EBpa3suiickuii sKoHoMUYecKuUij coto3

PI'Y «Komurer meymimmcxoro u hapmariesruueckoro KOHTPOJIA
Munucrepeisa sipasooxpauciing Pecuybimkn Kazaxcerais

CEPTUDUKAT
COOTBETCTBMS [POU3BOJICTBA JIEKAPCTBEIHBLX CPEJICTB TPEBOBAHUSIM TTPABMJI

HAJIJ]EH(A{ILEI;I HPOM3IBOJICTBEHHOM [TIPAKTUKH
EBPASUMCKOI'O DKOHOMHYLECKOTO COIO3A

Ne GMP/EAEU/KZ/162-12-2024
Cpox Jjiekicteus ¢ 21 Hosx0Ops 2024 1. 110 20 HosiOps 2027 1.
Beitan no wroram TPOBE/ICHMS  (hapMANCBTHICCKON MICICKIMM 1 coorsercreun ¢ Ilpasuiamu

MPOBEJIeHUs  apmalieETHIeCKIX MHCIICKIME,  yrecpyiicHnniMu Petnennem  Cogera Eppazuiickoit
OKOHOMMUECKOH KOMHCCHU 0T 3 Host6pst 2016 1. Ne 83,

Komurer Meuimicexoro u hapMaleBIHYCCKOrO KO ITpOJIs
Munucreperea slpasooxpaiicins PecriyGunkn Kasaxcrai

HOATBEP3K/IACT CIIC/1yloNIee:
HPOBE/ICHA (PAPMALCBTHUCCKAS HIICIICKIHS

«Novartis Pharma Produktions GmbHy.
Oeflinger Strasse 44, 79664 Wehr, Germany.

Ha OCHOBaHWUW:

- 3aiBieHus or 6.09.2024 roja na HPOBCJCHHUC HHCIEKIUU 114 COOTBCTCTBHE TpefoBanusm Haicxanei
HPOU3BOJICTREHTION npakTiku Eppasuiickoro IKOHOMHYCCKOI'0 €O103a (MHOE OCHOBAITICE).

Ha ocrosanmu ceeneruii, MOJIYHCTIHBIX 1IPH 11POBC/ICHNN (hapMallCBTHYCCKO] MHCHCKIMM, TTOCHCIHAA 13
KOTOphIX Obina nposejena ¢ 18 o 21 HosGps 2024 rojia, YCTAHOBICHO, YTO JaHnoe dapMauerTHUCCKOE
HIPOH3BOJICTBO COOTBCTCTRYET TPeboBansm Hpagwi najmeskanicii IIPOM3BOJICTBCHHON 1ipakTuky Espasuiickoro
IKOHOMUHECKOrO COI0ZA, IKBHUBAICHTHLIX Hpniam ¢ PykorojictBy Enporeiickoro corosa o HajyicxKaieii
POM3BOJICTBCHHON MPAKTHKE JICKAPCTBCHIBIX CPCACTE JUH MCIMIIMHCKOIO H BETCPUHAPHOrO HPUMCHCHHSA M
lpHHINaM CUCTEMBI COTPY IHHYECTRA (apmanesTyecKnX HICTICKIHIT (PIC/S).

Hacrosiumii cepruukar orpakaer CTaryc  [POM3BOJICTBEHION IJIONAMKH  Ha J4Ty  1poBejicHus
(apmatieBTieckoil mHcnekimu 1 10 uereuenun donee 3 et OT JaThl IpoBeCHUs HOCJIE/IHETO JUHS TIOCHIEIHEro
WHCIICKTHPOBAIUA HE MOMKCT CHUTATLCS JIOKYMCHTOM, CBHJICTCIILCTRBYIONMM O CTATYCC COOTBETCTBHS. Cpok
ACHCTBUS CCPTUDUKATA MOKCT BbITh COKPAIICH 1PK HCLIONL30BAINT COOTBETCTBYION 11X [IPHHIHIIOB YIPABIICHMSA
PHCKAMU TIpH  HAIMYHH COOTBETCTRYIONICH 3aIlcn B 1oMe «OUpanuieust Wi 10SCHUTCIBHBIC 3aMEeTKH,
KACAIONMCCs ODIACTH 1IPUMEHCHHIS HACTOANICTO cepruhurara.

Ceprudukar sizisieres: icHcTsTe/bILIM B CUYHAC NPC/ICTABICHHS BCEX CIO JIHCTOR (KAK OCHOBIbIX JICTOB,
TaK u JIOTIOJHUTENLUBIX JIHCTOR).

