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o &gy ?TaHOIgHLIf/'I I;Z)HTpOJ‘II;HLII)‘I 0aHK HOPMaTHBHBIX [IPABOBBIX AKTOB JlaTa pesaKiyu 17.01.2023
ecry6nmkn Ka3axcraH B 37IeKTPOHHOM BUJIE Tlara ckaunpams 95.01.2023
KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay ITpuka3z Munucrpa MuHuCTepCcTBO 31paBooXpaHeHus PecryOauku
MHHHCTPJIIri 3apaBooxpaHeHus Pecry6mnku Kasaxcran

Kazaxcran ot 17 ssHBaps 2023 rona
Ne 8. 3apeructpupoBaH B
MuHHCTEpCTBE IOCTULIUH

Pecniy6nuku Kazaxcran 19 sHBaps

2023 roga Ne 31716

O BHeceHMHU M3MEHeHUI B Ipuka3 MuHucTpa 31paBooxpanenus Pecnyoankn
Ka3zaxcran ot 27 suBaps 2021 roga Ne KP JICM-9 «O0 yTrBep:kI1eHun nNpaBuJI
nposeaeHus papManeBTHUECKUX HHCIEKIMA M0 HAAJIeKAIUM
(papManeBTHYECKUM MPAKTHKAM

IIPUKA3BIBAIO:

1. Buectu B npuka3z Munuctpa 3apaBooxpanenus Pecyonuku Kazaxcran
ot 27 suBaps 2021 roga Ne KP ICM-9 «O0 yTBep>KIeHUYU TIPABUII IPOBEACHUS
dbapMaleBTUYECKUX UHCTIEKIINH 10 Ha/JIeKauM (papMareBTUHIECKUM MPAKTHKaM)
(3apeructpupoBaH B PeecTpe rocy1apcTBEHHON perucTpaiii HOPMAaTUBHBIX MPABOBBIX
aktoB noj Ne 22143) cnenyroniyie n3MEeHECHHUS:

npeaMOyITy U3JI0KHUTh B CIICTYIOIICH peaKkIuu:

«B cootBercTBHM ¢ noanyHkToM 44) ctatbu 7 Konekca Pecriybnuku Kazaxcran
«O 3n0poBbe Hapoaa u cucteMe 3apaBooxpaneHus» [IPUKA3BIBALO:»;

MpaBuia MpoBeeHUs (hapMalleBTUYECKUX MHCTICKIIUM 110 HaJIJIeKAITUM
dbapmarieBTHYECKUM MPaKTUKaM, YTBEPKIACHHBIC MIPIIIOKEHUEM | K YKa3aHHOMY
IIPUKAa3y, U3JI0KUTh B HOBOW PEIAKLIMU COTJIACHO IPUJIOKEHUIO K HACTOSLLIEMY IIPUKA3Y.

2. KoMuTeTy MEAMIIMHCKOTO U (hapMaleBTUYECKOTO KOHTPOJIs MUHHCTEPCTBA
3npaBooxpaneHus PecyOnuku Kazaxcran B yCTaHOBIEHHOM 3aKOHOIATEILCTBOM
Pecny6nuku Kazaxcran mopsinke o0ecneyunTh:

1) rocy1apcTBEHHYIO PErUCTPALMIO HACTOSIIETO TpUKa3a B MUHUCTEPCTBE

roctuiuu PecnyOnuku Kazaxcran;

QR-KOJT COAEPIKUT CCHUIKY Ha
nansbiif nokyment B OKb HITA PK
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2) pa3MeIeHre HACTOSIIEeTO MprUKa3a Ha MHTEPHET-pecypce MuHucTepCcTBa
3npaBooxpaHenus Pecnyonuku Kazaxcran rocie ero opunuanbHOro onyOJuKoBaHNUS,

3) B TeueHUE AecITH pabOUYuX JIHEH MOCIe rOCYJapCTBEHHOM pPEerucTpaluu
HACTOSIIEro npukaza B Munucrepcerse roctuiiuu PecyOinuku Kazaxcran
npeacTtasienue B FOpuanueckuii genapraMeHT MUHUCTEPCTBA 31paBOOXPAaHEHUS
Pecny6nuku Ka3zaxcran cBesieHuid 00 UCTIOTHEHUN MEPOIPUATHH, MPEyCMOTPEHHBIX
NOAMYHKTaMH 1) 1 2) HACTOSIIIETO MyHKTA.

3. KOHTpOb 32 UCMIOJHEHUEM HACTOSILETO MTPUKa3a BO3JIOKHUTH Ha
KYPHUPYIOIIEro BUIle-MUHHUCTPA 3ApaBooxpanenus Pecryonmku Kazaxcras.

4. Hacrosiiuii mpyuka3 BBOJAUTCSA B ACHCTBUE 110 UCTCYCHUHU JIECATU KaJE€HIapHBIX
JTHEH TOoCJIe HS €ro MepBOro oPuIMaIbHOTO OMyOJIMKOBAHMUS.

Munucrtp 3apaBooxpanenusi Pecnyoiuku Kazaxcran A. Funusar

«COI''TACOBAHO»

MuHHUCTEPCTBO ITU(POBOTO PaA3BUTHUSI,
VHHOBALIMM U a3POKOCMUYECKON
npoMblnuieHHOCTH Pecniybnuku Kazaxcran
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[Ipunoxenue k npukasy
MunucTp 3apaBOOXpaHEHUs
PecnyOnuku Kazaxcran
ot 17 auBaps 2023 roaa
No 8

[Tpunoxenue 1 k npukaszy
MunucTpa 3apaBOOXpaHEHHUS
Pecny6niuku Ka3zaxcran
ot 27 suBaps 2021 rona
Ne KP ICM-9

IIpaBuaa npoBenenus papManeBTHUECKUX HHCIEKIMHA MO HAAJIEKAIIIUM
(papmaneBTHYECKMM NPAKTHKAM

I'maBa 1. O0mue moJj10:KeHHus

1. Hacrosimue [IpaBwna npoBeaeHus ¢papMarieBTHYECKUX MHCTIEKITHA 110
HaJJIeKamM GapMaleBTUYECKUM MPAKTUKaM U OKa3aHUs rOCYJapCTBEHHOM yCIyTu
«Bbi1auya cepTrUKaTOB HA COOTBETCTBHE HAAJICKAIUX (DAPMAIIEBTUUECKUX MPAKTUK
(manee — [IpaBuna) pa3paboTaHbl B COOTBETCTBUU C MyHKTOM 6 cTaThi 244 Konekca
Pecnybnuku Kazaxcran «O 310poBbe Hapoa U CUCTEME 3/IpaBOOXpaHEHUsD (Haee —
Konekc), noamynkrom 1) crateu 10 3akona Pecniyonuku Kazaxcran «O
rOCyJapCTBEHHBIX YCIyrax» (fajiee — 3aKOH) U ONPEIEIISIIOT OPSI0K MTPOBEICHUS
(dhapMaleBTUYECKUX UHCIEKIINI M0 HaJIeKauM (papManeBTUYECKUM MPaKTUKaM U
MOPAZIOK OKa3aHMs TOCYNapCTBEHHOM ycimyTu «Bbigada cepTudukaTtoB Ha COOTBETCTBUE
HaJyIeXKaIX (papManeBTUUECKUX TPAKTUK.

2. B Hacrosamux [IpaBriiax uConap3yrOTCS CAEAYOLINE TOHATHS:

1) rocynapcTBeHHas SKCIepTHast opranu3anus B chepe oOpaiieHus
JICKapCTBEHHBIX CPEACTB M MEIUIIMHCKUX M3JCIHN (Jjaee — SKCIIepTHAs OPraHu3aIlns)
— CyOBEKT rocyJapCTBEHHOM MOHOTIONUH, OCYIIECTBIISIONIUN TPOU3BOICTBEHHO-
XO03STUCTBEHHYIO JIEATEIHLHOCTh B 00JIACTH 3IpaBOOXPAHEHUS TTO OOECTICYCHHTIO
6e3omacHOCTH, I3 (HEKTUBHOCTH M Ka4eCTBA JIGKAPCTBEHHBIX CPEJICTB U METUITUHCKHUX
U3ACIINM;
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2) Hajgyexaue (hapMaleBTUYECKHE MPAKTUKU B chepe oOpalleHus
JIEKapCTBEHHBIX CPEJICTB (Jlajee — HajuIexKanue papmMareBTHIecKue MPaKkTUKK) —
CTaHAApPThI B 00JIaCTH 3APaBOOXPAHEHHUS, PACIPOCTPAHSIOIINECS HA BCE TAIbI
KU3HEHHOT'O IUKJIA JIEKAPCTBEHHBIX CPEACTB: HaAJIeXkKaIas JlabopaTopHas MpaKTHKa
(GLP), nagnexamas knunuyeckas npaktuka (GCP), Haanexarias npou3BOJICTBEHHAS
npaktuka (GMP), nagnexamas quctpudbroTopekas npaktuka (GDP), naanexaias
anteuHas npaktuka (GPP), naanexamnias npaktuka papmakonanzopa (GVP) u npyrue
HaJJIexKanme papMaleBTUYeCKUe MPaKTUKH;

3) rocyaapcTBeHHbIN opraH B cepe oOpalleHust TEeKapCTBEHHBIX CPEJCTB U
MEMIUHCKUX U3JeNUi (J1ajee — roCy1apCTBEHHBIN OpraH) — rOCyAapCTBEHHBIN OpraH,
OCYULIECTBJISIONIMN PYKOBOJICTBO B chepe oOpallieHust IEKapCTBEHHbIX CPEJCTB U
MEIULUHCKUX U3JIEINI, KOHTPOJIb 32 OOpallleHHEM JIEKAPCTBEHHBIX CPEJCTB U
MEIULIUHCKUAX W3JIEIIN;

4) peectp papmaneBTHUecKUX UHCTIEKTOPOB Pecrybnuku Kazaxcran —
AJIEKTPOHHBIN NH()OPMALIMOHHBINA PECypC YIOIHOMOUYEHHOTO OpraHa B 001acTu
3IpaBOOXpaHEHUs, COJIEPIKAIINN CBEJIEHUS O (hapMaIleBTUIECKUX MHCTIEKTOPAX
Pecny6nuku Ka3zaxcran;

5) rocyaapcTBeHHas yciayra — ogHa u3 (opM peann3aluu OTAEIbHbBIX
rOCYJIapCTBEHHBIX (DYHKIIMNA, OCYIIECTBISIEMbIX B UHIUBUIYATbLHOM MOPSIKE 110
oOparieHuro win 0e3 00palleHrs yCIyTronoayyaTesie U HallpaBJIeHHBIX Ha
peanu3aluio ux Mnpas, CBOOO U 3aKOHHBIX HHTEPECOB, MPEOCTABICHUE UM
COOTBETCTBYIOIINX MAaTEPHAIbHBIX UM HEMATEPUAIIbHBIX OJIar;

6) HECOOTBETCTBUE — OTKJIOHCHHE 00BEKTA JACSITEIBHOCTH TPEOOBAHUIM
Ha/IeKamux (papMareBTHIeCKUX MPaKTHK, BRISIBICHHOE BO BPeMs WHCIICKIIUH.

7) hapManieBTUUECKHUI HHCTIEKTOP M0 HaAJIekKaIIUM (papMalieBTUIECKUM
MpaKkTUKaM — JIUI0, YIIOJTHOMOUYEHHOE Ha OCYIIECTBICHUE (PYHKIIUM 1O MPOBEICHUIO
dbapmareBTHYeCKON MHCTIEKIIUU 110 Ha/IekKAIIUM (hapMarleBTUIECKUM MTPaKTUKaAM U
BKJIFOUEHHOE B peecTp dapMaiieBTUUeCKX HHCIIEKTOpoB PecnyOnuku KazaxcraHn;

8) dhapmaneBTUYECKHUI HHCTIEKTOPAT MO HAJUJIeXAIIUM (papMalieBTHYECKUM
npakThKaM (Jajnee — papMalneBTUUECKU HHCIIEKTOPAT) — CTPYKTYPHBIE MOAPa3ACICHUS
rocyJapCTBEHHOT0 oprana B cpepe oOparieHus JIeKapCcTBEHHBIX CPEJICTB U
MEIUIUHCKUX U3JIEIHNI, €r0 TEpPUTOPUAIbHBIC TOAPA3AeIeHUs U (WIH) OpraHu3alys,
onpenensemMasl yloJHOMOYEHHBIM OPIaHOM, OCYIIECTBIISIOIINE HHCIIEKIIUIO 32
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cOOJII0/IEHNEM HaJuIe)KaluX (papMalleBTUYECKUX MPAKTHK Ha JIEKApCTBEHHBIE CPEICTBA
U TpeOOBaHUM K BHEJPEHUIO, OJICPHKAHUIO U OLIEHKE CUCTEMbI MEHEKMEHTA
KayecTBa MEIUIMHCKHUX U3JIeTUI B 3aBUCUMOCTH OT MOTEHLIMAILHOTO PUCKA UX
IPUMEHEHUS;

9) dbapmarieBTHUECKast HHCTICKITUS 1T0 HA/JICKAIINM (papMarieBTUICCKUM
IpakTUKaM (Jajee — MHCTIEKIIHS ) — OlleHKa 00bekTa B cepe oOpareHus
JIEKapCTBEHHBIX CPEJICTB C LETBI0 OMPEACTICHUSI €r0 COOTBETCTBUS TPEOOBAHUSIM
HajuIexKanmx (papmaneBTruueckux npakTuk Pecnyonuku Kazaxcran u (um)
EBpa3niickoro 3KOHOMHUYECKOr0 CO03a;

10) BeO-mopTan «3JIEKTPOHHOTO MPABUTEIHCTBA» (Jajiee — MOPTal) —
uH(OPMAITMOHHAS CHCTEMAa, TIPEACTABIISIIONIAs COO0M €IMHOE OKHO JIOCTYTa KO BCEH
KOHCOJIMIUPOBAHHOHN MPAaBUTEIHCTBEHHON MH(POPMAITNH, BKIIFOUass HOPMATHBHYIO
IPaBOBYIO 0a3y, U K TOCYJIAPCTBEHHBIM YCIyTaM, yCIyTaM IO BbIIaue TEXHUIECKUX
YCJIOBUI Ha MOAKIIOYEHHUE K CETSIM CyOBEKTOB €CTECTBEHHBIX MOHOIIOJIMMA U yCIIyram
CyOBEKTOB KBAa3UTOCYTaPCTBEHHOTO CEKTOPA, OKa3bIBAEMBIM B 3JIEKTPOHHOU (popme;

11) snekrponnas uudposas noanuck (ganee — SLIT) — HaOOp IAEKTPOHHBIX
1IU(POBBIX CUMBOJIOB, CO3/TAHHBIN CPEICTBAMHU AJICKTPOHHON ITU(POBOM MOITUCH U
NOATBEPKAAIOIIUN TOCTOBEPHOCTh JJIEKTPOHHOTO JOKYMEHTA, €ro MPUHAIIEKHOCTD U
HEN3MEHHOCTb COJEP KaHUS.

3. NHcnekus npoBOJUTCS HA COOTBETCTBHE 00BEKTA CyOBEKTa
MHCIEKTUPOBAHUS CTaHJapTaM HajJexamux (papManeBTUUECKUX MPAKTHK,
YTBEPKJIEHHBIM IIPUKA30M UCIIOJIHSIONIEr0 00s3aHHOCTH MUHHCTpA 3/I[paBOOXPaHEHUS
Pecny6uku Kazaxcran ot 4 deBpans 2021 roma Ne KP ICM-15 «O6 yTBepKaeHUN
HaJUIeKamx (papMaleBTHUECKUX MPAKTUK» (3aperucTpupoBaH B Peectpe
rocyJapCTBEHHOW PErucTpallii HOPMATUBHBIX IIPABOBBIX akTOB Mo Ne22167) (nanee —
[IpaBuna papmareBTHYECKUX NMpakTUK) U [IpaBun Hapexanien mpou3BOACTBEHHOM
NpakTUKK EBpa3suiickoro 3KOHOMHUYECKOT0 COK03a, YTBEPKIeHHBIM Pemennem CoBera
EBpasuiickoii s5koHOMHYeCKOM Komuccuu oT 3 Hos10pst 2016 roga Ne 77, [IpaBuin
HaJJIeKanel npakTuku hapMakoHaa3opa EBpa3zuiickoro 5kOHOMUYECKOTO COr03a,
yTBepxkAcHHbIM Pemmennem Cosera EBpa3niickoi SJKOHOMHAYECKON KOMUCCHHM OT 3
HOs10pst 2016 roma Ne 87 (c usmenenusmu corstacHo Pemenuto Cosera EQK Ne 81 ot 19
Mmas 2022 rona).

Nucnexknmn oCcymecTBIsOTCS:
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1) Ha cooTBeTCTBHE TpeOOBaHUAM Hajuiekauel 1adboparopHoi mpaktuku (GLP),
HaJuIexKaniei knmanueckoit npaktuku (GCP), Haanexaieid Npon3BOACTBEHHON
npaktuku (GMP), nagnexameit nuctpudsroropckoil npaktuku (GDP) cyObekToB,
pacnosoXeHHbIX Ha TeppuTopun Pecrybnuku Kazaxcran, rocyjapcTBeHHBIM OpraHOM
C IPUBJICYEHUEM MHCIIEKTOPOB €r0 TEPPUTOPUATIBLHBIX MOIpa3IeTICHUMN;

2) Ha COOTBETCTBHE TPEOOBAHUSIM HajyIexkalie anteuHoi npaktuku (GPP)
TEPPUTOPHATILHBIMU TIOIPA3ICTICHUSIMHU TOCYAAPCTBEHHOTO OPTaHa;

3) Ha cOOTBETCTBHE TPEOOBaHUAM Hauiexkaulel 1adboparopHoi mpaktuku (GLP),
HaJiIexkaie knuandeckoit mpaktuku (GCP), Haanexaiieil mpou3BOACTBEHHOM
npaktuku (GMP) cyObeKkTOB, pacnoyioxKeHHbIX BHE Tepputopun PecnyOnuku
Kazaxcran, a Takxe nepareiei peruCTpalOHHBIX YIOCTOBEPEHU HA COOTBETCTBUE
HaJyIexKanie npaktuku dpapmakonaazopa (GVP), u (wim) uHBIX opraHu3aiui,
IPUBJIEYECHHBIX JIEPKATEIEM PETUCTPALMOHHOTO YAOCTOBEPEHUS ISl BHIITOJTHEHUS
00s3aTeNbCTB MO (PapMaKOHA30PY, pacloiaralouuxcs Ha TeppuTopuu Pecryonuku
Kazaxcran nmubo 3a ee npeaenamMu Ha COOTBETCTBUE HaAJIEKAIIEH MPaKTUKU
dapmakonanzopa (GVP) skcriepTHO# opranu3aiuei, o CorjiacoBaHUIO C
rocyJapCTBEHHBIM OPTraHOM.

4. Pacxo/ipl IO OpraHU3aIuy U MIPOBEJCHUIO MHCIICKITUN SKCTIEPTHOM
OopraHu3alen HeceT 3asBUTEIb HA OCHOBAHUHM JIOTOBOPA, 3aKI0OUYAEMOT0 C SKCIIEPTHON
OpraHMU3allie B COOTBETCTBUH C TPaXkKTaHCKHM 3aKOHOJIaTeNIbCTBOM PecmyOmuku
Kazaxcras.

5. I1o cornacoBaHuO C TOCYAAPCTBEHHBIM OPTraHOM MHCIIEKIUH C
VCIIOJIb30BAHUEM CPEACTB TUCTAHIMOHHOTO B3AUMOJEHUCTBUS, IOCPEACTBOM Ay IHO- U
BUJICOCBSI3H 0€3 MOCEUICHUS] TPOU3BOICTBEHHOTO0 00bEKTa CyOhEKTa MHCIIEKTUPOBAHUS
(manmee — AMCTAHIIMOHHASI HHCIIEKIIUS) TPOBOSITCS HA 00BbEKTaX, COOTBETCTBYIOIIEH
OTMETKOM B OTUETE UHCIIEKIIUU B CIEAYIOLIMX CIydasax:

1) yrpo3sl BO3HUKHOBEHUSI, BOSHUKHOBEHHE W JINKBUJIALIMS YPE3BbIYATHOMN
CUTyaluu U (Mu) BOSBHUKHOBEHHUE YTPO3bI:

pacrpoCTpaHEeHHUs IUIEMUYECKUX 3a00I€BaHN, MPEICTABISAIONIUX OMACHOCTh
JUISL OKPY KAIOIINX;

3a00JIeBaHUI U OPAXKEHUH, OJTYYEHHBIX B pE3yJIbTaTe BO3ACHCTBUS
HEOJAaronpUATHBIX XUMHUECKUX, OMOJIOTHYECKUX, PAIMALIMOHHBIX (DaKTOPOB;
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2) BO3HUKHOBEHHE OOCTOSTEIHCTB HEMPEOIOTMMOM CUIIbI UM HE3ABUCSIIUX OT
BOJIM CTOPOH 0OCTOSITEILCTB, KOTOPBIE HECYT yrpo3y MPUUMHEHUS Bpea KU3HU U
3I0POBBIO MHCIIEKTOPOB (HAMPUMED, MO MOJIUTUIECKUM, MEAUITUHCKUM WU UHBIM
IpUYNHaAM).

6. [Ipu mOMOXXUTETEHOM PE3yJIbTaTe JUCTAHITMOHHOW WHCIICKITUH TI0CTIe
3aBEpILCHUS CITy4aeB, MPEAYCMOTPEHHBIX B MyHKTE 5 HacTosmux [IpaBui, mpoBoauTcs
WHCTIEKIIHS C TIOCEIICHNEM CyOheKTa HHCIIEKTUPOBAHUS Ha OCHOBAaHUH 3asBIICHUS
cyOBeKTa MHCTIEKTUPOBAHMS (Jlajiee — 3asiBJICHHE) 10 (POpME COTIIACHO MPUITIOKEHUSIM |
1 2 x HacTosmuMm [IpaBunam.

