, YTOObI
OIPEICIIUTh BO3MOYKHOCTH JIJISI TOCTOSIHHOTO YIIYYIIECHUS MPOAYKIIMH, POLIECCOB U
caMOU CHUCTEMBI.

9. ®apmareBTHUECKas CUCTEMA KadecTBa ONpeaeseTcs U opopmisiercs
JOKYMEHTAJIBHO. B pyKOBOJICTBE 110 KaYECTBY WJIM SKBUBAJIEHTHOM €MY JOKYMEHTE,
COJIEPKUTCS ONMCAHUE CUCTEMBI YIIPABJIECHUS KAYECTBOM, BKJIIOUasi 00bsI3aHHOCTD
PYKOBOJICTBA.

IHaparpa¢ 3. Haanesxkamas npon3BoJACTBeHHAS] MPAKTHKA

10. Hagnexamas npon3BOJICTBEHHAS MPAKTHUKA SIBJSETCS TOM YaCThIO
yIIPaBJICHUS Ka4€CTBOM, KOTOpasi TapaHTUPYET, YTO MPOAYKIIHS TOCTOSSHHO
MPOU3BOJIUTCS U KOHTPOJIUPYETCS MO CTaHAapTaM KauecTBa, COOTBETCTBYIOIIUM €€
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HAa3HAa4YCHHUIO, a4 TAKKEC B COOTBCTCTBHUU C Tpe6OBaHI/I$[MI/I pPErucTpanoHHOrO 10ChE,
IMPOTOKOJIa KIIMHUYCCKUX HCCJ’IGI{OB&HHﬁ n CHGHI/I(i)I/IKaI_[HI/I Ha 3Ty IPOAYKIHIO.

Hazmexcamaﬂ IMPpOU3BOACTBCHHAA IIPAKTHKA CBA3daHA KaK C IIPOU3BOACTBOM, TaK U
C KOHTPOJIEM KauCCTBa.

OcHoBHBIE TpeOOBaHUS HaAJIEKAIIEH MPON3BOJICTBEHHON PAKTUKHU:

1) BCC MMPOU3BOJACTBCHHBIC IIPOLCCCHI OIIPCACIAIOTCA, CUCTEMATHUUCCKHU
MEPECMATPUBAIOTCA C YUCTOM HAKOIIJICHHOT'O OIIbITAa U ITOATBCPIKAAOT CITOCOOHOCTD
IMOCTOAHHO ITPOU3BOAUTD JICKAPCTBCHHBIC ITPCIIapaThI Tpe6yeM0r0 KaducCTBa B
COOTBETCTBHHU CO CHGHI/I(I)I/IKaHI/IHMI/I;

2) KpUTUYECKHUE CTaAUU TPOU3BOJICTBEHHOTO MIPOIIECCa U CYIIECTBEHHbIE
W3MEHEHUS Mpoliecca MPOXOAAT BaTUAAIMIO;

3) obecrieunBaeT Bce HEOOXOAMMBIC YCIIOBHS JIJIsl BHITIOJHEHUS TPEOOBAHMIA
Hactosiiero CTannapTa, BKItoYas HaTJue:

4) HajiexkaIuM 00pazoM 00y4eHHOTO MEPCOHANA, UMEIOIIEro He0OX0IUMYIO
KBaJTU(UKALINIO;

5) COOTBETCTBYIONIUX MOMEIICHUH U TIJIOIIAJICH;
6) COOTBETCTBYIOIIMX 000PYI0BaHUS U O0CTYKUBAHMUS;
7) COOTBETCTBYIOIINX MAaTEPHAIOB, KOHTEHHEPOB U 3TUKETOK;

8) yTBEpkKIAEHHBIX MPOLETYP U UHCTPYKIIUN B COOTBETCTBUU C
dbapmareBTHYECKO CUCTEMO KauecTBa,

9) COOTBETCTBYIOUIMX YCIOBUM XpaHEHUS U TPAHCTIOPTUPOBAHHS;

10) MHCTPYKIHMH U POTIEAYPHI U3JIAralOTCA B MUCbMEHHOU (popMe SICHO U
HEJIBYCMBICJIEHHO, OHM KOHKPETHO MPUMEHUMbI UMEIOIIUMCS B HAIMUUU CPEJICTBAM;

11 )mporieypbl TOUHO COOJIIOAAIOTCS, U IEPCOHATT 00YUYEH MPABUIIBHOMY HUX
BBITIOJIHEHUIO;

12) B nmporecce Npou3BOACTBA COCTABISIOTCS 3aUCH (PYKOMUCHBIM CIIOCOOOM U
(MSIM) C MPUMEHEHHEM TEXHUYECKUX CPEJICTB), JOKYMEHTAIBLHO MOITBEPKAAIOIIHIE
(dakTUYECKOE MPOBEJICHUE ITAIOB, MPETyCMOTPEHHBIX YCTAHOBICHHBIMU METOAUKAMHU
U MHCTPYKLMSIMU, TAKKE TO, YTO KOJIMUECTBO U KAYECTBO MPOAYKIIUU COOTBETCTBYIOT
YCTaHOBJICHHBIM HOPMaM;
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13) nr00ble CyIIECTBEHHBIE OTKIOHEHHUS MOJTHOCTHIO O(POPMIISIIOTCS
JOKYMEHTAJIBHO U PACCIEAYIOTCS C LEJIBIO ONPEACIICHNS] IPUYNHBI OTKJIOHEHUS U
OCYULIECTBJIEHUS! COOTBETCTBYIOIINUX KOPPEKTUPYIOLIUX U MPEIYTPERKAAIOITIX
JICCTBUI;

14) B MOHATHOM U JOCTYITHOM (hopMe COXPAHSIIOTCS 3aMUCH, OTHOCSIITUECS K
cepuu (Harpumep, B I0ChE Ha CEPUI0), BKITIOYAs JOKYMEHTAIIMIO 10 pean3aluy,
KOTOPBIE MO3BOJISIIOT POCIEAUTD MOTHYIO HCTOPHUIO CEPUH;

15) npu onToBOM peanu3auuy NPOyKIHUHA CBOJATCS K MUHUMYMY PUCKU JJIA €€
KayecTBa U yuuThiBatoTcsi CTaHAapT HaJulexkKalled JUCTPUObIOTOPCKOM MPaKTUKH;

16) cuctema oT3biBa Jt000H cepun MPOAYKIIMH U3 MPOJAAKH UITU TTOCTABKU;

17) paccMaTpuBaroTCs MPETEH3UU HA MOCTABICHHYIO MTPOAYKIIHIO,
paccieoBaThCsl MPUUUHBI Je(EKTOB U MPUHUMAIOTCSI COOTBETCTBYIOIINE MEPHI KaK B
OTHOILIEHUHU HEAOOPOKaUYE€CTBEHHON MPOIYKIINH, TaK U JIsl TPEAOTBPAILICHUS
MOJI00HBIX CITyYaeB.

IHaparpa¢ 4. KonTpoanb kavyecTBa

11. KoHTposb KauecTBa SBIISETCA YaCThIO HAJUIeKaIEeH TPOU3BOICTBEHHOM
MPaKTUKH, CBSI3aHHOU ¢ 0TOOPOM Mpo0, crierupUKausIMU U TPOBEACHUEM UCTIBITAHUM,
a TAKXKe C MPOLETypaMHu OpraHUu3aluy, JOKYMEHTHPOBAHUS U BbIJAYM pa3pellieHus Ha
BBIMTYCK, TAPAaHTUPYIONTUMHU, YTO (PaKTUIECKU MPOBEJICHBI BCE HEOOXONMBIC
UCIIBITAHUS U YTO MaTepHualbl He OyyT pa3pelieHbl JJIsl UCIOIb30BaHus, a TOTOBAs
IPOJYKIMS HE OyJIeT AOIYIIeHa K peau3aliy WK MOCTaBKe 10 TeX MOop, IoKa UX
KauecTBO He OyJIeT MPU3HAHO YIOBIECTBOPUTEILHBIM.

OcHoBHBIE TPEOOBaHUS K KOHTPOJIIO KaueCTBa:

1) UMerOTCsl COOTBETCTBYIOILIME MOMEIICHHS K 000pyA0BaHKE, 00YUEHHBIH
HEepCOHA U YTBEPKJIEHHbIE METOUKHU i1 0TOOpa MpoO, KOHTPOJISI U UCIIBITAHUN
UCXOJHBIX MaTEPUAJIOB, IPOMEKYTOUHOM, Hepac(pacOBaHHOM U FTOTOBOW MPOIYKIIUH, a
TaK)K€ JUIsl MOHUTOPHUHIA YCIIOBUI MPOU3BOACTBEHHOM CPE/Ibl LIEISAX BBIMOIHEHUS
TpeboBaHuil HacTosmero Cranaapra;
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2) nmpoBeAeHNe 0TOOpa MPOO UCXOTHBIX U YITAKOBOYHBIX MaTEPUAIIOB,
IPOMEKYTOYHOM, Hepac(hacoOBaHHON M TOTOBOM MPOAYKIIMKM Ha3HAYCHHBIM ITEPCOHAIOM
B COOTBETCTBHUH C YTBEPKICHHBIMUA METOUKAMU;

3) METO/IbI UCTIBITAHUIN MTPOXOJISAT BAIUIALIMIO;

4) coCTaBISIOTCS 3aMKUCH (PYKOMUCHBIM CLIOCOOOM U (MJIM) MPUMEHEHUEM
TEXHUYECKUX CPEACTB), TOKYMEHTAIBHO MOATBEPKIAIOIINE, YTO BCE HEOOXOIUMbIE
MEPONPUATHUS 10 OTOOPY NPOO, KOHTPOJIIO U METOAUKAM UCIIBITAHUN JEeHCTBUTEIHHO
npoBeieHbl. JI100bie OTKIIOHEHUS 0QOPMIIIOTCS TOKYMEHTAIBLHO B PACCIeAYIOTCS,

5) roToBas MPOIYKIIMS COACPKUT aKTUBHBIC (hapMaIleBTUUECKUE CYOCTaHITNH,
COOTBETCTBYIOIINE PETUCTPALIMOHHOMY JOCHE IO KAYECTBEHHOMY U KOJIMYECTBEHHOMY
COCTaBy, UMEET TPeOYEeMYI0 YUCTOTY, BIIOKEHA B HA/IJICIKAIIYIO YIIAKOBKY U MPABUIBHO
MapKHpOBaHa;

6) 3anucu, opopMIICHHBIE IO Pe3yJbTaTaM KOHTPOJIS U UCIIBITAHUN MaTepUasoB,
IPOMEKYTOUYHOM, Hepac(hacoOBaHHOM U TOTOBOM MPOAYKIHMH, OQULIAATIBEHO
COTIOCTaBJIEHBI ¢ TpeOoBaHusAMU crieruukaruii. OieHKa TPOIyKIIMY BKIIFOYAET B ce0s
0030p U OLIEHKY COOTBETCTBYIOIIEH MPOU3BOJICTBEHHON JOKYMEHTAIIMHU U OLIEHKY
OTKJIOHEHHH OT YCTaHOBJICHHBIX MPOIIEIYD;

7) HU OJ1HA cepusl NPOLYKIMHU HE MOKET OBITh pa3pelieHa sl peaau3auy Win
IIOCTABKH JI0 TOTO, KaK YIIOJJHOMOYEHHOE JIMIO COIIACHO NpHIIoKeHHIo Ne 16 He
YAOCTOBEPUT €€ COOTBETCTBUE TPEOOBAHUAM, YCTAHOBICHHBIM ITPH I'OCY1apCTBEHHOMN
perucTpanuu;

8) coxpaHs0TCA JOCTaTOYHOE KOJIMUECTBO KOHTPOJIBHBIX 00pa3lioB UCXOAHBIX U
YIaKOBOYHBIX MAaTEPHUAJIOB U TOTOBOU MPOAYKIIMH, KOTOPOE ITO3BOJIUT IIPOBOAUTH
UCHBITaHMS B OyAyLeM coriaacHo npuioxkeHuto Ne 19. O6pasupl roToBOM MPOIyKINUN
XPaHATCS] B OKOHYATEIbHOM YIIAaKOBKE.

IMaparpa¢ 5. O0630p kauecTBa NPOAYKUUH

12. PerynsipHO MPOBOAATCS 0030phI Ka4€CTBA BCEX 3aPETHCTPUPOBAHHBIX
MIPOU3BE/ICHHBIX JICKAPCTBEHHBIX MPEMApaToOB, B TOM YHCIIE JIEKAPCTBEHHBIX
MPENAPATOB, U3TOTOBIISIEMBIX TOJIBKO Ha IKCIOPT, C LEIBIO TOATBEPKICHUS
MOCTOSIHCTBA UMEIOIIETOCs MPOoIlecca, COOTBETCTBUS ACUCTBYIOMIMM CIeIU(PUKALIISIM
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KaK Ha UCXOJHbIC MaTepHalIbl, TAK U HA TOTOBYIO MPOAYKIIHIO, YTOOBI BHISIBUTH KaKHeE-
a100 TEHACHINH (TPEHIbI) U YCTAHOBUTH BO3MOKHOCTh YCOBEPIIICHCTBOBAHUS
MPOAYKIMU U Tiporiecca. Takue 0030pbl OPOPMIIIIOT JOKYMEHTAIBLHO U MIPOBOJIST, KaK
IPaBUIIO, €KETOAHO, TPUHUMAsI BO BHUMaHUE Mpeablaymye 0630pbl. OHU BKITIOYAIOT,
KaK MUHUMYM, CJIEAYIOIIEE:

1) 0630p UCXOIHBIX MaTEPUAIOB (BKJIFOYAs yIIaKOBOYHBIE MaTEPUAIbI),
UCTIOJIb3yEMBIX NP MPOU3BOICTBE, OCOOCHHO OTMEYasi Te, KOTOPhIE MOTYUYEHBI OT
HOBBIX MTOCTABIIMKOB, U OTJACIBbHBIA 0030p MPOCICKMUBAEMOCTH IIETTH MTOCTABKU
AKTUBHBIX (hapMaleBTUUYECKUX CyOCTaHLIUN;

2) 0030p KPUTUYECKUX TOUYEK KOHTPOJISI B MPOLIECCE MPOU3BOJICTBA U PE3YJIHTATOB
KOHTPOJISI TOTOBOM MPOAYKIIUH;

3) 0630p Bcex cepuii, KOTOPhIE HE COOTBETCTBOBAIIN yCTAHOBIICHHBIM
crieruUKaIUsIM, U pe3yJbTaTOB COOTBETCTBYIOIINUX PacCIIeIOBaHUN;

4) 0030p BCeX CYIICCTBEHHBIX OTKJIOHEHUN UM HECOOTBETCTBUH, CBSI3aHHBIX C
HUMH pacciieoBaHuil, 3pHEeKTUBHOCTU U PE3YJIbTATUBHOCTU MPEAIPUHSATHIX
KOPPEKTUPYIOIIUX U MPEAYITPEKAAOIIUX JCUCTBUN;

5) 0030p BceX M3MEHEHHUI, BHECEHHBIX B MPOIIECCHI MIN aHATUTUYECKUE
METOIUKHU;

6) 0030p MOJaHHBIX, YTBEPKACHHBIX UM OTKJIOHEHHBIX U3MEHEHUH B
PETUCTPALIMOHHOE TIOChE, B TOM YHUCJIIE B IOChE HA JIEKAPCTBEHHBIE MpenapaThl,
IIPEIHA3HAYECHHBIE TOJIBKO JJIs SKCIIOPTA;

7) 00630p pe3yIbTaTOB MOHUTOPHHTA CTAOMIIBHOCTH | JIFOOBIX HEOIaronpusTHBIX
TCHIACHIINMN;

8) 0030p Bcex CBSI3AHHBIX C KAUECTBOM MPOAYKIIMH BO3BPATOB, MPETEH3UN U

OT3bIBOB, a TAK)KE MPOBEJACHHBIX B 3TO BPEMsI pacCIIeIOBAHUIA;

9) 0630p JOCTATOYHOCTH JTIOOBIX paHEE MPOBEACHHBIX KOPPEKTUPYIOIIUX
JCVCTBHIA B OTHOIIICHUH ITPOU3BOJICTBA WIIK 000PYA0OBaHUS;

10) 0030p nocTperucTpaluOHHBIX 0043aTENbCTB MPU MOITYYEHUH HOBBIX
PErUCTPAIIMOHHBIX YAOCTOBEPEHUN UM BHECEHUSI U3BMEHEHUM B PETUCTPALIMOHHbBIC
JI0ChE;
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11) cocrosinue kBamMpUKaIUU COOTBETCTBYIOIINX 000PY/I0BAHUS U TEXHUYECKUX
CpEACTB, HAIIPUMEP, CUCTEM HAarpeBa, BEHTUISIIUUA U KOHJAUITMOHUPOBAHUS BO3/yXa,
CUCTEM CHA0KEHUS BOJOM, CKATHIMU ra3aMu U T.1.;

12) 0030p J1F00BIX KOHTPAKTHBIX COIJIAIIEHNUN, YKA3aHHBIX B TJIaBE 7 HACTOSALLETO
Crangapra, ¢ Lelblo NOATBEPKIACHHS UX COOTBETCTBUSI IEHCTBYIOIIUM TPEOOBaAHUSIM.

13. IIpou3BOAMTENH U ACPIKATEIH PETUCTPAIIMOHHOTO YIOCTOBEPECHHUS (€CIU OHU
SIBJISIFOTCST PA3HBIMHU OPTaHU3AIIMSIMHK) OIICHUBAET PE3yJIbTAThl 0030pa KauyecTBa U
JIeIaeT BBIBOBI O HEOOXOIMMOCTH OCYIIECTBICHUS KOPPEKTUPYIOIIUX H
IPEIyNPEKIAIOIINX JCHCTBUI WIIH TPOBEACHUS TTOBTOPHOM BaJIMIAIIMN B paMKax
dbapmareBTHIeCKOi CUCTEeMBI KadecTBa. IMEIOTCSI IPOIIe Iy phI 711 TOCTOSTHHOTO
yIpaBJeHUs U aHAJIN3a TaKuX JNeUCTBUN. DPHEKTUBHOCTH ITUX MPOIETYP
MOJITBEPIKIAACTCS BO BpeMsl caMOMHCTIEKITUH. O030pbI Ka4yeCTBa MOKHO TPYIIITUPOBATH
10 BUJIaM MPOAYKIIUHU (TBEPJIbIC JICKAPCTBEHHBIC (POPMBI, KUJIKHE JICKAPCTBCHHBIC
(GOpMBI, CTEpUIIBLHBIC JIEKAPCTBEHHBIE TIPEMApaThl U T. J.) IPU HATUYUU HAYIHOTO
000CHOBaHHA.

Ecnu nepxarenb perucTpalilioOHHOTO YAOCTOBEPEHUS HE SABIISIETCS
IIPOU3BOUTEIIEM, TO 3aKJIF0YAETCs COIVIAILICHUE MEXIY HUM U IIPOU3BOJUTEIIEM, B
KOTOPOM YCTAaHABJIMBAIOTCS COOTBETCTBYIOIINE O0SI3aHHOCTU CTOPOH B OTHOIIEHUU
COCTAaBJICHHsI 0030pa KauecTBa.

ITaparpa¢ 6.YnpapiieHne pucKamu JJis1 Ka4ecTBa

14. YnpaBneHne puckaM JIJisl KQUeCTBA SIBJISIETCSI CUCTEMATU3UPOBAHHBIM
IPOLIECCOM OLIEHKH, KOHTPOJIs, epeaul HHPpOopMalluy, a Takke 0030pa pUCKOB s
KauecTBa JICKAPCTBEHHOTO MpenapaTta. ITOT MPOIECC TPOBOJAUTHCS KaK MEPCIIEKTUBHO,
TaK U PETPOCIIEKTUBHO.

15. [IpuHLIMTBI yIIpaBIECHUS] PUCKAMH JIJIS1 KAUECTBA!

OICHKA PUCKOB VI Ka4CCTBA OCHOBBLIBACTCS HAa HAYYHBIX 3HAHHAX, OIIBITC
pa6OTBI B OTHOILICHHUH ITPOLECCa U B KOHCYHOM CUETC CBsA3aHA C 3aIHI/ITOI>’I nmanyucHTa,

MacuTad padbot, cteneHs GopMalu3aliui U T0KYMEHTaIbHOTr0 O(pOopMIeHUS
Ipolecca yupaBieHus] pUCKaMHU JUIsl KaueCTBa COOTBETCTBYIOT YPOBHIO PHCKA.
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IIpuMeps! TpoLIECCOB M IPUMEHEHHMS YIIPABJICHUS PUCKAMU JUIsI KA4ECTBA TAKKE
ykaszaHnsbl B riiaBe 12 yacru III mactosimero Cranaapra.

I'nasa 3. IlepconaJ

aparpa¢ 1. Ilpunuun

16. Hagurexkaree mpou3BO/ICTBO JICKAPCTBEHHBIX CPEJICTB 3aBUCUT OT IEPCOHAIA.
[ToaTOMYy Ha TPEANPUATHN JOCTATOYHOE KOTHMYECTBO KBATHU(PUITUPOBAHHOTO MTEPCOHAIIA
JUTSL pEIICHUS BCEX 3aj1a4, OTHOCAIINXCS K chepe OTBETCTBEHHOCTH IMPOU3BOTUTEIS.
Kaxp1il cOTpyTHUK TOHUMAET WHIUBUTyJTbHYI0 OTBETCTBEHHOCTh, KOTOpast
JOKYMEHTAJIBHO opopMiIsieTcs. Bech rmepcoHall 3HaeT MPUHITUIIBI Ha IICKAIIICH
IIPOU3BOJICTBEHHOM MPAKTUKH, KACAIOIINECS €ro JIeATeIbHOCTH, a TAK)KE IPOUTH
NEPBUYHOE U TIOCIIEAyOIee 00yueHe B COOTBETCTBUU C €T0 00S3aHHOCTSIMHU, BKITIOYAs
WHCTPYKTaX IO BHITIOJTHEHUIO TUTHCHUYECKUX TPECOOBAHHMI.

IHaparpa¢ 2. O0mue TpedoBaHus

17. IIpou3BoanuTENb UMEET JOCTATOYHOE KOJIMUYECTBO COTPYIHUKOB C
HEO0OX0IMMOM KBATM(PUKALUEH U TPAKTUYECKUM ONIBITOM paboThl. Briciee
PYKOBOJICTBO ONpEeNisieT U 00eCeunBaeT J0CTaTOYHbIE U HaJUIeXkKAIIUe PECYPChI
(uenoBeueckue, pUHAHCOBBIC, MaTEPUANIbHBIC, @ TAKKE TOMEILIEHUS U 000PY10BaHUE)
JUISl BHEAPEHUS U MTOJIEPKAHUSI CUCTEMBI YIIPABJICHHSI KAYECTBOM M ITOCTOSIHHOTO
nosblieHNs 3¢ dexTuBHOCTU. OOA3aHHOCTH JIIOO0TO COTPYAHUKA HE UYPE3MEPHBIE,
YTOOBI HCKIIOYUTh BO3MOKHOCTh BO3HUKHOBEHHUS PUCKOB ISl KAYECTBA IPOIYKIUH.

18. Ha npennpusaTnn umeeTcs cXeMa OpraHu3aliMOHHON CTPYKTYpPBI, B KOTOPOU
OTHOILIEHUS MEXIy PyKOBOJIUTEIAMH IIPOU3BOJACTBA, KOHTPOJIA Ka4eCTBa U, I1€ OTO
IPUMEHUMO, PYKOBOJIUTEIEM NOIpa3ieieHsl 00ecreyeHus! KayecTBa UK
1oJIpa3JIeJIeHUs IO Ka4eCTBY, yKa3aHHbIE B MyHKTe 307 HACTOSILEro pa3iena, v
HO3UIMS YIIOJJTHOMOYEHHOTI'O JIMIA (JIUL) sICHO 0003HAYEHbI B UEPAPXUU YIIPABICHHU.
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19. O6513aHHOCTH ¥ COOTBETCTBYIOIINE TTOJTHOMOYHS JIJISl UX BBITTOJTHEHUS
OTIPEIEISIFOTCS U TIPOITUCHIBAIOTCS B JIOJDKHOCTHBIX HHCTPYKIUAX. OOSI3aHHOCTH
PYKOBOJISIIIETO MEPCOHAIa MOTYT OBITh MTepEeIaHbl HA3HAUYEHHBIM 3aMECTUTEIISIM,
001a1atoUM TOCTaTOYHBIM YpoBHEM KBannukamnmu. Kpyr o0s3aHHOCTEH MepcoHana
OXBaThIBACT BCE CTOPOHBI HAIJICKAIIECH MMPOU3BOACTBEHHON MPAKTHKH, OJTHAKO HET
HE0OOCHOBAHHOTO JAyOIHpoBaHus chep OTBETCTBEHHOCTH.

20. Briciiee pyKOBOACTBO OTBEYAET 32 OCHOBHOE obecreueHne 3¢ HEeKTUBHOM
CUCTEMBI YIIPABJICHUS Ka4ECTBOM JIJIS JJOCTIKEHUS 1IeIeH B 001aCTH Ka4eCTBa, a TAKKE
3a TO, YTO POJIH, 00SI3aHHOCTH M TIOJTHOMOYHS OTIPE/ICTICHBI, JOBEICHBI 10 CBEICHUS
TepcoHalia ¥ OCYIIECTBIISIFOTCS B paMKax BCEl opraHu3anuu. Beiciiee pyKOBOJICTBO
yCTaHABIMBAET MOJUTHKY B 00JACTH KauecTBa, KOTOPAast ONpeeseT o0Iiue HaMepeHHsI
Y HalPaBJICHUS IEATETLHOCTH KOMIIAaHUH, CBSI3AHHBIE C KAYECTBOM, i 00ECIICUMBACT
MIOCTOSIHHYIO MTPUTOTHOCTH M 3(PPEKTUBHOCTH CHCTEMBI YIIPaBICHUS Ka4eCTBOM U
COOTBETCTBHE HAMJICKAIICH MPOU3BOACTBEHHOMN MPAKTUKHU ITyTEM YYacCTHUs B aHAIN3E CO
CTOPOHBI PyKOBO/ICTBA.

IHaparpa¢ 3. KinroueBoii nepconaJ

21. Beicuiee pyKOBOACTBO Ha3HA4aeT KJIIFOUEBOW PYKOBOJAIINI IIEPCOHAI,
BKJIXOYAsi PYKOBOJUTEIS IIPOU3BOACTBA U PYKOBOIUTEIS NTOAPA3ACICHUS KOHTPOJIS
Ka4yeCcTBa, a TAKXKE JJOCTaTOYHOE YHUCIIO (HO HE MEHEE 1) yIOITHOMOYEHHBIX JIMILI, €CIIU B
00513aHHOCTH PYKOBOJMUTENSI TPOU3BOACTBA U (UJTU) PYKOBOAMTEIS MOAPA3ICICHUS
KOHTPOJISl KAYeCTBA HE BXOAT 005I3aHHOCTH, PEyCMOTPEHHBIE TS
YHOJIHOMOYEHHOro Juna. KiroueBoil pykoBoIsIINIM TEpcOHaN, KaK MpaBuio, paboraer
NOJIHBIN pabounii 1eHb. PyKoBoAMTENN TPOU3BOACTBA U MOAPA3ACIICHNUS KOHTPOJIS
KayecTBa HE3aBUCHUMBI JAPYT OT Apyra. B 60bIINX OpraHn3anusx BO3HUKAET
HEO0OXOIUMOCTh NIEPEeIATh IPYTUM COTPYAHUKAM OTHEIbHbIE 00S3aHHOCTH, YKa3aHHbIE
B IIYHKTax 23 — 25 HACTOSALIETO pa3jena.

Kpowme Toro, B 3aBUCHMOCTH OT pa3Mepa U CTPYKTYPbl OpTaHU3AIMHA MOXKET OBITh
OTJIEJIbHO Ha3HAYEH PYKOBOAMTEIb MOApa3iesieHus: 00ecreueHus KauecTBa Uilu
PYKOBOJMTENH TIOIpa3ieJeHUs kKauecTBa. [Ipy HATMYUU TaKuX MOIpa3IeIeHIHI
HEKOTOpbIE UX 00s13aHHOCTH, YKa3aHHBIC B MyHKTax 23 — 25 HacTosIIero pasuena,
OyyT OOLIMMHU C O0S3aHHOCTSMH PYKOBOJIUTENIS MMOIpa3Ie/ICHUs] KOHTPOJIS KayecTBa U
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PYKOBOJUTENS TPOU3BOJICTBA, IOITOMY BhICIIEE PYKOBOACTBO 00€CIEUMBAET, YTOOBI UX
00513aHHOCTH U MTOJTHOMOYHS ObUTH YETKO U HEJBYCMBICJICHHO OIMPEIEIEHBI.

22. O0s13aHHOCTH YITOJTHOMOYCHHOTO JIMIIA!

JIns1 neKkapCTBEHHBIX CPEACTB, YIIOJHOMOUYEHHOE JIMLO TAPAHTUPYET, YTO KAXKAAs
cepusi ObuTa MPOU3BE/IEHA U TPOBEPEHA B COOTBETCTBUU C 3aKOHOAATEILCTBOM U B
COOTBETCTBHUH C TPEOOBAHUSIMHU PETUCTPAITMOHHOTO JTOCHE;

YnonmHOMOYEeHHOE THIO0 (JTUIA) TTepe] BBITYCKOM JTI000M cepri JOKYMEHTAIBHO
MOATBEPKIACT, UTO BCE HEOOXOIMMBIE OTIEPAIIUU BBITIOJHSIOTCS U UYTO KaXKast Ccepus
COOTBETCTBYET YCTAHOBJICHHBIM TPEOOBAHUSIM.

O6pa3oBanue, 00yueHHUE U CTaX PabOTHI YIOJHOMOYEHHBIX JIUI] COOTBETCTBYIOT
TpeOOBaHUSIM, YCTAHOBJICHHBIM MEXKIYHAPOJAHBIMU JOoroBOpaMu. OHU MOCTOSHHO U
HETPEPHIBHO HAXOAATCS B PACTIOPSKECHUH BJIaIeIIblia pa3pelieHusl (JTUIEH3UH) Ha
TIPOU3BOJICTBO JTsI BBITIOJTHEHUSI CBOMX O0sI3aHHOCTEH.

JIoJKHOCTHBIE 00SI3aHHOCTH YIIOJTHOMOUYEHHOTO JIMIAa MOTYT OBITh MEPEIaHbl
TOJIBKO JIPYTOMY YIIOJIHOMOUYEHHOMY JIUIY (JIULIaM).

ITopsinok MOATBEPKAEHNS YIIOJJHOMOYEHHBIM JIMIIOM COOTBETCTBUS CEPUU
IIPOAYKIIMY IPUBENEH B npritoxkeHnn Ne 16.

23. PykoBoauTEINb MPOU3BOACTBA BKIIIOYAIOT B CE0:

1) obecmeunBaeT MPOU3BOACTBA M XPAHEHUS MTPOTYKIIUN YTBEPIKICHHOMN
JOKyMEHTAINH 17151 o0ecrieueHus TpeOyeMoro KauecTBa;

2) yTBEpKJI€HHE UHCTPYKIUNA, OTHOCSIINXCS K MPOU3BOJICTBEHHBIM ONIEPAIUsM,
U 00€eCIeYeHUE UX CTPOTOro BHIMOJHEHUS;

3) oOecreynBaeT OOCHKH U ITOAIIMCAHUA IMTPONU3BOACTBCHHBIX JOKYMCHTOB
YIOJHOMOYCHHBIM Ha 9TO IIEPCOHATIOM;

4) obecrieurBaeT U TapaHTUPYET KBATU(DUKALINK, HAIJICKAIIETO COJIEPKAHNUS,
IKCILUTyaTallMA U TEXHUYECKOTO OOCTYKUBAHUSI IIOMEIIEHUN U 000py0BaHUS B CBOEM
1oipa3/IeJIeHUY;

5) obecnieynBaeT U rapaHTUPYET MPOBEACHUS COOTBETCTBYIOIIEH BalluIallUH;

6) oOecrieynBaeT U rapaHTUPYET MPOBEACHUE HEOOXOIUMOT0 IIEPBUIHOTO
MOCTIEAYIOUIETO HETIPEPHIBHOTO O0YUYEHHSI IIEPCOHANIa CBOETO MOIpa3iesiCHusl.
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24. JIoMKHOCTHASI MHCTPYKIHUSI PYKOBOJIUTENS MOAPa3IeICHUS KOHTPOJIS
KayecTBa BKJIIOYAIOT B €05, KaK MPaBUJIO:

1) onoOpeHue uin OTKIOHEHHE, €CJIA OH CYUTAET ATO HEOOXOAUMBIM, UCXOTHOTO
CBHIPhS U YIIAKOBOYHBIX MAaTEPUAJIOB, a TAK)KE MPOMEXKYTOUHOMU, HepacPhacoBaHHOU U
TOTOBOM MTPOAYKIINH;

2) obecrieueHne MPOBEACHUS BCEX HEOOXOIUMBIX UCTIBITAHUI U OLEHKY
COOTBETCTBYIOIINUX 3aIUCEH;

3) yTBepxkeHue cnenudukanui, npoueayp no oToopy npod, METoAuK
UCIBITAHUM U IPYTUX MPOLEAYP MO KOHTPOJIIO KaueCTBa;

4) ogoOpeHue CeHaIuCTOB, TPUBJICKAEMbIX K MPOBECHUIO UCIIBITAHUH 110
KOHTPAKTY, U OCYIIECTBIIEHUE KOHTPOJIS 32 HUMU;

5) obOecreyeHne u rapaHTHUro KBaJ'II/I(bI/IKaHI/II/I, HaJICKAIICTO COACPIKAHUA,
OKCIITyaTalu U TCXHUYCCKOT'O 06CJIy)KI/IBaHI/I$I HOMGI_HCHI/Iﬁ u 060py)101aaH1/1;1 B CBOEM
ImoaApa3acCiICHUN,

6) oOecrieueHre U rapaHTHIO MPOBEJICHUS COOTBETCTBYIOIICH BaIUdAINN;

7) obecrieueHre U TapaHTUIO MPOBEACHUS HEOOXOIUMOTO IEPBUYHOTO
MIOCTIEAYIONIETO HETPEPHIBHOTO O0YUYEHHSI IIEPCOHANIa CBOETO MO Ipa3eieHusl.

Jlpyrue mporieaypsl epcoHaa moapasiejcHus] KOHTPOJIS KauecTBa yKa3aHbl B
rnaBe 6 yactu | HacTosimero Ctanapra.

25. PykoBoauTenu nponu3BOACTBA U MOAPA3AEICHNAS KOHTPOJISA Ka4eCTBA, & TAKKE
PYKOBOIUTENB OTJeNIa 00eCIIeYeHNs KaueCcTBa WJIM PYKOBOJUTENb CIIYKObI KauecTBa
(mpu HEOOXOAUMOCTH ), KaK MPAaBUIIO, UMEIOT HEKOTOPhIE OOIIHE UM COBMECTHO
BBINOJIHSIEMbIE TI0JPKHOCTHBIE MHCTPYKIIMH, OTHOCSIIIIMECS K 00€CIIEYEHHUIO KaueCTBa
IPOIYKIMH, BKIIIOYas, B YACTHOCTH, pa3paboTKy, 3¢ (HeKTUBHOE BHEAPEHUE,
NOJJIEP>KAHNE U MOHUTOPHUHT CUCTEMBI YIIPABJIECHHS KAYECTBOM, M BKIHOYAIOT:

1) cornacoBanue U yTBEPKACHUE MUCbMEHHBIX MTPOLIEYP U APYTHUX JOKYMEHTOB,
B TOM YHCJIE BHECECHUE B HUX U3MEHEHHU;

2) MOHUTOPHUHT U KOHTPOJIb IPOU3BOJCTBEHHOU CPEJIbI;
3) KOHTpPOJIb 32 COOJIIOICHUEM TMTUEHUYECKUX TPEOOBaHUI Ha MPEITPUITHH;

4) BamyIa1MIo MPOIIECCOB;
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5) oOyueHue nepcoHana;

6) yTBEp>KJIE€HUE U MOHUTOPUHT TOCTaBIIMKOB UCXO/IHBIX U YITAKOBOYHBIX
MaTEpHAJIOB;

7) yTBEpK/I€HUE 1 MOHUTOPUHT OpraHU3aliil, BHIIOJHAIOMUX PabOThI IO
KOHTPAKTY, U MMOCTABIIMKOB JPYTUX CBSI3aHHBIX C HAJUIEKAIEH NIPOU3BOACTBEHHOM
IIPaKTUKON ayTCOPCHHIOBBIX YCIIYT;

8) ompenenenre ¥ MOHUTOPUHT COOJIOICHUS YCIIOBUN XPAHEHHsSI MAaTEPUAJIOB U
POYKIINU;
9) xpaHeHue 3anucei;

10) monutopuHT cobnmoaenus TpedoBanuit GMP;

11) mpoBepky, paccienoBanue u ot6op mpood (00pasIoB) B 1EIAX KOHTPOJIS
(haKkTOpOB, KOTOPHIE MOTYT MOBJIHMSTH HA KAYECTBO MPOTYKIIHH;

12) yyacTue B aHaIM3€ CO CTOPOHBI pyKOBOACTBA ()yHKLIMOHUPOBAHUS
IIPOLIECCOB, KAYECTBA MPOYKLIUH U CUCTEMBI YIIPABIEHUS KAYECTBOM U MOJIEPKKY
IOCTOSIHHOT'O yJTy4llIeHMS;

13) obecnieuenue cBoeBpeMeHHOTO U d(pPeKTUBHOTO 0OMeHa uHpopmaluen u
J0Be/IeHUE MPOOJIEMHBIX BOIIPOCOB O KAYECTBY JIO PYKOBOJSIIIETO COCTAaBA
COOTBETCTBYIOIIIETO YPOBHSI.

