JAEKJIAPAIISA O COOTBETCTBHUHA

JAEKJIAPAHT, IIPHHUMAIONHI JEKJIAPALIMIO O COOTBETCTBHH

AO "Canogpu Poccun"

Ceedenus o pezucmpayuu opzanusayuu: Mexcpationnas uncnexyun Pedeparbnoii Hano2060i cryxichvr Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, dama npucsoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yr. Teepckas, 0. 22. Tenepon/thaxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanoubiii dupexmop Monxc O.A.

Hosepennoe auyo: Cmenanos C.C., dogepennocms 6/n om 01.12.2017

3ASIBISIET, UTO

nexapcmeennoe cpedcmeo.; Annezpa, mabnemxy nokpbimoie nienounol obonouxou 180 m2 10 wm., ynaxoexu
Avetixosvie konmypnste (1), nauxu xapmonnvie, PY Ne IT N016292/01 om 13.04.2010 (0Oama 3amenot
28.03.2017) emoano Canogu-Asenmuc Jotiunand I'n6X, cepun ET449, napmun 25963 ynaxosox, 200en 00
31.05.2022, npouseodcmea Canogu Bunmpon Hudycmpu, @panyusn, Sanofi Winthrop Industrie, 30-36 avenue
Gustave Eiffel 37100 TOURS, France, xod OKIT[2 21.20.10.256, xeo TH B3[ 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085344549 om 22.08.2019

COOTBETCTBYET TPEFOBAHUAM

ITN016292/01-040313 usm. Ne 1-5

JEKJIAPAIIUS MPHUHATA HA OCHOBAHHNH

npomoxon ucnoimanuii Ne 26970 om 30.08.2019 HJT OO0 HI] "®APMOBOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC FR.OM08.C47219 om 30.08.2019

[MAJIENCTBUTEJBHA JIO 31.05.2022

R -

Crenanos C.C.
O.HU.0

o
o
(%]
-~
B
- Ca M
k=]
e h
V -
o

CBEJEHUSA O PETUCTPAIIMHA

OPTAH 10 CEPTUDHKAIINH, 3APETHCTPHPOBABHINI JEKJIAPAITUIO

RA.RU.11M08 OPTAH I10 CEPTHOHKALIHH ITPOJVKLHH OBIU[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYIKHOHM I[EHTP KOHTPOJIS KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxoéa, 0. 4, sm. 3, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxsa, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caiim: oyxkx.pe.

JEKJAPAIIA O COOTBETCTBHH 3APET'MCTPHPOBAHA M POCC RU J-FR.®M08.A.34886/19
JATA PETHCTPALIMH 30.08.2019
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Cepruduxat aHanmsa/
Ceprndukar Ha cepio

CAHO®H BUHTPOI UHLYCTPHA
30-36, aBemo 'yctap Ditdens

37100 TYP, ®PAHLIUA

SANOFI .7

[IpouspoacTReHHAZ MNOWAAKA:
TOURP/TYP

Koa GMID 554120

Kon npogykra TOU 554120
Homep cepuu ET449

lata npouseoactra  26-HIOH-2019

Topronoe Ha3BaHHE

Onucanue
MpOOyKTa

Howmep cepuu
JaKa3uHka
Cpok rogHocTH

Pocchiickan epepauns

AJUIETPA 180 MI' 10 LUIT. VTE RU

ET449

MAM-2022

@excodenannna ruapoxnopua (UK-
CMEKTPOCKOMHA)

THTaHa OHOKCHI

DKenesa oxcun
MOKA3ATEJIH KAUECTBA
ORHOPOOHOCTE AO3UPOBAHHA

Bona
PACTBOPEHHE
S1: MHHHMANBHOE KOJIHYECTBO 4epe3
45 MHH
MOCTOPOHHHE NPUMECH
MDL 102.038
DL 46.016
CyMMa HeHAeHTHHLUPOBAH -
HbIX npHMece
CyMmMma BCeX npHMeceii

KOJHUYECTBEHHOE
OINPENEJIEHUE
@excodeHanuHa ruapoxnopun

Dexcodenannna ruapoxnopua (B3XX) Bpems yaepskupaHuA OCHOBHOTO

TIHKa HA XpoMaTorpamMme
HCOLITYEMOTO pacTBopa
COOTBETCTBYET BpEMEHH
YAEPKHBAHNA OCHOBHOTO MHUKA Ha
XpOMaTorpaMme CTaHAAPTHOTO
pacTBopa

HK-cnextp nenbiTyemoro obpasua
JEMOHCTPHPYET MAKCHMYMBI
NOCNOLIEHNA NPH TEX Ke JIHHAX
BOJH, 4To H MK-criexTp
CTaHAApTHOro 0bpasua
COOTBETCTBYET