[Ipu HenpencraBieHnn CyObEKTOM UHCIIEKTUPOBAHUS 3asBJICHUS B TeueHue 30
(TpuaLaTh) KaJdeHAAPHBIX JHEW MOCIE 3aBEPILICHUS CIIYy4aeB, MPETyCMOTPEHHBIX B
nyHkTe 5 Hactosumx [IpaBun, ceprudukar, BbIIaHHBIN B pe3yJibTaTe JUCTAHIIMOHHOU
WHCIIEKIIUU, OT3bIBACTCS WU IPUHUMAIOTCS MEPHI B COOTBETCTBUU C TPEOOBAHUSIMU,
YTBEPKJIEHHBIMU TIPUKA30M UCITOJIHSIONIET0 00s3aHHOCTH MUHKCTpa
3apaBooxpaHenus Pecnyonuku Kazaxcran ot 24 nekadps 2020 roga Ne KP JICM-322
/2020 «O0 yTBEepKIeHUU TTPABUI PUOCTAHOBIICHHUS, 3aIPETa WU U3BATUS U3
oOparieHus MO0 OrpaHUYEHUs IPUMEHEHHUS JIEKAPCTBEHHBIX CPEACTB U MEAUIIMHCKUX
u3nenuin» (3apeructpupoBaH B PeecTpe rocygapcTBEHHON perucTpaiuu HOpMaTUBHBIX
npaBoBbIX akTOB 1Moa Ne 21906) (nanee — [IpaBuna mpruocTaHOBICHUS).

7. Jnsa mpoBeaeHns MHCIIEKIIMU CO31aeTCsd MHCIIEKIIMOHHAs TPYIINa, COCTOALIAs
U3 BeIylIero papMareBTHYeCKOro HHCIEKTOpa (PyKOBOAUTENb TPYIIIIbI), YWICHOB
rpynmnbl, BKIOYas papManeBTUUECKIX HHCIIEKTOPOB, MPUBJIEKAEMbIX SKCIIEPTOB U
CTa)XEpOB.

8. HcneKIMOHHasl TpyIINa COCTOUT U3 IBYX U OoJsiee (papMalieBTHUYECKUX
MHCIIEKTOPOB, BKJIFOUAs BEAYIIEro (hapMalieBTUYECKOT0 HHCIIEKTOpa (PYKOBOAUTENS
TPYMIIbI).

TpeOGoBaHus K MHCTIEKITMOHHOM T'PYIITE, yPOBHIO KBaTU(UKAIIMN COTPYTHUKOB
dapMareBTHYECKOT0 HHCIIEKTOpaTa M MPUBJICYCHHBIX K pad0Te WHCIIEKIIMOHHON
TPYIIIBI 9KCIIEPTOB, YCTAHABIMBAIOTCS MPOIIEIyPAMH CHCTEMbI KaueCTBa
(apMareBTUIECKOro HHCIIEKTOpaTa B COOTBETCTBHUH C TPUKa30M MHUHHUCTpA
3npaBooxpaHenus Pecnyonuku Kazaxcran ot 13 oktsi6pst 2020 roga Ne KP JICM-129
/2020 «O0 yTBepkaeHUU paBuil GopMupoBaHus hapMaIeBTUYECKOro HHCIIEKTOpaTa,
BeJIeHUS peecTpa (hapMaleBTHIeCKuX HHCIIEKTOopoB PecnyOnmku Kazaxcran»
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(3aperucTpupoBaH B PeecTpe rocyapcTBEHHOM PETHCTPAlMA HOPMATHBHBIX TTPABOBBIX
akToB o Ne 21435).

9. Ilpu mpoBeIeHUN UHCTIEKIMU (PapMalleBTUUECKHE HHCIIEKTOPhI HE BBICTYNAIOT
B POJIM KOHCYJIbTAHTOB, COOJIIOJAI0T KOH(PUAECHIIMATILHOCTh CBEJEHUH, MOTy4aeMbIX B
IIPOLIECCE OATOTOBKH U IIPOBEACHUS NHCIIEKLIUH, & TAKXKE COXPAHAIOT
KOH(UICHIIUATBHOCTh PE3YJIbTaTOB MHCIIEKIIUH.

I'naBa 2. Ilopsiiok npoBeaeHUs1 HHCIEKIUIA

10. MHCneKuus MpOBOJIUTCS B ClIy4asXx, MPEeIyCMOTPEHHBIX TyHKTOM 3 CTaTbU
244 Konuekca.

11. Jlns mpoBeeHMsI HHCTICKIIMY HAa COOTBETCTBHE TPEOOBAHUAM HaJICIKAITIX
dbapmareBTHIECKUX MPAKTUK CyObEKT MHCTICKTUPOBAHUS TOIaeT B (hapMaIieBTUYECKUMA
WHCIIEKTOPAT 3asBJICHUE COTJIaCHO MPUIOKEHUsM |1 u 2 k HacTosuM [IpaBumam.

K 3asBnenuto cyObekT MHCIEKTUPOBAHUS IPUIIAraeT JOKYMEHThI COIIACHO
IPUIOKEHMIO 3 K HacTtoAmuM [IpaBunam.

B skcnepTHy0 OpraHu3anuio 3asgBUTENb WIN AEPKATEIb PETUCTPALMOHHOTO
YAOCTOBEPEHUS MOCIIE MOTYUEHUSI YBEIOMIIEHUS MMOJAET 3asIBJICHUE HA MPOBE/ICHHE
dbapMaleBTHYECKON UHCTIEKIINY Yepe3 «JIMYHbIN KaOUHET» MOCPEICTBOM
UH(OPMAITMOHHON CUCTEMBI SKCTIEPTHON OpraHU3allnu.

12. ®dapmarieBTHUECKUM MHCIIEKTOPAT pacCMaTpPUBAET MPEICTaBICHHBIE COTJIACHO
nyHKTy 11 HacTosimux [IpaBui 1oKyMeHTHI B TeueHue 15 (maTHaanaTh) KajaeHIapHbIX
JTHEH.

[Ipu Hanuyuu 3amMeyaHui K MPE/ICTaBICHHBIM JOKYMEHTAM CYOBEKT
MHCIIEKTUPOBAHUS YCTPAHSET YKa3aHHble 3aMeuanust B TeueHue 30 (Tpuauath)
KaJICHIAPHBIX JHEW C MOMEHTA HAIPABIICHUS 3aMEUYAHUM.

13. lis mpoBeieHUsI MHCTICKIIMM Ha COOTBETCTBHE TPEOOBAHUSIM HAJICKAIIICH
nabopatopHoit npaktuku (GLP) u Hamnexamei kmnandeckon nmpaktuku (GCP)
dbapmaleBTUYECKUN HHCIIEKTOPAT HAPABIISIET 3asBUTEIIO YBEIOMIICHHE O MPOBECHUU
WHCIIEKIUU (B MPOU3BOJILHOUN (hopme).
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14. J1ns mpoBeAeHUsI MHCIEKIIMK MPH SKCIIEPTU3E JIEKAPCTBEHHBIX CPEACTB,
AKCIIEPTHAS OpraHu3alvs HAIPaBIISIET 3asBUTEII0 YBEAOMIIEHHUE O MPOBEACHUN
WHCHEKIUU.

[TpoaomKUTENBHOCTh OPraHU3AMA U IPOBEACHHS MHCIEKIIMY HE MPEBBIIIACT
120 xanmeHIapHbIX IHEW CO JHA MMOJAa4Yu 3asIBUTEIIEM WU JepKaTeIeM
PETUCTPAIMOHHOTO YAOCTOBEPEHUS 3asBJICHUSI Ha MpoBeAeHUE (hapMalleBTUUECKOM
uHcnekun. CpoKH YBEIOMIICHHSI O TIPOBEICHUH (PapMalieBTHUECKOM NHCTICKITUU
CyOBEKTOB HE BXOJISIT B CPOKH MPOJOJDKUTEIILHOCTH OPTaHU3AIMU U TIPOBEACHUS
VHCHEKIUU.

15. IloBTOpHBIE MHCTIEKIIUU JIsl TOATBEPXKACHUS CYyObEKTaMHU, MOTYyYUBITUMU
cepTU(dUKAT O COOTBETCTBUU 00BEKTA TPEOOBAHUIM HaISKAIINX (PapMaIieBTUUIECKUX
MpakTUK B cpepe oOparieHus JeKapCTBEHHBIX CPEICTB, OCYIIECTBISIIOUTUMU
MIPOU3BOJICTBO CTEPUIIBLHBIX JIEKAPCTBEHHBIX CPEJICTB, a TAK)KE Y KOTOPBIX MPH
MOCJIeIHEN MHCTIEKITUY BhIABICHBI 10 (J1ecsTh) 1 60Jee CyIeCcTBEHHBIX
HECOOTBETCTBHUH, IPOBOIATCS B TCUSHHUE CPOKA JICHCTBUS cepTU(]PHUKaTa HE peiKe OTHOTO
pasa B JiBa IoJia B COOTBETCTBUHU € Ipa)KOM MHCIICKITUH, YTBEPKICHHBIM
PYKOBOJUTENIEM FOCY/IapCTBEHHOTO OpraHa.

16. ®apmanieBTUUECKUI HHCIIEKTOPAT BKJIIOYAET 3asBJICHUE B IrpapuK MHCIIEKIUI
Y HalpaBJISIET 3JIEKTPOHHBIE KOIIMU JOKYMEHTOB, YKa3aHHbIX B MyHKTE 11 HacTosmmx
[IpaBun, nHCieKUMOHHOM rpynme. Benymuil papmarieBTHUECKU HHCIIEKTOP
(pPyKOBOIUTEINb TPYMIIbI) 00ECTIEYUBAET MOATOTOBKY MTPOrPaMMBbI POBEACHUS
(papMarieBTUYECKOM MHCIIEKLINH (J1ajiee — mMporpaMmma MHCIIEKIIMK) TI0 (hopMe COriacHO
npuiokeHnto 4 xk HacroamuM [Ipasunam. IIporpaMma HHCIEKIIMY TOATTUCHIBAETCS
WHCIIEKIIMOHHOM TPYMION U HAIIPaBJIseTCsl CyObEeKTY MHCIIEKTHPOBAHUA 32 7 (CEMB)
KaJIeHJapHbIX JIHEeW 10 Hayaia MHCIIEKIMU Ha OOBEKTE.

17. Benymuii papMaiieBTHUECKUN MHCIEKTOP (PYKOBOJIUTEN TPYIIIIbI)
pacnpezenseT GyHKIUN B MHCIIEKIIMOHHOW TPyTIe U KOOPAUHUPYET
HOJIrOTOBUTENbHBIE MEPOIIPUATHSL.

18. MHcneknroHHas rpyIina npeaBapuTeIbHO U3y4aeT JOKYMEHTHI,
npeAcTaBlIeHHbIE CYOhEKTOM MHCIIEKTUPOBAHMS, OTHOCSIIMECS K UHCIIEKTUPYEMOM
NEeATEIbHOCTH.

19. TIpoaomKUTENHPHOCTh UHCTICKITUU 3aBUCHUT OT 00BEMa BHITIONHAEMON pabOThI,
THUIIA U CJIOKHOCTH TUTOIIAIKY (Yy4acTKa).
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20. B Havasie MTHCTIEKIMYU TPOBOAUTCS BCTYIIUTEIBHOE COBEIAHUE C
PEACTAaBUTEIIIMU MHCIIEKTUPYEMOT0 CyObeKTa, Ha KOTOPOM BEAYIIHMA
dbapMaleBTUYECKHUI MHCTIEKTOP (PYKOBOAUTENH TPYIIIIbI) NPEICTABISET YWICHOB
MHCIICKIIMOHHOW TPYMIIbI, 3HAKOMHUTCS C PYKOBOJACTBOM M OTBETCTBEHHBIMH JIMIIAMU
WHCIIEKTUPYEMOTO CyObEKTa, OTJIalllaeT e U 00JIaCTh MHCIIEKIIUU, YTOUHSET
IPOrpaMMy MHCIICKITUH U TpaduK €€ MPOBEACHMUS, IeTIaeT 3asBICHUE O
KOH(PHUACHIIMATLHOCTH U OTBEYAET Ha BOMPOCHI MHCIIEKTUPYEMOM CTOPOHBI.

B xoae uHcnekuu B mporpaMMy MHCIIEKIIMM BHOCSATCS U3MEHEHUS U (WIIH)
JOTIOJTHEHUS IPU BBISBICHUH HECOOTBETCTBUM, IPEICTABIISAIOMINX COO0M BBICOKHI pUCK
10 OTHOLLIEHHIO K Ka4€CTBY NPOAYKILUH, IPOLECCY WIIM CUCTEME KauyecTBa, 0
COTJIACOBAHUIO C CyOBEKTOM MHCIIEKTUPOBAHUSI.

21. MHcnekuoHHas rpyIa npy NpoBEICHUH HHCIIEKIUU:

1) ocyiecTBisieT 03HAKOMJIEHUE C IOKYMEHTAllMEN U 3alUCSIMHU, 3alIPAIIMBAET OT
CyObeKTa MHCTIEKTUPOBAHUS CBEJICHUSI IO BOMPOCAM UHCHEKIINHU O0BEKTa, KacarolIuecs
TpeOOBaHMIA 3asBJICHHON HaIIeKalen (papMaleBTUUeCKON MPaKTUKH, IIPOBOIUT
WHCIIEKTUPOBAHUE MPOU3BOJACTBEHHBIX, CKIAJCKUX MOMEIIEHHM, 30H KOHTPOJIS
KauyecTBa, MHTEPBLIOMPOBAHNE TIEPCOHAIA MHCTIEKTUPYEMOT0 00bEKTa U HAOII0IeH e
3a IeATEIbHOCTHIO HA pa00YHMX MECTax MmepcoHania.

CyObeKThl, pacnoiokeHHbIe BHE Tepputopun Pecnybnuku Kazaxcran,
NPEACTaBISAIOT JOKYMEHTAIIUIO HA Ka3aXCKOM WJIA PYCCKOM SI3bIKax U 00€CIEUMBAIOT
PUCYTCTBUE CEPTUDULIIUPOBAHHOTO U (UITN) JIMLIEH3UPOBAHHOTO MTEPEBOIUMKA,
OCYILIECTBIISIIOIIETO TIEPEBOJ C SI3bIKA CTPAHBI-CYObEKTa HAa Ka3aXCKUN WU PYCCKUN
SI3BIKY;

2) npy HAJIMYWU CBEACHUM, YKa3bIBAIOIINX HAa CHI)KEHUE KauyecTBa
JIEKapCTBEHHOTO CPEJICTBA, OCYILECTBISET OTOOP U MPOBEACHHE TAO0OPATOPHBIX
UCIIBITAHUN 00pa31oB JIEKapCTBEHHBIX CpeaAcTB. [Ipu 3ToM cToumMocTh 00pa3iioB
KOMIIEHCAIIUU HE MOJJICKUT;

3) ocyiecTBaseT ayIno- U (MJIM) BUIECO3AMKUCh U (POTOCHEMKY, a TAK)KE CHUMAET
KOIUH C IOKYMEHTOB, KOTOPbIE UCIIOIB3YIOTCSI B KAUYECTBE CBUACTEILCTB MPHU
BBISIBJIEHUW HECOOTBETCTBUI TPEOOBAHUSAM HAISKANTUX (PapMaIleBTUIECKUX MPAKTHK;

4) momy4aeT oT CyObeKTa MHCTICKTUPOBAHMS Pa3bsICHEHUS TI0 BOIIPOCAM,
BO3HUKAIOIIUM BO BPEMsI UHCIIEKIIUY;
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5) mpekpailiaeT UHCHEKIHIO MTPU MPENSTCTBOBAHUHU B €€ MPOBEJACHUU CO CTOPOHBI
cyOBbeKTa MHCTIEKTUPOBAHMS U (MJTH) HEOOECTICYUEHUH YCIOBHUH JIJIsl TPOBEICHMUS
WHCIEKTUPOBAHMUS;

6) mpUHUMAET MEPbI WK UHPOPMUPYET CYOBEKT MHCIEKTUPOBAHUS O
HEOOXOAMMOCTH MPUHATHUS MEP B OTHOIICHUU MTPEIMETOB (MaTEepUaIbHBIX
CBUJETEIBCTB), KOTOPbIE HE COOTBETCTBYIOT TPEOOBAHUAM MPaBUII HAUIEKALTUX
(apMaleBTUYECKUX MPAKTUK, B TOM YHCJIE B OTHOUIEHUU OTPAaHUYEHHSI TOCTYIA K
TaKUM IpeaMeTaM U 00eCIIeYeHHs UX COXPAHHOCTHU B LENSIX AaJbHEHNIIEro
paccieioBaHusl.

22. HecoOoTBETCTBHUSA IENATCS HA KPUTUUECKUE, CYILIECTBEHHBIE U
HECYLICCTBEHHBIE.

KpI/ITI/I‘-IeCKI/IM HCCOOTBCTCTBUEM ABJISACTCA HCCOOTBCTCTBHC Tpe60BaHI/I$IM
Haﬂnemameﬁ (bapMaHeBTHHGCKOﬁ IMPAKTUKH, BbI3BIBAOIICC WJIN IIPUBOAAIICE K
CYIICCTBCHHOMY PUCKY BO3MOXHOCTHU CHHIKCHUA Ka4CCTBA JICKAPCTBCHHOI'O CPECACTBA,
IMPOU3BOACTBA JICKAPCTBCHHOI'O CPCACTBA B IIPOLCCCE €TO O6paHleHI/I${, OITaCHOI'O AJIsA
3A0POBLA M JKU3HU YCIIOBCKA.

CyIiecTBEHHBIM HECOOTBETCTBUEM SIBJIICTCSI HECOOTBETCTBHE TPEOOBAHUSIM
HaJJIekKAIIeH papMarieBTHIECKON MPaKTHUKH, KOTOPOE HE KIACCHPUITUPYETCS KaK
KPUTHUYECKOE, BHI3BIBAIOIIEE WIIA MTPUBOSIIEE K CYLIECTBEHHOMY CHI)KEHUIO KauecTBa
JIEKapCTBEHHOTO CPEACTBA B MPOLIECCE €r0 OOpaIeHHs NI KOMOWHAIUS
HECOOTBETCTBHI, HU OJHO M3 KOTOPBIX CAMO IO ce0e He SIBISIETCS CYIECTBEHHBIM, B
COBOKYITHOCTH, TIPEICTABIISIONINE CYIIECTBEHHOE HECOOTBETCTBHE.

HecyiecTBeHHBIM HECOOTBETCTBHUEM SIBJISICTCSI HECOOTBETCTBHUE, KOTOPOE HE
noAnaAaeT no/i KaATEropyuio KPUTUUECKOTO WM CYIIECTBEHHOI0, OHAKO SIBJISIETCS
HapylieHueM TpeOOBaHUM 3asBICHHON HaIexalel (hapMaleBTUUeCKOr MPaKTUKK WIIN
HECOOTBETCTBHUE, B OTHOIICHUH KOTOPOr0 HEAOCTATOYHO MH(OpMALIUU, YTOOBI
KJIacCU(UIIMPOBATH €ro KaK CYIIECTBEHHOE UIIN KPUTHUECKOE.

23. [Ipu HECOOTBETCTBUU TPEOOBAHUIM HaAJICKAIIEH KIMHUYECKOU MTPAKTHUKE
(GCP) npumensietcst ciienyromas Kiaccupukarusi:

Kputnueckrue HeCOOTBETCTBUS — YCIOBHS, MPAKTHKA UM MPOIECCHI, KOTOPHIE
OTPULIATEIBHO BIMSIOT Ha MpaBa, 0€30MaCHOCTh WK 0J1aronojiyure cyObeKTOB U (UJIN)
Ka4yeCTBO U IIEJIOCTHOCTh JIaHHBIX, a TAK)KE IUI0X0€ Ka4eCTBO, MAHUITYJISILMS U
IpEeIHAMEPEHHOE UCKAXEHUE JAHHBIX U (UJIM) OTCYTCTBUE UCXOJHBIX JOKYMEHTOB.
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Cy1iecTBeHHbIE HECOOTBETCTBHUSI — YCIOBUS, TPAKTHKA UITU MTPOLIECCHI, KOTOPHIE
OKa3bIBAIOT HEOJATOMPUATHOE ICUCTBHS Ha MpaBa, 0€30MaCHOCTb WK OJIaronoayydue
cyOBeKTOB U (WJIH) Ha Ka4eCTBO U IEJIOCTHOCTH JIAHHBIX, & TAK)KE BKIIFOYAOT HAOOD
OTKJIOHEHUH U (MJIM) MHOTOYHUCIICHHbIE HE3HAYNTEIbHbIE HAOIIOACHUSI.

HecymecTBeHHBIE HECOOTBETCTBHSI — YCIIOBHSI, TPAKTHKA WIIH TIPOIECCHI,
KOTOpHIE, KaK 0KHIACTCS, He OKaXyT HEOIaronpusaTHOTO BO3ACHCTBUS Ha TIPaBa,
0€30MmacHOCTh WJIH OJaronoinyyue cCyObeKToOB U (W) Ha Ka4eCTBO U IIEJIOCTHOCTD
JTaHHBIX.

24. VIHCcIeKIs 3aBepIacTcs IPOBEICHUEM 3aKTI0YUTEIIFHOTO COBEIIAHMUS C
OTBETCTBEHHBIMHU JIUIIAMH CYObEKTa MHCTIEKTUPOBAHUS, HA KOTOPOM BEAYIITUH
dbapManeBTHYECKUI HHCTIEKTOP (PYKOBOAUTENH TPYIIIbI) HHGOPMUPYET 00 UTOTaX
WHCTIEKIINH, C TIEPEUHUCIICHUEM BCEX BBISBICHHBIX B X0J1¢ MHCIIEKIINH HECOOTBETCTBUN
(pY HATTUYHHN).

25. Ilpu BBISIBICHUN KPUTHYECKUX HECOOTBETCTBUI TPEOOBAHUSAM HAJIJICHKAIITUX
dhapMaleBTUYECKUX MPAKTUK UHCTIEKIIUS TTPOI0TKAETCSL.

