EBpasniickmnii IKOHOMUUECKUIA COIO3
CEPTHOHUKAT

COOTBETCTBVS TPEBOBAHKMSIM ITPABUJI
HAJUTEXXALLIEM TTIPOM3BOJIC TBEHHOM TTPAKTUKHU
EBPA3SUICKOIO BKOHOMUYECKOI'O COIO3A

Ne GMP/EAEU/KZ/18-12-2022

(yuernsit Homep ceptudukara)

Cpox neficteus ¢ 09 centifps 2022 r. o 08 anpens 2024 r.

Be1zian 1o uroram npoeesienns hapMaleBTHUECKOH HHCMEKIMM B COOTBETCTRHHU C ITpaBunamu
npoBeaeHus hapMalleBTHYECKUX UHCTICKIIMIA.

Komurer Meanmnckoro u dpapmanerTiueckoro KOHTpoas MuHHCTEpCTRA 3JIPABOOXPAHEHUs
Pecniydnuku Kazaxcran

(noHOE MK COKPAIEHHOE HAHMEHOBAHHE YIONHOMOYCHHOIO oprasa)
MOJATREPKAAET CleAyIolIee:
npopeeHa apManeBTHUYESCKast MHCTIEK (1S

Frontier Biotechnologies Inc.

(MonHOE HAMMCHOBAHHE NPOM3BOAUTENS)

No.7 Building, No. 5 Qiande Road, Jiangning, Nanjing.
(anpec npousponcTBCHHON NNOmMANKY)

Ha OCHOBAHHH:
- sagBk oT 02.08.2022 roga Ha TPOBEJEHHE MHCIEKUMM HA COOTBETCTBHE TpeboBaHUAM
HaJlJIexAllel POU3BOJCTBEHHOM npakTuku EBPasHHCKOro 5KOHOMHUYECKOro ¢olo3a (uHOE OCHOBaHHE).
Ha ocHosanmy ce/icuuit, nomydeHHbIX NPH MIPOBEAEHHH (hapMaleBTHYECKON MHCNIEKLIMM, MTOCTe/HSS
M3 KOTOphIX Obula mnposeneHa ¢ 05 mo 09 centsOps 2022 ropa, cuuTaercs, uTO JAHHBINA
(hapMaueBTHYCCKUH  TIPOM3BOIMTEND COOTBETCTBYET  TpeOoBaHMAM  IlpaBunl  Haanekaiuei
TIPOM3BOJICTBEHHOMH IIPaKTHKK ERpasuiickoro 3KOHOMHYECKOro COr03a.

Hactosiumit cepTudukar oTpakaer craTyc NpPOM3BOLCTBEHHON MIOMAAKH Ha JaTy MpoBeaeHHs
(papManeBTMHECKOH HMHCHEKUMM M 10 HCTeueHMM 18 MecAlleR ¢  HaThi MpoBEACHNAA 3TOH
(hapMaleBTHHECKOH MHCHIEKLMK HE JI0JKEH NPUHHMATLCS B KAUecTBe JOKYMEHTA, CBUICTE/ILCTBYIOIIETO
0 cratyce cootsercTeus. Cpok AeHCTBUS cepTHdMKATA MOXKET GBITH COKpALIEH Wi pacluMpeH Ipu
HCTOJIL30BAHMHI COOTBETCTBYIONMX MPUHIIUIIOR YIIPABIEHUS PHUCKAMH NPH HAJIMYHM COOTBETCTRYIOLIEH
sanucH 06 orom B mone «OrpaHvuenHs WM MOSCHUTENbHBIC 3aMETKHM, KACAIOLIMecs OBnacTy
NPUMEHCHHA HACTOSIIETO CepTH(hUKATAY.

Ceprnoukar aensercs NefCTBUTCABHBIM B Cy4ac IPeICTABICHHS BCEX ero CTpaHuL (KaK OCHOBHBIX
JIMCTOB, TAK H JONOJIHHTESBHbIX JIACTOR).

AYTEHTHYHOCTS (TIO/UIHHHOCTE) HACTOSLIErO CepTU(HKATa MOKHO IIPOBEPHTE B Ha3e MAHHBIX
Komurera Mepmumnckoro u  apmauesTuueckoro koHTpons MuuucTepeTBa 31PABOOXPAHEHUS
Pecnybnuku Kazaxcran.

