Eypasnanbik SKOHOMUKANbIK 0AaK,

«Kasakcran Pecnybsmkachinbin JleHcaynbiK caKkray MUHHCTPJIIIN
MeauimHansik skoHe hapMaterTUKaNbIK 0aKeiay KomuTeTin PMM

CEPTHOHKATDHI
EYPA3UAJILIK DKOHOMUKAJIBLIK OJAKTHIH
THICTI OHJIPICTIK IPAKTHRKA KAFUJIAJIAPBIHBIH TAJIAIITAPBIHA
JOPULIK 3ATTAP OHAIPICIHIH COUKECTITT TYPAJILI
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Konnmausiny mep3imi 2024 skpineet 31 xanrapaad 2027 skeineet 30 KaHTapra Aeii
EypasusibiK SKOHOMMKAIBIK Komuccus kenecinin 2016 >xpinpsl 3 kapamnamarel Ne 83 wermimimed
Oexirinren PapMalEBTHKANbIK WHCHCKLEA OTKI3Y KafujajapblHa calikec (apMalleBTHKAIBIK HMHCIEKUMSA

OTKI3Y KOPBITBIHABLIAPE! Oolibinma Oepinl.

Kasakcran PecrnvOnukace JJencavnslk cakTay MAHUCTPITN]
MenuumnHaablk koHe QapMaueBTHKAILIK OaKkbl1ay KOMUTETI

MbLIHAHBI pacmi’mm:
thapmalleRTHKANBIK MHCTIEKIIMS 0TKIZIAA]

Almac Pharma Services Limited
Seagoe Industrial Estate, Craigavon, BT63 3UA, Northern Ireland, United Kingdom

Herisiygae:

- Eypazusiiblk 9KOHOMMKAMBIK 0/akThiH, THICTI oHIpICTIK NPAKTHKACKIHLIH TAlANTapeiHa calkecTtirine
unenexuus syprisyre 30.03.20235 sxbuirst otiHiui (o3r¢ Heris).

QapmMaleBTHKAIBLIK HHCHEKIS OTKI3y KCe3iH/AC albinra MamiMETTCP Heri3inie, coHrbichl 2024 sbinrbl 29-
31 xanTap apansiFbinja OTKizinreH ocbl hapMauesTHRAIbK oujipyuili Eypasusnbik 3KOHOMUKATLIK OJAKTblH
Tuicti enuipicTik NpakTUKa KarHJanapelHBIH, TAJ1alTapeiia caffkec keneai men OenrineHml, MeINLUNHANBIK JKaHe
BETEPUHAPMANBIK,  KOJJAMYyFa apHalfal  A9piaik  3aTrapAbl  THicTi  OHAIDICTIK  NpAaKTUKAchl  JKoHE
(apMaLeBTHKANILIK HHCTEKLMANAD BIHTBIMAKTACTEIFR JKyiecinin (PIC/S) karnaartaper men Eyponansik OakTeiH
SaclIbIILIFBLIHA DANAMATbI.

Ocbl cepudukar hapmMaleBTHRANBIK WHCMEKLHS ©1ki3Y KyHiHe emipicTik anaH MopTebecin Kepcerel
#OHE 0Chl PAPMALECBTHKARBIK MHCMEKUMA KYprisinres wynned Gacrtan 3 sl @TKeH COH calikecTik maprebecin
aiirakTaliTelH  Ky#aT peringe caHanMabzael, CeprudmxarTeii rongausiny wmepsiMi «Ocel cepTUdMKATTBIH
KONJAHLITY CANachiHa KATHICTLI LIEKTEYICP HEMECE TYCIHAIPME Kkazdanapy» JHObIHIA O] TYpalibl THICTI asba
Bonca, kayiirrepai dackapy b THICT] KarujaTTaphid Naiaaiany Ke3iHae KLlCKApPThUIYLL MYMKIH.

Ceprudurar oHbIK Oapiblk napakrapsl (Herisri napakrapsl 2a, KOChIMINA NMApaKTapsl Aa) YChIHbUIFAH
Aar/aija rana srapam bl 5onbn Tabbinazis.

Ocwl  ceprudurarrteiy,  cajfikectirin  (Tynuyckacsin)  Kasakcran PecnyGnuxacer  Jlencaynbik  cakray
MHHUCTPAIrT MeaniMHanblK JkaHe GapmatiepTikanbik 0akpl1ay KOMHTETIHIH AEPEKKOPSIHAA Tekcepyre 6omabl.

Erep ceptuhurar kepeerinred aepextep Oazachinan tabslmMaca, oHbl fepred yekizerri opranra xabaprmacy
Kepex.




