«CAHOOV BMHTPOII MHIOYCTPUA»

Cepruduxkar anaausa
Cepruduxar Ha cepuio

30-36, aBeno I'ycTaB 2udesib

37100 TYP, OPAHIUA

sanofi

[[pOoM3BOOCTBEHHAA IJIOMAIKA :
TOURS/TYP

Kom GMID:
Onmcaxue
Homep cepumn

[lapTusa TeCcTUPOBaHMUA

Twur:

863348
AJIJIETPA 180 MI' 10 CP VTE (POCCHA)
LT1483

000007655689

TabjyeTka, I[IOKPHITas I1JIEHOWHOM

JaTa OpomM3BOLNCTBA

JlaTa mcTedeHMAa CpoKa
TOOHOCTM

dopMa BHITyCKa

24-NOV-2025
OKT-2028

1 6mmcrep no 10

KOJIMUECTBEHHOE OIIPEJEJIEHUE (B3XX)
dexcodpeHanmMHa TUIPOXIIOPUI
YIakKoBKa M MapKMPOBKAa

ADU

171,0- 189,0 mMr/Tab.
CooTBeTCTBME Poccumckom HII
AQY HaMMeHOBAaHMUE

AQYl HaMMEHOBAHME MNPOU3BOOUTEJIA

AQM ampec MNPOU3BOOUTEIIA

AQU cepusda

0BO0JIOUKOM TabJeTok
YCIoeMa xXpaHeHUsS XpauuTrs He Bemie 30 °C
CrpaHa nOponaxu Poccua
PY Homep: JII-N(002678) - (RG-RU)
PerucTpaluMOHHOE IOChE HopMaTmBHasS OOKYMEHTaLMS :
JIII-N (002678)- (RG-RU)-030723
Bepcus ceprubmxara aHammza 1
HUCHBITAHUSA CIEIU®OUKALINN PE3YJIbTATHBI
XAPAKTEPUCTUKN
OnmucaHme [IpomoJiroBaTeEe, IOBOSKOBEHIIYKJIBIE COOTBETCTBYET
TaBJIETKYM, [NOKPEITEE MNJIEHOYHOM
0B0JIOUKOM CBETJIO-PO30OBOTO liBEeTa, Ha
OIIHOM CTOpOHe rpaBupoBka «018», Ha
OPYTOM — CTUIM3OBaHHAS «e».
INOUIMHHOCTB
dexcobpeHanmHa rugpoxjopun (BIXX) BpemMmsa yIOepXuBaHUA MUCIBITYEMOT'O COOTBETCTBYET
obpaz3la M CTaHOapTa HOJDXKHO COBIaZaThb
VICIIEITAHUA
OOHOPOOHOCTE OO3UPOBAHUA CoorBercTByeT EBp. ®apm/CIA dapm COOTBETCTBYET
ConepxaHye BOIEL <=6.5 % 3,8 %
PACTBOPEHUE
S1: muHMMYyM uepes 45 MuH > 85 % 92 %
NNPOOYKTH PACIIAIA (B3XX) :
MDL 102.038 <0,6% HE OIIPEIEJIEHO
MDL 46.016 <0,3% HE OBHAPYXEHO
Bcero HeuImeHTUOMUIMPOBAHHLBIX <0,2 % HE OIIPEIOEJIEHO
npuMecemn
CyMMa mpumecemn <1,0 % HE ONPEINEJIEHO

180,0 mr/Tab.
COOTBETCTBYET
dexcodpeHanmMHa TUIOPOXIIOPUI
EBPOAIIN T'epMmaHmsa I'MOX

Brueningstrasse 50, 65926
Frankfurt am Main, Germany
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rap_coa_resultats v5

Crpanuua 1 usz 2




Cepruduxar anajausa q 0 n o f i

Ceprudukar Ha cepuro
«CAHO®Y BMHTPOIl MHIYCTPUS» [IPOM3BOIACTBEHHASA I[LJIOMAIKA :
30-36, aBeno I'ycTaB 2udesib TOURS/TYP
37100 TYP, ®PAHLNUA

Kom GMID: 863348
Onmcarne AJUJIETPA 180 MI' 10 CP VTE (POCCHA)
Homep cepun 1LT1483 IlaTa MNPOM3BOACTBA 24-NOV-2025
lapTusa TeCcTUpPOBaHUSA 000007655689 IaTa mcTeueHus cpoxa OKT-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

