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EQ &gy DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB Jlata peaKkmum 23.12.2020

Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE Tlara ckaunpams 05.01.2025

KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay ITpuka3z Munucrpa MMUHHUCTEPCTBO 3APABOOXPAHEHUS U COLMATBHOTO
JKOHE QNICYMETTIK AaMy MUHHUCTPIIr 3IPaBOOXPAHCHHS M COLHAIIBHOTO pasButus Pecriy6anku Kasaxcran
(KP Ilpesunenrinig 25.01.2017 sx. N 412 passurtus Pecriy6imku Kazaxcran ot
JKapneirsiMeH Kaiita Kypbuty xonsiMeH KP 29 mas 2015 rozna Ne 421.

Jlencaynbik cakray MuHUCTpIiri xoHe KP ExOex 3apeructpupoBan B MHUHUCTEPCTBE
JKOHE XaJIBIKTBI QJICYMETTiK KOPFay MUHUCTPIIIT] roctuiun Pecnyonuku Kazaxcran 30
Goutbln KaiTa YHBIMIACTBIPBUIIbI) ntons 2015 roga Ne 11485. Yrpatun

CHITY TIPUKa30M MUHHCTpa
3]ipaBoOXpaHeHus PecryOuuku
Kazaxcran ot 23 nexabps 2020 roga
Ne KP ICM-320/2020 (BBOAUTCS B
JEiCTBHE [0 HCTCYCHNH JECATH
KaJICHIAPHBIX [HEH MOCIIE THS ero
[epBOro OHIHAIBLHOIO
OIyOJIMKOBaHHMS)

OO0 yrBep:knenun [IpaBus npoBenenusi GapMaKoHaA30pa ¥ MOHUTOPUHTA
0€30MacHOCTH, KayecTBA M I(PPeKTUBHOCTH METUIIMHCKUX U31eTUil

Cuocka. Ympamun cuny npukazom Munucmpa 30pasooxparernusi PK om
23.12.2020 Ne KP JICM-320/2020 (6600umcs 6 oelicmaue no ucmedeHuu 0ecsimu
KAleHOAapHblX OHell nocie OHs €20 Nep8o2o OPUYUATbHO20 ONYOIUKOBAHUSL).

CHocka. 3aeonosok 6 peoakyuu npuxasza Munucmpa 30pasooxpanenus PK om
27.05.2019 Ne KP J[CM-88 (8600umcs 6 oeiicmaue nocie OHsl e20 nepe8o2o
opuyuaIbHO20 ONYOIUKOBAHUS).

B cootBercTBUM yHKTa 2 co cTaTheit 85 Koaekca Pecriy6nuku Kazaxcran ot 18
centa0ps 2009 rona «O 310pOBbE HapOa U CUCTEME 3APABOOXPAHEHUS
INPUKA3BIBAIO:

1. YTBepauts [IpaBumna npoBeaeHus ¢papmMakoHaa30pa 1 MOHUTOPUHTA
0e30macHOCTH, KauecTBa U 3 (HEKTUBHOCTH MEAUIIMHCKUX U3JIEIHM.

Cnocka. Ilynkm 1 6 pedakyuu npuxaza Munucmpa 30pasooxpanenusi PK om
27.05.2019 Ne KP J[CM-88 (8s00umcs 6 oeiicmaue nocie OHsl e20 nepeo2o
ouyuanrbHo2o onyoIUKOBAHUS).

QR-KOJT COAEPIKUT CCHUIKY Ha
nansbiif nokyment B OKb HITA PK
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2. Ilpu3Hath yTpaTUBLUIMMU CHIIy IPUKA3 U.0. MUHHCTpA 31paBOOXPaHEHUS
Pecniy6mnku Kazaxcran ot 3 Hosi0ps 2009 roga Ne 647 «O06 yrBepxkaenuu [IpaBun
IPOBEICHUS. MOHUTOPHUHIa TOOOYHBIX JIEUCTBUI JIEKAPCTBEHHBIX CPEJICTB B
MEIUIMHCKUX U (hapMalleBTUYECKUX OpraHu3alusIx» (3aperucTpupoBaHHbiii B Peectpe
roCyJITapCTBEHHOM pETMCTpallid HOPMAaTUBHBIX MPAaBOBBIX akTOB Ne 5910,
ony6suKoBaHHbIM B COOpaHNU aKTOB IIEHTPAJIbHBIX UCIIOJHUTENbHBIX U HHBIX
LHEHTPAJIbHBIX TOCYJapcTBEHHBIX opraHoB Pecryonuku Kazaxcran Ne3, 2010 rona) u
nyHKT | Ilepeuns HopMaTUBHBIX IPaBOBBIX AKTOB MUHHCTEPCTBA
3npaBooxpaHeHust Pecriyonuku KazaxcraH, B KOTOpbIE BHOCSTCS U3BMEHEHHUSI
YTBEPKJICHHBIN NpukazoM Munuctpa 3apaBooxpanenus Pecyonuku Kazaxcran ot 28
centsi0opst 2012 roga Ne 664 «O BHECEHUU U3MEHEHH B HEKOTOPHIE HOPMATHUBHBIE
npaBoBbIe akThl MuHUCTEpCTBA 3apaBooxpanenus PecnyOnuku Kazaxcran»
(3aperucTpupoBaHHbIi B PeecTpe rocy1apcTBEHHOM perucTpalii HOpMaTHUBHBIX
npaBoBbIX akToB Ne 8081, omybOnukoBaHHbIHN B razere «Kaszaxcranckas npapaa» 22
saBaps 2012 roga Ne 302 (27576).

3. KoMurtety KOHTpOIS MEAUIIMHCKON U (papMarleBTUUECKOM 1€ATeIbHOCTH
MuH#CTEpCTBA 3IpaBOOXPAHEHUS U COIMANIbHOTO pa3Buths Pecryonuku Kazaxcran
00eCcTIeYUTh:

1) rocygapcTBEHHYIO pErUCTPALIMIO HACTOSILETO MpUKa3a B MUHUCTEpPCTBE
roctunn Pecnyonuku Ka3zaxcran;

2) B TEUCHUE AECATU KAJICHJAAPHBIX JHEHN MOCIE€ TOCYyIapCTBEHHON PETUCTPALINT
HACTOSIIEro Mpukaza B MuHucrepcerse roctuninu Pecry6nuku Kazaxcran HanmpaBieHue
Ha 0QUIHAIBHOE OMYyOJIMKOBAHUE B IEPUOANYECKUX MEYATHBIX U3JaHUIX U
MH()OPMAIIMOHHO-TIPABOBOM CHCTEME HOPMATHBHBIX ITPABOBBIX aKTOB PecryOnmku
Kazaxcran «Oauier»;

3) pa3merieHre HaCTOSAIIETO MpUKa3a Ha HHTEpHET-pecypce MUHUCTEPCTBA
3IpaBOOXpaHEHUS U CONMALHOTO pa3Butus PecnyOmmku Kazaxcras.

4. KoHTpOJIb 32 UCIIOJTHEHUEM HACTOAIIETO IIPUKa3a BO3JIOKUTH Ha BUIlE-
MUHHUCTpA 37paBOOXPaHEHUS U coluanbHoro pa3Butus Pecrryonuku Kazaxcran [oit A.
B.

5. Hacrosmuii npuka3 BBOJUTCS B IEUCTBUE MO UCTEUYECHUU AECATH KAJICHAAPHBIX
JHEH TTOoCIe JHS €Tro MepBOro opuIMaIbHOIO OIyOJIMKOBAHHMS.
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Pecry6inkn Kasaxcran B 9JI€KTPOHHOM BHJIE Tlata cxaunpanis 0 5'0 | '202 5
MuHHCTp 3ApaBOOXPAHEHUA U COLMAIBLHOIO pa3Butus Pecnyoauku T.

Ka3zaxcran HyiiceHoBa
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YTBEpKIACH
npuka3oM MuHucTpa
3IpaBOOXPAHEHUS U
COI[MAJILHOTO Pa3BUTHUSA
PecnyOnuku Kazaxcran
oT 29 mas 2015 roga Ne 421

IIpaBuia
nposeaeHust GapmMaKkoHaA30pa U MOHUTOPUHIA 0€30MMaCHOCTH, KA4eCTBA U
3¢ PeKTUBHOCTH MEeIUIIMHCKUX U3AeTHH

Crocka. llpasuna 6 pedaxyuu npuxaza Munucmpa 30pasooxpanenusi PK om
27.05.2019 Ne KP JICM-88 (6s00umcs 6 deticmaue nocie OHs e20 nepozo
ouyuanrbHo2o onyoIUKOBAHUS).

I'1aBa 1. O01mue nmoJjioKeHus

1. Hactosimue [IpaBuma npoBenenus hapMakoHaa30pa 1 MOHUTOPUHTA
0e30macHOCTH, KauecTBa U 3(PPEKTUBHOCTU MEIUIIMHCKUX M3aenuit (nanee — [IpaBuna)
OTIPEIEIISIIOT OPSAIOK MPOBEACHUS (hapMaKOHaA30pa U MOHUTOPUHTA 0€30MMaCHOCTH,
kadecTBa U 3 (HEKTUBHOCTH MEIUIIMHCKUX U3JICITHH, 3apeTUCTPUPOBAHHBIX B
Pecnybnuke KazaxcraH.

2. ®apMaKkoOHa30p OCYIIECTBIIAETCS B COOTBETCTBUU C TPEOOBAHUAMHU
CrannapTa Haanexalien NpakTuku papMakoHaA30pa, YTBEPKIESHHOTO TPUKA30M
MuHucTpa 34paBOOXpaHEeHHs U cOMaibHOro pa3Butus Pecryonuku Kasaxcran ot 27
Mmas 2015 roma Ne 392 «O0 yTBepKACHUN HaJISKAITUX (papMaIlleBTHICCKUX MTPAKTHK»
(3apeructpupoBaH B PeecTpe rocyjapcTBeHHOM perucTpalui HOpMaTUBHBIX TPABOBBIX
aktoB nos Ne 11506) (nanee — Ctangapr).

3. Jns ueneit Hacrosmux [IpaBuit mpuMeHsIIOTCS ClIeIyIOIINe TEPMUHBI U
OTIPEICIICHHUS:

1) orcyTcTBytOmIas HH(POPMAIUS — HETOCTATOK CBEJCHUM MO 0€30MaCHOCTH WU
00 0COOEHHOCTSIX MPUMEHEHHU JIEKAPCTBEHHOT' O MIpenapara y OnpeAesIeHHbIX IPYIII
HaIEHTOB, KOTOPbIE MOTYT SIBJISITHCS KIMHUUECKHA 3HAYUMBIMU;
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2) NOTEeHUMAIbHBIA PUCK — HEXKENATEIbHOE MOCIENCTBUE (PapMaKOTEepaIu, B
OTHOILLIEHUHU KOTOPOr0 UMEIOTCSI OCHOBAHUSA JUIA ITOAO3PEHUN HA HAJIMYUE B3aUMOCBS3H
C JIEKapCTBEHHBIM IMpENapaToM, OJHAKO JJAHHAs B3aUMOCBS3b HaAJIEKAIIUM 00pa3oM He
ObLIa TOATBEPIKICHA;

3) BaIuMIMPOBAHHBINA CUTHAJI — CUTHAJ, IJI1 KOTOPOTO B MPOIIECCE BHIMOJIHEHUS
BAIMJIAIIMY U OLICHKH MOATBEPKIAOIINX TAHHBIX YCTAHOBJIEHO, YTO UMEKOIIASICA
JOKYMEHTALMS JOCTATOYHA JIJIS MPEANOJIOKECHUS HATMYHS HOBOW NOTEHIHAIBHON
MIPUYUHHO-CJIEJCTBEHHOM CBS3W MJIM HOBOTO ACIIEKTa U3BECTHOW B3aUMOCBSI3U MEXKY
IIPUEMOM TTOA03PEBAEMOI0 JIEKAPCTBEHHOIO ITpenapara u pa3BUTUEM
HEeOIaronpUsATHOTO TIOCIICICTBUS U, CIIEI0BATEIBHO, OIpeeIcHa He0OX0IMMOCTh
OCYIIECTBIICHUS KOMIUIEKCA JATbHEUIINX JICHCTBUM 110 OLIEHKE CUTHAJA;

4) curnan — uHdopMalusl, MOCTYIAIIas OT OJTHOT'O UM HECKOJIBKUX
HMCTOYHUKOB, KOTOpas Mpe/IoiaracT HaIM4nue HOBOW MOTEHIIMATbHON TPUYUHHO-
CJIEJICTBEHHOM CBSI3W WJIM HOBOTO aCMEKTa U3BECTHOM B3aMMOCBS3U MEX Y
BO3JICHCTBHEM JIEKAPCTBEHHOIO Mperapara U HeXKeJIaTeIbHBIM SIBJICHUEM WITH
COBOKYITHOCTBIO B3aMMOCBSI3aHHBIX HEXKeJIaTeJIbHBIX SBJICHUH, OIlEHUBaeMas Kak
JOCTaTOYHAs I JaJbHEUIINX JeHCTBUM 10 BepUpUKAIIUA CUTHAJIA;

5) rocyaapcTBeHHbIN opraH B cdepe oOpallieHus JIeKapCTBEHHbBIX CPEJCTB U
MEUIMHCKUX U3JIeNIUA — BEIOMCTBO YIIOJTHOMOUYEHHOTO OpraHa B 00J1acTH
3/IpaBOOXpaHEHUsI, OCYIIECTBIISIONIEE pETyIUpoBaHue B chepe oOpalieHus
JIEKAPCTBEHHBIX CPEJICTB U MEAUITUMHCKUX U3IETUH;

6) rocynapcTBeHHasl SKCIIEpTHasi opranu3anus B chepe oopaieHus
JICKapCTBEHHBIX CPEACTB M MEIUIIMHCKUX U3CIIUNA — PECITyOIMKAaHCKOE
roCy/IapCTBEHHOE TPENPUATHE Ha MPaBEe XO3SMCTBEHHOTO BEICHHUS, OCYIIECTBISIONIEE
IIPOU3BOICTBEHHO-X035MCTBEHHYIO JIEATEILHOCTh B 00IaCTH 3PaBOOXPAHECHHUS 110
obecrieueHunto 06€30MacHOCTH, YPPEKTUBHOCTH U KaueCTBa JIEKAPCTBEHHBIX CPE/ICTB
(manee — SKCTIepTHAsI OpraHu3aIus);

7) pUCKH, CBA3aHHBIE C TPUMEHEHUEM JIEKaPCTBEHHOTO Ipenapara — 10001
PUCK, CBSI3aHHBIN ¢ Ka4eCTBOM, O€30MaCHOCTHIO WU 3PPEKTUBHOCTHIO JIEKAPCTBEHHOTO
npenapara o OTHOIIEHUIO K 3/I0POBbIO MAIMEHTOB WJIM HACEJICHUS WM JIF000H PHUCK,
BEIYIINNA K HEKETATEIbHOMY BO3JICHCTBUIO Ha OKPYKAIOLIYIO CPELY;

8) cepbe3HOE YXYIIICHUE COCTOSTHUS 30POBbs — OMACHOE ISl )KU3HU
3a0o0sieBaHUE, CTOMKOE MOpakeHUe (PYHKIIMU OpraHr3Ma WIH HEOOpaTuMoe
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IIOBPEXICHNE CTPOEHMS T€Jla, COCTOSHUE, TPEOYIOIEE METULIMHCKOTO WU
XUPYPruuecKoro BMEUIaTeabCTBa C LEIbI0 IPEJOTBPAILIEHHS OIACHOTO JJIs AKU3HU
3a00seBaHusl, WM CTOMKOIO MOPaKeHUs (PYHKIIMU OpraHu3Ma, Wik HEOOpaTUMOIO
HOBPEXICHUS CTPOEHUS TeJa, COCTOSHUE, TPEOYIOlee rOCIUTAIN3aAUN TN
3HAUUTEIBLHOTO YBEJIIMYEHUS CPOKa MPeObIBaHUS B CTAlIMOHAPE YKe
TOCMUTAIM3UPOBAHHOTO NAIMEHTA, PYHKIMOHAIBHOE HAPYILIEHUE Y IJI0/1A, €r0 TH0eb,
BPOXCHHAs aHOMAaJIUS WIK POJOBasi TpaBMa);

9) cepbesHas yrpo3a 310pOBbIO — JIt00asi HEUCIIPABHOCTH U (UJTK) YXYIIIIEHUE
XapaKTEPUCTHK, WM HapylieHne (yHKIIMOHUPOBAHUS MEAUIIMHCKOTO U3ICITHS, VI
HEJ0CTaTOYHOCTh JTMO0 HEKOPPEKTHOCTH COMPOBOIUTEIHHOM HHPOPMAITUN
(TokyMeHTaIM1) Ha MEIUIIMHCKOE M3CIIUE, WM ITOO0YHOE JICHCTBUE, HE YKa3aHHOE B
WHCTPYKIIUH TI0 TTPUMEHEHUT0, KOTOPHIE TIPUBEIIA UM MOTYT MPUBOIUTH K
HEMUHYEMOMY PUCKY CMEPTH, OTTAaCHOMY ISl )KU3HU 3a00JIEBaHUI0, HEOOPATUMOMY
MOpaXeHUI0 (PYHKITMU OpraHu3Ma, HeoOpaTUMOMY MTOBPEKIACHHUIO CTPOSHUS Teja WIN
COCTOSIHUIO, TPEOYIOIIEMY METUITMHCKOTO WU XUPYPTUIECKOTO BMEIIATEIHCTBA C
IEJTbI0 TIPEIOTBPAIICHHS HEOOPATUMOTO MOPaKCHHS (PYHKIIMH OpraHUu3Ma Wi
HEOOpaTUMOTO TIOBPEKICHUS CTPOCHUS TeJa, K KOTOPBIC TPEOYIOT HEOTIIOKHBIX
MEIUIMHCKUX JICUCTBUM;

10) ynoJIHOMOYEHHBIN OpraH B 00J1aCTH 3/IpaBOOXpaHeHUs (Haiee —
YIOJIHOMOYEHHBIN OpraH) — IEHTPaIbHbIN UCIIOJIHUTENBHBIN OpraH, OCYIIECTBIISIIONTUN
PYKOBOJICTBO M MEXOTPACIEBYIO KOOPIWHAIIMIO B 00IACTH OXPaHbI 3JOPOBbS TPaK/IaH,
MEUIIMHCKON 1 (hapMarieBTUUECKON HaAyKH, METUIIMHCKOTO U (papMaIieBTUIECKOT0o
00pa3oBaHus, CAHUTAPHO-3IUIEMHOJIOTMYECKOT0 01aronoayydnsi HaceaeHus,
oOparieHus JIEKapCTBEHHBIX CPEJICTB U METUIIMHCKHUX U3JIETTUH, KOHTPOJIS 32 KaY€CTBOM
MEJIUIUHCKUX YCIIYT;

11) cepre3Has HexkenaTeabHas peakius — HeXxeIaTeabHas peakius, KoTopas
MPUBOJUT K CMEPTH, IPEJICTABIISET Yrpo3y IS )KU3HU, TPeOyeT roCIUTAIN3aIIuN
NalyUeHTa WIK €€ MPOJICHUs, TPUBOJIUT K CTOUKOM JIMOO BhIpaKEHHOMN
HETPYIOCTIOCOOHOCTH WJIM MHBATHIHOCTH, K BPOXKICHHBIM aHOMAJIUSIM WUJTU TIOPOKaM
pa3BUTHS, TPEOYET MEUIIMHCKOTO BMEIIATENbCTBA JJIsl IPEIOTBPAILICHUS PA3BUTHS
NEPEUNCIEHHBIX COCTOSHUM, a TaKk)Ke JIr00asi HempeIHaMepeHHas Mo03peBaemast
nepenaya yepes JIeKapCTBEHHBIN TpemnapaT HH(EKITMOHHOTO areHTa;

12) Hecepbe3Has HexkeNaTelbHAas peaklns — He)KeNlaTelIbHAs peaKklusl, KoTopas
HE OTBEYAET KPUTEPUSIM CEPhE3HOM HEXKENIaTeIbHOU peaKIuu;
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13) HexenarenabHOE COOBITHE — JTH000E HEXKENATEIbHOE METUITTHCKOE COOBITHE,
HEMpPOTHO3UpyeMoe 3a00sieBaHNe 100 MOBPEXICHUE WU HEKEIaTeIbHbIE
KJIMHUYECKUE MTPU3HAKH (BKJIIOYas 1a00paTOpHbIE MOKA3ATENH, OTIIMYHBIE OT HOPMBI) Y
I10JIB30BATEJIEH UJIU TPETHUX JIMILI, CBSI3aHHBIX C IPUMEHEHUEM MEIULIMHCKOIO U3/1EIus;

14) HexxenaTenpHas Peakivs — HeTMpeHaMepeHHas, HeOIaronpusTHas PeaKIius
OpraHu3Ma, CBsI3aHHasl C IPUMEHEHUEM JICKAPCTBEHHOTO (MCCIIEyeMOro) rmpenapara u
npeArnoJiararlias HaTu4rue BO3MOKHON B3aUMOCBSI3H C MPUMEHEHUEM JIAHHOTO
JIEKapCTBEHHOTO (MCCIIeyeMOro) npemnapara;

15) xapTa-cooOiieHrne 0 HexKeNnaTeNbHBIX PeakIusix — nHpopmarus,
nepenaBaemMasi B COOTBETCTBHH C YCTAHOBJICHHBIMU (DOPMOM U coiepxKaHueM, 00 0THON
WM HECKOJIBKUX IOJ03PEBAEMBIX HEXKEIATEIBHBIX PEAKIIUIX Ha JIEKAPCTBEHHBIN
npenapar;

16) HenpeBUIeHHAS HEXKeaTelIbHAs peaKIlis — HeXenaTelbHas peakiys,
XapakTep, CTENEHb TSKECTH WIHA UCXO0JT KOTOPOM HE COOTBETCTBYET MH(OPMALIHH,
coJieprKalieiicst B IEUCTBYIONIEH 0011Iel XapaKTepUCTUKE JIEKApCTBEHHOTO Mpernapara,
MHCTPYKIMH M0 METUIIMHCKOMY IPUMEHEHUIO JIEKAPCTBEHHOT 0 Ipenapara Judo B
Opolope uccaea0BaTeNs JUIsl He3aperucTpUPOBAHHOTO JIEKAPCTBEHHOT'O Tpernapara;

17) nesTenbHOCTh M0 MUHUMU3AIUU PUCKA (MEPbl IO MUHUMU3AIINKI PUCKA) —
KOMILJIEKC MEPOIPUATHH, HAMPABJICHHBIX HA MPEAOTBPAIICHUE U YMEHBIIICHNUE
BEPOATHOCTY BO3HHUKHOBEHHUS HEXKEATEIIbHON PEAKIIMHU, CBA3aHHOW C BO3/IEICTBUEM
JIEKapCTBEHHOTO Tperapara, JM00 Ha YMEHbBIIICHUE CTEIICHU TSHKECTH HEXKenaTeIbHOM
pPEAKLNH B CITy4Yae €€ pa3BUTHS;

18) mepuoanveckuii OOHOBISIEMbIN OTYET MO 0€30MaCHOCTH — OTUET JACPiKaATEeIIs
PETUCTPAIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara 3a OnpeaeIeHHbIN
NEPHUOJ BpEMEHU B TEUEHHE IMOCTPETUCTPAIMOHHOIO MEPUO/Ia MPEAOCTABIIIEMbIHN IS
OIICHKH COOTHONIIEHUS «I10JIb3a-PUCK» JIECKAPCTBEHHOIO Mpenapara;

19) mocTperucTpamoHHOE Hccae0BaHue 0€30MacCHOCTH — UCCIIEIOBaHHE,
UMEIoIlee OTHOIIIEHUE K 3apETUCTPUPOBAHHOMY JIEKAPCTBEHHOMY TIperapary,
IIPOBEJICHHOE C TICJIBIO OTIPEICIICHUSI, XaPAKTEPUCTHKN WITH KOJIMYECTBEHHOMN OIICHKU
yTpo3bl 0€30MAaCHOCTH, OATBEPKACHUS PO 6€30MaCHOCTH JIEKAPCTBEHHOTO
npernapara Win OleHKH d3PPEKTUBHOCTH MEp T10 YIIPABICHUIO PUCKAMU;
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20) mpobiema mo 6e30MaCHOCTH — BaXKHBIM UIEHTU(DHUIIMPYEMBIN PUCK, BAKHBIN
TOTCHIIMAIBHBIN PUCK WJIM BaKHAsI OTCYTCTBYFOIIAs HHGOPMAIIHS;

21) npodusib 6€30MaCHOCTH — COBOKYITHOCTD MOKa3aTeNiei MPUMEHEHUs
JIEKapCTBEHHOTO CPECTBA, MO3BOJISIOIINE ONPEACTUTh COOTHOIIICHUE II0Ib3a-PUCK)
JIEKapCTBEHHOTO CPEJICTBA;

22) HeGnaronpusITHOE COObITHE (MHITU/ICHT) — JIF00ask HEeUCIPABHOCTh U (MIIH )
YXYAIICHAE XapaKTEPUCTHK WM HapyIIeHHE (PYHKITMOHUPOBAHUS MEIUIIMHCKOTO
U3JIEIINS, WIIA HEJIOCTATOYHOCTh TUOO HEKOPPEKTHOCTH COMMPOBOIUTEIHLHOM
uHbOpMaIUH (JIOKYMEHTAIIMN ) Ha MEIUIIMHCKOE M3CIIUe, TOOOYHBIC TECHCTBUS WU
HEXKeJIaTeIbHasl PEaKivs, He YKa3aHHBIC B MHCTPYKITUHU TI0 MPUMEHEHUIO WITN
PYKOBOJICTBE I10 SKCIUTyaTallMH, KOTOPBIC TIPSIMO WJIM KOCBEHHO MPUBEITH UJIH MOTIIH
IIPUBECTH K CMEPTH WIIA CEPHE3HOMY YXYIIIEHUIO COCTOSTHHS 37J0POBBS MOJTH30BATENICH
WIH TPETHUX JIUIL;

23) KOppeKTHpYIOIIee ICHCTBHE 110 OE30ITaCHOCTH MEIUITUHCKOTO U3ICTIUS —
JNEUCTBUE, MPEANPUHATOE MPOUZBOAUTEIEM MEAUIIUHCKUX U3ICIIUN C IIETbI0 CHIXKEHUS
PHCKa CMEPTH WJIN CEPHE3HOT0 YXYAIUICHUS COCTOSIHUA 3J0POBbs MOJIb30BATENEH WITH
TPETHUX JIUII, CBA3aHHOE C TPUMEHEHUEM MEIUIIMHCKOTO U3/ENHS, U BKIFOYAIOT B CEOS:
BO3BpAT MEAULIMHCKOTO U3AENUS MPOU3BOIUTEII0 MEIUIIMHCKUX U3JETUNA UIIH €TO
YIOJIHOMOYEHHOMY TPEACTABUTEII0; MOAUMDHUKAIIUIO METUIIMHCKOTO U3CITHS
(MOJIepHU3AIIMIO B COOTBETCTBUH C MPOU3BEICHHBIMU MPOU3BOAUTEIIEM METUIIMHCKUX
V3JEIUN U3MEHEHUSMU B KOHCTPYKIUHA MEIULIMHCKOTO U3IENUSA, U3MEHEHHE
WHCTPYKIIMK O MPUMEHEHHUI0, OOHOBJIEHHE MPOTPAMMHOTO 00ecCTIieUeHUs
MEUIIMHCKOTO U3ENHS); 3aMEHY MEAUIIMHCKOTO U3/, U3BIATHE MEAUIIUHCKOTO
U3JIeNs U3 00paIlleHHs; YHUYTOKCHHE MEAUITMHCKOTO U3/IeNns; THHOPMHUPOBAHUE O
JNEUCTBUAX MOJIb30BATENEN MEIUIIMHCKUX U3AEIUN B CIIy4Yae, €CJIU MEAULIMHCKOE
U3JCINE U3BATO U3 00paIlleHHs, HO UMEETCSl BEPOATHOCTD €T0 MCIOJIb30BaHU,

24) yBenomiieHUE 1O 6€30MaCHOCTH MEAUIIMHCKOTO U3/IEHs — COOOIIEHHE,
HaIIPAaBJICHHOE ITPOU3BOAUTENIEM MEIULIMHCKUX U3/IEIUN WIH €0 YIIOJIHOMOYEHHBIM
IpeCTaBUTENIEM CyObEeKTaM OOpallleHHusI MEIULIMHCKOTO U3/ENHSI B CBSI3H C
KOPPEKTUPYIOLIUM JIeUCTBHEM IO O€30MaCHOCTH METULIMHCKOTO U3/1ETHS;

25) mpoU3BOAUTENH METUITMHCKOTO U3/IeNNs — CYOBEeKT B chepe oOparieHus
JIEKAPCTBEHHBIX CPEJICTB M MEAUIIMHCKUX U3/ICTU, OTBETCTBEHHBIHN 3a pa3padOTKy U
U3rOTOBJIEHNE MEIUIIMHCKOTO U3/IEUs, JENAOIUNA €ro TOCTYIHBIM st
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UCII0JIb30BAHUS OT CBOEr0 UMEHH HE3aBUCHUMO OT TOTO, pa3paboTaHo U (WIIH)
U3TOTOBJIEHO 3THUM JIMIIOM WJIH OT €0 UMEHH JIPYTUM JIMIOM (JIMLIAMHU), U HECYILIUN
OTBETCTBEHHOCTb 32 €ro 0€301MacHOCTb, KaueCTBO U 3P (HEKTUBHOCTH;

26) ynoJIHOMOYEHHBIN MpPeACTaBUTEIb IPOU3BOIUTENS — FOPUINYECKOE WIIH
duznyecKkoe JUIO, 3aPETUCTPUPOBAHHOE B KAUECTBE MHAUBUAYAIBHOTO
npeanpuHuMares, sipistoieecs peauaentTom Pecnyonuku Kazaxcran,
YIOJIHOMOYEHHBIE JJOBEPEHHOCTHIO IPOU3BOAUTENS MEAULIIUHCKOTO U3EIHS
MPEICTABIATh €r0 MHTEPECHI IO BOIIPOCaM OOpaIeHUsI MEAUITMHCKOTO U3/IeTUs Ha
tepputopun Peciybnuku KazaxcTan B COOTBETCTBUH € AEHCTBYIOIIUM
3akoHojarenbcTBOM PecryOnuku Kazaxctan B 0651aCTH 3ApaBOOXPAHEHUS;

27) monb30BaTeNb — MAIUEHT, MEIUIIMHCKUHN CTICITUAIMCT UITH JIF000E JpyTroe
bu3uYECcKOe U0, TPUMEHSIOIINE METUIIMHCKOE U3IeNIMe 110 Ha3HAYCHUIO,
ONPEAECIECHHOMY MPOU3BOIUTENEM MEAULUHCKUX U3/EIIN;

28) COOTHOILIEHHE «IT0JIb3a-PUCK» — OLIEHKA MOJI0KUTEIbHBIX TEPANIeBTUUECKUX
3(PeKTOB JIEKAPCTBEHHOTO MpernapaTa o OTHOIIEHUIO K PUCKaM, CBSI3aHHBIM C €r0
IpUMEHEHUEM (MIOHATHE PUCKA BKIIOYAET JII0OOH PUCK, CBA3aHHBINA C KAYE€CTBOM,
0e301acHOCThIO U 3(PPEKTUBHOCTHIO JIEKAPCTBEHHOT'O IIperapara 1o OTHOLIECHHUIO K
3JI0pOBBIO MAIUEHTA UM HACEICHHUS);

29) uaeHTUGUIUPOBAHHBIA PUCK — HEXKENATEIbHOE MOCIEICTBHUE
(apmakoTepanuu, B OTHOIIEHUHA KOTOPOIO MOJIYYEHO aIeKBaTHOE JOKA3aTEIbCTBO
HaJIM4Msl B3aUMOCBSI3H C I10JJ03PEBAEMBIM JIEKAPCTBEHHBIM MPEMAPATOM;

30) npUYMHHO-CIIEICTBEHHAS CBSI3b — B3AUMOCBSI3b MEXKY KIMHUYECKUMU
MIPOSIBJICHUSIMU JIFOOOM HEXENAaTeIbHOW peakIliy B TOM YKCIIe TTOCIe UMMYHU3AIUU 1
IPUMEHEHUEM JICKAPCTBEHHOTO CPEICTBA, BAKIIMHBI, OTpEIesieMast TI0 OOIIEeTPUHSATHIM
KpuTepusM (kputepun BecemupHol opranuzanuu 3ApaBooxpanenus, mkana Hapamwxku,
OWHAPHBIN METON);

31) mutan ynpaBieHHs pucKamMu — MOAPOOHOE OMMCAHUE CUCTEMbI YIIPABIICHUS
pUCKamu;

32) nepkaresib peruCTPallMOHHOTO YAOCTOBEPEHUS — IOPUIUYECKOE JIULIO, Ha
UMSI KOTOPOTO BBIJIAaHO PETUCTPAIIMOHHOE YJIOCTOBEPEHUE Ha JIEKAPCTBEHHBIN IIpenapar;
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33) KOppeKTUpYIOIIee TCUCTBUE — IEUCTBUE, TPEANPUHITOE TPOU3BOAUTETIEM
MEIUITUHCKHUX U3JICTUH C IEeJbI0 YCTPaHCHUS IPHYUHBI 00HAPYKEHHOTO
HECOOTBETCTBHS MJIN HEXEIATSIHHOTO COOBITHS;

34) dbapmakoHaa30p — BUJ NCATCILHOCTH, HAMPABIICHHBIN HA BBISBICHHE, aHATN3,
OLICHKY U IIPEIOTBPAILICHUE HEXKENATEIbHBIX ITOCIEACTBUNA IPUMEHECHUS
JIEKapCTBEHHBIX MPEINAPATOB;

35) uHcnekuus cucteMbl hapMakoHaA30pa — NPOIEaypa MPOBEPKU CUCTEMBI
dbapmakoHaa30pa AepKATENs PETUCTPAIIMOHHOTO YAOCTOBEPEHHS HA COOTBETCTBUE
TpeOOBaHUAM HaJIeKaIleH MpakTUKK papmakoHaa3opa Pecnyonuku Kazaxcran;

36) mactep-daiin cucteMbl papMakoHaa30pa — MOAPOOHOE ONTUCAHUE CUCTEMBI
(apmakoHaA30pa, IPUMEHAEMOM IepKATEIEM PErUCTPALIMOHHOTO YIOCTOBEPEHHUS B
OTHOUIECHUU JAHHBIX 00 OJTHOM WJIM HECKOJIBKUX 3apEerUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
npenaparax.