IHaparpa¢ 4. O0yuyenue

26. [IpousBoauTens odecrneurnBaeT 00yueHue epcoHania, T0JKHOCTHBIC
00s13aHHOCTH KOTOPOTO MPEIoJIararoT MpeObIBaHNE B MMPOM3BOACTBEHHBIX U CKIIAJCKAX
30HAaX WJIM KOHTPOJIBHBIX JTA0OpaTOpUsX (BKIIFOUAs TEXHUIECKUN M 0OCTYKABAFOIIIHIA
NIEPCOHAI U COTPYIHUKOB, MMPOBOSIINX YOOPKY), & TAKXKE IPYroro MmepcoHania,
JESTENHHOCTh KOTOPOTO OKA3bIBACT BIHMSHUE HA KAYECTBO MPOTYKITHH.

27. Kpome OCHOBHOI'O 00y4Y€HUSsl, BKJIFOUAIOIIETO TEOPUIO U IPAKTUKY
PUMEHEHUS! CUCTEMBI yIIpaBieHus KadecTBOM 1 GMP, kaxaplii TpUHATHIN HAa paboTy
COTPYAHMK IIPOXOJIUT NEPBUYHOE 0OYUEHUE B COOTBETCTBUM CO CBOMMU
JTOJHKHOCTHBIMU 00s13aHHOCTSIMH. [Ipon3BOINTEND TPOBOAUT MOCIEAYIOIIEE
HEenpepbIBHOE 00yUeHUE MepCoHala, IEPUOUIECKU OlICHUBAs €ro 3 (HEKTUBHOCTH Ha
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npaktuke. O0ydeHue nepcoHaia mpoBOJUTCS MO MPOrpaMMaM, YTBEPKIEHHBIM
COOTBETCTBEHHO PYKOBOJUTEJIEM ITPOU3BOJICTBA JINOO PYKOBOJAUTEIEM MOAPA3ICICHUS
KOHTpOJIsl KauecTBa. [IponsBoauTenb 00s13aH XpaHUTh 3alIUCH O MTPOBEACHUH 00yUYEHUS.

28. Ilepconai, paboTtaroniuii B 30HaX, I7i€ KOHTAMUHAIIUS TIPEACTABIISACT
OMACHOCTh (HAIIPUMEDP, B YUCTHIX 30HAX WIIM B 30HAX, TJe pabOTaroT ¢
BBICOKOAKTUBHBIMHU, TOKCUYHBIMU, HHOULIUPYIOUTUMHU WIH CEHCUOUTU3UPYIOUTUMU
BELIECTBAMH), IPOXOJUT CHEUUATBHOE 00yUYEHHE.

29. Ilocetutenu u (WIKM) HE TPOLIEANINE 00YUYEHUE COTPYIHUKHU HE JTOIYCKAIOTCS
B 30HBI IPOU3BOJICTBA U KOHTPOJIS KauecTBa. Eciu 3T0 HEM30€KHO, OHU
peIBapUTEIBHO MPOXOJAT MHCTPYKTAXK, YACTHOCTH IO TUTUEHUYECKUM TpeOOBaHUAM
K [IEPCOHAITY Y UCIOJIb30BAHMIO 3aIUTHON 07k 1bl. OpraHu30BaHO UX COITPOBOKIEHUE
1 HaOJII0ICHHUE 32 HUMU.

30. ITpu 0O6yueHun noAPOOHO PA3BSACHAIOTCS U 00CYKIAIOTCS IPUHITUTIBI
(dhapMaleBTUYECKON CUCTEMBI KAYECTBA, a TAK)KE BCE MEPHI, YIyUIIAIOIIUE UX
MOHUMAHHE U OCYLIECTBIICHHE.

IHaparpa¢ S. I'uruena npeconaJia

31. Ha mpennpusituu pazpabaThIBatoOTCs JI€TalbHbIE IPOrPaMMbl IO TUTHEHE
TpyJa C Y4ETOM OCOOCHHOCTENH KOHKPETHOTO TPOU3BOACTBA. DTH MPOTPAMMBbI
coJieprKaT MPOIleIyphl, KaCaroIIUecs 30POBbs, COOIIOIEHUSI THTUEHUYECKUX TPaBUI U
TpeOoBaHMil oaexe nepconana. Kaxaplii coTpyIHUK, 003aHHOCTH KOTOPOTO
IpeanoiaralT npedblBaHUE B 30HAX MPOU3BOJCTBA U KOHTPOJIS,, HTOHUMAET U TOYHO
cOOJIIOIAET ATH MpOLEAYphl. PyKOBOJICTBO MpeANpUsATHS COACHCTBYET pa3BUTHIO
IPOrpaMM MO TUTHEHE, KOTOpPbIe 00CYKAAI0TCs PU 00YUYEHUH.

32. JIuua, nppuHUMaeMble Ha paboTy, IPOXOJIAT METUIIUHCKUI OCMOTD.
[IpousBoauTens 00s3aH yTBEPAUTH HHCTPYKIUH, 00ECIIEUNBAIOIIIE €TI0
OCBEJIOMJIEHHOCTB O COCTOSIHMU 3[I0POBbS IIEpCOHAA, KOTOPOE MOBIUATH HA KAY€CTBO
npoaykiuu. Ilocne nepBUYHOr0 MEIUIIMHCKOTO OCMOTPA IPOBOASITCS PETYJIISPHBIE
NIOCJIEAYIOIINE MEAULIMHCKIE OCMOTPBI IIEpCOHAaa.
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33. IlpousBoauTENs TPUHUMAET MEPHI, 00ECTICYNBAIONINE HEAOMYIIICHUE JIUIL C
MH(EKIMOHHBIMU 3a00JICBAHUSAMHU WM OTKPBITHIMU MOBPEKICHUSIMU HA OTKPBITHIX
y4acTKax Teja K MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEICTB.

34. Jluna, BXOAAIIKE B TPOU3BOACTBEHHBIC 30HBI, HOCAT 3aIIUTHYIO OACKIY,
COOTBETCTBYIOIIYIO BBIITOJIHSIEMBIM B 3TUX 30HAX ONEPALUsM.

35. B npou3BOACTBEHHBIX U CKIIAJICKUX 30HAX 3alpPElIaloTCs KypeHue, IpueM
MUY, TUTHE, )KEBAHUE, a TAKXKE XpaHEHUE MUILIEBBIX MTPOTYKTOB, HATUTKOB, TAOAUYHBIX
U3JIeTINI ¥ IMYHBIX JICKAPCTBEHHBIX MpenapatoB. He pomyckaroTcs iro0bie AecTBus,
HapyIIaoI1e TUTMEHUYECKUE TPeOOBaHMS B IPOU3BOJICTBEHHBIX MIOMEIICHUIX (30HAX)
WU APYTUX MECTAX, KOTOPbIE MOTYT OKa3aTh HEOJAronpusTHOE BIUSHUE HA KAYE€CTBO
IPOIYKIIUH.

36. 30erath HEMOCPEACTBEHHOTO KOHTAKTa PYK MepCcoHaa ¢ OTKPHITON
MPOAYKITUEH, a TaKXKe ¢ 000N 4acThi0 000PYI0BaHUS, KOHTAKTUPYIOIIEH C
MPOYKIIACH.

37. Ilepconan oOydeH MpaBuiaM MBIThS PYK.

38. CHGI_[I/IaJ'ILHBIe Tpe6OBaHI/I${, OTHOCAIIHUCCA K ITPOU3BOACTBY OTACIIBHBIX BH10B
MpOAYKIHUHU, IPUBCACHBI B ITPUJIIOKCHUAX K HACTOAIICTO CTaH,Z[apTa.

Maparpa¢ 6. KoncyabTaHTBI
39. KoHCYyNIbTaHTHI UMEIOT COOTBETCTBYIOIIEE 00pa30BaHUE, MOATOTOBKY U OIBIT
0 BOIIPOCAM, KaCarIIUMCS JIEITeIbHOCTH, [ KOHCYJIbTUPOBaHUs B chepe KoTopoit

OHH IIPUBJICKAIOTCA. BGI{GTCH X YYCT C YKA3aHHUCM JIMYHBIX JAHHBIX, apccCa
IIPOKMUBAHUA, KBaHI/I(l)I/IKaI_II/II/I " BUAa yCIyr, Ip€a0CTaBJIsICMbIX 9TUMHU KOHCYJIbTAHTaAMU.

I'naBa 4. Ilomeienust u 000py10BaHHE

IHaparpa¢ 1. lIpuHuMn

40. [Tomemenust 1 000pyAOBAHKUE PACIIONIATAIOT, TPOEKTUPYIOT, CTPOSAT,
OCHAUIAIOT U SKCIUTYyaTUPYIOT TaKUM 00pa3oM, YTOObI OHM COOTBETCTBOBAIIU
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IIPOBOJIUMBIM OrieparusaM. VX pacronoxeHue U KOHCTPYKIHS CBOAAT K MUHUMYMY
PHUCK OIIMOOK U 00€CTIeUnBAIOT BO3MOKHOCTD d(PPEKTUBHON OUUCTKU M OOCTYKUBAHUS
B IEJIX UCKITFOYCHUS TICPEKPECTHON KOHTAMUHAIIUN, HAKOTIJICHUS BTN WM TPSI3H U
JTHOOBIX HEOIArOMPUATHBIX (PAKTOPOB 711 KAYECTBA PO TYKITUH.

ITaparpa¢ 2. Ilomemenus

41. ITpou3BOACTBEHHAs Cpea MOMELICHUM, YUUTHIBAsI BCE MEPHI MO 3aILUATE
IIPOU3BO/ICTBA, MPEJICTABIISIET MUHUMAJIbHBIN PUCK KOHTAMUHALMA MATEPUAIIOB WIIN

IPOYKIIUH.

42. ITpoBoauTCS THIATENIBHOE TEXHUUECKOE 00CITYKMBAaHUE TOMEILICHUIH,
rapaHTUPYs, UTO PEMOHT U 00CIIy>)KMBaHHE HE OYAyT IPEACTaBIATh HUKAKOW OMTACHOCTH
JUIsl KauecTBa NpoAykiuu. [lomenenus youparorces U, e IpUuMEHUMO,
Ne3uH(GUIUPYIOT B COOTBETCTBUH C MOJAPOOHBIMU MUCEMEHHBIMU HHCTPYKIUSMHU.

43. OcBelenue, TeMIEpaTypa, BIaKHOCTh M BEHTUIISIITUSL COOTBETCTBYIOIINE U
HE OKa3bIBAIOT HEOJIArOMPHUATHOTO BO3CHCTBHS (IIPSMOTO U KOCBEHHOTO) HH Ha
JICKapCTBEHHBIC MperapaThl BO BPEMs WX MPOU3BO/ICTBA U XPaHCHUS, HU Ha
HajuIekKalee GyHKIIMOHUPOBAHUE 000Dy I0BaHHUS.

44. TlomenieHus CIPOSKTUPOBAHBI U OCHAIICHBI TAKMUM 00pa3oM, 4TOObI
obecrieunBaTh MAKCUMAJIBHYIO 3aIIUTY OT TPOHUKHOBEHUS B HUX HACEKOMBIX U (WJIN)
KABOTHBIX.

45. IIppuHAMarOTCSA MEPBI, MPEIOTBPALIAOIINE BXO/ B IOMENICHHUS JIUL, HE
MMEIONIUX MpaBa AOCTYIA B HUX. 30HbI IPOU3BOACTBA, XPAHEHUS U KOHTPOJIS KaueCcTBa
HE UCIOJIB3YIOTCS KaK MPOXOHbIE JJIsl IEPCOHAJA, KOTOPBIM B HUX HE paboTaer.

Ilaparpa¢ 3. [IpousBoacTBeHHAasi 30HA

46. IlepexpecTHass KOHTaAMUHALMS IPEAOTBPALLIEHA I BCEX JIEKAPCTBEHHBIX
CPEACTB IIPU IPOEKTUPOBAHUM U DKCILTyaTallMy ITPOU3BOJICTBEHHBIX [IOMEILICHUMN.
Mepsl 110 NPeIOTBPALICHUIO ITIEPEKPECTHON KOHTAMUHALIMU COU3MEPUMBI C PUCKAMU.
JI1s1 OLIEHKM M YIIPABJICHUS] PUCKAMU UCIIOJIB3YIOTCS IPUHLMIIBI YIIPABICHUS PUCKaAMU
114 KauecTBa. B 3aBucuMOCTH OT ypOBHS pucKa TpeOyIOTCS BbIJICICHHbIE IOMEIIECHUS U
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000pyoBaHuE ISl IPOU3BOJCTBEHHBIX U (MJIM) YITAKOBOYHBIX ONEpaluii, 4ToObl
KOHTPOJIMPOBATH PUCK BO3MOKHOM MEPEKPECTHON KOHTAMUHALIMNA HEKOTOPBIMU
JIEKApCTBEHHBIMU CPEJICTBAMM.

BriiensitoT mpou3BOCTBEHHBIE YYACTKH, €CJIN JIEKAPCTBEHHOE CPEICTBO
IPEICTaBIIACT COOON PUCK, KOTOPBIM HE KOHTPOJIUPYETCS HAITISKAIIUM 00pa3oM
OpraHU3allMOHHBIMU U (UJTM) TEXHUYECKUMH MEpaMU, WM HAy4YHbIEC JaHHBIE
TOKCUKOJIOTUYECKOM OLIEHKU HE MOATBEPAKIAI0T BO3MOKHOCTh HAJJIEXKAIIET0 KOHTPOJIS
pucka (Harpumep, BHICOKOCEHCUOMITU3UPYIONINE MaTePUAIIbI C AJIJIEPT€HHBIM
MOTEHIIMATIOM, TaKhe KakK OeTa-TaKTaMbl), WJIKM COOTBETCTBYIOIIUE TIPEACIIbI
OCTaTOYHBIX KOJIUYECTB, MOJTYUYEHHbIE TyTEM TOKCHUKOJIOTUYECKOU OLIEHKH, HE MOTYT
OBITH YJIOBJIETBOPUTEIBHO ONPE/ICTEHBI C TOMOIIBIO BAJIUIUPOBAHHOTO
AHAJIMTHYECKOr0 METO/A.

JlanpHenmue yka3aHus NPUBEJICHBI B TIIaBe 5 HacTosmero Cranaapra u B
npunoxeHusx Ne 2 — 6 k Hacrosiero Ctanaapra.

47. IlpeAnoYTUTENbHO, YTOOBI TJIAHUPOBOYHBIEC PEIICHHS TTOMEIIEHUN
COOTBETCTBOBAJIM JIOTUUECKOM MOCIIEI0BATEIbHOCTH TPOU3BOACTBEHHBIX ONIEpALIUi 1
TpeOyeMbIM YPOBHSIM YUCTOTHI.

48. [11aHnpoBOYHBIC PENICHHS pA00OYNX 30H M BHYTPUIIPOU3BOJICTBEHHBIX 30H
XpaHEeHHs 00eCTIeUrBaET MOCIEA0BATENIbHOE U JIOTHUYHOE pa3MelleHne 000pyA0BaHUS U
MaTepUanoB, CBOJSIIEE K MUHUMYMY PUCK NEPEMYTHIBAHUS PA3JIUYHBIX JEKAPCTBEHHBIX
pernapaToB WM KX KOMIIOHEHTOB, 00ECIIEYNBAIOIEE OTCYTCTBUE MEPEKPECTHOM
KOHTaMHUHAIIUU U CBOJISIIIIEE K MUHUMYMY PUCK ITPOITYCKa MU HEMPABUIBHOTO
OCYIIECTBJICHUS JIFOOOTO ATara Mpy MPOU3BOICTBE UIH KOHTPOJIE.

49. Tam, rae UCXOJHOE ChIPbE U MEPBUYHBIE YITAKOBOYHBIE MAaTEPHUAIIbI,
IPOMEXXYTOUYHasl WK HepachacoBaHHAas MPOLYKLUS OIBEP>KEHBI BIUSHUIO
IPOU3BOJICTBEHHOU Cpe/bl, BHYTPEHHHE MOBEPXHOCTHU (CTEHBI, MOJIBI U OTOJIKH)
rinajkue, 0e3 mesel TpeUuH Ha CThIKaX, HEe BBIAEISAIOT YacTHII, a TAKXKE JIETKO
3¢ (PeKTUBHO OUMIIAIOTCA U, IPU HEOOXOAUMOCTH, NE3UHPUIIUPYIOTCS.

50. TpyOo1poBo/ibl, OCBETUTEIbHBIE TPUOOPHI, BEHTHIIALIMOHHBIE YCTAHOBKH U
JIPYTUE CUCTEMbI OOCTYKUBAHUS CIPOESKTUPOBAHBI U PACTIONOKEHBI TAKUM 00pa3oM,
4yTOOBI HE OBLIO YIITYOJIeHHH, 3aTPyAHAIOMUX UX OYUCTKY. [10 BO3MOKHOCTH JOCTYII K
HUM JJ1 00CITy>KMBaHUS OCYILECTBISAETCS U3BHE IPOU3BOICTBEHHBIX 30H.
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51. Touku NOAKITIOUEHHS K KaHATU3AIIMOHHBIM CTOKaM COOTBETCTBYIOT pa3Mepam
1 000pyI0BaHBI YCTPONCTBAMU JJIS MMPEIOTBpaleHust oopaTHoro nmotoka. I1o
BO3MOXXHOCTH U30€Tal0T OTKPHITHIX CIMBHBIX JKEJT000B, HO €CIIM OHU HEOOXOIUMBI, TO
OHM HETJTYyOOKHeE /ISl 00JIETYEHUS] OUYUCTKU U JIE3UH(PEKIIUU.

52. IlpousBoicTBEHHBIE 30HBI 3(PPEKTUBHO BEHTHIIMPYIOTCS; B HUX CPEJICTBA JUIsI
KOHTPOJISI TapaMeTPOB BO3yXa (BKIIIOUAsl TEMIIEPATyPY, BIAXKHOCTh U (PHIIBTpAIIHIO),
COOTBETCTBYIOIINE 00padaTHIBAEMOU MPOAYKIINH, POBOJIUMBIM OTIEPAIIHSIM H
IIPOU3BOJACTBEHHOU 30HE.

53. B3BemmuBanue HCXOOHOTO ChIPbs, KaK IIpaBHUJIO, OCYIICCTBIIAIOT B OTACIIBHOM,
MMPCAHA3HAYCHHOM IS 3TOT'0 ITOMCIICHUH.

54. B Tex ciaydasx, KOrja NIpoucXoauT 00pa3oBaHUe MbUIM (HApUMEp, BO BPEMS
oTbopa npo0O, B3BEIINBAHNSA, CMEIINBAHNS U IPOU3BOACTBEHHBIX ONEpaluii, yIaKOBKU
CyXOH NpOAYKIUH), IPUHUMAIOTCS CHEIMAIbHBIE MEPBI TPEAOCTOPOKHOCTH B LIEIAX
IpeaynpexIeHUs IePEKPECTHOW KOHTAMUHAIIMU U O0JIETYEHHS OUUCTKH.

55. IlomenieHus A1l yHaKOBKH JIEKAPCTBEHHBIX MPENapaToOB CIEUUATIBHO
CIPOEKTUPOBAHBI M PACIIONIOKEHBI TAKUM 00pa3oM, 4TOObI 30ekKaTh NEPEmyThIBAHUS
WJIY TIEPEKPECTHON KOHTAMUHALIUY.

56. IIpon3BOICTBEHHBIE 30HBI XOPOIIIO OCBEIAIOTCS, OCOOCHHO TaM, IJ1e
IIPOBOJUTCS NTOCTOSIHHBIN BU3YaJIbHBIM KOHTPOJIb.

57. KonTpoub B mponecce Mpou3BOACTBA IPOBOJUTCS B IIPOU3BOJACTBEHHOU 30HE,
€CJIM 3TO HE CO3/4AET PUCKA JUISl TEXHOJIOTMYECKOTO MPOLECcCa.

IHaparpa¢ 4. Cxiiagckue 30HbI

58. Cxitagckue 30HBI JOCTATOYHO BMECTHTENLHBIC, YTOOBI 00ECIIeUBaTh
YHOPSIZIOUEHHOE XPAaHEHUE PA3IMYHBIX KaTErOpUil MaTEPUAIOB U MPOTyKIIUH:
HCXOJIHOTO CBIPhS M YITAKOBOYHBIX MAaTEpPUAJIOB, TPOMEKYTOUHOM, Hepac(hacoBaHHON U
TOTOBOM MPOYKIIUH, & TAKKE MPOTYKIINHU, HAXOAIICHCS B KApaHTUHE, MPOTYKIIHUH,
pa3peIICHHON JJIs BBINTYCKa, OTKJIOHEHHOM, BO3BPAIlCHHOW WJIM OTO3BAHHOM.

59. IIpu npOEKTUPOBAHUH U OCHAILIEHUH CKJIAJCKUX 30H MPETyCMaTPUBAIOT
HaJIeKallUe YCIOBUsI XpaHEeHHs. B 4acTHOCTH, OHU YHCTBIC U CYyXHUe, B HUX
noJiepKuBaeTcsl Tpedyemasi TeMieparypa. Eciiu TpeOyroTces cienuanbHbIe YCIOBUS
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XpaHeHHUsl (HalpuMep, TEMIIEpaTypa, BIaKHOCTb), TO 00ECIEUUBAOTCS U IPOBEPSIOTCS
TaKHE YCJIOBHS, a TAK)KE OCYIIECTBIIATh UX MOHUTOPUHT.

60. B mecTax npueMKu U OTrpy3KH oOecrieueHa 3aliuTa Chlpbsi, MATEpHaIoB U
NPOAYKIIMU OT BO3JAEHUCTBUS MTOTOJIHBIX YCIOBUN. 30HBI IPUEMKH CIIPOEKTUPOBAaHA U
000py/10BaHa TakK, YTOOBI Tapy C MOCTYMAIOIIUM CHIPEM M MaTepHaliaMu Mepea
CKJIQJMPOBAHUEM MPU HEOOXOIUMOCTH OUYMIIAETCSI.

61. Eciiu pexxuM KapaHTHHA 00€CIICUMBAECTCS XPaHEHUEM MTPOTyKIIUU B
pa3lieNbHBIX 30HAX, TO 3T 30HBI YETKO 0003HAYEHBI, IOCTYI B HUX pa3pelieH
NEpPCOHATy, UMEIOIIEMY COOTBETCTBYIOIINE MOTHOMOYMS. JIt00ast pyras cucrema,
3ameHsonas GU3nIecKuil KapaHThH, 00ECIIeUUBAET IKBUBAJICHTHYIO HaJCKHOCTD.

62. Kak npaBuiio, otesibHas 30Ha Jyisi oT00pa mpo0 MCXOAHOTO Chipbs. Ecnu
oT0Op MPoO OCYIIECTBIISETCS B 30HE XPAHECHMSI, TO OH MMPOBOJIUTCS TAKHUM 00pa3om,
YTOOBI MPEJOTBPATUTh KOHTAMUHAILIMIO I MEPEKPECTHYIO0 KOHTAMUHALIUIO.

63. I[J'ISI XPaHCHHA OTKIIOHCHHBIX, OTO3BAHHBIX NJIN BO3BPAIICHHBIX ChIPbA,
MaTCpUuaJIOB WJIH IIPOAYKIUHN ITPECAYCMOTPCHBI N30JIUPOBAHHBIC 30HBI.

64. BBICOKOAKTHBHBIE BELIECTBA U JIEKAPCTBEHHBIE ITPENAPAThl XPAHATCS B
0e30IacHBIX U 3alUIICHHBIX 30HAX.

65. Y aensoT ocoboe BHUMaHKE 0€301IaCHOMY M HaJIEKHOMY XPAHEHHIO
NIEYATHBIX YITAKOBOYHBIX MAaTEPHAIIOB, TaK KAaK OHM CUUTAIOTCS KPUTHUCCKUMHU IS
oOecrieueHus: COOTBETCTBHS JICKAPCTBEHHOTO MperapaTa YCTaHOBJICHHBIM TPEOOBAHUSIM.

IHaparpa¢ 5. 30HbI KOHTPOJIA KaYecTBa

66. JlabopaTtopuu KOHTPOJISI Ka4eCTBA OTJEIEHBI OT MPOU3BOJICTBEHHBIX 30H. ITO
0COOEHHO BaXKHO TSI TA0OPATOPHUIA TT0 KOHTPOIIO OMOJIOTUYECKHUX U
MUKPOOHOIOTUUECKUX JICKAPCTBEHHBIX MIPENapaToB U PaAUOU30TONOB, KOTOPHIE TAKKE
OTJI€JICHBI APYT OT JIpyTa.

67. KoHTpOoabHBIC TaOOpaTOPHH CIIPOSKTHPOBAHBI TAKUM 00pa3oM, YTOOBI
COOTBETCTBOBATh TPEOOBAHUSIM K ITPOBOJIUMBIM B HUX paboTaM. Bo u3bexanue
MEPEMYTHIBAHUS U IEPEKPECTHON KOHTAMUHAIIMM OHU UMEIOT JOCTATOYHYIO IUIOIIAIb.
Bei1ensroT COOTBETCTBYIONIKE M TIOIXOAAIINE TUTOIIAIN SISl XpaHEHUsT 00pa3IoB 1
3aIIMcen.
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68. J11s 9yBCTBUTENBHBIX TPUOOPOB, HYKIAIOIIUXCS B 3aIIUTE OT BUOPAIINH,
3JIEKTPOMArHUTHBIX IOJIEH, BIAXKHOCTH BO3yXa U T. [., IPEAYCMOTPEHBI OTAECIbHbIE
KOMHATHL.

69. OcoOble TpeOoBaHUs MPEABABISIIOTCS K JA00PATOPUSAM, KOTOPBIX MPOBOASITCS
paboThI co crienMpuuecKuMH BeliecTBaM (Harmpumep, OMOJIOTUYECKUMHU UITU
paZMOaKTUBHBIMH MaTepHaIaMHu).

IHaparpa¢ 6. BcnomorareibHbI€ 30HbI

70. KoMHaThI OTIbIXA U IPUEMA MUIIU OTAEJIEHBI OT IPYTHUX 30H.

71. IloMetieHust AJi MEPeOJCBaHUS, TyaJIeThl U AYIIEBbIE KAOMHBI UMEIOT
yAOOHBIA TOCTYII, UX IUIAHUPOBKA U Pa3Mephbl COOTBETCTBYIOT YHCICHHOCTH TIEPCOHAA.
He momyckaercs, 4To0bl TyajeThl HEMOCPEJACTBEHHO COOOIIAIUCH C
MPOU3BOJACTBEHHBIMH WJIN CKJIAJICKUMU 30HAMH.

72. MacTtepckue 1Mo BO3MOKHOCTH OTAEIEHBI OT TPOU3BOACTBEHHBIX 30H. B ToM
cillyyae, €CJIM XpaHEHUE 3aMaCHbIX YaCTe U HHCTPYMEHTOB OCYIIECTBIISIETCS B
MPOU3BOJACTBEHHOM 30HE, UX COAEPKAT B MPEAYCMOTPEHHBIX ISl STOI0 KOMHATaX WU
3aMUPAOIIUXCS AIMUKaX.

73. BuBapuu W30JUPOBAHBI OT IPYTUX 30H, UMETh OTAEIIBHBIN BXO (HOCTYH K
KUBOTHBIM) U OTJEJIbHBIE CUCTEMBI BO3/IyXOIOAIOTOBKH.

Maparpa¢ 7. O6opynoBanue

74. KOHCTPYKIIHS, MOHTaX U TIOPSAIOK TEXHHYECKOTO 00CITYKUBAHUS
IPOU3BOICTBEHHOTO 000PYAOBAHMS COOTBETCTBYIOT €0 Ha3HAYECHHUIO.

75. PaboThI IO PEMOHTY U TEXHHYECKOMY 00CITY>KMBaHUIO 000PY/I0BaHUS HE
IPEICTaBIAIOT HUKAKOW OMAaCHOCTH JUIsl KAYeCTBA MPOAYKLUH.

76. KoHCTpYKITHS TIPOM3BOICTBEHHOT0 000PYI0BaHUS TaKasi, YTOOBI €ro ObLIO
JIETKO U THIATENIbHO ounIaTh. OUMCTKY MPOBOJASAT B COOTBETCTBUU C TOJIPOOHBIMU
MMCbMEHHBIMU UHCTPYKIMAMU. OO0OPYI0BaHUE XPAHAT TOJIBKO B UUCTOM U CYXOM
COCTOSIHHH.
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77. IHBeHTaph AJI1 MBIThSl U OUUCTKH BBIOMPAIOT U UCHOJIB3YIOT TAK, YTOOBI OH
HE CTajJ UCTOYHUKOM KOHTAMHUHALIUH.

78. O00opy1I0BaHKE YCTAHOBJICHO TAKUM 00pa30oM, YTOOBI HE JIOITYCKaTh
BO3HUKHOBEHUS KaKOTO-JIN0O prCKa ONMTMOOK MJIM KOHTAMUHAIIHH.

79. IIpou3BoicTBEHHOE 00OPYA0BAHUE HE TPEACTABIISICT HUKAKOW OMTACHOCTH TSI
npoAyKIuH. YacTu Mpou3BOJICTBEHHOTO 000Dy I0OBaHHS, KOHTAKTUPYIOIIUE C
HPOIYKIUECH, HE BCTYIAET C HEll peaKIfio, BEIICISTh WK aOCOpPOMPOBATh BEIIECTRA B
TaKO# CTENeHH, YTOOBI 3TO MOTJIO IMOBJIHMTH Ha KAYECTBO MPOIYKIIMH U CO3AaTh TAKUM
00pa3oM KaKkyro-J1100 OMacHOCTb.

80. TouHocTh 1 paboumii AMAMA30H BECOB U IPYTUX CPEJCTB U3MEPEHUN
COOTBETCTBYET MPOU3BOJICTBEHHBIM U KOHTPOJIbHBIM ONIEPALIUSIM, B KOTOPBHIX OHU
VICTIOJIb3YIOTCHI.

81. KannbpoBka 1 moBepka BECOB U IPYTUX CPEACTB U3MEPEHUH,
PETUCTPUPYIOMINX U KOHTPOJIBHBIX IPUOOPOB MPOBOIAUTCS C ONPEACTICHHON
NEePUOANYHOCTHIO COOTBETCTBYIOIIUMU MeToaMu. OPOPMIISIFOTCSI U COXPaHSIOTCS
3aIUCU TaKUX UCTIBITAHUH.

82. CranmoHapHbIe TPyOOIPOBOIBI UMEIOT YETKYIO MAPKUPOBKY C YKa3aHUEM
MPOXOSAIIUX IO HUM BEIECTB U, €CJIU TpeOyeTCsl, HallpaBJICHHUM MOTOKa.

83. TpyOGompoBoabI 1Sl BOABI OUUIIICHHOM, BOABI JIsl MHBEKITUH
(IMCTUILTUPOBAHHOU, IEMOHU3UPOBAHHOM) U, IPYTOW BOJIBI OJABEPTAIOT CAHUTAPHOU
00paboTKe B COOTBETCTBUU C MMCbMEHHBIMU MHCTPYKIUSIMU, B KOTOPBIX YKAa3aHBI
npeaesibl MUKPOOHOW KOHTaMUHALIMKM M MPUHUMAEMbIE MEPHI B CTy4ae UX MPEBBIIICHUS.

84. HeucnpaBHoe 000py/I0BaHUE YIATISAETCS U3 MPOU3BOICTBEHHBIX 30H U 30H
KOHTPOJISI KaueCTBa WM MPOMAPKUPOBBIBAETCS KaK HEUCIIPABHOE.

I'naBa S. lokymeHTanmus

IMaparpa¢ 1. Ilpunuun

85. Hapnexaniasi TOKyMEHTAIMsI COCTABJISET HEOTHEMIIEMYIO YaCTh CUCTEMBI
obOecrieueHus1 KaueCcTBa U SIBJISIETCS KIIFOYEBBIM AJIEMEHTOM pabOThl B COOTBETCTBUU C
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HacTosiiuM CtanaaptoMm. B cucteme ynpapiieHrs KaueCTBOM MPOU3BOAUTEIS YETKO
YCTaHOBJIEHBI Pa3JIMYHbIE BUABI UCIOIb3yEMON JOKYMEHTAIIMU U HOCUTETIEH
uHpopMaruu. JJokyMeHTaIus CymecTBYeT B Pa3IMYHbIX opMax, B TOM YHUCIIE Ha
OyMaKHOM, SJIEKTPOHHOM UJTU (oTorpaduIeckoM Hocutene. [ 1aBHOi Henbo
IPUMEHSEMOM CUCTEMbI JJOKYMEHTAIIMH CO3/IaHKe, YIIPABICHUE, KOHTPOJb U
peructpanus Bcei AesTeIbHOCTH, KOTOPasi HEOCPEACTBEHHO WUJIU OIOCPETOBAHO
BJIMSTH Ha BCE ACIEKThl KAUECTBA JICKAPCTBEHHBIX MpenaparoB. B nonogHeHune k
HaJJIeKaleMy JTOKyMEHTAIbHOMY O(OPMIIEHUIO PA3IUYHBIX MPOLECCOB U OLIEHKU
KaKHX-JIM0O HAOJI0IEHUH crCTeMa yIpPaBJICHHs KAU€CTBOM COAECPKUT TOCTATOUHO
noipoOHbIE YKa3aHUs. DTH yKa3aHUs CIIOCOOCTBYIOT 0011IeMy TOHUMaHUIO TpeOOBaHUM
TakuM 00pa3oM, YTOOBI TPOJEMOHCTPUPOBATH UX MOCTOSIHHOE COOJIIOICHNE.

CymiecTByeT 2 OCHOBHBIX BUIa JOKYMEHTALMU JJI BBIITOJIHEHHS TpeOOBaHUI
Hactosiuiero CTaHnapTa v perucTpaluy UX COOMIOACHUS: PErJaMeHTUPYIOIINN —
UHCTPYKIMH (yKa3aHusi, TPeOOBAHUS) U PETUCTPUPYIOLIUN — 3a1TUCHU (OTUYETHI).
[IpuMEHSIOT COOTBETCTBYIOLIYIO HA/UIEKAILYIO PAKTHKY JTOKYMEHTaIbHOIO
o(opMIIEHUS B 3aBUCUMOCTH OT BUJIA JOKYMEHTA.

BHenpeH coOTBETCTBYIOIMINUN KOHTPOJIb TSI 00€CTIeYeHHSI TOYHOCTH,
IIEJIOCTHOCTH, IOCTYITHOCTH ¥ Y€TKOCTH JJOKyMEHTOB. PertlaMeHTHPYIOIIHE TOKYMEHTHI
JOCTYTTHBI B TICBMEHHOM BHUJIC U HE cojiepKaT omuOoK. [IoHATHE «B MUCEMEHHOM
BUJIE» MCIIOJIB3YETCS B 3HAUCHUH «3alMCAHHBIN WM 3aJ0KYMEHTHPOBAHHBIN Ha
HOCHUTEIAX HH(HOPMAIINH, C KOTOPBIX IaHHBIE MOTYT OBITh TIOJyYEHBI B YUTAEMOU
dbopme».

IHaparpa¢ 2. JlokymeHTanus, TpedyeMasi HaJuleKalel NPou3BOACTBEHHOM
NMPAKTHUKON

86. Jlocbe MpONU3BOACTBEHHOM IUIONIAJKH: TOKYMEHT, B KOTOPOM OIACAHA
JEeATENBHOCTD IPOU3BOAUTEIIS, UMEIOIIAs OTHOLIEHHE K HacTosmeMy CTtaHaapry.

Tunel pernaMeHTHPYIOIMKUX JOKYMEHTOB (PyKOBOJICTBA M TpEOOBaHMS):
crienuuKaIuy — T0KYMEHTBI, CoJiepKallie moapoOHbIe TpeOOBaHMs, KOTOPHIM
COOTBETCTBYIOT UCXO/IHbIE U YIIAKOBOYHBIE MaTE€PHUAJIbl MPOIYKIIHSI, HUCTIOJIb3YIOIIHECS
WJIU TI0JTy4aeMble TIpu Tpou3BojicTBe. OHU SBIISIOTCS OCHOBOM ISl OIICHKH KayeCTBa
JIEKApCTBEHHBIX MPEMAPATOB;
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MIPOU3BOJACTBEHHBIC PEIENITYPhI, TEXHOJIOTHUECCKUE HHCTPYKIIUHA, MHCTPYKITUH TI0
yHaKOBKe, METOJMKHU UCIIBITAHUI — JOKYMEHTBI, COJIep Kallinue MoApOOHYIO
nH(opMairo 060 BCEM UCIOIB3YEMOM UCXOIHOM ChIpbE, 000PYI0OBAHUU U
KOMITBIOTEPU3UPOBAHHBIX CHCTeMaxX (TP UX HAMW4YUK). B 3TUX TOKyMeHTax
COJIEPIKATCS BCE MHCTPYKIIMH 10 OCYIIECTBICHUIO TEXHOJOTHIECKUX MPOIECCOB,
yIaKoBKe, 0TOOPY MpoO U MPOBEACHHUIO UCTIBITAHUM. | 16 MPUMEHNMO, YKa3bIBAIOT BCE
TOYKH KOHTPOJISI B IIPOIIECCEe TPOU3BOACTBA, & TAKXKE UCIIOJIb3YEMbIE MTPOIIECCHO-
AHATMTHYECKUE TEXHOJIOTHH BMECTE C KPUTEPHUSIMHU TIPUEMIIEMOCTH;

poIeAypHI (CTaHAAPTHBIC ONepalioHHbIe TIporeaypsI (nanee — COII)) —
JIOKYMEHTBI, CoJiepKaline TpeOOBaHMsI K BBITIOTHEHUIO OMPEICIIEHHBIX OTIEPaIIHii;

MPOTOKOJIBI — IOKYMEHTHI, COZIepIKaIue TpeOOBaHUs K MMPOBEACHUIO U
pErucTpaluy OTACIbHBIX OIlEpaLUi;

TEXHUYECKHUE COTJIAIICHHS — COTJIAICHHMS, 3aKIIFOUEHHBIE MEX]y 3aKa3uyMKaMU U
UCIIOTHUTEISIMA OTHOCUTENIBHO Pab0T, KOTOPBIE BHIMOJHSIOTCS CTOPOHHUMHU
OpraHu3alusIMu (ayTCOPCHUHT).

