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[ata Bbinycka:
[ata pacneyaTtku:
CtpaHuua:

Ceptudukar aHanusa Al Ne: 510 29278

MpoayKT: AKPVAEPM MA3b AN1A HAPY>XXHOIO NMPUMEHEHWSA 0,05 % 30 I
NHaeKc: BTDP-0900-000 Cpok rogHocTu: 2029-12-01
Ne cepuu: 751225

O6bem cepuu: 31.512 TbIC YTNAK [Hata npoussoactea:  2025-12-07

[Jata aHanu3a: 2025-12-11

Pe3ynbTatbl UCNbITaHUN

HanmeHoBaHWe NnokasaTensa

TpeboBaHUA HOPMATMBHOM AOKYMEHTaLun

Pe3ynbTaTbl ncnbiTaHU M

OnucaHune

Monynpo3payHasa masb oT 6enoro go 6enoro
C XXenTtoBaTbiIM OTTEHKOM LBETa

Monynpo3spayHasn Masb
6enoro c xxentoBaTbIM
OTTEHKOM LBEeTa

VpoeHTndukaums 1

BetameTasoHa gunponuoHaT. CnekTpbl
nornoLleHnst pactesopos npenapata n CO
6eTameTaszoHa gunponuoHaTta B obnactu ot
350 o 500 HM BOSMKHBI UMETb MaKCUMyM
npwv O4HOM 1 TOW Xe AfMHe BOMHbI (pasaen
«KonuyecTtBeHHOE onpeneneHne»)

CnexTpbl NornoLweHus
pacTBOPOB npenapara 1
CO beTameTazoHa
AunponuoHaTa B obnacTtu
ot 350 go 500 HM nmetoT
MaKCMMyM Npu OJHOW 1
TOW Xe AfIMHEe BOJSHbI

VaoeHTnduvkaums 2

Mponunnaparunapokcnbensoat. Ha
XxpomaTtorpamme b npenapata A0OMKHO
HabnaaTbCa NATHO HA YPOBHE NATEH Ha
xpomatorpammax CO
nponunnaparungpokcnbeHsoata

Ha xpomaTorpamme b
npenapata HabniopaeTcs
NATHO Ha YPOBHE MATEH Ha
xpomartorpammax CO
nponunnaparngpokcmbens
oaTa

Macca cogep>xxmmoro He meHee 90 % OT yKa3zaHHOro Ha 3TUKeTKe 100 %
ynakoBku [%]

CpenHss macca He meHee 30T 30r
coAepXnmoro Tybbl

Pasmep vactuy, He 6onee 60 MKm 48 MKM
Mponunnaparuapokcnbens | CogepxxaHue 0.05 %

oaT

nponunnaparngpokcnbeHsoata B npenaparte
o1 0,04 no 0,06 %
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[ata Bbinycka:
[ata pacneyaTtku:
CtpaHuua:

AO «AKPUXUH»

Ceptudukar aHanusa Al Ne: 510 29278

MpoaykKT:
NHpekc:

Ne cepuu: 751225

CpoK rogHoCTH:

AKPUOEPM MA3b ANA HAPY>XXHOIO NMPUMEHEHWA 0,05 % 30 I

BTDP-0900-000 2029-12-01

Pe3ynbTatbl UCNbITaHUN

HanmeHoBaHWe NnoKasaTens

TpeboBaHNA HOPMATUBHOMN AOKYMEHTaLuUK

PesynbTaTbl UCMbITAHWIA

Obuwee 4ncno aspobHbix He 6onee 102 KOEB 1T CooTtBeTcTBYET
MUKPOOPraHn3mosB [r] TpeboBaHNAM
O6uwee yncno gpoxokesblx | He 6onee 10M KOEB 1T CooTtBeTcTBYET
1 nnecHeBbIX rpnbos [r] TpeboBaHUsIM
Pseudomonas aeruginosa | OtcytctBue B 1r CooTtBeTcTBYET
B1r TpeboBaHusaM
Staphylococcus aureus 8 1 | OTtcytctBUe B 1r CooTBeTCTBYET
r TpeboBaHUAM
KonnyectBeHHoOE CopepxaHne C28H37F07 (beTameTasoHa 0.00050r
onpegerneHue AMMponMoHaTa) B MepecyeTe Ha

