EBpasuiickuii 3KOHOMMUYecKuii colos

PI'V «Komurer MEIIMIMHEKOTO 1 hapmanesTHYeckoro KOHTpPOIsS
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KOMHTGT MCHAHUMHCKOrQ | APMATeBTHYECKOrQ KOHTpoOng
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Ha OCHOBaHuu:

lipuHLInaM CHCTEMBL cOTpyMHIYecTRA (papmanesTHIecknx uHcnexumi (PIC/S).
Hacrosmmii CepTuduKar orpakaer CTaTyc 1pOM3BOACTBEHHO TUIOIANKH  Ha naTy npogexemus
(apmaresTiueckoi MHCTIEKIY B 110 MCTedennu Gonee 3 nep OT AaThl IPOBEACHHUS [IOCTEHEr0 THS NOCNeHEro
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Espazuiickuii SKOHOMUuYECKUIf colos

Ne GMP/EAEU/KZ/IZS—OS—ZOZ!I
CKapCTBeHHEIE cpe/icTsa Jin MC/IMIMHCKOTO IPHUMEHEHIY
CKAPCTBEHHbIC MpenapaTy IS KIIMHHYeCK X HCCIIenoRaHMIH (ncana.HHﬁ)
Hanvenosanme

1. HPOHSBO}ICTBEHHLIE ONEPALINU - JIEKAPCTBEHHA 5 MPOAYKLUS
Crepunbhag HPOAYKIMS ]
.1 [poussonumas ACCNTHICCKUM NYTEM Onepaumnu 0bpaborkn IUTA CIEOYIONINX JeKa PCTBEHHBIX opm):
L.L1.1. Xunkue JICKAPCTBEHHBIE HOPMBI BONbIOrD odbema
L.1.1.2. Xunkue JICKAPCTBEHHbIE (JOPMEI Masioro obbema
1.1.1.3. Mucnepcuy
1.1.1.4. Juo (DUITH3ATE
1.1.1.5. Teepnvie JEKApCTBEHHRIE (hOPMEL 1 HMILIAHTATE
1.1.1.6. Markpe JICKAPCTBEHHBIE hODMEI
1.1.1.7. Ilpoyag POAYKUMA, NPON3BOIHMAY B ACENTHYECKUX YCITOBHIX
1.1.2. IomBepracwag bunmmHoH CTepuIM3aunu (onepaum o6 PaboTKH nns crey OILHMX JIEKAPCTBEHHBIX thopm):
1.1.2.1. Xupnkue nexa PCTBEHHDIE IOPMBI GONBITOrG 00nema
1.1.2.2. Kunicne JICKAPCTBEHHBIE (hopMBI MaTOro 0bnema
1.1.2.3. Treppie JICKAPCTBEHHBIE (hOPMBI U HMMIJIAHTATEI
1.1.2.4. Markue JICKAPCTBEHHBIE HOPMBI
1.1.2.5. ITpoyas op OAYKIus, monBepraemMas d MHULIHON cTepumuzanuy
-1.3. Bouryckarongsi KOHTPONTE KauecTsa (Buinyck cepuu)
eCTE}H.J',[bHaH OL[}’KL[H}I
2.1, Hectepunsnas o PONYKLMA (TeXHONOTHYeCKHe ONEpaNUy 1U1s NosTy4yeHus CHCNYIOUIHX TI€KAPCTREH HEIX thopn):
1.2.1.1. Kancysnsi g TBePIoH 06o0uKe
1.2.1.2. Kancyner B MSTKOI 0bonoyke
1.2.1.3. Xesatensusre JICKAPCTBEHHRIE hopMbI
1.2,14, HMI’IETHHOB&HHI:IE: JIEKAPCTBEHHBIE thopMbL
1.2.1.5. Xunxue JICKApCTBEHHbIE hopmbr qy HapY#HOr0 IPUMEHeHHs
1.2.1.6. Kuaxue nexa PETBEHHBIE DOPMEI UIst BHYTPeHHer0 pUMeHeHus
1.2.1.7. MCOHLMHCKHE ra3nl
1.2.1.8. llpoune teepanie JICKAPCTBEHHEIE (hopMBI
1.2.1.9. 1T PEIIAPaThl, HAXOIALHeCs IO/ IaBNIeHHEM
1.2.1.10. Pagnon KITHJTHBIE TeHepaTopL
1.1.1.11. Msarkue nexa PCTBEHHEIE (hopMEI
1.2.1.12. Ceeyn (c UMO3UTOpHH)
1.2.1.13. Ta6nerkn
1.2.1.14, TpaHciepmanbHEe TJTACTBIpH
1.2.1.15, YertpoticTsa iy HHTPapyMUHAILHOTO (BHYTDMN OLOBOTO) BRegEHMY
1.2.1.16. IMpouas HECTEPUNBHAS TPOYKLMs
.2.2. Beinycxaomuii kon POJIL KauecTsa (cepTudukarms CepuH)
HOJIOTHYIECKAS IeKAPCTBE HHas OPOTYKITHS
.3.1. Buonorugeckas JICKADCTBEHHAS POy KIIMs:
1.3.1.1. ponykrur KpPOBH
1.3.1.2. Mumm HONOruYIecKas upoaykims
1.3.1.3. ITpox KU HA OCHOBE COMATHYECKUX KIETOK (NPOXYKLUMs 11 Tepany COMaTHYCCKHME KIIeTKaMu)
1.3.14. I'enore PANCBTHICCKAA IPOYKLIIS
1.3.1.5. Brorexnonormieckas NPOAYKITHS
1.3.1.6. Mpox KUUS, BRINCIEHHAA M3 KUBOTHEIX MCTOYHHKOB HJIH OPraHos (Tkaneit) yenopexa
1.3.1.7. Tkauenmkencpaas o PORYKUMS (OPOAYKIMS TKAHEROI UHXKeHepun)
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1.3.1.8. IMpoyax OHonornueckas JICKAPCTBEHAAA IPOYKIIUS

