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COOTBETCTBU MPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHUSM [MPARBUJ]
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Cpok aekicraus ¢ 3 mag 2024 r, no 2 mas 2027 1

Boitan no wroram NPOBEAEHUS  hapMatierTHYCCKOK HHCTICKUMH B COOTRETCTBHH c lipapunamu

MpoBeaeHns  dapmalerTuuecknx MHCIICKUMH,  yTEEpAUICHHbIMA  Pewenpen
IKOHOMHUUECKOH KOMMCCHY OT 3 HOAOPs 2016 . No 83

Komurer meanuuscioro u thapmauesTHIeCKOrO KoMIT 04151
Munucrepersa 3Apapooxpanctus PecnyGauku Kasaxcran

NOATBEPIK/IAeT caeayIomee:
NpoBesieHa hapManerTHYeckay HHCTIEKL AT

Novo Nordisk Pharmaceuticql Industries, LP
3612 Pownatan Road, ¢ layton. North Caroling, 2752 7

Ha OCHOBAHU:

Ha ocrosanun caenennii, TOIYMEHHBIX TIPH npoBeacH iy (apmariesTiyeckoii

KOTOpBIX OblTa mporenena ¢ 29 anpenist 1o 3 mas 2024 ropg, YCTAHOBJEHO, UTO NaHHOe Pbapmavesrieckoe
TIPOH3BOJICTBO COOTBETCTBYET TpeGosauusm [Tpagun Hajnesxallei npoussocTeeH O npaktuku Eepasuiickoro
FKOHOMIUECKOrO COKI32, HKBHBANEHTHLIX [punnnnam u Pykososcrey Erporeiickoro CorO3a 110 HaluleKAalel

Hacroauumii ceprudmkar OTpaskact crarye HPOM3BOACTBEHHOI  niowmank

d;apmau-esmqecxcoi‘i HHCTIEKUMU W no HCTCYEeHUH Oomee 3 net OT IaTel MpOBeaeHus nocnenHero aus HOCHE ARSI O
§1HCI]EKTHPOB&HH}‘1 HE MOKeT CHUTATLCH JOKyMeHTOM, CBH,’_’[GTBJ‘]LCTB}/E{)H_\HM (6] craryce COOTBETCTBIA. -Cpi)h‘
NeHCTBHA cepmc})ﬂka'ra MGIKET ObITh COKpalleH npu HCTOJIb3OBaAHU M COOTBBTCTB‘)/H)IHH}{ Ipunuugoos YHPABACHHA

PHUCKAMK TPy HaTWUMY COOTBETCTBYIOWIEH 3amucu B mome «Orpannuenus way
xacarouyiecs obnacti npamenenus HacTozulero ceprudrikaray.

Cep’r‘mc’bma’r ABISACTCH ,ElEﬁUTBi'ITeﬂbe[M B Cllyyae mpeacrasneius BCEX 70 MHCToR (i{ﬂl\‘ OCHOBHBIX TIHC TOB,

TaK 1 I0NONHUTENBHBIX IHCTOB).
AyTeHTHUHOCTS, (nommHROCTE) HaCTOsUEro cepTHduKaTa MokHO LPOREpYTE

MEMLIHHCKOTO M (apmatiesTyueckoro ROMTPOJIs Minuctepersa >Apasooxpauenus Pecnybauwn Kazaxcray,

Ecinu CepTU(UKAT He NpeacraBien n YKa3aHHOH Oase nanmpix, ciienyer obpar
OpraH, erc BulaasLIni.
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Jlekapcrsernbie CPEACTBA A1 MEIMIIMHCKOTO IIPUMeHeHHs
JlexapcTrenmnie NpenapaTel s KTMHUYECKNX ucciienoBanmii (ucnsrranuii)

Crepusibnan OpOJyKIus |
1.1.1 TTpousonmumas ACCNTUIECKUM NyTem {omepanuu 0bpaboriu ans CHEAYIOLIHX TCKAPCTREHHbBIX (opm): N

EBpazuiickuii SKOHOMMYeCKuMii coros
Ne GMP/EAEU/KZ/118~07-2024

o s
Haumenopanue

1. NPOM3BOACTBEHHBIE OMEPALUH - JIEKAPCTBEHHAS NPOAYKLMST )
—————— A7 WPOAYKIMA

1120 Kunkue ACKApCTBEHHbIE POPMBI MalIOT0 0OBEMa
A1.1.3. Tucnepenn |
1.1.4. Tnodunuzare 1| e
d.1.5. Trepusie JICKAPCTBENHbIE (DOPMEI # HMITARTATL] 1
1.1.6. Markue JICKAPCTBEHHbBIE (hopmBbI |
1.1.7. Ipouas NPOAYKUNS, MPOK3EONMMas B ACCITHYECKUX YCIOBUSX _‘ ’
1.1.2. TMonsepraemas (PuHIIIHO CTEPHITH3ALMH (OnEpaLuy 0bpabotku nas CNeAYIOHX JIEKAPCTREHHBIX dopm):

