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O BHeceHMH W3MEHEHHMH B ImpHKka3 MuauMCTpa 3apaBooxpanenni PecryOmixu Kazaxcran ot
27 smBaps 2021 roga Ne KP JICM-9 "O06 yTBepKIeHMM IpaBUII IPOBEACHUSL
(bapManeBTHYECKIX MHCIIEKIHI 10 HaIeKamuM (papManeBTHISCKUM IpakTHKaM"

[Ipuka3 Munuctpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 29 suBaps 2025 romga Ne 6.
3apeructpupoBad B MunuctepcTBe rocturiuu Pecriyomuku Kazaxcran 29 suBaps 2025 roga
Ne 35688

[TPUKA3BIBAIO:

1. Buectu B npuka3z Munuctpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 27 sHBaps
2021 roga Ne KP JICM-9 "OO6 yTBepkKaeHUM TpaBWJI TPOBEACHUS (HapMarieBTUUECKUX
MHCTICKIIMK 10 HaJJiexauM GapMalieBTUUeCKuM MpakTukaM' (3apeructpupoBad B Peectpe
roCyJIapCTBEHHOUN perucTpalui HOPMATUBHBIX MPABOBBIX akTOB Mo Ne 22143) cienyrouiue
U3MEHEHUS:

npeamMOyi1y U3JI0KHUTh B CIEIYIOLIEN pEeTaKIINU:

"B cooTtBercTBUU ¢ myHKTOM 6 cTaThu 244 Koxaekca Pecniyonuku Kazaxcran "O 310poBbe
Hapoza u cucteme 3apaBooxpanenus” [IPUKA3BIBAIO:";

npaBuiia TpOBeAeHUS (apMaleBTUUECKUX HMHCIEKIUN 10 HaIJIeXalum
(hapMaIeBTUUYECKUM TMPAKTUKAM, YTBEPKJICHHbIC MPUIOKEHUEM | K yKa3aHHOMY MpPHUKa3y
M3JIOKUTh B HOBOM peIaKIIMU COTJIACHO MPUIIOKEHUIO K HACTOAIIEMY MPUKA3Y.

2. Komuretry MeauuuHCKOro u (papMaieBTUUYECKOTO KOHTpOJisi MuHuctepcTna
3npaBooxpaHeHuss PecnyOnmkn KazaxctaH B yCTAHOBIEHHOM 3aKOHOAATEIbCTBOM
Pecny6iiuku Kazaxcran nopsiike o0ecneyuTh:

1) rocy1apcTBEHHYIO PETHCTPALIMI0 HACTOSLIErO MpHKaza B MUHUCTEPCTBE FOCTULIMH
Pecny6nuku Kazaxcran;
2) pa3MelleHHE HACTOAIIEero IMpHUKa3za Ha HHTEpHET-pecypce MuHHCTepcTBa
3apaBooxpaneHus Pecnyonuku Kazaxcran;

3) B TeueHue aecATu pabouuX JHEW Mociie roCy1apCTBEHHON PEruCTpaliii HACTOSIIETO
npukaza B MuHuctepctBe toctunuu Pecnyonuku KaszaxcraH mnpejacTaBieHue B
KOpunuueckuit genaprameHT MunuctepcTBa 31paBooxpanenus PecmyOnuku Kazaxcran
CBEICHUH 00 HCIOJHEHUH MEPONPHUITUNA, MPETyCMOTPEHHBIX MOANYHKTaMu 1) u 2)
HACTOSIIETO IMyHKTA.

3. KoHTponp 3a MCNOJHEHHEM HACTOSIIIEro MPUKa3a BO3JOXKHUTh Ha KYypHPYIOIIETrO
BUIIe-MUHHUCTpA 3apaBooxpanenus Pecniyonuku KazaxcraH.

4. Hacrodmuii npuka3 BBOAUTCS B IEMCTBUE MO UCTEYEHUU JIECATU KaJIEHJAPHBIX JHEN

MIOCJIC JTHS €r0 MEPBOTO OPHUITMATBHOTO Oy OJTMKOBAHMSI.

Munuctp 3apaBooxpaHeHUS
A. AipHa3apoBa
Pecrry6mnkn Kazaxcran



[Tpunoxxenne kK npukaszy
MHUHHCTp 30paBOOXpaHECHHS
Pecny6mmkn Kazaxcran
ot 29 stBaps 2025 romga Ne 6

IIpunoxenue 1 xk npukasy
MunucTpa 3ApaBOOXpaHEHUS
Pecniyonuku Kazaxcran
ot 27 suBaps 2021 rona
Ne KP ICM-9

ITpaBuia mpoBeneHUs (papManeBTHIECKUX HHCIIEKIIHH M0 HaJyTexXanuM (GapMareBTHIeCKUM
IpaKTHKaM

I'maBa 1. O0mIue moIoXeHHs

1. Hacrosimue [IpaBuiia mpoBeaeHus: GpapMarieBTUYECKUX MHCIEKINHI M0 HaJIexKaluM
(apManeBTUYECKUM TMpPAKTHUKaM M OKa3aHUd TOCyAapCTBEHHOW ycayru "Beizaua
cepTU(UKATOB HA COOTBETCTBHE HaJIeKANIMX (apMaleBTUYECKUX MNpakTUK" (manee —
[IpaBuna) pa3zpaboTaHbl B COOTBETCTBUU ¢ MyHKTOM 6 ctathu 244 Kopekca PecnyOmuku
Kazaxcran "O 3m0poBbe Hapoaa U cucrteme 3apaBooxpaHenus" (mamee — Kopgekc),
noanyHkToM 1) cratbu 10 3akona PecriyOonuku Kazaxcran "O rocygapcTBeHHBIX yeimyrax" (
nanee — 3akoH), Pemenuem CoBeta EBpa3uiickoil 5KOHOMHYECKOW KOMUCCUU OT 3 HOSAOPS
2016 roma Ne 83 "OO6 yrBepxaeHuu IIpaBun npoBeaeHus GapManeBTHUECKUX MHCIIEKITUH" (
nanee — Pemenue Ne 83) u ompenensioT MOpsAIOK HpoBeAeHUs (apMaleBTUUECKUX
MHCIICKIIMI 1O HaJjexamuM (apManeBTUYECKUM IMpPaKTHKaM M TOPSJ0K OKa3aHHs
rocygapcTBeHHoil ycayru "Beigaua cepTudukaToB Ha COOTBETCTBHE HaJJICKAIIUX
(bapmaneBTUYECKUX PAKTUK'.

2. B nacrosmux IIpaBuiiax UCHONIB3YIOTCS CIIEAYIOIINE MOHATHS:

1) rocynapcTBeHHas SKCIEpTHAsT opranu3anus B chepe oOpaieHus JeKapCTBEHHBIX
CPEACTB M MEIUUMHCKUX HU3ACNUN (llajiee — SKCHEpTHAas opraHusanusi) — CyOBeKT
rOCyJapCTBEHHOW MOHOMOJUU, OCYLIECTBIISIOIMIMNA TPOU3BOJICTBEHHO-XO3MCTBEHHYIO
JEeSTENBHOCTD B 00JIACTH 3ApaBOOXpaHEHHUs 10 obecreueHnto 0e30MacHOCTH, 3PHEKTUBHOCTH
Y KauecTBa JIEKAPCTBEHHBIX CPEJCTB U MEAUITUHCKUX U3JIEITHUH;

2) Hajexamue GapMaleBTHYECKUE MPAKTUKU B cdepe oOpallleHus JeKapCTBEHHBIX
cpeacTB (manee — Hamyexamue GapMalneBTHUYECKUE MPAKTUKH) — CTAHAAPTHI B 00JacTH
3IpaBOOXPAHEHUs, PaCIPOCTPAHIIONINECS HA BCE ATAMbI )KU3HEHHOTO LIUKJIA JIEKAPCTBEHHBIX
CpeICTB: Haanexalas jaboparopHas npaktuka (GLP), Hagnexaiiast KIMHUYECKas: MpaKkTUKa
(GCP), nagnexarniast mpou3BoacTBeHHas npaktuka (GMP), naanexarias 1ucTpuObI0TOpCKas
npaktuka (GDP), naanexamas anteynas npaktuka (GPP), mannexamas mnpakTuka
dapmakonanzopa (GVP) u apyrue magnexammue papManeBTHUISCKUE TPAKTUKY;

3) rocynapcTBeHHBIH OpraH B cdepe oOpalleHus JIEKapCTBEHHBIX CPEICTB U
MEIMIIMHCKUX M3JIeNINi (Jaee — rocyJapCTBEHHBIM OpraH) — rocyJAapCTBEHHBIN Opras,



OCYILIECTBIISIIOLIUNA PYKOBOJACTBO B cdepe oOpalieHus JEKapCTBEHHBIX CpPEACTB U
METUITMHCKHUX M3JICNUi, KOHTPOJIb 32 O0paIIeHueM JIEKApCTBEHHBIX CPEJICTB U METUIIMHCKUX
WU3CIINI;

4) peectp papmarieBTHUECKHX WHCIEKTOPOB PecmyOnuku Kazaxcran — 3yIeKTpOHHBIH
UH()OPMAIIMOHHBIM pecypc YMOJIHOMOYEHHOTO OpraHa B O0JIACTH 3/paBOOXpPaHEHHS,
coJiep Kalluii cBesieHus o dapmalieBTuYecKkux nHenekropax Pecryonuku Kazaxcran;

5) rocynapcTBeHHas yciayra — oJHa U3 GopM peaan3aluy OTAEIbHBIX FOCYJapCTBEHHBIX
GYHKIHMI UM UX COBOKYITHOCTH, OCYIIECTBISIEMBIX MO OOpaIIeHUIO0 WM 0e3 oOpaiieHus
yCIIyromoaydaTeleid W HalpaBlIEHHBIX HAa peaju3alHio WX TMpaB, CBOOOJ M 3aKOHHBIX
WHTEPECOB, MPEAOCTABICHHE UM COOTBETCTBYIOIIMX MAaTEPUATbHBIX WM HEMaTepUaTbHBIX
Omxar;

6) HECOOTBETCTBUE — OTKJIOHEHHE OOBEKTa JASATCIIPHOCTH TPEOOBAHMAM HaJIJICIKAIIAX
(dapmaneBTUYECKUX MPAKTUK, BBISBIIEHHOE BO BPEMsI MHCTIEKIIUH.

7) hapManeBTUYECKUN WHCIIEKTOP IO HAJJISKAIUM (PapMarieBTUYECKUM MPAaKTUKAM —
JUI0, YIIOJIHOMOYEHHOE Ha OCYIIECTBICHUE (QYHKIIMMA MO MPOBEICHUIO (PapMalieBTUYECKON
WHCIICKIIUK 110 HaUIeKamuM (papMaIeBTHYECKUM IMPAKTUKAM M BKJIIOUYCHHOE B PEECTp
dapmaneBTryeckux nHCNekTopoB PecnyOnuku Kazaxcran;

8) (apMmareBTHYECKUN MHCIIEKTOPAT MO HAAJIeKAIUM (papMaIieBTUHYeCKUM MpaKTUKam (
namee — (apMmameBTUYECKUI HHCIEKTOpAT) — CTPYKTYPHBIE TOJpa3aelieHus
rocyJJapCTBEHHOI'0 opraHa B cdepe oOpalieHus: JeKapCTBEHHBIX CPEICTB U MEAUIIMHCKHUX
W3JICNINA, €T0 TEPPUTOpPUATbHBIC TOApa3JeicHUus U (WIW) OpraHHU3allvs, OIpeaeseMast
YIOJHOMOYEHHBIM OPTaHOM, OCYIIECTBIISIFOIINE WHCIIEKIUIO 32 COOMIOJICHUEM HaITIEKAIINX
(dhapManeBTUICCKUX TMPAKTHK Ha JIEKAPCTBEHHBIC CPEACTBA W TPEOOBaHUN K BHEIPCHUIO,
MOJAJCPKAHUIO M OIEHKE CHCTEMbl MEHEI)KMEHTa KauyecTBa MEIMIIMHCKUX HW3JCNIHi B
3aBUCUMOCTH OT MOTCHIIMAIILHOTO PUCKA WX MPUMCHCHHS,

9) dapmareBTUUeCKass UHCIICKIIUS MO HAAJEXKANTUM (hapMareBTUYECKUM TTpaKkTUKam (
Janee — MHCIEKIHUs) — OLleHKa 00beKTa B cepe oOpalleHus JICKAPCTBEHHBIX CPEACTB C
LEIbI0 OIMpPEACNICHUsI €r0 COOTBETCTBUS TpeOOBaHUSAM HaANeKaIIUX (papMaleBTHUECKHX
npaktuk Pecy6nuku Kazaxcran u (wnn) EBpazuiickoro 3koHOMHUECKOTO CO03a;

10) BeO-mmopTan "3MeKTPOHHOIO MPaBUTENHLCTBA" (J1ajiee — mopTai) — UHGOPMaALIMOHHAS
CUCTEMa, MpEeNCTaBIIsIomas co00i eIMHOe OKHO JOCTyIa KO BCEHl KOHCOJIUIUPOBAHHOUN
MPaBUTEIbCTBCHHON WH(MOpMAIMu, BKIOYAsS HOPMATUBHYIO TMPaBOBYI 0a3y, M K
roCyJapCTBEHHBIM yCIyTaM, YCIyTraM IO BbIIaue TEXHUYECKUX YCIOBHUI Ha MOJIKIIOUYCHUE K
CeTsIM CyOBEKTOB €CTECTBEHHBIX MOHOIIOJINN U YCIyTaM CyObEKTOB KBa3UTOCYAapCTBEHHOTO
CEKTOpa, OKa3bIBAEMBIM B dJIEKTPOHHOM (hopme;

11) snexTponnas nudponas noanuck (nanee — J1IIT) — HaOop PAEKTPOHHBIX TUPPOBBIX
CHUMBOJIOB, CO3JJaHHBINA CPEJCTBAMH AJIEKTPOHHOU ITUGPOBOM MOAMKUCH U MOATBEPKAAIOIINIA
JOCTOBEPHOCTh 3JEKTPOHHOTO JOKYMEHTa, €ro NPUHAJIEKHOCTh W HEHU3MEHHOCTh
coJiepKaHusl.



3. NHcnexkuusi mMpoOBOIUTCS HA COOTBETCTBUE O0BEKTa CyOBEKTa MHCIIEKTUPOBAHUS
CTaHjapTaM Hajyiexamux QapMaleBTUUECKUX TMPAKTUK, YTBEPKICHHBIM MPUKA30M
UCTIOHSIONMEro 00s3aHHOCTH MuHHCTpa 3apaBooxpaneHus: Pecryonnku Kazaxcran ot 4
derpans 2021 roga Ne KP JICM-15 "O6 yTBepKIeHUHN HaJJIeKaux (papMaieBTUUECKUX
npakTUK' (3aperucTpupoBaH B PeecTpe rocynapCcTBEHHON perucTpauud HOPMAaTHBHBIX
npaBoBBIX akTOB moja Ne 22167) (nanee — IlpaBuia ¢apManieBTUUECKUX MPAKTUK) U (WITH)
IIpaBui HamuIe)Kame NPOU3BOACTBEHHON IPAKTUKN EBpa3niiCKOrO 9KOHOMHUYECKOIO COK034,
yTBepxkaeHHbIM Permenuem CoBeta EBpasuiickoit SKOHOMUYECKOW KOMUCCUU OT 3 HOSIOps
2016 roga Ne 77 n (wnn) [lpaBun Hamiexamend npakTUku gpapmakoHaazopa EBpasuiickoro
AKOHOMHUYECKOI'0 COr03a, yTBepkaeHHbIM Pemennem CoBera EBpa3uiickoil SJKOHOMUYECKOH
komuccuu oT 3 HosA0pst 2016 roma Ne 87 (nanee — Pemenue Ne 87).

MHcneknny oCymecTBIISIOTCA:

1) Ha cooTBeTCTBHE TpeOOBaHUSM HajJexkaiiei jgadopatopHoi npaktuku (GLP),
Hajexamen kimanyecko npaktuku (GCP), Haanexaieil mpou3BOCTBEHHON MPAKTUKH (
GMP), napnexamieit quctpubbtoTopckoii mpaktuku (GDP) cyObekToB, pacnoioxKeHHBIX Ha
tepputopun Pecnybnukm KazaxcraH, rocylapCTBEHHBIM OPraHOM C HPHUBJIECYEHHEM
HHCIIEKTOPOB T'OCYIapCTBEHHOTO OpraHa W/WIH €ro TePPUTOPUATBHBIX TOIpa3IeIeHUM;

2) Ha cooTBeTCTBHE TpeOOBaHUAM HaJJiexamer anteuHod mnpaktuku (GPP)
TEPPUTOPHATBLHBIMU TMMOJPA3JCICHUSMU TOCYJapCTBEHHOTO OpraHa C MPUBJICUCHUEM
MHCIIEKTOPOB rOCYJAPCTBEHHOTO OpraHa W/Win €ro TEPPUTOPUAIbHBIX MOIpa3/IeICHHH;

3) Ha COOTBETCTBHE TpPeOOBaHUAM HajuIexkaled nadoparopHoi npaktuku (GLP),
HajuIexkanen kimanueckor npaktuku (GCP), Haanmexanieil mpou3BOACTBEHHON MPAaKTUKH (
GMP) cyObekToB, pacmnoyiokeHHbIX BHE TeppuTopuu Pecnybsnuku KaszaxcrtaH, a Takxke
JepKaTesell perucTpallMOHHbIX YA0CTOBEPEHHH U (MJIM) UHBIX OPraHU3alMi, TPUBICYEHHBIX
Jep>KaTeleM PETrHCTPAIMOHHOTO YAOCTOBEPEHUS ISl BBINOJHEHUS O0053aTeNbCTB IO
(dapmakoHa30py, pacnoyararomuxcs Ha Tepputopun Pecnybnuku Kazaxcran nu6o 3a ee
npejesiaMi Ha COOTBETCTBUE HaJylexalleld npaktuku dapmakonaazopa (GVP) skcnepTHoit
OpraHu3alKe M0 COrIACOBAHUIO C TOCYIAPCTBEHHBIM OPraHOM.

4. NHCcrieKuMsl 3KCIEPTHOM OpraHu3alyeil MPOBOAMTCA HAa OCHOBAHUHU JIOTOBOPA,
3aKJIIOYaEMOT0 C 3asBUTEIIEM B COOTBETCTBUM C TPaXJAHCKUM 3aKOHOJATEIbCTBOM
Pecniybnuku KazaxcraH.

5. IloBTOpHBIE UHCHEKIINH JJIsI TOATBEPKACHUS CYObEKTaMH, IOJIYYUBIIUMH CEPTUDUKAT
O COOTBETCTBUHU OOBEKTAa TPEOOBAHUSAM HaJIekKANINX (HapMaleBTUUECKUX MPAKTHK B cdepe
oOpalieHus JeKapCTBEHHBIX CPENICTB, OCYUIECTBISIONIMMHU MPOU3BOJCTBO CTEPUIIBHBIX
JIEKapCTBEHHBIX CPEJCTB, & TAKXKE y KOTOPBIX MPU MOCHEAHENW MHCIEKIHUHU BhIsIBICHBI 10 (
JIeCsiTh) U 0oJiee CYIIECTBEHHBIX HECOOTBETCTBUM, MPOBOJAATCS B TEUEHUE CPOKA JEHCTBUS
cepTudukaTa HE peke OJHOTO pa3a B JiBa Tofla B COOTBETCTBUU C I'PaUKOM HWHCHEKIIHH,
YTBEPKIAECHHBIM PYKOBOAUTEIEM TOCYJaPCTBEHHOIO OpraHa.



I'maBa 2. Ilopsnok mpoBeAeHU HHCIEKIHH

6. lHCTIeKIIuy MPOBOIATCS B TUIAHOBOM U BHEIIIAHOBOM TIOPSI/IKE.

OcHoBaHMEM IS MPOBE/ICHUS] HHCTICKIINHN B TIJIAHOBOM TOPSIIKE SIBIISICTCS 3asiBICHUE
cyObekTa B cpepe oOpallieHust JIEKapCTBEHHBIX CPEJICTB U MEAUIIMHCKUX U3ACIUN U (HIIN)
peleHne TocyJapCTBEHHOTO OpraHa.

OcHoBaHueM 7151 TPOBEACHUS MHCIIEKIIMN BO BHEIJIAHOBOM TOPSIJIKE SIBJISIETCS PEUICHUE
rOCy/IapCTBEHHOT'O OpTraHa W/WJIH SKCTIEPTHON OpraHU3aIlHH.

7. NHCcieKIs B TUTAHOBOM TOPSIIKE MPOBOAUTCS B CIIydasix:

1) monyuenus ceptudukara (3aKIr0ueHuUs ),

2) TUIEH3UPOBAHUS, PETUCTPAIINH, MIEPEPETUCTPAIUH, IKCIIEPTU3BI JTEKAPCTBEHHBIX
CPEJICTB;

3) moaTBepxkaAeHUS CyOBEKTaMH, MOJYYHUBIIMMHU CEPTH(UKAT, MOITBEPKIAFOIINI
COOTBETCTBUE 00BEKTa TPeOOBAHUAM HaJJEKaNMX (papMaleBTUYECKUX MPAKTHUK B cdepe
oOpallieHusl JISKAPCTBEHHBIX CPEJCTB (fanee — cepTUu(uKaT), He peke OJIHOrO pas3a B JiBa rojia
B COOTBETCTBHUH C rpad)MKOM MHCIIEKIUH, YTBEPKACHHBIM PYKOBOJIUTEIIEM TOCYAAPCTBEHHOTO
opraHa B cepe oOpalieHus JeKapCTBEHHbBIX CPEACTB U MEUIIMHCKUX U3/ICIIUIA;

4) mo HajIeKaIe KIMHUYECKOW TPaKTUKE MPOBOAMUTCS /IO Hadaja, B XOJIe WA TOCIIe
3aBEepIICHHs KITMHUYECKUX MCCIICIOBAaHUIA JIEKAPCTBEHHBIX CPEJCTB, MEIUIIMHCKUX U3EIHIA
KJIACCOB TOTEHIIMAILHOTO PHUCKAa MPUMEHEHUs 3, 20 U MUMIUIAHTUPYEMBIX MEIUITUHCKUX
WU31CIINIM;

5) UHCTIEKINH CUCTEMBI (DapMaKOHaI30pa AeP>KaTENs PETUCTPALIMOHHOTO YA0CTOBEPEHUS
B Clly4yasix, MPEIyCMOTPEHHBIX NpaBUJIaMH HaJuIekKalledl MpakTUKH (apMakoHaI30pa
Pecny6nnku Kaszaxcran u (wiin) EBpa3zuiickoro 3KOHOMHUYECKOTO COI03a.