AYTeHTHYHOCT) (IIO/UIMHHOCT) HACTOALICIO CCPTHQMKATA MOKHO HpoBepuTh B Gaze jannsix Komurera
MCIMLMHCKOI0 W (DapMaleBTUYCCKOro KOHTpoJis Munnerepersa s/ipasooxpanciug Pecrybmmkn Kazaxcramn.

Ecimn ceprudmkar ne HPC/ICTARICH B ykasauHoll 6a3e janneix, cieyycr ODpaTHTBCS B YHONHOMOYCHIBIH
Opram, ero Bulasmuit,
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EBpasuiickuii skoHomuueckuii coros

X | Jlekapereennsie cpejersa JULSL MEJIMITMHCKOLO HIPUMCHEH S
JlekapeTeennsie HUPCHAPATLI JUIS KIMHHUYCCKIX HCCHEIOBATIAE (MCubITAINi)

Kox Hawmenoranue
L. TIPOM3BOJICTBEHHBIE OHEPALWMU - JIEKAPCTBEHHASI IMPOJAYKIIMSI
1.1 | Crepunbnas HPOJIYKIUS

1.1.1 lpoussoaumas acerruucekum 1yrem (ouepanun obpaborkiu Jus CHIC/LYIOMHX JICKAPCTBCHHLIX hopMm):

L1.1. dKnnkue siekaperseniic Popmer Bosisinoro oonema

1.2, Aujikne siekapersenmsic (opmel Masioro o6nema

1.3, Jlnodmnizars -

1.
I

1.1.4. ‘T'sepusic sekapersennmie (hopMBI 1M UMIUNTATE]
115, Msirkue JCKApCTBCHHBIC GOpMbI

1.
1.
L.
L.
1
1

1.1.6. TIpouas npoiy ks, lIPOH3BO/IMMAY B ACCHTHYCCKUX YCJIOBUAX

I.1.2. losmsepraemas dunmuimioi Crepuimsapn (olepaiun 06padorkm juis CUCILYIOUIMX JICKAPCTECHILIX GopM):

1.1.2.1. Xujikue Jickapersennpie popmbl Goubiioro ofsema

1.1.2.2. Kupkne JICKAPCTRCHILIC POPMLI MAJIOro 00heMa

1.1.2.3. Tsepupic JCKAPCTRCHHLIC DOPMLI M HMILIAHTATLL

1.1.2.4. Msirkue JICKAPCTBCHHBIC (HOPMBbI

1.1.2.5. Tlpouas upoykigus, Hosepracmas PUHMIKON crepmimsanun -

1.1.3. Beiyckaronmit KOHTPOIIL KavccTra (CepruduKaiiis u BhiycKk cepHm)

Hecrepmsnas nipoykims

1.2.1. Heerepunbtias mpojrykis (TEXHOJIOTHUCCKUE OlEpaIHN JuIy LOJIYHCHUS CIE/YIONINX JICKAPCTBCHIBLIX (OpPM):;

||

1.2.1.1. Kaucyisr B teprioi oGonoyke B

1.2.1.2. Kancynsi B MaArkodt 060motke

1.2.1.3. Xesarensinie JACKAPCTBCHUBIC (POPMEI

1.2.1.4. Umuperuuposatiisic JICKapeTBeninic hopmi

1.2.1.5. XKupxne nexapersenusie (OPMBL Ul HAPYIKIOTO ITPUMECTICHTHS

1.2.1.6. Kunkne JICKAPCTECHIIbIC (OPMBI JUIA BITYIPCHICIO HPUMEHCHUS

L.2.1.7. Mejunmckue razn

1.2.1.8. 1poune teepunie JCKAPCTBCHIBIC (POPMBL TPAHYIILI

1.2.1.9. lpenaparsl, naxo piimecs HOJL JIABJICHHEM

[.2.1.10. Pajmonyximuisic I'CHECpATOPHI

LI.L11. Markue nekapersermnre hopmnbl

1.2.1.12. Creun (cymiosuropun)

1.2.1.13. Tabnerku

1.2.2. Bolnyckaiomuii kowrpoins kaucersa (cepruduranus 1 BbIyCK ceprn) -

1.2.1.14. TpancjicpmMainiibic wacTeipy

1.2.1.135, lIpqlﬁy:ﬁq@pxm[,uaiwupgjgﬁurﬂ

buosiornueckas liekaperaenas UpOJlyKumMs

1.3.1. Buonoruuecxas JCKAPCTBEHHAS HPOJLYKIIH:

1.3.1.1. Ipouyrrsr KPOBH

(%]