Benymwmii papmarieBTHUeCKUil MHCIIEKTOP (PYKOBOAMUTENb IPYIIIbI) HAIIPABJISET B
rOCyIapCTBEHHBIN OPTaH COOTBETCTBYIOIIYIO HH(GOPMAIIUIO O BBISBICHHBIX
KPUTHYECKUX HECOOTBETCTBUAX, HA OCHOBAHUU KOTOPOU IOCYIAPCTBEHHBIM OpPraHOM
IPUHUMAETCS pellieHUe, PEelyCMOTPEHHOE TPeOOBaHMEM MOMAMYHKTA §) MMyHKTa 3
[IpaBwi1 mprOCTaHOBIEHUS, O YEM MUCBbMEHHO YBEIOMIISIET CyOBEKT MHCIIEKTUPOBAHUS,
a TaK)Ke, TOCYIapCTBEHHBIN OpraH U3BELIAET ITPABOOXPAHUTEIBHBIE OPIaHbl U OPTaHbI
TaMOYKEHHOI'0 KOHTPOJIS ISl IPUHATHS COOTBETCTBYIOIIUX MEP.

26. IIpu BBISIBIEHUN KPUTHUYECKUX HECOOTBETCTBUI CyOBEKT MHCIIEKTUPOBAHUS
MPU3HAETCS TOCYAAPCTBEHHBIM OPTaHOM HE COOTBETCTBYIOIIUM TPEOOBaHUSIM
3as1BJICHHON HaJiexalen (hapMaleBTUUECKON MPaKTUKH.

27. I1o pe3ynpTaraM MHCIEKIIMHA UHCIIEKIIMOHHAS TPYIIAa COCTABISAET MPOTOKOJI
HECOOTBETCTBHI MO (hOpPME COTIIACHO MPHIIOKEHHIO 5 K HacTosmuM [IpaBunam, B
KOTOPOM YKa3bIBa€TCsl KPATKOE OMMCAHUE BBISIBIICHHBIX B X0/1€ MHCIICKIINHU
HECOOTBETCTBUM.

28. [IpoTOKOI HECOOTBETCTBHM, COCTABIICHHBIM B ABYX dK3EMIULIPAX,
HOJNUCHIBAIOT UHCIIEKIIMOHHAS TPYIINA U pPyKOBOJUTENb CyOBEKTa HHCIIEKTUPOBAHMS,
OJIMH MepeaaeTcsi CyObeKTy MHCIEKTUPOBAHUS, IPYroil B (hapMaleBTUYECKUN
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WHCIIEKTOPAT B JICKTPOHHOM BHUJIE€ B TEUEHUE OJTHOTO KAJICHAAPHOIO JIHSI C MOMEHTA
€ro MOJIUCAHMS C TIOCJIEAYIOIINM IPEJICTABIEHUEM €T0 C OTYETOM O MPOBEACHUU
dhapMaleBTHYECKONW UHCTIEKIINHU (J1ajiee — OTUeT MHCTIEKIMH) 10 (popMe COrIacHO
NpUIOKEHHIO 6 K HacToamuM [IpaBunam.

29. Benymmii papMarieBTHIECKUN HHCIIEKTOP (PYKOBOIUTEIH TPYTIIIHI)
COCTAaBJISIET OTYET UHCTIEKIIMHU He To3aHee 30 (TpuaiaTh) KaleHIapHbIX JHEH co JHS
3aBEpIICHUS UHCTIEKIINH.

OTyeT MHCIEKIIUU COCTaBIISIETCS B 3 (TpH) SK3EMIUISIpaX U MOIUCHIBACTCS
BEIyIUM (papManieBTHYECKUM MHCIIEKTOPOM (PYKOBOJUTENIEM IPYIIIbI) U YJICHAMHU
VMHCIIEKIIMOHHOU TPYIITION.

OnuH 3K3eMIUISIp OTYETa MHCIIEKIIMY HAMPaBIISIETCSl CYOBEKTY MHCIIEKTUPOBAHUS
(c conmpoBOAUTEIBHBIM MTUCHbMOM) HE MO37HEE 5 (MSITh) KaJlEHIapHbIX IHEW CO JTHS €ro
NOANMUCAHNUS, BTOPOH AK3EMILIAP XPAHUTCS B ApXUBE FOCYAAPCTBEHHOIO OpPraHa u
TPETUH FK3EMILISP — B IKCHEPTHYIO OpraHu3alvio (IpU MPOBEICHUN UHCIICKIIUN
IKCTIepTHOU opranu3anueit). [Ipu nacneknuu Ha cooTBeTcTBHE TpeOoBanusM GCP
OTYET UHCTIEKIIMHU HAMIPABIISECTCS CIOHCOPY KIMHUYECKOTO UCCIICIOBAHUS WU
JEP>KaTENI0 PETUCTPALIMOHHOTO YI0CTOBEPEHHSI.

JIOKyMEHTBI 11O MHCIIEKIIUSIM XPAHATCS B T€UEHUE S (TSTh) JIET.

30. IIpu BBIABIEHUH CYIIECTBEHHBIX U HECYIIECTBEHHBIX HECOOTBETCTBUM,
CcyOBEeKT MHCTIEKTHpOBaHUs He no3aHee 30 (Tpuauarh) KaJeHAapHbIX THEH CO JHS
NOJIyYEHHSI OTYETa MHCIIEKIIMU, HAIPABIISIET B (papMalleBTUUECKUI HHCIIEKTOPAT U
PYKOBOJIUTEIO MHCIIEKIITMOHHOM I'PYIIIbI OTBET C IPWJIOKEHHUEM IUIaHA
KOPPEKTUPYIOWINX U MPEAYNPEKIAIONINX ICUCTBUN U OTYETA O €TO BHIIIOJIHEHUU.

31. B reuenue 15 (maTHaAATh) KaJeHAAPHBIX JHEW CO JHS MOJTYUYEHUS
YKa3aHHOTO OTBETAa MHCIEKIMOHHAS IPYNNa OCYUIECTBIISIET OLECHKY ITOJTHOTHI U
pe3yJIbTATUBHOCTHU IJIaHA KOPPEKTUPYIOMIMX U MPEAYTPEKIAIONINX ACHCTBUN U OTUETA
0 €T'0 BBIIIOJIHEHHH.

32. Pe3yabTaThl OLIEHKU MOJHOTHI U PE3YIbTATUBHOCTH IJIAHA KOPPEKTUPYIOIIUX
Y PEAYNPEKIAIOMMX JEUCTBUM U OTUYETA O €0 BHINIOJTHCHUN BEY LA
(dapmaleBTUYECKUN NHCIIEKTOP (PYKOBOAMUTEIb IPYIIIbI) COIJIACOBBIBAET C
roCcyJapCTBEHHBIM OPraHOM B T€UEHHE 5 (MATh) KaJIEHIAPHBIX JHEH, 32 UCKIIOUYEHUEM
MHCIEKIUI, YKa3aHHbIX B MOANYHKTE 2) MyHKTa 3 HacTosmux [IpaBui.
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33. OauH 3K3eMIUIIp OTYETA IO OLIEHKE MOTHOTHI U PE3YJIbTaTUBHOCTH IUIaHA
KOPPEKTUPYIOIIUX U MPEAYNPEKAAONUX IEHCTBUA U OTYETA O €T0 BBINIOJIHEHUHN
rocyJapCTBEHHBIM OPraHOM HaMpaBIISIETCS] HHCIIEKTUPYEMOMY CYOBEKTY (C
CONPOBOJIUTENILHBIM MUCHMOM) He Tto3/1Hee 10 (IecsITh) KaleHJapHbIX THEW CO JHS €ro
MOJMUCAHUSI, BTOPOU SK3EMIUISIP XPaHUTCS B apXvBe (papMalieBTHUECKOTO
MHCIIEKTOpaTa U TPETUH 3K3EMIUIAP — B 3KCIEPTHOM OpraHu3aluy (IpU NPOBEIECHUN
MHCIIEKIIMY dKCIIEPTHOM OpraHU3alnei), 3a NCKJIIFOYEHUEM HHCIIEKIUH, YKa3aHHbIX B
NOJNMYHKTE 2) myHKTa 3 HacTosiuux I[IpaBu.

34. I1pu ot6ope mpob (006pa3IloB) ChIPhs, MATEPUATIOB WM MPOTYKIIMH, OTYET
WHCIIEKIIMH COCTABIISIETCS MOCIIE TTOTYyYSHUS Pe3yJIbTaTOB UCTIBITAHUM OT
UCTIBITaTeNIbHOM JTabopaTopuw. [Ipu 3TOM, yKazaHHbIi B myHkTe 30 HacTosmmx [IpaBmi,
CPOK HaUYMHAET UCYUCIISATHCS CO JHS TOYYCHHS TOCYTapPCTBEHHBIM OPTaHOM,
TEPPUTOPHAIILHBIM TO/Ipa3/IeJICHUEM WM SKCTIIEPTHON OpraHu3alueld pe3yibTaToB
HCTBITAHUH.

35. Jlns nonydyeHus cepTudukata Ha COOTBETCTBUE TPEOOBAHMIM HaAJIexkKalien
npou3BoicTBeHHOM npakTuku (GMP) u Hajgexamen TucTpuObIOTOPCKON MTPAKTUKH
(GDP) cyOBeKT MHCIIEKTUPOBAHUS, MOJIYYUBIINI MTUCHMO-YBEIOMIICHHE O 3aBEPLICHUN
paccMOTpeHus IJIaHa KOPPEKTUPYIOIIUX U MPEAYTPERKAAIONINX JEHCTBUNA U OTYETA O
€ro BBINOJHEHUH, ITOJJAET 3asIBKY B OPSIIKE, ONPEICICHHOM I1aBOM 4 HACTOSIINX
IIpasui.

36. 'ocynapcTBEHHBIN OpraH KOOPAUHUPYET ACSTENBHOCTD (hapMaleBTUYECKOTrO
MHCIEKTOpaTa 1o HaJUIeKaluM (papMaleBTHUECKUM MPaKTUKaM U BBIJIAeT WU
OT3BIBAET CepTU(UKAT HA COOTBETCTBUE TPEOOBAHMIM HaAJIeKAIINX
(dhapMaleBTHYECKHX MPAKTUK B cepe oOpallieHust JIEKapCTBEHHBIX CPEACTB (asiee —
ceprudukar) no Gopme coriaacHo npuiIokeHuto 7 u 8 k HacrosuumM [Ipasunam uu
3aKJIIOYEHUE.

Ceptudukar BpI1a€TCS Ha COOTBETCTBHUE TPEOOBAHUAM HaJjIexKaIIei
npou3BoiIcTBeHHOI npakTuku (GMP) (3a uckItoUeHHEM CiTy4daeB NPOBEACHUS
WHCIEKIIMH B paMKaX 3KCIEPTHBIX padoT), HaaexKalen TucTpruObIOTOPCKON MPaKTUKH
(GDP), nagnexanieit anteunoit npaktuku (GPP), nannexareit nabopatopHoit
npaktuku (GLP).

OTuer (3aKIr0YEHUE) BHIJJAETCS HA COOTBETCTBHE TPEOOBAHUIM, HaIJIeKAIIICH
kinHnueckoi npaktuku (GCP), Haanexaiei npaktuku ¢papmakonaazopa (GVP).
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TeppuTopranbHbie MOAPA3ACIECHNS TOCYJaAPCTBEHHOI0 OPraHa BbIJAIOT WU
OT3BIBAIOT CEPTU(PUKAT HA COOTBETCTBUE TPEOOBAHUAM HaJJIeXkKalllel anTeuHOM
npaktuku (GPP).

37. Ceptudukar BbIJa€TCs HA OCHOBE 3asiBKM CyObEKTa MHCIIEKTUPOBAHUS MTPU
YCIIOBUH YCTPAHEHHMSI CYLIECTBEHHBIX HECOOTBETCTBUM, a TAKKE HECYIECTBEHHBIX
HECOOTBETCTBUIM, €CIIM B COBOKYITHOCTH OHH MPEACTABISAIOT OO0 CyIIeCTBEHHbIE
HECOOTBETCTBHUS.

Cpok nelicTBus cepTu(ukara 0 COOTBETCTBUHM O0BEKTa TPEOOBAHUSIM:
1) Hapnexanieit npousBoicTBeHHOM pakTuku (GMP) cocrasnsier 3 (Tpu) roaa;

2) Haanexaien quctpuosroTopckoit mpaktuku (GDP), nagnexanieit
nabopatopHoit npaktuku (GLP) — 3 (Tpu) rona;

3) Hapnexauei anteunoi npaktuku (GPP) — nepBbie nBa paza Ha 5 (1Th) JIET,
IPU MOCJEAYIONIEM MOATBEPKIECHUN — O€CCPOUHO.

38. CyOBeKT MHCIIEKTUPOBAHUS MPU3HAETCS HECOOTBETCTBYIOIIUM TPEOOBAHUSIM
3as1BJICHHOW HaJyIexalel (hapMaleBTHYECKON MTPAKTUKH B CIETYIOUIUX CIydasx:

1) mpu BBISIBIEHUN KPUTHYECKUX HECOOTBETCTBUI;

2) HE yCTPaHEHUH BBISBICHHBIX HECOOTBETCTBUM MO pe3ybTaTaM MHCIEKIIMH C
IIPUIOKEHHUEM IUIaHA KOPPEKTUPYIOIIUX U MPEAYNPEKIAIOIINX IEUCTBUN U OTYETA O
€ro BBINIOJIHEHNH;

3) npu He NMPeOCTaBICHUN OTBETA B CPOK, YCTAHOBJICHHBIN MyHKTOM 30
HacTosmux IIpaBui;

4) pu PEMSITCTBOBAaHUHU CyOBEKTOM WHCIIEKTUPOBAHUS MTPOBEICHIS HHCTICKITNN;

5) nipu HeoOecnieyeHnr CyObEKTOM UHCIIEKTUPOBAHUS TPOBEJCHUS UHCIEKIINU
10 PEUICHUIO YIIOJTHOMOYEHHOI'0 OpraHa.

CyObeKTy MHCIIEKTUPOBAHUS MOTUBUPOBAHHBIN OTKA3 B BbIJjauye cepTuduKaTa Ha
COOTBETCTBHE TpeOOBaHUAM HaJjiexkaniel anteunoit npaktuku (GPP), naanexamei
nabopatopHoii npaktuku (GLP) HanpaniseTrcst B TUCbMEHHOM BUJIE.

CyObeKTy MHCTIEKTUPOBAHMS, IOJABIIETO HA COOTBETCTBHE TPEOOBAHUSIM
HaJyIeXale mpou3BoacTBeHHOM npakTtuku (GMP) Hagnexanieit 1 AMCTpUObIOTOPCKOM
npaktuku (GDP), MOTUBUpOBaHHBIN OTKa3 B OKa3aHUU I'OCYIAPCTBEHHOMN yCIIyTU
HaIIPaBJIAETCS COTJIACHO MPUIOKEHHIO 9 K HacTosawmuM [IpaBunam, uim, npu
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IPOBEICHUH WHCIIEKI[UU B PAMKAX 3KCIEPTHU3bI JIEKAPCTBEHHBIX CPEJCTB, BbIIAECTCA
OTpHUIIATEIBHOE 3aKITI0UEHHE 0 0€30MaCHOCTH, Y(PPEKTUBHOCTH U KaueCTBE
JIEKapCTBEHHOTO CPeICTBA 1O (hOpME, YCTAHOBICHHON B MpHIIOKEeHUsAX 14 u 15,
YTBEPKIEHHBIM MpuKa3zoM MunucTpa 3apaBooxpanenus Pecmyonuku Kazaxcran ot 27
saBaps 2021 roga Ne KP JICM-10 «O0 yTBepkKAeHUYU MTPABUII IPOBECHUS IKCIIEPTU3BI
JIEKapCTBEHHBIX CPEACTB U MeIULIIMHCKUX u3aenuin» FF(3apeructpuposan B Peectpe
roCyJIapCTBEHHOM perucTpallii HOPMAaTUBHBIX NMPABOBBIX aKTOB N0 Ne 22144).

39. JlanHble 0 CyOBEKTax MHCIIEKTUPOBAHMSL, TOJYUYHUBIIUX CEPTU(PUKAT, B
TedeHue 3 (Tpu) pabouunx JHEH BHOCATCS CTPYKTYPHBIM MOAPA3/AEICHUEM
roCcyJapCTBEHHOIO OpPraHa Wi €ro TEPPUTOPUAIBLHBIM NOApa3aeieHueM B Peectp
nepkaresneit ceprudukaTa Ha COOTBETCTBHE HaJJIeXAIUM (papMalieBTHYECKUM
MpakTUKaM (Jjajee — peecTp Aepxkareneit ceprudukara) no Gopme coriacHo
npusnoxxenuto 10 k Hactosuwmm [IpaBunaam Ha CpOK, COOTBETCTBYIOIINN CPOKY JAE€HCTBUS
ceprudukara.

40. ITpn n3MeHEeHNN HAaUMEHOBAaHUS CYObhEKTa, NI3MCHCHHUSI HANMEHOBAHMS ajipeca
MECTOHAXO0XICHHUS 0e3 PU3NIECKOTo IepeMeIIeHus 00beKTa, CyObeKT
WHCIIEKTUPOBAHUS MUCBMEHHO COO0IIaeT 00 ’TOM B TOCYIaPCTBEHHBIN OpraH WM €ro
TEPPUTOPHATLHOE TIOIpa3/IeIICHIE, C MPUIOKEHUEM COOTBETCTBYIONINX JOKYMEHTOB,
MOATBEPKIAIONINX YKa3aHHBIE CBe/IeHUs. [ 0Cy1apCcTBEHHBIN OpraH WU €ro
TEPPUTOPUATIBHOE MOJpa3/iejieHe B TeUeHHe S5 (MATh) pabounX JHEU MPOU3ZBOMIST
nepeodopmiierne ceprudukaTa win 3aKarodeHus. F

Jliist cepTuduKaTOB HA COOTBETCTBUE HAJICKAIIEH MPOU3BOICTBEHHON MTPAKTUKH
(GMP) u nagnexarieit guctpudbroropckoii npaktuku (GDP) nepeodopmnenue
JTAaHHBIX, YKA3aHHBIX B HACTOAIIEM ITyHKTE, OCYIIECTBIISETCS B TCUCHHE 2 (J1BA)
pabouux JIHEH Mociie MoAauu 3asiBKH COTJIACHO MpHIIoKeHHo 11 K HacTosmm
[IpaBunam.

41. I'ocymapCTBEHHBIN OPraH WIH €r0 TEPPUTOPUATIBHOE TOAPA3ICITICHUE B
TedyeHue 5 (mATh) pabounx AHEW ¢ MOMEHTA MOCTYIUIEHUS 3asBKH MPOU3BOJAT BblIavyy
nyOnukara rmpu yrepe ceprudukara cyObeKTOM HHCIIEKTUPOBAHUS Ha COOTBETCTBUE
Hajuiexkaniel anteunoi npaktuku (GPP), nagnexaieit 1abopatopHOi MPaKTUKU
(GLP) unu 3axinroveHust Ha COOTBETCTBUE TPEOOBaHUSIM HAIIEKAIIEeH KIMHUYECKOU
npaktuku (GCP), Hagnexaieit npaktuku dpapmakonaazopa (GVP).
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42. llepxatens ceprudukaTa win 3akiaoueHust unhopmupyet B Teuenue 30
(TpunLaTh) KaJeHAAPHBIX JHEH (papMalleBTUUEeCKUN HHCTIEKTOPAT O ITAHUPYEMBIX
U3MEHCHHSIX B OPTaHU3AIMHU, KOTOPBIE BIUSIOT HAa HH(POPMAIIHIO, YKa3aHHYIO B
3as1BJICHUH, U Ha CPOK JIEUCTBUS cepTudukara (M3MeHeHne 00beMa, CyIeCTBeHHOE
U3MEHEHUE MOMEIICHH, 000pYI0BaHMsI, OTIEPALIHiL).

Ucxons u3 xapakrepa u3MeHeHuH, (hapMalieBTUYECKUI HHCIIEKTOPAT B TCUCHHE
15 (marHaauaTh) KaJeHJapHbIX THEW MPUHUMAET PEIICHUE O MPOBEICHUN HOBOM
WHCIICKIIUU JIJIs1 TPOBEPKU COOTBETCTBUS TPEOOBAHUAM HAJICKAIIUX
dbapmareBTHIECKUX MPAKTHK.

43. I'ocy1apCTBEHHBIN OpraH WM €r0 TEPPUTOPUAIIBHOE MTOAPA3AEIICHUE
OT3BIBAIOT CEPTU(PUKAT WU 3aKIHOYEHHE B CIEIYIOIIMX CIIydasx:

1) o 3asiBke CyObeKTa MHCIIEKTUPOBAHUS;

2) BBISIBJICHUS KPUTUYECKNX HECOOTBETCTBUI MTPU MHCIIEKIIUHU T10 3asIBIICHUIO
CyObEKTa MHCTIEKTUPOBAHUS Ha PACIIMPEHHUE 00JACTH COOTBETCTBUS CTAaHIAPTY;

3) nukBHaLMU CYyObEKTa B cepe oOpallleHus JEKapCTBEHHbBIX CPECTB,
MEIUITMHCKNUX U3CIUI;

4) BBISIBIIEHHS] KDUTHYECKUX HECOOTBETCTBUI IO PE3yJIbTaTaM pacciae0BaHMS,
IIPOBEJICHHOI'0 HA OCHOBAHHUH O0OpallleHui (GU3NUECKUX U FOPUINYECKUX JIMIL B
rOCyJTapCTBEHHBIN OpraH N0 BOIPOCY PEANN3aMU HEKAYECTBEHHON ITPOTYKIIUH,
HecoOmoIeHrs TpeboBaHMM HaIIeKaMUX hapMaleBTUYECKUX TPAKTUK MIPU
TPAHCIIOPTUPOBKE U XPAaHEHNUH JIEKAPCTBEHHBIX CPEJICTB;

5) He npeacTaBIeHUH CyObEKTOM MHCIIEKTUPOBAHUS 3asiBJIeHHs B TeueHue 30
(TpuaLaTh) KaJeHAAPHBIX JHEU MOCIE 3aBEPILICHUS CIIYy4aeB, MPETyCMOTPEHHBIX B
nyHkrte S Hacrosiux [IpaBu;

6) TIpY BBISIBJICHUM KPUTHYECCKUX HECOOTBETCTBUI U HE YCTPAHECHUH BBISBJICHHBIX
HECOOTBETCTBHH MO Pe3yJIbTaTaM MHCIICKITUH C TIPUIIOKCHUEM TIaHA KOPPEKTUPYIOIINX
U TIPEAYNPEKIAIONIMX TSHCTBUH U OTYETA O €r0 BHIMIOJHECHHUH TIPH MPOBEICHUN
WHCIIEKIINH Y TIPOMU3BOIUTENIEH JIEKapCTBEHHBIX cpencTB PecyOnmku Kazaxcran,
UMCIOIINX CepTH(HUKAT HAa COOTBETCTBHE HAIICXKAIIEH ITPOU3BOICTBEHHON TPAKTHKHU
(GMP) 6e3 npoBeneHNsT HHCIICKITNH;

7) ITPH BBIAABJIICHUUN KPUTUYCCKUX HECOOTBETCTBUH U HE YCTPAaHCHHUHN BBIABJICHHBIX
HECOOTBETCTBUH MO pe3ysibTaTaM MHCIICKIUHU C IMPHUIIOKCHUEM IJIaHa KOPPCKTUPYHOIIUX
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Y TIPEIYNPEKIAIOIUX JEUCTBAM U OTUYETA O €r0 BHINOJIHEHUH IPU MTPOBEICHUHN
MTOBTOPHOW MHCIIEKIIWH.

