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AO «AKPUXUH»

Ceptudukar ananusa Al Ne: 520 15647

MpoayKT: OVAKAPB TABJTETKIW 250 MI™ Ne30

NHaeKc: DCRB-1600-000 Cpok rogHocTu: 2028-01-01
Ne cepuu: 2760126

O6bem cepuu: 16.672 TbIC YTIAK [HaTa npoussoactea:  2026-01-17

[ata aHanusa:

2026-01-22

Pe3ynbTatbl UCNbITaHUN

HanmeHoBaHWe NnokasaTensa

TpeboBaHUA HOPMATMBHOM AOKYMEHTaLun

Pe3ynbTaTbl ncnbiTaHU M

OnucaHune

Kpyrnble nnockounnuHapuyeckme tabnetku
6enoro nnn 6enoro ¢ XXenToBaTtblM UNKU
cepoBaTbiM OTTEHKOM LiBeTa, C hackon u
pUCcKom

Kpyrnble
NNOCKOLUMNNHAPMYECcKue
TabneTtku 6enoro c
XenToBaTbiM Unn
OTTEHKOM LBeTa, C hacKkon
N pUCKom

VaoeHTndukaums 1

Bpems yaepxunBaHnsa OCHOBHOMO nNuka Ha
XpoMaTorpamMmme UCnbITyeMOro pacteopa
OOJTKHO COOTBETCTBOBATb BpeMeHU
YAEPXKNBAHNSA OCHOBHOIO NUKa Ha
xpomMartorpamme pactsopa CO
aueTtasonamuga (pasgen "KonuyectseHHoe
onpeaenexHune")

Bpewms yaepxuBaHus
OCHOBHOIO MUKa Ha
Xpomarorpamme
NCNbITYyeMOro pacTesopa
COOTBETCTBYET BpEMEHM
YOEepPXNBaHNA OCHOBHOIO
nvka Ha xpomaTorpamme
pacteopa CO

aueTtasonamuaa
VaoeHTndouvkaums 2 MosiBnsieTcsa ronyboBaTo-3eneHoe MosiBneHne
OKpalLMBaHMe UM 0CafaokK ronyboBaTo-3€51eHOro
OKpaLLMBaHusI
PactBopeHue 1 Cragus |. He meHee 75 % (Q) ot 94 %

3asBJIEHHOro KONM4yeCcTBa aleTasonamMmaa
yepe3 60 MyH

PactBopeHue 2

Crapus ll. He meHee Q =75 % ot
3asIBfIEHHOr0 KONM4YecTBa aueTasonamMmmuaa
yepe3 60 MuH

He npumeHnmo
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Pe3ynbTatbl UCNbITaHUN

HanmeHoBaHWe NnoKasaTens

TpeboBaHNA HOPMATUBHOMN AOKYMEHTaLuUK

PesynbTaTbl UCMbITAHWIA

PactBopeHue 3

Cragus lll. He meHee Q =75 % ot
3a8BNEHHOro Konmn4yecTsa aueTasonammuia
yepes 60 MUH

He npnmeHumo

Mpumecn 1

Jllobasa egnHnyHas npumecs - He 6onee 1,0
%

He obHapyxeHo

Mpumecn 2

CyMMapHoe cogepXaHue npumecen - He
6onee 1,5 %

He obHapy»xeHo

O6bwwee 4ncro aspobHbix He 6onee 10"3 KOEB 1T CooTtBeTcTBYET
MUKPOOPraHn3MoB [r] TpeboBaHNAM
O6bLwee yncno gpoxokesbix | He 6onee 102 KOEB 1 r CooTtBeTcTBYET
1 nnecHeBbIX rpubos [r] TpeboBaHusM
EscherichiacoliB 11 OtcytctByeTB 11 CooTBeTcTBYET
TpeboBaHuAM
OOHOPOAHOCTL AV 10 eanHny < L1; roe L1=15,0 % 2.0%

[031POBaHHbIX eanHNL, 1
[%]

OOHOPOAHOCTL
[,03UPOBAHHbIX eanHuL, 2
(%]

AV10 egnHny > L1, To AV 30 eamHny < L1 n
BCe 3HayeHus Xi yooBnNeTBOpPsIOT
HepaBeHcTBY |M-xi|<0,01-L2-M; roe L1=15,0
%, L2=25,0 %