Tunsl perucTpupyommX JOKYMEHTOB (3amicH (OTYETHI)):

3aIKMCH — CBUJETENBCTBA, [OATBEPIKAAIOIINE BBIITOTHEHUE PAa3INUHBIX JEHCTBUN
JUISI TOKa3aTelIbCcTBa COOTBETCTBUSA UHCTPYKIUSAM (HAIpUMEDP, MEPOTIPUATHIA,
MPOUCIIECTBUM, pacCiaeAOBaHUN) ISl IPOU3BEICHHBIX CEPUI TaKXKe COJEpKaT
UCTOPHIO KaX/10l CEpuu NMPOAYKLNH, BKIOYasi HHPOPMALIMIO O €€ peanu3aliio. 3anucH
coziep KaT UCXO/AHbIE JaHHbIE, UCIIOJIb3yeMble U1 POPMUPOBAHUS APYTHUX 3anuceid. B
CJIy4ae MCIOJb30BAHMS JIEKTPOHHBIX 3aIIUCEU ONPENENATh, KAKUE TaHHBIE UCIIOJIb3YIOT
B KaU€CTBE UCXOJIHBIX, YCTAHOBJICHHbIE MI0JIb30BaTeNd. Bece TaHHble, Ha KOTOPBIX
OCHOBBIBAIOTCS PELLIEHUS 110 KAYECTBY, ONIPEAEISAIOTCS B KAYECTBE UCXOHBIX JaHHBIX.
3anucu, OTHOCSIIMECS K KOHKPETHON Cepuu, COOpaHbl B JOChE HA CEPUI0; CEPTU(PUKATHI
aHaIM3a — JOKyMEHTHI (ITacropTa, aHATUTHYECKHUE JINCTKU, IPYTUe JOKYMEHTHI),
coJieprKalllie pe3toMe pe3yIbTaTOB UCIIBITAHUN 00pa30B MPOAYKLIUHU WK MaTepHajoB
BMECTE C OLICHKO COOTBETCTBUS YCTAaHOBJIEHHOM crienudukanuu. OueHka
COOTBETCTBHSI CEPUH YTBEPKIECHHOMY PETMCTPALIMOHHOMY JTOChE TAKXKE OCHOBAaHA
(LIETMKOM MJIM YaCTUYHO) Ha aHAJIN3€ JIAHHBIX, 1apaMETPOB U PE3YJIbTATOB,
NOJIYYEHHBIX B PEAJIbHOM BPEMEHU (PE3IOME U OTUEThI 00 OTKJIOHEHUsX). Takon
NOJIXOJ1 IPUMEHUM, E€CJIH IIPU IPOU3BOJICTBE CEPUU UCIIOJIB3YETCS MPOLIECCHO-
aHanutuyeckas texHosorust (PAT);
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OTYETHI — JIOKYMEHTBI, OTPAKAIOIIME BHIMOJIHEHNE KOHKPETHBIX 33/IaHUH,
IIPOEKTOB WJIM PACCIIEIOBAHUN BMECTE C PE3YyJIbTaTaMM, BBIBOJIAMHU U PEKOMEHIALIUSIMU.

IHaparpa¢ 3. Yupasiaenue 1okymMeHTaAlUeH

87. YcraHoBiieHbl TpeOOBaHUS KO BCEM BHJIaM JIOKYMEHTOB, U UX COOIIOAAIOT.
TpeOoBaHus MIPUMEHSIOTCS B paBHOW Mepe KO BceM (hopMam TOKYMEHTOB Ha
pa3IMYHBIX BUAaX HocuTene nudopmanuu. J{Js CIOKHBIX CUCTEM TPEOyETCsl XOPOILIO
3aJJOKYMEHTUPOBAHHOE TOSICHEHNE, BATUAALNS U aICKBATHBIN KOHTPOJIb. JJOKyMEHTHI
MOTYT OBITh CMEIIaHHBIMHU 110 (hOpPME, HAIIPUMEP, HEKOTOPBIE FTIEMEHTHI B
3JIEKTPOHHOM BUJIE, a IpyTue — Ha OyMa)KHOM HOCHUTEJE. Y CTAHAaBIMBAIOT B3aMMOCBS3H
U CPEJICTBA YIPABJICHHS B OTHOILIEHUH OPUTHMHAIIOB JJOKYMEHTOB, O()ULIUATBHBIX KOMUMH,
00pabOTKM TaHHBIX U 3aMUCEH, KaK JIsl CMEIIAHHBIX, TaK U JIJIST OTHOTUITHBIX CUCTEM
JNOKYMEHTalMU. BHEAPSAIOT COOTBETCTBYIOIIME CPEJICTBA YIIPABJIEHUS B OTHOILIEHUU
TaKHX AJIEKTPOHHBIX JTOKYMEHTOB, KaK IA0JIOHBI, (POPMBI U IEPBUYHBIE JOKYMEHTHI.
Coo0TBeTCTBYIOIINE MEPBI KOHTPOJIS JUIsl 00€CTIeYeHHsI LIEIOCTHOCTH 3alucell B TeUEHUE
CpPOKa XpaHEHUSI.

88. JIOKyMEeHTHI TIIATEJILHO pa3padaThIBAIOTCS, MOATOTABIMBAIOTCS,
COTJIACOBBIBAIOTCS U paclpeiesiioTcsl. B 3aBUCMMOCTH OT BUJja OHU OTBEYAIOT
TpeOOBaHUSIM COOTBETCTBYIOIIUX YacTel crenudukauil uccieryemMoro npernapara,
PETUCTPAIIMOHHOTO JOChE, a TAKKE JOKYMEHTOB, MOJJABAEMBIX JJIsl TOJTyYEHUS
JIMUEH3UHU Ha MPOou3BoIcTBO. KonmpoBaHue OpUrnHAIBHBIX JOKYMEHTOB C LIEJIbIO
MOJTy4eHHUs pabounX IOKYMEHTOB HE JOMYCKAaeT BO3SHUKHOBEHUE KAaKUX-TMO0 OITHOOK
pU KOMUPOBAHUH.

89. PernameHTUpYIOIIUE TOKYMEHTBI YTBEPKAEHBI M MOANKUCAHBI JIUIIAMH,
MMEIOIIMMU MPABO MOAMUCH, C YKazaHuem AaTel. CoJiepKaHue JOKYMEHTOB
OJIHO3HAYHBIE, IOKYMEHThI UMEIOT YHUKAIBHYIO UJeHTU(puKaiuto. OnpeneneHa qara
BBEJICHUS B JICHCTBHE.

90. PernaMeHTHpYIOIIKE TOKYMEHTHI UIMEIOT JIOTHYHYIO CTPYKTYPY,
00€eceynBaroIyI0 MPOCTOTY UX MPOBepKU. CTUIIb U3T0KEHUS JOKYMEHTOB
COOTBETCTBYET UX MpernonaraeMomMy ucrnosnb3oBanuio. COII, paboune HHCTPYKIIUU U
METOJIUKHU HamucaHsl B popMme, npeonararoneid 00s13aTeIbHOCTb UX BBITIOTHEHUS.



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 03.04.2023
aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 21.04.2023
o ‘ a [ ¥ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 03.04.2023

P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 21.04.2023

91. lIokyMEHTBI B paMKaxX CUCTEMBbI YIPABJICHUSI KAUECTBOM PETYJISIPHO
MepECMaTPUBAIOT U aKTYTU3UPYIOT, UCKITIOUAIOT UCTIOJIb30BAaHUE YCTAPEBIINX BEPCUM.

92. JlokyMeHTbI He O(pOPMIISIIOTCSL B PYKOTMCHOM BHJIE, OJTHAKO €CITU
IPEAYCMOTPEHO PYKOIIMCHOE BHECEHUE B IOKYMEHTBI JJAHHBIX, TO JOCTATOYHO MECTa
JUISL TAKUX 3aIIUCEH.

IHaparpa¢ 4. IIpaBuia HaauIeKalIero J0KyMEHTAJIbHOT0 0OpMIIeHUSA

93. PykomuCHBIE 3aIUCH CI€NIaHbl Y€TKO, Pa300PUYHBO U TaK, YTOOBI BHECEHHBIE
JTAHHBIE HEJIb3s1 OBLIO YIATUTh.

94. 3anucu BeayT IpH BBIMOJTHEHUH KaXA0T0 JEHCTBUS U TAKUM 00pa3oM, 4TOObI
IIPOCJIEIUTH BCIO 3HAYUMYIO JIEATEIIBHOCTD, KACAIOIIYIOCS POU3BOICTBA
JIEKapCTBEHHBIX IIPENapaToB.

95. JIro6oe n3MeHeHre, BHOCUMOE B JIOKYMEHT, IIOJITUCaHbl U 1aTUPOBAHBI.
N3meHenue 1aet BO3MOKHOCTh IPOUYTEHUS IEPBOHAYATIBHON HHpopManuu. I e
IIPUMEHHUMO, YKa3aHa IPUYNHA U3MEHEHUS.

IHaparpa¢ S. XpaHeHue 10KyMEHTOB

96. UeTko omnpenesneHo, Kakas 3aniuch OTHOCUTCS K KaKJIOMY BUTY
IIPOM3BOJICTBEHHOU JICATEIBLHOCTH, U T/Ie OHa HaxoauTcs. O0ecreueHbl HaJIe)KHBIC
MepBI KOHTPOJIS, BaTUANPOBAHHBIE B COOTBETCTBYIOIIUX CIIyYasiX, UIsl OOCCIICYCHUS
IIEJIOCTHOCTH 3aIIMCH Ha TPOTSHKEHUU CPOKa XPaHCHUS.

97. OcoOble TpeGoBaHUS TPEABABIAIOTCS K JOKYMEHTAIIMN CEPUU, KOTOPYIO
XpaHAT B TeUeHHE | roja rnocie OKOH4aHUs CpOKa TOJHOCTH 3TOM CEpUM WIIU HE MEHEE
5 JeT moce BbIIaUM Pa3pelIeHs Ha PeaN3alliio CEPUU YIIOJIHOMOYEHHBIM JIUIIOM B
3aBHCUMOCTH OT TOT'O, KAaKOW CPOK J0Jibliie. J[JIsl JIeKapCTBEHHBIX MpenapaToB,
npeAHA3HAYCHHBIX JUIs1 KITMHUYECKUX UCCIIE0BaHUM, JOKYMEHTAIIMIO CEPUU XPAHST
KaK MUHUMYM 5 JIET MOcjie OKOHYAHUS WM O(PUIIMAIBHOTO MPEKPAIICHUS TTOCIETHUX
KJIIMHUYECKUX UCCIIEAOBAaHUMN, B KOTOPBIX UCIOJIb30BAIHU ATy ceputo. B TpeboBaHUsIX
3aKOHOJIATEIHCTBA K CIIeNn(PHUecKM BUaM JICKApCTBEHHBIX TIPETapaToB (Hampumep,
BBICOKOTEXHOJIOTHYHBIE JICKAPCTBEHHBIE MPEMapathl sl HanO0Jiee COBPEMEHHBIX
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BU/JIOB JICUEHH ) YCTAHOBIIEHBI 00JIee JUTUTENbHBIE IEPUOJIBI XPAHEHUS OIIPEICIICHHBIX
JIOKYMEHTOB.

98. 1ns npyrux BUAOB JOKYMEHTALIMHM CPOK XPAHEHHUS 3aBUCUT OT BUIOB
NEeSATeIbHOCTH, KOTOPBIE 3Ta IOKYMEHTAIMS COMPOBOkKAacT. Kputrnueckyro
JTOKYMEHTAIIUIO, BKJIIOYas UCXOJAHBIE TaHHbIEC (HAllpUMEp, Kacarolnecs BaauJaluy Uin
CTaOMIIBHOCTH ), MMOATBEPKIAI0IINE NH(POPMAIIUIO PETUCTPALIMOHHOTO 10ChE, XPAHATCSA
Ha MPOTSHKEHUU CPOKA JEUCTBUSI PETUCTPALIMOHHOTO YI0CTOBEpeHus. JlomycTumMo
YAQISATH ONPEIEICHHYIO TOKYMEHTALMIO (HAaIPpUMED, UCXOIHBIE JaHHBIE,
COMPOBOK/IAIOIINE OTUETHI MO BATUIAIMN UM CTA0OUIILHOCTH), €CJIU TaHHBIC ObLITH
3aMEHEHBI MTOJIHBIM KOMITJIEKTOM HOBBIX JaHHBIX. OOOCHOBAaHME TaKUX JACHCTBUHN
0ohopMIIEHO TOKYMEHTaIbHO. [Ipr 5TOM y4UTBIBAIOT TpeOOBaHUS K XPAHEHHUIO
JOKYMEHTAILIMU CEPUU (HAampuMep, B Cilydyae JaHHbBIX MO BaAIUAAIIMYU ITpoliecca
COMPOBOXK/IAIOIINE UCXOIHbIC JAHHBIC XPAHAT M0 KpaltHEeH Mepe Takoe e BpeMs, Kak U
JIOKYMEHTAIINIO Ha BCE CEPUH, JII KOTOPBIX pa3pellieHre Ha BBIMTYCK MOATBEPKICHO
JAHHBIMU 3TUX BaJIMJAMOHHBIX UCCIEI0BaHUN).

Crnenyronux paszzaenax MpUBEACHbBI IPUMEPHI HEOOXOAUMBIX JOKYMEHTOB. B
CUCTEME YTPaBJICHUS KaUeCTBOM OMMCAHBI BCE IOKYMEHThI, HEOOXOAUMBIE TSI
rapaHTUH KauecTBa MPOAYKIMHU U 0€30M1aCHOCTH MallMEHTOB.

IHaparpa¢ 6. Cnenudpuxanun

99. ImeroTcs B HAIMYUU COOTBETCTBYIOIIUM 00pa30M yTBEP KICHHbIE
crenu(pHUKauy Ha HCXOJHbIE U YIIAKOBOYHbIE MaT€pPHAaJIbl U TOTOBYIO MPOIYKIHUIO C
yKa3aHUEM J1aThl YTBEPKIACHUS.

Cneun(bmcaunn Ha MCXOJHBIC U YIIAKOBOYHBLIC MATCPHAJIbI

100. Cnenudukanuu Ha KICXOAHbIE MAaTEpHAIIbl, IEPBUYHBIE WIIN MT€YaTHBIC
YIIaKOBOUYHBIE MaTepPHaJIbl COJEPAKAT CIEAYIOLIYI0 HHPOPMAIIHIO (COOTBETCTBYIOIIUE
CCBUIKM Ha UH(OpMALNIO, I71€ TPUMEHHUMO):

1) onucanue MaTepuanoB, BKIIOYAOIIee B ce0si: HAMMEHOBAHHUE U BHYTPEHHUI
KOJI; CCBUIKY Ha (hapMaKONEHHYI0 CTaThIO0 WX HA JIPYTYI0 HOPMATUBHYIO
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JOKYMEHTAIMIO WM HOPMATUBHBIN JOKYMEHT (IIPH UX HAJIWYWH); HAMMEHOBAaHUE
YTBEPKIACHHBIX IIOCTABIIUKOB M, €CJIA 3TO BO3MOYKHO, IIPOU3BOUTENS UCXOAHBIX U
yIaKOBOYHBIX MaTepuaoB; o0Opa3ell eyaTHbIX MaTEPHAIIOB;

2) HHCTPYKUUHU IO OTOOPY MPoO U MPOBEACHUIO UCTIBITAHUIA;

3) Ka4eCTBEHHBIC U KOJIMUECTBEHHBIE TTOKA3aTEIHU C YKa3aHUEM JIOMYCTUMBIX
MpeJIeIioB;

4) ycrnoBus XpaHEHUS U MEPBI IPEJOCTOPOKHOCTH;
5) CpOK TOAHOCTH WJIM MaKCUMAJbHBIN CPOK XPaHEHHsI 10 TIOBTOPHOTO KOHTPOJIS.
Crenu¢ukanuy Ha MPOMEKYTOUHYIO U Hepac(hacoBaHHYIO MPOAYKLIUIO

101. Cnenudukanuu Ha MPOMEKYTOUHYIO U Hepac(hacoBaHHYIO MPOAYKIHUIO B
HAJIMYUU JUTS] KPUTHYECKUX CTAUN WIH MPU €€ TPUOOPETEHUH U OTTpy3Ke. DTH
crienu(puKaIMy aHAJOTUYHBI CIICHU(PUKAIIUSAM COOTBETCTBEHHO HA UCXO/IHOE ChIPhE
100 TOTOBYIO MPOTYKITHIO.

Crenudukanuu Ha TOTOBYIO TTPOTYKIIHIO

102. Cnernudukauu Ha TOTOBYIO MPOAYKITUIO COAEPKATh CIETYIONTUE TaHHbIE:
1) HanMeHOBaHUE JIEKAPCTBEHHOTO TIpemnapara u Ko (Ipu He0OXOIMMOCTH);

2) coCTaB WIH CChUIKA HA COOTBETCTBYIOIIHNMI TOKYMEHT;

3) ommcaHue JIeKapCTBEHHOU (POPMBI U TOAPOOHBIC CBEJIEHUS 00 YIIaKOBKE;

4) uHCTPYKUUHU 10 0TOOpY Mpo0 U MPOBEACHUIO UCTIBITAHUNA WIIM CChITIKA Ha
COOTBETCTBYIOIIUHN JOKYMEHT;

5) Ka4eCTBEHHBIC U KOJTMYECTBEHHBIC TTOKA3aTENIN C YKa3aHUEM JIOTTYCTUMBIX
1010191 (SN (0): %

6) yCIIOBHS XpaHEHHUS M 0COOBIC MEPHI MPEAOCTOPOKHOCTH MPU UCTIOJIH30BaHUHT
(mpu HEOOXOAMMOCTH);

7) CpOK TOJTHOCTH.

IMaparpad¢ 7. IIpou3BoACTBEHHAS peleNTYyPAa U TEXHOJOTHYEeCKHEe HHCTPYKIMH
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103. Ha kaxxplii TpOM3BOIUMBIN JIEKAPCTBEHHBIN MPENapaT U KaxIbli pa3zMep
CEepUU UMEIOTCSI YTBEPIKIECHHbIE TUCbMEHHBIE IPOU3BOCTBEHHYIO PEIENTYPY U
TE€XHOJIOTUYECKUE UHCTPYKIIUU.

104. TIpou3BoCTBEHHAS PEIENTypa BKIIOYACT B CEOS:

1) HauMeHOBaHKE JIEKaPCTBEHHOT O IIpenapara co CCbUIKOM Ha KOJI COOTBETCTBUU
co crenuduKanuen;

2) onucaHue JIEKapCTBEHHOW POPMBI, TO3UPOBKHU TMpenapara u pazMepa CEpuu;

3) mepedeHb BCeX UCXOJIHBIX MaTepUaIOB, KOTOPBIE OYIyT UCTIOIB30BATHCS, C
YKa3aHUEM KOJIMYECTBA KXA0ro. Takke yka3aHbl BCE BEIIECTBA, KOTOPHIE MOTYT
VICYE3HYTh B X0JI€ TEXHOJIOTUYECKOTO MPOLIECCa;

4) oxumaeMblil BBIXOJ TOTOBOM MPOAYKIMH C YKa3aHUEM JOIYCTUMBIX MTPEAEIOB
Y BBIXOJIbl COOTBETCTBYIOIIUX IIPOMEKYTOUHBIX IIPOJLYKTOB, IJI€ ’TO BO3ZMOXKHO.

105. TexHonornueckrue MHCTPYKIUU COACPHKAT:

1) naHHBIE O MECTE OCYIIECTBICHHS MPOIecca 1 00 OCHOBHOM 000PY/I0BaHUH,
KOTOPOE MPU 3TOM HCHOJIb3YETCS;

2) METOJIbI UJIN CCHUIKU Ha METOIbI, KOTOPBIE UCIIOJIB3YETCA JIJIsl TOATOTOBKHU
KPUTHYECKOTO 000pyA0BaHuUs (HAIIpUMeEp, OYMCTKA, MOHTaX, KaTHOPOBKa,
CTepUIIN3AIINSA );

3) UHCTPYKIIMH IO TIPOBEPKE TOTO, YTO 00OPYAOBaHUE U pabouee MECTO
CBOOOIHBI OT MPEABIAYIIECH MPOIYKIINHI, HEHYKHBIX ISl 3aIJTAHUPOBAHHOTO Mpoliecca
JIOKYMEHTOB M MaTEPHAJIOB, a TAKXKE IO MPOBEPKE YUCTOTHI 00OPYIOBAHUS K €TO
TOTOBHOCTH K CIIEIYIOIIEMY ITPOLIECCY;

4) noipoOHbBIE MOCTAUNHBIE TEXHOJIOTHYECKUE MHCTPYKIIUU (HApUMep,
IIPOBEpKa MaTepuasoB, MpeaBapUTEIbHAs 00pab0TKa, TOPSAIOK 3arpy3KH ChIPbS,
KPUTUUYECKHUE TTapaMeTphl IIpoliecca (Bpemsi, TeMIieparypa u T. 11.));

5) MHCTPYKIIMH 110 BCEM BUIaM KOHTPOJISI B IIPOLIECCE IIPOU3BOACTBA C YKa3aHUEM
JOIyCTUMBIX IPEJEIIOB;

6) TpeOOBaHUS K XpaHEHUIO HEpacPacOBAaHHOU MPOAYKIIUU MPU HEOOXOIUMOCTH,
BKJIIOYast TPEOOBAHUS K Tape, MAPKUPOBKE U CIICIIUATLHBIM YCIOBUSM XPaHEHUSI, T1e
3TO Tpedyercs;

7) Bce nmoaJiexaniiue coOM0AeHUI0 0COObIE MEPhI MPEIOCTOPOKHOCTH.
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ITaparpa¢ 8. UHCcTpyKIIUM N0 yIAKOBKE

106. Jly1s1 kaxq0r0 JIeKapCTBEHHOTO Mpenapara, pa3Mepa 1 TUIa YIIaKOBKH B
HaJUYUU UHCTPYKIIMH MO yrakoBke. Kak mpaBuio, OHM BKJIIOYAIOT B CE0s CIACAYIOITUE
cBeeHUS (CChUIKM Ha HUX):

1) HauMeHOBaHKE JIEKapCTBEHHOTO IIpenapara, BKIIIo4as HOMEp Cepuu
HepachacoBaHHOW MPOAYKIMH U TOTOBOTO MPOIYKTAa;

2) onucaHue €ro JEKapCTBEHHON (POPMBI M I03UPOBKH (T/I€ IPUMEHUMO);

3) KOJIMYECTBO JIEKAPCTBEHHOTO MpENapaTa B OKOHYATEIIbHOM YIIaKOBKE,
BBIpQXXEHHOE B IITYKax, €AMHUIIAX MACChl MU 00beMa;

4) MOJIHBIN NEPEUCHb BCCX H€O6XO}II/IMBIX YIIAKOBOYHBIX MATCPUAJIOB, BKIIIOYaA
HX KOJIMYCCTBA, pa3MCPbl U TUIILI C YKA3aHUEM KOJid NJIM HOMEpPA, OTHOCAIINXCA K
CHGHI/I(l)I/IKa]_II/I}IM Ha Ka}KIIBIﬁ ynaKOBOqHBIﬁ MaTcpuall;

5) rae npuMeHuMo, oOpaszel] Win KOMHsI COOTBETCTBYIOLINX MEYATHBIX
yHaKOBOYHBIX MaTepUaIoB U 00pa3libl, yKa3bIBAIOLIME HA MECTO HAHECEHUS HOMEpa
CEpPHUH U CPOKA TOJHOCTH MPOAYKIIHH;

6) TpeboBaHUs 1O MPOBEPKE TOr0, UTO 000PYyIOBaHUE U paboyuee MeCcTO
CBOOO/IHBI OT HPEAbIYIIEH MPOAYKINHU, JOKYMEHTOB WJIM MaTEPHAIOB, HEHYKHBIX IS
3aIJIaHUPOBAHHBIX OIEPAIMIA TT0 YIIAaKOBKE (OYMCTKA JIMHUH ), TAKXKE TI0 TIPOBEPKE
YUCTOTHI 00OPYAOBAHUS M €r0 TOTOBHOCTH K CIICIYIOIIEMY MPOIIECCY;

7) cBelleHus O MOJJISKAIIUX COOMIOCHUIO CIIEIUAIbHBIX Mepax
IIPEIOCTOPOKHOCTH (BKITIOYAS THIATEIBHYIO MPOBEPKY 30HBI YIIAKOBKH U
00opyI0BaHUs ), TapaHTUPYIONMINX OYUCTKY YITAKOBOYHOH JIMHUH TIepPe]] HauaaoM
paboTHI;

8) omnucaHue npoliecca ynakoBKH cO BCEMU OCHOBHBIMU BCIIOMOT'aTE€IbHBIMU
onepaursMH U UCTIOIb3YEMBIM 000PYI0BAHHEM;

9) onucanuie KOHTPOJIA B MPOLIECCE MPOU3BOICTBA C YKa3aHUSIMU IO OTOOPY MPoo
U JIOITyCTUMBIX TIPEIEIIOB.

JIOTIOJTHUTENBHO pa3pabaThIBAlOTCS HHBIE JOKYMEHTBI, KOHKPETU3UPYIOIIHE
MOJIOYKEHUS IPOU3BOJACTBEHHOM PELIENTYPhI M TEXHOJIOTHUECKUX UHCTPYKIIHM.
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IHaparpa¢ 9. 3anucu Mo Npou3BOACTBY CepUM

107. Ha xaxx1yro mpOM3BEICHHYIO CEPHUIO0 COXPAHSIOT 3aMKUCH IO TPOU3BOACTBY
CepHH.

OHU OCHOBBIBAIOTCSI HAa COOTBETCTBYIOIINX YaCTSIX YTBEPIKICHHBIX JOKYMCHTOB
(TPOM3BOICTBEHHOM PEICNTYPhl M TEXHOJOTHYCCKUX HHCTPYKIIUH) U COJIepPIKaT
CICAYIONTYI0 HH(POPMAITHIO:

1) HaMeHOBaHKE U HOMEP CEpUH MPOAYKIINH;
2) aThl ¥ BpeMsl Havalla U 3aBEpUICHUS TEXHOJIOTUYECKOT0 MpoIiecca,
3) TakKe OCHOBHBIX MPOMEKYTOUHBIX CTAUMI;

4) bamwmnst 1 MHUIIHATTBI OTIepaTopa (OIepaTopoOB) Kax a0 OCHOBHOM
TEXHOJIOTUYECKOM OMepali, a TaKkKe JIMIA, TPOBEPUBIIETO KAXKIYIO0 U3 ITHX
omneparui, mpu He0OXOUMOCTH;

5) HoMep cepuu U (WIM) HOMEP aHAIUTUYECKOTO KOHTPOJIS, a TakKe (PaKTUUeCKu
OTBELIEHHOE KOJMYECTBO UCXOAHBIX MAaTEPUATIOB KaXKJI0T0 BUIA

(BKJIIOYAst HOMEP CEPUU U KOJIMYECTBO JHOO0Tr0 J00aBICHHOTO
pEreHeprupOBaHHOrO WK MepepadoTaHHOTO MaTepuana);

6) cBeicHUS O JIF0OOM OTHOCSIIEHCS K /ISy TEXHOJOTUUECKOM Onepaiyy Win
JT1000M JIEHCTBHH, a TAK’Ke 00 OCHOBHOM HCTIOJIBL30BAHHOM 000PY/I0BaHUU;

7) 3amKCH 1O KOHTPOJIIO B MPOLIECCE MPOU3BOJCTBA C YKA3aHUEM HCIIOJIHUTENIEH U
MOJIYYEHHBIX PE3yJIbTaTOB;

8) BBIXOJI MPOAYKIIMU HA PA3TUYHBIX CTAUIX MPOU3BOJICTBA;

9) cBenenusa 06 0coObIX MPOOIEMax C MOAMUCAHHBIM pa3pelieHneM Ha JTI000e
OTKJIOHCHHE OT TEXHOJIOTHYCCKUX HHCTPYKITNI;

10) moamuck nauia, OTBETCTBEHHOTO 3a TEXHOJOTHUECKUN MPOIECC, YKa3aHUEeM
JIaTHhI.

B ciiyuae ecnu BanugupoBaHHBIN MPOLIECC OABEPTACTCS OCTOSIHHOMY
MOHHUTOPHUHTY U KOHTPOJIIO, aBBTOMAaTHYECKU CO3/]aBAEMbIE OTYETHI MOTYT
OTPAaHUYUBATHCA KPATKUM PE3IOME O COOTBETCTBUU U OTYETAMU 00 OTKJIOHEHUSIX
(OTCTYyMIIEHUSIX) OT Crienu(PUKaIUK.
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Iaparpa¢ 10. 3anucu no ynakoBkKe cepuu

108. Ha xaxxa1yro mpoOu3BEICHHYIO CEPHIO WIIM YaCTh CEPUM COXPAHSIOT 3aUCH
1o yrnakoBke cepuu. OHU OCHOBBIBAIOTCS Ha COOTBETCTBYIOUIUX YACTIX HHCTPYKIUHU 11O
yIHaKoOBKe.

3anucu 1o yrnmakoBKE CEpUHU BKIIIOUAIOT B Ce0sl CIEAYIOIIHNE TaHHBIE:
1) HauMeHOBaHNE U HOMEP CEPUU JICKAPCTBEHHOTO Mpernapara;
2) nata (Z1aThl) U BpeMs MPOBEACHUS OINepaIuii o YINaKOBKE;

3) bamunusa ¥ MHUIIKMATIBL OTIepaTopa (ONepaTopoB) KaxkJa0H OCHOBHOM
TEXHOJIOTUYECKOMN OTepalli, a TAaKXKe JINIA, TPOBEPHUBIIETO KXY U3 ITHX
oriepaui, Ipu He0OXOTUMOCTH;

4) 3aIMCH IPOBCPOK UICHTUIHOCTHU U COOTBCTCTBUA MHCTPYKIUAM 110 YIIAKOBKC,
BKJIFOYas pC3yJIbTAThl KOHTPOJIA B IMIPOLCCCE ITPONU3BOACTBA,

5) HOI[pO6HI>I€ CBCACHMU 00 OCYHICCTBJICHHBIX OIICPpAlUAX 110 YITAKOBKEC, BKIITOYAA
CCBIJIKM Ha HCITIOJIB30BAHHOC 06opyz[0BaHHe 1 YIIAKOBOYHBIC JIMHHH,

6) 00pa31bl UCIOJIB30BAHHOIO MEYATHOIO YIIAKOBOYHOI'O MaTepuaia, BKIYas
o0pas1pl ¢ HAHECEHHBIMU HOMEPOM CEpUH, CPOKOM TOJTHOCTU U IPOYUMHU
JOTIOJITHUTEIbHBIMA MapKUPOBOYHBIMU JAHHBIMHU, /1€ IPUMEHUMO;

7) cBeaeHuss 00 0OCOOBIX MPOOIEMaxX UM HEOOBIYHBIX TPOUCIIECTBUIX

8) moANKUCaHHBIM pa3pelIeHueM Ha J1000€ OTKIIOHEHUE OT MHCTPYKIUH 110
YIIAKOBKE;

9) KOIMYECTBO U CChUIKA HA HOMEP WJIM HAUMEHOBAHHME BCEX MEYATHBIX
YIIaKOBOYHBIX MAaTE€pPHAJIOB U Hepac(pacOBAHHOM MPOTYKIUH, BbIJAHHbIX,
UCIIOJIb30BAaHHBIX, YHUUTOKEHHBIX WJIM BO3BPAILEHHBIX HA CKJIAJl, a TAKXKE KOJIMYECTBO
TOTOBOTO MPOIYKTA JIJIsl COCTaBJICHUS COOTBETCTBYIOIIETO OaaHca. DNEeKTPOHHBIN
KOHTPOJIb B MIPOLIECCE YIAKOBKH SIBJSIETCS OCHOBAHUEM JIJIsl HEBKJIFOUEHHSI TAKOM
uH(popMaLny;

10) noamuck auna, OTBETCTBEHHOIO 3a MPOLECC YITAKOBKHU, C YKA3aHUEM JIaThl.
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IHaparpad¢ 11. IIpouenyps! u 3anucu

109. Ha npueMKy KakJ10l MOCTaBKU KaXKJI0T0 BUa UCXOAHBIX MaTEpPHUAIOB (B
TOM 4HCJIe Hepac(hacoBaHHOM, TPOMEKYTOUHON UM TOTOBOM MPOIYKIIMH), & TAKKE
IIEPBUYHBIX, BTOPUYHBIX U MI€YATHHIX YIIAKOBOYHBIX MATEPUAJIOB B HAJTUYHUH
MMCbMEHHBIE TIPOLIEAYPBI U MIOATBEPKAAIOIINE 3AINACH.

110. 3anucu o mpueMKe CoepKar:
1) HaMeHOBaHKE MaTepHraia B HAKJIaJIHOW U Ha Tape;

2) BHYTPHU3aBOJICKOE HAUMEHOBAHUE (€CJIM OHO OTJIMYAETCS OT HAMMEHOBAHMS,
YKa3aHHOTO B MOJIMYHKTE 1) HACTOSIIIETr0 MyHKTA) U (WJIK) KOJ MaTepuana (pu
HEO0OXOJIUMOCTH);

3) naty nmpueMKH;

4) HaMMEHOBaHKE MMOCTABIMKA U HAUMEHOBAHUE MTPOU3BOIUTEIS;

5) HOMep cepuy MPOU3BOIUTENS WIIH KOJIOBBIM HOMED;

6) oO111ee KOJIMYECTBO MOJIYYSCHHBIX MATEPUAIIOB U YHCIIO €IMHUIL YIIAKOBOK;
7) HOMED cepuu, MPUCBOCHHBIN TIOCIIE TPUEMKH;

8) nro0bIe CyIIeCTBEHHBIC 3aMEUYaHMSI.

111. B Hanuuuu nuCbMEHHbIE TPOLIEAYPHI IO BHYTPHU3ABOJICKON MapKHUPOBKE,
KapaHTUHY U XPAHEHUIO UCXOJIHBIX, YITAKOBOYHBIX U JIPYTUX MAaTEPUAJIOB.

IHaparpa¢ 12. OT6op npod

112. B Hanmuuuu NUChbMEHHBIE TIPOIIEAYPHI IO 0TOOPY P00, coaepKaliue
CBeZieHUs 00 UCIIOh3yEMBIX METO/IaX U 000PYAOBaHUH, KOJIUYECTBAX, KOTOPHIC
OTOUPAOTCS, 1 JIFOOBIX TOIJISKAITUX COOTIOCHUIO MEpaxX MPEIOCTOPOIKHOCTH BO
n30exaHne KOHTAMUHAIIMY MaTepHaia Wiy JII0OOTO YXY/IIIICHUS €T0 KauyecTBa.

IHaparpa¢ 13. IIpoBeneHue ucnbITAHNM
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113. B Hannuuu muCcbMEHHBIE METOIUKHU UCTIBITAHUS 00pa3I[OB MaTepUaIOB U
MPOIYKIIMU Ha PA3IMYHBIX CTAIUSIX MPOU3BOJICTBA YKAa3aHUEM UCIOJIb3yEMbIX METOJIOB
u obopynoBanus. [IpoBeneHHbIE HCTIBITAHUS JOKYMEHTATBHO O(OPMIISIOTCS.

IHaparpa¢ 14. IIpouee

114. B Hannuny NUCbMEHHBIE TPOLIEAYPBI, YCTAHABIMBAOIINE OPSIAOK BBITYCKA
Y OTKJIOHEHUS MATEPUAIIOB U NPOAYKILHUH, B YACTHOCTH BbIIa4U YIIOJITHOMOYEHHBIM
JUIOM (JTMI[aMU) pa3pelleHus: Ha BBITYCK TOTOBOM MpoayKuuu. Bee 3anucu JoCTynHBbI
YIOJJHOMOUYEHHOMY Jully. BHeapeHa cucreMa [uist 0003HaueHUs CHEMAIbHBIX
HaOJIOACHUH U JTH00BIX U3MEHEHUH B OTHOILIEHUH KPUTHYECKHUX JAHHBIX.

115. BenyTes n COXpaHSIOTCS 3alMCH 110 pealn3aliy KaKI0i cepuy MPOoIyKIUH
B LIEJISAX 00JIETYeHUs OT3bIBA 3TOM CEpUHU B CIIydyae HEOOXOAUMOCTH.