6eTameTasoH B 1 r npenapaTa A0STKHO 6bITb
ot 0,00045 po 0,00055r

OnucaHne ynakoBku

Mo 15 wunun 30 r B Ty6y antoMmHueBYyto.
Kaxgyto Tyby BMecTe C MHCTpyKUMen no
MeANLMHCKOMY MPYMEHEHUIO NMOMELLAIT B
nayvky 13 KapToHa

Mo 30 r B Ty6e
antomMuHueBsoun. Kaxpas
Tyb6a BmMecTe C
VMHCTPYKUMen no
MeOULMHCKOMY
NPUMeHeHNo NoOMeLLEHbI B
nayky u3 KapToHa
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AO «AKPUXUH»

Ceptudukar aHanusa Al Ne: 510 29278

MpoaykKT:
NHpekc:

Ne cepuu:

CpoK rogHoCTH:

AKPUOEPM MA3b ANA HAPY>XXHOIO NMPUMEHEHWA 0,05 % 30 I
BTDP-0900-000
751225

2029-12-01

Pe3ynbTatbl UCNbITaHUN

HanmeHoBaHWe NnoKasaTens

TpeboBaHNA HOPMATUBHOMN AOKYMEHTaLuUK

PesynbTaTbl UCMbITAHWIA

Mapkuposka 1

MepBuyHas ynakoska (Tyba). Ha Tybe
yKa3blBalOT HAMMEHOBAHWE 1 JTIOroTun
Aepxartens perncTpaLMoHHOro
YAOCTOBEepeHUs, agpec (CTpaHa, ropon),
TenedoH/dakc, ToproBoe HaMMeHoBaHue
npenapaTa, MexayHapogHoe
HenaTeHTOBaHHOE HaMMeHOBaHue Ha
PYCCKOM 1 aHINIMNCKOM SA3bIKaX,
neKapCTBEeHHYH hOopMy, KOHLLEHTPALMIO,
Ha3BaHWe [eliCTBYHOLLEro BellecTBa 1 ero
copepxaHue B 1 rpaMmme npenapara B
MUIMrpaMmax, Maccy npenapaTa B
rpamMmax, yCrioBusi XpaHeHus, yCrioBums
OTnycKa, «XpaHUTb B HEAOCTYMHOM A51sl
netein MecTe.», «[poTuBoannepruyeckoe,
NpOTUBOBOCMANUTESNbHOE AENCTBUEY,
HOMep cepun 1 faTy UCTeYeHUsa Cpoka
rogHoCTH

MepBUYHasn ynakoska
(Ty6a). Ha Tyb6e ykasaHbl
HauMeHOBaHMe U NoroTun
Aepxartens
perncTpaumoHHOro
YAO0CTOBEpPeHUsi, afapec
(cTpaHa, ropon),
TenedoH/dakc, Toprosoe
HaumMeHoBaHne
npenapara,
MexayHapoaHoe
HenaTeHToBaHHOe
HauMeHoBaHMe Ha
PYCCKOM W QHIIUACKOM
A3blKax, NekapCcTBeHHas
dopma, KoHLEeHTpauus,
Ha3BaHMe AeNCTBYOLWEro
BeLLeCcTBa U ero
cogepxaHue B 1 rpamme
npenapata B
MuUnaMrpaMmax, Macca
npenapata B rpaMmmax,
YCrOBUA XpaHEeHus,
YCIoBMs OTMyCKa,
«XpaHUTb B HEJOCTYMHOM
Ona geten mecre.»,
«[poTnBoanneprnyeckoe,
nNpoTMBOBOCMNANUTESNBHOE
AencTene», HOMep cepum
M naTa UCTeYeHMs cpoka
rogHoOCTU
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Ceptudukar aHanusa Al Ne: 510 29278

MpoaykKT:
NHpekc:

Ne cepuu:

CpoK rogHoCTH:

