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KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay ITpuka3z Munucrpa MuHuCTepCcTBO 31paBooXpaHeHus PecryOauku
MHHHCTPJIIri 3apaBooxpaHeHus Pecry6mnku Kasaxcran

Kazaxcran ot 28 okrs16pst 2020 rozma
Ne KP ICM-165/2020.
3aperucTpupoBan B MUHHCTEPCTBE
roctuiun Pecnyonuku Kazaxcran 30
okTsa0pst 2020 roga Ne 21545

00 YTBEPKACHUH HpaBI/IJI MPOBECACHUS MPOU3BOANTEIEM

JIEKAPCTBCHHOI'0 CPEACTBA UCCJICIOBAHUA CTaﬁl/l.]IbHOCTI/I,

YCTAHOBJCHHUS CPOKA XPAHCHHUS H MIOBTOPHOI'0 KOHTPOJIA
JEKAPCTBCHHBIX CPEACTB

B cootBercTBum ¢ mynkTom 3 ctathu 231 Konekca Pecniybnuku Kazaxcran ot 7
uroiig 2020 roma «O 310poBbe Hapoaa u cucrteMe 3apaBooxpanenus» [IPUKA3BIBAIO

1. YTBepauts [IpaBuna npoBeneHus: MPOU3BOIUTEIIEM JIEKAPCTBEHHOTO CPE/ICTBA
UCCJIeIOBaHUS CTaOMILHOCTH, YCTAHOBIICHUS CPOKA XPAHEHHUS U TOBTOPHOT'O KOHTPOJIS
JIEKaPCTBEHHBIX CPEACTB.

2. [Ipu3HaTh yTpaTUBIIMMU CUITY:

1) mpuka3 MuHHCTpa 31paBOOXPAaHEHUS U COLIMATIBHOTO pa3BuThs PecnyOnuku
Kazaxcran ot 25 aBrycra 2015 roma Ne 680 «O0 ytBepxkaenun [IpaBun npousBocTaa
Y KOHTPOJISl KAYECTBA, a TAKXKE MPOBEJCHUS UCTIBITAHUI CTAOUIIBHOCTH U YCTAHOBJICHHUS
CpOKa XpaHEHUs! U IOBTOPHOI'O KOHTPOJIS JIEKAPCTBEHHBIX CPEJICTB, U3IETUI
MEJUIIMHCKOTO Ha3HAUYCHUS U METUIIMHCKON TEXHUKW» (3aperucTpupoBaH B Peectpe
roCyJIapCTBEHHOM PETNCTPAallM HOPMATUBHBIX MPAaBOBBIX akTOB oA Ne 12133,
omy6nukoBaH 10 Hosi0ps 2015 roga B nHGOPMAIIMOHHO-TIPABOBON CUCTEME «OIIIETY);

2) npuka3z MunucTpa 3napaBooxpanenus Pecryonuku Kazaxcran ot 22 anpens
2019 roga Ne KP JICM-44 «O BHECceHUH U3MEHEHUHN B HEKOTOPBIE TPUKA3BI
MunucrepcTBa 31paBooxpaHeHus Pecriyonuku Kazaxcran u Munucrtepcra
3/IpaBOOXPAHEHUS U COLMalIbHOTO pa3BuTus Pecriybonuku Kasaxcran»

QR-KOZ CONEPKUT CCHUIKY Ha
nanseii nokymenT B OKb HITA PK

OR-xon conenxkut nanurie DT nomxrocTHoro numa PITT « PTITTU
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(3apeructpupoBaH B PeecTpe rocy1apcTBEHHON perucTpaiii HOPMAaTUBHBIX MPABOBBIX
aktoB moj Ne 18582, onmy6nmkoBan 2 mas 2019 roga B 3TaloHHOM KOHTPOJIFHOM OaHKE
HOPMAaTUBHBIX MPaBOBbIX akTOB PecnyOnuku KazaxcraH B 3JIEKTPOHHOM BUJIE).

3. Komurery MmeaAUIIMHCKOTO U (hapMaleBTUYECKOr0 KOHTPOJisi MuHucTepcTBa
3npaBooxpaHeHus PecyOnuku Kazaxcran B ycTaHOBIEHHOM 3aKOHOIATEILCTBOM
Pecny6nuku Ka3zaxcran nopsinke o0ecneyuTs:

1) rocygapcTBEHHYIO pErUCTPAIMIO HACTOSIIETO NMprKa3a B MuHUCTEpCTBE
roctuiuu PecyOnuku Kazaxcran;

2) pa3MeIleHrne HaCTOSsIIETo MprUKa3a Ha MHTEPHET-pecypce MuHucTepcTBa
3npaBooxpaHeHus Pecnyonuku Kazaxcra mocie ero opunuanbHOro onyOJInKoBaHUS,

3) B TeueHuE AeCITH pabOUYnX JIHEH MOCIe TOCYJapCTBEHHOM pEerucTpaluu
HACTOSIIEro npukaza B Munucrepcerse roctuiiuu PecyOnuku Kazaxcran
npeacTtaBieHue B FOpuanueckoii nenapraMeHT MuHUCTEpCTBA 3paBOOXPAHEHHUS
Pecny6nuku Kazaxcran cBenieHuid 00 UCTIOTHEHUH MEPOIPUSATHH, MPEyCMOTPEHHBIX
NOAMYHKTaMH 1) U 2) HACTOSIIIETO MyHKTA.

4. KOHTpOJb 32 UCTIOJHEHUEM HACTOSIIETO MPUKa3a BO3JIOKUThH HA
KYPHUPYIOIIETo BUIle-MUHHUCTPA 3ApaBooxpaneHus Pecryonmku Kazaxcras.

5. Hactosimuii mpuka3 BBOJUTCA B JCUCTBUE MO0 UCTCUEHUH AECITH KaJCHIAPHbBIX
JTHEH TIOoCJIe THS €ro MepBoro oPpuIMaIbHOTO OMyOJIMKOBAHMS.

Munuctp 3apaBooxpanenusi Pecnyoiuku Kazaxcran A. Hoi
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Y TBepKIECHBI TPUKA30M
MunucTp 3apaBOOXpaHEHUs
PecnyOnuku Kazaxcran
ot 28 okTsa6ps 2020 rona
Ne KP ICM-165/2020

IIpaBusia npoBeneHus MPOU3BOANTEIEM JIEKAPCTBEHHOI0 CPEICTBA UCCIE0BAHUS
CTa0MJIBLHOCTH, YCTAHOBJIEHUS] CPOKA XPAHEHUSI U IOBTOPHOI0 KOHTPOJIsI
JIEKAPCTBEHHBIX CPE/ICTB

I'maBa 1. O0mue moJ1o;keHus

1. Hactosimmue I1paBuna nmpoBeaeHus Mporu3BOAUTEIEM JICKapCTBEHHOTO CPEACTBA
UCCIIEIOBAHUS CTAOMIIBHOCTH, YCTAHOBIICHUSI CPOKA XPAHEHUS U IOBTOPHOTO KOHTPOJIS
JIEKapCTBEHHBIX cpeicTB (nanee — [IpaBuia) pazpaboTaHbl B COOTBETCTBUHU C ITYHKTOM 3
cratbu 231 Koaekca Pecnybnuku Kazaxcran ot 7 urons 2020 roga «O 310poBbe
HapoJia U CHCTEME 3JIPaBOOXPAHCHUS» U ONPEICIISIIOT TPEOOBaHUS K IIPOBEICHHUIO
UCCIIEIOBAaHUM CTAOMIIBHOCTH, YCTAHOBJICHUIO CPOKA XPAHEHHUS U TIOBTOPHOTO
KOHTPOJISI JIEKAPCTBEHHBIX CPECTB.

2. B nHacrosimux [IpaBunax ncnosib3yrOTCs CIECIYIOIIME OCHOBHBIE TOHATHS:

1) Bannmanusi — MOJTBEPK/ICHUE HA OCHOBE MPEICTBATICHUS 00bEKTUBHBIX
CBHJICTEIIbCTB TOTO, YTO TPEOOBAHUS, MPeTHA3HAYCHHBIC JIJIT KOHKPETHOT'O
WCIIOJIb30BAHUS WJIM IPUMEHEHUS, BBITTOJTHEHBI;

2) CPOK rOJTHOCTH JIEKAPCTBEHHOT'O CPEJCTBA — JaTa, MOCJIe UCTEYCHUST KOTOPOit
JICKApCTBEHHOE CPEJICTBO HE MOJICKHUT TPUMECHECHHUIO,

3) KauecTBO JIEKaPCTBEHHOTO CPEICTBA — COBOKYITHOCTH CBOMCTB U
XapaKTepUCTHK GapMalieBTHIeCKOl CyOcTaHINK (aKTUBHOHN (papMalleBTHICCKOM
cyOCTaHIIMK) U JIEKapCTBEHHOTO Tpernapara, o0ecreunBarolias ux COOTBETCTBUE
[EJICBOMY HAa3HAUYCHHUIO;

4) 3HAYUTEJIbHbIC U3MECHEHUS — U3MEHECHMS ITOKa3aTeIel KauecTBa
JICKAPCTBCHHBIX CPCIACTB P YCKOPCHHLIX MCCICA0OBAHUAX CTa6I/IJ'IBHOCTI/I;

5) kanuOpoBKa — COBOKYTHOCTb OIEpalnii, yCTaHABIMBAIOIINX COOTHOIICHHUE
MEXy 3HaY€HUEM BEJIUYUHBI, OJTYYEHHBIM C MOMOILBIO JAHHOTO CPECTBA
U3MEPEHHUS, U COOTBETCTBYIOIINM 3HAYEHUEM BEJIMUUHBI, ONPEACIICHHBIM C TTIOMOIIBIO
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3TAJIOHA, C LIEJIBIO ONPEACIICHUS IEUCTBUTEIBHBIX 3HAUYEHUN METPOJIOTHUYECKHUX
XapaKTePUCTHUK CPEACTBA U3MEPEHUHN U (MJIN) IPUTOHOCTH K MPUMEHEHHUIO CPEJICTBA
M3MEPEHUH, HE MOJJIEKAIETO TOCY TAPCTBEHHOMY METPOJIOTUYECKOMY HaA30py;

6) KIIMMaTUYeCKasi 30Ha — 30Ha C MPeodIIaJaHueM ONpPeIeICHHBIX
KJIMMaTHYECKUX YCIOBUN B TEUCHUE TOJIa;

7) nepuoj; TOBTOPHOTO KOHTPOJISI — IEPUOJ BPEMEHHU JI0 AAThI CIAEAYIOLIETO
KOHTPOJIS, B TEYEHHE KOTOPOro yCTounBas papmalrieBTuYecKas CyoCTaHIMs Npu
HaJIeXKAalINX YCIOBUAX XPAHEHUSI COOTBETCTBYET TPEOOBAHUSIM HOPMATUBHO-
TEXHUYECKOTO JIOKYMEHTA M0 KOHTPOJIIO 32 Ka4eCTBOM U 0€30MacHOCTHIO
JIEKApCTBEHHOTO CPEJICTBA;

8) mepuoa NpUMEHEHUsI — NePUOoJ] BPEMEHHU, B TEUCHHE KOTOPOTO JIEKapPCTBEHHbBIN
IIpEnapar, NPUrOTOBJIEHHBIN ITyTEM PACTBOPECHUS WA HAXOISIIUNACSI B MHOTOJ030BOM
KOHTEHHEPE MOCJIE IEPBOI'O BCKPBITHUS, UCIIOJIB3YETCS MTALIUEHTOM;

9) cpenHss KUHETHUYECKas TEMIIEPATypa — pacueTHasi CPEAHETO10Bas
TEeMIIepaTypa XpaHeHUs JEKApCTBEHHOTO CPEACTBA, BO3ACHCTBYIOIIASI HA KUHETUKY €0
Pa3JIOkKEHHUSI IPU TAHHOM COOTHOIIEHUU TEMIIEPATYPhl U BPEMEHU UCTIBITAHUIA;

10) cpok xpaHeHus1 — IEPUOJ] BPEMEHU, B TEUEHHUE KOTOPOTO JIEKAPCTBEHHOE
CPEACTBO M MEIUIIMHCKOE U3JIeTNe TIPU HAJISKAIINX YCIOBUAX XpPaHEHUS
COOTBETCTBYET TPEOOBaHUSIM HOPMATUBHBIM JOKYMEHTAM 10 KOHTPOJIIO 32 KAYECTBOM
1 0€30MaCHOCTBIO JIEKAPCTBEHHOT'O CPECTBA U MEAUIIMHCKUX U3JIEIIHA;

11) TeXHOTOTUYECKHIA ITPOIIECC — OTIEPAIUH, CBSI3aHHBIC C TIPON3BOICTBOM
JICKapCTBEHHBIX CPEACTB M MEIUIIMHCKUX M3CIIHIA, B TOM YHCJIE, TIOJyYCHHUE CHIPhS,
00paboTKy, yITaKOBKY U MOJy4YEHHE TOTOBOM MPOTYKIINH;

12) cTabUIbHOCTH — CIIOCOOHOCTH JICKAPCTBEHHOTO CPEICTBA COXPAHSATH
CBOMCTBA B TpeiesiaX, yCTAHOBJIEHHBIX HOPMATUBHBIM JJOKYMEHTOM I10 KOHTPOJIIO 3a
KayeCTBOM U 0€30MaCHOCTBIO JIEKAPCTBEHHOT'O CPEJCTBA, B TEUEHHE CPOKA XPAHEHHUS
(meproa) MOBTOPHOTO KOHTPOJIS MPU HAAJIEKAIINX YCIOBUIX XPaHEHUS,

13) yckopeHHbIe HCClieJOBaHUSI CTAOMIBHOCTH — UCCIE0BaHUS, POBOISIINECS
C 1IEJIbIO OLIEHKH OTJAJI€HHBIX 3(P(HEKTOB TOITOCPOUHBIX UCCIIEIOBAHUN
JIEKaPCTBEHHBIX CPEACTB U BIMSHUS KPATKOBPEMEHHBIX OTKIOHEHHHA OT
perjlaMeHTUPYEMBIX YCIOBUN XpaHEHUS,
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14) uccnenoBanus CTaOMIBHOCTU B CTPECC-YCIOBUSIX (CTPECCOBBIC UCCIEAOBAHUS
CTaOMJILHOCTH ) — UCTIBITAHUS, TTPOBOJISIIIIKECS C I[EIBI0 UCCIIC0BAHUS BHIHYKIECHHOTO
mpoliecca pa3jioKeHUs HOBBIX (papMaIreBTHUECKUX CYOCTAHITNI M M3TOTOBJICHHBIX U3
HUX, JIEKAPCTBEHHBIX MPENapaTos;

15) uccrnenoBanus CTaOMIBHOCTH B PEAIBHOM BpEMEHHU (JOJITOCPOUHBIE
UCCJIeIOBaHUs CTa0UIBHOCTH) — UCCIEIOBAHUS, IPOBOISIIMECS C LIENbIO YCTAaHOBICHUS
CpOKa XpaHEHUs, TIOJITBEPKIACHHS YCIOBHOTO CPOKA XPAHECHHS M pa3pabOTKu
pEeKOMEHaIui 10 YCIIOBUAM XpaHEHUs JIEKApCTBEHHOT'O CPEJICTBA;

16) cnenudukaiys ctTabUIbHOCTH — EPeUYeHb TPEOOBAHUM, KOTOPBHIM
COOTBETCTBYET KaU€CTBO JIEKAPCTBEHHOI'O CPEJCTBA O UCTEYEHUSI CPOKA TOJHOCTU WIIH
JaThl IOBTOPHOT'O KOHTPOJIS;

17) mpOTOKOJIBI — TOKYMEHTBI, OTPAXKAIOIIKE X0 IPOU3BOICTBA KAXKION CEPUU
MPOAYKIIMH, BKJIFOYAsl pean3alluio, a TakKe Bce (haKTOpPbl, UMEIOIINE OTHOLICHHUE K
KaueCcTBY TOTOBOM MPOIyKIIHH;

18) ycnoBHBINM CpoK XpaHEeHHUs (IPEIBAPUTEIIbHBIA CPOK XPAHEHHUS) — CPOK
XpaHEHHUsI, yCTAHOBJICHHBI HA OCHOBAHUM YCKOPEHHBIX UCCIIEI0BAHUN CTAOMIBHOCTH.

