JAEKJIAPAIINS O COOTBETCTBUU

JEKJAPAHT, IPUHAMAIOI WA AEKJIAPALIMEO O COOTBETCTBUHN

AOQ "Canoghu Foccus”

3apezucmpuposano . Mexcpationnan uncnexyun MHC Poccuu Ne39 no 2. Mockee OI'PH 1027739079940 om
19.08.2002

Aodpec: 125009, 2. Mocksa, yn. Teepcrast, 0. 22. Tenepon. 8 (495) 721-14-00

B nuye: I'eneparonsiil oupexmop Adaman H.B.

Hosepennoe auyo: Knorxosa 10.C., dogepennocne 6/ om 01.12.2017

3ASIBJISIET, UTO

Aekapcmeernoe cpedcmeo. Ypomoa mabaemk nokpoimeie nerouHol ob6onoukol 2 me 14 wm., ynakoexu
Auetikoasie koumypnvte (4), nauku kapmonnvte, PY Ne JICP-005815/09 om 17.07.2009 (0ama samenst
10.08.2017) sutoano AQ "Canoghu Poccua", cepun 2560318, napmus 17546 ynaxoeok, cooen 0o 29.02.2020,
npouseodcmea 3enmusa x.c., Yewcrkan Pecnybnuka, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
Mecholupy, Czech Republic, koo OKIIA2 21.20.10.174, xo0 TH B3/ 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085287667 om 12.04.2018

COOTBETCTBYET TPEBOBAHHUAM

JCP-003815/09-170709 uzm. Ne 1-7

JIEKJIAPALIUS TIPHHATA HA OCHOBAHUM

npomoron ucnuimanui Ne 986 0 om 17.04.2018 HIT OO0 HI] "OAPMOBOPOHA", ammecmam axkpeoumayuu
POCC RU.0001.21DJI40, Cepmugpuxam POCC CZ. OMO8.C11829 om 17.04.2018

K JIAPAIH/I}I AE CTBHTEJII:HA N0 29.02.2020
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CBEJIEHHS O PETUCTPAIILUA

OPTAH 110 CEPTH®HUKALINU, SAPEFTHCTPHPOBABIIWI JEKIJIAPALIUIO
RA.RU.11®MO08 OPTAH 110 CEPTHO® HKALIHH ITPOIVKIIHH OBIECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",

aopec opeanuzayuu: 115280, 2. Mockea, yn. Macmeproga, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmuchuxayuu: 115280, 2. Mockea, ya. Macmeprosa, 0. 4, 5, men.:(495)788-02-88, ee6-caiim. oyxx.pg.

JAEKJAPALIMSE O COOTBETCTBHH 3APETUCTPHPOBAHA N POCC CZ. ®M08.7798085
AWM 17.04.2018
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SANOFI

Zentiva k.s. (oduunanpHeii npasonpeemMarx Zentiva a.s. ot 01.01.2009 1.)
U kabelovny 130, 102 37, [ipara, Yemckas Peciybmixa

CEPTHOUKAT AHAJIHM3A Ne 1395

¥Ypoton, TabdJeTKH, NOKPHIThIE IXeH0uHOI 060a0uKoit 2 mr Ne 56 (4x14)

Hata uzrorornenus: 20/03/2018
Tonen no: 29/02/2020

Cepus: 2560318

HA JICP-005815/09-170709

TMOKA3ATEJDL HOPMBI PE3YJbLTATHI
Onucaune Kpyrnvie aposkoBmimykamnie Tabnerkn, | CooTeercTByeT
MOKPBITHE  AACHOUHOH  0BONOUKOH,
HKENTOTO 1IBETa
IHoanuHEOCTL
Tonreponun (BIXX) CootBercTByeT oTHocuTenbHOMY | COOTBRETCTBYET
CTaHIAPTY
Cpeanast macca 1 Tabjierkn 0,157-0,182r 0,167
PacnafaemocTs He 6onee 15 mun 2 mun
PacTBopeHue He menee 75 % (Q) B reuenue 20 MUHYT 95 %
TlocTopoHHHe npUMecH
ITpumees T1 He 6onee 0,5 % <0,05%
ITpumecs T2 He 6onee 0,5 % <0,05 %
Ilpumece T3 He 6onee 0,5 % <0,05 %
[pumecs nakrona He Gonee 1,0 % <0,05 %
EnvnuuHbe HeMieH THGUMUMPOBaHHbIE He 6onee 0,5 % 0,05 %
NPUMECH
Cymma Bcex npuMeceH He 6onee 1,5 % 0,05 %
Mukpobitoaornyeckas 4HCTOTA T'® XTI Msmenenue Ne 3, kateropns 3 A COOTBETCTBYET
OaHOpPOAHOCTE TOZHPOBAHN [lpnemounoe uncno < 15,0 COOTBETCTBYET
Bona He Gonee 8,0 % 3,0%
KonuvecTseHHOE onpeneacuye TONTeponuHa 1,90 - 2,10 mr 2,00 mr

ruaporaptpaTa B | Tabnetke, nOKprITOH
nnerouHol obonouKkod

3AKJIIOUYEHHE: CooteeTcTBYET TPeGOBAHNIM CrielbUKALIMH.

