EBpasuiickuii skoHoMUueckuii co3

PT'Y «Komurer mesmumtckoro u (apmauesTuueckoro KOHTPOS
Munncreperea 3ApasooxpaHcHua Pecnytnuku Kasaxcerans

CEPTH®UKAT
COOTBETCTBUSA [TIPOU3BOJICT BA JIEKAPCTBEHHBIX CPEJICTB TPELOBAHWAM TTPABMII
I’LAIU]E}MVL[[EH HPOU3BOJICTBEHHOM [MPAKTUKU
EBPABHMHUCKOI'C 3KOHOMUWYECKOTO COIO3A
Ne GMP/EALU/KZ/94-04-2024
Cpoxk neficisus ¢ 26 Ateaps 2024 r. no 25 supaps 2027 r.
Boinan no wroram nposeserinsg (hapmatierTuyeckol micnekipm B COOTBETCTBHM ¢ [lpaBunamu

UpOBeNeHH  (hapMaleBTUYECKHX MHCHEKIMH,  yrsepiulcHHbIME  Pemnenmem Copeta EBpazuiickoii
VKOHOMUHECKOH KOMHCCHI OT 3 Hoa6ps 2016 1. No 83.

Komurer Meauuunckoro 1 dbapmauesTHUeCcKOro KORTPOIS
Munncrepcraa zAapaeooxparcuna Pecrybnuxku Kazaxerau

AGATBREepxaeT ciignvioniee:
HpoBegera (l)apMaHEBTP}‘{CCl{aﬂ AHCTICKUHSI

«Adamed Pharma S.A. »
ul. Marszalka Jozefu Pilsudskiego 5. 95-200 Pabiasice, Moma

Ha OCHOBaHMIL:

- 3aisleRus oT 22.12.2023 roaa ma nposenerise HHCNEKLMI Ha CoOTBETCTBYE TPeDOBAHUMAM HajIesKaleil
[POH3BOACTBEHHON npakTiki Erpasuiickoro JKOHOMHYECKOI'0 COI03a (IHHOE OCHORAaHHMe).

Ha ocnoBaniu ceesennii. nonyyenmpix TIPH NPOBE/ICHUN (apMaUCBTHUECKON MHCTeKL, NOCTeIHAN 13
ROTOpL!X Obila TipoBeneHa ¢ 23 no 26 gisapa 2024 roza, ycraHosneno. uTo JaHHOe (apmauesTHYeCKOE
[IPOHSBEOACTES cO0TBETCTRYET TpeBosanusm [Tpasus HAANCHKAIUCH [IPOH3BOACTBEHHOMN MPAKTHKH Erpasuiickoro
IKOHOMHUCCK ) COM3A, IKBUBAICHTHEIX Npusunnan Pykosonctsy Erponeiickoro coroza [0 Hagnexaiei
I!p'OH?BO,’_ICTBCHHOﬁ NPAKTUKE JIEKAPCTBEHHBIX cpeacrs A MCOARUHHCKOTO H BeTeanapﬁoro NpPHMEHEHHS H
TprHuHnam CHCTEME] COTPY{HHUYeCTRE (apMaleBTHYECKHX HHCTeKIHi] (PIC/S).

Hacrosuymit cepruduxar orpaiaer CTATYC TIPOH3BOACTRCHHON MIOWEAIKY  Ha 1Aty TnpoBejenns
(papmatesTiIeckol MHCHEKIHA 1 110 NeTedentn Gostee 3 JieT OT 1aTh npogenenus TIOCIIE/THETO JIHS TIOCTEHETO
MHCI‘!CKTHPOB&HMH HE MQIKCT CUHTATBLCH JOKYMCHTOM, CBH,ELCTEHI:CTB}/[‘OL[H/IM o] CTaTyYCC COOTBETICTBHS. CpO’K
ASHCTBHA CePTH(UKATA MOIKET ObITh COKPALIEH NPH UCTTONL30BAHKH COOTBETCTRYIOMIMY NPUHIIHUIOR YIIpaBieHMs
PHCKAMH 1IpH - HANMMUM COOTBTCTRYIOWEH 3anucH B nome «OrpaHnicHs Wil M0SCHHTENbHbC 3AMETKH,
Kacarouecs 061acTH NPUMEHEHUs HACTOALLero cepTU(iKkaTa.

Cepruduxar ssisercs gelicTBUTe TbILM B CTyHae Npe/ICTaB/ICHIs BCEX 10 JIMCTOR (KaK OCHOBHBIX THCTOR,
TAK 1 N0MONHUTENBHBIX IMCTOR).

