JEKJIAPAIIMSA O COOTBETCTBHUHA

NEKJIAPAHT, IPHHUMAIONWIHI JEKJIAPAITNIO O COOTBETCTBHH

AO "Canogru Poccun™

Ceedenus 0 pezucmpayuu opeanusayuu: Mexcpationnan uncnexyus Pedepanvrodi nanozosot caysucbor Ne 46 no
2. Mocxee 01.01.2008, OIPH 1027739079940, oama npuceoenus OT'PH 19.08.2002.

Adpec: 125009, 2. Mocxsa, yn. Teepcran, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: Ienepanvnuiti dupexmop Mowoc O.A.

Hoeepennoe nuyo: Cmenanoe C.C., doeepenrocmy 6/n om 01.12.2017

3ASBJISET, UTO

nexapcmeenroe cpedcmeo. Annezpa, mabaemku nokpeimoie nienouHol obonoukod 180 mz 10 wm., ynaxosxu
Aveiikogwie konmypuvie (1), navuxu kapmonnsie, PY Ne IT N016292/01 om 13.04.2010 (0ama 3amervi
28.03.2017) svtdarno Canogu-Aeenmuc Joirunand I'm6X, cepun ET476, napmus 36785 ynaxoeok, 200eH 00
30.06.2022, npoussodcmea Canogu Bunmpon Hudycmpu, Opanyun, Sanofi Winthrop Industrie, 30-36 avenue
Gustave Eiffel 37100 TOURS, France, koo OKITJ2 21.20.10.256, koo TH B3 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085351912 om 29.10.2019

COOTBETCTBYET TPEBOBAHHUSIM
IT N016292/01-040313 uzm. Ne 1-5

JEKJIAPAITUSA [IPHHATA HA OCHOBAHHH
npomoxon uchuimaruii Ne 33320 om 07.11.2019 HJT OO0 HI] "®APMObLOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC FR.®M08.C53482 om 08.11.201 9

llATA IPHHATASA JEKTAPALIH 08.11.2019
mmmsm JENCTBUTEJILHA J0 30. 06 2022
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CBEJEHMNS O PETUCTPALIUA

OPTAH IO CEPTHO®UKALIUH, 3APETHCTPHPOBABIINI JEKJIAPALIMIO

RA.RU.11®M08 OPTAH 10 CEPTHOHKALIHH ITPOJYKIIHH OBI[ECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYVKHOH HEHTP KOHTPOJIA KAYECTBA",

aopec opzanusayuu: 115280, 2. Mockaa, yn. Macmepxosa, 0. 4, sm. 5, nom. 1, kom. I, adpec opzana no
cepmucpuxayuy: 115280, POCCHA, 20pod Mockea, y1. Macmepxoaa, 0. 4, am. 3., men.:(495)788-02-88, eeb-
catim: oyxx.p@.

JNEKJIAPAIIMA O COOTBETCTBUH 3APETUCTPHPOBAHA X2 POCC RU 1-FR. ®M08.A.43675/19
JATA PETHCTPALTUU 08.11.2019
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Cepruduxar ananusa/ {
CepTudmxkar Ha cepHI0 SA N O F E \j

CAHO®H BUHTPOII HHRYCTPHA

30-36, apemo I'ycras Jitpens

Ipou3soncTeeHHAs TUIOINAMKA:

TOURP/TYP
37100 TYP, PPAHLINA
Kon GMID 554120 Onucanue AJUIETPA 180 MI' 10 LUT. VTERU
TIpOIYKTa
Kon npoaykra TOU 554120
Homep cepun ET476 HoMep cepru ET476

Jara npoussoactea 16-HIOJI-2019

3aKa3TnKa
Cpok rogHocTH HIOH-2022

Topropoe HaspaHHe Poccuiickan denepaiiis

opMa BHITYCKa 10 ITVK B 1 BJINCTEPE Tun TABJIETKH, [TOKPBITBIE
TIJIEHOYHOHM OBOJIOUKOH
[Bepcus ceprudukata 2
aHanau3a
Moxasarens Hopma PesyasTar
OITNCAHHE
Onucanue IIpononrosaThie Apoaxoesinyknsle COOTBETCTBYET
TabneTKy, IOKPhITHE MIEHOTHOH
06051040} CBETN0-PO30BOID LBETa,
Ha OfIHOH CTOPOHE TPaBHpPOBKA
«018», Ha Apyroli — crIMIOBaHHAY
«en, pasMepoM NpUOIHIHTENEHO 7,6
x 17,3 Mm.
MOAJHHHOCTD

‘Mexcodenannna ruapoxsiopun (MK-
CTIEKTPOCKOITHA)

'TyTaHa AMOKCHA

DHenesa oxcHa
INOKA3ATEJHN KAYECTBA
IOAHOPOAHOCTE AO3MPOBAHMA

ﬁona
ACTBOPEHHE

S1: MuANManbEHOEe KOJIMYECTBO HEpes3
45 MUH
[[MOCTOPOHHME ITPUMECH

MDL 102.038
L 46.016
YMMa HeHIeHTH(HLMPOBaH -

[HBIX TIppMecefi
YMM4 BCEX MpHMeceH

OJIMMECTBEHHOE

IIPEAEJEHHUE
excoteHAIMHA MHAPOXIIOPHII

(bexcotdenanupa ruapoxiopun (B3XKX) Bpems yaepxusanus ocgogioro  COOTBETCTBYET

TIHKA HA XpOMATOrpaMMe

HCTLITYEMOTO PacTROpa

COOTBETCTBYET BpEMERH

YIEepXHUBaHNA OCHOBHOTO MTHK4A Ha

XpOMaTOIPAMME CTAHAAPTHOTO

pacTBopa

HK-cniextp nembityemoro o6pasma  COOTBETCTBYET
JeMOHCTPHPYET MAKCUMYMEL

TIOTHOILEHHS TIPH TeX JKe ATHHAX

Bong, 9To # MK-cnexrp

CcTaHAapTHoro obpasua

COOTBETCTBVET COOTBETCTBYET

COOTBETCTBYET COOTBETCTBYET

CooTseTCTBYET TpeboBanuaM COOTBETCTBVET

Qapm. CIHA/Esp. @apm.

