EBpasuiicKuii SKOHOMMYECKUIA colo3
PI'Y «Komurer MesMImnekoro 1 GapMalcsruiceKoro Konrposs
Munerepersa sjipasooxpancnus Pecirytimkn Kasaxcramny
CEPTHOHKAT
COOTBETCTBHS 1TPOU3BOJICTBA JIEKAPCTBEINHLIX CPE) [CTB TPELOBAHUSM TTPABHII
HAJUIEXATIEA HPOW3BOJICTBELI 10U HIPAKTHKH
EBPA3ZMMUCKO]'O DKOHOMHWYECKOL'O COIO3A
Noe GMP/EAEU/KZ./149-11-2024
Cpok jieiicrsus ¢ 4 oxisips 2024 1. 1o 3 okrabps 2027 1.
Beiran mo wroram upoeejicting papMalcnIMUceKoil MICHCKIHA B COOTBETCTBHM C [pasunamu

nposeicHHs  (GapMalCBTHYCCKUX  MHCHCKIUMIA. yrsepuoenibivu - Pemienwem  Cosera  Eppaszuiickoit
IKOHOMHYECKOH KOMHCCHU OT 3 1os6ps 2016 1. No 83,

Munncreperna 3ipasooxpanenus Pecuyvbimku Kasaxerarn

NOATBEPAJIACT CIIC/TYIONICE:
IpoBejeHa HapMarCRTHYCCKAs HIICIICKI LM

AbbVie Lid.
Road 2, KM 58.0, Crice Davila, Barceloneta, Puerio Rico

Ha OCHOBAHHMU.

- 3agByieHud or 29.08.2023 10jia Ha HPOBCJCHIC HHCHCKIUN 114 COOTBETCTRUC TpehoBaHUAM HaJUIeKaIIeH
[pOM3BOACTBEHHOM NpakTiku EBpasuickoro HKOHOMINCCKOIO COI03a (MHOE 0CHOBAHNE).

Ha ocHoBamun ¢Be/ICHM, HOJIYYCHIIBIX HPH HPOBC/ eI (APMAICBTHYCCKON MHCIICKIMK, TOCTETHSS W3
KOTOpLIX ObiNa mposejciia ¢ 2 1o 4 oxsOpst 2024 rojia, yeranonicllo, 4To JaHHoe (hapmangerTHYECKOE
IPOU3BOJICTBO COOTBETCTRYCT Tpebosannam | [pasii najuieskanieii uponssojcriennoil npaktukn Espasuiickoro
IKOHOMUMECKOTO CO034, dKBUBalicHTHLIX Hpumgmam i1 Pyxosojicrsy Espoliciickoro coioza 1o Haajexarieit
IPOM3BOACTBEHHOM 1IPAKTHKE JICKAPCTBCHILIX CPCICTE Ul MCUHIMHCKOTO | BCTCPHIAPHONO IIPHMEHEHUS W
npuniMnaM CucteMnl corpyjinuectsa dapmanestiieckux nncnckimii (PIC/S).

Hactostupmii  ceprudmkar  orpamact crarye 1ponsnojcIBenioi  1UI0MmaKK  1a JaTy IpoOBeEJeHHs
(bapmaleBTHUECKOIT HIICIICKIIMK H 110 HCTeUCH Goee 3 JIeT o JaThl HPOBEHCHUs 11OCHCUIICIO [ TOCIEIHEro
MHCICKTHPOBAHMA HC MOMKCT CHHTATLCH JIOKYMCIHTOM, CBIJICTCILCTBYIONIMM 0 cTatyce cooTBercrBus. Cpok
AEHCTBUS CePTUhUKAT MOKCT OBITL COKPANICH HPH HCHOJIL30BANHN COOTRCTCTRYIONINX HPHILIHIIOR YHIpaBACHHA
PUCKaMK MU HAIMYUKM coorercTRYIOnell salimicn B noie «OrpaHudCcHist WM HOSCHUTENLHBIE 3aMETKH,
KACAIOUIHecs: O0JIACTH NPUMCHCHMS HACTOSAIICIO Cep ritduKaray.

Ceprudukar sBIsCTCs JICHCTRINCILILIM B CIIVUAE IIPC/ICTABICHHS BCCX CI'0 JIHCTOB (KAK OCHOBHBIX JIMCTOB,
TaK W JONOIHUTELHBIX JIKCTOR).