Ecimu  ceprndukar He npenctaeneH B ykasaHHONH Gaze JaHHBIX, cnellyer obparurbes B
YNOJIIHOMOYEHHBIH OpraH, ero BbIAaBIIHIA.
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EBpa3smniickmii SKOHOMUUYECKMIA coto3
Ne GMP/EAEU/KZ/18-12-2022

(yueTHBIH HOMED cepTH(HKATA)

.HEKapCTBEHHble CPeACTBA Jnsl MEAMUUHCKOrO NPUMEHEHHS
. BCTCP_HHB[]HLIC_J]eKapCTBeHHI:-IG CpeacTra

. OKCNEPUMEHTANILHBIE CPEACTBA

Ipon3BoaCcTBO M KOHTPONL KauecTRa
1. [IPOU3BO/ICTBEHHBIE OIEPALMHU - JEKAPCTBEHHA S MNPOAYKIIMA
1. CrepmibHas npoaykLys

X |1 Ilpoayxuus, mpuroTOBNEHIIAS ACENITHYECKUM TyTeM (onepamn 06paGoTkN AN CEAYIOUIIX TEKAPCTBEHHBIX (opm):

HHIKUC JEKAPCTBEHHBIE (HOpMBI GONBLLIOTO 00BeMa

KHIKHUE NeKapcTBeHHble (hOPMEI Malloro o0bemMa

HOUCTICPCHH

o

MO UNU3ATED

TBEPALIC ICKAPCTBEHHBIC [bOpMLI W MMITNAHTAThBI
MATKHE ICKapCTBCHHBIE d)OpMI:l

npoyas NpoayKIus Kuakue o ransMonornaeckue Gopmel
(ykasats B/l OPOMYKLHH WK JESTENbHOCTH)

2.Ilpoxykuus, noasepraioiiasca GUHALIHOMN cTepumzaly (onepaiuy 06paGoTin IS CAeyIOIIHX IEKAPCTREHHBIX (JOpM):
JKHIIKHE NeKapCeTBerHEIe GOpMEI 60IBIIOro 06BeMa

JKHIIKHE JIEKAPCTBEHHBIC (POPMEI Manmoro ofsema

TBEP/IbIE JIGKAPCTREHHBIE (JOPMBI M HMILIAHTATEI

MATKHME JIEKAPCTBEHHBIE (DOPMEL

TpoHas NPOLYKIIHA, TeKapCTBEHHEBIC (OPMBI

(yKazaTb By NPOJYKLHH WK NEATENBEHOCTH)
3. Brinyckarolnii KOHTpoJIb KauecTBa
2. HecrepunrHas npogyKuus
I:— 1. Hecrepunenan npoaykuus (onepauuu o6paBoTky ans CHEYHOIIMX IEKApCTBEHHBIX QopM):

KarcyJnl B TBEPAOH 0bonoyke
KAaICYNEI B MArKOH obonouke
HEBATEIBHLIE JIEKAPCTBEHHBIC (DOPMBI

HMIIPETHHPOBAHHLIE TEKAPCTBEHHEIE (JOPME]

HHAKHE JICKAPCTBEHHbIE (DOPMBI JJISl HAPYIKHOTO MPHMEHCHU

HHIKHC JICKAPCTBEHHbIE (POPMBI /151 BHYTPEHHEr0 OPUMEHCHHS
MEINLMHCKHE a3zl
MPOYHE TBEPABIE IEKAPCTBEHHBIEC HOPMEI
HPENaparsl, HAXOAAUIHECH [0 [aBICHIEM

TEHEPATOPB! PAAHOHYKIHIOR

MAIKHE JIEKAPCTBEHHBIE (JOPMEI

CBEYM (CYNMMO3HTOPHU)

TabneTku
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EBpasuiickmii 3SKOHOMMUYECKUiA coio3
No GMP/EAEU/KZ/18-12-2022

(yueTnsiit Homep cepTiukara)