I'naBa 2. Ilopsinok npoBegeHUS UCCIEIOBAHUNA CTA0UIBLHOCTH JIEKAPCTBEHHBIX
CpeaAcTB

3. UccnenoBanne cTaOMILHOCTH JIEKAPCTBEHHBIX CPEJICTB IIPOBOIUTCS
IIPOU3BOJIUTEIIEM C LIEJIBIO:

1) monydeHus: JaHHBIX 00 U3BMEHEHUU Ka4eCTBa JIEKAPCTBEHHBIX CPEJICTB BO
BPEMEHU TI0]T BIUSHAECM PA3TUIHBIX ()aKTOPOB OKPYKAIOIIEH CPEIbI;

2) yCTaHOBIICHUS CPOKA XPAHEHUS U MepUOa TOBTOPHOTO KOHTPOJIS
JIEKapCTBEHHBIX CPEICTB;

3) pa3paboTku peKOMEH Al M0 YCIOBUSIM XpaHEHUs JIEKaPCTBEHHBIX CPEJICTB;

4) ycTaHOBJICHHS TIEpUOIa IPUMEHEHUS U PEKOMEHIYEMbIX YCIOBUHN XpaHEHUs
JIEKapCTBEHHOTO IIpenapara nociie pacTBOPEHUS UK TIOCIIE€ IEPBOTO BCKPBITHS
MHOTO/I030BOT0 KOHTEHepa (TIpr HEOOXOUMOCTH);

5) o6ocHOBaHUS N30BITKA AKTUBHOTO MHTPEAUEHTA, T0OABICHHOTO IS TAPAHTHH
AKTUBHOCTH JIEKAPCTBEHHOT'O IperapaTa B KOHIIE CPOKA XPaHECHMUS.
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4. Y cnoBus UCCIENOBaHMS CTAOMIBHOCTH ONPEIEISIOTCS] BUIOM JIEKAPCTBEHHOTO
cpenctia ((hapmarieBTrueckasi CyOCTaHIMS WM JIGKAPCTBEHHBIN MTpenapar), Yuciom
KOMITOHEHTOB B JICKQPCTBEHHOM Tpemnapare (OAHO-, IBYX- HJIM MHOTOKOMITOHEHTBIH ),
IIPOUCXOXKICHNEM JICKaPCTBEHHOTO CPENICTBA (CHHTETUYECKOE MIIU OMOJIOTHYECKOe), a
TaKXe JICKAPCTBEHHOU (POPMOHA.

5. Mcnionb3yroTcs ClieyIolue yCIoBUs UCCIEI0BAHUM CTaOUIBHOCTH:
1) cTpeccoBble Uccae10BaHNs CTa0OUIBHOCTH;

2) yCKOpPEHHbIE UCCIIEI0BAHUS CTA0OUIILHOCTH;

3) JOATOCPOUHBIE HCCIIEIOBAHUS CTAOMIBHOCTH.

6. CtpeccoBble HCClIeIOBaHUSI CTAOMIIBHOCTH TPUMEHSIOTCS MPU pa3paboTKe
JIEKAPCTBEHHBIX CPEJICTB U OCYIIECTBISIOTCS B YCIOBUSIX, OTIMYAIOITUXCS OT
YCKOPEHHBIX MCCIIEIOBAaHUMN CTAOMIBHOCTH.

CTpeCCOBBIe HCCICAOBAaHUA CTaOMJIBHOCTHU IMPOBOIATCA C LCJIbIO!

1) onpenenenust xapakrepa U HaIPaBICHUS PEaKLUi pa3ioKeHHs (XUMU3M
npoiiecca);

2) BBIABJICHUA U BBIACIICHUA OCHOBHBIX IIPOAYKTOB PA3JIOKCHUA,

3) noadopa U BAIMIAIIMN METOAUK OMPEACICHUS TPOTYKTOB Pa3I0KEHUS B
UCIIBITYEMbIX 00BEKTAX.

7. Y CcKOpEeHHBIE UCCAEA0BaHUS CTAOUIBHOCTH MPUMEHSIIOTCS ITPU pa3padoTKe
JIEKapCTBEHHBIX [TPENAPATOB, TOATOTOBKE PETUCTPALMOHHOIO JOCHE U JUIS
MOJTBEPKACHUS KaueCTBa JIEKAPCTBEHHOT'O CPEJICTBA, TPOBOJISATCS B YCIOBHSIX,
BBI3BIBAIOIINX YCKOPEHHE MPOLIECCOB PA3NIOKEHUS U YXY/IIeHNE (PU3UKO-XUMHUYECKUX
CBOMCTB JIEKAPCTBEHHBIX CPE/ICTB.

YCKOpeHHLIG HCCIICOA0OBaHUA CTaOMIILHOCTHU IMPOBOJATCA C LCIIbIO:

1) onleHKM BIMSHUAS KPATKOBPEMEHHBIX OTKJIIOHEHUH OT PEKOMEHIOBaHHBIX
YCJIIOBUH XpaHEHUS;

2) NOATBEPKAECHUS OTCYTCTBHS BIMSHUS JIFOOBIX U3MEHEHUI B COCTaBe
JIEKapCTBEHHOTO Mpernapara U TEXHOJOTHYECKOM MPOLIECCe Ha CTaOMIBHOCTD MPOIYKTa;

3) yCcTaHOBIIEHHSI YCIIOBHOT'O CpOKa XpaHEHHUs (MepHo/ia IOBTOPHOTO KOHTPOJIS) U
pa3pabOTKU peKOMEHAIIUN 110 YCIOBUSIM XpaHEHUS,
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4) BbIOOpa aIeKBATHOM (C TOYKHU 3pEHUS CTA0OMIBHOCTH) JIEKAPCTBEHHOU (POPMBI,
YIaKOBKHM M CHCTEMBI T€pMETU3ALMH JIEKAPCTBEHHOIO IIpernapara.

8. YckopeHHbIE UCCIe0BaHMS CTAOUIBLHOCTH HE TIPOBOASITCS ISl U3YUCHUS
CTaOMJILHOCTH TEPMOIAOMIIBHBIX (DapMaIleBTUUECKUX CyOcTaHIui (CyOcTaHIni
OMOJIOTUYECKOTO TTPOUCXOXK/ICHHUS) U UX JIEKAPCTBEHHBIX MPENapaToB, a TAKXKe psiaa
JIEKapCTBEHHBIX (POpM (3IMyIIbCUH, Ma3el, CYyNIO3UTOPUEB).

9. JlonrocpodHble UCCISNOBAHUS CTAOMIBHOCTH MPUMEHSIOTCS TIPU Pa3paboTKe
JICKapCTBEHHBIX CPEACTB, MOJATOTOBKE PETHCTPAIMOHHOTO TOCHE, IS MTOATBEPKIACHUS
KauyecTBa JIEKAPCTBEHHOTO CPEJICTBA U BHECEHMSI H3MEHEHUN B PETHCTPAIIMOHHOE JTOChE,
TIPOBOIATCS ITyTEM OILICHKH CBOMCTB ((PU3MUECKHUX, XHMHUYECCKUX, OMOIOTHUCCKHX,
OonodapMaleBTHUECKIX 1 MUKPOOHOJIOTUYECKUX ) JIEKAPCTBEHHOTO CPEJICTBA B TCUCHHE
¥ TI0 UCTEUEHUH YCIOBHOTO CPOKa XpaHEHMsI, & TAKXKE B IIEPUOJIBI XpaHEHUS,
IPEANoJaraloIrecs B CTpaHe cobITa.

JlOATOCpOYHBIE UCCIEN0BAHUS CTAOUIBHOCTH IIPOBOAATCS C LIEIIBIO:
1) moATBEpKAEHUS YCIOBHOTO CPOKA XPAHEHUS;

2) yCTaHOBJICHUS CPOKa XpaHeHus (mepruoa MOBTOPHOTO KOHTPOJIS) U
pa3pabOTKN pEeKOMEH Il TI0 YCTIOBUSM XPaHCHHUS,

3) yCcTaHOBJICHHUS IEPHO]Ia IPUMEHEHUS;

4) moATBEPKICHUS OTCYTCTBHS BIHMSHUS JIFOOBIX N3MEHEHUI B COCTaBE
JIEKapCTBEHHOTO Ipenapara u TEXHOJIOTHYECKOM Mpolecce Ha CTaOMIIbHOCTh IPOYKTA.

10. CrabunbHOCTH (papMalleBTUUECKUX CYOCTaHIIMI U JIEKAPCTBEHHBIX
penapaTroB MPOBOJUTCS C COOIIOIEHUEM YCIIOBUN UCCIIEA0BAHMS B COOTBETCTBHH C
npuiokeHrem 1 k Hacrosiuum [paBunam.

11. Cepun dapmarneBTUYECKON CyOCTaHIIUU, TTPETHAZHAYCHHBIC TSI
UCCIIEIOBAHUS CTAOMIIBHOCTH, MPOU3BOAATCS B YCIOBUAX WJIU B MACIITa0€ OMBITHO-
IPOMBIIIJIEHHOTO MPOU3BOCTBA.

12. He ucnonbs3yroTcs 1abopatopHbie 00pasiibl hapMaIeBTUYECKON CyOCTaHIIuN
JUTS TIOJTy9eHHUsI OCHOBHOM MH(popManmu 1o ctadmibHOCTH. JlaHHBIE 00 HCCIeI0BaHUsIX
TaKuX 00pa3IoB UCIIONB3YIOTCSA B KAUECTBE IOTOJTHUTEIBHBIX CBEICHUH,
MOJITBEPKAAIONINX CTA0OMIHLHOCTD (PapMalieBTHUECKOM CyOCTaHIIHUH.

13. O6pa3isl hapMaiieBTHUECKOM CYyOCTaHIIMN OTOUPAIOTCS:
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1) nst mpoBeieHNs YCKOPEHHBIX U JOJTOCPOYHBIX UCCIIEIOBAHUM, KaK MUHUMYM
OT TPEX CEPUH;

2) 11si MPOBEJICHUSI CTPECCOBBIX MCCIIEIOBAHUN OTOUPAIOTCSA OT OJTHOM CepuHu.

14. Tlpu npoBeeHUH TOATOCPOYHBIX UCCIIEIOBAHUN CTA0OMIBHOCTH

(dapmaleBTHYECKON CyOCTaHIIMU UCIIOJIb3YETCsl YIIAKOBKA, MICHTUYHAs YIIaKOBKE,
IIPUMEHSIEMOM UL XPAHEHHUSI U PEANTN3ALNHN, NN OCYILIECTBIISIETCS €€ MOJAEIUPOBAHNE.

15. Jlnsg uccnenoBanwmsi papMarieBTUIECKON CyOCTaHITUN UCTIONB3YIOTCS
YIAKOBKH YMEHBIIEHHOTO pa3Mepa.

16. OtnenbHbIE BUABI CTPECCOBBIX UCCIIEIOBAHUI OCYIIECTBIISIFOTCS Ha
HEYNaKOBaHHBIX 00pa3ax.

17. JlabopaTtopHbie 00pa3iibl IEKAPCTBEHHOTO MpernapaTa He MPUeMIIeMbl JIs
MOJIyYEeHHS] OCHOBHOM MH(pOpMaIHK 0 CTaOMIbHOCTH. J[aHHbBIE 00 UCCIeT0BaHUSIX
TaKuX 00pa3IoB UCIIONB3YIOTCS JTUIIIh B KAYECTBE JOMOJTHUTEIBHBIX CBEICHHM,
MOITBEPKIAIONINX CTA0OMIHLHOCTD JIEKAPCTBEHHOTO TIpenapara.

18. OGpa3iibl JeKapCTBEHHOTO MperapaTra COOTBETCTBYIOT CIEAYIOIIUM
TpeOOBAHUSM:

1) oToOpaHbl KAK MUHUMYM OT TPEX CEpPUi;
2) UMEIOT OJIMHAKOBBIN COCTAaB;
3) UMEIOT OJIHY JIEKapCTBEHHYIO (popmy;

4) HaxoIATCs B YIIAKOBKE C TapO-yKYIOPOUYHBIMU 3JIEMEHTAMHM, B KOTOPOU
JIEKapCTBEHHBIH MpernapaT NOCTYIUT Ha PhIHOK (MOTPeOUTENbCKas YIIaKOBKa).

19. YacToTa KOHTPOJIsL 00pa31I0B OMPEACISIETCS YCTOMYMBOCTBIO JIGKAPCTBEHHBIX
BelecTB. KOHTpOJIb nepeuHs MaJIoyCTOMYUBBIX JIEKAPCTBEHHBIX BELIECTB, YKa3aHHBIX B
npUIoKeHUH 2 K HacTtosuuM [IpaBuiam, ocyiiecTBiIseTcs co cienyromen
NEePUOJANYHOCTHIO:

1) B YCKOPCHHBIX UCCICAOBAHHAX — CIKCMCECAYHO B TCUCHHC IICPBLIX IMCCTU
MCCAICB, 3aTCM IIPpU HeO6XOI[I/IMOCTI/I 4cpe3 KaXKAbIC TPU MCCALIA,

2) B JOJIT'OCPOYHBIX UCCIICAOBAHUAX — KAXKIBIC TPU MECAlld B TCUCHUC IICPBOI'O
roja, KaXabI€ MICCTb MCECALCB B TCUCHUC BTOPOIro roaa, 3aT€M OJWH pa3 B TCUCHHUC IroJa.

20. UccnenoBanus 0osiee yCTOMUMBBIX JIEKAPCTBEHHBIX BEIIECTB MPOBOASTCS CO
CIEAYIOLIEN NEPUOAUIHOCTBIO:
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1) B YCKOPCHHBIX UCCIICHOBAHUAX — CIKCMCCAYHO B TCUCHUC IICPBLIX TPCX
MCCAILICB, 3aTEM IIPpH H€O6XOI[I/IMOCTI/I 4gCpe3 KaXKAbIC TPpHU MECslla,

2) B JOJII'OCPOYHBIX UCCICAOBAHUAX - KAXKABIC MCCTh MCCALICB B TCUCHUC IICPBOI'O
roga, 3aTc¢M OJHH pa3 B I'O.

21. B cTpeccoBbIX HCCIEI0BAHUAX YACTOTA KOHTPOJIS ONPEAeIIsAeTCs
TEMIIEPATyPHBIM PEKUMOM XPAHEHUS: YEM BBILIE TEMIIepaTypa XpaHeHUs, TEM Yalle
IPOBOJAT UCCIIEI0BaHNE 00pPa3IIOB.

22. UccnenoBanusi 0XBaThIBAIOT T€ CBOMCTBA (ITOKA3aTEIN KaueCTBa), KOTOPHIE
MOJIBEP>KEHBI U3MEHEHHUSAM MPU XPAHECHUHU U BIUSIOT Ha Ka4eCTBO, 0€30MacHOCTb U
(wn) 3(pPeKTUBHOCTD JIEKAPCTBEHHOT'O CPEJICTBA.

23. YcnoBus ¥ IPOAOIKUTENbHOCT UCCIIEIOBaHUN (DapMalleBTUYECKOM
CyOCTaHIIMM COOTBETCTBYIOT YCIOBUSAM U CPOKY XpaHEHHUS MIPH ITOCTaBKE U
HOCTIEAYIOUIEM IPUMEHEHUH (PapMalieBTUUECKON CyOCTaHIINH.

24. B cTpeCcCOBBIX UCCIEIOBAHUAX:

1) remneparypa ycranaBmmBaercst Ha 10°C BbIle TeMIIepaTyphl yCKOPEHHBIX
HCCJICJIOBAHUIA;

2) BIUSTHUE TEMIEPATYPhl U3y4YaeTCs MPH MOCIEA0BATEIbHBIX €€ MOBBIIICHUIX HA
10°C;
3) oTHOCUTENbHAS BIAXXHOCTh YCTAHABIUBAETCS HE HUXKE 75 %o;

4) noIBep>KEHHOCTh TUAPOJIN3Y U3ydaeTCs B IIUPOKOM JHAarna3oHe KUCIOTHO-
niesniouHoro 6ananca (pH) (nmpu npumeHeHuu cyOcTaniimu B popme pactBopa wiu
CYCIIEH3UN);

5) IpOBOJUTCS OLIEHKA OKUCIIEHUS U (POTOIM3A;

6) BO3/ICHCTBHE CBETA M3yUYaeTCs IPU OOIIEH CBETOBOM 3KCIIO3UIIMU HE MeHee 1,2
+10 JIK*C U SHEPreTHUYECKOH IKCIO3uIKH B Ommkaeit Y D-o6mactu He meree 200 Br-u/m?

