AEKJIAPAIIVISA O COOTBETCTBUMA

AEKJIAPAHT, IIPHHUMAIOIIUH JEKJAPAITAIO O COOTBETCTBHH

AO "Canogu Poccun”

Ceedenusn o pezucmpayuu opzanusayuu: MescpaiioHHan UHCREKYUR Dedepanvroii Hanozoeoi cayxcdvr Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoerus OI'PH 19.08.2002.

Aopec: 125009, 2. Mocksa, yn. Teepckan, 9. 22. Teneon/cpaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanenorii dupexmop Monc O.A.

Hoeepennoe auyo: Cmenanoe C.C, dosepennocme 6/n om 01.12.2017

3ASAIBJIAET, UTO

JKexapcmeennoe cpedcmeo: Annezpa, mabnemxu noxpuimeie nAeHOUHOT oGonouxodi 120 mz 10 wm., ynaxosxu
Avetikogvie koumypuvie (1), nauxu xapmonnvie, PY Ne IT N016292/01 om 13.04.2010 {oama 3ameHo!
28.03.2017) smidaro Canogu-Asenmuc Joiiunano Inm6X, cepus DT615, napmus 23000 ynaxoeox, z0den 0o
01.10.2021, npoussodcmea Canodpu Burnmpon Hndyempu, Spanyus, Sanofi Winthrop Industrie, 30-36 avenue
Gustave Eiffel 37100 TOURS, France xod OKIIJ2 21.20.10. 256, koo TH B3] 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085318785 om 03.01.2019

COOTBETCTBYET TPEGOBAHHAM
I N016292/01-040313 usm. Me 1-5

AEKJIAPAITASI IPHHSITA HA OCHOBAHHH
npomoxon ucneimanui Ne 60 om 14.01.2019 HIT 000 HI] "®APMOBOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21DJT40, Cepmugpuxam POCC FR.OMO8.C31320 om 14.01.2019

JAATA IPHHATHS TEKJIAPAITMMN 14.01.2019
AEKJAPAITMSI JEUCTBUTEILHA X0 07.10.202]

M1,
i Crenanos C.C.

oexrapanmt Mb U0

CBEJEHMS O PETUCTPAIIAA

OPT'AH IO CEPTH®HKAIINH, 3APETHCTPHPOBABIN U NEKJIAPAITMEIO

RA.RU.11PMO8 OPIAH ITO CEPTHOHKALIHH HTPONYKIIHH OBLECTBO C OF PAHHYUEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH [JEHTP KOHTPOJII KAYECTBA"

adpec opzanusayuu. 115280, 2. Mocxea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmughuxayuu. 115280, POCCHA, 20pod Mocxaa, yn. Macmepxosa, 0. 4, am. 5., men..(495)788-02-88, ee6-
catim: oyxx.peh.

AEKJIAPAITHST O COOTBETCTBUM 3SAPETHCTPHPOBAHA M POCC RU JI-FR.®OM08.A.12358/19
,[[ATAWP“ERI'HCTPAIII'IIII 14.01.2019
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Ceprudmkar ananuza/
CepTudukaT Ha ceprio

