EBpasuiickunii 3KOHOMMYECKUIA COt03

PI'Y «Komuter mesinupnnckoro n dapmatieBTueckoro KOHTPOJIst
MunncrepeTsa 3apasooxparenus Pecny6anku Kasaxerany

CEPTHDHUKAT
COOTBETCTBUA HTPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHMAM ITPABUJ
HAJUIEXXALEN [TPOW3BOACTBEHHOM ITPAKTUKH
EBPABUUCKOIO 3KOHOMHYECKOI'O COH3A
Ne GMP/EAEU/KZ/96-04-2024
Cpoxk nefictBus ¢ 6 mapra 2024 r. o 5 mapra 2027 .

Bebitan no wroram npoenenms dapmaneBTMueckoll MHCHEKLHH B COOTBETCTBHH © [paBunamu
POBEIEHUS  (AapMALICBTHUECKNX HHCOEKLMH, yTBEp:KIACHHbIMEH Pemenmem Cobera Eppazuiickoii

IKOHOMMHYECKOH KOMHCCHH 0T 3 HOAOps 2016 1. No 83.

KoMuTET MEUIMHCKOTIO M hapMaLEBTUYECKOro KOHTPOJIS
MunucrepeTpa 3apasooxpanedus Pecnyonuky Kazaxcran

NOATBEPKAAET ClIEAYIOIEE:
nposefieHa apmalieBTHUYeCKas HHCIIEK LK

Novartis Pharmacevtical Manufacturing GmbH
Biochemiestrasse 10, 6336 Langkampfen, Austric

Ha GCHOBAHWIL:

- 3anBaenus ot 10.01.2024 roaa iza nposeaenue HHCNEKIMK HA COOTRETCTEHE TPeDOBAHKAM HAIIeNKaLIe
TPON3BOICTREHHOMN npakTuiy EBpazuiickoro yK0HOMHYECKOro colosa (nHOE OCHOBaHNKE).

Ha ocHoBanny ceeneHui, NOAYMEHHBIX APY NPOBEICHIH (DAPMALEBTHYECKOI WHCIIEKIMM, [OCIEAHAS 13
KOTOphIX Oblna TposeaeHa ¢ 4 no 6 mapTa 2024 TOMA, YCTAHOBNEHO. YTO JIAHHOE (hapMALEBTHUECKOE
[IPOH3BOACTBO COOTBETCTBYET TpebuBanuam [Tpapun naanexaiiell npon3ROACTBEHHON IPAKTHKN Espasuiickoro
IKOHOMUUECKOTO COI03a, SKBUBANEHTHBIX [IpHunmam i Pykoroscrey Esponelickoro corsa no Hamtexamesi
NPOM3BOACTBEHHON MPAKTUKE NIEKAPCTBEHHBIX CPEICTB N8 MEAHIIHHCKOrO U BETEPHHAPHOIO MPUMEHEHHS N
nprHLkTaM CHCTEMbL COTPYAHUUCCTBA (ApMATICBTHHYECKIHX HHCIIEKLUAH (PIC/S).

Hacroswmii  ceprudurar OTpmKaeT CraTyC MpPON3BOACTBEHHON NAOWAIKA Ha HaTy [POBEAEHHS
(bapmaLeBTHECKOH MHCTIEKIMN H IO HCTEYeHHH GoJiee 3 JIeT OT NaThl MIPOREACHUS NOCNENHEro OHS TOCIeHETO
HHCTICKTHPOBAHNS HE MOKET CUMTATLCA JOKYMEHTON, CBiJIETEILCTBYIOLMM O craryce coorreTcTBus. Cpok
ASHCTBUA CePTHHHKATA MOKET BBiTL COKPAIICH PH HCNOMb30BAHMIM COOTBETCTBYIOLUNX IPUHLHIIOB YIpaBleHus
PHCKaMH [IpH Hanu4nn COOTBETCTRYIOWEH 3anucn B nome «OrpaHuueHus MO TOSCHUTENbHBIE 3AMETKH.
Kacarouuecs 00NacTi NPHMEHEHM HACTOAIIEr0 CepTuduKaTay.

CepTugukar ssngercss AeHCTBHTENBHBIM B CAY9aC NPEACTABIEHUS BCEX €ro JIHCTOR (Kak OCHOBHbIX JTHCTOB,
TaK M JIOMONHUTENbHLIX THCTOB).