1.5.1.2. IMMyHOJIOrHYecKas PO LYK LLHSI

(95}

1.3.1.3. Tlponykitus na ocuose coMarnuccrmx KICTOK (HPOYKLMS JUIst TCPAIIMN COMATHYCCKIME KJICTKaMU)

1.3.1.4. enorepanesrinyeckas HPOJLY KIS

5]

1.5, Buorexnosormycexas 1 pojyknms o o

13
1.3.1.6.1 Ipo;l_ylm'ng,__m;qu_lc;jya}z_n;gﬁn:;grghm HCTOUHIKOB MM Opraios (TKatcli) ucioneka
1.3.1.7. Txancuimkencpiias UPOJLYKIMS (HPOLYKIIs TRalesoli HHFKCHEP )
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Ne GMP/EAEU/KZ/162-12-2024

1.3.1.8. Ilpouas Gnosormucckas JCKAPCTRCIHAA HPOJYKIMA o

1.3.2. Bouryckaromnmii Korrrpojib (cepruduxaris cepini) (1IepeHetin BUIOR HPOYKIHM):

1.3.2.1. Ilpojtykrsl kposu

1.3.2.2. Mmmynosnoruicckas UPOJIYKILHsI

1.3.2.3. Tpoityk1sl Ha ocrone COMATHYCCKIX KICTOK (LIPOILYKINS JUls TCpaimy COMATHICCKUMM KJICTKAM M)

1.3.2.4. I'enorepanceruucckas HPOJYKIS

1.3.2.5. buorexnonorndeckas HPOJIYKITHsL

1.3.2.6. LIpo/tyKuust, BEUICHCHIAS U3 KIBOTIILIX HCTOYHHUKOB WIlM OPraios (TKanci) yeioneka

1.3.2.7. Tranenmcricpuas UPOJIYKIMS (1POIY KIS TRANEBOH HHIKCHEPHH)

1.3.2.8. Ipouas Guosornueckas JICKAPCTBCIIIAS HPOJLYKILHs

1.4 | Ilpoyas JCKAPCTBCLHAN IPO/IYKIHS MM HPOU3BOJICTREIIIAN JICHTCILIOCT]

[.4.1. IpoussoicTso:

L4.1.1. Pacturensias HPOJLYKIINS

1.4.1.2. lomeouarnucckoii HPOJLYKIIMK

1.4.1.3. Tlpouas uposyximst: 1lurocratiku - -

1.4.2. Crepummsanus (apmatcsTHICCKuX cyGeTanmii, BEIIOMOTATCIbLHBIX BCIUCCTR, FOTOROM MPOYKIHIA:

1.4.2.]. @unprpats

1.4.2.2. Cyxoxaposas crepmnsans

1.4.2.3. Crepwmsauus napom

1.4.2.4. Xumuueckasn Creprizatis

1.4.2.5. Crepunusanus raMma-13lrydcHeM

1.4.2.6. Crepumsarus ICKTPOHHBIM M3JIYYEHHCM

143 llpouee

1.5 | Vuakoska -

1.5.1. lHepsuunas yiakoska:

