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EBpa3uniicKnii 3KOHOMMYECKUI COI03

PI'Y «KomuTeT meanumHekoro u hapmaueBTH4ecKkoro KOHTpoJIs
MuunucrepeTsa 3npaBooxpaHenus Pecrrybnuku Kazaxcrany»

CEPTU®UKAT
COOTBETCTBMUSI I'IPOI/BBOI[CTBP& JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHHMZM IPABUI
HA,Z[HE}KA!‘_HE[/I [TPOU3BOJICTBEHHOM [MTPAKTHUKH
EBPAZHHMCKOI'O 3KOHOMHUYECKOI'O COK)3A
Ne GMP/EAEU/KZ/262-12-2025
Cpox neiictaus ¢ 07 Hos6ps 2025 roaa o 06 Ho:a6ps 2028 roza
Bbinan no wuroram rnposeseHus (papMaleBTHUYECKOH HHCIEGKUMH B COOTBETCTBHH C I [pasunamu
rnposeneHuss  (papMaleBTUUECKHX HHCMEKUMH, yTBepkaeHHbIMM Pemenuwem Cosera Eppasuiickoi

9KOHOMHUECKOH KOMHCCHM OT 3 HOsOps 2016 r. Ne §3.

KoMHTeT MeHLMHCKOrO U (papMaLeBTHUECKOTO KOHTPOIS
MunHucrepceTBa 3apaBooxpaHeHus Pecnybnuku Kasaxcran

NOJTBEPIKAAET CNENYIOLLEE:
npoeeaeHa gapmaleBTHYECKAs WHCTEKLHS

IPR Pharmaceuticals, Inc.
San Isidro Industrial Park, Carr. 188 Lote 17, Canovanas, Puerto Rico

Ha OCHOBAHUH:
- 3aapneHus ot 09.10.2024 rona Ha npoBeNeHHe MHCMEKUHH Ha COOTBETCTBHE TPeOOBAHMAM Hazexkalneii

MPOU3BO/CTBEHHOH NpaKTUKK EBpasHiickoro 5KOHOMHUYECKOr0 COK03a (MHOE OCHOBAHME).

Ha ocHOBaHuM cBefeHMMH, MOMYYEHHBIX MPH MPOBEAEeHUH (apMaLEeBTHYECKOH MHCNEKLMH, IOCICAHSS 13
koTopbiX Oblna nposegeHa ¢ 05 no 07 HoaOpa 2025 ropa, ycTaHOBNEHO, UTO AaHHOE (apMaLCBTHUCCKOC
NIPOM3BO/ICTBO COOTBETCTBYET TpeboBaHuam [IpaBun Haanesxaleit NPOU3BOACTBEHHOIM pakTHKH EBpasuiickoro
9IKOHOMHYECKOro COK03a, 9KBMBaleHTHbIX [IpuHuunam u PykoBoactBy Esporeiickoro coro3a no Hapieskainei
MIPOM3BOACTBEHHON TIPAKTHKE JIEKAPCTBEHHbIX CPEICTB AN MEJULMHCKOrO M BETEPHHAPHOIO MpHMEHCIHA |
npiHuunam CucTeMsl COTpyaHnuecTBa (hapmatieBTHYecknx nHenekuui (PIC/S).

Hactoswmii cepTudukar oTpaxkaeT CcTaTyc NPOW3BOACTBEHHON [UIOWAAKH Ha MOMEHT 11POBEACHHMS
(apMaueBTHHECKOH WHCMEKUMHW M MO WcTevyeHuM Oonee 3 JIeT OT JaThl MOCHENHEr0 AHA [I0CIE/AHErO
MHCIEKTUPOBAHUA HE MOXET CUWTATLCH NOKYMEHTOM, CBHIAETENLCTBYIOLIMM O CTaTyce COOTBeTC!'BHi. Cpok
neficTBUs cepTH(HKaTa MOXET ObITh COKPALUEH NPH HCNOAb30BAHHH COOTBETCTRYIOLMX MPHHLMIIOB Y APABICH sl
pUCKaMH TP HAIH'UMH COOTBETCTBYIOLIEH 3anucH B nofe «OrpaHu4eHHst MAM MOACHMTENBHBIC 3AMCTKIL.
KacaroLimecs odnacT NpUMEHEHMS HACTOSLLEro cepTUuKaray.

CepTu(ukar aBiseTcsa AEiCTBUTENLHEIM B CIy4ae NPeACTaBIEHNs BCEX €ro JIMCTOB (Kak OCHOBHBIX JIMCTOR,
TAK W JIOMNOJHUTEIBHbIX JIUCTOB).

AYTeHTUYHOCTb (NOANMHHOCTB) HACTOSILLErO CEpTH(UKATA MOXKHO TpOBepHTL B Gase maHHbIN Komirela
MeJIMLIMHCKOro 1 (hapMaLeBTHYeCKOro KOHTposst MuHucTepcTBa 3apaBooxpandenus Pecnyonuku Kasaxcrai,

Ecau ceprudukar He npeacrasien B yka3aHHOH 0ase AaHHBIX, cieAyeT oOpaTUTHCS B YNOMHOMOUCHIILIT

OpIaH, ero BbIAaBLIMII.

i tva s Pe

ATV ETTITIV A | -4
Rt =)




EBpa3niiCcKnii IKOHOMUYECKMIA COI03
Ne GMP/EAEU/KZ/262-12-2025

X

ﬂeKﬂpCTBCHHble CpeACTBA ANA MEAMUMHCKOrO NMPHMEHEHHU

JlekapcTaennble npenapaTbl AN KIMHUUECKHX HCCNIEI0BaHMIT (HCITHITAHHIA)