AYTEHTHIHOCTE (TIO/UIMHHOCTE) HACTOSLIETD ceprH(GuKaTa MOXKHO TIPOBEPUTHL B Oase naHHbx Komuterta
MEAMIMHCKOrO it (hapmMaLeBTHIECKOr0 KOHTPOI MuHHCTepeTEA 3Apasooxpasenms Pecniyonuku Kasaxcran.

Ecnu ceprudurar ne npencrapien B ykasantoii 6ase nanumIx, cienyer odpaTHTLCS B YTONHOMOUEHHBI]
OpraH. ero BblAABIIMHA.
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EBpPasMiiCKMi1 IKOHOMMUYECKUI COI03

Ne GMP/EAEU/KZ/96-04-2024

BiS I .HEKa]JCTBeHHI:le CpeacTea A1t MeIUITHHCKOT () [TPUMCHCHMA

E JlekapcTaennbie mpenapaTsl At KIMHUHCCKUX MCCTEOBAHNN {ucnbiTanui)

Kon

Haunmenosauue

1. MTPOM3BOACTBEHHBIE ONEPALMU - TEKAPCTBEHHAS NPORYKUMUA

1.

J

X

CrepunbHas MpoayKIEs

1.1.1 TIpou3BOAMMAS ACENTHUECKUM Ny TEM (onepaumn 060paboTKH A1 CAEAYIOLHX TEKAPCTREHHEbIX opm);

1.1.1.1. Kuakue nexapcrsenusie Gopmbl 50IbOT0 00beMa

- KUIKHE NeKapeTEeHIBIC YOPMBI MATOr0 o0Bema

—
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-1.5. Teepapie nexapereeknbie GopMbl 1 HMIAHTATHI
-1.6. Markue nexapersenusie Gpopmbl

[
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1.1.7. Ipouast npoyKua, fponsBoAuMas B acenTHYECKIX YCIOBMAX

