Eypasuanbik IKOHOMUKaNbIK, OfaK

«Kasakcran PecnybnukacsiHbig Jlencaybik caktay MUHHCTPITIN
MenuumHanbik xone papmauesTikanbik Oakpinay komureriy PMM

CEPTH®HKATDI
EYPA3HAJIBIK DKOHOMHUKAJILIK OJAKTLIH
THICTI ©HJAIPICTIK ITPAKTHKA KAF WJIAJIAPBIHBIH TATIATITAPBIHA
JAOPUIIK 3ATTAP OHAIPICIHIH COUKECTITT TYPAJIBI
Ne GMP/EAEU/KZ./73-12-2023

Konaansuty mepsimi 2023 skbirer 08 kpipiyiiexren 2026 sxouiest 07 Kbipkyiiekke aeifin

Eypasuanelx nKOHOMMKAIBIK KoMmHccHs keHecinin 2016 skpuirbl 3 Kapawanarsl Ne83 mrermimiven
Oekirinren apMalleBTHKaIbIK MHCHCKLMS OTKIZYy KardanapblHa colikec (apMaLCBTHKANBIK HHCTIEKLMA
OTKI3Y KOPBITBIHIABLIAPGI O0MbIHIIA Gepini.

Kazakcran PecnyOaunkacsl JleHcayiblk cakTay MUHHCTRAITI
MenuupHanpK sk2ue dapMaueBTHKAIBIK DaKbL1ay KOMWTETI

MBIHAHBI pACTAHbI:
hapMaleBTHKATBIK MHCIIEKIMA OTKI31nai

Samsung Biologics Co., Ltd.
300, Songdo bio-duaero, Yeonsu-gu, Incheon, Republic of Korea

Herizinpge:

- Eypasuanbik sKoOHOMUKAIBIK 0JaKTbIH THICTI ®HAIPICTIK NPaKTHKACHIHLIH TAlAITAPbIHA COMKECTIriHe
uHcnekuus xkyprizyre 01.07.2022 sbinFs! 9TiHIMI (931€ Heris).

({DapmaleBTUKATBIK WHCNEKLMS OTKI3Y Ke3iHe albiHFaH MafiMeTTep Herizinae, conrbich 2023 sKbUIFbl
04 meu 08 xpipkyfiek apambiFbiHaa OTKI3ITEH OChl DapMaLEBTHKANBIK OHAIpYL EypasHsaiblk 5KOHOMHKANBIY
onakthi  TuicTi eHaipicTik npakTHKAa KaruganapelHblH - Tananrapsina  colikec keneai jen  Oearinewni,
MEJMUMHANBIK JKOHE BETepPUHAPMILIK KONAAHYFA APHAIFAH Apifik 3aTTapibiH THICTI ©HEIPICTIK DPAKTHKACKI
Kore (apMaueBTHKANBIK MHCICKIMANAD bIHTBIMAKTACTBIFL KYiiecinin (PIC/S) karuparrapst Med Eyponansik
OnaxTeiy HaciubUIbIFbIHA OanaMansl.

Ocpr ceprndukar (apmaueBTHKaIbIK HHCIEKUHS OTKI3y KyHiHe eMipicrik anan maprebecin xopeeren
HoHE 0Cbl (apMaUeBTHKANBIK MHCIEKUMA JKYPri3inred KyHHeH Gacrtan 3 Kbl ©TKeH COH calikecTik MapTebeciy
aiiraxraliTbll  Kykat peTiHae cadanmaipl. CeprudmkartThiH KOMuaHbily Mep3iMi «OChl  CepTH(MKATTBIY
KOJILAHBILY CANachiHa KATHICTBl LICKTEYNEP HeMece TyciHaipMe xasbaiapy JKOMbIHAA O Typanbl THiCTI xasta
Oouca, kayinrepai 6ackapybiH THICTi KArHIATTaphIH NaiiianaHy Ke3iuie KblCKApThLTYbl MyMKIH.

Ceprudurar oHbiH Gapiblk napakrapbl (Herisri mapaxrapbl @, KOChIMUIA MapakTapbl 1a) YCbIHBIIFAH
Jarjaiia raHa xapamisl 00N Tabbliasbl.

