EBpasuiACKMiA SKOHOMUYECKUI COKO3

PT'V «KomuTeT MEAMIMHCKOTO M (hapMalIeBTHIECKOr0 KOHTPOIIA
Munncreperea sapapooxpanenns Pecnyonuku Kazaxerans

CEPTH®HUKAT
COOTBETCTBHA ITPOU3SBOJICTBA JIEKAPCTBEHHBIX CPEJICTB TPEGOBAHHSAM IIPABUJI
HAJUTEXAIIEW ITPOU3BOJICTBEHHOM [TPAKTHKH
EBPA3UHCKOI 0O SKOHOMUYECKOI'O COIO3A

Ne GMP/EAEU/KZ/199-05-2025

Cpoxk pelicteus ¢ 17 sapaps 2025 r. mo 16 suBapa 2027 r.

Beiman mo wroram mnposejenus (apMaLeBTHYCCKOH HHCHEeKUMH B coorBeTcTBMM ¢ Ilpasnnammu
rpoBejicHMA  (PAPMALCBTHYCCKUX —HMHCICKUMEA, yreepskacHHbiMH  Pewcnnem Cosera Espasuiickoit
IKOHOMMYECKOH KoMHccHH 0T 3 HosiOps 2016 1. Ne 83.

Komurer MeMIIHHCKOro B (hapMaLeBTHYECKOI0 KOHTPOIS
Munucreperna 3apasooxpanenus Pecnyonuky Kaszaxcran

HOATBEPIKIALT ClIeyIolee:
npore/ieHa (papMalleBTHYCCKAS WHCIICKIHS

AO «Kuesmeonpenapamy»
Yepauna, 2. Kues, yn. Caxcaeancxozo, 139

Ha OCHOBAHMMK!

- sasienenns o1 04.12.2024 ropa Ha npoBeAcHME MHCIICKIMH HA COOTRETCTRHE TPEOOBAHWIM HajJIexKalei
ITPOU3BOACTEEHTOH TpaxkTHky EBpasuiicxkoro 9KOHOMHYCCKOT0 ¢0I02a (MHOE OCHOBAHME).

Ha ocHoanui cBefcHWH, NOMYICHHBIX TIPH TPOBCIACHNE (apMalcBTHICCKON WICTICKIHY, MOCHCA T H3
KoTopbix Oblia nposeaena ¢ 08 susaps no 17 susaps 2025 roaa, ycTaHOBJIEHO, YTO AaHHOE (hapManeBTHYecKoe
MIPOU3BOACTBO COOTBETCTRYET TpeboBaHmaM [IpaBul HaueKalueH NPOU3BOACTBEHHOA npakTikn Eppaszuiickoro
JKOHOMHUECKOr0 C0I03a, dKBUBalIeHTHRIX [IpuHnnnam u PykoeoncTtey EBpomnelickoro cotoza no Haanexamiei
[IPOM3BOACTBEHHON IPaKTHKC JICKAPCTBCHHBIX CPEACTB Ui MEAMLMHCKOTO ¥ BETCPHHAPHOIO MIPUMCHEHHA H
npunimnam CucTeMsl corpynuuiectsa papmaneBTHuecknx uncnexuui (PIC/S).

Hacrostumii  ceprudukar orpakaeT CTaTyc NPOM3BOACTBEHHOW [UIOWIAAKHM HA ATy IPOBEICHHS
thapmaneBTHIeCKOH MHCIICKIMY ¥ MO UCTCYCHHH DoJee 2 NICT 0T JAaThl MPOBEACHHA MOCISIHErO AHA MOCHEAHEr0
HMHCTIEKTUPOBAHMI HE MOXET CHHTATLCA IOKYMEHTOM, CBUASTENLCTBYIOLIUM O cTaryce cooTeercTBus. Cpox
nIeHcTBUs cepTUdUKaTa MOKET ObITh COKpALLEH TP MCI{0IH30BAHNN COOTBETCTBYIOIIMX MTPHHITUIIOB YNPABISHHA
pHCKaMK NpM HaJM4YMM COOTBEICTBYIOIleH 3amucu B noie «OrpanMyenus MM [MOSCHUTEILHBIE 3aMETKH,
kacarouecs 0614CcTH IPUMCHCHMS HACTOSIICIO cepTH(hUKaTay.