1.1.2. MonsepraeMas (uimEol CTEPHINIBALIE (Ofleparin 00paboTkI A8 CeJlyIOMMX JTEeKAPCTBEHHBIX qiopm):

L.1.2.1. ¥uakue nekapcrennbie Gopmbl G0AbLON0 0OheMa

1.1.2.2. Xunkue nexapcrsenusie hopmbl Maioro obbema

1.1.2.3. Teepibie JeKapCTBEHHbIE (HOPMBI H HMIIAIITATHI

1.1.2.4. Myarkue nekapcrTeeHtbic Gopmsl

1.1.2.5. Tlpouas npoaykuus, noasepraemas GDUHHIIHON cTepunu3aLK

1.1.3. Boinyckalommii KoHTpoib kauecTra (BEITyCK cepun)

Hectepuisnas nponysuus

1.2.1. HecTepunbnas npoayknus (teXHoI0THYECKIE OnepalMy 1/1s NOMYYEHMA CACAYIOUUX NEKAPCTREHHBIX OPM):

1.2.1.1. Kancysisl B Teepaoi ofomnouke

1.2.1.2. Kancynsl B Markoii 0Gonouxe

1.2.1.3. JKesaresibHble IeKAPCTBEHHbIC (OB

1.2.1.4. IMIpErHDOBaHHbIE ICKAPCTREHHb!E opmet

1.2.1.5. JKuaxkue nekaperseniinie Gopmbi ans HAPYKEOro NIPUMEHEIIHS

1.2.1.6. Kuakue nekapcTBeHIbie GOpMBIL 118 BHYTPERHErO NPHMEHEeHYUs

1.2.1.7. MenqungHCeKue rasnl

1.2.1.8. ITpoune TBEp/Ible NEKAPCTBELIbIE dropmur

1.2.1.9_ [lpenapatsl, Haxonsuuecs ron aasieHuen

[.2.1.10. PanuonyKIMIHEIE reHepaTopbl

LILTI Msirkue nekapersennsie hopusi

1.2.1.12. Ceeun (cynnosuropny)

1.2.1.13. Tabnerxkn

1.2.1.14. Tpancnepmanshsle MIACTLIPH

1.2.1.15. YerpoiicTsa As MHTPapyMUKaILHOMO (BHYTDUPYBLOBOTO) BREACHMS

1.2.1.16. Tlpovas nectepusibias nporyKuus

1.2.2. BolyCKaKOLWHI KONTPOIL Ka4ecTsa (ceprudnmiauns cepun)

BHOAOrHUECKAs TeKAPCTEEHHAS RPOAYKLIMS

1.3.1. Buonorudeckas NekapCcTBeHHas NPOLYKIA:

1.3.1.1. [Tponyktel kposu

1.3.1.2, MMMyHoOIOTHYECKAs MPOAYKLMS

1.3.1.3. TIponykimst Ha OCHOBE COMATHMECKIX KNETOK (MPOAYKIMA /11 TEPANHY COMATHYECKMMH K/ICTKAMU)

1.3.1.4. FeroTtepanesTiueckas OPOAYKLHSA

1.3.1.5. BroTexuonornieckas npoaykims

1.3.1.0. TTPOAYKUMS, BBIIEIEHHAS 13 KUBOTHLIN HCTOMHAKOB 1H opratos (Tkauei) yenoBeka

Lo [ls |l

1.3.1.7. TkaHenHxeHepHas NpOAYKLLIs (MPOAYKUHS TKAKEBON KIDKEHEPHY)
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EBpasuiickuii 3SKoHOMMUUECKKiA col03

Ne GMP/EAEU/KZ/90-04-2024

1.3.1.8. Ipouas Guoncririeckas Jekapcreennasn NPOAYKUIMA

X 1.3.2. Brnyexarowmii KoHTpods Kauecrsa (cepridmkauns cepuu) (NepeyeHs BHAOB NPOLYKLHN):

1.3.2.1. llpoayxTel xposu

1.3.2.2. VIMMyHOnOrHYeCKas TpOaYKLHA

1.3.2.3. [Ipo/lyKThl Ha OCHOBE COMATHYCCKIX KAETOK ( NpOAYKUMS JIA TEPAMK COMATHUECKHX KIIETOK)

1.3.2.4. 'enoTepanepTH I eCKas MPOMYKIHS

X 1.3.2.5. buoTexnolornueckas npoayKLus

1.3.2.6. TIpojtyKums, BbUIETEHHAS 3 HMBOTHBIX HCTOYHHKOB UK OpraHos (TKaHei) yenoBeka

1.3.2.7. TranennxenepHas IpOLYKIMA (IPOIYKIMS TKAHCROG HHKEHEPHH)

1.3.2.8. Ilpouas GHoIOrHUECKAS IeKAPCTBEHHAS NPOLY KLLHS

1.4 | Ilpouas neKapcTBEHHAA NPOAYKL U MIH NMPOHU3BOACTBEHHAN AETTENLHOCTD

1.4.1. Ipoussoacreo:

K

1.4.1.1. PacTutensHas MpoayKiHs

1.4.1.2. 'omeonariueckoil mponykumn

tRa" 4

1.4.1.3. [Ipouas mpoaykuus

1.4.2. Crepuaunsauns gapmauesTHUeckuX cy0CTaHLMI, BCIOMOrATEbHbIX BENIECTR, FOTOBOR MPOAYKIIMM:

1.4.2.1. Purerpauns

1.4.2.2. Cyxoxaposas cTepHIH3anys

1.4.2.3. Crepunusaims napom

i 1.42.4. XuMuucckas crepunnsanus

1.4.2.5. Crepunusauus raMmMa-usnydeHuenm

1.4.2.6. CTepuIH3aUMs 30EKTPOHHBIM H3AYHSHHEM

1.4.3. Tlpouee

1.5 | Ynakoerxa

X 1.5.1. [lepBuuHan ynakoska:

1.5.1.1. Kancyast B Teepaot obonovie

ER

1.5.1.2. Kancynul B Marko#i o6onouke

1.5.1.3. Jeparenuuple nekapcreenbie Gopmpl

1.5.1.4. Mnpernuposannbie feKapeTBEHIbIE dopmbi

-5.1.5. XKuakue nekapcTBCHHbIC (POPMBI LI HaPY/KHOTO [PUMEHEHUS

1
1.5.1.6. Wuakue nekapersennbie Gopmpl s BHYTPCHHELO NTPUMEHEHUS
1.5.1.7. Meaunusnickue rassi