Kon

HaumeHoBaHue

1. MPOU3BOJACTBEHHBIE OTNEPALIMM - JEKAPCTBEHHASA MPOAYKLIMS

1.1

CrepynbHas npoayxums

1.1.1 Mponssoauman acentuieckim nyTem (onepauyu o6padoTKH AN ClieyIOWAX JeKapcTBeHHb X hopm): o

1.1.1. Kunkue nekapcreentibie opmel 6onbmoro ofbema

1.2, XKuakue nekapcTBeHibie HopMbl MATOro oGbema

|
AN A

3. Jluouauzars!

5. MArkue nexapcTBeHHbIe GOPMBI

1.
1.1.

1.1.1

I.1.1.4. Teepable AekapcTBeHHbie GOPMbI H HMIIIAHTATHI
1.1.1.

1.1.

1.6. Ipoyas npoayKuus, MpOM3BOAMMAS B ACENTHUECKHX YCAOBHS:

2. lNoxsepraeman GuHKWHOMN cTepuansaUyy (Onepauuu o6paboTKH sl CIEIYIOMUX JEKAPCTBEHHBIX (hopm)

1.1.2.1. 2)Kunkmne nekapeTBeHHbie lopmbl Gonbiiore o6sema

1.1.2.2. )Knakue nekapcreeHssie Gpopmbl Manoro o6bema

1.1.2.3. Teepaele nexapcTBeHHbe (JOPMbl H UMIIAHTATHI

1.1.2.4. Msrkue nekapcTBeHHble HOPMBI

1.1.2.5. Tlpouas npoayKums, noasepracman GUHHLIHON CTEPUNU3ALUH

1.1.3. Beinmyckatoimi KOHTPOIIL kauecTsa (BbIMYCK CEPHH)

Hecrepunbuas npoaykuus <

1.2.1. HecrepuabHas npoaykuus (TeXHONOIHYECKHE OMepaLMH IS MOy UeH s Cey IOLUX TEKAPCTBENHBIX popM):

¢l

1.2.1.1. Kancynbl B TBepaoii obonouke

1.2.1.2. Kancyabl B Markoi 060104Kke

1.2.1.3. J)KeBateabHble JiekapcTBeHHbIE GOpMbl

1.2.1.4. UMnpernupoBaHHbIe NeKapcTBEHHEIE (DOPMEI

1.2.1.5. 2Kunkme nekapcTBeHHbIE (POPMBI AMA HAPYKHOTO MPHMEHEHHS

1.2.1.6. XXnakue nexapcTBeHHble (JOPMBI M BHYTPEHHEr0 IPHMEHEHHS

1.2.1.7. MegHLUMHCKHE ra3bl

1.2.1.8. Tlpoune TBepable JIekapCTBEHHEIE GOPMBI

0N

1.2.1.9. ITpenaparbl, HaxoAdllMecs N0 JaBJIEHHEM

1.2.1.10. PafiHOHYKNKAHbIE TEHEPATOPBI

1.2.1.11. Msarkue nexkapcTBeHHble GopMbl

1.2.1.12. CBeuH (Cynno3uTOpHH)

1.2.1.13. TabneTkn

1.2.1.14, TpancaepManbHble T1acTbIpU

1.2.1.15. ﬂpoqaﬂ HecTepHJIbHAS npO,L‘LyKuMﬂ'

Guosiornyeckas JIeKapCTBEHHAA NPOLYKUHA

1.3.1. Buojoryyeckas JiekapcTBeHHas NPo.Iy KLUHs:

1.3.1.1. [lpoayKkTbl KpOBH

.1.2. UMMyHoONIOrHUEeCcKas npoay KL

3. IlpomyKuis Ha OCHOBE COMaTHYECKUX KIeTOK (MPOAYKLMA AJisl TEPAIHH COMATHYECKHMI KACTRAM 1))

4. TeHoTepaneBTHYECKas NPOIYKLHs

.6. [Tpoayxuusi, BblaeneHHas 13 JKMBOTHBIX MCTOYHUKOB KM OPTraHOB (TkaHel) YenoBeka

1.
I
1.
1.
1.
1.

‘u) l.u) bJ laJ 'u) b)

e
.l
.1.5. BHoTexHosoruteckas npoayKuus
B
.

.7. TkaHeuHKeHepHas NpoayKLUus (MPOIYKUHS TKAHEBO HHXKEHEPHHN)




EBpa3suMUCKMIA IKOHOMUUYECKUI COl03
Ne GMP/EAEU/KZ/262-12-2025

" B
1.5.1.8. Tpouas Guonoruyeckas NekapcTBeHHas OpOaY KM
1.3.2. BhinycKaiownii KOHTPOTb KauecTsa (cepTu(muKauis cepun) (nepeyeHs BUOB MPOLYKLHH):
1.3.2.1. NMpoayxTsl kKpoeu :
1.3.2.2. UMMyHONOrHyecKas npoayKuus ]
1.5.2.3. TpoayKTbl Ha OCHOBE COMATHYECKHMX KIETOK (IpORYKUHMSA 075 TEPATNHY COMATHUECKUX KNETOK) ]
1.3.2.4. TeHoTepaneBTHYeCKas NPOLYKLUS BN
1.3.2.5. BHoTeXHONOrHYecKas MPOAYKLHS _ ‘n
1.5.2.6. Ipoaykuus, BbifeneHHas W3 KUBOTHBIX HCTOUHHKOB M OpraHoB (TkaHeH) 4YeoBeKa
1.3.2.7. TxanenHkeHepHas mpotyKums (IpOAYKLHs TKAHEBOG HHXXEHEpIH)
1.3.2.8. Tpouas fuonoruueckas nekapcTBeHHas OpOITYKUMS | Ln ’
1.4 | Tpo4as 1.2KkapCTBEHHAA NPOLYKLKSA UM NPOH3BOICTBEHHAS NEATENBHOCTD N Y‘