EBpazuiickuii SKOHOMUYECKMIf cotoz
Ne GB{P/EAEU/KZ/IZS—OS—2024

1.3.2.1. ponykret kpogy
1.3.2.2. Umm HONOTHYeCKas mpomyKius

1.3.2.5 BnoreXHonormeCKaﬂ POAYKIINA

1.3.2.8. Ipoyas Ouonoruueckas JICKAPCTBEHAAS IPOVKILIS
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- 1.3.2.4. T'enore PalCBTHYECKAS TIPOAYK Ik
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1.3.2. Brinyckarompii KOHTPOJIb KauecTra (ceprudmrarus ce PHK) (1Iepetes BU10B Npon KIHMHK):

1.3.2.3. MpomykTs! na OCHOBe coMaTHYIecKuX KicTok (mponyknms s TCpanHK COMATHYECKIHX KIIETOK)

1.3.2.6. Mponykuus, BBIICTIEHHAS M3 JKHBOTHBIX HCTOYHHKOB MIIM OPrafnoR (Tkanei) yenorexa
1.3.279, Tranenmxeneprag OPONYKUMS (IpoayKiHs TKaHEeBOMH HHKEeHepun)
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povas nekapcrBe HHas DONYKIIHS W TPOM3BOICTBEHHAS AEATENLHOCTL
4.1. Mpomssoncreo:

14.1.1. Pacturensyag POAYKLIUS

14.12.T OMEOTAaTHYCCKOM MpoayKIHN

1.4.1.3. IMpoyag OPOAYKIMS

[

L]

- 1.4.2 1. Qunprpauus

- 1.4.2.2. Cyxoxaponas cre PHIIH3A LM

_ 1.4.2.3. Crepmnmsamus napom

- 1.4.2.4, Xumuyeckas cre PAIM3ALHS

- 1.4.2.5. Crepummsanus ramMMa-usnydenuem
- 1.4.2.6. Crepunmsatms onex POHHBIM H3JlYYeHHeM
_ 1.4.3. poyee

1.4.2. Crepunmsamums PADMALIEBTHYECKUX ¢ Ocranimuii, BCTIOMOTATENEHbBIX BEINECTR, TOTOBOI NponyKIHy:

Ynakosxa

- L.5.1. Tleprunag YHAKOBKa:
- 1.5.1.1. Kancynei B Tse pao# 06onogke
- 1.5.1.2. Kancynsr 8 msrkos obomouke