Eypa3uanbik 3KOHOMUKanbIK 043K

Ne GMP/EAEU/K7/86-02-2024

X | MeauuuHanslk KONJIaHyFa apHaJIFaH Japulik 3aTTap

Kiivnukanbik 3eprrey apHanFad opitik 3arrap

Koapl

Ataysl

1. OHAIPICTIK ONEPALIHAJIAP - AOPIJUK ©6HIMAEP

1.1

Crepunpii eHim

1.1.1 AcenTHKAILIK HKOJIMCH Jailbianray oM (MBIHA J9pUIIK TYpJIepal eH/IeYr'e apHaNFaH ollepalnanap):

L1 LT, Yaken konemjeri cyislk napinik Typaep

2. Koemi warbin CYHBIK IopUIIK TYpICP

. Jucnepcuanap

. Jlmodunuzarrap

1.1
1.1.
Lok
1.1
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. Katrst 1opinik Typiaep sKoHe HMILIaHTa1Tap

1.
i
1.
1.
1.i.1.6. Kymcax 1opigix Typaep
1.

1.1.7. AcenThKabiK KOJIMEH TaliblHIANFaH G3re OHIMAED

1.1.2. CoHFbl CTEPHIWZALEAAH OTETIH OHIM (MbIHA JAPINIK TYpIepal OHAeyre apHanran onepauysnap):

1.1.2.1. Yuxen kenemaeri cyiblk AapuiiK Typiep

1.1.2.2. Kenemi marbii cyilbiK 1opioik Typaep

1.1.2.3. Karrs! A2piik TYpJIED KaHe HMIIAHTATTAD

1.1.2.4. JRymcaK nopiiik typiaep

1.1.2.5. Conrbl cTepumM3alfsiaH 8TCTiH G31¢ eiiMep

1.1.3. 1lerrapeisiM canachiy 0akeinay (Cepys mLITaphlIbIMb)

CTepuabai eMec onivaep.

1.2.1. Crepunbii eMec eHIMIEP(Kenec aapmm TYPREpAl a1y Ke3inaeri TeXxHOI0THAIbIK ONepat sanap);

1.2.1.1. Ka0Oblrsl KaTThL Kanicyaanap

1.2.1.2. KaObirs mymcak kancynanap

1.2.1.3. 1llalHailTeIH A2p ik Ty piacp

1.2.1.4. IMnpersupix jopinix Typnep

1.2.1.5. CeipTKa KOUIAHYFA apHAIFAH CYEBIK JAPLIIK TYpaep

1.2.1.6. luke Konyanyra apHanras cyiierk Jopinik Typiep

1.2.1.7. MeanuuHansik razuap

1.2.1.8. Backa 21a KarThl J9pLAiK TYpACp

1.2.1.9. Kpicbimparst npenaparrap

1.2.1.10. PaguoHyK/MATED reHEpaTOPaph!

11111, AKymeak nopinik ypiep

1.2.1.12. Cpeua (cynmozuTtopuiizep)

1.2.1.13. Tabnerranap

1.2.1.14. TpaHciaepMansii adbiCThIpraiLITap

1.2.1.15. Murpapynananibai (TLIPTBIK iline) eHrizyre apHaifay kypairbiap

1.2.1.16. backa na crepunni emec eHimzaep

1.2.2. Wsrrapeuisiv canacult Oarbliay (cepusHsl ceprudukartay)

BHONGrMANBIK 1opUIIK eHIM

1.3.1. buonorusneix nopinix exim:

1.3.1.1. Kan onimaepi

1.3.1.2. MMMYHOTOTHSNLIK OHIM

-1.53. Comarukansi sKacywanapra Herizienred onimaep

4. TenoTepamisuibik eHimMaep

6. JKanyapnap nemece agam arsanapbinan (Tinaepinen) anbinrad eHIMACp
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.1.5. BHOTECXHONOTHSNBIK OHIM
il
1.

7. TiHAiK-MAKEHEPIIK eniMaep (TIHAIK HHKeHepus eHiMaepi)
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EypasuanbiK 3KOHOMUKaNbIK OfaK,
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1.5.1.8. buosoruAnsik e3re eHimaep

1.3.2. llpirappuibiMbii 0akeitay (cepuanel ceprudurkartay) (oHiMaep Typrepinin Tizdeci):

.1. KaH enimlepi

3. CoMaTHKaNBIK JKacywlanapra Her3/1eIreH eHiMaep

2
2.2, UIMMYHONOTHANBIK OHIM
2
2

4. TcHoTepanusibiK eHIMIIEP

=
3

=
3
3

=
3
3

2.5, BHOTEXHONOTHAIBIK OHIM

1.3.2.6. Kanyapnap HemMece anay arsanapeinad (TiHACpiHEH) aiblHFaH eHIMAED

1.3.2.7. Tin nHKEHCDHACHIHBIE OHIMIepi

1.3.2.8. buosoruansik e3re eHiMaep

O3re eHIMIEp HeMece OHAIPICTIK Kbl3MET

1.4.1. ©nuipic:

1.4.1.1. Ocimaik eximaepi

1.4.1.2. Tomeonarnsuibik eHIMIEp

I.4.1.3. O3re odimiep

1.4.2. Bencenai 3a1Tap/ibl, KOCHIMILIA 3aTTADSL, AaibIH OHIMACPAL CTEPHAM3ILAANAY:

1.4.2.1. Cysy

1.4.2.1. Kyprak sICTbIKIIEH CTEpWIIM a1 LAY

1.4.2.3. BymeH crepuimsaunsiay

1.4.2.4. Xumusibik cTepunusalingiay

1.4.2.5. TaMma-coyneMen crepunmi3annsiay

1.4.2.6. DieKTpOHNb! CaylIeMen CTEPUIHSALHATIAY.

1.4.3. backa

Kanrama: .

1.5.1. Bacrarxet (ki) kanrama::

1.5.1.1. KaObIfb! KaTThi Kancynanap

1.5.1.2. KaOnirp! JxyMcax Kancysamnap

1.5.1.3. laiiHaliTeIH A2pinik Typicp

1.5.1.4. TonBIKTBIPBINFAE Bapinik Typaep

1.5.1.5. ChipTKa KOJ1aHyFa apHAIFaH CyiibiK pinik Typrep

1.5.1.6. ke KonpaHyra apHajras cyiiblk 19pinik Typep

1.5.1.7. Megnunnansik razgap

1.5.1.8. Osre kaTThl 2opinix Typnep

1.5.1.9. KplcbiMaars! npenaparrap

3 €

1.5.1.10. PamuoHykauaTep renepartopaapsl

1.5.1.1 1. Mymcax gapinix Typiep

£.5.1.12. Cpeua (cynnosuropuiinep)

1.5.1.13. Tabnerkanap

1.5.1.14. Tpancaepmaieai xaObICTBIPFBILITAD

L.5.1.15. Crepunbai eMec e3¢ oRiMep

1.5.2. Exini {TYTRIHYIIBLIBIK) KanTaMa

Hlsirapy canacsin Saknuiayuis

1.6.1. MuKpoOHONOTHSIBIK TeCTIICY: CTER IR

1.6.2. MMKDPOBHOTOTHASBIK TECTiNEY ! MEKPOBHONGTHANLIK TA3ARBIK

1.6.3. Xumuansik {fuznkansk) Tecriney

1.6.4. buonoruaIbK TecTigy

Ocri onuipieric oucpaypanapia ATLICIL Ke3 KGACH WCKISYACPIS UNMUSS IYCILTIPMOISPIe KaTbioTbl (1YSiualpMe ouaipictin
OOBEKTINCT] MPONCCTCPIE WAL TycinixTemMe ORI TAGLITATHIL % TAR AP IL KOCTArala). 0Ch IUCKTCYICP HEMCCE TYCHHIPMCAL
K skepile Ko anniea . GMP cepruiicatsl TapsarsIHBILTICT] HOVMIDIHE CiiTeMeni Kooy KaKe ).
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2. JOPUIIK ©HIM UMITOPTH! KE3IHTE CAITAHBI EAKBIJIAY

2.1 Hmmooprranarsli Japinik eHIMHIH canacsiH OaKslIay:
2.1.1. MuKpoOHONOTHANBIK TECTINEY: CTEPUILAITIK
B 2.1.2. MukpoOHonorusiblk TeCTiney: MUKPOGHOMOTHAALIK TA3AIBIK
2.1.3. XuMusansik (PU3HKAIBIK) ChIHAKTAD
2.1.4. bHONOTHANBIK ChIHAKTAP
2.2 | Mimnoprranathld eHiMAl cepuanapasl cepTudrrarTay
2.2.1. Crepuanii oHim:
2.2.1.1. AcentukanplK XKONMeH JaHbIHAANERH OHIM
2.2.1.2. Courbl CTEPRAN3ALMINEH OTETIH OHIM
2.2.2. Crepuabii eMec aHiMIep
. 2.2.3 buONOrusiblK JopIiK OHIM: -
2.2.3.1. Kan enimaepi
2.2.3.2. IMMYHOIOrHSUIBIK BHIM
2.2.3.3. CoMaTHKaIbIK JKaCYllanapra Herizaenred oHimMiep
22534 TeHoTepanuansik eHiMaep
2.2.3.5. BHOTCXHORONAIIBIK OHIM
2.2.3.6. Xadyapnap HeMece ajaM ar3ajapelHaH (TiHICPiHeH) ajlbidra oHIMIED }
2.2.3.7. Tinaix-unxenepnik onivaep (TiiAik HHxKeHepus gHiMIepi)
2.2.3.8. backa jia DHONOTNANLIK J2PINiK eHinIep
2.3 WUmnopT (skeny) GoliblHing 03re Kbl3MeT:

2.3.1. HakTbi HMIIOPT (dKCIY) anans

2.3.2. Onan api OHACYre XKATATLIH APAILIK SHIMIAI HANOPTTAY

2.3.3. backa o

bencenni 3at (Gencenni 3arap):

3. OHAIPICTIK ONNEPALUSIIAP-DAPMAUEBTUKAILIK CYBCTAHUMATIAP

3.1 XUMMSUIBIK CUHTE3 2/ticimen OeliceH i 3aTTap/ sl OHIpy :
3.1.1. Beacenni sarTap bl apajibik OHIMACPLH OHAIPY
3.1.2. Tazapreinmarad GapMauesTkaisik cyberanuns sHipic il
3.1.3 Tys rysiayi (rasapry): Kpucranady
3.1.4. backa |
3.2 Taburn kesnepaen denin any aaictepiMer GapmMaueBTHKaNbiK cyOCTaHUMSIIAD OHAIPY ]
3.2.1. bencenai sarTap/ibl 6CiMIIIK TEKTEC Ko3aepaey O any
3.2.2. BenceHi 3aTTap/bl danyapnapiaH anbiHaThid Ke31epieH Geny
3.2.3. Anam arzanapeinan {Tinaepinen) Oencenni zarrapae: Gomim any
3.2.4. Munepanael Wwsliry kesacpisen Oeacen 1i sarrapas denin any K
3.2.5 Beninren dencenai sarrapas! Mouiukanusce (3.2.1-3.2 4 TapMaxTapnas Iepekkes KepceTinedi)
3.2.6. beninreu Oencensi 3arraps! TazapTy (3.2.1-3.2.4 rapmakrapaaH Aepexxes xepcerineai)
3.2.7. backa - i
33 Buosniorusnsik npouecTepi aiinanaua oTHIPENT Gelcenil 3aTTapasl enaipy i
3.3.1. DepMenTanng
3.3.2. Macywanuik  ecipinjinep nafinanavuiatsii  oduipic (nafizadsinai ¢
HaACyulanap THRIH Kepcerty) (iKacylialap TniHiM KepeeTulyiMeH Onapibil THITIK EPEKIENITH. Chi3bithif .
IWTAMMBIH A3He T. 0. Tycinyre 0onaap!)
3.3.3. Benin any (razanay)
3.3.4. Moandukauusnay '
3.3.5. backa _ o _ _ C
3.4 | Crepunnai Oesicenni 3arrap enaipici (3.1. 3.2, 3.3 Senimzaepi KatblCTs! GONATHIN KEDALPIHIE TONTHIPLUIYH THIC

3.4.1. AcenTHKaNLIK JKarnaiina enaipineTid dencei sarrap

i A
o~ VT
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3.4.2. CoHrbl 3apapchI3lanAbIPYFa YIILIPANTBIH OeceH I 3aTTap

3.5 bencenil 3aTTapnl ouaipicinii Conrsl kezernepi

5. 1. DusuKanbK OHIEY CaTblIaphl: e12KTEH OTKIZY

5.2, BipiHwi Kantama

.5.3. Exinwi kantama
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5.4 Backa (;KofapLIa CHIIATTANMAFaH ONepalysIap YUIiH KepeeTy

3.6 Canauel daksL1ay

3.6.1. ®u3MKaabIK (XHMHSJIBIK) ChIHAKTAD

3.6.2. MUKPOOMONOIMANLIK ChIHAKTAP (CTePUIbIITIK ChIHAKTAPLIH Koca)

3.6.3. MukpoGHOIOrHabIK ChIHAKTAD (CTEPHIILAINIK ChiHAKTAPLIH KOCNAFan1a)

3.6.4. BHONOrUsILIK ChIHAKTAD

4. BACKA ONMEPAUMSIIIAP - BEJICEHII 3ATTAP

CeprurkaTib! KOIAAHY CANAChiia KATLICTBL WEKTSYACP UeMece Tyciuaipme xazdanap: -

AL K. Kessxexanosa

Kazakcran Pecnybnuxacn

JleHcaynpik caKTay MHHUCTPIIICIHIH
Merunyunanbiy JKaHe Cba-pMaLleBTHK&UIBIK
OaKpliay KOMHTET! TOParachlHbIH
opbtHOaCaphI

(AL, nayasbismer)
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