I'naBa 2. Ilopsinok npoBeaenus papMakoHaa30pa

IMaparpa¢ 1. BoisiBjieHHe, aHAJIU3 M OLIEHKA COO0IIEHUI 0 HeKeIaTeJIbHbIX
NMOCJIEACTBUAX MPUMEHEHUS JIEKAPCTBEHHOI0 Npenapara

4. TlpoBenenue hapMakoHaa30pa 00eCIIEUNMBASTCS YITOTHOMOUYCHHBIM OPTaHOM B
00J1aCTH 3JpaBOOXPAHCHHSI M HAIIPABJICHO HA BBISABJICHHUE, aHAJIN3, OIICHKY H
IPEAOTBPAIICHUE HEXKEIATSIBHBIX IMTOCACACTBUMA MPUMEHEHUS JISKapCTBEHHBIX
IperapaTos.

5. CBeneHUsI O HEXKENATEIbHBIX TOCIICICTBUSAX TPUMEHEHHS JICKAPCTBEHHOTO
npenapara, B TOM YKCJIe BaKIIMH MPEI0CTABIISIOTCS CyOhEeKTaMu 3paBOOXPaHCHUS,
cyOobekTaMu B cepe 0OpallieHus JISKAPCTBEHHBIX CPEACTB U MEIUIIMHCKHUX U3CIHH, a
TaKKe JEP’KaTeIIMU PETUCTPAIMOHHBIX YIOCTOBEPECHUM JIEKAPCTBEHHBIX CPEACTB B
Busie KapThI-cOOOIIEHNS 0 HEXKEIIaTeIbHBIX PEaKIMAX JICKAPCTBEHHOTO Mpernapara
(manmee — kaprTa-cooOIeHue) 1mo GpopmMe COriacHoO MPUI0KEHUIO 1 K HACTOSIIIMM
[IpaBuiam.
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Kaptbi-cooOmenns comepkar 00s13aTelIbHbI MUHUMAIbHBI 00beM
uHopMaimu, TpeOyeMbIi J1Jisl YCTAHOBJICHUS OIICHKH MPUYUHHO-CIICJICTBEHHOM CBSI3U
MEK1y IPUMEHCHUEM JIEKAPCTBEHHOTO MPENApaTa U pa3BUTUEM HEXKEATEIbHBIX
peaKIu.

6. KapTei-coobiienns nepeaaroTcs 4epe3 HHTEPHET-PECYPC IKCIEPTHON
OpraHu3alliy B peXUME OHJIAlH (Jajiee — mopTait), HOCPEACTBOM (akca, NEKTPOHHON
MOYTHI WIIM MIPEIOCTABIIAIOTCS HAPOUHO B SKCIIEPTHYIO OpraHU3aINI0 Ha OyMaKHOM
HOCHUTEIIE.

7. JA7ist mody4yeHus JOCTyIa Ha opTai B IEeNIIX Nepe1adn KapT-COOOIIEeHH B
AKCIIEPTHYIO OpraHU3aLHIo:

1) cyOBEKTHI 31paBOOXPAHEHUS IPEJCTABIAIOT IEPEYEHb METUIIMHCKUX
OpraHM3alui ¢ YKa3aHUEM JAHHBIX OTBETCTBEHHOI'O JIMIA 38 MOHUTOPHUHT
HEXKEJIATENBHBIX PEaKIMi JIEKapCTBEHHOIO MPEnapara;

2) TeppUTOpHANIbHBIC IeTTapTaAMEHThI TOCYAapCTBEHHOI0 OpraHa B cepe
oOparieHus JICKapCTBEHHBIX CPEJICTB U METUITMHCKHUX U3/ICTUN TIPEICTABIISIOT
nepedeHb (papManeBTHUECKUX OpraHu3alil ¢ yKka3aHueM JaHHBIX OTBETCTBEHHOTO
JUIA 32 MOHUTOPUHT HEXKENATEIbHbBIX PEeAKIUN IEKapCTBEHHOIO Mpenapara;

3) mep>katenu perucTpaliOHHOrO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O CPEACTBA
IPEICTABIISIOT JaHHBIE YIIOJTHOMOUYEHHOTO U KOHTAKTHOTO JIUIa 10 (hapMaKOHaA30py
Ha TeppuTopuu Pecrybonuku Ka3zaxcran.

8. Cpoku peioCTaBICHUS KapThl-COOOIIEHUSI B CITy4YasiX BbISBICHUS Ha
tepputopun PecriyOnmmku Kazaxcran:

1) cepre3HOl HEXeNaTeNbHON peakiui — B TeueHue 48 4acoB ¢ MOMEHTA
HACTYIUIEHUA ciaydas ()11 MEIUIMHCKUX YUPEXKACHUN 1 OpraHu3anui
3IpaBOOXPAHEHUs) U B TEUEHUE 15 KaJIeHJapHBIX JHEW ¢ MOMEHTa MOJIyYEeHUS
uHpopmarmu (s aepxateneit PY);

2) HeXeNaTeJIbHOM peakiuy — B TeUeHUe 15 KaleHAapHbIX THEH ¢ MOMEHTA
HACTYIUICHUS ClTydasi;

3) cepbe3HOM HEMpeABUICHHON HexenarenbHol peakiuu (nanee — CHHP) Ha
VICCIIETYyE€MBIN JIEKAPCTBEHHBIN MIPEIAPAT, BHISIBICHHON B X0OJ€ KIMHUYECKUAX
UCCJIeIOBAaHUN — B TEUCHHE 7 KaJCHAAPHBIX THEH OT ATkl MOTy4YeHUs: HH(OPMAIIUHU O
BbisiBiIeHNM CHHP, B ciiyyae, ecny oHH npuBeny K CMEPTH WU MIPEACTABISIIN YIPO3Y
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JUTSL 5KU3HU U B CPOK /10 15 KajeHJapHbIX JHEW OT AaThl MOTyYeHUS HHOOPMALUK JIJ1s
octanpHbix CHHP.

B cnydae eciu cpoku npeaocTaBieHus KapThl-COOOIIEHHSI C MOMEHTA MOJTyYeHHS
nH(pOpMaIMK TPUXOJATCS Ha BRIXOHON WM MPAa3HUYHBIN JHU, HH(OpMAIIUS
MIPEIOCTABIISETCS B TIEPBBIM MOCTIE HETO padOUHil IEHb.

9. B cnyuae CHHP na nekapcTBEeHHBIN Mpenapar, Mpou30LIeAIei 3a npeaenamu
Pecny6nuku Kazaxcran u npuBeiieit k cMmepTu 00JIbHOTO U (W) yTpo3e KU3HU
MAalMEHTA, IEPKATENIb PETUCTPALIMOHHOTO YAOCTOBEPEHUS B TEUEHUE |5 KaneHaapHbIX
JTHEH cO JTHS TOJTy4eHHs] HH(GOPMAIIMK HAMPABIISET B OKCIIEPTHYIO opraHu3anuio OTder
0 ClIy4asix CEPbE3HON HEMPEABUACHHON HEXKENATENBHON PEAKIINH JIEKAPCTBEHHOTO
CpeICTBa, BBISBIICHHOMN BHE Tepputopun Pecnyonmku Kazaxcran mo oopme corimacHo
NPUIOKEHHIO 2 K HacToAmuM [IpaBunam.

10. DxcniepTHas opranu3aus NPoBOAUT 00PabOTKY, aHAIN3 U OLEHKY
HOJIYYEHHBIX KapT-COOOIIEHUN.

11. IIpu 06paboOTKe MOTYYEHHBIX KapT-COOOIICHUN O HEXKENATEIIbHBIX PEAKIIUSX,
BBISIBJIEHHBIX Ha TeppuTopun PecnyOnuku Kazaxcran, skcrniepTHas opranu3aiius
OCYUIECTBIISIET:

1) Bammanuio KapThl-COOOIIECHUS (HATMYHE MUHUMAJIBHOTO 00beMa
o0s3aTenbHON MH(OPMAITHH);

2) Bepudukaiuo nHPOpMaIUu B KapTe-COOOIICHUY;
3) BIsSIBIICHUE AyOIUPYIOMINX KapT-COOOIIECHUH;

4) perucTpanuio KapThl-COOOIIECHUS B 3JIEKTPOHHOU 0a3e TaHHBIX SKCIIEPTHOM
OpraHu3allly;

5) perucTpaliiio HexenaTeIbHON peakIuy JIEKapCTBEHHOTO MperapaTa B
npolecce MPOBEACHUS KIMHUYECKOT0 UCCIIEIOBAHUS;

6) HanpaByieHUE CyObEKTaM 3/ipaBoOXpaHeHus U (W) cyObeKTaM B cdepe
oOparieHus JIeKapCTBEHHBIX CPEJICTB U MEIUITMHCKUX U3JIETNH, a TAKXKE JIeprKaTelsaM
PErUCTPALIMOHHBIX yIOCTOBEPEHHH JIEKAPCTBEHHBIX CPEJICTB 3a1Ipoca O
MPEAOCTABICHUHN JOTOJHUTEIbHOU HH(GOPMAIIMY, BKIIOYAOIIECH NTEPBUYHYIO
MEIULIHUHCKYIO IOKYMEHTAIMIO, KapTy SMHIEMHOJIOTMYECKOI0 PACcCIEOBAHMUS, a TAKKE
00pa31bl 10/103pEBAEMOTr0 JIEKAPCTBEHHOI'O CPEICTBA.
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12. AHanu3 u OLIeHKa KapT-COOOIIEHUI TPOBOAATCS SKCIEPTHON OpraHu3aluen u
peIyCMaTPUBAIOT YCTAaHOBJIEHUE PUYMHHO-CIIEICTBEHHON CBSA3H B COOTBETCTBUU C
kiaccudukanueir BcemupHolt opranuzanuu 3apaBooxpanenus (nanee — BO3) no
BpeMEHHU (WJIM MECTY) MEX]ly IPUMEHEHHEM JICKaPCTBEHHOT'O IIperapara u pa3BUTHEM
HEXKeJIaTeIbHOM peakIuu 1 BKIIOYaET:

1) aHayM3 JaHHBIX KapThI-COOOIICHUS;

2) aHanu3 JOMOJHUTENbHBIX JAHHBIX, MOTYYEHHBIX OT MEAUIIMHCKOM
OpraHu3aliy, MEIUIIMHCKOTO WK (apMaleBTHUYECKOro paOOTHUKA U MPEICTABICHHBIX
JIEpKaTeIeM PETUCTPAIIMOHHOTO YAOCTOBEpeHUs (MHGOpMAaIIHsI O TPUIUHHO-
CJICZICTBEHHOM CBSI3H);

3) olIeHKY pe3yJbTaTOB JAOMOJIHUTEIbHON SKCIIEPTU3bI KauecTBa U 0€30MaCHOCTH
00pa3IoB JIEKAPCTBEHHOTO CPEACTBA B COOTBETCTBUU C MOPSIAKOM, MTPEAYCMOTPEHHBIM
nyHkToM 2 ctatbu 84 Konekca Pecriyonuku Kazaxcran «O 310poBbe HapOJia U CUCTEME
3npaBooxpaHeHus» (ganee — Kougekc).

13. B ciayyae nocTyIieHus: KapThI-COOOLIEHUS O CEPbE3HOM HEXeNaTeIbHON
peaxIuy 3KCIepTHas: OPraHn3alls HAalPABIIIET COOTBETCTBYIOINLYIO HH(POPMAIUIO B
rocyJapCTBEHHBIA OpraH B Te4eHue 48 4acoB ¢ MOMEHTa 00pabOTKU U BaUJalluU
KapThI-COOOIEHUS.

B cnydae nepeBojia HexXenaTEeIbHOW PEAKIIMU U3 KATETOPUH CEPHE3HOM
HEXKEJIATeIbHOM PEaKIU B HECEPHhE3HYIO HEXKENATEIbHYI0 PEAKIIUIO IKCTIEPTHAS
OpraHu3allys HApaBIseT COOTBETCTBYIONIYIO MH(OPMAIIHIO B TOCYIapCTBEHHBIN OpraH
B T€UEHHUE 15 KameHJapHBIX JTHEW.

B cnydae eciu cpoku npeaocTaBieHus KapThl-COOOIIEHHSI ¢ MOMEHTA TOJTYYCHUS
uH(OpMaIMK TPUXOATCS Ha BRIXOHON WM MPAa3HUYHBIN JHU, HH(OpMAIIUS
IIPEIOCTABIISIETCS B TIEPBBIM MOCTIE HETO pabOyHii IEHb.

14. DxcneprHas opranuzaius B TeueHue 60 KaneHIapHbIX THEeW MPOBOIUT
OILICHKY MIPUYMHHO-CJIEJACTBEHHOMN CBSI3U U HANPABJISET B TOCYIapCTBEHHBIN OpraH
DKCNEPTHOE 3AKIIOYEHUE MO OLICHKE MPUYMHHO-CIICICTBEHHOUN CBSI3U MEXKIY
HEXKeJIaTeTbHOM peakiieil 1 MpUMEHEHUEM JIEKApCTBEHHOTO CpeIcTBa 1Mo (hopme
COTJIACHO MPUJIOKEHUIO 3 K HacToAmuM [ IpaBunam.
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15. DxcnepTHast opraHu3alus €XXeMECSIYHO HAMPABISET TOCYJAPCTBEHHOMY
oprany OT4eT 0 MOCTYIMUBIINX KapTaX-COOOIMICHUAX 10 (JOpPME COTIACHO MPUIOKEHUIO
4 x macrosmuMm [IpaBunam.

16. Tlo odpunmansHOMY 3amIpOCy AepKATENS PETUCTPANMOHHOTO YIOCTOBEPCHHUS
AKCIIEPTHAsI OpTraHU3AIMS MPEOCTABISIET HHPOPMALIUIO O BCEX MOCTYIUBIINX KapTax-
COOOIIEHUSIX HA JIEKAPCTBEHHBIN IMpernapar 3a yKa3aHHbIM B MUCbMEHHOM 3arpoce
HEPUO.

17. J1ns1 BBIIBIIEHUS] CUTHANA, CBA3aHHOTO C 0€30MaCHOCTHIO JIEKAPCTBEHHOTO
CPEACTBA, DKCIEPTHAS OpPraHru3alus COTPYIHUYAET C MEXKIYHAPOIHBIMU
OpraHM3aLMsAMHU U HA IOCTOSIHHOM OCHOBE OCYILECTBIISIET CUCTEMATUYECKOE U3YUYEHNE
JAHHBIX HAyYHO-MEIUIUHCKON TUTEpaTyphl (3apyOeKHBIX U MECTHBIX U3/1aHUN),
CalTOB PETyJIATOPHBIX OPTaHOB Apyrux crpas, BO3.

18. BoIsiBEHME 1 OLIEHKA CUTHAJIA MPEIyCMATPUBAET U3YUEHNE BCEN UMEIOIIEHCS
uHbopmariu (papMakoIOTHIECKON, MEIUITUHCKOMN, TTHIEMHOIOTHIECKOMN) 110
COOTBETCTBYIOIIEMY CUTHAITY.

0O0630p “H(pOpPMAIIMK BKIIIOYAET JOCTYIHbIE HAYYHbIE U KIMHUYECKHE JIAHHBIE,
BKJIOYAsl TAHHBIE PETUCTPALIMOHHOTO J0ChE JIEKAPCTBEHHOIO ITpenapara, CTaTbu B
MEUIMHCKOM JIUTepaType, CIOHTAaHHBIE COOOIIECHUS U MHGOPMALIMIO OT JepKaTenei
PErMCTPALlMOHHBIX YIOCTOBEPEHHM U PETYISATOPHBIX OPraHoB APYyrux cTpaH. B ciyyae
NOJTy4eHUs] HHPOPMAIMH U3 HECKOJIbKHUX UCTOYHHUKOB, YUUTHIBAETCS YPOBEHb HX
JI0Ka3aTeIbHOCTH.

19. Curnain cunTtaercsi BaTUIUPOBAHHBIM, €CJIH MIPOliecC BepUpUKAIIUU BCEH
uMeronieics nHPOpMAaIUU CBUIETEIIbCTBYET O MPENOI0KUTEIBHO HOBOM MPUUYUHHO-
CJICJICTBEHHOM CBS3M MJIM HOBOM acCIEKTe M3BECTHON B3aMMOCBSI3H, CJICJOBATEIbHO,
SIBJIETCSI 0OOCHOBAHUEM JAJILHEUIIIECH OIICHKU.

20. ITo pe3ynpTaTaM OLIEHKM CUTHAJIa HKCIIEPTHAsI OpraHU3allksl HApaBIIseT B
roCyJapCTBEHHBI OPraH U JAEPHKATEII0 PETUCTPALMOHHOIO yA0CTOBEPEHUS
COOTBETCTBYIOIYIO HH(POPMAIMIO, BKIIOYAIOILYI0 MEPHI PEKOMEHAATENLHOTO
Xapakrepa:
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1) o mpuocTaHOBKE IEMCTBUS PETUCTPALIMOHHOTO YOCTOBEPEHUS
JIEKapCTBEHHOTO Tperapara J10 3aBepIleHHs OIICHKU CUTHAJIA NPY HAJTMYUHU
NOTEHIIUAILHON YIPO3bl 3JI0POBBIO YeJIOBEKa U (MJIH) OOLIECTBEHHOMY
3/IpaBOOXPaHEHUIO;

2) 0 IpOBEJICHUH JOTOIHUTEIBHOTO U3YUEHUs, TPUHATUHU U/WIH pa3padoTKe Mep
10 MUHUMM3ALIMKU PUCKOB, €CJIU MEXaHU3MBbI Pa3BUTHS M0103pEBAEMON HEKeNaTeIbHON
pEeaKIUu yKa3bIBAIOT HA BO3MOYKHOCTb MPEIYIPEKACHUS UIN CHUKEHUE CTETICHU
TSOKECTH HEXKEJIaTeJIbHOU peaKIuu;

3) o0 mpoBeIEHUH MOCTPErUCTPALMOHHOTO UCCIEA0BAaHUs OE30IMACHOCTH € LENIBIO
U3Yy4YEeHUS TOTEHLIHMAIILHOTO BoIpoca (mpobsiemMsbl) 1o 0€30M1aCHOCTH JIEKAPCTBEHHOTO
npernapara;

4) 0 BHECEHUU JOTOIHUTEIbHON HH(OPMAITMHU MO0 6€30MaCHOCTH B OOIIYIO
XapaKTePUCTUKY U MHCTPYKIUIO IO MEAUITMHCKOMY MMPUMEHEHUIO (JIMCTOK-BKJIA IBIII)
JIEKAPCTBEHHOT'O CPEJICTBA.

21. B cryyae He0OXOIMMOCTH MPOBEICHUS TOTTOIHUTEIbHBIX TCHCTBUN
JIepAKATEIIEM PETUCTPALIMOHHOTO YAOCTOBEPEHUS, IPETYCMOTPEHHBIX MyHKTOM 20
Hactosmux [IpaBun, sxcniepTHas OpraHu3alus HANPABJISET IEPKATENIO
PETUCTPAIMOHHOTO YAOCTOBEPEHUS YBEIOMJICHHE B MPOU3BOJIBHOM (hopMe C YKa3aHUEM
CpOKa BBINIOJIHEHUSI PEKOMEHIOBAHHBIX JEUCTBUM.

22. B cnydae OTCYTCTBHSI pyCKa JIJIsl TAIMEHTOB, SKCIIEPTHASI OPTaHU3AITUS B
MUCEMEHHOU TIPOU3BOJILHOM (hopMe HHPOPMHUPYET FOCYJaPCTBEHHBIN OpraH 00
OTCYTCTBHH HEOOXOIMMOCTHU TOCIEAYIOMIEH OIEHKN WM JAIbHEUIINX JCHCTBHA.

IHaparpad 2. IIpegorBpanieHue HexeJIaTeJbHbIX MOCJAEACTBUNA NIPUMEHEHUS
JIEKAPCTBEHHBIX NMPeNnapaToB

23. Jliist npegoTBpALLCHUS] HEKEIATENbHbBIX MTOCIECTBUNA PUMEHECHUS
JIEKapCTBEHHBIX MIPENAPATOB:

1) cyOBeKTHI 31paBOOXpaHEHUS] OPTraHU3YIOT PabOTy My TeM:

Ha3HAYCHHA B MCAUIMHCKUX OpraHu3aluiaAX OTBECTCTBCHHBIX JIMI[ 3d MOHUTOPHHI
HEXKCIIAaTCIIbHBIX HOCHC}ICTBI/Iﬁ MPUMCHCHMU JICKAPCTBCHHBIX IIPCIIAPATOB,
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pa3pabOTKHU CTAaHAAPTHBIX PaOOYMX MPOLIEYP 10 MOHUTOPUHTY, PETUCTPALUU B
MEIMIUHCKON JOKYMEHTAIMU U CBOEBPEMEHHOMY IIPEI0CTABIECHUIO HHPOPMALIUHU O
HEXEJATENbHBIX IMOCIEACTBUAX NPUMEHEHNS JIEKAPCTBEHHBIX IIPENApaToB;

BEJICHUS CTATUCTUUYECKON OTUETHOCTH B MEJUITMHCKOM OpraHu3aiiu 1o
BBISIBJICHHBIM CITy4asiM HEXKEJATEIbHBIX TOCIECTBUN TPUMEHEHUS JICKaPCTBEHHBIX
penaparos;

IIPEAOCTABJIEHUS OTUETA O HEXKEIATEIIbHBIX ITOCIEIACTBUAX IPUMEHECHUS
JIEKApCTBEHHBIX MPEMAPATOB B YIIOJHOMOYEHHBIN OpraH B 00JIaCTH 3IpaBOOXPAHECHUS.

2) gepxaTenu perucTPalMOHHOTO YI0OCTOBEPEHHUS JIEKapCTBEHHOTO Mpernapara,
HaAXOJSIIErocs B oOpanieHuu Ha Tepputopun Pecriyonuku Kazaxcran obecrneunBaroT:

HaJIM4YKE YIOJIHOMOYEHHOTO JIUIA Mo (papMaKoHaI30py U KOHTAKTHOTO JIUIIA TIO
dbapmakoHaazopy Ha Tepputopun Pecriyonuku Kazaxcran;

CO3aHME | MOJICPKAHUE B aKTyaIbHOM COCTOSTHUHU MacTep-(Daiisia CHCTEMBI
dbapMakoHaI30pA;

BeJIcHHE 0a3bl TAHHBIX O BBISIBIICHHBIX HEXEIATEIbHBIX MOCIEACTBUSIX
NpUMEHEHUS JIEKapCTBEHHOTO MpernapaTa Ha Tepputopuun Pecriyonuku Kazaxcran;

€XEroHOE MPEJI0CTaBICHUE B HKCIIEPTHYIO OPraHU3alIUI0 CBEACHHM O JTIOOBIX
3ampeTax Wik OrPaHUYCHUSX B IPUMEHEHUH, IPUHSATHIX B IPYTUX CTPaHAX, B
OTHOIIEHUU 3aperucTprupoBaHHoOro B Pecriybnuke Kazaxcran iekapcTBEHHOTO
CPE/ICTBA, a TAKXKE JIAHHBIX JJIsI IPOBEICHUS OIICHKH COOTHOIIEHUS «I0JIh3a-PUCKY;

yBeZoMJIeHHE (B TUCbMEHHOM IPOU3BOJILHOM (hOpMe) roCcyJapCTBEHHOTO OpraHa
C YKa3aHUEM MPUYHUH O TUIAaHUPYEMOM MpPEeKpaIleHUH MPOU3BOICTBA WU OOpaleHUs
JIEKapCTBEHHOTO cpelicTBa Ha peiHKe Pecryonuku Kazaxcran He MeHee ueM 3a JiBa
Mecsila J0 MpeKpanieHus: IpOru3BOICTBA UM OOpaIleHHs JIEKAPCTBEHHOTO CPEJCTBA U
(W1K) 0 TOM, UTO JIEKAPCTBEHHBIN IpenapaT He IPOU3BOJUIICS B TEUEHHUE TPEX JIET.

24. T'ocynapCTBEHHBIN OpraH B LEJSAX IPEAOTBPAILICHUS HEXETATEIbHbIX
IIOCJICCTBUI IPUMEHEHUS JIEKaPCTBEHHBIX CPEACTB OCYILECTBIISCT:

1) uapopmMupoBaHre MEIUIIMHCKUX U (papMarieBTUUeCKuX pabOTHUKOB,
HacelneHus o (hapMaKoHAI30pe, a TAK)KE BHEIPEHUE MEP 110 MUHUMHU3AIIHN PUCKa,
CBSI3aHHBIX C O€30MACHOCTHIO JIEKAPCTBEHHBIX CPEJICTB;

2) UHCTIEKITUU CUCTEM (apMaKoOHAA30pa.
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25. MudopmupoBaHre MEIULUHCKUX U (papMalieBTHYECKUX PAOOTHUKOB,
HaceJieHus 0 (hapMaKOHa[30pe OCYILIECTBIIAETCS IyTEM PETYJISIPHOTO OIMyOJIMKOBAHUS
Ha 0(hMLHAIBHOM PECypce rOCyIapCTBEHHOIO OPraHa WM B CPEICTBAX MACCOBOM
uH(pOpMaIUH CBEIEHUH IO O€30MaCHOCTH JIEKAPCTBEHHBIX CPE/ICTB.

JU1ss MUHUMH3AIlUU PUCKOB, CBSI3aHHBIX C 0€30M1aCHOCTHIO JIEKAPCTBEHHBIX
CPEICTB, FOCYJapCTBEHHBIM OPraH IPUHUMAET MEPHI B IIOPSJIKE, IPELYCMOTPEHHOM
nyHKTOoM 60 HacTosmux IIpasui.

26. MHcnekius cuctemsl (papMaKoHa130pa OCYIIECTBIISIETCS] B OTHOLLIEHUH LIEJION
cUCTeMBI (papMakoHa30pa U (WJIK) MO OTACIbHOMY JIEKAPCTBEHHOMY CPEJICTBY U
BKJIFOYAET:

1) moATBepKAECHUE HANUYHUSA Y A€PKATENSI PErUCTPALIMOHHOTO Y/IOCTOBEPEHHUS
nepcoHana, Npoueayp, CUCTEM, a TAK)KE MOMELIEHHS], CPEACTB U 000py0BaHUS,
HEOOXOMMOTO I BHIIIOJHEHHS CBOUX 00513aTENBCTB 110 JapMaKOHaA30py B
COOTBETCTBHUH C TPEOOBaHUAMU 3aKOHOaTenbcTBa Pecniyonuku Kazaxcran;

2) BBISIBJICHUE U OLIEHKY HECOOTBETCTBUM, MPECTABIISIIONIUX OMACHOCTh JJISI
3710pOBbsI HACEJICHUS.

WNucniekius cuctemsl (papMakoHa130pa MPOBOJUTCS B OTHOIIEHUU JIepKATEIeH
PETUCTPAIMOHHOTO YAOCTOBEPEHUS UJIU UHBIX OpraHU3aIi, TPUBICYCHHBIX
Jep>KaTesieM peruCTPallMOHHBIX YI0CTOBEPEHUM JIJIs1 BHIIOJIHEHHUS 0053aTENbCTB M0
dbapmakoHaa3opy.

27. Nucnieknus cuctemsl (papMakoHa130pa MpoOBOAUTCS paOOTHUKAMU
roCyJIapCTBEHHOTO OpraHa U SKCIEPTHOM opraHu3aluu, KOTOPble UMEIOT
COOTBETCTBYIOIIHI OMBIT U MOATOTOBKY JJII OLIEHKU Pa3JIUYHBIX aCIIEKTOB CUCTEMBI
dbapMakoHaa30pa B COOTBETCTBUE ¢ TpeOoBaHusIMU CTaHAapTa U BXOJAT B PEECTP
dapmareBTHIeCKUX HHCIIEKTOPOB, (HOPMUPYEMOM B TIOPSIIKE, MPETYCMOTPEHHOM
noanyHkToM 63-1) mynkra 1 ctateu 7 Kogekca.

['ocynapcTBeHHBIN OpraH HaMpaBIIIET JEPKATETI0 PETUCTPAIIMOHHOTO
yAOCTOBEPEHUS JIEKAPCTBEHHOT'O CPEJCTBA MMCbMEHHOE YBEAOMIIEHUE O MPEACTOALIEH
WHCIIEKIINH cucTeMbl (hapmMakoHaa3opa 3a 30 KaJeHAapHbIX THEH A0 MpearnojaraeMon
JaThl IPOBEACHUS UHCTICKIIUH.