116. B Hanmnuny NUCbMEHHO U3JI0KEHHBIE ITOJIMTUKH, IPUHLIMIIBL, IPOLELYPHI,
IIJIaHBI, IPOTOKOJIBI, OTYETHI U OTHOCAILIMECS K HUM 3aIIMCH NIPEIIIPUHATBIX ACHCTBUN
WU CAEJAHHBIX 3aKJIIOUYEHUH, IJIe MPUMEHUMO, B OTHOLLICHHUH:

1) Banuaanuu u kBanu@UKaIUu IpoUeccoB, 000PYAOBAHUS U CUCTEM;
2) MOHTaXka 1 KanuOpOBKHU 000PYI0BaHNUS;

3) nmepeHoca TeXHOJIOTU;

4) TeXHUYECKOT0 OOCITY>KUBAHMS, OUYUCTKU U A€3UH(DEKIUY;

5) mepcoHana, BKIo4asi CIUCKH JIUI ¢ 00pa3laMu MOANKcel, 00yueHue
Hacrosero CTanaapra U TEXHUYECKUM BOITPOCaM, MEPEOJICBAaHUIO0 U TUTUEHUYECKUM
TpeOOBaHUSIM, a TAK)KE ITPOBEPKY

6) rbdexTuBHOCTH 00yUEHNUS;

7) MOHUTOPUHTA TPOU3BOJICTBEHHOM CPEIbL;

8) MeporpusTUii, HAaIPABJICHHBIX HA OCYIIECTBICHUE KOHTPOJIS
MOSIBJICHUS ¥ pACTIPOCTPAHEHUS BpEIUTENCH;

9) npereH3uii;

10) 0T3bIBOB MPOAYKIINH;

11) BO3BpaTOB MPOAYKIUY;



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 03.04.2023
aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 21.04.2023
™ ‘ a ,' [ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 03.04.2023

PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC IlaTa CKAUMBAHUS 21.04.2023

12) KOHTPOJIsI UBMEHEHMI;
13) pacciienoBaHust OTKIOHEHUIN U HECOOTBETCTBUM;

14) BHyTpeHHETO ayiuTa KadecTBa (COOTBETCTBHUS TPEOOBAHUSAM HACTOSIIETO
Cranpapra);

15) 06001eHus 3anucent (Hanpumep, 0030p KauecTBa MPOIYKIMHN) IpH
HEOOXOIMMOCTH;

ayauTa IIOCTaBIIUKOB.

117. B Hanu4uu 4€TKUE UHCTPYKUHH MO SKCIUTYyaTallii OCHOBHBIX €IMHUI]
MPOU3BOJICTBEHHOTO U KOHTPOJIHbHO-aHATUTHYECKOT'0 000pYI0BAHUS.

118. Beayrcs peructpairoHHbIC 5Ky PHAIIBI IS HAH0O0JIee BaXKHOTO HITH
KPUTHYECKOT'O TEXHOJIOTHYECKOTO H KOHTPOJIbHO-aHATMTUIECKOTO 000pYA0BaHNUs, a
TaKKe JIJIs TIOMEIICHHM, T/Ie TIPOM3BOAMIACH IPOAYKIK. B 3THX KypHamax
PETUCTPHUPYETCS B XPOHOJOTHIESCKOM TOPSIKE JIF000E MCITOIb30BAHUE ITHX
IIOMEIIICHH, 000PYI0BaHUS K METOIOB, ITPOBEACHHE KATMOPOBKH, TCXHUYECKOTO
00CTy>KMBaHUS, OYMCTKH MM PEMOHTA C YKa3aHUEM JIaT U JIUII, BHITOJHUBIINX TH
padoTHL.

119. Benyrcs y4eT JOKyMEHTOB B paMKax CUCTEMBI YIIPABICHUS KAYECTBOM.

I'nasa 6. IlpousBoacTeo

IMaparpa¢ 1. Ilpunuun

120. TexHosOru4ecKre onepanuu OCyeCTBISIOTCS M0 YETKO YCTAHOBJICHHBIM
npoleaypaM, OHU OTBeUaroT HacTosiuieMy CTaHAapTy AJsl OJIyYeHUs MPOAYKIIUU
TpeOyeMoro KauecTBa U COOTBETCTBOBATH PAa3pEIICHUIO (JTUIIEH3UU) HA TPOU3BOJICTBO U
PETUCTPAIMOHHOMY J10CHE.

121. ITpon3BOICTBEHHBII MPOLIECC OCYLIECTBIISIETCS U KOHTPOJIUPYETCS
KBATU(UIIMPOBAHHBIM MIEPCOHATIOM.

122. Bee neiicTBus, MPOBOAUMBIE C MAaTEPUATIAMU U MTPOAYKIUEN, TAKHE KAaK
IpHEMKa U KapaHTUH, 0TOOp Mpo0, XpaHEHUE, MapKUPOBKA, Bbl1aya B IPOU3BOACTBO,
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TEXHOJIOTUYECKUH IIPOLIECC, YITAKOBKA U PEAIU3ALNs, OCYIIECTBISIOT COTJIACHO
MUCHMEHHBIM TPOLIEypaM WU MHCTPYKIHSAM U 0(POPMIISIIOT JOKYMEHTAJIBHO.

123. Bce nocrynaroniye MaTepuaibl IPOBEPEHbI, U TAPAHTUPYIOT, UTO OCTaBKa
COOTBETCTBYET 3aka3y. Tapa ouninaercs (mpu HEOOXOAMMOCTH) U MAPKUPYETCS C
yKazaHueM TpeOyemMoil nHpOopMaIuu.

124. ®akTbl MOBPEXKAEHUS TAPhl U YIIAKOBKHU U JIO0BIE APyrue NpoOIeMsl,
KOTOpbIE HEOJIArONMPHUATHO BIMIOT HA KaYECTBO MaTEpUaliOB, pacCiaeaytoTcs,
0hOpMIISIIOTCS] TOKYMEHTAIBHO, HH(GOPMAIIKS O HUX JO0JIOKEHA B MOJIpa3 IeICHUs
KOHTPOJISI KaYyeCTBa.

125. ITocTynaroiiyue MaTepralibl U TPOU3BEACHHAS TOTOBAs IPOTYKIIUS
HEMEJICHHO TTOMEIIAETCA B KAPAHTUH, OPraHW30BAHHBIN 1O IPUHIIUITY Pa3/IeIbHOTO
XPaHEHUS WJIM 32 CYET OPTaHU3ALUOHHBIX MEP, U COJACPKUTCS B HEM JI0 MTOJTYyUEHUS
pa3pelIeHns Ha UX KUCIO0JIb30BaHUE WM PEATTU3ALMIO.

126. IlpuemMky 3aKynaeMbIX IPOMEKYTOUHON U Hepac(hacoBaHHON MPOTYyKIIUU
MPOBOJST B COOTBETCTBUU cO CTaHIAPTOM, IEUCTBYIOIIUMHU JJIS1 UCXOTHBIX
MaTepuasnoB.

127. Bce maTepuansl U MPOAYKIHUIO XPAHAT B COOTBETCTBYIOIINX YCIOBUSIX,
YCTAHOBJICHHBIX UX MPOU3BOAUTENEM, B OMIPEICICHHOM MOPsIKE, 00ecIeurnBaroneM
pa3aeneHue o CEPUSIM U YCTAHOBIICHHYIO OUEPEIHOCTh UCIIOJIb30BAHUS CKIAJCKUX
3aI1acoB.

128. TIpoBoasTCS MPOBEPKH BHIXOJIOB M MAaTEPHAILHOTO OaiaHca, YTOObI
yOeAUThCS B OTCYTCTBUM PACXOKIACHUN C JOMYCTUMBIMU MPEACIbHBIMU 3HAUCHUSIMU.

129. He nonyckaercst OTHOBPEMEHHOE WIIH MOCIEA0BATEIBHOE ITPOBEACHUE
onepanuii ¢ pa3IMYHbBIMU IPOYKTaMU B OJHOM U TOM K€ IIOMEUIEHUH, 32
UCKJTFOUEHUEM CITYy4YaeB, €CJIM HE CYIIECTBYET PUCKA MEePENyThIBAHUS WU
MEPEKPECTHON KOHTAMUHALIUY.

130. IIpoaykius U MaTepUabl 3alIMILIEHBl OT MUKPOOHOM U Ipyroii
KOHTAaMUHALMY HA BCEX CTAUAX IIPOU3BOJICTBA.

131. Ilpu paboTe ¢ cyxumMu MaTeprallaMi U MPOTyKIUEH IPUHUMAIOTCSI 0COObIE
MEpbI MPEAOCTOPOKHOCTH 0 MPEIOTBPAILICHUIO 00pa30BaHUs U PACIPOCTPAHEHUS
IBUTA. TO 0COOCHHO BaXKHO TIPH pab0Te C BEHICOKOAKTUBHBIMU U
CEHCUOUTM3UPYIOIIUMHU BEIIECTBAMH.
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132. B TeueHune Bcero npouecca Npou3BOICTBA BCE UCIOIb3yEMbIE MAaTEPUAIIBL,
Tapa Juid Hepac(acoBaHHOM MPOIYKIMH, OCHOBHbIE €IMHUILBI 000PYAOBaHUS U MPU
HEO0OXOIUMOCTH TOMEIIEHHSI MAPKUPYIOTCS STUKETKAMU MJIM UHBIM CIIOCOOOM C
yKa3zaHHuEeM MpPOU3BOAMMON MPOAYKIUU WM 00pabaThIBAEMbIX MaTEPHAIIOB, a TAKXKE MX
JIO3UPOBKHU (TJ1€ IPUMEHUMO) U HOMepa cepuu. Tam, rjie 3To npueMieMo, Takas
MapKHPOBKA TAKXKE YKA3bIBAIOT CTAIUI0 TEXHOJIOTMYECKOTO MPOLIEcCa.

133. DTUKETKH, MPUKPEIJIEHHbIE K KOHTEIHEPaM, 000PYI0BaHUIO HIIN
IIOMELIEHUAM, YETKUE, OTHO3HAYHBIC, 4 TAKKE COOTBETCTBYIOT YCTAHOBJIICHHOMN Ha
npennpusatuu popme. Pekomenayercs B 1oNoJHEHNE K UHPOPMALMK HA ATUKETKaX IS
yKa3aHHs cTaTryca (HaupuMmep, «B KapaHTUHEY, KIPHHITO», KOTKJIOHEHO», KYUCTOE» U
Jp.) UCIIOJIb30BaTh I[BETOBYIO MApKHUPOBKY.

134. KontponupyeTcs NpaBUIbHOCTb COEAMHEHHS TPYOOIIPOBOJIOB U APYTHUX
yacTeil 000pyA0BaHMsl, MPUMEHSIEMbIX JJIs1 TPAHCIOPTUPOBKU NPOIYKIUHU U3 OAHOU
30HBI B JIPYTYIO.

135. He nomyckatorcs mo0bie OTKIIOHEHUS! OT MHCTPYKIUHN WiH nporieayp. Eciu
MPOUCXOAUT OTKJIIOHEHUE, OHO MPEIBAPUTEIHLHO MUCbMEHHO CAHKIIMOHUPOBAHO JIUIIOM,
UMEIOIIMM COOTBETCTBYIOIIHE MMOJTHOMOYHS, C MPUBIICYCHUEM (TIPU HEOOXOAMMOCTH)
NOAPA3AEIECHUS KOHTPOJIS KA4eCTBa.

136. B npou3BoACTBEHHBIE TTOMEIIEHUSI BXOJIUT TOJIBKO MEPCOHA, HMEIOIIHIA
paBo JAOCTYIa B HUX.

IMaparpa¢ 2. [IpenorBpaienne nepeKpecTHOM KOHTAMUHALIMY NP NPOU3BO/ICTBE

137. IIpon3BOACTBO MPOAYKIINHU HETEKAPCTBEHHOIO HA3HAYEHHUS HE
OCYIIECTBIISIETCS] B TIOMENICHHSIX U Ha 000PYI0BAaHUH, TIPETHA3HAYCHHBIX JIJIS
IIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB, HO, €CJIU 3TO 000CHOBAHO, MOXKET OBITh
pa3pellieHo, B ciiydae, €CJIM MPUHSITHI MEPHI IO MPEAOTBPAILICHHUIO TEPEKPECTHOM
KOHTaMHUHAIIUU JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBHH C MEPAMU, YKA3aHHBIMU HUKE
v B riase 3 Hacrosmero Cranaapra.
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[Ipon3BoACTBO U (UJIM) XpAHEHUE TAKUX TEXHUUYECKUX SIOB, KaK MECTUIIN]IbI
(kpome cityuaeB, KOTJIa OHU UCIIOIB3YIOTCS JUIsl IPOU3BOJICTBA JIEKAPCTBEHHBIX
CPEIICTB) U TePOUITUIBI, HEOIMYCTUMO B TIOMEIICHUSX, NCTIONB3YEMBIX IS
IPOM3BOJICTBA U (MJIM) XpaHEHUS JICKAPCTBEHHBIX CPEJICTB.

138. IIpenorBpamaercs KOHTAMUHALMS HCXOAHBIX MAaTEPUAIIOB WIIH ITPOLYKIIMH
OPYTUMH UCXOJHBIMU MaT€pUAIaMH WA MPOAYKIHENU. Takol pUCK ClIydalHOU
IIEPEKPECTHON KOHTAMUHALIMY, BOZHUKAIOIIUMN B PE3YJIbTaTe HEKOHTPOIUPYEMOTO
pacIpoCTpaHEHUs IIbUIN, Ta30B, IAPOB, a3PO30JI€H, TEHETUIECKOTO MaTEPUAIIA UIH
OpPTraHU3MOB OT aKTHBHBIX BELIECTB, APYTUX UCXOJHBIX MAaTEPUAIOB U IPOIYKTOB B
nporecce 00pabOTKH, OT OCTATKOB HAa 000PYI0BAaHUU U C OJI€XK/IbI OIIEPATOPOB, OLIEHEH.
Crenenp pucka 3aBUCUT OT IPUPObI KOHTAMUHHUPYIOIIETO MaTepuaia u
KOHTAMUHUPYEMOU MPOLYKLIHH.

Hawnbonee onmacHoi SBIsI€TCS KOHTAMHHAIUS JIEKAPCTBEHHBIX CPEJICTB,
MPEIHA3HAYCHHBIX JISI UHBEKIUM, a TAK)KE IPUHUMAEMbIX B TEUEHUE JITTUTEIIBHOTO
BPEMECHHU.

Tem He MeHee KOHTaMHUHALUS JIFOOOW MPOTYKIIUH MPEACTABISIET PUCK TS
0€30I1acCHOCTH NAIlMEHTOB B 3aBUCUMOCTH OT XapaKTepa U CTEIIEHU KOHTAMHUHALIUY.

139. IlepekpecTHY0 KOHTAMHHALMIO IPEI0TBPAILIAIOT, MPEK]IE BCETO 3a CUET
HaJyIeXKallero MPoeKTUPOBAHUS TTOMENIEHUN U 000pyJ0BaHNUs, KaK YKa3aHO B rjaBe 3
Hacrosiero Ctanaapra. 3To NOAKPEIUISETCS COOTBETCTBYIOIIMM JIM3alHOM IpoIlecca
Y BHEJIPEHUEM JIFOOBIX COOTBETCTBYIOIIUX TEXHUUYECKUX UJIM OPraHU3aIlMOHHBIX MED, B
TOM unciie 3PHEKTUBHBIX U BOCITPOU3BOIUMBIX MPOIECCOB OUMUCTKH JIJIST KOHTPOJIS
pHUCKa NEPEKPECTHON KOHTAMUHALIUH.

140. [Ins1 OLleHKH ¥ KOHTPOJIS pUCKa NEPEKPECTHON KOHTAMUHALUN
IIPOU3BOMMON MPOAYKIUHN UCTIOIB3YETCS IPOLIECC YIIPABICHUS PUCKAMU IS
KAa4ecTBa, BKJIFOYAs OLEHKY aKTUBHOCTH U TOKCUKOJIOTHYECKYIO OLIEHKY. Taxxe
OPUHUMAIOT BO BHUMaHUE Takhe PakTopbl, Kak TU3aiiH (IPOEKT) U UCTIOIb30BaHUE
HOMeIIeHU 1 000pyAOBaHNs, TOTOKU NIEpCOHANIa MAaTepUAIOB, MUKPOOHOIOTHYECKHI
KOHTPOJIb, (PU3UKO-XUMHUYECKNE XapaKTEPUCTUKH aKTUBHBIX BEILLIECTB, [IAPAMETPHI
IIpoIeCCa, BO3MOKHOCTH MPOLECCOB OYMCTKU U AHATUTUYECKHE BO3MOXKHOCTH B
OTHOILIEHUHU COOTBETCTBYIOIIUX IIPEEIIOB, YCTAHOBICHHBIX UCXOs U3 OLIEHKU
IIPOU3BOIMMOM NMPOAYKIMHU. Pe3ynbTaT npolecca yrnpaBIeHUs] PUCKAMU U1 KAYECTBA
SBJISIETCSI OCHOBAHUEM JUIsI ONIPEAEIIEHNUS HEOOXOAMMOCTH U YPOBHSI, 10 KOTOPOTO
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NOMENIEHUS U 000pyIOBAHUE BBIICIAETCS JJI1 KOHKPETHOTO JIEKAPCTBEHHOT'O CPEJICTBA
WJIY TPYMIIBI JIEKAPCTBEHHBIX CPEJICTB. Y POBEHB BBIJICIICHUSI BADbUPYETCS OT
CIIEIIMAJIbHO BBIICJIICHHBIX YaCTEW, KOHTAKTUPYIOIINX C MPOIAYKTOM, 1O BBIACICHUS
BCET0 MPOU3BOCTBA. MOXKET OBITH ITpHEMIIEMa JIOKATU3aIHsl PON3BOICTBEHHOMN
JEATEIbHOCTH B BBIJICJICHHBIX aBTOHOMHBIX ITPOM3BOJICTBEHHBIX 30HaX Ha
MHOT'OLIEJIEBOM Y4YacCTKe, TJI€ 3TO ONPABIAAHHO.

141. Pe3ynprarsl mporecca ynpasiaeHuss pUCKaMu JUIsl Ka4eCcTBa CTaTh OCHOBOM
JUI OTIPEJICNIEHUS] YPOBHS TEXHUUECKUX U OPraHU3alMOHHBIX MEp, HEOOXOAUMBIX IS
KOHTPOJISI pPUCKOB MEPEKPECTHON KOHTAMUHALMU. DTH MEPBI MOT'YT BKJIOYATh, HE
OTPaHUYMBASCh ITUM, CIEAYIOLIEE.

TeXHUYEeCKUEe MEepHI:
1) BeIIETIEHHBIE TPOU3BO/ICTBA (MIOMEIIEHUSI U 000PYA0BaHUE);

2) aBTOHOMHBIE NPOU3BOACTBEHHBIE ITOMIAAN, UMEIOIINE OTIAEIBHOE
TEXHOJIOTUYECKOE 000PYIOBAaHUE U OTJEIbHBIC CUCTEMbI BEHTHIISILIUU U
ko uuronupoBanus Bozayxa (HVAC). Takxke MoxkeT OBITH JKeJlaTeIbHbIM
U30JIMPOBATh OMPEACICHHBIE BCIIOMOTATEIbHBIE CUCTEMBI OT TE€X, KOTOPbIE
UCIIOJIB3YIOTCS B IPYTUX 30HAX;

3) nu3aiiH MPOU3BOJICTBEHHOTO MpoIlecca, TOMENIEHUM U 000pyI0BaHMUsI,
MO3BOJIAIONIUN CBECTH K MUHUMYMY BO3MOKHOCTb IEPEKPECTHON KOHTAMHUHAIIUHU B
nporiecce 00pabOTKU, IKCIUTYaTAIMH, TEXHUYECKOTO 0OCTYKUBAHUS U OYUCTKH;

4) UCTIONBb30BaHUE «3aKPBITHIX CUCTEM» JJIsl 00pabOTKH U Nepeadu MaTepuaia
(mpoayKTa) MeXIay 000pyI0BaHUEM;

5) ucnoJsib30BaHUE CUCTEM C (PU3NYECKUM OapbEPOM, B TOM UHUCIIE U30JIATOPOB,
KaK Mepbl M0 JIOKAJIN3alUH;

6) KOHTpPOJIUPYEMOE yIajJeHue MbUTH BOIM3M UCTOYHUKA 3arpSI3HEHUS, HAITPUMED
yepes JIOKAJIbHBIE BBITSKHBIE YCTPOUCTBA;

7) BBIIETICHHE TEXHOJIOTHUECKOTO 000y IOBAHUS, YACTEH, KOHTAKTUPYIOIIUX C
IPOYKTOM, WM OTICTBHBIX YacTeH, KOTOPBIC TPYIHEE BCETO OUHINATH (HATTPUMED,
(GUIBTPBI), HHCTPYMEHTOB JIJI 0OCTY>KUBAHUS,

8) UCIOJIB30BaHNE OAHOPA30BBIX TEXHOIOT U,
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9) ucrnosnpzoBaHue 00OPYOBAHUS, CIPOESKTUPOBAHHOTO C YUYETOM OOJIETYCHUS
OYMCTKH;

10) Hagmexariee UCIOIb30BaHUE BO3IYIITHBIX MIITI030B U KacKajia JaBJICHUM JIJis
JIOKaJIu3aluy MOTEHIIUAIBHOTO COJIEPKAIIErOCs B BO3/IyXe KOHTAMUHAHTA B MIpejenax
OTIpEICJICHHON 30HBI;

11) cBeeHrEe K MUHUMYMY pUCKa 3arps3HEHUs, BBI3BAHHOTO PEIUPKYJISAIIHEH
WJIU TTIOBTOPHBIM MCTOJIb30BAHUEM HEOUMIIIEHHOTO WJIM HEAOCTATOYHO OUYUILEHHOTO
BO3/1yXa;

12) ucnonp3oBaHuE CUCTEM aBTOMATUYECKOW OYMCTKHU Ha MECTE C
BaJIMAMPOBAHHOMN pe3yJIbTaTUBHOCTHIO;

13) pa3zaenenue 30H MOMKHA 000PYI0BaHHUsA, CYIIKH U XpaHEHUs AJi1 OOIIUX 30H
OUYHCTKHU.

Opranu3aniOHHbIE MEPBI:

14) BbIIEIEHUE BCETO MTPOU3BO/ICTBA WJIM ABTOHOMHBIX MPOU3BOICTBEHHBIX
IUTONIA/Ie Ha OCHOBE KaMITaHWM (BBIJCIICHUE C PA3/ICJICHHEM BO BPEMEHHU ) C
MOCJIEAYIOLIEH OYUCTKOMW C BATMAUPOBAHHOM PE3YIbTATUBHOCTHIO;

15) xpa"eHue crienMaIbHOM 3alTUTHON OJICK]IbI BHYTPH 30H, T/I€
00pabaThIBAIOTCS IPOYKTHI C BRICOKUM PUCKOM MIEPEKPECTHOW KOHTAMHUHAIINH;

16) BepuduKanuss OYUCTKH MOCIIE BBITYCKA KAKIOTO MIPOIYKTA B IEIX
nojaepkanust 3pHEKTUBHOCTH MOJIX0/1a YIIPABICHHS PUCKOM JIsl KauecTBa B
OTHOUIEHUH MPOAYKIHUH BEICOKOTO PUCKA,;

17) Bepudukanysi OUUCTKH MOBEPXHOCTEN, HE KOHTAKTUPYIOIIMX C IPOIYKIUEH,
Y MOHMTOPHHT BO3/yXa B IPOU3BOJICTBEHHOW 30HE U (WJIM) IPWIETAIOIUX 30HaX B
3aBUCUMOCTH OT PHCKa KOHTaMUHALMU IS IOATBEPKIeHUS dY(PPEKTUBHOCTU MEP
IIPOTUB KOHTAMUHALIMH B3BEIIEHHBIMU YaCTULAMH WJIN ITyTEM MEXAHUYECKOTO
IIEpeHoCa;

18) cnermanbHbIe MEPHI 110 OOPAIIEHHUIO C OTXO0JIaMHU, 3arPSI3HEHHBIMU
IPOMBIBHBIMU BOJAMHU U 3arps3HEHHOM 0K I0M1;

19) peructpaiius ciaydaeB IpoJUBaHUsS U PACCHITIAHUS, UHITUACHTOB WU
OTKJIOHEHUH OT ITPOLEAYD;
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20) pa3paboTKa MpoIecCOB OYUCTKH JIJIS IIOMEIICHUN 1 000PYI0BaHUS TAKHUM
00pa3om, 4TOOBI MPOIECCHl OUUCTKU CaMH 1O ce0e He MPEeICTaBIISUIN PUCKa
MEPEKPECTHON KOHTAMUHAIIUY;

21) pazpaboTka moApoOHBIX (GOpPM s 3aMUCeil B MPOIIecce OUUCTKU AJIs
o0ecrieyeHNs BBITTOJIHEHHUS OYUCTKU B COOTBETCTBHH C YTBEPKACHHBIMU IPOIIETypaMH
¥ MCTIOJIH30BAHKE STUKETOK CTaTyCca OYMCTKH 00OPYIOBaHUS U TPOU3BOJICTBEHHBIX 30H;

22) ucnoJib30BaHUE OOIIMX 30H OUMCTKHU IIPU COBMECTUMOCTH ITPOLIECCOB;

23) HaA30p 3a MOBEJIEHUEM TepcoHala 1 ooecrieueHust 3pPeKTUBHOCTU
00y4YeHUsl U COOTBETCTBHSI HAJUIEKAIIUM MEPOIPHUATHIIM MPOLIETYPHOTO KOHTPOJIS.

142. MeponpusTusi 1o NpeA0TBPAILICHHUIO IEPEKPECTHON KOHTAMUHAIIUY U UX
3¢ ()EeKTUBHOCTH NEPUOUYECKU MTPOBEPSIOT B COOTBETCTBUH C YCTAHOBJICHHBIMU
IpOLETyPaMHU.

Iaparpa¢ 3. Banunanus

143. Meponpusitusi 0 BaquAalii CHOCOOCTBYIOT BBIIOJHEHUIO HACTOSIIETO
CranmapTa v POBOAATCS B COOTBETCTBUH C YCTAHOBJIEHHBIMU IIPOLIEYPaAMH.
Pe3ynbraThl NpoBeEHHBIX MEPONIPUATUN U 3AKITIOYEHHS IO HUM 0(OPMIIIIOTCS
JOKYMEHTAJIBHO.

144. IIpu BBeAEHNH HOBOM MTPOU3BOJACTBEHHOW PELIENTYPhl MJIIM HOBOI'O METO/1a
IIPOM3BO/ICTBA IOKA3bIBAKOT UX MPUTOJHOCTH JUIsl CEPUIHOTO MPOU3BOACTBA. J[0Ka3aHo,
YTO JAHHBIW MPOLIECC MTPU UCMOJIB30BAHUHU MPETYCMOTPEHHBIX MATEPUATIOB U
000pyI0BaHUS TTO3BOJISET MOCTOSHHO MPOU3BOIUTE MPOIYKIIUIO TPEOYyEeMOro KauecTBa.

145. CymecTBeHHbIC M3MEHEHHS TIPOM3BOJICTBEHHOTO MPOIlecca, BKII0OYas JII000e
U3MEHEHUE 000pYI0BAHUSI WIIM UCXOTHBIX U YITAKOBOYHBIX MAaT€pUaJIOB, KOTOPOE
MOBJUSIOT HA Ka4€CTBO MPOAYKINUH U (UIIM) BOCIIPOU3BOAUMOCTH Ipoliecca, MPOXOIsT
BaJUAAIIHIO.

146. ITporeccel 1 Mpoleypsl MOABEPratoT MEPUOTUIECKON PEBATUIAIINH
(MOBTOPHOM BaJIMJIALIMK) JIJIs1 TApaHTUU TOTO, YTO OHU OCTAIOTCSI TPUTOIHBIMU JIJIs
JIOCTHXKEHUS OTPEICICHHBIX PEe3yIbTaTOB.
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IIaparpa¢ 4. Ucxoaubie MaTepuaJibl

147. B pamkax gapMaiieBTHYECKON CUCTEMbl KaueCTBa 3aI0KYMEHTHPOBAaHbI
BbIOOD, KBaNM(UKaLKsA, YTBEPKACHUE U MOAIEp)KaHNE CTaTyca MOCTaBIINKOB
VCXOJHBIX MAaTEPUAJIOB HApSALy € 3aKYIKAMU U IPUEMKOU. Y POBEHb KOHTPOJIS
IIPONOPLUHOHAIIEH PUCKaM, CBA3aHHBIM C KOHKPETHBIMU MAaTEPUAIAMH, C YYETOM
VICTOYHHUKA UX ITPOUCXOKICHHUs, IPOU3BOIACTBEHHOIO MPOLIECCA, CIIOKHOCTH LEIN
NIOCTAaBKM KOHEYHOI'0 Ha3HAYEHHUs MaTepHUaa B JIEKApCTBEHHOM cpenactse. [
KQKJIOI'0 YTBEPKIAECHHOIO IMOCTABIIMKA WIIM MATEPHUAJIa UMEETCS TOATBEPKAAIOIINE
cBuzeTenbeTBa. Ilepconany, BOBIEUEHHOMY B ATy AEATEIIBHOCTh, UMEIOT aKTYaJIbHBIE
3HaHUSA O MOCTABIIUKAX, LETAX OCTABOK U CBS3AHHBIX C HUMM pUCKax. 11o
BO3MOKHOCTH HCXOJIHbIE MaTepuabl IPUOOPETAIOT HETIOCPEACTBEHHO Y UX
IIPOU3BOIUTEIIS.

148. TpeboBaHus K Kaue€CTBY UCXOJHBIX MAaTEPUAIIOB, yCTAHOBIICHHBIE
IIPOU3BONUTEIIEM JIEKAPCTBEHHOIO IIPEINAPaTa, COrNIACOBAHBI C MOCTABIIUKAMM.
CoOTBETCTBYIOLIME aCIEKThI IPOU3BOJICTBA, UCIIBITAHUI U KOHTPOJISA, B TOM YHCIIE
TpeOoBaHUsI K 00pabOTKe, MAPKUPOBKE, YIAKOBBIBAHUIO U pealn3aluu, TPOLEeIyphl MO
PacCMOTPEHHUIO NIPETEH3UH, OT3bIBY U U3BATHUIO, 3a()UKCUPOBAHbI B OPUIIMATIBHBIX
COTJIAIICHMSIX [0 KAYECTBY WJIU B ClieUU(PUKALUAX.

149. Ins yTBEpKACHUA U OAJACPKAHUS CTaTyCa MOCTABIINKOB aKTUBHBIX
dbapmareBTHIeCKUX CyOCTaHIINI U BCIIOMOTATEIbHBIX BEIIECTB TPEOYETCS Clemyomee.

JUis akTUBHBIX (hapMalleBTHUECKUX CYyOCTaHIIUMI:

1) ycranaBamBaeTCs mpociaeKuBaeMas ierb NocTaBku. CBsI3aHHBIE C LETBIO
MIOCTaBKU PUCKH (OT UCXOAHBIX MAaTEPHAJIOB /Ui aKTUBHOHN (hapMarieBTUYeCKOn
cyOcTaHLIMU O TOTOBOIO JIEKAPCTBEHHOT'O IIpenapara) nojasepraercs GopMaibHON
OLIEHKE U nepuoandeckoil nposepke. CylecTByeT COOTBETCTBYIOIINE MEPHI 10
CHIDKEHHIO CTETICHH PUCKa B OTHOIICHUHU KadecTBa papMarieBTUIeCKor CyOCTaHITNH,

2) B HAJIMYHMH ¥ COXPAHATHCS 3aMMCHU O MPOCICKUBAEMOCTH KaXKI0H 11enu
IIOCTAaBKU,

3) mpoBOAATCA ayAUTHI TPOU3BOAUTENEH U JUCTPUOBIOTOPOB (PapMaLleBTUUECKUX
cyOCTaHIM, B HENSIX NOATBEPKICHHS COOTBETCTBUS TPeOOBAaHUAM Ha IJIeKalIeH
POU3BOICTBEHHOW MPAKTUKHU U HAJIEXKAIIEeH TUCTPUObIOTOPCKON MPAKTUKH.
Jlepxatenp JIMLIEH3UH Ha TIPOU3BOACTBO JIEKAPCTBEHHOTO MpenapaTta 00s3aH IPOBEPSTH
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coOJr0/IeHrE TaKUX TpeOOBaHUN CaAMOCTOSITENIBHO MO0 Yepe3 JUL0, JEHCTBYIOLIEE OT
€ro UMEHHM 110 KOHTPAKTY;

4) nns obecnieyeHus OIEHKU coOroAeHus HacTosmero Ctanmapra ayauThl
UMEIOT COOTBETCTBYIOIIYIO MIPOIOJKUTEIHHOCTh M 00JIACTh ayuTa. Y JeseTcs
BHHMaHHE NCTOYHUKAM MOTCHITMAIBLHON MTEPEKPECTHOM KOHTAMHUHAIIMH OT JIPYTHX
MaTepuaoB, UCIIOIb3YEMbIX Ha MIPOU3BOJICTBEHHOM TUIomaaKe. OTYET MOJTHOCTHIO
OTpaXkaeT BCIO0 MH(OpMaLUIO, BKIIOYas JIF0ObIe OOHAPYKEHHBIE B PE3YyJIbTATE ayIUTA
HegocTaTk. OCYIIECTBISIIOTCS BCE HEOOXO0IMMBIE KOPPEKTHPYIOIIHE U
MPENYIPEXKIAOIINE JCUCTBUSA,

5) nocnenyromue ayAuThl IPOBOASATCS C YCTAHOBJIEHHON HA OCHOBE aHAIM3a
PHUCKOB MEPUOIUYHOCTHIO I 00ecriedeH s COOI0ICHHUS CTaHJapTOB U TalbHEHIIEero
UCIIOJIb30BaHUS YTBEPKICHHOM LIENU OCTaBKH.

I[J'ISI BCIIOMOTI'aTCJIBHBIX BCHICCTB:

6) BCIIOMOTaTeNbHbIE BEIIECTBA U MOCTABIIMKH BCIIOMOTaTEIbHBIX BEIIECTB
KOHTPOJIMPYETCSI HA OCHOBE Pe3yJIbTaTOB (hOPMATU30BAHHON CUCTEMBI OLICHKH PUCKOB
JUIS1 KauecTBa.

150. B kaxa0ii mocTaBKe UCXOAHBIX MATEPHUAIIOB Tapa MPOBEPEHA Ha
I[EJIOCTHOCTh YIIAaKOBKH, B TOM YHUCJIE IIEJIOCTHOCTh IIOMO, TaK)KE€ Ha COOTBETCTBHUE
CBEJICHUI, YKAa3aHHBIX B HAKJIATHOW, STUKETKAM MOCTABIIMKA U YTBEPKICHHOMN
MIPOU3BOJIUTENIEM U IMOCTABIIMKOM HWH(POPMAITUH, 0JI00PECHHON TPOU3BOIUTETIEM
JIEKapCTBEHHOT 0 npenapara. [[pueMoyHbIe MPOBEPKHU 38 JOKYMEHTUPOBAHBI.

151. Ecnu oiHa mocTaBka MaTepuaina COCTOUT U3 PA3IMYHBIX CEPUM, TO KAXKIYIO
CEPHIO PACCMATPUBAIOT KaK OTACIBbHYIO B OTHOIICHUH 0TOOpa po0, MpoBeIeHUS
UCIIBITAHUS U BBIJIAYU Pa3peIlIeHUs] Ha UCIIOJIb30BaHUE.

152. Haxoasimuecs: B CKJIaJICKON 30HE UCXOAHBIE MaTepHUaibl COOTBETCTBYIOIITUM
00pa3oM MapKuUpyroTcs cornacHo noAnyHkTy 350 yactu [ mactosimero Cranaapra.
DTUKETKU COIEPKAT CICTYIONIYI0 HHPOPMAIIHIO:

1) npucBOEHHOE HAUMEHOBAHKE NPOAYKIMH U IPU HEOOXOJUMOCTH
BHYTPHU3aBOACKOM KO

HOMEp CEPUH, IPUCBOCHHBIN ITPU MTOJIYYEHNH;

2) craTyc COAEpKUMOro, I/ie MPUMEHUMO (HanmpuMmep, B KapaHTUHE, Ha
UCIIBITAHUH, PA3PEIIEHO, OTKIOHEHO);
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3) CPOK rOAHOCTHU WJIM J1aTa, ociie KOTOPO# TpeOyeTcsl MOBTOPHBIM KOHTPOJIb,
I IPUMEHUMO.

Ecnu ucnonb3yroTcst OMHOCTHIO KOMIIBIOTEPU3UPOBAHHBIE CUCTEMbI XpaHEHUSI,
TO yKa3aHHas nH(opmaIus He 00A3aTEIbHO COIEPKATCS Ha STUKETKE B YUTAEMOM
dbopwme.

153. OnpenensitoTcs COOTBETCTBYIOLINE MPOLEAYPHI UIIU MEPHI, TAPAHTUPYIOIIINE
MOJJIMHHOCTh COJIEPAKUMOI0 KaXJA0W eIMHUIIBI TApbl UCXOIHBIX MaTepuaioB. Tapa, u3
KOTOPO# ObUIM 0TOOpaHbl MPOOBI, IPOMAPKUPOBAHA COTJIACHO MOANYHKTY 205 yacTu |
Hacrosmero Cranaapra.

154. Ucnionb3yeTrcs TOIBKO T€ HCXOAHBIE MAaTEPUAIIBI, UCIIOIB30BaHNE KOTOPBIX
paspenieHo noApasaeeHueM KOHTPOJIS Ka4eCTBA U CPOK TOAHOCTH KOTOPBIX €IIE HE
UCTEK.

155. I[IpousBoauTENM TOTOBOM MPOAYKIIMM OTBEYAIOTh 3a BCE UCIIBITAHUS
HCXOJ/IHBIX MaTe€pHUaIoB, KOTOPbIE YKa3aHbl B PErUCTPAIIMOHHOM J0ochel.
[IpousBoauTeny roToBOM MPOIYKIIMU MOTYT HUCIIOJIb30BaTh YACTUYHO WIIHM MOJTHOCTHIO
pE3YJIbTaThl UCTIBITAHUN YTBEPKICHHOTO MPOU3BOIUTENS UCXOAHBIX MAaTEPUAIIOB, HO
KaK MUHHMYM BBITIOJIHUTH UCIIBITAHUE HA MOJJIMHHOCTh KaXK/I0M CEPUU COTIJIACHO
npuinoxeHuto Ne 82.

