EBpasniicKuii 3KOHOMUYECKUIA COIO3

PI'Y «KoMHTET MCJIHLIMICKOTO H (PapMalleBTHIECKOro KOHTpOJis
Munucrepersa sjpasooxparienus Pecriybnuku Kasaxcrany |

CEPTH®HUKAT

COOTBETCTBH IMPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB TPELOBAHWUAM ITPABHJI F
HAJUIEXATIEN IIPOU3BOJICTBEHHON ITPAKTHUKH

EBPA3UMCKOI'O DKOMOMUYECKOIO COIO3A |

Ne GMP/EAEU/KZ/214-07-2025 ‘

Cpok aekcrens ¢ 13 monst 2025 r. no 12 mions 2028 r.

Boy@an 110 Wroram IpoBCACHMs (hapMalCBTHYCCKOW HHCHEeKIMH B cootsercTeuM ¢ [lpasunamu i

nponejictiis  (papMALICBTHUCCKMX — MHCHeKImH,  yrepakaerniivg - Paenmem  Cosera  Eppasuiickoit
skoHOMUUECKOi komuceuu o1 3 Hosbps 2016 r. Ne 83. |

OB OORELEALA

KOMHTOT MCJIHMITAIICKOIro ¥ (bamaauem‘uqecxoro KOHTPOJIA
Murucreperna 3pasooxparicims Pecnybimkn Kaszaxeran |

1OJITRCPHJIACT CICLYIONICE:
npose/iena GapMaleBTHUCCKAs BHCTICKIMS |

chrch

STADA Arzneimitiel AG
Stadastrasse 218, Bad Vilbel, Hassia, 61118, I'epricuiis |

Ha OCHOBAHNH:

- sasipncHus ot 24.04.2025 roja na NpoBCJCHAC HHCHEKIME HA COOTBETCTBME TPeOOBAHMAM HajeKalei |
[IPOM3BOACTBEHHON NPakTHKY EBpasiuiickoro 2KoHOMHUICCKOTO COI03a (MHOE OCHOBAIINC).

Ha ocropanuu cBeLEHUH, NOAYUSHHLIX TP Nposeieiiny hapMalleBTHUECKOH MICICKIIUH, TTOCIC/IIAA U3
koTopbix Gbula nposesicHa ¢ 10 wots no 13 wona 2025 rojia, ycTaHoOBICHO, UTO J@NHOE (papMalcsTHiecKoe ta‘
HPOM3BOACTBO cooTrereTBYeT Tpeboannsm [Ipasui najuiexkaiieii nponssoxcTaeinioi npaktukn Espasuiickoro
JKOHOMMHCCKOrO O34, dKBUMBaCHTHLIX [Ipaimanam u Pykorojcrsy EBporciickoro colosa 1o Hajiesxaniei
NPOU3BO/ICTBEHHOM MPAKTHKE JICKAPCTBEHIILIX CPCICTB Ul MEMIIIICKOTO U BETCPUHAPHOrO [PUMCHCIA 1
npnmimnam CucteMsl cotpyiiiidccrea dpapmanesruucckux uuctexuuit (PIC/S).

Hacrosuyiii  cepTH(UKAT OTpakdeT CTATyC 1POU3BOJICTBCHHON [UIONN@JIKK  Ha Jiary 1IpOBE/ICHNA
(papMarieBTHUCCKOR HHCIICKIIMI | 110 HeTeueHun ojiee 3 JIeT OT JIATBI IPOBC/ICHHS TIOCHCUHEIO JIHs MOCHIE/Hero |
MHCICKTHPOBAHNA HE MOYKET CUMTATLCA JOKYMEITOM, CBUJICTC/ILCTBYIONIMM O CTaryce cooTsercrBis. Cpok
neifcrsus ceprudukara MoKeT ObIThL COKpAILCH NPH UCHOJIL3OBAIINH COOTBETCTRYIOUMX HPHHIUIOR YIPABICHNIS
puCKaMW NpH HAJIMYMM coOTBETCTRYIOWICH 3amucn B 1ojc «Orpanudenns WM HOSCHUTCILHBIC 3aMCTKH, |
Kacalolecs 06/1acTh [IPUMCEHCIIIS HACTOSANICTO cepTHdrraray.