AYTEHTHHHOCT (LOJUIMHIOCTS) HACTOSIIEIO CCPrM)KaTa MOKHO 1IPOBCPHTE B Gaze janubix Komurera
MEIMLMHCKOr0 1 (hapMateBTH4eckoro Korposs Munnerepersa 3ipasooxpancins Pecirybimkn Kazaxcra.

Ecnn cepruduar ne upejicrasicn B ykazannoii 6ase j@aimisix, ciejyer obparnTnes B YIOJIHOMOYEHHBIH
OpraH, ero BLIJARIIMIA.

Crpannal us 5




EBpasuidicknii sSKOHOMUUECKUIA coto3

N GMP/EAEU/KZ/149-11-2024

X | JlekapcTBEHHLIC CPCJICTBA JUIS MCJIMIHIICKOUO HPHUMCIICHIHS
JlexapcTReHIbIC TIPCIIapaThI JUl_H_ KJIMIAYCCKHX HCCHICoBalKii (MCIIbITannin)
Kon ot Hannenosanue
1. IIPOM3B()JI("I Bl<lllll;ll* OHNEPAIIMUA - .thi(_{_\_il@TBEH]lAH MNMPOAYKLIASI
1.1 | Crepunbzast HpoLYKIHs - B
1.1.1 TIpou3sBo/IMMas ACCHTHUCCKIM IIyTeM (oneparun 00paboTku Jus CIC)LYIONIMX JICKApCTRCHHLIX (opm): 4
L1 1.1 JKwjucne siekapersenibie Gopmbr GolLiioro odbema
1.1.1.2. Kuikne siekapersenibic opyMbn Maioro o0mhbeaa
1.1.1.3. JInodpunmzarnl o
1.1.1.4. Teepyeic siekapersenunie GOpaMLI 0 nMianrarel
1.1.1.5. Msirkue JIicKapcTBCHILIC PopMbI
1.1.1.6. TTpouast npo)iyKI1tus, HPOH3BOIMas B ACCIITIMCCKIX YCIIOBHS: PacTBOPLI, CYCIIEH3HH ¥ DMYILCHH B
OJIHOJIO30BOM KoliTcinepe ¢ rexnonorucii ssutysanms/sanonncius/yinoriucius BES.
1.1.2. Toygepracmas duinauioil crepunisarin (oncpaiuu oopaboTKy JUIst CICYIONIMX TEKapCTBEHHBIX (OpM):
1.1.2.1. XKuakue sexapersennbie Gopamin Goubiioro odeema '
1122, Kmikue Jiekaperseinnic (hopabl Maioro odnemMa -
1.1.2.3. Tepibic JICKAPCTRCHIILIC (DOPMBI 1T HIMIUIAITATD]
1.1.2.4. Markue JickaperBeHnbie Gopabl
1.1.2.5. lpoyas npojiykipis, nojsepracas Guimnniiof memmgalmu
1.1.3. BeioycKalonmi KOHTPOIh Kadectsa (BhillyCk cepii) B
1.2 | Hecrepunpnas npojyykumst
X 1.2.1. HecTepmipias IPOJIYKIUs (TCXHOJIONIICCKIC O1CpaItim ;um uonchum{ CILC/LYIONHX JICKAPCTBCHHBIX opM):
1.2.1.1. Kancysnnl B tBep;ioit oGonorke )
1.2.1.2. Kancyiiil 5 Mol 000i10tke -
1.2.1.3. Hepareinubie JICKapCTBCHILIC (OPMbI B
1.2.1.4. I/IM[ngﬂlipmiummc JICKAPCTBCHILIC (POPMBI o
1.2.1.5. 2Knjikne sekaperBeiibic PupLL Lis HAPYARHOIO upuMLucuHH
1.2.1.6. 2Knikue jekaperseiiibie Gopmbl Ui BIY IPCHUCIO LPHMCHEHMS
1.2.1.7. MEAMIMHCKUC Ta3hl
1.2.1.8. llpouuc TeepIibic JICI(d;;(,iBLI]III)lC popmii 7_:_7
1.2.1.9. liperaparsl, HAXOJAIHECH 1O WBICHICM -
1.2.1.10. Pajusonysinguisic reneparopl o
1.2.1.11. MArkne JieKapcrBeHubIC hopmbi _
1.2.1.12. Ceun (cymnosiropin)
X 1.2.1.13. Tabnerkn
1.2.1.14. 1palrcncpma_ul,m,lc 1L1ACTBIPI o
1.2.1.15. lpouas necrepiuinias HpoJLYKHIE: HOPOHLKI Juist upm OTOBICIHS pPAacTROPOR JUIS [TpHEMA BHYTPh, s
KalCyJIbl JUISL MULal Uil - I~
1.2.2. Brinyckaoumii KOHIp()J]b dl{u,md (cepriurarts Lq}im)
13 buonoruueckas JIcKkapeTBeHIas HPOILY KIS B
1.3.1. buonoruuceKas JCKApCTBCHNAA 1POLY KILsI I~
1.3.1.1. Liponykrbi KpoBH o
1.3.1.2. UIMMYHOJIOIHUCCKas HPOJIYKII -
1.3.1.3. 1[poJryKIus 1a OCHOBE COMATHUCCKIIX KICTOR (LPOJLYKILA JUIS TCPAINN COMATUICCKIMH KICTKAMIT) o