156. O6ocHOBaHUE MepeIauu UCTIBITAHUM JIJIS1 UCTIOJTHEHUSI CTOPOHHEN
opraHuzanuei 0hopMIIOTCS JOKyMeHTanbHO. COOMI0Iat0TCs CIEAYIOIIIe TPEOOBAHUS:

1) ynensercs oco0oe BHUMaHHUE KOHTPOJTIO 32 paclpeieICHuEeM
(TpaHCTIOPTUPOBAHUEM, ONITOBOM peain3aliieil, XpaHeHUEM U MOCTABKOM ) HCXOIHBIX
MaTepuasoB B LENAX MOACPKAHUS XapaKTEPUCTUK KaueCTBa UCXOIHBIX MaTEPUATIOB U
oOecrieueHust TOro, YTOObI PEe3yJIbTAThl UCIIBITAHUN OBLTH MO-TIPEKHEMY PUMEHUMBI K
MOCTaBJICHHBIM MaTepHaiaMm;

2) NpoU3BOAUTENH JICKAPCTBEHHOTO IIpenapaTa MPOBOIUT ayIUThI TUIOMIAIKH
(TI0IAI0K), OCYIIECTBIISIFOLIMX UCIIBITAHUS UCXOAHBIX MAaTEPUAIIOB (B TOM YHUCIIE U
oTO0p TPo0), KaK CAMOCTOSITEIILHO, TaK U Yepe3 TPEThUX JIUIL C IEPUOAUIHOCTHIO,
OMPENICICHHON C YYETOM PUCKOB. DTO JJIsl TApAHTUU COOTBETCTBUSI TPEOOBAHUSIM
HaJyIeKaIIel MpOU3BOACTBEHHOM MPAKTUKH, CICITU(DHUKAIIMSIM U METOAaM UCIIBITAHUMH,
ONMCAHHBIM B PETUCTPALMOHHOM JI0ChE;
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3) cepTudukar aHaau3a, MPeACTaBICHHbIN MPOU3BOIUTEIEM (TIOCTABIIUKOM)
MCXOJIHBIX MaTepHajIoB, MOAMUCAH HA3HAYEHHBIM JIMIIOM C COOTBETCTBYIOIICH
KBTH(PUKAIIUEH U OTIBITOM.

[Tonmuce rapaHTHPYET, YTO Kaxaas cepust Obljia MPOBEPEHA HAa COOTBETCTBHE
COTJIACOBAaHHBIM CIIEU(UKALUAM UCXOAHBIX MaTEPUATIOB, €CIIM TAKOE CBUAETEILCTBO
HE MPEACTABIAETCS OTAEIBHO;

4) AHaNOTUYHBIN TOAXO0J MPUMEHSIOT K YIIAKOBOUYHBIM MaTepHaiaM, Kak YKa3aHo
B nyHkTe 369 Hacrosiuero Ctanaapra.

5) UcnbiTanusi ICXOJIHOTO ChIPhS HA MOJJIMHHOCTD BBITIOIHSIOTCS B
COOTBETCTBHUH C METOJaMU U CelU(PUKALMSIMU COOTBETCTBYIOIIETO PErUCTPALIUOHHOTO
nocke. [Ipon3BouTenb 1€KapCTBEHHOIO MpenapaTa UMEET COOTBETCTBYIOIIHUM OMBIT
PpaboThI C MPOU3BOIUTENIEM UCXOAHBIX MAaTEPUAIIOB (B TOM YHUCIIE Yepe3
JTUCTPUOBIOTOPA), BKIIFOYAIOIIUMA OLIEHKY paHee MOJYYEHHBIX OT HEr0 CEPUM UCXOTHBIX
MaTepuagoB U UCTOPUIO UX COOTBETCTBHUS, JI MPUHSITHUS PELICHUSI O COKpAIlEHUU
0o0beMa COOCTBEHHBIX (BHYTPEHHUX ) UCTIBITAHUI. YUHUTHIBAIOT JIOOBIE CYIIICCTBCHHBIC
W3MEHEHUS B IIpolieccax MPOU3BOACTBA WU UCIIBITAHUI;

6) MpOU3BOAMTEIb JEKAPCTBEHHOTO IIpenapaTa OCyECTBISAET (CAMOCTOSTENBHO
WIH C UCTIONB30BAaHUEM OT/ACIIbHON YTBEPKIECHHON KOHTPAKTHOW JJab0paTOpun)
MOJIHBIN KOHTPOJIb C MEPUOANYHOCTBIO, ONPE/IETIEHHON C yYETOM PUCKOB, M CPAaBHUBATh
pe3yJbTaThl ¢ CepTU(UKATOM aHATIN3a OCTABIIMKA WA TPOU3BOIUTENS UCXOAHBIX
MaTepHaJIOB C LEJbI0 MPOBEPKH HA/ICKHOCTH MochaeAHero. Eciiu B Xxo/1e uCIIBITaHU
BBISIBATCS PACXOKIEHUS, TO IPOBOJIUTCS PACCIIEIOBAHNE U IPUHATHI COOTBETCTBYIOIINE
Mepbl. CepTudukaThl aHaIN3a MOCTABIIMKA WM MPOU3BOIUTENS UCXOAHBIX MAaTEPUATIOB
HE IPUHUMAIOTCS J0 TEX MOp, OKa 3TU MePhl HE Oy1yT 3aBEpPUICHBI.

157. UcxonHble MaTepralibl BBIJIAIOTCS TOJIBKO CIEIMAIbHO HA3HAYEHHBIMU
JUIIAMH B COOTBETCTBHH C JIOKYMEHTAIBHO O(POPMIIEHHON MPOIEAYPOi, YTOOBI
rapaHTUPOBATh, YTO HYKHBIEC UCXOJIHBIC MaTEPUaAJIbl TOYHO OTBEUICHBI WJIK OTMEPEHHI B
YUCTYIO U HAJIJIEKAITUM 00pa3oM MapKUPOBAHHYIO Tapy.

158. Kaxaplil BbIIAHHBIA MaTepHall, €ro Macca Wik 00bEM OJIBEpratoTcs
HE3aBHCUMOM IPOBEPKE C 3alIUCHIO PE3YJIbTATOB.

159. Ucxonubie MaTepualibl, BEIAAHHBIE I KAXI0W CEpUH, XPAHATCS B OJTHOM
MECTE U UMETh COOTBETCTBYIOILYIO MAaPKUPOBKY.
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IMaparpad S .TexHosornyeckue onepauumn: NPOMeKyTo4Hass U Hepac(hacoBaHHAS
MPOAYKIUS

160. ITepen Hauanom J1t0O0H TEXHOJIOTUYECKOM ONepanuy MPUHUMAIOTCS MEPHI,
rapaHTUPYIOUIUE, YTO paboyas 30Ha 1 000PYIOBAaHUE OUUIIEHBI U OCBOOOKIAEHBI OT
JTHOOBIX UCXOHBIX MAaTEPUAIIOB, TPOIYKIIUU, OCTATKOB MPOIYKIIUU WIH IOKYMEHTAIUH,
HE UMEIOIIUX OTHOIIEHUS K 3alUIAHUPOBAHHOM OMepaliuu.

161. ITpomexxyTouHyt0 U HepacPacoOBaHHYIO MPOTYKIIMIO XPAHAT B HAJJIEKAIITUX
YCJIOBUSIX.

162. Kputnueckne npoueccbl TpoXOoIaT BaJnIAUIO0 COTJIACHO MOAMYHKTaMm 143
— 146 vactu I nacrosmero Ctanaapra.

163. IIpoBoasTcs 1 0HOPMIISIFOTCS JOKYMEHTAIbHO HEOOXOIUMbIN KOHTPOJIb B
npoLecce MPOU3BOACTBA U KOHTPOJIb MPOU3BOJCTBEHHOM CPEJIbI.

164. JIro0oe cylecTBEHHOE OTKIOHEHUE OT 0KUAAEMOr0 BBIX0AA MPOAYKIIMH
0pOpMIIAIOTCSI TOKYMEHTAJIbHO U PaccieI0BaHo.

ITaparpa¢ 6. YnakoBo4Hbie MaTepUAJIbI

165. 3akynke ¥ KOHTPOJIIO MEPBUYHBIX U MEUATHBIX YIIAKOBOYHBIX MATEPHUAJIOB, a
Tak)ke 0OpaIIeHUIO C HUMU YIEISIOT TaKOe K€ BHUMaHHE, KaK U B CIIy4ae C UCXOJAHBIMU
MaTeprajaMH.

166. Ocoboe BHUMaHUE YIESAIOT IeYaTHBIM MaTepuaiam. MX XpaHsr B
HAJEKHBIX YCIOBUX, HCKIIFOYAOIIMX JOCTYIl IOCTOPOHHHUX JiHL. Pa3zpe3aHHble
ATUKETKH U JIPyTrue pa3po3HEHHBIE MeYaTHbIE MATEPUAIIbl XPAHITCS U
TPAHCIOPTUPYIOTCS pa3iesIbHO B 3aKPBITOM Tape, UCKIIIOYAIOLIEH UX MepeyThIBaHUE.
Pa3pernienne Ha UCNONIb30BaHUE YIIAKOBOYHBIX MaTEpUAJIOB BbIIAIOTCS TOJIBKO
CHeualbHO Ha3HAYEHHBIMU JIUI[AMHU B COOTBETCTBHH C YTBEPKICHHON U
JIOKYMEHTAJIBHO 0(pOPMIIEHHOM MPOIEAYPOH.

167. Kaxx/10i OCTaBKE WM CEPUU NEPBUYHBIX WIIH MMEYATHBIX YIIAKOBOYHBIX
MaTepragoB MPUCBOCH UICHTU(MUKAIIMOHHBIN HOMED WIM UICHTU(UKAIIMOHHBIN 3HAK.
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168. [IpocpoyeHHbIC WIIM HEMTPUTOHBIE K UCITOJIB30BAHUIO IIEYaTHBIE UITH
TIEPBUYHBIC YITAKOBOYHBIE MAaTEPHAIIBl YHHUTOXKAIOTCS C JIOKYMEHTaIbHBIM
oopMIICHUEM.

IHaparpa¢ 7. Onepanun no ynakoBke

169. ITpu cocTaBiaeHnH MJIAHOB OIEpallnii MO yIaKOBKE 0CO00€ BHUMAaHKE
YAEISIETCS CBEICHUI0 K MUHUMYMY PUCKA MEPEKPECTHON KOHTaMUHAIWH,
nepenyThIBaHUS WX MOAMEHbl. He qomyckaercst ynmakoBbIBaTh MPOIYKIIUIO PA3TUYHBIX
BUJIOB B HEMOCPEICTBEHHON OJIM30CTH JPYT OT JApyra 3a UCKIIOUYEHUEM CITy4YaeB,
peaycMaTpUBAIOIIUX GU3HUECKOE pa3/ieieHHe.

170. Ilepen HauasioM onepanuii o ynakoBKe NPEAIPUHUMAIOTCA MEPHI,
rapaHTUpPYIOIIUE, 4To paboyas 30Ha, YIIAaKOBOYHBIC JIMHUY, IEYATHBIC MAIIIMHBI U
Ipyroe 000pyI0BaHUE SBISIOTCS YUCTHIMU U HE COJIEPIKAT JTHOOBIE UCIIOIH30BABIINECS
paHee JIEKapCTBEHHBIE MTPENapaThl, MATEPUAIIBI WU JOKYMEHTHI, €CJIU OHU HE
TpeOyroTCs JJIs 3aIJIaHUPOBaHHON oniepanuu. OUUCTKY JIMHUH MPOBOJISIT COTJIACHO
COOTBETCTBYIOLIEHN NIPOLIEAYPE.

171. HaumeHOBaHME 1 HOMEP CEPUU YITAKOBBIBAEMOM MPOIYKIIMU YKA3aHbl Ha
Ka)KJIOM YIIaKOBOYHOM MECTE WJIH JIMHUHU.

172. ITpn nocTymIeHMU NPOIYKIMHU U YIIAKOBOYHBIX MATEPUAIIOB HA YYaCTOK
YIIAKOBKH IPOBEPAT UX KOJIUYECTBO, UIEHTUYHOCTh U COOTBETCTBUE HHCTPYKLIHSM 110
YIAKOBKE.

173. MaTtepuansl IEpBUYHON YITAKOBKHM YHCTBIE 10 HAYaya ONEpaluu
HAIOJIHEHHUS. Y eS0T BHUMAaHHE NPEAOTBPALLEHUIO U YCTPAHEHUIO JIFOOOM
KOHTaMHUHAIUH, TAKOM KaK OCKOJIKM CTEKJIA U METAJUIMYECKUE YACTULIBI.

174. Kak npaBuio, MapkKUpOBKY HAHOCST KaK MOXKHO ObICTpee rocie (pacoBKU U
yKynopkH. /[o HaHeceHus] MapKUPOBKU TPUHUMAIOT HEOOXOAUMbIE MEPBI,
UCKJIIOYAOIIIKE EPEyThIBAHNE WM OIIMOOYHYIO MapKUPOBKY.

175. TlpaBUIIbHOCTH BBITIOJHEHHUS JIOOBIX MTEYaTHBIX Oneparuii (HaHeCEHUs
HOMEPOB CEpHil, CPOKA TOJJHOCTH ), OCYILIECTBISEMbIX JTUO0 KaK OTJEIbHAs



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 03.04.2023
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 21.04.2023

e‘ ‘ a ,' , DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata peaKkmum 03.04.2023
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE o
JlaTta ckaunBaHMs 21.04.2023

TEXHOJIOTHYECKAs oneparus, JMO0 B MPOIECCe YIAKOBKH, TIIATEIbHO KOHTPOIUPYIOT U
opopMIISIIOT TOKyMeHTaNbHO. Oc000€ BHUMAaHUE YACIAIOT PyYHOU MapKUPOBKE,
KOTOPYIO PETYISAPHO NEPENPOBEPSIOT.

176. Ocob6bie Mepbl TPEAOCTOPOKHOCTH COOJIOIAIOTCS MPU UCTIOIB30BaHUU
pa3pe3aHHbIX ITUKETOK M HAHECCHHUH IITAMIIOB BHE TUHUU YITaKOBKH. JJist
PEIOTBPAIICHHS MTEPEIy THIBAHHS IIEYaTHOTO MaTepraa MpearnouTUTEIbHEe
UCIIOJIb30BATh dTHKETKH B PYJIOHE BMECTO pa3pe3aHHBIX dITUKETOK.

1'77. IIpoBOAAT IPOBEPKHU, TAPAHTUPYIOIIUE, UTO BCE DJIEKTPOHHBIE YCTPOMCTBA
CUMUTBHIBAHUS KOJIa, CYUETYMKH STUKETOK U aHAJIOTUYHbIE YCTPONUCTBA paboTaoOT
IIPaBUJIBHO.

178. MapkupoBKa yIIaKkOBOYHBIX MATEPUATIOB, HAHECEHHAS C MOMOIIBIO ME€YaTH
WJIM METOJIOM TUCHEHUS, OTYETIMBAS U YCTOWYMBAs K BBILIBETAHUIO WU CTUPAHUIO.

179. ITpu KoHTpoJIE Mpolecca YIaKOBKH MPOIYKIMH Ha JIMHUU IPOBEPSIIOT, KaK
MHUHUMYM, CJIEAYIOLIEee:

1) oOmmuit BHEIIHUM BUJ YITAKOBOK;

2) KOMIUIEKTHOCTh YIIaKOBOK;

3) ucrnosib30BaHUE HAAJICKANINX BUIOB MTPOIYKIIUU U YIIAKOBOYHBIX MaTEPUAJIOB;
4) npaBUIBLHOCTH HAHECEHUS JIFOOON MapKUPOBKH;

5) mpaBMWIBHOCTH PAOOTHI KOHTPOJIBHBIX YCTPOMCTB HA JIMHUU.

OO0pa31bl, B3SITHIE ¢ YIAKOBOYHOW JIMHUH, HE BO3BPAIIIAIOT TOBTOPHO HA JIMHUIO.

180. Ecnu npu yrakoBKe NpOTyKIIMU BO3ZHUKIN HEMPEIBUJICHHbBIE
00CTOSITENBCTBA, OHA BO3BPAILIAETCS B IPOU3BOACTBO TOJIBKO MOCIE CHEIUATbHON
MPOBEPKHU, MPOBEJICHUSI PACCIICIOBAHUS U C pa3pelICHUs JTUIa, UMEIOIIErO
COOTBETCTBYIOIINE MMOJTHOMOYHS. YKa3aHHbIE ACHUCTBUSL O(OPMIISIOTCS B BUJIE
MPOTOKOJIAa, KOTOPBIM XPaHAT B YCTAHOBJICHHOM TOPSIJIKE.

181. Ilpu cy1iiecTBEeHHOM UM HEOOBIYHOM PAacXO0XkKJACHUH, YCTAHOBICHHOM BO
BpeMsI COCTaBJICHUs OajlaHCca MKy KOJIMYEeCTBOM Hepac(hacOBaHHOM MPOAYKIIUH,
NIEYaTHOTO YIIAKOBOYHOI'0 MaTEpHaIa U YACIOM ITPOU3BEACHHBIX €IMHUL] TOTOBOMI
IIPOAYKIMH, IPOBOJAT PACCIECIOBAHUE U YCTAHABIMBAOT IPUYMHY 3TOTO PACXOXKACHUS
710 BBIJJA4M pa3pelICHUs Ha BBIITYCK.
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182. Tlocne 3aBepiieHuUs onepanuii 1Mo yrnakoBKe JTH00bIe OCTaBIITHECS
yIaKOBOYHBIE MaTepUaJIbl C HAHECEHHBIM Ha HUX HOMEPOM CEPUU YHUUTOXKAIOTCS C
MOCJICTYIOIINM JTOKYMEHTaIbHBIM oopmiieHrem. Bo3Bpat Ha ckian
HEMapKUPOBAHHBIX YITAKOBOYHBIX MATEPUAJIOB MPOU3BOUTCS B COOTBETCTBUU C
YTBEPKIACHHON MPOLETYPOH.

Maparpa¢ 8. I'oToBasi npoaykuus

183. Jlo BbITaum pa3pelieHrs Ha BBIIIYCK TOTOBAsk IPOIYKIUS COACPIKUTCS B
KAPaHTHUHE B YCIOBUAX, YCTAHOBJICHHBIX ITIPOU3BOIUTEIIEM.

184. JTo MOMeHTa MOJIy4eHUsI Pa3peIICHHs Ha BBITYCK MPOBOJUTCS OLEHKA
rOTOBOM MPOJYKIMHU U JOKYMEHTAILIUU B MOPSAKE, YCTAHOBIEHHOM TIJ1aBOM 6
Hacrosmero Cranaapra.

185. I1ocne BpIaun pa3pelieHns Ha BBITYCK TOTOBAs MPOAYKIUS XPAHUTCS KaK
IPUTOAHBIN JUISl peaIu3aliy 3anac B yCJIOBUAX, YCTAHOBICHHBIX IIPOU3BOIUTEIIEM.

IMaparpa¢ 9. OTK/I0HEeHHBIE, IOBTOPHO MCII0JIb30BAHHbIE
U BO3BpAallleHHbIe MaTepHaJIbl U MPOAYKIUSA

186. OTKIIOHEHHBIE MATEPHUAIIBI U TPOAYKIIUS UMEET YETKYH0 MAPKUPOBKY U
XPaHUTHCS Pa3/IeIbHO B 30HaX C OTPAaHUYEHHBIM JOCTyroM. OHU nosieKaT BO3BpaTy
IOCTaBIIUKY, IepepadOoTKe (€C/IM ATO AOMYCTUMO) UM YHUUTOXKEHUIO. JIroObIe
BBINIOJIHEHHBIE IEUCTBUS O(POPMIISIETCS TOKYMEHTAJIbHO U YTBEPKAAETCS JTULAMHU,
MMEIOIIUMHU COOTBETCTBYIOIIME ITOJTHOMOYHS.

187. IlepepaboTka OTKIIOHEHHOM MPOMYKIIMH JTOTTYCKAETCS B UCKITFOUNTEIBHBIX
CIIy4asix IpU yCIOBUM OTCYTCTBHS YXY/IILICHUSI KAYECTBA TOTOBOM MPOAYKIHNH U
BBITIOJTHEHUS BceX TpeboBanumii crienudukanuii. [lepepaboTKy OCyIecTBISIIOT B
COOTBETCTBHHU C YTBEPKJICHHOU MPOLETYPOM MOCIE OLIEHKH BO3MOMXKHOTO PUCKA C
MOCJIEAYIOIINM JOKYMEHTaIbHBIM 0()OPMIICHUEM.

188. IToBTOpHOE UCIIOJIB30BAHKE BCEW CEPUN WIIM YACTU PaHEE IMTPOU3BEACHHBIX
cepuil COOTBETCTBYIOILIETO KaYeCTBa IIyTEM O0ObEIMHEHUS C CEpHel TaKkoH ke
IPOAYKIMU Ha ONPEAEICHHON CTaluu IPOU3BOCTBA CAaHKIIMOHUPOBAHO 3apaHee.
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Takoe BBeZIEHHE OCYIIECTBISAIOT B COOTBETCTBUHU C YCTAHOBICHHOUW MPOLIEAYPOU C
Y4€TOM OIICHKH BO3HMKAIOIIUX PUCKOB, BKJIIOYAs JIF0OOE BOZMOXKHOE BIMSIHUE HA CPOK
TOJIHOCTHU. [[eATebHOCTh MO MOBTOPHOMY HCIIOJIb30BAHUIO ODOPMIISIOT
JOKYMEHTAJIBHO.

189. Heo06Xx0auMoCTh TOMOIHUTENBHOTO KOHTPOJIS JIF0OOM rOTOBOM MPOIYKIIUH,
IPOIIE/IIIeH mepepadoTKy, WK MPOAYKIIUU, B KOTOPYIO OblJIa BKIIOYEHA TOBTOPHO
MCTIOJIb30BaHHAs MPOAYKIHS, ONPEACTSET MOAPa3IeIeHHe KOHTPOIS KauecTBa.

190. Bo3BpanieHHas ¢ pbIHKa MPOIYKIIHS, HaJl KOTOPOI ObLT yTpaueH KOHTPOJIb
CO CTOPOHBI IPOU3BOJAUTENS, YHUUTOXKAETCS, 3 UCKIIFOYCHUEM CIIy4aeB, KOIAa HET
COMHEHUH, YTO €€ KaYeCTBO SBIISETCS YAOBIECTBOPUTEIBHBIM. PellieHre 0 mOBTOpHOM
pealn3anuu, NepeMapKkupoBKe WU TOBTOPHOM HCIIOIb30BAaHUH MOXKET OBITh IPUHATO
TOJIBKO ITOCJIE KPUTUYECKOU OLIEHKH, IIPOBEACHHOMN NIOAPA3ACICHUEM KOHTPOIISA
Ka4ecTBa B COOTBETCTBUU C MMCbMEHHOM npoueaypoil. [Ipu 3Tom yuuTeiBaercs
XapakTep MPOayKILHUH, €€ MPEIbICTOPUIO U COCTOSIHUE, COOJIIO/IEHUE CIIEIUaTIbHBIX
YCIIOBUM XpaHEHMs U BPEMsl, POILEIIee C 1aThl BhITycKa. [Ipu 1100bIX COMHEHUSIX B
OTHOILIEHUM Ka4yeCTBa NPOLYKIIMH HE TOIYCKAETCA €€ IOBTOPHOE UCII0JIb30BAHUE WIH
HOBTOPHBIH BBIITYCK, HO JOITYCKAEeTCs €€ XMMHUYECKasl epepaboTKa C LEIbI0
pereHepanuy akTUBHBIX UHIPEIUEHTOB. Bce BhINOMHAEMbIE AEMCTBUS OPOPMIISIOTCS
JOKYMEHTAJIBHO.

IHaparpa¢ 10. HexBaTka npoayKuuu B CBSI3U € IPOM3BOJACTBEHHBIMU
3aTpPyAHEHUSMHU

191. ITIpousBoauTeNb COOOIIACT AEPIKATEITIO PETUCTPAIMOHHOTO YOCTOBEPEHUS
0 JIFOOBIX 3aTPYJHEHUSX B MPOU3BOACTBEHHBIX OMEPALUSIX, KOTOPbIE TPUBEIYT K
HEOOBIYHOMY OTPaHUYEHHIO TTOCTaBKHU. Takoe coobIIeHne OCyecTBIseTCs
CBOEBPEMEHHO JIJIs YIIPOILECHUS POILIEAYPhI YBEAOMIICHHS 00 OrpaHUYCHUSX TTOCTaBKU
CO CTOPOHBI JIepKaTesl PErUCTPALMOHHOTO YA0CTOBEPEHMUS, HAITPABIISIEMOTO B aJpec
YIOJIHOMOYEHHBIX OPTaHOB.

I'naBa 7. KontpoJb kayecTBa
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IHaparpa¢ 1. lIpuHumMn

192. TITonmoxxenus HACTOAIICTO pa3aciia pacCMaTpuBacTCA B COUYCTAHNHU C
ITOJIOKCHUAMHU BCCX COOTBCTCTBYIOIIHX PA3aCJIOB HACTOAIICTO CTaHz[apTa.

KonTponb kauecTBa pacpocTpaHseTcs Kak Ha MpolLeAypsl 0Toopa mpoo,
cren(UKAIIU ¥ Ha IPOBEJICHUE UCITBITAHNUN, TaK ¥ Ha TIPOIEAYPH OpTaHU3AIIHH,
JOKYMEHTHUPOBAHHUS U BBITYCKa, TAPaHTHUPYIOIIHE MPOBEACHUE HEOOXOTUMBIX
UCTIBITAHHM, a TAK)Ke 00€CTICUNBAIOIINE TO, YTO UCXOJHBIC U YITAKOBOYHBIC MATEPHAIIBI
HE pa3peIICHbI JIJIs UCIIOJIB30BAHUS, IPOIYKITUS — JIJIST PeaT3allii M IIOCTABKH JI0 TEX
op, TIOKa UX KAa4€CTBO HE OYJIET MPU3HAHO COOTBETCTBYIONIUM yCTAHOBIICHHBIM
TpeOOBAHUSAM.

KoHTposnb kauecTBa He OrpaHUYMBAETCS J1a00paTOPHBIMU pabOTaMH U BOBJICYEH
B IIPUHATHUE BCEX PEIICHUM, KACAIOIIMXCS KauecTBa MpoayKuu. OCHOBOIIOIAratomyM
OPUHLIKIIOM JUIsl YAOBJIETBOPUTEIBHON pabOThI MOAPA3IEICHNUs KOHTPOJISI KauecTBa
CUMTAETCS €r0 HE3aBUCUMOCTh OT ITPOU3BO/ICTBA.

193 V kaxnoro mpou3BOAUTEI UMEETCA MOAPA3ACICHAE KOHTPOJIS Ka4eCTBa,
HE3aBHCHUMOE OT APYTUX NOAPA3ACIECHUN U OTAENIOB. PykoBoauTens 3T0r0
HoJIpa3AesieHUs] UMEET COOTBETCTBYIOIINE KBAIM(UKALIMIO U OIIBIT, B €T0
pacnops>KeHUU OJIHA UITM HECKOJIBKO KOHTPOJIBHBIX Tabopartopuil. [logpasnenenue
o0ecneunBaeT JOCTaTOYHBIMU pecypcaMu i 3((HEKTUBHOTO BBITIOTHEHHUS
MEPONPUATUI 110 KOHTPOJIIO Ka4eCTBa.

194. OcHOBHBIE AOTKHOCTHBIE 003aHHOCTH PYKOBOJUTENS NOIpa3IeICHUS
KOHTpPOJISI Ka4eCTBa U3JI0’KEHBI B ri1aBe 2 yactu | Hacrosmero Crangapra.
[Tonpaznenenue KOHTPOJIS KayecTBa UMEIOT TaK)Ke M UHbIE 00s13aHHOCTHU, TAKUE KaK
pa3paboTka, BaMauus 1 00ecreuyeHre BbIOJHEHUS BCEX MPOLETYP MO KOHTPOIIO
KayecTBa, HaOJII0/IEHUE 33 KOHTPOJIbHBIMU U (MJIM) apXUBHBIMU 00pa3laMi MaTepralioB
U IPOJYKIMH, O0ecriedeHre NPaBUJIbHONM MAapKUPOBKU YIIAKOBOK C MaTepHallaMU U
IPOIYKUUENH, MOHUTOPUHT CTA0MIBHOCTH MPOAYKIMH, YYACTHE B PACCIIET0BAHUH
IIPETEH3UI B OTHOLLEHUH KayecTBa MpOoAyKIHH U Ap. [IpoBeaeHue Bcex onepanuil 1 ux
pe3yabTaThl TPEOYIOT JOKYMEHTAIBLHOTO O(DOPMIICHUS.

195. Ouenka roToBoil NPOAYKIIMU OXBAaThIBAET BCE OTHOCAIIMECS K HEW (PAKTOpHI,
BKJIFOYasl YCJIOBHS IPOU3BOJICTBA, PE3YJIBTATHI UCIIBITAHUI B POLIECCE MPOU3BOJICTBA,
0030p IPOU3BOICTBEHHON JOKYMEHTAIIMH (BKJII0Yasi JOKYMEHTAIIMIO 10 YIIAKOBKE),
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COOTBETCTBHE TPEOOBAHUAM ClielIM(UKAIIMNA Ha TOTOBYIO TPOAYKITUIO U MPOBEPKY
OKOHYATEJIbHOM YITaKOBKHU.

196. Ilepconan nojpa3nesieHusi KOHTPOJISI KAYECTBA UMEET AOCTYII B
IPOU3BOICTBEHHBIE 30HBI JIJIsl OCYLIECTBIEHUSI 0TOOpa MPo0 U MPU HEOOXOTUMOCTH
IIPOBEJICHUS PACCIIEI0BaHNUA.

IMaparpa¢ 2. Hagnexamias jabopatopHasi NPAKTHKA KOHTPOJISA KayecTBa

197. Tlomemenus n 060pyI0BaHNE KOHTPOIBHBIX Jab0paTopuii OTBeYaeT 00ImuM
U crielupuYecKuM TpeOOBAHUM, MPEIBSIBISIEMbIM K 30HaM KOHTPOJIS KauecTBa,
yKa3aHHbIM B riaBe 3 yactu [ HacTosimero Cranaapra.

JI1st Ipei0TBpaIieHHs] BO3MOKHOCTH CIIy4allHOM NEPEKPECTHOM KOHTAMUHALIUH
nabopaTopHoe 000pYI0BaHHE HE TIEpEMEIIACTCA MEX/Ty 30HAMH C BBICOKOM CTETIEHbIO
pUCKa HA pYTUHHOM OCHOBE.

B wactHOCTH, MUKpOOHOIOTHYECKas JIa0OPAaTOPHsI OPTraHU3YETCsl TAKUM 00pa3oM,
YTOOBI CBECTH K MUHUMYMY PUCK MIEPEKPECTHOTO 3arpsi3HEHUSI.

198. Ilepconain, momenieHus: 1 000pyA0BaHNE KOHTPOJIBHBIX JIA0OpaTOpHid
COOTBETCTBYIOT 3a/1a4aM, 0OyCIIOBJICHHBIM XapaKTEpPOM U 00bEMOM MPOU3BOACTBEHHBIX
onepauuid. B psiae ciiydaeB UCHoJIb30BaHUE BHEITHUX Ja00OpaTOPUid TPU YCIOBUHU
BBINOJIHEHUS UMU TpeOOBaHMI, yKa3aHHBIX B raBe 7 yactu | Hacrosimero Crangapra, u
BHECEHUS COOTBETCTBYIOIIUX 3AMUCEN B JOKYMEHTHI IO KOHTPOJIIO KAYECTBA.

IHaparpa¢ 3. JoxkymeHTanus

199. lokyMeHTa1us 1a00paTOpUil COOTBETCTBYET TPEOOBAHUAM, YKa3aHHBIM B
rinase 4 yactu | Hacrosmero Cranmapra. OCHOBHAs 4acTh 3TOM JOKYMEHTALNH
OTHOCHUTCSI K KOHTPOJIIO Ka4eCTBa.

MMoApa3aACJICHUN KOHTPOJIAA Ka4CCTBa AOCTYIIHA CICAYIOIIad NOKYMCHTALIUA:

1) cienudukanuu;
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2) mporeaypbl, OMMMCHIBAIOIINE OTOOP P00, MPOBEJACHUE UCTIBITAHUMN, 3aIMUCH (B
TOM YHCJIE aHAIUTUYECKHE pabouune JIUCTHI U (WIIK) J1a00paTOpHbBIE KypPHAIIbI),
PETUCTPALIAIO U IPOBEPKY;

3) mpoteyphl U 3aMMcy KaTMOPOBKHU U KBATM(DHKAITUY U3MEPUTETBHBIX
pUOOPOB ¥ TEXHHUECKOTO OOCITYKHBaHHs 000Dy IOBAHHSI,

4) MopsAIOK paccieI0BaHUsl pe3yJIbTaTOB, UMEIOIINX OTKIOHESHUS OT
crienuuKaIui U BRIXOSIINX 32 MPeeibl TEHACHIIUN (TPEHIO0B);

5) ananuTHYECKUe OTYETHI (WIH) cepTU(UKATBI aHAIN3a WIH JIPYyTrUe JOKYMEHTHI,
NOATBEPKAAIOLIME KaYECTBO;

6) TaHHBbIE MOHUTOPUHTA IPOU3BOJCTBEHHOM Cpelibl (BO3IyX, BOJa, IPYyTUe
TEXHOJIOTUYECKHUE CPEbl), IJIe OHU TPEOYIOTCS;

7) 3aIliMCH I10 BaJIMJalluy MCTOAHNK HCHBITaHHﬁ, rac NIpuMCHUMO.

200. JIroOy1o TOKYMEHTAITUIO 110 KOHTPOJIIO Ka4eCTBa, CBSI3aHHYIO C JIOChE Ha
CEpUIO JIEKAPCTBEHHOI'O CPEJICTBA, XPAHAT B COOTBETCTBUU C TPEOOBAHUAMU K
COXpPaHEHMIO IOKYMEHTAIIUX CEpUM, TPEAYCMOTPEHHBIMU T1aBOM 4 yacTu | HacTosIero
Cranpgapra.

201. JInst HEKOTOPBIX BUIOB JAHHBIX (Pe3yJIbTaTOB UCIIBITAHUM, BHIXOJIOB,
KOHTPOJISI IPOU3BOJICTBEHHON CPEABI U AP.) 3aIIMCU BEIYTCS CIIOCOOOM, MO3BOJISIOIIUM
IPOBOJIUTH OLIEHKY CYIIECTBYIOIIMX TeHIEHIUH (TpeH10B). JItoOble naHHbIE C
OTKJIOHEHUSMH OT TpeOOBaHUM crienn(pUKAUK, BEIXOASIINE 32 MPeaeiabl TEHACHIUN
(TpeH10B), pacCMaTPUBAIOTCS U HAMPABJISAIOTCS AJIsl IPOBEICHUSI pacCiieJOBaHUM.

202. B nononHeHne kK HHGOPMAITUH, SIBIISIIOMIEHCS YacThlO JOKYMEHTAIIMN CEPHH,
COXPAHSIIOTCS U JIOCTYIHBI IPYTHE UCXOJIHbIE JaHHbIE, 3a(DUKCUPOBAHHBIC B TAKUX
JIOKYMEHTAaX, KaK J1a00paTOpHbIC KypHAIbl U (KUJIK) 3aMKCH.

IHaparpa¢ 4. OT60p npod

203. OT60p nMpobd OCYIIECTBISIIOT U JOKYMEHTAIBHO 0()OPMIISITh B COOTBETCTBUU
C TIOKyMEHTHPOBAHHBIMU TIPOIICAYPAMHU, KOTOPBIC ONPEACIISIOT:

1) meTon oTOGOpa 1poo;

2) ucrnonb3yemMoe 000py10BaHUE;
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3) KOJIMUECTBO MPOO, KOTOPOE OTOUPAETCS;

4) UHCTPYKIIUH TI0 JIIOOOMY TpeOyeMOoMY pa3ieeHUI0 MPOOHI;
5) TUI U COCTOSTHUE KOHTEHHEpa, UCIIOJIB3YEMOT0 JIJIsl TTPo0;
6) naeHTUUKaII0 KOHTEHHEPOB C 0TOOPAaHHBIMU MPOOaMUu;

7) mo0ble o JIeKaIINe COOTI0IEHUIO 0COObIE MEPhI MPEIOCTOPOKHOCTH,
0CO0eHHO Mpu 0TOOPE MPOO CTEPUITHHBIX WIIH BPEIHBIX BEIIECTB; YCIOBHS XPaHEHUS;

8) MHCTPYKIIMU IO OYUCTKE U XPAHEHUIO 000pYA0BaHUS [ 0TOOpa Mpoo.

204. IlepenanHple 175 UCHIBITAHUN 00pa3bl pENPE3EHTATUBHBI JJIs CEPUU
MaTepHalia Wik IpoAyKIUH, U3 KOTOPO OHU 0TOOpaHbl. MOTYT OBITh TaK:Ke OTOOPaHbI
Jpyrue npoObl 1Jisi KOHTPOJISE HAanOoJIee BaKHBIX 3TAIOB Ipoliecca (HalpuMep, ero
Hayvaja Uiy okoH4daHus). Mcnoas3yemslit uian or6opa npod HajuiexaimuM o0pazom
000CHOBaH M 0a3UPOBATHCS HA MPUHIIMIIAX YIIPABIECHUS PUCKAMHU.