25. B yCKOpEHHBIX UCCIIEIOBAHUAX:

1) OTHOCHUTCJIbHAA BJIAJKHOCTD IMOBBIIIACTCA B CPABHCHUHU C OKNAACMbIMHU
YCIIOBUAMM XPAHCHUS,
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2) TeMmiieparypa ycranasiauBaercs Ha yposHe 40 + 2°C u otHocuTenbHas
BJIQXHOCTB 75 + 5 %.

26. IIpu oueHKe pe3ynbTaTOB YCKOPEHHBIX HUCCIIEIOBAHUMN BBISBIIACTCS
OTCYTCTBHE 3HAUMTEIBbHBIX U3MEHEHUH TIOKa3aTelel kauecTBa (papMareBTUIeCKOn
CyOCTaHIIMM U JIEKapCTBEHHOTO Mpenapara.

27. 3HauUTETHbHBIMU U3MEHEHUSMHU MOKa3aTesneil kauecTBa GpapmMareBTUIeCcKon
cyOCTaHIIUU SBIISIOTCS U3MEHEHHSI, PH KOTOPBIX MTOKA3aTeNI KaueCTBA BBIXOAT 32
penensl crenuPpuKanul CTa0MIHbHOCTH.

28. 3HaYnTEIbHBIMU U3MEHEHUAMU TTOKa3aTeNIel KauecTBa JICKApCTBEHHOTO
npenapara SBJISIOTCS CIeIyIONe U3MEHECHHUS:

1) cHuKeHue coliep KaHusl aKTUBHOT'O UHIPeIeHTa Ha 5 % OT MepBOHAYAIBLHOTO
3Ha4YeHUs (B MOMEHT BBIITYCKA);

2) npeBbIIICHKE MPEENIA COACPKAHUS JTO00r0 NPOAYKTa pa3IoKEeHUS;
3) HECOOTBETCTBUE MpeeiaM 3HaYeHUsI BOAOPOIHOTO nokazarens pH;

4) HECOOTBETCTBME HOPMaM CKOPOCTH PAaCTBOPEHUS TabJIETOK, KaICyJl U
CYNIO3UTOPUEB;

5) HECOOTBETCTBHE HOPMaM BHEIIHETO BHUJIa M (PU3NUECKUX CBOMCTB (LIBET,
TOMOT€HHOCTb, TBEPAOCTb, CIIEKAHUE, OTCHIPEBAHUE).

29. Ilox ycTaHOBJIEHHBIMU HOPMaMH WJIW MIPEAEIaMU SBIISIFOTCS 3HAYEHUS
nokaszaTelsiell KauecTBa, perjaMeHTupyemMble crienndukanueit crabunpsHoctu. Ecinu
3HAYNTEIIbHBIC U3MEHEHUS BBISBIICHBI IPH YCKOPEHHBIX MCCIEI0BAHUAX
(apManeBTHYECKON CyOCTaHIIMU U JIEKAPCTBEHHOI'O IIpenapara, TO UCCIEIOBaHMS
IIOBTOPSIOT IPU IIPOMEKYTOUHBIX YCIIOBUSX.

30. B 10Jrocpo4YHbIX UCCIEIOBAHUAX:

1) ycioBus uccneoBaHusl MAaKCUMAIIBHO TIPUOIMKAIOTCS K MPEoaracMbIM
YCJIOBUSIM XPaHEHUS JIEKaPCTBEHHBIX CPEICTB;

2) TemnepaTypa yCTaHaBJIMBAETCS Ha YPOBHE 25 + 20C u oTHOCHTETBHAS
BJIaKHOCTE 60 £ 5 %.

31. Ilpu uccnenoBaHusX CTAOUIBHOCTH JIEKAPCTBEHHBIX CPEACTB YUUTHIBAIOTCS
KJIMMaTUYECKHE YCIIOBHSI, B KOTOPBIX IPEIIIOIAraeTcsl IPUMEHEHUE JIEKaPCTBEHHBIX
CpelCTB. Y CIOBHUS XPAaHEHUS U yCIIOBUSA JOJITOCPOYHbBIX UCCIIEOBAaHUN CTAOUIbHOCTH B
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3aBHCUMOCTH OT KJIMMATUYECKUX 30H MPUBEICHBI B TPUIIOKEHUH 3 K HACTOSIIIUM
[IpaBunam.

32. YcnoBus v IpOAOJIKUTENBHOCTD UCCIIEI0BAHUM JIEKAPCTBEHHOTO ITpenapara
COOTBETCTBYIOT YCJIOBHUSIM U CPOKY XPAHEHUS MMPU MOCTABKE U MOCIIEAYIOIIEM
MIPUMEHEHHH JIEKAPCTBEHHOT O Ipenapara.

33. 1151 IeKapCTBEHHBIX MPENapaToB, YyBCTBUTEIIbHBIX K HATPEBAHUIO,
IIPOBOJISATCS NapallieIbHbIE UCCIAEA0OBAHUS MpU OoJiee HU3KOM TeMneparype,
ONPENEIAIONIYI0 TEMIIEPATYPY TOATOCPOYHBIX UCCIEAOBAHUM.

34. K nexapCTBEHHBIM MpenapaTaM ¢ XapaKTepHbIMU U3MEHEHUSAMH (PU3NYECKHUX
WIM XMMHAYECKHUX CBOMCTB IIPU HU3KHUX TEMIIEPATypax OTHOCSTCS CYCIIEH3UU U
AMYJIbCHH, CIIOCOOHBIE K CEAMMEHTAINH, a TAK)KE KPEMbI, Macjia U MATKHE
JIEKapCTBEHHBIE CPEJCTBA, BA3KOCTh KOTOPBIX Bo3pacTaeT. [Ipu npoBeneHuu B
XOJIOZHOM PEKHUME JTOJITOCPOYHBIX MCCIIEIOBAHUI JIEKAPCTBEHHOTO IIperapara
YCKOPEHHBIE HCCIIeI0BAHNS IPOBOASTCA IpH TemnepaType 25 + 2°C u otHocHTenbHO#M
BiaxHoctu 60 + 5 %.

35. UccnenoBanus MpU BEICOKOW OTHOCUTEILHOM BIAKHOCTU MPOBOAATCS JJIS
TBEP/IbIX JIGKAPCTBEHHBIX (hOPM, HE IPOBOJATCS JJIS )KUJKUX JICKAPCTBEHHBIX (HOPM,
YITAKOBKA KOTOPBIX ITPU HAJICKAIIEH YKYIIOPKE HE MPOHUIIAEMA JIJISI BJIArd U3BHE H,
HA00O0pOT, MPEMATCTBYET MOTEPE BOBI (PACTBOPHI, CYCIICH3UU, SMYIILCHN).

36. Ecnu nexapcTBEHHBIH npemnapat (pacTBOpPbI, KaIljii) yIakoBaH B Tapy,
U3TOTOBJICHHYIO U3 MOJYNIPOHUIIAEMOT0 MaTepuaia (TIaCTUKOBbBIC MAKETHI,
TUTACTUKOBBIEC TIOOUK-KAIEIbHUIIBI), TO UCCIEOBAHUS CTAOMIHOCTH MPOBOISAT MPU
HU3KON OTHOCUTEIBHOM BIAXXHOCTH, SIBJISIONTUECS (PaKTOPOM pHCKa st
JICKapCTBEHHBIX MPENapaToB B MOJO00HOMN YITaKOBKE.

37. JlekapcTBEHHBIE MTpeNapaThl, COAECPKALINE MAIOYCTOWYHUBBIE JIEKAPCTBEHHBIE
BEIIIECTBA, KOHTPOJUPYIOTCS CO CIEAYIONEH MePUOIUIHOCTHIO:

1) B YCKOPCHHBIX UCCIICHIOBAHUAX — CIKCMCCAYHO B TCUCHUC IICPBLIX MICCTU
MCCAILICB, 3aTEM IIPpH H€O6XOI{I/IMOCTI/I qcpe3 TpU MCCALIA,

2) B JOJII'OCPOYHBIX UCCICAOBAHUAX — KAXKABIC TPU MCECsIA B TCUCHUC TICPBOI'O
roga, KaXJabl€¢ MICCTh MCCALCB B TCUCHHUC BTOPOI'O rojJa, 3aTcM OJMH pa3 B I'O.

38. IIpu 10ITOCPOYHBIX HCCIIEIOBAHUAX CTAOMIBHOCTH JICKAPCTBEHHOTO
npernapara NpucyTCTBYIOT U3MEHEHHS OPTraHOJIENTHYECKOTO XapaKkTepa:
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M3MEHEHUE [IBETA;
oOpa3oBaHuE HaJleTa, TPEIIUH, TIEHBI;
HETrOMOI'CHHBIN BHEIITHUI BHU]T;
KpUCTaJUTH3AITUS;

YaCTHIIbI, MyTHOCTb, OCAJIOK;
CeMMEHTAIHS, CTICKaHue, arJIOMEPaIIns;
3anax (0Opa3oBaHUE ra30B);
MIPOTOPKIIOCTH;

paznenenue a3 SMYJIbCHUH.

39. B nocneayromeM onpeaenstoTcs OIeHKa XUMUYECKOW YUCTOTHI,
KOJIMYECTBEHHOE COJIEpKaHNE aKTUBHOTO BEIIECTBA U JIPYTU€ MOKa3aTesId KauecTBa Ha
COOTBETCTBHE TPEOOBAHUAM CIieIM(UKAIIN CTAOUITLHOCTH.

40. Cneudukannu cTabuIbHOCTH 0XBATHIBAIOT KOMIUIEKC XapaKTEPUCTUK,
MOJTYYCHHBIX TP (PU3UICCKUX, XUMUUYECKUX, MUKPOOHOJIOTHICCKUX UCTIBITAHUSX U
NepeyueHb MOKa3aTeNIel KauecTBa BCEX JIEKAPCTBEHHBIX (POPM BKITIOUASI CIIETYIOIIHE
CBEJICHHUS:

1) onucanue;
2) poJICTBEHHbIE TPUMECH (MPOAYKTHI PA3I0KEHNUSA);
3) KOJINYECTBEHHOE OTIPEIETICHUE AKTUBHBIX BEILIECTB.

41. Ilpenenbl OTKIOHEHUS IOKa3aTeNlel KauecTBa yCTaHABIUBAIOTCS Ha
OCHOBAHMHM XapakTepUCTUKHU (mpoduiis) papmaneBTUYECKON CyOCTaHLINUH,
YCII0JIb30BAaHHOM IPY HEKJIMHUYECKUX UCIIBITAHUSIX.

42. Ilpu uccrnenoBaHuu CTaOMIBHOCTH (hapMaleBTUYECKUX CyOCTaHIIUN U
JICKapCTBEHHBIX MPENapaToB MPUMEHSIOT BATHIUPOBAHHBIC METOIUKH.

43. Ilokazarenu KayecTBa MPUBEACHBI B IEPEUHE MOKA3ATENEN KauecTBa,
HEOOXOIUMBIX MPHU UCCIETOBAHMSIX CTAOMIHPHOCTH PA3INYHBIX JIEKAPCTBEHHBIX (OPM, B
COOTBETCTBHHM C MpUIIOkKEHNEM 4 K HacTosiuM I IpaBuiam.

44. B cnenudukanyy cTabMIbHOCTH (B KOHIIE CPOKA XpaHEHUS ) IOy CKAIOTCS
npueMieMbie U 000CHOBaHHBIE OTKJIOHEHUS OT cielU(PUKAIINY TP BBITYCKE,
OCHOBAaHHBIC HA OIICHKE CTAOMJILHOCTH M HAOJI0/1aeMbIX U3MEHEHUHN TTPU XpaHEHUH.
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45. UccnenoBanue BIUSHUS KOHCEPBAHTOB HA CTA0OMIBHOCTD JIEKAPCTBEHHOTO
npenapara IpoBOJUTCS C LENbIO ONPEACICHUS:

1) a3ppekTuBHOCTH KOHCEPBAHTOB;
2) MUHMMAJIbHO MPUEMJIEMOT0 KOJIMYE€CTBA KOHCEPBAHTOB;

3) COBMECTUMOCTH KOHCEPBAHTOB C TAPO-YKYIIOPOYHOU CUCTEMOH,
KOMITOHEHTaMU JIEKAPCTBEHHOI'O CPEJCTBA U yCTPOMCTBAMHU BBEICHHMS BO BPEMsI X
KOHTAKTa.

46. [1pn HAIMYUU TPOTUBOMUKPOOHBIX KOHCEPBAHTOB B JIEKAPCTBEHHOM
npenapare OnpeeisieTcs] MX KOJUYECTBEHHOE COAEP/KaHNE, CTENEHb CHUKEHUS
KOTOPOTO B MPOIIECCE XPAHEHUS CBUIETENIBCTBYET 00 3P PEKTUBHOCTH KOHCEPBAHTOB.

47. BnusiHue KOHCCPBAHTOB IIOATBCPIKAACTCA B UCCICAOBAHUAX C BHCCCHHUCM
MHKPOOPraHn3MOB B JICKAPCTBECHHOC CPCACTBO B CICAYIOIINX YCIOBUAX!

1) ucnonp30BaHUE HE MEHEE TPEX MPOMBIIICHHBIX CEPUI JIEKAPCTBEHHOTO
CpeJliCTBa MPOMBIIIIICHHOTO MacIiTada;

2) omnpeaeneHue Mpu TPEX BPEMEHHBIX TOYKAaX BHECEHUS MUKPOOPTaHU3MOB
(Havaso, cepeiHa ¥ KOHEIl epruojia UCCIEAOBAaHUN CTaOUIILHOCTH);

3) HCITOJIB30BaHNEC HECKOJIBKO MCHBIICTO KOJIUYCCTBA MUKPOOPIraHn3MoOB, YEM
COOTBCTCTBYCT MUHHUMAJIbHO IIPUCMIICMOMY COACPKAHUIO KOHCCPBAHTA,

4) HapylIE€HUE LIEIOCTHOCTU TapO-YKYTIOPOUHOU CUCTEMBI (MIMUTALUS
UCIIOJIb30BaHUs) MHOT'O/I030BbIX KOHTEHHEPOB.

48. HCCJIG,ZIOB&HI/IC BJIMAIHUS YIIAKOBKH Ha CTaOMIILHOCTH JICKApCTBCHHOT'O
cpeacTtBa NpoBOANTCA B CICAYIOIMIUX ACIICKTAX!:

BJIMSIHUC MAaTCpHrajia YIIAKOBKHU,
BJIMSITHUC pasMEpa YIIaKOBKH,
BJIMSTHUC ITOJIOKCHUSA YIIAKOBKH.

49. UccnenoBanusi CTaOUILHOCTH BCEX JIEKAPCTBEHHBIX CPEACTB MPOBOISATCS C
LEJIbI0 YCTAHOBIIEHUS BO3MOKHOCTH:

1) ancopOuuu (IOrIoIIeHs1) KOMIIOHEHTOB JIEKAPCTBEHHOTO CPE/ICTBA
MOBEPXHOCTBIO MaTepuaia ynakoBKY;
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2) XMMHAYECKOT'0 B3aUMO/JICUCTBUSI KOMITIOHEHTOB JIEKAPCTBEHHOTO CPEJICTBA C
3JIEMEHTaMH YIIaKOBKH;

3) M3BJICYCHUSA XUMHWYCCKHUX BCIICCTB U3 DJICMCHTOB YIIAKOBKH.

50. Ecnu nekapCTBEHHOE CPEJICTBO Pa3MEIIACTCs B TIOTPEOUTEIIbCKUE YITAKOBKH,
W3TOTOBJICHHBIE M3 PA3JIMYHBIX MATEPUAJIOB (CTEKIIO, TIOJUTIPOIIHIICH, TIOJUATUIICH
HU3KOM MJIM BBICOKOM INTIOTHOCTH), TO BO BCEX CIIyYasX MPOBOJATCS CPAaBHUTEIbHBIC
HCCJIEOBAHUS CTAOMILHOCTH.

51. UccnenoBanus CTaOMIIBHOCTH ONIPEIEIIEHHON JIEKAPCTBEHHON (POPMBI
IPOBOJAT B MOTPEOUTETHCKUX YIIAKOBKAX HAMMEHbBIIEr0 ¥ HAUOOJIBIIET0 pa3MepoB.

52. Ecnu mepopanbHas JiekapcTBeHHas opMa B BUIE€ OaIK-TIPOYKTa pa3MerieHa
B Tapy 10 (pacoBKHU B MOTPEOUTENHCKYIO YIAKOBKY, TO MPOJOIKUTENIbHOCTh TAKOTO
XpaHEHUs COCTaBIISIET TPUILIATH KaJE€HJAPHBIX JHEW. B ciiyuae mpeBblieHus
yKa3aHHOTO CPOKa XpaHEHUs 00513aTeIbHbI UCCIIEOBAaHUS CTAOMIIBHOCTH
JIEKapCTBEHHOTO OAJIK-MPOAYKTa B Tape.

