Espasuiickuii sSKoHOMUUECKUIA cOo103

PI'Y «Komurer Meanmickoro u (hapManesraueckoro KOHTpOJIst
Munmucrepersa 3nparooxpaneins Pecrybnuxn Kazaxcerany

CEPTHD®UKAT
COOTBETCTBHMA HPOI/BBOHCTBAV JIEKAPCTBEHHbBIX CPEJICTB TPEBOBAHHMAM IIPABUII
HAJUIEXKALIEW TTPOU3BOJICTBEHHOU MPAKTUKH
EBPASMUCKOT'O SKOHOMUYECKOI'O COIO3A
Ne GMP/EAEU/KZ/ 64-10-2023
Cpox nedictsus ¢ 30 uions 2023 r. 110 29 uionst 2026 r.
Brigant no wroram npoesenus (BapmalncBIHUCCKON HICICKIME B COOTBCTCTBHM ¢ lIpaBunamu

NpOBC/ICHUS  (DAPMALICBTHYCCKIX  MICHICKIMHE,  yrsepaucHnbM — Pewenem  Cosera Espazuiickoii
OKOHOMHYCCKOH KomMucenu o1 3 nosbps 2016 r. Ne §3.

Komurer Mmemimuckoro 1 hapmareBTHHecKkoro KOHTROJIs
Munucrepersa snpasooxpaticrins Pecrydnuxu Kasaxcran

NOATBCPIKIACT CIICLYIOIICC:
ImpoB¢icHa d)apmau(:Banec}caﬂ HHCIICKI M

Shionogi Pharma Co., Lid, Settsu Plant
2-5-1, Mishima, Seitsu, Osaka 566-0022, Japan

14 OCHOBAHUM!

- sasislieHns ot 27.01.2023 roya 1a NpoBCACHIIC HIICOCKIIHH 11a COOTRCTCTBIC TpcOOBAHMAM HaJUICKAILCH
TPOU3BOJACTBEHHOMN NpakTHkK EBpasuiickoro sKoHoMUTICCKoro colo3a (MHoe OCHOBAINE).

Ia ocuosainn cBejCHIH, NOIYHCHHBIX IPH [POBEACHMY (PAPMALEBTHUCCKON MHCHIEKIMH, [OCIC/HAS U3
KOTOpLIX Oblia nposefcna ¢ 26 no 30 wous 2023 1o/ia, YCTAOBIEHO, YT0 jlaHHoc (papmMaleBTHUCCKOS
lIPOU3BOJICTBO COOTBETCTRYET TpeboBanusym [Ipasii najuieskanieli mpoussocTaelnoil mpaktukyn Espasuiickoro
IKOHOMIMECKOTO CO103a, dKBUBaeHTHLIX [puimiiam u Pykososictsy Esponeiickoro cotosa o najyuiexanicii
MPOUBBOJICTECHHOM NPAKTHKE JICKAPCTBEHHBIX CPE/ICTR JUIS MCIHITUIICKOINO H BETCPUHAPHOIO LpUMEHeHHs ¢
npunuinam Cucrembl coTpynnyecTsa (apMaueBTHICCkux nicnekimii (P1C/S).

Hacrosiumiii - ceprnpukar oTpaxkacr craryc [pOM3BOACTBCHHON IUIOUAAKE Ha JATY  IIpOBeeHHs!
(hapmanerTHYECKOH HICIICKIMN U 110 HCTEUCHHH 00Jice 3 J1eT OT JaTHI TIPOBC/ICHMA IOCIEHETO JIHS MOCICIHEro
HHCTICKTUPOBAHMA HC MOXKCT CHMTATLCS JIOKYMCHTOM, CBHJICTEJIBCTBYIOUIM O CTaryce coorsercTrus. Cpok
ACHCTBUA cepTimKara MOXKeT OLITh COKPAIICH [IPH HCTIOIL3OBANIH COOTBETCTBYIOINX NPUHTUIIOB YIIPABJICHUS
PHCKAMIL 1IpIT HATIM4YHK COOTBCTCTBYHOIEH 3amncH B none «Orpauuucius W IHOSACHUTCIBILIC 3aMETKH,
Kacaiouinecs 00J1acTh NpUMEHEHIsT HACTOSIIErO cepTuuKaTay,

Ceprudmrar spigercs NeHCTBUTEIIBHBIM B CIIYUAC 1IPE/ICTARICHUS BCEX CI'O JIMCTOR (KaK OCHOBIBIX JIUCTOR,
TaK 1 JA0NOJIHUTENLHEIX JTHCTOR),

AYTCHTHIHOCTS (IOJUTMHIIOCTE) HACTOAIIEr0 cepTuMKaTa MOXKHO nposeputs B Oaze nannnix Komurera
MCJIMILMHCKOrO 1 (hapMaleBTHYECKOro KoHTpolis MutmcrepeTra 3jipagooxpatictiusg Pecriybmuxn Kasaxcrarn.