1.5.1.3. XKeratensunie JCKAPCTBEHHBIE (OpMET

_ 1.5.14. Um PETHUPOBAHHBIE JIeKAPCTBEHHE G (POPMBI
- 1.5.1.7. Menunuuckue rass;

1.5.1.8. TTpoune TBEPAEIE JICKADCTBEHHELR hopmbr
1.5.1.9. Tp CNaPaTel, HaXOAAIHecy N0 NABJIEHHEM
1.5.1.10, Paanmonyknummpie FEHEPATOPBI

L.5.1.11. Msirkue nexa DCTECHIEIEC (hopMBI

1.5.1.13. Tabnerkn
1.5.1.14, Tpancaepmansusie TUTIACThIPH
1.5.1.15. TIpoyas HECTEPUNEHAS JIekapCTREHHAY HPOJYKIHs

1.5.1.5. HKunkue JICKAPCTBEHHEIE (hOPMbI A7 HAPYIKHOTO HpHMeHeH s
1.5.1.6. XKunxue JCKAPCTBEHHbBIE DOPMET A5 B PEHHETO MPHMeHeHUs
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- 1.5.1.12. Cpeun (c [MIO3HTOPHH
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1.5.2. Bropuanay (1o peburennckas) YIaKoBKa
1 Konrpons xauecrag
1.6.1. MHKOGHOJ‘[OFH‘-IBCKHG HCIIBITAHNA: CTEPHIILHOCTE

1.6.3. Xummveckue PH3NYCCKUE) HCIBITAHNS
1.6.4. Bronormueckpe HCTIBITAHUS
B ornowenun moGex or

3TH OrpaHuvYeHuy HIIH MOACHEHU ], HEGGXO,&HMO BKJIO49dTh OTChUIKY K COOTBGTCTB)/}OU.[CM
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DPaHUYCHUH wuan TNOACHEH, OTHOCAINUXCA Kk AaHHBIM TIPOU3BOJICTBEHHELIM one
CIIY4aes, Koria IIOSICHEHUE ABNgeTCs obmmm KOMMCHTapueM k IIpoieccam na TIPOH3BOACTBCHHOM {)6’I>EKTEJ'J rje 0wl nu HPHMCHATTMCE

1.6.2. Mukpo6uonoruyeckoe TECTHPOBaHNE: MUKPOBHONIOrHYeCKay 4YHMCTOTA

HOMCpY NMyHKTa cepruiurara GMP.,

PalHAM (32 HCKIIOYeHuew




EBpasuiickuii SKOHOMMYecKuii coloz

Ne GMP/EAEU/KZ/125-08-2024
- 2. UMITIOPT JEKAPCTBEHHOM NPOAYKUMH
m Kontpois kayectsa MMIOPTHPYeMOH JieKapeTReHHof] POAYKIIH
- 2.1.1. MukpoGuosorieckue HCHBITAHUA: CTEePHITLHOCTS
- 2.12. MukpoGuonoruyeckoe TECTHPOBaHME: MH pobuonornyeckas uncrora
- 2.1.3. Xumuieckue (pusnyeckue) HCTIBITAHHA
- 2.1.4. Brosornveckue HCTIBITAHNSA
Ceprud MKAUMA CePUH UMTIODT DYEMOH npomyxipy
- 2.2.1. Crepuibhas TIDOAYKITHS:
- 2.2.1.1. Ipoussonmmas s 4CCNTHUECKHX YCIOBRUNX
- 22,12, lonsepraemas punmmmon CTEPHITN3aLIT
- 2.2.2. Hecrepunphas POMYKLIMS
- 2.2.3 Brosnormieckas JICKAPCTBEHHAA NPOTyKIMs-
- 2.2.3.1. IponyxTer kposy
] 2.2.3.2. UMMyHONOTHYecKay NPOIYKIHs