1.4.1. TTpon3BOACTBO:

1.4.1.1. PacTuTenibHas npomykuus da

1.4.1.2. T'omeonarn4eckon npoyKLuH

1.4.1.3. Ilpouas npoaykumns X

1.4.2. Crepunusauus dapMaleBTHYeCKuX cy6CTaHUMI, BCTIOMOFATENBHBIX BEIECTR, FOTOBOI NPOLYKLUHH:

1.4.2.1. OunpTpauns

G
P

1.4.2.2. CyxoxapoBas CTEpUIH3auus _é”

1.4.2.3. CTepunusaumna napom P

1.4.2.4. XuMuyecKkas CTepHIn3aLus i

1.4.2.5. Crepuan3alng raMMa-u3aydenyem P,

¢

1.4.2.6. Crepuan3aums 31eKTPOHHEIM H3JyUYEHHEM

1.4.3. Tlpouee

1.5 | ¥YnakoBka

1.5.1. [epButiHas ynakoBka: n

1.5.1.1. Kancynsl B TBepaoit obonouke

1.5.1.2. Kancynbl B MATKOI 00oJi0uKe (D

1.5.1.3. XKeBarenbHsle ekapcTBeHHbIE (OPMBI P

1.5.1.4. IMnperu1poBaHHbIe lekapcTBeHHbIE (OPMbI

1.5.1:5. JKuakue nekapcTBeHHble (hOPMBI JUTS HAPYKHOTO NPHMEHEHHS

1.5.1.6. XKunkue nexapcTBeHHble ()OPMbI U BHYTPEHHErO NPAMEHEHHS o

1.5.1.7. MeAMUHHCKHE ra3sl n

1.5.1.8. [Tpouue TBepabIe JEKAPCTBEHHBIE (DOPMEI &

1.5.1.9. Ilpenapatel, HaXOAALIMECS 1101 AABJEHHEM

1.5.1.10. PagMoHyKJIMAHbIE TeHEPATOPBI

J
1.5.1.11. Msrkue nekapcTBEHHbIE (POPMBI g.»

1.5.1.12. CBeuu (cynno3uTopun)

1.5.1.13. TabneTku

1.5.1.14. TpaHcnepMaibHble NJ1aCTbIpH

1.5.1.15. [lpouas HecTepWIbHAA JleKaPCTBEHHAS IPOAY KUK

1.5.2. Bropuunas (noTpeburenbckas) yrnakoBka ¢

1.6 | KoHTtponb kayecTsa

1.6.1. MukpoOHONOrHUECKHNE HCTILITAHMA: CTEPUIILHOCTL

1.6.2. MukpoGHoIorHueckoe TecTHpOBaHHE: MUKpoBHOIOrHUECKas YHCTOTA

X 1.6.3. Xumuueckue (hu3nuecKHe) UCIBITaHUA

1.6.4. Buonoruyeckue UCNbITAaHUS b

B orHowenuy 1100bIx ()I‘[)EIIIM‘ICHMVI WAW MOSCHEH, OTHOCALMXCH K LaHHBIM NPOU3BOACTBEHHBIM OMNEpaLMaM (3@ HCKmovCHfd p
cJyddes, korjia 1oscHEHHE ABIACTCA 001muM KOMMEHTapHeM K rpoueccam Ha rpoH3BOACTBEHHOM OG'beKTC), rie Obl 1w LIPHNICHSE L
YIH OrPAHHYICHHS UK MTOACHEHHS, HEeoOXOAMMO BK/IOYATh OTCBLIKY K COOTBETCTBYIOLIEMY HOMEDY [MYHKTa CCpTII(l)HKﬂ ra GMP. o

LIEDaAHHE 343
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EBpPa3MMCKUIi IKOHOMUUYECKUIA COI03
Noe GMP/EAEU/KZ/262-12-2025

2. UMIIOPT JIEKAPCTBEHHOM NPOAYKLHUHU

89

KouTpons kauectsa MMIOpTHPYEMOit TeKapPCTBEHHOM MPOAYKLIAK

2.1.1. MUKPOGHOIOTHYECKHE UCTILITAHHA: CTEPHITLHOCTH

2.1.2. Mukpo6uonoruyeckoe TecTUpOBaHHe: MHKPOGHOMOrHYeCKas YHCTOTa

2.1.3. XuMuueckue ((hH3HueCKHe) HCIBITAHNA

2.1.4. Bronoruieckue UchbITaHus

[59]

Ceprudmkaums cepun MMNOpTUPYEMOii JIEKAPCTBEHHOM MPOLYKLHH

2.2.1. CrepunbHas mpoayKums:

2.2.1.1. TIpou3BoAMMEs B ACENTHYECKHX YCIOBHAX

2.2.1.2. INoasepraemas (GHHNHLIHON CTEPHIN3ALIHH

2.2.2. HectepuibHas nponyKuus

2.2.3 Buosioruueckas JIekapcTBeHHas NpoLyKLHUs:

2.2.3.1. [TpoaykThbl KpoBH

2.2.3.2. KIMMyHonOrHUECKas MpOLyKLUs

2.2.3.3. [IpoayKuMs HAa OCHOBE COMATHYECKHX KJIETOK (MPOIYKLHSA IS TEPan{H COMATHYECKHMH KAETKAMIL)