28. Mucnekius cuctemMsbl (papMaKoHa30pa OCYIIECTBISIETCS B CIIydasiX,
Ipe1yCMOTPEHHBIX B paszene 4 Ctanaapra, a TAKXKe B CIIydasix:
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1) He mpemocTaBIEHUS B yCTAHOBIICHHBIE CPOKH JIEPKATEIIEM PETUCTPAITMOHHOTO
yAOCTOBEPEHUS TOKYMEHTOB, HEOOXOUMBIX JIJIsl TPOBEICHUS OLEHKH PO
6e3onacHocTu JekapcTBeHHbIX cpenctB (IIVP, [IOOB), a Takke oTka3a aepkaTes
PETHCTPAIIMOHHOTO YIOCTOBEPEHHUS OT MPEIOCTABICHHS 3allpalinBacMo HHPOPMAIIUK;

2) U3MEHEHUSI COOTHOIIICHUS «I10JIb3a-PUCK» JIEKAPCTBEHHOTO Ipernapara, a
TaK)ke€ HECBOEBPEMEHHOTO HH(OPMUPOBAHUS 00 U3MEHEHUU COOTHOIIEHUS «I10JIb3a-
PUCK» JIEKApCTBEHHOTO Mpernapara;

3) HEBBINIOJIHEHHUS IEp>KATENIEM PETUCTPALIMOHHOTO YOCTOBEPEHUS 00513aTENBCTB
B paMKax IUIaHa MO YIPABJIECHUIO PUCKaMHU, a TAaKXKe HECBOEBPEMEHHOI'O MU
HEHAJIeKAIET0 BBITIOJHEHHUS MPOLIEIyPbl BBISIBICHUS PUCKA WU MEp MO
MUHUMH3AIUN PUCKA;

4) HECOOTBETCTBHUSI MEXKIY MPEJCTABISIEMO IepKaTeIeM PEruCTPaMOHHOTO
yA0cToBepeHus nHpopMalueit u nadopMaimei, moJTy4eHHON YKCIIePTHON
OpraHu3alien OT PEryIATOPHBIX OPTAHOB CTPaH OJMIKHETO U JAIBHETO 3apy0exbs;

5) HanM4YKA COMHUTENBHON HHPOPMALIUU B MPEACTABICHHBIX JE€pKATEIEM
PETUCTPALIMOHHOTO YA0CTOBEPEHUS TOKYMEHTAX, HEOOXOAUMBIX JJIs1 OLIEHKH MPOQHIIs
0€30MacHOCTH JIEKAPCTBEHHOT' O Mpernapara.

29. Pe3ynpTaThl HHCIIEKIIUU CUCTEMBI (PapMaKOHaaA30pa AepKaTeis
PErMCTPAlMOHHOrO YI0CTOBEpeHUs 0(opMIIAIOTCS B Buae OTuera o pe3yibraTax
OLIEHKH JIEATEIILHOCTH CIY>KOBI (hapMaKoHa30pa JAeprKaTesiell peruCTpalluOHHOTO
yAOCTOBEPEHUS JIEKAPCTBEHHBIX CPEJICTB MO (POPME COTIACHO MPUIIOKEHHIO 5 K
HactosiuM [IpaBuiiam.

30. B pamkax dapmakoHaa30pa SKCIEPTHAS OPraHU3aIUs OCYIIECTBISET OLICHKY
COOTHOIIIEHHUSI TI0JIb3a-PUCK JIEKAPCTBEHHBIX CPEJICTB, UMEIOIIUX OECCPOUHYIO
perucTpanuio (J1ajgee — OleHKa COOTHOIICHUS «I10JIb3a-PUCK).

31. OueHKa COOTHOIICHUS «I0JIb3a-PUCK» MTPOBOJAUTCS HA OCHOBAHUM CBEJCHUM,
IPEICTAaBIIIEMbIX JIepKaTelIeM PErUCTPAIMOHHOTO YIOCTOBEPEHHUS B BUJIE:

1) nepuonyeckux oOHOBISIEMBIX OTUETOB 10 Oe3omacHocTu (nanee — [IOOB);
2) nnaHa ynpasiieHus puckamu (fganee — [IYP);
3) JaHHBIX TOCTPETUCTPALIMOHHBIX UCCIIEAOBAHMMN 0€30M1aCHOCTH;

4) mactep-daiina cuctemsl (hapMaKkoHaI30pa.
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32. IIOOb cocraBnsieTcs aepxkaTeneM perucTpaluoOHHOrO yAOCTOBEPEHUS U
COJIEPKUT UCUEPIIBIBAIOIINN M KPUTHUECKUI aHAJIN3 COOTHOIICHHUS «I0JIb3a-PUCK)
JICKapCTBEHHOTO TIperapara ¢ y4eTOM BCEX HOBBIX JIAHHBIX 10 0€30TacHOCTH U
BIIUSTHUS OTUX JIAHHBIX Ha TPo(uib 6€301macHOCTH U 3(PPEKTUBHOCTH JIEKAPCTBEHHOTO
npenapara, HauuHas OT JaThl MEXKIYHAPOJHON PETUCTPAIUH JICKAPCTBEHHOTO
npernapara.

ITpu noaroroske [IOOb nepxaresb perucTpaiOHHOTO YAOCTOBEPECHUS
o0ecrieynBaerT:

1) mocTOBEPHOCTH, CBOEBPEMEHHOCTH cOOpa U nepenadn HHGOpMaIuu B
AKCIIEPTHYIO OpTaHHU3AIIHIO;

2) MMPCACTABJIICHUC B OTUYCTC JAHHBIX O BBIABJICHHBIX HCKCIIATCIbHBIX PCAKIUAX C
adHaJIN30M HpH‘-IHHHO—CJ'ICI[CTBGHHOfI CBiA3U,

3) npeaocTaBiIeHHAE TOMOJHUTEIBHBIX JAHHBIX 00 00beMe TTPOIaK WITH
KOJIMYECTBE Ha3HAYEHUM COOTBETCTBYIOIIETO JIGKAPCTBEHHOT'O CPEJICTBA, BKIIIOYAS
OIICHKY HACEJICHHUs], IOJIBEPraBIIeTrOcs JEUCTBUIO IEKAPCTBEHHOI'O CPEJICTBRA;

4) BKJIIOYEHHUE BCEX JIAHHBIX 0 O€30MACHOCTHU JEKAPCTBEHHOTO CPEJICTBA,
MOJIYYEHHBIX 332 OTUETHBIN MEPUO/T.

33. [IOOb npenocTaBiseTcs B SKCIEPTHYIO OPraHU3alHUIO B JJIEKTPOHHOM BU/IE C
BO3MOKHOCTBIO TEKCTOBOTO TIOUCKA HA PYCCKOM SI3BIKE MITH QHTIIMICKOM SI3BIKE C
NIEPEBOJOM Ha PYCCKUH SI3bIK CIEAYIOMIUX PA3IENOB: KPATKOTO U3JI0KEHHUSI OCHOBHOTO
COJIepKaHusl, HHTETPUPOBAHHOTO aHAJIM3a COOTHOIIICHUS TI0JIb3a-PHUCK 110 0JJ00PCHHBIM
nokaszanusM M 3akimoueHusd. Crpykrypa [IOOb cocrasnsiercst no (opme coriacHo
IpUIIOKEHUIO 6 K HacTosiuM [IpaBunam.

[To 3ampocy 3KCIepTHOM OpraHu3aIuy IepKaTeNIb PETUCTPAIIMOHHOTO
yaocTOBepeHUS B TeueHrne 30 KaJeHIapHBIX JHEH MPEI0CTaBISICT IEPEBO] HA PYyCCKUN
s13bIK pyrux pazaenos [TOOBb.

34. DkcnepTHas opraHu3alus OnpeaessieT U pa3MellaeT Ha CBOEM HHTEPHET-
pecypce nepedeHb ACMCTBYIOIIMX BEIIECTB JIEKAPCTBEHHBIX CPEICTB, B OTHOLIEHUH
koTopbix npeaocrasienue [I0Ob TpebyeT cnennanibHON NEPUOIUIHOCTH.

35. 1ns IeKapCTBEHHBIX MTPENApPaTOB, MEKIyHAPOIHOE HETATEHTOBAHHOE
HAaVMEHOBAHUE UJIM IPYNIIMPOBOYHOE HAMMEHOBAHUE KOTOPBIX HE BKIIIOUEHO B
yKa3aHHBIU [TepeyeHb, epuoaAndYHoCTh npeacrasieHus [I0Ob cocraBnser:
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1) kaxabie 6 MecsIeB OT MEXIYHAPOIHON JaThl PETUCTPAIlMU HA MPOTSKEHUU
NEPBBIX 2 JIET;

2) eXeroJHO Ha MPOTSHXKEHUH MOCTEYIOMMUX 2 JIET;
3) nanee — kaxple 3 roja.

Cpoxk nmogauu [TOObB cocrapnseT He 60ee 90 KaneHAapPHBIX JHEH C JaThI
OKOHYaHHMsI cOOpa TaHHBIX.

ITOOB nogyexuT nojaue He3aMeIUTENBHO, B CPOK 110 60 KaJeHIapHBIX JTHEW,
OT J1aThl MTOJYYEHUSI TUCbMEHHOTO 3aMpoca SKCIEPTHOU OpraHUu3aInu.

36. Ilepuoguunocts npeaocrasienus [I0Ob MeHsieTcs B caeAyOMuX ciryqasax:

1) nmosiBieHUsI HOBBIX MOKA3aHUM K HA3HAYEHUIO U HOBBIX ITyTEW BBEJCHUS,
pa3paboTKe HOBBIX JIEKAPCTBEHHBIX (JOPM, KOTOPBIE OTIUYAIOTCS OT paHee
3apEeTrUCTPUPOBAHHBIX JJISI AKTUBHOM CyOCTaHIINY;

2) BBIJIa4d HOBOT'O PETUCTPALIMOHHOIO YOCTOBEPEHUS Ha JIEKAPCTBEHHOE
CpPEIICTBO, KOTOPOE UMEET OJJMHAKOBBIN KAUYECTBEHHBI U KOJIMYECTBEHHBINA COCTAB
AKTHUBHOT'O U BCIIOMOTATEJIbHBIX BEIIECTB, a TAKXKE JICKAPCTBEHHYIO (DOpMY U Ty Th
BBEJICHH S, KOTOPBIN PaHEe 3apETUCTPUPOBAH;

3) npu BHECEHUHU U3MEHEHHI B PETUCTPAILIMOHHOE JI0OChE€ B COOTBETCTBUU C
NOPSIAKOM, TPEAYCMOTPEHHBIM MYHKTOM | ctathu 63 Konekca.

37. Ilpu BBIABICHUH HEXKEJIATEIbHBIX PEaKINil U (MI1) MHOW WHMOPMAIUH TI0
0e3omacHOCTU U 3P(HEKTUBHOCTH, HE COACPKAIIMXCS B O0IIEH XapaKTePUCTUKE U
UHCTPYKIUU 10 MEAUIIMHCKOMY NPUMEHEHHIO (JIUCTOK-BKJIA IBIII) U U3MEHSIOIINX
COOTHOIIIEHHE «IT0JIb3a-PUCK» JIEKAPCTBEHHOT'O MIpernapara, SKCrepTHask OpraHu3alus
3anpamuBaeT y epKareiis perucTpaluOHHOrO Y0CTOBEPEHUS JIEKaPCTBEHHOT O
npenapata BHeouepeaHoit [I00B.

38. Dkcnepruza [TIOOb ocymiecTBisieTcs B CpOK HE IpeBbImatomuii 90
KaJICHJaPHBIX JTHCH U BKITFOYACT:

1) ananu3 Bceit nHGopmaIuu 1o 6€30MacHOCTH, MOJTYUYEHHOU 3a OTUYETHBIN
MIEPHO/I, C ONPEACIICHHEM BO3MOKHBIX BBISBIICHHBIX HOBBIX CHTHAJIOB,
CBUCTEIHCTBYIOIINX O HOBBIX MOTEHIIMAIBHBIX WA UACHTU(DUIIMPOBAHHBIX PUCKAX
1100 JOTOTHEHUH HH(POPMAIMEH dTUX CUTHAJIOB YK€ UMEIOIIUXCS 3HAHHUM 110 PaHee
UACHTU(DUITUPOBAHHBIM PUCKAM;
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2) 0060011eHNe BCE MOMYUYEHHOM 32 OTYETHBIN NEpHO HHPOPMALIMH 110
6e3omacHocTH U 3G(HEKTUBHOCTH JIEKAPCTBEHHOTO Mpemnapara (Kak B paMKax
KJIMHUYECKHUX MCCIEAOBAHNMN, TaK U MIPH MPUMEHEHHUH JIEKAPCTBEHHOTO TIpernapara B
MEJIMIUHCKON MPAKTHUKE) U OLIEHKA BIUSHUS 3TON MH(POPMAIMU Ha COOTHOILIECHUE
«TI0JTh3a-PUCK» JIEKAPCTBEHHOTO TIperapaTa;

3) BBIIIOJIHCHUEC aHaJIN3d COOTHOIICHUA «II0JIb3a-PHUCK» Hd OCHOBAHHUH BCCX
KYMYJITUBHBIX JJaHHBIX, HAYWHAA C JaThl HepBOﬁ perucrpanruu JCKapCTBEHHOI'O
IIpcIiapara WUin JAThI IICPBOTO PA3PCHICHUA HA IIPOBCACHNUC NMHTCPBCHIIMOHHOI'O
KIIMHUYCCKOI'O UCCIICAOBAHUs B KaKOM-JIH00 H3 rocyaapcCTs,

4) 060011eHre HH(POPMALIUY 110 MEPAM MUHUMU3ALIUNA PUCKA;

5) onpenenenue miaHa OLEHKHA CUTHAJIOB, PUCKOB U (MJIM) MPEJIOKEHUN 1O
JIOTIOJIHUTENBHBIM MepaM (apMaKoHaI30pa.

39. [IOOb npenocTaBiseTcs: Ha BCE IEKAPCTBEHHBIE CPEACTBA, HAXOSIINECS B
oOpamenuu Ha Tepputopuu PK, KpoMe 1eKkapCTBEHHBIX CPEJCTB C XOPOIIIO H3yUYEeHHBIM
MEIUITUHCKUM MPUMEHEHHUEM, TPAJAUIIMOHHBIX PACTUTEIHHBIX M TOMEOTIATHICCKUX
JIEKapCTBEHHBIX CPEJICTB.

[Tpu Hanuuuu npobseM o 6E30MaACHOCTH TPAJAULIMOHHBIX PACTUTEIbHBIX U
FOMEONATUYECKHX JIEKAPCTBEHHBIX CPENICTB, a TAKKE JIEKAPCTBEHHBIX CPEICTB C
XOpOILIO U3YYEHHBIM MeIuIMHCKUM npuMmenennem, [I0Ob npenocrasisercs
JIEPKATEIIEM PETUCTPALMOHHOIO YAOCTOBEPEHUS IO MUCBMEHHOMY 3aIPOCY
JKCIEPTHOM OpraHU3aIUu.

Okcneptusa [I0OODb ocymiecTBisieTcs B Cily4asix OpUrMHAJIBHBIX JIEKAPCTBEHHBIX
npernapaToB, OMOCUMUISAPOB, BAKI[MH, BOCIIPOM3BEIEHHBIX JIEKAPCTBEHHBIX MPENapaToB
(B clly4ae OTCYTCTBHS 3apErUCTPUPOBAHHBIX OPUTMHAIBHOTO JIEKAPCTBEHHOTO
npenapara u €ro aHaJioroB).

PesynbTaThl s3xkcnieptussl [IOOB opurnHaibHbBIX JIEKAPCTBEHHBIX CPEICTB
IMPUMEHHUMBI K BOCITPOU3BEACHHBIM JIEKAPCTBEHHBIM CPEICTBAM, UMEIOIIUM
OJIMHAKOBOE JIEHCTBYIOLIEE BEUIECTBO, JIEKAPCTBEHHYIO (pOpMYy.

40. ITo pe3ynpraram skcnieptusbl [IOODb 3xcnepTHas opranu3anust COCTaBIsSET
DKCHEPTHOE 3aKITI0YCHHE 110 OIICHKE MEPUOINIECKOTO OOHOBIISIEMOTO OTYETA 110
0€30MacHOCTH JEKAPCTBEHHOTO CPEJICTBA MO (hOpPME COTJIACHO MPUIIOKEHHIO 7 K
HactosimuM [IpaBuiam. 3akmrodeHne opopmisieTcss B ABYX IK3EMIUIpax, OJUH U3
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KOTOPBIX HaIlpaBJIsAETCs AEPKATEN0 PETUCTPALMOHHOIO YAOCTOBEPEHUS, @ BTOPOM —
OCTaeTCs B OKCIEPTHON OpraHU3aIiy.

41. DkcnepTHas opraHu3anus BEAET 3JIEKTPOHHYI0 nporpammy no [I00b
JIEKApCTBEHHBIX CPEJICTB C YueTOM ['0CyJTapCTBEHHOTO peecTpa JIEKapCTBEHHbBIX
CPEACTB U MEJIULIMHCKUX W3JCIINI B IOPSIIKE, TPEAYCMOTPEHHOM ITyHKTaMu 1 u 2
crateu 71 Koxekca.

42. ITYP pazpabarbiBaeTcs JepiKaTesieM PerucTpalioOHHOro yYAOCTOBEPEHUS U
COJIEPKUT MOJPOOHOE OMMCAHUE MEPOTIPUITHI O (papMaKOHAA30pYy, HAMIPABICHHBIX Ha
BBIBJICHHE, OLICHKY U MPEAOTBPALLCHUE, a TAKXKE MUHUMHU3ALIUIO PUCKOB, CBA3aHHBIX C
MPUMEHEHHUEM JICKapCTBEHHOTO TIpernapaTa u olleHKY 3 PEKTUBHOCTH JaHHBIX
MEPOIPUITHH.

43. ITYP npenocraBisieTcs aepKaTeiaeM PEruCTPALIMOHHOTO YI0CTOBEPEHHUSI B
AKCHEPTHYIO OPTaHU3aLHUIO B CIAEAYIOUIUX CIIyYasx:

1) U1t TeKapCTBEHHOTO Mpenapara, CoAepKaIlero paHee He 3aperuCTpUPOBAHHOE
JEUCTBYIONIEE BEIIECTBO;

2) n7s IEKapCTBEHHOTO Mpernapara, CoIep Kallero paHee He
3aperuCTPUPOBAHHYIO0 KOMOMHAIMIO IEHCTBYIONINX BEIIECTB;

3) m1s GMO0aHATOTHYHOTO, OMOJIOTHYECKOT0, OMOTEXHOJIOTHISCKOTO0, a TAKKE
UMMYHOJIOTHYECKOT0 JIEKAPCTBEHHOTO TIperapara;

4) npu BHECEHUHN U3MEHEHUH B PETrUCTPAIMOHHOE JI0ChE JICKAPCTBEHHOTO
npenapara, 3aTparuBaronux 00J1acTh MPUMEHEHHUS, aCTIEKTHl TPOU3BOJICTBEHHOTO
mporiecca B CiydasiX HOBOM JieKapCTBEHHOU (DOPMBI, HOBOTO CITOc0Oa BBEJICHHS, HOBOTO
croco0a Mpon3BOACTBA OMOJIOTHYECKHUX JIEKAPCTBEHHBIX CPEJICTB, BBEJICHUS TTOKAa3aHUMN
K IPUMEHECHUIO B EIUATPUUECCKOUN MOIMYJISAIUNA WX IPYTUX U3MEHECHUN B MMOKAa3aHUAX K
MPUMEHEHHIO B COOTBETCTBUHU C MOPSIAKOM, MPEAYCMOTPEHHBIM MYHKTOM | cTaThu 63
Konekca.

5) pu HamUYUKM MpooIIeM 1o 6€30MaCHOCTH, OKA3hIBAIOIINX BIUSHUEC HA
COOTHOUIEHHUE «I10JIb3a-PUCK;

6) JUTsI BBITTOJTHEHUS] COOTBETCTBYIOIIETO IJIaHA KOPPEKTUPYIOLIUX JIEHCTBUIA B
1EJIIX MUHUMU3ALUKI U TIPEIOTBPAILCHHS] PUCKOB MPHU BBISIBICHUU CUTHAJIOB,;

7) nipu niepeperucTpaluu JeKapCTBEHHOTO Mpenapara B esX 0OHOBJICHUS
cymectBytomero [TYP.
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44. ITYP npenocrapisieTcs B SKCHEPTHYIO OPraHU3AIMIO B AJIEKTPOHHOM BUJIE Ha
pycckom si3bike. CTpykTypa pa3aenoB [IYP coOTBETCTBYET NPUIOKEHUIO 8 K
HacTosiiuM [IpaBunam.

45. Oxcnepruza [IYP Britouaer:

1) orleHKY Ba)XHBIX UACHTU(PUIIUPOBAHHBIX U (UJTM) BAXKHBIX TTOTEHIIMAIBHBIX
PHCKOB, pacCMaTPUBAEMbIX B CHICIIU(UKAIIUU 110 O€30MACHOCTH JIECKAPCTBEHHOTO
npenapara;

2) OIEHKY TIPEIIaraéMbIX MEp MO0 CHIYKCHHUIO BAKHBIX UACHTU(MUIIUPOBAHHBIX U
(M5I1) BaXHBIX MOTEHIIMAIBHBIX PUCKOB, MPEJIaraeMbIX JepKaTeaeM
PETUCTPALIMOHHOTO YJIOCTOBEPEHUS;

3) o1leHKy 00pa30BaTeIbHBIX MATEPUATIOB JJIs1 METUIIMHCKUX PAOOTHUKOB U
(unn) marueHToB (MmoTpeduteneit), BKIIOYEHHBIX B IJIaHbI YIIPABJICHHS pUCKaMH Ha
IpeIMeT HaJu4Ks B HEM OCHOBHBIX 3JIEMEHTOB B HaJJIe)KaIleM au3aliHe U ¢popMare, He
HOCSIIIIUX PEKIAMHBIA XapaKTep;

4) onieHKy 3¢ (HEKTUBHOCTH MEP 110 MUHUMHU3AINH PUCKOB.

46. Cpok npoBeaenus sxcnepTussl [ITYP coctaBnsier 60 kameHIapHBIX THEH CO
IHS ero nojiyueHus. B nepuon nmpoenenus sxcneptussl [IYP skcnepTHast opranuzanus
3ampalrBacT y AepKaTelsd pErUCTPALMOHHOTO yI0CTOBEPEHHS PAa3bsICHEHUS WIH
YTOUYHEHUS 10 KOHKPETHBIM MoJIoKeHusIM [IYP u (wnm) pekomeHayeT BHECTH
U3MEHeHUs B nipeqnaraeMsii [TYP.

47. JlepkaTenb perucTpallMOHHOTO yI0CTOBEPEHHS B CpOK He Ooiiee 60
KQJICHIAPHBIX JHEN MPEIOCTABISAET Pa3bsICHEHNS WIM YTOUHEHUS HA 3aIPOC
AKCIIEPTHOM OpraHu3aiuu 1 (WiK) nmpeaocTapiseT nopadborannyro Bepeuto [TYP. [Ipu
HECOTJIACUM C PEKOMEHIALMUSIMHU 3KCIIEPTHON OpPraHU3alii O BHECEHUU U3MECHEHUN B
npeanaraeMsiii [IYP nepxxarens peructpalimioOHHOTO yIOCTOBEPEHUS PEAOCTABIIAET
000CHOBaHME C yKazaHueM NnpuyuH. CpoKH MOJArOTOBKHM OTBETa Ha 3arpoc
YIIOJTHOMOYEHHOW OPraHU3aluy HE BXOIST B CPOKHU ITPOBEJICHUS SKCIIEPTHU3HI.

48. o pesynwpTatam skcriepTusbl [IYP skcnepTHas opranuzamnust popMupyer
DKCIepTHOE 3aKIt0ueHue 1o skcneptuse [Lana ynpapiieHus: puckaMmu Opu
IPUMEHEHUH JIEKAPCTBEHHOT'O CPEJCTBA MO OPME COrJIacHO MPUIOKEHHUIO 9 K
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HacTosiiuM [IpaBunam. 3aknroueHre opopmisieTcs: B ABYX IK3EMIUIIPAX, OJUH U3
KOTOPBIX HAIIPaBIIAECTCS ACP/KATEIIO PETUCTPALIMOHHOTIO YIOCTOBEPEHUS, & BTOPOH —
OCTaeTCs B OKCIIEPTHON OpraHu3aluu.

49. DkcnepTHas opraHu3anus BEAET JIEKTPOHHYIO iporpammy 1o ITYP ¢ yuetom
I'ocyaapcTBEHHOIrO peecTpa JEKApCTBEHHBIX CPEACTB U MEAMIIMHCKUX U3EIIHI B
NOpsIJIKE, TPeayCMOTpEHHOM nyHKTaMu 1 u 2 crateu 71 Kogekca.

50. HOCTpGFI/ICTpaHI/IOHHBIG HCCIICA0OBAaHUA 0e301acHOCTH JICKAPCTBCHHBIX
CpE€aCTB BKIIIOYAKOT UCCICAOBAHU, B ITIPOICCCE KOTOPBIX CO6I/IpaIOTC$I
AOITIOJIHUTCIIbHBIC HAYYHBIC JJaHHBIC O 0e301acHOCTH JICKaApCTBCHHOI'O IIpCIiapara,
HMCIOIKEC MOTCHIUAJIBHYIO KIIMHUYCCKYIO 3HAYMMOCTD WJIN BAXKHOCTD JJIs1 3A0POBbA
HaCCJICHHI.

51. TlocTperucrpanoHHbIE UCCIEA0BaHUS O€30TaCHOCTH JIEKaPCTBEHHBIX
CPEACTB OCYIIECTBIAOTCS AEpKATeIeM PETUCTPALMOHHOIO YA0CTOBEPEHUS Ha
tepputopun Pecriybnnku Kazaxcran 100poBOJbHO WU B COOTBETCTBUU C PEIICHUEM
roCyapCTBEHHOTO OpPraHa B CJIy4dae MPEANOJIOKEHUS O HATMYUU PUCKOB, CBSI3AHHBIX C
3apEerUCTPUPOBAHHBIM JIEKAPCTBEHHBIM IMPENapaToM, TPEOYIOIINX TOMOJTHUTEIHLHOTO
V3Y4EHUS IIyTEM ITPOBENCHUS UCCIENOBAHUS.

52. IlocTperucrpaioHHble UCcae10BaHus 0€30MaCHOCTH JIEKapCTBEHHBIX
CPEICTB OCYIIECTBIIOTCS JAEPKATEIEM PErUCTPALIMOHHOTO YIOCTOBEPEHHUS HA
teppuropun Pecniybnuku Kazaxcran B nopsiake, Ipe1yCMOTPEHHOM ITyHKTOM 3 CTaTbU
74 Konekca.

53. TIpoToKOJ MOCTPETUCTPAILIMIOHHOTO UCCIIE0BaHMs 0€30MMaCHOCTH
JIEKapCTBEHHOTO CPEJICTBA pa3padaThIBaeTCs AepKaTesieM PErucTPalliOHHOTO
yJIOCTOBEPEHHS B COOTBETCTBHH C TPEOOBAHMSIMU 3aKOHOAATENbCTBa PecyOmmku
KazaxcTan u cornacoBbIBaeTCs C IKCIIEPTHONU OpraHu3aIfei.

[To 3aBepiIeHNH MOCTPErUCTPALIMOHHBIX UCCIIEJOBAHUM O€30MaCHOCTH
JIEKapCTBEHHBIX CPEACTB B TeueHHe 60 KaleHIapHbIX JHEH (OPMUPYETCS OTYET,
KOTOPBIN IPEIOCTABIIAECTCS B IKCIIEPTHYIO OPTraHU3aLIUIO.

54. OueHka COOTHOILICHHS «I0JIb3a-PUCK» JIEKAPCTBEHHBIX CPEJCTB, UMEIOLIUX
OeccpodHOe PErucTPalMOHHOE YIOCTOBEPEHUE U HAXOASIIUXCS B 00pallleHuu Ha
tepputopun Peciy6nmku Kazaxcran, mpoBOAUTCS SKCIIEPTHON OpraHu3anuen
€KEroJIHO0 Ha OCHOBAHMH JIOIOBOPA C JEPKATEIEM PETUCTPALIMOHHOTO YIOCTOBEPEHHUS.
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55. DkcniepTHas opraHu3anus MOCie COTJIaCOBaHUs C TOCYAAPCTBEHHBIM OPTaHOM
pa3MeIaeT Ha CBOEM IOPTaJIe IePEUYEHb JIEKAPCTBEHHBIX CPEJICTB, NMEIOIINX
0€CCpPOUYHYIO PETUCTPALMIO, JUISl IPOBEIEHUS OLIEHKH COOTHOILIEHUS T0JIb3a-PUCK.

56. OTYETHBIM EPUOJIOM JIJI MPOBEJACHUS €KETOAHON OLEHKHA COOTHOLICHUS
I0JIb3a-PUCK JIEKAPCTBEHHBIX CPEJICTB, UMEIOIINUX OECCPOUHYIO PETUCTPAIIUIO,
CUMTAETCA J1aTa BbIJAYU PETUCTPALIMOHHOTO YIOCTOBEPEHUS.

57. Jdepxareiy perucTpaliioOHHOI0 yA0CTOBEPEHHUS €KETOJHO HAIIPABIISAIOT B
AKCIIEPTHYIO opranu3anuio CeeneHus o npoduie 6e301acHOCTH JEKaPCTBEHHBIX
CPEJIICTB, UMEIOIINX OECCPOUHYIO PETUCTpaIHIo 1o (popme cornacHo npunoxeHuto 10 k
HactosuM [IpaBunam.

58. DkcrniepTHas opraHu3anus Ha OCHOBAHUH MPEJICTABICHHBIX JEpKATEIEM
PETUCTPALIMOHHOTO YIOCTOBEPEHUS CBEICHNUI U MaTepHalioB GopMUpPYET DKCIIEPTHOE
3aKJIFOUYEHUE O COOTHOILLIEHUH I0JIb3a-PUCK JIEKAPCTBEHHOT'O Tpemnapara no gpopme
corsacHo npuinokenuto 11 k Hacrosmum [IpaBunam.

59. CBenenus o0 pe3yJibTaTax MPOBEICHHON OLIEHKA COOTHOILICHUS MOJIb3a-PUCK
JIEKapCTBEHHBIX CPEACTB, UMEIOIINX OECCPOUHYIO perucTpaiuio e no3auee 1 pespans
KaJICHJIApHOT'0 I'0/1a HAIPABJISIOTCS B TOCYIapCTBEHHBIN OpraH U pa3MeIlarTcs Ha
MHTEPHET-PECYPCE IKCMEPTHON OpraHU3alUU.

60. 'ocynapcTBEHHBII OpraH Ha OCHOBAaHWUHW WH(HOPMAITIHN SKCIIEPTHON
opraHu3aluy (3aKIYeHHs], 0OTYeTa) 00 U3MEHEHHUAX B OIIEHKE COOTHOIICHUS MOJb3a-
PHCK JIEKAPCTBEHHOTO CPEJICTBA, a TAKXKE PE3yJIbTaTOB UHCIIEKIIMN CUCTEMBI
dapmakoHaA30pa OCYIIECTBISET CISAYIONINE PETYISITOPHBIE MEPHI:

1) yTBepxK1aeT COOTBETCTBYIOIIME U3MEHEHUS U JIOTIOJIHEHUS B 001ei
XapaKTEPUCTHUKE JIEKAPCTBEHHOTO MPEINapara;

2) U3MEHSIET KaTeropuio OTITyCKa JEKAPCTBEHHOTO CPEJICTBA U3 alTeK, WJIM UHBIX
Mepax OTpaHUYEHUs U KOHTPOJIS OTIIyCKa JIEKAPCTBEHHOI'O CPEICTBA;

3) ocTaHaBJIMBACT MPOBEICHUE KIIMHHYSCKUX HCCIICTOBAHUH JIEKAPCTBEHHOTO
CpEeICTBA, MU MX OTJCJIBHBIX STAIOB, a TAK)KE Ha3HAYaCT MMPOBEICHUE
JIOTIOJTHUTENBHBIX JTOKIMHUYCCKUX U (MJIH) KIMHUYSCKUX UCCIICIOBaHUH (TTpH
HEOOXOJIMMOCTH);
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4) u3pIMaeT 00pa3Ilbl JICKAPCTBEHHOT'O CPEJICTBA Y CYOBEKTOB B cepe
oOpallieHusl JICKAPCTBEHHBIX CPEACTB U MEIUIIMHCKUX U3ACIIHUMN JIs MPOBEICHUS
JOTIOJTHATEIIPHOM SKCIIEPTU3BI Ha 0€30IMacHOCTh M KaueCTBO;

5) nmpuocTaHaBIUBAET ACHCTBUE PETUCTPALIMOHHOIO YOCTOBEPEHUS B MOPSIKE,
MpeyCMOTPEHHOM ITyHKTOM 2 cTath 84 Kojekca.