Ceprudukar ABISCTC JICHCTBUTCIILHBIM B CJIY1AC HPE/ICTABICHNS BCCX €10 JINCTOB (KaK OCHOBHBIX JIHCTOR,
TAK U JIOHOJHUTENBHLIX TUCTOB). |

AYTEHTHHHOCTS (IOJUTMHIIOCTE) HACTOSINETO ceprudikara MOXIO 1popcputs B Oase janupix Komirera
MC/UMLIHHCKOrO 1 (hapMALICHTHUECKOro KOHTPOis Muiicrepersa 3jpasooxpanciiust Peciydimmkn Kasaxeran.

Eeam ceprudukar ne NpeicTaBliell B ykasannoii 6ase JIAHHBIX, clie/yeT 00paTiThes B YIOIHOMOUCHHEIH |
oprat, cro BLIjIaBuinii.
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EBpasuiACKMii SKOHOMMUUYECKUIA COL03
Noe GMP/EAEU/KZ/214-07-2025

X

JICK&pC’l‘BCHHbIC CpeJIcTRA JUISI MCAHIIMIICKOT'O HIPHMCHCHKMSA

JlekapcTBEHIbIC TIPEHAPATHI JUIs KIMIMYCCKMX HCCIIC/I0BAIIMHA (MCIIbITAIHIA)

Koxn

HauMcHoBanme

1. MIPOU3BOJICTBEHHBIE ONIEPALIMH - JEKAPCTBEHHASI TPOJLY KA

1.1

CrepnabHas IpoJ1y KL

1.1.1 TIpoM3BOTHMAs ACCITTHYECKUM [1yTeM (oriepali 00paboTky JUis CAC/YIOIIMX EKapCTBEHHbIX GopMm):

1.1.1.1. XKunime nexaperseniibie gopmat Gonslnoro obsema

1.1.1.2. XKunkue nexaperpernsic GopMbl MaJoro o0bema

1.1.1.3. JInounnsathl

1.1.1.4. Teepbic JICKAPCTREIIILIC GOPMbI U HMIIIAHTATI

1.1.1.5. Markue JiekapcTBeHHBIC (hOPMBI

1.1.1.6. [Ipoyas NpoLyKIUA, NPOMZBOJINMAH B 2CCITHYCCKUN YCJIOBUA: PACTBOPLI, CYCIICI3HH H IMYJILCHH B
0JIFO/I030BOM KOHTCHHEPE C TEXHONOIMEH BLLTYBaHus/3anomienus/ymorieius BFS.