TPAHCACPMATIBHEIC MLTACTRIPH
YCTpOHCTBA [T MHTPAPYMUHANLHOTO (BHYTPUPYOLOBOTO) BRCICHHA

npoyasd MpoyKIKS, TekapeTBeHnbe GopMel

(yKasath BU MPOAYKUMH HITH AETENBHOCTH)
2, Bolnyckarolmii KOHTPO/Ib KadecTea
3. buonornueckas nekapeTBeHHas NPOLYKIIs
1. Bronoruyeckas JeKapcTREHHAN TPOAYKIIS:

MIPOAYKTEI KPORH
UMMYHOJIOTAYECKAA HPOAYKIHA

[IPOAYKTEI HA OCHOBE COMATHYECKUX KIICTOK
TEHOTEPANEBTHYECKUE TTPOJIYKTHI
NPOJAYKTEL TKAHCROH MHIKEHEPUU
GHOTCXHOJIOI‘I/S'-IECKEIH Hpo,ﬂyKHHH

HPOOYKTEL, 3KCTPATHPOBAHHLIE U3 KHBOTHBIX HCTOYHHKOB HIIM OPTaHOB (TKaHeH) uenoseka

npovas MpopyKIns

YKZ3ATE BHA MPOAYRIAR WA IEATCIEAGCTA]

2. Brimyckatoumii KONTPONE KauecTra (IepeyeHs THIOB NPOAYKLAHR):

—

NPOAYKTHI KPOBH
HMMYHOIOTHYECKAS TIPOLYKLIMS
NPOAYKTBI HA OCHOBE COMATHYECKMX KIETOK
reHOTEPANEBTHYECKUE TPOLYKTHI
NPOJIYKThI TKAHEBOH HHKCHEPHH

GHOTEXHONIOTWYECKAs IPOAYKIIHS
NPOAYKTbI, S3KCTPArHPOBAHHLIC U3 IKHBOTHBIX HCTOMHUKOB WM OPratoB (Tkaneil) yvenosexa

npoYast NPOAYKI(Hs

(YKa3aTe BHTTIPOAYKOHAN HITH ICATEIEHOCTH]
4. TIpoyas IPOLYKUNS WK IPOH3BOCTBEHHAS NeATEIEHOCTE
1. TlpouzeoacTrO:

PACTUTENBHOM OPOIYKIIHH
TOMEONATHHYECKOH MPOAYKIMI

npoyas MpoIyKIHs

(YKa3aTe BRI TIPOYRIAW AT ICATCIIEACCTA)

2. Crepnnnzalius akTHBHBIX BENIECTB, BCIOMOTATENLHBIX BEIIECTE, FOTOBOH IPOIYKLHH:

dunbTpanps
CYX0KapoBast CTepHNM3aLHs
CTEPHIM3ALMS 1APOM
XUMHYECKasl CTePHITH3AUs

CTCPHIIM3ALMA raMMa-U3ny4YeHuem
CTCPUNH3ALNS JICKTPOHHBIM H3TYHYCHHEM

3. lpouee

(ykasarb BHI NPOAYKUMH KK JEATENLHOCTH)

4. Ilepuunas (BHYTPEHHSAS) YIAKOBKA;

KaIlCYNLl B TBEPJOH o0oNnouke
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EBpasuiickmnii 3KOHOMUYECKUiA coo3
Ne GMP/EAEU/KZ/18-12-2022
(y4eTHbli HOMep cepTuduKara)

| [xancyisr B MATKOH 060m01Ke
HEBATEIILHBIC ICKAPCTBEHHBIC (JOPMBI

MMIPErHHPOBAHHBIE NEKAPCTREHHLIE (JOPMBI

KUIKHE NEKAPCTBEHHBIE (JOPMBI A7 HAPY)KHOTO IPUMCHEHMHS
KUJIKUE JIEKAPCTBEHHLIC OPMBI AN BHYTPEHHETO PHMEHEHHA
MEIHMLMHCKUE ra3bl
IPOYHE TBEPABIE IEKAPCTBEHHBIE POPME]
[PENapaTsl, HAXOMAMINECS [0/ AABICHHEM
TEHEPATOPS] PAMOHYKIHIOR
| |Msrie ekapeTBenHbe JopMbl
cBeyH (CYMMO3UTOPUH)
Tabnerku
TPaHCAEPMANBHBIE TNACTHIPH