61. T'ocynapcTBeHHBIN OpraH B TE€YEHHE MATH pabOUYUX JHEH, CO THS NOTyUEHUS
uH(popMaIK (3aKII0YEHUs, 0TYETa) 00 U3MEHEHHSIX B OLIEHKE COOTHOLIEHUS M0JIb3a-
PHUCK JIEKAPCTBEHHOI'O CPEICTBA U3BEIIAET IKCIIEPTHYIO OPraHU3aLNI0, MECTHBIE
OpraHbl rOCyJJapCTBEHHOTO YIIPaBJICHUS 3IPaBOOXPAHCHUS U JIeprKaTesis
PErHCTPALMOHHOrO YIOCTOBEPEHHUS O IPEANPUHATON Mepe.

I'maBa 3. Ilopsaaok npoBeeHUs MOHUTOPHHIA 0€30MIACHOCTH, KA4eCTBA U
3¢ PeKTUBHOCTH MEeIULMHCKUAX U3AeTUI

62. MonuTopuHr 6€30macHOCTH, KauyecTBa U 3(HEKTUBHOCTH MEAUITMHCKUX
u3zienuil (1ajnee — MOHUTOPUHT) HAIMpaBJIeH Ha BRISIBJICHUE M MPEOTBPAIEHHUE,
HEeOIaronpUATHBIX COOBITHH (MHITUACHTOB), CBI3aHHBIX C MPUMEHEHUEM MEIUITMHCKOTO
U3EIIUs.

63. MoHUTOpHUHT 6€30MacHOCTH, KauecTBa U 3 (HEKTUBHOCTH METULIUHCKUX
W3JIEIIAN IPOBOJUTCS FOCYIapCTBEHHBIM OPTraHOM, TOCYAAPCTBEHHON dKCIIEPTHOMN
opraHu3zanuen, CyobeKTaMu 3JpaBOOXpaHEHMs], CYObeKTaMu B chepe oOparieHus
JIEKapCTBEHHBIX CPEACTB U MEAULIMHCKUX U3EINUNA, YIIOJTHOMOUYEHHBIMU
IPEICTaBUTEISIMH POU3BOJUTENSI MEIUIIMHCKOTO U3/ENHS, a TAK)KE FOPUINYECKUMH U
(pU3NYECKUMU JIMLIAaMU, OKa3bIBAIOIIMMU YCIYTH 110 CEPBUCHOMY OOCITYKUBAHUIO.

64. MOHUTOPHHT, OCYIIECTBIISEMBIN IKCIIEPTHON OpraHu3aliieil, BKIIOYaeT B
ce0st cOop, perucTpaluio, aHajin3 HHGopMaru 0 HeOJATONPUITHBIX COOBITUSIX
(MHIIMIEHTAaX ), CBSI3aHHBIX C MPUMEHEHUEM METUIIMHCKOTO U3/IeNMs Ha BCEX ATarax ero
oOpallleHHsI 1 OCHOBBIBAETCS HA:

1) ananu3e cooOIIeHN, MOTYYSHHBIX OT MoJib30oBaTeel U (KUin)
MPOU3BOAUTEIICH MEIUIIMHCKUX U3/ICIINI;

2) MaHHBIX MTOCTPETUCTPAIIMOHHOTO KIMHUYECKOT0 MOHUTOPUHTA 6€30MacHOCTH
1 3(HEKTUBHOCTH MEIUIIMHCKUX U3/CIIUH.
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65. Uudopmartiust 0 HeOIAroNpUSATHBIX COOBITUAX (MHLIUICHTAX) TIPU
IPUMEHEHUN MEAUIIMHCKOTO U3/ HAPABJISIETCS B TOCYIaPCTBEHHYIO SKCIIEPTHYIO
opraHu3ainuio B GopMe U3BEUIEHUS O HEOIAroNpPUATHOM COOBITUN (MHUIUICHTE),
CBSI3aHHOM C MIPUMEHEHHEM MEIUIIMHCKOTO U3JIEHs 110 (OpMe COTIACHO MPUIIOKEHUIO
12 x HactosiuMm [IpaBuiam.

66. M3BenieHns nepenarTcs Yepe3 HHTEPHET-PeCcype IKCIEPTHON OpraHnu3ainy B
pexxuMe OHJIalH (Hajee — mopTa), MOCPeACTBOM (hakca, FIEKTPOHHON MOUThI WU
MPEIOCTABISIOTCS HAPOYHO B HKCIIEPTHYIO OpraHU3alnio Ha OyMa)XHOM HOCHUTEJNE.

B u3Benienun ykaspiBaeTcs J0CTOBEpHas HH(OpMaIus, oATBepKAaeMast
KOMUSIMU COOTBETCTBYIOIIUX JOKYMEHTOB.

67. MeauIMHCKUE OpraHu3alui UHPOPMUPYIOT NPOU3BOIUTENS MEAUIIMHCKUX
U3JICNIUN WIH €r0 YIIOJTHOMOYEHHOTO MPEACTABUTENS O HEOIAronpUATHBIX COOBITHUAX
(MHUMJEHTAX) U MIPEIOCTABIISAIOT JOCTYH K MEIULIMHCKUM U3JEIIUAM, C KOTOPBIMU
CBSA3aHbl YKa3aHHbIE COOBITHS.

B cnydae oTkasza co CTOpOHBI METUIIMHCKON OpraHU3allid MPEeIO0CTaBUTh JOCTYT
K MEJTUIIMHCKOMY U3JIETINI0, C KOTOPBIM CBSI3aHO HEOIAronmpusITHOE COOBITHE
(MHIIUIEHT), TPOU3BOIUTETH METUIIMHCKUX U3ICIUNA WIN €0 YIIOJTHOMOYCHHBIH
NpeACTaBUTEIb 00paIllaeTCsl B TOCY/IapCTBEHHBIN OpraH 3a COJCHCTBUEM B
OCYIIECTBIICHUHU JOCTYIIA K MEAULMHCKOMY U3IEIUIO Ul OIIPEACIICHUSI CBSI3U
MEJIUIIMHCKOTO U3ENHS C HEXKEIATEIbHBIM COOBITUEM U COOTBETCTBUS
HEXKEJIATeTLHOTO COOBITHSI KPUTEPHSIM HEOIArOoNpPUATHOTO COOBITHS (MHITMICHTA) B
MaKCHUMaJIbHO KOPOTKHE CPOKH.

68. IIpon3BoauTETL MEIUIIMHCKUX U3JETUNA WK €TO YIIOJTHOMOYEHHBIN
MIPECTABUTEIb HAITPABIIET B TOCYAAPCTBEHHBIA OPraH M SKCIIEPTHYIO OPraHU3aluIo,
OTtyeT 0 HeOIaronpUATHOM COOBITUU (MHIIMACHTE) IPU MPUMEHEHUH METUIIUHCKOTO
uznenus (nanee — oryeT 00 uHIuAeHTe) 1 OTYET O KOPPEKTUPYIOMIUX IEUCTBUAX IO
0€30MacHOCTH MEUIIMHCKOTO U3/IeNus (J1ajiee — OTYET O KOPPEKTUPYIOIIUX IEUCTBHIX )
o ¢opmam coryiacHo npuioxkeHusM 13 u 14 x Hacrosiium [1paBunam

B cnydae ecnu 1o onieHKe NpOM3BOIUTEIISI MEIULIMHCKUX U3AEIUN UITN €T0
YIOJIHOMOYEHHOTO MPEJICTABUTENS HEXETATEIbHOE COOBITHE HE YIOBIETBOPSET
KPUTEPHUSIM HEOJIaronpusTHOTO COOBITHS (MHIIUICHTA), TPOU3BOIUTENIb MEIUITUHCKUX
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U3JIeJIUIA WK €T0 YIIOJTHOMOYEHHBIN NpeIcTaBUTENb MPEACTABISAET TOCY1apCTBEHHOMY
OpraHy U SKCIEPTHYIO OpraHU3aINi0, 000CHOBAaHHUE TOTO, YTO YKa3aHHOE COOBITHE HE
SIBJISIETCS HEOJIAronpUsITHBIM COOBITHEM (MHIIUICHTOM).

69. DKcnepTHas OpraHu3anus pEruCTpUpPyeT MOCTYNUBIINN EPBOHAYAIBHBIN
oT4yeT 00 UHUUCHTE, UHHOPMUPYET MPOU3BOAUTENS MEIUIIMHCKUX U3AETUN WU €T0
YIOJIHOMOYEHHOTO NMPEACTABUTENS O NOJYyUYEHUHU YKa3aHHOI'O OTUETa U COTJIaCOBBIBAET
C HUM CPOKHM NPEACTABIEHUS MOCIEIYIOIET0 HIIU 3aKII0YUTEILHOIO 0TYeTa 00
UHIIMJIEHTE, a TAKXKE CPOKHU MPEJCTABJICHUS IEPBOHAYAIILHOTO, MTOCIEAYIONIEro (pu
HEO0OXOIUMOCTH) U 3aKIFOUUTEIBHOTO OTYETOB O KOPPEKTUPYIOIIUX JACUCTBUSX.

70. IlepBoHauaIbHBIN OTYET 00 MHIUACHTE HAMPABISAETCS B CAEAYIOIINE CPOKU:

1) B cmyyae BOBHUKHOBEHUS CEPHE3HOM YIPO3bl 3/10POBbIO HE3AMETUTENBHO (0€3
HEOIPaBJaHHbIX 3aJIEPKEK), HO HE MO3/ITHEE YEM Yepe3 2 KaJIeHIapHBIX JIHS MOCIIE TOTO,
KaK MPOU3BOJIUTEII0 METUIIMHCKHUX U3JIETNI CTaJI0 U3BECTHO O HATMYUU YTPO3bI;

2) B ciy4ae CMEPTH WJIM HETIPEIBUICHHOTO CEPhE3HOTO YXYIIICHUS COCTOSHUS
3JI0POBBS MOJIH30BATENS — HE3aMEITTUTENbHO (0€3 HeOMpaBIaHHbIX 33JIEPKEK) MOCTIEe
TOTO0, KaK MPOU3BOUTENh METUIIMHCKUX U3/CIIUNA YCTAHOBHII CBSI3b MEKIY
IPUMEHEHUEM MEAUITMHCKOTO U3JICTUS ¥ TIPOU3OIISAIINM COOBITHEM, HO HE ITO3THEE
gyem depe3 10 KkaneHmapHbIX JHEH MOCae TOro, KaK MPOU3BOAUTEINI0 METUIIMHCKUX
U3JICIIAN CTAJIO H3BECTHO O COOBITHH;

3) B pouuXx clly4asix — He3aMeJIMTENIbHO (0€3 HeonpaBIaHHbIX 3a/IePKEK) MOCIIe
TOTO, KaK MPOU3BOIUTENIb MEAUIIUHCKUX U3JICTUN YCTAHOBUII CBSI3b MEXKTY
IpPUMEHEHUEM MEAUITMHCKOTO U3JIeTUs U TIPOU3OIIEANINM COOBITHEM, HO HE MO3/IHEE
yeM yepe3 30 kajgeHJapHbIX JHEH MOCie TOT0, KaK MPOU3BOIUTETI0 MEAUITUTHCKUX
U3JIeJIUNA CTAJI0 U3BECTHO O COOBITHH.

71. B 3KCTpPEHHBIX CIy4asx 3alIUThI NOJIb30BATEICH WIIM TPETHUX JUIl OT YIPO3bI
CMEPTH UJIU CEPHE3HOr0 YXYAUIEHUS COCTOSHUS 300POBbsl TPOU3BOINUTEID
MEIUIUHCKUAX U3IEIUN WIH €T0 YIIOJTHOMOYEHHBIN MPEACTABUTEb BHIIOIHSIET
KOPPEKTUPYIOIIUE AEHUCTBUS 10 HAIPABICHUS SKCIIEPTHOW OpraHU3alni,
MEPBOHAYAILHOIO OTUETA O KOPPEKTUPYIOLIUX AECUCTBUSIX. B 3TOM cityuae
IIEPBOHAYAIBHBIA OTYET O KOPPEKTUPYIOIIMUX JACHCTBUSAX HAMPABISAECTCS B SKCIIEPTHYIO
OpraHM3alMI0 HE TTO3THEE YEM Yepe3 2 KAJICHIaPHBIX JIHS MOCJIE BBIIIOJIHEHUS
MPOU3BOAUTENIEM MEIULIMHCKUX U3AEIUN WK €r0 YIIOJTHOMOYEHHBIM MPEACTABUTEIEM
KOPPEKTUPYIOIIUX JIEHCTBUM.
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72. B cny4ae OTCyTCTBUS y TPOU3ZBOAUTEI MEAUIMHCKUX U3/ICIIUI WU €r0
YIOJIHOMOUYEHHOT'O IIPEICTABUTEIISI BO3MOKHOCTH IPOBEICHUS PACcCIIeI0BAaHUS
IPOU30LLIEIIET0 HEOIArONPUATHOTO COOBITHS (MHIIMIECHTA), IPOU3BOIUTEND O€3
IPOMEJJIEHUS YBEAOMIISIET 00 TOM 3KCIEPTHYIO OPraHU3aLHIoO.

73. B ciyuae eciu B poIiecce pacciae0BaHus HEOIAronpusTHOTO COOBITHS
(MHLIMIEHTA) 33/IeHCTBOBAHbI HECKOJIBKO MPOU3BOIUTENCH MEIUIIMHCKUX U3CIIUM,
rOCYyJAapCTBEHHBIN OPTraH OCYIIECTBIISIET KOOPAUHALIUIO UX JICHCTBUM.

74. IIpon3BOANTEND MEAUIIMHCKUX U3AETUN UIH €70 YIIOJTHOMOYEHHBIN
IpEeICTaBUTENb COOOIIAET B TOCYJapCTBEHHBIN OpraH U SKCIIEPTHYIO OpraHU3aIuio 00
OIIMOKAX, JOMYIIEHHBIX MPU UCIIOIB30BAHUN MEIUIIMHCKUX U3JIEINI, KOTOpbIE
IIPUBEIIN K CMEPTH WIHM CEPbE3HOMY YXYILIEHUIO COCTOSHUSA 310POBBS MOJIb30BATEINS.

75. DxcnepTHas opraHuzaius He noszanee 30 padouux AHEHN co IHS NOJy4YeHUs
OT MPOU3BOAUTENS METUIIMHCKUX U3ACIUA WA €T0 YIIOJTHOMOYEHHOTO TIPEACTABUTEIIS
3aKJIFOUUTENIBHOTO OTYETa 00 MHIIUJEHTE, 3aKIIOUUTEIILHOTO OTYETa O
KOPPEKTUPYIOIIMNX JACHUCTBUSAX YBEIOMIISIET TOCYIAPCTBEHHBIN OpraH U MPOU3BOAUTENS
MEIUIMHCKUX U3ACIUA WIN €T0 YIIOJTHOMOYEHHOTO MIPEACTABUTEIIS 00 UTOTax
pPaccMOTPEHUS YKa3aHHBIX OTYETOB.

76. OT4eTsl 00 UHITUIAEHTE, OTYETHI O KOPPEKTUPYIOMINX JECHCTBUAX U
yBEJOMJICHHE 10 0€30MaCHOCTH MEIUIIMHCKOTO U3/IeNUs Pa3MeIaloTCs SKCIEPTHON
opraHuzaiuen B eAMHON nH(OPMALIMOHHON 0a3e TaHHBIX MOHUTOPUHTA 0€30MaCHOCTH,
KauecTBa U 3 (HEKTUBHOCTH MEAUITMHCKUX U3IEITHIA.

77. OT4etsl 00 MHIIUJEHTAX HE MPEACTABIISIIOTCS B KCIIEPTHYIO OpPTraHU3AINIO B
CHEAYIOUIUX CIIyYasx:

1) Mo kaxxaoMy OTAEIbHOMY HEOJAronpusTHOMY COOBITHIO (MHITUACHTY) U3 TEX,
YTO ONKCAHBI B YBEAOMIICHUSIX MO 0€30MaCHOCTH MEIUIIMHCKOTO U3ACNIHS U MPOU30IILIN
MOCJIe pacclieJOBaHUsl HEOIArONPUSITHBIX COOBITUM (MHIIUEHTOB) U PACCHUIKH
MPOU3BOJIUTENIEM MEAUIIMHCKUX U3EIUN UIH €T0 YIIOJHOMOYEHHBIM MPEJCTABUTEIEM
TaKUX YBEJIOMIICHUN U MPOBEACHUSI KOPPEKTUPYIOLINX ICUCTBUI;

2) 10 KaXXJ0My OTJIETLHOMY HEOJIaronpusaTHOMY COOBITHIO (MHIIUIEHTY) U3
YHCIIa 3aI0KYMEHTUPOBAHHBIX HEOIArONPUSTHBIX COOBITUM (MHLIUEHTOB) U
0003HAYECHHBIX B KAYECTBE TAKOBBIX B aHAJIHN3E PUCKOB, CB3aHHBIX C MEIULIUMHCKUM
U3/IEIINEM;
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3) 0 HEOMArONPHUATHBIX COOBITUAX (MHLMICHTAX ), CBSI3aHHBIX C OUEBUIHBIMU
nedeKTaMu MeIUIIMHCKUX U3JIENINA, KOTOPbhIE TT0JIb30BATEIb BBISBIISCT
HETMOCPEACTBEHHO Tepe]] UCIIOIb30BaHUEM MEIUIIMHCKOTO U3/ETHs;

4) 0 HeOMAroNpPUATHBIX COOBITUAX (MHIIMACHTAX), HE MPUBEIIINX K CEPbE3HOMY
YXYALIEHUIO COCTOSIHUSI 3JI0POBbSI UM CMEPTH U3-32 0COOEHHOCTEN KOHCTPYKIIUH,
3aIUIIAIOIIEH OT BO3HUKHOBEHUS YTPO3bl BCIEICTBUE HEUCTIPABHOCTH MEAUIIMHCKOIO
U3JIEIHS;

5) 00 o)KuaeMbIX U TPEABUIUMBIX HEOIATOMPUSATHBIX COOBITUAX (MHIIUICHTAX),
YJOBJIECTBOPSIIONINX OJTHOBPEMEHHO BCEM MEPEUUCICHHBIM HUKE KPUTEPHUSIM:

HeOJIaronpusITHbIE COOBITUS (MHLUJCHTHI) IPEAYCMOTPEHBI B COIPOBOIUTENLHOM
uH(popMaIu (JJOKyMEHTAlM1) Ha MEIULIMHCKOE U3/EIINE;

HeOJIaronpusTHbIE COOBITHS (MHIIUIECHTHI) XOPOIIIO U3BECTHHI B KIIMHUYECKON
MPaKTHUKE;

HEOJIaronpusTHHIC COOBITHS (MHITUICHTHI) MPETyCMOTPEHBI B TEXHUYECKON
JOKYMEHTAIIMU Ha MEIUIIMHCKOE U3/EJINe C COOTBETCTBYIOIIEH OIEHKON PUCKOB,
MPOBEJICHHOM 70 HACTYIUICHHS HEOJIArOMPUSATHOTO COOBITHUS (MHIIU/ICHTA);

HeOJIaronpusTHbIC COOBITUS (MHIUICHTHI) KIIMHUYECKU JOMYCTUMBI C TOUKH
3pEHUS MOJIb3bl MEAUITMHCKOTO U3JICIIHS IS KOKJA0T0 OTACILHOIO MallMeHTa;

6) eclli PUCK CMEPTH HIIH CEPHhE3HOT0 YXYAIICHHUS COCTOSTHUS 3I0POBbS ObLI
OXapaKTEePU30BaH KakK JOIYCTUMBIN B OTYETE 00 aHAIM3E PUCKOB, MPECTABIIEMOM B
COCTaBE PETUCTPANMOHHOTO J0ChE MPU PETUCTPAITUN MEAUITMHCKOTO U3ICTTHSI.

78. I1o pe3ynbpTaTaM KOPPEKTUPYIOMINX JICUCTBUM 1O O€30MaCHOCTH
MEIULIHUHCKOTO U3AENHS TPOU3BOIUTENb MEIUIIMHCKUX U3AEIHUI WIH €T0
YIOJIHOMOYEHHBIN MPEJICTABUTEIb BHIMTYCKAIOT Y BEOMJICHUE TT0 O€30MaCHOCTH
MEUITTHCKOTO U3/IeTus 10 JopMe COTTACHO MPUiIoKeHuto 15 k HacTosimum [IpaBunam
U o0ecreynBaoT UHPOPMUPOBAHHUE MOJIB30BATENEH.

79. Jlnsg MeIUIIMHCKHUX W3JIeTUi Ki1acca 3, a TakyKe UMIDIAaHTUPYEMBIX B OPTaHU3M
YeJI0BeKa MEIMIIMHCKUX M3JEHUNA Kitacca 20, onmpenesieMble B TIOPSIKE,
IpeIyCMOTPEHHOM ITyHKTOM 2 ctaThu 83 Kojekca, mpou3BOAMTENIb METUITMHCKIX
W3JICTTNI WIIA €T0 YITOJITHOMOYCHHBIN TIPEICTaBUTEIb MTPOBOIUT MOCTPETUCTPAITMOHHBII
KIIMHAYECKU MOHUTOPUHT 0€30MaCHOCTH U 3(PPEKTUBHOCTH METUITMHCKUX H3CITHI
(1ajee - MOCTPEruCTPAIIMOHHBIN KIIMHUYSCKU MOHUTOPHHT) B €KET'0JTHO
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MMPpEACTABIIACT B OKCIICPTHYIO OPraHrU3alMi0 OTYCTHI 110 IMMOCTPCTUCTPALIMOHHOMY
KIIMHUYCCKOMY MOHHUTOPUHIY IJIA IIPOBCACHHNA OLICHKH COOTHOHICHUA «II0JIb3a-PHUCK».

IlepBOHauYanbHbBIN, MOCIEAYOLIINNA U 3aKIIOUUTEIBHBIA OTYETHI O
MOCTPETUCTPALMOHHOM KJIMHUYECKOM MOHUTOPHUHIE MPEACTABIIAIOTCS TPOU3BOAUTEIIEM
MEIUIMHCKUX U3LEIUN WIH €T0 YIIOJTHOMOYEHHBIM IIPEACTABUTEIIEM B DKCIIEPTHYIO
OpraHu3aluio He no3anee 1 ¢peBpais KajleHAapHOTo Toja, CAEAYIOIIEro 3a ToI0M
MOJTYYE€HUSI PETUCTPALMOHHOTO YI0CTOBEPEHHS.

80. ITocTperncTpaMOHHBIN KIMHUYECKMNA MOHUTOPHUHT IIPOBOJUTCS B
COOTBETCTBHH C IJITAHOM cOOpa M aHaln3a JaHHBIX 10 0€30MacHOCTH U 3P (HEKTUBHOCTH
MEIMIIMHCKOTO U3/IENUS B TOCTPETUCTPAIIMOHHOM MEPHOJIE, MTPEICTABIIEMOTO B
COCTaBe PETUCTPALMOHHOTO JOChE PU PETUCTPALUN MEAUIIUHCKOTO U3IEIHUA.

81. I1man moCTperucTpalMOHHOTO KIIMHUYECKOTO MOHUTOPUHTA COJIEPHKUT:

1) uenu u 3aAa41 MOCTPETUCTPALMOHHOTO KIMHUYECKOTO MOHUTOPUHTA C YYETOM
UMEIOIIMXCS KIIMHUYECKUX JTAHHBIX, CTIEIIM(PUIECKUX 0COOCHHOCTEN U (haKTOPOB pHUCKa,
CBSI3AHHBIX C MEJIUIIUHCKUM U3JICIIHEM;

2) cxeMy MOCTPEruCTPAMOHHOTO KIMHUYECKOTO MOHUTOPUHTA, B TOM YHCIIE
000CHOBaHHE METOIOB (CIIOCOOOB) MOTYUYEHHUS U CTATUCTUUECKOTO aHaIn3a
KJIMHUYECKUX JAHHBIX, BBIOOpA UCCIIEAYEMOM NOMYISUU, KPUTEPUEB BKIIOUEHUS
(MCKITIOUEHUS) © MUHUMAJIBHOTO KOJIMYECTBA CYObEKTOB B IPYIIE UCCISIOBAHUS U, T/I€
IPUMEHNUMO, HEOOXOIMMOCTb BKJIFOUEHUS B UCCIIEOBAHNE TPy CPAaBHEHMUSL.

82. OT4YeT 0 MOCTPErUCTPAIMOHHOM KIMHUYECKOM MOHUTOPHUHTE O€30MaCHOCTH U
3D PEKTUBHOCTH MEIUIIMHCKOTO U3JIETUS IPEA0CTABISETCS MPOU3BOAUTEIIEM
MEIMIMHCKUX U3LEIUN WIIHA €T0 YIIOJTHOMOYEHHBIM IIPEACTABUTEIIEM B DKCIIEPTHYIO
OpraHu3alvio o Gpopme coriaacHo npuioxeHuro 16 k HacTosuM [IpaBuiam.

83. DkcnepTHas opranuzanus He no3aHee 20 pabodyux JTHEH co JHS MOTyUYCHUS
OTYETa O MOCTPETUCTPAIIMOHHOM KIMHUYECKOM MOHUTOPUHIE HAPaBJIsAET B
roCyJIapCTBEHHBIN OpraH 3aKIF0YeHHE 0 BO3MOKHOCTH (HEBO3MOXKHOCTH ) 3aBEPIIICHUS
MOCTPETUCTPALIMOHHOTO KIIMHUYECKOTO MOHUTOPHUHTA.

84. DxcnepTHasi OpraHu3aius HA OCHOBAHUM CBEJACHUM, MOJYYEHHBIX U3
MEXTYHAPOIHbIX UCTOYHUKOB U PE3yJbTaTOB MOHUTOPUHTA 0€30MMaCHOCTH
MEIUIIMHCKOTO U3ENHS U3BEIIaeT Yepe3 HH(POPMAIIMOHHBIE PECYPChI MPOU3BOAUTENCH
U (WIM) UX YIOJIHOMOYEHHBIX MPeICTaBUTENEH 0 HEOOXOAMMOCTH B T€UEHUE JIEBSIHOCTA
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KQJICHIAPHBIX JHEW BHECEHUSI COOTBETCTBYIOIINX U3MEHEHUN B MHCTPYKIHUIO 10
MEIUIMHCKOMY MPUMEHEHUIO UJIN SKCIUTyaTallMOHHBIN JOKYMEHT MEIUIIMHCKOTO
W3JENUS MOCPEICTBOM BHECEHUSI U3MEHEHU B PETUCTPALIMOHHOE JOCHE MEAUIIMHCKOTO
U3/ICNHUS B COOTBETCTBUHU C MOPSIAKOM, MPETYCMOTPEHHBIM MYHKTOM 1 cTaThu 63
Konexca.

85. IIpu HEBBINIOJIHEHUH YCIIOBHUS, YKa3aHHOTO B MyHKTe 84 HacTosmux [IpaBun
AKCIIEPTHAsl OpPraHU3alMsl YBEIOMIISIET (B MPOU3BOJIBHON (JOpME) roCy1apCTBEHHBIN
Opra 0 He0OXOAMMOCTH NMPUOCTAHOBIIEHUS AEUCTBUS PETUCTPALIMOHHOTO
YIOCTOBEPEHMSI.

86. Ha ocHOBaHMM 3aKIIIOYEHUS KCIIEPTHONW OpraHU3aLiy 110 pe3yabTaTaM
OLICHKU COOTHOIIECHHMSI «I10JIb3a-PUCK» MEIUIIMHCKOTO U3ENIHSI TOCYIapCTBEHHBIN
OpraH MPUHUMAET OJIHO U3 CIEAYIOLIUX PEILICHUM:

1) 0 3aBCPHICHUHU ITOCTPCTUCTPAINHUOHHOT'O KIIMHUYCCKOI'O MOHUTOPHHI'A,

2) 0 IPOUICHUH ITOCTPETUCTPAIMOHHOTO KIIMHMYECKOTO MOHUTOPHHTA C
yKa3aHUEM JIOMOJIHUTEILHOTO CPOKA, €CITU TIOJYYCHHBIX TAHHBIX HEIOCTATOYHO JIJIS
MOATBEPKACHUS 0€30IMacCHOCTH B 3P (HEKTUBHOCTH MEAUITUHCKOTO U3ICTNS WIIH
IPOU3BOIUTEIE METUITUHCKHUX U3JICTUH HE TPEIPUHSIT HEOOXO0UMBIX
KOPPEKTUPYIOMINX JTCHUCTBUI HA OCHOBAHWY TTOJTYYCHHBIX JTAHHBIX;

3) BHECEHHE U3MEHEHUI B MHCTPYKIIUIO 110 TPUMEHEHHUIO;

4) 0 MPOJITIEHUH TTOCTPETUCTPAIIMOHHOTO KJIMHUYECKOTO MOHUTOPUHTA C
YKa3aHUEM JIOTIOJIHUTEIIBHOTO CPOKa;

5) 0 IPUOCTAaHOBIIEHUH, 3AMPEUICHUU WIH U3BITUU U3 00parieHus oo
OTPaHUYCHUH MPUMEHEHUSI MEAUIIMHCKUX U3IeTUi

87. 'ocynapcTBeHHbIN oprad He no3aHee 10 pabounx qHel co AHS TPUHATUS UM
B COOTBETCTBUU C MyHKTOM 86 HacTosiux [IpaBui pemenus yBegomisieT (B
POU3BOJILHON (POPME) AKCIIEPTHYIO OPTraHU3aAIIMI0 U TIPOU3BOIUTENS METUIIMHCKHUX
1531 (1117178

88. I'ocymapCTBEHHBIN OPraH MPUHUMAET PELIEHUE, IPEAYCMOTPEHHOE
HNOJAITYHKTOM 5 IMyHKTa 86 Hactosmux [IpaBui1 B caeayomux ciryqasx:

1) He npenocTaBIEHNS NPOU3BOAUTEIEM MEIUIIMHCKUX U3IEIIUNA UIIA €T0
YIOJIHOMOYEHHBIM MpeJCTaBUTEIeM HH(DOPMALIUK O HEOIarONMpUsITHOM COOBITUU
(MHIINICHTE) WIK HAPYIICHUE CPOKOB MPEIOCTaBICHUS NHPOPMAIIHH O
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HEOJIaronpruaTHOM COOBITUY (MHLMICHTE), IPOU30UIEAIEM Ha TEPPUTOPHUH
Pecny6nuku Ka3zaxcran u (wiim) Apyrux cTpas;

2) HE NpeI0CTaBICHUS TPOU3BOIUTEIEM MEIUIIMHCKUX U3AEIUI WIH €T

YIOJIHOMOYEHHBIM MPEJICTABUTENIEM OTUeTa 00 MHIIUCHTE U (UJTK) OTUETa O
KOPPEKTUPYIOLINX IEUCTBUSX;

3) He mpe0CTaBICHUS MPOU3BOIUTEIEM MEAUITMHCKUX U3ICTUHA HIIH €T0

YIIOJIHOMOYCHHBIM ITPCACTABHUTCIIEM OTUCTOB O ITOCTPCTUCTPALIMOHHOM KIIMHUYCCKOM

MOHHUTOPHUHI'C MCAUITMHCKOI'O U3ACIIVAA.
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[Ipunoxenue 1
k [IpaBunam npoBeaeHus GpapmMakoHaa30pa u
MOHHUTOpPHHTA 0€30MMaCHOCTH, Ka4eCTBA U
() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

dopma

KapTa-cooﬁmeHMe 0 HEKEJIATCIBHBIX PCAKIHUAX JJEKAPDCTBCHHOI'0O IpenmapaTa

[Tpu mo03peHNH Ha HEXKENATENbHYIO PEaKITHI0, B TOM YHCJIE CO CMEPTEIbHBIM
MCXOJIOM WJIA YTPO30# IS ’KU3HU, IEPETO3UPOBKY, 3T0YIIOTPEOICHUE WIIH OTCYTCTBHE
3¢ (HEeKTUBHOCTH, IPUMEHEHHE Y OEPEMEHHBIX U KOPMSAIIUX, Tiepeaaqy HHPEKITHOHHOTO
areHTa MoCpeICTBOM JIEKAPCTBEHHOT'O CPEJICTBA, a TAK)KE OCOOCHHOCTSIX
B3aMMOJICUCTBHS C OJHUM WK 00Jiee JIEKapCTBEHHBIM IPernapaToM/BaKIIMHON Mpockda
3aMOJIHATH JAHHYIO KapTy-COOOIIEHNE.