8. ucrnekiys BO BHETUIAHOBOM TOPSJIKE MPOBOJAUTCS B CIIydasiX:

1) mpoBeaeHus paccieaoBaHUN, CBA3aHHBIX C 0€30MAaCHOCTHIO, KAYEeCTBOM U
3¢ ()EKTUBHOCTHIO JIEKAPCTBEHHBIX MPENApPaTOB B COOTBETCTBUU C MIPOTPAMMO MPOBEACHUS
(dbapmareBTHYECKON NWHCTICKIIHH;

2) peructpanuu, nepeperucTpainu, YKCIePTU3HI JICKAPCTBEHHBIX CPEJICTB;

3) no HajyIexaleld KIMHUYECKON MPAKTUKE MPOBOJUTCS B CIy4yasxX BBISIBJICHUS B XOJ€
MPOBEACHUS OKCIEPTU3Bl KIMHUYECKHX OTYETOB, CBSI3aHHBIX C pPETUCTpAIUCH
JIEKApCTBEHHOTO CPEACTBA, (HDaKTOB, CTABSIIMX I0OJ COMHEHHUE JOCTOBEPHOCTH CBEICHUMH,
MPEACTABICHHBIX 3asBUTENIEM B PETHCTPAIIMOHHOM JOChE B OTHOIICHHH IPOBEIACHHBIX
KJIIMHAYECKUX UCCIIeIOBaHU (MCTIBITAHHI ) IEKAPCTBEHHBIX CPEJICTB.

9. MHCekIus B TUTAHOBOM TOPSJIKE MTPOBOAUTCS (papMaIieBTUIECKHM HHCIIEKTOPATOM T10
rpaduKy TPOBEACHUS WHCIEKIMHA B COOTBETCTBUU C NPOTPAMMOW MPOBEICHHUS
(bapMaleBTUUECKOr0 MHCIIEKTUPOBAHUS MO (pOpME COTJIACHO MPUIIOKEHUIO | K HACTOSIIIUM
IIpaBuitam.



WHucniekius Ha COOTBETCTBUE TPEOOBAHMIM HaJIeKaIIEH TPOU3BOACTBEHHON MPAKTUKH (
GMP) mnpoBoautcs (apManeBTUYECKUM HHCHEKTOPATOM MO TIpaduKy MPOBEICHUS
MHCIIEKIIUA B COOTBETCTBUM C IPOrPaMMON MHCIIEKTUPOBAHUS IPOU3BOJICTBA JIEKAPCTBEHHBIX
cpeacts no ¢opme corjacHo mpuioxkennto 1 k Pemmenuro Ne 83.

10. ITpouenypa MHCIIEKIMU COCTOUT U3 CIAEAYIOIINX 3TANOB:

1) mpu MHCHEKIMU B TUIAHOBOM MOPSJAKE — MPUEM U IKCIEpPTHU3a MPEACTaBICHHBIX
JIOKYMEHTOB;

IIPYU MHCIEKIHUHU BO BHEIJIAHOBOM MOPSJKE — MPUHITUE PEIICHUS TOCYJapCTBEHHOTO
opraHa W/WJId SKCIIEPTHOMN OpraHu3aIuu;

2) Mpy WHCIIEKINH B TIJIAHOBOM TOPSIIKE - COTJIACOBAHUE C MHCIIEKTUPYEMBIM CYOBEKTOM
WJIU €r0 YIIOJTHOMOYCHHBIM MPEICTABUTEIIEM CPOKOB MHCIIEKTUPOBAHMUSI;

3) hbopmupoBaHNE WHCTICKITMOHHOW TPYTITIHI;

4) cocTaBieHHUE U HAMPABIIEHUE HHCIIEKTUPYEMOMY CYOBEKTY UITU €r0 YIOJTHOMOUYEHHOMY
MPEJCTABUTEIIIO TPOTpaMMBbl ITPOBEJEHUS (PapMalleBTUYECKOI0 UHCTIEKTUPOBAHUS;

5) uHCHEeKTUpOBaHUE 00BEKTa CyObEKTa MHCIICKTUPOBAHUS, BKIIFOYas O0TOOp mpold (
00pa3IoB) MaTepuajaoB WIM MOPOAYKIUU (MpU HEOOXOAUMOCTH) U MPOBEJICHUE HX
71a60paTOPHBIX UCTIBITAHUM;

6) cocTaBJIeHHE OTYETa O IPOBEJACHUU UHCIIEKIIUU (J]ajiee — OTYET UHCIICKIUHN);

7) omeHka (mpu HEOOXOAMMOCTH) TUIaHA KOPPEKTHPYIOMINX U MPETympPekIaronnx
NEWCTBUM, OTYETa O €ro BBINOJIHEHUHU M CBUJETEIbCTB YCTPAHEHHS BBISBICHHBIX
HECOOTBETCTBUI;

8) MpuUHATHE PEIIeHHs O BhIJaue WU 00 OTKas3e B BbJaue cepTu(duKaTta Uid OT4YeTa
COOTBETCTBHUS TpeOOBAHUSAM HaiexKaux hapMaleBTUUECKUX MPAKTHK;

9) BbI1aua cepTuduKara.

11. Jlns mpoBeAeHUs MHCIEKIIMU B TUIAHOBOM TOPSIKE Ha COOTBETCTBUE TPEOOBAHUSIM
HaJyIeKamuX (papMareBTUUeCKUX MPAKTUK CyOBEKT MHCIEKTUPOBAHUS MPEIOCTABISIET B
(hapMaleBTUUECKUN MHCIIEKTOpAT 3asBJICHUE O MPOBEACHUHU (papMalleBTUUECKON MHCIIEKITUN
00bEeKTa COTJacHO TpUIOKeHUsM 2 u 3 K HactosmuMm [lpaBunam ¢ TpUIOKEHUEM
JOKYMEHTOB COIJIaCHO MPHIJIOKEHUIO 4 K HacTossmuM [IpaBunam.

12. ®apManeBTUYECKUN NHCIIEKTOPAT PACCMATPUBAET IPEACTABIECHHBIE COTJIACHO ITYHKTY
11 nacrosimux [IpaBui TOKyMEHTHI B TeueHue 15 (MATHAAATh) KaJe€HIapHbBIX JTHEH.

[Ipu Hanuuuy 3amMedyaHuil K MPEJCTABICHHBIM IOKYMEHTAM CyObEKT WHCIIEKTUPOBAHUS
yCTpaHSAET yKa3aHHble 3aMeuanus B TeueHue 30 (TpuauaTh) KaJCHAAPHBIX THEH C MOMEHTA
HAIpaBJICHUS 3aMEYaHUM.

13. Jlns mpoBeneHUs WHCHEKIUM BO BHEIUIAHOBOM IOPSIIKE HAa COOTBETCTBHUE
TpeOOBaHUAM HaIeKAUX (apMalleBTUYECKUX MPAKTUK (PapMalleBTUYECKUA WHCIIEKTOpaT
HaImpaBJsIET CYOBEKTYy WHCIEKTHPOBAHUS YBEIOMJICHHWE O TMPOBEICHUN HWHCIEKIUU (B
IPOU3BOJILHOM (hOpPME) CO CPOKAMH MHCTIEKTUPOBAHMSL.



14. Jlns npoBeneHUs MHCHEKIIMU CO3JA€TCsl MHCIEKIUOHHAs TPYIINa, COCTOAIIAs U3
BeIyllero (apmareBTUUEeCKOro MHCIEKTOpa (PyKOBOAWUTENb TPYINbl), WICHOB TPYIIIbI,
BKJTFOYAs (papMarieBTUIECKUX HHCTICKTOPOB, TPUBJICKAEMBIX IKCIIEPTOB U CTAXKEPOB.

NucnekunonHas rpynna (GopMupyercss B COOTBETCTBHM C MPOILEIypaMH,
YCTaHOBJICHHBIMU CHCTEMOI KauecTBa (hapMalleBTHUECKOTO HHCIIEKTOpaTa.

B mHCneknuoHHy0 rpymnmy Ha COOTBETCTBHE TpeOOBAaHUAM HaJiexallei 1adbopaTtopHoit
npaktuku (GLP), nannexameit knunuueckod npaktuku (GCP) momyckaercs: BKIIOUYEHUE
nncnexkropoB GMP.

15. ucnekuroHHas rpyIina COCTOUT U3 IBYX M Oosee (papMalieBTHUECKUX HHCIIEKTOPOB,
BKJIIOYas BeAymero (apmameBTHUYECKOT0 HWHCHEKTOpa (PYKOBOJIUTENS TPYIIIHI),
MIPUBJIEKAEMBIX SKCIIEPTOB U CTAXKEPOB.

TpeboBaHus K WHCHEKIIMOHHOW TpyNIe, YPOBHIO KBATU(HUKAIMU COTPYITHUKOB
(hapMaleBTUYECKOTO MHCIIEKTOpaTa yCTaHABIMBAIOTCA MPOIEAYypaMU CHUCTEMbl KauecTBa
(apMaLeBTUYECKOTO HMHCIEKTOpaTa B COOTBETCTBUM C IHpuKa3oM MuHuctpa
3npaBooxpanenus: Pecy6nuku Kazaxcran ot 13 oxtsa6pst 2020 roma Ne KP ICM-129/2020 "
O6 yTtBepxkaeHuu npaBuil GopMUpOBaHUSA (PapMalleBTUUECKOTO WHCIEKTOpaTa, BEACHUS
peectpa ¢dapManeBTHUECKUX WHCIEKTOpoB Pecnybnuku Kazaxcran" (3apeructpupoBaH B
Peectpe rocynapcTBeHHOM perucTpalii HOpMaTUBHBIX MPABOBBIX akTOB Mo Ne 21435).

[TpoAOmKUTENTHFHOCTh UHCIICKIIUU 3aBUCUT OT 00beMa BBHITIOJHIEMON paboThI, THIA U
CJIO’)KHOCTH TUIOMIAAKH (y4acTKa).

16. IIpn npoBeneHNMN MHCIIEKIIUY YJICHBI MHCIIEKIIMOHHOW IPYIIIBI HE BBICTYIIAIOT B POJIN
KOHCYJIbTAHTOB, COOJIIOAAIOT KOH(MUICHIIMAIBHOCTh CBEJECHUM, MOJy4aeMbIX B IMPOIECCE
MOATOTOBKH M TPOBEACHUS HWHCIEKLIHMH, a TaKKE COXPAHSIIOT KOH(PUICHIHATbHOCTH
pEe3yJIbTaTOB MHCIIEKIIUH.

17. Benyuuii uHCIIEKTOP (PYKOBOJAUTENb TPYIIIbI) U JPYTHE WICHB UHCICKIIMOHHOMN
CPYHIbl MPEABAPUTEIBHO HU3YyYalOT JOKYMEHTBI, OTHOCSIIYIOCS K HMHCIEKTUPYEMOU
NS TEIBHOCTH.

Benymuit naCIEKTOp (PYKOBOIUTENH TPYNIIBI) 00€CTIEUNBACT MOATOTOBKY IPOTPAMMBI
npoBeJieHUs (apMaleBTUYECKOr0 HMHCIEKTUpoBaHus. I[IporpaMma HHCIEKTUPOBAHUS
HaIPaBJISETCS NHCIIEKTUPYEMOMY CYOBEKTY HE MO3/IHEee YyeM 3a 7 (CeMb) KaJeHIAapHbIX JTHEN
710 JaThl HaYaJla MHCIIEKTUPOBAHMUS, TP MHCIIEKIIUA BO BHEIUIAHOBOM MoOpsiike 3a 1 (oauH)
KaJICHJApHbIN J1EHb.

Benymuii mHcnekTop pacmpenenseT (GYHKIHH B WHCHEKIMOHHOW TpyImme u
KOOPJIMHUPYET MOATOTOBUTEIbHBIE MEPOTIPUATHS, CBSI3aHHBIE C UHCTIEKTUPOBAHUEM.

18. B Havane HMHCNEKTUPOBAHUS MPOBOJUTCA BCTYNUTEIBHOE COBEIIAHUE C
NpEACTABUTEISAMU HMHCIEKTUPYEMOro CyOBbeKTa, Ha KOTOPOM BEAYUIUH HUHCIEKTOP
MPEACTABISECT WICHOB HWHCHEKIMOHHOW TPYMIbl, 3HAKOMHUTCA C PYKOBOJACTBOM H



OTBETCTBEHHBIMU JIUI[AMU MHCIEKTHPYEMOTo CyObekTa, UHPOPMUPYET O IeNH U 00JacTU
WHCTEKIIUU, YTOUYHSIET MPOTpaMMy WHCIEKTUPOBAHUSA U rpaduK ero MpoBEJCHHUS, JeIacT
3asiBJICHUE O KOH()UICHIINATFHOCTH M OTBEYAET HAa BOMPOCHI MHCIIEKTUPYEMOU CTOPOHBI.

NHcnekTupyeMbIii CyOBEKT OmpeeNseT JIMI0, OTBETCTBEHHOE 3a COJICHCTBHE B
MPOBEJICHUN UHCTICKIINH.

19. B xoAe MHCHEKIMU B MPOTPaMMy HHCIEKIIMU BHOCSTCS U3MEHEHUS U (HJIM)
JIOTIOJIHEHUS TIPU BBISBJICHUU HECOOTBETCTBUM, MPEICTABISIONINX COOOM BBICOKUM PUCK MO
OTHOILIEHUIO K KaueCTBY MPOAYKIUHU, IIPOLIECCY MU CUCTEME KaueCTBa, [0 COTJIACOBAHUIO C
CyObEKTOM MHCIIEKTUPOBAHUSI.

20. NHcnekioHHas TpyIia npy NpoBEAECHUHA UHCIEKIINU:

1) mpu Bxoae B 00BEKT CyObeKTa MHCIEKTUPOBAHUS, HAXOASAIIETOCs 3a MpelesiaMu
tepputopuun Pecnyonuku KazaxcraH, npenocTaBiseT JOKYMEHT, MOJITBEPXKAAIOUIMNA MPABO
Ha IIPOBEJEHUE NHCIICKLINH;

2) moJiy4aeT JOCTyN K JII0OOMY OO0BEKTY (IpeaMeTy) B paMKax MHCHEKTHUPOBAHUS U
U3YYaeT €ro;

3) ocyImiecTBIsIeT ayuo- U (WJIM) BUICO3ANUCh U OTOCHEMKY, a TAK)KE CHUMAET KOIIHH C
JOKYMEHTOB, KOTOPBIE MCIIOJb3YIOTCSI B KAaye€CTBE CBUJIETEIbCTB IPHU BBISBICHUU
HECOOTBETCTBUH TPeOOBaHUAM Ha/JIeKaUX (hapMalleBTUYECKUX MPAKTHUK;

4) monyyaer OT cyObeKTa MHCIEKTUPOBAHUS Pa3bsICHEHHS 110 BOIPOCAM, BOZHUKAIOIIUM
BO BpEMsI HHCIIEKIINY;

5) mpekpaiaeT MHCIEKIUI0 MPU NPENITCTBOBAHUHU B €€ MPOBEJCHUU CO CTOPOHBI
CyObeKTa HWHCHEKTUPOBAHUA M (WIM) HEOOeCHeYeHUH YCIOBUM IS TPOBEICHUSA
WHCTIEKTUPOBAHMS;

6) IpuHUMAET MEPBI WIH TPEOYeT OT CyObEKTa MHCIIEKTUPOBAHUS TIPUHATHS MEp B
OTHOIIEHUH TMPEIMETOB (MaTepUAIBHBIX CBHUJETENIBCTB), KOTOPbIE CBUJACTEILCTBYIOT O
HECOOTBETCTBUHM TPEOOBaHUSAM TMpaBmwi (HapMareBTUUYECKUX MPAKTHUK, B TOM YHCIE B
OTHOIIICHUU OTPAHUUYCHHS JOCTYIA K TaKUM IpeaMeTaM U 0OECIeUeHUs] X COXPAaHHOCTH B
[EeNIX JadbHEHIIero pa3oupaTenbCTBa B yCTAHOBICHHOM TOPSIJIKE.

21. CyOBbeKT MHCIEKTHUPOBAaHMS 00€CIeunBaET BOZMOXKHOCTh BBIIIOJTHEHUS JEHCTBUIA,
MPEAYyCMOTPEHHBIX TPOTPAMMON MHCIIEKTUPOBAHUSI.

22. CyObeKThl MHCIEKTUPOBAHUS, PACIIOIOKEHHBIE BHE TeppuTopuu PecnyOnuku
Kazaxcran, mpencTtaBisitoT JAOKYMEHTAIlMI0 Ha Ka3aXCKOM WJIM PYCCKOM Ss3bIKax u
oOecreuynBalOT NPUCYTCTBUE CEPTUGUIIMPOBAHHOTO W (WJIU) JUIEH3UPOBAHHOTO
MEepeBOUMKA CO 3HAHWEM CHEIUAIBHON TEPMHUHOJOTUHU, OCYIIECTBISIONIETO MEPEBOJ C
S3bIKA CTPAHBI-CYOBEKTa HA Ka3aXCKUHN WM PYyCCKUMN S3BIKH.

23. B ciiyyae HE0OOXOAMMOCTH B XOJI€¢ MHCIIEKTUPOBAHUS OCYLIECTBIsIETCA 0TOOP POl (
00pa3loB) MaTepHalOB WIM MNPOAYKIHH, KOTOPBHIE HAIMPaBISIOTCA HWHCHEKTUPYEMBIM
CyOBEKTOM JUIsl UCTIBITAHUHN B UCIIBITATENIbHYIO TA00OPATOPHUIO.



Pacxonpl, cBsi3aHHBIE C NMEPEBO3KOM, COBEPLICHHMEM TAMOXKEHHBIX OINEpanuil u
MPOBEJICHUEM TaMOXXEHHOTO KOHTPOJS B OTHOIIEHHH TpoO (00pas3lioB) MaTepuanioB U
MNPOAYKIMH, MEPEMENIAeMbIX Yepe3 TaMOKEHHYIO TpaHUIy, a TaKke IPOBEICHUEM
UCTIBITaHU P00 (00pa3lloB) HECET MHCIIEKTUPYEMBI CYOBEKT.

24. HecoOTBETCTBUS AEIATCA Ha KPUTUYECKHE, CYIIECTBEHHBIE U HECYIIIECTBEHHBIE.
1) HecyIIeCTBEHHBIM HECOOTBETCTBUEM SIBIISICTCS:
npu GMP, GDP, GPP uncnekuum - HECOOTBETCTBUE, KOTOPOE HE MOAMNATAET IO
KaTerOpUI0 KPUTUYECKOTO WIIM CYIIECTBEHHOTO, OJTHAKO, SIBJISIETCS HApPYIIEHUEM TPEOOBaHHUI
3asiBJICHHOW HaJyiexalel (hapMaleBTUYECKON MPaKTUKKU WM HECOOTBETCTBUE, B OTHOIICHUU
KOTOPOT0 HEAOCTaTOYHO MHGOpPMAINH, YTOOBI KIACCU(DHUIIMPOBATH €r0 KaK CYIECTBEHHOE
WM KPUTHYECKOE;
npu GCP uHCcneKuu - ycnoBus, MPaKTUKA UK MPOLECCHI, KOTOPBIE, KaK 0KUIACTCS, HE
OKa)XyT HEOJarompusiTHOTO BO3JEHCTBUS Ha MpaBa, 0E€30MAaCHOCTh WJIM OJIaronoiyyue
CyOBEKTOB U (MJIM) Ha KaY€CTBO U LIEIOCTHOCTh JaHHBIX;
npu GVP uncneknuu cuctembl dapMakoHaa3opa - HEAOCTaTOK (HECOOTBETCTBUE)
KAaKOT0-TM00 KOMIIOHEHTa OJHOTO WJIM HECKOJBKHUX IMPOLECCOB WU MPOUEAYP CHCTEMBI
(dapMakoHaI30pa, KOTOpbhIE, KaK OXKHUIAACTCS, HE MOTYT OTPHIIATEIHLHO CKa3aThCs HAa BCEM
cucteMme (hapMakoHaI30pa WIM Tporecce U (WIKN) MpaBax, 0€30MacHOCTH U OJaromnoydyuun
MalUEeHTOB;
2) CcylIeCTBEHHBIM HECOOTBETCTBUEM SIBIISICTCS:
npu GMP, GDP, GPP uncnekuuu - HeCOOTBETCTBHE TPeOOBAaHUIM HaJIeKalei
(dbapMaleBTUUYECKOW MPAKTUKH, KOTOpPOE HE KIacCUPUIMPYETCS KaK KPUTHYECKOE,
BBI3BIBAIOIIEE WJIM MPHUBOJSAIIEE K CYHIECTBEHHOMY CHM)KEHHUIO KauecTBa JIEKAPCTBEHHOTO
CpelcTBa B Ipolecce ero oOpalleHus Wi KOMOWHAalMs HECOOTBETCTBUN, HM OJHO W3
KOTOPBIX CaMO MO ceOe He SBISETCS CYLIECTBEHHBIM, B COBOKYIHOCTH, MPEICTABIISIIOLINE
CYILLIECTBEHHOE HECOOTBETCTBHUE;
npu GCP MHCHEKIUU - yCJIOBHUSA, NMPAKTUKA MIIU MPOLECCH, KOTOPhIE OKa3bIBAIOT
HEOMaronpusITHOE ACHCTBHS Ha MpaBa, 6€30MaCHOCTh WK 0Jaronoiayyue cyObeKTOB U (HIIN)
Ha Ka4eCTBO M IEJIOCTHOCTh JaHHBIX, a TAaKXKE BKJIIOYAIOT HA0Op OTKIOHEHUU M (WJIN)
MHOTOYHMCJICHHbIE HE3HAUNTEIbHbIE HAOIIOEHUS;

npu GVP uHcneknuu cucremsl (apMakoHaa30pa - 3HAUYUTENBHBIM HEAOCTATOK (
HECOOTBETCTBHE) OJHOIO MJIM HECKOJbKMX MPOLECCOB WIM MPOLEAYP CHCTEMBI
dbapMakoHag30pa WIM MPUHIIUIHAIBHBIA HEJOCTATOK KaKOW-TMOO YacTh OJHOTO WIIH
HECKOJIbKHUX MPOLIECCOB WM Mpoueayp hapMakoHaI30pa, YTO OTPUIIATENILHO CKa3bIBAeTCs Ha
BCEM Ipoliecce W (WiM) MOTEHUHAJIbHO MOXET CKa3aThCsl Ha IpaBax, 0€30MacHOCTH U
0JIaronoy4ny MalMeHTOB, U (MJIM) MOXKET MPEJCTaBIATh MOTEHIMAIBHYIO OMACHOCTh IS
310pOBbsl HaceneHHss W (WIM) MOpeAcTaBiseT co0ol HapylleHHe TpeOOBaHHU
3akoHOJaTenbcTBa Pecybnuku KazaxcraH, KOTOpoe HE CUUTAETCSI CEPhE3HBIM;

3) KPUTUYECKUM HECOOTBETCTBUEM SIBIIICTCA:



npu GMP, GDP, GPP uncnekuuu - HeCOOTBETCTBHE TPEOOBAHUSIM HaJJIexKalen
(apMaleBTUYECKON MPAKTUKH, BBI3BIBAIOLIEE WM MPUBOJAIIECE K CYHIECTBEHHOMY PHUCKY
BO3MOYKHOCTH CHWJKEHUS KayecTBa JIEKAPCTBEHHOIO CpPEACTBA, IPOU3BOJCTBA
JIEKApCTBEHHOI'O CPEJICTBA U B MPOLIECCE €ro 0OpalleH s, ONaCHOTO ISl 3JJ0POBbS U JKU3HU
YeJI0BEKa;

npu GCP MHCIIEKUHH - YCIOBHS, NMPAKTUKA WIM MPOLECCHI, KOTOPHIE OTPULIATEIBHO
BIIMSIIOT Ha MpaBa, 0€30MacHOCTh WM OJaromnoiaydue CyObeKTOB W (MJM) KauyecTBO U
LEJIOCTHOCTh JAHHBIX, & TaKXe€ IJIOXO€ Kaue€CTBO, MAHUIYJALUSA U MPEIHAMEPEHHOE
MCKQKEHHE JAHHBIX U (WJIM) OTCYTCTBUE UCXOIHBIX TOKYMEHTOB;

npu GVP uHcneknuu cuctemsl hapMakoHaA30pa - MPUHIUMHAIBHBIN HETOCTATOK (
HECOOTBETCTBHUE) OJHOTO WJIM HECKOJBKHX IPOLECCOB WM BBIMOJHIEMBIX MNPOLERYP
CUCTEMBI (papMaKOHA130pa, KOTOPBIM HETATUBHO BIUSET HAa BCIO CUCTEMY (apMaKOHAA30pa U
(num) mpaBa, 0€30MACHOCTh M OJIaromojaydre MalueHTOB W (WJIM) MPEACTaBIISIET COOOM
MOTEHIMAIBHYIO YIPO3y 370pPOBBI0 HAcENeHUs U (UIIM) Cepbe3HOE HapyllleHUue TpeOOBaAHUIM
3akoHoJaTenbcTBa Pecryonuku Kazaxcran.