1.5.1.8. Ilpoune TBepbic NekapcTaerHble GOPMbI

1.5.1.9. Tlpenaparsi, HAXOAAMESH [0 TABISHHEM

1.5.1.10. Papuonyknuasbie reHenaTopst

1.5.1.11. Marxue JiekapcTBeHHbIE (hOpMBI

1.5.1.12. Creuui {cynnosuropuu)

1.5.1.13, Tabnerku

1.5.1.14. TpancnepManb4sic nuacThipi

1.5.1.15. Tpouas HecTeprnbHas feKapCTEEHHAS PO Iy KLMs

X 1.5.2. Bropuuuas (notpedutensekan) ynakoska

i.6 | Konrpons kavecrsa

1.6.1. MUKpPOOHONOrHUECKHE UCTIBITAHHA: CTEPHILHOCTE

1.6.2. MUKpOGHOIOrHYECKOE TeCTHPOBAHME: MHUKPOOHONOrnyecKkan YucToTa

X 1.6.3. XuMuueckue (pusHveckue) HCMBITAHKA

I 1.6.4. BHONOTHYECKME MCTBITAHIA

T OTPAHCHEA MIH TOACHCHHA. COGKOTAMO BKIIOHATh OTCHLIKY K COOTRCTCTRYIONICAMY TIoMepy nyitkTa coprudukara GMP,

B OTHOIISHHY J1I00RIX OUVPAHUYCHUH MM HOACHEH, OTHOCHIUINGS K JIAHHBIM HPOKZBO/ICTREHRHBIM  OTIEpaTUsnM (ga HCRIFOMeH
CILYALE, KOULA 10ACHCHAC ABIACTCH 0OLIMM KOMMCIITAPHACM K HpoLeceanM 1a HPpoM3IBOICTBeHLOM obnekTe), ruc Gpl By HPHUMCHIN
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EBpasuiickuii SKOHOMMUUECKHIL CO03

Ne GMP/EAEU/KZ/90-04-2024

2. UMIIOPT NEKAPCTBEHHOM NPOAYKIIUU
2.1 | KouTpo.ih KagecTsa MMIOPTHPYEMOIi IeKapcTBEHHOM NPOAYKLIMH
2.1.1. MuKpoGHOTOru4eCKHE HCTILITAHNA: CTEPUILROCTD
2.1.2. MHKPOBHONOrnYecKOe TCCTHPOBAHHIE: MUKPOOHOTOrMUECKAs YNCTOTA
2.1.3. XumH4ecKHe ((hH3HIECKUE) UCTIBITAHNS
2.1.4. buonoruyeckue HCmbiTanus 11
2.2 | Ceprudmraums cepuu MMOOPTHPYEMOI IPCYKIMH
2.2.1. CrepuiibHasn MpoLyKUHs:
2.2.1.1. IIpon3BoIHMas B aCENTHUECKUX YCNOBHAX ___'
2.2.1.2. Tlojrepraemas GUHUIIHOI CTEPUINIALHH
2.2.2. HectepunbHan npogykuus
2.2.3 buroJiornueckas JIiekapcTBEHHasA NPO/LY KUK
2.2.3.1. llpoayxrsi KpoBHu
2.2.3.2. VIMMyHOTOrHYecKas npoayKiis
. 2.2.3.3. llponyKus Ha OCHOBE COMATHUECKUX KIETOK (MPOLYKLIAA [U1s TCPalMK COMATHYECKUMY KIeTkamu) | | ]
2.2.3.4. I'eHOTEepaNeBTHUECKHE MPOIYKTDI b
2.2.3.5. BHOTEXHONOrMYECKas POy KL% .
| 2.2.3.6. Ilpoaykuis, BLIICACHHAS M3 HUBOTHBIX HCTOUHWUKOR HITH OpraHos (TkaHeil) yenorexa
2.2.3.7. TkaneHHKeHEPHAS POAYKLLMS (TDOIVKINS TKAHEBOI HHIKEHEepUH) 6
2.2.3.8. Ilpouas Guonoruueckas nekapCTBEHHAs NPOLYKUHs 5
2.3 | Ilpo4as AeaTensHOCTh N0 HMIIOPTY (BBO3Y)
2.3.1. nowanxa dusuueckoro UMINOPTa (BBO3A) o
2.3.2. ¥IMnopT npoMeyTouHoi NpoLyKLmi, nojBepravueics JaneHeHneii odpaboTtie e
233 Tlpouce '
3. IPOU3BOICTBEHHBIE ONEPAUUN - DAPMALEBTUYECKHUE CYBCTAHUUM o
Gapmauesruucckas cyderaHums (cyBeranumm): .
3.1 | lpoussopctro papmanesTuyeckx cybeTaHIMil METOIOM XHMHICCKOI0 CHITE3a
o 3.1.1. TIpOH3BOIICTBO IPOMEIKY TOUHBIX IPONYKTOR (hapMALERTIIIECKO cybcTanluu
3.1.2. TIpoM3BOACTBO HEOUHUILEHHOI (papManesTHUCCKOH cyBcranumu
3.1.3 Coneolpazoeanne (0UUCTKA): KPHCTATIHIALMA
) 3.1.4. Ilpouee |
5.2 | IlpousBoacTso dhapMalesTHIeckuX cyBCTaBUuii METONAMHU BBIIEICHHAS 13 TIPUPOAHBIX HCTOUHHKOB
3.2.1. Beienenue hapMauesTHuecknx cyOCTanumii H3 HCTOUNHKOR PACTHTENLHOr0 NMPOHCXOMKISHUS
3.2.2. Beinenenue GapMalueBTHIeckux cybCTaHLuil U3 HCTOUHNKOB KABOTHOTO TIPOHCXOKACHHA ¥
3.2.3. Belaenenue dapmauesTHucckux cyGeranimii us 0pratos (TKaHeH) Jeoseka
3.2.4. Belaenenne GapmMaueBTHYECKHX cyOCTANLNE 13 HCTOUHIKOB MUHEPATLHOTO IIPOUCXOKIEHUS
B 3.2.5 Moauduikauus BblIACICHHOI hapMaleBTHICCKOH cyOcTanuun (YKasbIBAaeTes M3 MyHKTOR 3.2,1-3.2.4) Nl
3.2.6. OuncTKa BLIACICHHON (BapMalieBTHYECKOI CyBeTanIIN (YKa3bIBACTCS HCTOUHMK W3 TIyHKTOB 3.2.1-3.2.4) || ¢
3.2.7. llpouee i
3.3 | [IponsBoacTBO (apmMaueBTHIECKHX Cy6CTAHLAMN C HCHOM30BAHHEM GHONOIIECKITK HPOIIECCOB
3.3.1. QepmenTaunn B
3.3.2. TIpoH3BOACTBO C MCMONB3OBAHUEM KIETOMHBIX KYIBTYP. (ykazath  THI]
MCTIONB3YEMEIX KICTOK) (1101 YKA3aHKEM TUTIA KJIETOK NOHWMAEeTCsl WX THIOBAs CNeUHbHIHOCTD, UKL, LITAMM
npouee)
3.3.3. Beugenenie (o4ucrka)
3.3.4. Monudmkaums
. [335. Mpouee _
34 | llpoussoacTeo crepumbHbIX dhapmanestucckix cyOcTanunii (pazgenst 3.1, 3.2, 3.3 MOKHSI OLITE 32I10JTHEHEL, Il
NPUMEHUMO)
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EBpa3smniicKunii 3KOHOMMUYECKUIA CoI03

