IEKJAPAIIAA O COOTBETCTBHA

MEKJAPAHT, MPHHAMAIOI{ M NEKJIAPAIIAIO O COOTBETCTBHH
AO "Canogu Poccus" !
Ceedenus o pezucmpayuu opeanusayuu: Medxcpationnas uncnexyus Pedeparsroi Hanozoaoii cayacovr Ne 46 no |
2. Mockee 01.01.2008, OTPH 1027739079940, dama npuceoenus OT'PH 19.08.2002.

?i | Aopec: 125009, z. Mockaa, ya. Teepcxas, 9. 22. Tenepon/parc: 8 (493) 721-14-00/ 721-14-11
i | B nuye: Ienepanvnviii Qupexmop Monoc O.A.

JHosepennoe nuyo: Cmenanoe C.C., dosepennocmp 6/n om 01.1 22017

3AABJIET, UTO

Aexapcmeennoe cpedcmeso: Anezpa, mabnemxu nokpeimbie naenounoil obonoyxod 120 mz 10 wm., ynaxosxu
Avetixoevie koumyprute (1), nauru xapmonnwe, PY Ne IT N016292/01 om 13.04.2010 (0ama 3amervt
28.03.2017) audano Carnodu-Aeenmuc Joiurand Im6X, cepus DT616, napmus 23182 ynaxosok, 200ex 0o
31.12.2021, npouseodcmea Canodpu Bunmpon Hudycmpu, ®paryus, Sanofi Winthrop Industrie, 30-36 avenue
Gustave Eiffel 37100 TOURS, France, xod OKIIJ]2 21.20.10.256, koo TH B3J{ 3004900002, xonmparxm Ne
250/40056192/F-2 om 20.10.2010, uneotic Ne 9085330249 om 12.04.2019

COOTBETCTBYET TPEEOBAHHAM

IIN016292/01-040313 uzm. Ne 1-5

JEKJAPAIIASA IIPHHSTA HA OCHOBAHHHA

npomoxon ucreimanuii Ne 11460 om 23.04.2019 HJI 000 HI{ "PAPMOFOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmucpuxam POCC FR. ®M08.C38824 om 23.04.2019

JEKJIAPAITAH 23.04.2019
[ ACTBATEJBLHA OO0 31.12.2021
7 .-*'f/ ——
s
..;"f"":/?’/ :’7’?’ Crenanos C.C.
~“fognet O.H.0

e

CBEJXEHUS O PETYICTPAITMH

| |
OPTAH IO CEPTAOHKAITAN, 3APETHCTPHPOBABIITAI JEKIAPAIIAIO
RA.RU|I cDM'ﬂH OPI'AH IO CEPTHOHKALIHH TPONYKIHH OFIHECTBO C OTPAHHYEHHOH
OTBETCTBEHHMOCTBIO "OKPY2KHOH LJEHTP KOHTPOJIA KAYECTBA",
adpec ap Fmdﬁqguit: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, sm. 5, nom. 1, xom. 1, adpec opzana no
cepmui:uﬁmwﬂ." 115280, POCCHA, 20pod Mocxea, yr. Macmepxoea, 0. 4, am. 3., men.:(495)788-02-88, eeb-
caiim: oykx.p.|
J];EK]IAE“AIIEH O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-FR.®M08.A.22396/19

Hunenxo H.B.
Pyxosomurens OC




CepTHdukaT aHanmsa/
Ceprudnkar Ha cepHIo

CAHO®H BHHTPOI1 HHOAYCTPHA
30-36, aBeHio 'ycras Jiidens

37100 TYP, ®PAHLIMA

SANOFI .7

IlponsBoacTeeHHas NoltaaKa;
TOURP/TYP

Kon GMID 554121
Kon npoaykrta TOU 554121
Homep cepun DTo616
[data nponseoactea 3-AHB-2019