25. B cnydae BBISBIEHUS KPUTHYECKUX HECOOTBETCTBUM BEAYLIMM HHCIEKTOP
HaIpaBJIeT B TOCYJAaPCTBEHHBIH OpraH COOTBETCTBYIOIIYI0O MHPOpMaIHio B TedeHue 24 (
JIBaJIIaTh YEThIPE) YACOB C MOMEHTA BBISBJICHUS HECOOTBETCTBHS, HA OCHOBAaHUU KOTOPOM
roCyJapCTBEHHBI OpraH NPUHUMAET PEIICHHE, IPETyCMOTPEHHOE TPEOOBAHUEM MOAITYHKTA
8) mynkrta 3 IlpaBus mpuOCTaHOBIEHHMS, 3alpeTa WM U3bATUA U3 oOpalleHHus JTubo
OTpaHUYEHUS TPUMEHEHUS JIEKAPCTBEHHBIX CPEACTB M MEIMIUHCKUX U3AEIUM,
YTBEPKACHHBIX TMPUKA30M MCIOJHSIIONIEr0 0053aHHOCTH MUHHCTpa 3ApaBOOXpaHEHUS
Pecny6onuku Kazaxcrtan ot 24 nekabps 2020 rona Ne KP JICM-322/2020 "O6 yTBepaeHun
MpaBWJI TPUOCTAHOBIICHUS, 3alpeTa WM M3bIATHS U3 oOpaimieHus b0 OrpaHUYCHUS
MPUMEHEHUS JIEKAPCTBEHHBIX CPEACTB M MEIUUMHCKUX H3Aenuil" (3aperucTpupoBaH B
PeecTpe rocynapcTBeHHON perucTpalii HOPMATUBHBIX MPaBOBBIX akToB moa Ne 21906) (
nanee — IlpaBuna mnpUOCTAaHOBIIEHUS), MUCbMEHHO YBeAOMISIET OO0 A3TOM CYOBEKT
WHCIEKTUPOBAHUSA, a TaKXe€ MH3BEUIaeT MPaBOOXPAHUTEIbHBIE OpPraHbl M OpPraHbl
TaMOKEHHOT'O KOHTPOJISA JIJIsl IPUHATHS COOTBETCTBYIOIIHNX MEP.

26. Benynmii HHCIEKTOP MO 3aBEPIICHUN Ka)XJOTO THS MHCIIEKTUPOBAHUS MPOBOJUT
COBEIIAHUE C YICHAMHU HMHCIEKIMOHHOW TpyNIbl JJs OOCYXIEHUS MpEeIBAPUTEIIbHBIX
HaOJII0JIEHUI, KOTOpble NMPU HEOOXOAMMOCTH OOCYKIAIOTCA TAKXKE C OTBETCTBEHHBIMU
JUIAMU HHCIEKTUPYeMOro cyObekTa. B ciydyae BO3HMKHOBEHUS pPAa3HOTJACUN YJICHBI
MHCIIEKIIMOHHOM TPYIIbI I0JKHBI OTBETUTH HA BOMPOCHI MPECTABUTEIEH HHCIEKTUPYEMOTO
cyOnekTa. B ciyuyae BhIABIICHHUSI HECOOTBETCTBHM, KOTOPBIE TUIAHUPYETCS KIIacCU(DHUIIMPOBATH
KaK KpUTHUYECKHE, BEAYIIUM HMHCIEKTOP He3aMeIUTEIbHO HHPOPMUPYET 00 3TOM
OTBETCTBEHHBIX JINIl MHCIIEKTUPYEMOTO CYyOBEKTa.

27. Ha 3aKJIFOYMTEIbHOM COBEIIAHUU C OTBETCTBEHHBIMU JIMLAMU WUHCIEKTUPYEMOIO
CyObEKTa OIJIAIIAIOTCA MPEIBAPUTEIbHBIE UTOTH IO pPE3yJbTaTaM HHCIEKTHUPOBAHUS C



O0OCY>XJIEHHEM BBISIBJICHHBIX HECOOTBETCTBUU I MOCJIEAYIOIIEH MOATOTOBKH
MHCIIEKTUPYEMBIM CYOBEKTOM IJIaHa KOPPEKTUPYIOIIUX U MPEAYNPexRAAONIUX JEHCTBUN (B
Cllydyae HEOOXOIUMOCTH).

28. Benymumii uHcniekTop (pyKOBOJIUTEIb PYIIbI) COCTABIAET OTYET MHCIEKIMH MO
dbopMe cornacHo IpUIOKEHUI0 5 K HacTosmuM [IpaBunam u (WIM) OTYET MO MHCTIEKIIUU Ha
cootBeTcTBHE TpeboBaHusiM GMP cornacuo npunoxenuto 6 k Pemenuto Ne 83 u (wnm) otuer
0 pe3yibTaTax HMHCIEKIUU CHCTEMBI (hapMaKOHAA30pa JAeprKaTeleldl perucTpaluoHHOIO
YIAOCTOBEPEHUS JIEKAPCTBEHHBIX CPEJCTB COTJIACHO MPUIIOKEHUIO 6 K HacTosmuMm [IpaBuiam
He no3aHee 30 (TpuauaTh) KaleHIapHbIX JHEH cO JHS 3aBepUICHUS MHCIIEKIIMH.

OTyer UHCIEKIMU COCTaBJsIeTCS B 2 (Ba) 3K3EMIUIAPAX U MOJMNHUCHIBACTCS BEAYLIUM
(dapMaleBTHUYECKUM HHCIEKTOPOM (PYKOBOJAUTENEM TPYMIbl) U YieHAMU MHCIEKIIMOHHON
IPYIIION.

OnuH 3K3eMIUISp OTYeTa MHCIEKIIMU HAMpaBIIsieTCs CyObEeKTy MHCHEKTUPOBAHUS (C
CONPOBOJAUTEIBHBIM MMHCHMOM) HE NO3JHEEe S5 (MAThb) KaJEHIAapHbIX AHEH CO JHS €ro
MOJMKCAHUs, BTOPOM JK3EMIUISIp XPaHUTCA B apXUBE IOCYJIapCTBEHHOTO opraHa U (WJIH)
sKcnepTHOM opranu3anuu. [Ipu mHCcnekiuu Ha cooTBeTcTBUE TpeboBaHusM GCP ortuer
WHCIIEKIIMM HAIpPaBIIAETCA CIIOHCOPY KIMHUYECKOTO HCCIEIOBAHUSA WM JAEPKATEIIO
PErMCTPALIMOHHOTO YIOCTOBEPEHUSI.

[TpencraBieHHas OTBETCTBEHHBIMU JINLIAMU HHCIIEKTUPYEMOT0 cyObeKTa nHpopmanus 0o
YCTPAaHEHUH B XOJ€ NPOBEJACHHUS HMHCIEKTUPOBAHUS BBISBICHHBIX HECOOTBETCTBUMI
NPUHUMAETCA MHCIEKIMOHHOW TpyNIoOd K CBEACHHUI0 W IMOJJIECKHT YKa3aHUIO B
MHCIEKIIMOHHOM OTYETe B KaUeCTBE HECOOTBETCTBUN C MOMETKOM 00 X YCTpaHEHUU B XOJI€
MIPOBEICHUS] HHCTIEKTUPOBAHMSL.

JIOKyMEHTBI 110 MHCTICKITUSAM XPAHITCS B T€UCHUE S5 (TISITh) JIET.

29. Ilpu ot6ope nmpoOb (00pa3IoB) ChIPhs, MATEPUATIOB WU MPOAYKIIUU, OTYET UHCIICKITUN
COCTaBJISIETCS MOCIIE MOIYYeHHsI PE3yJIbTAaTOB UCIIBITAHUI OT UCHBITATENBHON Ja00paTOpHH.
[Ipu 3TOM, yKa3aHHBIN B yHKTE 28 HacTosAmmx [IpaBui, cpok HAUMHAET UCUHUCIIATHCS CO JTHSA
MOJYYEHUSI TOCYJApCTBEHHBIM OpPraHOM, TEPPUTOPHAIBHBIM MOAPA3AEICHUEM WIIN
HKCIIEPTHOM OpraHu3anue pe3yibTaToB UCIIBITAaHUH.

30. IIpu BBISIBIIEHHMH HECOOTBETCTBHI, CyOBEKT MHCHEKTHUpOBaHUsA He mo3nHee 30 (
TPUIIATh) KaJlCHIApHBIX JHEW CO JIHS TOJYYEHHS OT4YeTa WHCIEKIIMHU, HalpaBisieT B
(apMalleBTUYECKUN HMHCIEKTOPAT W PYKOBOJMTEN HHCHEKIMOHHOW TpyNIbl OTBET C
IIPUIOKEHUEM IIJIaHA KOPPEKTUPYIOIIHUX M NPEAYNPEXKAAI0MUX IEHCTBUI U OTYETa O €Tr0
BBITIOJIHEHUU.

31. B teuenue 15 (mATHaALaTh) KaJE€HAAPHBIX JTHEH CO JTHS MOJIYyYEHUS YKa3aHHOTO
OTBETa MHCIEKIMOHHAS TPYIINA OCYIIECTBIISIET OLEHKY MOJTHOTHI U PE3yJIbTATUBHOCTH IJIaHA
KOPPEKTUPYIOIIUX U NPEeIyNpPeKIA0OIUX TEUCTBUA U OTYETA O €r0 BHINOJIHEHUU.

32. OueHKy HOOJHOTHI M PE3YJbTATUBHOCTH IUIAHA KOPPEKTUPYIOUIUX H
NpEeayNpeXKAAOIMMUX JEHCTBUA W OTYET O €ro BBIINOJHEHUH, 3a HCKIIYEHHEM



OCYILIECTBIISIEMBIX 10 UTOTAM MHCIEKIWN, YKa3aHHBIX B MOMAIYHKTE 2) MyHKTa 3 HACTOSIIUX
[IpaBui, Benymuili (papMalneBTUUYECKUA HMHCIEKTOP COIVIACOBBIBAET C TOCYAAPCTBEHHBIM
OpraHoM B TeueHHe 5 (ISATh) KaJIeHAAPHBIX JHEH.

33. OauH 3K3eMIUISp OILIEHKU MOJHOTHI U PE3YJIbTaTUBHOCTH IJIaHA KOPPEKTUPYIOIINX U
MpEeaynpeXAa0UX ACHUCTBUI U OTYETA O €T0 BBINOJHEHUU TOCYJaPCTBEHHBIM OPraHoM U (
WIM) TEePPUTOPHUATBHBIM MOJIpa3/IeICHUEM TOCYJapCTBEHHOTO OpraHa HampaBJseTcs
UHCIIEKTUPYEMOMY CyOBekTy He mo3aHee 10 (mecsiTh) KaleHIapHBIX THEW €O NIHS €ro
MOAMKUCAHUS, BTOPOH HK3EMIUISIP XPAaHUTCS B apxuBe (apMalleBTHUECKOr0 MHCIEKTOpaTa H
TPETU PK3EMIUISP — B AKCIEPTHOM opraHu3anuu (Ipyu MPOBEACHUN UHCIICKIIUU DKCIIEPTHON
OpraHu3aluen).

34. CyObeKT MHCIIEKTUPOBAHUS MIPU3HAETCS COOTBETCTBYIOMMUM TpeboBaHusM [IpaBun
(hapmareBTUYECKUX MPAKTUK B OJTHOM M3 CJIECIYIONTUX CITy9aeB:

1) oTcyTCTBHE HECOOTBETCTBUM;

2) IpH YCIOBUU YCTPAHEHUS HECOOTBETCTBUM.

35. Ilpu npu3HaHUU CyOBEKTa MHCIEKTUPOBAHUS COOTBETCTBYIONIUM TpeOOBAHUSIM
[TpaBun papmaneBTHUECKUX TPAKTUK BBIJAIOTCS CIEAYIOIINE TOKYMEHTHI:

1) cepTudukar Ha COOTBETCTBUE TPEOOBAHUSIM HaJJIEKaIEeH MPOU3BOJICTBEHHOU
npaktuku (GMP) (3a UCKITIOUEHHEM CTydaeB MPOBECHUSI MHCIIEKIIMY B paMKaX dKCIEPTHBIX
paboT), Hamgexamiedr nuctpubbtoropckor mpaktuku (GDP), Hamgnexameid antedHoin
npaktuku (GPP), Haanexame naboparopHoit npaktuku (GLP);

2) oruer (3aKJIIOYEHHUE) BBHIAACTCS HA COOTBETCTBHE TPEOOBaHUSIM, HaJIexKanlen
kiuHndeckoit npaktuku (GCP), nagnexaiei npaktuku papmakonanzopa (GVP);

3) ceptuduKaT Ha COOTBETCTBUE TpeOOBaHUSAM Hajiexaliei anreunoi npaktuku (GPP)
TEPPUTOPUAIIBHBIM MOJIPa3/IeIEHUEM TOCYAapCTBEHHOIO OpraHa.

Jns monydeHus cepTu@uKaTa Ha COOTBETCTBHE TPEOOBAHUSAM HaJJjIexalleu
npou3BoAcTBeHHOM npakTuku (GMP) u mapnexameit quctpudbroTopckoit npaktuku (GDP)
CyOBbEKT MHCIEKTHUPOBAHUS, MOJTYUYHUBIINNA OIEHKY MOJHOTHI M PE3yJIbTaTUBHOCTH IIaHa
KOPPEKTUPYIOINUX U MPEIyNPExKTAONIUX ACHUCTBUI U OTYET O €ro BBINOJIHEHUH, MOJIAET
3as1BKY B MOPSIZIKE, ONpeiesieHHOM TiaBoi 4 Hacrosux [IpaBui.

36. CyObeKkT MHCIEKTHUPOBAHUS MPU3HAETCS HECOOTBETCTBYIOIIUM TPEOOBAHUIM
HaJJIeXkKane papMalieBTHYECKON MPaKTUKU B CIACAYIOMIUX CIIydasix:

1) He ycTpaHEHHUM BBISIBICHHBIX HECOOTBETCTBUM IO pe3yJibTaTaM HHCIEKIIUU C
MPUJIOKEHUEM IIJIaHA KOPPEKTUPYIOIIUX U MPEAyNpeKIaloNuX IeUCTBUM U OTYETA O €ro
BBITIOJTHEHU U

2) mpu HENpPEJOCTABICHUU OTBETAa B CPOK, YCTAHOBICHHBIN MYHKTOM 30 HACTOSIIUX
[TpaBuu;

3) npu NpensATCTBOBAHUU CYOBEKTOM MHCIIEKTUPOBAHUS TPOBECHUS MHCIIEKIINY;

4) npu HeoOecrneueHNH CyObEKTOM WHCIEKTUPOBAHMS MPOBEACHUS WHCHIEKIHH IO
PELICHHIO TOCYIAPCTBEHHOI'O OpraHa.



37. T'ocygapCTBEHHBIN OpraH NMPUHUMAET PEIIEHUE O MPEKPaAICeHUU JEUCTBUS paHee
BBIJIAHHOTO CepTU(HUKATa NPU OTKA3e HHCHEKTUPYEMOro CYOBEKTa OT MPOXOXKJICHUS
MHCIIEKIIUH 110 PEUICHUIO TOCYAapCTBEHHOIO OpraHa.

38. [Ipu npu3HaHUu CyOBEKTa MHCIIEKTUPOBAHUS HECOOTBETCTBYIOIIUM TPEOOBAHUSIM
HaJyIexKamen (hapMareBTUIECKON MPAKTUKHA BBIJACTCS MOTHBHUPOBAHHBIM OTKa3 B BBIIAYe
cepTuduKaTa Ha COOTBETCTBUE TpeOOBaHMSAM Hajiexaiiei antedyHod npaktuku (GPP),
HaJIexkanie taboparopHoit npaktuku (GLP) B mucekMeHHOM Bujie (B TPOU3BOJILHON PopMme)

39. Cpok neiicTBus cepTuduKkaTa 0 COOTBETCTBUM 00BEKTa TPEOOBAHUSIM:
1) Hapnexane npousBoictBeHHOM npakTuku (GMP) cocrasnsier 3 (Tpu) roaa;

2) Hagnexamen auctpuodbtoropckod npaktuku (GDP), Haanexamei nabopaTopHoit
npaktuku (GLP) — 3 (Tpu) rona;

3) mamnexamiei anteunoit npaktuku (GPP) — nmepBrie nBa pa3a Ha 5 (ISITh) JET, IPU
MOCJIETYIOUIEM TOJITBEPKACHUN — OECCPOUHO;

JUist mostyyeHuss BTOpOro M OeccpodyHOro (Impu MOCIEAYIOIIEM MOATBEPHKICHUM)
ceptudukara Haanexaiie anteuynoit npaktuku (GPP) cyObekT HHCTIEKTUpOBaHUS MOJIAET B
(dapMaleBTHYECKUI MHCTIIEKTOpAT 3asBJIeHUE He MeHee, yeM 3a 90 (JIeBSHOCTO) JHEH 10
OKOHYAHMS CpPOKa ACHCTBUSA MMEIOLIErocs cepTuduKara Haajexane anTeqyHol MpakTUKA
GPP.

40. IIpn u3MeHeHUH HauMMEHOBaHUS CyObEKTa, U3MEHEHUs HaUMEHOBaHUS ajapeca
MECTOHAXOXJIeHUsI 0e3 (U3MUECKOro MmepeMelieHns o0beKTa, CyObeKT WHCIEKTHUPOBAHUS
NUCBMEHHO c0001aer o0 3TOM B TOCYAapCTBEHHBIH OpraH WKW €ro TePPUTOPUATBHOE
NOoApAa3JAeICHUE, C NPHIOKEHUEM COOTBETCTBYIOIIUX JOKYMEHTOB, MOJTBEPKIAIOIINX
yKa3aHHbIE CBeICHUs. ['0Cy1apCTBEHHBII OpPraH Wid €ro TEPPUTOPHAIIBHOE NOIPa3IEICHUE B
TedeHue S5 (mATh) pabouux OHEH MNPOU3BOAAT TepeodopmieHue cepTuduKara WU
3aKITHOYEHUS.

41. I'ocygapcTBEHHBIN OpPraH WU €ro TePPUTOPHAIBHOE MO/Apa3jielieHne B TeueHue S (
IATh) pabOYUX JHEW C MOMEHTA MOCTYIUIEHUS 3asBKH MPOU3BOIAT BblAauy AyOiuKata Impu
yTepe ceprudukaTa CyObEeKTOM MHCIEKTUPOBAHUS Ha COOTBETCTBHE HAJUIEKAIIEH aNTeUHOM
npaktuku (GPP), nmagnexamein naboparopHoid npaktuku (GLP) wnum 3akmroyeHus Ha
COOTBETCTBUE TpeOOBaHUAM HaJUIexaed kinHuueckoi npaktuku (GCP), naanexaen
npakTtuku Gapmakonanzopa (GVP).

42. JlepxaTenb cepTUpuUKaTa Ha COOTBETCTBHE TPeOOBAHUSAM HaJIEKAIIUX
(dapmaneBTHUECKUX TPaKTUK MH(popmupyer B TeueHue 30 (TpuaLaTh) KaJeHAAPHBIX JHEH
(bapmaleBTHUYECKHIl HHCIIEKTOpAT O IUIAHUPYEMbIX W3MEHEHMSIX B OpraHu3alH, KOTOphIE
BIMSIOT Ha MH(OpMAIMIO, YKa3aHHYIO B 3asBJICHUU (M3MEHEHHE oO0beMa MPOAYKIMH Ha
MPOU3BOACTBEHHON IUIONIAJKE, M3MEHEHHS TOMEIICHUH, 000pYyIOBaHMUS M OIEpalui,
BJIMSIFOIIMX Ha MPOU3BOJICTBEHHBIN MTpoLIecce).



Ucxons u3 xapakrepa u3MeHEHHUH, (papMarieBTUUECKUN MHCTIEKTOpaT B TedeHue 15 (
MATHAIUATh) KaJe€HAAPHbBIX THEW MPUHUMAET PEIICHHE O MPOBEACHUN HOBOW MHCTICKIIUU IS
MIPOBEPKU COOTBETCTBUS TPEOOBAHUSAM HaAJIeKAIUX (papMaleBTUUECKUX MPAKTHK.

43. I'ocynapCTBEHHBII OpraH WM €r0 TEPPUTOPHUATBHOE NMOAPA3JEICHUE OT3bIBAIOT
cepTU(UKAT WIH 3aKITI0UYECHUE B CICAYIOMNX CIydasx:

1) o 3asiBKe CyOBbEKTa MHCIIEKTUPOBAHMS;

2) NTUKBUAAIMU CYOBEKTa B chepe 00pallleHus JTeKapCTBEHHBIX CPEJCTB U MEIUIIMHCKHUX
WU31CIUM;

3) He yCTpaHEHUHU BBISBIICHHBIX HECOOTBETCTBUM MO pe3yJibTaTaM HHCIEKLIHH C
IIPUJIOKEHHUEM IIJIaHA KOPPEKTUPYIOIIHUX M NPEAYNPExXAA0MUX IeHCTBUI U OTYETA O €Tr0
BBITIOJIHEHUH MO pe3yibTaTaM pacclieIOBaHMs], MPOBEJECHHOIO HA OCHOBaHUM OOpalleHUui
bu3nUecKux M IOPUANYECKUX JIHMI B TOCYJApPCTBEHHBIM OpraH MO BOIMPOCY peatu3aluu
HEKayeCTBEHHOM MPOIYyKIIUU, HECOOIIOACHHS TpeOOBaHUN HaIJIeKAIUX (hapMalleBTUYECKUX
IIPAKTHUK [IPX TPAHCIIOPTUPOBKE, XPAHEHUH U PEATU3ALNH JIEKAPCTBEHHBIX CPEICTB;

4) He npeACTaBIeHUHN CyOBEKTOM HHCIIEKTUPOBaHUs 3asBiaeHus B TeueHue 30 (Tpuauars)
KJICHIAPHBIX JHEHU MOCIE 3aBEPUIEHUS CIIy4YaeB, IPEIyCMOTPEHHBIX B IIYHKTE 46 HACTOSIINX
[TpaBwu;

5) npu He YCTpaHEHUH BbISBICHHBIX HECOOTBETCTBUMU MO pPE3yJbTaTaM MHCIEKIUU C
MIPUJIOKEHHUEM IUIaHA KOPPEKTUPYIOIIHUX M MPEAYNPEXAA0IUX IEHCTBUI U OTYETA O €Tr0
BBITIOJIHEHUHU MPU MPOBEACHUHU WHCHEKIMU y MPOU3BOIUTENIEH JIEKAPCTBEHHBIX CPENICTB
PecnyOnuku Kazaxctan, uMemmHUX cepTUPUKAT HA COOTBETCTBHE HaAJeKallen
npou3BocTBeHHOM npakTuku (GMP) 0e3 npoBeieHusI HHCTIEKIINH;

6) Mpu HEe YCTPAHEHUH BBIABICHHBIX HECOOTBETCTBUMU MO PE3yJbTaTaM MHCIEKIUU C
IIPUJIOKEHHUEM IJIaHA KOPPEKTUPYIOIIHUX M NPEAYNPExKAA0MUX IEHCTBUI U OTYETA O €T0
BBITIOJIHEHUH [IPU IPOBEJICHUN TOBTOPHON MHCIIEKIIMH.