Ne GMP/EAEU/KZ/90-04-2024

'34.1. GapmauesTHUECKHE CYOCTAHLIHM, IPOH3BOMMBIE B ACENTHYECKUX YCTOBHSIX

3.4.2. DapmanesTHuecke cyGcTaHIMu, MoABepracyble UHHIION CTEPHMN3ALIAY

3.5 | 3aBepruaroiie cTagHu NPOU3BQICTEA dapmalcBTHUECKAX CyOCTAHIINI
3.5.1. Cranum dusuzeckoin 06padoTku: npocenBanue

.5.2. llepBuynas yriakosxka

1

2

3.5.3. Bropuunas ynakoska

3.5.4. lIpouee (yKa3aTb U8 ONEpaumii, He OnMealMLIX BEIillc

3.6 | KouTpons kagecTpa

3.6.1. Dusnueckne (XMMHYECKHE) HCITBITAHMS

3.6.2. MUKPOOHONOrHUECKHE HCTIBITAHKS (RKIIGUAS HCTIBITAHMS HA CTEePHABLHOCTS)

-6.3. MuxpoOHonoriiuecke nenplTaHns (MCKNIoUuas HCNBITAHUS Ha CTEPHIILHOCTD)

=
2
3.6.4. BHOMOTHYECKHAE UCTILITAHMS

4. [IPOYUE OIEPALUAY - DAPMALEBTUUECKUE CYECTAHUHH

O!‘piﬂ-‘il’i‘i&ilﬂﬁ' HUTH HOACHHTCIIbIILIC 3AMETKH, KacalouMecs odnacTy NPpHUMEHEHIA cepmdpmara:

Kenmexanosa A. 7K.
3amecturens lpencenarens Komurera
MEHIMHCKOTO U (hapMaleBTUYECKOTO
KOHTposIa MuHUCTepeTBA
3pasooxpareis Pecnybnnku Kasaxcran

(<D.IE.Q., joiRHOCTS)
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