1.1.2. TloxsepracMas GUIMIILOIN crepuiMzalyy (olepaiun 0GpaboTku Jist CIC/IYIONIUX JICKapCTBeHHbIX HOPM)

1.1.2.1. Kupkue nexaperseniinie opmbl 60iL1IOr0 00LeMa

1.1.2.2, XKujkue nexaperBeninic Hopmbl Majloro obnema

1.1.2.3. TBepjibic JICKapcTBCHHBLIC (JOPMBL W HMIIIANTATI

1.1.2.4. Msirkue JiekapcTBebic (popMbl

D

1.1.2.5. Tlpouas mpojLyKiyts, 1ojiBepracyas (POl crepuimsaism

1.1.3. BrinycKarolmii KOHTPOJIb KayecTsa (BLIILYCK cepuu)

1.2

HecTepuibas IpoJlyKLNs

3

1.2.1. Hecrepmiblias 1PoyKIHA (TEXHONOTHUCCKUE ONCPALIMH JUIS IOy CHHs CIIC/IYIONNX JICKAPCTBEHIILIX (OPM):

1.2.1.1. Kancyisl B TBeplioH obonouke

1.2.1.2, Karnicynbl B MATKOM 000J104KC

1.2.1.3. JeBaTelibHbIC ICKAPCTBEIIbIC (OPMbI

1.2.1.4. UMNpernupoBatHbIe JICKapeTBEHUBIC (JOpMBI

1.2.1.5. AQuikne siekapersetibic GOPME! JUIs 1HAPYAKIOT0 HPUMCHCH IS

1.2.1.6, XKuaKue JCKapeTEEHHbIC (HOPMBI LIS BIiYTPCHHETO IIPUMCHECHHS!

1.2.1.7. MCIHIIMICKHUC ra3hi

1.2.1.8. Ilpoune Teep/ible JICKAPCTREHILIC (OpMBI

1.2.1.9. Ipenaparsl, HAXO/UIMCCH LOJL IaBJICHHCM

1.2.1.10. PagMonyinjisic IeHepaTopbl

1.2.1.11. Marxue nekaperseninie GopMbl

1.2.1.12. Creun (cynnosnTopuu)

1.2.1.13. TaGuerku

1.2.1.14. TpanucjicpMalibibiC IIACTRIPH

1.2.1.15. ITpoyas 1cCTCPRIbIAA IPOJLYKLHS

1.2.2. Boinyckalomiyii Konrpolib kauectsa (cepTuduraiius cepum)

1.3

buonoruyeckas JICKapcTBClinas NposyKIlna

1.3.1. Buonoruyueckas JICKapCTBCHHAR TPOJIYKIHSL.

1.3.1.1. TTpogyKThl KPOBU

1.3.1.2. UIMmyHoJI0rHHecKas IpoJIyKIHs

1.3.1.3. LIpoJiyKiuis 11a 0cHOBE COMATHUCCKIX KJICTOK (POAYKILMA JUIS TCPAIlH COMATHYCCKHMM KIICTKAMI)

1.3.1.4, I'eHoTcpalicBTHYCCKAsd TIPOJLY KIS

1.3.1.5. buorexHosoruyccKas npoyKins

1.3.1.6. IlpoayKis, BbUICICHEAS U3 MUBOTHLIX HCTOUHIKOB MM Opraiion (rkaneil) yejnoBeka

1.3.1.7. Tkaneuikenepas npoayKis (1IPOjiyKIis TKANCBON MIDKCHCPUM)
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EBpasuniicknii sSKoHOMUYECKUIA COLO3
No GMP/EAEU/KZ/214-07-2025

1.3.1.8. Ilpouas GHOIOrMUCCKEs JICKAPCTBCIIIAA TIPOJLY KIS

1.3.2. Boiiryckarontiii Konrpois Kauecrsa (ceprudukans cepuu) (Iiepedctih BU0B HPOLYKIIN):

1.3.2.1. ITponykrsl KpoBU

1.3.2.2. UMMYHONOIMUYCCKAs TPOJLYKIASE

1.3.2.3. [IpojiyKThl 1d OCHOBC COMATHUUCCKHUX KICTOK (HPOJLYKILAS JUIA TCPAIIHE COMATHUCCKUX KJICTOK)

1.3.2.4. I'enorepancsTuyccKas NPoAyKILs

1.3.2.5. BuorexuojlortuccKas npojLyKims

1.3.2.6. 1IpoyKims, BLIICICHHAsS W3 KUBOTHBIX HCTOYINKOB HIIM OPTAIoB (TKalcii) YeioBeka