53. MccnenoBanus CTaOMIIBHOCTH PACTBOPOB ISl BHYTPEHHETO U HAPY>KHOTO
IPUMEHEHUS, IEPOPATBHBIX M Ha3aJIbHBIX MHTASLNN, JUCTIEPCHBIX CUCTEM (CyCHEH3UN
Y 3MYJIbCHUI), MATKHX JIEKAPCTBEHHBIX ()OPM IPOBOJAATCSA B CIETYIOIIMX HOJIOKEHUAX
YIAKOBKH:

1) BepTUKAIBHOM;
2) 60KOBOM;
3) nepeBepHYTOM.

54. Pe3ynbTaThl UCCIEOBAaHUIN B HEOIATONPUATHBIX MOJIOKEHUSIX (CKATHE,
JABJICHUE TPY30M U Jp.) YIAKOBKHU MPEJCTABIISIIOTCS M0 CPABHEHUIO C BEPTUKAJIBHOU
opueHTanue. [Ipyu oTCyTCTBUM pa3IMuuii UCCIICIOBAHUS TTPOIOTKAIOTCS TIPU
HE0IaronpUATHOM MOJIOKEHUU YIAKOBKHU.

55. UccnenoBanusi CTaOMIBHOCTH HE3AIUIIEHHOTO YITAKOBKOM JIEKaPCTBEHHOTO
npernapara COCTaBIISAIOT YacTh CTPECCOBBIX UCTIBITAHUI U CIIyXaT JUIsl OUEHKU Tapo-
YKYIOPOYHON CUCTEMBI B KAYECTBE JOMOJIHUTEIBHOIO MOATBEPKIAECHUS ONTUMAIBHO
BbIOPaHHOT'O BapHaHTa yIaKOBKHU.

56. K u3MeHEeHUSIM B TapO-yKYNOPOUYHON CUCTEME OTHOCATCSI U3MEHEHUS,
BJIUSIIOIIME HA €€ 3al[UTHbIE CBOMCTBA (BJAro-, ra3o- U CBETONPOHUIIAEMOCTh). CTeneHb
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BJIMSTHYSI HF3MCHCHHI B YIIAKOBKE Ha CTA0OMIIBHOCTH 3aBUCUT TAK)KE OT JICKAPCTBEHHOMN
dbopMBI.

57. VI3y4enue BIUSHUS CBETA MPOBOAUTCS C LIENbIO OIEHKH (POTOCTAOMIBHOCTH
HOBBIX (papMalleBTUYECKUX CyOCTaHIIMN U UX JIEKAPCTBEHHBIX MpernaparoB. OleHKa
($hOTOCTaOMIBHOCTH SBJISIETCSI HEOTHEMIIEMOM YACThIO CTPECCOBBIX UCITBITAHHM.

58. K uccienoBaausaM poTocTabMILHOCTH OTHOCSTCS:
1) uccienoBanus B YCIOBUSX BRIHYKICHHOTO PA3JIOKCHHUS;
2) MOATBEPIKIAOIIHE UCCIICI0OBAHUS.

59. UccnenoBaHus B yCIIOBUSIX BBIHYKJICHHOTO PA3JI0KEHUS IPOBOMSTCS C
LENbIO:

1) uccnenoBanust MexanusmMa GOTOXUMUYECKOTO Pa3JI0KEHNUS,
2) pa3pabOTKH ¥ BAIMJIALIMUA METOAMK OMPEEICHHS MPOAYKTOB Pa3I0KEeHHUS.

YcraHoBII€HHE MMpcacjioB KaAYCCTBCHHBIX U KOJIMYCCTBCHHBIX W3MEHCHUM He
BXOJUT B UCHIBITAHUS B YCIIOBUAX BBIHYXKJICHHOTO PAa3JIOKCHUS.

60. IToaTBepxaaronye UCCIeAO0BAHMS MTPOBOJIATCS C LEIbIO:

1) onpeaeneHus: Mep MpeAOoCTOPOKHOCTH MPU OOpaIIeHUH C JIEKapCTBEHHBIM
CPEZICTBOM B IPOIIECCE MPOU3BO/ICTBA;

2) 000CHOBaHUS MPUMEHEHHUS YIIAKOBKH, MPETHA3SHAYEHHOM JIJIs 3aIIUTHI OT
BO3/ICUICTBUA CBETA;

3) 060CcHOBaHUs BBEICHHUS CIICIIMAIBHBIX TPEOOBAHUI K XpPaHEHUIO U
MapKHUPOBKE;

4) npuemiaemMocTy (HEMPUEMIIEMOCTH ) U3MEHEHH, BOSHUKIINX MPU BO3JEHCTBUU

CBCTaA.

61. UccnenoBanus hoTOCTAOMIBHOCTH MPOBOJIATCS B CICAYIOIICH
[I0CJIEIOBATEILHOCTH:

1) uccnenoBanus ¢hapMaleBTUUECKON CyOCTaHIINM;
2) uccienoBaHusl ISKapCTBEHHOTO IIpenapara 0e3 IepBUYHON YIIaKOBKH;
3) uccre0BaHus JEKaPCTBEHHOTO TIpernapara B IEPBUYHON YIIaKOBKE;

4) rccneaoBaHus JIEKAPCTBEHHOTO MpernapaTa B HOTPEOUTENbCKOM YIIaKOBKE.
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62. Jlns uccnenoBanuii poToCcTabMUIBLHOCTH UCTIONIB3YIOTCS CIAEAYIONINE
VCTOYHUKH CBETA!

1) 11060i1 UCTOYHUK CBETA, COOTBETCTBYIONINI cTaHaapTy usznydenus D65/1D65:

(bayopeciieHTHas JiaMIia UCKyCCTBEHHOTO IHEBHOTO CBETa, COUYETAIOIIas
BUAUMOE U Y D-U3nydeHue;

KC€HOHOBAa4A JlaMIla,

rasioreHoBast jamma (D65 — Mexx1yHapOJHBIN CTaHIAPT HAPY>KHOTO THEBHOTO
ocserieHus B cootBeTcTBuM ¢ ISO 10977, ID65 — sKkBUBaJICHTHBIN CTaHIApPT
OTPa’KEHHOT'O IHEBHOT'O OCBEILEHUS BHYTPH ITOMEIIECHNUS).

VcTOYHUK CO 3HAYUTENIHOM YacThIO U3IyUYeHUs B oOsiactu MeHee 320 HM
OCHAILIEH COOTBETCTBYIOIIMM (PUIIBTPOM JJISI €0 YCTPAHECHHUS;

2) nammna ¢ xonoaHou 6emoit gpuyopecuennueit (ISO 10977) u mapanienbHO
Jamna c u3iaydeHueM B OmmkHel Y @-o0nacTu (crekTpaibHoe pacnpeaenenne ot 320
10 400 HM ¢ MaKCUMAaJIbHBIM W3JIy4YE€HHUEM SHEPTUHU B IUana3zoHe JUIuH BoJH oT 320 10
370 HM; 3HaUUTENbHAS YacTh Y O-U3IydeHUs: HaX0auTcs B nuanas3one ot 320 qo 360
HM # oT 360 10 400 HM).

63. [ToaTBep K aaromme UCIILITAHUS BIUSHUS CBETA MPOBOJISATCS B CIICTYIOIINX
YCJIOBUSIX:

1) obmiast cBeToBas skcno3uiusa He MeHee 1,2-10 ak-c;
2) sHepreTuyeckas skcno3uuus B omwkuaend Y @-obnactu He menee 200 Bt u/ml.

64. O0pa3iibl MOJABEPraroTCs UCCIEAOBAHUAM MPU MPUMEHEHUU BAIUIUPOBAHHOM
XUMUYECKON aKTHHOMETPUUYECKON CUCTEMBI OJTHUM U3 CIAEAYIOINUX CIIOCOOOB:

1) Bo3aelicTBHEM CBETA ONPEAEICHHOTO YPOBHSI;
2) BO3/ICMCTBUEM CBETA B TEUEHUE OMPEACICHHOI0 MEPHOaa BPEMEHHU.

65. YciioBHs HCTIBITAHUSL KOHTPOJIUPYIOTCS C IOMOIIBIO KATMOPOBAHHBIX
PagMOMETPOB WM JIFOKCMETPOB.

66. OneHky BKJIaJla TEPMOUHIYIIUPOBAHHBIX U3MEHEHU B HAaOIIOaeMbIe 0011IHe
W3MEHEHUSI POBOJIAT, pa3Meliasi KOHTPOJIbHBIE (HAXOAIIUECS B TEMHOTE) 00pasIlbl,
3aIIUIIEHHBIE OT BO3JICHCTBUA CBETA (HAIIPUMED, 3aBEPHYTHIE B (OJIBTY
ATIOMUHHUEBYIO), PSAIOM C UCCIEAYEMBIM 00Pa3IoM.
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67. AHaNTUTUYECKHE METOJUKH, UCTIOJIb3YEMbBIE B UCCIIEIOBAHUAX
($hoTOCTaOMIBHOCTH, B TOM YUCIIE JJI ONPEIeTICHUSI TPOTYKTOB (OTOIU3A,
BaJTUAUPYIOTCH.

68. MccnenoBanys B yCIOBUAX BBIHYKIEHHOTO Pa3I0KEHUS ITPOBOASATCS Ha
onHOM cepun (papmarieBTHUecKoi cyocTanuu. OOpasibl hapMaIeBTUIECKOn
cyOCTaHIIMU HAXOJATCS B XUMUYECKH UHEPTHOM MPO3payHON yIaKOBKe.

69. UccrnenoBanue MexaHu3Ma pas3iiosKEHHsI POBOAUTCS B Pa3IMYHOM PEKHME
CBETOBOT'O BO3JICHCTBHS B 3aBUCUMOCTH OT CBETOUYBCTBUTEIBHOCTH UCIIBITYEMOM
CcyOCTaHIIMM U UHTEHCUBHOCTH UCTOYHUKOB CcBeTa. PazpaboTka U Balualusi METOAUK
OTIpeieNICHUs MPOAYKTOB Pa3NIOKEHHUs BBITIOIHIIOTCS MPU ONPEACTICHHOM BPEMEHH
CBETOBOI'O BO3/JICHCTBUS, a IPU 3HAUUTEIBHOMN CTETIEHU PA3JIOKEHUS - ITyTEM
npeKpaleHus uccieaoanuii. MiccienoBanus cBeTOCTaOMIBHBIX CyOCTaHIINN
3aBEPILAIOT MOCJE TOCTHKEHUS TpeOyemMoro 3pekra, eciu UCIOIb3yEMbII YPOBEHb
CBETOBOI'O BO3/ICHCTBHSI 0OOCHOBAH.

70. Eciin yCTaHOBJIEHO, YTO B MPOIIECCE MOATBEPKAAIOIINX UCCIETOBAHUM
MPOJYKTHI HE 00Pa3yIOTCs, TO JajdbHENIIee UX U3YUYCHHUE HE MPE/ICTABISACTCS
HEO0OXOIUMBIM.

71. TloaTBep aaroIue UCCIeTIOBAHUS MTPOBOIATCS Ha 00pasmax Apyroi cepuu
dapmareBTHYecKol cyOcTanuu. [Ipy HEOJHO3HAYHBIX pe3yJIbTaTaxX MOATBEPKIAI0IINE
VCCIIEIOBAHUS TOBTOPSIOT HE MEHEE, YEM Ha JBYX JONOJHUTEIBHBIX CEPUSX.

72. OT00p 1 MOATOTOBKY 00pa3I0B BHIMIOIHSIOT B YCIOBUSIX:

1) MUHUMUHBAIMY U3MEHEHUS (PU3UYECKOTO COCTOSIHUS, 00YCIOBIECHHOTO
arperaTHbIMU MEPEX0JIaMH, 33 CUET OXJIAKICHUS U (MIJIM) TOMEIIEeHUs 00pa3IoB B
TePMETU3UPOBAHHYIO YIIAKOBKY;

2) yCTpaHECHHS WJIM MUHUMH3AIIUN TTIOMEX, TIPETATCTBYIONTNX BO3JICHCTBUIO CBETA
Ha UCCIeayeMble 00pa3Iibl;

3) yueTa 1 OIICHKH BO3MOKHBIX B3aUMOJECUCTBUHN (hapMalleBTUUECKOM
CcyOCTaHIIMM U MaTepUaIOB TapO-yKYIIOPOUHON CUCTEMBI.

73. O6pa3isl TBEPABIX (hapMaleBTUYECKUX CyOCTaHIIUMi, OTOOpaHHBIC IS
UCClenoBaHui (POTOCTAOMIILHOCTH, SIBIISIIOTCS PENPE3CHTATUBHBIMY, TaK KaK MpH
BO3/ICHCTBUM CBETA BO3MOKHO BO3ZHUKHOBEHHE YYACTKOB HEOJHOPOIHOCTH B
uccieayeMbix oOpasiax. s ycrpaHeHusI HEOTHOPOIHOCTH MPOBOISAT TOMOTEHU3AIUIO
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o0pa3LoB MyTeM UX nepemMenBanus. TBepable (apMalueBTUYECKUE CyOCTAHIINU
O0TOMpAIOTCA B IOCTATOYHOM JIJIsl UCCIIEIOBAHUM KOJMYECTBE, TOMEIIAIOTCS B
MOAXOJAIINN CTEKJITHHBIN WIIA TJIACTMACCOBBIA COCY, PACIIPEAEISAIOTCS CIIOEM
TOJIITUHOM HE Ooyiee 3 MUUTUMETPOB, HAKPHIBAIOTCS TTPO3PAYHOM KPBIIIKON U
nojaBeprarorcs oonyuennro. XKuakue dhapmaneBTHIECKre CyOCTaHIIMU TTOMEIIAIOTCS B
XUMHUYECKH UHEPTHYIO MPO3PAUYHYIO YIIAKOBKY.

74. Ananu3 o0pa3ioB (apMalleBTUYECKUX CYyOCTaHIINI MPOBOIUTCS O
CJIEIYIOIIUM TTOKA3aTelIsIM:

1) onucanue;

2) KOJIMYECTBEHHOE ONPEICIICHUE;

3) poacTBeHHbIE TpUMECH (MTPOIYKTHI (POTOXUMUYECKOTO PA3I0KEHNUS).
OnHOBPEMEHHO MTPOBOIUTCS aHATN3 UCCIIENYEMbIX U KOHTPOJBHBIX 00pa3IloB.

75. OneHKy pe3yabTaTOB MPOBOJIAT B COOTBETCTBUHM C IEISIMHU KaXK0TO BUA
uccneaoBanuii porocrabunbHOCTU. Pe3ynbTaThl ccienoBaHuii hOTOCTAOMILHOCTH
Hapsy C pe3yJibTaTaMu UCCIEIOBAHUN IPYTUX BUJIOB CTAOMIIBHOCTH TapaHTUPYIOT
COOTBETCTBHE KauecTBa (papMalleBTHIECKON CyOCTaHIIUU TPeOOBaHUIM CrieU(pUKAITTN
B TEUEHUE CPOKA XPaHEHUS.

76. UccnenoBanus poTocTaOMIBHOCTH JIEKAPCTBEHHBIX TPENapaToB MPOBOAATCSA
710 TIOJTYYEHUS PE3YJIBTATOB, JOKA3bIBAIOIINX HAJAECKHOCTD 3aIUThHI UX OT BO3IEUCTBUS
CBETa B MCCIIEAYEMON yIIaKOBKE.

77. UccrnienoBanus B yCIIOBHSIX BBIHYKJICHHOTO Pa3JI0KEeHUs POBOATCS Ha
OJTHOH CepuH JIEKapCTBEHHOTO Tperapara.

78. lloaTBepxaaronine UCCiIeI0BaHus MIPOBOIATCA Ha 00paslax Apyroi cepuu
JIEKapCTBEHHOTO npenapara. [Ipu pa3HbIx pe3yapTaTax MOATBEPKIAIOIINE
UCCJIEIOBAaHUS MMOBTOPSIIOTCS HE MEHEE, YeM Ha JIBYX JOTOJHUTEIbHBIX CEPUSIX.

79. Eciii yCTaHOBJIEHO, YTO MEPBUYHAS YIIAKOBKA (AJIFOMUHUEBBIE TYObl, OaHKN)
IIOJIHOCTBIO HE ITPOHMIIAEMA JIJISl CBETA, TO UCCIIEA0BAHMS JIEKAPCTBEHHOTO Mpernapara
IPOBOAATCA MO IPSIMBIM BO3JEMCTBUEM CBETA.