HacTosammMm s noATBepxnaln, YTO IOaHHASA INapTMUA [Opolyla BCEe MCHBTAaHMA Ha KadeCcTBO, yKas3aHHEE B CHeUMOMKALMKU
HopMaTmMBHOTO IHOOKyMeHTa (3a MCKJIOYEeHMEM MCIEITaHUM, KOTOPHE HE KOHTPOJMPYWTCs Ha 3abkole, HalpuMep,
IepUoOInYeCKyM KOHTPOJIMPYEMBIX MCIEITaHUM) .

EADC GMP ceptudémkar coorBercTBusa N: GMP/EAEU/RU/00783-2023.
JimueHsusa Ha npomsBomcTso N: 2022 184 1 2
KonTposib kauecTBa IO NnokaszaTeyo «MukpoOmosiormMdeckas UMCTOTa» MIPOBOIOMTCS He pexe OJHOTO pas3a B I'OI.

logTBepXxnamw, dYTO BCe CTaguu I[IPOM3BOACTBA HAHHOTO T[OTOBOIO INPOAYKTa OBJIM OCYIWECTBJIEHEL B I[IOJIHOM
cooTBeTCTBUM C TpeboraHusamu GMP EC u TpeboBaHMAMU PeTrMCTPALMOHHOTO YyIOCTOBEPEHMS CTPaHB-UMIOPTEpa.

CraTycCc BHIyCKa TIPUHATO

IOara Bmnycka (UTC +1): 5-0EB-2026 16:34:57.00
YIIOJHOMOYEHHOE JMLO MM ANATS RAKOTOFIRINGA
I[lpencTaBUTeN. :

cepTM@MKaT aHajiMz3a YTBEpXIeH B 3SJIEKTPOHHOM BMIOE
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Certificate of analysis /
Batch Certificate

SANOFI WINTHROP INDUSTRIE

30-36,
37100 TOURS-FRANCE

avenue Gustave Eiffel

sanofi

Site TOURS

Item code

Item description
Batch number
Inspection lot
Type

Storage condition

Country

Regulatory file
Version of CoA

\.

863348

ALLEGRA 180MG 10CP S5 VTE RU

LT1483 Manufacturing date
000007655689 Expiry date

TABLET, FILM COATED Presentation
Do not store above 30 °C

Russian

MA number LP-N(002678) — (RG—-RU)

ND LP-N(002678) - (RG-RU)-030723

1

24-NOV-2025
OCT-2028
1 BLISTER OF 10 UNITS

APT

Packaging and labelling

Conforms to Normative Document

API name

API manufacturer name

API manufacturer address

API batch number

Tests Specifications Results
CHARACTERS
Characters Elongated biconvex film-coated tablets COMPLY

of light pink color engraved "018"

underlined on one side and with

stylized "e" on the other.
IDENTIFICATIONS
Fexofenadine hydrochloride (LC) The sample exhibits the same retention COMPLY

time as a reference standard
TESTS
Uniformity of dosage units Conforms to USP / Ph.Eur. 2.9.40 COMPLY
Water content <=6.5% 3.8 %
Dissolution (LC)
S1l: 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
ASSAY (LC)
Fexofenadine hydrochloride 171.0 - 189.0 mg/tablet 180.0 mg/cp

COMPLY

Fexofenadine hydrochloride
Euroapi Germany GmbH
Brueningstrasse 50

65926 Frankfurt am Main
Germany

LT00152
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Certificate of analysis /

Batch Certificate SAnNo fl

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

Item code 863348
Item description ALLEGRA 180MG 10CP S5 VTE RU
Batch number LT1483 Manufacturing date 24-NOV-2025
Inspection lot 000007655689 Expiry date OCT-2028
Type TABLET, FILM COATED Presentation 1 BLISTER OF 10 UNITS
Storage condition Do not store above 30 °C
Country Russian
MA number : LP-N(002678) - (RG-RU)
Regulatory file ND LP-N(002678) - (RG-RU)-030723
Version of CoA 1

J

\.
N\

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) 5-FEB-2026 16:34:57.00
Signed by qualified person ANATS RAKOTOFIRINGA

\.

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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