CepTuduxart ananusa/
CepTudukar Ha cepuio

CAHO®HU BUHTPOITI UHAYCTPUA
30-36, aBento ['ycras Diidenn

37100 TYP, DPAHIIUA

SANOFI \7

[IpousBoacTBEHHAS IOLIAKA:
TOURS/TYP

(BIKX)
DexcodenaniHa rHIPOXIOPUL

'YmakoBKa 1 MapKHPOBKa

ADU

KOJMYECTBEHHOE OIIPEJEJIEHUE

171,0 - 189,0 mr/ Tab.

CootserctByer Poccuiickoit HopmarusHOI

JOKyMEHTAIUH
A®U na3Banue

A®DU HazBaHHE TPOU3BOAUTEINS
A®U anpec mponu3BOAUTEIS

Kox GMID 554120
Onucanue NpoayKra AJUIET'PA 180 MI" 10 CP VTE PY
Howmep cepun GT1237A Jara 2-JIEK-2021
NIPOHU3BOJICTBA
[lapTus TecTupoBaHUs 000007144236 Cpok ronnoctn  HOA-2024
Tun TABJIETKU, ITOKPBITBHIE ®opwma Bemycka 10 TABJIETOK B BJIMCTEPE
IIJIEHOYHOU OBOJIOYKOU
'VcnoBust XpaHSHHUs He Boime 30 °C
HanmeHoBaHue pelHKa Poccus
Howmep PY: TI N016292/01
PeructpanuonHoe nocee HopmaruHas noxkymeHranus
Bepcus ceprudukara aHaiamza 5
Iloka3aTe/b Hopma Pe3yabTart
OIIMCAHHUE
Onucanue IIpomonroBatsie, IBOSKOBBITYKJIbIE COOTBETCTBYET
TaOJIeTKHU, MOKPBITHIE TUIEHOYHOM
000JI0YKOH CBETJIO-PO30BOTO L[BETA, HA
OJIHOH cTOpOHE rpaBupoBKa «018», Ha
JPYTOH - CTHIN30BaHHAS «E».
MNOJJIMHHOCTDb
Dexcodenanuna ruapoxiopun (BOXX) Bpewmst ynepxuBaHus UCIBITYEMOTO COOTBETCTBYET
o0pasia 1 CTaHgapTa JOJDKHO COBIALATh
HcnbiTanus
ONHOPOJHOCTD NO3UPOBAHUS CootsercrByer EBp. ®apm/CIIA ®apm. COOTBETCTBVYET
CozepikaHue BOJIbI <=6.5% 3,7%
PacrBopenne
S1: Mun uepes 45% >=85% 94 %
IIpoaykTsl pacnaaa (BIXKX)
MDL 102.038 <=0.6% HE OIpeeNIEeHO
MDL 46.016 <=0.3% HE OIpeeNIEeHO
Bcero HenIeHTUGUIMPOBAHHBIX TIpUMeceit <=0.2% HE OIpeeNIEeHO
CyMMa npumeceit <=1.0% HE OIPENENEHO

182,3 mr/ Tad.
COOTBETCTBYET

dekcodeHaarHa rHIPOXIOPUT
Cano¢pu-Asentuc Jonwmang ['M6X
Industriepark Hochst

65926 Frankfurt am Main

Germany
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CepTuduxart ananusa/
CepTudukar Ha cepuio

CAHO®HU BUHTPOITI UHAYCTPUA
30-36, aBento ['ycras Diidenn

37100 TYP, DPAHIIUA

SANOFI \7

[IpousBoacTBEHHAS IOLIAKA:
TOURS/TYP

Kox GMID
Onucanue NpoayKra

Howmep cepun

[TapTus TecTupoBaHUS

Tun

Y cnoBusi XpaHEHUS
HanmeHoBaHue pelHKa

PeructpanuonHoe nocee

Bepcus cepruduxara aHanusa

554120
AJUIET'PA 180 MI" 10 CP VTE PY
GT1237A

000007144236
TABJIETKU, TIOKPBITBIE
I[UIEHOYHOM OBOJIOUKON
He Brime 30 °C

Poccus

Howmep PY: TI N016292/01
HopmaruHas noxkymeHranus

5

Jlara
MPOU3BOJICTBA
CpoK rogHocTH

®dopma BbIIIyCKa

2-JIEK-2021

HO-2024
10 TABJIETOK B BJIMCTEPE

JlaHHBIM OATBEPK A0, YTO BCE CTaAUH MPOU3BOACTBA JAHHOW CEpHU ObUIHM BHIIIOJHEHBI B IIOJIHOM COOTBETCTBHM C TPEOOBAaHUAMU
GMP EC u TpeboBanusiMu PerucTpalinOHHOTO I0ChE CTPAaHBI-UMIIOPTEPA.

CraTtyc BbINycKa

JlaTa Beinycka (UTC +1)

TIMoxmucano YHOOJHOMO4Y€HHBIM JTULIOM

ITPUHATO

14-AIIP-2022 14:58:31.00

ANAIS RAKOTOFIRINGA

CeprudukaT aHamM3a yTBEPKICH B JIEKTPOHHOM BHJIE.
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Certificate of analysis /
Batch Certificate

SANOFI WINTHROP INDUSTRIE

30-36,
37100 TOURS-FRANCE

avenue Gustave Eiffel

SANOFI .2

Site TOURS

API

Packaging and labelling

Conforms to Russian Normative Document

API name
API manufacturer name

API manufacturer address

Item code 554120
Item description ALLEGRA 180 MG 10 CP VTE RU
Batch number GT1237A Manufacturing date 2-DEC-2021
Inspection lot 000007144236 Expiry date NOV-2024
Type TABLET, FILM COATED Presentation 1 BLISTER OF 10 UNITS
Storage condition Do not store above 30 °C
Market name Russia
MA number :P N016292/01

Regulatory file Normative Document
Version of CoA 5
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% 3.7 %
Dissolution
Sl: Mini at 45 min >=85% 94 %
Degradation products (HPLC)
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 (HPLC)
Fexofenadine hydrochloride 171.0 - 189.0 mg/tablet 182.3 mg/cp

COMPLY

Fexofenadine hydrochloride
Sanofi-Aventis Deutschland GmbH
Industriepark Hoechst

65926 Frankfurt am Main

Germany

(Quality control for parameter "Microbiological purity" is tested at least once a year
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Certificate of analysis /

Batch Certificate SA N O F I J

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

Item code 554120
Item description ALLEGRA 180 MG 10 CP VTE RU
Batch number GT1237A Manufacturing date 2-DEC-2021
Inspection lot 000007144236 Expiry date NOV-2024
Type TABLET, FILM COATED Presentation 1 BLISTER OF 10 UNITS
Storage condition Do not store above 30 °C
Market name Russia
MA number :P N016292/01
Regulatory file Normative Document
Version of CoA 5
F S

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) 14-APR-2022 14:58:31.00
Signed by qualified person ANAIS RAKOTOFIRINGA

.

Certificat d'analyse approuvé électroniquement / Certificate of analysis electronically approved
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