L.5.1.1. Kaueyit 5 tsepjoit 06osouke

1.5, L2 Kancynn s mstrcoil o6osonke

1.5.1.3. XKenarcunimie e KapCTBCHIBIC GOPMEI

1.5.1.4. MiMiiperuuposanmsic JICKapcTBeHibIe hopMbl

1.5.1.5. Kujxue Jiekapersemnnie thopmbi Juts napyiOro npEMeneHIs

1.5.1.6. JKujikue sickapersenimie hopmbl JuLs BuyTpeHHEro HPUMCHCHMS

1.5.1.7. Menunmuckue rass

1.5.1.8. lIpoune trepupie JICKAPCTREHHLIC JOPMDI

1.5.1.9. Upenaparst, naxojsimecs HOJL JIABJICTIHEM

1.5.1.10. Paymonykinyuimic reHepaToph -

e Msirkme sekaperseninic opmer

1.5.1.12. Cpeun (cyuiosnropun)

1.5.1.13. Tabucrkn

1.5.1.14. Tpancnepmaiimic IJIACTBIPH

1.5.1.15. Ilpouas necrepuibnas JICKAPCTBCHIAS IPOJLYKIMsL

1.5.2. Bropuynas vhakoska

1.6 | Konrpois kauccrsa

1.6.1. MuxpoGnosornucciue MCLBITAIMS: CTCPHILIOCTE

1.6.2. MukpoGuoiiornieckoe uciimiranms: MUKPOOHOJIOrHYCCKas HHeToTa

X | 1.6.3. Xumunucckue (pmsmicekue) uenbrranms

1.6.4. buojornucekye uelibiraims

OTH OTPANHYCLNS WK HOSCHCHHSL, HE0GX0MHMO BIIOUaTE OTERLTRY K COOTBCTCTBYIOLICMY HOMEPY TyHKTa ceprudmiara GMP,

B orHowenuu mo6ox OFPaHMtICHHHE WM TI0SCHCH, OTHOCHIIMXCS K AQNHBIM  [IPOU3BONCTREINLIM ONCPAIMAM (32 MCKIIOYCHUHCN
CIIYHACB, KOI/IA HOACHCHUE ABSCTCS 06LuIM KOMMEITAPHCM K LPOLLCCAM HA HPOH3BOACTBEHHOM ofnexre), rue Osl 1 NPUMENsIne

b
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Ne GMP/EAEU/KZ/162-12-2024

2. AMIIOPT JIEKAPCTBEHHOM NMPOJYKUHUU

2.1 Kownrpouis kauecria UMIIOpTHPYCEMOIT JIcKapeTaeH ol HPOJYKILAK
211, Mukpoduoioruueckic WCIHLITANHA. CTCPHILIOCT

2.1.2. MukpoGHONOTHICCKOE HCIbITams: MUKPODHOJIOIHUCCKAs YuCTOTA

2.1.3. Xumuueckue (duznuccrue) wennrranmis
2.1.4. buonoruucckuc UCIILITAHMY

2.2 | Ceprudmxarus CCpUN UMITOPTHPYCMOE] JICI(a'pC’I'BElI]iOF]_IlpOJ{)/KIIHH
2.2.1. Crepuisnas HPOJLYKITHSE: B
22.1.1. I'[@M’m0)11/1_:\135{__3_3(:(:11'11{%{,’%&{1(&}5&57_
2.2.1.2. Tloywepracmas i CTCpHIIM3AIINT
2.2.2, Hecrepunbias HPOJIYKIHs

2.2.3 Buonornucckas JICKAPCTBCHITAS LIPOJ(YKITUST:

2.2.3.1. Ipoj1yxthl Kposu

2.2.3.2. Mmmynonoraucckas HPOJLY KIS

2.2.3.3. TIpO/tyKILisi 11a OCHOBE COMATHUCCKITK KICTOK (HPOJLYKIMS JUsl TCPALIMM COMATHYCCKIME KJICTKAMM)

2.2.3 4. I'cnorepai ICBTUYCCKHC 1IPOIIYKTEI
2.2.3.5. Brorexnooruteckas UPOJIyKItHst
2.2.3.6. lpojiykims, Bhijieneimas us KHBOTIBIX HCTOUHITKOB WM OPIalion (TKAHCH) YeloBeKa

2237, Trancuimxencpnas HPOIYKIMS (1IPOAYKIMS TKAICRO HHKCHCPHI)
2.2.3.8. llpouas Guosornucckas JICKAPCTBEHHAA 1IPOJLY KIS
2.3 | Ipouas siestensiocr 1o UMIOPTY (BBO3Y)

2.3.1. lnomanka (u3nIccKoro uMiopra (BBO3a)

2.3.2. Umuopr HPOMCHKYTOYHOMH POy kI, Ho/BepTraonieics Janbncitineii odpaborke
2.3.3. Ilpouce )

3. IPOM3BOJACTBEHIBIE ONEPATN — GAPMALEBTHUECKUE CYBCTAHLMH
DapmanesTnueckay cy6_C'raumm_(cyfic-ranlmu): _

3.1 | Mpoussosicrso bapmanesruycckux cyderanmumii MCTOJIOM XUMHUCCKOI'O CHITe3a

d

1.1 Upoussojcrso HPOMCIKYTOUHBIX HPOYKTOR (hapMalleRTHICCKOIH cybcraniumn

3.1.2. llpoussonctio HCOUHIICHION (papManerTIYCeKoli cy6eTanmm

L

-1.3 Coucobpazosaiie (ouncrra):

(U5 ]

1.4 Tlpouee R - -

3.2 | Ilpomssoncrro d)ﬂpf\@ﬂcn’r]ﬂccmtx L cyD H BBIICJCHAS B3 HPHUPOMILIX HCTOUYHHKOB