COOTBETCTBYET

CootaerctByeT TpeGoBaHEAM
Dapu. CLLIA/Esp, Tapm.
<65 %

Z85%

=06 %
<03 %
=02 %

<L0%

171,0 - 189,0 Mr/TabseTka

bopMa BHIYCKA 10 IUTYK B | BMIUCTEPE Tun TABJIETKH, ITOKPLITLIE
MJIEHOYHOH OBOJIOYKOM
Bepcua ceprudukara 2
AHANH3a
ToxkazaTenb Hopma PesyawTat
OIIHCAHHUE
OnucaHue Ilpoaonroeateie neosakoBeinyinie COOTBETCTBVYET
TabNETKY, MOKPBITHIE TLIEHOYHON
060n0uK0}i CBETI0-PO308OI0 LBETA,
Ha OAHOH CTOPOHE IPaBHPOBKA
«018», Ha apyroit — CTHIH30BaHHAA
«&», Pa3MEpoM npubanzuTensHo 7,6
x 17,3 MM,
MNOJJIMHHOCTD

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET
COOTBETCTBYET

COOTBETCTBYET

44 %

95 %

He OnpeaeneHo KONHYECTBEHHO
He 0GHapyxeHo
HE ONpejeAeHO KOMITMECTBEHHO

HE ONIpEAESICHO KOTHYECTBEHHO

182,5 mr/rabnetka
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Cepruinas wa copio SANOFI g

CAHO®H BUHTPOII HHOYCTPUA

30-36, apento I'ycras Diidens [TpousBoacreeHHas mnowanka:
TOURP/TYP

37100 TYP, ®PAHLIWA

Kon GMID 554120 Onucanne AJUIETPA 180 MI" 10 LIT. VTE RU
npoaykTa

Kon npoaykra TOU 554120

Homep cepuu ET449 Homep cepun ET449
3aKa34nKa

Jlata npoussonctea  26-HIOH-2019 Cpoxk rogHocTH MAI-2022

Toproeoe HasBanue Poccuifckas ®eaepauus

@opma BHIMYCKa 10LUTYK B 1 BNIHCTEPE Tun TABJIETKH, [TOKPBITBIE

TIJIEHOYHOH OBOJIOYKO
Bepcus ceprrdukara 2

aHATH3a

HactoswuM noarsepxaaeM, 4o NPOM3BOACTBO 3TOH CEPHH BLIMORHANOCK B COOTBETCTBHH ¢ TpeGoBaHuaMH GMP u
COOTBETCTBYET MONOKEHHAM NMPHMEHHMOTO PErHCTPALMOHHOTO YROCTOBEPEHHA

HacTosunm noaTBEpKAAKD, YTO BCE 3TaNbl MPOHIBOACTBA 3TOH CEPHM FOTOROTO NpenapaTa ObUIH BHITONHEHLE B
NOJIHOM COOTBETCTBHH ¢ TpeGoBanuaMu GMP EC 1 TpeGoBaRHAMI perncTpaHOHHOTO(bIX) yaocTOBEpEHHSA(H)
CTpaHbI/CTPaH HA3HAYECHUA.

CraTye BbInycka [NIPUHATO

NlaTa Beinycka (UTC +1) 8-ABI-2019 15:04:44.00

[loanieano yNoJaHOMOYEHHBIM CHARLOTTE PIRON
HILOM

CepTudHxat aHajn3a yTBEpHAIEH B ANEKTPOHHOM BHAE
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SANOFI WINTHROF INDUSTRIE

Certificate of analysis /

Batch Certificate

SANOFI «p

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

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

Lot Number ET449% Customer batch ET449
Manufacturing Date 26-JUN-2019 Expiry Date MAY-2022

Market name

Regulatory file

Version of CoA 2

Type TABLET, FILM COATED
Russian Fed.

Presentation

DOSS-IN-2013-02676

1 BLISTER OF 10 UNITS

| cHarRACTERS
Characters

IDENTIFICATIONS
Fexofenadine hydrochloride (HPLC)

Fexofenadine hydrochleride (IR}

Titanium dioxide

Iron oxide

TESTS
Uniformity of dosage units

Water content

DISSOLUTION
51:Mini at 45 min

DEGRADATION PRODUCTS
MDL 102.038

MDL 46.016
Total other degradants
Total degradants

ASEARY
Fexofenadine hydrochleride

Peach, capsule shaped, film-coated

tablet, debossed with "018™ underlined
on one side and a scripted "e" on the
otherside, approximately 7.6 x 17.3 mm.

The sample exhibits the same retention

time as a reference standard

The infrared spectrum of the sample

exhibits absorption maxima only at the ..

same wavelengths as a reference standard

COMPLY
COMPLY

Conforms to 0SP / Ph.Eur.
<=§.5%

>=g5h

<=0.6%
<=0,3%

<=0,2%

<=1.0%

171.0 - 185.0 mg/tablet

COMPLY

COMPLY

COMPLY
COMPLY

COMPLY
4.4 &

95 %

not quantified
net detected
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Certificate of analysis / @
Batch Certificate S A N O F I Y

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

Code GMID 554120 Article code TOU 554120

Description ALLEGRA 180 MG 10 CP VTE RU

Lot Number ET449 Customer batch ET449

Manufacturing Date 26-JUN-2019 Expiry Date MAY-2022

Type TABLET, FILM COATED Presentation 1 BLISTER OF 10 UNITS

Market name Russian Fed.

Regulatory file DOS5-IN-2013-02676

Version of CoA 2

T —— e R R R R R R R RN

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 manufacturitig 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) B-AUG-201% 15:04:44.00
Signed by qualified person CHARLOTTE PIRON

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