EBpasuiickuil sKoHOMUYeCcKuii coo3

PI'Y «Komurer MejiMIUHCKoro u hapMalcBrnyeckoro KOHTPOIIs
Muterepersa 3jipasooxpanenns Pecrry6imkn Kazaxcrany

CEPTUDPUKAT
COOTBETCTBHA ITPOUBBOJICTBA JIEKAPCTBEIHLIX CPEJICTB TPEBOBAHMSIM TTPABUJI
HAJUIEKATIEA TIPOU3BOJICTBEHHON HPAKTHKH.
EBPASMHMCKOI'O DKOHOMMUYLECKOI'O COIO3A
Ne GMP/EAEU/KZ/170-01-2025
Cpox sieicrsus ¢ 6 nexabps 2024 1. 110 5 nexabpst 2026 r.
Bhutar 110 wroram nposeenms  (papManchTHUCCKOR MICHCKIMKE B COOTBETCTBHH C lIpagwiiamu
nposencHus  (GapmMalCBTHICCKUX  MIICHCKIMEA,  yTRepMJCHIbIMA  Pemenmem  Cosera [ippazuiickoit

IKOHOMMHYCCKOH KOMMCCHH OT 3 HosOps 2016 1. Ne83.

Komurer MejIMIMHCKOIro M hapMAaliCBTHYCCKOTO KOIITPO.Is
Munucrepersa 3jipasooxpancius Pecirybiumku Kaszaxcerai

HOJITBEIKNACT CilejLyloliee:
LIPOBEJICHA (PAPMALICETHHCCKAS HIICIICKILAS
QOO «Dapma Cmapm»
yauya Baynasa Iasena, 8, Kues, 03124, Yrpauna

112 OCHOBAHNH:

- assienns o7 1.03.2024 roja na 1posejenme MHCHCKIMI 1A COOTBETCTRIE TPCOOBAHMAM HAJUICHKANIEH
TIPOU3BOJICTBEHHOM NpakTHKK ERpazuiickoro skoHOMUUECKOro cotosa (HIoe ocHoBalKC).

Ha ocnopanuu cpepenuil, oy eimex upu 1poBeeHUm (hapMalCBTHYCCKOR MHCISKIUN, TTOCHSHsIS 13
KOTOpLIX Obura npoeejiena ¢ 2 mo 6 jiexabps 2024 roua. YCTaHOBIICHO, YTO JIalHOC (PapMalCBTHIECKOE
[IPOU3BO/ICTBO COOTBETCTRYCT Tpebosalmsam | Ipasni najuiexarieli HPOM3BOICTBEHNON IpaKTHKN Espasniickoro
IKOHOMUHECKOIO €Ot034, SKBUBANCNTILIX [Ipuniunam u Pykosojersy Esponeiickoro coioza no najuieikanieii
TPOM3BOJICTBEHHOI [IPAKTUKE JICKAPCTBCHHLIX CPE/ICTB JUISL MEIHIMHCKOIO 1 BCTCPUILAPHOIO IIPUMEHCHHUS W
npunimiam CucTeMpl COTpy/IHYCCTRA hapmanesTuccknx nucnekimii (P1C/S).

Hacrosumii ceprudmrar orpaskact crarye HpOH3BOACTBCHHON wWIONANKM 11a JIATY  1IpOBGIeHMs
(hapMaleBTUYeCKOl MICIICKIINN 1 110 HeTeucHun Bonee 2 JieT OT Jarhl LIPOBC/ICHMS HOCIIEHEr0 JH [OCIEHEro
VHCICKTHPOBANMS He MOXKCT CHUHTATLCS JIOKYMCHTOM, CBHJICTCILCTBYIONIMM O CTATYCE COOTBCTCTBU. Cpox
ACHCTBIS ceprunKkaTa MOKET GbITh COKPAIICH HPH HCIIONL30RAIINH COOTBCTCTBYIOIIMX [IPUHIMIOR YIIPABICHUS
PUCKaMHi TIpH HAllMYMK  COOTBCTCTBYIONCH 3aumcn B 1osie «Orpalnycius MM 110SCHUTCIBHBIC 3aMETKU,
KACAIOWINECs 00J1aCTH IPUMEHEHNS HACTOSIICTO cepTHHKaTay.

Cepruduxar smisietes AeiCTBUTCILIBIM B CIIYHAC IPCACTABICHMS BCCX CIO JIHCTOR (KaK OCHOBHBIX JIMCTOB,
TAK W JIOIOIIMTENLHEIX JIHCTOB).