AyTeHTUUROCTS ( HONSUHHOCTL) HACTOALIETO cepTHdMKATA MOKHO MPOBepUT: B Oaze maHHLIX Komurtera
MEMLUIMHCKOrC 1 (HAPMALCBTHYECKOIO KOHTPONS MutucTepersa 31pasooxpauenis Pecny6nunku Kazaxcran.

Ecan cepriiguxar ne TIPCICTaBICH B VKA3aHHOH Oa3e JaHnLIX, CHCNYeT O0paTHTBCA B YIORHOMOYEHUbIT
OpPraH, Cro suiIasnil.
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EBpasuiickuii skoHoOMUYeckuii cotoz

Ne GMP/EAEU/KZ/94-04-2024

X | JlekapcTBERHbIE CPeACTRA WISt Me IMLMHCKOrO HIPHMEHCHUSI
|| JlekapcTReHHbIe npenapaTsl 115 KIMHHYECKHY HCCIICI0BAHUM (MCTIBITAHMIA)
Kon Haumenoranme
1. MPOU3BOACTBEHHBIE OMEPALIUMU - JEKAPCTBEHHASA NPOAYKLUA
_ L1 | Crepunshas npoy ks
L 1§ Ilpousromumas acentuueckim iyTem {onepauun odpadorky s CIEAYIOUUX ICKAPCTBEHHABIX (hopn):
I.1.1.1. XKuskue sexapereensie Gopmsl 60600 06bema
1.1.1.2. XKunkue nexapcreeniie GopMbl Maliero ofpema
1.1.1.3. Jucnepeun
1.1.1.4. JTnogunmsates
1.1.1.5. Teepabie mexapereenusie hopmsi 1 HMIIIAHTATh]
- 1.1.1.6. MiArkue nexaperrernsie GopMBbl -
L 1.1.1.7. Hpouas npo.iyxiuis, nponssoaumMan 8 aceirrHiceriy YCNOBUAX
| 1.1.2. Ilongepraemas uEUIIHON CTepuIsany (oncpatinu 06paGoTku A ClleTyIoNIHX JIEKAPCTBEHHEBIX (hopM):
1.1.2.1. JKuakne nexkaperreniisie dhopmel Gonbioro ofbema
1.1.2 2. 3Kuakue nekapcTeennsie hoprbl masioro oGsema
1.1.2.3. Teeprsle nekaperpentipie (OpMbI 11 HMIZANTATH
1.1.2.4. Msrkue nekapeTBeHHble dopmabl D
[.1.2.5. Ilpoyas nponykuus, NOUBEPraeMan (MLHIIHOM CTEpUIU3aALHN
X | 1.i.3. BRUyckawLiuii KOHTPONL KanecTna (Brinyck cepun): JKujKHe JIeKapCTBeHHbIe hopMbL, KA A0S T
1.2 | Hecrepumuas mponykiums
X 1.2.1. Hecrepuabhas npomy kuns (Texsonornueckne ONCPAUHI 117 N0.TYHCHHR CICAY HILUMX TEKADCTBEHHLIX hopm):
X 1.2.1.1. Kaneynnt B TBepaioii oGonoumke
1.2.1.2. Kancy:nt B Markoii oGononice -
N 1.2.1.3. eraTeanHsle NeKapeTeeHbIe dropmn
L 1.2.1.4. Umnperiuposanttie Jekaperseninle hopMpl
1.2.1.5. 2Kuaxue nexapcerreHiivie GopmMbL AN HapyKI0ro IpUMeHeH s R
" 1.2.1.6. XKuiakHe nekapeTeenibie Gopmsl s BHYTPeHHErO [IPUMEHEH M
1.2.1.7. Melnumsckye razsl o
1218 11poysie TBepABIE JeKAPCTRCHHLIE hopnist ]
. 1.2.1.9. lpenapatel, haxoasiuuecs ro,1 fasneHen
1.2.1.10. Pannomykniianple IerepaTophl
i 1.1.1.11. Msrkue nekapcTeeHHsIe Gopmb!
» 1.2.1.12. Ceeun (cynnosuropun) -
b 1.2.1.13. Tabnetxn
|- K 1.2.1.14. TpancnepmansHeie miactsipu o
i 1.2.1.15. YeTpoiieTsa ans nHrpapyMuHaisnoro (BIYTPHPYOUOBOrO) BB ACHMS e
| 12106 Ilpovag nectepnnbuas nporykius ) |
X 1.2.2. Brinyckaroumii KOHTPOTs kadecTsa ( cepTuduraiig cepmu)
1.3 | Buonoruyeckas JEKAPCTBEHHAS MPOAYKLUHH
[.3.1. Buonornveckas nekapcTeennas UPOAYICLLILA:
| L.3.1.1. TlpoaykTe! kposu o o
1.5.1.2. MMMyHONIOrHYeCKas mpo.Ly ki
1.3.1.3. TIpo/IyK1iusi Ha OCHORE COMATHUECKNX KIETOK (MPOAYKUMSA 114 TepANUH COMATHYECKHMY KJIeTRAMi}
- 1.3.1.4. TerioTepanertuueckas NPOIY KIS
1.3.1.5. Buorexnonornuecxas MPOJIYKIiKA
| 1.3.1.6. IpoyKums, BblIEIEHHAS U3 IKHBOTHBIX HCTOMHIKOB HIIM OPranoB (TKaHei) yenosexa
} 1.3.1.7. TxaveusxenepHan npoayxums (NPOAYKUMS TKAHEBOI HHXKEHepIu)
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EBpasuniickuii 3koHOMMUYECKMii coto3