44. CeptudukaT Win 3aKII0YECHUE TPEKPaIIaeT CBOE JICUCTBUE HA OCHOBAHUU
OT3bIBa I'OCY/IAPCTBEHHOT'0 OpraHa WK €ro TEPPUTOPHAIBHOIO MOAPA3AeICHuUs, a
TaK)Ke MPU UCTCUCHUU CPOKA JICUCTBUS cepTU(PUKaTa WIH 3aKITIOUCHUS.

OTto3BaHHBIN CEPTUQPUKAT U 3aKITFOUCHUE TTOJICKAT BO3BPATY B
rOCyIapCTBEHHBIN OPTaH WM €r0 TEPPUTOPHAIBHOE MOApa3IeIeHHe B TeUeHre 5 (TISITh)
KaJICHIAPHBIX THEW CO JTHS MOTYUYEHHUS CyObeKTOM HMHCIIEKTUPOBAHMS YBEIOMIICHUS 00
OT3bIBE cepTU(uKaTa.

45. Nudopmarus o BbIJTAHHBIX, TPUOCTAHOBIEHHBIX U OTO3BAHHBIX
TrOCYJIapCTBEHHBIM OPTaHOM UJIM €r0 TEPPUTOPUAIBHBIM MOJIpa3/IeICHUEM
cepTuduKaTax BHOCUTCS B PEECTp JAepKaTeIen cepTudukara Ha COOTBETCTBUE
HaJJIeKaM dapMalieBTUYECKUM MpakTUkam 1o (popme cornacHo npunoxeHuto 10 k
HacrosiuuM [IpaBunam u pazMeiaercs Ha UHTepHET-pecypce rocy1apCTBEHHOTO
OpraHa Wiy €ro TePPUTOPUATBHOTO MOAPA3AECIEHUS.

I'maBa 3. Oco0eHHOCTH NPOBEACHUS HHCIIEKIUI HA COOTBETCTBHE CTAHAAPTAM
Ha/UIexKaMX GapManeBTHYECKUX MPAKTHK

46. J1ist npoBeCHKS MHCTIEKIIMU HA COOTBETCTBUE CTaHAApPTa HAJISKAIIECH
pou3BoACTBeHHON NpakTUkH (GMP) cyObeKT HHCTIEKTUPOBAHMSI IPEAOCTABIISIET
IIEPEYCHB JIEKAPCTBEHHBIX CPEACTB, IPOU3BOIMMBIX HA TPOU3BOACTBEHHOM IIOIIAJIKE
(TIaHUPYEMBIX K TPOU3BOACTBY) IPOU3BOAUTENS NI MHOCTPAHHOTO IIPOU3BOJIUTENS, B
OTHOILIEHUU KOTOPOTO MPOU3BOJUTCS MHCIIEKTUPOBAHKE, IO (POPME COTIacHO
npuioxkennto 12 k HacrosmuM [IpaBunam.

47. Jlng npoBeAeHUs AUCTAHIIMOHHON MHCIIEKIIMA Ha COOTBETCTBUE TPEOOBAHUSAM
HaJJIe’Kalleil NpOU3BOJICTBEHHON TPAKTUKH CYOBEKT MHCIEKTUPOBAHUS MTPETOCTABIISAET
JOKYMEHTBI COTJIACHO MPUIIOKEHUIO 13 k HacTosimM [IpaBuiam.

48. I1pu nepenaye MpoOU3BOIUTENIEM YACTH IIpoliecca MPOU3BOACTBA U (UJITH)
IPOBEJICHUS aHANIM3a 110 KOHTPAKTY JPYroMy JHUIy (ayTCOPCUHT) JOMOTHUTENBHO
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OCYLIECTBJISIETCS MHCIIEKTUPOBAHUE ayTCOPCUHTOBOM OpraHU3aliK, HH(pOpMaLus o
KOTOPOH YKa3bIBAa€TCs B 3asIBJICHUU IIPOU3BOJIUTENS U IPOU3BOINUTEIIEM
oOecrieuynBaeTcs MOCEIIEHNE ayTCOPCUHTOBOM OpraHu3auu.

49. Brinaua ceptudukara Ha COOTBETCTBUE HaJIJIekKAIEH TPOU3BOICTBEHHOM
npaktuku (GMP) ocymecTBisiercs 6€3 MpoBeACHHSI HHCTICKIIAN TS IIPOU3BOIUTENCH
JeKapcTBEHHBIX cpeAcTB PecnyOnuku KazaxcraH, UMEONIMX JTUIEH3UIO Ha
(dbapMaleBTUYECKYIO ACSTEIbHOCTD, CBSI3aHHYIO C IIPOU3BOJICTBOM JIEKAPCTBEHHBIX
CpPEACTB, HA OCHOBAHUH 3a5IBJICHUS U TAPAHTUITHOTO MKUChMA O MPEIOCTABICHUU

JIOKYMEHTOB B COOTBETCTBUHU ¢ MyHKTOM 11 Hactosmux [IpaBui, noganueix 10 1 uromns
2021 ropna.

[Tpu HenpencraBneHnn CyObEKTOM MHCTIEKTHpOoBaHus 110 1 utons 2022 roxa,
3asiBJICHUS B COOTBETCTBHUM € MyHKTOM 11 Hacrosimux [IpaBun, cepruduxat, BblIaHHbBIN
B COOTBETCTBUU C HACTOSIIIUM IMYHKTOM, OT3bIBAETCA.

50. @apmaneBTUYECKHE HHCIIEKIIMN HA COOTBETCTBHUE CTAHAAPTA HAJICKALEH
nabopatopuoii npaktuku (GLP) (nanee — GLP nncnekius) ocymecTBisitoTcs B
COOTBETCTBHHU C TPEOOBAHUSIMHU, YTBEPKJICHHBIMU MPpHUKa3oM MUHHUCTpa
3napaBooxpanenus Pecnyommku Kazaxcran ot 4 Hoss6pst 2020 roma Ne KP ICM-181
/2020 «O06 yTBep>XICHUU ITPaBUJI OCYIIIECTBICHUS B paMKax (apMalieBTHIECKON
MHCIIEKIIUU OLIEHKU MaTepUalioB U COOTBETCTBUS YCIOBUIN MPOBEACHUS TOKIMHUUECKUX
(HEeKTMHUYECKUX ) UCCIIEI0BAHUM TPEOOBAHUAM HaJIekKAIICH 1abopaTOpHON MTPAKTUKH
(GLP) Pecniy6nuku Kazaxcran u (win) EBpa3uiickoro 5KOHOMUUECKOTO CO03a
(3apeructpupoBaH B PeecTpe rocy1apcTBEHHON perucTpaiii HOPMAaTHUBHBIX MPABOBBIX
akToB o1 Ne 21596).

51. Ilponenypa npoenenust GLP nHcnekuuu 1 GopMUpOBaHUS OTYETA O
pe3yJibTaTax Mo JOKIMHUYECKOMY UCCIETOBAHUIO WM B PAMKAX MPOBEACHUS
AKCIIEPTHBIX PabOT NMPH PEruCTpalliu, IEPEPETUCTPALIMHI U BHECCHUSI N3MEHEHUI B
PErUCTPALMOHHOE TIOChE MPOBOAUTCS U O(POPMIISIETCS] COMIACHO MPHIIOKEHUIO 1 K
[TpaBunam dapmareBTUYECKUX IPAKTUK, & TAK)Ke B COOTBETCTBUU ¢ Pemennem CoBeta
EBpasuiickoii s5koHOMHYeCKOM Komuccuu oT 3 Hos0pst 2016 roga Ne 81 «O6
yTBepxaeHuu [IpaBun Haanexaien sabopatopHoil npaktuku EBpasuiickoro
SKOHOMHUYECKOTO COI03a B c(hepe oOparieHus JIeKapCTBEHHBIX CPEJICTBY.

52. @apmaneBTUUECKUE UHCIIEKIIMM HA COOTBETCTBHUE CTaHAAPTA HAJIEkKAIIEH
kinandeckoi npaktuku (GCP) (nanee — GCP nHcnekuus) OCyiecTBISIOTCS B
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COOTBETCTBHHM C TPEOOBAHUSIMU, YTBEPKIECHHBIMU MpHUKa3zoM MuUHHUCTpa
3npaBooxpaHenus Pecnyonuku Kazaxcran ot 11 nexadbps 2020 romga Ne KP ICM-248
/2020 «O06 yTBep>KACHUU TIPaBUJI TPOBEACHUS KIMHUYECKUX UCCIIETOBAaHUM
JIEKapCTBEHHBIX CPEACTB M MEIUIIMHCKUX U3CINN, KIMHUKO-T1a00paTOPHBIX
WCIIBITAHUNA MEIUITUHCKUX U3JETUH JJIsI IMarHOCTUKHU BHE KUBOTO opraHu3Ma (in vitro)
U TpeOOBaHUs K KIMHUYECKUM 0a3aM M OKa3aHUs roCy/IapCTBEHHOM ycimyru Beigaua
pa3pellIeHrs Ha TPOBEAECHUE KIIMHUYECKOTO UCCIIEIOBAHNS U (WJIM) UCTIBITAHUS
(bhapMaKkoJIOrHYeCKUX U JEKAPCTBEHHBIX CPEJICTB, MEAUITUHCKUX U3ETUI)
(3apeructpupoBaH B PeecTpe rocy1apcTBEHHON perucTpaiii HOPMAaTUBHBIX MPABOBBIX
aktoB o Ne 21772).

53. GCP uHCHIEKIUH MPOBOJSATCS B KIIMHUYECKOM IIEHTPE B MTOMEIIICHUSIX
CIIOHCOpA U (WJIM) KOHTPAKTHOM uccieaoBaTenbckoi opranuzanuu (nanee — KMO), a
TaK)Ke B OpraHu3aIusaX, UIMEIOIINX OTHOLIEHUE K NCCIIE0BAHMUIO.

54. GCP uHCNEKIUH OCYUIECTBIISFOTCS NP BBISBICHHBIX 3aMEYaHUAX MIPU
AKCIEPTU3E MATEPUAIIOB KIMHUYECKUX UCCIICIOBAHMM, YKa3aHHBIX B MPUIIOKEHUHU 14 K
HacTtosmuM [IpaBunam.

55. Tlpu npoeaernu GCP uncnexuit hopMupyeTCst 10Che WHCIIEKITUH TI0
(dopMme coryacHo npuiIokeHuto 15 k HacrosiuM [IpaBuiiaM U OT4ET O MPOBENEHUN
MHCHEKIHH 110 (hopMe cOorIacHO npuiiokeHuto 16 k Hactosumm [IpaBunam.

56. @apmaneBTUYECKHE HHCIIEKIIMN HA COOTBETCTBHUE CTAHAAPTA HAJICKALEH
npaktuku papmakonanzopa (GVP) (nanee — GVP uHcnekus) ocymecTBastoTCs B
COOTBETCTBHH C TPEOOBAHUSIMU, YTBEPKACHHBIMU MPpHUKa3oM MUHHUCTpa
3apaBooxpanenus Pecnyommku Kazaxcran ot 23 nekadps 2020 romga Ne KP JICM-320
/2020 «O06 yTBepKAeHUHU TTpaBUJl IPOBEICHUS (papMaKOHa130pa U MOHUTOPHHTA
0e30macHOCTH, KayecTBa U 3(P(HEKTUBHOCTH MEIULIMHCKUX U3ENINID (3aperucTpupoBaH
B Peectpe rocyapCTBEHHOM pErucTpalii HOPMAaTUBHBIX MMPABOBBIX aKTOB IO Ne
21896), crannapra Hajexanieit npaktuku papmakonaazopa (GVP) [Ipasun
dbapmareBTHYECKUX MPAKTHK, a TaKkKe B cooTBeTcTBHM ¢ Pemennem CoBeta
EBpasuiickoii s5koHOMHYeCcKOM Komuccuu oT 3 Hos0pst 2016 roga Ne 87 «O6
yTBepkaeHnu [IpaBun Haanexaiei npaktuku papmakoHaazopa EBpasuiickoro
SKOHOMMYECKOTO COK3a».
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I'naBa 4. Ilopsinok okazaHus roCyIapCcTBEHHOM ycayru «Bopiiaya ceprudpuxkaron
HAa COOTBETCTBHE HAVIEKAIIMX (PapMaeBTHYECKUX MPAKTHK)

57. TocynapcTBeHHas yciyra «Boigada cepTuukaTtoB Ha COOTBETCTBUE
TpeOOBaHUAM HaJISKAMUX (DAapMAIIEeBTUUECKUX MPAKTUK» ([lajee — rocyAapCTBEHHAs
yClIyra) OKa3bIBaeTCsl TOCY/IapCTBEHHBIM OPraHOM (Jajiee — yCIyroaareib) Gu3niecKum
U IOpUJIAYECKUM JTUIaM (Janee — yCayronoiayyaress).

JI71st IOJTy4eHUsl TOCY IapCTBEHHOM YCIIYTH YCIIyTONOIYYaTellb, MOCIE MOIYYEHUS
NYCbMa-yBEJAOMIICHHUS O 3aBEPLIEHUN PAaCCMOTPEHMS TUIAHA KOPPEKTUPYIOIIHNX U
NpeayNpeXIA0IUX JEHCTBUM U OTUETa O €r0 BBIIIOJIHEHUH, OAAET 3asIBKY 110 (opMe
corsacHo npuinokenuto 11 k HacrosmuMm [IpaBunam yepes nopTai «3IeKTPOHHOTO
npaBUTENbCTBAY WWw.egov.kz, www.elicense.kz (nanee — [lopran):

1) muist mosmyueHus cepTuduKaTa Ha COOTBETCTBUE TPEOOBAHUSM HaJUISKAIIEH
npou3BoJicTBeHHOM npakTuku (GMP) cornacHo npuiioxkeHUo 7 K HaCTOS UM
[IpaBunam;

2) m1st moMy4YeHus cepTudrKaTa Ha COOTBETCTBHE TPEOOBAHUSAM HaIJICKAIICH
muctpuObtoTopckoi mpaktuku (GDP), cormacHo npusoxxeHuto 8 K HaCTOSIIUM
[IpaBuiam.

OcHoBHBIE TPEOOBaHUS K OKa3aHUIO TOCYAAPCTBEHHON YCIIYTH, a TAK)KE OTKa3a B
npueMe 3asBKH, BKIIOUAIOIINNA XapaKTEPUCTHKH Tpoliecca, hopMmy, coepKaHue U
pe3yJIbTaT OKa3aHMs U MHBIE CBEJICHUS C YYETOM OCOOCHHOCTEH Mpe10CTaBICHUS
rocyJIapCTBEHHOU yciyTH, npuBeeH B [lepeuHe 0oCHOBHBIX TpeOOBaHUI K OKa3aHUIO
rocyJapcTBeHHOU ycinyru «Brimaya cepTudukaToB Ha COOTBETCTBUE HAUIECKALUX
(dbapMaleBTHYECKUX MPAKTUK» COTJIACHO MPUJIoKeHUIo 17 k HacTtosamuMm [IpaBunam
(anee — mepev4eHb OCHOBHBIX TPEOOBAHMIN).

58. Ycanyrogarens B I€Hb IOCTYIUIEHU 3asBKM U JIOKYMEHTOB Ha IOpTall
OCYILIECTBIISIET UX PUEM U PETUCTPALIMIO.

[Ipu oOpaiieHnu yciayromnoayydarelis mocjiie OKOHYaHusi pabo4yero BpeMeHH, B
BBIXOJIHBIC U TIPA3THUYHBIC JTHU COTJIACHO TPYyI0BOMY 3aKOHOIATENHCTBY PecmyOmmku
Ka3zaxcraH, npuem 3asBKU U BblJlaua Pe3ybTaTa OKa3aHUs rOCYyIapCTBEHHOMN yCIIyTH
OCYILIECTBIISIETCS CAEAYIOUUM PabOUYUM JTHEM.
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59. Yepes nopran — B «JIMYHOM KaOMHETE» YCIYronojaydareis 0ToOpakaercs
CTaTyC O IPUHATUU 3a8BKU Ha OKa3aHHUE TOCYIapCTBEHHOMN YCIYTH U (WJIN)
YBEJOMJICHUE C YKA3aHUEM JIaThl U BPEMEHH IMOTYUYEHUS Pe3yJibTaTa OKa3aHUs
rOCyapCTBEHHOM YCIIyTH.

Ycnyronarens B TeueHue 2 (1Ba) pabouux IHEH paccMaTpUBAET UX Ha
COOTBETCTBHE MEPEYHIO OCHOBHBIX TPeOOBAHUI COTJIaCHO MPUIOKEHHUIO 17 HacToAIUX
[IpaBui, o utoram paccMoTpeHus: GOPMUPYET OJIMH U3 CIEAYIOIINX PE3yJIbTaTOB
OKa3aHUs roCy1apCTBEHHOM YCIyTH:

cepTudUKaT Ha COOTBETCTBHE TPEOOBAHUSIM HaJIeKaIIEH MPOU3BOICTBEHHON
npaktuku (GMP);

cepTudUKaAT Ha COOTBETCTBHUE TPEOOBAHUSM HaIJIeXkKaIIEH TUCTPUOBLIOTOPCKOM
npaktuku (GDP);

MOTHBUPOBAHHBIN OTKa3 B OKa3aHUU T'OCYIAPCTBEHHOMN YCIYTH COTJIACHO
NPUIOKEHHIO 9 K HacTtoamuM [IpaBunam.

Pe3ynbTaT OKazaHus rocyJapCTBEHHOM YCIyTH HaNpaBiIse€TCA Yepe3 MopTail — B
«JIMYHBIA KaOMHET» yCIIyTromnoiyyarelsis B opMe AIEKTPOHHOTO JOKYMEHTA,
noanucanoro DI pykoBoauTens yciayroaatesns, 1100 JUa €ro 3aMeIlaolero.

60. O6muMii CpoK OKa3aHUsI TOCYIAPCTBEHHOM yciayru «Bbimaua cepTudukaToB Ha
COOTBETCTBHEC HAIISKAINUX (hapMaIleBTUUECKHUX TIPAKTUK» yCIIyrojaaTeneM 2 (J1Ba)
pabouux JHS.

61. Ycnyrogatensb oOecriedrBacT BHECEHNE JAHHBIX 00 OKa3aHHUH
rocyJapcTBeHHoM ycinyru « Brimaya cepTudukaToB Ha COOTBETCTBUE HAUIECKALTUX
(apmaleBTUYECKUX MPAKTUK» B UH(OOPMAIIMOHHYIO CUCTEMY MOHUTOPUHTA, C LEJBIO
MOHHUTOPHUHIA OKa3aHUs FOCYJapPCTBEHHBIX YCIYT B IMOPSAKE B COOTBETCTBUU C
noanyHkToM 11) myHnkra 2 crateu 5 3aKkoHa.

62. YIIOJTHOMOYEHHBIN OpraH HanpasisieT HH(OOPMAIUIO O BHECEHHBIX
U3MEHEHMSX U (W) JOMOJHEHUAX B TI0JI3aKOHHBIE HOPMATUBHBIE IPABOBHIE aKTHI,
OIpeAeIIAIoIIE ITOPSAA0K OKa3aHUs I'OCY 1apCTBEHHOM YCIIyI'Y, B OpraHU3aliH,
OCYILECTBIISIOIINE IPUEM 3asBJICHUM U BbIAUYy PE3YyJIbTATOB OKa3aHUS
roCyJapCTBEHHON yCIIYT'H, M YCIyroJlaTelsM (B COOTBETCTBHH ¢ Peectpom
rocyJapCTBEHHBIX YCIYT), B TOM Yucie B ENUHBINA KOHTaKT-UEHTP.
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I'nasa 5. Ilopsaaok 00:kai0BaHUA pelleHNH, neiicTBUIl (0e31eiicTBHS)
yeayroaaresiei, M (M) UX JOJKHOCTHBIX JIMII IO BOMIPOCAM OKa3aHUSA
roCyIapCTBEHHBIX yCJIYT

63. XKanoba Ha pemienue, necTus (0e31€UCTBYS) COTPYIHUKOB CTPYKTYPHBIX
noJipa3/ieJIeHUI yCcIyroaaresis MoAaeTCsl Ha UMsI pyKOBOAMUTEN yCIyroaaTess U (Uin) B
YIOJIHOMOYEHHBIN OPraH 1Mo OLEHKE U KOHTPOJIIO 32 KAYECTBOM OKa3aHUS
rocyJapCTBEHHBIX YCIYT (Jajiee — opraH, paccMaTpUBarOUInii 5kao0y) B COOTBETCTBUU
¢ 3akoHoareNnbcTBOM PecnyOnuku KazaxcraHn.

PaccmoTtpenue ano0sl o BOpocaM OKa3aHHUs TOCYJapCTBEHHBIX yCIyT
IPOU3BOJMUTCS BBIIECTOSIINM aIMUHUCTPATUBHBIM OPTaHOM, JIOJPKHOCTHBIM JIULIOM,
OpraHoM, pacCMaTPHUBAIOIIUM Ka100y.

XKanoba nomaercs yciayroaaresnto v (Wid) JOJBKHOCTHOMY JIMILY, Ub€ pellieHue,
nericrBue (0e3aeiCcTBHE) 00KATYIOTCS.