L1.2.1. XKupicne ACKapeTReHHbIe hopmel Gonbuioro 00bema |
1.1.2.2. Kuaxue ACKAPCTBEHHbIE GOpMbI MATOr0 0Gbema 4l
1.1.2.3. Teepapie nexap CTRENHbIC DOPMbBI M HMILTAHTATE

[.1.2.4. Markue JIEKAPCTBEHHbLIE (hopMBbI

1.1.2.5. Ipoyas IPoAYKUHMA, nonBepracvas Gunnnoi CTEPUIH3AIK 13
1.1.3. Bemyckaroummii KOHTPOIb KauecTea (BoImyCK cepHn) 1P
Hecrepumenas MPOAY KL i
1.2.1. Hecrepunbhas NPOAYKLHSA (TEXHONOrHYECK e OnepaLku 115 nosmyuenus CICLYIOWHX NEKAPCTBEHHLIX Jopm):

1.2.1.1. Kancyam g TBEPJI0H 060n0uKe
1.2.1.2. Kancynsi B msrkoi obonouke

1.2.1.3. XKesatensnsie JEKAPCTREHHbIE hopMbi e
1.2.14, Hmnperuuposannzie JCKAPCTBEHHbLE (hOpMBI {97 ot
1.2.1.5. Wunkue JIEKAPCTREHHBIE hopMbl s HAPYKHOrO NpUMeHen ks |

1.2.1.6. XKunkue JCKAPCTBEHHBIE QOPMLI anst BHYTPEHHErO MpuMeneHys >
1.2.1.7. meanuunckue rasp iy
1.2.1.8. Mpouue TBEPIBIE EKAPCTBCHHbIE (ﬁOpMH - %
1.2.1.9. Tpenap aThl, HAXOAALIMECS Mo AaBIIeHHEM
1.2.1.10. Pagmonyknugsie reHeparopul
LLLII. Markue JICKapcTBeHHBIE hopMLI
1.2.1.12. Cgeun (cynnoamom)
1.2.1.13. Ta6ierkn 1,
1.2.1.14. Tpascaepmansmnie MIACTHIpH
1.2.1.15. Yerpoiicrsa an MHTPAPYMUHATLEHOrO (BiyTpH PyOLOBOro) BRE A HUS
1.2.1.16. Ipoyas necte UITLHAS NPOayKIUs

1.2.2. Buinyckaommii koy PONIL KauecTsa (cepTudhukanms ce DHH)

buonoruueckas aekap CTBEHHAS NMPOLYKLH

1[.3.1. Buonornueckas JICKAPCTBEHHAA TIPONYKIIHA:
1.3.1.1. Iponyktst kposn
1.3, 1.2, UmmyHonorngeckas npoaykims
1.3.1.3. 11 PONVKIHA HA OCHOBE COMATHYECKHX KIETOK (mpomykims mns Teparuy CoOMaTHYCCKIMU KIeTKaMu)

1.3.14. T EHOTEpaNeBTHYECKAA MPOAYKLIMS
1.3.1.5. brotexHonoruueckas i POIYKLIMS

1.3.1.6. Tipoy KUHA, BBIICIEHHAs U3 JKUBOTHBIX HCTOYHHKOB UM OPraHoB (TKaHeit) uenopeks i
13.1.7. Txanenuxenepnas [POAYKUMS (MPONYKUMS TKAHERON WHKEHepu) ||
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EBpasuiickuii SKOHOMUYECKUii coloz

No GMP/EAEU/KZ/118—07-2024

1.3.1.8. Mpouas Buonoruueckas NCKAPCTRCHHAA POAYKLIHS
1.3.2. Bomyckarounii KOHTPONL KayecTpa (ceprudmkanus cepun) (nepeveHs BunoR HPOAYKIHK):
1.3.2.1. IponykTht kposn

]

]

]

- 1.3.202 UMMyHOnorHyeckay NPONYKIMS
L

]

]

1.3.2.3. llpoaykTol na OCHOBE COMaTHICCKHX KIeTOK (nponykuus g TEpanmu cOMATHYECKHX KileTok)
1.3.2.4. Tenore ANCBTHYCCKAS POMY KIS )

[:3.2.5, buotexnonornueckas NPOAYKIIMS -
1.3.2.6. Ipoaykuus, BBIICNICHHAS 13 SKMBOTHBIX UCTOYHIKOR ITH OPraHoE (TKaweii) yenopeka