Ocbl  cepTH(uKaTThIH, - coiikeeririn - (Tynuyckacsin) Kasakcran PecnyOnukacsl  JIeHCAYTBIK  cakTay
MUHHCTPRIr Meauuunanbik soHe hapMaleBTHKANLIK 0aKbLLIAY KOMUTETIHIH JIePEKKOPBIHAA TeKCepyre Donanbl.,

Erep ceprndukar kepcetinren aepexrep 6azaceiHan Tabblimaca, oubl Gepren yakineTTi opranra xabapnacy
KCPEI.
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X | Menuuuuansik Kojganyra apHaaral Iopiiik sarrap

Knuuuxanbik 3eprrey apHanran JAopiiik 3aTrap

Konst

ATaybl

1. GHIIPICTIK ONMEPALIMAJIAP - IOPIJIIK OHIMIEP

1.1

Crepuiibal oHiM

X

1.1.1 AcenTuKalblK JKOAMCH JaiiblHaanral eHiM (MLlHa A3pUIIK TYpilepili oH1eyTe apHAIFaH onepanusiap):

A1 1L Yaken kesiemaeri CyHbIK 1opistik Typaep

1.2. Kenemi warbix cyliblK Aapiiik Typaep

1.4. Jlnodunuzarrap

1.

1.1.3. Nucnepcusnap
L.

1

1.5, KarTel napinik Typiep skaHe MMUAAHTATTAP

1
1.
1.
L.
l.
L.

1.1.6. XKymcak popiik Typaep

1.1.1.7. AcenTHKa/IbIK JKOJIMEH JAifBIHAANFAH 3¢ OHIMIED

1.1.2. Conrbl CTEPHINH3AUMAAAH OTETIH OHIM (MbIHA 12PifiK TYphepai eHjeyre apHANFan onepanusnap):

1.1.2.1. Ynken xenemzeri cyiiblk Aapinik Typinep

1.1.2.2. Kenemi warbin cyiiblK I9pilik Typaep

1.1.2.3. Ka1Thl J9pinik TYpIEp KoHE UMIIAHTATTAp

1.1.2.4. JKymcax goapinix Typnep

[.1.2.5. Conrsl cTepuIM3allignan OTETIE 03Te oHiMaep

1.1.3. IlirapbiibiM canacei DaKbIay (CCpUs WLIFAPLIIbIMbL)

1.2

Crepuneai emec enimMaep.

1.2.1. Crepunbai eMec oHIMASP(Keneci Japinik Typaepai any KesiHaeri TEXHONOTHATEIK ONEpaImsnap):

1.2.1.1. KabnIFbl KaTThl Karcyaanap

1.2.1.2. Kabbirsl xyMcak Kancyiaiap

1.2.1.3. IllafinaiiTein A9pinik Typnep

1.2.1.4. FIMIperHupaik Japijix typiaep

1.2.1.5. CuIpTKa KOJIIAHYFa apHAIFAH CyHbIK AapiTiK Typaep

1.2.1.6. [like xonnanyra apHanfai cyiblK Iapiiik Typep

1.2.1.7. Meanuunansik raszaap

1.2.1.8. backa 1a Karrsl gepidik Typnep

1.2.1.9. KpiceiMnarbl nipenapatTap

1.2.1.10. Papnonyknuarep reneparopnapsl

1.1.1.11. JKymcak napinik Typaep

1.2.1.12. Creua (cynmosutopuiinep)

1.2.1.13. Tabnerkanap

1.2.1.14. TpancnepMansal ®adblCThIPFbIITAP

1.2.1.15. MuTtpapyMuHambAl (THIPTHIK illiHe) CHri3yre apHaTFaH Kypansbinap

3 €

1.2.1.16. backa na crepunbai emec oHimMaep

1.2.2. lllsirapeieiv canackiH Oaxbiiay (cepustbl ceprudukarTay)

1.3

BHOTOTHANBIK T9pLaiK 6HIM

1.3.1. bruoaorusisik 1apinik oHiM;

1.3.1.1. Kau enimpepi

1.3.1.2. UIMMYHONIOTHANLIK 0HIM

1.3.1.3. CoMaTHxaibIK JKacyanapra Herisaenrex euimaep

1.3.1.4. TeHoTepanuansix eniMaep

1.3.1.5. BHOTEXHONOIMSIILIK OHIM

1.3.1.6. JKaHyapnap Hemece ajaM arandapLinan (Tinjiepien) anLirad siMaep

1.3.1.7. Tinnpik-neKeHepiik exiMuep (TiHAIK HHKEHEpUs oHiMaepi)

e VT




Eypasuanbik 3KOHOMMUKANbIK 0AaK,

Ne GMP/EAEU/KZ/ 73-12-2023

1.3.1.8. buosoruanelk e3re eHimuaep

1.3.2. llptrapsuibiMelH Daksinay (cepusHsl ceprudukartay) (eniMaep Typrepiniy tizdeci):