205. KonTteitHepsl ¢ 0Opa3iiaMu UIMEIOT 3TUKETKY YKa3aHUEM HX COJIEPKUMOTO
(HOMEp cepun), 1aTy oTOOpa Npood, a Tak:ke 0003HAUYECHUE TAPHBIX MECT, U3 KOTOPHIX
ObUTH 0TOOpaHbl 00pa3iel. PaboTta ¢ HUME BeAeTCsl TaKUM 00pa3oM, 4YTOOBI CBECTH K
MUHUMYMY PUCK TEPEITyThIBAHUS U 3AIUTHTH 00Pa3Ilbl OT HEOJATOMPUATHBIX YCIOBHMA
XpaHEHHUSI.

206. JlononHUTETBHBIE TPEOOBAHUS B OTHOIIIEHUH KOHTPOJIBHBIX U aPXUBHBIX
00pa31ioB nmpuBeieHbl B puiiokeHun Ne 19 Hacrosmero Cranaapra.

IHaparpad 5. IIpoBegeHue ucnbITAHUI

207. Metoauku UCTIbITAaHUHN BanuaupoBaHbl. JlabopaTopus, KOTOpas UCTIONb3YET
METOJMKY UCTIBITAHUM W KOTOpasi HE BBITMOJIHSIIA €€ MEPBOHAYANIBHYIO BaJTUIAIMIO,
BepUUIIUPYET MPUTOTHOCTH METOJIMKH UCTIBITAHUN. Bee onepaiuu 1mo mpoBeIeHUIO
WCIIBITAHUM, ONTMCAHHBIX B COOTBETCTBYIOIIUX JTOKYMEHTAX PETUCTPALIMOHHOTO J1I0ChHE,
MPOBOJSIT B COOTBETCTBUU C YTBEPKICHHBIMU METOIMKAMH.

208. IloyueHHbIe pe3yapTaThl JOKYMEHTHPOBAHBIL. Pe3ynbTaTsl mapameTpos,
ONpENICJICHHBIX B KAUECTBE MMOKA3aTeeld KaueCTBA UM KaK KPUTHYECKHUE, U BCE
BBIYMCIICHUS IPOBEPSIOTCS HA COTJIACOBAHHOCTH APYT C APYTOM U OLIEHUBATH JIJI1 HUX
TEHJICHLINM (TpeH ibl). Bce pacyeTsl TIaTebHO MPOBEPSIOT.
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209. IIpoBeneHHBIE UCTIBITAHUS TOKYMEHTUPYIOTCSL.
3anucy BKIIIOYAIOT B Ce0sl CIENAYIONINE JaHHBIE:

1) HanMEHOBaHHUE UCXOIHBIX MAaTEPHAJIOB W MIPOIYKIIUA U, TJIe TPUMEHUMO,
JIEKapCTBEHHOM (POPMBI;

2) HOMEp CEepUH U, i€ NIPUMEHUMO, HAUMEHOBAHUE MPOU3BOAUTEIS U (UIIN)
MOCTaBIIMKA;

3) CCBUIKM Ha COOTBETCTBYIOIINE CIIEU(UKAIIMA U METOJIUKHU TTPOBEACHUS
HCIIbITAHUI;

4) pe3ynbTaThl UCIIBITAHNS, BKITIOUAsT HAOIIOACHUS M PACUEThI, U CCHUTKH HA BCE
cepTu(UKaThl aHAIIN3A;

5) nathl NPOBEACHUS UCTIBITAHUIA;
6) bamMuIUK ¥ MHULKATBI JTUI], TTPOBOIMBIITNX HUCIILITAHUS;

7) baMunuy 1 MTHULMAIIBI JIUL, TPOBEPUBIINX IPOBEACHUE UCIIBITAHUHN U
pacdeToB (T1e IPUMEHUMO);

8) oHO3HAYHOE 3aKTIOYEHUE O BhIJa4e pa3pelieHus Ui OTKIOHEHUU
NPOAYKIMU (WM PEIIeHHE O JPYTrOM CTaTyce), AaTa U MOJMKUCh OTBETCTBEHHOTO JIUIIA;

9) cchUIKM Ha UCIIOJIB30BAaHHOE 000PYA0BaHMUE.

210. Becb KOHTPOJIb B IPOLIECCE MPOU3BOJICTBA, BKIIIOYAS U TOT, KOTOPBIX
BBITIOJIHSAIOTCS B IPOM3BOICTBEHHOM 30HE MPOU3BOACTBEHHBIM MIEPCOHATIOM,
OCYILIECTBIISIIOTCSI B COOTBETCTBUH C METOJIMKAMHU, YTBEPKJIECHHBIMU MOJpa3/ieIeHUEM
KOHTPOJISI KaUeCTBa, a €ro Pe3yJIbTaThl — JOKYMEHTAIBHO O(OPMIISIOTCS.

211. Ocoboe BHUMaHUE yAETSIOT KAa4eCTBY JaOOPATOPHBIX PEAaKTUBOB, MEPHOM
MOCY/1bl, THTPOBAHHBIX PACTBOPOB, CTAHIAPTHBIX 00Pa3IOB M MUTATEIbHBIX cpell. Ux
TOTOBSIT U KOHTPOJIMPYIOT B COOTBETCTBUH C JIOKYMEHTUPOBAHHBIMU MPOIEAYPAMH.
YpoBeHb KOHTPOJISI COPA3MEPEH C UX Ha3HAYEHUEM U JIOCTYITHBIMU JAHHBIMH O
CTaOMJIBHOCTH.

212. CrangaptHble 00pa3ibl IPU3HAIOTCSA MPUTOJHBIMU JJI51 UCIIOJIB30BaHUS 1O
HazHaueHMI0. VX kBanu@ukanus 1 cepTUPUKaus B Ka4eCTBE TAKOBBIX OJIHO3HAYHO
yCTaHaBJIMBAETCS U JOKYMEHTHUpYyeETCs. B kauecTBe mepBUYHBIX CTAaHAAPTHBIX 00pa3IoB
IPEINOYTUTENHHO UCIIOIb30BaHNE (DapMaKOMEeHHBIX CTaHAAPTHBIX 00Pa3IoB U3
o(pUIMATBEHO MPU3HAHHBIX UCTOYHUKOB (IIPU UX HAJUYUH), €CIIM MHOE HE 0OOCHOBAHO B
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IIOJIHOW Mepe (MCIOIb30BaHNE BTOPUYHBIX CTAaHAAPTHBIX 00Pa3LOB Pa3peleHo, ECIIN
ObUIa IPOJAEMOHCTPUPOBAHA U JOKYMEHTHUPOBaHA X IPOCIEKUBAEMOCTD JI0
NEPBUYHBIX CTAHAAPTHBIX 00pa3LoB). ITU (papMakoreiHble 00pa3ibl UCIIOJIb3YIOTCS B
LEJIAX, ONMMCAHHBIX B COOTBETCTBYIOUINX (hapMaKONEHHbBIX CTaThsIX (MOHOTpadusix),
€CJIM UHOE HE Pa3pelIeHO YIIOJIHOMOUYEHHBIM OPraHOM.

213. JlabopaTopHble peaKTUBbI, paCTBOPBI, CTAHIAPTHBIE 00pa3Lbl U
IIATATEIbHBIE CPElbl, MAPKUPYIOTCS C YKa3aHUEM aThl IPUTOTOBIICHUS U, T
IIPUMEHHUMO, BCKPBITHUSA, U NIOAIUCH UCTIOIHUTENA. Ha 9TUKETKaxX yKa3bIBalOTCS CPOKU
TOJTHOCTH PEAKTHUBOB M MUTATENbHBIX CPE, a TAK)KE 0COObIE YCIOBHUS UX XpaHeHUs. J{s
TUTPOBAHHBIX PACTBOPOB YKAa3bIBAIOT ATy IIOCIECIHETO YCTAHOBIICHUS TUTPA U
COOTBETCTBYIOIIMIA MOCIEAHUNA NEHCTBYIOIUN KO PUIIMEHT MOMPaBKH.

214. Ilpu He0oOXOAMMOCTH Ha KOHTEHHEPE YKa3bIBAIOT JIaTy MOJYUYEHHUS KaXKI0TO
BELIECTBA, UCIOJIb3YEMOI0 JUIsl MPOBEAEHUS UCIIBITAHUM (HallpuMep, peakTHBOB,
PacTBOPOB U CTaHAAPTHHIX 00pa3ioB). CoOII0aI0TCS MHCTPYKIIUHU IO HX
UCIIOJIb30BAHUIO U XPAaHEHHUIO. B onpeienieHHbIX cilydasix Mociie MOTyUYEHUs WK Mepes
UCIIOJIb30BaHUEM PEAKTUBOB MPOBOISTCSA UX UCIIBITAHUS HA UACHTUYHOCTD U (WJIH)
WHOT'O UCTIBITAHMS.

215. IIuraTenbHbIC CpCAbI T'OTOBATCA B COOTBETCTBUHU C Tpe6OBaHI/IHMI/I
IMPON3BOAUTEIIAA CPCAbI, €CJIM MHOC HAYYHO HC 000CHOBAHO. HpI/IFOI[HOCTB BCEX
IMUTATCIIBHBIX CPCA IIPOBCPAIOTCA IICPCI UX HUCITOJIB30BAHHUCM.

216. cnonb30BaHHBIE MUKPOOMOIOTUYECKHUE CPEBI U IIITAMMBI TTOABEPTAIOTCS
JIEKOHTAMUHAIIUA B COOTBETCTBUM CO CTAHJIAPTHOM MPOLICAYPO U YTHIU3UPOBAHBI
TaKuM 00pa3oM, 4TOOBI IPEIOTBPATHTH MEPEKPECTHYIO KOHTAMUHAIIMIO M COXPAHCHHE
octatkoB. CPOKHM XpaHEHUS UCIIOJIb3yEMbIX MUKPOOUOIOTHYECKUX CPET
YCTaHABJIMBAIOTCS, TOKYMEHTUPYIOTCS U HAYYHO 0OOCHOBBIBAIOTCS.

217. JKuBOTHBIX, HCIIOJIB3YEMBIX JIJI1 KOHTPOJISI KOMIIOHEHTOB, MaTEPHUAJIOB WU
IPOIYKITMH, TTIOMEIIAIOT B KAPAHTHH Iepe]l padoToli HUMH. JKUBOTHBIX COJIEpXkKaT U
KOHTPOJUPYIOT TaKUM 00pa3oM, 4TOObI 00€CTIEYUTh UX MPUTOTHOCTH IS
3aIUTAHUPOBAHHOTO MCIIOIb30BaHuUs. JKHBOTHBIC HACHTHGUIIHpYeTcs. BeayTcs
COOTBETCTBYIOIIUE 3aIIUCH, OTPAKAIOIINE UCTOPUIO UX UCIIOJIb30BAHMUS.

IHaparpa¢ 6. IIporpamma Tekyuiero HCNbITAHUS CTA0WIBHOCTH
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218. Ilocne Hayana peanu3annuy 3aperUCTPUPOBAHHOTO JIEKAPCTBEHHOTO
CpelICTBA MPOBOASIT MOHUTOPUHT CTAOMIIBHOCTH JIEKAPCTBEHHOTO CPEJICTBA COTIIACHO
JNEHUCTBYIONIEH HA TOCTOSTHHOM OCHOBE MIPOrpaMMe, KOTopast O3BOIMIA Obl BBISIBUTh
T00yr0 ipobsieMy (HampuMmep, U3MEHEHHS YPOBHEH TTPUMeECei Wi PO IS
PacTBOPEHMSI) CO CTAOMIIBHOCTBIO MPOIAYKIIMH JAHHOTO COCTaBa BO BTOPUYHOM
(MOTpeOUTENHCKOM) yIIaKOBKeE.

219. LenssiMu nporpaMMbl TEKYIIETO U3y4YEHHs CTAOUIBHOCTH SIBIISIFOTCS
OCYILIECTBJIICHUE MOHUTOPUHIA MPOAYKTA HA NPOTAKEHUH BCETO CPOKA €0 TOJHOCTH U
OIpeJeIeHre TOro, YTO MPOIYKT OCTaeTCsl (M MOKHO 0KMJIaTh, YTO OCTAHETCs) B
npeJenax CBOUX crenn(ukauii mpu XpaHeHW! B yKa3aHHBIX B MAPKUPOBKE yCIOBHSIX.

220. OTa mporpaMma, TIIaBHBIM 00pa30M, OTHOCHUTCS K JICKAPCTBEHHOMY
CPEACTBY B YIAKOBKE, TPEAHA3HAUECHHOMY JIJIsl PEAIU3alNH, OJTHAKO YIETSIOT
BHUMaHHE U HepachacoBaHHON npoaykuuu. Hanpumep, ecnu HepachacoBaHHYIO
MPOIYKIIMIO XPAHAT ATUTEIHHOE BpeMs Mepe]] YIIaKOBKOM U (KMJIN) mepeaavei ¢
MPOU3BOJACTBEHHOI'0 YYAaCTKA HA yYaCTOK YIIAKOBKH, OLICHUBAIOTCS U U3y4alOTCs
BIIMSHUE TAKUX YCJIOBUHM HA CTAOMIBHOCTh YIIAKOBAaHHOMN MPOAYKIMU. J[OMOJTHUTENBEHO
oOpainiaroT BHUMaHHUE Ha TPOMEKYTOUHYIO TPOYKIIHIO, KOTOpasi XpaHUTCS U
UCIIOJIb3YETCS B TEUEHUE JUIMTENBbHOTO nieproja. McecnenoBanre ctabOMiibHOCTH
BOCCTaHOBJICHHOT'O MPOIyKTa (IPUTOTOBJIICHHOTO MEPe MPUMEHEHUEM ) TTPOBOISAT TIPH
pa3paboTKe JIEKapCTBEHHOT'O CPEJICTBA, TEKYIIUH KOHTPOJIb CTAOMILHOCTH TaKOU
npoaykiu He Tpedyetcs. OaHaKo, e MPUMEHUMO, TPOBOIUTCS KOHTPOIh
CTaOMJIBHOCTH BOCCTAHOBJIEHHOT'O MPOIYKTA.

221. [IporpamMmMa TEKyIIE€ro UCIBITAHUS CTAOUIBHOCTH U3J1aracTcs B
NMCBMEHHOM BHU/JIE B COOTBETCTBUU C OOIIMMHU MPaBUJIaMH, TPUBEAEHHBIMU B riaBe 4
yactu | Hacrosimero Cranapra, a pe3ysibTaThl 0UIHAIBHO MPEACTaBIEHBI B BUJIE
otuera. OO0Opy10BaHKE, UCTIOJIB3YEMOE ISl POTPAMMBbI TEKYILIETO UCTIBITAHUS
CTaOMJIBLHOCTH (B YaCTHOCTH, KIIMMAaTUYECKUE KaMephl), TPOXOIUT KBATU(PUKAIIIIO U
00CITy’KMBaThCsI B COOTBETCTBUHU € OOIIMMM ITpaBUJIaMH, YKa3aHHBIMU B I1aBe 3 yacTi [
Hacrosmero Cranaapra u npuinoxxenuu Ne 15.

222. Ilnan u (MnM) NPOTOKOJ TEKYIIETO UCIBITAHUS CTAOMIBHOCTH OXBAaThIBAET
NEPHUOJ 10 OKOHYAHHSI CPOKA TOJJHOCTH M COAEPIKUT CIIEAYIOIME JaHHbIE (HO HE
OrpaHUYMBAECTCS UMH):
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1) konnuecTBO cepuu (cepuid) ISl pa3InYHBIX JO3UPOBOK U Pa3HBIX Pa3MEPOB
CEpUi, €CIIU 3TO NPUMEHUMO;

2) COOTBETCTRYIOIIME (PU3NUECKUE, XUMUYECKUE, MUKPOOUOJIOTHIECKHUE U
OMOJIOTUYECKHUE METOAbI UCIIBITAHMIA;

3) KpUTEpUHN TPUEMIIEMOCTH;

4) CCBUIKA Ha METOJMKH UCTILITAaHUH;

5) onucanue cucTeMbl KOHTEHHEpa (YKYIOPOYHBIN JIEMEHT);
6) 4yacTOTa UCIIBITAHUI (TOYKU KOHTPOJIS BO BPEMEHM);

7) onucaHue YCIOBUN XpaHEHUS;

8) npyrue HeoOXO0IUMbIE MapaMeTphl, crieluPuiIecKue st JaHHOTO
JIEKApCTBEHHOT'O CPEJICTRA.

223. Ilnan u (WiK) TPOTOKOJ TEKYIIETO UCTIHITAHUS CTAOMIBHOCTH UMEIOT
OTJINYHUS OT TIJIaHA MTEPBOHAYATILHOTO JIOJITOCPOYHOTO UCTIBITAaHUS CTAOUIILHOCTH,
MPEACTaBICHHOIO B PETUCTPALIMOHHOM JIOChE, IPU YCIOBUU OOOCHOBAHHUS U
JOKYMEHTUPOBAHHUS 3TOTO B IUJIAHE.

224. KonnyecTBO cepuid M 4acTOTa UCIIBITAHUN 00eCIIeYnBaeT HEOOXOMMOE
KOJIMYECTBO JAHHBIX, YTOOBI UMETh BO3MOXKHOCTh MPOBECTH aHAIN3 TeHIeHINI. Eciu
He 000CHOBaHO MHOE, B IPOrPaMMYy UCIBITAaHUS CTAOMIIBHOCTH €KETOHO BKIIIOYAIOT
KaK MUHHMYM OJIHY CEPHIO MPOU3BEICHHOTO JICKAPCTBEHHOT'O CPEJICTBA B KAXKIOU
JIO3UPOBKE U B KAXKJIOM BHUJIC IEPBUYHOMN YITAKOBKH (MCKIIFOUEHUEM SBJISIIOTCS CIIyYaw,
KOrJla TeYeHHUE ToJla He MMPOU3BEACHO HU OJIHOM cepun). Eciu i Tekyiiero
UCIIBITAaHUS CTAOMIIBHOCTH JIEKAPCTBEHHBIX CPEACTB UCIOIB3YIOT )KUBOTHBIX U HE
CYIIECTBYET aIbTEPHATUBHBIX BATUIUPOBAHHBIX METOMK, YACTOTY MCIIBITAHUN MOYKHO
yCTaHABJIMBATh C YYETOM IOJIX0/1a, CB3aHHOTO C OIIEHKOU pucka. [Ipu ycmoBuu
HAYYHOTO 00OCHOBAHUS UCITOJIB3YIOTCS TJIAHBI C TPUMEHEHUEM OpIKETHHTA U
MTOCTPOCHUS MaTPHII.

225. B HEKOTOPBIX CIydasx B MPOrpaMMy TEKYIIEro UCIIBITaHUSI CTAOMIbLHOCTH
BKJIFOYAIOT JIOMOJIHUTENbHBIE cepur. Hanmpumep, Tekylee ucnbiTaHue CTaOUIbHOCTH
OCYILIECTBJISIFOT MOCTE 0000 3HAUUTENBHOTO U3MEHEHHUSI WIIH 3HAYUTEIBbHOTO
OTKJIOHEHHS B MPOILIecce MPOU3BOACTBA UIN yAaKOBbIBaHUs. [|J1s1 BKIIFOUEHUS B
IpOrpaMMy MPUHUMAIOTCSI BO BHUMAHUE JIFOOBIE OTIEPAIUN 110 TIOBTOPHOMY
UCIIOJIb30BAHUIO, IEPEPa0OTKE WM PEreHepallni.
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226. Pe3ynbTaThl TEKYLIETO UCOBITAHUS CTAOUIBHOCTH JIOCTYIIHBI KIIIOUYEBOMY
IEPCOHAY U, B YaCTHOCTH, YIIOJJHOMOUYEHHOMY JIIly (Juuam). Ecim Texymiee
U3y4eHHe CTAOUIBLHOCTH MPOBOAMUTCS HA IUIOIIAJIKE, OTIIMYHON OT MPOU3BOACTBEHHOM
TUTOIIAKY, HA KOTOPOU MPOU3BOIUTCS HEepachaCOBAHHBIN MPOAYKT WU TOTOBAS
MPOAYKIMS, TO MEXKYy COOTBETCTBYIOLIMMH CTOPOHAMH 3aKJIFOYAETCS IUCbMEHHOE
corjaimienue. Pe3ynbrarhl TEKYIIEro HCTIBITAHUS CTAOMIIBHOCTU IPEAICTABIIAIOT HA
IUIOIIAJIKY TPOM3BOACTBA ISl UX 0030pa YIOJTHOMOUYEHHBIM OpraHOM (OpraHu3aluei).

227. Pe3ynbTaThl, BEIXOSIINE 32 TIPEIEIbl ClieU(PUKAIINN, WIH CYIIIECTBEHHBIE
HETUITUYHbBIEC TEHICHIIUU (TPEH/IbI) pacciieyeTCsl.

B mr000M MOATBEPKACHHOM PE3YNIbTATE, BRIXOISAIIEM 32 MTPEICIIbI
cnienuUKaIum, Wi CyleCTBeHHOW HeTaTUBHOM TeHICHIINH (TPEH/1a) COOOIIA0T
COOTBETCTBYIOIIMM YITOJIJHOMOYCHHBIM OpraHaM WJIM OpraHu3aIusM. PaccMaTpuBaroT
BO3MOYXHOE BJIMSTHHEC HAa CEPUH, BHIMYIIIEHHBIC HA PHIHOK, B COOTBETCTBUH C TJIABOU 8
yacty | HacTosmmero CtangapTa ¥ IPOKOHCYJIBTHPOBATHCS ¢ COOTBETCTBYIOIITUM
YIOJTHOMOYEHHBIM OpTraHaM.

228. BeayTcst B TUCbMEHHOM BU/IE 3aKJIIOUCHHS IO BCEM MOJTYUYCHHBIM JIaHHBIM, B
TOM YHCJIE JIFOObIE MPOMEKYTOUHBIE BBIBOJIBI IO TIporpamMme. Takue 3aKiItoueHuUst
MOJIBEPraioT MEePHUOIMIECKOMY 0030DYy.

IHaparpa¢ 7. Tpancdep (nmepexadya) MeTOAMK UCIIBITAHUM

229. Jlo Tpancepa (mepenaun) METOUKH UCTIBITAHUH TIEpe/iatoiias CTOpoHa
yOemKaeTcsi B TOM, YTO METO/IMKA (M) UCTIBITAHUSI COOTBETCTBYIOT OMMMCAaHHOM B
PETUCTPAIMOHHOM JOChHE.

[IpoBoasaTCs MpOBEpKH NMEPBOHAYATBHON BaJIUIAIMA METOIMKHU UCTIBITAHUIN JJIS
rapaHTHM COOTBETCTBUS ACHCTBYIOIIUM peKOoMeHaauusaM. /o Hauana nporuecca
TEXHUYECKOT0 TpaHcdepa MPOBOAITCS U JOKYMEHTAIbHO 0QOPMIISIIOTCS aHAIN3
PACXO0XKJICHHUH, 4TO TpeOyeTCs I ONpeeeHUs HEOOX0IMMOCTH MPOBEICHUS KaKHX-
100 JTOMOJTHUTEIBHBIX BAIMAAIIMOHHBIX Pa0OoT.

230. Tpancdep (nepegaya) METOIUK UCTIBITAHUNA OT OJHOM JTabopaTopuu
(mepenaroieit 1abopaTopum) B Ipyryto gabopatoputo (IpuHUMAroIas 1adbopaTopusi)
OIMHCaH B IOJIPOOHOM MTPOTOKOJIE.
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231. IlpoTokoi TpaHcdepa (repeaadn) METOIUK UCIIBITAHUN BKIFOYAET
cleyrolee:

1) unenTUUKaIMS UCTIBITAHUA, KOTOPBIE BHITIOIHSAETCS, U COOTBETCTBYIOIINE
METOJIMKU UCTIIBITAHUM, MOJICKAIIUE TIepeIaue;

2) uaeHtuduKanus JOMOTHUTENIbHBIX TPEOOBAaHUHN K 00YUEHUIO;
3) uneHtuduKaIus CTaHIapTOB U 00PA3II0B JIJIsl UCTILITAHUIA;

4) nnenTrudUKaIUs TFOOBIX CICITUANTBHBIX YCIOBUH TPAHCIIOPTUPOBKHU XpaHEHUS
00pa310B JJIs UCTIHITAHUM;

5) Kputepun NPUEMIIEMOCTH, KOTOPbIE OCHOBBIBAIOTCSI HA TEKYIIIUX
BAJIMIALIMOHHBIX UCCIIEOBAHUAX METOIOJIOTUH.

232. OTKJIOHEHUS OT NPOTOKOJIA PACCIEAYIOTCS JO 3aBEPIIEHHUS Mpolecca
TpaHcdepa (nepenayn) MeToauK ucnbiTanuii. OTder o TpaHcdepe (mepeaadye) METOIUK
UCTIBITAHUM COJICPKUT CPABHUTENBHBINA PE3YNIBTAT MPOIIecca U OnpenensieT o0IacTH,
TpeOyrolue JanbHenIeld peBauIaliui METOIUK UCTIBITAHUM, €CITU TPUMEHHUMO.

233. Ecnu mpuMEeHNMO, paccMaTpUBaIOT 0COObIe TpeOOBaHMsI, OTIICAHHEIC B
PYKOBOJICTBAX M Kacaromuecs Tpanchepa KOHKPETHBIX aHATUTHICCKUX METOIUK
(Hampumep, CIEKTPOCKOINH B OJIMKHEH nHGpaKkpacHOM 001acTu).

I'naBa 8. /lesTeqibHOCTD, epeAaBaeMast AJ1s1 BHINIOJHEHUS APYTOMY JTHILY
(ayTcopcuHr)

IMaparpa¢ 1. Ilpunuun

234. JIro0as neqaTebHOCTh, Ha KOTOPYIO pacpOCTPAHSIOTCS HACTOSAIIUM
CrannmapT 1 KoTopas nepejiaHa ApyroMy JIMily (ayTCOPCHHT), HaAJIeKalluM 00pa3om
OTIPENIIIACTCS, COTIACyETCsl U KOHTPOJIMPYETCS BO M30€KaHUE Pa3HOUTECHHM,
CIIOCOOHBIX MIPUBECTH K HEYAOBJIETBOPUTEIHLHOMY KAUECTBY MPOAYKIIUU WU
BBITIOJIHSAEMBIX paboT. CornaiieHrue Mexay 3aKa3udKoM U UCTIOTHUTENIeM 0hopMIIsieTcs
B MUCHbMEHHOM BHJI€ C YKa3aHUEM YETKO OMPEACIICHHBIX 00sI3aHHOCTEH KaX10il 13
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cTopoH. Cucrema ynpapjieHUsI KaU€CTBOM 3aKa3urKa TOYHO YCTaHABIMBAET, KAKUM
00pa3oM yHOJTHOMOYEHHOE JIMI0, TOITBEPKIAIOIIEE BBITYCK KaX /10l cepuu
IPOJIYKIHMH, BBITIOJIHSAET CBOM 00S3aHHOCTH B MOJIHOU Mepe.

CornacHo TpeOOBaHUSIM, TPUBEJICHHBIC B JIAHHOM TJ1aBe, MPOU3BOIUTEIICH
OTBEYAIOT IEPE] YIIOJHOMOUYECHHBIMUA OPraHaMH B OTHOLLICHUU PETUCTPALINU
JIEKAPCTBEHHBIX MPENAPATOB JINLIEH3UPOBAaHUS IPOU3BOACTBA. OHU HE OTBEYAIOT
(GYHKIUSM UCTIONHUTENS U 3aKa34uKa Mepe]l MOTPEOUTENeM, KOTOpasi peryIupyercs
JIPYTMMH HOPMATHBHO-IIPABOBBIMU aKTaMHU.

235. lesTenbHOCTD, NiepeaaBacmas sl BEIIOJIHEHUS JPYTOMY JIUILY
(ayTcopcuHr), opopMIIseTcsi TUCbMEHHBIM COTJIAIIEHUEM, B KOTOPOM YKa3aHbI
MPOIYKITHsS, PaOOTHI UM YCITYTH, C KOTOPHIMU CBsI3aHA YKa3aHHas JesTEIHHOCTD, U BCE
CBSI3aHHBIE C TAKOM JAEATEIIbHOCTHI0 TEXHUUYECKUE MEPOITPUATHS.

236. Bce meponpusTisi, TPOBOJAUMBIE B pAMKax AEATEIbHOCTH, IEPEAAHHOMN IS
BBINIOJIHEHUSA IPYTOMY JHILY (2yTCOPCUHTA), BKIIOYas JIFOObIE TIPEITIOKEHHbIE
U3MEHEHHS TEXHUYECKUX WM UHBIX MEPOIPUATHI, OTBEYAET TPeOOBAHUSM
3aKOHOJIATEIbCTBA U PETUCTPALIMIOHHOMY J1I0ChE JIEKAPCTBEHHOTO Ipenapara, rjie 3To
PUMEHUMO.

237. Ecnu aepkareiib perucTpaliOHHOIO YAO0CTOBEPEHUS JIEKAPCTBEHHOTO
rperapara u Ipou3BOAUTEIb HE SBIISIIOTCS OJHOM OpraHu3aluen, IpOBOASATCS
COOTBETCTBYIOIIME MEPOTIPHUATHUS, YUATHIBAIOIINE TPUHIIUITBI HACTOSIIIEN TJ1aBhlL.

IHaparpa¢ 2. 3akazunk

238. dapMmarieBTHUECKAs CUCTEMA KaYeCTBa 3aKa3unKa BKIIOYAET B ceOs
KOHTPOJIb U TIPOBEPKY JHO00N JAESTENbHOCTH, IEPEJaHHON AJIs1 BBIMOJIHEHUS IPYTOMY
auLy (ayTCOPCHUHT). 3aKa3uuK rapaHTUpyeT HATMYKME IPOLEAYp, 00eCIIeUMBaOLINX
KOHTPOJIb YKA3aHHOM JIEeATENbHOCTH. DTU MPOLEAYPHI BKIIIOUYAIOT B CEOS IPUHITUITHI
yHIpaBJICHUs pUCKaMU JJIs1 KaUeCTBa U YUUTHIBAIOT HUKEIPUBEICHHBIE MTOJIOKEHUS.

239. I[O nepcaadun ACATCIIbHOCTU JIS BBIIIOJIHCHUA UCITOJTHUTCIIIO 3aKa39UHK
y6€)KI[aCTC$[ B IIPAaBOMOYHOCTH, IMMIPUT'OJHOCTU U KOMIICTCHTHOCTH UCIIOJIHHUTCIIA B
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OTHOIIIEHUH YCHEIIHOTO BBIMIOJIHEHUSI COOTBETCTBYIOIIUX pa0OT. 3aKa3uMK TAKXKe
OTBEYAECT 3a BKIIOUYEHHUE B COTTIAIICHHE MOJOKEHUM, 00€CTIeYNBAIOIINX BHITIOJHEHUE
TpeboBaHuii Hactosmero Cranaapra.

240. 3aka3yuK MPEeACTABISIET UCTIOIHUTENIO BCIO HH(POPMALIUIO CBEICHHUS,
HEOOXOAMMBIE JJIsl IPABUJIBHOTO BBITTOJIHEHUS TIPEyCMOTPEHHBIX B COTIAIIEHUH paboT
B COOTBETCTBUH 3aKOHOJATEIBCTBOM U PETUCTPALIMOHHBIM JOCHE JIEKAPCTBEHHOTO
npenapara. 3aKka34iK rapaHTHPYET, YTO MCIIOJHUTENb IIOJTHOCTBIO OCBEIOMIIEH 000
BCEX CBSI3aHHBIX C MPOIYKIMEN Uiu paboToil npobiemMax, KOTOpbIE MOTYT
IPEICTaBIATh ONACHOCTb JJISl €r0 MOMEIICHH, 000py10BaHuUs, IEPCOHANIA, APYTHUX
MaTEPHUAIIOB WU MPOAYKLIUH.

241. 3aka34uK KOHTPOJIUPYET U MPOBEPSET NCUCTBUSA UCTIOJHUTEIIS, BKITIOUAs
BHEJIPEHHUE UCTIOTHUTENEM JIF000T0 HEOOXOIUMOT0 YIIYUIIICHHUS.

242. 3aka34yuK SBISETCS OTBETCTBEHHBIM 3a MPOBEPKY M OLICHKY 3alKcel U
PE3YIAbTATOB, CBSI3AHHBIX C JAEATEIbHOCTBIO, IEPEAAHHOM JIS BBIMOJHEHUS APYTOMY
JUIy (AQyTCOPCHHT). 3aKa3uuK yOeK1aeTcsl CaMOCTOSITEIFHO MM HA OCHOBAHUH
MOATBEPKACHUS YIIOJITHOMOYEHHOTO JIMIIA UCTIOJIHUTEIIS, YTO BCS MPOAYKIIUS U
MaTepHuabl, MPEICTABICHHBIC €My HCIIOJHUTEIIEM, OBLITH IIPOU3BEICHB B COOTBETCTBUU
¢ HactosnuM CTaHIapTOM M PETUCTPALIMOHHBIM JIOChE JIEKAPCTBEHHOTO Mperapara.

IMaparpa¢ 3. UcniosiHuTE b

243. UcnionHuTenh UMEET HEOOXOAMMBIE TIOMEIIICHHUSI, 000pyA0BaHUE, a TAKKe
3HAHUS, ONBIT U KOMIIETCHTHBIN MEPCOHAN JUIsl HAJJICKAIIIETO BBITIOJIHEHUS padoT,
MOPYYEHHBIX €EMY 3aKa3UYHUKOM.

244. cnonHUTENb YAOCTOBEPSIETCS, YTO BCE MPEICTABICHHBIE €EMY MPOTYKIIHS,
MCXOJ/IHBIC MAaTePUAJIbI U CBEJICHUS TIPUTOIHBI 111 UCTIOJIb30BAHUSI 10 Ha3HAYEHUIO.

245. VicnonHuTenb He MepeaeT TPEThel CTOpoHEe pabOThl UK YCIYTH,
NOPYYEHHBIE EMY M0 COTJIALIEHUIO, 0€3 IPEIBAPUTEILHOTO PACCMOTPEHUS U
COTJIACOBAHUS C 3aKa3uuKoM. [Ipu 3aKIII0UeHNH COTJIAllIeHUs] MEX/ly UCTIOIHUTEIEM U
TPEeTheil CTOPOHON 00ECTIeUNBAETCS TapaHTHs TOr0, YTO UH(POpPMALUs, BKIIIOYAS
CBEZCHUS 00 OIICHKE COOTBETCTBHSI TPETHEN CTOPOHBI, MPECTABIISAETCS TAKUM K€
00pa3oM, Kak MeX]ly MepBOHAYaIbHBIMU 3aKa3UUKOM U UCIIOTHUTEIIEM.
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246. crionHUTENb HE TPOU3BOAUT HECAHKIIMOHUPOBAHHBIC N3MEHEHHS,
BBIXOJISIINE 33 PAMKH COTJIAIICHUS, TOCKOJBKY 3TO HEOIaronpusaTHO MOBIUSICT Ha
KauecTBO padO0T, MPOBOJIUMBIX JJIsI 3aKa3UHKa.

247. icnonHuTeNb NOHUMAET, YTO PabOThI, IepeaaBaeMble JIJIsl BHIOJHEHUS
OpyroMy JMIy (ayTCOPCHUHT), BKJIOYas MPOBEACHUE aHAJIN3A 10 KOHTPAKTY, IMOJIEKAT
IIPOBEPKE YIIOJTHOMOYEHHBIMU OpPraHaMH.

IHaparpa¢ 4. Cornamenue

248. Mexay 3aKka34uKOM M UCIIOJIHUTEJIEM COCTAaBJISETCS COrIAllleHUE, B
KOTOPOM OIPEIENSIIOT UX B3aUMHBIE 00s3aTENIbCTBA U MPOLEAYPHI IIepeaaun
uH(pOpMaIUH, CBSI3aHHBIE C I€ATEIbHOCTHIO, IIepeaBaeMoOi JJisl BBITIOJIHEHUSI IPYTOMY
iy (ayTcopcuHra). TeXHHMUeCKHe acleKThl COTJIAllleHUsl COCTaBIISIETCS
KOMITETEHTHBIMH JINLIAMH, UMEIOILMMH COOTBETCTBYIOLIUE 3HAHNUS, CBSI3aHHBIE C
YKa3aHHOM JeATENbHOCThIO, COTNIacHO HacTosero Crannapra. Bee cornamenus o
NeSATENbHOCTH, IEPEIABAEMON Ha ayTCOPCUHT, COOTBETCTBYIOT 3aKOHOJATENIbCTBY,
PETUCTPALIMOHHOMY J1I0ChE JIEKAPCTBEHHOIO MIpernapaTa U COrjacOBbIBAIOTCS 00EUMU
CTOpOHaMH.

249. B cornameHuy 0JIHO3HAYHO YKa3aHO, KTO OTBEYAET 32 KaXK/IbIM ATarl
NEeATEeNbHOCTH, NePeIaBaeMOil 11 BBIMOJHEHUS APYTOMY JIUIY (Hanmpumep,
yIpaBJjeHHUEe 3HAHUSIMH, TIEPEHOC TEXHOJOTHH, 00ECIICUeHHE 1IeTTH TTOCTaBKH,
3aKJII0OUYEHUE COTJIAIICHUs C TPEThEN CTOPOHOM, 3aKyIKa UCXOTHOTO ChIPhs, MATEPUAJIOB
Y UX Ka4€CTBO, MPOBEJACHUE UCIIBITAHUI U BblJlauya pa3pelieHns Ha UCTI0JIb30BaHUE
HCXOJ/IHBIX U YIIAaKOBOYHBIX MaTEPHAaJIOB, MPOBEICHUE TPOU3BOJICTBA U KOHTPOJIS
KadecTBa, BKIIFOYasi KOHTPOJIb B IIPOIIECCE IPOM3BOJICTBA, OTOOP 00PA3IOB M X aHAJIN3).

