Cepruduxkar anaausa
Cepruduxar Ha cepuio

«CAHOOV BMHTPOII MHIOYCTPUA»

sanofi

HpOMBBOHCTBeHHaH IJiomwankKa :

30-36, aBeHo I'ycTapr Omudeinn TOURS/TYP
37100 TyPp, OPAHUUA
Kom GMID: 863334
Onmcaune AJUIETPA 120 MI' 10 CP S5 VTE (POCCHA)
Homep cepumn LT1045 JaTa NpoM3BOACTBA 17-101-2025
lapTusa TeCcTUpPOBaHUSA 000007631024 IaTa mMcTedeHMs cpoka MOH-2028
TOOHOCTHU
Tur: TabyeTka, I[OKPHTAas I[IJIEHOYHOM dopmMa BHIIyCKa 1 6mmcrep no 10
0B0JIOUKOM TabJeTok
YcyoBusa xpaHeHus XpaHuts He Bemte 30 °C
CrpaHa nOponaxu Poccua
PY Howmep: JII-N(002678) - (RG-RU)
PerucTpaluMOHHOE IOChE HopMaTmBHasS OOKYMEHTaLMS :
JII-N (002678)- (RG-RU)-030723
Bepcus ceprubmxara aHammza 1
HUCIIBITAHUA CIEIU®OUKALINN PE3YJIbTATHBI
XAPAKTEPUCTUKN
OnmucaHme [IpomoJiroBaTeEe, IOBOSKOBEHIIYKJIBIE COOTBETCTBYET
TabJIeTKM, I[IOKPBITEHE I1JIEHOYHOM
ODOJIOUKOM CBETJIO—PO30BOTO LBETA,
Ha OIHOM CTOpoHe TI'paBupoBka «012»,
Ha OPYyTOM — CTWUIM3O0BaHHAS «e».
IIOOJIMHHOCTB
dexcobpeHanmHa rugpoxjopun (BIXX) BpemMmsa yIOepXuBaHUA MUCIBITYEMOT'O COOTBETCTBYET
obpaslla M CTaHIapTa OOJDKHO
coBNaIaThb
VCIIEITAHUA
OOHOPOIHOCTL IOO3UPOBAHMA CoorBercTByeT EBp. ®apm/CIA dapm COOTBETCTBYET
ConmepxaHye BOIEL <=6.5 % 4,1 %
PACTBOPEHUE
S1l: muHMMYyM uepes 45 MuH > 85 % 92 %
NPOAYKTH PACHAJIA (B3XX):
MDL 102.038 <0,6 % HE OIIPEIEJIEHO
MDL 46.016 <0,3% HE OIIPEIEJIEHO
Bcero HeuIneHTUPUUUPOBAHHEIX <0,2 % HE OIIPEIEJIEHO
npuMecemn
CyMMa mnpuMecemn <1,0 % HE OIIPEIOEJIEHO

KOJIMYECTBEHHOE OINPEJEJIEHUE (B3XX)

dexcodpeHammHa IT'MOPOXIIOPUI

YrnaxkoBKa M MapKMPOBKAa

ADU

114,0- 126,0 mr/Tab.

CoorBeTcTBMEe Poccuyickou HI
AQYl HaMMeHOBAaHMUE
AQY HaMMEHOBAHME MNPOU3BOOUTEJIA

AQY ampec HNPOU3BOOUTEJIA

AQU cepusda

118,7 mMr/Tab.

COOTBETCTBYET
dexcodpeHanmMHa TUIOPOXIIOPUI
EBPOAIIN T'epMmaHmsa I'MOX

65926
Germany

Brueningstrasse 50,
Frankfurt am Main,

KT03065/KT03173/KT03178
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Cepruduxar anajausa q 0 n o f I
Ceprudukar Ha cepuro  ®
«CAHOOV BMHTPOII MHIOYCTPUA» Hpo]/[gBOJICTBeHHa,q IJiomanka :

30—36, aBeH I'ycTaB 3Sudesib TOURS/TYP
37100 TYP, OPAHINA

Kom GMID: 863334
Onmcarne AJUIETPA 120 MI' 10 CP S5 VTE (POCCHA)
Homep cepun LT1045 IlaTa MNPOM3BOACTBA 17-M0J1-2025
lapTusa TeCcTUpPOBaHUSA 000007631024 IaTa mMcTedeHMs cpoka MOH-2028
TOOHOCTHU
Tur: TabjeTka, [IOKPHTAas I[JIEHOUYHOMN dopmMa BHIIyCKa 1 6mmcrep no 10
0BO0JIOUKOM TabJIeTOK
YcyoBusa xpaHeHus XpaHuts He Bemte 30 °C
CrpaHa HNpoIaxm Poccusa
PY Howmep: JII-N(002678) - (RG-RU)
PerucTpaluMOHHOE IOChE HopMaTmBHasS OOKYMEHTaLMS :
JIII-N (002678)- (RG-RU)-030723
Bepcusa ceprudpmkara aHammsza 1
HUCIIBITAHUA CIEIU®OUKALINN PE3YJIbTATHBI

HacrosmmM g NOOTBEpXIal, YTO HOaHHAasd [NapTUs [Npolla BCEe MCIBITAHMSA Ha KAaueCTBO, yKal3aHHbBE B cheuupmkalumm
HopMaTMBHOTO IOOKYMEHTA (3a MCKIIOUEHMEM MCIETaHMM, KOTOPHE He KOHTPOJIMPYITCS Ha 3aBolle, HaIpuMeDp,
IepuonIuYeckyl KOHTPOJIMPYEMBIX MCIIEITaHMUM) .