<6,5 % 43%

>85% 97 %

=0,6% HE OTPEAENEHO KONMHYSCTBEHHO

<0,3% He ONpeAeneHo Konude

<02% ~ HE OTpefgeneHc Kox

<1,0% He ompeznedeho k
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171,0 - 18%,0 Mr/rabnetka 181,5 sr/Tdfn g
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Ceprudnkar anannza/ i
CepTHHKAT Ha cepHIo S A N O F | % g?

CAHO®Y BUHTPOITI HHEYCTPHA

30-36, aemo I'ycras Ditdens [pou3sBoacTEeHHAA TNOMIANKA:
TOURP/TYP

37100 TYP, @PAHIINA

Kon GMID 554120 Onscanue AJUIETPA 180 MI" 10 LIT. VTE RU
NPOJYXTa

Koa mpoaykra TOU 554120

[Homep cepun ET476 Homep cepun ET476
3aKazuHKka

Mata nponssoncrea  16-HIOJ-2019 Cpox rogxocTh HIOH-2022

Toprosoe Ha3panHe Poccuiickan ®enepaius

@MopMa BhIITYCKA 10 IITYK B 1 BIUCTEPE Tun TABJIETKH, ITOKPBITBIE

TUIEHOYHOH OBOJIOYKOH
Bepcus ceptudukara 2

dHaJH3a

Hacrosmum noaTsepxpaaeM, 910 NPOU3BOACTEO 3TOH CEPHH BENONHANIOCH B COOTBETCTBHH ¢ TpeGoBanuamu GMP 1
COOTBETCTBYET NONOKEHHAM PHMEHUMOTO PETHCTPALHOHHOIO YAOCTOBEPEHHA

HacTos1iiM NoATEEepKAaI0, 9T0 BCE ITAT! IPOMIBOACTBA 3TOH CepHM FOTOBOTO Npenapata GhUIH BHIONHEHH! B
NOJIHOM COOTBETCTEHH ¢ TpebGoBatusMi GMP EC M TpeGoBaHIAMK perucTpaunoHHOTO(B1X) yAOCTOBEpeHHA(H)
CTPaHbI/CTPAH HasHAYEHUA,

Craryc BhINycKa IIPUHATO
laTa Beinycka (UTC +1) 10-OKT-2019 16:02:32.00

HII0M

Eonnncano ynonHomouennbtM  MAXIME VALERIO

CepTHdHKaT aHaMMA YTREPHKACH B SJEKTPOHHOM BHIE
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Certificate of analysis /
Batch Certificate

SANOFI WINTHROP INDUSTRIE

SANOFI %

Market name Russian Fed.

Regulatory file

PO§S-IN-2013-02676

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

Code GMID 554120 Article code TOU 554120
Description ALLEGRA 180 MG 10 CP VTE RU

Lot Number ET476 Customer batch ET476

Manufacturing Date 16-JUL-2019 Expiry Date JUN=-2022

Type TABLET, FILM COATED Presentation 1 BLISTER OF 10 UNITS

Version of CoA 2
= — ——————————— -
Tests Specifications Results
CHARACTERS
Characters Peach, capsule shaped, film-coated COMPLY
tablet, debossed with "018" underlined
on one side and a scripted "e” on the
otherside, approximately 7.6 % 17.3 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 cnly 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. COMPLY
Water content <=6,5% 4.3 %
DISSOLUTION ;
Si:Mini at 45 min =54 97 %
DEGRADATION PRODUCTS
MDL 102.038 <=0.6% not quantified
MDL 46.016 «<=0.3% not detected
Total other degradants <=0, 2% not quantirfied
¥
Total degradants <=1.0% not quan%;f{& i~
v /l‘: #
%
ASEAY & ’
fenadine h id 171.0 - 189, ' F r
Fexofenadine hydrochloride 189.0 mg/tablet 161 Elwgf.#rxtnb" Pocoug |2
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Certificate of analysis /

Batch Certificate

SANOFI WINTHROP INDUSTRIE

SANOFI . 5

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

rCode GMID 554120 Article code TOU 554120

Description ALLEGRA 180 MG 10 CP VTE RU

Lot Number ET476 Customer batch ET476

Manufacturing Date 16-JUL-2018 Expiry Date JUN-2022

Type TABLET, FILM COATED Presentation 1 BLISTER OF 10 UNITS

Market name

Regulatory file

Version cof CoA

Russian Fed.

DOSS-IN-2013-02676

Sy

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 reguirements of the Marketing Authorisation(s) of the

destination country/countries,

Release status

Release date (UTC +1)

Signed by qualified person

ACCEPTED

10-0CT-2019 16:02:32.00
MAXIME VALERIO

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