Eein CCpTH(bHKaT HE HpeJicTaBliey B ylcasalmeﬁ Daze JAaHHbIX, CIICHyeT OﬁpﬁTHTbCH B YIOJTHOMOUYSH LI
Opran, ero BeLIaBIIHIA.
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EBpasmniicKmnii 3KOHOMMUUECKUH COoto3
Ne GMP/EAEU/KZ/64-10-2023

.HCK&pCTBCHHbI(‘) CpelicTBAa AJ1t MCHHLIMHCKOT O HPUMCHCH M

JlekapeTBeIIbIC Hpenaparsl Juls KIMHIHYCCKUX HCCiCoBatni (McubITaHHiT)

Ko

Hanmenopanme

1. NPOU3BOJCTBEHHBIE OIEPAIIMU - JIEKAPCTBEIHAS ITPOJYKLIMSI

1.1

CrepunbHas IpoTyKIms

1.1.1 IpousBoTuMast aceirTuicckum myreM (Oneparinu odpaboTki UL CICILYIOUINK JIGKapCTBEHHBIX (hopm):
P P p

I.1.1.1. Xuakme nekapeTsenisie GopMel GonLioro obnema

1.1.1.2. Wuikue sekaperrelnibie popMbl MAIOro 00beMa

1.1.1.3. Jlucnepecuu

1.1.1.4. Jluodunnzars

1.1.1.5. Teepnie ickapeTBenibic GopMbl I UMILTAIITAT]

1.1.1.6. Markue nekapersennbie opMet

L.1.1.7. IIpouast npo/tyKIusl, 1IPOU3BOIHMAs 1 ACCHITHUCCKITX YCIOBUSIX.

1.1.2. lNousepraemas Guunninoii creprmsaryn (orteparn 06paboTky JUTA CHELYICUIHX JTEKAPCTBCHIILIX hopm):