AKPUOEPM MA3b ANA HAPY>XXHOIO NMPUMEHEHWA 0,05 % 30 I
BTDP-0900-000
751225

2029-12-01

Pe3ynbTatbl UCNbITaHUN

HanmeHoBaHWe NnoKasaTens

TpeboBaHNA HOPMATUBHOMN AOKYMEHTaLuUK

PesynbTaTbl UCMbITAHWIA

Mapkuposka 2

BTopnyHas ynakoBka (KapToOHHas nadka). Ha
nayvke yKasblBalOT HAMMEHOBaHWE U SIoroTun
Aepxarens pernctpauoHHoOro
YAOCTOBEepeHUs, agpec (CTpaHa, ropon),
TenedoH/dakc, ToproBoe HaMMeHoBaHue
npenapaTa, MexayHapoaHoe
HenaTeHTOBaHHOE HaMEeHOBaHUe Ha
PYCCKOM 1 aHINIMNCKOM SA3bIKaX,
neKapCTBEeHHYH hOopMy, KOHLLEHTPALMIO,
Ha3BaHWe OeNCTBYIOLLEero BelecTsa U ero
copepxaHuve B 1 rpamme npenaparta B
MUAMrpaMmmax, nepeyeHb
BCMOMOraTeribHbIX BELEeCTB, Maccy
npenapaTa B rpaMmMax, YCrioBUSI XpaHeHus,
YCroBUs OTMYyCKa, «XpaHUTb B HEAOCTYMHOM
AN geTen MecTe.», HOMep cepun, aTty
NCTeYEeHUA Cpoka rogHocTu («l"oaeH fo»),
«Cnocob NnpuMeHeHUs: CM. MHCTPYKLMIO MO
MeANLNHCKOMY MPUMEHEHNIO.»,
«[poTuBoannepruyeckoe,
NpOTMBOBOCMANUTENbHOE AENCTBUEY, KOL,
NPOAYKLUMN, LUTPUXOBOW KOA.
JononHutensHo MOryT 6bITb HAHECEeHb!
cpencTea naeHTudmKauum (CepuiHbIi
HOMep, ABYXMEPHbIN LLUTPUXOBOW KOA).
MNpumeyanue. Jata npon3soacTBa
BKITOMEHA B HOMEP cepun

BTopnyHas ynakoBka
(kapToHHast nayka). Ha
navke ykasaHbl
HanMeHoBaHMe 1 NoroTun
Aepxartens
perncTpaumoHHOro
YAOCTOBEpPeHUsi, aapec
(cTpaHa, ropoga),
TenedoH/dakc, Toprosoe
HanmMeHoBaHue
npenaparTa,
MexayHapoaHoe
HenaTeHToBaHHOe
HauMeHOBaHMe Ha
PYCCKOM W QHINIUACKOM
A3blKax, NekapCcTBeHHas
dopma, KoHLeHTpauus,
Ha3BaHMe AEeNCTBYHOLLENO
BeLLeCcTBa U ero
cogepxaHue B 1 rpamme
npenapata B
MUANUrpaMmax, nepeyeHb
BCMOMOraTerbHbIX
BeLLecTB, Macca
npenapara B rpaMmmax,
YCrOBUA XPaHEeHus,
YyCroBMA OTNycCKa,
«XpaHuTb B HEJOCTYMNHOM
Ons geTten mecTe.», HOMep
cepuun, faTta ucteyeHnst
Ccpoka rogHocTu («oneH
no»), «Cnocob
NPUMEHEHNS: CM.
WHCTPYKLMIO MO




@ AKPHXMH [Jata Bbinycka: 2025-12-16 16:37:24

[aTa pacneyaTku: 2025-12-16
LLEHTP KOHTPO/1A KAYECTBA CtpaHuua: 5/6
AO «AKPUXUH»

Ceptudukar aHanusa Al Ne: 510 29278

MpoayKT: AKPVAEPM MA3b AN1A HAPY>XXHOIO NMPUMEHEHWSA 0,05 % 30 I
NHaeKc: BTDP-0900-000 Cpok rogHocTu: 2029-12-01
Ne cepuu: 751225