CepruduKar siBIeTCS NeHCTBUTENLHBIM B CIIYUAC [IPE/ICTABNICHI BCEX ero MTUCTOB (KaK OCHOBHBIX JTHCTOB,
TaK ¥ JOMNONHUTENLHBIX TUCTOR).

AyTEeHTHYHOCTE (TIOANMHHOCTL) HACTOANIETO CepTH(MKATa MOXKHO TpOBEpHTh B Oase AaHHbIX Komutera
MEIULIHCKOro M (hapMaLeBTHIecKoro KonTpons MunnctepeTsa 3pasooxpanenus Pecnybmukn Kazaxcran.

Ecnu ceprudukar He npeacTaBiieH B yKazaHHOH 0ase JAHHBIX, CAEIYET OOPATHTRCS B YIIOIHOMOYEHHBIH
ODraH, ero BLIAABIIIIA.
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EBpasuiickunii akoHomuuecKkuii colos
Ne GMP/EAEU/KZ/199-05-2025

X JlekapcTBennbie CPEIcTBa IV METULIMHCKOIO MPUMEHEHHUS
JlexkapcTBeHHbIC IIpenapaTh! T8 KIMHHYCCKHX HMCCIeAOBAHUMN (MCTIBITAHHKI)
Kon Haumcuosanue &
1. MIPOM3BOACTBEHHBIE OIIEPALTNH - JEKAPCTBEHHA S IPOAYKLMS
1.1 | Crepunbuas nponykums
X 1.1.1 TlpowsBoanmas acenTuueckum nyreM (onepatii 00paboTKY i CHENYIOIHX JICKAPCTBEHHEIX hopm): g
1.1.1.1. Kunkue nexapcraeHusie dopMe1 Gonbioro o6nema
1.1.1.2. KupKue JiekapcTReHHbIE Gopmer Manoro obmema
X 1.1.1.3. Jlnogunusars
1.1.1.4, Teepnnbie nekapcTBeHHbIE (OPMEI M UMMIAHTATE!
I.1.1.5. Msrkue nekapcrsennsie GopMsl
X 1.1.1.6. TIpouas npomyxius, NPOU3BOAMMAsA B ACCHTHYCCKUX YCIOBHSA: OPOLIOK JUTs [IPUTOTOBJIEHHS
PAacTBOpa Ui MHBEKIIMIT
1.1.2. Tlomsepraemas $hunmIHOM CTEPIIM3ALIN (ONepaltl 06paboTky 11 CACAYIOUINX JIEKAPCTBEHHEIX Hopm):
1.1.2.1. Xunkue nexapcrernsle (GopmMsI Gosininoro odseMa
1.1.2.2. unkue ekapcTBenHsle (bopmrr Manoro ofnema
1.1.2.3. TBep/ible ickapcTBeHIbIE $OPMBI M MMILTAHTATEL
1.1.2.4. MArkue nexapcrBeHnnIe bopmrl
| 1.1.2.5. TIpouas npoaykis, To/BEpraeMas GUUHITHON CTeprIM3aln
X 1.1.3. Bulnyckaiouuii Kon1poiib kauecTsa (BEITYCK cepum)
1.2 | Hecrepmibtas npouykims
X 1.2.1. Hecrepmmnas upomykuus (TEXHOJIOTHYECKUE ONEDALUH 11 TONYMCHHNA CIIEAYIOUINX JICKAPCTREHHbBIX HOpM):
X 1.2.1.1. Kancyis B TBEp0it 060m0uKe
1.2.1.2. Kancynwt B Markoi oGojouke
1.2.1.3. XKeparenpuoic jiekapeTaeHmbie hopmel
1.2.1.4. IMOperuuposatHbie JIEKApCTREHHEIE (OPMEI
1.2.1.5. JKnpkne nekapcTBenbic (POPMBI JUTSt HAPYKHOTO NpUMeHeHHs
1.2.1.6. JKujikue nekaperseypic (opMBI 115 BiIyTpElIero npuMeHeHUA
1.2.1.7. mMeanumHacKHe rashl [ed
1.2.1.8. Tlpoune tepbic hefcap.crsenﬂmc (hopMBI
1.2.1.9. ITpetraparsl, HaX0/IHECH N0 JABICIIEM
1.2.1.10. Pajwonyknusie IEHEePATOPEI
1.2.1.11. Markue JekapcTBeHHbIC (hopmBbl
1.2.1.12. Ceeun (cynuosuropui)