[ToxxanyiicTa, 3alI0JIHUTE MAaKCUMAJIBHO MOJIHO BCE pa3/ieibl (CUHEN/YepHOi
IaPUKOBOM PYYKOM WJIM Ha KOMIIBIOTEPE, KIMKHUTE IO CEPOMY ITOJIIO JUIsS
3anosiHeHus1). CBeeHMsl 0 MalMeHTE U JIMLE, IPEAOCTaBUBIIEM OTYET, OCTAHYTCS
KOH()UIEHIMATbHBIMH.

HanmeHoBaHHe OpraHu3alum:
Anpec:
Tenedon/pakc:

Email:

BHyTpeHHHUI HOMEp KapThI-COOOIICHHS:
Homep (MeTuIMHCKOI KapThl aMOYJIaTOPHOTO HJIH CTALIOHAPHOTO MALUCHTA):

Tun COO6meHMﬂ: CIIOHTaHHBIN I:I JIMTEPATypHOC I:l KIIMHUYECKOC UCCIICIOBAaHUC I:l TIOCTMAapKETUHI'OBOE UCCIIEAOBAHUC I:l

HauanbHoe coobuienne: [_| Jlata noyuenmus: « »

Tocnenyomee coobmerue: [_] Jlata mocieayiomero HaG o AeH S « » r.

Wupopmanust o naruenrte: MHUIUaIb*:
Jara poxaeHus™: « » r. Bospact*: (ytet, Mec., HeJl., THEH, 9acoB)

Tlox*: Myskckoit |:| Kenckuit |:| HewnssectHo |:| Pocr: cM Bec: KT

HannonaabHOCTE: |:| asuar |:| asuar (BOCTOYHAS a3us) El eBporieer] El

npyrast (Yka3aTb)

Knununueckuii tuarHo3* (3amonHsercst TOJIbKO COTPYAHUKAMU xoq MKB-
3/IpaBOOXPaHCHUS ) 10):
OCHOBHOI1:

ConyTCcTBYIOLIMI:

Wudopmanus o GepeMeHHOCTH

Bbepemennocts: Jla [1 Her [_] Heussectro [_] Eciu Ha: Jlata nocnenHeil MeHCTpyaluu:




e.zZarli
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DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

23.12.2020
05.01.2025
23.12.2020
05.01.2025

HpennonaraeMaﬂ JlaTa poJoB:

KonuuecTBo 110108

Invitro |:|

3avaTHe HOpMaIbHOE (BKIIIOYAs IIPUEM JIEKAPCTB) ]

Hcxon GepeMeHHOCTH:

] OepeMEHHOCTh MPOIOIKACTCS

|:| JKHBO#I TU10]1 6€3 BPOXKICHHOW TaTOJIOTUHI

|:| JKUBOM IO/ C BPOXKICHHOM MaTOJIOruen

] npepbiBaHie 0e3 BUIUMOM BPOKACHHOI MaTOIOTHU

[] npepriBanue ¢ BpoxkACHHOM naToIOrMeii

|:| CHOHTaHHBIH a00pT 0e3 BUIMMOI BPOKAECHHOI nmaTonoruu (<22 Hesielns)

|:| CIOHTaHHBIH a0OPT C BPOXKJCHHOH MaToyiornei(<22 Heaemb)

] MEpTBBIH 1071 06€3 BUIMMOM BPOXKACHHOI naTtonoruu (>22 Helenb)

] MEpTBBIH IUTOJ C BPOXKACHHOI maronorueil (>22 Henens)

I:l BHEMaATO4YHast 6CpeM€HHOCTL

|:| ITy3bIPHBIN 3aHOC

] nanbHeIee HaOI0ICHHE HEBO3MOXKHO

I:l HCHU3BCCTHO

Ecnu 6epeMeHHOCTB yiKke 3aBepiimiack: Jlata pomos:

reCTaHHOHHLIﬁ CpOK Ipu pO)KJICHHH/HCBbIHaLHI/IBaHHH/HpepLIBaHI/H/IZ

Tun POaOB: I:l HOpMaJ’ILHBIf;I BaruHaJIbLHBIN I:l KeCcapeBO CEUYCHUEC I:l IaTOJIOrMYCCKHUEC BaruHaJIbHBIC (H_II/II'ILII;I, Bakyym 3KCTpaKHI/I$I)

Bec pebenka: rp. Poct cm Ion: My»xckoit [] 2Kencxuit llxana Amap: 1 munyTa , 5 MuHyTa, 10 MmuHyTa
JlononautensHas nHGopMaIus:

Iono3pesaemsiit mpenapat/! Jlata Hauana Jata Ilyts Cepus IMoka3za-
BakIuHa* nmpueMa 3aBepHIeHHs BBEJICHUS, /maptus HUS
(HenaTeHTOBaHHOE ¥ TOPTOBOE Ha- npuema 1acrora Ne, cpox

3BanHe) npueMa TOIHOCTH
[IpennpuHsTHIE MEPHI

[Ipenapar oTmMeHeH ] Kypc ocranosnen ] Jlo3a cHmKeHa [ Bes usmenenuii

] [lo3a yBenuueHa [ 1 Heussecrro [] Hpyroe

Iono3peBaemslii npemnapat/ 1 JlaTa Hauana JlaTa 3aBepIeHus IlyTb BBeieHMs, YacTOTa Cepust ITokaza-
BaKI[MHA npueMa npremMa premMa /mapTys HUS
(HemaTeHToBaHHOE U TOProBO€ Ha- Ne, cpox

3Banme) TOIHOCTH
[pennpuHsTEIE MEPHI

|:| IIpenapar orMeHeH |:| Kypc ocranoBnen D Jlo3a cHuxeHa D be3 m3amenenuit

] Jlo3a yBenuueHa [ Hemssectro lpyroe

HexenatenpHas peakuus™ Jlara nauana* JaTa okoH4YaHUs Ucxon Css3p ¢ JIC

1.

| Be3noposienne
|:| [Iponomxaercs

El Tocuranusanus

|:| BepositHas
|:| He cBsazano

|:| BosmoxHas
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] Bp.anomanuu
] HerpynocnocobHocTs
] CmepThb
D Viryumenue
|:| Yxynmenue

2. |:| Brzgoposnenne |:| BepositHas
|:| [Iponomxaercs |:| He cBsazano
El Tocnuranusanus |:| BosmoxHas

] Bp.anomanuu
] HerpyznocnocoGHOCTE
] CmepThb
] Vaydwmenue
|:| Vxynumenue

3. | Br1znoposienue [ BepositHas
D IIponomxkaercs D He cBs3ano
D Tocniuranuzarus |:| Bosmorxnas

|:| Bp.anomanuu
|:| Hetpyznocnoco6HOCTE
|:| CwmepTh
|:| Vayqmenne
|:| Vxynmenue

"Ecin MOJI03PEBAEMBIN TIpenapar - BaKIMHA, BBEAUTE HOMED J103bl. Eciin HOMEep
1036l HeU3BecTeH, HanuiuTe 11 a1 nepBuyHOM BakimHauuu u b — st 6yctepHoit

JIO3bI.

[ToxanylicTa, ykaXkuTe, €CiIM KaKue-Iu00 BaKIIMHbI ObUIM BBEJEHBI B OJTHOM
HIIPULE.

3. PaCCManI/IBaCTC 1 Ber OTY HEXKCJIATCJIIbHYIO PCAKIUI0 KaK cepLe3Hon?
Ja [ Her [

Ecnu Jla, moxanyiicra, yKaxKurte, OYeMy 3TO SBICHHE PaCCMATPUBACTCS, KAK CEPhe3HOE (TOMETHTE BCE, YTO MPUMEHUMO):

VYrpokaet Ku3HH BripaxeHHast WK TOCTOSTHHASI HHBAIUIHOCTD TpeOyer uian yUTHHSET FOCTUTATH3aNI0?
Bpoxxzaennsie anomanuu? HMeeT BakHOE MEIUIIMHCKOE 3HAUCHHE [Tarment ymep

OnucaHue HexKeIaTeNbHOH Peakiiy JIEKapCTBEHHOTO CPeJICTBA Al KOPPEKIMH, AOTOIHUTENbHA HHPOPMALHS:
Ecnu nmauuent ymep, 4To SIBUIIOCH IPUUUHON cMepTH?

IIpenocTaBbTe pe3yIbTaThl AyTONCUH, €CIU BO3MOXKHO

Bt mu mogo3peBaeMbliil mpemapar win Kypce BakMHanuu otMenen? Jla |:| Her |:|

ITokazanus

Comyteryromee JIC 1 JlexapcTBeHHast O6mras
(32 HCKITIOYCHUEM (dhopma/HOMEp cepun cyTO4Has 1033/
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& ,‘ a ' i DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 23.12.2020
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y p 2 JlaTta ckaunBaHMs 05.01.2025
JIC nns xoppexuun IyTh Ha3HAYCHUS/ Jlata Jata
M0OOYHOTO ICHCTBU) CTOpOHA Hayaga 3aBepIIeHIs
(HenareHToBaHHOE 1 TOProBOE Ha3BaHNUE) npreMa npueMa
IMpennpuHsTHIC MEPHI
|:| IIpenapar orMeHEH |:| Kypc ocranosnen D Jlo3a cHmxeHa D be3 m3menenuit
|:| Jlo3a yBenuueHa |:| HewnssectHo |:| Jlpyroe
Comnyrcrytomee JIC 2 JlekapcTBeHHas Ob6uias [ara Jara Tloxazanus
(3a UCKITIOYEHUEM (hopma/HOMED CyTOYHAas Havasa 3aBEpIICHUS
JIC s xoppeknuu moG0YHOTO cepun no3a/ npremMa nmprueMa
JIEHCTBHSA) IyTh Ha-
(HemaTeHTOBaHHOE H TOPTOBOE 3Hauerus/
Ha3BaHKE) CTOpoHa
Conyrcryromee JIC 3 JlexapcTBeHHAs Ob6mias [Harta Jata [Tokazanus
(3a UCKITFOYCHUEM thopma/HoMep CyTOYHas Havaia 3aBepIICHUS
JIC s xoppeximn cepun no3a/ npruema npuema
OOOYHOTO EHCTBYS) ITyTh Ha-
(HenareHroBaHHOE 1 TOProBoe 3HadeHNs/
Ha3BaHKE) CTopona
3HaYMMBIC JaHHBIC aHAMHE3a, COMyTcTByomue 3a60- | IIpomomxa- 3HaunMble JaHHBIE AaHAMHE3a, COITYTCTBYIOIINE 3a00JICBaHNUS, all-
JIeBaHMUS, aJueprus™® eTcst neprusi (BKIIOYasi KypeHHe U
(BKITFOUAst KypeHHE U yIOTPeOIeHUE alnKorois) YIOTpeOIeHHEe aIKOrois)

Nwmst*:

KoHTakTHBIE L[aHHBIC*

*[Ipumeyanue:

MoJIst 00s13aTeNbHBIC TS 3aMoMHeHUs (MH(popMalius, Tpedyemas s
YCTaHOBJICHUS OIEHKH MPUIUHHO-CIICACTBEHHOUN CBSI3H MEKY Pa3BUTHEM
HEXKeJIaTeTbHBIX PEaKIui JEKapCTBEHHOTO CPEJICTBRA:

nH(OpMAIUS O MAIMEHTE: BO3PACT, O

uH(MOpMAITUS 0 TOOOYHBIX PEAKIIUSIX/IEHCTBUSIX /WU OTCYTCTBUN
3¢ (QEKTUBHOCTHU: BpeMs Havalla, TCUYCHHE U UCXO]T PCaKIINU;

I/IH(l)OpMaLII/ISI O IMOA03pCBACMOM JICKAPCTBCHHOM CPCIACTBC. TOProBOC HA3BAHUC,
MCKAYHAPOAHOC HCIMATCHTOBAHHOC HA3BAHUC, TO3UPOBKA, CII0co0 BBCACHMUA, AaTa
Havalla 1 OKOHYAaHUA IIPpHUCMaA, ITIOKa3aHUA K IIPUMCHCHHNIO, HOMCP CCPHUU,

uH(popMaIus 0 pernopTepe, HAMPaBUBLIETO COOOLIEHIE O BOSHUKHOBEHUU
n0OOYHBIX peaKIuil/AeicTBUI U/ OTCYTCTBUU 3G(HEKTUBHOCTH (MHPOpMaLus
ABIISIETCS KOH(PUACHINATHHON U HCTIONb3YETCs TOIBKO JJISl IPOBEPKHU U TOTIOTHEHUS
JaHHBIX, a TAKXKE TUHAMUYECKOI0 HAOIIOICHUS).
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[Ipunoxenue 2
k [IpaBunam npoBeaeHus papmakoHaazopa
1 MOHUTOPHUHTA 0€301TaCHOCTH, Ka4eCTBa
1 3O PEKTUBHOCTH MEIUIIMHCKUX U3ICITHMA

dopma

HaumenoBanne @apmaneBTHYECKON KOMITAHUU

Jlepxatesib perucTPaliOHHOTO YAO0CTOBEPEHUS

OTtuer
0 CJIy4asiX Cepbe3HOM HelpeaBHICHHON HeXKeJIATeJbHON peaKiMu JIeKAPCTBEHHOI0
CpeacTBa, BbIABJIEHHOI BHe TeppuTtopuu Pecnyonkn Kazaxcran

ToproBoe HauMeHOBaHNE JEKAPCTBEHHOTO
npemnapara

MHH

HpOI/I?)BOI[I/ITCJ'IB KOMITIaHHUU 10 BCEMY

Mecsir:

OTBETCTBEHHOE JHUIIO:

Jlata otuera:

Tun OTtuera Cepbe3HbIe HETPEIBUICHHBIE. CepbesHble HENpPeIBUICHHBIE. O061ee Koamye-
(HeomucaHHbIC) TOOOYHBIE ICH- (HeonucaHHbIe) TOOOYHBIC HCH- CTBO COOOIICHHI
CTBHS CO CMEPTEIbHBIM HCXO/I0M CTBHS C yTPO30# VISl )KU3HH

CrioHTaHHBIE COOOILEHUS

JlokanbHBIE COOOIIEHHUS

3apy0exkHbIe COOOLICHHS

KimHuueckue ucnbplTaHus

JlokanbHBIE COOOIIEHHUS

3apy0exkHbIe COOOLICHHS

ITocT™MapKeTHHIOBBIE MCCIIEI0BAHMS, JIU-
TepaTypHBbIE CIy4aH, APyroe

JlokanbHBIE COOOIIEHUS
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e‘,‘ d .' " DTaJIOHHBIN KOHTPOJIbHBIH OAaHK HOPMATUBHBIX [IPABOBBIX aKTOB
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Penakuusiinay KyHi
Cakray KyHi

Jata penaxkunn
JlaTa cCKaunBaHHS

23.12.2020
05.01.2025
23.12.2020
05.01.2025

3apy0ekHbIe COOOIICHHS |

YnonHoMo4YeHHOe 110 1o papmakoHan3opy B Pecriyonuke Kazaxcran

Tloamnuce, nara
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Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS
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05.01.2025
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[Ipunoxenue 3

k [IpaBunam mpoBenenust papmMakoHaa30pa U

MOHHUTOPHHI'A 6630HaCHOCTI/I, KadyeCTBa U

() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

dopma

BKCHepTHOC 3aARKJIIOYCHHUC 110 OIICHKE IIpI/I‘ll/IHHO-CJIeIICTBeHHOﬁ CBA3H MEKIY

HeXKeJIaTeJIbHON peakured ¥ MPpUMEHEeHHUeM JIEKAPCTBEHHOI 0 Cpe/IcTBa

ToproBoe Ha3BaHUE:

[IpownsBoauTens:

Howmep peructpaunu B Pecnyonuke Kazaxcran:

Hcxonuas nadopmanus:

1) Jlata nocTymieHus COOOIIEHHUs B KCIIEPTHYIO OpraHNU3alUIo:

2) IMonozpesaemsrii JIC:

3) Wudopmanus o nanuenre:

4) Jnarno3:

5) Onwucanne HexenatenbHOU peakmmu(HP):

6) Ounenka cepre3noct HP JIC (kak yka3aHo B COOOLICHHH)

2. Banunanus cooOrienuii (B COOTBETCTBHH C MPUKa30M MHUHHUCTpa 3paBOOXPaHEHHUS U COLMAIBHOTO pa3BuTus Pecriyoinku Kazax-
cran ot 27 mast 2015 roga Ne 392 «O6 yTBepskaeHHN HAISKANMX (papMalleBTHUECKUX MPAKTHK» (3aperuCTprUpOBaHHbIN B Peect-
pe rocyAapCTBEHHOW perucTpaliii HOpMaTHBHBIX MPaBoBbIX akToB 3a Ne 11506) (myHkt 7.1.2)
MuHuMmanbHas Tpedyemast HHpOpMaIMs BKIIOYALT:

1) Penoptep:
UACHTHOUIUPYETCS 110 MIMEHH WM HHULUAJIAM, a[ipecy WK KBaTu(pHKamy (B YaCTHOCTH, Bpad, IPOBHU30p, (papMaleBT, Ipyrou
MEULHCKHI CIELHAIKCT, MAlUeHT (II0TPEOUTElIb) WK IPYTroe JIULO, HE SBIISIONIeECs CIICHUATNCTOM CHCTEMBI 3paBOOXpaHe-
Hus). Penoprep cunrtaercs HACHTUGUIMPYEMBIM B CITydae HAJUYUS KOHTAKTHBIX JAHHBIX, 00ECIICUUBAIOIINX BO3MOXHOCTD IO
TBEPIKACHHUS COOOLICHHS MM BBIIIOJIHUTH MOCIeAyoLIee HalloieHue, TPU He0OXO0JUMOCTH

2) [auwuenr:
UACHTU(OULUPYEMBIH ¢ yKa3aHHEM HHULUAIOB, HICHTU(GUKALMOHHOIO HOMEepa MAlMeHTa, aThl POJKASHUS, BO3pacTa WK BO3pacT-
HOH rpymisl, nosia. MHpopMaIHs O MalueHTe SBISeTCsl MaKCHMaIbHOM;

3) ITono3peBaeMblii 1eKapcTBEHHBIH Mpenapar:

MHH);
1) [oka3zanue k npuMeHeHuIo mogo3peaemoro JII1, ykazanHoro B coodmeHnn*

2) IlyTb BBeneHUS U 103bI*

HE yKa3aHbl*
4) JlexapcTBeHHAs HCTOPHS MAIMEHTa®
5) XKano6a Ha xauectso JIIT (1a/Het; eciu «a», TO OIUCATH XKaI00y Kak yKa3aHO B COOOIIeHnH) *

Ecnn undopmannus gocrynna*

110 MEHbIIIEH MEpe, OAUH HOZ[OSpeBaeMLIﬁ J'[CKapCTBeHHBIﬁ Ipenapar 10JDKEH OBITh YKa3aH B COOGHICHI/II/I (TOpl"OBOC Ha3BaHUC WJIH

3) dara nauyana BBeaenust JII1 u nara ormenst JII1 wnu 1auTenbHOCTD UCTIONB30BaHUS MIPEMapaTa, eCiy JaThl Hayala i OKOHYaHUs
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4

OrnucaHue HeKeIaTSIbHOM peaKkuu:

110 MEHbBIIIEH MEpe, O/1Ha IMOJI03peBacMast HE)KEIaTCIIbHAsA peakus 10JHKHaA OBITH YKa3aHa B COO6III€HI/II/I.

5)

He BanmumHOE cooOmieHHe:

COO6H.[€HI/IC ONPEACIIACTCA KaK HE BAJIMJHOC HHAUBUYAJIbHOC COO6IJ_ICHI/I€ 0 HeXeaTeIbHOU peakuuu, €Ciiv B COO6HI€HI/II/I HET

MOJHO# TpeOyeMol MUHUMAJIBHOW HH(OpMAIIHH.

Wudopmanust o comyTCTBYIOIINX JeKapcTBeHHbIX cpenctBax (JIC)

1) [laTel Ha3Ha4YEHUS U OTMEHBI comyTcTBYIomuX JIC

2) CpaBHHTD OTH CBEICHUS C JaTOI Ha3HAUYEHHUS H OTMEHBI ogo3peBaemoro JII1, naganom pazsurus HP

i. Inpopmarnus o HexenaTebHOM peakiuu

Jlara HacTymeHus.

P€3yHLTaTI>I HaGOpaTOpHLIX TECTOB, €CJIN UMCIOTCS, C YKa3aHUEM CANHUL] U3MCPCHUS.

I/ICXOH HEXXeIaTeIIbHOM peaKHI/II/I/}IBJIeHI/ISIZ BBI3IOPOBJICHHUEC, TPOAOJIKACTCS, FOCHI/IT&HI/IBaHI/I}I/yL[HI/IHCHI/Ie rocuovrTain3anu, HHBa-

JIMJHOCTB/HETPYA0CHOCOOHOCTD, BPOXKACHHASI aHOMAJIHSL, yTPO3a XKU3HH, CMEPTh, MEAUIIMHCKY 3HAYHMbIE
JlaTta nauana passutus HP JIIT
Ol1eHKa CepPhEe3HOCTH HEXKEIATEeIbHON PeaKkiuu:

KaK yKa3aHO B COOOIIECHIH

OIICHKa JKCIepra: 1'[OZ[TBer(Z[eHHC/HCHOI[TBCp)KI[CHHG CEPBE3HOCTU HP, ONKCAaHHOE/HEOMCAaHHOE HP, HM3BECTHOE/HEU3BECTHOE

HP,
JISWCTBUE WM HEXeNaTeIbHOE SIBICHUE

[IpunsATHIE MEPHI:

npernapar OTMEHEeH

KypC OCTAHOBJICH

J103a CHH)KEHA

0e3 n3MEeHeHHH

J103a yBEJIUUCHA

HEU3BECTHO

Oddext mocae NPUHATBHIX Mep:

DddekT MOBTOPHOTO HA3HAUEHHS JIEKAPCTBEHHOTO Mpernapara:
MIPHUBENIO CHOBA K pa3BuTuio HP

He MPUBEJIO K MOBTOpHOMY pa3Butuio HP

HCU3BCCTCH

B CJiyga€ COITyTCTBYIOIIUX JIC win YKazaHUU 0oJ1ee 0JTHOTO 11oA03peBacMoro .HC, CJICAYET OUCHUTH BO3MOXHOCTD JICKAPCTBEHHO-

ro B3aumMoJeiicteus B pazsurun HP/HS

JlexapcTBennsle npenapaThl 11t kKoppekunu HP JIIT

JlononHuTenbHas HHGOpMaLUsL

3HaYMMBbIC JaHHbIC aHaMHE3a, COIyTCTBYIOIINE 3&60J’I€BaHI/I$[, ajieprus

HepequL 1 OLICHKA JOINOJIHUTCIIbHBIX MaTCpHaIoB

PesynbraThl 1a00paTOPHBIX UCTIBITAHUH (B ciydasx cepbe3nbix HP JIIT uian oTcyTeTBUN/HET0CTaTOUHOMH 3()(EKTHBHOCTH B COOT-

BETCTBHUH ¢ HacTosiuM [Ipukazom)

OreHKa MPUYUHHO ClIeACTBEHHOH CBsi3u Mexay HP u npumenennem JIIT

10.

Or1eHKa B3aMOCBSI3H:

1) Hactynmito nu siBeHHE A0 TOTO, KaK MAllUeHT Hadall IPUHUMATD JIEKApCTBEHHOE CPEICTBO?

2) SIBnsieTcst M BpeMsi 10 HACTYIUICHHS SIBIICHUS PABIOO00HBIM (BEPOSITHBIM)?

3) Hactynuiio i siBJieHHE TIOCIIe Havalia preMa Kakoro-Iubo APyroro JeKapCTBEHHOTO cpecTBa?
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Ecnu sBnenue HaCTYIIUJIO BCKOPE IMOCJIE HaYajla npueMa Apyroro JEKapCTBEHHOIo CpeACTBa, B TAKOM CJIy4ya€ Ha/l0 UMEThb B BUY
JIB€ BO3MOYKHOCTHU:

SIBneHME MOTIIO OBITH BEI3BAHO HOBBIM JICKapCTBEHHBIM CPEIACTBOM.

Morjio UIMEeTh MECTO BSaHMOHCﬁCTBHe MEXKAY ABYMs JICKAPCTBECHHBIMU CPEACTBAMU, KOTOPOC U BhI3BAJIO SBJICHHUC.

4) HaCTyl'H/IJ'IO IIU SIBIIEHHUE TTOCIIE MTOSBIIEHUS KAKOTO-TO HOBOT'O 3a00I€BaHIs?

5) CymecTByeT 11 Kakasi-Tu00 ApyTasi BO3MOXKHAs IPUYMHA HACTYIUICHHS SIBICHUS?
Bo3MoxHO, siBIeHHE 00yCIOBICHO 3a00JIeBaHUEM, B CBA3H C KOTOPBIM ITAIIUEHT MOTyJacT JeucHHe?
Bo3MOkHO, siBIEHHE 00YCIIOBIIEHO HEKUM JIPYTHM COTYTCTBYIOLIMM 3a00J1€BaHeEM?

Bo3MoHO, siBlICHHE 00YCIIOBICHO NPHEMOM KaKOTr0-JI100 APYroro JeKapcTBEHHOTO CPEJICTBA, HA3HAYAEMOTr'0 NapajiesibHO?

6) KakoBa peakiusi Ha OTMEHY JIEKAPCTBEHHOTO CpelicTBa?
IMauweHT BouteYHIICA?

CocTOsIHHUE TAIMEHTA YITyUIIHIOCH?

CocrosHue 6e3 N3MEHEHHH?

CocTosIHUE MAIMEeHTa YXYJIHIOCH?

Peakius Ha OTMCHY HeusBecTHa? B Takom cirydac H€06XOL[I/IMO 00s13aTEIBHO 3AIMCATh «HEH3BECTHOY.

7) KakoBa peakiust Ha TOBTOPHOE Ha3HAYEHHE JIEKapCTBEHHOTO cpeacTa? (Ecmm mpumeHnMo)

11.

KaTeI‘OpI/II/I B3aMMOCBA3H:

JlocToBepHast MPUUHHHO-CIIC/ICTBEHHAS CBS3b

KITMHUYECKHE TPOSIBIICHHSI CHMIITOMOB HEXKEIATeIbHOW PeaKilni, BKIIYas He)KelaTeIbHbIC N3MEHEHHS JTaO0paTOPHBIX MOKa3aTe-
JIeH:

CBsI3aHBI [10 BPEMEHH C IPUEMOM (IIPUMEHEHHSI) JIEKAPCTBEHHOTO CPEJICTBA;

HE MOI'yT OBITH OOBSICHEHBI HATMYHEM COIIYTCTBYHOLIUX 3a00JIEBaHUM MU OAHOBPEMEHHO IPUHUMACMBIMU APYTUMH JICKAPCTBCH-
HBIMHU CpEACTBAMU;

OTMEHa I10/I03PEBAEMOT0 JISKAPCTBEHHOT'O ITperapara, o3BOJISIeT TOYHO ONPEICTUTh B3aUMOCBS3b HEXKETATEIbHOM Peakuy ¢ IpH-
€MOM JIEKapCTBEHHOTO TIperapara

Bo3mosxHas TIPUYUHHO-CJICICTBCHHAA CBS3b *:

KIMHAYECKUE TPOSIBIICHHS CHMIITOMOB HEXKENIATeIbHON PEaKIiH, BKIIOYAs HEKeTaTeIbHbIC H3MECHEHHUsI TA00PaTOPHBIX MMOKa3aTe-
Jieit, CBsI3aHBI 110 BPEMEHH C IIPHEMOM JICKapCTBEHHOTO CPECTBA;

MOTYT OBITh O0BSICHEHBI HAJITMYMEM COITYyTCTBYIOIIHMX 3a00JI€BaHUI MM OJJHOBPEMEHHO NIPHHUMAEMBIMHU JIEKAPCTBEHHBIMHU CPE/I-
CTBaMH;

uH(opManus 0 pe3ysbTaTax IPEeKpaIleHus IpHeMa JISKapCTBEHHOI'O CPEeJICTBA OTCYTCTBYET JIMOO HEAOCTOBEPHA

BepO}ITHa_ﬂ IIPUYUHHO-CJICACTBCHHAS CBS3B*:

KJIMHUYECKHE MIPOSIBICHUS] CHMIITOMOB HE)KeJIaTeIbHOM peakluy, BKII0Yasi He)KeIaTeIbHbIe H3MEHEHHUS J1ab0paTOPHBIX IOKa3aTe-
JIeld, CBsI3aHbI 10 BPEMEHH ¢ PHEMOM (TIPUMEHEHHMS) JISKAPCTBEHHOTO CPE/ICTBA;

HE MOTYT OBbITh OOBSCHEHBI HAIMYUEM COIMYTCTBYIOLINX 3a00JIeBAHUI WIIM OJJHOBPEMEHHO NPHHUMAEMBIMU JIPYTHMH JIEKApPCTBEH-
HBIMH CPEACTBAMU;

perpeccupyoT Iociie NPeKpalieHus npruemMa (IPUMEHEHNs) JISKapPCTBEHHOTO CPE/ICTRA;

Tpenapat MOBTOPHO HE Ha3HAYAJICS WJIU PE3YJIbTaT HECU3BECTCH.

CoMHHTEIBHAS IIPUYUHHO-CJICACTBCHHAs CBA3b:

KIIMHUYCECKUE IIPOSABIICHUS CUMIITOMOB HEXXeJIaTeJIbHON peakuyu, BKIIIO4Yas HEXKEJIaTCIIbHbIC U3MCHCHUSL J'Ia60paT0pHLIX IIoKasare-
neﬁ, HC CBsI3aHBbI SIBHO 110 BPEMCHH C IPUEMOM (HpI/IMCHCHI/IeM) JICKaApCTBCHHOI'O CPEACTBA,

MOTYT OBITH 00BSICHEHBI HAJIMYUEM COITYTCTBYIOLIMX 3a00JI€BaHUI MIIN OTHOBPEMEHHO IIPUHUMAEMBIMH JIPyTHMH JICKAPCTBEHHBI-
MH Cpe/ICTBaMU;

VcnoBHas TIPUYUHHO-CJICACTBCHHAA CBA3b:

TpeOyeT NOTyueHHUs TOMOTHUTENbHOM HHQOPMALIMK 0 TOOOYHOM JEHCTBUU U (MJIH) O MAlMEHTE, IPUHUMABILEM 3TO JICKAPCTBEH-
HOE CPEJICTBO;
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00 aHaIHU3 I/IH(I)OpMaLH/II/I BBISIBJICHHOW HE)KeJaTeIbHOU peakuyy HE OKOHYEH Ha MOMCHT OLICHKU HpH‘{HHHO-CJ’[eL{CTBCHHOﬁ CBsA-
31 MEXKAY MOOOYHBIM JIEUCTBUEM U TIIpUEMOM JICKApCTBEHHOI'O CPEACTBA;

He nonnaronuecs Knaccmbm(aunn IIPUYUHHO-CJIICACTBCHHAs CBA3b

COOOLICHHS O MOA03PEBACMBIX ITOOOYHBIX PEAKIMAX HEINb3sI OLCHUTH, TAK KaK HET JOCTATOYHON HH(OPMAIIUH MIIH K€ OHA HPOTH-
BOpeUHBa

12. | Orcyrerue addekra (3pdhexTrBHOCTH)

OTcyTeTBHE 0KHIaeMOl () (eKTUBHOCTH BCET/ia CIEIyeT 3aliChIBaTh KakK sBjieHne. HeoO0XoMMMo paBUiIbHO HCIOJIB30BATh TEP-
MHUHBI JUIS1 OTUCAHUS SIBJICHUH «HEIP)EKTUBHOCTD JIEKAPCTBEHHOTO CPEACTBAY U «CHIKEHUE 3()(HEKTHBHOCTH JIEKAPCTBAY.

