EBpasuiicCKMii SKOHOMUWUYECKUIA coto3

PI'Y «Komurer MeIHUMHCKOTO 1 (hapMalleBTHYECKOro KOHTPOIA
MununcrepeTsa 3npasooxpanenus Pecriybankn Kasaxcrany

CEPTH®UKAT

COOTBETCTBHA [MPOU3BOICTBA JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHMAM TIPABIJI
HAJUIEJKALIEN [TPOU3BOJICTBEHHOM IMPAKTHUKU
EBPA3ZUHCKOI0O 3KOHOMWYECKOI'O COIO3A

Ne GMP/EAEU/KZ/89-03-2024
Cpox aedictoug ¢ 01 gexabps 2023 r. no 30 HoaGps 2025 r.

Boiian no wuroram npoeencuus (apmalieBTHUECKOH MHCNEKUMH B COOTBETCTBUM C Iparunamu
nposeleHns  (PapMaUeBTHYECKWX  MHCHEKUME, yTBepskaeHHbiM Pewenwem Coseta EBpazuiickoii
IKOHOMMHMCCKOH KOMUCCHM 0T 3 HoA0pa 2016 1. Nu§3.

KomureT MeqUIIHHCKOTO H (hapMaleRTHYECKOTO KOHTPOIS
Munucrepersa sapasooxpanenua Pecnivbnuku Kazaxeran

TMOATEEPKAAET CIEIYILLIEE:
NpoBe/ieHa (PapMaLEBTUYECKAsS HHCMEKLIMS

Q00 «FOpua-Dapy»
Vipauna. Hepracexas obi., 2. Uepracco, yir. Kobzaperan, 108

Ha OCHOBAHWH:

- sasBienus ot [4.12.2022 roga Ha NpoBeACHME MUCICKIMH HA COOTBCTCTBHE TpeOoBaHUAM HaleKalei
HpOM3BOACTBEHHOH NMPaKTHKY EBPasHicKOro 3K0HOMUYECKOr0 COK3a (1HOE OCHOBAHME).

Ha ocuosannn ceefleHni, OYYEHHBIX MPH TIPOBEACHHU (hapmauepTHUeCKOH MHCHEKIMH, MOCICAHAS W3
KOTOpbIX Obina mposeseHa ¢ 20 Hosbps mo 01 aexabps 2023 roaa (¢ ucmonb3oBaHHEM CPEeNCTB JUCTAHLHOHHOTO
B3AMMOCHCTRIA), YCTAHOBIEHO, 4TO JaHHOE (JapMALEBTHIECKOE NPOM3BOACTBO COOTBETCTBYET Tpeboranuam [pasun
HAJUTEXKAIEH NPOM3BOACTBEHHOM MpakTUKH EBPasiickoro IKOHOMHUYECKOrO COM3a, SKBHBATCHTHBIX [Tpuaumnam u
Pykosonctay Esponeiickoro cowsa 1o Haanesamiei mpou3BoacTBeHHOM MPaKTHKE JIEKAPCTBEHHBIX CPEJCTB IS
MCIHUMHCKOTO ¥ BCTCPMHAPHOrO TpPHMEHEHUs W npunuunam  CHCTEMBI COTPYAHMYECTBA (apMALCBTHYECKUX
nHenexkuuit (PIC/S)

Hacroswmit  ceprudmxar  orpaxkkaer cTaTye npOM3BOACTEEHHON NAOWAZKM  Ha Jaty  npoBefeHHs
(apmatesTHUECKON MHCTIEKLUMM M 10 MCTEHeHHH Goee 2 NIeT OT JaThi NPOBEACHHA NOCIEAHEro IHA MOCNEHETO
UHCIICKTHPORAHUS HE MOJKET CHHTATLCH JOKYMEHTOM, CBHACTEILCTRYIOWMM O CTaTyce coOTBeTcTEHA. Cpok aeiicTBus
CepruduKaTa MOKeT ObITh COKPAUICH NMPH HCMONL30BAHHH COOTRETCTRYIOWMX PHHIMTIOB YIPABAEHUs PUCKAMU NPH
Haliiui COOTBETCTBYIOMIEH 3amuch B none «OTpaHnyCHHs HIM NOACHHTENLHBIE 3aMCTKH, KacarolMecs oBIacTH
NPUMEHEHHS HACTOALLETO CepTU(hUKATAY.