AYTEHTHYHOCTE (1HO/UIMHIOCTE) HACTOSINCIO cepTH(GuKaTa MOIKIIO uposeputh B Hase nainix Komurera
MCJUAIMHCKOTO M (hapMalieBTHICCKOI0 KOHTPOIst Mulicreperna 3/ipaooxpancuus PecnyOimku Kazaxcran.

Ecin ceprudukar ne npejcrasien B ykasanmoii Gaze JanHbix, ClieJlyeT 0BparTHTLEs B YIOJIHOMOYCHHDIH
Oprall, €ro BhlJIaBIIHA.

Ha ocHosanuu ONEHKH PUCKOB, CPOK JCHCTBHA [AIOrO cepruukara cocraisier 24 Mecsna o JiaThi
1IPOBE/ICHHA (PAPMALICBTHICCKOM HICLICKIIMU ¢ MCLONL3OBAHNCM JIACTAHIIMONIONO B3AUMOIEHCTRIS.
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X | Jlekapcraenmsie CPCACTBA JUIst MCAMIIMHCKOI'O IPUMEHCHIMS
JleKapcTBEHHbIC LIpEnapaTsl Jis KITAHUYCCKHX HCCHICAOBANMIA (MCIILITAHMHA) !
Kox Hanmenoranmue
1. ITIPOU3BOJACTBEHHBIE OIEPAILIAY - JEKAPCTBEHHASI MPOAYKLWA
1.1 | Crepunbuas npojiykims
I.1.1 llpousposumas aceimnycckum 1ryrem (oniepaitan 00paboTKH JUls CIICILYIONHX JICKAPCTRCHHBIX dhopm): -
1.1.1.1. AKupkue siekapersenupie Gopmbl G0ILII0I0 06HemMa
1.1.1.2. SKwjuene srekaperserninie hopmi Maiore o6sema
1.1.1.3. JInoduanzars
L.1.1.4. Teepiwic jiexapersenibic GOPMBI H UMILIAITATE
1.1.1.5. Msrkue Jiekapersennbic Gpopmbl )
1.1.1.6. Ilpouas NpOLyKIMs, IPOM3BOLMMAS B ACCIITHUCCKIX YCIHOBUAX o =
1.1.2. Tlosepracmas GUHMNINON crepuim3alim (orepainn 06paboTKH JUIs CIICIYIONINK JICKAPCTBEHHbIX hopm):
1.1.2.1. Xukne nekapersenusic Gopmbl G0ILIIONe 06hema
1.1.2.2. MWwkne stexapersennic Gopmbl Maoro ofbema )
1.1.2.3. Trep/pic NekapeTBeHibIe GOPMB 1 UMILIALITATDI
1.1.2.4. Marxue Jiekaperaenibie GopMbl
1.1.2.5. llpouas upoykiws, nosepracmas unnHON cTepHiMzalin
1.1.3. Brumycxatoumit KouTposin kagecrsa (BbIyck cepun);
1.2 | HecrepunbHas IpoayKIs
X 1.2.1. Hecrepuitbias 1po Iy KIis (TeXIOIOTHYCCKHE OHEPAIMH JUTS TI0JTYHCTIHS CIIC/IYIOUIHX JICKAPCTBCHHBIX PopM):
X 1.2.1.1. Kancyitsl B tBep/1oit obojouke i
1.2.1.2. Kancyim! B Markoii o6osouke
1.2.1.3. Jepare/ibHbIC JICKAPCTREIIILIC (DOPMBI
1.2.1.4. IMIpernupoBaiieIc Jickapeennbie hopMal
1.2.1.5. JKmyikue siekaperneninie GopmMbl uls HAPYHOTO HPHMCHCHHS
1.2.1.6. XKujkue sickapersennic GopMpl juis BHYTPCHHCIO PUMCHCHI u
1.2.1.7. Menuimiickue rassl
1.2.1.8. Ipouue TBepIIbIC JICKAPCTREHLIC (opMEl
1.2.1.9. LIperaparsl, Haxousiimecs 1101 JARICHEeM
1.2.1.10. Paimomnykijisie reteparops '
| 1.1.1.11. Markue jrekapersennsie Gopmul
1.2.1.12. Cpeun (cymio3uropun)
X 1.2.1.13. Tabucrsn
1.2.1.14. TparcjicpMaibibIC 101aCTBIPY 2
1.2.1.15. Ilpoyasi nectepibhas LpojLyKis o
X | 1.2.2. Buluyckaroniuii xonTpols kauccrna (ceprudmrarus cepin) LN
1.3 | buonoruucekas jekaperseimas HPOJLYKIHS 2
1.3.1. Buoniornyeckast IekapcTBCHHAs IPOJLY KIS
1.3.1.1. TIpoyKTh! KpoBsu
1.3.1.2. IMmyHoIOrHyccKas NpoLyKIms
1.3.1.3. IpoiyKuus 11a OCHOBE COMATHYCCKHMX KICTOK (IIPOJLYKLIMS JULs] Tepanl COMATHUCCKUMHE KICTKAMM)
1.3.1.4. l'enoTepalicBTHUCCKAs IPOJIYKILIS
1.3.1.5. buoTtexuoornueckas HPOJLYKILHAS P
1.3.1.6. Ipojtyxigus, BRIICIICHIIAN U3 HKUBOTHBLIX MCTOMITMKOB WK Opranoy (TkancH) yeioseka ;
1.3.1.7. Tkanemenepuas 1potykiws (LpoLyKIs TKaHCBOM HIDKCHCPHK)
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[.3.1.8. IIlpouas GuoIIOIHYCCKAs JICKAPCTBCHEAS NPOIYKIMA -