80. UccnenoBanus psaga IeKapCTBEHHBIX POpM (PacTBOPHI Tt HHDY3UH, KPEMBI
JUTSI HAPY>KHOT'O TIPUMEHEHUS ) SIBIISTFOTCS TEJIECO00pa3HBIMHU TSI TIOTBEPIKICHUS HX
(boTOCTAOMIBHOCTH TIPU TPUMEHEHHH.
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81. MccrnenoBanus JeKapCTBEHHOTO IIpenapara 0e3 NepBUYHON yIaKOBKU
POBOJATCA B YCIOBUSIX, HACHTUYHBIX UCTIBITAHUSM (papMalieBTUUECKON CyOCTaHIIUH.

82. Ilpu pazmemennu oOpasoB odecneunBaeTCs MaKCUMaTbHas TIOIIAAb JIJIs
BO3/ICHCTBUS UCTOYHHKA CBETA.

83. IIpu uccneqoBaHUAX JEKAPCTBEHHOIO MPENApaTa B NEPBUYHON WIIH
NOTPEOUTENBCKON yIaKOBKE 00pa3Ibl pa3MEIIaloTCs TOPU3OHTAIBHO UJIH B
HOTIEPEYHOM HAIPaBIEHUHU OTHOCUTENIBHO UCTOYHUKA CBETA JJIs1 00eCcneYeHus
pPaBHOMEPHOCTHU UX 00iy4yeHus. VccnenoBanus JeKapCcTBEHHbBIX OalK-IPOIYKTOB B
Tape 00JbIIOro 00beMa MPOBOJATCS B OTKOPPEKTUPOBAHHBIX YCIOBUSX.

84. Ananu3 o0pa3IoB JEKaPCTBEHHOTO MpernapaTa IPOBOIUTCS 1O CIAEAYIOIMIUM
MOKA3aTeJIsIM:

1) onucanue;

2) pacnagaemMocTh (TBepAbIEe JO3UPOBAHHBIE (DOPMBI);

3) pacTBopeHue (TBepAble J03UPOBAHHbBIE (HOPMBI);

4) poacTBeHHbIE TPUMECH (TTPOIYKTHI (POTOXMMUYECKOTO PA3TIOKEHHUS);

5) KOJMUYECTBEHHOE OTIpE/IeICHNE.

OnHOBpEMEHHO MPOBOAMUTCS aHATIN3 MCCIIETyEeMbIX U KOHTPOJIBHBIX 00pa3IoB.

85. Ha ocHOBaHMU MOYYEHHBIX PE3yJIbTaTOB MPUHUMAIOTCS CIAEAYIOIINE
PEKOMEHJAlUU:

1) 0 HEOOXOMMOCTH MPUMEHEHUS YIIAKOBKHU, MPETHA3HAYEHHOM JJIsI 3al[UThI OT
BO3CHCTBUS CBETA,

2) 0 HEOOXOIMMOCTH BBEJICHHUS CIICIIUATBHBIX TPEOOBAHUI K XPAHEHUIO U
MapKHUPOBKE;
3) 0 TONyCTUMOCTH WJIM HEJIOMYCTUMOCTH U3MEHEHUH, BO3HUKIIHUX TIPH

BO3JEUCTBUM CBETA.

86. Pe3ynbTarsl uccienoBanuii (poTocTaOUIBHOCTH HAPAly C pe3yjIbTaTaMu
CCJIEIOBAaHUN JPYTUX BUAOB CTAOUIBHOCTU TapaHTUPYIOT COOTBETCTBUE KaUECTBA
JIEKapCTBEHHOTO IIpenapara TpeOOBaHUAM CIELM(PUKALMY B TEUEHUE CPOKA XPaHEHUSI.

87. B peructpaliluOHHOM JJOChE YKa3bIBAETCSl TEMIIEPATYPHBIN PEXKUM XPaHEHUS,
KOTOPBIN BKIIIOUYAET CIEAYIOLIUE TUIIOBBIE (DOPMYITHPOBKU:
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«XpauuTs 1py Temneparype He Bbiie 30°Cy;
«XpauuTs npu Temnepatype ot 15 10 25°C»;

«Xpauuts npH Temmnepatype ot 2 10 8°Cx» (IIp1 0XJIaX/ICHHH B XOIOIHIbHHKE,
0e3 3aMOpaKUBaHMS);

«XpaHuTh IIpH Temmepatype ot -5 10 -20°C» (B MOpO3MIBHOI Kamepe);

«Xpauuts npu Temmeparype Hike -18°Cx» (B yCI0BHSX TITyGOKOro
3aMOpakKUBaHUA).

88. Mcnonp30BaHuE TAaKUX BBIPAKEHHM, KaK «YCJIOBUS OKPYKAIOIIEH Cpeibl» WIH
«KOMHATHAs TEMIIEpATypa», ABJISETCS HEIPUEMIIEMBIM.

89. Ilpu HEOOXOAMMOCTH YKa3bIBAKOTCS CIIEUAIbHbIE TPEOOBAHUS K YCIOBUAM
XpaHEeHUS:

«3aMopakUBaHUE HE JTOMYCKAETCs» (sl JIEKApCTBEHHBIX CPEJICTB, HE
BBIJICPKUBAIOIINX 3aMOPaKUBAHMUS);

«XpaHUTh B 3aIUIIICHHOM OT CBETa MeCTe» (ISl CBETOUYBCTBUTEIIHHBIX
JIEKAPCTBEHHBIX CPEJICTB);

«XpaHUTh B CyXOM MecCTe» (JJ1 IEKapCTBEHHBIX CPENICTB, JIETKO
TUAPOTU3YIOIIUXCS TI0/1 BO3JICHCTBUEM BJIard BO3/IyXa).

90. XpaHeHue JTEKapCTBEHHOT'O CPEJICTBA B CYXOM MECTE NMPEeayCMaTpUBAET
OTHOCHUTENBHYIO BIAXKHOCTH OT 40 110 60 %.

91. YcnoBust XpaHeHUs JIEKapCTBEHHOTO CPEACTBA OTIIMYAOTCS OT YCIOBHI
UCCIIEZIOBAHUN CTaOUIILHOCTH.

92. YcnoBus, npeaycMaTpyuBalOLIME XPaHEHUE B CYXUX, XOPOILIO
MIPOBETPUBAEMBIX MTOMEIIEHUSIX, UCKITIOYAIOIINE TOCTOPOHHUE 3aaxy, 3arpsI3HCHUE U
MHTEHCHBHOE OCBeleHne, py Temneparype ot 15 xo 25°C (wmu go 30°C B
3aBUCUMOCTH OT KJIIMMAaTUYECKUX YCIOBUM), pPEKOMEHIYIOTCS JUIsl OOJBIIIMHCTBA
JIEKAPCTBEHHBIX CPEJICTB.

93. Pe3ynbTaThl HCCIAEAOBAHUN CTAOMIBHOCTH JIEKAPCTBEHHOI'O MIpenapara
3aIOJIHAIOTCS IPOU3BOIUTENEM IO (POPME COTTIACHO MPHIIOKEHHUIO 5 K HACTOSIINM
[IpaBunam.

94. Ananu3 pe3yJIbTaTOB UCCIIEI0BAHUNA CTAOMIBHOCTU COACPKUT MH(POPMALIHIO
0 Ha0JII01aeMbIX U3MEHEHUSX B MPOLIECCe XPaHEHHsI IEKAPCTBEHHOT'O CPEJICTBA.
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95. .HI/IHO, IMPpOBOAUBIICC UCCICIOBAHNC CTaOMJIILHOCTH COCTaBJISIET OTYET 00
HCCIICA0BaHUAX CTaOMIJIBHOCTH JICKapCTBCHHOI'O CPpCACTBA.

OTtuer 00 uccneqoBaHusAX CTAOUIBHOCTH (papMalleBTUYECKON CyOCTaHIIMU
COJIEPKUT UH(POPMAIINIO COTIACHO MPUIIOKEHUIO 6 K HacTosumM [IpaBuiam.

OTt4er 00 rccneoBaHUAX CTA0UILHOCTH JIEKAPCTBEHHOTO TIpenapara CoAepKUT
uH(OPMAIINIO COTTIACHO MPUJIOKEHHUIO 7 K HacTtosiuuM [IpaBunam.

96. K oTtuery 00 uccienoBaHUsIX CTAOMIBHOCTH MPUIIAraloTCs JOKYMEHTHI:
cepTuduKaThl KayecTBa papMaleBTUYECKUX CyOCTaHIINMT;

cepTU(PUKATHI KAYeCTBA BCIIOMOTATEIbHBIX BEIIECTB;

MPOTOKOJIBI aHATN3a, BbIIAHHBIE aKKPEIUTOBAHHOM J1ab0opaToOpHeil.

YcnoBusi, npeabsaBisieMble K UCCIEIOBAHUAM CTa0MIBHOCTH JIEKAPCTBEHHBIX
CpPEICTB HAa MOMEHT IOJaY1 PETUCTPALIMOHHOTO 10CHE MMPOBOJIATCS B COOTBETCTBUU C
npuioxkeHnem 8 k HacrosimuM [IpaBunam

B cnydae He3aBepIIEHHBIX K MOMEHTY II0JIa4¥ PETUCTPALMOHHOIO JOChE
JIOJITOCPOYHBIX UCCIEA0BaHUI CTAOUIBHOCTH OTYET TAK)KE BKIIOYAET TapaHTUHHOE
00513aTeTIBCTBO IO MPOBEACHUIO UCCIIETIOBAaHUI CTAOMIBHOCTH B MMOCTPErUCTPAIIMOHHBIH
nepuoj o Gopme, cormacHo npuiokeHuto 9 k Hactosiimum [IpaBunam.

97. VccnenoBanus CTaOMIBHOCTH JIGKAPCTBEHHOTO CPE/ICTBA
(bapmanieBTHUECKOM CyOCTaHIIMU, JIEKAPCTBEHHOTO Mpernapara) Ipyu BHECEHUU
MOCTPETUCTPAIMOHHBIX U3MEHEHUH TPOBOISATCS IPU HATTUIHH:

1) cymiecTBeHHBIX U3MEHEHHI COCTaBa JIEKAPCTBEHHOTO Mpenapara;

2) CyIIeCTBEHHBIX U3BMEHEHHH CII0c00a MPON3BOICTBA JICKAPCTBEHHOTO CPE/ICTBA
(dbapmarnieBTHYECKOM CYyOCTaHIIUM, JIEKAPCTBEHHOIO Mperapara);

3) u3MeHeHH B TapO-yKYIIOPOUYHOI CHCTEME.

98. K CYIICCTBCHHBIM U3MCHCHHAM COCTaBa JICKAPCTBCHHOTO IIPCIIapaTa
OTHOCATCA:

1) nonosiHeHUE HOBOM JO3UPOBKON 3apETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO
nmpenapara, 9To TpeOyeT 000CHOBaHUS SKBUBAJICHTHON CTaOMILHOCTH;
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2) U3MEHEHUE BCIIOMOTATEIbHBIX BEIECTB, 0COOEHHO B MATKUX JIEKAPCTBEHHBIX
dbopmax u B hopmax ¢ MOAUPHUIIUPOBAHHBIM BBICBOOOXKIEHUEM, CIIOCOOHOE CTaTh
KPUTHIECKUM (DAKTOPOM BIIMSHUS HA UX CTAOMIHHOCTD.

99. K cy1iecTBeHHbIM U3MEHEHUSAM CITOCO0A TPOU3BOJICTBA JIEKAPCTBEHHOIO
CPEICTBA OTHOCSTCS:

1) mepeHOC MPOU3BOCTBA HA APYTYIO IJIOMIAKY, T/I€ UCIIOJIb3YIOTCS HOBBIE
TEXHUYECKHUE CPEJICTBA,;

2) cyImiecTBeHHOE YBEIMYCHHUE pa3Mepa CepHH;

3) HOBTOPHOE MCIOJIb30BAaHUE ONPE/ICIICHHON CepUH JIEKAPCTBEHHOTO IIperapaTa
IyTEM ee TepepadoTKHU.

I'maBa 3. IlopAIoK yCTAHOBJIEHNUS] CPOKA XPAHEHHUS W OBTOPHOT0 KOHTPOJIA
JIEKAPCTBEHHBIX CPe/ICTB

100. Cpoxk xpaHeHust papMaleBTUIECKON CyOCTaHIIUU:

1) OTHOCHUTCA K M&J’IO}’CTOIZ‘IHBBIM JICKapCTBCHHBIM CPCACTBAM H JICKAPCTBCHHBIM
cpeacTBamM OMOJIOrNYECKOro IIPONUCXOKICHHUA,

2) yKa3bIBaeTCsl B PETUCTPAIMOHHOM J0ChE, HHCTPYKIHUAX MO METULIUHCKOMY
MIPUMEHEHHUIO;

3) ycTaHaBIMBAETCS IKCIIEPUMEHTAIBLHO Ha OCHOBAaHUM PE3YyJIbTAaTOB
JOJITOCPOYHBIX HCCIEA0BAaHUIN CTAOUIIbHOCTH;

4) MOAJICKUT TIPOJICHHUIO B CBSI3U C TAHHBIMU, TIOITBEPKAAFOIITUMHU
CTaOMIIBHOCTD JICKAPCTBEHHOTO CPEJICTBA, WIIM COKPAIIEHUIO 10 Hanbosee OIM3Kon
JOCTYITHON TOYKH JOJITOCPOYHOTO HCCIETOBAHUS.

101. ITepynoa MOBTOPHOTO KOHTPOJIS:

1) OTHOCHUTCS K CHHTETHUECKUM (hapMalleBTUYECKUM CyOCTaHIIMSIM,

001a1a10IIMM 3HAYUTEIBHOM CTAOUIBHOCTBIO;

2) yCcTaHaBIMBAETCS KCIEPUMEHTAILHO HA OCHOBAaHUU PE3YJIHTATOB
JOJITOCPOYHOT0 UCCIIE0BAHMS CTAOUIILHOCTH CYyOCTaHIUY;

3) MOANEKUT MPOJUICHHUIO B CBSI3U C JTAHHBIMH, TOTBEPKAAIOITIMHU
CTaOMJIBHOCTB CyOCTaHLUU.
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102. YcioBHBIN CPOK XpaHEHUS JICKAPCTBEHHOTO IIpErapara:
1) mporHo3upyeT, HO HEe YCTAHABJIMBAET CPOK XPAHECHUS;

2) mpuUMEHSETCS BPEMEHHO JJII HOBOTO JICKAPCTBEHHOTO CPEJICTBA BBUIY
OTCYTCTBHS K MOMEHTY €0 PErUCTPaIlii PE3yIbTaTOB JOJTOCPOYHOIO HUCCIICIOBAHUS B
IIOJITHOM MacIiTaoe;

3) ompeaensieTcs MmyTeM MPOBEICHUS] YCKOPEHHBIX UCCIISIOBAaHUM CTAaOMIHBHOCTH;

4) paccuuTHIBACTCS, UCXOJI U3 JaHHBIX CTAOMIIBHOCTH HAMMEHEE YCTONIMBOM
CepHHM JIEKAPCTBEHHOIO IIpernapara;

5) He Ooiee, yeM BJIBOE, MPEBBIIIAET MEPUO/], OXBATHIBAEMBIN JOJITOCPOUYHBIMU
UCCIIEIOBAaHUSIMH (MaJI0yCTOMYUBBIX JICKAPCTBEHHBIX MPENapaToB) HA MOMEHT I10JIaYu
pEerucTpanMoHHOro J0che. Hanpumep, eciu pe3ynbTaThl 1OJATOCPOYHBIX UCCIETOBAHUM
CTaOMJILHOCTH MIPEACTABIICHBI B PETUCTPAIMOHHOM J0Che 3a repuoy 18 Mecsies, To
YCJIOBHBIN CPOK XpaHEHHUs, 3as4BICHHBIN MPU perucTpaliy JIEKapCTBEHHOTO Mpernapara,
CcOCTaBJIsIeT 36 MecCsIIEB.

CpoK yCKOpEHHBIX HccleoBaHUH (6 MECALIEB) COOTBETCTBYET YCIOBHOMY CPOKY
xpaHeHus (24 mecsa).