Ceprudukar aBngercs AeiCTBUTENLHLIM B CIYUAE MPEACTABICHUS BCEX Ero NHUCTOR (KaK OCHOBHLIX IIHCTOR, TaK
W JI0NONHATENBHBIX IUCTOR).

AYTCHTHUHOCTh (HO/UIMHHOCTL) HACTOSIUETO CepTHMKATA MOXKHO NPOBEPHTh B Gaze namHbix Kommrera
MEJIMUMHCKOrO H (apMaleBTHYEcKoro KOHTpons MEHICTEpCTBa 31paBooXpaneHis PeciyGmnkn Kasaxcran.

Ecnu ceprudukar e npencrapien B ykasannoii 6ase manubix, cleayeT 06paTHTLCH B YIOIHOMOYEHHbIH Opras,
€ro BLIAABLUIHH,

Ha ocHoBanui oueHku pHCKOB, CPOK AEHCTBHA JAHHOTO cepTudHKaTta cocTaiser 24 Mecsua or JATb
nposeaeHus GapMALEBTUYECKOMH IHCIEKUMH C HCMOMB30BAHHEM IHCTAHLHOHHONO B3auMOeHCTRAS.

CTpannual nes




EBpa3smniicKuii 3KOHOMUYECKMIA COIO3
Ne GMP/EAEU/KZ/89-03-2024

JlekapcTBeHHBIC CPEACTBA A5l MCAHLMHCKOTO MPHMCHCHHS! B
JlexkapcTBeHHbIE NpenapaTol A KIMHUYECKMX HCCISA0BaHNN (MCUbITaH i)
Haumenoranue

1. MPOU3ZBOJACTBEHHBIE OTIEPALIMH - JEKAPCTBEHHASA IMPOAYKIIU A
CrepuibHas IPOIyK LM
1.1.1 Tpou3BoauManR aceNTHIECKUM NTyTeM (oncpaurk 00paboTKu A8 CNeAYHIIAX ICKapCTBeHHBIX Gopm):
L.1.1.1. Xunxue nekapcTBeHHbIe popMel D0IBLIOro odbeMa
L.1.1.2. Wuakue nekapeTeeHHbsle GopMBl Maloro odsema
1.1.1.3. Qucnepcuu
1.1.1.4. duodunnzatsl
1.1.1.5. Teepabie nekapcTReHHble GOPMBI U UMIIAHTATEI
1.1.1.6. Markue nexapcTreHHble (GopMbI
1.1.1.7. llpouas npoyKuus, Npou3BoIUMas B aCeNTHYECKUX YCIOBHAX
1.1.2. TTonsepracmasn puHALLIHON cTepuaniaunn (onepan 06paboTkn as CiaeayiouuX JeKapeTaelibix Gopm):
1.1.2.1. JKunkue nexkapcreenssie gopmel donswore odsema
1.1.2.2. )Kunkie nexapcTBeHHbIE POPMBI MaIOro 0ObeMa
1.1.2.3. Trepable nekapcTeeHHble GOPMBI M UMILIAHTATLI
1.1.2.4. Misrkue nexapcTeeHHble GopMBl
1.1.2.5. [pouas npoaykuus, noasepraemas hGHHAINHON CTEPUAH3AIINN
1.1.3. Beinyckarwuii KOHTPOIb KauecTsa (BbINYCK cepin)
Hectepunsuas npoaysims

1.2.1. Hecrepunbias npoxyKuus (TEXHON0MHHECKHE ONIEPALNH UTA NOJTY MCHHS CIE/IYIOUIMX ICKAPCTBEHAbIX popm): ||
1.2.1.1. Karnicynbi B TBepaoit o6onouke
1.2.1.2. Kancynbl B MArKO#H 00004 Ke
1.2.1.3. XepaTenbuble NCKapCTREHHBIE QOPMET
1.2.1.4. Mmmpernuuposanubic neKapcTBeHHbIE POPMBI
1.2.1.5. Knakue nekapersennsie OPMbI UTA HAPYAHOO NPHMEHEHHA
1.2.1.6. JKunkue neKkapcTBCHHBIC (JOPMBL JUTTA By TPCHHCTO IIPUMEHSHHSA
1.2.1.7. MepniuHCcK1E rasst
1.2.1.8. Ilpo4ue TBEpABIE IEKAPCTREHHbIE (BOPMBbI
1.2.1.9. llpemapatel, HAXOIAIIHECS IO TARICHHEM
1.2.1.10. PannoHyKJIMAHBIC TEHEPATOPLI
1.1.1.11. Markne nexapcyreHHBie QOpMbI
1.2.1.12. Ceeuu (cynnosutopun)
1.2.1.13. Tabaerku
1.2.1.14. TpaHcepMainbHble MIACTHIPH
1.2.1.15. YerpoiicTpa Uis HHTPaPYMHHANBHOTO (BHYTPHPYGLIOBOr0) BBEICHHS
1.2.1.16. IIpoyas HecTepuiIibHAS JIEKAPCTBEHHAR NPOIYKUNAS
1.2.2. BeinycKaroluni KOHTPOIb KadecTsa {cepTu(aKailis cepu)