1.1.2.1. Kwicue siekapersenisic Gopmul GobIoro oomema

1.1.2.2, Kujikue siekapersenibie GopMel Majioro ofmema

1.1.2.3. Teepuple JiekapcTBeHHbIE (JOPMBI 11 HMILIAITATEL

1.1.2.4. Msrkue jiekaperseHibie Gopmul

1.1.2.5. 11pouas ipoyKIus, 110/18epraemast uimaninoii CIrepuIH3aluy

1.1.3. Beuryckarouuii kourposin, kauecrsa (BblIyCK copum)

HecTepunbHas npojykums

1.2.1. Hecrepumbnas 1poaykims (TeXHOIOIHYECKIE OLCPAIHY U TIOJIYHCHMS CIIC/YIONLHK JICKAPCTBCHHBIX hopM):

1.2.1.1. Kancylist 8 rRepjioi 0dosouke

1.2.1.2. Kaueyiisl 8 Msrkoit o6osouxe

1.2.1.3. Xepareupnnbie jiexaperseimnbic hopumol

1.2.1.4. Umiperuuponamisie JICKAPCTBEIIhIE (hOPMEL

1.2.1.5, Huukne sickapeTseHibe hopMb! Juis HAPYIKHOTO [IpUMEHEH sl

1.2.1.6. XKiuikue JickapereeHibie (POpML! JUI BIYTPEIIIEro IPHMEHCHNS

1.2.1.7. MEIUMIIMHCKHE ra3nl

1.2.1.8. Ilpoune Teep/ibIc JICKapCIBEILIe HopMbl

1.2.1.9. Tlpeuaparsl, NAX0IAIILHECH 1101 H@BJICHHeM

1.2.1.10. Pajutonyiin/iibic reneparoph

L.i.1.11. Msrkue nekaperseuimic Qopabl

1.2.1.12. Cseun (cymiosuropuu)

1.2.1.13. Tabnerku

1.2.1.14. TpanciacpMallbHbIC IIACTLIPH

1.2.1.15. Yerpohctsa juis HlI’l’papyMM![aJII:I_E_)_I‘U_EB_I_])QE@J‘\,@HOBOI‘O) BBC/ICHUSI

1.2.1.16. llpouas necrepuisuas Hpoykis

1.2.2. Brinycxaoumii konpo:s, kauccersa (cepruduxalus cepun)

Buornornacckas JICKAPCTBCHUANA IPOJYKIULA

1.3.1. Buonorimaeckas JckapeTseiisas LIPOJLY KIS

1.3.1.1. lpojyxrnl kposn

1.3. 1.2, FIMMYHOJIOIHUCCKAS IPOJLYK LI

1.3.1.3. ITpoJLyKIst 114 0OCHOBE COMATHYCCKUX KJICTOK (IPOJLYKIMS JUISL TCPAIINH COMATHYCCKHMM KIICTKAME)

1.3.1.4. I'cnorepanesruyeckas npoyKiys

1.3.1.5. Buorexionornyeckas TIPOJLY KIS

1.3.1.6, 1pojyKuist, BLIZICHCIHAS 113 WHBOTHLIX HCTOYTIHKOR Il oprauon (rkanecii) uejsoseka

1.3. 1.7, Traneumkerepas npoayxums (Hposty Kius TKainesoi WHMKCHCPHH)
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Espasumiickuii sakoHoMMUUYeCcKuUii colo3
Ne GMP/EAEU/KZ/64-10-2023

1.3.1.8. Ilpouas duoornueckas jekaperie s UPOJAYKIMS

1.3.2. Beinyexaronuii xonTpois (cepraguxarus cepim) (epevcin BHJIOB NPOIYKIITH):

1.3.2.1. lponykrsl kponn

1.3.2.2. MMMynonoriseckas npoJiyKiis

1.3.2.3. TIpojtyxhsl 112 0CHOBE COMATHUCCKUX KIICTOK (MPOJLYKIMsL Jyist TCPaAIIE COMATHICCKIIX KJIETOK)

1.3.2.4. l'enorepancsruticekas pojyKIs

1.3.2.5, Brorexnonormucckas MTPOJLY KLIHs

1.3.2.6. [TpoJ1yKILHst, BLUIENCHHAS 113 IKUBOTIBLIX HCTOYIMKOB M opranoes (Tkaiicii) uenosexa

1.3.2.7. Txanemokenepuas nponykuus (MpojlyKiLs TKaleBoi HIZKCHCPHN)

1.3.2.8. [Tpouas GHoNOTHICCKas JIeKapCTBCIias HPOILYKIISE

1.4

[lpouast JiexapeTseHnas HPOJLYKIHSA MITH NPOH3BO/ACTECIIAT ICATCILHOCTD

1.4.1. ITpouzeojcrio:

1.4.1.1. PacTurensnas npojyKius

1.4.1.2. l'oMconarnyeckoil nmpojtyximir

1.4.1.3. Tlpouas npouykims

1.4.2. Crepunusaiius GapMalicBTHUCCKITX cyOcTainyil, BCIOMOraTebHLIX BCIICCTE, FOTOBOI UPOJIYKLIHHK:

1.4.2.1. dunprpanms

1.4.2.2. Cyxoxkaponas Crepinsanis

1.4.2.3. Crepimsaung napom

1.4.2.4. Xumuucckas crepuinsans

1.4.2.5. CTepuiIH3aIs I'aMMa-H3lyuCHTen

1.4.2.6. Creprnsanus SIeKTpONHLIM 1131 YueIHeM

1.4.3. [Ipouee

.3

Vnakoska

1.5.1. llepeuunas 'ynaxonxa:

1.5.1.1. Kancyiinl B TBepiioit o6onouxke

1.5.1.2. Kancylinl B Markoii oGosouke

1.5.1.3. JKeBaTeliLiibic ICKapCTBEHIILIC (hopmul

3
J
1.5.1.4. IMIIpernupoBanibie JICKapeTRCHILIC (hopmul
1.5.1.5. Hujikue nexapersenusie Gpopmi juts HAPYIKHOIO UPUMEHCHHS

1.5.1.6. 2Kuyixue ekapereiiibie GopMbl /Ut BUYTPCHIICIO NPUMEHCHNSI

1.5.1.7. Menuumickue rasnl

b
/

1.5.1.8. llpoune tepibic JicKapenennmie (hopmLt
)

1.5.1.9. Tlpenaparsl, HaXo/IMECs MO JIABIICHECM

1.5.1.]0. Panuonyimisic reneparopsl

1.5.1.11. Msrkue siekapersenibie Gopml

1.5.1.]12. Ceun (cyniozuropun)

