«CAHO®M BUVHTPOII MHIOYCTPUA»

Cepruduxkar anaausa

Cepruduxkar Ha cepuio

SANOFI .7

HpOMBBOHCTBeHHaH IJjomanka :

30-36, aBenwo I'ycrap OJudesb TOURS/TYP
37100 TYP, OPAHIUA
Kom GMID: 816911
Onmcaune AJUJIETPA 120 MI' 10 CP VTE (POCCHA)
Homep cepuu HT1730 llaTa NpoOM3BOACTBA 28-0KT-2022
[lapTus TeCcTUpOBaHUSA 000007255293 OaTa mcreueHmsa cpoka CEH-2025
TOOHOCTU
Turm: TabyeTka, I[OKPHTAS I[IJIEHOYHOM dopMa BHITyCKa 1 ©mucrep no 10
0B0JIOUKOM TabJIeTOK
YcnoeuA XpaHeHUS XpauuTs He Bbue 30 °C
CrpaHa Oponaxu Poccua
PY HomMmep: II N016292/01
PerncTpalMOHHOE IOChbe HopMaTMBHasa OOKyMeHTalLMI
Bepcusa ceprtupmkara aHammszsa 1
HUCIIBITAHUA CIIEHUO®UKALINN PE3YJIBTATBI
XAPAKTEPUCTUKAN
OnmucaHue I[IpomoJsiroBaTeE, IOBOAKOBEIIYKJIEE COOTBETCTBYET
TabJeTKM, [NOKPHTHE I[IJIEHOUYHOM
0D0JIOUKOM CBETJIO-PO30BOIO LIBETA,
Ha OIOHOM CTOpOHe IpaBupoBka «012»,
Ha IOPpyTOM - CTUIM3O0BAHHASA «e».
IMOAJIMHHOCTB
dexcobeHanuHa TruapoxJjopun (BIXX) Bpemsa ymepXmBaHUA MCHIBITYEMOI'O COOTBETCTBYET
obpasla M CTaHOapTa OOJDKHO
COBIAZaTh
UCIBITAHMSA
OOHOPOIHOCTL IOO3UPOBAHMA CoorBercTByeT EBp. ®apMm/CIA dapm COOTBETCTBYET
ComepxaHue BOIE <=6.5 % 4,8 %
PACTBOPEHUE
S1: MuMHMMYM depes 45 MuH 2 85 % 92 %
NPONYKTE PACIAIA (B3XX) :
MDL 102.038 < 0,6 % HE OIIPEIEJIEHO
MDL 46.016 <0,3 % HE OIPEIEJIEHO
Bcero HeuImeHTUOUUUPOBAHHEIX <0,2 % HE OIIPEJIEJIEHO
npuMecem
CyMmMma mnpuMecen <1,0 % HE OIIPEJIEJIEHO

KOJIMYECTBEHHOE ONPEJEJIEHUE (B3XX)

dexcodeHaOMHa I'MIOPOXIIOPUL

YrnaxkoBKa M MapKMPOBKAa

ADU

114,0- 126,0 mr/Tab.

CoorBeTcTBME Poccumckom HI

AQJl HaMMeHOBaHME

AQY HaMMEeHOBAaHME NPOU3BOOUTEJIA

AQY ampec HNPOU3BOOUTEJIA

119,5 mr/Tab.

COOTBETCTBYET
dexcodpeHanrMHa TIUIOPOXJIOPUL
Canopm—-ABeHTHC [OomujyaHn I'mMOX.

Industriepark Hochst
65926 Frankfurt am Main
Germany
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Cepruduxkar ananusza SANOFI g

Cepruduxar Ha cepuro
«CAHO®Y BMHTPOIl MHIYCTPUS» [IPOM3BOIACTEBEHHAA I[LJIOWAAKA :
30-36, aBeHpo I'ycTaB 2udesb TOURS/TYP
37100 TYP, ®PAHLUA

Kon GMID: 816911
Onmcaune AJUJIETPA 120 MI' 10 CP VTE (POCCHA)
Homep cepum HT1730 IaTa OPOM3BOICTBA 28-0KT-2022
llapTra TecTMpPOBaHMUA 000007255293 Iara ncreueHusa cpoxka CEH-2025
TOOHOCTM
Turm: TabyeTka, I[OKPHTAS I[IJIEHOYHOM dopMa BHITyCKa 1 ©mucrep no 10
0B0JIOUKOM TabJeTok
YcnoeuA XpaHeHUS XpauuTs He Bbue 30 °C
CrpaHa nOponaxu Poccua
PY HomMmep: II N016292/01
PerucTpalMOHHOE IOChE HopMaTmBHas OOKYyMEHTaLMsS
Bepcusa ceprtupmkara aHammszsa 1
HUCIBITAHUSA CIHEIU®OUKALINHN PE3YJIBTATBI
KauecTBO nokasaressa «MmkpobmoJiorMyUecKas UYMCTOTa» NpOBepsSeTcsS pas3 B I'OX.
[lonTBEepxmaio, YTO BCe CTaauMM [POM3BOICTBA MHOAHHOT'O TOTOBOTO [POOyKTa OBJIM OCYWECTBJIEHH B I[IOJIHOM
cooTBeTCTBUM C TpeboBaHmaMu GMP EC m TpeboBaHMAMM PerrMCTPaLMOHHOTO YIOOCTOBEPEHMS CTPAaHE-MMIOPTEPA .

CraTycCc BHIIyCKa IIPVIHATO

Oara Brnycka (UTC +1): 21-MAP-2023 12:53:51.00
YIosIHOMOYEHHOe JIUILIO MM ANAIS RAKOTOFIRINGA
IlpencTaEBNTeN. :

CeprudmraT aHaiMsa yTBEPXOEH B B3JIEKTPOHHOM BUIE

rap_coa_resultats v5 CTpaHML[a 2 us 2



Certificate of analysis /
Batch Certificate

SANOFI WINTHROP INDUSTRIE
30-36,
37100 TOURS-FRANCE

avenue Gustave Eiffel

SANOFI .2

Site TOURS

ASSAY (HPLC)

Fexofenadine hydrochloride 114.0 - 126.0 mg/tablet

Packaging and labelling Conforms to Russian Normative Document
API

API name

API manufacturer name

API manufacturer address

Item code 816911
Item description ALLEGRA 120MG 10CP VTE RU
Batch number HT1730 Manufacturing date 28-0CT-2022
Inspection lot 000007255293 Expiry date SEP-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 1
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
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
Sl: Mini at 45 min >=85% 92 %
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

119.5 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 816911
Item description ALLEGRA 120MG 10CP VTE RU
Batch number HT1730 Manufacturing date 28-0CT-2022
Inspection lot 000007255293 Expiry date SEP-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 1
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) 21-MAR-2023 12:53:51.00
Signed by qualified person ANAIS RAKOTOFIRINGA

.

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