He npumeHnmo

KonunuyecTtBeHHOe
onpeperneHuve [Mr]

CopepxaHune C4H6N403S2
(aueTasonamuaa) B ogHon TabneTtke
[OJTKHO 6bITb OT 237,5 00 262,5 Mr

245.4 mr
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Ceptudukar ananusa Al Ne: 520 15647

MpoaykKT:
NHpekc:

Ne cepuu:

OVAKAPB TABJTETKIW 250 MI™ Ne30
DCRB-1600-000
2760126

CpoK rogHoCTH:

2028-01-01

Pe3ynbTatbl UCNbITaHUN

HanmeHoBaHWe NnoKasaTens

TpeboBaHNA HOPMATUBHOMN AOKYMEHTaLuUK

PesynbTaTbl UCMbITAHWIA

OnucaHune ynakoBku

Mo 10 TabneTok B KOHTYPHYIO AYENKOBYHO
YNAKOBKY U3 NAI€HKN NOSIMBUHUITIXSTIOPUAHOWN
1 cponbru antoMMHNEBON. 3 KOHTYPHbIE
AYenKoBble YNaKOBKN BMeCTEe C MHCTpyKUuen
Mo MPUMEHEHUIO NMOMELLAIOT B Nayky U3
KapToHa

Mo 10 TabneTok B
KOHTYPHOW iYENKOBOW
YNaKOBKe U3 NITEHKN
NONVUBUHUIXIIOPUAHON 1
donbrm anoMmHeBo. 3
KOHTYpHble SYenKoBble
YNaKoBKWN BMecCTe C
WHCTPYKUMEn no
NPUMEHEHNIO NOMeELLEHbI B
nayky U3 KapToHa

Mapkuposka 1

MepBrYHasa ynakoBka (KOHTypHasi A4enkoBas
ynakoBka). Ha KOHTypHOI S4enKkoBON
yrnakoBKe yKa3blBaloT NOroTun gepxaTtens
perncTpaunoHHOro yaoCcToBepeHus,
TOpProBoe HauMeHoBaHue npenapara,
MeXAyHapoa4Hoe HenaTeHToBaHHoe
HaVMeHOBaHWe Ha PYCCKOM U aHINTUNCKOM
A3bIKaX, NIEKaPCTBEHHYIO (POPMY, AO3VPOBKY,
HOMep cepun 1 AaTy UCTeYEHUs CPoKa
rofHOCTH.

MepBuYHan ynakoska
(koHTYpHas svenkosas
ynakoBka). Ha KoHTypHoOn
AYENKOBOWN yNaKoBKe
yKasaHbl Jlorotumn
Aepxartens
perncTpaumoHHoro
YAOCTOBEPEHUS, TOProBoe
HavMeHoBaHue
npenapara,
MexayHapogHoe
HenaTeHToBaHHOe
HanMeHoBaHMe Ha
PYCCKOM W QHINIUACKOM
A3blKax, NNeKapcTBEHHas
dopma, f031poBKa, HOMep
cepuv 1 gaTta ucteyeHus
CpoKa rogHocTw.
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Ceptudukar ananusa Al Ne: 520 15647

MpoayKT: OVAKAPB TABJTETKIW 250 MI™ Ne30
NHaeKc: DCRB-1600-000 Cpok rogHocTu: 2028-01-01
Ne cepuu: 2760126