3.2.1. Buyenenne (apmaresriiecknx cyberanuuii ns HCTOMHHKOB PACTHTCILIONO IIPOHCXOAICHIA

3.2.2. Boutenemme cbap:waucwrnqccmax_ cyOcTanmmit u3 HCTOUIIKOR KIBOTIOIO HPOHCXOAICHMS

3.2.3. Beuienenue dapmanesruycckux cydcTanimi us opramos (rkamncii) ucliorexa

2.4. Bolzienenue apManesTHucckix CYOCTaRUMIT 13 HCTOYHNKOR MUIICPAJIBIOIO IIPOUCXOKJICHHA

3
2
3

-2.5 Mojuukanms Buyeseniol dapmanenruaceko cyOcTanimy (yKasblgacres us lynxTos 3.2.1-3.2.4)
3.2.6. O4HCTKA BRLICHCHHO (apmarierTiucckoil cyerannun (YKa3LIBACTCS HCTOUNHK U3 IYHKTOR 3.2, | -3.2.4)
3.2.7. llpouce - B e - -

3.3 | llpoussosnctso q)apf\qﬁllﬂﬂﬂ‘leff\'l@yﬁtlc_lllll:fi‘i_C HCHOJIB30BAIMEM OHOJIOIHYCCKHX IPOLECCoB

3.3.1. ®epmenranus

3.3.2. llpomssonetso ¢ HCHOIL3OBANICM KICTOUHBIX KYIUBTYD

3.3.3. BouiencHue ((}HHC:IE)__
3.3.4. Mojudnkarus

3.3.5. lpowee: trnaunoe popmuposaie coctara GHoNorniecKoii akTHBION (papMalcETHICCKO cyOcTainu

3.4 | LponsBojicTBO CTepHibimX thapmancrTuiecknx cyderanmii (pasyeant 3.1, 3.2, 3.3 JloinK1bl BBITH 3a110J11CIn
I'JIe IPUMEHUMO)

]
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EBpasuiicknii akoHOMMuecKuii colo3

N GMP/EAEU/KZ/162-12-2024
34.1. (I)aPMaIICBTH‘iCCKHC CyOCTANIIH, 1IPOM3ROIMBIC B ACCHTHICCKUX YCIOBUSIX
3.4.2. Gapmanerriueckuc cyOcTanimu, nojBepraevsic (Gunmmoi crepminmanu

3.5 | 3aBepmaiontne crajumu POM3BOJICTRA (hapMALCBTHYCCKIX CYGCTaHIMIA

3.5. 1. Crayuy Qursnueckoii obpaborku;
3.5.2. Ilepsuunas yiakoska
3.5.3. Bropuunas viaxkoska

3.5.4. llpoyec S

- o . (yxasars juis ouepaimii, ne onncanLx BBILIC)

(95
(=28

Kourpoms kayecrsa
3.6.1. Dusnyeckue (XMMuuCCKUE) HermLITaTms
3.6.2. MUKPOOHO/IOIHIECKHE MCITbITaIINS (BKIIOYAS MCUbITANMA Ha CTCPHIILIOCTE)

3.6.3. MHKPOOHOIOrHICCKIE HCITLITAT s (MCKIIOMAs HCULITAHMS 1A CTCPUIILHOCTL )

3.6.4. Buosiornueckie uenniranms

OI‘pEl]lH‘ICEIHH MUK HOACHUTCIBHBLIC FAMCTKH, Kacaloniuecs obliacrn HPHMCHCHUS CCpTHE])HKElT'dI

4. IIPOYUE OIEPAILMM - CDA-P_MAIIEB’I‘MLI ECKUE CYECTAHIIMA

L.2.1.1. Kancyns g TREpIOH obonouke  Briovact Hanoinenue
HpOMCXOKACHMS (Besikn)) B KaTICyIIB ¢ TBEPIO ofoI04KOIi:

1.2.1.8. Tlpoune reepisie JICKApCTBEINBIC (hOPMBL: I'DANYILI B KAUCCTBE HPOMEHYTOUHOIO NPOJYKTA JUld Jllibiciimes
00pabo rku (1IponsBosIcTRa) Ha JAPYIHX NIPOUSROJICTBEEHIBIX 1UIONA/IKAX,

ADC (BricOKOAKTHEIOC BCILCCTBO, DMOJOIHISCKOT

Kemkexanosa A. K.

H.o. lpencenarens Komurera
ME)IMLHMHCKOI0 U (hapMancrTHICCKOIoO
KouTpolis Munucrepersa

3parooxpaneHus PeenryOnukn Kasaxcran
(@10, qo.mknoc )

R SR ALY

(aara nopnueanis, . see.rrr) MLII.
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