AJEKJIAPAIIAS O COOTBETCTBHH

JEKJIAPAHT, IIPHHAMAIOII WA TEKJAAPAITHIO O COOTBETCTBHA i
AO "Canoghu Poccus"

Ceedenun o pezucmpayuu opzanusayuu: Meoicpaiionnas uncnexyus Oedepanvroii nanozoeoti cayxctvt e 46 no
2, Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenuss OI'PH 19.08.2002.

Aodpec: 125009, 2. Mockea, ya. Teepcran, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/721-14-11

B auye: I'enepanvuuviii oupexmop Monc O.A.

| Hoeepennoe nuyo: Cmenawos C.C., doeepernocme 6/n om 01.12,2017

3ASAABJIAIET, UTO
Rexapcmaennoe cpedcmeo: Annezpa, mabremxu noxpeimuie naeHouHoli oborouxoi 180 m2 10 wm., ynaxcexu
Avetixogvie konmypuuie (1), naixu kapmounwvie, PY Ne IT N016292/01 om 13.04.2010 (0ama 3amenu:
28.03.2017) svidano Canogu-Asenmuc Jotiunand Im6X, cepun DT630, napmus 39000 ynaxosox, z00ex 00
01.01.2022, npouseodcmea Canodpu Bunmpon Hudycmpu, @panyun, Sanofi Winthrop Industrie, 30-36 avenue |
Gustave Eiffel 37100 TOURS, France koo OKIT[2 21.20.10,.256, koo TH B3/ 3004900002, xosmpaxm Ne ;
250/40056192/F-2 om 20.10.2010, unsotic Ne 9085323170 om 12.02.2019 '

COOTBETCTBYET TPEGOBAHHUAM

ITN016292/01-040313 uzm. Ne 1-5

| IEKJAPAITHA ITPHHATA HA OCHOBAHMH

npomoxon ucnermanui Ne 4560 om 20.02,2019 HJI 000 HI] "®4PMOBOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21 /140, Cepmugpukam POCC FR.OM08.C34319 om 20.02.2019

I(ATA IIPP]]-IHTFUI JEKJIAPAIIHH 20.02.2019

___Crenanos C.C.

/% | ®H0

CBEAEHUS O PET'MCTPAIIMN

OPT'AH 110 CEPTHOHUKAIIAH, 3APETUCTPHPOBABII Ui JEKJIAPAITHIO
RA.RU. 11 OMO8 OPIAH ITO CEPTHOHKALIHH ITPONYKIHH OBLI{ECTBO C OT'PAHHYEHHOH
OTBETCTBEHHOCTELIO "OKPY)XKHOH IJEHTP KOHTPOJIA KAYECTBA",
| | aopec opaanusayuu: 115280, 2. Mockea, yr. Macmepxoea, 0. 4, am. 3, nom. I, kom. 1, adpec opzana no
{ | cepmugpurayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, ec6-
catim. oyxx.pe.
| JEKJAPAITMA O COOTBETCTBHH 3APETHCTPHPOBAHA N POCC RU J-FR.®M08.A.16424/19
l]',ATA PEI'HCTPAIIPII/I 20.02.2019

Hupenxo N.B.
OZINMHCh Pyxoeoautens OC




Coprugmeat v capme SANOFI .z

CAHO®H BUHTPOIT HHAYCTPHUA
30-36, asenio I'yctae 2idens

HPOHZBOJICTBCHHaﬂ nnowmanka:

TOURP/TYP
37100 TYP, ®PAHUNA
Kox GMID 554120 OnHcanHe AJIJIETPA 180 MI'" 10 LUT. VTE RU
NpoRyKTa
Kon nponyxta TOU 554120
Homep cepun DT630 Howmep cepun DT630
3aKa3vuKa

Jlata nponssonctea  05-JHB-2019

Cpok rogHocTH SIHB-2022

Toproeoe HaseaHue Poccuiickan Qenepauns

opma BeiMycka 10 LITYK B 1 BJIMCTEPE Tun TABJIETKH, [TOKPLITBIE
TIEHOYHOM OBOJIOUKOH
Bepcus ceptudiikara 2
aHaJH3a
TMoxa3zaTesn Hopma PesynbTar
ONHCAHUE
OnxcaHue Tlponcnropatsie ABoAkossinyknbie COOTBETCTBVET
TaGneTkH, NOKPLITHIE TNEHOYHOH
060/104KO#i CBETJIO-PO30BOrO LBETA,
Ha OAHOH CTOpPOHE rpaBHPOBKA
«018», Ha apyroil — cTUNH3OBAHHAA
«€», pa3MepoM NPHOAHIUTENBHO 7,6
x 17,3 Mm.
NOAJHHHOCTD

dexcodenannna ruapoxnopun (UK-
CIEKTPOCKONHA)