Pe3ynbTatbl UCNbITaHUN

HanmeHoBaHWe NnoKasaTens TpeboBaHUA HOPMATUBHOM AOKYMEHTaL MM Pe3ynbTaTbl UCNbITAaHMI
MapkupoBka 2 BTopnyHas ynakoBka (KapTOHHas nadka). Ha | BTopnyHas ynakoBka
nauke ykasblBalOT HAMMEHOBAHWE 1 JIOrotTun | (kapToHHasa nayka). Ha
Aepxartens perncTpaLMoHHOro navke ykasaHbl
YAOCTOBEepeHUs, agpec (CTpaHa, ropon), HanMMeHoBaHMe 1 NoroTun
TenedoH/dakc, ToproBoe HaMMeHoBaHue Aepxartens
npenapaTa, MexayHapogHoe perncTpaumoHHOro
HenaTeHTOBaHHOE HaMMeHOBaHue Ha YyAO0CTOBEpPeHUs, aapec
PYCCKOM 1 aHITIMACKOM A3bIKaX, (cTpaHa, ropoga),
neKkapCTBeHHy hopmy, AO3UPOBKY, TenedoH/dakc, Toprosoe
Ha3BaHWe 1 cogepXxxaHue AencTeyoLLero HanmMeHoBaHue
BeLlecTBa B ogHou TabneTke B npenaparTa,
MUIMrpaMmax, Konm4yecTso TabneTok B MeXayHapoaHoe
OLHOWM ynakoBKe, YCIIOBUS XPaHeHNs, HenaTeHToBaHHOe
ycnosus oTnycka, "[nsa npnema BHyTpbL", HavMeHOoBaHue Ha
"XpaHuTb B HEQOCTYNHOM 18 AeTein PYCCKOM W QHINIUACKOM
MecTe", hapMakoTepaneBTUYEeCKyto rpynmny, | A3blkax, iekapCTBeHHas
"Cnocob npuMeHeHUs: CM. UHCTPYKLUUIO MO dopma, [03UPOBKa,
MeAMLMHCKOMY MPUMEHEHUI", HOMep Ha3BaHMWe U CopepXaHue
cepuu, [aTy UCTEYEHNsT CPOKa rOAHOCTH OeNCTBYIOLLEro BellecTsa
("M'opeH oo") n WTPMXOBOW Kog, B ogHon TabneTtke B
JononHutensHo MOryT B6bITb HAHECEHb! MUAAUrpaMmax,
cpencTBa naeHTUdmKkaumm (Kog NpoayKumuKn, | KonnyecTtso TabrneTok B
CepPUNHBLIA HOMEP, ABYXMEPHbLIN LUTPUXOBOW | OO4HOM YNaKoBKe, YCIIOBUSA
koa). MpumevaHue. JaTta npom3BoacTBa XpaHeHus1, ycrnosus
BKJTIOYEHA B HOMEpP cepumn oTnycka, "Ons npyema
BHYTpb", "XpaHuTb B
HEeOOoCTYMHOM 4SS AeTen
mecre",
dapMakoTepaneBTnyeckas
rpynna, "Cnocob
NPUMEHEHNST: CM.
WHCTPYKLMIO NO
MeaNUMHCKOMY
npUMeHeHn", Homep
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Ceptudukar ananusa Al Ne: 520 15647

MpoayKT: OVAKAPB TABJTETKIW 250 MI™ Ne30
NHaeKc: DCRB-1600-000 Cpok rogHocTu: 2028-01-01
Ne cepuu: 2760126

Pe3ynbTatbl UCNbITaHUN

HanmeHoBaHMe NoKasatens TpeboBaHNA HOPMATUBHOMN AOKYMEHTaLuUK PesynbTaTbl UCMbITAHWIA

cepuu, gata nctedeHuns
cpoka rogHocTu ("ToaeH
00") 1 LUTPUXOBOM KOA,
JononHnTensHo HaHeceHbI
CpencTBa naeHTuduKaumm
(kop, npooyKumK,
CepuiHbIN HOMep,
OBYXMEpPHbIN LUTPUXOBOM
kon). Mpumevanue. lata
NPoOun3BOACTBA BKOYEHA B
HOoMep cepuun

Ycnosusa xpaHeHus Mpn Temnepatype He Bbiwe 25 ° C Mpn TemnepaType He
Bbllwe 25 ° C

Cpok rogHocTH (Cpok 2 roga 2 ropa

XpaHeHus)

Ucnbitanma BoinonHerbl no: J1M-Ne(001873)-(Pr-RU)-310524
Homep PY (Per. ya.): J1M-Ne(001873)-(Pr-RU)
Per. ya. ot: 01.03.2023
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AO «AKPUXUH»

Ceptudukar ananusa Al Ne: 520 15647

MpoayKT: OVAKAPB TABJTETKIW 250 MI™ Ne30
NHaeKc: DCRB-1600-000 Cpok rogHocTu: 2028-01-01
Ne cepuu: 2760126

3akntouyeHue: KoHTpob KauecTBa OCYLLECTB/IEH B COOTBETCTBUM € TpeboBaHuamu Mpasua GMP.
McnbiTaHuA NnpoBeseHbl B NONHOM 06beMe, MeTOAbl KOHTPOIA BaIMANPOBaHbI.
MpoayKumsa cooteeTcTByeT TpeboBaHusam J1M-Ne(001873)-(Pr-RU)-310524.