Pe3ynbTatbl UCNbITaHUN

HanmeHoBaHMe NoKasatens TpeboBaHNA HOPMATUBHOMN AOKYMEHTaLuUK PesynbTaTbl UCMbITAHWIA

MeLNLMHCKOMY
NPUMEHEHNIO. »,
«[MpoTnBoanneprmnyeckoe,
NPOTUBOBOCNANMUTENbHOE
LencTeme», Kog
NPOAYKLUUN, LUITPUXOBOW
KoA. JononHutenbHo
HaHecCeHbl cpeacTea
naeHTnmkaumn
(cepuiiHbIn HOMep,
OBYXMEpPHbIN LUTPUXOBOM
koa). NMpumeyaHmre. JaTa
NpPon3BOACTBA BKIOYEHA B
HOMeEp cepuun

Ycnosusa xpaHeHus Mpn Temnepatype ot 15 o 25 ° C Mpn Temnepatype o1 15
no25 °C

CpokK rogHoCTH (CpoK 4 ropa 4 ropa

XpaHeHus)

Mcnbitalua ebinonHeHsbl no: JIM-Ne(001417)-(Pr-RU)-011024
Homep PY (Per. ya.): JIM-Ne(001417)-(PIr-RU)
Per. ya. ot: 15.11.2022
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[aTa pacneyaTku: 2025-12-16
LLEEHTP KOHTPO/11 KAYECTBA CrpaHuua: 6/6

AO «AKPUXUH»

Ceptudukar aHanusa Al Ne: 510 29278

MpoayKT: AKPVAEPM MA3b AN1A HAPY>XXHOIO NMPUMEHEHWSA 0,05 % 30 I
NHaeKc: BTDP-0900-000 Cpok rogHocTu: 2029-12-01
Ne cepuu: 751225

3akntouyeHue: KoHTpob KauecTBa OCYLLECTB/IEH B COOTBETCTBUM € TpeboBaHuamu Mpasua GMP.
McnbiTaHuA NnpoBeseHbl B NONHOM 06beMe, MeTOAbl KOHTPOIA BaIMANPOBaHbI.
MpoayKumsa cooteeTcTByeT TpeboBaHuam J1M-Ne(001417)-(Pr-RU)-011024.

Mposepun YtBepaun

Beaywwmin cneumanuct BOXKX PykoBoguTtesib HanpasfieHnsa no

nccneaoBaHnio CTabunbHOCTU

NekapcTBEHHbIX NpenapaTtos /
YnonHomMo4eHHoe nuuo

LeHTtp KoHTpons KavectBa
YepHbix J1.11. dunmmoHosa U.B.

16.12.2025 16.12.2025

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



AO «KAKPUXHWH»
JSC «AKRIKHIN»

SOP001790

PASPEIIEHUE HA PEAJIM3AIUIO Ne 2344-2025
(CERTIFICATE OF COMPLIANCE)

HAMMEHOBAHUME NPOAYKIHUMU I'T:
FINAL PRODUCT NAME:

AKPUJAEPM MA3b JIUIAA HAPYXXHOI'O ITPUMEHEHNA 0,05 %
30T

MEXIAYHAPOJHOE HEITATEHTOBAHHOE beramerazon
HAMMEHOBAHHE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPUN: 751225

BATCH No:

KOJA IIPOAYKTA I'l: BTDP-0900-000
FINAL PRODUCT CODE:

YIHAKOBKA: 30 r - Ty6sI (1) - Mayku KapTOHHBIE
ENVELOPE:

JATA ITPON3BOACTBA 07.12.2025
DATE OF MANUFACTURE

I'OJEH 10: 01.12.2029
EXPIRY DATE:

OBBEM MOJYUYEHHON MPOTYKINN
(YIIAKOBKH):

FINAL QUANTITY (UNITS):

31.512 TBIC YITAK

PET’HCTPAIIMOHHOE YIOCTOBEPEHMUE:
MARKETING AUTHORIZATION No:

JITI-Ne(001417)-(PT-RU)