T

|

26 O/ SO N

O

|

S\

)

2.2.3.4. l'eHOTEpaneBTHYECKHE NPOLYKTHI

2.2.5.5. BHOTEXHONOrHYECKas NPOLYKUHS

2.2.3.6. Tlpoayxuusi, BblAeI€HHAs 13 )KMBOTHBLIX HCTOYHHMKOB HJIM OpraHoB (TKaHei) yeloBeka

2.2.3.7. TxaHenkeHepHas MpoAYKUHs (MPOMYKLHS TKAHEBOIH HHKEHEPUH)

2.2.3.8. [poyas 6Guonoruyeckas JeKapCTBEHHAS NPOLYKLHS

S8}
w

[Tpoyas neATenbHOCThL M0 UMMOPTY (BBO3Y)

3 I [nowanxa guzuyeckoro umnopra (Bo3a)

e h'eXa
D V.0V,

2. UMNopT npoMekyTOYHOI NPOAYKUNM, NOABEpraloileics nansHeimei o6padoTke

3 [Tpoyee

NO
N

DdapmauesTiyeckas cybcTaHuUMA (CyOCTaHLHH):

3. MPOU3BOACTBEHHBIE ONTEPALIMH - PAPMAUEBTHYECKHWE CYBCTAHUMWH

~

2.

[1po13B0ACTBO (hapMaLEBTHUECKHX CYOCTaHLIHIHi METOIOM XHMHYECKOTO CHHTe3a

C

.1.1. [Ipou3BOACTBO MPOMEKYTOUHbLIX MPOAYKTOB (hapMaLEBTHYECKOIT CYOCTAHUHM

D

s HPOHZ‘BOHCTBO HEOYHLLLEHHOH gb_apmaueamqecxou Cy6CTaHLlldIfI

.3 CoJieobpazoBanue (O4HCTKA):

b) Lo b.\

.1.4. Ipouee

I'Ipo 3BOACTBO (bapMauﬁBTH‘leCKH)\ Cy6CTaHLlHH METOaMH BBIACTIEHHSI U3 MPHPOAHBIX HCTOYHHKOB

3.2.1. BolaeneHue (bapmaueamqecxnx cy6c*raHumd 13 HCTOYHHUKOB PACTHTENBHOTO MPOUCXOKACHH

2.3. Boigenenue dpapMaleBTHUECKHX CYOCTaHLHH W3 OpraHoB (TkaHeit) yenoreka

4. Boinenenue papMaLEeBTHUECKHX CYOCTaHUMH M3 HCTOYHMKOB MKHEPATIbHOI U ﬂpOHCXO)l(,U.E:HHﬂ

.5 MoaudHkalus BbiaeeHHOM hapMaleBTHYECKOH cyOCTaHLHMH (YKa3pIBAETCA H3 MyHKTOB 3.2.] 3.24)

.6. OuuCcTKa BblAENEHHON hapMalleBTHYECKOH CyOCTaHUMH (YKa3bIBAETCA MCTOYHHUK M3 MYHKTOB 3.2 ’7 1=3.2 4)

R I o e el
I\Jl\)l\JI\JK

7. [1pouee

(9%)

()

pomBonc:TBo (bapmauesTHuecKuX cyOCcTaHIMiA ¢ MCMONb30BAHHEM OHONOTHYECKHX MPOLECCOB

3.3.1. ®epMeHTaUUA
P

3.3.2. T[Ipou3BOACTBO € WCMOJIb30BAHHEM KJIETOYHBIX  KYJbTYp (vrazars 1§t

HCNObL3YEMBIX KIETOK) (M0 yKa3aHHEM THNa KJIETOK MOHHMAETCS MX TUIMOEAs CIEUMPHUHOCTD, JIMHIA, UITamy
npouee)

.3.3. Boigenenue (04MCTKA)

-

3
3.3.4. Moangukauus
3.3.5. [Ipouee

IMpon3BOACTBO CTEPHIBLHBIX (papMaLieBTHUeCKHX cybeTanuuit (pasaent: 3.1, 3.2, 3.3 J0/KHBI OBbITb 32110JIHC Kb, |
NpHMEHHMO)

ANLON

JC) o C'-ﬁ
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3KOHOMMUYECKUM COI03

Ne GMP/EAEU/KZ/262-12-2025

3.4.1. PapmauesTHUECKHE CyOCTAHLMH, TPOH3BOANMbIE B ACENTHYECKHX YCIOBHIX

3.4.2. ®apmaueBTHYeCKHe CyGCTaHLMM, MOJIBEPraeMble (PHHULIHON CTEPHAN3ALMH

3.5 | 3asepliaiouiie CTafly NPOH3BOACTBA hapMaLeBTHYECKIX CyGCTaHwmli

3.5.1. Cranuu (pu3nueckoii 06paboTku:

(2" N

.5.2. [1epBHYHAA yNAaKOBKa

=
2
3.5.3. Bropnynas ynakoska
3.5.4. lpoyee

(ykasaTb JUIs OMepaLuii, He OMICAHHBIN Bhiiif)