Mposepun YtBepaun

HavanbHuk nabopatopun BIXKX PykoBoguTtesib HanpasfieHnsa no

nccneaoBaHnio CTabunbHOCTU

NekapcTBEHHbIX NpenapaTtos /
YnonHomMo4eHHoe nuuo

LeHTtp KoHTpons KavectBa
MapryHckas A.E. dunmmoHosa U.B.

06.02.2026 06.02.2026

JOKYMeHT noanncaH sNeKTPOHHbIM cnocobom u ﬂ,eVICTBMTeﬂeH 6es CO6CTB€HHOpy‘~IHOI7I noanucu.



AO «KAKPUXHWH»
JSC «AKRIKHIN»

SOP001790

PASPEIIEHUE HA PEAJIM3ALIUIO Ne 240-2026
(CERTIFICATE OF COMPLIANCE)

HAMMEHOBAHUME NPOAYKIHUMU I'T:
FINAL PRODUCT NAME:

JUAKAPB TABJIETKU 250 MI" Ne30

MEXAYHAPOJHOE HEITIATEHTOBAHHOE Arnierazomamu
HAMMEHOBAHHE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPUU: 2760126

BATCH No:

KOA MPOAYKTA I': DCRB-1600-000
FINAL PRODUCT CODE:

YIHAKOBKA: 10 mT. - KOHTYpHBIE TYCHKOBBIC YIIAaKOBKH (3) - MaYKH KapTOHHBIE
ENVELOPE:

JATA ITPOU3BOACTBA 17.01.2026
DATE OF MANUFACTURE

I'OAEH J10: 01.01.2028
EXPIRY DATE:

OBBEM MOJIYUYEHHOH MPOTYKINN
(YIIAKOBKH):

FINAL QUANTITY (UNITS):

16.672 TBIC YITIAK

PEIT’MCTPAIIMOHHOE YIOCTOBEPEHHME:
MARKETING AUTHORIZATION No:

JITI-Ne(001873)-(PT-RU)

HAMMEHOBAHMUE U AIPEC JEPKATEJIA
PETUCTPAIIMOHHOI'O YJOCTOBEPEHUA:
NAME AND ADDRESS OF MARKETING AUTHORIZATION
HOLDER:

AO "AKPUXHH" 142450, MockoBckast 0011., T.0. Boropoackuit, .
Crapas KymasHa, yi. Kuposa, 1. 29

HAMMEHOBAHME U AJIPEC TIPOU3BOJCTBA
T'OTOBOM JIEKAPCTBEHHOM ®OPMBbI
NAME AND ADDRESS PRODUCTION OF DOSAGE FORM

AO "AKPUXUH" [Poccusi] MockoBckas 0611., T.0. Boroponckuii, r.Crapast
Kynasna, yn.Kupoga, 1.29, ctp. 4

JIUMHEH3USA Ne JI012-00102-77/00006444

LICENCE

CEPTUDOUKAT Ne GMP/EAEU/RU/01250-2024

CERTIFICATE

HAUMEHOBAHMUE U AJIPEC TIPOU3BO/JICTBA AO "AKPUXUH" [Poccusi] Mockogekas 06i1., T.0. Boroposckui, r.Crapas
NEPBUYHOM YIIAKOBKH Kynageua, yi1.Kuposa, 1.29, ctp. 4

NAME AND ADDRESS OF PRIMARY PACKAGING
PRODUCTION

JIMIEH3US Ne JI012-00102-77/00006444

LICENCE

CEPTU®UKAT Ne GMP/EAEU/RU/01250-2024

CERTIFICATE

HAMMEHOBAHMUME U AJIPEC TIPOU3BOJICTBA AO "AKPUXUH" [Poccusi] Mockosckast 061, T.0. Boroponckuit, r.Crapas
BTOPUYHOM YIIAKOBKHA Kymnagna, yn.Kuposa, 1.29, ctp. 4