1.3.2.1. Kau eHimzepi

1.3.2.2, UMMyHOTOTHANBIK 6HIM

1.3.2.3. ComaTuKabIK JKacylaTapra Heri3Ae/ireH oHiMaep

1.3.2 4. I'enoTepanusansik eHiMIEp
1.3.2.5. BHOTEXHONOTUANEIK OHIM

1.3.2.6. Kanyapnap Hemece ajiam ar3anapbiian (TiHaepiHeH) anbiHFaH oHIMIep

1.3.2.7. TiH HIDKeHepUACLINLIN OHIMIep]

1.3.2.8. Buonoruansix e3re eHiMaep

1.4 | ©zre eHiMIep Hemece OHAIPICTIK KhIzMeET

1.4.1. Ouazipic:

1.4.1.1. Ocimaix eximaepi

1.4.1.2. l'omeonarusanslk eximaep

1.4.1.3. ©3re onimuep

X 1.4.2. Beficeni 3aTTapabl, KOCLIMILE 3aTTAPALL, AAllbiH 01iMAEPAl CTEPHIM3ALKIAY:

X 1.4.2.1. Cyzy

1.4.2.1. Kyprak BICTBIKIICH CTEPHINIALHANAY

1.4.2.3. Bymen ctepunn3auusnay
1.4.2.4. XuMHAABIK CTEPUAM3AUMATIAY

1.4.2.5. I'amma-cayneMeH cTepunuzalusiay

1.4.2.6. JneKTpOHALI CoyNeMeH CTepHIn3alyanay.

1.4.3. Backa

1.5 Kanrama:

1.5.1. Bacranke! (iwki) kantaMa::

1.5.1.1. Kabsirbl kaTThl Kancynanap

1.5.1.2. KaOBIFE! )XyMcaK Karcymnanap

1.5.1.3. Waitnaiituin aapinik Typnep

1.5.1.4. ToneIkTsIpbUIral Jopinik Typaep

1.5.1.5. CoIpTKa KOJIlaHyFa apHanfaH cyHLIK Japinik Typaep

1.5.1.6. huke xonmanyra apHanFaH CyHBIK ZOPiTik Typiep

1.5.1.7. Mennwinansik rasuap

1.5.1.8. O3re KarTbl Dopinik TypIep

1.5.1.9. Kelceimpaarsl npenaparrap

1.5.1.10. Pagnonyknuarep reHepaTopiansi

1.5.1.11. 3KyMcak Dapilik Typnep

1.5.1.12. Cgeua (cynnosuropuiinep)

1.5.1.13. TabneTxanap

1.5.1.14. TpadcaepManbai KabbICTHIprbItITap

1.5.1.15. Crepunbai eMec e3re eximaep

1.5.2. Exivwi (Ty ThIHYIIBIABIK) KanTama

1.6 [sirapy canacblH 6aKbLUIAYILLI

X 1.6.1. MUKpOOHONOTMANLIK TECTINRY: CTEPHIIL I

1.6.2. MuKpOGHOJIOrHsIBIK TECTIIRY: MUKPOGHOMOTHSLILIK TAZAIBIK
X 1.6.3. XuMuAneik ((hH3uKabIK) TECTiNey
X 1.6.4. BHONOTHANBIK TECTiNEY

Qcwl oHAIpicTik ONEPRAMATAPFA KATHICTHL K3 KeNrel OIeKTeyiepre Hemece Tycimipmenepre kaTeICtel (Tycingipme empipict
ofbeKrigeri npoucciepre Maulnl Tycinikieme GoupI TabLLIATLII KAT 1A Tap AL KOCHATAIAA), OCHI LICKTEYJICp HeMece Ty ciitipmer
Kail skep/ic konnanpiica 12, GMP cepTudukars! TapMarbinLi TRICT HOMIPIHG CiTeMell Kocy KameT.
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2. JoPLJIIK OHIM UMIIOPTHI KE3IHAE CANNAHbLI BAKBLIIAY

2.1

WmnopTranateld 19pinik eHiMHIH camackiH DaKksinay;

2.1.1. MukpoOHONOTHANBIK TECTINRY: CTEPHILAINIK

2.1.2. MuKpODUONOTHANBIK TECTITEY: MUKPOOHONOIHSAILIK TA3albIK

2.1.5. Xumusansik (pu3ukansik) CeIHAKTAD

2.1.4. BUONOrUsUILIK ChIHAKTAD

2.2

Hmnoprranarteld enimai cepusinapisl ceptuduxarray

2.2.1. CTepunbai eHiM:

2.2.1.1. AcenTHKanLIK *KONMeH AaiiblHIaFal oHIM

2.2.1.2. CoHFBI CTepUIU3aLNSAaH OTETIH o1liM

2.2.2. Ctepuibal eMec oHIMIEp

2.2.3 BUOAOrUANLIK JapiliK eHIM:

2.2.3.1. Kau enimpaepi

2.2.3.2. UIMMYHOIIOTUATBIK OHIM

2.2.3.3. ComaTuKallbIK XKacyllanapra Herizjenred eHIMaep

2.2.3.4. I'eHoTepanusibiK 9HIMIED

2.2.3.5. BUOTEXHONOIUANBIK OHIM

2.2.3.6. Kanyapnap Hemece afaM arzagapuitai (Tilaepinen) amipgran oHiMaep

2237 Tinaik-umkeHepik oHiMaep (TIHAIK MHKEHePHS oHIMACPI)

2.2.3.8. backa na OMOJIOrusbIK 19piiK eHimaep

HmnopT (akeny) 6ofibIHIIA 03T€ KBIZMET:

2.3.1. Hakrsl uMnopT (9Keny) anaHsl

2.3.2. OnaH opi @H/JEYre XKaTaThIH APAIbIK OHIMIL KMOOPTTAY

2.3.3. backa

3. OHAIPICTIK ONEPALUUAJTAP-GDAPMAUEBTUKAJIBIK CYBCTAHIUMSIJIAP

bencenji sar (bencenni zatap):

3.1

XHMHANBIK CHHTE3 daiciMen Oencenl 3aTrapasl OHAIpY

3.1.1. beacenpai 3atTapibl apajiblk OHIMICPIH 8HAIpY

3.1.2. TazapreuiMarad GapMaLeBTHKANBIK cy6cTaHumns enaipici

3.1.3 Tys Tysiayi (tasapry): KpucTaggany

3.1.4. backa

Taburn Ke3gepaeH Genin any aaicrepiMes apMaueBTURANBIK CYOCTAHUMANAD BHIIPY

3.2.1. Bencenni 3atTTapasl oCiMIiK TeKTeC Ko3aepaeH Denin any

3.2.2. beaceHi 3arTTap/ibl ®KaHyapJaplaH albiHATLEIH Ko3uepaeH Gony

3.2.3. ApaM arszanapeiHad (TiHaepinen) Gencenni 3arrapasl Genin any

3.2.4. MuHepansl Wwieiry Kesaepinen Oeacen i 3atTapasl Genin amy

3.2.5 boaiuren dencenal 3arrapast Moanduranusics (3.2.1-3.2.4 TapMakTapian AepeKkos3 KepceTinel)

3.2.6. Beninren Dencenpi 3attapsl Tazapry (3.2.1-3.2.4 tapmakTapian 1epeKkkes KopeeTineai)

LA

3.2.7. backa

53

buonoruanbik npouectepi najiaanana oTeipbin DelceH/l 3aTTapabl OHIIpY

13.3.1. DepmeHTaLMA

¥

3.32. Kacywansik ecipinginep mnaigataHsiaTeid  eHmipic (maiinaHpIIaThiH

Kacywanap THNIH KepeeTy) (iKacymanap THINHIH KOPCCTiTYIMCH ONapabiH THOTIK SPEKUIENITiH, ChI3bIFbL
LITAMMBIH X2He T. 0. Tycinyre 0onazapi)

il

3.3.3. benin any (Tazanay)

3.3.4. Monubukanuanay

3.3.5. backa _

Crepunbai Gencenai sarrap enipici (3.1, 3.2, 3.3 DeniMaepi kaTelCThl HOMATHIH JKepiIepiHe TONTHIPBLUTYBI THIC

3.4.1. AcenTukanblK JKarfaina eHaipinetia Oencew il satrap

A
J == OCT
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3.4.2. CoHFbl 3apapehi3laHibipyFa YIubIpaiiThin Gernicenai 3aTrap

3.5 Bencenai 3aTTapsl @HAipiciHib, COHFBI Ke3eHaeDi

3.5.1. Pu3uKalbIK OHOEY caTbUIaphl: EKTEH OTKI3Y

3.5.2. Bipinwi kantama

3.5.3. Exinun kanrama

3.5.4. backa (;Korapbl/ia cHIIATTAIMAaraH OnepalursaiIap YIIiH KepceTy

[9F]
(=

Cananbl GakblLiay

3.6.1. duznkanslk (XMMMLIBIK) ChIHAKTAP

3.6.2. MUKPOOMONOTUANBIK ChIHAKTAP (CTEPHIILIINIK ChIHAKTAPLIH KOCa)

3.6.3. Mukpo®HonorusiblK CbIHAKTAP (CTEPUABALTIK CHIHAKTAPLIH KOCNAFaKa)

3.6.4. BHONOTHANBIK ChIHAKTAP

4. BACKA OTTIEPALUAJAP - BEJICEHII 3ATTAP

CepTuHKaTThl KOAJAHY CanachbiHa KaTLICTHI LIEKTEYIC) HEMECe Tycinaipme xazbanap: -

K. A. Tenemos

Kazakcran Pecriybnukacs!

JlencayJibik cakTay MUHHCTPJITIHIH
MeanumMHanbik >koHe PapMalleRTHKATBIK
OakpL1ay KOMUTETI TOpara

opeIHOacapbIHbIH M.a.
(AGK.D,, nayassMen)
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