Hacrosumm Mel HOATBep#AAacM, 4YF0 WHPOPMALMA, INPEACTABICHHAs BblIE, ABAAETCS NOMIMHHOM H
nocroepHod. JlawHas napTus npoaykTa Oblia NpousBeneHa, BKAKOMAd YTIAKOBKY M KOHTPOJL KayecTBa, Ha
MpeanpuiaTUA B 1I0JIHOM COOTBETCTBMM ¢ Tpedoeanmamu Haanemaweil npoussoacTeeHHo# npaxtukn (GMP)
MECTHOTO KOHTPOJAMpPYWOLIEro OpraHa, a TaiKe €O CHAeUH(HKAlMAMY, YKa3aHHBIMH B PerncTpanHOHHOM
YAOCTOBEPEHHH CTpaHb-MMNopTepa. OTHETEI O IPOU3BOACTBE, YNAKOBKE H aHaTU3e NapTHX ObUIM PACCMOTPEHD!
H TIPY3HAHBI COOTBETCTRYIOLIMMH Tpeboranuam GMP.

Bruymen: 06/04/2018

Aapec: 125008, Mockea, yn. Teepekan, 22, Ten.: (495 721-1400. @axe: (495) 721-‘14?!.—“‘@
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ZSNTIVA

A SANOFiI COMPANY

Manufacturer batch certificate No. 1395

Name of product Urotol
Product number  110069385_ 0001
Batch number 2560318

Strength 2MG

Dosage forn film-coated tablets
Package size 561bl flm

Package type BLIAX 14
Manufaciure date  20.03.2018

Expiry date 26,02.2020
Specification LSR-005815/09-170709

Marketing anthorisation No. LSR-005815/09

Batch LIMS HV 1333578

Sample HV 4768563
Batch LIMS MZP 1330500
Sample MZF 4748805

Released quantity 17 546 PACKS
Importing country ~ Russia

fiim-coated tablet

Test Results Limits
Appereance
Appearance
appearance complies white round biconvex film-coated tablet
1dentification
tollerodine {(HPLC) complies correspondence of RT
Average mass of 1
tablet
average mass of 1 tablet 0.167¢ 0.157pt00,182¢
Disintepration 2 min NMT 15 min
Dissolution test
Dissolution test
% of declared amount within 20 min. 05% NLT 80 %
(Q=75%)
Purity test
Purity test
impurity T1 <B.05 % NMT 0.5 %
impurity T2 <008 % NMT 0.5 %
impurity T3 <0.05 % NMT 0.5 %
impurity lactol <0.05 % NMT 1.0 3¢
unknown impurities individually 0.05 % NMT 0.5 %
sum of all impurities 0.05% NMT L5 %
Microbiological quality
Microbial purity test
tota!} viable aerobic count 0 CFU/g NMT WP CFU/g
fungi CFU/p NMT 10° CFU/g
E.coli t[:‘nmplies absence{1g)
Uniformity of dosage
units
content uniformity complies AV<=15.0
Water 310% NMT 8.0 %
Assay of tolterodine hydrogen tartrate in | 2.00mg 1.80 mg le 2.10 mg

Appraved by QP Zentiva, ks.
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ZENTIVA

A SANOF! COMPANY

Manufacturer batch certificate No. 1395

Name of product Urotol

Product number  11009385_ 0001 Batch LIMSHY 1333578
Batch number 2560318 Sample HV 4768563
Strength 2MG

Dosage form film-coated tablets Batch LIMS MZP 1330500
Package size 56 1bl fim Somple MZP 4748805
Package type BL14X 14 Released quantity 17546 PACKS
Manufacture date 20.03.20138 Importi , Russi

Expiry date 29.62.2020 porting country  Russta
Specification LSR-005815/09-170709

Marketing authorisation No.  LSR-G05815/0%

CONCLUSION : Confermity with specification.

1 hereby certify that &l the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and [when within the EU] with the requirements of the Marketing
Authorisation(s) of the destination country/countries. .

APPROVED FOR RELEASE
Manufacturing and gquality control site:
Zentiva k.s. (legal successor of Zentiva a.s, as of 1.1.2009) Tel: +420 267 241 111
U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic Fax: +420 267 243 627

Manufacture Autorization Number :25473/2/INS/98 ( last change 362210/2017)
GMP Certificate No.sukls 105698/2014, 79633/2016, 22684/2017

- ,Z /
Approved by OP Zentiva, k.. Ing. Libufe lacdki o
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