3.6 | KoHTpons kauecrtsa

3.6.1. Pusnyeckue (XMMHYECKHE) UCTILITAHUA

3.6.2. MuKpoGHONOrHyeCKHE UCTbITaHHs (BKIIOYAS UCMBITAHUS HA CTEPHILHOCTB)

3.6.3. MuKpoGHOIOTHYECKHE UCTBITARHS (MCKIIOYAs HCTTBITAHMS Ha CTEpPHJILHOCTD)

3.6.4. Buonoruueckue UCnbITaHUS

4. NIPOYUE OMNEPAUMH - PAPMALEBTUYECKHE CYBCTAHLUUHA

Ol”paHH‘«leHHﬂ WJIH TMOSCHUTENbHbIE 3aMETKM, KacarollHecs obnacTu NMPUMEHEHHA cepmqua'ra:

Cpoxk neiicTBUs cepTH(MKaTa OrpaHHueH 10 3 JIeT.

CepTH(HUKAT NPUMEHHM K J€SITENHOCTH TUIOLIAJKH 110 MPOM3BO/CTBY NeKapcTBeHHOTo npenapara «Kpecrop®, 5 mr, 10

mr, 20 Mr 1 40 Mr, TaOIETKH, MOKPBITHIE IJIEHOYHOMN 000I0YKOM»

PaiimkysioBa I'.Y.

3amecturens [lpeacenarens
KomMuTeTa MEAULIMHCKOTO H
(papMaLIeBTHHECKOTO KOHTPOJIS
MuHucTepcTBa 34paBOOXpaHeHHs

Pecnybauku Kazaxcran
(®.1.0., no&nocTs)

AR 12.ROAS

(aaTa noanucanms, AL MeC. rTrT)
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EypasuanbiK IKOHOMUKANbIK 04aK,

«Kasakcran Pecriybnukacbitbii [JeHcaysibik caKtay MUHHCTPII
MenuuuHanbiK xoHe (papMaleBTHKAIbIK 6aKbU1ay KoMUTeTi» PMM

CEPTHO®UKATHI

|
|
|

EVPA3HMAJIBIK SKOHOMUKAJTIBIK OJ[AKTBIH
THICTI OH/IPICTIK MPAKTUKA KAFUJAJIAPBIHBIH TAJIATITAPBIHA
JOPIIK 3ATTAP OHIIPICTHIH COUKECTITT TYPAJIbI

Ne GMP/EAEU/KZ/262-12-2025

Konnaneuty mepsimi 2025 sxbinest 07 kapawanan 2028 sxinrel 06 Kapatuara geitin
Eypasusanblk 3KOHOMHKaNbIK KOMHUCCHA KeHeciHiH 2016 skbuirnl 3 Kapawamarsl No 83 welnivimen
Oekitinred (PapMaUEeBTHKA/IBIK MHCTIEKLMS XKYPrisy KaruaaliapblHa caiikec (papMalleBTHKaNbIK MHCMEKIMS
HaTwienepi OorbiHIa Gepini.

Kasakcran Pecriybinnkacel JleHcayblK cakTay MUHUCTPAIr
MenuuuHaneik MaHe GapMaueBTHKAIBIK 02Kbl1ay KOMHUTETI

MbIHAHbI PaCTaNbl:
(papMalleBTUKANbIK HHCMEKLHA OTKI31Iai

IPR Pharmaceuticals, Inc.
San Isidro ndustrial Park, Carr. 188 Lote 17, Canovanas, Puerto Rico

Heriziuge:

- Eypaszuansik 3KOHOMUKANLIK OJaKTbIH THICTI OHAIPICTIK MPAKTUKACBIHBIH TananrtapblHa cajikecTirine
uHenekums xxyprizyre 09.10.2024 sxbinsbl TiHiMi (e3re Heris).

(dapMaleBTHKaNbIK HHCMEKUM OTKi3y Ke3iHAe alblHFaH MaJliMETTep HeriziHae, COHFbIChl 2025 Kbulibi
05 - 07 Kapalua apanbiFblHa ©TKI3iNreH ockl (hapMaleBTHKaIbIK OHAIpYLLi EypasusiblK 59KOHOMHKAN6IK O/1aKThiH
TwicTi eHAIpicTiK NpakTHKa KarnaaaapbiHblH TananrtapbiHa colikec kenedi Aen OenrineHai, MeauLUuHaibIK K3He
BETEPHHAPHANDLIK ~ KOJJAHyFa apHanfaH O9piNik  3arTapAblH  THIiCTI  ©HAIpiCTIK  MpaKTHUKachl  JKaHe
(apMaLeBTHKANBIK HHCTIEKLMANAD bIHTLIMAKTACTBIFI Xyitecinin (PIC/S) karnnarrapsl men Eyponannik Onaxkrbit
OaclublbIFbiHA Oatamalbl.

Ocbl cepTv(uKaT (apMaleBTHKAIbLIK MHCHEKLMS OTKi3y KyHiHe oHAipicTik anaH Mapredecid kepcerc
JkaHe Ochbl (papMaLIEBTUKANbIK MHCNEKLMS JKYPri3iireH KyHHeH GacTamn 3 5KbLT ©TKEH COH CalikecTik Mapredecin
aiirakTalThlH KyokaT peTiHie caHanmaiapl. CepTH(QHUKATTBIH Konganbity Mmep3imi «OcCbl CepTHdIKATTLIH
KOJIA@HBITY CanachiHa KaThiCTbl LUEKTEYJep HeMece TYCiHAipMe jkasbanapy >konblHAa O Typanbl THICTI ka3ba
Bosica, KayinTepai GackapyAblH THICTI KAFMAATTapbiH Mali]anaHy Ke3iHJe KbICKapThULy bl MYMKIH.