1.3.1.4, I'eHOTCPAIICRTHHECKAS PO, LY KIS

1.3.1.5. BHOTCX110JOrIYCCKas UPOJLYKIUISH -

1.3.1.6. Ipojrykiust, BLUICHCHEAA 13 ARIBOTHBIX HCTOMHITKOB .gum opiauon (rxascii) uciioBeka

1.3.1.7. Tkaneumxenepuas HpoyKis (PO KIS | KAHCROMA NIKCHCPUW)
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1.3.1.8. Ilpoqdﬂ oMo CCKast JCKAPCTICHHAS 1IPOJYKILMS

1.3.2. Brimycxaronmuii KOHrpols | KAuCCTRa (Cepruuraius cepHn) (ucpcqem, BHJIOR HPOJYKIHK):

1.3.2.1. Ilpojykrsl kposit

1.3.2.2. Ummynoor HLICCKdﬂ 1po; l}’l\Illlﬂ

1.3.2.3. 11pojtyK1bl Ha OCHOBE COMATHICCKIN KICTOK (HPOLYKIWS JUIs TCPAIIMK COMATHYECKUX KIICTOK)

1.3.24. I"cnompducrsnilm_cmgppum KILts

1.3.2.5. bUOTEeXHOJNOrHICCKas LPOJLYKILIs

1.3.2.6. 1poayitist, BEUICICHTAS 13 AHBOTIBIX HCTOUTIITKOB I OpranoB (TkaHcH) YejioBeka

1.3.2.7. TrancumkeHepuas UPOILyKILs (1Ppoy kIt TKaCBOI MIDKEHCPUH)

1.3.2.8. Tlpouas GHONOTHUCCKAA JICKAPC T Betias HPOJLYRIA

1.4 _| Tlpouas jeKapeTReniias POty KIus Ml UPOH3BO/CTHCITT chsncm,nocn)

1.4.1. Hpoma{))mmo

].4.1.2. [ onaco[yﬂg[g;mn upo,uymum

L4.1.3. lpouast npojysiwess

1.4.2. Crepwimsanus papmanesriieckns cyoe rammusii, BCHOMOIATCHBHLIX Bemccm FOTOBOH LIPOJIYKIHH:

1.4.2.1. OGuiprpanms -

1.4.2.2. CyxoskapoBasi CTCpHIH3aIiis

1.4.2.3. Crepmiuzalnst apom

1.42.4, Xumnueckas Creprisals

1.4.2.5. Crepriinzaist 1aMMa-u3jiy eiies

1.4.2.6. Creprit3aliis MICKTPOHIIBIM 1131y HCHICM

1.4.3. [Ipouece

1.5 | VYoakogxa

1.5.1. Ilepruunas ynakoska:

1.5.1.1. Kancynnl 8 TBepIioii 06ostouke

1.5.1.2. Kaucyist B Msirkofi 0Goliotke

1.5.1.3. JKenarciibubie JICKAPCTBCHILIC (JopMb

1.5.1.4. IMUpCIIMpoBalILIC JCKAPCTECHILIC oMbl -

1.5.1.5. SKmjigue Jickaperienbic (opabt /Lish HApYKIOIo IPUMEHCHHS

1.5.1.6. Xnnkue siexaperneinibie opabl /s BUYTPCHICTO HPHMEIICH Y

1.5.1.7, Mejinmnnekue rasel

1.5.1.8. Lipoune tsepimsic chmpcmcmn.w popmu

1.5.1.9. [peuaparst, Haxo]BIuecs: 1oL iaiicnnes

1.5.1.10. Pajmorykimuisic reneparoph

1.5.1.11. Msrkue Jickapetseiinie ropmns

1.5.1.12. Cseun (cymiosnropui)

1.5.1.13. Tadnerku

1.5.1.14. Ipa![C;lemaﬂthlL m_ldcu.xpn

NpHeEMa BHYTRL, KALCYIIRI JIIIs HHT dJlHIiHl]