64. Yciyrogatenb, TOJDKHOCTHOE JIUI0, YbEe PEIIeHre, AeicTBUE (0e31eiicTBHE)
obOxanyrorcs, He no3aHee 3 (Tpu) pabounx AHEH o THS MOCTYIUICHUS KaJIOOBI
HaMpaBISAIOT €€ B OpPraH, pacCMaTPUBAIOIINHN Kao0y.

[Tpu sTOM yCITyrogaress, TOMKHOCTHOE JIUIIO, PEIICHHE, ACHCTBHE
(Oe3meiicTBHE) 00KAMYIOTCS, BIIpaBE HE HANIPABJISTH JKajao0y B opraH,
paccMaTpUBaIOIINM Kalo0y, eclii OH B TeueHue 3 (Tpu) pabouux JHEH MPUMET
perieHue 1Mo aIMUHUCTPATUBHOE JICUCTBHUE, TIOJTHOCTHIO YIOBICTBOPSIOIIHEC
TpeOOBaHHUSIM, YKa3aHHBIM B kKajo0e.

65. ’KanoOa ycioyronomnyyarens, IOCTYNUBIIAS B apecC yCIyrojaaTens, B
COOTBETCTBHHM C ITYHKTOM 2) cTaTbu 25 3aKOHA NOAJIEKUT PACCMOTPEHHIO B TEUEHHE 5
(ms1Th) pabouuX THEW CO JIHA €€ PerucTpaIuu.

XKanoba ycimyromnonydarens, MOCTYNUBIIAS B aIpEC OpraHa, pacCMaTPUBAIOIIETO
*Kajo0y, MOJICKUT PACCMOTPEHHUIO B TeueHue 15 (msaTHaanaTe) pabouux AHEH co THS
€€ PETUCTPALIH.

66. Eciii nHOE HE MPeyCMOTPEHO 3aKOHOM, 00paIlieHre B Cy/1 IOMYCKaeTCs
nocJe 00XajaoBaHUs B JOCYJeOHOM TOPSIIKE.
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[Ipunoxenue 1
K [IpaBuiam npoBeneHus papMalieBTUYECKUX
MHCIIEKIHMH MO0 HajuIekauuM (hapMaleBTUYECKUM
IPaKTUKAM

dopma

Jlo1st oTedeCTBEHHBIX 3asiBUTEJIeH

HAanMEHOBAHHUE TOCYJapCTBEHHOT'O OpraHa

3asiBiieHUe 0 MpoBeAeHUN papMaleBTHYECKON HHCIIEKIUN 00beKTa

[Ipocum npoBecTH HHCTIEKTHPOBAHNUE:

YKa3bIBa€TCsA LEJIb

Ha 00BEKTE:

TI0 ajpecy:

[Ipu 3TOM 3as1BIIsAEM:
JlaHHbIE CyObEKTa MHCTIEKTUPOBAHUSL:

HanmenoBaHue 10puANYECKOro JKIA U (UJIKM) UHIMBUAYAJIBHOTO MPEINPUHUMATENS

IOpuanueckuii anpec:

BMH/MNH

Anpec oobekra:

Ne nuuieH3um Ha papmarieBTUYECKYIO AEATENbHOCTD U MIPUIIOKEHUS K HEl (IpH
HaJIUYUN):

Tenedon, dakc:

AJlpec 3IeKTPOHHOM MOYTHI:

JlaHHBIE IO ayTCOPCUHTY (P HATMYUH )

daMuius, UMsi, OTYECTBO (IIPU €r0 HATHYHH ):

AOJDKHOCTBb PYKOBOAUTCIIA:

PykoBogurens
damMus, UM, 0TYECTBO (TIPH €ro HAJTMIHN) IOJIITHCH




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

e‘-‘ d' " DTaJIOHHBIN KOHTPOJIbHBIH OAaHK HOPMATUBHBIX [IPABOBBIX aKTOB
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penakuusiinay KyHi
Cakray KyHi

Jata penaxkunn
JlaTa cCKaunBaHHS

17.01.2023
25.01.2023
17.01.2023
25.01.2023

YHOIHOMOYEHHOE JINIO CYOBEKTa MHCIEKTHPOBAHUS:

damMuusi, ©Ms, 0TYECTBO (TIPH €T0 HATHIUN) TOJIITUCH
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[Ipunoxenue 2
K [IpaBuiam npoBeneHus papMalieBTUYECKUX
MHCIIEKIHMH MO0 HajuIekauuM (hapMaleBTUYECKUM
IPaKTUKAM

dopma

st 3apy0exkHbIX 3asiBUTeJIeH

HAaNMEHOBAHHUE DKCIIEPTHOTO OpraHa

3asiBiieHUe 0 IpoBeAeHUN papMaleBTHYECKO HHCIIEKIIUN 00beKTa

[Ipocum npoBecTH HHCTIEKTHPOBAHKE

YKa3bIBA€TCs LIECJIb

Ha 00BEKTE:

ITo anpecy:

IIpum sTOM 3as1BIsIEM:
JlanHble CyObEKTa MHCIIEKTUPOBAHUS:

HanmenoBaHue 10pun4ecKkoro Juia v (Ujin) UHAMBUAYATBHOTO NPeANpPUHUMATENS:

IOpunnuecknii anpec:

Anpec oobekra:

Ne nuueH3um Ha papmaleBTUYECKYIO AEATENbHOCTD U MPUIOKEHUS K HEl (TIpH
HAJIUYUN):

Tenedon, dakc:

AJpec 37eKTPOHHON MOYTHI:

JlaHHbI€ 110 ayTCOPCUHTY (TPU HATTUYHH )

damunus, UMsl, OTYECTBO (ITPU €ro HAITUYHUN)

JOJDKHOCTB PYKOBOOUTCIIA:

PyxoBomurens:

Damuust, IMs, 0TYECTBO (TIPH €T0 HATWIHUN) OINCH
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e‘-‘ a' ., DTaJIOHHBIN KOHTPOJIbHBIH OAaHK HOPMATUBHBIX [IPABOBBIX aKTOB
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penakuusiinay KyHi
Cakray KyHi

Jata penaxkunn
JlaTa cCKaunBaHHS

17.01.2023
25.01.2023
17.01.2023
25.01.2023

YHOIHOMOYEHHOE JINIO CyOBEKTa MHCIIEKTHPOBAHUS:
damuist, IMs1, 0TYECTBO (TIPH €T0 HATHIHN) TIOJITUCH




e.zZarli

Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi
DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB
Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

17.01.2023
25.01.2023
17.01.2023
25.01.2023

[Ipunoxenue 3

K [IpaBunam mpoBeneHus papMarieBTUIECKUX

WHCIICKIIUN 10 HaJjIekanuM (hapMarieBTUIeCKuM

MPaKTUKAM

dopma

IlepedyeHb JOKYMEHTOB, PEACTABIASIEMbIH Cy0beKTOM HHCIIEKTUPOBAHUSA IS

MMpoBEACHUA (l)apMaHeBTPI‘leCKOﬁ I/IHCHCKHI/II/I*

Ne i/

HaunmenoBanue JAOKyMCHTa

CranzapT Haguexaiei GpapMalneBTHYSCKON NPaKTUKH

GMP

GDP

GLP

GCP

GVP

GPP

2

4

5

6

7

CBEJICHHS 10 JIMIICH3UH Ha OCYIIECTBIIC-
Hie (HapMaleBTHUCCKO ASITENBHOCTH
(pu HaTTHYKK)

HOTapHAJIbHO 3aCBUJICTEILCTBOBAHHAS
KOITHs JIOKYMEHTa, O COOTBETCTBUHU Tpe-
6oBaHMSIM IpaBuIl Hajexamen gapma-
LEBTUUECKOMN MTPAKTUKE (TIPU HAJTUIHH)

KOIIHUSI PyKOBOJICTBA O KaYeCTBY (KOH-
LETIHs YIPABICHUS U PA3BUTHUSI CHCTE-
MBI Ka4ecTBa CyOBeKTa HHCIIEKTUPOBA-
HUST)

KOITHsI OPraHU3allMOHHON CTPYKTYPBI U
MITaTHOTO PACIMCaHUs 00BEKTA KOIHS
JIOChE MPOU3BOICTBEHHOI TLTOIIA KT
(ygacTka)

TIepedeHb JEKapPCTBEHHBIX CPE/ICTB,
TPOU3BOAMMBIX Ha MIPOU3BOACTBEHHOMN
ionfa ke (TIaHUPYEeMBIX K IPOU3BO/I-
CTBY) NPOU3BOJIUTEIS I HHOCTPAHHO-
TO TIPON3BOJUTEIIS, B OTHOIICHUH KOTO-
POro MPOM3BOAUTCS HHCIEKTUPOBAHUE

MepeueHb JOKyMEHTHPOBAHHBIX CTaH-
JapTHBIX OMEPAIMOHHBIX TPOLEAYP B
3NEKTPOHHOM BuUJie (Ha 3TEKTPOHHOM
HOCHTEIe)

KOITHsI OTYETa O pe3yJIbTaTax NpoBee-
HUS TTOCJIEIHETO HHCTICKTHPOBAHUS
(pm HaTTIYH)

CIMCOK WHCIEKIHH 3a MoCIeHne 5
(msTH) MET

mactep-¢aiin cuctemsl hapMaKoHa 30~
pa IepyKaTessi PeruCTPAlOHHOTO YI0-
CTOBEPEHUS

JIOKYMEHTBI IPEAOCTABIISAIOTCS HA KA3aXCKOM M (WJIM) PYCCKOM s3bIKax
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* [Ipu 6o3nuxweri Heobxoo0umocmu cyo6bLeKmom UHCNEeKMUPOBAHUS

npeoocmasaaiomcs 0ONOJHUMENbHblE OOKYMEHMbL.
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[Ipunoxenue 4
K [IpaBuiam npoBeneHus papMalieBTUYECKUX
MHCIIEKIHMH MO0 HajuIekauuM (hapMaleBTUYECKUM
IPaKTUKAM

dopma

IIporpamma npoBeaeHus papManeBTHYECKON HHCIIEKIIMU

1. HaumeHnoBanue CY6T>CKT3 HHCIICKTUPOBAHUA

2. OcHOBaHUE 715 IPOBEICHUSI HHCTIEKITUN

3. Ileap MHCIEKIUU

4. JlaTa HHCIIEKLIMHU

5. HaumeHnoBanue o0beKTA

6. Mecto pacrnonoxeHusi 00beKTa

7. CocTaB MHCTIEKIMOHHOW FPYIIbI U OTBETCTBEHHOCTb:

Ne /i damunusi, UMsi, 0TYECTBO (TIPH €ro HaU- JlomkHOCTB, MecTO PaboThI
4yrH) apMaleBTHYECKUX HHCIIEKTOPOB

1

KEDKI[BIﬁ N3 IICPCUNCICHHBIX BbIIIC JIUII, IIOCCIIAIOINX JAaHHOC IMPCAIIPHUATHUC, HCCCT
OTBCTCTBCHHOCTD 34 KOH(l)I/IIleHIII/IaJ'II)HOCTB I/IH(i)OpMaHI/II/I, KOTOpasd MOKCT CTaTb UM
M3BCCTHA BO BPpEMA NPOBCACHNA HHCIICKIINH.

8. [Topsanok mpoBeIeHUsI UHCIIEKIIUN

9. IlpeaMer HHCIIEKTUPOBAHUSA

10. HeoGxonumbie yciaoBus

I[J'I}I oOecrieueHUsT BO3MOKHOCTH HaJIe)Kamero NpoBCACHUA HHCIICKIHUHN IIPOCHUM!

11. IIpouenypsl

12. I'paduk npoBeeHUsT MHCIIEKIINU:

Ne | Harawu Y4acTku, mopasieseHusi, CHCTEMBI, IPOIIECCHI, MOIeKa- DapmaneBTHYECKHHA [IpencraBureny cyobexTa NH-
BpeMs 1€ MHCTIEKTUPOBAHHIO HHCIIEKTOP CHEKTUPOBAHUS




Ka3aKCTaH PeCﬁyﬁﬂHKaCHHL]I—[ OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

g AKTLIep/IiH TANOHIbI OaKplIay OaHKI
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[Ipunoxenue 5

K [IpaBunam mpoBeneHus papMarieBTUIECKUX

WHCIICKIIUN 10 HaJjIekanuM (hapMarieBTUIeCKuM

MPaKTUKAM

IIpoTOoKO0J HECOOTBETCTBUHA

HaunmeHnoBaHue CY6'I>€KT3 HHCIICKTUPOBAHUA

dopma

OOBEKT EeATELHOCTH

BbIsiBIICHHBIE HECOOTBETCTBUS

KpaTkoe onucanue BbISIBIEHHBIX HECOOTBETCTBUI

[Ipumeuanue

Kputnueckue

Cy1iecTBeHHbIC

HecymectBennsie

Benymmit hapmaneBTryecknii HHCTIEKTOP (PYKOBOAUTEIH IPYIIIIHI)

(DaMI/IJ'IHﬂ, M3, OTYCCTBO (HpI/I €ro HaJ'[I/ILIHH) noAIuCh

UneHbl MTHCIEKIIMOHHOM IPYTIIBI

damunns, UM, 0TIYECTBO (TIPH €T0 HAJIMYIHNH) TIO/INTUCH

®damunusi, UMsi, 0TYECTBO (TIPH €ro0 HATHYMH) MOJINUCH

PyxoBonurens CyObekTa HHCIIEKTUPOBAHUS

dammnsi, UM, 0T4ECTBO (TIPH €T0 HAJIMYHH) TIO/IITUCH

YmomHOMOUYeHHOE JIUIO Cy6’beKTa HWHCIICKTUPOBAHUSL

damunusi, UMsl, 0TYECTBO (TMPH €ro HATHYMH) TIOAIUCH
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[Ipunoxenue 6

K [IpaBunam mpoBeneHus papMarieBTUIECKUX

WHCIICKIIUN 10 HaJjIekanuM (hapMarieBTUIeCKuM

MPaKTUKAM

OTt4er 0 npoBeeHNH (papMaALEeBTHYECKOM HHCIIEKIIUT

HaunmeHnoBaHue q)apMaHGBTI/I‘{eCKOI“O HHCIICKTOpAaTa

dopma

azapec, TeneoH, caut

HaunmeHoBaHue CY6’b€KTa HHCIICKTUPOBAHUA

Anpec

OcHoBaHUe

1. Pe3tome

HanmeHoBaHMe MHCIIEKTUPYEMOT0 00bEKTa

Ha3zBanue u nonHbIi afgpec 00beKTa

JIunensus

Bupl 1eITe1bHOCTH KOMITAHUHA

JlaTa mpoBeeHUsT HHCIIEKLIUU

JlanHble 00 HHCTIEKTOpAx (IKCIEPTAax)

damunust, UMs, 0TYECTBO (TIPU €ro HAJTUYUH), JOIDKHOCTD

Homep nHcnekuuu (pyu HaTHIHK)

2. BBognas ungopmarius

Kpatkoe onmcanue cyObeKTa HHCIEKTHPOBAHHS M HHCIIEKTUPYEMOTO
ydacTka.

Jara(bl) IpeablayX HHCIICKIUI

damunusi, UMsi, 0TYECTBO (TIPH €0 HATMYKHN), JOKHOCTH HHCIIEKTO-
POB, IPOBOIUBIIHUX MTPEIBIAYLTYI0 HHCIIEKLINIO

Cy1iecTBEeHHbIE H3MEHEHHsI 110 CPABHEHUIO C MPENbIIYyIIeH HHCIeKIHen

ens nHCHIEKIIUN

WucnexTupyembie 30HbI

Ilepconan opranu3anuy, y4acTBYIOIIUNA B IPOBEAEHUN UHCIIEKIIUH

JIOKYMEHTBI IPeACTaBICHHbIE CYOBbEKTOM HHCIIEKTHPOBAHHUS 10 ITPOBe-

JICHUA UHCIICKITNHU

3. HaGnrogeHus u pe3yapTaThl HHCIIEKIUU.

Jna nacneknuii Ha cootBeTcTBUE GMP:!
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YipasieHue KauecTBOM

Iepconan

[omemienus u 000pyI0BaHKE

JloxyMeHTanus

IIpousBonacTBO

Konrposns kayecTBa

AyTCOpCHHFOBaS[ JCATCIIBHOCTh

PeKJ’IaMaL{I/II/I 1 OT3bIB IPOAYKIIUU

CaMOMHCIIEKITUS

Peanuzauust 1 TpaHCIIOPTUPOBAHUE TPOILYKIIHU

OreHka JA0ChE NPOU3BOACTBEHHOI'O YUacTKa

Pa3znoe

JIns MHCIIeKITUH Ha COOTBETCTBUE TPEOOBAHUSAM HAIJICKAIICH allTeUHON MTPAKTUKH
(GPP) u Hamnexarei quctpuobtoTopckoit npaktuku (GDP) — 3anomHstoTcs
COOTBETCTBYIOIINE Pa3/eibl MPaBUiI HaAIeKauX (HapMaIreBTHIECKUX MPaKTHUK.

4. IlepedeHb BBISIBICHHBIX HECOOTBETCTBUH *

Kputnueckue

CymiecTBeHHBIE

HeCyIIICCTBeHHLIC

[Tpumeuanne*

KpI/ITI/I‘-ICCKHM HCCOOTBCTCTBUCM ABJIACTCA HCCOOTBCTCTBHUC Tpe6OBaHI/I51M Hannemameﬁ
Q)apMaHeBTquCKOI)'I IMPAaKTHKH, BBI3BIBAIOIICC UM ITPUBOANICC K CYIICCTBCHHOMY
PHUCKY BO3MOXHOCTH CHHIKCHHA Ka4CCTBA JICKAPCTBCHHOI'O CPCACTBA, IIPOMU3BOJACTBA
JICKAapCTBCHHOI'O CpEACTBA B IIPOLIECCE €TO O6paIIICHI/I$I, OITaCHOI'O AJIA 3J0POBbA U
ZKHN3HH 4YCIIOBCKA.

Cyl1ecTBEHHBIM HECOOTBETCTBUEM SIBJISIETCS HECOOTBETCTBUE TPEOOBAHUSM
HaJJIekKaIIe papMarieBTHYeCKO MPakTHUKH, KOTOPOE HE KIaCCU(PUIIUPYETCs KaK
KPUTHUYECKOE, BHI3bIBAIOIIECE WM MPUBOJSIICE K CYIIECTBEHHOMY CHIXKEHHUIO KaueCTBa
JIEKapCTBEHHOTO CPEJICTBA B MPOIIECCE €T0 OOpAICHHS WM KOMOWHAITHS
HECOOTBETCTBUH, HU OJIHO U3 KOTOPHIX caMo MO ceOe He SIBISETCS CYIIECTBEHHBIM, B
COBOKYITHOCTH, MPECTABIIAIONIUE CYIIIECTBEHHOE HECOOTBETCTBUE.

HecyiectBeHHBIM (IIPOYKM) HECOOTBETCTBUEM SIBIISIETCS HECOOTBETCTBUE, KOTOPOE HE
IIOAIIAIAET MO KATETOPUI0 KPUTHYECKOTO UJINA CYLLIECTBEHHOT O, OJHAKO SIBJISIETCS
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HapyLIeHueM TpeOOBaHUM 3asiBJIEHHON Haiexalel (hapMaleBTHYECKON MPaKTUKK WIIN
HECOOTBETCTBHE, B OTHOIIEHUH KOTOPOT0 HEJOCTATOUHO UH(OpMALIUU, YTOOBI
KJIacCU(UIIMPOBATH €ro KaK CYIIECTBEHHOE WIN KPUTHYECKOE.

5. 3aKJIIOUNTENIBHOE COBELIAHNE U OLIEHKA OTBETA CyObEKTa NHCIIEKTUPOBAHUS:

KOMMCHTapI/II/I HpCIICTaBI/ITeJ'ICfI Cy6"b€KTa HWHCIICKTUPOBAHUs, CACIaH-
HBIC B XO0JI€ 3aKITHOYUTCIBbHOI'O COBCIIAHUA

OI.[CHKa OTBE€Ta Cy6’beKTa HWHCIICKTUPOBAHUS 110 BBISIBJICHHBIM HECOOT-
BECTCTBHUSIM

JlokymeHThI U (Miin) 00pa3iibl, 0TOOpaHHBIE B XOZ€ HHCIICKIIUT

6. P€3YJ'IBT8,TBI HWHCIICKTUPOBAHUA 1 PCKOMCHAAINN

Pe3yJ’[LTaTBI HWHCIICKTUPOBAaHUS

Pexomenmanuu

Otuet o npoBeneHNHN hapMaIeBTHISCKON HHCTICKIIMM COCTABJICH U IO/IIMHICAH:

Benymmit hapmaneBTryeckuii HHCTIEKTOP (PYKOBOAUTEIb IPYIIIIbHI)

damMmms, UM, 0TYECTBO (TIPH eT0 HAJTMIUN) MO/IITUCH

UYneHbl HHCTIEKIMOHHOM TPYIIIbI

damunusi, UMsi, 0TYECTBO (TIPH €ro HAJTMYMK)  MOINUCH

CDaMHJ'[I/IH, HUMsI, OTYECTBO (l'[pl/l €ro HaJ'IPI‘H/H/I) OAIHCH

« » rozga.

Paznenbl 7 u 8 3an0MHAIOTCS MHCIEKIIMOHHOM TPYTION MOCIIe MOTydeHUsT HHGOpMAaIHH
110 YCTPAHEHUIO BBISIBJICHHBIX HECOOTBETCTBUM U COTJIACOBAHUA ¢ (papMaIieBTUUECKUM
WHCIEKTOPATOM T'OCYIapCTBEHHOI'O OPraHa.