[Mprunnbl HeOCTaTOYHON S PEKTHBHOCTH MOTYT BKJIIOUATh CIEIyIOLIee:

JIEKapCTBEHHOE CPEJICTBO HE COXPAHSETCs B OPraHU3Me 110 IIPUYMHE PBOTHI MJIM CHIIBHOM THapew;
HEJ0CTaTOYHAs! IPHBEPKEHHOCTh NALMEHTa HA3HAYEHHON CXeMe JISUEeHMS;

HeajleKBaTHas J103a;

HH3KO€ KaueCTBO JIEKapCTBEHHOTO CPEICTBA;

(anbcuduIupoBaHHOE JEKAPCTBEHHOE CPEICTBO;

HEBEPHO MMOCTABJICHHBIH ANAarHO3;

B3aMMOJICHCTBHE, CHIDKAIOLIEEe YPOBEHb IIperapara B KPOBH;

JIeKapCTBEHHAs yCTOWYMBOCTh

Pe3yanaT OILICHKH B3aMMOCBA3HU
ITocne BBITIOJIHEHUS OILICHKH B3aUMOCBA3HU HeOGXO}IHMO YKa3aThb OJAUH U3 CJICAYIOIIUX ITYHKTOB!:

peakuus (HG}I(eHaTCJ'[BHaﬂ pCaKHI/IH)Z SABJICHUS, I KOTOPBIX IIPUYUHHO-CJIICACTBECHHAs CBSA3b OIPEACIISACTCSI Ha YPOBHE NOCTOBEP-
HOﬁ, BCpOS{THOﬁ WJIA BO3MOXHOU U KOTOPBIE B COBOKYITHOCTHU OTHOCSAT K YUCITY ((peaKHHﬁ)), IIOCKOJIbKY JUISl HUX TIpeAIojaracTcs
BEPOATHOCTDH HAJINYWSA B3AaUMOCBA3U C HA3HAYCHUEM JIEKAPCTBEHHOTO CPEACTBA (Cpe[[CTB).

HexenarenbHoe sBICHHE: CJ'Iy'-IafIHLIe SABJICHUSA: SIBJICHUSA, JUIA KOTOPBIX IIPUINHHO-CICACTBEHHAA B3AUMOCBA3b OIIPEACIIIETCI KaK
COMHHTEJIbHAA, ITOCKOJIBKY UX COBIIAACHUE C HA3HAYCHUEM JICKAPCTBEHHOT'O CPECACTBA PACHIEHUBACTCA KaK cnyqaﬁHoe. Nx ClIeayeT
OTHOCHUTB B OTACIbHYIO I'PYIITY, NOCKOJIBKY OHU MOT'YT NPEACTABJIATH 3HAYUTEIIBHYIO IICHHOCTD B BBISIBJICHUX CUT'HAJIA.

HBJ’[CHHF{, KOTOPBIC KOANPYIOTCA KaK HECOLICHUBAEMBIC, HCO6XOI[HMO 6y}leT IMpOoaHaJIM3UPOBATHE JOIOJHUTEIIBHO, U UX CIICAYET UC-
KIIFOYUTHh U3 aHajIk3a. ﬂBJ’ICHHF{, KOTOPBIC KOAUPYIOTCS Kak HCKJ’IaCCHq)HI_U/IpyCMLIC, OTHOCATCA K HpOMC)KyTO'—IHOﬁ KaTeropuu, U ux
OLICHKY CJICAYCT IIOBTOPUTH, KOTIA IMOABUTCS NOIIOJIHUTCIIbHAS I/IH(I)OpMaI_II/ISI

13. | 3akirodeHue U BBEIBOJBI:

14. | Pexomenpganum:

[Ipumeuanue:

* B cnmydae «cMepTu» Helb3s paclieHUBaTh KaK BEPOSITHBIC, TOCKOJIBKY B 3TOM
Cllyyae HEBO3MOXKHO YBUIETh 3P(HEKT OTMEHBI JIEKApCTBEHHOTO cpeAcTBa. Eciu
BPEMEHHAs! B3aUMOCBSI3b SIBJISIETCS PUEMIIEMO BO3MOXKHOM, B3aUMOCBS3b CO CMEPTHIO
MOHO PaCIICHUBATh KaK BO3MOXKHYIO.

damunust, UMsl, OTYECTBO (ITPU HAIUYUN),

PYKOBOJUTENSI CTPYKTYPHOTO MOPa3ICICHUS

Ilonmuce

damunus, UMsl, OTYECTBO (ITPU HAJIUYUH),
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JKCTIepTa

IHoamuce
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[Ipunoxenue 4
k [IpaBunam npoBeaeHus GpapmMakoHaa30pa u
MOHUTOpHUHTA 0€30MaCHOCTH, KaueCTBa U
() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA
dopma
OTtuer
0 MOCTYNHMBIINX KAPTAX-COOOIEHUSIX
Bcero cnion- I/I3 HIX B K d HpHHHTble 3 . Mudopmartius o cepbe3HON HEXKETATSTHHON peakiuu Ieii-
TaHHBIX KapT- HUX: CTBHH C UCXOOOM «CMEPTH», KYrpo3a XU3HN», IPU IPUME-
COOGH.IEHI/Iﬁ OTHpaBHeHH])Ie Mepl)l HCHHUH IIOJA03PEBAEMOI'0 IIperapara
nUcbMa (mpukas o
(o cepbesHoit NpuoCTa-
HexeJ1aTeNb- HOBJICHUH)

HOW peakiumn)

damMunus, UMsi, OTYECTBO (IIPU HATTUYUN),

PYKOBOAMUTENSL CTPYKTYPHOTO MTOAPA3ACIICHUS

IToan

HUCbh

damMunus, UMsi, OTYECTBO (IIPU HATTUYUN),

JKCTIepTa

IToan

HUCbh
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[Ipunoxenue 5
k [IpaBunam npoBeaeHus GpapmMakoHaa30pa u
MOHHUTOpPHHTA 0€30MMaCHOCTH, Ka4eCTBA U
() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

dopma

OTYET
0 pe3yJIbTATaxX OLEHKH JAeATeJIbHOCTH CJIYK0bl (papMaKkoHaa30pa Aep:KaTeiei
PErucTPAllHOHHOIO YI0CTOBEPEHUS JIeKAPCTBEHHBIX CPeICTB

(HauMeHOBaHMe OPraHU3ANUN-TIPOU3BOANTEIS U(WIH) JAepKaTeid
PErucTPAMOHHOI0 YA0CTOBEPEHMS)

(HaI/IMeHOBaHI/Ie JEKAPCTBCHHOTO CpeI[CTBa)

1. Pe3rome

HaI/IMeHOBaHI/IC, aZpecC, pCKBU3UTHI ACPKATEIIA PETUCTPALIUOHHOI'O YJOCTOBEPCHUS

Homep(a) perncTpaiiOHHOTO YAOCTOBEPEHHS

Pesrome JACATCIIBHOCTH ACPIKATEIA PETUCTPALIMOHHOI'O Y IOCTOBEPCHUSA

JlaTa(bl) IpOBEICHHS OLCHKH JIEATEILHOCTH CITyKObI (hapMaKoHa[30pa AeprKaTellel peruCTPalliOHHOTO YAOCTOBEPEHHUS ICKapCTBEHHBIX
CpeNCTB

@®.1.0. (pu HATKUYKH) SKCIIEPTOB (WICHOB KOMUCCHH ), TOJDKHOCTD

Homepa nuiieH3nn Ha MPOM3BOCTBO, CEPTU(PHUKATOB O COOTBETCTBUM OOBEKTOB HaJIexkaIel npaktuku hpapmakonanzopa GVP (ecnu
MIPUMEHUMO)

IIOKyMeHTI)I, TIOCJTYKMBIIME OCHOBAHUEM JJIs1 OLICHKH

2. Broanas uapopmanus

KpaTKOC OonucaHueopraHu3anuu - IIPOU3BOAUTEIISA (CCHI/I HpI/IMCHI/IMO)

OcHoBaHue JUISL TIPOBEACHUSI OLICHKHU NCATCIbHOCTU CJIy)K6I>I (I)apMaKOHamopa nep)lcaTeneﬁ PErucTpalluOHHOIo0 y10CTOBEPCHUS JICKAp-
CTBCHHBIX CPCACTB

HepCOHaJ'I OpraHu3alunu-nIponu3BOANUTEIIA, y'-IaCTBy}OHII/Iﬁ B IPOBCACHUH OLICHKU ACIATCIBHOCTU CJ'Iy)K6I>I (1)apMaKOHau3opa

HOKyMCHTH, IIOJaHHBIC OpFaHH3aHH€ﬁ—Hp0H3BOI[I/ITeJ'ICM J10 TIPOBEACHUSI OLICHKHU ACATCIbHOCTH CHy)K6I>I (bapMaKOHaHBOpa

3. HaGnroaeHus u pe3yibTaThl OIEHKH YCIOBHI MPOU3BOJICTBA U CUCTEMBI
o0ecrieueHus KayecTBa

OTBETCTBEHHOE YIIOJTHOMOYEHHOE JIUIO 110 (hapMaKOHaI30py, KBanuduKanus (pesrome)

OpraHu3alliOHHAasl CTPYKTYpa JepKaTells PeruCTPalliOHHOTO y0CTOBEPEHHS

Cucrema KavyecTBa AepiKaTeist peruCTpalluOHHOI0 y10CTOBEPCHUA
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CTpyKTypa cuCTeMbl (hapMaKOHaA30pa AepiKaTesIsi PETUCTPALIMOHHOTO YIOCTOBEPCHUS,

OrieHKa (pyHKIMOHUPOBAHUS CHCTEMBI (hapMakoHazopa JIC

VICTOYHMKHU JJAHHBIX 10 0e30MacHOCTH

KOMHB}OTCPI/I3I/IPOB&HHBIC CHCTEMEI U 0a3a JaHHBIX

Ipouecch! hapmakoHa30pa WK MTPOIECCH] MOHUTOPUHTA MTOOOYHBIX JICHCTBUI

Pa3znoe

4. TlepedyeHb HECOOTBETCTBHI*

Kputnueckue

CymiecTBeHHBIE

IIpoune

6. 3akirroueHe

‘ 3aKioYeHue |

*[Ipumeuanue

«Kputnueckoe HECOOTBETCTBHE» — 3TO HECOOTBETCTBUE, KOTOPOE BBHI3BIBAECT UJIU
PUBOJIUT K CYIIIECTBEHHOMY PUCKY BO3MOXXHOCTH OOpaIleHus JIeKapCTBEHHOTO
CpeACTBa ONACHOTO IS 310POBbs U KU3HU YEJIOBEKA.

«CyIiecTBEeHHOE HECOOTBETCTBHE» — ITO HE KPUTHUECKOE HECOOTBETCTBHE,
KOTOpOE:

YKa3bIBa€T HA CYLIECTBEHHOE OTKIIOHEHUE OT [IpaBun GVP;

YKa3bIBa€T HA CYIIECTBEHHOE OTKJIOHEHHUE OT TPeOOBAHMUI UHBIX aKTOB
3aKOHOJIATENhCTBA B chepe oOpalieHus IEKapCTBEHHBIX CPEJICTB;

yKa3bIBaeT Ha HECTIOCOOHOCTH JePIKATENSI PETUCTPAIIMOHHOTO yI0CTOBEPEHHUS
JICKapCTBEHHBIX CPEACTB OCYIIECTBIISITh TOCTMAPKETUHTOBBI MOHUTOPHHT
oe3onacHoctu JIC, YIOTHOMOYEHHOTO UL AEPKATEIISI PETUCTPALIMOHHOTO
yJIOCTOBEPEHHUS BBITTOJIHATH CBOM JIOJKHOCTHBIE 00S13aHHOCTH;

KOM6I/IHaHI/I51 HGCOOTBGTCTBHﬁ, HH OAHO U3 KOTOPLIX CaMO IIO ceOe He ABIgeTCA
CYIIECCTBCHHBLIM, HO KOTOPBLIC B COBOKYITHOCTH IMTPCACTABJIAIOT CYIICCTBCHHOC
HCCOOTBCTCTBUC U NOJI’)KHBI OOBSACHATHCI U (bHKCHpOBaTBCﬂ B Ka4CCTBC TAKOBOI'O.

«HecymecTBeHHOE HECOOTBETCTBUE» — 3TO HECOOTBETCTBUE, KOTOPOE HE MOXKET
KJIacCU(UIIMPOBATHCSA, KAK KPUTHUECKOE WIIM CYIIECTBEHHOE, HO YKa3bIBaeT Ha
OTKJIOHEHHE OT ycTaHOBJIeHHBIX [IpaBun GVP.

Yneurnt Komuccuu:
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« » 20 T.
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[Ipunoxenue 6
k [IpaBunam npoBeaeHus GpapmMakoHaa30pa u
MOHHUTOpPHHTA 0€30MMaCHOCTH, Ka4eCTBA U
() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

dopma

CTpyKTypa nepuoIu4eckoro oGHoOBJIsIEMOro 0T4YeTa Mo 6e30MacCHOCTH

1. TUTYJBHBIN JTUCT, BKIIFOYAs yI0CTOBEPSIOIIYIO MTOAMUCH;

2. KpaTKOe W3JIOKEHHE OCHOBHOT'O COJIEPXKAHUS;

3. Tabnuna cofepkaHusl OT4eTa:

1) BBencHUE;

2) perucTpalnoHHbIN CTaTyC B MUPE;

3) Mepbl, IPUHSATHIE 32 OTYETHBIN MEPHUO/I, B CBA3H C IAHHBIMH 110 0€30MacHOCTH;

4) u3MeHeHus, BHECEHHBIE B CIIPABOYHYIO HH(MOPMAIIUIO IO 0€30MacCHOCTH
JIEKapCTBEHHOT'O IIpenapara;

5) olleHKa KOJIMYECTBA MMALIMEHTOB, MOABEPTIINXCS BO3ACHCTBUIO
JIEKapCTBEHHOTO IIpenapara:

5.1 ob1ree KOJIMYECTBO MAIIUEHTOB, IMTOABEPTIIINXCS BO3JCHCTBUIO B KITMHUYECKUX
HCCJIEIOBAHUSIX;

5.2 o0111ee KOJIMYECTBO MAIIUEHTOB, MTOABEPIIINXCS BO3IEHCTBHUIO 1O JAaHHBIM

IPUMEHCHHS Ha PHIHKE.
6) 00001IeHHBIC TAOTUYHBIC TAHHBIC:
6.1 cnpaBouyHas uH(poOpMaIus;

6.2 00001IeHHas nH(pOpMALKUs IO CEPbE3HBIM HEKEIATEIbHBIM PEAKLUSAM,
BBISIBJICHHBIM B X0]1€ KJIIMHUYECKUX HCCIIEI0BaHUN;

6.3 00o001IeHHas nH(pOpPMAITUS TIO TaHHBIM TOCTPETUCTPAIIMOHHOTO IPUMEHEHHUS.

7) pe3toMe BaXKHBIX JIAHHBIX, IIOJYYEHHBIX B X0J1€ KIIMHUYECKHUX UCCIIEI0OBAHNN
3a OTYETHBIN IIEPUOL:

7.1 3aBCPIICHHBIC KIIMHUYCCKHUEC UCCIICIOBAHMAA,



Kasakctan PecryGnuKachIHBIH 3JIEKTPOH/IB! HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK
e . aKTiNEPiH STATOHBI OaKbuIay GaHKi
ol G N [} DTaNOHHbIH KOHTPOJIBHBIHA GAHK HOPMATHBHBIX PABOBBIX AKTOB
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE

Penakuusiinay KyHi
Cakray KyHi

Jata penaxkunn
JlaTa cCKaunBaHHS

23.12.2020
05.01.2025
23.12.2020
05.01.2025

7.2 pOIOMKAOIINECS KIIMHUYECKUE UCCIIEIOBAHNS;

7.3 IIUTENBHBIN MOCIEIYOMNI MOHUTOPHHT

7.4 ©HOE TEPANEeBTUYECKOE MPUMEHEHHE JIEKAPCTBEHHOTO MIPEnapara;

7.5 HOBBIE JaHHBIE 110 OE30MaCHOCTH B OTHOILIEHUH Ha3HAUYECHUSI (PUKCUPOBAHHBIX

KOMOUWHAIH.

8) aHHbIE HEMHTEPBEHIITMOHHBIX HCCIICI0BAHUT;

9) naHHbIEe IPYTUX KIMHUYECKUX UCCIEAOBAHUN U U3 APYTUX UCTOUHHUKOB;

10) naHHBIC JOKIMHUYECKUX UCCIIETOBAHUM;
11) nureparypa;

12) npyrue nepuognvecKue OTYETHI;

13) HenocraTouHas TepaneBTU4YecKas 3QPEKTUBHOCTh B KOHTPOIUPYEMBIX

KIIMHUYCCKUX UCCIICIOBAHUAX,

14) BaxxHast uHdopmalius, noJydeHHas rnocie 3aBepiieHus noaroroku [10b;

15) 0030p cUrHanoB: HOBBIE, paCCMaTPUBAEMBIE U 3aBEPILICHHBIE;

16) curHansl 1 OlICHKA pUCKa:

16.1 o6o6maromas nabopmalus 1mo mpodiemMam 6€301macHOCTH;

16.2 orieHKa curHaia;
16.3 orieHka pucKOB U HOBOM MHGOPMAIINH;

16.4 xapakTepucTuKa pUCKOB;

16.5 appexTuBHOCTE MEp MUHUMHU3AIMH pUCKa (€CITU TPUMEHUMO).

17) olieHKa MOJIb3HI:

17.1 Baxxnast 6a3ucHast uHbopmarus mo 3GPEKTUBHOCTH B X0JI€ KITUHUIECKUX

HCIIbITAHUN U IMPUMCHCHHA B MC,Z[PIHI/IHCKOP'I IMIPAKTHKC,

17.2 HoBas BbIsiBICHHAs] HHPOpMaLUs 110 3P (HEKTUBHOCTH B XOJ€ KIMHUYECKUX

HCIIBITAHUN U IPUMCHCHUS B MCHHHHHCKOﬁ IIPaKTHKCE,

17.3 xapakTepucTHKa MOJIb3bI.

18) uaTErpMpOBaHHBIN aHATU3 COOTHOIIEHUS MOJb3a-PUCK 10 0JJOOPEHHBIM

ITOKa3aHHAM.
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18.1 KOHTEKCT COOTHOILIEHHUS MOJIb3a-PUCK — MEAULIMHCKASI TOTPEOHOCTH U

BA)KHBIE aJIbTEPHATUBBIL;
18.2 onieHka npoueaypsl aHalr3a COOTHOUIEHHUS MOJIb3a-PUCK.
19) 3aknroueHue u JeUCTBUS;
20) npunoxenus k [10B.
[TOb BKIIOYAET CAEAYIONIME TPUIIOKECHUS:
1. cipaBouHast HH(pOpPMAIIHS;

2. KyMyJISITUBHBIE 00001I1at01IHe TaOJIUYHbBIE JaHHBIC TI0 CEPhE3HBIM
HEXKEJIaTEeILHBIM SIBJICHUSAM, BBISBJICHHBIM B X0/1¢ KIIMHHYECKUX UCCIICIOBAHMM

(ucnpiTaHUM);

3. KyMyJISITUBHBIE M HHTEPBAJIbHbBIE 0000IIA0IINE TAOJIUYHBIE TAHHBIE 110
CEPBE3HBIM U HECEPBHE3HBIM HEXKEJIATEIIBHBIM PEAKLUAM 10 JaHHBIM
MOCTPETUCTPALIMOHHOTO IPUMEHEHHS;

4. TaOJIMYHBIC JAHHBIC [0 CUTHAJIAM;
5. OLIEHKA CUTHAJIOB, €CIIA MPUMEHUMO;

6. IepeyeHb BCEX NOCTPETUCTPALIMOHHBIX UCCIIEN0BAHUM 110 OE30MaCHOCTH.
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[Ipunoxenue 7
k [IpaBunam npoBeaeHus GpapmMakoHaa30pa u
MOHHUTOpPHHTA 0€30MMaCHOCTH, Ka4eCTBA U
() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

dopma

:‘)KCHepTHOe 3aK/IIOYCHHE T10 OIICHKE NMMEPUOANIECCKOI0 00OHOBJISIEMOTI'0 OTYETA IO
0e30ImacHOCTH JICKAPCTBCHHOI'O CPeACTBA

(Yyka3zaTb Ha3BaHMe JIEKAPCTBEHHOI0 CPeICTBA)

(nJ1s1 Beex JIeKapCTBEHHBIX CPeICTB, KpOMe BAKIIMH M OHOTEXHOJIOTHYeCKHX
npenaparoB)

Howmep nepuoanueckoro 0OHOBIISIEMOro OTYETa 10 Oe30macHoCTy (Aasee -
ITOOB) B Peectpe I1TOOB:

Howmep [1OOB, npucBoennsiit JIPVY:

[Tponieaypa: BRIOpaTh HYKHOE U3 HHXKECIIEIYIOIIETO
CTaHJapTHas MEPUOIUYHOCTD

ocobast nepuouYHOCTD (110 crucky pedepentHbix gat EC)
IO 3aMpOCy YIOJHOMOUYEHHOW OpraHU3aIiH )
AxTHuBHOE(bIE) BElIeCTBO(a):

Ilepuon, oxBauennslii nanabiM [IOOB: ¢ o 20 T

JUL.MM.TTTT. JIT.MM.TTTT.
Hauasno npouenypsr: (mara)
3akmouenue no ouenke [100b: (mara)

1. CnpaBounast uadopmarus

1. ToproBoe Ha3zBaHUE

2. MHH wunu Ha3BaHME JEHUCTBYIONIETO BEIECTBA WIIM COCTAB Uil KOMOMHHPOBAHHBIX [TPENapaToB

3. MesxayHapoaHas 1aTa perucTpalim, CTpaHa;

HOMeEp peructpanuonHoro yaocrosepenus PK, nata peructparuu

4. | ®dapmakotepaneBruueckas rpymnma (kog ATX)
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5. | Iloka3zaHus K IPUMEHEHUIO, CIIOCO0 IPHMEHEHUS
6. | JlexapcTBeHHBIE (OPMBI U JO3HUPOBKH
2. OcHoBHast HH(GOpMAIIHS
Pazaens [IOOb Kpatkoe uznoxenue nanasix [100b u
MpeBapUTEIIbHBIC KOMMEHTapUH dKCIIEP-
Ta
l. OnucaHne aKTUBHOTO BEIECTBA, €ro (hapMaKoTeparneBTHIECKOe AeHCTBHE
2. V3meneHus B nH(MOPMAIMH O JISKAPCTBEHHOM CpPE/ICTBE, peioskeHHbIe JIPY B pamkax
atoro [TIOOBb
3. PeructpanmoHHbIH CTAaTyC JEKapCTBEHHOTO CPECTBA
4. Mepsl, IPUHSTHIE B TSYCHUE OTYETHOTO MEPHO/a IO IIPHYMHAM 0€30I1aCHOCTH
5. V3meHeHus B cripaBOYHOM MH(pOpMAnuy 1Mo 6€30MacHOCTH
6. OreHKa 3KCIO3UINN: KyMYJIATUBHOE WIIM HHTEPBATHHOE KOJTMIECTBO MAI[IIEHTOB, MOTY-
ypBmX JIC mpu KIMHWYECKUX UCHBITAHUAX U B IOCTPETUCTPALMOHHBIN IEPHO
7. Kpatkuit koMMeHTapuii Mo UTOraM PaCCMOTPEHUSI JAHHBIX B CBOJIHBIX TAOIHUIIAX
8. Pe3rome 3HAaUMMBIX pe3yIbTaTOB KIMHUYECKHX UCCICIOBAaHUN B TEYEHHE OTYETHOTO T1e-
puoaa
9. JlaHHBIE HEWHTEPBEHIIMOHHBIX UCCIIEIOBAaHUN

10. | [danHble Apyrux KIMHUYECKUX HCCIEIOBAHUN U U3 JPYTUX UCTOYHUKOB

11. | JanHBIC ZOKIMHUYECKUX MCCIEAOBAHUNA

12. | Tlocnennue cBemeHus Mocie qaThl 3aKpbITHs 6a3bl qanHbIX [I00b

13. Ol1eHKa CUTHAJIOB: HOBBIC, TCKYIIUE WUJIX 3aKPBITBIE B TCUCHHUEC NHTEPBaa OTYCTHOCTH

14. | Oruenka pucKoOB 1 HOBOW HH(MOPMALHH

15. | XapakrepHucTuka puckoB

16. | Omenka mosab3bl

17. | Oruenka aHann3a COOTHOIICHUSI MTOJIb3bI/PUCKOB.

18. | OrueHka HHTETPUPOBAHHOTO aHAJIN3a TOIB3BI U PUCKOB VIS YTBEP)KICHHBIX MTOKa3aHUH

19. | Jlurepartypa

3. BeIiBOaBI

COOTHOLICHUEC nonbsa/pncrc COXpaHsACTCs 6J’IaI‘OHpI/IHTHHM U HET HCO6XOZ[I/IMOCTI/I B pEKOMEHAAUU TIPUHATHS PETYISATOPHBIX MEP

JIBIO YTIPABJICHUA PUCKAMU U KX MUHHUMHU3AINNA

COOTHOLICHUEC nonbsa/pncrc COXpaHsACTCs 6HaI‘OHpI/I$ITHI>IM, HO Tpe6yeTcs{ BHECEHHE U3MEHEHUN B OGLHyIO XapaKTEPUCTUKY U HUHCTPYK-
LU0 10 MEAUIUHCKOMY IPUMEHCHUIO (J'[I/ICTOK—BKJIaIILIIH) JICKapCTBEHHOI'O CPEACTBA UJIM BHEAPCHHUC I1JIaHA YIIPABJICHUSI pUCKAMU C 1iC-

CTH C LCJIBbIO OLICHKH HOBBIX JAHHBIX, BIMAKOMINX HA COOTHOIICHUEC nomﬁa/pucx

COOTHOLICHHE I0JIb3a/PUCK COXPAHSETCs ONaronpusTHBIM, HO TpeOyeTcs IPOBEICHUE IIOCTPETHCTPALMOHHBIX HCCIIe0BaHuT Ge30macHo-

0JIb3a HE MPEBBIIIAET PUCKH, TPEOyeTCsl IPUOCTAHOBUTD MIJIM OTO3BATh PETHCTPALIMOHHOE yJOCTOBEPEHHE JIEKAPCTBEHHOTO CPE/ICTBA

4. PekoMmenganmun

BbIBOIBI 1 OCHOBaHUS /J11 BHECEHHS] K3MEHEHU B OOIIYIO0 XapaKTEPUCTUKY U

WHCTPYKIHIO IO MEAUIIMHCKOMY IPUMEHEHUIO (JINCTOK-BKJIA/IBII) JIEKAPCTBEHHOTO

cpe€acTBa, BHCAPCHUA IJIaHA YITPABJICHUA PUCKaMU C LICJIbIO YIIPABJICHUA PUCKAMH U UX

MUHHUMMU3AUHUAINA IIPOBCACHUA ITIOCTPCTUCTPALIMOHHBIX I/ICCJ'ICI[OBaHI/Iﬁ
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damunusi, UMsl, OTYECTBO (ITPU HAJIUYUN),

PYKOBOJUTENSI CTPYKTYPHOTO MOIPa3ICICHHUS

IHonnuce

damunusi, UMsl, OTYECTBO (ITPU HAJIUYUH),

IKCIIEpTa

IHonnuce
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[Ipunoxenue 8
k [IpaBunam npoBeaeHus GpapmMakoHaa30pa u
MOHHUTOpPHHTA 0€30MMaCHOCTH, Ka4eCTBA U
() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

dopma

Crpykrypa u cogepxanue IIYP

[TYP BritogaeT B ce0st 7 mHOOPMAIIMOHHBIX YaCTEH:

yacTh | - 0030pHas nHbopMaLKs MO JEKapCTBEHHOMY Ipernapary;
4acTh 2 - crnenuukaiys mo 6€30macHoCTH:

MoxyJib Cl - sanmuaemMuosiorust mokazaHui 1Mo 1eJIeBbIM MOIYJISAIUSIM;
Moyib CII - ToKIMHUYECKas 4acThb;

Moyib CIII - Bo3aelicTBUE JIEKAPCTBEHHOTO TIpErnapara B X04€ KIMHUYECKUX
HCCJICJIOBAHUI;

Moaynb CIV - monmynsiunu, HE U3yYEHHBIE B XOJI€ KIMHUYECKUX UCCIIEIOBAHNM;
MonyJsib CV - TOCTPETUCTPALIMOHHBIN OIBIT TPUMEHEHHS;

MonayJsib CVI - nonoaHuTensHbIe TpeOOBaHUS K crielu(uKanuu no 0€30MacHOCTH;
Moayib CVII - uneHTnurpoBaHHbIE U MOTEHUIUATIbHBIE PUCKH;

MoxayJsib CVIII - 06061mennas undopmaius mo npodiaemaM 1o 6€30MacHOCTH;
4acTh 3 - 1aH 1no GapMaKoHaI30pPy;

4acTh 4 - MJIaH MOCTPETUCTPALIMOHHBIX HCCIe0BaHUN 3P(HEKTUBHOCTH;

4acTh 5- MEPhI 110 MUHUMU3AIMU PUCKOB (BKJIIOUYast OLIEHKY ((HEKTUBHOCTH MEP
MUHHMU3ALUU PUCKOB);

yacTtsb 6 - pestome [TYP;
4acTh 7 - NPUIIOKEHHUSL.

Ecmu ITYP cocraBnsieTcss Ha HECKOJIBKO JIEKAPCTBEHHBIX MTPENApaTOB, IS
Ka)KJI0T0 U3 JICKAPCTBEHHBIX IIPENApaToOB MIPEAYCMAaTPUBACTCS OTAEIbHAS YaCTh.