TOpl‘OBOB Ha3BaHUE

Onucanue
NpoAyKTa

Homep cepur
3aKa3zvHKa
Cpoxk roasocty

Poccuiickas ®enepaunn

AJUIETPA 120 MI" 10 IIT. VTE RU

DT616

JIEK-2021

dekcodenanuna ruapoxaopua (MK-
CIEKTPOCKOITUA)

THTaHa AMOKCHA

DKeneza okcun
MMOKA3IATEJIH KAYECTBA
OIHOPOAHOCTD HO3MPORAHHA

Bona

PACTBOPEHHE

S1: MHHHMAaNbHOE KOMHUECTBO Yepes

45 MHH

NMOCTOPOHHHE NNPUMECHU
DL 102.038
DL 46.016

CyMMa HEMIEHTHQHUKPOBAH -

HBIX NIpHMeEceit

CyMMa BceX npumMecei

KOJUUYECTBEHHOE
OIPEJEJIEHHUE
DexcoeHaguHa ruapoxIOpHA

dekcopenannna ruapoxnopua (BXKX) Bpemsa yaepxHBaHHA OCHOBHOTO

Ka HA XpoMaTorpamMme
HCHLITYEMOTO pacTROpa
COOTBETCTBYET BPEMEHH
YIEPUBAHHA OCHOBHOTO ITHKa Ha
XpOMaTorpaMMe CTaHAapPTHOIo
pacTBOpa

HK-cnextp HenbiTyemoro obpasia
JEMOHCTPHPYET MaKCHMYMBI
TIOTACIIEHHA TIPH TeX ke MIHHAX
BOIH, 4T0 ¥ MK-cnextp
CTaH#apTHoro oopasua
COOTBETCTBYET

COOTBETCTBYET

CooTBETCTBYET TpeBOBAHHAM
Qapm. CLLIA/Esp. dapm.
<65 %

=85 %

<0,6 %
<03%
<£02%

<1.0%

114,0 - 126,0 Mr/TaGneTka

dopma BrIMycKa 10 INTYK B | BHUCTEPE Tun TABJIETKH, ITOKPLITEIE
TVIEHOYHOM OBOJIOYKOMR
Bepcun cepruukara 2
aHanusa
[okaszaTenn Hopma PesynbTar
ONMUCAHHE
OnucaHune IMpononrosatsie ABoAkoBLInykise COOTBETCTBYET
TabneTKY, NOKPLITHIE MNEHOUHOH
000/10uKOH CBETN0-PO3OBOI'O LBETA,
Ha OJHO} CTOPOHE rPaBHPOBKA
«012», Ha Opyroif — CTHIM30BAHHAA
«&», pasMepoM NpHONH3HTENLHO 6, 1
X 15,8 MMm.
MNOAJHHHOCTD

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET
COOTBETCTBYET

COOTBETCTBYET

3.7%

94 %

HE ONPEACIICHO KOMHUYECTBCHHO
HE onpeaeIeHO KONHYCCTBCHHO
HE OTIpeac/ICHO KONHYECTBEHHO

HE onpefencHo KONHYCCTBEHHO

119,6 mr/Tabnetxa
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Ceprudukart anannza/
Ceprugnxar na cepuio S A N O F I J

CAHO®H BUHTPOIT HHAYCTPUA

30-36, aperto I'yctan Ditdens [Tpon3oacTBERHAA NNOWAAKA:
TOURP/TYP

37100 TYP, ®PAHLINA

Kon GMID 554121 Onucanue AJIJIETPA 120 MI" 10 LIT. VTE RU
npoayKTa

Kon npoaykra TOU 554121

Homep cepuu DT616 Homep cepun DT616
3aKa3IuHKa

[lata npoussoactea 3-AHB-2019 Cpok roaHocTH JEK-2021

Toprosoe Haspanue Poccuiickas depepauns

MDopma BeINYyCKa 10 ITYK B 1 BJIMCTEPE Tun TABJIETKH, TIOKPBITBIE

VIEHOYHOH OBOJIOYKO#M
Bepcua ceprudmkara 2
aHanKu3a

HacTostunm noaveepiaaeM, 470 NPOM3BOICTBO 3TOH CEPHH BBINIOAHANOCH B COOTBETCTBHM ¢ TpeGoBanuamu GMP u
COOTBETCTBYET NONMKEHHUAM NPHMEHHMOrO PETHCTPALMOHHOTO YAOCTOBEPEHHA