103. MunumaibHasi MPOAOHKUTEILHOCTh UCCIIEIOBAHUN TSl YCTAHOBJICHUS
YCIIOBHOT'O CPOKa XpaHeHUs (Ha MOMEHT MOJa4yl PErMCTPAlMOHHOTO 1I0ChE) B OOLIEM
Clly4ae COCTaBIISIET:

1) B yCKOpEHHBIX UCCIIEIOBAHUIIX — IECTh MECSIIEB;
2) B IOATOCPOYHBIX UCCIEIOBAHUIX — JBEHAIIIATH MECSAIICB.

104. YcnoBHBIM CpOK XpaHEHHS ABAAUATH YEThIPE MECsIIa YCTAHABIUBAIOT MPU
COOJIIOJICHUH CIIEIYIOIIUX YCIOBUM:

HaJIU4YHC CBCI[GHI/Iﬁ 0 CTaOMJIILHOCTU aKTHBHOTO HHI'PCOAUCHTA,

OTCYTCTBHE 3HAUMTEIIbHBIX N3MEHECHUH B TIOKA3aTeNIIX Ka4eCTBA JICKAPCTBEHHOTO
npenapara;

HaJIMYue TAaKOTro K€ CPOKa XPAHEHUS Y aHAJTIOTUYHBIX JIEKAPCTBEHHBIX
penaparos;
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rapaHTUHHOE 00S3aTEIHCTBO MPOU3BOAUTEINS O TIPOBEICHNUN JOJITOCPOUHBIX
MCCIICIOBAaHU, OXBATHIBAIOIIMX MTOJTHBIN YCIOBHBIA CPOK XPAHEHUS], U TPEIACTABICHUN
MOJIYYEHHBIX PE3yJIbTATOB B TOCYIAPCTBEHHYIO AKCIEPTHYIO OpraHu3aIuio B chepe
oOparieHus JIEKapCTBEHHBIX CPEJICTB U METUIIUMHCKUX U3JIETUH.

105. g onpenenenus cpoka XpaHEHUs WIH IepUoJa TOBTOPHOTO KOHTPOJIS
CTPOST KpPUBbIE 3aBUCUMOCTH IOKa3aTenen kauecta («KonuuecTBeHHOE
onpeneneHne», «I[IpoayKThl pa3ioxkeHus») OT BpeMeHH HcblTaHuil. Kunetnueckue
KPHUBBIE TIPEJICTABIISIOTCS B BUJE JIMHEWHOM, KBaIpaTUYHON MIIM KyOUUYeCcKon
3aBUCUMOCTEH Ha apu(MEeTHIECKON W JIOTapru(PMHUIECKON TITKAJIE.

106. /Inst mpoBepKH MPUTOTHOCTH TAHHBIX 110 CTAOMIIBHOCTH, TIOTYYCHHBIX IS
OTJIETIbHBIX U O0BETUMHEHHBIX CEPU, MPUMEHSIOT METO/IbI MATEMATHUYECKOU
cTaTUCTUKU. CpOK XpaHEHHUS WU MIEPUO]T IOBTOPHOTO KOHTPOJIS 3aBUCUT OT CTETIEHU
BapuaOeIbHOCTH JaHHBIX M0 CTA0MIBHOCTU OTAENBHBIX cepuii. OnpeneseHue cpoka
XpaHEHUS U MEPHOIa TOBTOPHOI'O KOHTPOJISI B 3aBUCUMOCTH OT CTETICHU
BapuaOeIbHOCTH JAHHBIX TI0 CTA0MIBHOCTH MTPUBEIEHO B mpuiiokenun 10 k
HacrosmuM [IpaBunam.

107. Pacuet CpoOKa XpaHCHHUA U IICPHUOJad IIOBTOPHOT'O KOHTPOJIA BBIIIOJIHACTCA B
CHGHYIOHIGIZ IHOCJICA0OBATCIBbHOCTH.

1) mocTpoeHne KUHETUYECKON KPUBOM Pa3I0KEHUs JUIsl TPEX cepuid
dbapmareBTUYECKON CyOCTaHIINN;

2) noay4YeHue yCpeTHEHHOW KNHETUUECKON KPUBOU PA3JIOAKEHUS C IPUMEHEHUEM
CTaTUCTUYECKUX METOJOB (IPH JOBEPUTETHHOMN BEPOATHOCTH 95 %);

3) onpeiecHUE Ha YCPEAHCHHOW KMHETHYECKOW KPHUBOM BPEMEHH,
COOTBETCTBYIOIIETO TOMYCTUMOMY HIKHEMY TPEACITY, PETIAMEHTHPYEMOMY
crienuduKauen crabuIbHOCTH.

108. Cpok xpaHeHHUs U IEPUO] TOBTOPHOTO KOHTPOJISI JIEKAPCTBEHHBIX CPEACTB
OTIPENICIIAIOTCS YCIOBUSAMM XPAHCHHUS.

YcnoBus XpaHEHUsI OCHOBAHBI:

Ha OLICHKE CTaOMJIbHOCTH JIEKaPCTBEHHOTO CpecTBa ((hapManeBTUYECKON
cyOCTaHIINH, JIEKApCTBEHHOTO Mpenapara) U pekuMe XpaHeHus Py pacrpeaeIcHIH
JIEKapCTBEHHOTO CPEJICTBA;

M YKa3bIBAIOTCS HA TUKETKE MIPU MApKUPOBKE (hapMarieBTUYECKON MPOIYKIUH.
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109. Cpok rogHoCTH:

YKa3bIBa€TCsl HA YIIAKOBKE (3TUKETKE);

OTHOCHTCS K JAaHHOW CEPHH MPOIYKTa;

HE MOJIC)KUT U3MEHEHUIO (MPOJICHUIO UM COKPAILEHUIO).

110. Cpox rogHOCTH JEKAPCTBEHHOI'O CPEACTBA UCUUCISAETCS OT AAThI
IPOU3BOICTBA ITyTeM NMPUOABIICHUS K HEH CpOKa XpaHEHHs U HE 3aBUCUT OT JaThl
ynakoBku. OTcUeT Cpoka roJAHOCTH JIEKAPCTBEHHBIX CPE/ICTB, MOTYUYEHHBIX U3 aHTPO-
WK OaJK-MPOIyKUMH, HAUMHAETCS OT AaThl IPOU3BOACTBA Hepac(hacOBaHHOM
POTYKIIUH.

111. Ecnu npon3BOACTBEHHAs CEPUSl JIEKAPCTBEHHOTO CPEACTBA COAEPKUT
MOBTOPHO MCHOJb30BAHHBIE MATEPHUAIIBI, TO €€ CPOK F'OJTHOCTU OTCUUTHIBAETCS OT
HaunboJiee paHHEN AaThl MPOU3BOACTBA ATHUX MaTePUAJIOB.

112. Ecnu cpok TOJHOCTH BKJIIOYAET MECSI] ¥ TOJ1, TO JAaHHAS CEpUs
JIEKaApCTBEHHOTO CPEJICTBA UCTIONB3YETCS J0 MOCAETHETO JTHS BKIIOUUTEIIHHO
YKa3aHHOT'O MecsIa.

113. 3meHeHue cpoka XpaHEHHUsI JIEKAPCTBEHHOTO CpeIcTBa (TIPOJIJIEHNE UITH
COKpAIllEHHE) OCHOBBIBAETCS HA pe3yibTaTaX UCCIEA0BaHMM cTabuiIbHOCTH. OTYEeT 00
UCCIIEIOBAHUSIX CTAOUIIBHOCTU COAEPIKUT PE3yJIbTaThl CPABHUTEIBHBIX YCKOPEHHBIX (B
TEUEHHUE TPEX MECALIEB) U JOJITOCPOYHBIX UCCIETOBAHUIN OJTHOTO, IBYX WM TPEX CEpUid
JIEKAPCTBEHHOTO CPEACTBA C MPEIIaraéMbIM U3MEHEHUEM.
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K IIpaBWJIaM IIPOBEICHUS

[Ipunoxenue 1

IMPOU3BOAUTCIICEM JICKAPCTBCHHOTI'O

cpeacTBa UCCIICAOBAHUA CTa6I/IJ'H>HOCTI/I,

YCTAHOBJICHHA CPOKA XPAHCHUA U

IMOBTOPHOI'O KOHTPOJIA
JICKApPpCTBCHHBIX CPCACTB

YcaoBus ucciaenoBaHuil cTa0MIBLHOCTH (papMaleBTHYECKUX

CyOCTaHIMI M JIEKAPCTBEHHBIX MPENapaToB

Tun uccnenoBaHuit

VcioBus uccie0BaHui

Temreparypa t, °C

OTHOCHTEJIbHAS
BrnaxxHoctb RH, %

CrpeccoBbie (t+10)£2: COOTBETCTBYIOIIAs
5042 RH:75+£5
60+2
70+2
YckopeHHbIE 40+2 COOTBETCTBYIOIIAs
RH:75+5

JlononHuTtenpHbIE (B Cilyyae 3HAUUTENbHBIX M3MEHEHUH IIPH YCKOPEHHBIX HCCIIEI0BAHUSX)

IIpomMexxyTOUYHBIE YCIOBHS

30+£2 60+5
Jonrocpounsie t+2: COOTBETCTBYIOIIAs
RH: 60 £5

25+2
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[Ipunoxenue 2
K IIpaBWJIaM IIPOBEACHUS
IIPOU3BOAUTEIIEM JIEKAPCTBEHHOTO
CpeJCTBa HCCIEA0BaHUs CTAOUIBLHOCTH,
YCTaHOBJICHHUSI CpOKa XPAaHEHUS U
MTOBTOPHOTO KOHTPOJIS
JIEKapCTBEHHBIX CPEICTB

l'[epequb MaJonCTOﬁ‘IPIBbIX JEKAPCTBCHHDLIX BEIIECTB

AMUHOPUILITHH
AMHTPUNTHINHA THAPOXIOPH
AMMOHHUS XJIOpUJL
AMIVMIWUIAH HATPUA
AMIUINIUTAHA TPUTHIPAT
Awmpotepurua B
ACKOpOMHOBAs KHCIIOTA
AleTHICATHIUIOBAs KHCIOTa
BauuTpanun

BauuTpanus nuHK

BeH3aTrH GCH3MINTEHUIMIUTNH
beH3unmeHnIINH Kaaui
BeH3unneHnIINHE HaTpUil
bedenuym ruppokcuHadToaT
Bapdapun Hatpuit
I'excunpesopunHON
I'enTamunuua cynbhar
I'uapanasuHa rUAPOXIOPHULT
I'mapoKOpPTH30H HATPHUS CYKIIMHAT
I'mapokcokobanamMuH
I'mocrmamuea cynbsdar
I'yanerenuna cynbdat
Jlaricon

Jlekcamerason Hatpus Gochar
JIMKIOKCAIIWIITMH HATPHUI
(MoHOTHIPAT)
JudTrikapbaMasiHa IUTUAPOLUTPAT
XKenesa cynbdar
W3omnpenanuaa ruipoXIopus
W3onpenanuna cynbdat
ViMunpamuHa ruipoxJIopu

Wnekakyana (OpOIIOK)

[MapomomunuHa cyibdat
IlenunummamMua

IMeTnauHa THAPOXIOPHUT
IMustoxapnuHa rHAPOXIOPHI
[MuokapnuHa HUTpAT
[MupugokcuHa rHAPOXIOPHI
[TpoxanHaMuIa THAPOXIOPHUT
[TpokanH GEH3UINEHULMIUTAH
[IpokanHa ruApPOXIOpUL
[Tpokap0a3uHa TUAPOXIOPUI
ITpomasuHa rHIPOXIOPHI
ITpomera3uHa THIPOXIOPHT
Perunon

PryTH okcuz KenThIi
CanpbyTamona cyabdhar
Cepebpa HUTpaT
CykcaMeTOHHyMa XJIOpUL
Cynbhaana3uH HaTpHid
CynbhaaiMuInH HaTpUi
Cynbdaneramu i HaTpUin
CypbMbI HATpUsI TAPTPAT
TerpakauHa rHIPOXIOPUL
TerpauukiIfHa THAPOXIOPU
TuamuHa THAPOXITOPUL
TuamrHa MOHOHUTpAT
Tuonenrtan HaTpuit
Tonbyramun
YHaeuuiaeHoBas KUCIoTa
OeHmbyTa30H
DdenobapOuTaNa THAPOXIOPU
DdenobapOuTan HaTpuit

@eHOKCI/IMeTI/IHHeHHHHI{HI/IH
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Kanbius riokoHat

Kam,um{ Tapa-aMUHOCaJIMIUIAT

KapOennumnnun Hatpuit

Knokcannmnma HaTpuii
(MoHOTHAPAT)

Kopeuna dpocdar

JIunokanHa ruIpOXIOPH

JIucr censt
Memnapconpoin

Metpudonar

Harnokcona runpoxiopun

Hatpust kansmmst OATA
Harpus naxrar

Harpus autput

Hatpus napa-amunocanunuiar

Hatpust ctuborirokoHar
Heomuuuna cynsgar

Hucratun

OKCUTETPALUKIMH THIPOXIOPH

OpuumpeHanusa cyabdar

DEeHOKCUMETHIINCHUIIMIUINH KaJIbLIUH
DEeHOKCUMETHIITIICHULVIIINH KaTii
deHTOIaMUHA ME3UIIaT
OnydenasnHa nekaHoar
dnydeHasuHa rHIPOXIOPHT
®dopmanpaeruia pacTBop

XuHHHA THAPOCYTb(AT

XMHUHA JUTHAPOXJIOPUJL
XnopaM(peHHUKOI HaTpHsl CyKLIUHAT
XnoprpoMasuHa T'uApOXJIOPUL
Xnopanruapar
XIopTeTpanyKInHa THIPOXIOPHUT
Xnophenamuna rugpomaneat
Xonexanbuudeposn

Hedanekcuu

DMeTrHa THAPOXIOPU
OnuHedpun

OnuHedpuHA THAPOTAPTPAT
Oproxkanbiudepon

DproMeTprHa rupoManeat
DproTamMuHa mMajeat

DproTamuHa TapTpatr
DToCcCyKCUMH

OrunMopdUHa THAPOXIOPULI
Ddenpun

D¢enpuna cynbdar
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[Ipunoxenue 3
K IIpaBHJIaM IIPOBEICHHUS
IIPOU3BOAUTEIIEM JIEKAPCTBEHHOTO
CpeJCTBa HCCIEA0BaHUs CTAOUIBLHOCTH,
YCTaHOBJICHHSI CPOKA XpPAHEHUS U
MOBTOPHOT'O KOHTPOJIS
JIEKapCTBEHHBIX CPEJICTB

YcaoBusa XpaHeHus U yCJIOBUA TOJITOCPOYHBIX I/ICC.HeIlOBaHI/Iﬁ CTAa0MJILHOCTH B

3AaBUCHUMOCTH OT KJIIMMAaTH4Y€CKHUX 30H

Kiumaruyeckas 30Ha Teoperuyeckue (pacyeTHbIE) YCIOBUS XpaHEHUs YcnoBHs TONTOCPOUHBIX UCCIIEIOBAHUH
Cpenusist KUHeTHYECKas TeMieparypa, °C RH, % t, °C RH, %
I 20,0 42 21 45
I 22,0 52 25 60
111 27,9 35 30 35
v 27,4 76 30 70
[Ipumeyanue

30Ha | — yMepeHHBIN KIuMar
30Ha Il — cyOTponmyeckuii KIuMar ¢ BbICOKOU BIAXKHOCTBIO
30Ha Il — »kapkuii Cyxou Wi )KapKui ¢ YMEPEHHOM OTHOCHUTENBHON BIIAXKHOCTBIO

30Ha [V — o4eHb KapKui BIIAKHBIA KJIMMAT.
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[Ipunoxenue 4
K IIpaBWJIaM IIPOBEACHUS

IMPOU3BOAUTCIICEM JICKAPCTBCHHOTI'O

cpeacTBa UCCIICAOBAHUA CTa6I/IJ'H>HOCTI/I,

YCTAHOBJICHHA CPOKA XPAHCHUA U

IMOBTOPHOI'O KOHTPOJIA
JICKApPpCTBCHHBIX CPCACTB

CTA0MJIBLHOCTH PA3JIHYHBIX JeKAPCTBEHHBIX GopM

JlekapcTBeHHas popma

TToka3zaTenu kauecTBa

Abspo3omn

1.
2.
3.

Ornucanue
PonctBennsie npumecu

KonmnuectBennoe onpenenenue

HOCTH OaJlJIOHa M KJIAIIAHHOT'O YCTPOIiCTBA)

B YIIaKOBKC

6.