44. Ceprudukar uiam 3aKIIOYEHUE TPEKPAIIaeT CBOE JICUCTBUE HA OCHOBAHUU OT3hIBA
roCy1apCTBEHHOI'0 OpraHa WJIM €ro TEPPUTOPHAIBHOIO IOJAPA3ACIECHUS, a TaKXKe IpHU
HCTEYEHUH CPOKa JEHCTBUS CEpTU(PUKATA WU 3aKITFOUECHHS.

OTto3BaHHBIN cepTUUKAT WIHM 3aKII0YEHUE MOAJIeKAT BO3BPATy B IOCYIapCTBEHHBIN
OpraH WM €ro TeppUTOpUaIbHOE MOIpa3IeieHUE B TeUeHUE S5 (IIATh) KaJEeHIapHbIX THEW CO
JTHS TIOJTyYEeHUS CYOBEKTOM MHCIIEKTUPOBAHUS yBEAOMIIEHUSI 00 OT3bIBE CepTU(UKATA.

I'maBa 3. OcoGeHHOCTH TIPOBEACHNS HHCTIEKIHI HA COOTBETCTBHE CTaHAAPTaM HaIJIC)KAIIHX
(apMarneBTHIECKIX IPaKTHK

45. JIns mpoBENEHHS HMHCIEKIMM Ha COOTBETCTBUE CTAaHIApTa HaJJICkKaIICH
Mpou3BoACTBEHHOU MpakTUKH (GMP) cyOBbeKT MHCIIEKTUPOBAHUS MPEIOCTABIISIET IEPEUCHD
JIEKapCTBEHHBIX CPEJICTB, MPOU3BOAMMBIX Ha MPOU3BOACTBEHHON TUIOMIAAKE (TUTAHUPYEMBIX K



MIPOU3BOJICTBY) MPOU3BOAUTENS UM MHOCTPAHHOI'O MPOU3BOAUTENS, B OTHOIIEHUHA KOTOPOTO
MPOU3BOJIUTCS UHCIIEKTUPOBAHUE, TO (OPME COIIACHO MPWIOKEHUIO 7 K HACTOSIIUM
[IpaBunam.

46. Ilo coriacoBaHuIO C TOCYJAapPCTBEHHBIM OPraHOM HMHCHEKIIMU C UCIOJIb30BaHUEM
CpPEICTB AUCTAHIIMOHHOTO B3aUMOJICUCTBUS, MOCPEACTBOM ayauo- U BHJCOCBSI3H 0€3
MOCEIIEHUSI TMPOU3BOJCTBEHHOT0 O0ObEKTa CyObeKkTa HHCIEKTHUpOBaHUS (Janee —
JTUMCTAHIIMOHHAS WHCIEKIIUS) MPOBOJATCS Ha OO0BEKTaX, COOTBETCTBYIOIIEH OTMETKOWU B
OTYETE MHCIEKIINU B CIAEAYIOUIUX CIIyYasx:

1) yrpo3bl BO3HUKHOBEHUS, BOSHUKHOBEHHE U JIMKBUAAIUS YPE3BbIYAHON CUTYAINU U (
WJIM) BO3HUKHOBEHHE YIPO3BI:

pacmpoCTpaHeHUs SMUACMUYECKUX 3a00JIeBaHUM, MPEICTABISIONIMX OMACHOCTh JIJIs
OKpY>KaIOLIUX;

3a001€BaHUN U MOPAXKEHUH, TTOJYYSHHBIX B PE3yJIbTaTe BO3/IEUCTBUS HEOIArONMPUSITHBIX
XUMUYECKUX, OUOJIOTUUECKUX, PaJIMAIIMOHHBIX (DaKTOPOB;

2) BO3HUKHOBEHUE OOCTOSITEIHCTB HEMPEOJAOIUMON CUITBI I HE3aBUCSIIUX OT BOJHU
CTOPOH OOCTOSITENILCTB, KOTOPBIE€ HECYT Yrpo3y NMPUUMHEHHUs] Bpela >XU3HU U 3I0POBBIO
MHCIIEKTOPOB (HapUMEP, MO MOIUTUYECKUM, MEAUIIMHCKUM WUIIA UHBIM [IPUYUHAM ).

47. Jlns mpoBeneHUs AUCTAHIIMOHHOW MHCIEKIIMU HAa COOTBETCTBHUE TPEOOBAHUSIM
HaJJIeKalle MPOU3BOJCTBEHHOW MPAKTUKU CYOBEKT WHCIEKTUPOBAHUS MPEIOCTABIISACT
JOKYMEHTBI COTJIACHO MPUJIOKEHUIO § K HacToAmuM [IpaBunam.

48. Ilpu nepenade Npou3BOAUTEIEM YACTHU MPOIECCA MPOU3BOACTBA U (WJIH) MPOBEICHUS
aHajgu3a MO KOHTPAKTy APYromMy JHIy (ayTCOPCHHT) JOIMOJIHUTEIBHO OCYIIECTBIISETCS
MHCTIIEKTUPOBAHUE ayTCOPCUHTOBON OpraHu3aiu, nHGopMalus 0 KOTOpOH yKa3bIBaeTcCs B
3asIBJICHUH TPOU3BOJIUTENS U TPOU3BOAUTENIEM 00ECIIEUMBACTCS TTOCEIICHUE ayTCOPCUHTOBOM
OpraHU3aIuu.

49. ®apmaneBTUUYECKUE HMHCIEKIMA HAa COOTBETCTBHE CTaHJApTa HaJJiexamien
naboparopuoii mnpaktuku (GLP) (manmee — GLP wuHcnexkuus) OCYIIECTBISIOTCS B
COOTBETCTBUU C TPEOOBAHUSIMHU, YTBEPKICHHBIMU MpHUKa30oM MUHUCTpa 3paBOOXpaHEHUS
Pecnyonuku Kazaxcran ot 4 Hos0ps 2020 roga Ne KP JICM-181/2020 "O6 yTBepxkaeHUU
MPaBWI OCYIIECTBICHUS B paMKax (papmMaleBTUYECKOW MHCHEKIIMU OLIEHKH MaTepualioB U
COOTBETCTBHS YCIIOBUM MPOBENCHUS IOKIMHUYECKUX (HEKIMHUYECKHX) HCCIETOBAHUIMA
TpeboBaHUsIM HajIexkanieit taboparopHoit npaktuku (GLP) Pecniy6nuku Kazaxcran u (vim)
EBpa3zuiickoro skoHoMHYecKoro coro3a" (3apeructpupoBadH B PeecTpe rocyaapcTBeHHOMH
perucTpalnyu HOpMAaTUBHBIX PABOBBIX akTOB 1o Ne 21596).

50. Ilponieaypa npoBenenus GLP uncniekiuu u GopMHpOBaHUS OTYETA O pe3yJIbTaTax 1Mo
JOKJIMHUYECKOMY HCCIEIOBAHUI0 WJIM B paMKax MPOBEJIECHHS SKCHEPTHBIX palboT mnpu
perucTpanum, NepeperucTpallul W BHECEHUS HU3MEHEHHH B PErUCTPAIMOHHOE JOChE
npoBoautTcs U odopmisiercs cornacHo npuioxkenuto 1 k [IpaBunam dapmarieBTHUecKuX
IIPAKTUK, a TaKkxke B cooTBeTcTBUM ¢ Pemennem CoBera EBpazuiicKOM 3KOHOMHUYECKOU



komuccun oT 3 HosiOps 2016 roma Ne 81 "OO ytBepxkaenuu IlpaBun Hajexamen
nabopaTopHON MpakTUKU EBpa3uilckoro »KOHOMHUYECKOTO cO03a B cepe oOpamieHus
JIEKapCTBEHHBIX CPEJICTB".

51. ®apmareBTHYECKHE HHCHEKIIMM HAa COOTBETCTBUE CTaHAApTa HaJJiexalleu
kinandeckoi npaktuku (GCP) (nanee — GCP uncnekiys) ocyecTBISIIOTCS B COOTBETCTBUM
C TpeOOBaHUSIMHU, YTBEPKIACHHBIMHU TMpUKa3oM MuHucTpa 3ApaBooxpaHeHus: PecnyOnuku
Kazaxcran ot 11 nexabps 2020 roga Ne KP JICM-248/2020 "O6 yTBEep:KIE€HHH MPaBUI
MIPOBEJCHUS KJIMHUYECKUX UCCIIEI0BAaHUMN JIEKAPCTBEHHBIX CPEICTB U MEIULIMHCKUX W3CIIHM,
KJIIMHUKO-1a00paTOPHBIX UCIBITAHUN MEIUITUHCKUX U3ACIUIN 711 JUAarHOCTUKHU BHE KUBOTO
opranusma (in vitro) u TpeOOBaHUSA K KIMHUYECKUM 0a3zaM U OKa3aHUS TOCYJapCTBEHHOMN
ycayru Beigada paspenieHus Ha NpOBEACHUE KIMHUYECKOTO HUCCIeNOBaHUS W (WIIN)
UCTIBITaHUS (apMaKOJIOTHYECKUX U JIGKAPCTBEHHBIX CPEACTB, MEAMIIMHCKUX wu3aeauit” (
3aperucTpupoBaH B PeecTpe rocygapcTBEHHON perucTpali HOPMaTUBHBIX MPABOBBIX aKTOB
mox Ne 21772).

52. GCP uHCHNEKUHUH MPOBOJATCS B KIMHUYECKOM LEHTPE B MOMEILICHUSAX CIOHCOPA U (
WJIM) KOHTPAKTHOW MCCIEA0BATEIbCKON OPraHU3ally, a TAKKE B OPraHU3aLUIX, UMEIOIINUX
OTHOULIEHHUE K UCCIIEI0BAHHUIO.

53. GCP uHCHIEKIHUH OCYHIECTBIISIIOTCS MPU BBIABICHHBIX 3aMEUAHUAX MPHU SKCIIEPTU3E
MaTepuaIoB KIMHUYECKUX HCCIEJAOBAaHMI, YKa3aHHBIX B MPHIOKEHUU 9 K HACTOSILIUM
[IpaBunam.

54. Ilpu npoenenuun GCP uHCnekumii popMupyeTcss 10Che MHCHEKIUU 1o (opme
cornmacHo mnpuioxeHutro 10 k HacrosmuMm IlpaBunamM ©U OTYET O NPOBEAECHHUU
(apMaleBTHUECKON MHCIIEKIIMM HAa COOTBETCTBUE HAJIEKAIICH KIMHUYECKON MPAaKTUKU IO
dbopme cornacHo npuinoxkeruto 11 k Hacrosum [paBunam.

55. @apmaneBTUYECKME UHCIIEKIIMU HA COOTBETCTBUE CTAHAAPTA HAIJIEKAIIEH TPAKTUKA
dapmakonamzopa (GVP) (manee — GVP mHCneKIus) OCYIIECTBISIOTCS B COOTBETCTBUU C
TpeOOBaHUSAMH, YTBEPKICHHBIMH IMpPHUKa3oM MUHHCTpa 37paBooxpaHeHus PecmyOnuku
Kazaxcran ot 23 mexabps 2020 roga Ne KP JICM-320/2020 "O06 yTBEepKICHHH MPABUIT
npoBeneHus ¢hapMaKkoHaI30pa U MOHUTOpPUHTa OE30MaCHOCTH, KayecTBa U 3(PPEeKTUBHOCTH
MEIULUMHCKUX u3aenui" (3apeructpupoBaH B PeecTpe rocynapcTBEHHON perucTpauuu
HOPMAaTUBHBIX NpaBoBbIX akToB moj Ne 21896), cranmapra Haajiexameid NpPaKTUKU
dhapmakonaazopa (GVP) u (unm) Pemenust Ne 87.

I'naBa 4. Ilopsnok okazaHWA roCyAapCTBEHHOH yCIIyTd "Bhiada cepTHHKATOB Ha COOTBETCTBHE
HaJUIeXKanmx (papManeBTHIECKUX MPAKTHK"

56. I'ocymapctBeHHas yciyra "Beimada cepTudukatoB Ha COOTBETCTBUE TPEOOBAHUSIM
HaJJIeKaMX (papMarieBTUYECKUX MPakTUK" (Janee — rocyJapcTBEHHasl yCiIyra) OKa3bIBaeTcs
roCyJIapCTBEHHBIM OpraHoM (fajnee — yciayroaaTeiab) GU3NYECKUM U IOPUAUYECKUM JIUIaM (
Jajiee — yCIyronoy4aress).



JIns mojiydeHusi TOCYJIapCTBEHHOM YCIYTH YCIyronoiaydaTeib, MOCJE MOTyYEHHUs
MUChbMa-yBEJOMIICHUS O 3aBEPIICHUM PACCMOTPEHMsS IUJIaHA KOPPEKTUPYIOUIUX U
MPEAYNPEKIAONINX JACHCTBUM U OTYETa O €ro BBIMOJHEHWH, MOJAET 3asiBKy 1Mo (opme
corjiacHo mnpuioxeHuto 12 k HactosiuiuM IlpaBuiiam dyepe3 moprtan "3I€KTPOHHOTO
npaBuTenbcTBa" www.egov.kz, www.elicense.kz (manee — [Topran).

OcHoBHbIE TpeOOBaHUS K OKa3aHHUIO TOCYAApPCTBEHHOM YyCIyTH, pe3ysbTaT OKa3aHUs U
WHBIE CBEJCHUS C Y4YETOM OCOOEHHOCTEHl MpeaoCTaBIEHUS TOCYAapCTBEHHOW YCIyTH
npuBeneHsl B llepedHe OCHOBHBIX TpeOOBaHMM K OKa3aHUIO TOCYJAapCTBEHHOW ycinyru "
Brimaua ceptudukaToB Ha COOTBETCTBHE HaJJIeKAIMX (apMarleBTUYECKUX MpPaKTUK"
coriacHo mnpuwioxeHuto 13 k HactosimuMm IlpaBunam (najnee — mepeyeHb OCHOBHBIX
TpeOOBaHMUIA).

57. Yenyronarenb B JIeHb MOCTYIUICHHS 3asiBKU U IOKYMEHTOB Ha MOPTaJl OCYIIECTBISET
UX IPHUEM U PETUCTPALHUIO.

[Ipu oGparnieHun ycayronoayydarelisi ocjie OKOHYaHus paboyero BpEMEHHU, B BHIXOAHBIC
U Mpa3fgHuYHbIe THU corjacHo TpynoBomy 3akoHopaTenbcTBY PecnyOnuku Kazaxcraw,
MIpUeM 3asiBKM U BbIJIaua pe3yjibTaTa OKa3aHUs roCyJapCTBEHHOM YCIYTH OCYIIECTBIISIETCS
CIICAYIOIIUM PabOYrM JTHEM.

58. Uepes mopran — B "MUYHOM KaOWHETe" yCIyromnoiaydarelsisi 0ToOpakaeTcs CTaTyc o
MPUHATHY 3asiBKM HA OKa3aHUE rOCY/IapCTBEHHOM yCIIyru U (WiIM) YBEAOMIICHUE C YKa3aHUEM
JaThl U1 BPEMEHU TOJIYYEHHS pe3ysibTaTa OKa3aHUs rOCY1apCTBEHHOMN YCIIyTH.

Ycayropatens B TeueHue 2 (1Ba) padounx AHEH pacCMaTpPUBAET UX HA COOTBETCTBUE
NEPEUHIO OCHOBHBIX TpeOOBaHM coriacHo npuioxkenuto 13 Hactosmux [IpaBu, mo utoram
paccMoTpeHus (POPMUPYET OAUH U3 CIEIYIOLIUX PE3yJIbTATOB OKa3aHMs TOCYyAapCTBEHHOM
YCIYTH:

cepTu(dUKaAT Ha COOTBETCTBUE TPEOOBAHUAM HaJICKAIIECH MPOU3BOJACTBEHHOM MPAKTUKH (
GMP) cornacno npunoxenuto 14 k Hactosimum [TpaBunam;

cepTu(dUKaT Ha COOTBETCTBUE TPEOOBAHUAM HaJIJIeXkKaIEH TUCTPUOBIOTOPCKON MTPaAKTUKU
(GDP) cornacuo npunoxenuto 15 k HactosiiuMm [IpaBuam;

MOTHMBHUPOBAHHBIN OTKa3 B OKa3aHUH IOCYIAPCTBEHHON YCIIYTH COTJIACHO MPHUIIOKEHUIO
16 x HactosiumMm [IpaBuiam.

Pe3ynbTaT OKa3aHus rocy1apCTBEHHOM YCIIYTH HaIpaBIISIETCS YEPE3 MOPTal — B "JTMYHBII
kabuHeT" yciyromoiyiyyaTenas B (OpMe 3JIEKTPOHHOIO JOKyMeHTa, moamucaHHoro OLIIT
PYKOBOJUTENS yCIyTOAaTeNs, TU00 JIHIla ero 3aMenaromero.

59. O0uuii cpoK OKa3zaHUs TOCYJAPCTBEHHOM YCIYTH YCIyTroJaTeaeM CoCTaBisieT 2 (11Ba)
pabouux JTHS.

60. Ycnyronarenb o0ecrieunBaeT BHECEHUE JAHHBIX 00 OKa3aHUM T'OCYJapCTBEHHOU
yCayrd B MH(POPMAIMOHHYI0 CUCTEMY MOHUTOPHUHIA, C €0 MOHUTOPUHIAa OKa3aHUSs
rOCYJIapCTBEHHBIX YCIYT B MOPSAJKE B COOTBETCTBUM C MOANYHKTOM 11) myHkTa 2 cTatbu 5
3akoHa.



61. YoTHOMOYEHHBIM OpraH HaIpasisieT HHOOPMAIIMIO O BHECEHHBIX U3MEHEHUSIX U (
WJIM) TIONOJIHEHUAX B MOA3aKOHHBIE HOPMATHUBHbBIE MTPABOBBIE aKThI, OMPEACISAIONINE MOPSIA0K
OKa3aHMsI TOCYJAPCTBEHHOW YCIYTH, B OPraHU3aluy, OCYIIECTBISAIOIINE IIPUEM 3asiBJICHUI U
BbIJIauy pe3yJIbTaTOB OKa3aHUs TOCYAapCTBEHHON YCIYTH, U YCIyroaareasM (B COOTBETCTBUU
¢ PeecTpoM rocyapcTBeHHBIX YCIyT), B TOM Yucie B ENUHBIA KOHTAKT-LEHTP.

62. JlanHble 0 CyObEKTaX MHCIIEKTUPOBAHUS, OMYUYUBIINX CEPTU(PUKAT, B TeueHUE 3 (TpH
) pabouyux AHEN BHOCATCS CTPYKTYPHBIM MOAPA3ACICHUEM TOCYJAapCTBEHHOIO OpraHa WM
€ro TEeppUTOPHANBHBIM TOJpa3jaeneHuemM B Peectp naepxkareneir ceprtudukara Ha
COOTBETCTBHE HaJJIekaluxX (papMmalieBTUUECKUX MPAKTUK (Janee — peecTp AepiKaTeseit
ceprudukara) mo gopme corigacHo npuioxkeHuto 17 x HactosiuMm [IpaBunam Ha CpoOK,
COOTBETCTBYIOIIUNA CPOKY JIEHCTBUS cepTUduUKaTa.

63. Uudopmainus o BeIIaHHBIX, IPUOCTAHOBIEHHBIX U OTO3BAHHBIX TOCYJapPCTBEHHBIM
OpraHOM WJIM €r0 TePPUTOPUATIbHBIM MOJIpa3/ieJIeHueM cepTh(HUKaTax BHOCUTCA B peecTp
nepskareneil ceprtudukaTta u pamennaercs Ha HTepHeT-pecypce rocyJapcTBEHHOTO OpraHa
WM €r0 TEPPUTOPUATIBHOTO MOIpa3IesieHHs exxemMecsauHo 10 10 uncia mecsua.

I'naga 5. Ilopsimok o6kaioBaHMA peIICHWUH, AeicTBUI (6e3neiicTBH) yeiryronareneit, u (W) ux
JOJDKHOCTHBIX JIMI] IO BOIIPOCaM OKa3aHHUA 'OCYAapCTBEHHBIX YCIYT

64. Kanoba Ha pemnieHue, AeiictBue (0e3eHCTBIE) YCIyTroaaTes 1Mo BOIpocaM OKa3aHUsI
rOCyJIapCTBEHHOW YCIyrd MOJAETCS Ha WM PYKOBOJAMUTENS yCIyrojaarelns, B
YIOJHOMOUYEHHBIN OpraH M0 OIIEHKE U KOHTPOJIIO 32 Ka4eCTBOM OKa3aHUs rOCYJapCTBEHHBIX
YCIIYT.

B cnyuae mocTymieHus xajmoObl B COOTBETCTBUM C MyHKTOM 4 crtaThu 91
AJIMUHUCTPATUBHOTO TpOIEaypHO-TIpolieccyanbHoro kojekca PecnyOnmuku Kazaxcran (
nanee — AIIIIK PK), ycinyromarens HampaBisieT €€ B OpraH, pacCMaTpHUBAIONIUN Kaloly (
BBIIIECTOSINNA aJIMUHUCTPATUBHBIA OpraH U (MJIu) JOKHOCTHOE JIUII0), HE TTo3/1Hee 3 (TpeX)
paboumux aHEN co AHs nmoctyruieHus. XKamoOa yciayrojgareieM HE HampaBisieTcsl B OpraH,
paccMaTpuBarOIUi  kanoOy (BBIIECTOAIIMN aJAMUHUCTPATUBHBIM oOpran u (Uiun)
JOJKHOCTHOE JIUIIO), B Cllyyae MPUHATHS B TeueHue 3 (Tpex) pabouyux AHei 0JaronpusiTHOro
aKTa, COBEpUICHUS AJMUHHCTPATUBHOTO JEWUCTBHUS, TMOJHOCTBHIO YOBIECTBOPSIONINE
TpeOOBaHMsI, YKa3aHHBIE B jkao0e.