NAME AND ADDRESS OF SECONDARY PACKAGING
PRODUCTION

JUALEH3USA

LICENCE

CEPTU®UKAT

CERTIFICATE

Ne J1012-00102-77/00006444

Ne GMP/EAEU/RU/01250-2024

HAVUMEHOBAHME U AJIPEC ITIPOU3BOIUTEJIS
(BBIITY CKAIOLIAN KOHTPOJIb KAYECTBA):
NAME AND ADDRESS OF MANUFACTURER (RELEASE
QUALITY CONTROL):

JIMLIEH3US

LICENCE

CEPTU®UKAT

CERTIFICATE

AO "AKPUXUH" [Poccusi] MockoBckast 061, T.0. Boroponckuii, r.Crapas
Kynasna, yn.Kuposa, 1.29, ctp. 3

Ne J1012-00102-77/00006444

Ne GMP/EAEU/RU/01249-2024

Jlvet 1 n3 2




AO «KAKPUXHWH» SOP001790
JSC «AKRIKHIN»
NH®OPMAIIMSA Ob UCITIOJIb3YEMbIX A®C/HH-BAJIK ITPOAYKIIUNA
API/ IN-BULK PRODUCTION USED IN PRODUCTION/:

KOJ HAMMEHOBAHHUE HOMEP CEPUN IMMPOU3BOJAUTEJIb CTPAHA ITPOU3BOJUTEJISL
AD®C/UH-BAJIK ADPC/UH- AD®C/HNH-BAJIK ADC/ HH-BAJIK ADPC/ HH-BAJIK
NPOAYKIINU: BAJIK NPOAYKIIUU: NPOAYKIHNU: MPOAYKINU: NPOAYKIINU:
API/ IN-BULK API/ IN-BULK NAME: API/IN-BULK API/IN-BULK API/ IN-BULK
CODE: NUMBER BATCH | MANUFACTURER: MANUFACTURER COUNTRY::
SDCB-0002-280 AIIETA30JIAMU L 25AC000129 CTX Life Sciences Pvt India

Ltd
SDCB-0002-280 AIIETA30JIAMU T 25AC000130 CTX Life Sciences Pvt India

Ltd

JanHasi cepusi ObLIa MPOW3BeJeHA, BKJIOYAsl YNAKOBKY M KOHTPOJb KadecTBa, HA BbINIEYKA3aHHOH NPOM3BOJCTBEHHOMH

IUIOIIA/IKE B MOJTHOM COOTBeTCTBMU ¢ TpeboBanusaMu cGMP neieBoro pplHka M perucTpaliuOHHOMH JOKyMeHTaluei.
This batch was manufactured - including packaging and quality control at the above-mentioned site(s) in full compliance with the
cGMP requirements of the intended market and with the Marketing Authorisation.

IIpou3BoACTBO cepuy, YIAKOBKA M AHAIN3bI ObLIM IPOBEPEHBI M NPU3HAHBI COOTBeTCTBYIOIMMHU cGMP.

The batch processing, packaging and analysis records have been reviewed and found to be in compliance with cGMP.

KadectBo npoaykra coorsercrByer TpedoBanusim JIII-Ne(001873)-(PT'-RU)-310524 u noaTBep:KAeHO CePTH(HHUKATOM AHAIN3A
AT Ne 520 15647 ot 06.02.26.
The quality of the product conforms to the Specification, confirmed by certificate of analysis.

Hacrosimum MOATBEPKIAK0, UYTO BhIIICYKA3aHHAA CEPUA pa3pelicHa K peaju3anuu.

I hereby certify that the above mentioned batch is released to the market.

JoKyMeHT noaANnucaH 3J1eKTPOHHBIM cIOCO00M U JAeiicTBUTE/IeH 0e3 cCOOCTBEHHOPYYHOM MOANMUCH.
This document was signed electronically and is valid without handwritten signature.

Ynoanomouennoe juno Mlnakosa O.C. Ilpuka3 Ne 431 ot 30.04.2021

Qp

[Jara Bblycka:
Mara pacneyarku:

Name

09.02.2026 16:13:16

09.02.2026

Order
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