1.3.2.7. TkaucuipceHepas npOLyKIHs (IPOJLYKIs TKAHICBOI HIGKCHEPHM)

1.3.2.8. llpouast 6HOJIOIMUCCK s JCKAPCTBCHIAS 1HPOJLY KLU

1.4 Hpoqaﬂ JIeKapcTBCHUAs HPOAYKIMA WIK NPOU3BOJICTBCIITAH JICATCIILHOCTD

1.4.1. Ilponssoactso:

1.4.1.1. Pactureibyas NpoayKIis

1.4.1.2. 'oMeonaTiiccKoi npoJlyKIHu

1.4.1.3. Tlpouas 1posyKIHs

1.4.2, Crepumsainst (papMalCBTHICCKNX CyOCTallMi, BCIOMOTaTe/IbIbIX BEIECCTB, YOTOBOM IPOJLYKIHMM:

1.4.2.1. dwosrpanns

1.4.2.2. Cyxoxaponas CTCpillu3alng

1.4.2.3. Crepunnsanus napom

1.4.2.4. XuMuucckas cTepHnzalis

1.4.2.5. Crepuinzanus raMma-nsjiyacinem

1.4.2.6. Crepuiinzaliug dJICKTPOIHLIM H3IIYYCIICM

1.4.3. llpouee

1.5 | Yuakogka

X [.5.1. IlepBuunas yakoBpka:

1.5.1.1. KancyJsml B TBCpIO# 06004Ke

1.5.1.2. Kancynsl B msirkoii o0oiiouke

1.5.1.3. XKcpartenniibie JIeKape TBEHILIC (OPME

1.5.1.4. IMOPEriupoBaHHbIC JICKAPCTBCHHBIC (YJOPMbI

1.5.1.5. Mupkue nekaperBenibie GOPMBI LIS HAPYKIOIO IPHMCHCIIA

1.5.1.6. XKnpkue nexaperseinsic GOPMBL YIS BIYTPCINICIO HPUMCHCHMS

1.5.1.7. MejannuHcKne rasbt

1.5.1.8. Ilpouue TBepIIbIC JCKAPCTBEHILIC HOPMDI

1.5.1.9. Ipeuapars!, HaXOAAILMCCs O] AABJICIHCM

1.5.1.10. PajmonyKiuiHbIe FCHEpaTophl

1.5.1.11. Mrkue jieKapcTBeniible (popMbl

1.5.1.12. Cieunt (Cy1103UTOPHH)

X 1.5.1.13. TabneTku

1.5.1.14. TpancjepMalibibie TUIACTRIPH

1.5.1.15. Tlpotas HecTepHBLHIAA JCKAPCTBCHIAL HPOJLY KILMSI

X | 1.5.2. Bropuunas (no1peGuTennekas) ylakoska

1.6 | Konrpouns kauecTsa

1.6.1. MukpoGHOIOrHYCCKIE HCILITAHMSA: CTCPHIBIOCTE

1.6.2. MUKpOBHOIOTHYCCKOE TECTHPOBAHUE: MUKPOOTIOJIOrHCCKasi HHCTOTa

1.6.3. Xumuucckue (pranueckue) HCILITanms

1.6.4. BHOJIOTHYCCKUC MCIILITAHNSL

B ornowennd 1o0bIX OFPENIH‘]CIII-IH MM NOACHCH, OTHOCHINHXCH K JIQUIBIM NPOU3BOJICTBCHHLIM  ONCPAIINAM (321 HCKIOYCHH
CIIYHACB, KOTUa HOACHCHUS ABIACTCH OOHIMM KOMMCUTAPHEM K HIpoLeccaM Ha ITPOU3BOACTBCIHOM OGT:CK'I‘C), rue OBl 1u NpUMEHATH
ITH OrpainuaCHU A TOZCHCITHA, NeoHXOINMO BKITOUATEL OTCLUIKY K COOTBCTCTBYIOLICMY ITOMEPY MTYHKT2 CCPT‘I{(I}ME{&T& GMP.
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EBpasuiickmMii 3KOHOMUYECKUIA COLO3
Ne GMP/EAEU/KZ/214-07-2025