1.3.2.7, Tkaneunkenepnag NPONYKIMA (IPONYKUMSA TKAHERO HHIKEHEpHH) I
1.3.2.8. Ipouasn Ouonoruueckas JEKAPCTBEHHAA NPOJYKLUS
1.4

Hp()llaa JNCKAPCTBEHHAS NPOAYKUMS Uiy ITPOH3BOACTEEHHAS ACATEILHOCTE

1.4.1. Ipouseonctro: |
1.4.1.1. Pacturenshas NPOAYKIIUs :
_ 1.4.1.2. Tomeonaruaeckoii NPOAYKLKH |
1.4.1.3. Mpovas np OJYKITIig
X L. X Crepunuzauus PapmMaLeBTHUCCKU X cyberanumii, BCMOMOraTelibHbIX BEILIECTB, FrOTOROI NPOAYKLMHE:
X 1.4.2.1. ®uastpanns ¢
1.4.2.2. Cyxomaposas CTepunnsanus o |
1.4.2.3. Crepunusaiys napom
1.4.2 4. Xumnueckas CTePHIIM3ALINS
1.4.2.5. Crepunuzarms raMMa-uinyueHpem
1.4.2.6. Crepunmzanus INIEKTPOHHBLIM W3TyYEHHEM
1.4.3. Tlpoyee

Vilakopka EE—
1.5.1. INeppuynag YNaKOBKa:

1.5.1.1. Kancyns 8 TBEPAOi 06onouke
1.5.1.2. Kancynel B markod obonouke
[.5.1.3. KearenpHore JCKaPCTBEHHBIE PoOpMBI

1.5.14, Wmnperauposanneie NICKAPCTREHHbIE hopMbi lle
L.5.1.5. upkne nekapcrrennne tbopmer s napysknaoro OpPUMEHCHUS i
1.5.1.6. ¥uaxue JICKAPCTBEHHbIE POpMEI f1a BHYTPEHHEr0 NpuMeHeHHs 2

1.5.1.7. Meauunnckue rasel
1.5.1.8. Iposne TBCP/IbIE JIEKAPCTBEHHBIC (hopmrr
1.5.1.9. Ipenapar, HaXOlALIHECA NOL aRneH eM 1
L5000 Paauwonykmuaupie FeHepaTopLI
L5.1.11. Msrkne JICKAPCTBEHHBIE JOPMEI
1.5.1.12, Ceeun (cynn03wr0pun)
1.5.1.13. TaGnetku
L5.1.14. Tpancaepmansnore TIACTBIpK
- 1.5.1.15. Mpouas HECTCPHIIbHAN NIeKAPCTReHHAS NpoayKiTus
1.5.2. Bropuunas (motpeburennbekan) ynakoska
| 1.6 | Konrpons xauecrna B
1.6.1. Mukpobuonoruueckie HCHBITAHUA: CTePUNBLHOCTD
1.6.2. Muxkpobuonoruueckoe TECTUPOBAHME: MHKPOGHOIOrHYecKag YHCTOTA
X 1.6.3. Xumuueckue ($pu3nveckue) uenprranms
1.6.4. Buonoruueckue HCHBITAHUS
B3 OTHONIEHWH JI}OGLIX OUpaHHUYEeHUNE uiH HOACHEH, O'I‘HOCHII[_[/IXCSI K JIaHHBIM HPOU3BOICTREHHLIM OIIEpElI{HHM ('ji! HCKJIFOUEeH Hep

CILYHACE, KOIJA HOACHCHUE YBIAeTCS 00LUM KoMMCITapHew K Hpoueceam ua HpOH3BOLCTREIIOM 00BEKTE), rue 6ol HPAMCHSIHGH,
ITH OTPAUHMCHNS HITH MOSCIICTs, IC00X01MMO BRIIOYATY, OTCLLTRY K COOTRCTCTRYIONMICMY HOMCPY TIYIKTa copT i ukara GMP,

