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«CAHO®YM BUVHTPOII MHOYCTPUA»

Ceprudukar anaausza
Cepruduxkar Ha cepuio

30-36, aBeHo I'ycTaB 2udesib

37100 TYP, OPAHIUA

sanofi

HpOMBBOHCTBeHHaH IIJiomanoka
TOURS/TYP

KOJIMYECTBEHHOE OINPEIEJIEHUE (B3XX)
dexcodpeHanMHa TUIOPOXIIOPUI
YIakoBKa M MapKMPOBKAa

AdU

171,0- 189,0 mMr/Tab.
CoorBeTcTBMEe Poccwuyckom HI

A®Y HavMeHOBaHMUE

AQY HaMMeHOBAaHME IPOU3BOOUTEJIA

AQY ampec NPOU3BOOUTEJIA

AQU cepwusa

Kon GMID: 863348
Onmcaumne AJUIETPA 180 MI' 10 CP VTE (POCCHA)
Homep cepuu LT0835 IaTa NpoM3BOACTBA 27-ABT'-2025
[lapTus TeCTUPOBAHUSA 000007623947 IaTa mcreueHus cpoka MiOJI-2028
TOOHOCTM
Tur: TaByeTka, [IOKPHTAas I[JIEHOUYHOM dopMa BHIIyCKa 1 6mmcrep no 10
0BOJIOUKOM TabJeTok
YcoeuAa XpaHEeHUd XpauuTh He Boue 30 °C
CrpaHa Oponaxu Poccua
PY HoMep: JII-N(002678) - (RG-RU)
PerncrpalMOHHOE IOChbe HopmMaTMBHaA OOKYMEHTALMA:
JII-N (002678) - (RG-RU)-030723
Bepcus ceprudmkaTa aHammza 1
HUCIIBITAHUA CIHEHA®UKAILINN PE3YJIBTATBI
XAPAKTEPUCTUKA
OnmucaHMe I[IpomoJsiroBaTeEe, IOBOAKOBEHIIYKJIEE COOTBETCTBYET
TabJIETKM, I[IOKPBITEE I1JIEHOYHOM
OOOJIOUKOM CBETJIO-PO30BOTO LBETa, Ha
OIHOV CTOpoHe rpaBupoBka «018», Ha
IOPpYyTOM — CTMIM3O0BAHHAS «e».
INOUIMHHOCTB
dexcobeHannHa rurpoxJjopun (BIXX) BpeMmsa ymepXuBaHUA MCIBITYEMOI'O COOTBETCTBYET
oBbpasla M CcTaHOapTa OOJDKHO COBIAaIaTh
WUCIBITAHUSA
OOHOPOIHOCTL IOO3UPOBAHMUA CoorBercTByeT EBp. ®apMm/CIA dapm COOTBETCTBYET
ConmepxaHye BOXEL <=6.5 % 4,8 %
PACTBOPEHUE
S1: muHMMYyM uepes 45 MuH > 85 % 93 %
S2: cpenHee uepes 45 MuH > 80 % 93 %
S2: MuHUMYM uepes 45 MuH > 65 % 83 %
NPONYKTE PACIAJIA (B3XX) :
MDL 102.038 0,6 % 0,1
MDL 46.016 <0,3% HE OBHAPYXEHO
Bcero HeuIneHTUIUUUPOBAHHEIX <0,2 % HE OIIPEIEJIEHO
npuMecem
CyMMma mpmMecemn < 1,0 % 0,1

180,1 mMr/Tab.
COOTBETCTBYET
dexcodpeHanMHa TUIPOXIIOPUI
EBPOAIIN T'epMmaHmsa I'MOX

Brueningstrasse 50, 65926
Frankfurt am Main, Germany

KT01141 / KT01142
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Ceprudukar Ha cepuio
«CAHO®Y BMHTPOI VHIYCTPUS» [IPOM3BOACTEBEHHAA ILJIOMAAKA :
30-36, aBeHo I'ycTaB 2udesib TOURS/TYP
37100 TYP, ®PAHLUA