2. UMITOPT JIEKAPCTBEHHOM ITPOJIYKLIMU

2.1

KonTpoiis KauecTBa HMITIOPTHPYEMOH JICKapCTBECHHOI TIPO/LYKILMHU

2.1.1, MUKpoOHOIOrHUCCKHE UCITBITANNS: CTCPIIIBHOCTh

2.1.2. MukpoBHOJIOIHUECKOE TECTHPOBANUE: MUKPOOHOJIOTHYCCKAs YUCTOTA

2.1.3. Xumnucckne (QU3HHECKHE) UCIIbITAIIHS

2.1.4. bUOJOTHYCCKHUC MCIILITAMMS

2.2

Ceprudpukalyis CCpul UMIIOPTUPYEMOIi JICKAPCTREHIOH 1IPOJLYKLHH

2.2.1. Crepunbias HpOLyKIKA:

2.2.1.1. Ilpon3BojiuMas B aCCHTHUCCKUX YCIOBNSIX

2.2.1.2. llogscpracmast UHUIIION CTCPUIN3AIUH

2.2.2. Hecrepunbuas NpoJyKIns

2.2.3 buosoruyeckas JiekaperseHias Mpo yKIHs;

2.2.3.1. TIpoy k1Ll KpOBH

2.2.3.2. UMMyHOJIOrHUCCKas NPOJLYKILI

2.2.3.3. Ipo/yKiius 11a 0CHOBE COMATHUCCKHX KJICTOK (IPOJiYKIMSI JUIS TCPAIlM COMATHYCCKUMHU KICTKAMIT)

2.2.3.4. I'cHOTEpANCBTUYCCKHUE IIPOJLYKTERI

2.2.3.5. BrHoTex1oJ0oruiccKas mpoLyKImst

2.2.3.6. TIpojtyKimst, BbUICJICHHAA M3 JKHBOTIIBIX HCTOUHMKOB WIIH OPraliop (TKAICH) HcioBeka

2.2.3.7. Tkanenipkeiiepiias npojykitns (HPOJLYKIUS TKaCBOI MHAKCHEPHN)

2.2.3.8. llpoyas Ouosiorudeckasn JICKapCTBCHIag IPOJIyKIMs

2.3

1Ipouasi AeATenbHOCTh 0 UMIIOPTY (BBO3Y)

2.3.1. [Tnomajixa Gpu3nucckoro kmilopra (spo3a)

