AEKJIAPAIIMSI O COOTBETCTBHU

AEKJAPAHT, NPHHUMAIOIMWA JEKJAPALIAIO O COOTBETCTBUH

AO "Canogpu Poccus”

3apezucmpuposano : Mexcpationnasn uncnexyus MIC Poccuu No39 no 2. Mocree OPH 1027739079940 om
19.08.2002

Aodpec: 125009, 2. Mockea, yn. Teepckasn, 0. 22. Teaedhon:8 (495) 721-14-00

B nuye: enepanvnurii Oupexmop Adavan H.B.

Hosepennoe nuyo: Cmenanos C.C., dosepennocms 6/n om 01.12.2017

3AABJAET, YTO

Aexapemeenoe cpedemeo: Jloxpen matnemxu noxpeimuie nrenounoi oborouxoi 20 m2 14 uem., VRAKOBRU
Aueyrosble KoHmyproie (2), nauru xapmoiioe, PY No IT N012715/01 om 16.09.2011 (dama nepeohopmuenun
09.09.2013) evioano CAHODH-ABEHTHC PPAHC, cepust DT021, rapmus 43740 ynaxkoeeox, 20den Ao
01.05.2023, npoussoocmea Canogu Bunmpon Huoyempus, Opanyus, Sanofi Winthrop Industrie, 30-36, avenue
Gustav Eiffel 37100 Tours, France, koo OKITH2 21.20.10.146, koo TH B3I 3004900002, konmparm Ne
230/40056192/F-2 om 20.10.2010, uncoiic Ne 9085298763 om 16.07.2018

COOTBETCTBYET TPEBOBAHHSIM
IINOI2715/01-160911 usn, Ao ]

AEKJAPAIIMS IPHHSITA HA OCHOBAHUA
npomoxos uckvimanuit No 2074 0 om 24.07.2018 HJT OO0 HI] "©APMOBOPOHA" ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmugpurxam POCC FR.DMO8.CI19044 om 24.07.2018

I[ATA HPHHATHS NEKJIAPALIAY 24.07.2018
:SJIEI{JIAPAIII/ISI  JEACTBUTEJIBHA JIO 0/.05.2023

Cremnanos C.C.
$O.H1.0

CBEJAEHUS O PETUCTPALIIN

OPIr'AH 1TO CEPTHOHUKAIMH, 3APETUCTPUHPOBABIIIVI JEKJAPAITHIO

RA.RU. HIDMO8 OPIAH 110 CEPTHOHKALTHH TPOAVKLHH OBUECTBO C OFPAHHUEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIS KAYECTBA "

adpec opeanuzayuu: 115280, 2. Mockea, ya. Macmeproea, 0. 4, sm. 5, nom. I, kom. 1, adpec opeana no
cepmucpurayuu. 115280, POCCHA, 20pod Mocxksa, ya. Macmeprosa, 0. 4, am. 5., men. :(495)788-02-88, geb-
catin: oyrr.pa.

AEKJTAPAITAS O COOTBETCTBUU 3APETACTPUPOBAHA A POCC FR. DMO8. A07965

HATA PETUCTPALINM 24.07.2018

e
@4/ Junenxo U.b.

noarfick Pykosopurens OC




Canodu Bunrpon Muxycrpus, ®panmus
30-36, avenue Gustave Eiffel
37100 TOURS-FRANCE
CEPTHOUKAT AHAJIN3A

Jlokpen®, Tab1eTKH, NOKPHITHIE MIEHOYHOM obonouxoii 20 mr (6amcreper) — 14 ~N2

Cepnus: DTO21
Jata usrotosmerms:  15/05/2018
T'onex no: 05/2023
HITI Ne012715/01-16091 1
TECT HOPMA PE3VJIBTATHI
Onucanue Kpyraeie nposxosemyisie TabJeTky, HOKPhITHE CootpeTcTBYET
IEHOYHOH 000 T0uKO#H Georo HBETA, C PHCKOH Ha
OIHOH cTOpOHE H rpasuporkoii KE 20 Ha IpyToit
CTOPOHE
HopnurHoCTE Rt (obpasua) = Rt (cranaapra) CootpeTcTRYET
Cpemiag macca Tabietox | Ot 230 ao 260 mr. 245 Mr
OIHOPOIHOCTE MACCEH 18/20 Tabnerok - e Gonee + 7.5 %; CootsercrByeT
2/20 Tabnetok - ne Gonee + 15 %, CootercTRyET
Pacnamaemocts He Gonee 15 mun 3 MuH.
Pacteopenne He menee 80% (Q) or 3assrensoro kommuectsa 91 %
Geraxconona ruapoxXIopHza 3a 30 MuH.
Ioctopornye npumecu |- npusecs 1* - ne Gonoe 0.3 %; ND
- CIMHEYHAS HENAeHTU(UINPOBAHHAS IPHMECE* ™ — He ND
bonee 0,2%;
- CYMMa Beex nmpuMeceii** — e Gonee 1,0 %. ND
MuxpoGuonorngeckas Kateropus 3 A. CoorsercTBYET
qpicToTa¥ ¥ *
Koangectsennoe 19,0 - 21,0 Mr Gerakconona I'HAPOXJIOPHA B 19,4 mr
onpejeneHue Tabnerke.