CepTuduKaT OHbIH Oap/ibiK NMapakrapbl (HErisri napakrapbl Ja, KOCbIMIIA MapakTapbl 1a) yCbiHbLIFall
Jkarnaiaa raHa >kapamabl 60abln TadbU1a1bl.

Ocbl  CepTM(MKATTBIH ColKecTiriH  (TynHyckacolH) Kasakcran PecnyOnukacel JleHcayiblx —Cakiay
MIUHUCTPAIri MeIHLUMHAIBIK k3He (papMalleBTHKANbIK OaKbiay KOMUTETIHIH IePeKKOPbIH/IA TeKCepyTe Bonabl.

Erep ceprudmkar kepcerinren aepexkrep 6asacbiHaH TabbLIMaca, OHbl OepreH yaKineTTi opraHfa xadapnacy

Kepek.
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Eypa3suanbiK 3KOHOMMKaNbIK OAaK, 9%

Ne GMP/EAEU/KZ/262-12-2025 [INGS

X | Meanumn:nsik konaaunyra apnanran I3piNiK 3atTap P

Knunukaneik 3eprrey apuanran J2pintik 3aTTap '
Konpl ATaysl

1. OHJIPICTIK OTIEPALIMSAJIAP - A9 PUIIK OHIMIEP

_— e d

1.1 Crepunbni enim R
1.1.1 AcenTHKaIbIK )0MeH NaiblHAATTaH 6HIM (MbIHa fapinik Typnepxi eHjeyre apHanraH Onepfll_ln_mglﬂ)! ]
1.1. YakeH kesemaeri cyibik I3pLTiK Typnep
1.2. Kenemi warbin cyiisik napinik TYpJiep
1.3. JInodiunuzarrap
o
.1

1.1
1.1
1.1
1.1
1.1
1.1

4. KarTel napinik typaep xoue HMIUIaHTaTTap
-5. Kymcak napinik Typaep
-1.1.6. AcenTukanbsik XoMeH naisiHaANFaN e3re eHiMaep
1.1.2. CoHFBI CTEpHIIH3ALMUSIAH OTETIH OHIM (MbIHa nOpiNik Typepai onaeyre apHaNFaH onepaumIap):
I.1.2.1. YnkeH koaemaeri cyfibik aapinik TypJiep
1.2.2. Kenemi warbix cyiiblK napinik Typnep

A

; 1.

Q) [.1.2.3. Karrel napinik Typnep sxone MMILIaHTaTTap

NG e ;
- ONH 1.1.2.4. Xymcak napinik Typnep
'%"’L 1.1.2.5. ConFbl cTepHNM3aLHsIAH OTETIH 03re eHiMIep
7 &) o
s i 1.1.3. UlbIFapblasiM canacsig 0akbuiay (cepus WIBIFapbIIBIMBT)
é N Y 1.2 Crepunbai emec eHiMaep.
€ X 1.2.1. Crepunbni emec esimaep(keneci A3PiNiK Typrepai amy Ke3iHaeri TeXHOMOTHATBIK onepauusinap):

e
.

1.2.1.1. Kabblrbl KaTThi Kancynanap

1.2.1.2. KaGbIrbl s)kymcak Kancynanap

1.2.1.3. [llaiiHaiTbIn nopinik TypJiep

1.2.1.4. UMnpernupaik aspinix TYpJep

1.2.1.5. CeipTKa KONA@HYFa apHanFau CYIHibIK N9piik Typnep
1.2.1.6. lnke Ko 1aHyra apHanran CYHbIK NI3piK Typrep
1.2.1.7. Meauuunansik razmsap

1.2.1.8. Backa 21a kaTTb! napinik Typnep

1.2.1.9. KbichiMaars npenaparrap

2.1.10. Pagnonyknuatep re¢HepaTopiapsl

1.11. Xymcak mapinik ypsep o
1.12. Ceua (cynnosutopuiinep) n

1.1

1.

D

| —

3. Tabnerkanap

14. Tpaucaepmanbai JKaOBICTBIPFBILUTAD ) I
i -2.1.15. backa 1a cTepunbai emec OHIMIEp - [
¢ [.2.2. LbIFapbiibiM canacuin OaKbl1ay (cepusiHbI ceptH(uUKaTTay)
1.3 BHONOrHANBIK Aopinik oHiM

1.3.1. bronorusnbik aapinix exim:

1.3.1.1. Kan enimaepi

1.3.1.2. UMMYHONOTHANBIK 6HiM —
1.5.1.3. ComaTukansIK »acywanapra Herisnenres eHim (comaTHKanbIK jkacyiua TepanuachlHa aphairan

OHIM) 3'
1.3.1.4. T'enoTepanusisik eHimMaep
1.3.1.5. BHOTEXHOMOrUAABIK OHIM i
1.3.1.6. XXaHyapsap Hemece anam arsanapblHaH (TiHAEpiHeH) anbiHFaH oHiMaep [
[.3.1.7. Tinaik-unskeHepaik ouiMzep (TiHaik MHXKEeHEepHA eHiMaepi)

b
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(95)

.1.8. Buonorusaneik esre oHiMIep

L
1:3:2

E

bIFAPLLIBIMbIH GaKbIlay (CEpHAHDLI cepTudrkatTay) (eHimMuep Typrepinin Ti36eci):