2.3.2. IMIIOPT NPOMEXKYTOUHOMH NPOIYKIMH, HojBepraioniciics janbHeilieii obpaborke I
2.3.3. Tlpouce ) - - of
3. [IPOM3BOJCTBEHHBIE OINEPAUNY — DAPMALUEBTUYECKHE CYBCTAHUMA
MapmanesTHyeckas cyGeranius (cydcranumnm):
3.1 | [Mpoussojcto apMalleBTHUCCKAIX cyOcTanimii MCToloM XHMHHCCKOIO CHETE3d 4
3.1.1. [1pou3sBOACTEO 1IPOMEKYTOUHBIX HPOLYKTOR (GapMalEBTHUCCKON cyberanumn li N
3.1.2. TIpOM3BOACTBO HCOMHILCITHOMN (GapMaleTHICCKoil cyOeTaiim |
3.1.3 CosicobpazoBalinc (04MCTKA): s
3.1.4. TIpouee N
3.2 | Ilpoussojictso papMalieBTHICCKUX CYOCTalii MCTOAMH BRUICHICHIS H3 IPUPOJUILIX HCTOYHHKOR
3.2.1. Brutenenne GapMalerTHHCCKUK CyOcTatl il 13 HCTOYHMKOB PACTHTCILIOIO IIPOHCKOKICHUA g
3.2.2. Brutenenye hapMaleBTHIeCKHX cyOcTanimii n3 HCTOYHUKOB XKUBOTHOTO 1IPOHEX 0K ICHMUS]
3.2.3. Beuesenne GapMalesTHucckiX cyOcTaiinii u3 opranos (Tkanci) yenosexa
3.2.4. Boinenenue GapmatieRTHyceKuy cyOcTaiinii B3 MCTOUHNKOB MUHEPAILIIOTO IPOUCXOK/ICHUA ’
3.2.5 Mogudukanus suieicnoil papmaicsriacckol cyberanumn (ykassisactes 13 nynkros 3.2.1-3.2.4)
3.2.6. Ouuerka BuyeICHIOM (hapmatenTuieckoii cyferanimn (yKashiBacTcs MCTOUHHK M3 1yHKToB 3.2.1-3.2.4)
3.2.7. Ilpouce - } i
3.3 | Ipon3sojcTBo hapMareBTHYCCKUX cyfeTanimii ¢ nenon3osanneM GHOIOrniecKiX Ipoeccon
3.3.1. depmenTanus
3.3.2. Tlpou3BojctBO €  MCIOJIBL3OBAIMCM  KICTOUHBIX  KYJIBLTYP (ykasarh Ti
HCII0JIB3YCMBIX KJICTOK) (110/1 YKA3aUHEM THIE KICTOK HOHHMACTCA MX THIIOBAS CLCI(PHUHOCT b, JIMIHS, LITAMM {i
nipouce)
3.3.3. Buigesienue (04MCTKaA)
3.3.4. Momdukauus
3.3.5. [Ipouce I L
3.4 | [Ipou3BojCTBO CTCPHILILIX (PAPMALCBTIUCCKIX CyOCTailiiiti (pazpcimt 3.1, 3.2, 3.3 j1oiokiibl ObtTh 3a1I0JHCHDI, 1)

[PUMEIINMO)
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EBpasniickuii SKOHOMUYECKUNA COHO3
Ne GMP/EAEU/KZ/214-07-2025

3.4.1. (DB.]JMEU[EBTH‘-ICCKHC cyﬁc’rammu. HPOU3BOJIMMBIC B ACCIITHICCKHX YCIIOBHAX

3.4.2. dapMaleBTHUCCKHE CYOCTAHIMM, TO/IBCPracMbIe (PUINMIIHON CTCpUIN3AIHNT

3.5 | 3asepmiaronie cTajMu IPOUIBOJICTRA (PAPMALCHTHICCKUX CyOCTalIHid

3.5.1. Crajuu gpusnucckoil oGpaboTku:

3.5.2. ITepBuunas yuakoska

3.5.3. BropuuHas ynakonka

3.5.4. Ilpouce

(yxa3a'rh U OIlea[lMﬁ, HC OIHUCAHHBIX BLIIIT

3.6 | KontpoJib KaqccTBa

3.6.1, Duznueckue (XUMIUICCKIE) HCILITAIIHS

3.6.2. MuxpoGUONorMuecKue HCIbITanus (BKI10UAs UCULITAHUA 11d CTCPHIILIOCTE)

3.6.3. MUKpOOHONOTrHUECKHE HCITBITAHNA (MCKIIOYAs HCULITAHNS HA CTCPHIILHOCT)

3.6.4, BUOJTOIUUECKHE HCITbITAHM

4, IPOYUE ONIEPAIINU - DAPMAUEBTHYECKUE CYBCTAHUHUU

O[‘palchlmﬂ MY TTOACHUTCIILHBIC 3aMCTKH, KaCatOUIHCCs! obllacty HPUMCHCTTH CC}')'[‘H(])]IKH'I"(IZ

Baiirybaes E.H.

H.0. 3amccrureis [penceparcis Komurera
MEJIAIMHCKOIO M (PApMalICBTHYCCKOIO
KonTposts Munucrepersa

sapasooxpanctus Pecirybimkn Kasaxcran
(@O, po/KIH0CTS)

10 0%, Jogs

(AT OATNCATNSE UL MCC.TTT)

MLIL

{mommes)
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