X 1.2.1.13, Tabnerku
1.2.1.14. TpancuepmasibHbie TIACTHIPH
X 1.2.1.15. llpovas necrepunsuas TIPOAYKIUKA: HOPOLIKK M FPAHYIIB! JUIS IPHTOTORNGHHS CYCIICHZMH T HIpHeE)
BHYTPB

X 1.2.2. Beuryckaolunii KOHTPOIIb KauecTsa (ceprufuxanus cepun)
1.3 | Buonoruueckag JICKapCcTBCHIA TIPOLYKIHA
1.3.1. Bruojornueckas JIEKAPCTBCHHASN TPOTYKIIHS:
1.3.1.1. TTpojykrsl kposn '
1.3.1.2. UIMMyHOROIT1MecKas NPOLyKIHs
1.3.1.3. ITpONyKI1Ms HA OCHOBE COMATMYECKIX KICTOR (NpoyKIMS T3 Tepalnu COMATHYCCKIMH KIIETKaMH)
1.3.1.4. 'edorepanesrideckas npoykins
1.3.1.5. BuoTexnonorugecxas HPOJLYKIHSE
1.3.1.6. ITpoyKums, BbIIECHHAS 13 KHBOTHLIX MCTOYHHKOB MIIH OpPTaHoB (Tkaneil) yenoBexa
1.3.1.7. TkaueHIKCHepHAS NPOAYKIES (s1posy KIS TRAKEBOIH HHXeHepun)

Crpaumia 2 uz §

B e —————— e . 22 €




Espa3suiickni SKOHOMMUYECKMIA COI03
Ne GMP/EAEU/KZ/199-05-2025

1.3.1.8. [lpouasi GMONOrMYeCcKas JIEKapCTBCHla 1POYKIIMA

1.3.2. Boinyckaiomuil KOHTPOJIb KauecTBa (ceprndukaiusa cepum) (epeuent BHAOR POy KLMU):

1.3.2.1. IlpORAyKTEI KPOBH
1.3.2.2. UmMynosioryyeckas NpoIyKiunA

1.3.2.3. [IpojLyKTBl Ja OCHOBC COMATHHCCKIX KiIeToK (MPOJIyKIs IS Teparni CoMaTHHCCKIX KIETOK)

1.3.2.4. TepoTepanepTiiecKas Npojly KIuA
1.3.2.5. BHOTeXHOJNOTHYECKAS IIPOIYKIHA

1.3.2.6. TIposyKiunsi, BBUICICHHAA U3 KNBOTHLIX HCTOYRMKOB MM Opraiios (TkaHel) yelnoseka

13.2.7. TKanekH:KeHepHas NPOLYKIs (TPO/Ly KIS TkarneBoll MIKCHEP M)

1.3.2.8. TIpouas GuoNOrKieckas JICKapeTEeHIias PO KILHS!

1.4 | Ilpouas nexapcTBCHHAS NPOAYKUMA MK IPOU3BOACTBEHHASL JCATEIBHOCTE

1.4.1. 11pon3soacTBO:

1.4.1.1. PacTurenbHas MpOAYKITHSA

1.4.1.2. ToMeonaTH4eCKON NPOLYKIMH

1.4.1.3. Tlpoyas OpoayKIHUA

1.4.2. Crepunmzaiys HapMalcBTHICCRIX cy6eTanmi, BCIOMOraTelIbHBIX BCLICCTE, rOTOBOI MPOLYKLUIH:

1.4.2.1. Dunprpanys

1.4.2.2. Cyxoaposas CTCpHIH3alA

1.4.2.3. CrepuiM3aliis mapom

1.4.2.4. XuMH4SCKas CTCPHIK3ALNA

1.4.2.5. Crepunu3alps raMMa-H3JydeHIEM

1.4.2.6. Crepiiin3alts JNCKTPOHILIM H3JLYHCIIHEM

1.4.3. Tlpovee

VHaKkoBKa

1.5.1. TlepBHYHas yIIAKOBKA:

s L

1.5.1.1. Karcybl B TBepiiok 0601104Ke

1.5.1.2. Kamcynnt B MAUKo# 0605104Ke
1.5.1.3. KepaTesnbHnlc JICKapeTEeHubie OopMb

1.5.1.4. IMOperuupoRaHibie JIGKapCTEEHHLIC (hopMbl

1.5.1.5. Munsie aexkapernesnsie GOPMEBI N HANYIKHOTO PUMCHCHHA

1.5.1.6. JKujkuc nexapcTseHHbic (OpMBl JUif BIYTPCHHETO TIPUMEHCHUS

1.5.1.7. MeaMupIicKue rasbl

1.5.1.8. TTpouue TBEpAbIC NCKAPCTBEHILIC (hopMbL

1.5.1.9. Tlpenaparsl, HAXONAIICCA HOI TR ICHIILM

1.5.1.10. PajuoiyKIMAHBIC I'CHEPATORbl
1.5.1.11. Msricsie IeKkapeTaeliimie GopMbr

1.5.1.12: Creun (CyImo3uTopiis)
1.5.1.13. TabneTku

1.5.1.14. TpancliepMaILHBIC IUTACTBIPH

1.5.1.15. [Ipotas HecTepHilbHAA JICKAPCTBCTIHA HPOILYKILA: IOPOLIKHA 1 TPAHyIIb! UL NIPUTOTOBACHAA
CYCOEH3UH A IpHeMa BHYTPhL

b I

1.5.2. Bropuusas (norpeuTeIpCKast) YITAKOBKA

—
=)

Kontpoas xayecTsa

1.6.1. MuxpoGHOIOrHIeCKUE MCTIBITAHHA: CTCPUIIRIOCTD

1.6.2. MukpoBHONOruueckoe TeCTHPOBAHiC: MUKpOGHONOTHYCCKad YNCToTd

1.6.3. Xmvuveckue ((puznyeckue) HCIbITains

P | 4| )

1.6.4. Bruonorpyeckne HCIbITansa

B oTHOmEHHH NOORIX OTpaHUUCHUA MK [OsCTICH, OTHOCHAIAXCA K JatibiM TPOU3BOACT BCHHBIM onepanaMm (32 MCKTIOMCHHG
cllydaen, Korjia NOSCHCHHUC HBRACTCAH QOUIMM KOMMCHTApHEM K ipoueccaM Ha IIPOU3BOACTBCLIHOM Oﬁ'bEKTG), e OBL UK TPHMCHATIE
3TH OrpaHUyeH s il IT0ACHEeHHS, HEOGXO/IHMO BKIIONATH OTCHUIKY K COOTBETCTBYIOWENY HOMCEPY LYHKTE cepruduxare GMP.
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EBpa3uiicknia 3KOHOMMUUYECKUIA COto3
Ne GMP/EAEU/KZ/199-05-2025