1.3.2. Bulnyckaiolni KonTpoJik Kauecrra (cepTuhukaiis cepuu) (IIepeuch BHIOB HPOIIVKIIN):

1.3.2.1. [Tpouykrsl kposH

1.3.2.2. IMMYHOIOIHUCCKAS 1POJLYKIMS

1.3.2.3. lIpojiyKTsl Ha OCHOBE COMATHICCKUX KICTOK (1IPOLYKLUH JUIsl TCPAIMU COMATHUCCKUX KIICTOK)

1.3.2.4. ['criorepanienTiaeckas IpoJLyKIs

1.3.2.5. buorexnosornucckas npoyKius

1.3.2.6. [TposyKknus, BLIIGICHHAA M3 MUBOTHEBIX HCTOYHUKOR MIIH OPraiios (TKaneli) ycioseka

1.3.2.7. Tranempkeneplas NpoxyKist (IPOAYKIMs TKAICBOH HIDKCHCPHI)

1.3.2.8. llpoyas GHOIOrHYCCKAs JICKAPCTECHIIAN LPOJYKINA

1.4 | Tlpoyad sleKapcTBCHIAs HPOJIYKIUS WM IPOU3BOACTBCHIAN JICHTCILHOCTE

X | 1.4.1. Ilponzsouctso:

X 1.4.1.1. PacTurelniias npojiykuus

1.4.1.2. 'oMeonmarnaeckoil 1IpOyKIHK

1.4.1.3. lpouast tpoaykims -

1.4.2. Crepuimsaiis GpapmMancBTHICCKUX CYOCTALMT, BCIOMOIATCIBLHBIX BCUICCTB, FOTOBOM HPOJIYKIIAK:

1.4.2.1. Duwiprpauus

1.4.2.2. Cyxomapopas CTCPIIIA3AIN

1.4.2.3. Crepunnzaris 11apom

1.4.2.4. XuMuucckas Crepuiinzaiis

1.4.2.5. Crepuimsanis raMMa-H3JiyHerinem

1.42.6. Creprimsaitiis DJICKTPOHHBIM H3JIYV4CIICM

1.4.3. Tlpouee

Viakoska

1.5.1. Ilepsrunas yuakosxa:

il (o

1.5.1.1. Kancyisl B TRep/10i 060J10uKe

1.5.1.2. Kaueyitel & Markoii obosouke

1.5.1.3. XKesareibHble JICKAPCTRCHILIC (JOPMBI

£I9

1.5.1.4. MiMUperuMpoRaHubIe Jiekaperpenisle hopmi

1.5.1.5, Jujkue nexapersenunc GOpMBL U HAPYIKIIONO IIPHMCHCIIHS

1.5.1.6. JKunkue nexapersennsie GopMEL JUIH BIYTPCHHETO HPUMEHCHHS

1.5.1.7. MEAHIMHCKHC 1a3b!

1.5.1.8. IIpouuc TBep)ibIC JICKAPCTBCHITLIC (POPMBI

1.5.1.9. Ilpenaparsl, naxoJsiiecs 101 IdBICHHCM

1.5.1.10. Pajmonyunmuisic reneparophl

L5111, Markue JickapcrBelibic hopmbl

1.5.1.12, Creun (cynmozuropun) &
X 1.5.1.13. Taduerkun -
1.5.1.14. TpancicpMalibHbIC 1IACTHIPH
1.5.1.15. Ipoyas HecTepriibiias ICKAPCTBCNIA] UPOAYKIINA )
X 1.5.2. Bropuunias (oTpedurelibekasn) yiiakoBka
1.6 | Kourpons ka4ecrsa
1.6.1. MuKpOOUOIOI HUCCKIE HCILITATIHSL CTCPIIILIOCTD
X 1.6.2. Mukpo0uOI0IHUeCKOR TECTHPOBANNE: MUKPODHOJIOTHYECKas UHCTOT
X 1.6.3. Xumuucckne (huznucckue) Helibiranms
1.6.4. BHONOTHYCCKHC UCTILITalIns
B oruomenun OBLIX 01”paHH‘ICIIMI\r'5 WK TIOACHCH, OTHOCAIIHXCA K JAHHBLIM [IPOM3BOJICTBCHILIM onepanHiIM (38, HCKITIOYCHHCME

CIIy4aeB, KOr/a [IOSICHCHUE ABNACTCS 00LIUM KOMMCHTaApHEM K [IpOoICccaM Ha UPOHU3BOJICTBCHHOM 06’1)CKTC). rae 6ul uu ITPHUMCHHAIIHG

OTH OIPALHHCHNA HIA NOACHEIHA, NEOGXOIHMO BIIIOUATE OTCHUIKY K COOTBCTCTBYIOUICMY HOMCPY [VHETA cepru(ukara GMP.
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2. UMIIOPT JEKAPCTBEHHOM IPOJAYKIIUU

2.1 | Konrrpous kauceTea HMIIOPTHPYCMOH JICKAPCTBCHIION HPOLYKIIUH

2.1.1. MUKpOGHOIOIHUCCKUC HCIILITAINS: CTCPUILIOCTE

2.1.2. Muxpoduosormieckoc TCCTUPOBANNE; MEKPOOHOIOIMUCCKAs YHCTOTA
2.1.3. Xumudeckue ((u3MICCKUE) HCIbITAIINS

2.1.4. bHOJIOTHYCCKUE HCIILITAIINS

2.2 | Ceprudukanys ccpun MMIOPTHPYEMOH LIPOJYKILH
2.2.1. Crepmibiias 1poyKIs:

2.2.1.1. llponssojtnmas B aceirTnycekux yeloBusx

2.2.1.2. lonsepracmas Guumimnnoii crepumisam
2.2.2. Hectepuubuas 1poyKimst

2.2.3 buonornyeckas nckapersenas LIPOJLY KLU
2.2.3.1. llpoiuyKrol kposu

2.2.3.2. IMMYHOJIOTHFECCKAs IPOJLYKIH

2.2.3.3. 1IpoyKIins Ha OCHOBE COMATHUCCKHUX KIICTOK (IIpOJLY KISt JUIst TCPaN COMATHICCKUMM KIIETKaMH)
2.2.3.4. I'cHOTCPANICBTHYCCKHC 1IPOJLYKThI

2.2.3.5, Buorexmonoruycekast HPOUYKILHs -

2.2.3.6. 1lpojtyKumsi, BbUICICHIIAS M3 KHBOTHBIX HOTOYHHKOB WA oprauos (Tkanci) yeioreka

2.2.3.7. TxaneuIpKeepuas \pojLyKIs (UpOAYKIWS TKANCBOH HIDKCHCPHI)
2.2.3.8. llpouas Swostorntcekas JICKapeTBCIias LIPOJLYKIHs
2.3 | llpouas jiesrensnocts 1o umiopty (B3osy)

2.3.1. Ihromajtka dusudeckoro umiopra (ssosa)

2.3.2. IMIOPT NPOMEIKY TOUHOI 11POJIyKIHN, Lo/IBeprauieics jalsiucinrcii odpadorke
2.3.3. llpouee -

3. IPOU3BOJICTBEHHBIE OIEPALIUH — APMAIEBTUIECKIL CYBCTAHIIUM
Gapmatesricckas cyberanius (cyOcramum):

3.1 | LlpousnojicTBO (PapManeBIHIecKiX CyGeTaniyumi MeToL0M Xiv HYCCKOI'O CHIITE3a
3.1.1. 11pou3BOICTEO 1IPOMCHKY TOUHBIX UPOIYKTOR hapMaLCBTHYCCKON cyBeTantig
3.1.2. ITpoHsBOACTEO HCOYHINGHHO (hapMaIcBTHYCCKOI cyOCTaNINH