YCTPOHCTBA /IS HHTPAPYMUHANBHOTO (BHYTPHPYOIOROTD) BBEACHHA

11poYas OPOAYKIMS

(Yka3aTh BUJ NPOIYKLIMM WK AEATENLHOCTH)

5. Broprunas (moTpebuTenscras) ynakoska

6. Bemyckalomuii KOHTpons KavecTsa

7. MUKpPOOHOIOTHHECKOE TECTHPOBANHE: CTEPHITEHOCTE

8. MuKpOGHOIOTHYECKOE TECTHPOBAHHE: HECTCPHILHOCT
9. Xumuieckoe (pusryeckoe) TeCTHPOBAHUE it

10. Buonoruyeckoe TecTHpOBAHHE
II. KOHTPOJIb KAYECTBA IMTPH UMITOPTE JIEKAPCTBEHHOH MPOJIYKLIMU

1. KoHTponb kauccTea MMIOPTHPYEMOH JIeKADCTREHHOM 11POAYKLHH;

MHKpGﬁHDﬂOFﬂ‘IECKUC TCCTUPOBAHUE: CTCPHILHOCTE
Mptxpoﬁm)nomqecxoe TCCTHPOBAHHE, HCCTCPUIBHOCTD

XHUMHYECKOE ((DH3HUIECKOE) TECTHPOBAHHE

Ouonornyeckoe TECTUPOBAHHKE

2. Beimyckaionii KOHTpoms (cepTudmianis cepuii) HMIOPTHPYEMO# IPOYKIUK

CrepunbHas MpoayKIHi:

OponyKUuus, MPUTOTOBIAEHHAA ACENITHYECKHAM nyTeM

NPOAYKUMSL, TOABCpraomasics GUHALIHOHA CTepuIn3annu

Hecrepunsnan nponykuus

Buonoruyeckas JICKApCTBEHHAS NPOAYKUUSA:

NpOAYKTEI KPOBH
UMMYHOJIOTHYECKAS NPpOAYKIHA

[IPOAYKTBI HA OCHOBE COMATHYECKHX KIIETOK

TCHOTCPANCBTHYECKHE NPOJAYKTBI
NpONYKTHI TKAHEBOH UHXEHCDHH
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EBpasuiickuii SKOHOMHYECKHI CO103
Ne GMP/EAEU/KZ/18-12-2022

(yueTHsIH HOMep cepTuduKara)

OHOTEXHONOTHYECKAS IPOAYKIAS
IIPOIYKTHL, JKCTPATMPOBAHHBIE H3 KMBOTHBIX HCTOYHHKOB W OPTaHOB (TKaneit)

TpoYas NPOAYKIHs

(yKkasarh BUI OPOAYKLIME WM JIEATENBHOCTH)

3. llpoyas ieaTeNEHOCTS 10 UMNOPTY (BBO3Y):

nnow@anka pusueckoro ummopra (BBo3a)

HMIIOPT MPOMEKYTOHHOTO IPOAYKTa, N0Bepralollerocs fansHeimel o6paboTke

npouee

(yKkasaTe BHA NPOAYKUMH HIH ACATCILHOCTH)

Orpaanemm HIIH NNOACHUTEJIBHBIE 3aMETKH, Kacarouuecs obnacru NPHMEHCHMA cepTud)nKaTa:

Ha ocHOBaHMH OUEHKN PHCKOB, CPOK JIGHCTBUA TAHHOTO CepPTH(MKATA COCTABMAET 18 MECALER OT JaThl [POBEIEHUA
(hapmMalEeBTHYECKOI HHCMEKIIMY C HCTIONBb30BAHMEM CPEICTB IUCTAHLMOHHOTO B3auMOIEHCTRIS

baiicepknn B.C.

IIpeacenarens Komurera Meqxuuuuckoro u

bapmaneBTHICCKOT0 KOHTPOJIH

Munncreperpa 3paBooxpaHcHus i

Pecnyonuku Kaszaxcran i < - j“‘}a-;s W

(P©.H.0., 10/KHOCTE) : o - ] (nognuce)

C'rpannqa S5ual