I[TYP comepxur cineayronye npuitoxKeHus:
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npuioxenue Ne 1 x [TYP: Tekymas (mnu npeiaraemas, €Ciu JIEKapCTBEHHbIN
npenapat He 3apeructpuponan) Bepcust OXJIT u UMII (JIB);

npuinoxenue Ne 2 x [TYP: Kparkuit 0030p BBINIOTHAEMBIX U 3aBEPIICHHBIX
MPOTrpaMM KIMHUYECKUX UCCIICI0OBAHUM;

npuioxenue Ne 3 k [TYP: Kparkuit 0030p BBINOTHAEMBIX U 3aBEPILICHHBIX
nporpamm ¢GpapMaKo3MUAEMHOIOTHUECKUX UCCIET0BaHUM;

npuiioxenne Ne 4 k ITYP: IIpotokonsl npemyiaraeMbeix 1 TPOBOAUMBIX
uccienoBanuii mo yactu 3 I11YP;

npuioxkerre Ne 5 k [TYP: Crnennanbabie popMbI TOCIEAYIOIMIETO HAOTIOICHUS 32
HEXKEJIATENbHBIMU PEAKIIUSIMU;

npunoxenue Ne 6 k [IYP: IIporokomnsl npennaraéMbIx U MPOBOAUMBIX
rccaenoBanuii mo yactu 4 [1YP;

npuioxxerre Ne 7 k ITYP: HoBeie nocTymHbIe 0TY4ETH 00 HCCIICIOBAHUSX

npuioxenue Ne 8 x [TYP: [Togpo6uas nabopmarius o mpeaioKeHHbIX
JIOTIOJTHUTEIBHBIX MEPOIIPUATHIX TT0 MUHUMHU3AIUN PUCKOB (€CIIM TPUMEHHUMO);

npuioxkerue Ne 9 k [TIYP: [Ipyrue BciomorareibHbie JaHHbBIC (BKITFOYAs
CCBUIOYHBIN MaTepuan).
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[Ipunoxenue 9
k [IpaBunam npoBeaeHus GpapmMakoHaa30pa u
MOHHUTOpPHHTA 0€30MMaCHOCTH, Ka4eCTBA U
() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

dopma

JKCIEepPTHOE 3aKjIYeHne 1o 3kcnepruse [liana ynpaB/jieHusi puckaMu npu
NPUMEHEHUH JIeKAPCTBEHHOI 0 CPeCTBA

1. Homep ITYP B Peectpe ITYP:
2. Homep I1YP, npucBoennsiii J[PY

3. HIDJIC/JIC/ITY P/3/xxxx/rrrrmMm (tipenoctasierue [TV P no 3anmpocy
AKCHIEPTHOM opranuzamuu, ooHosnenue [1YP)

JlaTa 3aceianusi © HOMEpP IPOTOKOIIA IO paccMoTpenuto [TYP

4. ToproBoe Ha3BaHUE

5. JlekapcTtBenHas hopma(bl) ¥ KOHIICHTPALIHS

6. AkTHBHOE(BIE) BEMIECTBO(A):

7. MHH (unm oO1iee Ha3BaHKE) ISHCTBYIOIIETO BEIIECTBA (BEIIESCTR] -

dapmako-TepaneBTuueckas rpynna (ATX-kon)

8. JlepkaTenb perucTpallMOHHOTO yI0CTOBEPEHUS WIIU 3asBUTEIb:

9. Hucio nekapCTBEHHBIX CPEACTB, K KOTOPBIM OTHOCHUTCS JaHHbI [TYP:

(nexapcmeenuble cpedcmaa, cooeparcaujue 00OHO U mo dHce deticmayrouee
sewecmeo U NPUHAoaedcauue 0OHOMY U MOMY dce 81A0ebyy PecUCmMpPayuoHHO20
yoocmosepeHust, mocym umems oour 11YP)

JlaTa oxoHuaHus aeictBus nepsoro IIYP, oxBateiBaemoro nanusiM I1IYP Bepcust Homep

JlaTa oxoH4aHus aelictBus nociueanero IIYP, oxsareiBaemoro nanusiv ITYP Bepcus Homep

10. OCHOBHBIE CBEJAEHIA

10.1 Yacts I «O630p npomykTar

Toprosoe HazBaHue(s1)
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JlaTta ckaunBaHMs 05.01.2025

[Ipouenypa perucrpauuu

HOMep(a) perucTPaliOHHOTO YAOCTOBEPECHUS

KpaTKOC OIIMCaHue NMPOJAYKTa, BKIIrO4as:

XUMUYECKHUI KJIacC, KpaTKO€ U3JIOKECHUE MEXaHU3Ma HCﬁCTBHH, Ba)XXHYIO I/IH(i)OpMaLII/IIO 0 COCTaBeC (HaanMep, IIPOUCXOKACHUEC HCﬁCTBy-
OOIEro BE€IICCTBa 6I/IOHpCHapaTOB, CBsI3aHHBIX BCIIOMOI'aTCJIbHBIX BEIIECCTB WK paJuKaJI0B JJIs BaKI_H/IH)

INokazanue(s):
JlelicTBytomee (ecin MPIMEHUMO)

[Ipennaraemoe (eciu MPUMEHUMO)

Jlo3upoBka
JeiicTBytomast (eciau IPUMEHHMO)

[pennaraemast (eciu NpUMEHUMO)

JlexapctBenHas popma(bl) U KOHIIGHTpPALUU

JeiicTBytomnye (eciu MpuMeHUMO)

INpemnaraemsle (€ciau NPUMEHUMO)

Crpana u narta Bbi1auu neporo PY

CTpaHa n aaTa IocCJICAHCTO BBIITYCKA Ha PBIHOK

10.2 Yacts 11 «Cnenuduxanuu no 6€30macHOCTI

TosbKk0 mociie perucrpanuu

[ToanexuT 11 NPOAYKT JOMOJHUTEIBHOMY MOHUTOPUHTY (BBIOpATh HYKHOE)

B EBponeiickom Coroze Ja |:| Her |:|
B CIIIA Ha |:| Her |:|
B Pecny6imke Kazaxcran Ja ] Her []

MOAOYJIb CI - SIMUICMHNOJIOT A MOKa3aHUM 110 HCJICBBIM ITOITYJIALINAM

Moyib CII - mokIMHUYeCcKas 4acTh;

moxyJib CIII - Bo3aeiicTBUE TEKapCTBEHHOTO MPEnapara B X0A€ KIMHUYECKUX

HCCIeIOBAHMM;

MOOYJIb CIV - MNomyJsIruu, HE N3YUYCHHBIC B XO0A€ KIMHUYCCKUX HCCHGHOB&HHﬁ;

Moayib CV - moCTperucTpaluOHHbIN ONBIT MPUMEHEHHUS;

MoxayJsib CVI - nonoaHuTenpHbIe TPEOOBaHUS K cielU(PUKaIMK TT0 0€30MacCHOCTH;

Moxaysib CVII - uneHTHdUIIMpPOBaHHBIC ¥ TTOTCHITUATIBHBIE PUCKH,

moayiib CVIII - 06001ennast uadopmalius mno rnpoodsiemMam mo 6€301nacHOCTH;

1) Pe3rome yrpos 6e3omacHOCTH
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Ta6nuna 1: Pestome yrpo3 6e30nacHOCTH

Pestome yrpo3 6e30IacHOCTH

Baxxurie I/IHCHTI/I(i)I/IHI/IpOBaHHLIC PpHUCKHU

<> IlepeuncnnTh

Baxxupie moTeHIIUATbHBIC pucCKu

<>Ilepeuncanre

OrcyrcrByromas HHGOpMAIHL

<>Ilepeuncaurte

2) BeiBogsl 1o crienudukaiysam 0€301macHOCTH

10.3 Yacts I «Ilnan dhapmakonagzopa»

Meponpusitue/ Hazanue nccnenoBanus (TUI Me-
PONpPHATHS, HA3BAaHUE UCCIICIOBAHUS [€CITH U3BECT-
Ho] Kareropus 1-3)*

-

Jn

PaccmatpuBae-
MBIE YTPO3bI
0e30MacHOCTH

Craryc

3aniaHu-
poBaH-
HOE, Ha-
yaroe,

JlaTa npencTaBiIeHHS IPOMEKYTOYHBIX HIH
3aKJIFOYUTEIIBHBIX OTYETOB (3aIJIaHUPOBAH-
Has WM GaKkTHIecKas)

1) Pe3rome mmaHUPyEMBIX TOMOJIHUTEIBHBIX MEPONIPUATUIA 110 (PapMaKOHA30py

(ecyi MPUMEHUMO)

2) OOGmue BBIBOIBI MO TIaHy (papMakoHaa3opa

10.4 Yacts 1V «Ilnanbl mo npoBeACHUIO MOCIEPETrUCTPAIMOHHBIX UCCIIEIOBAHUI

3 PEeKTUBHOCTI»

1) [IpumenuMocTh 3(HEKTUBHOCTH KO BCEM MAIlMEHTaM B IEJI€BOM MOMYJISIINH
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2) Pe3toMe nociaeperucTpaliMoOHHOTo TiaHa pa3BUTHUS U3ydeHus 3P(HEeKTUBHOCTH

Tabnuma 3: Pe3toMe nociaeperucTpaliMoOHHOro TuiaHa pa3BUTHS U3YUYEHUS

b PeKTUBHOCTH
Mcereno- || Crarye s orteros (e
BaHHUe sdpdexrusnocrn | (pIAHMpPyeEMoOe, HAYaTOE, HHPOBAHHAA WM (aKTHIECKas)
(THII 1 HO- 3aBepUICHHOE, pe3yJbTa-
Mep uc- ThI NPEACTABJICHbI)
cJie10Ba-
HUA)

10.5 Yacte V «Meppl 0 MUHUMHA3AIUU PUCKOBY

Tabmuua 4: [Ipennoxenus ot JIPY B OTHOIIEHHH Mep N0 MUHUMU3ALUHA PUCKOB

er03a 0€30MacHOCTH OOBIYHEBIE MCEPHBI IO MUHHUMHU3AIlN PHCKOB HOHOHHI/IT@.HI)HI)IG MEPHBI IO MUHUMHU3AIlNN PUCKOB

1) JononHuTeNbHBIE MEPHI 10 MUHUMHU3ALMU PUCKOB

2) Onenka 3¢ (HeKTUBHOCTH

Ornenka 3(pPeKTUBHOCTH MEPONIPUATUN TT0 MUHUMHU3AINHA PUCKOB

OHGHKa IMPpHUYXH HCCOCTOATCIIbHOCTH MEP 110 MUHUMHU3AIUN PHUCKOB (CCHI/I

IPUMEHUMO)
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3) BbiBO/IbI B OTHOIIIEHUH MEP 110 MUHUMU3AINHU PUCKOB

10.6 Hacte VI «Pe3rome MeponpusaTHid B IUIAHE YIIPABICHUS PUCKAMM IS
JIEKapCTBEHHOTO CPEICTBA»

1) Ha3zanue npoaykra

V1.2.1 O630p 31uIeMHOJIOTHH 3a00JICBaHUS

V1.2.2 Pe3tome nmpeuMyiecTB JI€YEHUs

V1.2.3 HeuzBecTHble T1aHHBIC, CBSI3aHHBIE C MPEUMYIIIECTBAMH JICUEHUS
2) Pestome yrpo3 6e30macHOCTH

Baxnpie naeHTHGUITUPOBAHHBIC PUCKU

Baxxunie IMOTCHIUAJIbHBIC PUCKHU

OTtcyTtcTByromas HHPOpMaLHs

3) Pe3toMe nOomOTHUTENBHBIX MEP 110 MUHUMHU3AIMHN PUCKOB B OTHOIICHUH YTIPO3
0€301acHOCTH (€CIU TaKOBBIE UMEIOTCS)

4) Pe3tome U3MEHEHUH B IJIaHE YIIPABJICHUS! PUCKAMU B TUHAMUKE

5) OG1urue BBIBOJIBI IO OOIIEAOCTYITHOMY PE3IOME

11. 3akntouenue skcnepra

IIYP sBnsieTcst mpueMieMbiM

ITYP sBnsercs TIpUEMJIEMBIM C HEOOXOAMMOCTHIO BHECCHHS HE3HAUMTEILHBIX U3MCHECHUN B cjieayromemM OOHOBJIEHUHU

O
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ITYP moxeT ObITh TIPUEMJIEMBIM IIPU YCJIOBUU IIPEACTABICHUS obHoBieHHoro ITYP u YAOBJICTBOPUTEIIBHBIX OTBETOB Ha: IIEPEUCHDb BO-
TIPOCOB, MEPEUCHDb CIIOPHBIX BOIIPOCOB, 3alIPOC Ha IIOJTyYCHUEC JIOTIOTHUTETLHON I/IH(i]OpMaHI/II/I

ITYP sBnseTcs He IPUEMIIEMBIM ]

12. IlepeueHpb BONpPOCOB

1) IlepeueHb cIOPHBIX BOIIPOCOB

2) 3ampoc Ha IpeAoCTaBICHUE JOTIOJHUTEIbHOM HH(pOpMAITUT
3) O1ieHKa OTBETOB Ha 3aMpoC IKCHEPTa

OO6mas orneHKa BiIUsHHAS 0TBeTOB Ha [TYP

4) 3akiroueHue SKCIepTa Noclie MOJIy4YeHUsl OTBETOB Ha 3alpoc

ITYP siBasiercst mpuemiieMbIM

ITYP aBnsercs TIPUEMIIEMBIM C HEOOXOIMMOCThIO BHECECHHSI HE3HAUNTEIILHBIX H3MEHEHU B ClIEayromeM OOHOBJIEHHH

ITYP MoxeT ObITh IPHEMIEMBIM IIPH YCIOBUH NPEACTaBIeHUs] 0OHOBIeHHOTO [TYP

gy

[TYP sBnseTcs HE TPHEMIIEMBIM

damunusi, UMsl, OTYECTBO (ITPU HAJIUYUN),

PYKOBOJUTEISICTPYKTYPHOTO TIOJIpa3IeieHUs

Ilonmuce

damunusi, UMsl, OTYECTBO (ITPU HAJIUYUN),

IKCIIepTa

IHonnuce




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi
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PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC
I[aTa CKaYnuBaHUA

23.12.2020
05.01.2025
23.12.2020
05.01.2025

[Ipunoxenue 10

k [IpaBunam mpoBenenust papmMakoHaa30pa U

MOHHUTOPHHI'A 6630HaCHOCTI/I, KadyeCTBa U

() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

dopma

Caenenus o npoguiie 6€30MaCHOCTH JIEKAPCTBEHHBIX CPEACTB, HMEIOIIHNX

0€eCcCPOYHYI0 PerucTpanuio

KOMIIaHHNH

3a MEPUOJT « » 20 -«» 20 IT.

Toprosoe HazBanue JIC

Jata peructparmu u Homep PY B PK

®dopwma Beimycka JIC (Tad, p-p, Karncyisl, Ma3b)

®dapmakotepanetuueckas rpymnmna MHH JIC, ATX kox

Jepxarens PY u koHTaKTHI

[pousBoautens PY u koHTakTHI*

Sassurens JIC 8 PK u koHTakThI*

Sl I AN I I el

JlaHHBIE O CYIIECTBEHHBIX U3MEHEHMAX NpoduIIst Oe30macHOCTH (1aTa, CyTh M3MEHCHUI ), CBSI3aHHBIC C:

TIPEBBINICHUEM 0KMTaEMOH 4aCTOThI CEPBE3HBIX HEXKEIATCIbHBIX peaxunﬁ;

CEPBE3HBIMHU HEKEIIATCIIbHBIMH PCAKIIUAMMU,

TpeOOBaHUSIM 110 BHECEHUIO CYIIECTBEHHBIX H3MCHEHUI B
WHCTPYKIIMIO B IPYTUX CTPaHaX, HO HE BHECCHHBIX B KpaTKyto Xapaktepuctuky JIC(Sm PC);

Hp06HeMaMI/I, BBIAABJICHHBIMHA B XO/€ HE
HWHTCPBCHIHUOHHOI'O IMOCTPETUCTPALTUOHHOI'O MCCIIEIOBAHNS,

M3MEHEeHHsIMH B KpaTkoi xapakrepuctrke JIC (Sm PC);

JIPyTUMHU TIPUUUHAMH

HOCThIO, MHUIIMUpoBaHHbIe YO wm [IPY JIC

Orpanunuenus B pactpocrpadenun JIC uim npruoctaHoBka aeictBust PY no npuunHaM, CB3aHHBIM C O€30IaCHOCTHIO M 3 PEKTUB-

10.

3akiroueHue o npoduie 6e3onacHoctu JIC

IHpumeuanue:

>X<le/I BHCCCHHMHN U3MCHCHHBIX JaHHBIX OTMCTHUTD KCJIThIM (1)0HOM

PyxoBoaurens opranuzanun

MOJMHKCH @©.1.0. ( npu HaIMUKUM)

Hata « _ » 20 r.
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[Ipunoxenue 11
k [IpaBunam npoBeaeHus GpapmMakoHaa30pa u
MOHHUTOpPHHTA 0€30MMaCHOCTH, Ka4eCTBA U
() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

dopma

JKCNEePTHOE 3aKJII0YeHHE 0 COOTHOIIEHUH MOJIb3a-PUCK JIEKAPCTBEHHOT0
npenapara

OCHOBHBIE CBEICHUA

ToproBoe Ha3BaHHNE

MHH (unm ob1iee Ha3BaHKe) ACHCTBYIOLIErO BELIECTBA

®dapmako-TepaneBtrueckas rpynmna (ATX-xoxm)

JlekapctBennas popma(sl) U KOHIEHTpaUs(1)

IIpousBoautens/ [lepxatenb perucTPaliHOHHOTO YAOCTOBEPEHHS

Homep peructpaiiiloHHOr0 y0CTOBEPEHUS

Ha3Banue u aapec 3asBUTEIA HA NOJTYYEHHUE PETUCTPALUOHHOTO yIOCTOBEPEHUS

JlekapcTBEHHBIH NpenapaT cpaBHEHUs (€CIIH €CTh)

M CXAYHapoaHas AaTa pOXKACHUS

Jara niepBoii peructpaunu B Pecriyonike Kazaxcran

®.1.0. (npu HAMKU4KK) FKCIIepTa | ‘

OneHka COOTHOLIECHHMS TIOJIB3bI U PUCKA

1. Mactep ¢aiina cucteMsl hapMakoHaa30pa

®dopMmar u coJeprkaHue

VoaHoMoueHHOe U1 32 papMakoHa30p Ha Teppuropuu PK

AHau3 BBITIOJTHEHUS 0053aTSILCTB 110 (bapMaKOHausopy B TOM, 4TO CUCTECMaA q)apMaKOHazBopa BHEJIpEHA COriaCHO Tpe60BaHI/I${M 3aKOHO-
JIaTeNIbCTBA U HaJIJIeXKaIeh TIpaKTHKU Q)apMaKOHazlaopa

3aKiIoueHue 1 BBIBO/IbI

2. llepuoanueckuii o6HOBIsIEMBI 0TYeT 110 O6e3omacHocTy (ITOOB)

®dopmar u copepkaHue

Amnanu3 napopmarmu o 6e3onacHoctu JIC (qanubix o [TP, OO JIC, mony4YeHHBIX U3 BCEX JOCTYITHBIX JISTMTUMHBIX HCTOYHUKOB)

OOHapyKeHUE CUTHAJIOB M UX OLICHKa

3aKJIr0YeHue u 1eiCTBUs

3. Ilnan ynpasnenus puckamu (IIYP)

DopmaT u copepKaHue

O630pHast HHPOPMAIHS [0 TEKAPCTBEHHOMY IIpenapaTy
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94 . ﬂ [ | i DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata peaKkmum 23.12.2020
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE o
JlaTta ckaunBaHMs 05.01.2025

Wnentuduxaiys BaxKHBIX PUCKOB U OTCYTCTBYIOIEH HH(pOpMaLuu

Axtusnoctu o ®H

AKTHBHOCTH I10 MUHUMU3ALUU PUCKOB

OI_[eHKa 3(1)(1)CKTI/IBHOCTI/I MepOHpHS{THﬁ 110 MUHUMH3ALUU PUCKOB

3aKIII0YCHUE W BBIBOIBI

4. Ouenka oOHOBIeHHOM nHpOpManuii o 6e3omacHocTr JIC B perynsiTOpHBIX
opraHax JIpyrux CTpaH U U HayuyHO-MeIunuHCcKou nurepatypsl JIC (callTel
perynstopubix ctpad ICH u CHI', HayuHoii npeccel, myonukanuii BO3)

AHanu3 KauecTBa HaliIeHHOH HH(OpPMALUK

3aKiIoueHue BBIBOJIbI

5. MoHHUTOpHUHT 0€301TaCHOCTH MperapaToB 1o nporpamme pdls i Ha mopraie
ndda.kz

Hanuure cooOmieHuit, KOJINIECTBO

Cepbe3HOCTh

Okcnosnmus (w3 [10B, ITYP)

3aKkiIoueHue U BBIBOJIbI

6. OLleHKa MHCTPYKIIMH 110 MEAUIMHCKOMY PUMEHEHHIO JIEKaPCTBEHHOT'O
cpeacTBa B cpaBHeHUHU ¢ SPC OpuruHaibHOTO npemnapara

®dopmar u copeprkaHue

CootserctBue SPC

3aKJII0YCHUE W BBIBOIBI

7. 3akir04eHus SKcnepTa

CooTHOIIIEHUE TI0JTb3a/PUCK COXPAHSIETCS OJIATOTPUIATHBIM U HET HEOOXOTUMOCTH
B PEKOMEHAINH PETYJIATOPHBIX MEp.

CooTHoIlIeHUE TT0JIh3a/PUCK COXPAHSIETCS OIaroNpUATHBIM, HO PEKOMEHTyeTCS
BHECEHHE U3MEHEHUN B MHCTPYKIUIO IO MEIUIIMHCKOMY TTpuMeHennto JIC unm
BHEJIPCHUS IJIaHA YIIPABJICHUS] PUCKAMU C LEIbIO YIIPABICHUS PUCKAMU U UX
MUHHUMU3ALIH.

CooTHoOLIEHUE T0JIb3a/PUCK COXPaHSIETCs OJIArONPUATHBIM, HO PEKOMEHYETCS
POBEJICHHUE MOCTPErHUCTPAIIMOHHBIX UCCIIEIOBAHUN OE30MMaCHOCTH C LENbIO OLEHKU
HOBBIX JJAHHBIX, BIMSIOLIMX HAa COOTHOLIEHUE Mob3a/puck. [lonb3a He mpeBbIlIaeT
PUCKH, PEKOMEHYETCS IPUOCTAHOBUTH WJIM OTO3BATh PETUCTPALIMOHHOE
YZIOCTOBEPEHHE JIEKAPCTBEHHOI'O CPEICTBA.

Okcnepr

[oxmuce ®.1.0. (npu Hanu4umM)



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI

DTaJIOHHBIN KOHTPOJIbHBIH OAaHK HOPMATUBHBIX [IPABOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

e. zarli

Penakuusiinay KyHi
Cakray KyHi

Jata penaxkunn
JlaTa cCKaunBaHHS

23.12.2020
05.01.2025
23.12.2020
05.01.2025

Pyxosoaurens Llentpa

n moruTopuara [1/1 JIC u MU ®.1.0. (mpu HaNTMYHN)



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi

E‘ .‘ a ' i DTaJOHHBIH KOHTpO.TII)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB
PeCl’IyGJH/IKI/I Kazaxcran B OJICKTPOHHOM BHIC

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

23.12.2020
05.01.2025
23.12.2020
05.01.2025

[Ipunoxenue 12

k [IpaBunam mpoBenenust papmMakoHaa30pa U

MOHHUTOPHHI'A 6630HaCHOCTI/I, KadyeCTBa U

() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

N3BenieHue 0 HeOJIATONPUATHOM COOBITUM (MHIIUIEHTE), CBA3AHHOM C
NpUMeHeHHeM MeTULIMHCKOT0 U31eJTUs

dopma

1. 1) HaumenoBanue nuia (cyobekra oOpalieHiss MEIUINHCKUX U3CIIHI ), HATIPABJISIOIIETO N3Be-
[ICHHE

2) ®.1.0. (npy HATMYUK) JIMLIA HAPABIISIOIIETO N3BEILICHNUE

3) anpec

4) KoHTaKTHBIN TenedoH, hakc

2. 1) ®.1.0. (npu HaTUYUK) TOCTPAAABIIETO

2) noxn

] MYX. [ xen.

3) Bo3pact

4) nuarHo3 nepe HaCTYIUICHHEM HEeOJIaronpusTHOTO COOBITHS (MHLIU/ICHTA)

5) cocrosiHue TIepe]] HACTyIJICHHEM HeOIaronpusTHOTO COOBITHS (MHIIUICHTA)

3. Buz cooOuienust

I:l TICpBOHAYAJIBHOEC

O nocleIyroniee

] KOMOMHHPOBaHHOE

(nepBOHaYAILHOE U
3aK/II0UUTENIBHOE)

I:l 3aKIIFOYUTCIIBHOC

4. 1) HaMeHOBaHUE METUIIMHCKOTO H3]IEIHS

2) MoJieINb

3) cepuiiHbIil HOMEP

4) HOMep MapTHUH UITH CEPUU

5) HOMEep PEruCTPALMOHHOTO yJOCTOBEPEHUS

6) Ki1acc pucKa U3IeIus

|:| 1 — MEAUIIMHCKUE U3CITHS C

HU3KOH CTENEHBIO PHCKA

[J2a- MEJIUIUHCKUC U3JICITHUS

CO CpeHEel CTEIeHBI0 PUCKa

|:| 206 — MEAUIMHCKUE U3EIINs

C MOBBIIICHHON CTEIIEHBIO pucka

I:l 3- MCIUIIUHCKUEC U3ACTIUA C

BBICOKOH CTEIEHBIO pucka

5. 1) HauMeHOBaHHe NIPOU3BOUTENS

2) axgpec (IIpu HAMUYUU HHPOPMAIIN)

6. 1) HaMEHOBaHKE ITOCTABIINKA (IPH HATMYUY HHHOPMAIIUH)

2) KOHTAKTHI (axpec, TenedoH)




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI

e* .‘ a .' ' DTaJOHHBIH KOHTpO.TII)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi 23.12.2020

Cakray KyHi 05.01.2025
Jlata pegakuuu 23.12.2020
JlaTta ckaunBaHMs 05.01.2025

7. Jlata npou3BoCTBA MEAUIIMHCKOTO U3/1eHsl (IeHb/MeCSLy/TO )

8. | [Jara okoHYaHHs CpOKa TOTHOCTHU (ICHB/MeCAL/To) (IPY HATMYUU HHPOPMALIHH)

9. JlaTa OKOHYaHMS TapaHTUHHOTO CPOKa U CPOKA DKCILTyaTalluy, YCTAHOBIEHHOTO IPOU3BOIUTE-

JeM (feHb/MecsL/ro) (MpH HaJIMYUKH MHPOpPMALIN )
10. | Jlata nposiBiIeHUsI Cepbe3HbIX U (MJIM) HENPEeIBUICHHBIX NOOOYHBIX PEaKIUii, TOOOUYHBIX sIBIIE-
HUH, HEOCTATKOB, HEMCIIPABHOCTEH MIIM HECOOTBETCTBUM (JICHB/MECALY/TON)

11. | Kareropmns HeOIaronpusTHOrO COOBITHS (MHIIMCHTA), CBA3aHHOTO C IPUMEHEHHEM MEIUIIMHCKOTO H3/IeHs (BBIOpATh HYXKHOE):

] cephe3HOE U (WIIN) HETIPEABUACHHOE HEOIaronpusITHOE COOBITHE (MHIMACHT), HE YKa3aHHOE B HHCTPYKIMHU 110 TPUMEHEHHIO FITH
PYKOBOJICTBE 10 IKCILTyaTaIllui MEUIIHHCKOTO H3CIHs

| HeOMaronpusaTHoe coObITHE (MHIUACHT) IPU TPUMEHEHUH METUIIMHCKOTO U3CIHs

|:| 0COOEHHOCTH B3aUMO/ICHCTBUS MEIUIIMHCKUX U3JCIHIA MKy cO00it

[ nenanneskaluee kauecTBO MeAMLUMHCKOTO M3AE/HS

[] o6¢crostenserea, cosnaromue Yrpo3y KU3HU U 3JI0POBBI0 HACEIICHUS U MEULIUHCKAX PAaOOTHUKOB IIPH IPUMEHEHHUHU U
9KCIUTyaTal1 MEJUIUHCKUX U3ACIHI

|:| WHBIE CITy4ad HEOJIaronpusTHOTO COOBITHS (MHIIUICHTA)

12. | Onucanue HeONArONPUATHOTO COOBITUS (MHLIUICHTA)

13. | JaHHBIE 0 IPUMEHEHUH U3JETHS MEJUIIMHCKOTO U3/ICIUs | MIEPBUYHOE HCIIOJIb30BAHNE
| ITOBTOPHOE PUMEHCHNE
0JTHOPA30BOT'O U3/ICTHS
O MOBTOPHOE IIPUMEHEHHE
U3JeTHs 7Sl TOBTOPHOTO
MIPUMEHEHHS
[ nocne MIOBTOPHOTO CepBHca/
BOCCTAHOBJICHHOE
[ apyroe
] npo0IiemMa BEISIBUIIACH MIEpeNt
HCIIOJIb30BAHHEM

14. | IlpuumuHeHHsIH Bpen |:| CMepTh
O YIPOXKAIOIIEe KU3HU
MopaKeHHe
] HEYCTpaHUMBIN Bpe[
3JI0POBBIO
|:| TpeOyeTcsi BMEIIaTeIbCTBO
[ neob6xommmocts
TOCITUTATH3AIIHI
|:| HapyILEHUE 1eeCIOCOOHOCTH
| HapylIeHUEe TI0a, CMEPTh
mioaa
[ unoe (yxa3zatp)
| OTCYTCTBYET

15. | TlpunsThIe NONB30BaTENIEM WIIM MEAUIIMHCKON OpraHU3alyeil Mepsl 110 YCTPaHEHUIO HeOIaronpu-

SITHOTO COOBITHS (MHIIUIACHTA)
16. | Ucxon |:| cMepThb

] yTpara TpyAocrocoOHOCTH
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y aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 05.01.2025
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JlaTta ckaunBaHMs 05.01.2025

[ BBI3ZIOPOBJICHUE C

OCICACTBUAIMA

[ cocrostue 6e3 uamenenuit
| yIIy4IIEHHE COCTOSHUSE

|:| BBI3IOpPOBIICHHE O3

HOCHEACTBUN

I:l HE MPUMEHUMO
I:l HCU3BCCTHO

[ unoe (yxa3atp)

17. | Ilpumeuanue

[Tpunoxenue: KOMUU JOKYMEHTOB, CBHICTEILCTBYIONTUX O HEOJIArOMPUIATHOM
cOOBbITHY (MHIIMJICHTE), HA 1. B 1 sx3emIutsIpe.

Jluuo, HaIpasJIsIIOIICe U3BCIICHUEC!