65. Kanoba ycinyromnony4aTtesass B COOTBETCTBUM C MyHKTOM 2 cTaThu 25 3aKoHA O
rOCYJIapCTBEHHBIX yCIIyrax MOJIEKUT PACCMOTPEHUIO:

yCIIyroJiaTeieM — B TedeHue S5 (TsTi) pabounx JTHEH CO JHS €€ PEruCTpalliu;

YIIOJITHOMOYEHHBIM OpPraHOM IO OIIGHKE U KOHTPOJIIO 3a KaueCTBOM OKa3aHUs
rOCyJIJapCTBEHHBIX YCIYT — B TeueHue 15 (marHaanaTi) paboyux JTHEH co THA €€ perucTpanuu

66. Cpok paccMOTpEeHUS Kan00bl yCIyroAaTesieM, YIIOJTHOMOYEHHBIM OPTraHOM IO OIIEHKE
M KOHTPOJIIO 32 KaYE€CTBOM OKa3aHUs IOCYIapCTBEHHBIX YCIYyT B COOTBETCTBUU C ITYHKTOM 4



cTaThu 25 3aK0Ha O TOCYAApCTBEHHBIX YCIyrax mpojjieBaercsa He 6osee yeM Ha 10 (mecsaTh)
pabounx JgHEH B ciydasix HE0OOXOAUMOCTH:

1) mpoBeaeHUs JOTMOTHUTEIHHOTO U3YYCHHSI MIIH TIPOBEPKU 10 KaIo0e MO0 TIPOBEPKH C
BBIE3/IOM Ha MECTO;

2) moytydeHus TOTIOTHATEIbHON NHPOPMAIIHH.

B cnyuae npojuieHust cpoka paccMOTpEHHUs KajaoObl JOKHOCTHOE JIUI0, HA/IEIEHHOE
MOJITHOMOYHSIMH IO PACCMOTPEHHIO *Kajo0, B TedeHue 3 (Tpex) pabouux JHEH ¢ MOMEHTa
MPOJIJICHUS CPOKA PACCMOTPEHHMsI KajJoObl cOOOIIaeT B MUChbMEHHON ¢dopme (Mpu mojaye
Xaao0bl Ha OyMa)XHOM HOCHTENE) WIM 3JIEKTpOHHOH (opMme (mpu mojaye xajaoObl B
AIEKTPOHHOM BHJI€) YCIYTOIMOIYydYaTeNo, IMOJaBIIeMy >Kalo0y, O MpOJICHUU CpPOKa
pacCMOTPEHUS KaJlOObI ¢ YKa3aHUEM MPUYUH MPOJJICHUS.

67. Ecnu mHOE HE MpeaycCMOTPEHO 3aKOHOM, OOpalleHHe B CyJ AOIYCKaeTcs Mocie
00>xajToBaHMs B JOCYIEOHOM TMOPSIKE B COOTBETCTBUU ¢ IMyHKTOM 5 ctathu 91 AIIIIK PK.

[Tpunoxenue 1
k [IpaBunam nposeneHus
(apmaneBTHYECKNX MHCIIEKIINI
M0 HaJJIEeKaIUM
(hapManeBTHIECKNUM ITPAKTHKaM

dopma
HpOI‘p&MM& OPOBCACHUA (lbapManequecxoro HHCIICKTHPOBAHHUA

. HanmeHoBaHue cyObeKTa HHCIEKTUPOBAHUS

. OcHoBaHme AJIA IIPOBEACHU A MHCIICKIINH

1

2

3. lleap nHCOIEKLIUU
4. JlaTa UHCIICKLINHU
5
6
7

. HamumeHnoBaHue o0beKTA

. MecTo pacnonoxeHus 00beKTa

. CocTaB HHCHGKHHOHHOﬁ I'pyaiibl U OTBETCTBCHHOCTD!

dammuns, uUMs, 0TI4eCTBO (TIPH €ro
Ne m/mt Hanu4yuu) QapmaneBTrdecknx  JomKHOCTB, MeCTO PabOTHI
HHCIEKTOPOB

Kaxxnplil U3 nepeducieHHbIX BbILIE JIUL, MOCEMAIINX JaHHOE MPEANPUATAE, HECET
OTBETCTBEHHOCTH 3a KOH(PUIEHINAIBHOCTh HHPOPMALIH, KOTOPasi MOKET CTaThb UM U3BECTHA
BO BpeMs IPOBE/ICHUS HHCTICKIUU.

8. Ilopsaok mpoBeIeHUs! MHCTIEKIUU
9. [IpenMeT MHCIEKTUPOBAHUS

10. HeoOxonumble ycnoBus
Jliist oGecrieueHrsl BO3MOYKHOCTH HAJICIKAIIETO TTPOBEICHUS HHCTICKITUN TTPOCHM:

11. IIpouenypsl




12. I'paduk mpoBeeHUST MHCIICKITUH:

YyacTku,
MoApasaciieHus, ., IpencraBurenn
®dapMareBTHUECKU I
Ne Jata u Bpems CUCTEMBI, NIPOLIECCHI, cy0bekTa
UHCIIEKTOP
MoAJIeKaIue HMHCIIEKTUPOBAHMS
HWHCIICKTUPOBAHUTIO

IIpunoxenue 2
k [IpaBuinam npoBeaeHUs
(hapmaneBTHYCCKUX UHCIICKIINI
M0 HaJIeKAIIUM
(hapMaIeBTHYCCKUM MPAKTUKAM

®dopma

JI1sl OTe9ECTBEHHBIX 3aBUTENICH

B
(HaMEeHOBaHUE TOCYIAPCTBEHHOI'O OPraHa)

3asgBieHHE O IpOBOACHHHA q)apMauequecxoﬁ HHCIICKITHHA oOBekTa

[IpocuM mpoBeCTH NHCIEKTUPOBAHUE:

(Yxa3bIBaeTCs 11€J1b)
Ha 00BEKTE:

10 aJipecy:

IIpu sTOM 3as1BIsIEM:
JlaHHbIe CyObEKTAa NHCIIEKTUPOBAHUS:
HanMeHoBaHM€ IOpUINYECKOTO JHIA U (MIM) UHIMBUIYaTbHOTO MPEIPUHUMATEIS

IOpunnueckuii anpec:
BUH/MUNUH

Anpec oObeKTa:

Ne nmunien3un Ha dapMareBTUIECKYIO JSSTEIHHOCTD U MIPUIIOKEHUS K HeH
(TIp HATMYHH ):

Tenedon, dakc:
AJlpec pIEKTPOHHOM MOYTHI:

JlaHHBIE IO AYTCOPCUHTY (IIPU HAJIUYWH)

damMunus, UMs, OT4ECTBO (MIPU €r0 HATUYUH ):

HOJIDKHOCTDb PYKOBOJUTCIIA:

PyxoBoaurens
(damunusi, uMsl, OTYECTBO (IIPU €r0 HAJTMYUH), TIOJITKCH)
VYTI0JIHOMOYEHHOE JIUIO CyObEeKTa MHCTIEKTUPOBAHMUS:




(damunust, UMsl, OTYECTBO (IIPU €r0 HAJTUYUH), TIOJNKCh)

Jlaem cormacue Ha cO0p 1 00pabOTKY MEPCOHATBHBIX TJAHHBIX OTPAHUYEHHOTO JIOCTYTIA,
COCTaBJISIIOIIMX OXPaHSIEMYIO 3aKOHOM TaiHy, CoJepKaIuXxcs B MHPOPpMAITMOHHBIX
CUCTEMaX, HEOOXOAUMBIX JJIS MPOBEACHUS MHCTICKIIUUA B COOTBETCTBUU C TyHKTOM 4 CTaThU
8 3akona Pecny6nuku Kazaxcran "O nepcoHanbHBIX JJAHHBIX U UX 3amuTe".

IIpunoxenne 3
k [IpaBunam nposeneHus
(apmaneBTHYECKNX UHCIIEKIINI
10 Ha/JIeKaIuM
(hapManeBTHIECKNM MTPAKTHKaM

dopma

Jna 3apyOexxHBIX 3aaBHTENEH

B

(EauMeHOBaHHME KCIIEPTHOTO Oprana) 3asBieHre O MPOBeeHUH (apMaIeBTHIECKOH HHCIICKITHA
o0BeKTa

[Tpocum nMpoBeCTH UHCIEKTUPOBAHUE (uenp)

Ha 00BEKTE:
ITo agpecy:
IIpu 3TOM 3as1BIIsAIEM:

JlanHble cyObEeKTa MHCTIEKTUPOBAHMUS:
HanmenoBaHue 1OpUANYECKOTO KA U (WIIK) UHAUBUIYAJIBLHOTO MPEIPUHUMATENS:

IOpuanueckuii anpec:
Anpec oObekTa:
Ne nuuien3un Ha papmManeBTUYECKYIO JEATEIbHOCTD U MPUIIOKEHUS K HeH (ITpU HAJTUYUK):

Tenedon, ¢dakc:
AJnpec 3JIEKTPOHHOW MOYTHI:
JlaHHbI€ 10 ayTCOPCUHTY (TIPY HATUYUHN)
damMunus, UMsi, OTYECTBO (IIPU €ro HAIUYUH)

HOJDKHOCTB PYKOBOIAUTCILA:

PyxoBoaurens:

(D®amunusi, uMsl, OTYECTBO (IIPU €r0 HAJTMYUU), TIOJTIHCH)
YT0THOMOYEHHOE JIUIIO CYyObEKTa MHCTIEKTUPOBAHMUS:

(damunust, UMsl, OTYECTBO (IIPH €T0 HAJTUYHUH ), TIOJITHCh)
[Tpunoxenue 4
k [IpaBunam nposeneHus
(hapMareBTHYCCKUX MHCIICKIIUI



T10 Ha UIEKAIIUM
(hapManeBTHIECKUM ITPAKTHKaM

ITepedeHs JOKyMEHTOB, IPECTABIAEMELA CyOHEKTOM HHCIICKTHPOBAHMSA ISl IPOBEACHUA
(hapManeBTHIECKOH HHCIIEKIHA

HanmvenoBan Cranmapt Hajuiexanieh hapMareBTHIeCKON PaKTHKH
Ne i/ u e
JIOKyMEHTa

1 2 3 4 5 6 7 8

GMP GDP GLP GCP GVP GPP

HOTapHAIbH
0
3aBepeHHas
KOIIHAS VUTH
SJIEKTPOHHAS
KOTH A
JIEUCTBYIOLIE
r o
paspereHus
(muneH3un)
H a
OCYIIIeCTBIIE
HUE
(dhapmareBTH
yecKkoi
JIESTEITBHOCT

1. U UIU + - + - - -
BEITIICKA U3
COOTBETCTBY
I0I[ET o
peecTpa
CTpaHbl, Ha
TePPUTOPHH
KOTOpOH
HaXOIUTCA
HHCIICKTUPY
eMBbI U
cyobext  (
IUJT o
3apyOeKHBIX
3asIBUTENICH)
(npwm
HaJIN4HN)
HOTapHAIbH
0
3aBepeHHas
KOTH
JIOKyMEHTa O
COOTBETCTBU
"
TpeboBaHUsA
M
HaJJIeKanien



(apmareBTn
4yecKoi
MPakTUKA  (
I A
3apyOeIKHBIX
3asiBUTETICH)
(npu
HAJTUYHN)
KOTH A
PYKOBOZCTBA
M0 Ka4eCTBY
(koHUEnUUs
YIpaBICHHS
U Pa3BHUTHA
CHCTEMBI
KadecTBa
cyOBekTa
WHCIIEKTUPO
BaHHUSA)

KOTIIH S
OpraHu3aInuo
HHOM
CTPYKTYPHI H
LITATHOTO
pacmmcaHus
00BeKTa

KOS JTOChE
TIPOU3BOJICTB
€HHOH
momaaku  (
ydacTKa)

nepevyeHb
JIeKapCTBEHH
BIX CPEICTB,
TIPOU3BOIHM
BIX Ha
MPOM3BOJICTB
€HHOH
wromanke (
TUTAHAPYEMBI
X K
MIPOM3BOICTB
y )
MIPOU3BOIUT
eNsl  UIH
HHOCTPaHHO
r o
TPOU3BOIUT
ens, B
OTHOIIIEHUH
KOTOPOTO
MPOU3BOUT
c o



10.

I[OKyMeHTBI MNpEeAOCTABJIAIOTCA HAa Ka3aXCKOM U (I/IJ'II/I) PYCCKOM A3bIKaX

OT4er 0 mpoBeeHNH WHCTICKIIAN

HWHCIHCKTUPO
BaHUC

nepeyYeHb
JTOKYMCHTH]
OBaHHBIX
CTaHJapPTHEI
X
OTepaluoHH
Bl X
MpoIEeaAyp B
3JICKTPOHHO
M Buae (Ha
3IIEKTPOHHO
M HOCHTEJIC)

CITUCOK
HHCIIEKIAI
3 a
nocJIegHue S
(ms1TH) NIET

KOTUS
oT4yeTa o
pesynbrarax
NPOBE/ICHHS
HOCIIeTHETO
WHCIIEKTUPO
BaHUA (IIpH
HaJIMYUH)
Macrtep-aiin
CHUCTEMBI
(hapmakoHas
30pa
JeprKaTens
perucTpanyo
HHOTO
yIOCTOBEpEH
ust

+

+

HanmenoBanne papMarieBTHIECKOT0 MHCIIEKTOPATa

ITpunoxenue 5
k [IpaBunam nmpoBeaeHus
(hapmaneBTHIECKNX MHCIIEKIINH
T10 HaJUICKAIIIM
(hapManeBTHIECKNM MTPAKTHKAM

®opma

aapec, TenedoH, cat




HanMenoBanue cyObekTa HHCIIEKTUPOBAHUS

Anpec

OcHoOBaHUeE

1. Pe3rome
HanmeHoBaHUE HHCIICKTHPYEMOTO 00BEKTa
Jlnmen3us
Buipl nesre1sHOCTH KOMITAHUH

Jlarta rpoBeieHNs! HHCTIEKITNH
JanHbIe 00 MHCIIEKTOpax (IKCIepTax)

Howmep nHCHIEKINY (TIpH HAJIMYMH)

2. BBognas uadopmarus

KpaTKOG OITMCAaHUC Cy6’BeKTa HHCICKTUPOBAHUA U

HUHCIICKTUPYCEMOI'0 y4JacTKa.

Jata(p1) npeapIAYITIX HHCTIEKITAH

@®amunus, uMs, OoT4ecTBO (NP €ro HaJM4YuN),
JIOJDKHOCTH MHCIIEKTOPOB, MPOBOMBIINX TPEIBIAYITYIO

HMHCIIEKIIAIO

CyHleCTBeHHLIe HU3MCHCHUA 1O CpaBHCHUIO C

MpeabIayIei nHCIEKInen
Llenp uacniexuun

WNHcnextupyeMsble 30HbL

[lepconan opraHu3anuy, y9acTBYIONIMH B IIPOBEACHUN

HWHCIICKIIUH

I[OKyMeHTBI MpEeaACTaBJICHHBIC Cy6’LeKTOM

HWHCIICKTUPOBAHUS 10 NPOBEACHUSA NHCIICKIIUN

Hazpanue u nomnHbIi agpec o6bexTa

Qamunns, UM, OTYECTBO (IIPH €ro HaIWYUH),
JIOJDKHOCTD

3. HabGmronenus u pe3yiabTaThl HHCIEKIUU.

Jlnst uacnekuuii Ha coorBeTcTBUE GMP:

YnpasneHne KauecTBOM

Ilepconan

[Tomemenns u 000pynoBaHNE
JoxyMeHTanus

IIpousBoacTso

Kontpons xauectBa

AyTCOpCUHIOBast ESITEIbHOCTD
Pexmamanyu v OT3BIB IPOIYKITHH
CaMoOMHCHEeKITI

Peanuzanys u TpaHCIOPTUPOBAHUE TPOTYKIIUH
OrieHKa 0Che MPOU3BOACTBEHHOTO YYacTKa

Pasnoe



J1Jist M”HCTIEKITM HA COOTBETCTBHE TPEOOBaHUAM Hajuiexkalieil anteunoi npaktuku (GPP)
U Hajmexame nuctpudbtotopckoit npaktuku (GDP) — 3amonHsAOTCS COOTBETCTBYIOIINE
paziensl paBuil HaaexKammx hapMareBTUIECKUX MPAKTUK.

4. IlepeueHb BBIABIECHHBIX HECOOTBETCTBUM
Kpurnueckue
Cyl1iecTBeHHbIE
HeCYH.[eCTBeHHLIC

5. 3aKII0YUTENBHOE COBEIIAaHUE U OIIEHKA OTBETA CyOhEeKTa MHCTICKTUPOBAHMS:

KommenTapum  mpencrtaBureneii  cyObexTa
WHCHEKTHPOBAaHUSA,  CACNaHHBIE B  XOJAE
3aKITFOYUTEIBHOTO COBEIIAHMUS

OreHKka OTBeTa CYOBEKTAa HMHCICKTHPOBAHHS I10
BBISIBJIEHHBIM HECOOTBETCTBUSIM

JloxyMeHTH u (WiaM) 0Opasmbl, OTOOpaHHBIE B XOJE
MHCIIEKIIHN

6. Pe3ynbTaThl MHCIEKTUPOBAHUS U PEKOMEHAALUU:

Pe3ynbTaThl HHCIIEKTUPOBAHHS

Pexomenmamun
OTuer o mpoBeIeHUH (papMaleBTUIECKON WHCIIEKIIMU COCTABJICH U MOAIUCAH:
BGIIYHII/Iﬁ q)apMaHGBTI/ILICCKI/Iﬁ HHCIICKTOP (py'KOBO,ZII/ITGJ'II) prnHBI)

(damunus, uMs, 0TYECTBO (IIPHU €T0 HAIMYUH ), TIOJIITUCH)
UjieHbl HHCIIEKITMOHHOM I'PYIIIIBI

(damunus, uMs, 0TYECTBO (IIPU €TO HAIMYUH ), TIOITUCH)

(damunus, UM, OTYECTBO (IIPH €T0 HAJTUYUH), TIOJTHCh)
" " roja.

Paznensl 7 1 8 3amonHSIOTCS WHCIIEKIIMOHHOW TPYIIION TOCTe MOydeHUss HHPOpMaIiH
M0 yCTPAHEHWIO BBHISBICHHBIX HECOOTBETCTBHUM M COTJIACOBAaHHSA C (papMaIeBTHYCCKUM

MHCIIEKTOPATOM T'OCYIAPCTBEHHOTO OpraHa.
7. Pe3ynbTaThl paCCMOTPEHUS YCTPAHEHUS BBISIBICHHBIX HECOOTBETCTBUM U BBIBOBI

HWHCIICKIINH .

Nudopmanus 00
YCTPAHEHHHU BBISBICHHBIX
HECOOTBETCTBHH (KpaTkoe

Kpanudukanus conmepxaHHe OueHka yCTpaHCHHS
[lepeueHp BBIABICHHBIX
N BBISIBIIEHHBIX KOPPEKTHPYIOIIUX M  BBISIBICHHBIX
HECOOTBETCTBHH . .
HCCOOTBCTCTBUU npeaynpexKaaronmnx HCCOOTBCTCTBUHU
NEeUCTBUH,
MTOATBEPKAAIOIIHH
JIOKyMEHT)

8. 3axiroueHue



CyObeKT MHCIIEKTUPOBAHUSI, HAUMEHOBaHNE 00BEKTa, y4acTKa, aipec

CooTBeTCTBYET (HE COOTBETCTBYET) TPeOOBAaHUAM HaJJIeKaIen (hapMaIieBTUIeCcKOn
NpaKTUKH (YKa3aTh HAMMCHOBAHUE HAIISXKaIIeH (papMareBTHUEeCKOU MPAKTUKH ).

[Tpunoxenune 6
k [IpaBunam nposeneHus
(apmaneBTHYECKNX MHCIIEKIINH
10 HAJJIEXKAIIUM
(hapManeBTHIECKNM MTPAKTHKaM

®opma

Ort4er 0 pe3yiIbTaTax HHCIIEKIMH CHCTEMEI ()apMaKOHaA30pa AepKATeNA pErHCTPAIIIOHHOTO
YIOCTOBEPEHHUA JIEKAPCTBCHHBIX CPEACTB

(HauMeHOBaHUE OPTaHU3AIUU-TIPOUZBOAUTEINS U(WIIH) JIepKATES
PETUCTPAIMOHHOTO YA0CTOBEPEHHS])

(HauMeHOBaHUE JIEKapPCTBEHHOTO CPEACTBA)
1. Pe3tome

HanmeHnoBanme, anpec, pEKBHU3WUTHI JAepiKaTems
PETHCTPAIIMOHHOTO YAOCTOBEPEHHS

Howmep(a) peructpaiiioHHOTO YAOCTOBEPEHUS

PestoMe neATenpHOCTH JiepiKaTelsi PerucTPallOHHbBIX
yIOCTOBEPEHHS

Jara(pl) TPOBENECHHS HHCICKIIMH CHUCTEMBI
(dapmakoHaa30pa JepKaTeNs PErUCTPAIMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHBIX CPEJICTB

damuus, UM, 0TIECTBO (MPU €ro HAIWYWH), TIOAIUCH
9KCIIEPTOB (WIEHOB KOMHCCUH), TOJDKHOCTD

Homepa nuneH3nu Ha NPOU3BOJICTBO, CEPTH(GUKATOB O
COOTBETCTBHH OOBEKTOB HaJJIEeKalleH MpPaKTHKH
tapmakonamzopa GVP (ecnu mpuMeHNMO)

HOKyMeHTLI, MNOCHYKUBIIME OCHOBAaHHUEM  IJIs
HHCIICKIIUU

2. BBognas uadopmarus

KpaTkoe ommcaHue OpraHM3aludl - TPOU3BOIUTENS (
€CITH IPUMEHUMO)

OcHoBaHMe IS TPOBEICHHUS] MHCTIICKIIUA CHUCTEMBI
(dapmakoHaa30pa JAepxkKaTels PEruCTPAIMOHHOTO
YIOCTOBEPEHUS JICKAPCTBECHHBIX CPECTB

Iepconan OpraHu3alUU-POU3BOIUTEIS,
YYaCTBYIOUIMH B TIPOBEICHUM HWHCIICKIUH CHUCTEMBI
(hapmakoHamzopa



JOKyMeHTHI, NOJaHHEIC
OpraHu3aluei-nporu3BOAUTEIEM 10 MPOBEICHUS
HWHCTICKIINH CUCTEMBI (hapMaKOHa30pa

3. HaGmroneHus u pe3yabTaThl

OTBETCTBEHHOE  YNOJHOMOYEHHOE JIMIIO0 IO
(apmakoHaa30py, KBaH(UKanus (pe3rome)

OpraHu3annoHHas CTPYKTypa JIepxKaTens
PETUCTPAIIIOHHOTO YJIOCTOBEPEHUS

Cucrema KauecTBa JAEpiKaTelsl PETUCTPALIMOHHOTO
yIOCTOBEPEHHS

CrtpykTypa cucTeMbl (hapMakoHam30pa AepXKaTels
PETUCTPAIHOHHOTO YIOCTOBEPEHUS,

OueHka (GYHKIIMOHUPOBAHUS CHCTEMBI
(apmakoHa 30pa JEKapPCTBEHHBIX CPEICTB

VcTouHMKH TaHHBIX 110 O€3011aCHOCTH
KommnbroTepu3upoBaHHbIe CHCTEMBI B 0a3bI JAHHBIX

[poreccsl  apmakoHam30pa WIH  OPOIECCHI
MOHHTOPHHTA HEXeJaTeIbHbIX PEaKInii

Pasnoe
4. IlepeueHb HECOOTBETCTBUI
Kpurnueckue
Cy1iecTBeHHbIE
HecyH.[eCTBeHHLIe
5. 3akI0ueHue
BBIBO,HLI 1 peKOMCHAalu

Yneurst Komuccuu:

CDaMI/IJII/ISI, UM, OTYCCTBO (HpI/I €ro HaJ'II/I‘H/II/I), IO AN CH

damunusi, UMsi, OTYECTBO (IIPU €r0 HAIMYKH ), TOJMUCH

®amMunus, UMsi, OTYECTBO (IIPU €ro0 HATUYNH ), TOAIUCH
" " 20 roja

ITpunoxenue 7
k [IpaBunam nmpoBeaeHus
(hapmManeBTHIECKNX MHCIEKIINI
10 HaJUIEKAIIIM
(hapManeBTHIECKUM MTPAKTHKAM

®opma

ITepedeHs eKapCTBEHHBIX CPEICTB, MPON3BOJUMEIX Ha IIPOM3BOCTBEHHOM IUIomanKe (
IUIAHUPYEMEIX K IIPOM3BOJACTBY) IPOM3BOAUTEIS M HHOCTPAHHOTO IIPON3BOUTEIS, B
OTHOIIEHHH KOTOPOT0 IIPOM3BOAUTCS HHCIICKTUPOBAHHE

MemnyHaponﬂoe PCFI/ICTpaHI/IOHHOG
HCIIAaTCHTOBAHHOC YAOCTOBEPEHHUE, OaTra



Toprosoe HauMeHoBaHMe unu JlekapcTBeHHas BBIIAUM, CPOK
Tun npoaykmun (

HAaUMEHOBaHHeE IPYNITUPOBOYHOE opMa, J03UpOBKa ( NEHCTBHS  HIIH
PYIIHID ( popma, b ( yKa3bplBaeTCca B
JEKapCTBEHHOIO XUMHUUYECKOE) TIPY HAJTHIHN) peecTpoBasi 3aIuch,
COOTBETCTBUU C

npemapaTa HWnM ~ HaMMEHOBAHHE JaTta BKJIIOYECHHUS B

.. TiprnoxxerneM Ne 3)
HanMEHOBAaHHUE JEKapCTBEHHOTO peecTp Uit aKTUBHOM
d)apMauequeCKoﬁ npenapata HWJIH (bapMaueBTI/l‘{eCKOﬁ
cyOcTaHIum (apMareBTH4YeCKOoM cyOcraniuu (mpu

cyOcraHnmm HAJTUYHN)
" n
Jlata cocraBieHus 20 roja.