7. PeBYJIBTaTI)I pPaCCMOTPCHUA YCTPAHCHUA BbIABJIICHHBIX HECOOTBETCTBUHU U BBIBOJBI

HHCIICKIINHN:
HepequL BBISABJICHHBIX HECO- KBaJ'II/I(i)I/IKaLII/Iﬂ BBISABJICHHBIX I/IHq)OpMaLII/IS[ 00 YCTpaHCHUH OLICHKa YCTpaHCHHS BBISIBJICH-
OTBETCTBUN HECOOTBETCTBUI BBISIBJICHHBIX HECOOTBETCTBUI HBIX HECOOTBETCTBUM

(kpaTKoe coziepKaHIe KOPPEKTH-
PYIOLMX U OpeIyIpPenTat0InuX
JIeHCTBHIA, TOATBEP K IAIOIINN
JIOKYMEHT)

8. 3akiroueHue

CyObeKT HHCIIEKTUPOBAHUSI, HAMMEHOBaHNE 00BEKTA, YUacTKa, aipec
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CooTBeTCTBYET (HE COOTBETCTBYET) TPeOOBAHUAM HaJJIeKaten (hapMareBTHIeCcKon

NpaKTUKH (yKa3aThb HAMMEHOBaHUE HaaJexallen papMaleBTHUeCKOM MPAKTUKH).
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[Ipunoxenue 7
K [IpaBuiam npoBeneHus papMalieBTUYECKUX
MHCIIEKIHMH MO0 HajuIekauuM (hapMaleBTUYECKUM
IpaKTHKaM

dopma

MHUHUCTEPCTBO 3IPABOOXPAHEHMUS PECITYBJIMKHN KA3AXCTAH
KOMUTET MEJULHUHCKOI'O U ®PAPMAINEBTHUYECKOI'O KOHTPOJIA

CEPTUO®UKAT
COOTBETCTBUSI TPEBOBAHHUSIM ITPABIJI
HAJJIEXKAIIEA ITIPOU3BOJICTBEHHOM MPAKTUKH EBPA3UMCKOI'O
3KOHOMUWYECKOI'O COIO3A.

Ne

(y4eTHBIH HOMep cepTH(PUKATA)

Cpok neicTBus ¢ 202 r. mo 202 r.

Beian no uroram nposezneHus GpapManeBTHIECKOI HHCIIEKIIMU B COOTBETCTBUH ¢ [IpaBuiiamMu npoBeieHust hapManeBTHUeCKUX HHCIIEKIIUH.

(TTosTHOE MM COKpAIIEeHHOE HANMEHOBAHHUE YIIOJTHOMOUYSHHOTO OpraHa)

MOJITBEPIKAAET CIIEIYIOIIee:

npoBe/cHa (papMalieBTHUSCKast HHCIICKITUS

(mosTHOE HAaMMEHOBAHUE TIPOM3BOIUTENS)

(ampec mMpOM3BOACTBEHHON ITOIIAIKH)

Ha OCHOBaHHH (yKa3aTh OJHO U3 CIEIYIOIIET0):

3asBiaeHus Ne Ha TIOJTyYEHNe pa3peiieHns (JIMIECH3UH) Ha OCYIIECTBICHHE IeTELHOCTH 110 TIPOU3BOICTBY JIEKAPCTBEHHBIX
CpEJICTB;

IUIaHa npoBeieHus (hapMaleBTHYECKUX HHCICKINI, KaK epiKaTelis pa3peleHus (JIMLIEeH3MH) Ha IPOU3BOJICTBO JICKAPCTBEHHBIX CPE/ICTB
No ;

3asiBIeHUs Ne Ha pErUCTpaluio JCKapCTBEHHBIX CPEICTB;

(MHOE OCHOBaHHE)

Ha ocHOBaHMU CBEJICHHI, IOJIyYEHHBIX TIPH MPOBEACHHUH (hapMalleBTHIECKOH HHCTICKIIUH, TTOCIIEIHSS U3 KOTOPBIX ObLIa IIPOBE/ICHA C
o 202 ropja, CYNTACTCSI, YTO JaHHBIN (hapMalleBTHUECKUIl MPOU3BOAUTEIb COOTBETCTBYET TpeboBaHusM [IpaBui Hauiexamieil npous-
BOJICTBEHHOH MpakTHUKU EBpa3zuiickoro 3KOHOMHYECKOTO COI03a.

Hacrostmit ceprudukar orpaxkaer ctaTyc NpOU3BOACTBEHHOM IUIOIIA/IKY Ha ATy NPOBEIeHUs (hapMaleBTUUeCKOH MHCIIEKIIUH | 110 UcTede-
HHU 3 JIeT ¢ JaThl IPOBEICHUS 3TOH (hapMalleBTHYECKOH HHCIIEKIIMH He I0JDKEH IPUHUMATHCS B KA4eCTBE JOKYMEHTA, CBUAETENIbCTBYIOIIETO
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0 CTaTyCe COOTBETCTBUS. CpOK Z[eﬁCTBHSI CepTHq)HKaTa MOKET OBITH COKpalll€H WU paclIuPEeH IIPU UCIIOJIB30BAHUN COOTBETCTBYIONIUX ITPHUH-
LUIIOB YIIpaBJICHUS PUCKaMU IIpU HAJIUYUU COOTBGTCTByIOHIeﬁ 3aIMCH 00 3TOM B TI0JIe «OI‘paHI/I‘{CHI/ISI WA MOSICHUTCIIBHBIC 3aMETKH, Kacaro-
muecs obnactu IIPUMCEHCHHUS HACTOSALICI O CCpTI/I(bI/IKaTa».

CepTI/ICI)I/IKaT SABISICTCA [[efICTBPITGHLHLIM TIpU IPEACTaBJICHUU BCEX €0 CTPAaHUIL (KaK OCHOBHBIX JIUCTOB, TaK U JOIIOJTHUTCIIbHBIX J'II/ICTOB).

AyTeHTI/I‘IHOCTL (HO,HIII/IHHOCTL) HaACTOSAIICTO CCpTH(bI/IKaTa MOHO ITPOBEPUTH B base JaHHBIX

Ecnu cepTuduxar He peCcTaBICH B yKa3aHHOU 6a3e NaHHBIX, CIEAyeT 0OPAaTUThCS B YIIOJTHOMOYEHHBIH OpraH, ero BHIIABIIHIL.

Crpanuna 1 u3 5
Ne

(y4eTHBIH HOMeP cepTH(PUKATA)

X JlexapcTBeHHBIE CPECTBA ISl MEAUIIMHCKOTO TPUMEHEHHUS

BerepuHapHbIe JTeKapCTBEHHBIC CPEACTBA

OKcIepIMEHTaIbHbIE CPECTBA

IIpou3BOACTBO M KOHTPOJIb Ka4eCTBA
IIpousBoacTBeHHDbIE ONEPAIUN — JIEKAPCTBEHHAS] MPOTYKIHUSA

1. CrepuiibHasi NPOAYKIHA

1) IIpoxyKuus, IPUTOTOBICHHAS ACEITHYESCKHUM ITyTeM (OIIeparuy 00pabOTKU I CIIEIYIOMNX JEKapCTBCHHBIX (GOpM):

KUJIKHE JIEKapCTBCHHBIC ()OPMBI OOIIBIIOr0 00beMa

KUJAKUE JICKAPCTBCHHBIC (bOpMLI Majioro oobema

JTUCTICPCHH

JHO(GUIN3aTHI

TBEPAbIC JICKAPCTBECHHBIC q)OpMLI 1 UMILIAaHTAThI

MSTKHE JIEKapCTBEHHBIE (POPMBI

(ykazaTb BUJ HPOIYKIIMH WIIH JEITEILHOCTH)

2) IIpoxykuus, noaBepraromasics GUHUIIHOMN cTepuau3auy (onepanuy 06paboTKu IS CIIEYIOIHUX JeKapCTBEHHBIX (OpM):

KUJIKHE JIEKapCTBCHHBIC ()OPMBI OOIIBIIOr0 00beMa

KUJAKUE JICKAPCTBCHHBIC (bOpMLI Majioro oobema

TBEPAbIC JICKAPCTBEHHBIC q)OpMLI 1 UMILTAaHTAThI

MSTKHE JIEKapCTBEHHBIE (POPMBI

mpoyvast MpoLyKIHs,

JIeKapcTBEHHBIE (POpMBI

| | | (yKaSaTL BUJ IPOAYKIUHN UIINA Z[CHTGHLHOCTI/I)

‘ | 3) Brinyckarommii KOHTPOJIb KauecTBa

‘ 2. HecrepunbHas MpoayKIys




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

9‘ .‘ a ' i DTaJOHHBIH KOHTpO.TII)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

17.01.2023
25.01.2023
17.01.2023
25.01.2023

1) HecrepunpHas npoaykiust (onepanuu 00pabOoTKH JUTs CIIETYOLIUX JIEKapCTBEHHBIX (HOpM):

KarcyJbl B TBEpI0i 000I0uKe

KarcyJbl B MATKOH 000ouke

MKeBaTeJIbHbIE JIEKAPCTBEHHBIE (hOPMBI

UMITPETHUPOBAHHBIE JIEKAPCTBEHHbIE (JOPMBI

KUJAKUE JICKAPCTBCHHBIC (I)OpMBI JUISL HAPYKHOI'O IIPUMCHEHUS

KUIKUE JICKAPCTBCHHBIC q)OpMBI JUIsI BHYTPEHHETO IIPUMEHECHUS

MCIUIIMHCKHEC Ia3bl

NIpOYrEe TBEPAbIC JICKAPCTBEHHLIC (bOpMLI

npenaparsl, HAXOAANIUECCA ITOJA AaBJICHUEM

TeHEPaToOpPbl PAJUOHYKIINJI0B

MSTKHE JIEKapCTBEHHbIE (POPMBI

cBe4H (CYIIIO3UTOPUH)

TaOJICTKH

Crpanuna 2 u3z 5
Ne

(y4eTHBIH HOMep cepTH(PUKATA)

TpaHCACPMAJIbHBIC IJIACThIPU

yCTpOHCTBa AJIsl HHTPApyMUHAIBHOTO (BHYTPUpPYOLI0OBOTO) BBEIEHHS

npoyvast MpoLyKIHs,

JIeKapcTBEHHBIE (GOpMBI

(yKaBaTI) BUJ IPOAYKIUHN UIINA Z[QHTCHLHOCTI/I)

2) Brimyckaronuii KOHTPOJIb Ka4ecTBa

3. buosnoruyeckas JiekapcTBEHHAst IPOLYKIIHS

1) buonornveckas JekapCTBEHHAs PO TYKIIHS:

IIPOLYKTHI KPOBH

HUMMYHOJIOTHYCCKasA IPOAYKIHA

TIPOAYKTHI HA OCHOBE COMAaTUYCCKUX KIIETOK

TEHOTEPAINeBTHUECKHE TPOTYKTHI

IIPOTYKTHI TKAHEBOW HHKEHEPHH

OMOTEXHOJIOTUYECKAst IIPOTYKIIHS

HPOIYKTBI, 9KCTParUPOBaHHbIC U3 )KUBOTHBIX HCTOYHUKOB HJIM OPTaHOB (TKaHEi) YenoBeka

(yKxa3atb BUJ IPOIYKIMH UIIH JASSITEILHOCTH)

2)

Beimyckaromumii KOHTPOJIb KauecTBa (IIEPeUCHb TUTIOB MPOAYKIIHN):

IIPOLYKTHI KPOBH

HUMMYHOJIOTHYCCKasA IPOAYKIIHA

TIPOAYKTHI HA OCHOBE COMAaTUYCCKUX KIIETOK

TEHOTEPAINIeBTHYECKHE TPOTYKTHI




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

E‘ ‘ a ' ' DTaJOHHBIH KOHTPOJIbHBIN OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB IlaTa penaKium

Pecny6nm<1/l Kazaxcran B OJICKTPOHHOM BHIC
I[aTa CKaYnuBaHUA

17.01.2023
25.01.2023
17.01.2023
25.01.2023

TIPOAYKTBI TKaHEBOM WHXXECHEPUU

OMOTEXHOJIIOTHYECKAS IpoAyKuys

NIPOAYKTBI, DKCTPArupoOBaHHbIC U3 )KUBOTHBIX UCTOYHHUKOB HUJIM OPraHOB (TKaHeﬁ) YCJIOBCKa

| | | (YKa3aTb BHJ NPOAYKUUH WM JASSITEIBHOCTH)

4. TTpoyast IpOAYKIHUS MK IPOU3BOACTBEHHAS NEATEIHLHOCTD

1) [IpousBoacTBO:

PacTUTENbHOM NPOLYKIHU

rOMEONaTHYECKON MPOTyKIUH

(Yxa3aTb BUJI IPOAYKIMHU WIH AEATECIHHOCTH)

2) CTCpI/IHI/ISaHI/Iﬂ AKTUBHBIX BCUICCTB, BCIIOMOI'aTCJIbHBIX BCIICCTB, TOTOBOM TNIpOAYKLMU:

¢dunbTpanus

CyXO0xapoBasl CTepuIn3anus

CTepuiIM3anys rmapom

XUMHUYCCKas CTEpUIn3anus

CTepuiIM3anys raMmMa-u3jIry4eHueM

CcTepuiIn3anys 3JICKTPOHHBIM U3JTYUCHUEM

3)

(yka3aTb BUJ IPOIYKIMH WIIH JEATEILHOCTH)

4) IlepBuyHast (BHYTPEHHsIS) yIIaKOBKa:

KaIcyJbl B TBEp0i 000I0UKe

Crpannuna 3 u3 5
Ne

(y4eTHBIA HOMep cepTU(PUKATA)

KaIriCyJbl B MSTKOM 0001I09Ke

KCBATCJIbHBIC JICKAPCTBCHHBIC li)OpMLI

HMIPETHHPOBAHHBIC JIEKAPCTBEHHBIE (HOPMBI

KUAKUC JICKAPCTBECHHBIC CI)OpMLI JUISI HAPYIXKHOI'O IIPUMCHCHUS

KUAKUC JICKAPCTBCHHBIC CI)OpMI)I JUISI BHYTPEHHETO IIPUMCHCHUSL

MEIUIHUHCKHUE Ira3bl

IpOYHe TBEPAbIC JIEKAPCTBEHHBIE (hOPMBI

Tpenaparsl, HAXOASAMINUCCA MO AaBJICHUEM

FeHEePaToOpbl PaJHOHYKINIOB

MSATKHE JIEKapCTBEHHBIE (POPMBI

cBe4H (CYIIIO3UTOPHN)

TabJIETKH




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

Pecny6nm<1/l Kazaxcran B OJICKTPOHHOM BHIC
I[aTa CKaYnuBaHUA

17.01.2023
25.01.2023
17.01.2023
25.01.2023

TpaHCAEPMAJIbHBIC IJIACTBIPU

yCTpPOMCTBA JUIsl MHTPAPyMHHAIILHOTO (BHYTPUPYOLIOBOTO) BBEICHHUS

(yka3aTb BUJ MPOIYKIUH HIIH AESITEILHOCTH)

5) Bropuunas (motpebutenbckas) ymakoBKa

6) Beimmyckaromuii KOHTPOIJIb KadecTBa

7) MukpoOHOIOTHYECKOE TECTUPOBAHKE: CTEPHUILHOCTD

8) MukpoOHOIOTHYeCKOe TECTUPOBAHKE: HECTEPUIBHOCTD

9) Xumuueckoe ((pu3ndeckoe) TEeCTUPOBAHHUE

10) bronoruyeckoe TecTUpOBaHHE

KOHTpOJlb KayecTBa Npu uMIoprTe JleKapCTBeHHOif'l npoaAyKUMH

1. KoHTpoub kauecTBa UMIIOPTHPYEMOH JT€KapCTBEHHOH IPOILYKIHH:

MI/IKpO6I/IOHOFI/I‘I€CKOC TECTUPOBAHUE: CTCPUIIBHOCTH

MI/IKpO6I/IOHOFI/I‘I€CKOC TECTUPOBAHUE: HECTCPUIIBHOCTH

XUMHYECKoe ((pU3MIeCcKoe) TECTHPOBaHNE

OMOJIOTHYECKOe TECTUPOBAHUC

2. Boinmyckaromuit KOHTposIb (cepTuHKaLUs cepHit) IMIOPTUPYEMOH IPOLYKIHU

CrepuibHast IPOTYKIHUS:

NPOAYKIHUS, MPUTOTOBJICHHAs! aCCIITUYICCKUM IIYTEM

NPOAYKIHUS, MOABEpraromascs (1)I/IHI/ILHHOﬁ CTepuiM3aliuu

HecrepunbHas npoaykuust

buonornueckas JICKapCTBCHHAs MMPOAYKLIUS:

MPOIYKTbI KPOBU

HMMMYHOJIOTHYCCKas IPOAYKIUSA

NIPOAYKTBHI HAa OCHOBE COMATUYCCKUX KIJIETOK

TEHOTEPANEBTUYCCKUEC IIPOAYKTBI

TIPOAYKTBI TKaHEBOU WHXXCHEPUU

Crpannna 4 u3 5

(y4eTHBIH HOMep cepTudUKaTa)

OHOTEXHOIOTHIECKAST TIIpoAyKI s

TIPOAYKTBI, SKCTPATrUPOBAHHBIC U3 )KUBOTHBIX NCTOYHUKOB NI OPraHOB (TKaHeﬁ)

(Yxa3aTh BUI IPOAYKIMHU WM AEATEIHHOCTH)

3. IIpouast 1eATENBHOCTD 110 UMIOPTY (BBO3Y):

IUIOIIA/IKa (PU3MIECKOTO UMIIOpPTa (BBO3a)

UMIIOPT NTPOMEKYTOUHOTO MPOLYKTa, MOABEprarouierocs JajabHeimei oopadboTke

(Yxa3aTh BUI IPOAYKIMHU WM AEATEIHHOCTH)

OrpaHuyeHus WK MOSICHUTEIbHBIE 3aMETKH, Kacaloluecs: 00J1acTu MPUMEHEHUS
ceprudukara:




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

e* .‘ n .' ' DTaJIOHHBIN KOHTPOJIbHBIH OAaHK HOPMATUBHBIX [IPABOBBIX aKTOB
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

17.01.2023
25.01.2023
17.01.2023
25.01.2023

(®.1.0. (1pu ero HaNU4UM), TOIDKHOCTD)

(moamuce)

(yueTHblil HOMep OJaHKa)

Crpanuna 5 u3 5

*Cpox Oelicmeus cepmuguxama ykazvleaemcs ¢ 0amvl NOCIeOHe20 OHs
nocieouell papmayesmudeckoll UHCneKyuu cyovekma 6 cghepe oopaujeHust

JIeKapCmeeHHblX cpedcme.



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 17.01.2023
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 25.01.2023

e‘ . ﬂ [ | i DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 17.01.2023
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE P
JlaTta ckaunBaHMs 25.01.2023

[Ipunoxenue 8
K [IpaBuiam npoBeneHus papMalieBTUYECKUX
MHCIIEKIHMH MO0 HajuIekauuM (hapMaleBTUYECKUM
IpaKTHKaM

dopma

MHUHUCTEPCTBO 3IPABOOXPAHEHUSA PECITYBJIMKU KA3ZAXCTAH
KOMUTET MEIUIINHCKOI'O U ®PAPMALHEBTUYECKOI'O KOHTPOJIA

CEPTUDUKAT
HA COOTBETCTBHME TPEBOBAHUAM HA VIEZKAIINX
OAPMALEBTUYECKHUX ITPAKTUK B COEPE OBPALLIEHUSA
JIEKAPCTBEHHBIX CPEACTB

JlaTta BbI1aUM « » roja

JleCTBUTENBHO JI0 « » roja

Briman

(mosTHOE HaMEHOBaHKE, MECTOHAXOXK/ICHUE O0OBEKTA)

(HauMeHOBaHHUE OOBEKT)

Ha ocHoBanum cBefieHui, MOTYyYEHHBIX MPU MPOBEICHNUN (hapMalleBTUYECKON
MHCIEKIIMH, TOCIEIHSS U3 KOTOPBIX ObLIa MPOBEIEHA « » 20 roja u

IMOATBCPKIACT COOTBCTCTBHUC

(cranmapT HaJuIexkKaleH papMaleBTUUECKON TPAKTUKH)

T'ocynapcTBeHHSBIH OpraH, BEIIABIINH cepTU(HUKAT

(moTHOE HAaMMEHOBAHKE)

PyxoBoautens rocy1apcTBEHHOTO OpraHa

CDaMI/IJ'[I/ISI, UM, OTYECCTBO (l'lpI/I €ro HaﬂHqHI/I) oAIuCh

*Cpox Oelicmeust cepmuguxama ykaszvleaemcs ¢ 0amvl NOCAeOHe20 OHs
nocieonel papmayesmudeckoll UHCneKyuu cyovekma 6 cghepe obpaujeHust
NIeKAPCMBEHHBIX CPEOCMmS.