Tutata HHOKCHA

ene3za okcua
MOKA3ATEJIU KAYECTBA
OnHOPOAHOCTE OO3HPOBAaHHA

Bona
PACTBOPEHHE
S1: MHHMManNbHOE KONHYECTBO Yepes

45 MHH
MOCTOPOHHHUE NNPUMECH

IMDL 102.038
MDL 46.016
CymMa HEHAEHTH(HLHPOBAH -

HbIX NpHMEced
CymMMa Bcex mpHMecei
KOJHYECTBEHHOE

ONPEJEJEHHE
dekcodeHantHa rHAPOXNOPHA

Dexcodenanuna rugpoxnopra {(BOXKX) Bpems yaepxusanus ocHoporo  COOTBETCTBYET

NHKA Ha XpoMarorpaMMe
HCOBITYEMOTO pacTEOpa

COOTBETCTBYET BPEMEHH

yAEPHKHBAHHA OCHOBHOTO THKA Ha

XPOMATOrpaMMe CTAHIAPTHOIrO

pacTBOpa

HK-cnekTp HeneityeMoro obpasua COOTBETCTBYET
JEMOHCTPHPYET MAKCHMYMBI

NOrMOLIEHHS NPH TeX XKe NNHHAX

BOJH, 4yTo H MK-cnektp

cTaHAapTHOro obpa3ua

COOTBETCTBYET COOTBETCTBYET
COOTBETCTBYET COOTBETCTBYET
CooteeTcTBYET TpeOOBAHUAM COOTBETCTBVET

®Papum. CLIA/Esp. dapm.

<6, % 32%

>85% 91 %

<0,6% HE OMPENENCHO KONMHYECTBEHHO
<03 % He o0Hapy®eHo

<02% He onpefeneHo KOAHYECTBEHHO
<1,0% HE olipeeNneH0 KOAMYMECTBEHHO
171,0 - 189,0 mMr/rabnerka 178,5 mr/Tabnerka
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Ceprmgunt v cepmo SANOFI .z

CAHO®H BUHTPOITI UHAYCTPHA

30-36, ageHio ['yctas Diidens Ipou3BoacTeeHHan NaoWANKA:
TOURP/TYP

37100 TYP, ®PAHLIHUA

Koa GMID 554120 Onucatine AJJIETPA 180 MI' 10 LUT. VTE RU
npoaykra

Kon npoaykra TOU 554120

Homep ceprn DT630 Homep cepuu DT630
3aKa3qKKa

Iata npoussoactea 05-SHB-2019 Cpok roqHocTH SAHB-2022

Toprosoe Haspanue Poccuiickas ®enepauns

dopma BeIMycKa 10 ITYK B 1 BIXKCTEPE Tun TABJIETKH, TIOKPBITBIE

MJIEHOYHOH OBOJIOYKOMH
Bepcusa ceptudukara 2

[aHanm3a

HacToAwnM noATeBep:xaacM, UTO MPOH3IBOACTBO 3TOI CepHH BLITIOIHANOCE B COOTBETCTBHH ¢ TpeGopaHuAMH GMP u
COOTBETCTBYET MOJOKEHHAM NPHMEHHMOTO PETHCTPALIIOHHOTO YAOCTOBEPEHHA

HactoauuM noaTBepskaato, TO BCE 3TaNbl IPOH3BOACTBA 3T0it cCepUl rOTOBOTO npenapara GbIIH BHIMOJHEHEI B
nojHoM cooTBETCTBHH ¢ TpeGopaHnamMu GMP EC u TpeboBanuaMHM perHcTpauHOHHOro(bIX) YAOCTOBEpEHHA()
CTpaHLI/CTpaH Ha3HAUEHHA.

ICTaTyc Bbinycka [MPUHATO
ata Boinycka (UTC +1) 28-51HB-2019 13:30:07.00

Ioanucano ynoaHomouweHHsiM  MAKCHM BAJIEPHO (MAXIME VALERIO)
HUOM

CBPTHEIJHKE!T aHajlH3a YTBEDXKACH B JJICKTPOHHOM BHOE
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Certificate of analysis /

LN
Batch Certificate S A N O F I » J
SANOFI WINTHRCP INDUSTRIE

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

’

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

Lot Number DT630 Customer batch DT630
Manufacturing Date 5-JAN-2019 Expiry Date JAN-2022
Type TABLET, FILM COATED Presentaticn 1 BLISTER OF 10 UNITS
Market name Russian Fed.

Regulatory file DOSS-IN-2013-02670

Version of CoA 2

R R R T R R ERRR

Tests Specifications Results
CHARACTERS

Characters Peach, capsule shaped, film-cocated CCOMPLY

tablet, debossed with "018" underlined
on one side and a scripted "e" on the
otherside, approximately 7.6 x 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 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. COMPLY
Water content <=6,.5% 1.2 %
DISSOLUTICON
sl:Mini at 45 min >=B5% 9l &

DEGRADATION PRODUCTS

MDL 102.038 <=0, 6% not guantified
MDL 46.016 <=0.3% nok detected
Total other degradants <=0,2% not quantified
Total degradants <=1.0% not quantified
ASSAY

Fexofenadine hydrochloride 171.0 - 189.0 mg/tablet 178.5% mg/fcp
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Certificate of analysis /

N
Batch Certificate S A N o F I » J
SANOFI WINTHROP INDUSTRIE

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 DT630 Customer batch DT630
Manufacturing bDate 5-JAN-2019 Expiry Date JAN-2022
Type TABLET, FILM COATED Presentation 1 BLISTER OF 10 UNITS
Market name Russian Fed.
Regulatory file DOSS-IN-2013-02676
Version of CoA 2

= =
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
destinatien country/countries.

Release status ACCEPTED
Release date {(UTC +1) 2B8-JAN-2019 13:30:07.00
Signed by qualified person MAXIME VALERIQ

\.,

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