PykoBoauTenb npeanpusiTis WM yIOTHOMOYEHHBIN MPeICTaBUTENh (JI0JKHOCTH)

(DPamunus, uMsi, OTYECTBO (IIPU €r0 HAIUYNHU ) TTOAHUCH)

[punoxenne §

K [IpaBunam nposenenus
(hapMareBTHUCCKUX HHCIICKIINI
0 Ha/JIeXKaIuM
(apManeBTHYECKUM ITPaKTHKaM

dopma

IlepegeHb JOKYMEHTOB, IPECTABIAEMEIH CyOBEKTOM HHCIIEKTHPOBAHUSA AJI IIPOBEACHUS
JCTaHIIAOHHON HHCIIEKIIAN Ha COOTBETCTBHE TPeOOBaHMAM HaJTeXKaIleil IIPON3BOICTBEHHOK
TIPaKTHKA

1. Onucanune cucrembl GMP u HOpMaTHBHO-TIPABOBOT'O PETYIUPOBAHMS CTPaHBI (
SKBUBAJIICHTHBI JIM HauuoHajbHble TpeOoBanus GMP tpedoBanusm GMP Pecny6nuku
Kazaxcran wimn EBpasuiickoro skoHomuueckoro Coro3a unu pykoBoAcTBY GMP cxembl
corpyanuuectsa papmaneruueckux uncnekuit PIC/S (nanee — PIC/S).

2. Jlocke pom3BOJACTBEHHOTO ydyacTka (cait mactep daitn — CM®D), cocTtaBieHHOE B
COOTBETCTBUM CO CTaHJApTOM HaJJIeKalled MPOU3BOJACTBEHHOM MNpakThku PecmyOnuku
Kazaxcran wiu pykoojactBom GMP PIC/S (monHoe win oOHOBIIEHHOE 32 6 (IIECTh) MECSIIIEB
710 1aThl (papMaleBTHUECKOM UHCTICKITUHU; HH(MOPMAITUS O MJIAHUPYEMbIX U3MEHEHUSX ).

3. Cxewmsl, npusiokeHHble K CM® (1BETHbIE CXEMBbI CUCTEMBI TIOJITOTOBKHU BOJIBI, BO3/yXa,
JarpaMMbl TpyOOIIpoBo10B U 00opyaoBanuii B A3 nwiu A2 ¢opmare).

4. CnucoK MPOU3BOAUMBIX JIEKAPCTBEHHBIX CPENCTB (ME€pedYeHb TUIA MPOIYKIIHUH,
TOPrOBbl€ HAMMEHOBAHUE M MEKIYHAPOJHbIE HEMATEHTOBAHHbIE HAMMEHOBAHUS, MEPEUCHb
CTaJINil MPOU3BOJICTBA, 3aIBJICHHBIX K HHCIIEKTUPOBAHUIO).

5. OO011ee KOIMYECTBO MHCIEKIUNA, KOTOPOE MPOIUIa IUIOMAAKa, KONUU CEPTUPUKATOB
GMP, BbIIaHHBIX MpHU ATUX HHcHekuusax. Komus oTdeTa moOCIEIHEH HHCIEKIUH C
HOTApUaJIbHO 3aBEPEHHBIM MEPEBOIOM.

6. ®oTorpaduu Mpor3BOACTBEHHON IUIOMIAIKH U BCIIOMOTATEIbHBIX CUCTEM (BHEIIIHHI
oOmuid BUa (C BO3/ayxa), J€TajJbHbIA BUJ KOMHAT, C yKa3aHUEM OCYIIECTBIISIEMBIX B HUX
mporieccoB (0TO6op mpo0O, B3BEIINBAHNE).



7. KBanudukanuoHHblli MacTep-muiaH (CIMUCOK TOMEIICHUH, 000pyJOBaHUS U
BCIIOMOTaTEIbHBIX CHUCTEM, HCIOJIB3YEMbIX JI1 MPOU3BOJICTBA M MX KBaIU(UKAMOHHBIHI
CTaTycC).

8. BanupanmoHHbslii MacTep-1iiaH (MPOU3BOJICTBEHHBIEC MPOLECCH], OUUCTKA U KOHTPOJIb
Ka4yecTBa).

9. Hoche Ha cepuro MpoayKTa (IPOIYKTOB), COAEPIKAIEe aHATUTUIYECKYIO YacTh; CITUCOK
BBINYIIEHHBIX cepui 3a nociennue 3 (Tpu) roaa.

10. CBeneHus 1Mo KOJIMYECTBY MPETEH3UN U OT3BIBOB 32 Ipeabayime 3 (Tpu) roaa.

11. Mudopmarus o KoamyecTBe 3a0pakOBaHHBIX CEPUI BCEX JIEKAPCTBEHHBIX CPEJICTB.

12. IlepeyeHb KPUTHUYECKHX, CYLIECTBEHHBIX HECOOTBETCTBUMW, OTKJIOHEHHUS OT
cnenudukaruu (Out-of-specification) (manee — OOS) 3a mpeapiayime 3 (Tpu) roaa (OTYETHI
o HecooTBeTcTBUAM, OOS nponecca (BkIIto4as nepepadboTaHHbBIE CEpUU), KOTOPBIE OKa3alu
BJIMSIHUS HA Ka4yeCTBO, 0€30MacHOCTh U 3((HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB).

13. Ilepeuenp 3amnanupoBaHHbIX U BbiNoJHEHHBIX CAPA (corrective and preventive
action) mocie HMHCHEKIUHA 3a mpenbiaymue 3 (Tpu) roga (B TOM YHCIE HHCIEKIUM
rocyaapctB-uieHoB Coro3a).

14. T'apanTuiiHOE NMUCHMO YHOJTHOMOYEHHOI'O JIUIA MPOU3ZBOJIUTENS O TOM, UTO
MPOU3BOACTBEHHAS TUIOIIAKA MOJHOCTHIO MpoBepeHa no TpedoBanusiM GMP 3a nocnegnue 2
(1Ba) roza U BHISIBIICHHBIE HECOOTBETCTBUSI YCTPAHEHBI.

15. O630psI KauecTBa MPOTYKIIHH.

[Tpunoxenune 9
k [IpaBunam nposeneHus
(apmaneBTHYECKNX MHCIIEKIINH
10 HAJJIEXKAIIUM
(hapManeBTHIECKNM MTPAKTHKaM

®opma
3aMeganus IIPpH SKCIICPTU3C MATCPHAIIOB KIIMHHYCCKOI'O HCCIICIOBaHUS

HEeIOCTAaoNIMe JTOKYMEHTHI (HalpuMmep, OTCYTCTBHE
GCP-pgexnapanuy, OTCYTCTBHE CEPTUPHUKATOB ayIuTa,

OTCYTCTBHUE CBEJICHHUH O MPOILIECCe MOHUTOPHHIA);

1) kauecTBO OCHE
MPOTHBOPEYUBOCTH JTAHHBIX;

po0JIeMbl C KAYECTBOM JIOChE y JAaHHOI'O 3asBUTENS B
HPOILIIOM;

2) Tun npenapara (peKOMOMHAHTHBIN IIpenapaT, KJIeTOYHas Tepalts, TeHHas Teparnus, JeHCTBYIOIIEe BEIIEeCTBO,
SBJISTFOLIICECS] HOBBIM XUMHYECKNM COEIMHEHHEM, TIperapaT KpoBH, ophaHHBIH Ipenapar, Ipyroe);

HIepBOE 3asBICHUE OT HOBOTO 3asBUTEILS,;
3) 3asBuTENb U (WIM) CIIOHCOP M (WJIM) KOHTpaKTHas

HCCJIICAOBATCIILCKAsA OpraHu3anus (KOTOpOﬁ ObLTH OpCABIIYIIHH OIBIT MHCICKTUPOBAHNA (HI/IKOFﬂa He

HHCICKTUPOBAJICA U (WU JIUTCIIBPHOC BPEMs IIOCIIC
ACJICTUPOBAHBI OCHOBHBIC U (I/IJ'II/I) PCIICBAHTHBIC YaCTH p ( ) A p

[IPOBE/ICHHS HCCIIE/IOBAHNS): MmoclieTHe WHCIEKIUH © (W) WHCICKIHUSA C

OTPHUIATENIbHBIM PE3YJIBTATOM);

4) ueneBas NOMYJAIHS (I€TH, IPYTUE YSA3BUMEBIC, KPDUTUICCKH OOTBHBIC MAI[CHTHI, HEOTIOKHBIC COCTOSHUS, BCE
BH/IBI);



5) uHopManys OT BIacTeil TPETbUX CTPaH O HEraTHBHOM HCXOJe MHCHeKkTHpoBaHus (Hanpumep, FDA CIIA,

EMA, npyrue);

6) pacmosoxeHue CTpaHbl, B KOTOPOH MIPOBOAMIIOCH KIMHUYECKOE UCCleIoBaHue, BHE TeppuTopuii ctpan ICH;

7) aTHKA

OTCYTCTBHE CBEJCHMH 00 ODKCIEpPTH3E STHYECKUM
KOMUTETOM BCEX WJIM HEKOTOPHIX JOKyMEHTOB
KIMHAYECKOTO MCCIEeNOBaHMA (HAaIpuMep, MpOTOKOIa,
uHbOpMaIMu I cyObeKTa W HH()OPMHPOBAHHOTO
corjacus, npoueayp TIPUBJICUECHUS) u
UCCJIEI0BATEIbCKUX IIEHTPOB;

OTCYTCTBHE OIMCAHHUA OSTHYECKHX  AaCIICeKTOB
MIPOBEICHUST MCCIIENOBaHUS (HalpuMmep, BKIIOYCHHUE
YSA3BUMBIX  IIallUEHTOB, BBICOKAas  4acTOTa
HErpaMOTHOCTH B  HCCIIEJyeMOH MOMyJIsIUH,
TpeOoBaHHEe CBUIETENS) U BOSHUKIIMX MpoOsieM (Ipu
HAJTMYWH);

HECOCTOATENBHOCTh Ipolecca HH(OPMUPOBAHHOTO
COTJIaCHs MJIH CBEICHHUH, TIPEOCTABICHHBIX CyOheKTaM
HCCIICIOBAHNS;

8) mccnenoBaTenyw W aAMHUHHCTPATHBHAS CTPYKTypa MCCIEIOBAHMSA: CIOXKHAs aJIMHHUCTPaTUBHAs CTPYKTypa (
HamnpuMep, yJacTHe OONBIIOTO YHCIa KOHTPAKTHBIX MCCIIEN0BATENBCKUX OPraHM3aluid M (MJIM) MOCTABIIUKOB,

CyOnOPSIINKOB);

9) T1aH HCCIeI0BaHUS

¢dakTopsl nu3aliHa uccienoBaHUS (HampHUMep,
CJIOKHOCTh [JM3aiiHa HMCCIIEOBaHMs, HEJOCTAaTOYHOE
000CHOBaHME UCIIOIB30BaHMS IDIane00 U (Win) BEIOOpa
AKTUBHOT'O KOMITapaTopa);

CYIIECTBCHHBIC HM3MCHCHHUS IPOTOKOJIA BO BpeMs
HCCIICNOBAaHUS (HAIPUMEpP, WU3MCHCHHUC ICPBUYHBIX
KOHEYHBIX TOYEK MJIM CTATUCTUYECKUX METOMOB OO
KpUTEpUEB BKIIOUCHUS U (FUTH) HEBKITIOUCHNS) U (WIIH)
00JIBIIIOE YHCIIO TIOMPABOK K IPOTOKOIY;

(¢akTOpHl  BMENIATENHCTBA:  IOJIMHHOCTh H
XapaKTEPUCTUKU HCCIEAYEMOro JIEKapCTBEHHOTO
mperapara 1 BMEIIaTeIbCTB HesICHbIE:

1) npoTHBOpEeYHs] MEXIy HPOTOKOJIOM M OTYETOM 00
HCCIICIOBAHUN KacaTelbHO (OPM JO3HPOBAHHA,
YIIaKOBKH, MapKHPOBKH, YCIOBHH XpaHEHUS, HO3HI,
PEXKHMMA U TIPOJIOIDKUTENILHOCTH I03UPOBAHUS;

2) ocobas TOABEPKEHHOCTh HECTAOUIBHOCTH
UCCIIElyeMOro JIEKapCTBEHHOTO IperapaTta IpH
HENpaBWIbHBIX  YCJIOBHUSAX  XpPaHEHHUS  HIH
TPaHCIIOPTHPOBKH;

3) moarortoBka (apMmareBTHYECKUMU U (WIN)
KJIMHUYECKMMH PaOOTHUKAaMH IIepel BBEICHHEM;

4) Moxn¢uKanus rpenapara Bo BpeMsl HCCIEJOBAHHUS;
5) c0XKHOE TUTPOBAHKE MIIH SCKaJalusl JO3bI;
HEYETKHE WJIH HEOOBsACHEHHBIE pa3iIuyus B

OMMPEACIICHUN TMEPEMCHHBIX HWCCICAOBAHUA MECKIY
IMPOTOKOJIOM U OTYETOM O KIIMHUYCCKOM HCCJICAOBAHUU;

HU3MEHEHHUS B 00BEKTAX, I/l IPOBOJATCS KPUTHICCKHE
HU3MEpeHHS;



10) kpuTepuu M JaHHBIC OICHKU 3(PPEKTUBHOCTH H
0e30macHOCTH

11) cratucTu-4YecKre METOIbI

12)
HECOTJIACOBAH-HOCTh MPEOCTABICH-HBIX KIMHIYECKUX
JTaHHBIX

HETIpaBJono 00-HOCTh u (nnn)

OLIEHKAa KJIMHUYECKUX HCXOJIOB: €CIIM KTO-JIn0o,
OTJIMYHBIA OT HCCIENOBaTEeNsl, OTBEYad 3a OLEHKY
KIIMHUYECKUX MCXO0J0B (HAIIPUMEp, CIIOHCOD, BHEIITHHE
OICHIINKH WJIM BHEITHUHA KOMHTET), HEOOXOIUMO
paccMOTpeTh CIEAYIONIMEe JJIEMEHTHI Ipoliecca
JIBIDKEHUS TAaHHBIX

COOTBETCTBYIOIIHE HHCTPYKIUHU U (MJIH) MOATOTOBKY
uccienoBaTened kK cOOPy W pENnOPTUPOBAHMIO
rapameTpoB dPPEeKTUBHOCTH;

WIeHTU(OUKAIMOHHBIE JaHHblE W HE3aBUCHUMOCTh
BHEIIHUX OLCHIINKOB M (MJIM) KOMHUTETA; MPOLETYPHI
paccMOTpEeHHs, OLEHKH H

BKJIIOYAsi CITOCOOBI

MOJATOTOBKH,
JOKyMEHTHPOBAHUS HCXOJIOB,
MOJIJIEP>KaHUS OCTIETUICHUS,

W3MCHCHHE CTAaTHCTHYECKUX METOIO0B U (HJIH)
KOHEYHBIX TOYEK HAa MOMEHT H (WJIH) TIOCIHE
WCCIICZIOBAHNS, B YACTHOCTH U3MEHEHHS, CICITaHHBIE 10
CHATHUS OCNICIUICHHS, W (WJIM) He3alJIaHHpOBaHHBIN
CTAaTUCTUUECKUN aHaAJIN3;

JMAaHHBIC TaueHTa(0B) WCKIIOYCHH W3 aHalu3a
0e30CHOBATEIHHO WM Ha OCHOBAHUSAX, BBI3BIBAIOIINX
OmaceHus, B YaCTHOCTH, pe3yIbTaTHI

OIaronpUATCTBYIOT HCIIBITYEMOMY IIpenapaTy Uil €CiIu

pemieHue(s) HUCKIIOYUTH JaHHBIE CHENaHbl IOCTe

[S{eR18%¢

Pa30CICIINICHU JaHHBIX;

pe3yIbTaThl IPOTUBOPEYAT N3BECTHBIM JIUTEPATYPHBIM
JAHHBIM WX IPYTUM PE3yJIbTaTaM HUCCIIEOBaHUH;

JaHHBIE C HEOOBLIYHOM TEHIEHI[MEH WM aHOMAJILHOM
BCIMYMHON BapWaluu MM KpaiHEe MalbIMH
OTKIJIOHCHHUSMH (BBICOKAs WIIM HHU3Kas BapHaOeIbHOCTh
mapaMeTpoB 3(PPEKTHBHOCTH, KOTOpPHIE HMEIOT

BBICOKYIO MJIM HU3KYIO €CTECTBEHHYIO BapHaOeIbHOCTE;
HENPEIBUICHHO HHU3KHE IOKa3aTead COOOIIeHUuH o (
CEepbE3HBIX) HEXKEJaTeNbHbIX SBICHUAX WJIHU

COITYTCTBYIOIIHX JIEKaPCTBaX);

HEIocJeI0BaTeIbHbIe, HEeMPABIIBHEIC WIIM HEIOJIHBIC
pETHCTpaNFsI U PETIOPTHPOBAHHE TAHHBIX:
HETpaBUIbHBIN IHA3alH WHAUBULYAJIBHOU
peructpanuoHHoi kaptel (nanee — MPK) (mampumep,
MOTPaBKH K MPOTOKOIY He oTpakeHbl B TPK);
OTCYTCTBUE PEJICBAHTHBIX MePEUHEN JaHHBIX;
HECOTJIACOBAHHOCTh MEXIy MEpPeUHSIMH JaHHBIX O
MalUeHTax U penopTUPOBAHHBIMU JAHHBIMU B OTYETE
KJIMHUYECKOTO UCCIICOBAHUS;

0OJIBIIIOE YHCIO HEAOCTAIONINX 3HAYCHUI.

[Ipunoxenue 10
k [IpaBunam npoBeneHus
(hapmaneBTHYECKUX MHCIIEKIINI
0 Ha/IIeKAIIIM
(apMaleBTHYECKHM MTPaKTHKAM

®opma



d)OpMaT JO0ChC€ HHCIICKITNHA

1. Conepxanue.
2. KoHTakThI:
1) ¢ 3anpammmuBaroIIe CTOpOHOM;
2) ¢ BeaylUM (BEIyIIMMH) UHCIIEKTOPOM (MHCIIEKTOPAMH )
Y YYaCTBYIOIIMMHU UHCIIEKTOPaMU;
3) ¢ OlLICHIITUKAMU,
4) c 3aaBUTENEM U (WJIH) CIIOHCOPOM;
5) ¢ MHCTIEKTUPYEMBIMU JTUIIAMH.
3. JOKyMEHTBI, CBSI3aHHBIE C UCCIIEIOBAHUEM (TIPU HATTHYHH).
[IpenocTaBiaeHHbIE 3asiBUTENIEM U (M) CIOHCOPOM:
1) mpoTOKOA ¥ MONPABKH;
2) OTYET O KIMHUYECKOM HMCCIIECOBAaHUY;
3) Oporitopa ucciaea0BaTeNs;
4) He3anosHEeHHbIE (OpMbI THHOPMHUPOBAHHOTO COTJIACHS TTAI[UECHTOB;
5) CHMCOK MAIMEeHTOB U Ay IUTOPCKUE CIIC]IBI.
[IpenocTraBiaeHHbIE FKCTIEPTOM (OLEHUITUKOM):
1) OTYET O KIMHUYECKOM UCCIICIOBAHUU (€CJIH PUMEHUMO);
2) SKCIEPTHBIE OTUYETHI;
3) nepedeHb BOMPOCOB;
4) oTBET Ha 3arpoc.
4. JIoKkyMeHTBI, CBSI3aHHBIE C MHCTICKIUEH:
1) 3anpoc uHCHEeKNH;
2) cocTaB MHCIIEKIIMOHHOM TPYMIbI (IIEHTPATBHON U IS KaXKI0TO BEIOPAHHOTO IIEHTPA);
3) KOHTpPAKTHI;
4) NOKYMEHTHI 10 TUIAHUPOBAHUIO UCCIICIOBAHUMU.
5. JlokanbHO coOupaemble CBEICHUS OOl BaXKHOCTHU:
JIOKYMEHTBI, U3bSThIC UM CKOMMMPOBAHHBIE BO BPEMSI MHCIIEKIIUH.
6. OtyeThl 00 HHCIIEKIUAAX
OTYEThl 00 MHCIIEKIUAX (BKJIFOUAsi OTBETHI HHCIIEKTUPYEMOTO(bIX) JIUIA (JIUII)
Y OIICHKY CBOJIHOTO OTY€Ta 00 MHCIIEKIUY (3aKIIOUNTEIbHAS BEPCHs).