250. Bcee 3amnmcu, CBSI3aHHBIE C AEATENbHOCTBIO, IIEPEIABAEMOU JJISI BBIITOJIHECHUS
JPYroMy JIMILY, HATPUMED, 3aMCH MPOU3BO/ICTBA, aHAIM3A U peaTu3aliK MPOTYKIIHIH,
a TAK)K€ COOTBETCTBYIOIIME KOHTPOJIbHBIE 00pa3Ilbl XPAHATCS Y 3aKa34MKa WA MY
noctymnHsbl. JIroOble 3anucu, OTHOCSIITUECS K OIIEHKE KaueCcTBa MPOAYKIIHH, B CITydae
peAbsIBICHUS PETEH3UM, MPE/IoIaraeMoro HeCOOTBETCTBUS TPEOOBAHUSAM WIIH NPU
paccieoBaHuU B Clydae MPEANnoIoKeHns 0 GhanbCuBUKAIINU MTPOAYKITUN TOCTYTHBI
3aKa34MKY U TOUYHO OIpPEENICHBI B €r0 COOTBETCTBYIOIIMX MPOLIETYpPaX.
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251. B cornamenuu npeaycMOTPEHO MPaBO 3aKa3uMKa Ha ayIUT JeATEIbHOCTH,
KOTOpAasi BBIIIOJHIETCS UCTIOJHUTEJIEM WM B3AaMMHO COTJIACOBAHHOU TPETHENW CTOPOHOM.

I'naBa 9. IIperen3uu, nedeKTbl KAUECTBA U OT3bIBbI MPOXYKIUU

aparpa¢ 1. Ilpunuun

252. B nensix 3aluThl 310pOBb JI0JIEH B HATUYUH CUCTEMbI U
COOTBETCTBYIOILHE MPOLIEAYPHI IO PETUCTPALIMH, OLIEHKE, PACCIETOBAHUIO U
PaCcCMOTPEHHUIO MPETEH3M, B TOM YHCIIE€ MOTEHIIMANIbHBIX 1€PEKTOB KauecTBa, U (Mpu
HEO00X0IUMOCTH) MO 3(HPPEKTUBHOMY U ONEPATUBHOMY OT3bIBY U3 CETU PACHpPEICICHUS
JI€KapCTBEHHBIX CPeACTB. [I[puHIMIBI ypaBIeHUs pUCKaMU JJIsl KauecTBa IPUMEHSIETCS
IPU paccielOBaHUU U OLIEHKE Je()EKTOB KaueCTBa, a TAK)KE B MPOLIECCE MPUHATUS
pELIEHUI B OTHOILIEHUH OT3bIBA MPOAYKIIMH, KOPPEKTUPYIOIIMX U IPETYyIPEKIAFOIINX
JNEUCTBUN U APYTUX MEP MO CHUKEHUIO PUCKA. PYKOBOJCTBO B OTHOIIEHUH 3TUX
IPUHIIMIIOB COAEpKUTCA B riaBe | Hacrosuiero Crangapra.

Bce 3auHTepecoBaHHbIE YIIOJTHOMOYEHHBIE OPraHbl (OpraHU3alum)
CBOEBPEMEHHO NMPOUHGOPMHUPOBAHKI B ClIydae MOATBEPKACHHOTO JedeKTa KauecTBa
JIEKaPCTBEHHOT'O CPEACTBA WIIM UCCIEyEMOTO JIEKAPCTBEHHOTO CPE/ICTBA
(Mpou3BOCTBEHHOTO AedeKTa, MOpUN MPOIYKIIMHU, BEISIBICHUS (hambcudukaimm,
HECOOTBETCTBUS PETUCTPALIMOHHOMY JIOChe WK (haility crienuuKaiui mpoayKTa Win
JTOOBIX APYTHX CEPHE3HBIX MPOOIIEM C Ka4E€CTBOM), KOTOPBIA MOKET MMPUBECTH K
OT3BIBY MPOJAYKIIMH UM HEOOBIYHOMY COKPAILIEHHUIO MOCTaBOK. B curyanusx, ecnu
MPOJYKT Ha PIHKE MPU3HAETCSI HE COOTBETCTBYIOIIUM PETUCTPALIMOHHOMY JIOCHE
JICKapCTBEHHOTO TIpenapara, He TpeOyeTcsl yBeIOMIISITh 3aMHTEPECOBAHHBIC
YIOJITHOMOYEHHBIE OpraHbl (OpraHu3aIiy) MpU YCIOBHUH, UTO CTEIIEHh HECOOTBETCTBUS
YAOBJIETBOPSIET OTPAHUYEHHUSIM, YKA3aHHBIM B NpriiokeHun Ne 16 k HacTosIero
CrannapTa, B OTHOIIIEHUH OOpaIlleHUs ¢ HEe3aIITAHUPOBAHHBIMU OTKJIOHEHUSIMU.

B ciydae nesTenbHOCTH, IEPEAABAEMOMN IS BBIIIOJIHEHUS JPYTOMY JIUILY
(ayTcopcuHra), B COIIAIIEHUH OMUCHIBAIOTCS POJIU U 00S3aHHOCTU MTPOU3BOAUTENS,
BJIa/I€JIbLIA PETUCTPALIMOHHOIO 10ChE U (WJIN) CIOHCOPA U TPETBUX CTOPOH B
OTHOUIECHUU OLICHKH, IPUHSTHS pEeICHUH, paclipocTpaHeHus nH(popMauu u
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peanu3anny AEMCTBUM M0 CHUKEHUIO TTOTEHI[MAIbHON OMAaCHOCTH, CBA3aHHOM C
nedeKTHON poayKiuel. PykoBoICTBO B OTHOIIIEHUH JICITEIIBHOCTH, Iepe1aBacMOi
JUTSL BBITIOJIHEHUS IPYTOMY JIMITY (ayTCOPCUHTA), IPUBEACHO B IJIaBe 7 HACTOSAIIETO
Cranpapra. Takue cornaiieHus TakKe COAEPKaT KOHTAKTHBIE TAHHbIE OTBETCTBEHHBIX
JIUI] KOKJI0M CTOPOHBI JUISl OCYIIECTBIICHUS CBSI3U C LIETbIO YIIpaBIeHUs JehEeKTaMu
Ka4yeCTBA U BOIIPOCAMH, CBSI3AHHBIMHU C OT3bIBOM.

Ilaparpa¢ 2. [lepconan u opranu3anus

253. 3a ynpaBiieHUE pacciieIoBaHUEM MTPETEeH3UH U Ae(EeKTOB KauecTBa U
NPUHATHE PEIICHUN B OTHOUIEHUU MEP, KOTOPbIE IPUHSTHI JUIsl YIIPaBICHUS JTIFOOBIM
MOTEHIIUAILHBIM PUCKOM, BKJIIOYAsi OT3bIBbI, COOTBETCTBEHHO OTBEYAET OOYUEHHBIN U
OTBITHBIN MEPCOHA. DTH JIMIIa HE3ABUCUMBI OT MOJpa3IeJeHU cObITa U MAPKETHHTA
OpraHu3alliu, eI HHOe He 000CHOBaHO. Eciu 0JHUM U3 3TUX JIUII HE SBIISETCA
YIOJIHOMOYEHHOE JIUI0, YYaCTBYIOIIEE B CEpTU(PUKALINY I BBITYCKa
COOTBETCTBYIOIIIEH Cepuu (Cepuii), YIIOTHOMOYEHHOE JTUII0 CBOEBPEMEHHO O(PUITUATHHO
porHGOPMUPOBAHO O JIFOOBIX PACCIICIOBAHUSX, IEUCTBUSX 110 CHUYKEHHUIO PUCKA U
JTHOOBIX OTIEPAIIUSX MO OT3HIBY.

254. ImeroTes T0CTaTOYHOE KOJIMYECTBO OOYUEHHOTO IIepcoHaia U pecypcoB Jist
00paboOTKH, OLIEHKH, PACCIIEIOBAHUS U PACCMOTPEHUS MIPETEH3UN U AeEKTOB KauecTBa,
JUTSL peasiu3aliiy JII0ObIX AEHCTBUM MO CHIXKEHUIO PUCKA, a TaKXKe JJIsl yIpaBiIeHUs
B3aUMOJICHCTBUEM C YIIOJJHOMOYEHHBIMU OpraHaMH.

255. [IpenycmaTpuBaeTcsl UCIOJIb30BAHUE CIIEUATIMCTOB PA3IMUYHbBIX
no/ipa3/ieJIeHUH, BKIII0Yas HaJuiekaluM o0pa3oM 00ydeHHbIN MepcoHal Mo
YIIPABJICHUIO KAYECTBOM.

256. Ecnu paboTta ¢ mpeTeH3usMu U 1eeKTaMu KauecTBa B OpraHu3aIluu
yIPaBISETCs [IEHTPAIM30BaHHO, paclpeiesieHUue poiel U 00s3aHHOCTEH
3aMHTEPECOBAHHBIX CTOPOH JOKYMEHTHpYyeETCs. [Ipn 3TOM eHTpaIn30BaHHOE
yIpaBJICHUE HE IPUBOIMT K 3aJIEP’KKaM B pacclieJOBAaHUU NPETEH3UN U 1ePEKTOB
Ka4yecTBa W yNPaBICHUN UMHU.
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257. B HaM4uK MUChbMEHHbBIE MPOUEAYPHI, OMUCHIBAIOIINE IEUCTBUSA, KOTOPBIE
MPUHUMAIOTCA MPU MOJYUYCHUH NPETEH3UU. BCce mpeTeH3nn 3aI0KyMEHTUPOBAHbI U
OIICHEHBI, YTOOBI YCTAHOBUTH, MPECTABIISIOT JIU OHU COOON MOTCHITMATBHBIN Je(eKT
KauyecTBa WJIU JPYTYIO MpolIemy.

258. Ocoboe BHUMaHME YAEISAIOT YCTaHOBIEHUIO TOTO, OTHOCUTCS JIU IIPETEH3US
WIH MOJ03pEeBAEMbIil 1e(peKT KauecTBa K (paibcuPuKaluu.

259. I1ocKONBKY HE BCE MPETEH3UH, IOJIyYEHHBIE KOMITAHUEHN, TPEACTABIISIOT
(pakTuueckue nedeKTbl KauecTBa, NPETEH3UU, KOTOPbIE HE CBUJIETEIbCTBYIOT O
NOTEHIHMAILHOM JieeKTe KauecTBa, HaJJIeKalUM 00pa3oM JOKYMEHTUPYIOT U JOBOJST
710 CBEJICHHSI COOTBETCTBYIOLIEH CIIyKOBbI MJIM JINLA, OTBETCTBEHHBIX 33 PACCIIEI0BAHUE
U YIIpaBJIEHUE IPETEH3UAMHU [TOT0OHOT0 pO/a, TAKUMHU KaK [10/103pEBaEMble
HEXKeJIaTeJIbHbIE SIBJICHUS.

260. B Hanuuuy NUCbMEHHbBIE MTPOLIETYPbI, YTOOBI OOJErYUTh 3aIPOCHI O
pacciae0BaHNM Ka4eCTBA CEPUH JIEKAPCTBEHHOI'O CPEICTBA B LEIAX CONEUCTBUSA
pacciieZIOBaHNIO COOOIIEHNUH O MOA03PEBAEMBIX TTOOOUHBIX PEAKIIMAX.

261. Ecnu ununuupyercs paccieioBanue nedexkTa KauyecTBa, B HAIMYUU
IPOLEAYPBI, MPEAYCMATPUBAIOIINE CIEAYIOIIEe OMMCAHNE COOOIEHHOTO AedeKTa
KauecTBa:

1) onpenenenue 3HayMMOCTH ehekTa KayecTBa. B pamkax 3Toro
npeAyCcCMaTPUBAIOT MPOBEPKY WIIM UCIIBITAHUSI apOUTPaKHBIX U (MIJIN) apXUBHBIX
00pasIioB, ¥ B HEKOTOPHIX CIydasx BHITIOIHAETCS 0030p 3amuceil mponu3BOJICTBA CEPHH,
3anuceit 0 cepTUPUKaLUU CEPUU U 3aMCcel 0 pacipeiesieHnu cepun (0COOEHHO AJis
YYBCTBUTEJILHOM K TEMIIEpAType MPOTYKIINH);

2) HEOOXOAMMOCTh 3aMPOCUTH 00pa3ell Wik BO3BPATUTH BCIO IE(PEKTHYIO
MPOYKIIMIO OT 3asABUTEIIS U, €CIIH 00pa3el] MoJydeH, HeOOXOAUMOCTh BBITIOJIHEHHUS
COOTBETCTBYIOLIEU OLICHKH;

3) o1eHKa pUCKa, KOTOPBIN MpeacTaBiseT AeeKT KauecTBa B 3aBUCUMOCTH OT
CEPHE3HOCTH M 3HAYMMOCTH ITOTO JTE(PEKTa;

4) npouecc NPUHITUS PEIIEHUN B OTHOIIEHUU MTOTEHIHMATIBHOW HEOOXOAUMOCTH
Mep MO0 CHUKEHUIO PUCKA, KOTOPbIE MPUHUMAIOTCS B CETU pacnpe/ieneHus (OT3bIB
CEpHUU WU MPOJIYKTa WIH IPyTHUE IEUCTBUSA);
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5) olleHKa BIAUSHUS, KOTOPOE OKA3bIBAIOT JTI000E JICWCTBHE 1O OT3BIBY Ha
JOCTYIMHOCTh JIEKAPCTBEHHOT'O CPEICTBA IS MAIMEHTOB Ha JIFOOOM phIHKE, I8
oOpaiaercst JaHHOE JIEKapCTBEHHOE CPEJCTBO, a TAK:KE€ HEOOXOIUMOCTh YBEOMUTh
COOTBETCTBYIOIIHNE YITOJHOMOUYEHHBIE OPTaHbl O TAKOM BIIHSHUY;

6) BHYTPEHHHI ¥ BHEIIHUM 0OMeH uH(popMaImend, KOTOPBIM OCYIIECTBIISIECTCS B
OTHOUIEHUU J1eeKTa KaueCTBA U €ro pacciieI0BaHusi;

7) naeHTUduUKaIs NOTEHIMATLHON IPUYMHBI 1e(EeKTa KauecTBa;

8) He0OXOIMMOCTh B ONIPEJICTICHUN U OCYIIECTBIEHUNU COOTBETCTBYIOITUX
KOPPEKTUPYIOIIMUX U IPEAYyIPEKIAIONINX ACHCTBUM, a TAKKE B OLICHKE UX
pe3yJIbTaTUBHOCTH.

IMaparpa¢ 3. PacciienoBanue u npuHsiTHE pellieHUH

262. Undopmaiusi, CBUAECTENHCTBYIONMIAS O BO3MOXKHBIX JI€PEKTax KayecTna,
3apEeTUCTPUPOBAHA CO BCEMH UCXOIHBIMU MOAPOOHOCTAMU. OOOCHOBAaHHOCTD U
3HAYUMOCTH BCEX 3aPETUCTPUPOBAHHBIX JIEPEKTOB KaueCTBa JOKYMEHTHUPOBAHbI
OIICHEHHI B COOTBETCTBUU C MIPUHITUIIAMH YTIPABJICHUSI PUCKAMHU JJISI KAYECTBA C LIEJIbI0
000CHOBaHUS PEIICHUM, TPUHATHIX B OTHOILIEHUH 00bEMA MPOBOJUMOIO
paccieioBaHus U MPEANPUHUMAEMBIX IEUCTBUIA.

263. Ecnu gedekt kauecTBa 0OOHAPYKEH WM MOJ03PEBACTCS B KAKOM-TO OJTHOM
CEpHH, YACNAETCS BHUMAHUE IPOBEPKE IPYTUX CEPUN U B HEKOTOPBIX CIYyYasIX JPYTUX
IPOAYKTOB, UYTOOBI ONPENIEIUTh, HE OKA3AJIUCh JIM OHHU TAK)K€ 3aTPOHYTHI. B yacTHOCTH,
UCCIIEIYIOTCS IPYTUE CEPUM, KOTOPBIE COJIEPKAT YAaCTH AEPEKTHON Cepun Uiu
Ne(PEKTHBIX KOMIIOHEHTOB.

264. PaccnenoBanue nedekra KauecTBa BKIF0YAET 0030p MPEABIIYITUX OTYETOB O
nedeKTax KauecTBa UM JII0OYIO IPYTyI0 COOTBETCTBYIOILYI0 HHPOPMAIIUIO O JTFOOBIX
MpU3HAKaX CIEeUU(PUUECKUX UK MOBTOPSIOMINXCS MPOOIeM, TPEOYIOIIMX BHUMAHMUS U,
BO3MOXHO, JAJbHENIIUX PETYJIATOPHBIX TEUCTBUM.

265. Pemenusi, mpuHATHIE BO BPEMsI M TIOCJIE paccie0BaHus 1e(PeKTOB KauecTna,
OTpa)KaeT YPOBEHb PUCKA, KOTOPHIN MPEJCTABIACT Ne(PEKT Ka4eCTBa, a TAKKe
CEPbE3HOCTH JIFOOOTO HECOOTBETCTBUS PETUCTPALIMOHHOMY J10ChE (JOChE UCCIIETyEMOTO
MPOJYKTa) UK TPeOOBAHUSIM HaJIeKalllel MPOU3BOJACTBEHHOM NMpakTUKU. Takue
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pElIeHUsI CBOEBPEMEHHBI, YTOOBI 00ECTIEUUTh MOIJIepKaHNE 0€30MaCHOCTH NAIlMEHTOB
COpa3MEpHO YPOBHIO PUCKa, KOTOPBIN IPEACTaBIsAET 3Ta Ipodiema.

266. X0oTg Ha paHHUX CTAUAX paccie0oBaHus MOJHAs HH(OpPMAIUS O XapaKTepe
Y 3HAUUMOCTH JIe(eKTa KauecTBa HEe BCEr/ia IOCTYITHA, IPOIECChI MPUHSTHUS PEIICHUN
00ecreunBarT, 4TOOBI COOTBETCTBYIOIINE JCHCTBUSA 1O CHIDKCHHUIO PHCKA
IPUHUMAINCh B COOTBETCTBYIOIIUX BPEMEHHBIX TOUKAX B XOJI€ TAKUX paccieOBaHMil.
Bce npunsiThie peiieHuss 1 Mepbl B OTHOIICHHUH Ie(eKTa KauecTBa TOKYMEHTUPYIOT.

267. B ciyyasx, ecnu 1e(EeKT KauecTBa MOXKET MPUBECTH K OT3bIBY IPOIYKLIUN
WIA HEOOBIUHOMY COKPALIEHUIO OCTABOK MPOAYKIINH, TPOU3BOAUTEIH CBOEBPEMEHHO
UH(POPMUPYET 00 3TOM JiepKaTeisl pEruCTPallMOHHOrO YA0CTOBEPEHUS (CIIOHCOpa) U
BCE€ 3aMHTEPECOBAHHBIE YIIOJTHOMOYEHHBIE OPraHbl (OpraHu3alim).

ITaparpa¢ 4. AHajiu3 OCHOBHBIX IPUYHMH, KOPPEKTUPYIOILIHE
U Npeaynpexaanue 1eicTeus

268. B xone paccienoBanus 1e(heKTOB KauecTBa IPUMEHSIETCS
COOTBETCTBYIOIIMI YPOBEHb pabOTHI IO aHAJIM3Y OCHOBHBIX NPpUUYKH. B cinyuasx, eciu
UCTHHHAS MPUYKHA Je(eKTa KauecTBa He OIpeieieHa, yIeJIeHO BHUMAaHUE
uAeHTUPUKALMKY HanOosiee BEpOSTHON MPUUYMHBI U OOPAILEHUIO C HEH.

269. Ecnu B kauecTBe NPUUYMHBI JeeKTa KauecTBa MOJ03PEBACTCS UIH
oTpesieNieHa YeIoBeYecKas OlnoKa, 3To 0pUIHAIbHO 000CHOBAHO U TIIATEIHHO
PacCMOTPEHO, JIJIsl TOTO YTOOBI HE OBLIN YIYIIEHBI U3 BUAY BO3MOXHBIE MPOIIECCHBIE,
IPOLIETYPHBIE WIIM CUCTEMHBIE OLIMOKU WU IPOOJIEMBI.

270. B oTHOLIEHUY Ae(EeKTa KaueCcTBA ONPEAEIAIOTCS U PUHUMAIOTCS
COOTBETCTBYIOIINE KOPPEKTUPYIOIIHNE U MPEAYPEKIAIOIINE TEHCTBHS.
Pe3ynbTaTUBHOCTH TaKUX ACHCTBUIN MPOBEPSIOT U OLIEHUBAIOT.

271. 3anucu o nedexrax KayecTBa perysIspHO NPOCMATPUBAIOT aHATU3UPYIOT
TEHJICHIINY JIJI BBISIBJICHUS JTIOOBIX CIENU(PUUECKUX UIU TTOBTOPSIOIUXCS MPOOIIEM,
TpeOyIOIUX BHUMAHUS.

MMaparpa¢ S. OT3bIB NPOAYKUNH U APYTrUe TeHCTBUSA
10 CHUKEHH IO MOTEHUHAJIBHOI0 PUCKA
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272. YcTaHaBIMBAKOTCS MUCbMEHHBIE TPOLIEAYPHI, PETYIISIPHO
nepecMaTpuBaemMbie 1 OOHOBIISIEMBIE TIO Mepe HEOOXOIUMOCTH, B IIEJISIX
OCYILIECTBJICHUS JTI000H JAEATETLHOCTH M0 OT3bIBY WJIM OCYIIECTBICHUIO JTIOOBIX IPYTHUX
JEUCTBUM IO CHUYKEHUIO PUCKA.

273. Ilocne pa3mernieHus: IpOayKIIMU Ha PIHKE JIF000I BO3BpAT €€ U3 CETH
pacnpeneneHus u3-3a aedeKra KauecTBa paccCMaTpPUBAECTCS U YIIPABISETCS KaK OT3bIB.
DTO MOJOKEHUE HE MPUMEHSETCS K U3BATUIO (BO3BpaTy) 00pa3IoB MPOIYKIIMU U3 CETH
pacrnpeneneHus JUisi COACHCTBUS pacciieIOBaHNI0 OTYETHOCTH 10 Jie(peKTaM KauecTBa.

274. IHUIuupyroTCs orepaiuu o OT3bIBY ONEpaTUBHO U B J1t000€ BpeMms. B
HEKOTOPBIX CIy4YasX B IENSAX 3alIUThI 3/J0POBbsSl HACENIEHUSI, MOTPEOYIOTCS HAYaTh
OTIepallii MO OT3BIBY JI0 YCTAHOBJICHHS] HCTUHHOW MPUYHMHBI U 3HAYUMOCTH JiePeKTa
KayecTBa.

275. 3anucu 0 IUCTPUOBIOLNU CepUU (MPOAYKIIMH) JIETKO TOCTYIHBI IS JIUI,
OTBETCTBEHHBIX 32 OT3bIB, U COJAEPKATh IOCTATOUHYIO HHPOPMAIUIO 00 ONITOBBIX
MOKYyTAaTeNIX U 3aKa3yuKax, HeMOCPEACTBEHHO MOJYUMBIIUX MPOAYKIHUIO (C YKa3aHUEM
aapeca, HomepoB Tenedona u (win) akca, padoTarOIUX KPYTIOCYyTOUYHO, HOMEPA
CepUHU U KOJIMYECTBA MTOCTABIEHHOM MPOIYKIMH), B TOM YHCJI€ B OTHOILIEHUHU
AKCIIOPTUPYEMOU MPOTYKIIUU i METUITTHCKUX 00pa3IoB.

276. B OTHOLIEHUY UCCIIETYEMBIX JIEKAPCTBEHHBIX CPEACTB UIECHTUPUIIMPOBAHBI
BCE MCCJIEI0BATENbCKHE IUIOIIAIKN U YKAa3aHbl CTPaHbl Ha3HAUeHUs. B oTHOMIEHUN
UCCIIETyEMOTO JIEKAPCTBEHHOT'O CPENICTBA, HA KOTOPOE ObLIO BBIJAHO PETUCTPALIMOHHOE
YZIOCTOBEPEHHE, TPOU3BOJUTEID UCCIIELYEMOTI0 JIEKAPCTBEHHOI'O CPEACTBA B
COTPYJIHUYECTBE CO CIIOHCOPOM MH(POPMUPYET A€prKaTENs PErUCTPAllHIOHHOTO
YZIOCTOBEPEHMS O JIFOOOM J1e(peKTe KauecTBa, KOTOPBIM CBSI3aH C 3apETUCTPUPOBAHHBIM
JIEKapCTBEHHBIM cpecTBOM. CIIOHCOp BHEPSET NPOLENYPY OBICTPOIo
PacKoMPOBAHUS OCJICIUIEHHOTO IPOAYKTA, AJIsl ONlepaTUBHOrO 0T3bIBa. CIIOHCOP
oOecreunBaet, 4YTOOBI MPOLeaypa pacKpbiBajia HACHTUYHOCTh OCIEIUIEHHOIO MPOAYKTa
TOJIKO B TOW Mepe, KOTopasi He00X0AUMaA.

277. Y nenstoT BHUMaHHUE MOCIIEIYIOMINM KOHCYJIbTAlUAM C 3aUHTEPECOBAHHBIMU
YIOJIHOMOYEHHBIMH OpPTaHaMU 110 BOIIPOCY, HACKOJIBKO JAJIIEKO PaCIPOCTPAHSIIOTCS
JIEUCTBHUSI IO OT3bIBY B CETU PACHPEACIICHUS, YUATHIBAS MOTCHUUAIBHBIN PUCK IS
3JI0pOBbs HACEJICHUS U JII000T0 BO3JEHCTBHUSA, KOTOPOE MOTYT OKa3aTh MpeajiaraeMbie
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JEUCTBUS IO OT3BIBY. Y TIOJJHOMOYEHHBIE OpraHbl (OpraHu3alim) TakKe
pOUH(OPMUPOBAHBI B CUTYAIUAX, KOTJ]Aa HE BEACTCS HUKAKUX JECHCTBUMN MO OT3BIBY,
PEAJIOKEHHBIX 11 1IePEKTHON cepru, B CBSI3U C UCTEYECHUEM CPOKa FOJTHOCTH
(Hanmpumep, A NPOAYKIUU C KOPOTKHUM CPOKOM T'OJTHOCTH).

278. B ciiyyae HaMepeHHUs 0TO3BaTh MPOAYKIMIO 00 3TOM 3apaHee
IpOUH(OPMUPOBAHBI BCE 3aMHTEPECOBAHHBIE YIIOJTHOMOYEHHBIE OPTraHbl
(opranu3zarun). /s o4eHb cepbe3HBIX MPOOJIEM (TO €CTh C BO3MOKHBIM CEPHE3HBIM
BIIMSIHUEM Ha 3/I0POBBE MAlIMEHTOB, MOKHO MPUHUMATh CPOYHbIE JEHCTBUS 11O
CHIDKEHMIO PUCKA (HapUMeEP, OT3bIB MPOYKIIUH ), IPEIBAPUTEIIHLHO YBEIOMUB 00 3TOM
YIOJIHOMOYEHHbIE Opranbl (opranuszanuu). Besae, riue Bo3MOXKHO, CTPEMSTCS K TOMY,
4yTOOBI TaKUE JACUCTBUS OBLIN 3a0J1arOBPEMEHHO, /10 UX BBITIOJIHEHUS, COTJIACOBAHBI C
3aMHTEPECOBAHHBIMU YIIOJTHOMOUYEHHbBIE OPTaHbl (OpraHU3alUusIMu).

279. Takxe y4ynuThIBAIOT, NIPEAJIATAEMBIE JEUCTBHUS MO OT3bIBY MO-PA3HOMY
BIIUSIIOT HA Pa3jIM4HbIC PHIHKH, U, €CJIH 9TO TaK, pa3padaThIBAIOTCI U 00CYXKIAIOTCS C
3aMHTEPECOBAHHBIMU YIIOJTHOMOUYECHHBIMHU OpraHaMu (OpraHU3alusIMu)
COOTBETCTBYIOLIME JCUCTBUS IO CHUKEHUIO PUCKA ISl KOHKPETHOTO pbIHKA. /{0
NIPUHATHS PELICHHS O TAKUX MEpax MO CHIKEHUIO PUCKA, KaK OT3bIB, PACCMATPUBAETCS
PHCK HEXBATKH JIEKAPCTBEHHOTO CPEJICTBA, HE UMEIOIIETO 3aPErMCTPUPOBAHHON
aIbTEPHATUBBI, C YYETOM €T0 TepareBTUYECKOro Ha3HaueHus. JIto0bie pereHus o
HETIPUHATHH OKUAAEMBIX MEP MO CHUKEHHIO PUCKA MPEIBAPUTEIBHO COTJIaCOBBIBAKOTCA
C YIOJIHOMOYEHHBIMU OpraHamMu (OpraHU3alUsIMM).

280. OTo3BaHHas MPOILYKIUS UICHTUDUITMPYETCS U XPAHUTCS OTJIEIHHO B
HAJICKHOM MECTE JI0 IPUHATHS PELICHUS O TOM, KaK C HEW MOCTYyNUTh. JJOKyMEHTaIbHO
odpopmitsieTcs: 0pUIIMATBHOE PACTIOPSYKEHUE B OTHOLIEHUH BCEX OTO3BAHHBIX CEPUI
npoaykiuu. OcHOBaHUE JJI MPUHATHUSA JTI000T0 pellieHus 0 mepepadoTKe 0TO3BAHHON
MPOAYKIIUU JOKYMEHTUPYETCS U 00CYKIa€TCsl C COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM
opraHoMm (opranuzarueil). Takke yauThIBaeTCs OCTAaTOYHBIN CPOK TOTHOCTH JIFOOBIX
nepepaboTaHHBIX CEPUH, KOTOPBIC MPEIOIaraeTcs pa3MeCTUTh Ha PhIHKE.

281. Xon mpoliecca 0T3bIBa PETUCTPUPYETCS JO MOMEHTA 3aBEPIIEHUS U BBITyCKa
OKOHYATEJIBbHOT'0 OTYETA, BKIIFOUYAIOILErO B ce0s1 OanaHc MEXy KOJIUYECTBOM
MIOCTABJICHHON Y BO3BPAIIEHHOM MPOAYKIINH (CEpUU IPOTYKIINH).

282. 3¢ PeKTUBHOCTH MEPOTNPUATUIN TTO OT3BIBY PETYIISIPHO OLICHUBAIOT JISI
MOATBEPKACHUS TOTO, YTO OHU OCTAIOTCSI HAJIEKHBIMU U TIPUTOIHBIMU TSI
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UCTIOJIb30BaHUs. Takue OMeHKN PacIpOCTPAHSIOTCS Ha CUTYaIllH, BO3SHUKAIOIINE KaK B
pabouee, Tak U B Hepabouee BpeMs. [Ipu BBIMOTHEHNN TaKUX OIIEHOK pacCMaTpPUBAIOT
HEO0OXOTMMOCTh BBITIOJTHCHUS] UMHUTAIIMH JICHCTBUM 110 OT3BIBY. JTa OIICHKA
JIOKYMEHTAIBHO 0(OpMIISIETCSI 1 000CHOBBIBAECTCSI.

283. B nomnonHeHue K OT3bIBY CYIIECTBYIOT U APYTUE BO3MOXKHbBIE IEUCTBUS 110
CHUKEHUIO PUCKA, KOTOPbIE MOTYT MPEANPUHUMATHCS B LENSIX YIPABICHUS PUCKAMH,
CO3/1aBaeMbIMH Jie(heKTaMu KauecTBa. Takue JeCTBHSI MOTYT BKJIIOYATh B C€0s BBIITYCK
npeaynpeauTeNbHbIX COOOIIEHUN AT METUIIMHCKUX PAOOTHUKOB B OTHOIICHUH
UCTIOJIb30BAaHUS MU MMOTSHIIMATBHO Je(EKTHON cepuu MpoayKiuu. X paccMaTpuBarOT
B UH/AMBHIyaJIbHOM MOPSIIKE U 00CYKJIAI0T C 3aMHTEPECOBAaHHBIMU YIIOJIHOMOUYEHHBIMU
opraHamu (OpraHu3alusIMH).

I'nasa 10. Camouncnexkuus

IHaparpa¢ 1. Ilpunuun

284. CamouHCIIEKIMS TPOBOAUTCS € LEIBIO IPOBEPKHU BBITTOIHEHHUS
npeanpusTaeM TpedboBaHuil HacTosmero CTaHaapTa U IpeioKeHUs HE0OXO0IUMBIX
KOPPEKTUPYIOIIUX JCUCTBUU.

285. PerynspHo aHAIM3UPYIOT BOMPOCHI, KACAIOIIKMECS NIEpCOHaNa, IOMEIICHUH,
000opyI0BaHus, JOKYMEHTALIUH, TEXHOJIOTUYECKOT0 MPOIIEcCca, KOHTPOJIS KauecTBa,
peanu3aluu JeKapCTBEHHBIX MIPEnapaToB, MEPONIPUATUIN IO pabOTe ¢ MPETEH3UIMH U B
OTHOIIIEHUH OT3bIBOB MPOAYKIIUU U JEATEIBHOCTHU M0 MIPOBEJCHUIO CAMOUHCIICKITUN
COOTBETCTBHH C 3apaHee YTBEPKIAECHHON MPOrpaMMOil B COOTBETCTBUH C
oTnpeIeIeHHBIM IPaQUKOM MPOBEPKH UX COOTBETCTBUS MPUHIIMIIAM 00ECIICYeHUS
Ka4yecTBa.

286. CaMOMHCIIEKIIHS TPOBOJUTCS HE3aBUCUMO U TIIATENBHO CIEIUAIBHO
HA3HAYEHHBIM KBAJM(DUIIMPOBAHHBIM JIMIIOM (JIMIIAMH), COCTOSIIIUM B ILITATE
npeanpusatus. [Ipu HeoOX0IUMOCTH MPOBOIATCS HE3aBUCUMBIN ayAUT KCIIEPTaAMU
CTOPOHHUX OpraHU3aInM.

287. Pe3ynbTaThl CAMOMHCIIEKIINNA O0(QOPMIIIIOTCS TOKYMEHTaIbHO. OTUETHI
coziepkat B ceOe Bce HaOMIOJEHUS, CIeTIaHHbIE B XO/I€ MPOBEPKH, U, IJI€ TPUMEHUMO,
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IPEMIOKEHNS 10 KOPPEKTUPYIOIIUM AEHUCTBUAM. JleMCTBHS, IPEANPUHUMAEMBIE IO
pe3yJibTaTaM MPOBEACHHBIX CAMOMHCIIEKIINN, TaKkKe 0(QOPMIISIOT JOKYMEHTAIBHO.

OcHoBHBIE TPEOOBaHUS K aKTUBHBIM (DapMaIieBTHUYECKUM CYOCTaHIIUSAM,
UCIIOJIb3yEMbIM B KQ4€CTBE MCXOAHBIX MaTEPHUAJIOB.

IMaparpa¢ 2. Beenenue

288. JlepkaTenn perucTpallOHHbBIX YIOCTOBEPEHNUN U MIPOU3BOAUTENN
JIEKapCTBEHHBIX MIPENApaTOB UCIOIb3YIOT B KAUECTBE HCXOJHBIX MAaTEPUAIOB TOJIBKO TE
aKkTUBHbIE (papmaneBTHUeckue cyoctaniuu (nanee — ADC), KOTOpbIe IPOU3BEIEHBI C
coOmoenneM Hacrosimero Ctangapra. OTi NpuHUUIIBI TPpou3BoacTBa ADC U310KEHBI
B HacTosmel yactu Cranjapra.

Maparpa¢ 3. Lean

289. Hacrosmas yacts CTangapTa npeacTaBisieT co00i pyKOBOISININE YKa3aHUs,
Kacaromuecs Haanexaiiero npou3Boctsa ADC ¢ COOTBETCTBYIONIECH cUCTEMO
yrnpaBieHus kadyecTBoM. OHa Takxke MpeHa3HaueHa JJis IOMOIIY B 00eCIeYeHUH
kauecTBa U YUCTOTHI ADC COOTBETCTBUM C NMPEAbIBISIEMbIMU K HUM TPEOOBAHUSAMH.

B nacrosieit yvactu Crannapra NOHITHE «ITPOU3BOJICTBOY» BKIIIOYAET B ce0s BCe
Bubl onepanuii ¢ ADC: mpuemky MaTepHuaioB, IPOU3BOJICTBO, YIIAKOBKY,
nepeynakoBKy, MapKUPOBKY, IEPEMAPKUPOBKY, KOHTPOJIb Kau€CTBa, BbIAAUY
pa3pelIeHHs Ha BBITYCK, XPAaHEHUE U PEATU3ALIMIO, & TAKXKE COOTBETCTBYIOILIUE MEPHI
KoHTpoJs. HacTosiiumii CTanaapT B LEIOM HE pacpOCTPAHSIOTCA Ha BOIPOCHI OXPaHbl
Tpy/Zla epCOHaa, 3aHsITOr0 B MPOU3BOJICTBE, a TAK)KE HE 3aTParuBarOT BOIPOCHI
3allUThI OKpykatouei cpenibl. KoHTpoIib, OCYIIECTBISEMBII B 3TOM CiIy4ae, sIBIsSETCS
HETMOCPEICTBEHHOM 00s13aHHOCTHIO MTPOU3BOIUTEIIS U PETJIAMEHTUPYETCS
3aKOHOJIATEIBCTBOM.

HacTosamuit CtannapT He yCTaHaBIUBAIOT TPEOOBaHMSL, IIPEIbABISEMbIE IPU
BKiroueHn ADC B rocy1apCTBEHHBIN PEECTP, U HE 3aMEHSIOT (papMaKONEHHbIX
TpeOoBaHuil. OHU HE 3aTparuBarOT (PYHKIMH YIOJTHOMOYEHHBIX OPraHOB
yCTaHaBJIMBATh 0COOEHHBIE TPEOOBAHMS K BKIIOUEHHUIO B TOCYAAPCTBEHHBINA PEECTP
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JIEKAPCTBEHHBIX CPEJICTB (K MOJYYEHHUIO pa3pelieHus (JIMIEH31N) Ha TPOU3BOICTBO)
ADC.