2. UMITOPT JEKAPCTBEHHOM IMPOJAYKIIMH

2.1

KoHTpO/Ib KA4eCTBA UMIIOPTHPYEMOH JieKapCTREHION PO AYKIN

2.1.1. MukpoBUoJI0r HCCKIE UCTbITalus: CTePUILHOCTD

2.1.2. MBxpo0HOJIOTHIECKOE TECTHPOBANKE: MUKpPOGHOIOTHIECKas YHCTOTa

2.1.3. Xumueckue (pu3uiecKue) UCTbITaHHA

2.1.4. BUONOTHUECCKHAE HCIBITAHNA

232

CepTuduKanus cepuu HMIOPTHpYeMoi JICKAPCTECHHON TIPOAYKIINH

2.2.1. CrepunbHas pOLYKIA

2.2.1.1. Ipou3BOAUMas B aCCIITHICCKUX YCIOBMAX

2.2.1.2. Moxsepracmas QUHNLIHON CTCPRIAAILIN

2.2.2. HecrepunbHas TPOJYKLUNA

7 .23 BrOJ0OTHYECKas JICKapCTBCHHAA IPOAYKIMs:

2.2.3.1. TIpoayKThl KPOBH

2.2.3.2. UMmyHOIOrHYECKad NPOAyKIMs

2.2.3.3. TIpomyKIisA Ha OCHOBE COMATHICCKUX KICTOK (pOLYKIMSA [Uisl TEPAIIMN COMAThHCCKUMH KIIETKAMM)

2.2.3.4. TeHOTCPaneBTHICCKHS NPOIYKTEL

2.2.3.5. BUOTEXHONOrMHECKas POy KUHA

2.2.3.6. [IpOAYKILM, BbIICNCHEAsA B3 KHUBOTHHIX HCTOUHHIKOB MM OPraHoB (TKAHCH) 4eioBeka

72 3.7, TKaHEeUIDKCHEPIIAs! IIPOJLY KIS (IPOLYKIHAL TKAHEBOM HIDKCHEDHH)

2.2.3.8. Tlpovas GuoJIorHiecKas JICKapCTECH A LPOJLYKITHS

T)poyasi IeATENbHOCTD 10 HMIOPTY (8B03Y)

2.3.1. TInowanka (pu3NYECcKOro MMNopTa (2BO32)

2.3.2. IMOOpT NpOMCIAYTOHHOM NPOIYKIKH, Hosepraiowelics janbHeiiel ofpadoTKe

2.3.3. Tlpoyee

3. IPOM3BOICTBEHHbLIE ONEPATA — ®APMALEBTHYECKUE CYBCTAHLIUNA

(PapMaleBTHYCCKas CyOCTaHIuA (cybeTapuun):

3.1

[Ipou3BoICTEO QapMaleBTHISCKIX cyBCTaHIMIT MCTOIOM XUMHUHECKOTO CHIITE3a

3.1.1. ITpou3BOACTBO NPOMEIKY TOUHLIX TPOLYKTOR dapMalleBTHICCKOH cyGcTanny

3.1.2. TIpou3BOAICTEO HEOUMIIEHHOH JapMaleRTHYCCKOl CyOcTanunm

3.1.3 Concobpazonaie (OUHCTKA):

3.1.4. Ilpoyec

32

Tpou3BOACTBO GapMALEBTHUCCKHX cyGeTalii MCTOMAM BEIICHCHS M3 NPUPOIHbLLY HCTOUHHKOB

3.2.1. Beitestenne apMaieBTAICCKMX CyBCTalii U3 HCTOHHHKOB PACTUTE 10T TPOKCXOKACHIA

3.2.2. Boiiecune (apMalleBTUaCCKiK cyOCTaliiil #3 NCTOMHIKOB JKHROTHOCO IPOUCXOKICHIA

3.2.3. Boinenenue GapManenTUYIecKixX cyGcraniuii 13 opraios (Tkanell) ueioBeKa
3.2.4. Bergenenue (apMalesTHIecKilx cyOCTAHL] 13 KCTOYKUKOB MUHCPATILHOTO HPONCXOKACHML