[punoxenne 11
k [IpaBunam nposeneHus
(hapMareBTHYSCKUX MHCTICKIIUI
M0 HaJJISKAIIUM
(hapMaIeBTHYCCKUM MPAKTAKAM

dopma

Ortuer o npoBezieHNH (papManeBTHIECKOM HHCIIEKIMA HA COOTBETCTBHE HaJIEKamIei
KIIMHMYECKOM MpaKTHKA



HaumenoBanue papmaiieBTHIECKOTr0 HHCIIEKTOpATa

aapec, TenedoH, cauT

HaumenoBanue Cy6’[>eKTa HHCIICKTUPOBAHUA

Anpec

OcHoBaHue

1. Pe3rome
HanmMenoBaHue HHCTIEKTUPYEMOTO O0BEKTa
(Hy>XKHOE TTOTYEPKHYTH):
KoHntpakTHas uccienoBarenbckas opraHu3aus Hazpanue n nomHbIN agpec o6bekTa
Crorcop
Knmmanaeckasi(ue) 6a3a(nr)
JIuuen3us
Bupl nedarenpsHOCTH KOMITAHUT

Jara mpoBeeHUs1 MHCIIEKIIUU

@damunusi, UMs, OT4ecTBO (IIPH €ro HaJM4Yun),
JOJDKHOCTh

Jannble 00 MHCTIEKTOPax (dKCIEpTax)

Howmep nuCnekuuu (pu HIWNIHUN)
[TonHoe Ha3BaHME KIMHUYECKOTO HCCIIEIOBAHMS

N nenTudrkamoHHBIA KO MPOTOKOJIA Bepcus (HOMep)
U jpara (Jqro0asi monpaBKa K MPOTOKOIY UMEET HOMeEp
BEPCUU U J1aTy)

Howmep 3asaBku

Homep B MexayHapomHbIX 0a3ax KIMHUYCCKUX
HCCJIEIOBaHUI

CpoKu IpOBEICHNS HCCIIECTOBAHUS

Wudopmanus o Crioncope:

Ha3BaHWE M aJgpec OpraHu3anuu, (QamuiIus, HMs,
0T4eCTBO (IIPY €r0 HAINYMHU) KOHTAKTHOT'O JIUIIA
Wudopmanus o 3assurene:

Crorcop

OdunmanbHbI npencraBuTens CroHcopa

Jluio unm opraHu3anys, yoJIHOMOYEHHAs! CIOHCOPOM
JUIS TI0Jadd JAHHOTO 3asBICHHS (B ITOM Cilydae
yKa3aTh (paMUIIHIO0, UM, OTYECTBO (IIPH €T0 HAIWIHH)
KOHTAKTHOT'O JIWIa, aApe€C, KOHTAKTHBIC ITaHHBIC (
TenedoH, paxc, SIEKTPOHHAS 1T0YTA)

Kimanueckas 6a3a HasBanue u agpec

. HasBanue u azpec mpoBedeHUS OHOAHATUTHYECKON
Jns nuccneoBanmuii OMOIKBUBAICHTHOCTH
YacTU KIMHUYECKOTO UCCIIE0OBAaHU

Jletanu WHCTIEKIUH
JMara nmpoBeneHus
Tum nHCIIEKINHN:
2. Broanas uadopmanus
KpaTKOC OIIMCAaHUCEC CY6’BCKT3, HHCIICKTUPOBAHWA U HHCIICKTUPYCEMOI'O yUaCTKa.



JlaTa(bl) MpeabIyIIUX HHCIICKITUH
damMunus, uMsi, OT4€CTBO (IIPU €ro HATUYUH ), JOJPKHOCTh UHCTIEKTOPOB,
MPOBOJIMBIIUX MPEIBIAYILYI0 UHCIIEKIIUIO
CYIIICCTBCHHBIC N3MCHCHMS 110 CPABHCHHIO C Hpe,HBI)IyHICﬁ I/IHCHGKIII/ICﬁ
Llenp nHCTIEKITUM
I/IHCHGKTI/IpyeMBIG 30HBI
[Tepconan opranu3anuu, y4acTBYIOIINN B TPOBEICHUN UHCIICKIIAN
JIOKyMEHTBI TIPE/ICTaBIICHHbIE CYOBEKTOM WHCIIEKTUPOBAHUS JI0 POBEJACHUS MHCIIEKIINH
3. HaGmroaenus u pe3yabTaThl UHCIIEKIUH.
Jns uncnekuii Ha cootBeTcTBUE GCP:!
praBJ’IeHI/Ie Ka4e€CTBOM
Ilepconan
ITomemenus u 060pyaOBaHHE
HoxymeHTauus
ApxuB
AyTCOpCI/IHFOBaH ACATCIBHOCTD
CamouHCTIeKIIUs

COO6HI€HI/IH O HCXKCJIATCIbHBIX pPCAKIUAX WU
SABJICHHUAX

OI_[eHKa OCHOBHOTI'O JOCHC€ KIIMHUYCCKOI'O UCCIICIOBaHNA
praBJ’IeHI/IC HCCIICAYCMbIM JICKAPCTBCHHBIM CPEACTBOM
Pasnoe

4. 3aKIII0OUYUTETHLHOE COBEIIAHNE U OIICHKA OTBETa CyOBhEKTa MHCIIEKTUPOBAHUS:
KoMMeHTapuu npencraButenell CyobeKTa HHCIEKTUPOBAHUS, CIETaHHBIE B XO/1€
3aKJIFOYUTEIIBHOTO COBELIAHUS
OueHka oTBeTa CyObEeKTa HHCIIEKTUPOBAHUS 1O BBISBIIEHHBIM HECOOTBETCTBUSIM
JlokymeHTsI U (1ii1) o0pasiibl, 0OTOOpaHHBIE B XOJI€ MHCTIEKIIUN

5. Pe3ysbTaThl HHCIIEKTUPOBAHUS U PEKOMEHIALINN:
Pe3ynpTaThl HHCIEKTUPOBAHUS
Pexomennanuu
Otuer o npoBeieHnN (hapMaleBTHUECKONW MHCIIEKIIUU COCTABIIEH U NOJANKUCAH:
Benyuuit ¢papmaiieBTHYECKU HHCTIEKTOP (PYKOBOAUTEID TPYIIIIbI)

(damuus, uMsi, OTY4ECTBO (IIPU €r0 HAJIMYKHU ) TTOITHUCH)
UsieHbl HTHCTICKIIMOHHOM TPYTIITHI

(damumnus, UMsi, OTYECTBO (IIPU €r0 HAJIUYKHU) TTOITUCH)

(damunus, uMs, 0T4ECTBO (IIPU €T0 HATMYUH) TTOJITUCH)

" "

roaa.




Paznensl 6 u 7 3an0MHSAIOTCS HHCTIEKIIMOHHOM TPYIIION TOCIIe OIyYeHUsT HHPOpMAITHH
M0 YCTPAHEHUIO BBISIBJIEHHBIX HECOOTBETCTBUM U COTJIACOBaHUS ¢ (papMalleBTUYECKUM
MHCIIEKTOPATOM T'OCYIAPCTBEHHOTO OpraHa.

6. Pe3ynbTaThl pacCMOTPEHUS] YCTPAHEHUS BBISIBICHHBIX HECOOTBETCTBUM U BBIBOBI

HWHCIICKIIHUH .

Nudpopmanus 00
YCTPAHEHHHU BBISBICHHBIX
HECOOTBETCTBHHU (KpaTkoe

KBanudukanns copepxaHue OneHka yCTpaHCHHS
IlepedyeHp BBISABIEHHBIX
N BBISIBIIEHHBIX KOPPEKTHUPYIOIUX W  BBISIBIEHHBIX
HECOOTBETCTBHH . .
HECOOTBETCTBUI IpEeaYNPEKJAIOMNX HECOOTBETCTBUI

IEeUCTBUH,
MOATBEPXKAAIOIUN
JIOKYMEHT)

7. 3aKiIroYeHue
CyOBbeKT MHCIIEKTUPOBAHUsI, HAMMEHOBaHNWE 00BEKTa, y4acTKa, aipec

CooTBeTCTBYET (HE COOTBETCTBYET) TpeOOBaHUAM HaIIexKalen (papMarieBTHUECKOM

MpakTUKU (yKa3aTh HAMMEHOBAHUE HaJIexKalen (papmarieBTuuecKoil MpakTUKu).

[Ipunoxenue 12
k [IpaBunam mposeaeHus
(hapmManeBTHIECKNX MHCIEKIINI
10 HaUIEXKAIINIM
(hapMaLeBTUYECKUM ITPAKTHKAM

®dopma

3asBKa 0 BEIIa9e CepTH(PHKATa HA COOTBETCTBHE HAMISKAIMX (papManeBTHIECKUX MPAKTHK

B
(HaMMEHOBaHUE roCyAapCTBEHHOTO OpraHa)

[Ipocum BBIIATH CEPTH(UKAT HA COOTBETCTBUE TPEOOBAHUSIM HaICKAIICH
npou3BojiIcTBeHHOM npakTuku (GMP) nnu Hagnexamieit AuCTpruObIOTOPCKON
npaktuku GDP)

Ha OOBEKT:

(moJiHOE€ HaMMEHOBAaHUE OOBHEKTA)
PACTIOIOKEHHBIH 10 aAPECY:
(anpec oOBEKTA)

JlanHbie cyObeKTa HHCTICKTUPOBAHUS:

:HﬂHMCHOBaHHCIOpHHHQECKOFOIﬂﬂﬂiﬂ(HHH)HHHHBHHyaﬂBHON)HpeﬂHpHHHMaTGHH

IOpuanueckuii anpec:
BUH/UUH
No nuneH3uun Ha hapMareBTUUECKYO AEATEILHOCTD U MPUIIOKEHUS K HEl




(Ipy1 HAJTMYHH):

Tenedon, dakc, e-mail:
AJlpec IEKTPOHHOM MOYTHI:

CBezieHUs 0 3aABUTEINE

(pa3paboTuuK, MPOU3BOAUTEND (M3TOTOBUTENH), TUCTPUOBIOTOP, JOBEPEHHOE JIUIIO)
Anpec MectoHaxoxaeHus (tenedoH, dakc, e-mail)
JlaTa 1 HOMEp TOBEPEHHOCTH (KOMUSI TOBEPEHHOCTH )
(ITpu puxcupoBaHUM 3asBJICHUS YEPE3 NOPTAJ JIEKTPOHHAS BEPCHS)
[lepuon mpoBeAeHNS] HHCTIEKIIUN

g mpousBoacTBa:

(THI TPOJTYKIINN)
JlexapcTBeHnHas popma

PyxoBoaurens

(Damumnusi, uMsi, OTYECTBO (IIPU €T0 HAJTUYHUH), TIOJTIKCH)

Jlaem coracue Ha cO0p 1 00pabOTKY MEPCOHATBHBIX TJAHHBIX OTPAHUYEHHOTO JIOCTYTIA,
COCTABJISFOIINX OXPaHSIEMYI0 3aKOHOM TaiHY, COJIEP KAIIUXCS B MH(DOPMAITMOHHBIX
CUCTEMaX, HEOOXOAUMBIX JJIS MPOBEACHUS MHCTICKIIUUA B COOTBETCTBUU C TyHKTOM 4 CTaThU

8 3akoHa Pecnybnuku Kazaxcran "O nepcoHanbHBIX JAHHBIX U UX 3aiuTe".
[Ipunoxenne 13
k [IpaBunam nposeneHus
(hapMareBTHYCCKUX MHCIICKIIUI
I10 HaAJICXKallluM
(hapMareBTHYCCKIM MTPAKTUKAM

®opma

ITepegeHs OCHOBHBIX TpeOOBaHMIA K OKa3aHHMIO I'OCYJapCTBCHHOH YCIyTH
"Brinada cepTH(HKATOB Ha COOTBETCTBHE HAIICKAMMX (apManeBTHISCKHUX MPAKTHK"

HaumenoBanue rocynapcTBeHHON yciayru "Beimaua cepTuduKaToB Ha COOTBETCTBUE HaJUISkKAIIUX
(apmaneBTHYecknX npakTUK" HanMeHoBaHUE MTOJBHIA TOCYAAPCTBEHHON YCITYTH:

1) BbIaua cepTUdUKaTa Ha COOTBETCTBUE TPEOOBAHUAM HaJUIEKallIei TPOU3BOACTBEHHOM npakTuku GMP);

2) BeIgaua cepTr(drKara Ha COOTBETCTBHE TPEOOBAHUAM HaJIeKaIeH AUCTpUObIOTOpCKOi nmpakTuku (GDP).

Komurer MCIUIIUHCKOT' O u

(hapManeBTUYECKOr0  KOHTPOJIS
1. HaunmenoBanue yciayronareis

MuHHCTEpCTBa 3APaBOOXPAHEHUS

Pecny6nukn Kazaxcran

ITo Bcem moaBumam: Beb-mopram "
s Crioco0st IIpeoCTaBICHUS 3JIEKTPOHHOTO IIPaBUTEILCTBA":
’ TOCYTapCTBECHHOH yCITyTH www.egov.kz, www.elicense.kz (

Jlajiee — IopTa)

IIo BceM moagBugam:



Cpok oOka3aHMs TOCyAapCTBEHHOMN
ycInyru

®dopMy OKazaHUs rOCyIapCTBEHHOU
ycIyru

PesynbTar OKa3aHUus

roCyJapCTBEHHOH yCIIyTu

B3MMaeEMOH C
YCITyTONONyYaTeNss MpH OKa3aHUU
rocyJJapCTBEHHOM

Pazmep mnarsl,

yCIOyTH, H
CITOCOOBI ee B3UMAaHMs B CIydasX,
MpeIyCMOTPEHHBIX
3aKOHO/ATENbCTBOM PecmyOmuku
Kazaxcran

I'paduk paboTel ycimyrojarens u
00bekTOB MH(pOpMauU

IlepedyeHb NOKYMEHTOB M CBEIECHMUIA,
UCTPeOYEMBIX y YCIYrOHoIydaTess

Brinaua ceptudukarta - 2 (1Ba)
pabouunx IHS;

ITo BceM nmoaBugam:
3IIEKTPOHHAS (gactuunO
aBTOMAaTU3UpPOBaHHas1)/0yMarkHast

1) Bwlgaga ceprudukara
COOTBETCTBUE  TPeOOBAHUIM

HaJuleXalled IpPOU3BOACTBEHHON
npaktuku (GMP);

2) Bbigaya cepruduKara Ha
COOTBETCTBUE
Ha/UIekKale JAuCTpUOBIOTOPCKON
npaktuku (GDP);

Ha

TpeOOBaHUAM

3) MOTHUBHUPOBAHHBI OTKa3 B
OKa3aHUH TOCYAAPCTBEHHOM yCIyrH

COrJIaCHO TpPUJIOXKEHHI0 16 K
HacToswuM IIpaBunam.
locynapctBenHas yciyra

OKa3bIBaeTCs OeCIIaTHO

1) ycnyromatens: — ¢ MOHEASIbHUKA
MO MSATHUILY,
YCTaHOBJICHHBIM IpaKoM paboTh
¢ 9.00 mo 18.30 wuyacoB, 3a
HCKIIOYEHHEM BBLIXOIHBLIX H
Mpa3IHUYHBIX JHEH, cormacHo Tpyn
OBOMY KoJekcy PecmyOnuku
Kazaxcran ¢ mepepbiBoM Ha 00ej ¢
13.00 gacos o 14.30 yacos.

B COOTBCTCTBHUHU C

2) mopranra — KpPyTIOCYTOYHO, 3a
UCKIIOYEHHEM  TEeXHHYECKHX
MEPEPHIBOB B CBS3U C MPOBEICHHEM
PEMOHTHBIX paboT (IpH 0OpaleHUuH
YCIyTOMNOyYaTes nocie
OKOHYaHUs pabovyero BpeMEHH, B
BEIXOJHBIC W Tpa3JIHUYHBIC IHU
cornacHo TpylnoBoMy KoOJEKCy
Pecnybnuku Kazaxcran mnpuem
3asiBJICHUS] M BblJada pe3ysbraTa
OKa3aHus TOCYIapCTBEHHOH YCIIyTru
OCYULIECTBJIAETCA  CIEAYIOLINM
pabouum THEM).

Juis mony4yenus ceptudukara Ha
COOTBETCTBUE  TpeOOBaHUSIM
HaJulexxalled Mpou3BOIACTBEHHON
npaktukn  (GMP) wu (unnm)
cepTuduKaTra HAa COOTBETCTBHE
TpeboBaHUAM HaIeXKalen



JUIS OKa3aHWs TOCYJapCTBEHHOH  aucTpuObroTopckoi npaktuku (GDP

ycInyru ) — 3asBKa 1o (opMe COTIacCHO
IPWIOKEHUI0 12 K HACTOSIIHM
[IpaBunam.

1) ycraHOBNIEHHE HEIOCTOBEPHOCTHU
JIOKYMEHTOB, TIPEICTaBICHHBIX
YCIIYTONOIydYaTeneM JUIsl TTOTyIeHUS
TOCYAapCTBEHHOHN yCITyTH, U (WUITH)
JIaHHBIX (CBEIEHUH), COMEPIKAIIUXCSI
OcHoBaHUS Uil OTKa3a B OKa3aHUH )
rocyapCcTBEHHOH yCIyTH, B IS
YCTaHOBIJICHHBIE 3aKOHaMH

Pecny6inkn Kazaxcran

) HECOOTBETCTBHE
yciayromnoaydarenas W (W)
MPEACTABICHHBIX  MaTEPHUAIIOB,
JTAHHBIX U CBEJICHUIA, HEOOXOIUMBIX
JUIS OKa3aHUs TOCYNapCTBEHHOM
ycIIyTH, TpeOOBaHUSAM HACTOSIINX
[IpaBui.

YcenyromnonydaTeiab nMeeT
BO3MOXHOCTb MOJy4eHUs
MH(QOPMAIMK O MOPSIKE U cTaTyce
OKa3aHUs TOCYIAapCTBEHHON YCIyTru
B PEXHMME YAAJICHHOI'O AOCTyIa
4yepes 1mopTaj - B "IIMYHOM KaOHHETe
", a TaK)Ke eIMHOTO KOHTaKT-LEHTPA.
KonrakTHBIE TeTe()OHBI CIIPAaBOYHBIX
cIyx0 10 BOMpocaM OKa3aHHS
TOCYJapCTBEHHON YCIYTH YKa3aHBI
Ha uHTepHeT-pecypce Kommurera
MECAOAUIHHCKOTO u
(hapmMaleBTUYECKOr0  KOHTPOJIS
MuHHCTEpCTBa 3APaBOOXPAHCHUS
Pecnyommkn  Kaszaxcram kmfk@
dsm.gov.kz. Homepa temedoHOB
€MHOTO0 KOHTAKT-IEHTpa IO
BOIIpOCaM OKa3aHUs
roCyJIapcTBEHHBIX yciyr — 1414, 8-
800-080-7777.

[Ipunoxenue 14
k [IpaBunam nmpoBeaeHus
(hapmaneBTHYECKUX MHCIIEKIINI
10 HaJUIEKAIIIM
(hapManeBTHIECKNM MTPAKTHKaM

HNuble TpeboBaHUS C y4YETOM
10. ocoO0eHHOCTENR OKa3aHHuA
rOCYapCTBEHHOU YCIyTH

®opma

EBpasuiickuii 5SKOHOMAYECKUH COI03

(HaMMEHOBaHHUE YIIOJIHOMOYEHHOTO OpraHa)

Cepruduxar

COOTBETCTBHS TPOM3BOJCTBA JICKAPCTBEHHBIX CPEACTB TPEeOOBAHHSAM
HaJIexxalen

MPaBUI



MIPOU3BOJACTBEHHOU MPAKTUKHA EBPa3ZUiCKOrO 3KOHOMHUYECKOIO CO3a
No GMP/EAEU/KZ/000XX-20XX
(yueTHbIIT HOMEp cepTu(dHKaTa)

Cpok aeicTBus C 10

Brigan mo uroram npoBeaeHus (papMarieBTHIeCKOW HHCIIEKIIUU B COOTBETCTBHH
c [IpaBunamu npoBeneHus papMaleBTUUECKUX UHCIIEKIIMN, YTBEPKIECHHbIMU Periennem
Cosera EBpa3zuiickoil 5KOHOMUYECKON KoMuccuu ot 3 HostOpst 2016 roma Ne 83

(moJHOE U COKpaIlEeHHOE HAUMEHOBAHMSI YIIOJITHOMOYEHHOT'O OpraHa)

MOJTBEPKAAET CIEAYIOIIECE:
npoBejicHa (papmalieBTUUECKash MHCIICKITUS

(moTHOE HAMMEHOBAHKE MPOU3BOIUTEIS)

(aapec MpOU3BOJACTBEHHOM TIJIOIIAIKH)

Ha OCHOBAaHMH (yKa3aTh OJJHO U3 CJIETYIOLIETO):

3asiBiieHUs Ne Ha MostydeHHue paspelieHus (JIMLEeH31M1) Ha OCYIIECTBICHHE IEATEIbHOCTH
10 MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB;

IUIaHa IPOBEACHMS (papMaleBTUUECKUX MHCIIEKIU, KaK JAepKaTessl pa3pelieHus
(JIMLeH3UM) Ha MPOU3BOCTBO JIEKAPCTBEHHBIX CPEACTB Ne ;

3asBieHus No Ha pCTUCTPAlUIO JICKAPCTBCHHBIX CPCACTB,

(MHOE OCHOBaHUE)

Ha ocHoBaHMM CBeEHUI, MOJYYEHHBIX MPU MPOBEACHUHN UHCIIEKTUPOBAHUS, TOCIEAHEE

13 KOTOPBIX OBLIO MPOBEICHO , (1ata, mepuon)
YCTaHOBJICHO, 4YTO JJaHHOE (hapMaIrieBTUUECKOE MPOU3BOACTBO COOTBETCTBYET TPEOOBAHUAM
[IpaBun Haexaie npou3BOACTBEHHOM MPAKTUKU EBpa3nilcKOro 3KOHOMUYECKOTO

CO103a, SKBUBaJEHTHBIX [IpuHiunam u PykoBoacTBy EBponeiickoro corsa no Haajmexamen
ITPOU3BOJICTBEHHOM IIPAKTHUKE JIEKAPCTBEHHBIX CPEICTB I MEIUIIMHCKOTO

Y BETEPUHAPHOIO MPUMEHEHUA U MpUHIMNAaM CUCTEMBI COTPYIHUYECTBA
¢dapmaneBruyeckux uncnekuuit (PIC/S).

Hacrosmmii ceprudukaTt oTpakaeT cTaTyc MpOU3BOJICTBEHHOMN TIJIOMAIKA HA MOMEHT
MpoBeIeHUs (papMalleBTUUECKON HMHCIEKIIMU U IO UCTeUEHUH OoJiee 3 JeT OT JaThl
IIOCJIEAHETO JHS MOCIEAHEr0 HHCIIEKTUPOBAHUSA HE MOXKET CUUTATHCA TOKYMEHTOM,
CBUJIETEIBCTBYIOIINM O CTaTyce cOOTBETCTBUA. Cpok JeHCTBUA cepTUdUKaTa MOKET ObITh
COKpAIIEH IIPU UCITOJIb30BAHUN COOTBETCTBYIOIIMX IPUHIIUIIOB YIIPABICHUS PUCKaAMU

IPY HAJTMYUHU COOTBETCTBYIOILEH 3anucu B noJie "OrpaHu4eHus: Uiu MOSICHUTEIbHbBIC
3aMETKH, Kacaroluecs 00J1acTh MPUMEHEHHUsI HaCTOSIIero ceprudukara’.