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi

- ';-' aKTUIEPAiH ITaJOH b OaKpLIay GaHKi Cakray kyHi
‘z DTaNOHHBINA KOHTPOIbHBIH OAHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata peaKuun
Pecniy6nnku Kazaxcra B 3JIeKTPOHHOM BHJIE
JlaTa ckauMBaHUsI

17.01.2023
25.01.2023
17.01.2023
25.01.2023

[Ipunoxenue 9

K IIpaBHUJIaM IIPOBCACHUA (I)apMaHeBTI/I‘IeCKI/IX

WCIIEKIIUN 1O HaJjIekKanuM (hapMarieBTUIeCKuM

MPaKTUKAM

dopma

[HaumenoBanue [HanmenoBanue

yciyromaTess| yCIyromaTess|

MoTHBHPOBAHHBIN 0TKA3 B 0KA3aHUH FOCYIaPCTBEHHOMN YCJIYIrd

Jata Bbigaun: [JlaTta Beigauu]

[HanMeHOBaHME yCITyromnoayyaTes |

Mecro peructparuu: O0nacTh:

[O6nacts] Paiion: [PaitoH]

I'opon/nacenennsiii myHKT: [['opoa/HaceeHHbIN TYHKT |
[6u3Hec-unenTHdUKaonapiii Homep| [bUH]

JlaTa rocynapcTtBeHHoM peructpanuu ot [lata]
[IprunHa oTkasa:

[[IprunHa oTka3za] [[{omKHOCTH MOAMUCHIBAIONIETO |

[ @amuinst, UMs1, OTYECTBO (MPU €r0 HATUYHH) MOMHUCHIBAIOIIETO |

M, vt v s sy | avaiem J 0wt F sy F00 e =0
[P v e y——— o e e — =

[ JokHOCTH noanuchiBatomero] [PaMuiiusi, UMsi, 0OTYECTBO (IIPU €r0 HAIMYHH)



e.zZarli

Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI
DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

17.01.2023
25.01.2023
17.01.2023
25.01.2023

[Ipunoxenue 10

K [IpaBunam mpoBeneHus papMarieBTUIECKUX

WHCIICKIIUN 10 HaJjIekanuM (hapMarieBTUIeCKuM

MPaKTUKAM

dopma

Peectp nep:karesiei cepruuKaTa Ha COOTBETCTBHE HANJIEKALUX

(papManeBTHYECKUX MPAKTUK

Ne HaumeHnoBanue, opu- Anpec obbexra nepxa- | Homep ceprudukara, OO6nacTh COOTBET- CBelieHus o puocTa-
/i IWYeCcKUH azpec, Tene- | Tems cepTudUKaTa JlaTa BBIIA4H, CPOK CTBHSA CTaHIAPTaM HOBIICHHH U OT3bIBE
hoH mepxarens ceptu- JieiicTBUs ceptudukara
(uxara
1 2 3 4 5 6




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 17.01.2023
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 25.01.2023

e‘ Fa-1F DTaNOHHbIH KOHTPOJIBHBIHA GAHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peraKunmn 17.01.2023
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE P
JlaTta ckaunBaHMs 25.01.2023

[Ipunoxenue 11
K [IpaBuiam npoBeneHus papMalieBTUYECKUX
MHCIIEKIHMH MO0 HajuIekauuM (hapMaleBTUYECKUM
IPaKTUKAM

dopma

3asiBKa 0 Bbljavye WM NepeoOpMIIeHHH CePTUPHUKATA HA COOTBETCTBHE
HaJJIeKalMX (apManeBTHYeCKUX NPAKTHK

(HaMMEHOBaHKE TOCYIapPCTBEHHOT0 OpraHa)

[Tpocum BeIaTh WM IepeoHOPMHUTH CepTU(DHUKAT HA COOTBETCTBUE TPEOOBAHMIM
HaJyIeXKalie npou3BoAcTBeHHOM npakTuku (GMP) nnum Hajexarieit
JUCTpUObIOTOPCKOM TpakTuku GDP)

(Hy>HOE MOIYEPKHYTb)

Ha 00BEKT:

(ToyTHOE HaMEHOBaHKE 0OBEKTA)

PAacIOJIOKEHHBIH 110 ajpecy:

(ampec oObekTa)

JlanHble CyObEKTa MHCIIEKTUPOBAHUS:

HanmenoBaHue 10puaM4YeCcKOro Juia U (Win) UHIMBUAYATbHOTO MPEINPUHUMATENS

IOpunnueckuii anpec:

BMH/MNH

Ne nuuiensuu Ha papmalieBTUYECKYIO AESTENbHOCTD U MPUIOKEHUS K Hel (TIpH
HAJIUYUN):

Tenedon, dakc, e-mail:

AJnpec 3JIEKTPOHHOU MOYTHI:

HanmenoBanmst cyObekTa, I3MEHEHHE HANMEHOBAHMS aipeca MECTOHAX 0K ICHUS 0e3
¢du3nyueckoro nepeMenieHus: 00beKTa Mpu U3MEHEHUH (Jy1s1 mepeodopMIICHNS )

CBeneHus o 3asiBUTENIE

(Pa3zpabotuuk, [IpousBoauTtens (M3roToBUTENS), JucTprudbioTop, loBepeHHOE JTHII0)



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

e* .‘ a .' ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

17.01.2023
25.01.2023
17.01.2023
25.01.2023

Anpec MectoHaxoxaeHus (Tenedon, ¢pakc, e-mail)

JlaTa u HOMEp JOBEPEHHOCTH (KOMUs JOBEPEHHOCTH)

(ITpu pukcupoBaHuM 3asBJIECHUS YEPE3 MOPTAN SJIECKTPOHHAS BEPCHSI)

[Tepuon npoBeaeHNS] NHCTIEKIIUU

g mpousBocraa:

(THUI IPOTYKLIUH)

JlexapcTBeHHas popma

PyxoBonurens

damuus, UMs, 0OTYECTBO (TIPH €ro TOJIIHCH



e.zZarli

KaSaKCTaH PeCﬁyﬁﬂHKaCHHL]H OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI

DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

17.01.2023
25.01.2023
17.01.2023
25.01.2023

[Ipunoxenue 12

k [IpaBuiam npoBeneHus GpapMaleBTUHISCKUX
WHCIICKIIUN 10 HaJjIekanuM (hapMarieBTUIeCKuM

MPaKTUKAM

dopma

Hepequb JEKAPCTBCHHLIX CPEACTB, IPOU3BOJIUMbBIX HA HpOHSBO}ICTBeHHOﬁ
mjomaake (IIJIaHI/IpyeMbIX K IIpOI/I3BOI[CTBy) nmpoun3BoaANTE/IsA WJIN HHOCTPAHHOTI'O
NMpoOM3BOANTEC/ISA, B OTHOINCHUH KOTOPOIo NPOU3BOAUTCH HHCIICKTHPOBAHUE

Toprosoe Ha-
MMCHOBAHHE JIe-
KapCTBEHHOTO
npernapara Wi
HauMEHOBaHHE
(hapmarieBTHYE-
CKOli cyOcTaH-
jIviis

MesxtyHapoHOE HellaTeH-
TOBaHHOE HAMMEHOBAHUE
WK TPYIITUPOBOYHOE (XH-
MHYECKOE) HANMCHOBAHUE
JIEKApCTBEHHOTO Ipernapa-
Ta win apManeBTuIe-
CKOM CyOCTaHINH

JlexapctBennas dopma,
JIO3UPOBKA (TIPU HATMYHH)

Perucrpannonnoe ynocro-
BEpeHHe, aTa BbIIAuH,
CPOK JICHCTBUSI UITH PeecT-
pOBasi 3aIMucCh, 1aTa BKITIO-
YEHHS B PEeCTp JUISl aKTHB-
HOU (hapMareBTHUECKON
cyOcranuuu (Ipyu HaK-
YUH)

Tun npoxykimu (yKassiBa-
©TCsI B COOTBETCTBHH C
npunoxenueM Ne 3)

JlaTa cocTaBiIeHHUS «

»

20 rojaa.

PykoBonuTens npeanpusaTUs WM YHOJTHOMOUYESHHBIH NMPEACTaBUTENb (JIOJKHOCTD)

®damunusi, UMst, 0TYECTBO (TIPH €ro HAJTMYHH)

oAU CH
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[Ipunoxenue 13
K [IpaBuiam npoBeneHus papMalieBTUYECKUX
MHCIIEKIHMH MO0 HajuIekauuM (hapMaleBTUYECKUM
IpaKTHKaM

dopma

IlepeyeHb JOKYMEHTOB, PEACTABJSIEMbIil CYObeKTOM HHCIIEKTHUPOBAHUSA ISl
MPOBeAeHUs JUCTAHIIUOHHON MHCIIEKIMU HA COOTBETCTBHE TPEOOBAHUAM
HaUIeKAIEeH POU3BOACTBEHHON NMPAKTUKHA

1. Onucanue cucrembl GMP 1 HOpMaTUBHO-IIPABOBOTO PETYIUPOBAHUS CTPAHBI
(9KBUBAJICHTHBI JI1 HalMoHaIbHbIEe TpeOoBanus GMP tpeboBanusim GMP PecnyOnuku
Kazaxcran nnu EBpazuiickoro sxoHoMuuyeckoro Corosza min pykoBoactsy GMP cxembl
coTpyanuuectBa dapmaneprudeckux nacnekuui PIC/S (nanee — PIC/S).

2. Jlocbe MpOM3BOACTBEHHOI0 yyacTka (canT mactep daiin — CM®D),
COCTaBJIEHHOE B COOTBETCTBUU CO CTAaHJAPTOM HaJJIeKaIlle MPOU3BOACTBEHHON
npaktuku PecyOnuku Kazaxcran uinu pykoojctsom GMP PIC/S (monmnoe wnu
0OHOBJICHHOE 3a 6 (111€CTh) MECSIIEB /10 AaThl (papMalleBTUYECKON MHCTICKIINH;
uH(OopMaIKs O MIIAHUPYEMbBIX U3MEHEHUSX ).

3. Cxembl, npusioxeHHble K CM® (11BETHBIE CXEMbI CUCTEMBI TOJTOTOBKHU BO/IbI,
BO3JIyXa, JMarpaMmMmbl TPyOOIpPOBO0B U 00opyaoBaHuii B A3 unu A2 dhopmare).

4. Ciucok mpou3BOIUMBIX JIEKAPCTBEHHBIX CPEJICTB (IIEpEeUeHb TUIIA POy KIIUH,
TOProBbIE HAUMEHOBAHUE U MEXKIYHAapPOAHbIC HEMATEHTOBAHHbIC HAMMEHOBAHUSI,
nepevyeHb CTaui MPOU3BOJICTBA, 3a4BICHHBIX K HMHCIIEKTUPOBAHUIO).

5. O0m1ee KOJIUYeCTBO MHCTICKIIMM, KOTOPOE IPOIILIa IIONIAIKa, KOITHH
ceptudukaroB GMP, BbIJaHHBIX NPpU ATUX UHCHEKIUIX. Komus oTuera mocneanen
WHCIEKIMU C HOTAPUAIBHO 3aBEPEHHBIM MIEPEBOIOM.

6. ®oTtorpaduu Mpou3BOICTBEHHOM TIOIIAKN U BCIIOMOTaTEIbHBIX CUCTEM
(BHEIIHMM 00IIMit BU (C BO3/IyXa), I€TANbHBIN BUJ KOMHAT, C YKa3aHUEM
OCYILIECTBIISIEMBIX B HUX MPOLIECCOB (0TOOP MpoO, B3BEIITUBAHUE).

7. KBanudukaiimoHHbIM MacTep-1JiaH (CIUCOK MOMENIEHUH, 000pyA0BaHUs U
BCIIOMOTATEIbHBIX CUCTEM, UCTIOJIb3YEMBIX JIJIsi TPOU3BOICTBA M HX
KBaTM(UKAIMOHHBIN CTaTYC).
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8. BanuganmoHHbli MacTep-1uiaH (IPOM3BOICTBEHHBIE TPOLIECCHI, OUYMCTKA U
KOHTPOJIb KauyecTBa).

9. locke Ha cepHto poayKTa (IPOAYKTOB), COEPKAIIEE AHATTUTUUECKYIO YacCTh;
CIIMCOK BBIMYILIEHHBIX cepuil 3a mocieanue 3 (TpH) roaa.

10. CBenenust Mo KOJIMYECTBY MPETEH3UN U OT3BIBOB 3a Mpeablayue 3 (TpH)
roja.

11. Uadopmarius o KomudecTBe 3a0paKOBaHHBIX CEPHUI BCEX JIEKAPCTBEHHBIX
CPEACTB.

12. TlepedyeHb KPUTUYECKHX, CYIIECTBEHHBIX HECOOTBETCTBUI, OTKJIOHEHHUSI OT
cnenudukarmu (Out-of-specification) (nanee — OOS) 3a npenpiaymue 3 (Tpu) roaa
(otueTsl o HEcooTBeTcTBUAM, OOS mporecca (BkItouas rnepepaboTaHHbIE CEPUN),
KOTOpBIE OKa3aJ BIUSHUS HA Ka4YeCTBO, 0€30MaCHOCTh U 3P(HEKTUBHOCTD
JIEKAPCTBEHHBIX CPECTB).

13. Tlepeuens 3arurannpoBaHHbIX 1 BeimoHeHHBIX CAPA (corrective and
preventive action) rmocje WHCIEKIUN 3a npeaplayiue 3 (Tpu) roja (B TOM YHCIIe
MHCHEKIMI rocyaapcTB-uieHoB Coro3a).

14. T'apanTUiiHOE MHUCHMO YIIOJTHOMOYEHHOTO JIMIIA MPOU3BOJAUTENS O TOM, YTO
IPOM3BOICTBEHHAS TUIONIA/IKA TIOJHOCTHIO MTpoBepeHa 1o TpedoBanusmM GMP 3a
nocyeaHue 2 (1Ba) rojia v BhISIBJICHHBIE HECOOTBETCTBUS YCTPAHEHBI.

15. OG30pHbI KauecTBa MPOTYKIIUH.
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[Ipunoxenue 14
K [IpaBuiam npoBeneHus papMalieBTUYECKUX
MHCIIEKIHMH MO0 HajuIekauuM (hapMaleBTUYECKUM
IPaKTUKAM

dopma

3ameuyaHus IIPH IKCIIEPTU3EC MATCPHAIOB KIIMHHYECKOI'0 HCCJICA0BaAHUA

1) Ka4ecTBO A0ChE

HEJIOCTaoUIMe TOKYMEHTHI (Harpumep, orcytctBue GCP-nexnapanyu, oTCyTCTBUE CepTHHUKATOB
ayIWTa, OTCYTCTBHE CBEIICHHH O NMPOIIecCe MOHUTOPHHTA);

IIPOTUBOPCUUBOCTL JAaHHBIX;

HpO6HeMBI C Ka4€CTBOM JOCHE Y MAaHHOI'O 3asABUTEJIA B IIPOIIIIOM

2) tun npenapata (peKOMOHMHAHTHBIIH

YEeCKHUM COeMHEHHEM, IIperapar KpoBHU, Op(haHHbIH IIpenapat, Jpyroe);

Inpenapar, KI€TOYHas Tepanus, reHHas Teparusi, HeﬁCTByIOIHCG BCIICCTBO, ABJIAIOIICCCA HOBBIM XUMU-

3) 3asBUTENH U (WIN) CIIOHCOP H
(mmr) KUO (koTopotii Obitn aene-
THUPOBaHbI OCHOBHBIC U (MJIH) pelie-
BaHTHBIE YaCTH MPOBEACHHUS UCCIIe-
JIOBaHMSA):

TICPBOC 3as1BJICHHUC OT HOBOTI'O 3asiBUTCIIA

TIPEIBITYIINH ONBIT MHCIEKTUPOBAHUS (HUKOTAa HE MHCIEKTUPOBAJICA U (MJIH) JUTUTEILHOE BPEMS I10-
clie OCTIeIHeH MHCTIEKIMH U (MJIN) MHCTIEKIMS ¢ OTPULIATEIbHBIM PE3YJIbTaTOM);

4) neieBast NOIyJIsinust (I[CTI/I, ApPYIrue ys3BUMbIC, KpUTUYCCKU 0OJIbHBIE IMalqUCHTBI, HCOTJIOXKHBIC COCTOAHUSA, BCC BI/IZ[LI)

5) nndopmanus oT BIacTel TPETbUX CTPAaH O HEraTUBHOM HMcXoje HHcnekTupoBanus (Hanpumep, FDA CIIA, EMA, npyrue);

6) pacHoNoXeHHE CTPaHBI, B KOTOPOii IIPOBOAMIOCH KIMHUYECKOE HCCIIEIOBaHNE, BHE TeppuTopHii crpan ICH.

7) aTHKa

OTCYTCTBHE CBEACHHH 00 HKCIIEPTU3EC STUHIECKUM KOMUTETOM BCEX MU
HEKOTOPBIX JOKYMEHTOB KIIMHUYECKOTO HCCICI0BaHMs (HAPHUMeEp, IPOTOKOIIA, HHPOPMALIHHN JUIS
cyObexTa U HHGOPMUPOBAHHOTO COTJIACHSL, IIPOLIELYDP NPHUBICUYCHHUS) U HCCIE0BATEIbCKUX LIEHTPOB;

OTCYTCTBHE OIMHCAHMUS ITHIECKUX ACIIEKTOB MIPOBEICHUS UCCICIOBAHNS (HATIPUMED, BKIIOUCHHUE Y513~
BUMBIX [AI[MEHTOB, BBICOKAs 4aCTOTa HErPAMOTHOCTH B HCCIICAYEMOM MOMYJISIIUH, TPeOOBAHHE CBH-
JIeTelIsl) ¥ BO3HHUKILIUX MPo0JeM (IIpy HaIW4KK);

HECOCTOSITENILHOCTD NpoLecca HHHOPMUPOBAHHOTO COIIACHS HIIH
CBEJ/ICHHH, ITPEIOCTABICHHBIX CyObheKTaM MCCIICI0BaHUS

8) uccjenaoBaresii U aAMUHUCTPAaTUBHAS CTPYKTYypa UCCIICA0BaHUs: CIIOXKHAsA aIMUHUCTPATHBHAs CTPYKTYypa (Hanpnmep, yuactue 0GOJIBILIOTO
YHCJIa KOHTPAKTHBIX UCCIICAOBATECIILCKUX OpI‘aHI/ISHHI/Iﬁ n (I/IJ'II/I) IIOCTaBIINUKOB, Cy6HOI[p$II[‘II/IKOB)

9) TuIaH UccieI0BaHus

q)aKTOpI;I JU3aifHa UCCIIe0BaHUS (Haan/IMep, CIIO)HOCTD JU3aiiHa HCCIICA0OBAaHUsA, HCAOCTATOUYHOC
000CHOBaHHE HUCIIOIB30BAHMUS rmaue60 u (I/I.]'H/I) BLI60pa AaKTHUBHOI'O KOMnapaTopa);

CYIIECTBCHHBIC H3MEHEHHS IPOTOKOJIA BO BPEMSI HCCIIEIOBaHUs (HAIPHMED, H3MEHEHHE TEPBUYHBIX
KOHEYHBIX TOYCK HIIM CTATHCTUYCCKUX METOHOB MO0 KPUTEPUEB BKITFOUCHHS U (M) HEBKITFOUCHHS)
1 (M11) GOJIBIIOE YHCIIO TIONPABOK K IPOTOKOIY;

(haxTOpBI BMELIATENBCTBA!

TOMJIMHHOCTD U XapaKTCPUCTUKH UCCIICAYEMOTI'0O JICKAPCTBCHHOI'O IpeTiapaTa U BMEIIATEIILCTB HEAC-
HBIC:

1) IIPOTHUBOPEYUS MEKAY ITPOTOKOJIOM U OTYETOM 00 HCCIICAOBAaHUU KacaTCIIbHO (bOpM JA03UpOBaHus,
YIIaKOBKH, MapKHUpPOBKH, yCJ'IOBI/Iﬁ XpaHCHHUs, 103bl, pEKUMaA U IPOAOIKUTCIBHOCTH JO3UPOBAHUS;

2) ocobast ToIBEPIKEHHOCTh HECTAOMIIBHOCTH MCCIIEAYEMOTr0 JISKApCTBEHHOTO MpernapaTa Ipu Herpa-
BUWJIBHBIX YCJIOBUSIX XPAHEHHS HJIM TPAHCIOPTUPOBKU;

3) moxroroBka (hapManeBTHYECKUMH U (MITH) KIMHUYECKUMH PabOTHUKAMH Tepe]] BBEACHHEM;

4) moauduKaius rpemnapara Bo BpeMst UCCIE0BAHUS;
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5) CIO’KHOE TUTPOBAHUE MU HCKAJALMS JO3BI;

10) kpuTepUH U TaHHBIC OLICHKU
3(PEeKTUBHOCTH 1 OE30IIaCHOCTH

HEYETKHE UM HEOObSICHEHHBIC pasianyus B ONPEACIICHUN IIEPEMEHHBIX UCCIICIOBAHUSA MEXAY IIPOTO-
KOJIOM U OTYETOM O KIIMHUYCCKOM HUCCIICIOBAHUU,

HU3MCHCHUS B O6L€KT3.X, TAC NPOBOAATCS KPUTHYCCKNUE U3MEPECHUST

OLIEHKA KIIMHUYCECKUX MCXOJIOB: €CJIM KTO-TH00, OTIIMYHBIN OT

HCCIIeIOBATENs, OTBEYAJI 32 OLIEHKY KIMHUYECKUX MCXO0A0B (HAIIPUMEp, CIIOHCOpP, BHEIITHHE OLCHIIH-
KU WM BHEITHUH KOMHTET), HEOOXOIMMO PACCMOTPETh CIIEAYOIIIE YIEMEHTHI POIIECcCa IBHUKEHHUS
JTaHHBIX

COOTBETCTBYIOIIME MHCTPYKIMHU U (WITH) MOATOTOBKY HUCCIIEN0BATENeH K cOOpY U perOpPTHPOBAHHIO
napameTpoB 3G (HeKTUBHOCTH;

I/ILLCHTI/I(bI/IKaI_II/IOHHLIG JAaHHBIC 1 HE3aBUCUMOCTDh BHCIIHHUX OLCHIIUKOB U (I/IJII/I) KOMUTETA,

Ipoueaypsl NOAroTOBKH, paCCMOTPCHUS, OLICHKU U JOKYMCHTHPOBAHUSI NCXO0B, BKIIIOYAst CITIOCOOBI
oaACpKaHusA OCIICIUICHHUS.

11) cTratucTuueckre MeTo bl

HU3MEHEHHE CTaTHCTHYSCKAX METO0B U (HMJIH) KOHCUHBIX TOUEK Ha MOMEHT U (WIIH) TIOCIIE UCCIIeI0Ba-
HUSI, B YaCTHOCTH U3MEHEHUS, C/ICIaHHbIC 10 CHSTHUS OCIEIICHUsI, U (MJIM) He3aIlllaHUPOBAHHBIH cTa-
TUCTUYECKHUI aHAJIU3;

JAHHBIC l'la].ll/leHTa(OB) HCKJIIOYEHBI U3 aHaIn3a 0€30CHOBATEILHO HIIH Ha OCHOBAHUSX, BBI3BIBAOIIIUX
oraceHust, B 4aCTHOCTH, €CJIN PE3YyJIbTaThbl 6J'IaFOHpI/I${TCTByIOT HCIIBITYEMOMY IIpe€napary Hjiu €CIn
pCIHCHI/IG(SI) HUCKIIIOYUTH JaHHBIC CACJIaHbI ITOCJIC PAa30CIICIUICHUS JaHHBIX.