(MOMKHOCTB) (moxmuck) ®.1N.0. (mpu HATHIKN)

M.IIL.
« » 20 T




e.zZarli

Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK 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

23.12.2020
05.01.2025
23.12.2020
05.01.2025

[Ipunoxenue 13

k [IpaBunam mpoBenenust papmMakoHaa30pa U

MOHHUTOPHHI'A 6630HaCHOCTI/I, KadyeCTBa U

() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

Otuer

dbopma

0 He0JIArONPUSATHOM COOBITUM (MHIIMAEHTE) MPH MPUMEHEHUN MeIUINHCKOT0

H3/1eI1s

1. AaMuHUCTpaTUBHAS UHGOPMALUS

T'ocynapcTBeHHsIi opran <1>, <2>, <3>

Anpec rocynapcTBEHHOT0 oprana <1>, <2>, <3>

(BXOZ[S[IIIaH Jara, pCFI/ICTpaLII/IOHHHﬁ HOMCp)

MecTo aJIst OTMETKH FOCYIapCTBEHHOTO OpraHa

Turm oruera <1>, <2>, <3>:

| IlepBoHavanbHbII OTYET

| ITocnenyromumii oTyet

| 3aKITIOUUTENILHBIA OTYET

Jara otuera <1>, <2>, <3>

PerucTpaiiioHHbli HOMEp HEOIAronpHATHOrO COObITHS (MHLIMICHTA) (IIPUCBAUBACTCS MPOU3BOAUTENIEM) <I>, <2> <3>

PerucTpanioHHbIi HOMEp HEOIAroNpUATHOrO COOBITHS (MHLUICHTA) (IIPUCBAaUBACTCS AKCIIEPTHOM opraHuzarueit) <2>, <3>

Ipencrapiusier HEOIArONPUATHOE COOBITHE (MHIIUICHT) CEPbE3HYIO YIpo3y OOIIECTBEHHOMY 3[I0pOBbI0? <1>, <2>, <3>

B

| Her

Knaccudukarms nHImnenta <1>, <2>, <3>:

| CmepTh

| HenpensuneHHOE cepbe3HOE YXYALICHHE COCTOSHUS 30POBbS

| Jpyrue xpurepuu

2. JIaHHBIE O JIUIIE, TOJAFOIIEM OTYET

Craryc nuna, mojaroIero ot4er <1>, <2>, <3>:

IIpousBoauTens
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™ ,‘ a [ ¥ | OTaIOHHBIH KOHTPOIBHBIA 6aHK HOPMATHUBHBIX IPABOBBIX AKTOB Jlata peaKkmum 23.12.2020
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V10JITHOMOYEHHBIH npeacTaBUTCIIb

3. [LaHHBIC O [IPOU3BOAUTCIIC

HaunmenoBanue npounsBoautens <1>, <2>, <3>

Damunus, UMs, OTUECTBO (IIPU HATMYMU) KOHTAKTHOIO Jina <I>, <2>, <3>

Anpec <I>, <2>, <3>

Hupnekc <1>, <2>, <3>

Topon <1>, <2>, <3>

Tenedpon <1>, <2>, <3>

®akc (mpu HaM4MM) <I>, <2>, <3>

E-mail <1>, <2>, <3>

Crpana <1>, <2> <3>

4. JlaHHbBIEe YIIOJTHOMOYEHHOTO MPEACTaBUTENs (TIPU HATMYUH)

HanmeHoBaHMe yIIOJIHOMOYEHHOTO MpeJcTaBuTeNs <1>, <2>, <3>

Damunust, UMs, OTUECTBO (TIPU HATMYMU) KOHTAKTHOTO Jiuna <I>, <2>, <3>

Anpec <I>, <2>, <3>

Hupnekc <1>, <2>, <3>

Topon <1>, <2>, <3>

Tenedon <1>, <2>, <3>

®akc (mpu HanM4umn) <I>, <2>, <3>

E-mail <1>, <2>, <3>

Crpana <1>, <2>, <3>

5. JlaHHBIE 0 MEAMIIMHCKOM U3/I€TTUU

Kracc noreHInampHOro prcka MpuMEHEHHs MEJUIIUHCKOTO u3ienus <1>, <2>, <3>:

| E

| | 26

| |2a

| K

Konx Bu1a METUIIMHCKOTO U3/IETHS B COOTBETCTBUH ¢ HoMeHKnaTypoi MeauumHckux usnenuii Pecyonuku Kazaxcran <2>, <3>

YuukanbHbIi ko1 MepunuHckoro uaenus (Unique device identifier (UDI) (npu Hamuuun) <2>, <3>

HanmMeHoBaHHE MEAUIIMHCKOTO M3Aens <1>, <2> <3>

Mouens (eciu NpUMEHNMO) <2>, <3>

Katanosxuslit HoMep (eciii IPUMEHUMO) <2>, <3>

CepuiiHblil HOMEp (eciu MPUMEHUMO) <2>, <3>

Homep napruu (cepun) (eciau npumMeHuMo) <2>, <3>

Bepcus nporpamMmuoro obecriedeHus (eciu NpuMeHumMo) <2>, <3>

Jlara Bblmycka <2>, <3>

Jlata OKOHYaHUsI CPOKA FOJHOCTH (€CIIH IPUMEHUMO) <2>, <3>

Jlata ummutaHTanuy (TOJNBKO JUISl UMIUIAHTATOB) <2>, <3>

Jlata skcrutaHTanuy (TOJNBKO Ul MMIUIAHTaTOB) <2>, <3>

I[J'[I/ITCJ'[LHOCTL HUMIUIaHTaIluHu (SaHOHHﬂeTCﬂ B CJIy4ac, €CJIM U3BECTHA TOYHAas JaTa UMIUIAHTAllUU WU Havdalla 3KC1'IJ'[yaTaLII/II/I) <2>, <3>

[TpuHauIe)XHOCTH ¥ (MIIH) COBMECTHO UCIIOIB3yEMble METUIIMHCKHE U3IeNus (€CIM IPUMEHUMO) <2>, <3>

Homep peructpaiiioHHOro yJ0cToBepeHus B ['0cy1TapCTBEHHOM peecTpe JIEKapCTBEHHBIX CPEJICTB U MEANIIMHCKUX M3 (TP HAJTUYHN)

<>, <3>

6. JlaHHBIE O HEOIArONIPUSATHOM COOBITHH (MHIUICHTE)

Jlara, koraa mpon301LII0 HEOIAropusTHOE COObITHE (MHIMICHT) <2>, <3>

Onwucanne HeOIArONPUATHOTO COOBITHS (MHIMACHTA) <>, <2>, <3>
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Homep oTuera MEAMIIMHCKOW OpraHU3alMU-0Ib30BaTeNs (€CIU MPUMEHUMO) <2>, <3>

Jlata, Koraa mpON3BOUTEIb TOIYYHI HHPOPMAIIUIO O HEOIArONPUATHOM COOBITHH (MHIMACHTE) <>, <2> <3>

KonuuecTBo BoBIICUEHHBIX MAIIMEHTOB (€CIH U3BECTHO) <2>, KonuuecTBo BOBIICUECHHBIX MEIUIIMHCKUX U3/ICTHNA (€CITH U3BECTHO) <2>,
<3> <3>

MecTo Hax0KACHUSI METUIIMHCKOTO U3/IeIHs B JAaHHBIA MOMEHT (€CJIM M3BECTHO) <1>, <2>, <3>

Kto ncnonp3oBan MequuuHCKOE U3/EIHE B MOMEHT HEOIArompusTHOTO COOBITUS (MHLUIEHTA) (BBIOPATh OJTHO) <2>, <3>:

| | MeauuuHCKui nepcoHan

| | ITamuenTt

| [iros

Hcnone3oBanue MeTUIMHCKOTO U3ZEHs (BBIOpATh 0JJHO) <2>, <3>:

| | MEpBUYHOE IPUMEHEHHE

| | TMOBTOPHOE NPUMECHCHNUE MEIULITMHCKOTO U3ACIINUSA OAHOKPATHOI'O IPUMCHEHUS

| | IIOBTOPHOE NMPUMEHECHHUE MEIUILIMHCKOT'O U3ACJIUA MHOTOKPATHOI'O NIPUMEHECHUS

| | MCIUIIMHCKOC U3ACITHUC ITOCIC TCXHUYCCKOIO 06Cﬂy)KI/IBaHI/IfI WJIN pEMOHTA

| | apyroe

| | npo0GiemMa Obl1a BBISBIICHA 10 TPUMEHCHUS

7. JlaHHBIC O AIIUEHTE

Onucanue npodIeMsl maluenTa <2>, <3>

Koz 1 TepmMuH npo6eMbl ALKEHTa B CBA3H ¢ HEOIArONpUsITHEIM COOBITHEM (MHLUACHTOM) B COOTBETCTBUH ¢ MeXIyHapOIHON CTATHCTHYE-
cKoii Kinaccuukanuei 6ose3Held 1 npoodiieM, CBsI3aHHBIX cO 3/10poBkeM, 10-ro nepecmorpa (MKB-10) <3>

JlelicTBHS ¥ TOMOIIb, OKa3aHHAs! MEUIIMHCKON OpraHu3aluei nauuenTy <2>, <3>

[Ton (ecnm npuMeHHMO) <2>, <3>: | | Mysxckoit | | Kenckuit

Bospact nanuenTa (eciau npuMeHHMO) <2>, <3>: ner MecseB THEl

Bec nanuenra (kr) (eciu npuMeHuMo) <2>, <3>

8. JlaHHBIE O MEUIMHCKON OpraHn3auuy (€Ciu MPUMEHHMO)

HauMeHoBaHnE MEIUIIMHCKON OpraHu3anuy <1>, <2>, <3>

Damunus, UMs, 0TUECTBO (IIPU HATMYMU) KOHTAKTHOT'O JIMIIa MEIULIMHCKON OpraHu3anuu <2>, <3>

Anpec <1>, <2>, <3>




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi
e y aKTiIEp/IiH STAIOH/IBI OaKpLIay OaHK] Cakray KyHi
o ey [} DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata pesakiyuu

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

23.12.2020
05.01.2025
23.12.2020
05.01.2025

Hnpekc <2>, <3> Topon <1>, <2>, <3>
Tenedpon <2>, <3> daxc (npu HamMYKM) <2>, <3>
E-mail <2>, <3> Crpana <1>, <2>, <3>

9. HpeZ[BapHTeHLHOC 3aKJIIOUCHUC ITPOU3BOAUTECIISA ([[J'ISI HepBOHa‘IaHLHOFO/HOCJ’IeHyIOHleFO OT‘IeTa)

IIpenBapuTenbHbIA aHANN3, TPOBEICHHBIN MPOU3BOAUTENEM <]>, <2>

Tun HeOIaronpusATHOroO cOOBITHS (MHIMACHTA) (Ko 1 TepMuH ypoBHA 1 - ISO/TS 19218-1) <2>, <3>

Tun HeOIaronpuATHOrO COOBITHA (MHIMACHTA) (KO 1 TepMuH ypoBHA 2 - ISO/TS 19218-1) <2>, <3>

HavanbHble KOppeKTUpPYIOIIUE AEHCTBUS, BHINOIHEHHBIE IPOU3BOIUTENEM <]>, <2>

[Ipenmonaraemast qata ciemyromero oraera <l>, <2>

10. PeSyHI)TaTI)I 3aKJIIOYUTEIBHOIO pacCaeI0BaHus IIPOU3BOAUTEIA (Z[J'If[ 3aKIIIOYUTEIBHOTO OT'-IeTa)

Pe3ynpTaThl aHaNN3a, MPOBEIEHHOTO IPOM3BOIUTENEM <3>

OueHka HeOMAronpUsTHOro coObITHS (MHIKACHTA) (KOA U TepMuH ypoBHs 1 - ISO/TS 19218-2)

OreHka HeONMAronpUsTHOro coObITHS (MHIKACHTA) (KOI U TepMuH ypoBHs 2 - ISO/TS 19218-2)

Koppexrupyromue aeificTBUs o 6€30macHOCTH Ha MecTax <3>

Cpoku peanu3aiiy yKa3aHHBIX MEPONPHATHH <3>

3aKITIOYUTEIIBHBIC KOMMCHTAapHUH NIPpOU3BOAUTCIISL

H3BecTHO 1 TIPOU3BOAUTEIIIO O HO[[O6HI>IX He6HaI‘OHpI/IHTHLIX COOBITHSAX (I/IHHI/IHCHTaX) C TaKUM XK€ THIIOM MCIUITMHCKOTO U3ICIHA C HOZ[OG—

HOM e TNIaBHOW MPUYIHHON? <3>

Ja Her

Ecnu na, ykaxxuTe B KAKHX CTPaHaX U YKOKUTE HOMEpa HeOIArompusTHBIX COOBITHI (MHIIUACHTOR)

KonuuectBo mogo0HBIX HEOTATONPHUSITHBIX COOBITHI (MHIIUICHTOB) <3>

MeauuunHckoe u3zenue OblIo pacupoCTPaHEeHO B CIACAYIOIINX TocyaapcTBax (mpu Hamuuum) <3>:

| | Pecny0Omnnka Apmenust

| | Pecny0mnuka Benapycs

| | Pecny6nuka Kazaxcran

| | Keipreisckas Pecriy6muka

| | Poccwuiickas ®@enepanust

| | Jpyrue rocynapctsa (yKas3arh)

IIpumeyanue:
<1> O0s13aTeNnbHOE MOJIE I 3aI0JIHEHUS [IPU IEPBOHAYAIIBHOM OTYETE.
<2> O0s13aTENBHOE 0JIE JUIS 3aI0JHEHUS [IPH ITOCIEYIOIIEM OTUETE.

<3> O0s3aTeNbHOE MOJIe JJIs1 3aM0THEHHUS MMPU 3aKIIOUUTEIIBHOM OTUETe.
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JIaHHBIN OTYET HE SABJISAETCS MPU3HAHUEM OTBETCTBEHHOCTH MPOW3BOIUTEIIS UITU
€ro yIoJTHOMOUYEHHOT0 MPEICTAaBUTENS 3a MPOU30IIIe/IIIee He0IaronprusaTHOE COObITHE
(MHIIUJEHT) U €ro MOCJEACTBUS, COJIEPKAIIUECS B HEM CBEJICHUSI MOTYT OBITh
HETIOJTHBIMHU ¥ HETOYHBIMH. JIaHHBINM OTYET TaK)KE HE SIBJISETCS MPU3HAHUEM TOTO, UTO
MEJMIIMHCKOE u3/ienre, MHPopMaIus 0 KOTOPOM MPUBEICHA B OTUETE, SBIISIIOCH
ne(EKTHBIM U 9YTO MEAUITMHCKOE M3/IETUE TIPUBEIIO K

MPEIoaraeMoMy YXyAIIEHUIO COCTOSTHUS 37J0POBbs MJIM CMEPTH YeJIOBEKa MU
CIIOCOOCTBOBAJIO ATOMY.

[ToaTBepskaato, 4YTO MO BCEM UMEIOLIMMCS Y MEHS CBEJICHUSIM IIPEACTABICHHAS
uH(popMaIus BEpHa.

(TOMMKHOCTB) (moxmnuck) @®.1.0. (pu HaNMYKN)

« » 20 T
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[Ipunoxenue 14
k [IpaBunam npoBeaeHus GpapmMakoHaa30pa u
MOHHUTOpPHHTA 0€30MMaCHOCTH, Ka4eCTBA U
() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

dbopma

Otuer
0 KOPPEKTUPYINHUX AeHCTBUAX MO 0€30MACHOCTH MEINIIUHCKOT0 U3/1eJTUs

1. AnmunuCTpaTUBHAS HHGOPMALIHS

HaumenoBaH#e rocyJapCcTBEHHOTO oprana <1>, <2>, MecTo AJIst OTMETKU TOCYIapPCTBEHHOTO OpraHa (Jara, peruCTpaluoOHHbIH HO-
<3> Mep)

Tun otuera <1>, <2>, <3>:

| | [IepBoHavanabHBII OTUET

| | ITocnenyrommuii oTyeT

| | 3aKIOYUTENBHBINA OTYET

Jlara otuera <I>, <2>, <3>

PeructpaunoHHbIi HOMEp 0TYeTa O KOPPEKTUPYIOLIMX ACHCTBUAX (IPUCBAMBAETCs MPOU3BOAMTENEM) <1>, <2>, <3>

PeructpannoHHbIi HOMEp 0TYETa O KOPPEKTUPYIOLIMX ACHCTBUAX (IPUCBAMBACTCS FOCYIaPCTBEHHBIM OpraHoM) <2>, <3>

PeructpaunoHHblil HOMep HeOIAronpUATHOrO COOBITHS (MHIMICHTA) (PUCBANBACTCS TOCYAaPCTBEHHBIM OpraHoMm) <2>, <3>

HanmeHoBaHHe KOOPAMHUPYIOIIETO TOCYAAPCTBEHHOTO OpraHa (eCiii IPUMEHUMO)

2. JlaHHBIE O JIMIIE, TTOJIAIOIIEM OTYET

Cratyc nuua, MoJaronero otyer <I>, <2>, <3>:

| | IIpousBoaurens

| | YonTHOMOYEHHBIH PeICTaBUTENb

3. laHHbIe 0 IPOU3BOAUTEIIE

HaumenoBanue npousBoautens <1>, <2>, <3>

®damunusi, UMsi, 0TYeCTBO (TMIPHU HAJIMYKMK) KOHTAKTHOTO Juia <1>, <2> <3>

Anpec <I>, <2>, <3>

Hupeke <1>, <2>, <3> Topoxn <1>, <2>, <3>
Tenedon <1>, <2>, <3> ®dakc (npu Hamuunn) <1>, <2>, <3>
E-mail <1>, <2>, <3> Crpana <I>, <2>, <3>

4. JlaHHbBIE YIOJTHOMOYEHHOTO MPEACTaBUTENS (TIPU HATMYNH)

HaumeHnoBaHue yrnoHOMOYEHHOTO peAcTaBuTeNs <1>, <2>, <3>
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®damMmms, UM, 0TYECTBO (TP HAJTMYUK) KOHTAKTHOTO JInia <1>, <2>, <3>

Anpec <1>, <2>, <3>

WHupeke <1>, <2>, <3> Topon <1>, <2>, <3>
Tenedon <1>, <2>, <3> ®daxc (pu Haymumnn) <1>, <2>, <3>
E-mail <1>, <2>, <3> Crpana <I>, <2>, <3>

5. JlaHHBIE O MEAUIIMHCKOM U3/I€TTUU

Knacc noreHnuanbsHOro pucka NpUMEHEHUsI MEUIIMHCKOTO M3enust <1>, <2>, <3>:

| E

| | 2

| |2a

| K

Kon Bu1a METMIIMHCKOTO U3/IEIHS B COOTBETCTBHH ¢ HoMeHKmaTypoi MeauumHcknx u3nennii Pecrryonmkn Kasaxcran <2>, <3>

YuukaneHsIi kox MegunuHckoro u3nenus (Unique device identifier (UDI) (mpn manmmanm) <2>, <3>

HanmMeHoBaHHE MEIUIIMHCKOTO H3ACns <1>, <2> <3>

Mopgenp <2>, <3> (eci MPUMEHNMO) KaranoxHs1ii Homep (ecim mpuMeHnMo) <2>, <3>

CepuitHblif HOMEp (eciu MPUMEHNMO) <2>, <3> Homep napruu (cepun) (ecinu npumMeHuMo) <2>, <3>

Bepcus nporpamMmmuoro obecriedeHus (eciu NpuMeHnMo) <2>, <3>

Jlara BbITycka <2>, <3> JlaTa OKOHUaHUsI CPOKa FOJHOCTH (€CIH MPUMEHHMO) <2>, <3>

[IpuHauIe)xHOCTH ¥ (MITH) COBMECTHO MCIIONB3yEMble METUIIMHCKHE M3IeNus (€CIM IPUMEHNMO) <2>, <3>

Homep perucrpariioHHOro yocToBepeHus B 'ocy1TapCTBEHHOM peecTpe JIEKapCTBEHHBIX CPEIICTB M MEANIIMHCKIX M3CIHNH (TP HATHIHN)
<2> <3>

6. HaHHHC O KOPPCKTUPYIOIIUX [[eﬁCTBPISIX 1o 0€30MacHOCTH MCIUIIUHCKOI'O U3OCIIUA

OO1ue cBeieHUs U IPUUMHA KOPPEKTUPYIOMX AeicTBuil <1>, <2>, <3>

Onucanue u 000CHOBaHME KOPPEKTUPYIOIHX AeiicTBuil <1>, <2>, <3>

Pexomenpanuu 11 moyip3oBateen <1>, <2>, <3>

MeponpusTus 1 CpOKH peaan3aliuy KOPPEeKTHPYIOINX AeHCTBII <2>, <3>

IIpunoxxenne x otuery <I>, <2>, <3>:

| | YBGIIOMJIGHI/IC 1o 0€30MMacHOCTH MCEIUIUHCKOI'O U3JCJIUsI Ha PYCCKOM SI3bIKC

| [

MeaunuHckoe u3zenue ObLI0 PacpoCTPAHEHO B CIEAYIOIINX rocyqapeTBax <1>, <2>, <3>:

| | PecriyOnnka ApmeHus

| | Pecny6muka benapych
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JlaTa cCKaunBaHHS

23.12.2020
05.01.2025
23.12.2020
05.01.2025

| | Pecny0mmka Kazaxcran

| | Keipreisckas Pecriyonuka

| | Poccuiickas ®eneparust

| | Jpyrue rocynapcrsa (ykas3arh)

7. Kommenrtapuu

IIpumeuanue:

<1> O0s3aTenbHOE NOJIE IS 3aNI0JHEHUS [TPU IEPBOHAYATIBHOM OTYETE.

<2> O0s3aTenbHOE NOJIE ISl 3aNI0JIHEHUS [TPU TOCIEAYIOIIEM OTYETE.

<3> O0s3aTeNnbHOE MOJe JJIsl 3aM0THEHUS MMPU 3aKIIOUUTEIIBHOM OTYETE.

I[&HHBIIZ OTYCT HEC ABJIKICTCA NIPU3HAHHUEM OTBETCTBCHHOCTH ITPOU3BOAUTCIIA NN

€Ir0 YIIOJIHOMOYCHHOI'O IMIPCACTABUTCIIA 3a IIPOU30OMICAIICTC He6J'IaFOHpI/I$ITHOC COOBITHE

(I/IHHI/I,Z[CHT) H €T0 MOCICACTBUA, COACPKAIMUCCA B HCM CBCACHUA MOT'YT OBITH

HCIIOJIHBIMH U HCTOYHBIMH. I[aHHBIﬁ OTYCT TAKIKC HC ABJIACTCA IPU3HAHHUEM TOI'O, UTO

MCIMITMHCKOC U3CINC, I/IH(i)OpMaIII/ISI 0 KOTOPOM IIPUBCACHA B OTHUCTC, ABJIAJIOCH

I[@(l)CKTHBIM M 9TO MCIHULIMHCKOC U3ACIINEC ITPUBCIIO K

npeamnojgaraCMomMy yxXyameHHUI0 COCTOSAHUA 3J0POBbA UJIM CMCPTH YCJI0OBCKA UIINU

CIIOCOOCTBOBAJIO ATOMY.

HOI[TBCp)KI[aIO, 4TO 110 BCEM MMCHOIIMMCA Y MCHA CBCACHUAM IIPCACTABIICHHAA

uH(popMaIus BepHa.

(OMKHOCTB) (moamuce) ®.1.0. (mpu HaNMH9IHN)

« » 20 T
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[Ipunoxenue 15
k [IpaBunam npoBeaeHus GpapmMakoHaa30pa u
MOHHUTOpPHHTA 0€30MMaCHOCTH, Ka4eCTBA U
() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

dbopma

YBegomiieHne no 0€30MacHOCTH MeAMIMHCKOT0 U31eIus

Ne | Jara:

Buz koppekTHpYIOIIEero JeHCTBHs:

| | HpHOCTaHOBJ’ICHI/IC HCIIOJB30BaHUA MECAUITUHCKOI'O U3CIIHUA

| | 3ameHa MEAUIUHCKOI'O U3ACIUS ITPOU3BOAUTEIIEM WJIHU €TI0 YIIOJITHOMOYCHHBIM IIPEACTAaBUTEIIEM

| | BosBpa’r MEIUIUHCKOI'O U3ACIU ITPOU3BOAUTEIIIO UIIH €0 YIIOJTHOMOYEHHOMY NIPEACTaBUTEIIIO

| | MOL[epHI/I?)aI_H/IH MCIUIIUHCKOT'O U3ACIIUA HA MECTC

| | VHUUTOXKEHUE METUIIMHCKOTO W3EITUs

| | H3menenune I/IHCprKLII/Iﬁ 110 IIPUMEHEHUIO WJIX PYKOBOJACTBA I10 dKCIIIIyaTallu MEAUITUHCKOI'O U3ACIUST

| | OOHOBIICHNE ITPOTPAMMHOTO 00ECIICUCHHUS

| | Hpyroe

HaunmeHoBaHuEe MEIUIIMHCKOTO W3S

BapuaHT HCIIOTHEHNS/MOIeIIb/CEPUIHHEI HOMep/KaTaIoKHBI HoMep (110 IPUMEHUMOCTH):

HoMep perucTpaniioHHOro yI0CTOBEPEHHUS:

Onucanue mpooaeMsl:

Ornmcanue HCﬁCTBHﬁ, BBIIIOJTHACMBIC ITOJIB30BATCIIEM MCIUITUHCKOT'O U3ICIIHA

VYka3aHne o HeOOXOAMMOCTH Tepejadll yBEIOMIICHHUS JINIIaM, KOTOPBIC N3BEIICHBI 0 MpobieMe U (MIIN) BHIIOIHSIOINE KOPPEKTHPYIOIINE
JIEUCTBHUSL:




KaSaKCTaH Pecny6nm<acr>m1>m OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI

e‘ . ﬂ [ | ,' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penakuusiinay KyHi
Cakray KyHi

Jata penaxkunn
JlaTa cCKaunBaHHS

23.12.2020
05.01.2025
23.12.2020
05.01.2025

Yka3aHue o HeoOXOMMOCTH NPECTaBICHHs IPOU3BOAUTENIO (YIIOJTHOMOUYSHHOMY HPEICTABUTEINIO IPOU3BOUTENS) CBECHUN O MEUIMH-

CKHUX U3CIINAX, HAIPABJICHHBIX B IPYI'UC OpraHu3aluu, U repeiadu 5TUM OpraHu3alusM YBEIOMIICHUSA (HpI/I HaIII/I'-II/II/I)Z

KonTakTHast unpopmanus

dammms, UM, 0T4eCcTBO (TIPH HAJIMYHH) JIHIA, HAIIPAaBUBILETO yBeAOMIICHHE <]>, <2>, <3>

Anpec <1>, <2>, <3>

Wnneke <1>, <2>, <3>

Tlopon <1>, <2>, <3>

Tenedon <1>, <2>,
<3>

®akc (mpu HaIHYHN) <1>, <2>, <3>

E-mail <I>, <2>, <3>

Crpana <1>, <2>, <3>

[ToaTBepskaato, 4YTO TOCYAAPCTBEHHBIA OpraH MPOUH()OPMUPOBAH O JaHHON

HpOGJ’IeMe M O HACTOAIICM YBCIOMIICHHHU 110 0e30ITaCHOCTH MCOIUITMHCKOI'O U3CIUA.

(IOMKHOCTB)

M.IL

« »

(moxmnuck) ®.1.0. (mpu HaNUYIKN)

20 1.
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[Ipunoxenue 16

k [IpaBunam mpoBenenust papmMakoHaa30pa U

MOHHUTOPHHI'A 6630HaCHOCTI/I, KadyeCTBa U

() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

OTtuer

dbopma

0 MOCTPEruCTpanMuOHHOM KJIMHUYC€¢CKOM MOHUTOPHUHI' € 0e30MacHOCTH U

3 (PeKTUBHOCTH MEeTULMHCKOT0 U31e/TUs

1. AaMuHUCTpaTUBHAS UHGOPMALUS

l'ocynapcTBeHHBIH opran

A)lpec TOCYHJapCTBEHHOI'O OpraHa

MecTo aJist OTMETKH rOCYIapCTBEHHOTO OpraHa

(marta, perucTpalMOHHbIH HOMED)

Tumn oruera:

IlepBoHauaNbHBII OTYET

[Tocnenytomuii oT4yer

3aKIIOYUTENBHEBIN OTYET

Jlara otuera

PerucTpanionHblii HOMep oT4eTa (IPHCBaUBaETCs IPOU3BOUTEIIEM)

PerucrpanionHblIii HOMep oT4eTa (PUCBAUBAETCS TOCYAAPCTBEHHBIM OPraHOM)

2. JIaHHBIE O JIUIIE, TOJAFOIIEM OTYET

CTaTyC Jiaga, rmoaaroIero OT4yeT:

ITpousBonutens

V10JIHOMOYEHHBIH NnpeACTaBUTEIIb

3. llaHHBIe O IMPOU3BOAUTECIIC

HaumeHnoBanue TIPOU3BOUTEIIA

CDaMI/IJ'[PIH, HUMsI, OTYECTBO (l'[pl/l HaJ'[I/I‘II/IPI) KOHTAKTHOTO JIMIIa

Anpec

Wnpexc T'opon

Tenedon daxkc (pu HATUYKN)
E-mail Crpana

4. JlaHHbBIE YIOJTHOMOYEHHOTO MPEACTaBUTENS (TIPU HATMYNH)

HaumeHnoBanue YIOJIHOMOYEHHOI'O NIPEACTABUTEIISL
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(DaMI/IJ'[I/IH, HUMs1, OTYCCTBO (l'[pPI HaJ'II/I‘lI/II/I) KOHTAKTHOT'O JIMIa

Anpec

Wnpexc T'opon

Tenedon Daxkc (1pu HATMYHN)
E-mail Crpana

5. JlaHHBIE O MEAMLIMHCKOM U3/1€ITUU

Kiacc TIOTEHIHAJIBHOI'O PUCKA IMIPUMCHCHUS MCAULIMHCKOI'O U3CIINS:

| | 3, HeMMILIAHTHPYEMOE

| | 3, UIMIUTaHTHPYEMOE

| | 20, IMILTAHTHPYEMOe

Kon BHJ1a MCOAUITUHCKOI'O U311CJIHUA B COOTBCTCTBUU C HOMCHKJ’[aTypOﬁ MCIUIMHCKHX 31Ul Pecrly6nm<1/1 Kazaxcran

HaumenoBanue MCIUIIMHCKOI'O U3ACTIUA

BapHaHTLI HCIIOJIHCHUA (MOZ[I/I(bI/IKaLII/II/I) MCIUIIMHCKOI'O U3ACTIUA

6. HCpC‘IGHB I/IZLCHTI/I(bI/H_U/IPOBaHHHX OCTaTOYHBIX PHUCKOB, CBA3aHHBIX C MCAUIIMHCKUM U3NCITUEM

7. HCJTI/I 1 3aja4u NOCTPErucTpaliMOHHOTO KIIMHUYECKOIr0 MOHUTOPHUHI'A 0e30MMacHOCTH 1 3(1)(1)CKTI/IBHOCTI/I MCIUIUHCKOI'O U3OCITUS

8. Cxema TOCTPETUCTPALTUOHHOI'O KIIMHUYECKOI'O MOHUTOPHUHI'A 0e30MacHOCTH U 3(1)(1JCKTI/IBHOCTI/I MCIUIIMHCKOI'O U3ACTIUA

9. Knuaunueckue JAHHBIC, ITOJTYYCHHBIC 3a OTYETHBIN nepuoa

10. OI_leHKa KIIMHUYECKUX JTaHHBIX, ITIOJIy4Y€HHBIX 3a OTYETHBIN nepuon

11. OI_[eHKa BCCX KIIMHUYCCKUX JaHHBIX, [IOJIYYCHHBIX B IIEPUOJ IMOCTPErUCTPALIMOHHOTO KIIMHUYECKOIO MOHUTOPHUHI'A 0e30MacHOCTH U 3(1)-
(bGKTI/IBHOCTH MEOUIUHCKOI'O U3OCIIHS

12. 3akiroueHue o HGOGXOL[I/IMOCTI/I (OTCyTCTBI/II/I HCO6XOZ[I/IMOCTI/I) KOPPEKTUPOBKHU IJIaHA IMTOCTPETUCTPALTMOHHOI'O KIIMHUYECKOT'O MOHUTO-
puHIra 0€30IaCHOCTH U 94)(1)CKTI/IBHOCTI/I MCIUIUHCKOI'O U3ACTIUA

13. 3airoueHre 0 He0OXOJUMOCTHU (OTCYTCTBHU HEOOXOIMMOCTH ) BBIIOJHEHUS KOPPEKTUPYIOLIHX ACHCTBUII MO 6€30MaCHOCTH METHIIMHCKO-
TO U3IEIUs

14. Onmcanue KOPPEKTUPYOLIUX JEHCTBHI 10 O€30MACHOCTH MEAMIIHHCKOTO H3AeNus (TIPH HATUYUH)

15. 3akmroueHne (000CHOBaHKE) O KIMHIHYECKO# Oe30macHOCTH U 3P (PEKTHBHOCTH MEIUIIMHCKOTO U3/ICITHS

16. 3akiroueHre 0 HEOOXOAUMOCTH (OTCYTCTBUH HEOOXOANMOCTH) MIPOUICHHS LUKJIa TOCTPETHCTPALOHHOTO KITHHIYIECKOTO MOHHTOPHHTA
6e3omacHOCTH 1 AP PEKTUBHOCTH MEAULIMHCKOTO M3/1eHsl (TS 3aKITF0YUTEILHOTO OTYETA)

17. KommenTapuu

[ToaTBepskaaro, 94TO MO BCEM UMEIOIIUMCS Y MEHS CBEJICHUSM MPEACTaBICHHASL
uH(bOopMaIs BepHa.

(TOMMKHOCTB) (moxmuce) @®.1.0. (mpn HaNM4IHN)
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