3.2.5 Monudukamus BeIIe/ICHHol (apMaleBTHIECKUI cyBeranuay (YKaspiBagTes U3 IyHKTOB 3.2.1-3.2.4)

3.2.6. OuicTKa BulCIeHI0l (hapManesTHIeCKOH cybeTanun (YKa3HBACTCsS UCTOUHKK N3 nyrxToB 3.2.1-3.2.4)

3.2.7. lipodee

3.3

IIpou3BOACTBO (hapManeBTHICCKIX cyGoTaninii ¢ Meloib30BaNNeM GUOSIOrHYECKUX TIPOLIECCOB

3.3.1. @epmeHTanusg ‘

3.3.2. 1IpousBONCTBO € HCHONBIOBARKHCM  WHETOUNBIX  KYIBLTYD (yxasate T
WCTIONBL3YEMBIX KIETOK) (1101 yKa3aueM THIA KICTOR HOHUMAETCS UX THIOBAA CHELMPAIHOCTE, JTHIIA, IITAMM
npouee) )

3.3.3. Brigenenne {04McTKa)

3.3.4. Mouduranus

3.3.5. [Ipouee

(98]
o~

TIpon3EONCTBO CTCPHABHLIX apmanerTRUeCKIX CyOCTaiinh (paznens 3.1, 3.2, 3.3 joinKHbI ObITh 32MONHEHET, 1]
[PUMEHAMO) )
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EBpasunitcknii SKOHOMMUUYECKUIA COI03
Ne GMP/EAEU/KZ/199-05-2025

3.4.1. Papmanertuteckue cyOCTAHIMH, TPOUIBOIUMBIC B ACCITUYECKUX YCIOBHIX

3.4.2. PapmanenTHYeCcKHe cyOCTAHIMN, TOABCPraCMEIC (PHHUITHOMN CTCPUITHIAITAN

3.5 | 3asepualoniue cTajuH TPOM3ROACTEA GapMalesTHIcckux cyberanumii

3.5.1. Craguu dusnueckoii obpaboTku:

3.5.2. TleppuuHas ynakoBka

3.5.3. BropmiHas ynakoska

3.5.4. llpouce (ykazats Jyist onepaliiif, He OMHCAHHBIX BBLIIIC

3.6 | Konrpons kauecTna

3.6.1. Ouznueckue (XMMHICCKIE) HCLILITANNS

3.6.2. MukpodHOIOTHYIeCKHE HCTBITAHIS (BKIIOYAS [CTIBITAHAN HA CTCPHIIBLHOCTS)

3.6.3. MUKpOOHOIOTHYECKHC HCIILITAHUS (MCKITIOUAs HCILITAHHA HA CTEPHILHOCTD)

3.6.4. BHONOrHUeCKHe HCIILITAHUS

4. MPOYHUE OIIEPALIUUA - DAPMAUEBTUYECKUE CYGCTAHI[AN

Orpanugenis KK H0ACHUTENHBIC 3aMETKH, KacaoluecH o0acty NPUMEHEeHUS ceprudiikana:
Ha ocitopanun ougHKM puckos ot 17.02.2025 1, cpok jclictaus ceprngmkara orpaitisen 1o 2 ner.

Keoxexanona AR,

Samecrarens lipeyceaaress Komurera
MEIMUMHCKOTO W GapMaCBTHUCTKOIO
KoHTpOJIst Mumucreperea

3apaBooxpaneling Peciydnuri: Kazaxcran
(4110, BoJeRIOCTE)

IPATHCE )

0. 05 Jo s

(MaTa NOAMMCANKS, i, MEC.ITL)
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