1. KaH enimaepi

(V5]

e — I

2. UIMMYHOJIOrUSABIK oHiM

—_——

4. T'enotepanusnbik eHimaep

.2.5. BHOTEXHONOFUANBIK BHIM

2

2

-2.3. ComaTuKanblK skacyLianapra HerisaeareH oHim (coMaTHKANIbIK JKACY LA TEPATUACHIHA apHaiFal o1l]
2 ]
9

— e e o | =

Lo Lo oo |ty

-2.6. XaHyapnap nemece anam arsanapelnad (TiHaepiHeH) anbiHFaH OHIMaEp

1.3.2.7. TiH MHXKEHEPHACHIHBIK oHIMaepi

1.5.2.8. buonorusbIk e3re eHimuep

1.4 | Osre oiiimaep Hemece OHAIPICTIK KbiaMeT

1.4.1. Oupipic:

1.4.1.1. Ocimuik eHimaepi

1.4.1.2. T'oveonaruabik oHimep

1.4.1.3. Ozre eHimMaep

1.4.2. Bencenai 3aTrapasl, KOcbiMiia 3aTTapiibl, NaiblH OHIMAEPAI CTepHIU3aLUANAY:

1.4.2.1. Cysy

1.4.2.1. Kyprak bICTbIKIEH CTepHIM3aLHsIay

1.4.2.3. BymeH cTepunusauusiay

1.4.2.4. XMUANBIK CTEpUIH3ALMANAY

1.4.2.5. l'aMMa-caynemen CTepHIH3aUHsIay

1.4.2.6. DneKTpOH/L! cayaeMeH CTEpUIHM3aUMsIAY.

1.4.3. backa

1.5 Kanrama:

1.5.1. Bacranks! (iwki) kanTaMa::

1.5.1.1. KaObIfrb! KaTThl Kancynanap

1.5.1.2. Kadbifbl )yMcak Kancynanap

h

‘;\
LY I
R

1.5.1.3. lllaiiHaiTbIH aspinik Typaep

1.5.1.4. TonbIKTbIpbUIFAH I9pifiK Typriep

Nl AN

1.5:1.5. CrIpTKa KOS AaHYFa apHANFaH CYMBIK opinik TYpJep

1.5.1.6. ke konnanyra aphanran cyiblK gopilik Typaep

1.5.1.7. Meanuusansix rasgap

1.5.1.8. O3re kaTThl Aspinik Typiaep

1.5.1.9. KbicbiMaarsl npenapaTrap

1.5.1.10. Papuonyknuatep reneparopaaps!

1.5.1.11. XKymcak papiik Typrep

1.5.1.12. Ceeua (cynno3uTopHiinep)

1.5.1.13. Tabnerkanap

1.5.1.14. TpancaepmaJibi #abblcTbiprblITAD

1.5.1.15. Ctepunbai eMec e3re oHimuep

NQ Y,

QYR
CYJ "J,\

T
(]

cy.

1.5.2. EKiHWi (TYTbIHY IWBLLILIK) KanTaMa

1.6 Uleirapy canachiH OaKbliay bl

1.6.1. MBKpOOHOIOr UANBIK TECTINIEY: CTEPHIBAI

1.6.2. MUKpOOHOIOT HslJIbIK TECTINEY: MUKPOOHOIOI HANIBIK TA3ANbIK

X 1.6.3. Xumusanslk (pu3ukansiK) TecTiney

1.6.4. buonorusneix Tecriney

Kaif sxepiie koyiarituica jia, GMP cepruuKaThi TapMarbiibii THICTI HOMIpile cinTeMeni Kocy Kasker.

Ocel enuipicTik oncpalmsiapra KarbiCThl KC3 KENrCH LEKTeyjlepre Hemece TyCilAipMencpre KaTbictbl (rycinuipste  onpic
00beKTIACrT IpolecTepre sanL Tycinicreme Gopin TabLIATHIH KarAainapaL Kocnaranaa), ocwl WUEKTEYNEp HEMECe TYCiHUpye

yd DA
P (el 1. © | <4
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Ne GMP/EAEU/KZ/262-12-2025
2, 19PLINIK OHIM HMIMOPTbI KE3IHJE CATIAHBI BAKBIJIAY
Hynoprranarsii nepinik eHiMHin canacuin Gakbliay:
2.1.1. MEKPOOGHONOTHSALIK TECTINIRY: CTEPHIBLAIIK
2.1.2. MUKpOGHONOrHANbIK TECTINEY: MHKPOGHONOTHSLIBLIK TA3AJLIK
2.1.3. XinMuaabiK ((GrsuKansix) cblHakTap
2.1.4. BHONOrNANBIK ChIHAKTAD
2 F\mopTTanarsin Jopinik ouiMAi cepusnapibl cepTHdIKaTTaY
2.2.1. Crepunbai onim:

2.2.1. 1. AcenTuKanbiK KONMSH AalblHAANTAH OHiM

2.2.1.2. COHFbL CTEPHMIZAUNANAH OTETIH OHiM
2.2.2. CrepunbAi eMec oHimnep
2.2.3 BHONOTHSAMBIK A3PiNiK OHiM: .

[E%]

(8]
J

.3. ComaTtukanbik Kacyluanapra Heri3aesren elurvmep
reHOTep'lﬂ]I}U'lbll\ elumuep
BHOTEXHONMOTUSIBIK OHIM

lq
] (..J

l\.)