IMaparpa¢ 4 Ob6aacTy npUMeHEHUSI

290. Hacrosmas yacts CTangapTa ycTaHaBIUBaeT TPeOOBaHUS K TIPOU3BOJICTBY
A®C, ucnonb3yeMbIX IPOU3BOJACTBE JIEKAPCTBEHHBIX NIPENApPaTOB I MEAUIMHCKOTO.
K npouzBoactBy crepunbHbix APC OHa MpUMEHUMA TOJIBKO 0 CTaIUU CTEPHIIN3ALIUN
Y HE paclpOCTPaHSAETCS Ha MTPOLIECCHl CTEPUIIN3ALMU U IIPOU3BOJACTBA CTEPHIIBHBIX
A®C B acenTUYECKUX yCIOBUAX. ITU MPOLECCHI IPOBOIAT COOTBETCTBUU C
OPUHLUIIAMH, IPEAYCMOTPEHHBIMU HacToAMM CTaHAapTOM, U TPEOOBaHUSAMU,
npeaycMoTpeHHbIMH npuitokeHneM Ne 1 Hacrosimero Crangapra.

Hacrosmas yacts CtaHmapTa He pacIpOCTPAHSAETCS HA LIEJIBHYIO JOHOPCKYIO
KPOBb U IJ1a3My, TOCKOJIBKY TPeOOBaHUS 110 3a00PY U HCTIBITAHUIO KPOBU
PETYIUPYIOTCSI COOTBETCTBYIOIMMY HOPMATUBHBIMM IIPABOBBIMU aKTaMH, OJHAKO
pacnpoctpansiercss Ha ADQC, nojrydyaemsble C UCIOIb30BAHUEM JIOHOPCKOM KPOBU UJIU
IUTa3MBbl B KAYECTBE UCXOAHOTO ChIpbs. HacTosmas yacte Crannapra He
pacnpocTpaHsieTcsi Ha HepacpacoBaHHBIE JIEKAPCTBEHHBIE CPEJICTBA U IPUMEHSETCS KO
BCEM JPYTMM aKTHBHBIM HCXOJIHBIM MaTEpHAJIaM C yYETOM JIFOOBIX OTCTYIUICHHH,
IIPEyCMOTPEHHBIX NIPUIIOKEHUAMHU K HacTosAmero Crannapra, B Y4aCTHOCTH
npwiokeHussMu Ne 2 — 7, riie ykazaHbl JONOIHUTENbHbIE TpeOoBaHusa kK ADC.

Paznen 19 nacrosimeit yactu Ctangapra COJIEpKUT TpeOOBaHUS,
pacrpoCTpaHsOIIKECs TOJIbKO Ha Tporn3BoAcTBO ADC, UCNonb3yeMbIX ISl HOTYyYEHUS
JIEKapCTBEHHBIX MPEMapaToB, MpeIHa3HAYECHHBIX JIJIs1 KIMHUYECKUX UCCIIEIOBAHUM.

[Ton ncxoaupiMu MaTtepuanamu s mpou3BoicTBa ADC MOHUMAKOTCS ChIPhE,
IPOMEKYTOUYHBIE MPOAYKTHI WM IPyTHe aKTUBHBIC (DapMaIieBTHUECKUE CyOCTaHITNH,
KOTOPBIE UCOJIBb3YIOTCA B IPoU3BoACTBE ADC U KOTOPBIE KaK BayKHBIN CTPYKTYPHBI
dbparmenT BBOASTCS B CTpyKTYpy ADC. Ucxoanbie MmaTepuaibl sl TPOU3BOJICTBA
A®C 3akynaroTcs Mo COTJAlIeHHIO Y OJHOTO WM HECKOJIBKUX MOCTABIIMKOB JIMOO
MPOU3BOAUTHCS caMOCTOSATENbHO. MIcxomHbie MmaTepuaiibl s mponsBojcTBa ADC, kak
IIPaBUJIO, UMEIOT YCTAHOBJIIEHHBIE XUMUYECKUE CBOMCTBA U CTPYKTYPY.

[IpousBoauTensb onpenensier u JOKyMEHTaIbHO 000CHOBATh CTaUI0, C KOTOPOI
HaunHaeTcs npou3BoicTBO ADC. Jlyist mpoI1ieccoB CUHTE3a 3Ta CTaus ONPEIEETCS
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KaK CTaJus BBOJA B TEXHOJIOTMYECKUM MPOLIECC UCXOTHBIX MaTEPUAIIOB JIJIsi
npousBoacTBa ADC. Jlns apyrux mnpoieccoB (hepMeHTaluu, IKCTPaKIUU, OUUCTKH
p.) JaHHYIO CTaJAUI0 ONPEACIISIIOT ¢ YIETOM KOHKPETHBIX OCOOCHHOCTEH
npou3BojicTBa. B Tabnuie «lIpumenenne nonoxenuit yactu Il Hacrosmero Crangapra
K mpou3BoaAcTBY ADCy» npuBeeHbI PyKOBOSIINE YKa3aHUsI OTHOCUTEIIBHO MOMEHTA,
KorJa OObIYHO BBOJSIT B MPOIECC UCXOAHBIE MaTEpHUAIIbI JJIsl IPOU3BOJICTBA AKTUBHBIX
dapmarneBTryeckux cyocranumii. HaunHas ¢ aToi ctaauu, Ha JaHHBIE IPOMEXKYTOUHbIE
npoAyKThI U (Miu) ctaauu nmpou3BojictBa ADC nelcTBYIOT TpeOOBaHUS HACTOSIIIEH
gactu Ctangapra. OHU BKIIIOYAIOT B CEOSI BAIMIAIIUIO KPUTHYECKUX CTATUN
MIPOU3BOJICTBEHHOTO IMPOIIECCa, OKa3bIBAIOIIUX BiUsHUE Ha KauecTBO ADC. B To ke
BpeMsi BLIOOP TPOU3BOUTENIEM CTAJIMU TEXHOJIOTUYECKOTO IIpoliecca JJisl POBEICHUS
BaJUAAIMKU HE 0053aT€TbHO 03HAYAET, YTO ATA CTA/IUA ABJISIETCS KPUTHUECKOM.
TpeboBanus Hactosiie yactu CTaHaapTa pacCpOCTPAHSIIOTCS, KaK MPaBUIIo, Ha
CTa/IV¥, BBIJICTICHHBIC B YKa3aHHOU TA0JIHIIE CEPHIM IIBETOM. DTO HE 03HAYAET, YTO B
IpoI1iecce MPOU3BO/ICTBA BBIMOJIHSIETCS BCE CTAINM, YKa3aHHBIC B JAaHHOM TabJIuUIIe.
Crporocts cienoBanusi TpeOoBaHUAM HacTosiei yactTu CTaHaapTa BO3pacTaeT OT
paHHuX ctaauii npou3BoacTBa ADC Kk 3aBepLIAIOIINM CTAAUSAM TEXHOJIOTUYECKOTO
npolecca, OUUCTKU U ynakoBku. Takyto o0paboTky ¢pusnyeckumu Mmerogamu ADC, kak
IpaHyJIMpPOBaHUE, TOKPHITHE 000JOUKON MITH PU3NUECKOE U3MEHEHUE pa3Mepa YaCTHI]
(Hanmpumep, rpyObIid U TOHKUI TTIOMOJT), TPOBOJSIT COOTBETCTBUU C TPEOOBAHUSIMU
Hacrosimero Crannapra. Hacrosimas yacte CTaHgapTa HE IPUMEHSIETCS K CTa/IUSIM,
KOTOPBIE MPEIIIECTBYIOT BBEICHUIO B MPOLIECC BEMIECTB, ONPEICICHHBIX KaK UCXOIHbIC
MaTtepuaibl 1Jis MPOU3BOICTBA AKTUBHBIX (papMalleBTUYECKUX CyOCTaHIUH.

yactu Il Ctannapra ucnonb3yercs MOHITHE «aKTUBHAs (papmarieBTUYeCKas
cyOcTaHIUs, KOTOPOE pacCMaTPUBAIOT KAaK CHHOHUM TTOHSITUS «aKTUBHBIN
dbapmaneBtuyeckuiit uarpeaueHT (ADUN). [TonsTus, ynorpediasieMble B HACTOSIIICH
yactu Ctangapra, U Ux onpejaeneHus (KoTopbie npuBeaeHsl B pazzaene 20 « TepMunsl u
ONpENENICHUs ) IPUMEHSIOT TOJbKO B yacTh I Hacrosimero Crannapra. s
aQHAJIOTUYHBIX OHATUH, ynoTpeOasieMbix B yacTu | HacTosiux [IpaBun, npuBeaeHbl
ompeseneHus B o0mieM pazzaene « TepMunsl u onpeaenenus» Hacrosmero Ctanaapra,
cJeI0BaTeIbHO, UX MPUMEHSIOT TOJIBKO B KOHTEKCTE YyacTh | Hactosmero Ctanaapra.

Taomumna 1

[Tpumenenune nonoxenuii yactu Il Hacrosgmero Crtanmapra k npousBoacTsy ADC
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Ka3aKCTaH PeCﬁyﬁﬂHKaCHHL]I—[ OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI
DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB
Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

03.04.2023
21.04.2023
03.04.2023
21.04.2023

Twum nponssoacTBa

HaumenoBanue craguu npousBojictBa ADC, Ha KOTOpBIE paclpocTpaHsercs AecTBre mojoxeHuid yactu I Hacros-
mero Ctanmapra (BBIAEIEHBI CEPBIM I[BETOM)

IIaparpa¢ S. YupasiieHue kauecTBOM

MPOU3BO/ICTBO T — o0paboTka
TPOHM3BOJICTBO BBEJICHUC B MIPOIIECC MIPOMEKYTOYHOTO - (u3ngecKuMU
Xumuaeckoe HCXOHOTO CBIPBSI HCXOHOTO CHIPBSI ISt MPOYKTa OUHCTKA METOAMH U YIIaKOB-
MIPOU3BOICTBO s ADC npousBojactea ADC Ka
ADC, nonyuae- cOop opraHos, HU3MelbuCHHE, BBEJICHHE B MPOLIECC | BBIACICHUE o00paboTka
MbIC U3 KUJIKOCTEH WITH CMeLINBaHUE H (WIIH) HCXOJHOTO CHIPBS u ¢buznuecKuMu
CBIPbS JKUBOTHOT'O TKaHel nepBUYHas 06paboTKa ULt OYHCTKA METOJAMH U YIIaKOB-
IIPOUCXONCHUS npomsBozacTBa ADGC Ka
A®DC, omygae- c6op pacTeHHit U3MENbYCHUE U BBCJICHUE B IIPOLIECC | BBLICICHUE 00paboTKa
MbIE U3 MePBUYHAST SKCTPAKIHS HCXOIHOTO CHIPBS u ¢bu3ngecKuMU
CBIPbSI PACTHTEb- TUTSE OYHCTKA METOIAMH U YIIaKOB-
HOTO npousBojacTBa ADC Ka
HPOHCXOXKICHHS
PacTutenbHbIe 9KC- c6op pacTeHuit U3MENbYCHUE U _ JanbHeHmas 00paboTKa
TPaKTBI, NepBUHAS SKCTPaKIHs 9KCTPAKIIHL ¢u3nuecKkuMU
HCTIONTb3yEMBIC B METOAMH U YIIaKOB-
Ka4ecTBe Ka
ADC
ADC, cocrosiue cOop pacTeHH# 1 U3MeIbUeHNE - - o0OpaboTka
u3 (nm) (pactupanue, (usHyecKUMH
Ppa3MeNIbUCHHBIX KyJIbTUBHPOBAHHE U IpobIieHHeE) METOJaMH U YIIaKOB-
unm c6op Ka
pacTepThIX B MOPO-
IIOK
pacteHuit
brotexHomorus: CO3/1aHHE ITIABHOTO U nojzeprkaHue paboue- KyJIbTUBHPOBAHHE BBIJICTICHUC obpaboTka
(bepmenTanys pabouero 6aHKOB ro KJIETOK U (WJIH) u (usnyecKUMHU
(xyIBTHBHpPOBA- KIIETOK 0aHKa KJICTOK bepmeHTaUsA OYHCTKA METOJAMH U YIIaKOB-
HHUE KJIETOK) Ka
«Kiaccuaeckasn» cozmanme 6aHka nojiIepskanue GaHka BBOJI KJICTOK B IIPO- BBIZICTICHUC o6paboTka
bepmenTanus s KJIETOK KJIETOK ecc u (uznuecknMu
HPOHU3BOACTBA ¢depmeHTann OYHCTKA METOaMH U YIIaKOB-
ADC Ka
-—~—._\_\_\_‘_\_\_\_\_
Veunenue tpeboRadmil HAQIeKaMeH NPOH2E0ICTECHHON IPakTHEH _h_h:;}

291. 3a kauecTBO OTBEYAET BECh MEPCOHA, 3AHATHIA B IPOU3BOJICTBE.

292. Kaxablii MpOU3BOAUTEINb pa3padaThiBAET, JOKYMEHTAIBHO O(POPMIISIET U

BHEIpsET dPHEKTUBHYIO CUCTEMY YIIPABJICHHS KAYECTBOM MPU aKTHBHOM YYaCTHHU

PYKOBOIAIICTO U COOTBCTCTBYIOIICTO ITPOU3BOACTBCHHOI'O IICPCOHAJIA.
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293. Cucrema ynpaBieHUs KAYECTBOM OXBAThIBAET OPTAHU3ALMOHHYIO
CTPYKTYpPY, IPOLEAYPhI, IPOLECCH U PECYPCHI, @ TAKXKE JEATEIIbHOCTh, HEOOXOUMYIO
Uit obecnieueHus rapanTuu cooTBeTcTBUsI ADC BceM TpeOOBAHMSIM COOTBETCTBYIOIIUX
crenu(uKanuii B OTHOIIEHUH KaueCTBa U YUCTOTHI. OnpeaensoT u opopmIIsioT
JOKYMEHTAJIbHO BCE BUJIbI I€ATEIbHOCTH, UMEIOIINE OTHOIIEHHE K KAYECTBY.

294. meroTcst He3aBUCUMBIN OT MPOW3BOICTBEHHOTO OT/eNa OTAeI (OTIEIIbI)
Ka4ueCcTBa, KOTOPHIN BHIMOTHAET QYHKIIUHA 00ECTICUCHUS Ka4eCTBa M KOHTPOJIS Ka4eCTBa.
310 MOTYT OBITh JINOO OTAEIBHBIC CITY>KOBI 0OECTICUeHUS KAUeCTBA U KOHTPOJIS
KadecTBa, MO0 OJTHO JIUIIO WIIH TPYIINA JUI] B 3aBUCUMOCTH OT Pa3MEPOB U CTPYKTYPHI
OpraHU3aINH.

295. To4HO OnpeAeIsIIOT JUll, yIIOJJHOMOYEHHBIX BbIIABaTh Pa3pellcHUE Ha
BBIITYCK MPOMEKYyTOUHOU nponaykunu u ADC.

296. Bcee aeiicTBusi, UMEIOILIME OTHOIIEHUE K Ka4€CTBY, O(POpPMIISIOT
JIOKYMEHTAJIbHO HETIOCPEJICTBEHHO MPHU UX BHITTOJTHEHUHU.

297. JIrob0oe OTKJIOHEHHE OT YCTaHOBJIEHHBIX IPOLELYP OPOPMIISIOT
JOKYMEHTAJIbHO 1 000CHOBBIBAIOT. [IpoBOAMTCS paccienoBaHne KPpUTHUECKUX
OTKJIOHEHMH, a TaKkke 0(POPMIISIIOT TOKYMEHTAIBHO 3TO PACCIEA0BAHUE U CIICTAHHBIE
BBIBOJIBI.

298. Marepuaisl He pa3pelieHsl K BBITYCKY UM UCIIOIb30BAHUIO 10 TTOJIYYEHHUS
YAOBJIIETBOPUTEIBHOIO 3AKIKOYEHUS 10 PE3yIbTaTaM OLEHKH, IPOBEACHHON OTAEIOM
(oTHenaMu) KauecTBa, €CIU Ha MPEANPUSITHU HE CYLIECTBYET COOTBETCTBYIOIIUX
CHCTEM, Pa3pelIaoINX TaKOE UCII0JIb30BaHNE (HAPUMED, BBIITYCK B CTaTyCe
KapaHTHHA, KaK OMUCaHo B MyHKTe 474- HacTosuieit yvactu Crangapra, 1ubo
VCIIOJIb30BAHUE CHIPhS WM IPOMEKYTOYHOU MPOIYKIIMH, OLIEHKA Ka4eCTBA KOTOPBIX
€Ille HE 3aBEPILECHA).

299. Pa3zpabaTbIiBatoOT NpOLEAYPhl CBOEBPEMEHHOT'O OMOBEIICHHS OTBETCTBEHHBIX
PYKOBOJSIIHUX JIUI] O PE3YyJIbTaTaAX MHCIIEKIHUH YIIOJTHOMOYEHHBIX OPTaHOB, CEPbE3HBIX
He/J0CTaTKax B OTHOIIEHUHU coOItoAeHus TpeOoBaHuil HacTosero Cranaapra,
nedeKkTax NpoayKIUU U O PUHATUU COOTBETCTBYIOIIMX MEp (HApuMep, O IPETEH3UAX
B OTHOLLUEHUU Ka4yeCTBa, OT3bIBAX, JEHCTBUAX YIOJTHOMOYEHHBIX OPTraHOB U JIp.).
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300. 1y 1OCTUXKEHHUS LIENI YIIPABIICHUS Kau€CTBOM BHEPSIETCS BCECTOPOHHE
pa3paboTaHHas ¥ MPaBUILHO (GYHKIIMOHUPYIOIIAs CHCTEMa KauyecTBa, BKIIIOYAKOIIas B
ce0s Ha/IIeXKaIIyto MPON3BOJICTBEHHYIO MTPAKTUKY, KOHTPOJIh KaueCTBa U yIPaBIICHNE
pUCKaMH JIJISl Ka4eCTBa.

IHaparpad¢ 6. YnpasiaeHue puckamMu AJ1sl Ka4ecTBa

301. YopaBneHue puckamu JUisi KauecTBa SIBJISIETCS] CUCTEMATUUYECKUM
IIPOIIECCOM OIIEHKH, KOHTPOJISI, Tepenadr nHpopMmamuu 1 0030pa pUCKOB JIJIsl Ka4eCTBa
A®C. I1OT npo1Iecc MOKHO OCYHIECTBIATh KaK NEPCHEKTUBHO, TAK U PETPOCTIEKTUBHO.

302. Cuctema ynpaBieHUs pUCKaMU sl KaueCTBa TApaHTUPYET, YTO:

OLIEHKA PUCKOB 0a3upyeTcs Ha HayYHBIX 3HAHUSX, OTIBITE IPOU3BOJICTBA U B
KOHEYHOM CUeTe CBA3aHa C 3alMTON MalieHTa MyTeM oOMeHa HHpopmanuei ¢
norpedutenem ADC;

YpOBEHb yCUIUH, (hopMaIu3alii U JOKYMEHTaILHOTro 0(hOopMIIEHHUS Mpolecca
yIpaBJIEHUs PUCKAMU JIJIsl KAU€CTBA COM3MEPHUM C YPOBHEM PUCKOB.

[TpuMepsl Ipo1EeCCOB U MPUMEHECHUS YIIPABIICHUSI PUCKAMU I KA4€CTBa
npuBeAeHbl B yactu Il HacTosimero Crangapra.

IHaparpa¢ 7. O0s13aHHOCTH OTAC/IA (OTAEJI0B) KaYecTBa

303. Otnen kayecTBa BOBJICUEH B PEIIEHUE BCEX BOMPOCOB, OTHOCSIIUXCS K
Ka4yeCTBY.

304. Otnen kayecTBa pacCMaTPUBAET U COTJIACOBBIBAET BCE JOKYMEHTHI,
MMEIOIIUE OTHOLICHUE K KaUeCTBY MPOTYyKIIUH.

305. OcHOBHBIE 003aHHOCTH HE3ABUCUMOI'0 OT/EJIa KAaYeCTBA HE MOJIEKAT
nepeaade Apyrum ciyk0am. ITu 00sI3aHHOCTH MPEJICTABIISIIOT B MUCbMEHHOM BUJIE U
BKJIIOYAIOT clieqlytoliee (HO He 00s13aTeNIbHO OTPAaHUYUBATHCS TUM):
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BblJ]a4ya pa3peuieHus Ha BhIMycK Wi oTkiloHeHue Bcex ADC. Boinaua
pa3penieHns Ha BIMYCK WX OTKJIOHEHHE TPOMEKYTOYHON MPOAYKIIHH,
IpeIHa3HAYCHHOW TSl HCTIOB30BaHUsI BHE ChEphl KOHTPOJIS TIPEATIPUSTHS-
IIPOU3BOIUTEIS;

CO3JJaHHUE CUCTEMBI BBIIAYN PA3PELICHKs Ha BBITYCK WA OTKJIIOHEHUS UCXOJHOTO
CBIPbsl, IPOMEKYTOYHON NPOIYyKIIMH, MAaTEPUAJIOB I YITAKOBKH U MapKUPOBKH;

ITPOBEPKA 3AIIOJIHEHHBIX 3AIIMCEN 10 MMPOU3BOJICTBY CEPUH U IOKYMEHTOB
71a00paTOPHOTO KOHTPOJISl B OTHOIIEHUH KPUTHUECKUX CTaul Mpoliecca nepes
BbIJjauell pa3zpemienHus Ha Boiyck ADPC nis peanuzanuu;

o0ecrieueHune paccie10BaHus IPUYNH KPUTHUECKUX OTKIIOHEHUM U X
YCTpaHEHHUE;

COTJIACOBAHME WJIM YTBEPKJICHHE BCEX creu(PUKaIil 1 OCHOBHBIX
POU3BOJICTBEHHBIX UHCTPYKIIUH;

COTJIACOBAHME WIM YTBEPKICHHUE BCEX IPOLIENYDP, KOTOPbIE MOT'YT OKa3bIBaTh
BJIMSIHUE HA Ka4€CTBO NMPOMEXKYTOUHOU npoaykunu nuiu ADC;

oOecrieyeHue NpoBe/IEHNs BHYTPEHHUX ayJUTOB (CAaMOMHCIIEKIIHIT); 0J00peHne
MPOU3BOIUTENEH TPOMEKYTOUHOM MTpoayKiuu 1 ADC, paboTalmux Mo KOHTPAKTY;

YTBEPKJAECHUE U3MEHEHUI, KOTOPbIE MTOTEHIIUAILHO MOTYT MOBJIUSITh HA KAYE€CTBO
MPOMEKYTOUHOM npoaykiuu uiu ADPC;

PaCcCMOTPCHHUC N YTBCPIKACHUC ITPOTOKOJIOB U OTUCTOB I10 BAJIMAAIINH,;

obOecreyeHmne IMPOBCACHUA pACCICAOBAHNA U IIPUHATHUA peHICHI/Iﬁ 110 IMMPECTCH3HAM,
CBA3aHHBIM C KQYCCTBOM,

MOJITBEPKJICHUE TOTO, UTO CUCTEMBI, UCTIONB3YIOIIHECS ISl TEXHHUECKOTO
o0cyKUBaHUS, KATUOPOBKH U MOBEPKU KPUTUUECKOTO 000PYI0BAHUS, SIBISIOTCS
3¢ (PeKTUBHBIMU;

o0ecriedeHre UCTIBITAHUI UCXOTHOTO CHIPhS M MaTepUAIOB U JJOKYMEHTAILHOTO
o opMIICHUS PE3YIHTATOB;

oOecrieyeHue HaIM4uus JaHHBIX O CTAOMIIBHOCTH JIJISl OATBEPKACHUS
YCTaHABJIMBAEMBIX 1T IPOBEICHUS ITOBTOPHBIX UCIIBITAHUN WIIM UCTEUYEHUS] CPOKOB
TOJTHOCTH, a Takxke ycnoBuil xpaneHust ADQC u (W1n) TpoMeKyTOUHON NPOAYKIUHU B
TeX CIydasiX, KOT/ia 3TO 1eJIeco00pa3Ho;
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MpOBEJIEHHE 0030pOB KauecTBa MPOIYKIMH (COTIACHO YKa3aHUsIM, IPUBEACHHBIM
B nnyHKTe 309 HacTosimen yactu Cranaapra).

IHaparpa¢ 8. O0s13aHHOCTH 110 NTPOU3BOJACTBEHHOM 1eATEJIbHOCTH

306. O0s3aHHOCTH 110 TPOU3BOICTBEHHOM JIEATEILHOCTH MPECTABISIIOT B
MMCbMEHHOM BHJI€ U BKJIIOUYAIOT CJIeAYyIOIIee (HO HEe 0053aTeIbHO OrpaHUIMBAThCS
ATUM):

1) pa3zpaboTka, mepecMOTp, YTBEPKICHUE U PACTIPEICIICHIE HHCTPYKITUN 110
MPOU3BOJICTBY MPOMEKYTOUHON o ayKiuu win ADC B COOTBETCTBUH C
YTBEPKIACHHOMN MPOLIETYPOH;

2) npouzBoacTBo ADC u, npu HEOOXOAUMOCTH, TPOMEKYTOUHOM NPOAYKIMHU B
COOTBETCTBMM C 3apaHEe YTBEPKIACHHBIMU HHCTPYKIUSAMY;

3) paccMOTpEHHE BCEX 3aIMCEN MO MPOU3BOJICTBY CEPUH MPOTYKIHUH U
TIOJITBEPIKIACHUE VX 3aIOJTHEHUS U TIOITUCAHHUS,

4) o0OecreyeHne 00s3aTeILHOTO JOKYMCHTHUPOBAHUA BCCX OTKJIOHEHHH OT
Imponecca nNponu3BoJACTBa U MPOBCACHUS UX OLICHKU, a TAKIKC PpaCCIICJOBAHNA BCCX
KPUTHYCCKHUX OTKJIOHCHUU U AJOKYMCHTAJIbBHOT'O 0(1)OpMH€HI/IH IMOJIYUYCHHBIX BBIBOIOB,

5) obecnieyeHrne YUCTOTHI MPOU3BOJACTBEHHBIX TTOMEIICHUHN U, TIPH
HEO0OXOJMMOCTH, UX JAC3UH(EKIINY;

6) obecrieueHre BBIIOJIHEHUSI HEOOXOUMBIX KaJIMOPOBOK, a TAK)KE BEJICHUS U
XPaHEHUS 3aIUCe;

7) obecrieuenre 00CITy)KMBaHUSI TTIOMEIICHU U 000PYI0BaHUS, & TAK)KE BEJICHUS
Y XpaHCHHUS 3aIHCe;

8) obOecreyeHne IMPOBCPKHU U COTTTACOBAHUA ITPOTOKOJIOB BaJIMJAIIUU U OTUCTOB;

9) olleHKa MpeaaraeéMbIX U3MEHEHUH B OTHOIIIEHUH TPOAYKIINH, TIPOIIecca WTH
000pyn0OBaHUs;

10) oGecnieuenne KBanuUKaMU HOBBIX U, IPU HEOOXOAUMOCTH,
MOJIEPHU3UPOBAHHBIX MTOMEIICHUI U 000pYy10BaHUSI.
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ITaparpa¢ 9. BuyTrpenHue ayauThl (CAaMOMHCIIEKLUSA)

307. Jlyist moaTBep keHusi COOTBETCTBUS npon3BoacTBa ADC TpeboBaHUAM
Hacrosero CTanaapra peryasipHO IPOBOJAT BHYTPEHHUE ayAUThI COTJIACHO
YTBEPXKIECHHOMY TpaduKy.

308. Pe3ynbTaThl BHYTPEHHETO ayANTa U MOCIEIYIOMINE KOPPEKTUPYIOIINE
nerucTBUs 0OPMIISIIOT TOKYMEHTAIBHO U IOBOJST J0 CBEJACHUS OTBETCTBEHHBIX
pykoBoauTenei npeanpusatus. CoriacoBaHHbIE KOPPEKTUPYIOIIUE AEHCTBHS
BBITIOJTHSIFOT CBOEBPEMEHHO U 3()(PEKTUBHO.

IHaparpa¢ 10. O030p kayecTBa NPOAYKLHHU

309. [ns noaTBep K AeHMs MOCTOSHCTBA MPoliecca PErysipHO MPOBOIAT 0030p
kauectBa ADC. Takue 0030pbl KaUeCTBa MPOBOISAT, KaK MPABUIIO, €XKETOHO C
MOCIIEYIOIINM JOKYMEHTaIbHBIM oopmieHrnemM. OHM BKITIOUYAIOT B ce0s, IO KpaiHei
Mepe, CIEeAyIOIIee:

1) 0630p pe3yIbTaTOB KOHTPOJIS B MPOIIECCE MPOU3BOJICTBA MO KPUTHUYECKUM

TouKaM U ucibITaHuil ADC 1o KpUTHUECKUM MOKA3aTeIsIM;

2) 0030p Bcex cepuii, He COOTBETCTBYIOIINX YTBEP)KICHHBIM CIIEIU(DUKAIUSIM;
0030p BCEX KPUTHUECKUX OTKJIIOHCHHWH WJIM HECOOTBETCTBUM U CBSI3aHHBIX C HUMHU
pacciieI0BaHHUi;

3) 0030p MHOOBIX U3MEHEHHI, BHECEHHBIX B IPOLIECCHI MJIM AaHATTUTUYECKUE
METOIUKU;

4) 0030p pe3ynbTATOB IMIPOTPAMMbI U3YUCHHS CTAOMITHLHOCTH;
5) 0030p Bcex BO3BPATOB, MPETEH3HI U OT3BIBOB, CBA3aHHBIX C KAYECTBOM;
6) 0030p aJEKBaTHOCTH KOPPEKTUPYIOMIUX TCHCTBHMA.

310. AHaTU3UPYIOTCS PE3yIbTAThI 3TOr0 0030pa U OIEHUBAIOTCH,
IpEeANPUHUMAIOT KOPPEKTUPYIOIIEe NeHCTBUE MIIH TIPOBOJIAT MOBTOPHYIO BATUAAIUIO.
O6ocHOBaHKHE HEOOXOAUMOCTH TAKOT'0 KOPPEKTUPYIOIIETO AEHCTBUS 0QOPMIISIIOTCS
JTOKyMeHTaJIbHO. CorlacOBaHHBIE KOPPEKTUPYIOIIUE AECHCTBUS OCYILECTBISIOT
CBOEBpEeMEHHO U 3(DEKTUBHO.
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IMaparpa¢ 11. Ilepconan

311. JlocTatouyHOE KOIMYECTBO NEPCOHANA, UMEIOIIETO COOTBETCTBYIOIIIEE
oOpa3oBaHue, MOATOTOBKY U (MJIM) MPAKTUUECKHUM OMBIT JIJIs1 OCYIIECTBICHUS
MPOU3BOACTBA MPOMEKYTOUHOM npoaykiuuu 1 ADC, a Takxke Haa30pa 3a ux
IIPOU3BOICTBOM.

312. O0sa3aHHOCTH BCETO MEPCOHAa, 3aHATOTO B TPOU3BOJICTBE MPOMEKYTOUHON
npoaykiuu u ADC, TOUHO ONpeIesIeHbl U U3JI0KEHBI B MUChbMEHHOU (hopMme.

313. PerynsipHO IPOBOAUTCSI 00yUEHUE MEpCOHANIa C IPUBJICYEHUEM
KBTH(DUITUIPOBAHHBIX CIICIIHAINCTOB, KAK MUHUMYM, 110 BOIIPOCaM, CBSI3aHHBIM C
KOHKPETHBIMH OIEpaIMsIMHU, BHITIOJHAEMBIMUA COTPYAHUKOM, a TAKKe ¢ TPEOOBAHUSIMU
Hactosmux CTanaapra, UMEIOIIMMU OTHOIIEHUE K (PYHKIIMOHAJIBHBIM O0s3aHHOCTSM
cotpyaHuka. Benyrtcs 3anucu oOydeHus, a caMo oOy4eHHe MepruoNuecK OlIEHUBAIOT.

Maparpa¢ 12. 'mruena nepconaJa

314. Ilepconan co6r01aeT MpaBuia TUTUEHBI.

315. IlepcoHan HOCUTh YHCTYIO, COOTBETCTBYIOIILYIO €TI0 MTPOU3BOICTBEHHOM
NESATeIbHOCTU OJICK Y, KOTOPYIO MTPU HEOOXOIUMOCTU MEHsET. UTOOBI 3aIIUTUTh
MPOMEXKYTOUHYIO NMPOAYKIKI0O U ADC 0T KOHTaMUHALIUK, IPU HEOOXOIUMOCTH
UCIIOB3YIOT JOMOJHUTEIBHYIO 3aIUTHYIO OJEHKIY, 3aKPhIBAIOIIYIO0 TOJIOBY, JIUIIO,
PYKH U KUCTHU PYK.

316. Ilepconan n3bderaerT HEMOCPEACTBEHHOIO KOHTAKTA C MIPOMEKYTOUHON
npoaykuuei niu ADC.

317. Kypenue, xeBaHue, IprUeM MUY, TUThE U XPAaHEHUE MMUIIEBBIX MPOAYKTOB
JOIIYCKAOTCS TOJBKO B CIIEIUAJIBHO NPEIHA3HAYEHHBIX 30HaX, OTAEJIICHHBIX OT
MIPOU3BOJACTBEHHBIX 30H.

318. IIpu HaMM4UK y COTPYAHUKOB UH(PEKIIMOHHBIX 3a00JI€BAHUN UIIH OTKPBITHIX
IIOBPEXKIACHUN HA HE3AUIUIICHHBIX YYaCTKaX IOBEPXHOCTHU TeJla UX OTCTPAHSIOT OT
y4dacTus B pabote, mocKoybKy npu 3ToM kadectBo ADC nonsepraercs pucky. JIlroboro
COTPYJHHUKA C SIBHBIMU MTPU3HAKaMU 3200JI€BaHUS WM OTKPHITHIMU MTOBPEXKICHUIMU
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KOXU (110 pe3ysibTaTaM MEIUIIMHCKOT0 00CIe0BaHUs UM HAOII0/IEHHS) OTCTPAHSIOT
0T paboT, IPH BBIMOTHEHUH KOTOPBIX COCTOSIHUE €T0 37I0POBbS OKa3bIBAIOT
HeOnaronpuaTHoe Bo3zeicTBre Ha kKauecTBo ADC, 10 BRI3JOPOBICHUS I HOJTYyYSHUS
MEUITTHCKOTO 3aKII0YEHHS O TOM, YTO COTPY/IHUK JIOMYIIIEH K padoTe.

IHaparpa¢ 13. KoncyJabTaHnTbl

319. KoncynpTaHThI IO BOIPOCAM MPOU3BOJICTBA U KOHTPOJISI TPOMEKYTOUYHOU
npoaykiuu i AD®C uMeroT COOTBETCTBYIOIEe 00pa3oBaHuE, MOJTOTOBKY,
MPaKTUUECKUNA OMBIT WIH JIF0O0€ UX COUYeTaHUE ISl TOTO, YTOOBI KOHCYJIbTUPOBATH IO
BOIIPOCAM, ISl PEIIEHUS KOTOPBIX UX IPUTIIACUIIU.

320. Benercs y4er ¢ yKazaHUEM JIMYHBIX TaHHBIX, afpeca MpOoKUBaHUs,
KBaTM(UKAIIMU U BUAA YCIYT, MPEOCTABIIEMbIX STUMU KOHCYJIbTAaHTaMHU.

IHaparpa¢ 14. 3nanus U nomMeeHUu

321. 3gaHus ¥ IOMEILEHNUs, UCIIONIb3yEMBbIE ITPU IIPOU3BOICTBE IPOMEKYTOUHON
npoaykuuu 1 AQC, pacnionararoT, HPOEKTUPYIOT U KOHCTPYUPYIOT TAKUM 00pazoM,
9TOOBI 00ECIIEYUTh BO3MOKHOCTh UX OYUCTKH, 00CITYKUBAaHUA U QYHKIIMOHUPOBAHUS B
COOTBETCTBHMHM C TUIIOM M CTaAUEN TPOU3BOACTBA. [loMeneHus MPOEKTUPYIOT TAKUM
00pa3oM, 4YTOOBI CBECTH K MUHUMYMY BO3MOXHYIO KOHTaMUHaIMi0. Eciau ycTaHOBIEHBI
cnenuuKay B OTHOIIEHUH MUKPOOHOIOTHYECKUX MOKa3aTelel mpoMeKyTOUHON
npoaykuuu win ADC, noMeneHns IPOSKTUPYIOT TAKUM 00pa3oM, 4TOOBI 1O
BO3MOKHOCTH OTPaHUYUTh PUCK HEXKENATEIbHON MUKPOOHOW KOHTaMUHALIH.

322. 3paHus ¥ IOMEIICHUS 1I0CTATOYHO MPOCTOPHBIE JIJIs MPABUIIBHOTO
PacIojioKeHus: 000pyA0BaHUs, XPAHEHUS U MEPEMEILICHUS] MaTepUaIoB, YTOObI
MPEIOTBPATUTH MEPENyThIBAHUE U KOHTAMHUHAIIUIO.

323. Ecnu o0opynoBaHue (HampuMep, 3aKphIThie WIN H30JIUPOBAHHBIE CHCTEMBbI)
o0ecreuynBaeT HAJEKHYIO 3alIUTY MaTepUaIOB, OHO PACIOJIOKEHO BHE MOMEIIEHUSI.

324. IlepeMelieHre MaTEPUAIIOB U MIEPEIBUKEHUE NIEPCOHANA B 31aHUU U
NOMEIIECHUSIX TPEAYCMOTPEHO TAKUM 00