MI/IKp06I/IOJ'IOFI/I'-ICCKa}I HYUCTOTa

4. CoxpaHHOCTb TEXHUKH NPUMEHEHHUS (IIpOBEpKa aBJIeHHs, FepMETHY-

5. OmpeneneHye BEIXOAA COACPKUMOTO YIAKOBKH HIIX KOJIUYECTBO 103

I'ma3uble YUIHBIC KarlIn

1.

IS - N VR S

Ornucanue

. PogctBennsie mpumecu
. KonnuectBennoe onpenenenue
. lIBeTHOCTH

. [Ipo3paunocts

pH

. BszkocTh

. CrepunbHOCTh (MHKPOOHOJIOTHYECKAS YUCTOTA)

Kancynet

= KV T N OV I N

. Onmcanue Karcyibl ¥ COAEPKUMOTO
. PoxcTBennsie npumMecu

. KonmuectBennoe onpenenenne

. PactBopenne

. Iloteps B Macce npu BBICYIIMBAHUY WK BOAA

MI/IKPO6HOHOFH‘ICCK3H YUCTOTa

JlexapCTBEHHBIC CPEACTBA IS TAPEHTEPAIBHOTO IPUME-
HEHUsI

. Onucanue

. PoncrBennbIe prMecu

. KonmmmuectBennoe onpeneneHue
. IlIBeTHOCTH

. [Ipo3paunocTs

pH

. CTepuiipHOCTh
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8. TOKCHYHOCTH

Jlns cycrieH3mii JOOTHUTEINIBHO:

1. Pazmep wactuig

2. CemuMeHTaIIOHHAs YCTOMYNBOCTD
JL71st SMyJIbCHIA JONOTHUTENBHO:

1. Bsizkocth

2. Pa3nenenue da3

3. Pa3zmep uacTuIl SMyIbcUU

ILJBI CpEACTB B IIPEABAPUTECIIBHO 3aII0JIHEHHBIX HITNPpUIAX AOIIOJIHUTEIIb-

HO!

1. CoxpaHHOCTb TEXHUKHU PUMEHEHUS (T€PMETHYHOCTD YIaKOBKH, TO-

JIBHXKHOCTB TOPIIHS, IPOXOJUMOCTb UIJIbI)

Msrkue jgekapcTBeHHbIE (OPMbL

1. Onucanue

. PoactBennsbie npumecu

. KonmnuectBenHoe onpeaeneHue
pH

. Pazmep wactuig

Mukpo6uoioruyeckas 4ucToTa

HasanpHble ciipen 1 kamiu (pacTBOPBI M CyCHEH3UM)

1. Onucanue
. PogctBennbie mpumecn
. KonnuectBennoe onpenenenue

.pH

. OZIHOPOAHOCTH PACHBLIAEMOM 10351

2
3
4
5. Pa3mep wactur cycneH3uu
6
7. Konu4ecTBo /103 B yIakoBKe
8

. MI/IKPOGI/IOHOI‘H‘{CCK&}I YHUCTOTa

HOpOIJ_IKI/I JUISL IEPOPAIBHOIO IIPUMEHEHU S, UCIIOJIb3Yye-
MBIC B BUZIC PaCTBOPOB HJIN CyCHeHSI/Iﬁ

1. Onucanue
. PoxcrBennbie npumMecu

. KonmuectBennoe onpenenenue

.pH

2

3

4. Pa3mep yacTUIl IPUTOTOBJICHHON CyCIIEH3UU
5

6. I[Toreps B Macce npHu BbICYLIMBAHUU MM BOJA
7

. Bpems cMenMBaHust ¢ AMCIIEPCUOHHON CPEIoi nepet UCTIOIb30BaHU-

M

8. MuKpoOHOIOrHuecKasi YUCTOTa

PaCTBOpLI " CYCIICH3UU ISl IEPOPAJIbHOTO IPUMCHCHU S

1. Onucanue
. PoxcTBennsie npumMecu
. KonmuectBennoe onpenenenne

. Pa3mep wacTung

. [TnotHOCTH

2
3
4
5. CenmuMeHTAIIOHHAS YCTOWYMBOCTh
6
7. pH

8

. MI/IKPOGHOHOI‘H'—ICCK@}{ YUCTOTa

Cupornst

1. Onmcanue

2. PoncreenHsle npumecn
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3
4
5
6
7

. KonnuectBenHoe onpenenenue
. [TnotHOCTH

. BszkocTh

.pH

. MukpoOuosnoruyeckas 4ucToTa

10.

Crpen ¥ TOPOMIKH JTsT MHT SN

Crpen U HHTaISIIAR:

1
2
3
4
5
6

. Onucanue

. PogctBennbie npumecu

. KonmnuectBeHHOe onpeeneHme
.pH

. KommmuectBo 103 B ynmakoBke

. MI/IKPOGI/IOHOI‘I/I‘-ICCK&H YHUCTOTa

[Nopormmkn 1t HHTATSAIHI:

1

2
3
4.
5
6

. Onucanue

. PogctBennsie npumecn

. KonnuectBennoe onpenenenue

Pa3smep uacTung

. [loreps B Macce npyu BHICYIIMBaHUY WK BOJIA

. MI/IKPOGHOHOI‘H'—ICCK@}{ YUCTOTa

Cymnnosuropuu

~N O L WD

. Onmcanue

. PoxcrBennbie nmpumecu

. KonnuectBenHoe onpeneneHue
. Temmepatypa mnaBieHust

. Bpemst monHo# nedopmannu

. PactBopenue

. MuKpoOHOIOrHYEeCKUiT KOHTPOJIb

12.

TabneTku

< WKV T N R Y

. Onucanue
. PoacrBeHHbIe puMecu
. KonmuectBenHoe onpeerneHne

. PactBopenne

MukpoOuooruueckas YucTora

. Iloreps B Macce IIpu BHICYIIMBAHUK MU BoJa (IIPH HEOOXOAUMOCTH)

13.

OMybcun

. Onucanue

. PogctBennsie npumecn

. KonnuectBennoe onpenenenue
. Pa3mep uactui smynbcuu

pH

. BsizkocTh

. MI/IKPOGI/IOHOI‘H‘{CCK&}I YHUCTOTa

[Ipumeyanue

HpI/IBe,Z[eHHBIﬁ IIEPCUYCHb AOIIOJHATHCA 110 YCMOTPCHUIO ITPOU3BOAUTCILA
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[Ipunoxenue 5
K IIpaBHJIaM IIPOBEICHHUS
IIPOU3BOAUTEIIEM JIEKAPCTBEHHOTO
CpeJCTBa HCCIEA0BaHUs CTAOUIBLHOCTH,
YCTaHOBJICHHSI CPOKA XpPAHEHUS U
MOBTOPHOT'O KOHTPOJIS
JIEKapCTBEHHBIX CPEJICTB

PGSyJIbTaTl)I HCCJIeA0BaAHNI CTA0MJIBLHOCTH JEKAPCTBECHHOI'O IIpenaparta

TOProBO€ HAaMMEHOBaHUE

JieKapcTBEeHHas popma

Tapo-yKylopo4Has CuCTeMa

HOMeEp Cepun

TlToka3aTenu kadecTBa YcaoBus uccaeaoBa- Merton uccienoBa- Crienugukanus: ITeproab! KOHTpOJIS, MEC.

HU HUI HOPMBI OTKJIOHE- 031619 12]18]|24 1]
HUA

Ornmcanue

ITocTopoHHHE TPUMECH:
MIPOIYKT pacraza A;
HPOAYKT pacnajia B;

CyMMa Impumecei

KonnuectBeHHOE onpenc-
JICHUEC

Jpyrue noka3zarenu Kade-
cTBa

IIpumeuanne

Tabnuiia pe3ynbTaTOB UCCIEAOBAHUMN MOIMUCHIBACTCS JIMIIAMU, OTBETCTBEHHBIMU
3a IPOBEJICHUE UCCIIEIOBAHUN U TIOJIyYCHUE aHAUTUTUYECKUX JAHHBIX:

1) pykoBoguTENEM OTAENIA KAYECTBA MPEINPUATHS;
2) 3aBeIYIOIINM UCIIBITATEILHOM Tab0paTOpHEii;

3) aHAJTUTHUKOM.
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[Ipunoxenue 6

K IIpaBHJIaM IIPOBEICHHUS

IIPOU3BOAUTEIIEM JIEKAPCTBEHHOTO
CpeJCTBa HCCIEA0BaHUs CTAOUIBLHOCTH,
YCTaHOBJICHHSI CPOKA XpPAHEHUS U
MOBTOPHOT'O KOHTPOJIS
JIEKapCTBEHHBIX CPEJICTB
OTt4er 00 uccieqoBaHusAX CTAOUIBHOCTH (papMalleBTUYECKON CyOCcTaHIMU

1) obmue cBeneHust o papmaneBTUUECKON CyOCTaHITUY:

HauMEHOBaHUE (MEXIyHAPOIHOE HETIATEHTOBAHHOE HAUMEHOBAHUE MPHU
HaJIMYUHN );

HOMEpA CEPUH;

THUII CepUH (MMPOMBINIICHHBIN, OTTBITHO-TIPOMBIIIIIEHHBIHN, TA00PATOPHEIN);
pasmep cepuy;

JlaTa IPOU3BOJICTBA;

MPOU3BOIUTEND (hapMalleBTUUECKOM CyOCTaHIINY;

JaTa MPOM3BOJICTBA YKA3aHHBIX CepUil (papMalieBTHUECKOW CyOCTaHIINH;

JaTa TOBTOPHOTO KOHTPOJIS HJTA CPOK TOAHOCTH YKa3aHHBIX CEPHA
dbapmareBTHYECKON CyOCTaHIINN;

Tapo-yKyMmopo4Has cuctema (Marepual, TUIl, pa3Mephl);
2) MopsII0K MPOBEJCHUS UCCIIEIOBAHNI CTA0OMITBHOCTH:
BU/I UCCJIEIOBAaHU CTAOMILHOCTHU (CTPECCOBBIE, YCKOPEHHBIE, TOJITOCPOYHbIE);

YCIIOBUS UCCIIEIOBAHUN CTAaOUIILHOCTH (TeMIlepaTypa, BIaXKHOCTb,
OCBEIICHHOCTD, MTOJIOKEHHUE YIIaKOBKH);

nopsiI0K oTdéopa mpoo;
4acTOTa U MPOJOHKUTEIHFHOCTh UCTIBITAHUH;

cienu@uKanus ucciaea0BaHui (MOKa3aTeau KauecTBa U PErJIaMEHTUPYEMBIE
HOPMBI OTKJIOHEHUA);

METOIUKH UCCIICIOBAHUI;
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3) pe3yabTaThl UCCIAEAOBAHUN CTAOUIIBHOCTHU:

PEe3YIbTaThl CTPECCOBBIX UCCIECNOBAHUN U (WJIN) PE3yJIbTaThl YCKOPEHHBIX
HCCJICIOBAHUN;

pEe3yIbTaThl JOMOJHUTEIBHBIX UCCIEAOBAHUN B MPOMEKYTOUHBIX YCIOBUSX (B
cilydae OOHapYKEHUS 3HAUUTEJIbHBIX U3MEHEHUM MPU YCKOPEHHBIX UCCIIEOBAHUSX);

Pe3yIbTaThl JOJTOCPOYHBIX UCCIICIOBAHUM;
KMHETUYECKUE KPUBBIC PA3JIOKEHUS;
XpOMAaTOrpaMMbl XUMUYECKONU YUCTOTHI;

4) aHanu3 pe3yiabTaTOB UCCIEJOBAaHUN CTAOUIBHOCTH:

HaJIMYKUC NI OTCYTCTBUC 3HAUYUTCIIbHBIX W3MEHECHUM PE3YJIbTATOB YCKOPCHHBIX
I/ICCJIGIIOBaHI/Iﬁ NN JOIMOJHHUTCIBbHBIX I/ICCJ'ICI[OBaHI/Iﬁ B IIPOMCIKYTOYHBIX YCJIOBUAX,

CTAaTUCTUYECKAsl OIIEHKA PE3yJIbTAaTOB JOJITOCPOYHBIX UCCIIEIOBAHMIA;
5) naHHble, JOMOJHUTEIBLHO MOATBEPKAAIOIINE CTA0UITBHOCTD:

pe3yNbTaThl UCCIIEIOBAHUN CTA0OMIBHOCTH Ja00paTOPHBIX 00pa3LoB
dbapmareBTHYECKON CyOCTaHIINN;

Hay4Hast ”HQOPMAIUs WU CChIIIKA Ha €€ UCTOYHUKH;

6) 3aKJIIOUYCHHE.
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[Ipunoxenue 7

K IIpaBHJIaM IIPOBEICHHUS

IIPOU3BOAUTEIIEM JIEKAPCTBEHHOTO
CpeJCTBa HCCIEA0BaHUs CTAOUIBLHOCTH,
YCTaHOBJICHHSI CPOKA XpPAHEHUS U
MOBTOPHOT'O KOHTPOJIS
JIEKapCTBEHHBIX CPEJICTB
Otuer 00 uccnen0BaHuAX CTAOMIBHOCTH JIEKAPCTBEHHOIO IIpenapaTa

1) obmme cBeieHUsI O JIEKApPCTBEHHOM Ipernapare:

HaMEHOBaHUE (TOPrOBOE U MEKIyHAPOIHOE HETIATCHTOBAHHOE HAUMEHOBAHUE
MIpY HAJTUYHH);

JeKapcTBeHHas (popma;

NO3UPOBKA WIM AKTUBHOCTB;

COCTaB;

HOMEp CEPUH;

THUII CepUU (TIPOMBIIIIICHHBIN, OTBITHO-IIPOMBILIUICHHBIH, 1a00paTOpHBIiL);
pasmep cepuy;

JlaTa IPOU3BOJICTBA;

ITPOU3BOIUTEIIb JIEKAPCTBEHHOIO MPEIApaTa;

HOMepa cepuit (hapMarieBTUUECKOM CyOCTaHIINK, UCTIOJIb3YEMBbIX JIJIs
IIPOU3BO/ICTBA UCCIIEAYEMbIX JIEKAPCTBEHHBIX MPENAPaATOB;

JaTa MPOM3BOJICTBA YKA3aHHBIX cepuil (papMalieBTHUECKON CyOCTaHIINH;

JaTa MOBTOPHOTO KOHTPOJISI HJIM CPOK TOAHOCTU yKa3aHHBIX CEPH
dbapMaleBTHYECKON CyOCTaHIINH;

MIPOU3BOIUTEIb (PapMaIeBTUUECKON CyOCTaHINY;

Tapo-yKyIlopo4Has cuctema (MaTepual, TUIl, pa3Mepbl, HAOMBKA, YIJIOTHUTEIH,
OCYLIUTEINH);

2) NOpsIAOK MPOBEAECHUS UCCIIEI0BAHUNA CTA0OUIBHOCTH:

BH/JI UCCIIEIOBAHUI CTAOMIBLHOCTH (YCKOPEHHBIE, TOJITOCPOUHBIE);
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YCIIOBHSI HCCIIEOBAaHUM CTAOUIIBHOCTH (TeMIIepaTypa, BIaXXHOCTb,
OCBEILIEHHOCTb, II0JIO’KEHUE YIIAKOBKH);

nopsJIoK 0TOopa mpod (0TOOP cepuii U OTOOPAHHOE UX KOJIUYECTBO, OTOOP
00pa3IoB U OTOOPaHHOE UX KOJUYECTBO C YIETOM JO3UPOBOK, (DACOBOK M THIIA
YIAKOBKH);

4acToTa U IpoOaAOIZKUTCIIbHOCTD HCCHCHOBaHHﬁ;

cnerupuKaIms UCCIeI0BaHni (TT0OKa3aTeNn KaueCTBa U PeTJIaMEHTHPYEMbIe
HOPMBI OTKJIOHEHUS);

METOJIMKH UCCIIEI0BAHUN;
3) pe3ysbTaThl UCCIEIOBAHUN CTAOMIBHOCTH:
PE3yNbTaThl YCKOPEHHBIX UCCIIEOBAHUM;

pEe3yAbTaThl JOMOJHUTEIBHBIX UCCIEAOBAHUN B MPOMEKYTOUHBIX YCIOBUSX (B
cllydae OOHapYKEHUS 3HAUUTEIIbHBIX U3MEHEHUM MPU YCKOPEHHBIX UCCIIEOBAHUSX);

Pe3yIbTaThI JOJTOCPOYHBIX UCCIICIOBAHUM;

pe3ynbTaThl UCCIEI0BAHUN CTAOMIBHOCTH MOCJIE PACTBOPEHUS HIIA MIEPBOTO
BCKPBITHSI MHOTOI030BOTO KOHTEWHEpa (TIpr HEOOXOMMOCTH);

KUHETUYECKUE KPUBBIC PA3IIOKEHUS;
XpOMAaTOrpaMMbl XUMUYECKOU YUCTOTHI;
4) ananu3 pe3yabTaTOB UCCIEIOBAHUI CTAOMIBHOCTH:

Hanuune (0TCyTCTBHE) 3HAUUTEIBHBIX U3MEHEHUI PE3yJIbTaTOB YCKOPEHHBIX

VICCIICIOBAaHNUN WIIM JOTOJIHUTEIBHBIX UCCIIEIOBAHUN B IIPOMEKYTOUYHBIX YCIOBUSAX;
CTaTHUCTUYECKas OLIEHKA PE3yJIbTAaTOB JOJTOCPOUYHBIX UCCIEAOBAHUM;
5) naHHbIe, AOMOJTHUTEILHO TOITBEPKAAIOITNE CTAOUTBEHOCTH:

PE3yNbTAaThl UCCIIEIOBAHUN CTA0OMIBHOCTH Ja00paTOPHBIX 00pa3IIoB
JIEKapCTBEHHOTO Mpemnapara;

Hay4JHass HHPOPMAIIUs WU CChIIKHA Ha €€ UCTOYHUKH;
6) 3aKJIIOUCHHE.