Ne GMP/EAEU/KZ/94-04-2024

{ 1.3.1.8. Mpouas Guonorndeckas JIEKAPCTBEHHAS MPOIYKILIS

1.3.2. Beinyckaromuii KOHTposib KauecTsa (ceprudmranus cepuu) (nepeucts BHIOR NPOIYKLMM):

1.3.2.1. TlponykTsl KpoBu
1.3.2.2. MmMmyHonoruueckas NpOLYy KIS

1.3.2.3. TIpoayKTbl Ha OCHOBE COMATHUYECKNX KITETOK (MPOJLYKUHMS 115t TEPAIMH COMATHYECKHX KIETOK)
-3.2.4. T'cnorepanesThyccias NpOIYKINa
[.3.2.5. BuoTexHonornyeckan NPONYKUMS

3.2.6. TTponyKuus, BuIACTCHHAR H3 KN BOTHEIY HCTOUHHMKUR HIIH 0prakoB (Tkaneit) uenoseka

1.3
1.3.2.7. TkaHennxenepHas IPONYKUMSA (MPOIYKLIS TRAHEROH liHKeHepHi )
1.3.2.8. Npouas Gnosoruycckas NEKAPCTBEHHAS MPONYKUES

t.4 | Hpouas nekapcetsensas npoxykums nam IIPOU3BOMCTBEHHAS JICHTENLHOCT)

1.4.1. TIpoussoncTeo:

1.4.1.1. Pacthrensuas npon}xum

1.4.1.2. Tomeonarudeckoii npoaykimn

1.4.1.3. Tlpouas npoaykuus =

1.4.2. Crepunisauns GapmMalcBTHYCCKIX CyOCTaHUME, BCIOMOTaTeNLHLIX REMECTR, FOTOBOM LPOAYKLIH:

1.4.2.1. ®uawrpauua

1423, Crepuivsauus napou

1.4.2.4. Xumindeckas crepunusaims

1.4.2.5. Crepunusanus TaMMa-H3IVUEHHEM

1.4.2.6. Crepunusaiuns 2MeKTpoHHLIM H3AyueHnem

1.4.3. Tpoyee

1.5 Vna}(OBJ\'a

X 1.5.1.1. Kancyunnl B TRepnoii 06onouke

-5.1.2. Kancynel B markoii oGonouxe
5.1.3. JKesarearnpie nekapcreenunie Gopmul

-5.1.4. Umnperuuporantsie NEKAPCTBEHHBIC (hopMLI

swita | ot | |t

-5.1.5. Knakue nexapersentbie (opmsl 2715 BapyxHOrO NpHMEHEHHS
5.1.6. Kuakue nexapcrsennbie Gopunt i BHVTPCHUCTO DpHUMeHenia

5.7, MennumHckie rass
:3.1.8. lIpoune TBep/ible NekapCTEEHIbIC hopmet

-5.1.9. [Ipenaparsl, Haxomauiecs 110J1 AABJICHHEM

-5.1.10. Pagnonyknuansie reneparops:

-5.1.11. Markue nexaperBenupie (opmp
5.1.12. Creunt (cynno3uropui)