- 2.23.4. l'enorepanesrnueciue IPOIYKTE
- 2833, Brotexronormyeckas POAYKLIHS
- 2.2.3.6. Upoaykins, peinenennas 13 KUBOTHEIX HCTOUHMKOR Mi1n OPraHoe (TkaHel) yenopeky
- 2:213.7, TK&HBHH)KEHGH&H HPOLYKIMA (POYKIIS TKAHCROR HHIKEHEPUH)
- 2.2.3.8. Ilpouas Ononoruyeckas JCKAPCTBCHHAN NPOAYKIIMs
2.3 POYAs NEATENBHOCTD MO UMIOD (BBO3Y)
2.3.1. ITnowanxa ¢ H3HYECKOrO HMIIOpTA (BBO3A)
232, Hmmnopr HPOMEXYTOYHOH OAYKLUMH, TONBEpraieiics HaneHermei 0dpadoTike
2.3.3. Mpovee
3 IIPOM3BOACTBEHHBIE ONEPALIMH — PAPMALEBTUYECKUE CYBCTAHUMU
DapmanerTHYeCKas C OcTanums (c OcTanumm):
[poussosicteo hapmanerTiyeckux Octanumii metomom XUMMYECKOr0 CHHTe3a
- 3.1.1. TlpoussoncTro POMEKYTOYHLIX IIPOAYKTOR PAPMALEBTHYECKOH cyfcTanmm
3.1.2. lpousroncreo HEOUHIICHHON (apmaneBTHYCCKON cyberanmm

- 3.1.3 Coneobpazopanne (oumcrra): KpHCTaIM3aums

- 3.1.4. Tlpoyee

- 3.2.5 Moaupukarms BRLIENCHHON apMaiieBTHIecko ¢ Ocrannuu (yxaspisaercs M3 NYHKTOB 3.2.1-3.2.4)
- 3.2.6. OuncTka BBITCICHIHON apmanesTiuecKOi] ¢ Ocranunn (ykasvisacres HCTOYHHK U3 nyHKTOR 3.2.1-3.2 .4

3.3.1. ®e PMCHTALIMS

npoyee)

3.3.3. Bulgenenue (ouncTka)
3.3.4. Monudmxargis

3.3.3. MTpouee

Crpannna 4 uz 5

2.2.3.3. Dpoaykuus na OCHOBE COMATHYECKHX KiIeToK (mponyxkuus nms TEPANUH COMATHYCCKHUMH KIEeTKaMm)

3.3.2. Ilpowmssoncreo C  HCHONB30BaHHeM KICTOYHBIX  KyIbTYp (yxazaTh
: »
HCNONL3YeMBIX KieTok) (101 yxasaunem Tuma WIETOK NOHUMAETCS MX THHOBAY crnenudaHoCTS, JUHMS, IITAMM 1
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EBpasuiickuii 3KOHOMMYECKMIF coloz

Ne GMP/EAEU/KZ/ 125-08-2024
- 3.4.1, ®a PMaleBTHYECKIC ¢ OcTaniuy, POU3BOJMMbIE B acenTHyecKmx CHOBHsX

3aBepuraromue CTalMH IPOM3BOICTRA PAPMAUCBTHYECKUX CyGCTaHIi
3.5.1. Cranuu ¢ HM3UYeCKO 06paboTkn: IpoceHBaHue

| 35 |

|

- 3.5.2. [lepsrynas ynakoska
i

.

3.5.3, BTOHL[HHH_yﬂaKOBKa

3.5.4. [Tpoyee (ykazats g OIICpaLUi, HEe ONHCAHHBIX BBIIIC
Kourpons xauecrsa

3.6.4, Lronornueckye UCTIBITAHUS
4. IPOYHE ONEPAIINU - @APMAHEBTH‘JECKHE CYBCTAHI_IHPI

OfpaHi/I‘-ICHH}I HIIH NIOSACHUTENLHLIe 3aMETKH, Kacaroiguecs o0macTu npHUMeHeHus cepm(bmcaTa:

Kemnxexanopa A, XK.

H. o. Hpencenarens Komurera
MEIUIHHCKOro | hapmatesTHyeckoro
Kontpons Munucreperea

S,HpaBOOXpaHGHHH P eC]'Iy6JIPlKH KaS&XCTaH
(@.1.0., JOIKHOCTE)

OL OF AOAY
(nara NoAnHCAHNS, 1. MEC.IIT) MH P LT

{nghnmes)

Crpannua 5 uz 5