3akroucHue COACPIKUT CIICAYIOIINEC CBECACHUA:
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MIEPHO]T TOBTOPHOTO KOHTPOJIS, CPOK XpaHEHUs hapMaIieBTUIECKON CyOCTaHIInN
WJIM CPOK XPaHEHUS JICKapCTBEHHOTO TpenapaTa (YCJIOBHBIN UM yCTAaHOBJIECHHBIN B
pe3yJibTare IOATOCPOUYHBIX UCCIEAOBAHUN CTAOUIIBHOCTH);

PEKOMCHAYCMBIC YCIIOBUA XPaHCHUSA JICKAPCTBCHHOI'O CPCACTBA,

NEPUOJI TPUMEHEHUS U PEKOMEHIyEMBbIE YCIOBHS XPaHEHUS JIEKAPCTBEHHOTO
npernapara Mocjie paCTBOPEHHUS WIH M1OCJIE€ IEPBOI'0 BCKPHITHS MHOT0/1030BOT0
KOHTeHHepa (Mpu He0OX0IUMOCTH);

000CHOBAHHOCTH U30BITKA AKTUBHOTO MHTPEANECHTA, 100ABJICHHOTO /JI TapaHTUU
AKTUBHOCTH JIEKAPCTBEHHOTO IperapaTa B KOHIE CPOKA XPAHEHUSI.
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JlaTa ckauMBaHHS 04.11.2020

[Ipunoxenue 8

K IIpaBWJIaM IIPOBEICHUS

IMPOU3BOAUTCIICEM JICKAPCTBCHHOTI'O

cpeacTBa UCCIICAOBAHUA CTa6I/IJ'H>HOCTI/I,

YCTAHOBJICHHA CPOKA XPAHCHUA U

IMOBTOPHOI'O KOHTPOJIA

JICKApPpCTBCHHBIX CPCACTB

YCJIOBI/IH, NpEeAbABIACMBIC K HCCJICI0BAHUAM CTaﬁl/IJIbHOCTI/IJIeKapCTBeHHbIX

CpeacTB HAa MOMEHT IOJaY1 PEruCTPAHOHHOIO J10ChHE

JlekapCTBEHHOE Cpel-
CTBO

Bup vccnenoBanmii cTaOMIIBHO-
cTH

MuHuManbHas MIPOAOJIKUTEIIBHOCTDL UCCIIE10BA-

HUI HAa MOMEHT I10J1aYd PErucTpaluoOHHOro 10-
*
Cb€

Hanmnune rapanTtuitnoro

00s13aTeNbCTBA IPOU3BOHU-
*

Tenst

1. HoBas

(bapmareBTHUECKAs CyOCTaHINSL

1) ycToitunBas

a) CTPECCOBBIC,

0) yCKOpEHHBbIE;

a) MOJHBIN CPOK;

0) 6 MecsIIeB.

B) JIOJITOCPOYHBIE B) 12 MecsiieB. (Ipy MPOAOIIKEHHH HCITBITAHMUIT) +
2) HeycToHYnBast a) CTPECCOBEIE; a) MOJIHBIN CPOK -
(B TOM uHCIE TEPMO- | &) oo HmTe BHbIE B TPOME- 6) 6 MecsIeB. (IIpH IPOJOIKEHUH HCTIBITAHHI) +
JabuIIbHas ) .

KYTOIHBIX yCIOBHSX, B) 12 MecsueB. (1P MPOJODKEHUH UCTIBITAaHUH) +

B) JIOJITOCPOYHBIE

2. BocnponsBeneHHas papmarieBTH4ecKast CyOCTaHIUs

1) ycroitunBas a) YCKOPEHHBIE; a) 6 MecsLeB. -

0) monrocpouHsie 0) 6 MecsIeB. (IIpU MPOJOIHKEHUN HCIIBITAHMUI) +
2) HeycroiuuBas (B a) JONOJTHUTEJbHBIE B IPOMeE- a) 6 MecAueB. (IpH NPOJOIDKEHUH UCTIBITAaHUN ) +
TOM HHCIIE TCPMOJIa- KYTOHBIX yCIOBHAX, 0) 12 mecsneB. (IIpy NPOIOIKEHUU UCTIBITAHHI) +
GuubHas) 6) JONTOCPOUHbIE

. JlekapCTBEHHBIH TTpemnapart (B TOM YHCIIe BOCTIPOU3BEICHHBII
3. Jlekapctse enapa o CcJ1e BOCTIPOU3BE/IE
1) B TpagunnoHHO# a) YCKOpEHHBIE WU JTOTIOJIHU- a) 6 MecsIeB. -
JIeKapCTBEHHOI1 (op- TEJIbHBIE B IPOMEKY TOUHBIX 6) 6 MecseB. (MPH MPOIOIIKEHHH HCTBITARI) n
Me YCIIOBUSIX; .
B) 12 mecsieB. (Ipy NPOAOIIKEHHH HCIBITAHUI) +

0) monrocpouHble
2) HeTpaAULIMOHHON a) JIOTIOJTHUTEIbHBIE B TIPOMe- a) 6 MecsLeB. (IIPH NPOIOKEHHN UCTIBITAHHUH) +
JIeKapeTBEHHOM (op- KYTOUHBIX yCIOBHAX, 0) 12 MecsueB. (Ipu NPOJOIDKEHNUH UCTIBITAHHN ) +
Me 0) J0JITOCpOYHBIE

4. MHOrOKOMIIOHEHTHBIE JICKAPCTBEHHBIE MIPETIapaThl

a) YCKOPEHHBIE MIIH JOIIOIHH- a) 6 MecsIIeB. -

TEJBHBIE B IPOMEKYTOTHBIX 6) 6 MecsirieB. (IIpH IIPOJIOIKEHUH HCTIBITAHHI) +

YCIIOBUSIX; .

B) 12 mecsieB. (Ipy MPOAOIKEHHH HCIBITAHMUIT) +
0) nonarocpouHbie
5. JlexapcTBeHHBIE CpelICTBa OMOIOTUYECKOT0 ITPOUCXOXKACHHS
a) IONOJIHUTEJIBHBIE B IPOMeE- a) 6 MecsueB. (IpH NPOJODKEHUH UCTIBITAHHUH ) +

JKYTOYHBIX YCJIOBUAX;
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| 6) OITOCPOUHBIE 0) 12 MecsueB. (Ipu NPOJOIKEHUH UCTIBITAHHUN ) +

6. MeauiHCKHEe UMMYHOOHOIOTHYECKHE TIPenapaThl
a) IONOJIHUTEJBHBIE B IPOME- a) 3 mecsreB. (P NPOJODKSHUH UCTIBITAHHN ) +
KYTOHHBIX yCIIOBHAX, 6) 6 MecseB. (IIpU IPOIOIKEHUH HCTIBITAHHI) +
0) monrocpouHbie
1 1]

IIpumeyanue

* [Ipy BO3HUKHOBEHHH YPE3BbIYANHBIX CUTYALIMI PUPOTHOTO UIIH
TEXHOT€HHOTI'0 XapaKTepa, OpraHu3aluy U MPOBEICHUHU CAHUTAPHO-
POTHUBOAMUIAEMUYECKUX U CAHUTAPHO-NIPOPUIAKTUYECKUX MEPOIIPUSATUHN U CBA3AHHBIX
C HUMH OI'PAHUYUTENBHBIX MEPOIIPUATHM, B TOM YHCIIE KAPAHTUH, OTE€UYECTBEHHBIE
IIPOU3BOIUTEIN JIEKAPCTBEHHBIX CPEICTB IIPU I10a4€ PETUCTPALIMOHHOTO 10ChE WIIN
BHECEHUU U3MEHEHHUN B PETUCTPALIMOHHOE TOCHE MPENOCTABIISAIOT:

JaHHBIE UCCIEAOBAHUS CTAOUIBHOCTH (JIOJITOCPOYHBIX, YCKOPEHHBIX
UCCJIEIOBAaHNI) HE MEHEE YeM 3a 3 MecALla UCCIEA0BaHMil, TOJTYyYEHHbBIX HA PAaHHEM
sTane pazpaboTKH JIEKAPCTBEHHOT'O CPENICTBA OJTHOM CepUH;

rapaHnTuiiHoe 00A3aTENbCTBO M0 POBEICHUIO UCCIIEJOBAaHUN CTAOMIIBHOCTHU B
NOCTPErUCTPALIMOHHBIN MEPUO.
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[Ipunoxenue 9
K IIpaBHJIaM IIPOBEICHHUS
IIPOU3BOAUTEIIEM JIEKAPCTBEHHOTO
CpeJCTBa HCCIEA0BaHUs CTAOUIBLHOCTH,
YCTaHOBJICHHSI CPOKA XpPAHEHUS U
MOBTOPHOT'O KOHTPOJIS
JIEKapCTBEHHBIX CPEJICTB

dopma

I'apanTuiiHoe 00513aTEJILCTBO MO MPOBEIEHUIO M CCJIEI0BAHNN CTA0WIBHOCTH B
NMOCTPErucTPAMOHHBIH MEePHO

3asBUTEIH

(HaMMEHOBaHHE IOPUANYECKOTO JIMLA/(paMuIIusi, UMsl, OTYECTBO
(11pu ero HaaM4KK) GPU3MIECKOTrO JINLA)
00s13yeTcst IIPOBECTH MCCIICJOBAHUS CTAOMIBHOCTH II0CJIE PETHCTPALlUK JEKapCTBEHHOTO Ipenapara:
TOProBOe HANMEHOBAHHE
MHH (npu Hamuumnn)
JlekapctBenHnast opma

Jlo3upoBka
®opma BhIITycKa

Tapo-ykymopodHasi cuctema

npOI’BBOI[CTBeHHLIe CEpUHU JIEKApCTBEHHOTI'O IIpenapara oT Ka)l()loﬁ JO3MPOBKH BKJIFOYEHBI B UCCIICNOBAHUS CTaOMIIBHOCTH:
CTPECCOBBIC

YHCIIO Cepuii
YCKOPEHHBIE

YHUCIIO cepuit
JIOIIOJIHUTENBHbIE
B IIPOMEKYTOYHBIX YCIIOBUAX
YHCIIO0 CEepUil
JIOJITOCPOUHbIE

YHCIIO Cepuit

I1o onHOM MPOM3BOACTBEHHON CEPUH JIEKAPCTBEHHOTO MpErapara OT KaKI01
JO3UPOBKHU €XKET0IHO OyeT BKIIFOUATHCS B I0JITOCPOYHBIE UCCIIEIOBAHMS
cTabuIIbHOCTH. J{0AroCcpoUYHbIe HCCaeA0BaHUS CTAOUIBHOCTH OYAYT MPOIOJKEHBI 10
JOCTHYKEHUS YCIOBHOTO CPOKA XPaHEHUS roja (Jer).

CTabuiabHOCTh U CPOK XpaHEHUS JIEKAPCTBEHHOTO TIpenapara 0yayT
YCTaHOBJIEHBI HA OCHOBAHUM PE3YJIbTATOB JOJTOCPOYHBIX UCCIEAOBAHUM.



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 28.10.2020

; . aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 04.11.2020

- = Ciii ?;gnogﬂmﬁ Kﬁ)mponbmﬂﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 28.10.2020
my6anku KasaxcraH B 9J€KTPOHHOM BHIE TlaTa ckaunBanus 04.11.2020

[Tocne 3aBepieHus: UCClIeJOBaHUM, 000OLIECHHS U OIIEHKU UX PE3YyJIbTaTOB OTUET
00 ucciae10BaHNM CTa0MIBHOCTH OyIET MPEACTABIECH B TOCYIAPCTBEHHYIO AKCIIEPTHYIO
OpraHm3aluio B cepe oOpalieHus JIEKapCTBEHHBIX CPEACTB U MEIUIIMHCKUX U3/ICITHA.

KauecTBo JiekapCTBEHHOTO IIpernapaTra COOTBETCTBYET TPEOOBaHUSIM

[TIpon3BOICTBEHHBIE CEPUU JIEKAPCTBEHHOTO MpenapaTa COOTBETCTBYIOIIETO TO1a
BBIITyCKa, KAYECTBO KOTOPBIX HE OTBEUAET YCTAHOBIIEHHBIM TPEOOBAHUSAM, Oy Iy T
U3BSTHI ¢ (PapMaIeBTUUECKOTO PhIHKA C M3BEIICHUEM IOCYyAapCTBEHHOIO OpraHa B
ctepe oOpaleHust IEKapCTBEHHBIX CPEJICTB U MEAUITUHCKUX U3IETUIN U
rocyJapCTBEHHON IKCIIEPTHOM opranu3anuu B cepe oOpalieHus JIeKapCTBEHHBIX
CPEACTB U MEIULIMHCKUX W3ACIIHIM.

3asBUTETH

MOIHCh ®dammusi, UM, 0TYECTBO (TIPH €ro HaJTMYHN)
« _» 20 T.
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[Ipunoxenue 10
K IIpaBHJIaM IIPOBEICHHUS
IIPOU3BOAUTEIIEM JIEKAPCTBEHHOTO
CpeJCTBa HCCIEA0BaHUs CTAOUIBLHOCTH,
YCTaHOBJICHHSI CPOKA XpPAHEHUS U
MOBTOPHOT'O KOHTPOJIS
JIEKapCTBEHHBIX CPEJICTB

Onpezle.ﬂe}me CpoOKa XpaHCHHUA U IMepuoaa MOBTOPHOIo KOHTPOJIA B 3aBUCHMOCTH

OT CTCIICHHU Bapnaﬁenbnocnl JAHHBIX I10 CTAa0OMJIBbHOCTH

CreneHs pasnoxe-
HUSI aKTHBHOTO MH-

Crenenb BapuabeIbHO-
CTHU JTaHHBIX IIO CTa-

OrmpeiesieHne cpoka XpaHEHHs M IepHOoJia HOBTOPHOIO KOHTPOJIs

TpenueHTa OUIBHOCTH

HesnaunrenpHas Huzkas OObenuHeHNe JaHHBIX 110 CTAOUIBHOCTH OTACNIBHBIX Cepuil 63 IPUMEHEHHS METOI0B
CTaTHCTUKH

3HayuTeIbHAS Huskas 1. OObeauHeHNE JAHHBIX TI0 CTAOMIIBHOCTH OT/IENBHBIX CEPUil C IPUMEHEHHUEM METO-
JIOB CTATHCTUKU
2. Cratuctuueckas 00padoTka (3HaueHus P juist ypoBHS 3HAYMMOCTH OTOPaKOBKH BBIILIE
0,25) HaKJIOHOB perpeccuil U ToueK UX IepeceueHust ¢ HyIeBOi OTMETKOM s OTemb-
HBIX CepHit

3HauMTeIbHAs Beicokas 1. O6beqMHEHNE TAaHHBIX 110 CTAOMIBHOCTH OT/ENIBHBIX CEPUil HEBO3MOXKHO

2. OnpeneneHrne MUHAMAIBHOTO BPEMEHH, B TEYEHHE KOTOPOTO MTOKA3aTENN Ka9eCTBa
BCEX CEpHil OCTAIOTCS B OMYCTUMBIX U 00OCHOBAHHBIX MPEAeiax