S5.1.13, TaGnerxu

e | |t e | | e | |

-5.1.14. Tpancnepmanpabie TLIACTRIPH

1.5.1.15. Tlpouas HecrepuibHas JIEKAPCTREHHAR NPOAYKINS

X | 1.5.2. Bropuunas ( noTpebnTensekasn) ynakosga

1.6 | Konrpons kauectra B

1.6.1. Muxpofuoiloruueckue ucnniTanns: CTEPHABHOCTE

X 1.6.2. Mukpofuonornueckoe TECTHPOBAHHE: MUKPOOHOIOrMYLCKAN YHCTOTA

X 1.6.3. Xumuueckue (dbusuteckue) uersiratng
1.6.4. Bronoruueckue nenbiranus

CIY1acs, K012 HOLCHCUMC SBJI9CTCS 001UM KOMMCHTAPHEM K IPOLCCCaM LA IPOM3BOICTBEIUO0M cOnexre), rue 5h 1u HpAMEIINE
T1H OTPAIMYCHHS 11K DOACHCIHA. HeoDX0MIMO BEMMOUATE OTCLLTRY K COOTBUTCTRYIMNENY HOMEPY MyHKTA ceprudurara GMP,

B orHOmEeRWy mOOLIN orpavtennil Wit oncaci OTHOCANIMNCA K JMHHRIM LUPOBE3BO,ICT BEHHSIM QUEPAIMAM (38 WCIIIFOUCHHE
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EBpasuiickuii akoHoMUueckumii colos
Ne GMP/EAEU/KZ/94-04-2024

2. UMINOGPT JEKAPCTBEHHON NPOAYKLHK

2.1 | Koutpons xauecrra UMIOPTHPYEMOH NeKapeTBesHoi NpoIyKLH

[2.1.1. MuKpPGOHONOrHUECKHE HCTIBITANNS: CTEPHILHOCTL

2.1.2. Mukpofuonorudeckoe TECTHPOBAHUE: MHUKPODHONOrMYLCKAS YHCTOTA

1.3 Xamnueckue (duznveckue) ueneitanus ‘h

-1.4. Bojloruueckue nensitauus |

Ceprudukaiina cepuu uMnopTHpyemoii NPOLYKIHK

2.2.1. CTepuabHas npoayxius: {

!

|

o

29
I

__2.2.1.1. Ilpoussonumas B acenTuieckny YCIOBUAX
2.2.1.2. Tlonsepraemas GpuHULIHOI CTEPIITH3AIN
2.2.2. HecrepuiisHas npoyKLms
2.2.3 BuoAor4ecKas JiekapcTeeHHas NposyKLLS:
2.2.3.1. TTpoavKTsl KPoBH
2.2.3.2. IMMYHOIOTUUECKAS TIPOLYKLIHS
2.2.3.3. IMpoaykius Ha ocHoBe COMATHUECKHX KNETOK (IPOAYKUHSA WIS TEPANHU COMATHYECKUMM KIIETKAMU )
2.2.53.4. eHoTepanesTHIECKE NPOIYKTH
.. Bruotexnonornieckas npomykiis
-0. Ilpoaykuus, BbliceHHas 113 KUBOTHLIX HCTOUHHKOB WK OPraHOB (TKaHeH) Yecseka 1
3.7. TKaHeHUHKEHEPHAS NPOAYKLUS (MPOAYKILS TRAHEBOMH MHIKEHCPHH) i
2.2.3.8. Ilpouas Guonoruueckas NEKAPCTBEHUAA 11ROy KIS
2.3 | Ilpoyas nesTembHOCTD [0 UMITOPTY (BRO3Y) )
2.3.1. Nnoimaaxa puznueckoro MMIopTa (BBo3a)
2.3 2. IMUODT NPOMEKYTOUHOI NpOMyKitk, noasepratomericn nampueiiuei 00padoTke
2.3.35. Ilpovee . . )
3. NPOM3BOACTBEHHBIE ONEPALLIMH — GAPMALEBTUYECKHUE CYBCTAHUMYU
_DapmaicsTHuCCKas cyGeTaHIus (cyberanumu):
3.1 | HpoussoscTteo dapmauestuueckinx CyOCTaHUIN METONOM XHMHYECKOTO CHHTE1R
-1.1. TlpouspoIcTBo 1IpomMesy TouHLIX NPOIYKTOR ()apMalleBTHECKOMN CyGCTa LKy
1.2, TTpoU3BOACTRO HEeOUHIIIEHHO cbabrwaueramrzccxoﬁ cyBeTanLmn
1.3 Concolpasosaniie (04HCTKA): KpHCTANAMSaILMSA
1.4, [pouee
3.2 | llpoussoicTho thapmaieBTHIECKIX CyOCTAHUMIT METOIAMY BhifeICHNY 13 TIPHPOAHBIX HCTOYHHKOB
3.2.1. Boineaenne dbapmauesTHaeckmx CYOCTAHLIH U3 HSTOUHMKOR PaCTHTENLHOO TPOUCXOKEHUS
| 3.2.2. Boiienenue hapMaicBTHUCCKIY cvOCTaHLININ W3 MCTOYHIKOB KUBOTHOTO TIPOHCXOKACHHS
3.2.3. Buinenenue dapmaueBTHIECKUX cyGeranumii 13 oprasos (Tkanei ) yerosexa
3.2.4. Buienenue dapmanesTuueckmx cyOCTAHLMIT 13 BCTOYHTKOB MHHEPRNBHOTO TPOUCKOKIEHUs y
5.2.5 Moludukaius BepIeNeHROI (apmaverTHyeckoii cyGeTanm (ykaspiBaeTcs M3 nmyHKTOE 3.2.1-3 24)
3.2.6. OuncTra BBIZENEHHOMN (apmauesTiueckol cyicTanimu ( YKA3bIBACTCA HCTOUHHK K3 MYHKTOB 3.2.1-3.2.4) e
3.2.7. lMpouee ~ ]
3.3 | lponspoactso (apmatieBTHYECKIX cydcraninii ¢ HenoiIL30BaHIEM GHONOMHICCKAX ITDOLECCOR
3.3.1. Depmentauus )
3.3.2. HpoM3sBoAcTBO € HCIOMB30BAMEM  EICTOUHNIN Kyatyp B (vKazars  T1hy :
HCTIONB3YEMBIX KETOK) (MMOA YKA3aHHEM THIA KNETOK NOHUMABTCH HX THHODAS CCLHGHUYIHOCTD, TUHAS, WITAMM |
npouee) <
3.3.3. Buigenenue {(ouncrica)
3.3.4. Monudwukanus