EADC GMP ceptupmxkar coorsercTBusa N: GMP/EAEU/RU/00783-2023.

JImueHsua Ha OpomsBomcTBo N: 2022 184 1 2

KoHTpoJsib kauecTBa IO HokaszaTeln «MuKpoOMOJIOTMYEeCKas UYMCTOTa» MNIPOBOIOMUTCS HEe pexe OIHOTO pasa B Ion.
IJaHHEIM [OOTBEpXIal, YTO BCe CTaIuM [IPOM3BOINCTBA IAaHHOM CEPUM TOTOBOI'O NPOIyKTa OBUJIM BHIIOJIHEHEl B
IIOJIHOM COOTBEeTCTBUM C TpeboBanusamMy GMP EC u TpeboBaHMAMU PeTMCTPAlMOHHOTO (HIX) YIOOCTOBEPeHMS (mit)

CTpaHM/CTpaH Ha3HaA4YeHud.

CraTycCc BHIIyCKa IIPVHATO

IOara Bmnycka (UTC +1): 19-HOA-2025 16:30:24.00
YIIOJIHOMOUYEHHOEe JIMIIO WMIN CONSTANCE DENECE
IlpencTaENTeNs :

CepTudmkaT aHamMsa yTBEPXIEH B SJIEKTPOHHOM BMIE
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SANOFI WINTHROP INDUSTRIE
30-36, avenue Gustave Eiffel
37100 TOURS-FRANCE

Certificate of analysis /

Batch Certificate

sanofi

Site TOURS

Item code 863334
Item description
LT1045

000007631024

Batch number
Inspection lot
Type

Storage condition

TABLET, FILM COATED

ALLEGRA 120MG 10CP S5 VTE RU

Manufacturing date
Expiry date

Presentation

Do not store above 30 °C

17-JUL-2025
JUN-2028
1 BLISTER OF 10 UNITS

ASSAY (LC)
Fexofenadine hydrochloride

Packaging and labelling
API

114.0 - 126.0 mg/tablet

Conforms to Russian Normative Document

API name

API manufacturer name

API manufacturer address

Country Russia
MA number LP-N(002678) — (RG-RU)
Regulatory file ND LP-N(002678)—-(RG-RU)-030723
Version of CoA 1
L
Tests Specifications Results
CHARACTERS
Characters Elongated biconvex film-coated tablets COMPLY
of light pink color engraved with "012"
(underlined)on one side and with
stylized "e" onthe other.
IDENTIFICATIONS
Fexofenadine hydrochloride (LC) The sample exhibits the same retention COMPLY
time as a reference standard
TESTS
Uniformity of dosage units by mass Conforms to USP / Ph.Eur 2.9.40 COMPLY
variation
Water content <=6.5% 4.1 %
Dissolution (LC)
Sl: Mini at 45 min >=85% 92 %
Degradation products (LC)
MDL 102.038 <=0.6% not quantified
MDL 46.016 <=0.3% not detected
Total unspecified impurities <=0.2% not quantified
Total impurities <=1.0% not quantified

118.7 mg/cp

COMPLY

Fexofenadine hydrochloride
Euroapi Germany GmbH
Brueningstrasse 50

65926 Frankfurt am Main

Germany
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Certificate of analysis /

Batch Certificate SAnNo fl

30-36, avenue Gustave Eiffel Site TOURS
37100 TOURS-FRANCE

Item code 863334
Item description ALLEGRA 120MG 10CP S5 VTE RU
Batch number LT1045 Manufacturing date 17-JUL-2025
Inspection lot 000007631024 Expiry date JUN-2028
Type TABLET, FILM COATED Presentation 1 BLISTER OF 10 UNITS
Storage condition Do not store above 30 °C
Country Russia
MA number : LP-N(002678) - (RG-RU)
Regulatory file ND LP-N(002678)-(RG-RU)-030723
Version of CoA 1
F o
Tests Specifications Results

API batch number KT03065/KT03173/KT03178

\
I hereby certify that this batch is tested for all quality tests indicated in the Normative Document specification
(except for tests which are not controlled at the plant, e.g. periodically controlled tests).

EAEU GMP certificate number: GMP/EAEU/RU/00783-2023.

Manufacturing licence number: 2022_184_1_2

Microbiological quality is tested at least once a year.

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and with the requirements of the Marketing Authorisation(s) of the

destination country/countries.

Release status ACCEPTED
Release date (UTC +1) 19-NOV-2025 16:30:25.00
Signed by qualified person CONSTANCE DENECE

\.

Ce Certificat d’Analyse a été signé électroniquement par un systéme validé/ this Certificate of Analysis has
been electronically signed from a validated system
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