Kom GMID: 863348
Onmcaumne AJUIETPA 180 MI' 10 CP VTE (POCCHA)
Homep cepun LT0835 IlaTa HpOM3BOACTBA 27-ABI'-2025
llapTrsa TeCcTHMPOBaHUA 000007623947 IaTa mucrTedeHusa cpokxa MIOJI-2028
TOOHOCTHU
Tur: TaByeTka, [IOKPHTAas I[JIEHOUYHOM dopMa BHIIyCKa 1 6mmcrep no 10
0BOJIOUKOM TabJeTok
YcyoBua xpaHeHus Xpauuts He Bemte 30 °C
CrpaHa nponaxmn Poccusa
PY nowMmep: JIII-N(002678) - (RG-RU)
PerucTpaluMOHHOE IOChE HopMaTrBHAas OOKYMEeHTaLMS:
JII-N (002678) - (RG-RU)-030723
Bepcusa ceprupmxara aHammsa 1
HUCIIBITAHUA CIHEHA®UKAILINN PE3YJIBTATBI

HacTosamuMm s NOOTBepXIaln, YTO IaHHAS [IapTUsa IIpolJla BCe MCHIHTAaHMA Ha KadecTBO, ykKas3aHHEEe B clhneuubpmraumm
HopMaTMBHOTO HIOKYyMEHTa (3a MCKJIOUYEHMEeM MUCIHETAaHWY, KOTOPHE He KOHTPOJMPYITCS Ha 3aBone, HAIpUMED,
IepuonIuYeckyl KOHTPOJIMPYEMBIX MCIIEITaHMUM) .

EADC GMP ceptudémkar coorBercTBusa N: GMP/EAEU/RU/00783-2023.
JimueHsusa Ha nmpom3BoncTeo N: 2022 184 1 2
KoHTpOJIL KauecTBa [0 NOoKaszaTesmn «MuUKpOOMOJIOTMUECKAas UMCTOTa» NPOBOOMTCS HE pexe OOHOTO pal3a B IOI.

llogTBepXnan, dYTO BCe CTaIuyM [OPOM3BOICTBA HAHHOTO TOTOBOI'O MPOOYyKTa OBUIM OCYWECTBJIEHH B IIOJIHOM
cooTBeTCTBUM C TpeboBauumsaMu GMP EC 1 TpeBOBaHMAMM PerMCTPalLMOHHOTO YIOCTOBEPEHMS CTPaHb-MMIOPTEpa.

CraTyc BHIyCKa IIPUHATO

IOara Bmnycka (UTC +1): 4-HOSI-2025 14:36:12.00
YIIONMHOMOYEHHOE JIMILO MM CONSTANCE DENECE
I[lpencraBuTeNs :

CepTM@MKaT aHanMsa [noAnmcaH SﬁeKTpOHHOﬁ INOONMCBI B BaJ'IMJIMpOBaHHOIZ cucreme
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Certificate of analysis /
Batch Certificate

SANOFI WINTHROP INDUSTRIE

30-36, avenue Gustave Eiffel

37100 TOURS-FRANCE

sanofi

Site TOURS

Item code

Item description
Batch number
Inspection lot
Type

Storage condition

Country

Regulatory file

863348

ALLEGRA 180MG 10CP S5 VTE RU

LT0835 Manufacturing date
000007623947 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

27-AUG-2025
JUL-2028
1 BLISTER OF 10 UNITS

ASSAY (HPLC)
Fexofenadine hydrochloride

Packaging and labelling
API

171.0 - 189.0 mg/tablet

Conforms to Normative Document

API name

API manufacturer name

API manufacturer address

Version of CoA 1
L
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 (HPLC) The sample exhibits the same retention COMPLY
time as a reference standard
TESTS
Uniformity of dosage units Conforms to USP / Ph.Eur. COMPLY
Water content <=6.5% 4.8 %
Dissolution
S1l: Mini at 45 min >=85% 93 %
S2: Mean at 45 min >=80% 93 %
S2: Mini at 45 min >=65% 83 %
Degradation products (HPLC)
MDL 102.038 <=0.6% 0.1
MDL 46.016 <=0.3% not detected
Total unspecified impurities <=0.2% not quantified
Total impurities <=1.0% 0.1

180.1 mg/cp

COMPLY

Fexofenadine hydrochloride
Euroapi Germany GmbH
Brueningstrasse 50

65926 Frankfurt am Main

Germany

rap_coa_resultats v5

Page 1 / 2




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 LTO0835 Manufacturing date 27-AUG-2025
Inspection lot 000007623947 Expiry date JUL-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
F o
Tests Specifications Results

API batch number KT01141 / KT01142

\
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) 4-NOV-2025 14:36:12.00
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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