1.5.1.13. Taduierku

1.5.1.14. TpanciiepMaliblLIc acThipi

1.5.1.15. Hpouas necrepiuibsnas JICKAPCTBCHIAS LPOLY KIS

1.5.2. Bropuunas (1norpedureiinckas) yiakonska

Konrpous kauecrsa

1.6.1. MuxpoGHONIOrHyecKie HEUbITARHA: CTCPILILIOCTI,

X

1.6.2. MuKPOBHOJIOIHYCCKOE TCCTHPOBAIING, MHUKPOOHONIOTHYIECKas YUCTOTA

X

1.6.3. Xumuueckue (usuucckiie) ucnsirais

1.6.4. BHONOTHYCCKUE HCIIBITALIUSI

B oruourenuu MoGpIx orpanuienuit win osicunelt, OTHOCAILLIXCG K JIaiHbLIM MPOH3BOJICTBEINEIM onepauraM (3a HCKIIOUCHHEM

CHIyYacn, KOTAA Mosd
ITH OrPaIHYCINs 1l

OCIHe ABIEeTes OOUIMM KOMMEITAPHEM K HPOICCCaM 11a NPONIBOACTRCNIOM 0fbeKTe),

tAe Obl 1H IPHMCIAJIHCD

1 NOACTICINLS, HEODXOMMO BKIIOYAT OTCLUTKY I COOTBCTCTRYIOMEMY HOMEPY nynkra cepridukara GMP,
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EBpa3suMicKkuid IKOHOMUYECKNIA Colo3

Ne GMP/EAFU/KZ/64-10-2023

2. UMITOPT JIEKAPCTBEHHOW NMPOJIYKIUU

Komrpoiis ka4ecTna IMIIOPTHPYEMOH JICKApCTECHION POy KILH

2.1.1. MHKpPOOHOJIOrMMECKIE MCHBITAIIA: CTCPIILIOCTD

2.1.2. MUKpPOGHOIIONHYCCKOE TCCTHPOBAIINE: MIKPOOHOJIOIIYCCKAs YHCTOTA

2.1.3. Xumngeckne (pU3NUCCKIE) HCImITaims

2.1.4. BHONOrHYCCKUC HCTTBITAIIS

CeprudmKalns cepitin IMIOPTUPYEMOii PO aYKILL

2.2.1. Crepuiibhas IpojLyKims:

2.2.1.1. lTpon3Bo/inmas B acCITHYECKUX YCIIORISIX

2.2.1.2. Tojwepraemas puimimioli crepuimsanim

2.2.2. Hecrepulibliast IpOJIyKIHs

2.2.3 BroJoriueeKas JICKApCTBCHIAS TPOJLYKILH:

2.2.3.1. Tlpoayxrsl Kposit

2.2.3.2. UIMMyHOJIOTHUCCKAN HPOJLYKILN

2.2.3.3. IlpojtyKimsi 11a OCHHOBE COMATHYCCKHX KICTOK (IIPOJLYKILAS JUls TCPAITHH COMATHUCCKAMH KIICTKAMIY)

2.2.3.4. I'eHOTCPAIICBTHYECKHIE POJLYKTEI

2.2.3.5. buorexnonornueckas npoayKius

2.2.3.6. lpojtyKkina, BLUICICIIHAS W3 FKMBOTHLIX IICTOUNMKOR MK oprauog (Txaieii) yeionexa

2.2.3.7. Txaucumkeepuas npoaykims (UpojyKInis TKaneroi MIDKCHEPIIN)

2.2.3.8. I1poyasn GHONOIIHCCKAN JICKAPCTECIIIAS IDOLYKILIs

lIpoyas ICSTENLIOCT 110 UMIIOPTY (3R03Y)