Ceptudukar siBisieTcsl IEMCTBUTEIIBHBIM B CTy4dae MPEICTaBICHUS BCEX €ro JUCTOB
(KaK OCHOBHBIX JIUCTOB, TaK U JIOMIOJTHUTEIbHBIX JIUCTOB).

AyTEeHTUYHOCTD (TTOJTMHHOCTH) HACTOSMIETO CEPTU(PUKATA MOKHO MTPOBEPHUTH

B 0a3e JaHHBIX

(HauMeHOBaHUE YIIOJHOMOYEHHOTO OpraHa)

Ecnu ceptudukat He mpeACcTaBieH B yKa3aHHOU 0a3e JaHHBIX, CIEAYET OOpaTUTHCS
B YIIOJJHOMOYEHHBIN OpraH, €ro BbIIaBIIUN.

(yueTHbIN HOMEp OJlaHKA)

(IOMOTHUTENBHBIN JUCT)

JlekapcTBeHHBIE CPEJCTBA VISl MEAUIIUHCKOTO TPUMEHEHUS

JlexapcTBeHHBIE TIpENapaThl A KIIMHIYECKUX UCCIICTOBAHUN (MCIIBITAHHNA)

Kon Haumenosanue

1. IIpon3BOACTBEHHBIE ONEpauK — JIEKAPCTBEHHAS! MIPOTYKIIUS

1.1 CrepuibHas IPOILyKIHS

1.1.1 TIpomsBoammass B acCeNTHYECKHX YCIOBHIX (
oreparyy 00pabOTKH JUTS CIIEAYIONINX JICKapCTBEHHbIX

dopwm):
1.1.1.1. Xunkue nekapcTBeHHBIC (POPMBI OOJBIIOTO
o0bema

1.1.1.2. ’Kunkue nexkapcTBeHHbIE (HOPMBI MajoOTo
o0BeMa

1.1.1.3. JInopunusarsr

1.1.1.4. Tsepasle nexapcTBeHHbIE (OPMBI U
UMILIAHTAThI

1.1.1.5.Msrkue nekapcTBeHHBbIE (HOPMBI

1.1.1.6. Ilpouas mpoxaykuusi, NPOU3BOAUMAS B
ACENTUYECKUX YCIOBHX (yxazarth)

1.1.2. Tlonmsepraemast GUHHMIIHON cTepwiIH3anuu (
oreparyy 00pabOTKH JUTS CIEAYIONINX JICKapCTBEHHBIX

dopwm):
1.1.2.1. Xunkue nekapcTBEeHHBIC (POPMBI OOJBIIOTO
o0bema

1.1.2.2. Kunkue nexkapcTBeHHbIE (HOPMBI MajoTo
o0BeMa

1.1.2.3. Tsepasle nekapcTBeHHBbIE (OPMBI U
HAMILIaHTATHI

1.1.2.4. Msrkue nekapcTBeHHbIE (HOPMBI

1.1.2.5. Ilpovast mpoayKIus, moaBepraemMast GUHALIHON
CTepHIIN3AIIUHI (ykazats)

1.1.3. Brimyckaromuif KOHTPOJIb KayecTBa (BBIIYCK
Cepun)

1.2 HecrepunbHas npoayKuust



1.3

1.2.1. HectepunpHas NpoAyKIUsS (TEXHOIOTMYECKUE
olepanuu IS MOTyYeHHs CIEeAYIOUINX JIEKapCTBEHHBIX

bopm):

1.2.1.1. Kamcynsr B TBepoit 060109Ke

1.2.1.2. Karicysiel B MsIrKoi 0060s10uKe

1.2.1.3. XKeBaTenpHbIe IeKapCTBEHHBIE (DOPMBI
1.2.1.4. MmiperHupoBaHHbIE JIEKapCTBEHHBIE (HOPMBI

1.2.1.5. Xwupkue nexkapcTBeHHbIE (OPMBI 1A
Hapy>KHOTO MPUMEHEHHS

1.2.1.6. Xuaxue sekapcTBeHHbIE (QOPMBI IS
BHYTPEHHETO IPUMEHEHHS

1.2.1.7. MenuumHCKHE Ta3bl

1.2.1.8. Ilpoune TBepbIC TEKAPCTBEHHBIE (POPMBI
1.2.1.9. Ilpemapatbl, HaXOIAMIHAECS IO AaBICHHEM
1.2.1.10. PaguoHyKIHIHBIE T€HEPATOPHI

1.2.1.11. Msirkue nekapcTBEHHBIE POPMEI

1.2.1.12. CBeun (Cynmo3uTOpUN)

1.2.1.13. Tabnerku

1.2.1.14. TpancaepManbHbIE TUTACTHIPH

1.2.1.15. IIpoyas HecTepunbHas MTPOAYKIUSL
_ (yxazarts)

1.2.2. BwimyckaoIuid  KOHTPOJb KadecTBa  (
cepTH(UKAINS CEPHN)

Buonoruyeckas JiekapcTBEHHAS TPOILYKIHS

1.3.1. bronornueckas JeKapCTBEHHAS TTPOTYKITHS:
1.3.1.1. IIpoaykTel KpoBU

1.3.1.2. UmMmMyHOOMOIOTHYECKAS IPOYKIIHS

1.3.1.3. I[Ipoaykuusi Ha OCHOBE COMaTUYECKUX KIIETOK (
MPOAYKIHUS IS TEPAITUU COMATHICCKAMU KJICTKAMH )

1.3.1.4. T'enoTepaneBTHYeCKast IPOTYKIIHS
1.3.1.5. buoTtexHonoruyeckas mpoayKIHUs

1.3.1.6. Tlpomykuus, BBIOCICHHAas M3 >XABOTHBIX
VMCTOYHUKOB WJIM OPTaHOB (TKaHEH) uernoBeka

1.3.1.7. TxaHewH)XXeHepHass NPOXYKIMs (TPOIYKIUS
TKaHEBOW MHXKCHEPUH)

1.3.1.8. Tlpouas Ouosoruveckass JeKapCTBEHHAs
IPONYKIMS (yka3atp)

1.3.2. Bemmyckaromuii KOHTPOJIb (CepTH(QHUKALNS CEPUH)
(mepedeHs BUIOB MIPOAYKIIUH):

1.3.2.1. IIpoyKThI KPOBH
1.3.2.2. UMMyHOOHOOTHYECKAS TIPOTYKIIHS

1.3.2.3. ITpoayKiusi Ha OCHOBE COMATHYECKHX KJIETOK (
TPOAYKITUS IS TEPAITH COMATHUCCKUMHE KIICTKAMH)

1.3.2.4. 'enoTrepaneBTUYECKASE TPOLYKIIHS
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1.3.2.5. buoTtexHonoruyeckas mpoayKIus

1.3.2.6 Ilpoxgyxmus, BbIAENEHHAs W3 JKHUBOTHBIX
MCTOYHUKOB MJIM OPTaHOB (TKaHEH) yeroBeka

1.3.2.7. TxanewHXeHepHass NPOXYKIMs (TPOIYKIUS
TKaHEBOI MHKEHEPHH)

1.3.2.8. TIlpouas Omomoruyeckas JeKapCTBCHHas
IPOYKLMS (yxazarth)

[Ipowas  nexkapcTBeHHass  NPOAYKIHUS  HIH
MIPOM3BOACTBEHHAS ACATEILHOCTh

1.4.1. IIpousBozacTBoO:
1.4.1.1. PactuTtenbHas npogyKIus
1.4.1.2. 'omeonaTuyeckast IpoIyKIHs

1.4.1.3. Tlpouas mnpogykuus
YKa3aTh)

1.4.2. Crepunu3anus GpapMaieBTUIECKUX CYOCTaHITHIA,
BCIIOMOTATEIILHBIX BEIIECTB, TOTOBOM MPOYKIIHH:

1.4.2.1. ®dunprparus

1.4.2.2. CyxosxapoBasi CTepHIn3alus

1.4.2.3. Crepunusanus napom

1.4.2.4. Xumudeckasi CTepHIN3aIHs

1.4.2.5. Crepunu3anus raMMa-H3JIy4eHHEM
1.4.2.6. Crepunu3anust 3IeKTPOHHBIM H3ITy9eHHEM

1.4.3. IIpouee (Yxa3zatp)

YnakoBka

1.5.1. IlepBuuHas ynakoBka:

1.5.1.1. Karicymet B TBepoit 000109Ke

1.5.1.2. Kancynsl B MATKoi 0007109Ke

1.5.1.3. JKeBarenbHble JIeKapCTBEHHBIE (POPMBI
1.5.1.4. UMmiperHUpOBaHHbIE JIEKAPCTBEHHBIC (HOPMBI

1.5.1.5. Xunkue nexapcTBeHHble (opMbl aus
Hapy>KHOTO IPHUMEHCHHUS

1.5.1.6. Xwunkue mexkapcTBeHHbIE (OPMBI s
BHYTPEHHETr0 IPUMEHEHUS

1.5.1.7. MeauiuHcKue ra3nl

1.5.1.8. IIpoune TBepIBIC TEKapCTBEHHBIE (POPMEI
1.5.1.9. [IpenapaTel, HaXOASAILIKECS O] AABJICHUEM
1.5.1.10. PagnoHyKnuaHbIE TEHEPATOPHI

1.5.1.11. Msrkue nexkapcTBeHHbIE (HOPMBI

1.5.1.12. CBeun (Cynmo3uTOpHH)

1.5.1.13. TabneTku

1.5.1.14. TpancaepManbHbI€ IUIACTHIPU

1.5.1.15. Tlpouas HecTepuibHas JeKapCTBEHHAas
IPOLYKIUS (yka3atp)

1.5.2. BropuyHas ynakoBka
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KOHTpOJ'H) KadycCTBa

1.6.1. MukpoOHuoNorndecKkue  MCIBITAHUA:
CTEePUIBHOCTD
1.6.2. MukpoOuoIornyecKue WCTIBITAHUSA:

MHKpOOHOIOrHYecKas YUCTOTa
1.6.3. Xumuueckue ((pU3nMuecKre) UCTIBITAaHUS

1.6.4. buonoruyeckue UCIBITAHUS

B oTHOMmIEHNY MOOBIX OTpaHUYCHUN W MOSCHEHHUH, OTHOCAIINXCS K JAHHBIM MTPON3BOICTBEHHBIM ONEPAITIsIM (

3a HCKJIIOYCHHEM CJIydaeB, KOIJa IMOSICHEHHE SBISETCA OOIMMM KOMMEHTapHeM K IpoleccaMm Ha
MIPOM3BOJICTBEHHOM O0BEKTE), TJe Obl HU NMPHUMEHSUIUCh ITH OTPAaHMYCHHS MU IMOSCHEHHS, HEOOXOIMMO
BKJIFOYaTh OTCHUIKY K COOTBETCTBYIOIIEMY HOMEpY IyHKTa cepridukata GMP.

2. IMmopT ekapcTBEHHON MPOTyKITHA

2.1

2.2

23

KonTpone kadecTBa UMIOPTHPYEMOIl JeKapCTBEHHOMN
MIPOLyKIINHI

2.1.1. MukpoOHuoNorndecKkue  MCIBITAHUSA:
CTepPHIIBHOCTh
2.1.2. MukpoOuolornyecKue WCIIBITAHUA:

MHKpPOOHOIOTHYECKast YACTOTA

2.1.3. Xumunueckue (pusnueckue) UCIbITaHHS
2.1.4. buonoruyeckue UCTIBITAHUS

Ceprudukanus cepuu UMIIOPTUPYEMOH JIEKapCTBEHHOM
HPOYKLUH

2.2.1 CrepunbHas OpoOIyKIH:

2.2.1.1. IlponsBoanMas B aCENTHYECKUX YCIOBUAX
2.2.1.2. IlopBepraeMast GUHHUIIHON CTEPUIIN3AMN
2.2.2. HecrepunbHas IpOIyKIHS

2.2.3. buonoruyeckas JeKapCTBEHHAs MPOTYKIIHA:
2.2.3.1. IlpoayKThl KpOBU

2.2.3.2. UMMyHOOHOIIOTHYECKAs TIPOAYKIIHS

2.2.3.3. Ilpoaykuus Ha OCHOBE COMATHICCKHUX KIIETOK (
MPOAYKIHUS IS TEPAITUH COMATHISCKAMH KIETKAMH )

2.2.3.4. 'eHoTepaneBTUYECKast IPOAYKIHUS
2.2.3.5. buorexHonoruueckasi NpoAyKLIUs

2.2.3.6. Tlpoaykuwms, BbIAEIEHHAS W3 KUBOTHBIX
HCTOYHUKOB MJIM OPraHOB (TKaHEeH) yeroBeka

2.2.3.7. TkanewHx)eHepHasT TPOAYKIUSA (MPOXYKIHS
TKaHEBOW MHKECHEPHH)

2.2.3.8. Tlpouas Ouonoruueckas JieKapCTBEHHas
TIPOTYKIINS (yxazaTp)

[Ipogas nesaTenpbHOCTh IO UMIIOPTY (BBO3Y)
2.3.1. Inomanka ¢pusuveckoro uMmopTa (BBo3a)

2.3.2. Hmnopr nOpoMexXyTOYHOM HPOAYKLHH,
rmoiBepraroreiics nanpHeimei oopadboTke

2.3.3. IIpouee (yxazatp)

3. IIpon3BOACTBEHHBIE Onepanuy — (hapManeBTHYECKNe CyOCTaHIINT



dapmareBTHUECKast CyOcTaHIws (CyOCTaHIHH):

3.1

32
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3.5

[IpousBoacTBO (apmareBTHIECKUX CyOcTaHIUN
METOJIOM XUMHUYECKOT'0 CHHTE3a

3.1.1. IIpous3BOACTBO IPOMEXKYTOUHBIX HPOAYKTOB
(hapMareBTHICCKON CYyOCTaHIIH

3.1.2. IIpousBoacTBO HEOUYHIEHHOU
(hapMareBTHUCCKON CYOCTaHIHH

3.1.3. ConeobpazoBanue (0YNCTKA): yKa3aTh (HaIpuMep
: IePEeKPUCTAIITU3ALIHS)

3.1.4. IIpouee (yka3atn)

[IpomsBoacTBo (apmaneBTHYECKUX CyOcTaHIMNA
METO/IaMH BBIZICTICHUS U3 IPUPOJHBIX HCTOYHUKOB

3.2.1. Beigencaue apManeBTHUCCKUX CYOCTaHIUIN W3
HCTOYHHKOB PACTUTEIBHOTO MPOUCXOKICHUS

3.2.2. Brigenenne ¢papManeBTHUECKUX CyOCTaHIIUN W3
HUCTOYHHUKOB ) KXUBOTHOT'O HpOI/ICXO)K)IeHI/IH

3.2.3. BrigencHue (apManeBTHUSCKUX CYyOCTaHIUN W3
OpraHOB (TKaHEH) YeIoBeKa

3.2.4. Beigenenue ¢GapMareBTHUECKUX CyOCTaHITUI U3
HUCTOYHHUKOB MHHEPAIHHOI'O MPOUCXOKICHHS

3.2.5. Moaudukaius BeIICICHHOH (hapMaIeBTHISCKON
cyOcTaHIUN (YKa3bIBaeTCs NCTOYHHUK M3 MyHKTOB 3.2.1
-3.2.4)

3.2.6. Oumcrka BBIJENEHHOH (hapManeBTHYEeCKOM
cyOcraHnuy (yKa3bIBacTCsl HCTOYHMK M3 IMyHKTOB 3.2.1
-324)

3.2.7. lIpouee (yka3ats)

[IponsBoacTBO (hapManeBTHUECKUX CYOCTaHIMH C
HCTIOJIb30BAHNEM OMOJIOTHYECKHX MTPOIIECCOB

3.3.1. ®epmenTarus

3.3.2. TIpou3BOACTBO C HCHOJB30BAHUEM KJIETOYHBIX

KyJIbTYp
(YKa3aTp THIT UCTIONB3YEMBIX KIETOK) (MOl YKa3aHuEM

THUIIa KJIETOK MOHUMAETCS UX THIIOBAs CIIEHU(PUIHOCTD,
JUHUS, IITAaMM | IIpoYee)

3.3.3. Brizenenue (ouucTka)
3.3.4. Momudnkanus
3.3.5. IIpouee (yxazaTp)

[Ipon3BoACTBO CTEPMIBHBIX (hapMaIeBTHICCKUX
cybcranmuit (pazmenst 3.1, 3.2, 3.3 mOmWKHBI OBITH
3aI0JIHEHEBI, I/Ie IPUMEHHUMO)

3.4.1. ®apmarieBTHUECKHE CyOCTaHIINM, IIPOU3BOUMBIC
B ACENTHYECKUX YCIOBHAX

3.4.2. ®apmarieBTHUECKHE CYOCTaHIINH, MIOJIBEPTracMble
(MHUIIHOW CTEepUIIN3AINN

3aBepLraroniie CTaHH NPOM3BOJACTBA
(hapMareBTHIECKUX CyOCTaHIIHIA



3.5.1. Craguu ¢usmueckoii 00padboTkn
(Ykas3aTh, HampuMmep: CyIIKa, W3MeJbuYcHHUE,
MIPOCEHBAHNE))

3.5.2. [lepBuyHast ymakoBKa
3.5.3. BropuyHas ynakoBka

3.5.4. Tlpouee (ykazatp st

onepauui,
HE ONMCAHHBIX BHIIIE)
3.6 KonTpons xauecTBa
3.6.1. duznueckue (XMMUYECKHE) NCTIBITAHUS

3.6.2. MukpoOHnoIoTHIecKne HMCHBITaHUS (BKIIOUAS
UCTIBITaHHE Ha CTEPUIIBHOCTB)

3.6.3. MuxpoOunonorndeckne MCIBITaHuA (MCKIIOYast
HCTIBITAaHNE HA CTEPUIIBHOCTD)

3.6.4. buonornueckue UCIBITAHUS

4. Ilpoune onepannu — hapManeBTHYECKNE CyOCTaHIINN

(yka3ats)
OrpaHuueHHNS WM TOSICHUTEIbHBIEC 3aMETKH,

Kacaromuecs: 00JacTi MPUMEHEHHS cepTH(UKaTA:

(®amunust, UMs1, 0TIECTBO (TIPH €T0 HATMYWH ), JOJDKHOCTH) (TIOATINCH)

(mara mommucaHus, I1.MEC.ITIT)

M.II.

(y4etHsIit HOMep OaHKa)
KommenTapuu, npuBeieHHbIE B CKOOKaX MO TEKCTY cepTU(UKaATa, HE OTpaaroTcs B

cepruduKrare u HOCIT HHPOPMAITMOHHBIA XapaKTep.
IIpunoxenue 15
K [IpaBunam npoBeneHus
(hapMareBTHIECKIX MHCIIEKIINI
IO HAJICXKAIIUM
(hapMaIeBTHYCCKUM MPAKTUKAM

®dopma

MunuctepctBo 31paBooxpanenust Pecy6mmku Kazaxcran Komurer MequmuaCcKOro
¥ (hapManeBTHIECKOro KOHTpod CepTHdUKaT Ha COOTBETCTBHE TPEOOBaHHMAM HaIIEHKAIIIX
(apManieBTHIECKHX MPAKTHK B chepe 0OpameHus JeKapCTBEHHBIX CPEIICTB

No



"

Jara BeImaum " roaa

roaa

n

JleiicTBuTenbHO 10 "

Brigan

(HOJ'IHO€ HAaMMCHOBAaHHEC, MECCTOHAXOXJICHUC 06’B€KTa)

(HauMeHoBaHUE 0OBEKT)
Ha ocHOBaHMM CBEACHMI, MOTYYESHHBIX TP MPOBEACHUY (hapMaIleBTUIECKON HHCTICKITHH,
MOCJIETHSISA U3 KOTOPBIX Oblja mpoBeaeHa " " 20 rojaa

N IIOATBCPIKAACT COOTBETCTBHC

(cranmapT Haanexame GpapMaleBTUYECKON MPAKTUKH)
['ocynapcTBeHHBIN OpraH, BBIIABIINN CepTUHUKAT

(moJIHOE HAUMEHOBAHUE)
PykoBouTENb TOCY TapCTBEHHOT'O OpraHa

damunusi, UMsi, OTYECTBO (IIPH €r0 HAIMYWH ) TIOJIITHCH
*Cpok neicTBUs cepTUdUKaTa YKa3bIBACTCS C IAaThI TIOCIEAHETO JHS MOCISIHCH
(bapmareBTUYECKON HHCTIEKIINH CYObeKTa B chepe oOpalieHust IEKapCTBEHHBIX CPEJICTB.

[Ipunoxenue 16
K IIPaBHJIaM MPOBEACHUS
(hapmManeBTHIECKUX HHCIEKINI
0 Ha/IJIeXKaIUM
(hapManeBTHYECKUM ITPaKTHKaM
dopma

[HanmeHoBaHME
[HaumenoBanue yciayronatess|
ycIyromaTens|

MoTHuBHpPOBaHHBI 0TKA3 B OKA3aHWM rOCYyAapCTBEHHON YCIIyTH

[Jara Beigaun: [[laTa Beiiaum |
[HarmeHOBaHME yCITyTrOnoay4daTess]
Mecto peructpauuu: O01acThb:
[O6nacTs] Paiion: [PaiioH]
['opon/nacenennsiil myHKT: [['opoa/HaceneHHbIN TYHKT ]
[6u3Hec-unenTduKaonnsii Homep| [BUH]
JlaTa rocygapcTBeHHOM peructpaiuu ot [JlaTa]
[Tpuunna otkasza: [[IpuumHa otkasa] [oMKHOCTS TOANMCHIBAIOIIETO |
[ Damunus, ©Msi, OTYECTBO (IIPU €r0 HAIMYWH ) TIOIMHUCHIBAIOIIETO |
[ [loJbKHOCTB nmojnuchiBatomero] [@aMuiusi, UMsi, 0T4€CTBO (MPU €ro HATUYNH )

[Ipunoxenue 17
k [IpaBunam npoBeaeHus



(hapMareBTHYCCKUX MHCIICKIIUI
110 HaIEKAIUM
(hapMareBTHYECKIM MIPAKTHKAM

®opma

Peectp nepxateneii cepTru(hUKaTa Ha COOTBETCTBHE HALIEKAMMX (papMaIleBTHIECKUX IMPAKTHK

HanmMmenoBanwue,
. HowMmep Cengenus o

opuaudeckuii - Aznpec oObexTa O6xacTsh

Ne ceprudukara, MIPUOCTaHOBIICHH
azpec, TeneoH IepiKaTens COOTBETCTBHUS

n/n JaTa BBIIAYH, U U OT3bIBE
JepKarens ceprudukara N CTaHAapTam

CPOK JeHCTBHSA ceprudpuKaTa

ceptudukara

1 2 3 4 5 6
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