~
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3.3.5. llpouce . s
34 | Tpouzroncteo CTEPUNLHBIX BapManesTiieckix cyberanunii (pazaenst 3.1, 3.2, 3.3 20micnn 6ot 3AMOAHEHBL, ri0 ! <
NPUMEHUMO )
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EBpasuiickuii SKOHOMUYECKMUiT coloa

Ne GMP/EAEU/KZ/94-04-2024

3.4.1. dapmauesTHueckue cyOCTaHUMM, NPOUIBOIMMBIC B ACENTHICCKUX YCAOBHUSIX

3.4.2. ®apmauesTHYeCKHE CyBCTAaHIMM, noABepraemelc (JMHHLWHON CTepUIH3ALHY

s
‘Ln

| 3aBepluaiolile CTa MK NPOU3ROACTEA dapmatesTIeckux cydeTanumii

3.5.1. Cranuu pusnueckoii odpaborku: MPOCEeHBaHNE

3.5.2. [epruunas ynakoska

3.5.3. BropHyHag ymakoBka

3.5.4. Ilpouee

(YKa3aTh 1715 ONepALKii, He ONHCAHHBIX BhILIE

3.6 | Kontposs kavectsa

3.6.1. Dusuyeckie (XHMHYECKHE) HCTIBITAHUA

3.6.2. MuKpoGHOIOrUYecKHe HeNbITAHUS (BKTIOUAN MCTIBITAHUS Ha CTEPUIIBHOCTH)

——

3.6.3. MHKpOOHOMOTHYEeCKIE HCTBITAHNS (MCKIIOan HeNbITanns Ha CTEPUNBHOCTD) x

__ | 3.6.4. BHOIOTHYECKHE UCTIEITAHMS 1
4. [IPOYUE ONEPALIMMY - DAPMAUEBTUUECKKE CYBCTAHLIMK ;
o

Orpainsenng Hau NOACHHTELHbBIE 3aMETKH, KacaKIIecs 06AacTH NPUMEHEHH cepTHdrKaTa:

Kemmexanosa A. .

3amecrurens Tpencenarens Komurera
MEAMHEMHCKOro ¥ hapMaleRTHIeCKOro
KOHTpOns MuHucTepeTRa

sApascoxpaneHns Pecnivénnku Kasaxcran
(DILO., mirknocts)
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