2.2.3.1. Kan enimaepi ‘
2.2.3.2. VIMMYHONOTHANBIK OHIM

4
5,
.6. JKanyapnap Hemece ajam ar3anapbinan (TiHaepinen) anbiHran euiMaep
7. Tinaik-nHxkeHepaik oniMaep (TIHAIK HHKEHEpHs oHiMASpi)

.8. Backa na G1ONOrHAbIK AOpisiik oHimaep

[ESRRSSH ISSY 1IN (16} [ 18

l\) l\.) (8] o
Lo) La) (U5 LoJ b

[89)
(O3}

VlmnopT (oKeny) GoliblHIIA 037 KbI3MET:

3.1, Haktbl nmnopT (axeny) anais
.3.2. Opan api OHAeyTe MaTaThiH apaiblk OHIMAL UMIOPTTaY
.3.3. backa

[SSR SV S

3. OHAIPICTIK OINEPALUMHANAP-PAPMALIEBTUKAJIBIK CYBCTAHLMSIJIAP

.1.2. TasapTbiiMaran dapmMaUeBTHKanbiK cyGcTauLns ouaipici .
1.3 Ty3 Tysinyi (tazapry): s
.1.4. backa

bencenui sar (Gencenar sarap): ——
3.1 XUMHUAIBIK CHHTe3 oficiMer Gencelai 3aTTapibl OHAIpY W
3.1.1. benceni 3aTTapab! apanbiK OHIMAEPIH OHIIPY N

(¥%)
L3S

"aburn ke3aepaen Gonin any apicTepiMen apmaueBTHKAIBIK CYOCT anupmuap oHLIpY .
.2.1. Benceni 3aTTapabl ocimMAiKk TeKTec Ko3aepaeH Gonin any .
.2.2. bencenni 3aTTapbl skanyapiapaat anbiHaTbIH KesaepieH 6oy -
.2.3. Ajpam arsanapbiHai (Tinaepinen) 6encenai 3arrapasl 6eain any .
2.4,
2.5

MunHepanabl WLIFY ke3aepiHeH Gencenti 3aTtapabl 6esin any .
besinren Gencenai saTTapas Momudukauuscsl (3.2.1-3.2.4 TapMakrapia Aepekko3 kopeeiae/ii)

.2.6. beainren Gencenni sarrapsl Tazapty (3.2.1-3.2.4 TapMakTapaan Aepekkos kepcetisieni) L
3.2.7. backa

bJU)UJbeJL;J-—!’uJbJLu

3.3 byonorusibik npouectepii naiiaanana otTbipsin Geiceni 3aTTapibl oHaipy
3.3.1. WepmenTaums

3.3.2.  acywanblx ecipinfinep nafiganaubuiatell - eHaipic
Kacylanap THRiIH KopceTy) (kacylianap THIiHIH KOPCETiyiMEHn onap/bltl THNTIK epeKwesirii,
urTaMMBbIH skaHe T. 6. Tycinyre Sosaznbl)
3.3.3. Benin any (Tazanay) .
3.3.4. Moaundukaunsiay
3.3.5. Lacka L
34 Crepunbai Gencenni sarrap enipici (3.1,
3.4.1. AcenThkanblk xarjaiia elmipiﬂe'riu OeJicenui sarrap

£ 4
al b VA 70

.2, 3.3 Gonimaepi KaTbICTbl GOATHII KEPNEPIHIE TON LI LI b nm

(nanaanLInaT,

Chi3bitnl
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Ne GMP/EAEU/KZ/262-12-2025

3.4.2. Conrbl 3apapchi3NanAbIpyFa ylublpaiThin Gescenai 3aTTap

3.5

D

bencenni 3arrapel enipicinin conrbl KeszeHpaepi

¢

3.5.1. Ouzukansik enaey carbliapb:

LI

.5.2. BipiHwi xantama

(93]

.5.3. Exinwi kanrama

(9%

.5.4. Backa

(KOFapb1a CHNATTIMAFAH ONEPALHAIAD Ylnin xkopeer

Canaynl 6akbinay

3.6.1. DUINKANBIK (XMMUSITLIK) Ch) HaKrap

3.6.2. MHKpOOHONOrHsbIK CbIHAKTAP (CTEPUABAINIK ChIHAKTAPBIH KOCa)

=

)

.6.3. MUKpoOUONorussik ChIHaKTap (CTSPUNBAINIK ChIHAKTAPBIH Kocnararia)

~

J

.6.4. bHonoruaAbIK coiHakTap

A
(d

4. BACKA ONEPALUMSAJIAP - BEJICEH, (I 3ATTAP

J‘
1
71N

CepTHHUKATTEI KONAHY CaNacbiHa KATHICTbI LIeKTey1ep HeMece TYCiHaipmMe »<asbanap:
CepTHduKaTTlH H#apaMabLILIK MEP3iMi 3 JKkbIIra Neifin WwekTearex.
Ceprudurar «Kpectop®, 5 mr, 10 Mr, 20 Mr sxone 40 Mr, ynoipni kaGbiKmeH Kamraurad TtaGiaeTkaniapy napin|H
NPEnapaTbii OHAIPY anaHblHbIH KbI3METIHE KO IaHbLIab]

Paiimkysiopa IV,
Kasakcran Pecny6mukace
JleHcayibiK cakTay MHHUCTPIIMHIH
Meanuunansik JkoHe (papMaLeBTHKaIbIK
OaKbinay KOMUTETi Topara opbiHGacapbl.

(AAK.D., anyaspiring)
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