*— HODMEI YKa3aHEI Ha KOHell CpOKa TOAHOCTH, OHH OTNHYAIOTCH OT HOPM, MPEICTABNCHHLIX B
ceprudHKare aHam3a rOTOBOTO IPOAYKTA NIPH BEIIyCKe. .

**- NIOKa3aTeNH HOPMMPYIOTCA Ipy u3yqeHuu crabmnbrocTd, KavecTso npenapata mo sromy
HOKA3aTeNOo rapanTHpyeTcs (hupmoii.

*#* - Kontpons pazgena HPOBOAMTCS NEPHOAMYECKH, KA9CCTBO IPENapaTa Mo TOMY [IOKa3aTelo
rapaHTapyercs GupMoii.

VYKasanHas CepHS TPOMSBEAECHA B  COOTBETCTRHH C JelicTByomuME  TpeOOBAHMAMH
PETHCTPAHONHOTO NOChE B HPaBHIaMHM  HAIeKallel HPAaKTHKY ﬁpomso,acma JCKAPCTBEHHBIX
cpeacrs (GMP). Kaxue-nmuGo smaummpie mam KPHTHYCCKME OTKAOHEHHS 0T perilaMeHTHPOBAHHBIX
11apaMETPOB HE 3aperuCTPHPOBAHEL.
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SANOFI WINTHROP INDUSTRIE
30-36, avenue Gustave Eiffel
37100 TOURS-FRANCE

Certificate of analysis /
Batch certificate

SANOFI

Site : TOURP

~

Code GMID 1883906
Article code TOU 41592
Lot Number DTO21
Manufacturing Date 15-MAY-2018

Market name Russian Fed.

Ttem Description LOKREN 20 MG 28 CP VTE RUS

Customer batch DT021

Expiry Date MAY~2023

Fresentation 2 BLISTERS OF 14 UNITS Type TABLET, FILM COATED
Version of CoA 8
CHARACTERS
Characters COMPLY
IDENTIFICATION
Betaxolel hydrochleride (TLC} COMPLY
Betaxolol hydrochloride (LC) COMPLY
Titanium dioxide COMPLY
TESTS
Average mass 245 MG
Uniformity of mass COMPLY
Uniformity of mass of half tablets COMPLY
Disintegraticn MIN
DISSOLUTION
81:Mini at 30 min 81 %
DEGRADATION PRODUCTS (LC)
Impurity III not guantified
Unspecified impurities (each) not detected
Total impurities not repoxted
MICROBICLOGICAL DETERMINATION
TAMC <20 UFC/g-ml
TYMC <20
A

Escherichia Coli ABSENCE /l%?'-

gjl“
ASSAY (LC) ;

rap coa resultats v5




Certificate of analysis / |
Batch certificate S A N O F E

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

Code GMID 1BB906E Item Description LOKREN 20 MG 28 CP VTE RUS
Article code TOU 415%2

Lot Number DT021 Customer batch prozl

Manufacturing Date 15-MAY-2018 Expiry Date MAY~-2023

Market name Russian Fed.

Presentation 2 BLISTERS OF 14 UNITS Type TARBLET, FILM COATED
Version of CoaA 8

.,

 Tests

9.4 MG/TABLET

~

We hereby certify that the manufacture of this batch has been carried out in accordance with 6MP 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 (8} of the destination country/countries.

Release status ACCEPTED
Release date (UTC +1) 3-JUL-2018 14:40:40.00
Signed by qualified pexrson LAETITIA HABERT

-

Certificat d'analyse approuve é¢lectroniquement / Certificate of analysis electronically approved

«Canogu P
Sanoti Rupy
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