buonoruueckas nekapcTBeHHas NPOAYKLUA
1.3.1. buonornueckas JiekapcTBeHHas NPOYKUHA:
1.3.1.1. ITpoaykTe! kposu
1.3.1.2. MMmyHOIOrHYeCKast NPOLY KL{Hs
1.3.2.3. Tlponykuma Ha 0CHOBE COMATHYCCKUX KJIETOK (IPOAYKIMS i TCPaITiH COMaTHUECKIMK KNETKAMHE)
1.3.1.4. 'eHoTepaneBTHICCKAs NPOAYKLMUS
1.3.1.5. Buorexnonoruueckas nponyxius

1.3.1.6. ITpoaykupa, BELGIICH A U3 XKHBOTHEIX HCTOYHHMKOB WM Opranos (TikaHeH) yenosexa
1.3.1.7. TkaHenH;KeHepHas MpoTyKuks (MPOAYKUMA TKAHeBOH HHIKEHEPUH)
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EBpa3suiickuii sSKoHOMUYECKUi coto3
Ne GMP/EAEU/KZ/89-03-2024

1.3.1.8. Ilpouas Ouonoruveckas 1eKapcTBeHHAs ITPOYKLLN

| 1.3.2. Boinyckarounii KoHtpouib (ceprudukaiiis cepii) (nepetetb BUA0E NP LyKINH):

1.3.2.1. TIpoayKThl KPOBU

1.3.2.2. UMMyHODIOTHYECKas TPOJIYKUMA

1.3.2.3. IlpojtyKThl Ha OCHOBE COMATHUSCKHX KICTOK (IPOAYKUMA ANA Tepamii cCOMaTHIECKHX KNETOK)

1.53.2.4. ['eHoTepanesTHUECKAs IPOAYKLME

1.3.2.5. BrotrexHonoruuccKas npoLyKuns

1.3.2.6. [lpogykius, BeleneHHas 13 JKMBOTHBIX HCTOUHHKOR WM OPraHoB (TKaHeH) yenoBexa

1.3.2.7. TxanentKeHepHas MpoayKukaA (MTPOAYKUNSA TKAHEBONH MIDKEHEPHN)

1.3.2.8. [Ipouas Guonoryueckas neKapcTBeHHAS TPOAYKIHS

ﬂpoqaa JICKAPCTBCHHAA NPOJYKUMA HIH DPOU3BOACTBCHHAA ACATC/IILHOCTD

1.4.1. TTpou3BoACTBO:

1.4.1.1. PacturensHas npoayKuus

1.4.1.2. 'omeonaTnyeckoli NpoAYKLHH

1.4.1.3. [povas npogyKums:

1.4.2. Crepunnsanms dapMalueBTHIECKUX cyOCcTaHIMH, BCIOMOTaTelbHbIX BEMECTB, TOTOBO NPOLYKIHK:

1.4.2.1. Punprpanus

1.4.2.1. CyxomapoBas CTepUIM3aLIs

1.4.2.3. Crepuansauus napom

1.4.2.4. Xumunueckas cTepunysaLus

1.4.2.5. Crepunusanms raMMa-u3nyueH1eM

1.4.2.6. Crepunusating 30eKTPOHHBIM W3NYHSHHEM

1.4.3. [lpouee

VYnakoska

1.5.1. TleppuyHas ynakopka:

1.5.1.1. Kancynsl B TRepao# 000104Ke

1.5.1.2. Kancynpl B Msrkoit o6onouke

1.5.1.3. YesarenbHbie iexkapcTBeHHbie HOpMbI

1.5.1.4. Mmnpernuposansble nekapcTeeHibie Gopmbl

1.5.1.5. Jnnkue nexapersertbie GopMBbl LS HAPYKHOTO IPUMEHEHHA

7. MedMUHHCKHE rasbl

. [Ipoune TRepable NexapcTeeHHbIE HopMbl

. Hpenapan.], HAXOOAWMECH 0O naBneHneM

1.5.1.10. PaguonyknuaHbIe TeHepaTopsl

1.5.1.11. Msarkue nexkapcTeeHHbIe HOpMEl

1.5.1.12. Ceeun (cynnosuropuu)

1.5.1.13. Tabnerkn

1.5.1.14. TpancaepmanbHsle MIACTEIPH

1.5.1.15. TTpoyas HecTepuabHAs NIEKAPCTREHHASR TPOLY KIS

1.5.2. Bropuunas (notpeOuTensekasn) ynaxosxa

KOHTpOJ'H: KauccTea

].6.1. MUKpOOHONOIHYECKHE MCTIBITAHNA: CTEPUALHOCTh

1.6.2. MukpoGuoaornieckoe TECTHPOBAHHME: MUKPOGHONOTHUECKAsN YUCTOTA

1.6.3. Xunmuueckue (puanueciue) UCTIRITANIS

1.6.4. Buonoruyeckue nerbiranng
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EBpa3suiickmnii 3KoOHOMUUYECKWA COI03
Ne GMP/EAEU/KZ/89-03-2024

2. AMINOPT JEKAPCTBEHHOW I1PO/LY KLINH

KoHTpolb kauecTBa HMIIOPTHPYEMOH JIEKAPCTBEHUON [IPOLYKLUMH

2.1.1. MunkpoBroaorni4ecKHe UCIbITAHHA: CTEPHILHOCTE

2.1.2. MuKpoOHOJIOrH4ecKoe TECTHPOBAHME: MUKPODHOIOrMYeCKas YMCToTa

2.1.3. Xumuueckue (Qu3nuecKie) UCIIbITAHNS

2.1.4. bUONOru4YeCcKHe HCTibITaHUA

Cepruduxalys cepun MMIOPTHPYEMOH MPOAYKLHH

2.2.1. CtepunbsHas MpoayKIMs:

2.2.1.1. TTpou3BOAMMAR B ACENTHHECKUX YCIIOBHAX

2.2.1.2. lloasepraemas QUHHLIHOIN CTEPHIH3ALNH

2.2. HectepunbHas rpoaykums

9
2.2.3 buonoruyeckas NeKapcTBEHHAs NPOAYKLMA:

2.2.3.1. Tlpoxyxrsl kKpoBH

2.2.3.2. IMMYHOTOTHYCCKas NPOLYKLMA

2.2.3.3. lNpogyKuus Ha OCHORE COMATHYCCKHX KNETOK (NPOAYKLUMs [/l TCPTIAMH COMATHICCKHMH KJICTKamMH)

2.2.3.4. I'eHoTepaneBTHYECKHUE MPOIYKTHI

2.2.3.5. BOTeXHONOrHYeCKasA NpoIyKIMA

2.2.3.6. Ilpoaykuus, BblASNEHHAA W3 JKMBOTHBIX MCTOUHMKOB WJTH OPTraHOB (TKaHEH) YeoBeKka

2.2.3.7. TkaneHKeHepHas NpoayKLKs (MPOAYKUMA TKAHEBOH HHXKEHEPHH)

2.2.3.8. [1pouaa Guonoruyeckas NekapcTBeHHAA NPOIYKUMA

Ilpouas 1eaTeAbHOCTL MO UMOOPTY (BBO3Y)

2.3.1. Mnomanka Guzuueckoro nMnopta (B803a)

2.3.2. IMIopT npoMexy TOHHON [POoayKIMK, noasepraouieics jansHeiuei ofpadoTre

2.3.3. llpoyee

Dapmanepruaeckas cydcranumsa (cydcranumn):

3. TPOU3BOJACTBEHHEIE ONNEPAIIUH — PAPMAUEBTUYECKHE CYBCTAHLIMH

=

b 5

npOH?BOﬂCTBO q)apMaﬂeBTHI{GCKHX CYGCTaHHHﬁ METOIOM XHUMHYCCKOI'0 CHHTC3d

1.1. IIpOM3BGACTRO MPOMEKYTOUHBIX NPOAYKTOB (hapMalleBTHYECKOH CYDCTAHITHM

1.2. TTpou3BoACTBO HEOUNILEHHOH (hapmauesTHIecKol cyDcTaHlmMn

-1.3 ConeoBpazoranne (OUMCTKA) KPHCTAIIM3AUMNS

s
2
~
2
2
2
~
J

.1.4. Ilpoyee

HPOM?)BO,B,CTBO d)apmauesmtiecmdx cyﬁcTaHuuﬁ METOaMHK BRIACNCHUA M3 TPUPOOHBIX UCTOUHHKOB