e =}

-
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2.1

2.2

2.3

Espasuiickuii SKOHOMMYeCKMIA colos

Ne GMP/EAE U/KZ/118-07-2024
2. UMIIOPT JAEKAPCTBEHHOR NPOAYKUMUIA
Kontpons kavecrsa MMIIOPTUPYEMOIi TekapcTrenion TPOIYKIIH
2.1.1. Mukpo6ronornyeckne HCIBITAHUS: CTePUILHOCTE
212, Mukpoduonoruueckoe TECTUPOBAHMeE: MUKPOOHONOrHYecKkas YneToTa
2.1.3. Xumuuaeckne (pusnyeckue) HCTIbITAHK A
2.1.4. Buonoruueckye HCHbITAHHS
Ceprudukarus CEPHH MMNOPTHPYeMOii npoaykumu
2.2.1. Creprnnuas NpoayKnms:
2.2.1.1. Iponssonumas n ACENTUYECKHX YCN0BUIX
2212 [loasepraemas QuHMmHOIH CTepuaM3auu ]
2220, Hecrepunbhan NPOAYKIHS
2.2.3 Buonoruueckas JICKAPCTBEHHAS IPOIY KIS
2.2.3.1, Hpopykrsl kposu
2.2332, Hmmynonornyeckas MPONYKIHA
2.2.3.3. llponyxuns na OCHOBE COMaTHYCCKHX KileTok (Mpomykuus nns TCPaITHU COMATHYECKHMY KNeTkamn)
2.234.1 CHOTEPANeRTHYECKHE OPONYKTDI
2235 Buotexnonornveckas NpOoyKLHs
22136, Mpoaykums, BBIACTTEHHAS U3 JKHBOTHBIX HCTOYHHUKOR HITH opramos (Tﬁaﬂeﬁ) YEI0ReKa
2237 TKal-IeHH}KE:HBpHaH TPOAYKUMS (NPOAYKIMS TKAHEROH YHIKEHepHu)
2.2.3.8. llpouas Ouonoruueckas JEKAPCTBCHHAS 1IPO Ay KIMs
Hpoyas nearensnocry, o UMNopTy (BEO3Y)
2.3.1. Mnowmanka thu3nueckoro HUmMIopra (BBosa)
2.3.2. Umnopt NPOMEKYTOYHOI MPORYKOMY, NOABepraoieiicn JanvHedwedl o6paboTke
2.3.3. lpoyee

DapmanerTiye

3. IIPOI/BBO,HCTBEHHDIE

lpouzsonctro hapmauesTiaeciny ¢

3.1.1. [pomuseoacteo NPOMEKYTOYHpI

-1.2. Opouseoncreo HEOYHLIEHHOTH

OIIEPALIUH - ®APMA

Ckas cyberanms (cyGCTaHum):

yOcTauumii metogom XUMH

X IPOIYKTOB dhapmauesTuucckol cyOcTanimy

UEBTUYECKUE CYBCTAHUUM

HECKOro cuuresa

(bapmanertnueckoii cyOcTanimu

1.3 Coneobpazosanie (ouncTKa):
-1.4. ITpoyee

Lafua (o

Kpucranmuzamus ]

MHHEPAJIEHOTO NPOUCX O Ae s
i (YkasbiBaercs u3 NyHKTOB 3.2.1-3.2.4)
1 dapmanesTuueckoii cyGetanuny (ykassisaeres HCTOYHHK M3 NyHKTOB 3.2, 1-3.2.4)

332 Hpoussoacree ¢ HCHIONL30BAHNEM  KiTeTOUHDIX KYJIETYD (ykazats Tun
S
HCTIONB3YEMBIX KneTok) (nop YKa3aHueM THIA KieTok NOHHUMAETCH UX TUMTORAs cneunduynocTs, JIHHMA, mITamM i

3.3.3. Beluenenue (ouncrka)
3.3.4. Momndukaims
3.3.5. Ipovee

TIPUMEHUMO)
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EBpasuiickuii SKOHOMMYECKuii cotos

3.5.3. Bropnuuas YIaKoBKa

KoHTponb kavectra

3.6.1. ®usmuyeckue (XUMHYeckue) HenbiTanng

3.6.2. MukpoBHonoriueckue MCTILITAHNA (BKTIOYAS UCTILITAHNS Ha CTEPUILHOCTS)
3.6.3. Mukpoduonoruieckue MCTIBITAH WA (MCKIIOYAS UCIILITAHMS Ha CTEPHIILHOCTD)
3.6.4. Buonoruyeckne uenprranmy

4. IPOYUE OIEPALIUU - PAPMAUEBTUYECKUE CYBCTAHLIUM

3.3
- 3.5.4. Tlpouee (ykasath 115 onepaumii, ne OMHUCAHHbIX Bblng) |
3.6

INTA T AN

Orpanuuenns umm TIOACHUTEILHBIE 3AMETKH, Kacalolecy 001acTH npUMeHeHIs ceprudmkara:

Kemxexanora A. JK.

H. o. Tlpencenarens Komurera
ME/IMLIMHCKOTO U (hapMaLieBTHYeCKOro
KonTposis Munucreperra

3paBooxpatenus PecnyGikmy Kazaxcran
(®.H.0., NOJKHOCTS)
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