HacToawmm noareepxaalo, 4TO BCe ITaNbl NPOH3BOACTBA 3TOH CEPHU FOTOBOTO NPENapara GLUIH BEIMONHEHDI B
NoNHOM cooTBeTcTBUH ¢ TpeGosanuaMu GMP EC 1 TpeGoBaHHAMH perucTpalHOHHOrO(bIX) YOOCTOBEpEHHA(H)
CTPAHEI/CTPAH Ha3HAYEHHA.

CTaryc BbINYcKa I[MPHUHATO
ara Beinycka (UTC +1) 01-AIIP-2019 10:13:12.00
Moanucanoe ynmonHomouenneiv  MAXIME VALERIO
HUOM

CepruHKaT aHa3a YTBEKAEH B AMEKTPOHHOM BUHAE
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Certificate of analysis /

Batch Certificate SANOFI b)

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

Code GMID 554121 Article code TOU 554121
Description ALLEGRA 120 MG 10 CP VTE RU

Lot Number DT616 Custemer batch DT6l6

Manufacturing Date 3-JAN-201% Expiry Date DEC-2021

Type TABLET, FILM COATED Presentation 1 BLISTER OF 10 UNITS
Market name Russian Fed.

Regulatory file DOSS-IN~-2013-02676

Version of CoA 2
IH===:l--nI!-Iﬁ-l==========H--------III=============l-'---l----========ﬂIlu--u-----::::::-—-:
Tests Specifications Results

CHARACTERS

Characters Peach, modified capsule shaped, COMPLY

film-coated tablet,debossed with
"012" underlined on one side and a
scripted "e" on the other side,

approximately 6.1 x 15.8 mm.

IDENTIFICATIONS
Fexofenadine hydrochloride ({(HPLC) The sample exhibits the same retention COMPLY
time as a reference standard
Fexofenadine hydrochloride (IR The infrared spectrum of the sample COMPLY
exhibits absorption maxima only at the
same wavelengths as a reference standard
Titanium dioxide COMPLY COMPLY
Iron oxide COMPLY COMPLY
TESTS
Uniformity of dosage units Conforms to USP / Ph.Eur. COMELY
Digsolution
51: Mini at 45 min >=B5% 94 1
Water content <=g,. 5% 3.7 %

Degradation products

MDL 102.038 <=0.6% not quantified
MDL 46.016 <=0,3% not quantified
Total others degradants <=0.2% not quantified
Total degradants <=1.0% not quantified
ASSAY

Fexofenadine hydrochloride 114.0 - 126.0 mg/tablet 119.6 mg/cp
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Certificate of analysis /

Batch Certificate S A N O F | \)
SANOFI WINTHROP INDUSTRIE

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

Code GMID 554121 Article code TOU 554121
Description ALLEGRA 120 MG 10 CP VTE RU

Lot Number DTelé Customer batch DTele

Manufacturing Date  3-JAN-2019 Expiry Date DEC-2021

Type TABLET, FILM COATED Presentation 1 BLISTER OF 10 UNITS
Market name Russian Fed.

Regulatory file DOSS5-IN-2013-02676

Version of Col 2

m

We hereby certify that the manufacture of this batch has been carried out in accordance with GMP and complies with
the provisions of the relevant marketing authorization

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) 1-APR-2019 10:13:12.00

Signed by qualified person MAXIME VALERIQ

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