12) HenpaBO0nOn00-HOCTH | (MIIH)
HECOTJIaCOBAaHHOCTh MPEIOCTABIICH-
HBIX KITMHUYECKHX JaHHBIX:

pe3yabTaThl IPOTUBOPEYAT U3BECTHBIM JIMTEPATYPHBIM JAaHHBIM FJIH APYTHM pe3yJIbTaTaM HCCIIeI0Ba-
HUIA;

JAHHBIE C HEOOBIYHON TEHACHIUEH NIIM aHOMAJIBHOW BEIMYMHON BapUalliy WIN KpaltHe MaJIbIMU OT-
KIIOHCHHUSAMH (T. €. BBICOKAsI MITH HU3Kasi BapuaOenbHOCTh apaMeTpoB 3(h(heKTHBHOCTH, KOTOPbIE
HMMEIOT BBICOKYIO MIIH HU3KYIO €CTECTBEHHYIO BapuaOelIbHOCTh; HEMPEIBUACHHO HU3KUE MTOKA3aTeIH
C0001IeHHH O (CEephE3HBIX) HEKENATENbHBIX SBICHHUAX WIN COMTYTCTBYIOIIUX JIEKAPCTBAX);

HETIOCJIEA0BATEJIbHBIC, HEIIPABUJIbHBIC WJIW HETIOJIHBIC PETUCTPAlls U pEIIOPTUPOBAHUE JaHHBIX!

HETpaBWJIBHBIN TN3aifH HHAWBUIYaJIbHOW PEerucTpaloHHOM KapThl (naiee — MPK) (manpumep, mo-
IIPaBKH K IIPOTOKONTY He oTpaxkeHsl B IPK);

OTCYTCTBHUE PEIIEBAHTHBIX nepequﬁ JAHHBIX,

HECOIIaCOBAHHOCTDh MEKAY NEPECUHAMU JAaHHBIX O MAOUEHTAX U PENOPTUPOBAHHBIMU JaHHBIMU B OT-
YCTC KIMHUYCCKOrO UCCIICIOBAHMA,

00JIBIII0E YHCIIO HETOCTAIOIINX 3HAUCHHIA.
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[Ipunoxenue 15
K [IpaBuiam npoBeneHus papMalieBTUYECKUX
MHCIIEKIHMH MO0 HajuIekauuM (hapMaleBTUYECKUM
IpaKTHKaM

dopma

dopmart 10Che HHCIIEKIUU

1. Conepxanue
2. KOHTaKThI:
1) ¢ 3anpammuBaronieil CTOpOHOM;

2) ¢ BenymuM (BEeIyIIMMH ) UHCTIEKTOPOM (MHCIIEKTOPAMU) U y4aCTBYIOIIUMU
HHCIIEKTOPAMU;

3) C OlLICHIITUKAMH;

4) ¢ 3asBUTENEM U (W) CIIOHCOPOM;

5) ¢ UHCTIEKTUPYEMBIMU JTUTIAMH.

3. IOKyMEeHTBI, CBA3aHHBIE C UCCIEI0BAHUEM (IIPU HATUYHUN)
[IpenocTtaBneHHbIe 3asBUTENIEM U (UJIA) CITIOHCOPOM:

1) mpOTOKOI U MOIpPaBKH;

2) OTYET O KJIMHUYECKOM HCCIIEIOBAaHUY;

3) Oporropa ucciaea0BaTENS;

4) He3anoJHeHHbIe (OpMbI THHOPMHUPOBAHHOTO COTIIACHUS TAIIUEHTOB;
5) CIUCOK MAIMEHTOB U aAyJUTOPCKHUE CIIEIbI.
[IpenocraBneHHbIe 3KCIEPTOM (OLIEHIIIUKOM):

1) oT4eT 0 KIMHUYECKOM MCCIIEIOBAaHUU (€CIIM TPUMEHUMO);
2) 3KCHEPTHHIE OTYETHI;

3) nepedyeHb BOIIPOCOB;

4) oTBeT Ha 3a1poc.

4. JIOKyMEHTBI, CBA3aHHBIE C MHCIICKIIUEN:
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1) 3anpoc MHCHEKUNH;

2) coCTaB MHCIIEKIIMOHHOM TPYIIIbI (IIEHTPATBHOMN U JJIS KaXJ0T0 BEIOPAHHOTO
LEHTpA);

3) KOHTPAKTHI;

4) NOKyMEHTHI MO TUIAHUPOBAHUIO UCCIICOBAHUHU.

5. JlokanpHO coOMpaeMbie CBEIACHUS OOICH BaXKHOCTH

JIOKyMEHTBI, U3bSTHIE UM CKOMUPOBAHHBIE BO BPEMS MHCIIEKIINH.

6. OT4yeThl 00 MHCTICKITUSIX

OTt4eThl 00 MHCTIEKITUAX (BKJIFOYAsi OTBETHl MHCIIEKTUPYEMOTO(bIX) Juia (JIUIT) U

OOCHKY CBOJHOTO OTHUCTA 00 HWHCIICKIITNH (BaKHIO‘II/ITeJIBHa}I Bepcm{).
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[Ipunoxenue 16

K [IpaBunam mpoBeneHus papMarieBTUIECKUX

WHCIICKIIUN 10 HaJjIekanuM (hapMarieBTUIeCKuM

MPaKTUKAM

dopma

OTt4er 0 npoBegeHun papManeBTHYECKO MHCIIEKIIUUA HA COOTBETCTBHE

Haunemameifl KJIHHUYEeCKOH NMPpaKTUKH

HanmeHnoBanue papManieBTH4ECKOro HHCIEKTOPATA

aapec, TenedoH, cauT

HaumenoBanue Cy6’b€KTa HWHCIICKTUPOBAHUA

Anpec

OcHOBaHHE

1. Pe3rome

HaynMeHOBaHHE HHCIIEKTHPYEMOro 00beKTa (HY)KHOE OTICPKHYTH):
KHO
Cnoncop

Kiuanueckasi(ue) 6aza(pr)

Ha3Banwne u nonHsIi agpec 00beKTa

JInuensus

Bubl 1eITenbHOCTH KOMITAHUHA

JlaTa mpoBeeHUST HHCTIEKLIUU

JlanHBIE 00 MHCTIEKTOPAX (IKCIEPTax)

damunust, UMs1, OTYECTBO (TIPU €ro HAJIUYNH), TOJDK-

HOCTh

Homep nHcnekuuu (py HaTHYHN)

[TonHOE Ha3BaHKME KIMHUYECKOTO MCCIICOBAHUS

WnentndukannoHHbIH KO IPOTOKOJA BepcHs (HOMep) U AaTa (Jirodast mornpaska
K IIPOTOKOJIY UMEET HOMep BEPCHHU U 1aTy)

Howmep 3asBku

Homep B MexayHapOAHBIX 0a3axX KIMHUYECKUX UCCIICJOBAaHUI

CpoKu MpOBEICHUs] UCCIIETOBAHUS

Wudopmanus o Cioncope:
Ha3BaHHE U aJ[PeC OpraHu3aLuu

®OHUO KOHTAKTHOTI'O JIMIIA

Hudpopmanus o 3assurene:

CrioHcop
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Cakray KyHi 25.01.2023
Jlata pegakuuu 17.01.2023
JlaTta ckaunBaHMs 25.01.2023

Odunuanbuelit npencrasutens Crioncopa

JIMno nim opraHu3ans, yoJHOMOYEHHAsT CIIOHCOPOM IS TIOJJaYH IAHHOTO 3a-
SIBJICHHS (B 9TOM citydae yka3ath ©@VIO KOHTAaKTHOTO JIUIA, aIpec, KOHTAKTHBIC
nanHbie (TenedoH, Gakc, MeKTPOHHAS T0YTA)

Knununueckas(ux) 6a3a

HasBanue u agpec

Jli1st rcclieoBaHuit GHOSKBUBATIEHTHOCTH

HasBanwue u ampec npoBeneHns1 OHOAHATUTHYCCKOM Ya-
ctu KN

Jleranu MHCTICKITUH

JlaTa mpoBeneHus

Ty UHCIIEKIUN:
[InaHoBast MM BHEIIAHOBAS WITM [TOBTOPHAas (IpUKa3)

OHJIAMH niu oduaiin;

NpeaperucTpalluoHHas Uin NOoCTpEerucTpauoHHas (yKa3aTB HOMEp SaHBKH)

2. BBognas uadopmarus

Kpartkoe onucanue cyObekTa MHCIIEKTUPOBAHUS U UHCTIEKTUPYEMOTO ydacTKa.

Jata(bl) npeapIAyIIUX HHCTICKIIUMA

damMuius, UMsi, OTYECTBO (IIPU €ro HAIMYUH ), TOJKHOCTh HHCIIEKTOPOB, TPOBOAUBIINX

MpCaAbIIYITYO MHCIICKIIUIO

CYHIGCTBGHHBIG HN3MCHCHUS 110 CPABHCHHIO C Hpem)mymeﬁ HHCHGKHHGﬁ

Llenp nHCTIEKITUM

HHCHGKTI/IpyeMBIC 30HBbI

[Iepconan opranu3anuu, y4aCTBYIOLINUN B IIPOBEICHUN NHCIICKLIUN

ﬂOKYMeHTBI MMpCaACTAaBJICHHBIC CY6T)GKTOM HHCIICKTUPOBAaHUA A0 IIPOBCACHNA NHCIICK-

1005051
3. HabGmronenus u pe3yinbTaThl HHCIEKITUH.

Jns nacnekuuii Ha cootBeTcTBUE GCP:

VYnpapneHue Ka4ecTBOM

Iepconan

[omemenns u o6opyroBaHKE

JloxyMeHTanus

Apxus

AchopanmBaﬂ JCATCIIBHOCTh

CaMOMHCITEKITUS

Co00mUIeHHUs 0 HEXENATENbHBIX PEAKIUIX I SIB-
TICHUSIX

OlLIeHKa OCHOBHOTO JIOChE KIIMHHYECKOTO UCCIIe-
JIOBaHUs
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e‘ Fa-1F DTaNOHHbIH KOHTPOJIBHBIHA GAHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peraKunmn 17.01.2023
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE P
JlaTta ckaunBaHMs 25.01.2023

YrpasieHue uccieyeMbIM JIEKapCTBEHHBIM
CpPEICTBOM

Paznoe

4. 3aKIII0OUNUTEIHFHOE COBEIIIAHNE U OIICHKA OTBETa CyOBhEKTa MHCIIEKTUPOBAHUS:

KomMmmenTapuu npencraButenei cyobekTa HHCIIEKTUPOBAHUS, CIETIaHHBIE B XO/IE
3aKJIFOUYNUTEIBHOTO COBEIAHUS

OrneHka oTBeTa CyObeKTa MHCIIEKTUPOBAHUS 110 BHISIBICHHBIM HECOOTBETCTBUSM
JlokyMeHTHI U (W) 00pasiibl, OTOOpaHHBIE B X0/1€ MHCTICKIIMT

5. Pe3ynbTaThl HHCIIEKTUPOBAHUS U PEKOMEHIAIUH:

Pe3ynbTaThl HHCTIEKTUPOBAHUS

Pexomennanun

Otuet o npoBeneHNH (hapMaleBTUUECKON MHCTIEKIIMM COCTABJICH U TIOIMHUCAH:

Benymmii ¢papmarieBTH4eCKUid HHCIIEKTOP (PYKOBOAUTEINb IPYIIIIHI)

damuust, IMs, 0TYECTBO (TIPU €TO HATUIHN) MOIIHUCH

UneHbl MHCIICKIIMOHHON T'PYTIITBI

damMunus, UMsl, 0TY4ECTBO (TIPH €ro HAJTUIHHN) MOJNUCH
Damunusi, UMs1, 0TYECTBO (TIPU €ro HATMINH) MOJMUCH
« » roaa.

Paznenbl 6 1 7 3an0HAIOTCS MHCIIEKIIMOHHOM TPYMION MOCIe MoTydeHus: HHGOpMAaIiu
M0 YCTPAHEHUIO BBISIBJICHHBIX HECOOTBETCTBUM U COTJIACOBAHUA C (papMaleBTUUECKUM
MHCIIEKTOPATOM IOCYAapCTBEHHOI'O OpraHa.

6. PCBy.HBTaTI)I PaCCMOTPCHHUA YCTPAHCHUA BbIABJICHHBIX HECOOTBETCTBUHU U BBIBOJBI

HHCIICKIIUN:
[epeyeHb BBISBICHHBIX KBanuduxaius BbIsBiIeH- Hudopmanus 06 ycTpaHeHUH BBISIBICHHBIX OlreHKa yCTpaHEHHUS BbISIB-
HECOOTBETCTBUI HBIX HECOOTBETCTBUI HECOOTBETCTBHUI (KpaTKOe collepKaHie KOPPEK- JICHHBIX HECOOTBETCTBHM

TUPYIOLIMX U NPEAYNPEKAAIOMINX ACHCTBUIA,
TTOJITBEP>KAAIOIINIT TOKYMEHT)

7. 3aKiroueHne

CyObeKT HHCIIEKTUPOBAHUsI, HAMMEHOBaHNE 00BEKTA, yUacTKa, aJpec




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi
e - aKTIEpIiH STaTOH B! GaKbUIay GaHKi Caxray KyHi
- -‘ ﬂ .' .' DTaNOHHBINA KOHTPOIbHBIH OAHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata peaKuun

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

17.01.2023
25.01.2023
17.01.2023
25.01.2023

CooTBeTCTBYET (HE COOTBETCTBYET) TPeOOBAHUAM HaJJIeKaten (hapMareBTHIeCcKon

NpaKTUKH (yKa3aThb HAMMEHOBaHUE HaaJexallen papMaleBTHUeCKOM MPAKTUKH).



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 17.01.2023

Cakray KyHi 25.01.2023
Jlata pegakuuu 17.01.2023
JlaTta ckaunBaHMs 25.01.2023

[Ipunoxenue 17
K [IpaBuiam npoBeneHus papMalieBTUYECKUX
MHCIIEKIHMH MO0 HajuIekauuM (hapMaleBTUYECKUM
IpaKTHKaM

dopma

IlepeyeHb OCHOBHBIX TPEOOBAHUI K OKA3aHUIO TOCYIAPCTBEHHOM YCIyrH

«Bbmaqa cemel)mcaTOB Ha COOTBETCTBHMC HAJICKAIIINX

(hapmaneBTHYECKUX MPAKTUK)

HanmeHoBaHue rocy1apcTBeHHON yciyru «Bpiada cepTudUKaToOB Ha COOTBETCTBHE HAMNEKAIIHUX (hapMalleBTUYECKUX MPAKTHK
HaumenoBaHue noBuaa rocyJapCTBEHHOH yCIyTu:
1) Bbljava cepTu(HKaTa HA COOTBETCTBUE TPEOOBAHUAM HaUIeXKAIleH POU3BOACTBEHHOM npakTuku GMP);

2) Bbljaua cepTU(HKaTa HA COOTBETCTBHE TPEOOBAHUAM HajIexkallel qucTpubbloTopekoii npakruku (GDP).

1

HaumeHoBaHue yciayronarems

Komurer MeuuuHCKOro u hapMalieBTH4eCKOro KOHTpoJsi MUHHUCTEpCTBA 31paBOOXpaHe-
nus PecyOnuku Kaszaxcran

2 Croco0BI IIpeIoCTaBICHNS TOCy aap- o Bcem noxBugam:
CTBCHHON yCIIyrit Beb-mopTai «31eKTpOHHOTO MPaBUTENBCTBAY: WWw.egov.kz, www.elicense.kz (nanee —
TopTan)
3 Cpok OKa3zaHus TOCYAapCTBEHHOU yCiIy- ITo Bcem nogBumam:
™ Beiaua ceprudukara - 2 (18a) pabouux JHs;
Ilepeodopmnenue — 2 (1Ba) pabounx AHS.
4 dopmy okazaHMs FOCYJapCTBEHHOM ITo Bcem noaBuaam:
yemyra DJIeKTpOHHAs
(9acTUYHO aBTOMAaTH3MPOBaHHAs )/OyMaXKHas
5 PesynpraT 0kazaHus rocy1apcTBEHHON 1) Bblgaya uinu nepedopmieHne cepTudukara Ha COOTBETCTBHE TPeOOBaHUIM HaJUIeXa-
yciayru mieit mpousBoAcTBeHHOM npaktuku (GMP);
2) BbInaya wix nepedopmieHre cepTudukaTa Ha COOTBETCTBHE TPEOOBAHUSIM HaJUIeKa-
et ructpubbrotopekoit mpaktuku (GDP);
3) MOTHBUPOBAHHBII OTKA3 B OKa3aHUH FOCYAaPCTBEHHON YCIYTH COTJIACHO MPHII0KEHHIO
9 x HacrosiuM [IpaBuam.
6 Pa3mep miaThl, B3UMaeMOii ¢ yCiIyromo- T'ocynapcTBeHHas yciryra oka3bIBaeTcst OeCIiaTHO
JIydatesist [Ipy OKa3aHUH IoCy1apCTBEH-
HOM YCITyTH, ¥ CIIOCOOBI €€ B3UMaHUs B
Clly4asix, IpelyCMOTPEHHBIX 3aKOHO/a-
TenbeTBoM PecryOnuku Kaszaxcran
7 I'padux padoTh! ycimyroparens u 00bex- 1) ycayromaTens — ¢ OHeeIbHHUKA 110 HATHHUILY, B COOTBETCTBHM C YCTAHOBJICHHBIM I'pa-

TOB HH(OpPMALIUU

¢uxom padots ¢ 9.00 1o 18.30 yacos, 3a UCKITIOYCHUEM BBIXOHBIX H MPA3AHUYHBIX
nHeit, cornacHo TpynoBoMy kojekcy Pecriy6nukn KazaxcraH ¢ nmepepsiBoM Ha 00ej ¢
13.00 gacos 1o 14.30 gacos.

2) mopTaa — KpyriioCyTOYHO, 38 HCKIIOUYCHIEM TEXHUUECKHX TIEPEPHIBOB B CBSI3U C MPOBE-
JICHUEM PEMOHTHBIX paboT (IpH 0OpaIleHHH YCIYTONoIydaTesst IOCc/ie OKOHYaHus pabo-
Yero BPEMEHH, B BHIXOIHBIC U IPa3AHUYHbIC THH COrIacHO TpymoBoMy Kozxekcy Pecmy6-
nuku KazaxcraH npueM 3asiBICHHS U BbIa4a pe3yJibTaTa OKa3aHHs roCyIapCTBECHHOM
YCIIYTU OCYIECTBILIETCS CICAYIOIM PAbOYM JTHEM).
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IlepeueHb JOKyMEHTOB U CBE/ICHUH, UC-
TpeOyeMBbIX y yCIIyronoaydaTess s
OKa3aHHUs FOCYJapCTBEHHON YCIIyTH

Jst nostydyeHust cepTuduKaTa Ha COOTBETCTBHE TPEOOBAHUAM HaJJIeXKaIleH IPOU3BOJI-
crBeHHOH npaktuky (GMP) u (1mm) ceptudukara Ha COOTBETCTBUE TPEOOBaHUSIM HaJyIe-
xaieil nuctpudbroTopckoit mpaxktuky (GDP) — 3asBKka 10 opMe COrNIaCHO IPUIIOKECHHIO
11 x Hacrosimum [IpaBunam;

s mepedopmienust cepTuduKaTa Ha COOTBETCTBHE TPEOOBAHUSM HAJUICKAIICH TTPOH3-
BojcTBeHHO# npakTuku (GMP) u (um) ceprudurkaTa Ha COOTBETCTBHE TPEOOBAHHMSIM HaI-
nexaiei ructpudbiotTopekoil npakruku (GDP):

1) 3asiBka 1o popme cornacuo npunoxkenuto 11 k Hacrosumm [IpaBunam;
2) 3MEeKTPOHHAS KOIHMSA JOKYMEHTA, IIOATBEPKAAIOINET0 U3MCHCHIE HAUMCHOBAHHSA CYOb-
eKTa, N3MEHEHHE HaNMEHOBAHHA aipeca MECTOHAX0XKIEeHUs 0e3 (HH3UIecKoro mepeMelie-

HHsT 00bEKTa HWHCIICKTUPOBAaHUSA (3a HUCKIIOYCHUEM CBeHeHHﬁ, HUMEIOIUXCA B COOTBETCTBY-
10)11170.4 I/IH(i)OpMaIH/IOHHBIX CI/ICTeMaX).

OcHOBaHUS JJIs1 OTKa3a B OKa3aHUU Io-
CyJapCTBEHHOW yCIIyTH, yCTAHOBJICH-
HBIE 3aKOHO/IaTeNIbCTBOM PecnyOmnuku
Kazaxcran

1) ycTaHOBIIEHHE HEJIOCTOBEPHOCTH JOKYMEHTOB, IIPECTABICHHBIX YCIyronoayJyaTeneM
JUISL TIOJTyYeHHs TOCYIapCTBEHHOM YCIIyTH, U (MJIM) AaHHBIX (CBEIECHUI), COlepKaIuXCs B
HUX;

5
2) HECOOTBETCTBUE YCIIYTONOIy4aTelis U (MIH) PEICTAaBICHHBIX MATEPHAIIOB, TAHHBIX U
CBEJICHUH, HEOOXOAUMBIX JIJIsl OKa3aHUsI TOCYIapPCTBEHHOMN YCIyTH, TpPeOOBaHUSAM HACTOSI-
mux [IpaBu;

3) npu HECOOTBETCTBUH TpeOOBaHMi myHKTa 57 Hactosiumx [IpaBu.

10

WHble TpeOOoBaHUs C Y4eTOM 0COOCHHO-
CTel OKa3aHUs rocyJapCTBEHHOH yCITy-
™™

Ycayrononyyarenab UMEET BO3MOXKHOCTb MOTyUYeHHUs HHPOPMALMU O MOPSAKE U CTaTyce
OKa3aHUs FOCyJapCTBEHHON YCIyTH B peXHUMe YAAJICHHOI0 J0CTYyIIa Yyepes MopTall - B
«JTMYHOM KaOWHETe», a TAK)KE €ANHOTO KOHTAKT-LCHTPA.

KoHrakTHbIe TenedOHbI CIPaBOYHBIX CIYKO [0 BOIPOCAM OKa3aHHSI TOCYJaPCTBECHHON
YCIIYTH yKa3aHbl Ha HHTepHeT-pecypce Komurera MeqUIMHCKOTO 1 papManeBTHIECKOTO
KOHTpoJisi MuHucTepcTBa 3/1paBooxpanenus Pecryonuku Kazaxcran kmfk@dsm.gov.kz.

Howmepa Teneh)oHOB eANHOrO KOHTAKT-LIEHTPA II0 BOIIPOCAM OKa3aHHs FOCYAAapCTBEHHBIX
yeayr — 1414, 8-800-080-7777.