CAHO®H BUHTPOI MHOAYCTPUA
30-36, aBerzo I'yctas Ditdens

37100 TYP, ®PAHLIUA

SANOFI .7

IIpou3BoACTBEHHAA MUIOWANKA:
TOURP/TYP

Koz GMID 554121

Koxa npoayxta TOU 554121
Homep cepun DT615

Mlata nponssoacTea  21-OKT-2018

Toprosoe Ha3paHue

Onucanue
npoaykTa

Homep cepuu
3aKa3uika
Cpok roasocTH

Poccutickan @exepauns

AJUJIETPA 120 MI" 10 LLIT. VTE RU

DT615

OKT-2021

Dopma BeINYCKa 10 ITYK B | BJIMCTEPE Tun TABJIETKH, INOKPBITBIE
TVIEHOYHOM OBOJIOUKOiA
Bepcus ceprudinkara 2
aHanu3a
[Moxasarenn Hopma PesyabTaT
OIMUCAHHUE
COnucaHue IMpononrosateie KeoAkoBbinyknble COOTBETCTBYET
TFA0NETKH, MOKPHITHIE TUIEHOYHOH
o6oouKoif CBeTA0-PO30BOTO lBETA,
Ha OIHO} cTOpOHe IPaBHpOBKa
«012», Ha apyToOit — CTHAM30BaHHAA
«€», pasMEPOM NMpHOAH3IHTENLHO 6,1
x 15,8 Mm.
NMOAJMHHHOCTD
@excodenaanna ruapoxnopus (B3XX) Bpems yaepkuBaHUA OCHOBHOTO COOTBETCTBYET
N¥Ka Ha XpOMaToOrpaMMme
HCTIBITYEMOTO PAcTBOPA
COOTBETCTBYET BpeMEeHH
yIEp:KHBaHHA OCBOBHOIO NMHKa HA
XpoMartorpaMMe CTaHAapTHOrO
pacTBopa
dexcodenanuna ruapoxnopua (K- HK-cnektp HenbiTyeMoro obpasua COOTBETCTBYET
CNEKTPOCKOTHA) JEMOHCTPHPYET MAKCHMYMBbI
TOTNOLIEHHA TIPH TeX Xe JTHHAX
BonH, 4to H UK-cnektp
cTaHaapTHoro obpasua
TuTtana AHOKCHA COOTBETCTBYET COOTBETCTBYET
Kenesa oxcun COOTBETCTBYET COOTBETCTBVYET
MMOKA3ATEJIH KAYECTBA
ONHOPONHOCTE A03HPOBAHHA CooTeeTcTBYET TPeOOBAHUAM COOTBETCTBYET
®@apm. CHIA/Esp. dapm.
Bona <6,5% 3.7 %
PACTBOPEHUE
S1: MUHHMaNBHOE KONHUECTBO Yepes > 85 % 93 %
45 MHH
NMOCTOPOHHHE NMPUMECH
MDL 102.038 <06% HE OTNIPEAENEeHO KOMHYECTBEHHO
DL 46.016 <03% He o0HapyKeHo
CyMMa HeHIeHTHHUNWPOBaH - <02 % HE ONPEJENEHO KOMHYECTBEHKO
HEIX MpUMecei
CyMMma Beex npuMecedi <1,0% HE OTNIPEAENEHO KOMHYECTBEHHO

KOJIUYECTBEHHOE
OMNPEREJEHHE
ekcodeHanHa ruapoxnopua

114,0 - 126,0 Mr/rabnerka

120,1 mr/Tabnertka
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HacToAawuM noaTeepxAaaeM, 4T0 NPOH3BOACTEO ITOH CepHH BLIMOMHANOCH B COOTBETCTBHH ¢ Tpebopanuamu GMP u
COOTBETCTBYET MOJIOMKEHHAM NPHMEHHMOTO PErHCTPAUMONHOTO YAOCTOBEPEHHA

HacToammumM noaTeepXnao, 4To Bee 3Tambl MPOH3BOACTEA 3TOR CEPUH TOTOBOTO MpenapaTa GuITH BLINONHEHb! B
MONHOM COOTBETCTBHH ¢ TpebGopanuaMu GMP EC u TpeGoBaHHAMH perncTpauioHHOro(bIX) YAGCTOBEpEHHUA(H)
CTPAHEI/CTPaH HalHAMEHHS,

|

CTaTyc BhINycKa [MPUHATO
ata ssinycia (UTC +1) 07-AEK-2018 08:46:50.00

[oanucano yNnoaHOMOYEHHLIM [Mapnorre [TAPOH (CHARLOTTE PIRON)
HUOM

CepTuduxat anHann3a yTBEpKAEH B SAEKTPOHHOM BHAE
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Certificate of analysis /
Batch certificate

SANQFI WINTHROP INDUSTRIE
30-36, avenue Gustave Eiffel
37100 TOURS-FRANCE

SANOFI .z

3ite : TOURP

Code GMID 554121 Item Description
Article code TOU 554121

Lot Number bDTel5 Customer batch
Manufacturing Date 21-0CT-2018 Expiry Date
Market name Russian Fad.

Presentation 1 BLISTER OF 10 UNITS Type

Version of CoA 2

Nt ttte—— L -t em————————————————————————————————————————————— i ehee——————————— S —————
T ———— e e —

ALLEGRA 120 MG 10 CP VTE RU

DT615

OCT-2021

TABLET, FILM COATED

Degradation products

MDL 102.038 <=0,6%

MDL 46.016 <=0.3%

Total others degradants <=0.2%

Total degradants <=1,0%

ASSAY

Fexofenadine hydrochloride 114.0 - 126.0 mg/tablet

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 hydrochleride (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
Dissolutiocn
81: Mini at 45 min >=B5% 93 %
Water content <=6,5% 3.7 %

not quantified
net detected
not quantified

not quantified

120.1 mg/cp
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Certificate of analysis /

Batch certificate S A N O F | tg_;;
SANOFI WINTHROP INDUSTRIE

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

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

Lot Number DTe1S Customer batch DT615

Manufacturing Date 21-0CT-2018 Expiry Date QOCT-2021

Market name Russian Fed.

Presentation 1 BLISTER OF 10 UNITS Type TABLET; FILM COATED
Version of CoA 2

R R R R ——————————————.

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 reguirements of the

Marketing ARuthorisation (5) of the destination country/countries,

Release status ACCEPTED
Release date (UTC +1) 7-DEC-2018 0B:46:45.00
Signed by qualified person CHARLOTTE PIRON

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