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AEKJIAPAIIASI O COOTBETCTBHHA

JEKJIAPAHT, IPHHAMAIOII M TEKJAPAITHIO O COOTBETCTBHH

AO "Canogu Poccun"

Ceedenun o pezucmpayuu opzarusayuu: Mexcpationsas uncnexyun Pedepanvrioli nanozo6oit cryxchvi Ne 46 no
2. Mockse 01,01.2008, OT'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002,

Adpec: 125009, 2. Mockea, yn. Teepckan, 0. 22. Teneghon/chaxc: 8 (495) 721-14-00/ 721-14-11

B ruye: I'enepanuvnuiii oupexmop Monoic O.A.

Hosepennoe auyo: Cmenarog C.C., dosepernnocmy 6/n om 01.12.2017

3ASIBJISIET, UTO

RexapemeerHoe cpedcmso: Jloxpen, mabremxu noxponivie naerounol obonouxoii 20 mz 14 wm., ynaroexu
Auetixosuie xonmypruie (4), nauxu kapmonnwvie, PY Ne IT N012715/01 om 16.09.2011 (0ama samenei
02.02.2018) evidano CAHOPH-ABEATHC @PAHC, cepun ET002, napmun 17220 ynaxoeox, 200en do
31.01.2024, npouzeodcmea Canoghu Bunmpon Hudyempun, @panyun, Sanofi Winthrop Industrie, 30-36, avenue
Gustav Eiffel 37100 Tours, France, xod OKII]2 21.20.10.146, koo TH B3] 3004900002, xoxmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085331765 om 26.04.2019

COOTBETCTBYET TPEBOBAHHSIM
ITN012715/01-160911 usm. Ne 1-2

JEKJIAPAITAA ITPHHATA HA OCHOBAHHHA
npomoxon ucnoimaruti Ne 12310 om 07.05.2019 H/ Q00 HI] "®PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmugpuxam POCC FR.OM08.C39559 om 08.05.2019

JEKJAPAIIVH 08.05.2019
HNEUCTBHTEJILHA A0 31.01.2024
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Crenanos C.C.
b O.H1.0

CBEJEHHA O PET'NCTPAIIIA

OPIAH IO CEPTHO®HKAIIAHN, SAPETHCTPHPOBABINHI NEKJIAPALHIO

RA.RU.11®OM08 OPTAH 11O CEPTHO®HKAITHH ITPONVKLHH OFLJECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPYKHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuy: 115280, 2. Mockea, ya. Macmeprosa, 0. 4, sm. 5, nom. I, kom. I, adpec opeana no
cepmuqﬁimauuu: 115280, POCCHA, 20p00 Mockea, yn. Macmeprosa, 0. 4, sm. 5., mea. :(495)788-02-88, se6-
caiim.: oyxx.pe.

I[EKJIAPAIIHH 0 COOTBETCTBHH ZAPETACTPHPOBAHA N POCC RU J-FR. OM08.A.23447/19

Kauan E.B.
Jp— 3am. pyxoeogutena OC




Ceprudnrar ananmnsa/
CepTudHKaT Ha cepu

CAHO®H BUHTPOI1 HHOVCTPHA
30-36, asemo Fyctas Ditdens

SANOFI .z

HPOH'.!BOJICTBEHHHH nnomanka:

TOURP/TYP
37100 TYP, DPAHLIUA
Koa GMID 188906 Omuicanune npoaykra Jloxpen 20 mr 28CP VTE PY
Kon npoaykra TOU 41592
Homep cepuu ETO002 Homep cepuu ET002
38KA3YHKA
JlaTa mpoH3BOACTRA 18-®EB-2019 Cpok roaHoCTH SAHB-2024

Toprosoe HazBaHHe
dopma BEITYCKa

Bepcua ceptudukata 8

Poccuiickas degepauns
2 Bnucrepa no 14 Tabnetox

Tun

Homep cepTrduxkara

TABJIETKH, IOKPBITHIE IIEHOYHOF
OBOJIOYKOH
CMC-TU-2009-26425

onpegencuue (KX)
KonuyectBeHHoe onpenencHue

Ot 19,0 no 21,0 mr/rabnerka

AHANTH3a
TECTbBI CIIEIH®HUKALIMH PE3YJBTATBI
XapakTepucTHKH
XapakTepHCTHKH Kpyrnsle nposxoBbITYKABIE TAGNETKH, CooTtseTcTByer
NOKPAITHIE INEHOYHOH 000M104KO# Hefaoro
[BETA, C PUCKOH Ha OMHOH CTOpPOHE H
rpasupoBkoil «<KE 20» Ha apyroii cTopone.
IMopuHHOCTH
berakconona runpoxnopun (TCX) |CootsercTByeT CootBercTBYET
Berakconoaa rugpoxnopua (KX)
Turana auoxcun CootBeTcTBYET CootBeTcTBYET
CooTtBeTcTEYyET CooTBETCTBYET
TecTnr
Cpennss Macca Ot 230 g0 260 Mr 244 mr
OnHOpPOAHOCTE MACCHI CooTBeTcTBYET CooTBeTCTBYET
OJHOPOZHOCTE MaccChl [IOJIOBHH CootBeTcTBYET CootBercTByeET
TabJIeTOK
Pacnapaemocts <15 mun 7 MHH.
Pacteopenne
S1: muaumyMm pu 30 MuH >80 % 87 %
IlocToponnue npumecn (2KX)
[Tpumecs I <0,3 % He OIIpeAenseTcs
KOJIH4YECTBEHHO
Hennentuduunponanusie npumecu (<0,2 % He oOHapyXeHO
(xaxxnas)
CyMMa npuMeceit <1,0% HE BHECEHO B OTYET
Muxpobuonoruyeckoe
omnpeaencHHe
TAMC < 1000 KOE/r <20 KOE/r-mn
TYMC <100 KOE/r < 20 KOE/r-mn
Escherichia coli OtcyrctereB 1 1 OtcyrcTBue B I
KonnuecTBennoe