1.5.1.15. llpouas neerepiiniasn JICKAPCTICHEAS HPOLYKIWAL HOPOIIKH JULs IPUTOTORICHHA PaCTBOPOE /LISt

1.5.2. Bropuuuas (HOTpeOHICILCKAs) YIRKORKS

1.6 | Kourpons kauccrsa

1.6.1. Mm(poﬁnonox H‘ECCKHL HCUBLTAS: CLCPIILIOCTS

1.6.2. MUKpPOGHOIOIHHECKOC TCCTHPORANIL MITKPOGHOAOI HICCKAN lmc:'rma

X
X | 1.6.3. Xumuacckue ((1111311%1,1\m,) HCULITAL

1.6.4. Buonor WHCCKHC HCIDLITAIINS

B ornowenun moBbIx orpanuuenuii mim HOSICTICH. OTNOCHINNGH K 1alBIM IPOM3BOJCTBEHHBIM ONEpanusM (38 HCKIIOUCHHEM
CIIy4yaes, KOTJ@ NOACHCHUE ABISCTCE 00IIHM KOMMCLLUPHEA K DIPOHCCCAM T HPOH3BOJICTRCHHOM OGBEKTE), TAC Obl HH HPUMCHAIHC

STH OIPAHHYCTIMA HIIH 1OACHCIIHS, IIL}OG?\}?)HLL‘[(_} BICIIOUATE OTCLUIRY K COOTBCTCTBYIONIEMY HOMCPY IIYHKTA cepm([m}czrra GMP.
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2. UMIIOPT JIERAPCTBEIHOW HPOJLYKIIUA
2.1 | Kourponn kauyectra UMIOPTHPYCMOU JICKAPCTBCIHON UPOJYKIIT
2.1.1. MEKPOBHOIOUMHCCKIE HCHLETAINS CTCPILILIOC T - .
2.1.2. MAKpOGHOJIOI MHCCKOE TCCTHPORAHIIC: MHEPOOHOIONHICCKAS UHCTOTA
2.1.3. Xumuycckue ((pU3MUCCKIC) HCIbIL I -
2.1.4. buonornyeckue ueimiiaims -
2.2 | CepTuduKaims cCpun uMIOPTHPYCMOIE JICKapeTenioi HPOJLYKIMI
2.2.1. Crepunblias UpojyKims: -
2.2.1.1. lpoussojmmas B ACCHTHUCCRIN YCHOBINX
2.2.1.2. Noywsepracmast Guimiinoii ¢ repiuirsaig -
2.2.2. Hectepwibhas npouykuus a
2.2.3 BAOJIOTHUCCKas JICKAPCTBEHTIAS HPOILYKIL: o
2.2.3.1. Upojykret kposin o
2.2.3.2. IMMYHOIOTHICCKAs HPOJLY KL o
2.2.3.3. LpojtyKiuns Ha 0CHOBE COMATITICCKIN KICTOK (HPOJLY KILAA LISl TCPalini COMATHYCCKUMH KIICTKAMHM)
2.2.3.4. I'enoTepalie BTN CCRIC HPOJIYKThi o
2.2.3.5. Bruorexnosornacekas Hpojiy Kiiis
2.2.3.6. Ipostyinstst, BBUICHCIIIAN 13 AIBO IBIX HE OUHIKOB MU OpI'atoB (TKAailcii) uciioBeka
2.2.3.7. Traucuiskenepiias HPOJYKII (HPOIYRIHS IRAHCROH HIDKCHEPHH)
2.2.3.8. l1pouas GHoJIOrHICCKas ICKAPCT e s HPOLYRIHS - -
2.3 | Ilpouas ACHTCHLIOCTE 1O UMIIOPTY (BBO3Y) -
2.3.1, HJIouxa}[K;LLl)Lgmrqgcgl‘0 HMIOP T (BB03) -
2.3.2. IMIopr npoMescy Tounoi upojykiuiii, Hosepraonieiics Jianucinci odpadorke
233 llpouee - S
3. HPOM3BOJACTBEHHBIE CHEPAIIMU - GAPMAIEBTUYECKHE CYBCTAHUMH
DapmaueBTiueckas cyocTanis | (cyOcrantun); -
3.1 | IlpousBojictno (GapMAICBTHICCKUX CYOCT QU MCTOAOM XHMITMCCKOIO CHITC3a
3.1.1. ITpouzsoicno HPOMCHKY TOTHLIN HPOJYVR OB (BapMalCBIHIeckoi cyGeaimn
3.1.2. Ipouzrocteo HCOUMICHIION papyaiientimeekoii cyberalumm
3.1.3 Coneobdpazoranue (ouncrra): -
3.14.Ilpouec o L
3.2 | llpoussoncrro d)apMat[Cl;’l‘l—llgccxtiicyGC'l AU MCTO/MI BLUICHCHUS W3 HIPUPOJIIBIX HECTOUHHKOB
3.2.1. Brinesienne dapmanesriricckix eyGeraniii s HCTOHHIKOB PACTHTCILHCIO POHCXOMKICHH
3.2.2. Brigencnue (GapmancrTnuccknx cyoctamuii ms HCTOUIHKOB JKHBOTHOIO IIPOHCXOMKICHHA
3.2.3. Brijenenue (apmarerinuecknx oy Geranugi i Opranos (Tkanci) yenoseka
3.2.4. Brijieiene GapManes icekix cyGeratiniii e HCTOYHHKOB MUTICPAJIBIIOLO HPOHCXOMICHHMSL
3.2.5 Mopwdmkaus npuicicnnol papmanes nisieckoii cyOcranimu (ykassizacres u3 irynkros 3.2.1-3.2.4)
3.2.6. Ouncrka seuesennoii papm:
327 Ipowee 7 o -
3.3 | IlpomsBoscTBO GapMalcBIHiCekix cyfe i ¢ HENOAL30BAHNCM DHOIIOIMYCCKHUX [IPOTICCCOR
3.3.1. @epmenratms - B
3.3.2. lIpoMsBOJMCTBO €  MCHONB3OBAMICM  KACTOUIBLIX KYILTYP o (ykasarh  THL
HCTIOIB3YCMBIX KICTOK) (110]L YKASAHUCA THIIA KACTOK HOHITMACTCH X THIORAS CIICIH(MUYHOCTS, JTMHMS, IITAMM ¥
npoyec) - - o
3.3.3. Boutesienye (ouncrka) B
3.3.4. Mommdurxanus -
3.3.5. Ilpowee o
3.4 | Ipouseomncrro 'C'_r‘.iia‘mtl:mﬁx Papmaneniicesux eySe i ( paﬁncum 5.1,3.2,3.3 JIONHDI ObITD 3a0JTCHBI, 1']1g
HPUMEHUMO} - B
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3.4.1. Gapmanesriicckne > CYOCTAIUL, HPOH3ROUIMBIC 13 ACCHTHYCCKHX YCIORMIX