HANUMEHOBAHMUE U AJIPEC JEPKATEJISA
PETUCTPAIIMOHHOI'O YJOCTOBEPEHUA:
NAME AND ADDRESS OF MARKETING AUTHORIZATION
HOLDER:

AO "AKPUXMH" 142450, MockoBckast 0011., T.0. boropoackui, .
Crapas Kynasna, yi. Kuposa, 1. 29

HAMMEHOBAHME U AIPEC ITPOU3BOJACTBA
TOTOBOW JEKAPCTBEHHOMN ®OPMBI
NAME AND ADDRESS PRODUCTION OF DOSAGE FORM

AO "AKPUXUH" [Poccust] Mockosckast 061, T.0. Boroponckuit, r.Crapas
Kynasna, yn.Kuposa, 1.29, ctp. 3

JHUIEH3UA Ne J1012-00102-77/00006444

LICENCE

CEPTU®UKAT Ne GMP/EAEU/RU/01249-2024

CERTIFICATE

HAUMEHOBAHUE U AJIPEC IIPOU3BOACTBA AO "AKPUXUH" [Poccust] MockoBckas 0011, T.0. boropozckuii, r.Crapas
HNEPBUYHOM YIIAKOBKHA Kynasua, yn.Kuposa, 1.29, ctp. 3

NAME AND ADDRESS OF PRIMARY PACKAGING
PRODUCTION

JIUIEH3USA Ne JI012-00102-77/00006444

LICENCE

CEPTUDUKAT Ne GMP/EAEU/RU/01249-2024

CERTIFICATE

HAMMEHOBAHMUME U AJIPEC TIPOU3BO/JICTBA AO "AKPUXHH" [Poccusi] Mockogckas 06i1., T.0. Boropoackui, r.Crapas
BTOPUYHOMU YIIAKOBKH Kynagna, yn.Kupogsa, 1.29, ctp. 3

NAME AND ADDRESS OF SECONDARY PACKAGING
PRODUCTION

JULEH3US

LICENCE

CEPTU®UKAT

CERTIFICATE

Ne J1012-00102-77/00006444

Ne GMP/EAEU/RU/01249-2024

HAVMMEHOBAHME M AJIPEC ITIPOU3BOIUTEJIS
(BBIITY CKAIOIIAN KOHTPOJIb KAYECTBA):
NAME AND ADDRESS OF MANUFACTURER (RELEASE
QUALITY CONTROL):

JIMLIEH3UST

LICENCE

CEPTU®UKAT

CERTIFICATE

AO "AKPUXUH" [Poccusi] MockoBckas 0611, T.0. Boroponckuii, r.Crapas
Kynasna, yn.Kuposa, 1.29, ctp. 3

Ne JI012-00102-77/00006444

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::
SBTC-5728-280 BETAMETA30OHA BDP/1125004M1 | UNIMAX India

JUITPOITMOHAT LABORATORIES PVT.
LTD

JaHHasi cepusi ObLIa MPOM3BeeHA, BKJIOYAs YNAKOBKY M KOHTPOJb KadecTBAa, HA BbINIEYKAa3aHHOH NPOM3BOICTBEHHOMH
IUIOIIA/IKE B MOJTHOM COOTBEeTCTBMU ¢ TpeboBanusaMu cGMP neieBoro pplHka U perucTpaliuOHHOM 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 NIPU3HAHBI COOTBeTCTBYIOIMMHU cGMP.

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

KadectBo npoaykra coorercrByer TpedoBanusam JIII-Ne(001417)-(PT-RU)-011024 n noaTBep:KAeHO CePTH(HUKATOM AHAIN3A
AT Ne 510 29278 ot 16.12.25.
The quality of the product conforms to the Specification, confirmed by certificate of analysis.

Hacrosiimum MOATBEPKIAAI0, UYTO BhIIICYKA3aHHAsA CEPU pa3peuicHa K peaju3anuu.

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

JoKyMeHT moaAnucaH 3J1eKTPOHHBIM cOCO00M U JeiicTBUTE/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

[Hara Bblycka:
Mara pacneyarku:

Name

24.12.2025 15:10:03

24.12.2025

Order

Jlnet 2 n3 2