3.2.1. Boienenue dapMaleBTHYECKHX cyOCcTaHUMI N3 HCTOYHUKOB PacTUTENBHOTO MPOHCXOMICHUS

3.2.2. Boiienenue hapmMaleBTHHECKHX CYOCTAHIMH M3 MCTOUHUKOB JKHBOTHOTO TIPOUCXOIKIACHHS

3.2.3. Belaenenue dapmaleBTHUeCKUX cyOcTanumii 13 opranos (TkaHei) YenoBeka

3.2.4. Belaenenue dapmauesTHiIecKnX cybcTanuil 03 HCTOUHAKOB MUHEPATLHOO IPOHCXOKACHUS

3.2.5 Moandmkaipys BblieneHHo# dapmauesTryeckoii cyOcTanuny (yYKazbiBaeTcd n3 nyHkTos 3.2.1-3.2.4)

3.2.6. OuncTka BblAENEeHHON (papmanesTyeckoi cyGeTanunm (YKa3blBagTCs MCTOYHMK M3 IyHKTOB 3.2.1-3.2.4)

3.2.7. llpouee

TMpon3soacTBO (hapMalueBTUYECKUX cyOCTaHLIMA ¢ MCOOIb30BAHHEM OUONIOTHYECKHX NPOLIECCOB

3.3.1. QepmenTtanus

3.3.2. IlpomspojcTBO ¢ MCHONBL30BAHMEM KIETOMHBIX KYJIBLTYP (yKasaTp TuI

HCHOMb3YEMBIX KNETOK) (MO yKa3aHMEM THMA KNeTOK NOHMMARTCH HX TUNOBAA CNEUM(PHUIHOCTE, THHUA, LITAMM H
npouee)

3.3.3. Brijenenue (o4yucTka)

3.3.4. Mopuduranms

3.3.5. llpouee

[lpoussonctso crepunbrbix dapmauesrnueckux cyberanuuit (pasaenst 3.1, 3.2, 3.3 nomknp Obith 3amonnenb
rJie IPUMEHHMO)

Crpanuia 4 m3s
i N ¢




EBpasuiickmii aKOHOMMUYECKUIA CO03

Ne GMP/EAEU/KZ/ 89-03-2024

341 @ap‘mauemm;emme CyGCTaHH}ﬂ}L MPOH3BOAHMBIC B dCCNTHYCCKHX YCI0BHAX

3.4.2. dapmanesTryeckue cyOCTAHUMH, NOABEpraemMeie (PMHHLIHON CTEPUITH3ALNH

| 3aBCPLUAIOLINE CTAJMK NPOM3BOACTBA (papMaLCBTHUCCKHX cyOcTaHLmit

3.5.1. Crapuu gm3znycckoil 00paboTKe: npoceHBaHue

5.2, Tepeuynas ynakoska

-
J
a
2

.5.3. Bropuunas yliakoBka

3.5.4. Tlpouee (ykasaTh [1s ONEpaLyid, He OMMCAHHBIX BBILIE)

KOHTpOJ‘Ih Ka4uecTBa

3.0.1. Qusznyeckne (XHMUYECKHE) UCTIBITAHIA

- 3.6.2, MukpoOHO0rnueckne UCnbITaHUA (BKII04AA HCTIBITAHUSA HA CTEPHIIBHOCTE)

3.6.3. Mukpobuonoruyeckue HCNILITaHNA (MCKIHYAS MCTIBITAHKWA HA CTEPHIIBHOCTS)

3.6.4. BHOTOTHYECKHE UCIBITAHMS

4. MIPOYHUE ONEPAIMHU - PAPMAUHEBTHYECKUE CYBCTAHIIUU

OrpaHuvenns MM NOACHHUTENILHBIE 3aMCTKH, Kacarlnecs o0nacT NPUMEHERUS cepTHhMKaTa:

K. A. Tyaemon

M. 0. samecturens npeacenarens Komurera
MEJMIMHCKOro H (JapMalleBTHIeCKOro
KoHTpona MHHHCTEpPCTBA

3PaBOoOXpaHCHMA PCCHyGHHKH Kazaxcran
(@.I1.0., gomknoers)

A9 O3 LolY

(5ava mo/ANNCaHNsL, JLL MCC.ITT)




