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

37100 TYP, DPAHIIUA

CepTuduxart ananusa/
CepTudukar Ha cepuio

SANOFI \7

[IpousBoacTBEHHAS IOLIAKA:
TOURP/TYP

Kox GMID 554121
Onucanue nNpoayKra AJUIETPA 120 MI" 10 CP VTE PY
Howmep cepun HT0609 Hara npousBoacrtea 17-MAP-2022
IMapTus TectupoBaHUs 000007154775 CpoOK roJJHOCTH DEB-2025
Tun TABJIETKH, ITOKPBITBIE ®opMa BbIITyCKa 10 TABJIETOK B
[NIEHOYHOU OBOJIOYKOU BJINCTEPE
VYcaoBus XpaHeHHs He Bpime 30 °C
HaunmenoBanue priHka Poccus
Homep PY: I1 N016292/01
Perucrpannonnoe gocee HopmartuBhas nokymeHTaius
Bepcus cepruduxara 4
aHaIM3a
IToxa3zarens Hopma Pesynbrat
OIIMCAHHUE
Ornucanue IIpomonrosarsie, nBosikoBeIMyKIble TabaeTku, COOTBETCTBYET
MOKPBITHIE MJICHOYHOH 000JI0YKOM CBETIIO-
PO30BOTO IIBETA, HA OJIHOM CTOPOHE
rpaBupoBka «012», Ha Ipyroi -
CTHJIN30BAHHAS «E».
MNOAJIMHHOCTbD
Dekcodpenanuna rugpoxaopun (KX) Bpewms ynepxusanus ucnbiryemoro oopasna  COOTBETCTBYET
U CTaHAapTa JOJDKHO COBIAJATh
HUcnbiTanus
OnHOPOJHOCTH NO3UPOBAHUS CoortsercrByer EBp. dapm. COOTBETCTBYET
ConepxaHue BOJIb <=6.5 % 4,0 %
PacrBopenne
S1: Mun uepes 45% >=85 % 93 %
poaykrel pacnaga (AKX)
MDL 102.038 <=0.6% HE OIPENEICHO
MDL 46.016 <=0.3% HE OIPENEIICHO
Bcero HennenTHOUINPOBAHHBIX TpHMeceit <=0.2% HE OIIPEIENIEHO
Cymma npumMeceit <=1.0% HE OIpeJeNIEeHO

KOJIMYECTBEHHOE ONIPEJEJEHUE
(KX)
dexcopenanHa THIPOXIIOPHL

114.0 — 126.0 mr/Tab. 119,2 mr/tab.

CoortsercrByer Poccuiickoii Hopmarusaoi COOTBETCTBVYET

JAOKYMCHTallun

YakoBka ¥ MapKHpOBKa

AU dekcopenanHa THIPOXIOPHL
Cano¢u-Apentuc Jonunang ['M6X
Industriepark Hochst

65926 Frankfurt am Main

Germany

A®U HazBaHmE
A®U nazBaHue MPOU3BOIUTENSL
A®U anpec IpoU3BOAUTEISL
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CepTuduxart ananusa/

CepTudukar Ha cepuio S A N O F I J
CAHO®U BUHTPOIT UHYCTPUA
30-36, aBenro ['ycra Diidhens [IpousBoaCcTBEHHAS TUIOIIAIKA:

TOURP/TYP
37100 TYP, DPAHIIUA

Kox GMID 554121
Onucanue nNpoayKra AJUIETPA 120 MI" 10 CP VTE PY
Howmep cepun HT0609 Hara npousBoacrtea 17-MAP-2022
IMapTus TectupoBaHUs 000007154775 CpoOK roJJHOCTH DEB-2025
Tun TABJIETKH, TIOKPBITBIE ®opMa BbIITyCKa 10 TABJIETOK B
[NIEHOYHOU OBOJIOYKOU BJINCTEPE
YcnoBus XpaHeHUs He Bpime 30 °C
HaunmenoBanue priHka Poccus
Homep PY: I1 N016292/01
Perucrpannonnoe gocee HopmartuBHas jokyMeHTanus
Bepcus cepruduxara 4
aHaiu3a

KagecTBo nokazarenst « MUKpOOHOJIOTHYECKAsT YUCTOTAY MPOBEPSIETCS pa3 B TOJ.
JlaHHBIM TTOATBEPIKIAI0, YTO BCE CTAANH MPOU3BOICTBA IAHHON CepUH ObLIN BHITOJIHEHBI B TOJHOM COOTBETCTBHHU C TPEOOBAHUSIMHU
GMP EC u tpeboBanusMH PerucTpallnoHHOTO 10Che CTPaHbI-UMIIOPTEpa.

CraTtyc BblIyCKa [MPUHATO
Jarta Beinycka (UTC +1) 28-MHOH-2022 18:39:52.00
IMoanucaHno ynoJHOMOYEHHBIM JIMLOM ANAIS RAKOTOFIRINGA

Ceptu¢ukaT aHaIH3a yTBEPXKICH B DJIEKTPOHHOM BHJIE.
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Certificate of analysis /
Batch Certificate

SANOFI WINTHROP INDUSTRIE

30-36, avenue Gustave Eiffel

37100 TOURS-FRANCE

SANOFI .2

Site TOURS

API

Fexofenadine hydrochloride

Packaging and labelling

(HPLC) The sample exhibits the same retention

time as a reference standard

TESTS

Uniformity of dosage units Conforms to USP / Ph.Eur.
Water content <=6.5%

Dissolution

Sl: Mini at 45 min >=85%

Degradation products (HPLC)

MDL 102.038 <=0.6%

MDL 46.016 <=0.3%

Total unspecified impurities <=0.2%

Total impurities <=1.0%

ASSAY (HPLC)

Fexofenadine hydrochloride 114.0 - 126.0 mg/tablet

Conforms to Russian Normative Document

API name
API manufacturer name

API manufacturer address

Item code 554121
Item description ALLEGRA 120 MG 10 CP VTE RU
Batch number HT0609 Manufacturing date 17-MAR-2022
Inspection lot 000007154775 Expiry date FEB-2025
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 4
Tests Specifications Results
CHARACTERS
Characters Elongated biconvex film-coated tablets COMPLY

of light pink color engraved "012"

underlined on one side and with

stylized "e" on the other.
IDENTIFICATIONS

COMPLY

COMPLY
4.0 %

93

o

not quantified
not quantified
not quantified

not quantified

119.2 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 554121
Item description ALLEGRA 120 MG 10 CP VTE RU
Batch number HT0609 Manufacturing date 17-MAR-2022
Inspection lot 000007154775 Expiry date FEB-2025
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 4
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) 28-JUN-2022 18:39:52.00
Signed by qualified person ANAIS RAKOTOFIRINGA

.

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