3.1.3 ConecoGpazosanue (0uncTKA): KPHCTAILIN3AIIH

3.1.4. Ilpoucc B ) - o - -
3.2 | llpoussoucTso (QapMaleBTHYCCKIX CYOCTAHIMI METOIAMH BEUICICHHAS U3 HPUPOMUHBIX HCTOYHHKOB

3.2.1. Briiesicuue GapMaieBTHuecknx cyoeraninii 13 Herouimxon PACTHTCILIOIO HPOUCXONCIEHUS

3.2.2. Bryicsicnue apmMancBTHICCKHX cyOeTami 03 HeTouimKon JKUBOTHOIO UPOUCKOKICIIHA

3.2.3. Beuiencnye dapmarenTiieckux cyGeranimit na OpramHos (TkaHcii) yejonexa

3.2.4. Beuieienue apMaleBTHICCKIX cyOcTanimi U3 HCTOUIMKOB MUHCPAILHOTO [IPOHCX OIS HNS

3.2.5 Mo ukanus BeLIeIICIHTION tapmariesriicckoil cyGeTarmy (yK¥asbiacres U3 IyHkTOB 3.2.1-3.2.4)

3.2.6. OumucTKA BLUICICHHOM papmalieBTHIcCKol cyOcranimm (YKashIBACTCH HCTOYHHUK U3 ITYHKTOR 3.2.1-3.2.4)

3.2.7. lIpoucc -
3.3 | llponssojeTBo (hapManchruticeknx cyberanui ¢ uel
3.3.1. depmernrranus

10JIL3OBAIIICM GHOJIOI‘L’(‘-ICCKHX HpOolLicccon

3.3.2. IIpon3BojIcTEO ¢ MCHOIL3OBAIHCM Kiuctounbx Kyiinryp CHO (Chinese hamster ovary)
-3. Breitenenue (ouncria)

A Momnduxaiins
3.5. llpoucce dunanenoc GopMupoBaime cocrana OHOIOTUUCCKOM AKTURIION dapmancsTuyeckoi cydbcTanmm

SHECERNUE Y HUS|

=
o
3.

(V5]
=

[Ipou3Bo/IcTBO CTEpMILILIX (apMalCBTHYICCKITX cyOcTanimii (pazuernst 3.1, 3.2, 3.3 oinkis! 6uITE 310 HCHBI, TIE
LIPUMCHHMO)
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3.4.1. dapmaueBTHYCCKUE CyGeTanimy, UPOH3BOJIIMBIC B ACCUTHUCCKIX YCIOBHAX

3.4.2. DapMalCBTHYCCKHUE CYOCTAIINN, 110 )BEPracMbIc (unuIoi crepuwimanu

3.5 | 3aBepluaionue cTaiun HPOU3BOJICTEA (apMallCh THICCKIX cybcranumii

3.5.1. Crajuu pusudeckoii o6padorin: lpoceHBaNMe

3.5.2. Tlepeuunas viiakorka

3.5.3. BropuuHas yliakoBka

3.5.4. llpouce

 (ykasarn jis OlICpalMil, HE OIHCAIIBIX BLIIIC
3.6 | Konrpous kauccrsa :

3.6.1. DusHucCckue (XHMHUCCKIE) HCHLITANMS

3.6.2. MUKPOGHOIOrHICCKHC HCTILITAN S (BKIMIOYAs HCIILITAHMS 1A CTCPHIILHOCTE)

3.6.3. MUKpOOHOIIOIHHECKNE UCHBITANNS (MCKIIOUAS HCLIBITAINS 11d CTCPUILITOCTE)

3.6.4. BHONOIMHECKIC NCIILITAIIIS

4. [IPOYUE ONIEPAIIMU - DAPMALIEBTUYECKHWE CYBCTAHIMH

OFpElIlH‘-IeilHH W HOACHUTCHBHBIC 3aMCTKH, Kacalolnmees o0nacTu HPUMCHCHHA 'cep'['mbHKa'['a:

Kemkexanonsa A. 7K.

H.o. llpejcenarens Komurera
MEJIMIMICKOr0 U (hapMAalCETHICCKOI'O
KOHTpOJs Murmerepersa

3ipasooxpanelius Pecniybiukm Kazaxcran
(D.H.O., posekeocTs)

1B L RORET MLIL

(mara mogmicans, . mee.rrr)
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