2.3.1. Tlnomanka Gisnucckoro umMnopra (BBo3a)

2.3.2. UMIOPT NPOMEKYTOUHOI HPOJLYKIIN, 10 ABEPIalonelics Jaibeici o0padoTke

2.3.3. llpouce S

3. MPOM3BOJACTBEHIILIE OHEPALIMH — ®APMALEBTHUECKIUE CYBCTANLAN
aresTieckas cyderantus (cyGerannm);

lpoussoigrso dhapmanesrnuccknx cyBeTaniumi MCTOJIOM XUMIFICCKOTO CIIITC3a

3.1.1. lponssopcrio LIPOMEIKYTOUHBIX LIPOJIYKTOR (PAPMAICBTHYCCKON cybcTanuu

3.1.2. TIpousBoAcTBO HEOHHIICHIOH bapmanesrnucckoii cyeraninn

3.1.3 Concpbpazosariine (OUHCTKA): KPUCTAILIIZAILHS

3.1.4. llpouce s

T1pon3BoagTEO GapMalCETHYCCKMX CYBCTAHIN MCTOAMHU RELICHCHIS 13 UPHPOJUILIX HCTOYHHKOB

3.2.1. Buiienenye (papmManesTHICCKIX cyGCTANIIL 113 HICTOMIIKOR PACTHTCARIOND 1IPOHCK O (CHHUS

3.2.2. Bulapnete hapMaiiesTHucckux cyGeTaniuii 13 HerouiKkon sKHBOTHOL O PONCXOKICTITS

-2.3. Byuyienerue dapmMauesTuicckux cyBbeTanii 11 Opranos (rkatcil) ueinosexa

2.4, Beuipiterue Gapmanesrieckix cyGeTainuii 13 HCTOUNAKOB MULCPAILION0 1IPOHCKOMICH S
p

3.2.5 Mouydukats geyiesncioi gapmanestuicckoii cyOcranmu (ykassisactest w3 ylnKros 3.2.1-3.2.4)

3.2.6. OurgTKA BLLIENCHITON (PapMaNeRTHUCCKOM cyGeTanim (yKa3LIBACTCH HCTOUHNK M3 LIYHKTOB 3.2.1-3.2.4)

3.2.7. llpoyee _ S

[Tpon3BoIGIE0 apMaleBTHUCCKHX cyBeTanimii ¢ HCHONL30BAIICM BHONOIHUCCKIX POLECCOB

3.3.1. depyenranius

3.3.2. TIppusBOACTBO ¢  MCHOML3OBAITCM  KICTOUIILIX KYILTYD - (ykasarn T

HCHONL3YCMBIX KICTOK) (110]] YKAZAHUCM THIIA KICTOK HOIHMACTes WX THIIOBAS CHCHUGHUNOCTE, JTUHH, I0TAMM 1
npoyce)

3.3.3. Briiguenne (ouncrka)

3.3.4. Mojthdukanms

3.3.5. llpoyec -

lpouspoiierao cTepuibibIx GapMALCBTHYCCKIIX cyberannuii (passeses 3.1, 3.2, 3.3 poiskusl ObITh SANOJHCTN,
e NPUMEHUMO)
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EBpa3sniicknii 9KOHOMUYECKUIA COIO3
Ne GMP/EAVU/KZ/64-10-2023

3.4.1. dapmanceTiycckue CyOCTaHLMH, IPOHZBO/IMMBIC B ACCHITHYCCKHX VCIORHSX

3.4.2. DapmalesTHICCKHC CYBCTAk LML, LI0JIBEPIaCMLIC (DMIUIIHON CTepUIINzAIHIT

SABCPUIAIONLHE CTA/IMM TIPOM3BOACTEA (DAPMANCH IUNCCKUX CYBCTAMII

3.5.1. Crapun dusuucckoit ob0paborku: npoceusanne

3.5.2. llepsuunas ynakoska

3.5.3. Bropuunas ylakorxa
3.5.4. IMpouce

(yKaszarsb Juist OlCPaIlHil, 1C OHICATILIN BLIIIC)

Kownrpoan kauectna

3.6.1. Dusnueckie (XUMIMCCKHE) HCNLITAIIS
3.6.2. MUKpPOBHOIOIHICCKUE MCTbITaIs (BKIIOYAN HCHBITAIHS 1A CTCPIBLIOCT)

3.6.3. Mukpobuonoraucckie Henbrranis (MCKIOuas HeNbITalus Ha CTCPHIILIOCT)
3.6.4. buonoruueckne uenLitanms

4. IPOYME ONEPALINH - DAPMAIEBTUYECKHE CYBCTAHIITMU

OFpaHI‘I'-ICI!'I‘IZH HIIM HOSCHHUTCILIBIC 3aMCTKN, Kacatonmees obiacru np}imeuemm CCp']‘H(iﬂlKﬂ']'H:

1.2.1.8. Hpotne 1pep/ibie JiekaperBeninie GOpMRI - FPAtylis Ui HPHIOTOBJICHILT CYCUCHSHI JUIS 1IPHICMa BHY TS,

Kamxoivmbacna JI. P.

Samecrureis npeicearens Komurera
MC/(HLIHIICKOro W (hapManeBTHYCCKOTO
rotrrpona Munuereperea

siparooxpancnusa PecnySnunien Kazaxceran
(D.ILO., jmoskirocTe)

|
A L0 LOKX 52

(1ara nopmreanss, 1. aeearr)
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