19,7 mr/Tabnerka
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St i SANOFI g

CAHO®H BUHTPOII UHOVCTPUA

30-36, aserto 'yctae Diidens [IpousBoAcTBEHHAA NMROLIAAKA:
TOURP/TYP
37100 TYP, DPAHLIUA
Koa GMID 188906 Onucaunue nponykta  Jlokpen 20 mr 28CP VTE PY
Koa npoaykta TOU 41592
Homep cepuu ET002 Homep cepun ET002
3aKaIuMKa
JlaTta NPOH3BOACTBA 18-DEB-2019 CpoK rogHoCTH AHB-2024
ToproBoe Ha3BpaHHe Poccuiickan denepauus
hopma BeIITycKa 2 Bauctepa no 14 tabneTok Tun TABJIETKH, OKPLITHIE ITJIEHOUHOH
OBOJIOUKOH
Homep ceptugpukara CMC-TU-2009-26425

Bepcusa ceptudukata 8
aHaNH3a

HacToswuM noATEpMkAAEM, YTO IPOH3ROACTBO 3TOH CEPHH BHINOJHANOCE B COOTBETCTBHHU ¢ TpeGosauuamu GMP H cooTretcTRYET
TIONIOKEHHAM NPHMEHHMOTO PErHCTPAUMOHHOTO YAOCTOBEPEHHA

HacTtosawmm noaTeepiaao, UTo BCE 3TANLI NPOH3BOACTRA 3TOH CEepUM rOTOBOI0 Npenaparta GLLUTH BBINONHEHB B MOJIHOM
cooTBeTCTBHH ¢ TpebosaHuamyu GMP EC u TpeGoBaHHAMM PErHCTPaUHOHHOIO(KIX) YAOCTOBEPEHHA(I) CTPAHBI/CTPAH HATHAYEHHS.

I

CTaTye BhInyeka MPUHATO
ata seinycka (UTC +1) 10-ATIP-2019 11:39:25.00
IMoanxcano ynonrkomodeHHbiM auitom  LAETITIA HABERT

Ceptudukar aHanu3a yTBepskAeH B IACKTPOHHOM BHAE
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SANOFI WINTHRCP INDUSTRIE
30-36, avenue Gustave Eiffel
37100 TOURS-FRANCE

Certificate of analysis /

Batch Certificate

SANOFI «p

Site TOURS

Code GMID 188906 Article code TOU 41592
Description LOKREN 20 MG 28 CP VTE RUS
Lot Number ET002 Customer batch ET002
Manufacturing Date 18-FEB-2019 Expiry Date JAN-2024
Type TABLET, FILM COATED Presentation 2 BLISTERS OF 14 UNITS
Market name Russian Fed.
Regulatory file CMC-TU-2009-26425
Version of CoA 8
Tests Specifications Results
CHARACTERS
Characters White round-shaped biconvex film-~ccated COMPLY
tablets scored on one side and debossed
with "KE 20" on the other side.
IDENTIFICATION
Betaxolol hydrochloride (TLC) COMPLY COMPLY
Betaxclol hydrochloride (LC) COMPLY COMPLY
Titanium dioxide COMPLY COMPLY
TESTS
Average mass 230 to 260 MG 244 MG
Uniformity of mass COMPLY COMPLY
Uniformity of mass of half tablets COMPLY COMEPLY
Disintegration <=15 min 7 MIN
DISSOLUTION
51l:Mini at 30 min >=80 % B7 %
DEGRADATION PRODUCTS (LC)
Impurity III <=0,3 % not quantified
Unspecified impurities (each] <=0.2 % not detected
Total impurities <=1.0 % not reported

MICROBIOLOGICAL DETERMINATION
TAMC

TYMC
Escherichia Coli

ASSAY (LC)

<=1000 CFU/g
<=100 CFU/g
hbsent in lg

<20 UFC/g-ml
<20 UFC/g-ml
ABSENCE /lg
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Certificate of analysis /

Batch Certificate SANOFI \)

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

Code GMID 1889086 Article code TOU 41592

Description LOKREN 20 MG 28 CP VTE RU3

Lot Number ET002 Customer batch ET002

Manufacturing Date 18-FEB-2019 Expiry Date JAN-2024

Type TABLET, FILM COATED Presentation 2 BLISTERS OF 14 UNITS
Market name Russian Fed.

Regulatory file CMC-TU-2009-26425

Version of CoA 8

m o —— RAv— S
Tests Specifications Results

Assay 19.0 to 21.0 mg/tablet 19.7 MG/TABLET

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.

Ralease status ACCEPTED
Release date (UTC +1) 10-APR-2019 11:39:25.00
Signed by qualified person LAETITIA HABERT

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