3.4.2. dapmarnesruycckuc CyDCTantmmL, nojmepracsnic g HNHol crepuinzalmmu

3.5 | BaBepuiaroinie crajuim HPOU3BO/ICTBA (DUPMAICETINCCKITX cyberannnii
3.5.1. Crajun pusiicekoit 06padoTIu:

3.5.2. lepsuunas yllakoska - o

3.5.3. Bropuunas YIAKOBKA

3.5.4. Ilpouce o

3.6 | Kontpous kauccrna

3.6.1. Qusmycckie (XuMuucckme) nennran

3.6.2. Mproﬁnmlgmjie_c_mc HCHLITAII (BRINGYUAs BCHBITATS 112 CTCPIIILHOCT)

3.6.3. MHKpO6H€)J[ﬁOﬁI‘H‘]E§CﬁKIIC HCHLITAIHS (HCK. HOYas HCHLITAHHS la C’l‘CpHJ]b]IOC'J'I:)

3.6.4. Buonoruicckie HCHLITAI

4. IPOYHE OHEPAIN - GAPMATLEBTHYECKIE CYBCTAHIIAN

O_FpaHPI‘{CH'HH HIIH NOSACHUTCILHLIC FAMCTRH, Kacaronuwees o0 acty HPHMCHCHHH ccpm(bmcaTa:

Kenxexanosa A. K.
H.o. Ilpencenarens Komurera
MEAMLIMHCKOTO U hapMalCBIHUCCKOI0
KOHTposig Munucrepersa

3apaBooxpaneina PecityGumkn Kasaxcran pERCAYIg
(DO, posrnocts) O, WOHITETE e Pq
: s L )

CE_A, A4 Y

(naTa nommeanusi, ju1 see.rrr )

(noanien)
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