AEKJIAPAIIUSA O COOTBETCTBUMA

AEKJIAPAHT, IPHHUMAIOUI AN JEKJIAPALIMIO O COOTBETCTBUH

AO "Canogpu Poccus”

3apezucmpupoearo : Mexicpationnas uncnexyus MHC Poccuu Ne39 no 2. Mocxee OTPH 1027739079940 om
19.08.2002

Aopec: 125009, 2. Mockea, yn. Teepcras, 9. 22. Teneghon:8 (495) 721-14-00

B ruye: Ienepanvnoiii oupexmop Adamsan H.B.

Hosepennoe ruyo: Knorosa 10.C., dosepennocmy 6/n om 01.12.2017

3AABJBIET, UTO -

aexapemsentoe cpedcmeo: Ypomon mabnemxu nokpeimoie nienouno oborouxon 1 me 14 wm., ynaxoexu
AYelkosbie Koumypuvle (4), navku kapmonneie, PY Ne JICP-005815/09 om 17.07.2009 (dama 3amens
10.08.2017) ewioano AO "Canoghu Poccusn”, cepusn 2010118, napmus 6116 ynaxoeox, 20den do 31.12.2019,
npouzeoocmeq Jenmusa x.c., Yewcxan Pecnybnura, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
Mecholupy, Czech Republic, ko0 OKII[]2 21.20.10.174, koo TH B3I 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085283610 om 08.03.2018

COOTBETCTBYET TPEBOBAHHUAM

JACP-005815/09-170709 uzm. Mo 1-7

JAEKJAPAITHA ITPHHATA HA OCHOBAHUH

npomoxon ucnbimanuii Ne 658 0 om 14.03.2018 H/I 000 HI] "®APMOFOPOHA", ammecmam axkpedumayiu
POCC RU.0001.21QJI40, Cepmughuram POCC CZ PMO8.C0O9409 om 14.03.2018

EKJIAPAIIAY /4.03.2018
TBUTEJBHA 1O 3/.12.2019
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CBEJIEHUS O PETACTPALIMH

OPT'AH IO CEPTH®HUKAIINH, 3APEIHUCTPUPOBABIHUM AEKJTAPALMIO

RA.RU. L1®MO8 OPIAH 110 CEPTHOHKALIHH NPONYKIIHH OFIIECTBO C O PAHHYEHHOFH
OTBETCTBEHHOCTBIO "OKPYXXHOH LJEHTP KOHTPOJII KAYECTBA"

adpec opeanuzayuu: 115280, 2. Mockea, yr. Macmeprosa, 0. 4, sm. 3, nom. I, kom. 1, adpec opeana no
cepmucpurayuu: 113280, 2. Mockea, yn. Macmeproea, 0. 4, 5, men.:(495)788-02-88, eeb-catim: OYKK.p@.

J.IEKJIAPAJ_IPUI O COOTBETCTBHHU 3APETHCTPUPOBAHA M POCC CZ.®M08,/794813
JATA. I N /4.03.2018
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SANOFI

Zentiva k.s. (ofmmmansabIil npaBonipeeMunk Zentiva as. or 01.01.2009 r.)
U kabelovny 130, 102 37, Ilpara, Uemckas Pecniy6mmxa

CEPTHOHKAT AHANH3A No 0689

Yporon, TadieTkH, DOKpLITHIe NieHoUHOl ofonoukol 1 Mr Ne 56 (4x14)

Hata uzrorosnenus: 18/01/2018
T'onen mo: 31/12/2019

Cepua: 2010118

HJ{ JICP-005815/09-170709

HOKA3ATEJIb HOPMbI PE3YJbTATbHI
Onucanne Kpyraeee IBOAKOBRITYKIIBIE TabneTKy,
HOKpHIThie TmenoyHoH obonoukoit, kearoro | CoorseTcTByeT
LiBeTa
HoanuaHOCTL
Tontepoayn (BOXKX) CoOTBETCTBYET OTHOCHTEILHOMY CTAHAAPTY CootsercTByer
Cpeanssa macca I Tabaerku 0,0784 - 0,0008 r 0,0854 r
PacrazaeMocts He 6onee 15 mun 2 MuH
Pactsopenme He menee 75 % (Q) B Teuerme 20 MuHyT 103 %
Hocroponnne npumecn
TIpumeck T1 He 6onee 0,5 % <0,05 %
Tlpumecs T2 He 6onee 0,5 % <0,05 %
ITpumecs T3 He Gonee 0,5 % <0,05%
Tlpumeck nakrona He 6onee 1,0 % <0,05 %
EnvHnunsie HeunenTHdMIMpoBantsie ipuMec | He Gonee 0.5% 0,05 %
CyMMa Bcex npuMeceit He Gonee 1,5 % 0,05 %
M Kkpobnoiornueckas YHCTOTA I'd X1 Hsmenenne Ne 3, kaveropus 3 A CooTBeTcTBYET
OuxHOpOAHOCTH J03HPOBARKSA [premounoe gucno < 15,0 Cootsercreyer
Bopna He 6onee 8,0 % 3.0%
KonmnuecTrensoe onpeseseHne ToaTepoarsa
reapoTapIpara B 1 tabnetke, NoXphTol naeHoyno#d | 1,90 - 2,10 mr 1,04 mr
ofonoukoit

SAKIIIOYEHHE: CootserctByeT TpeGosaHmaM cremmibuxanu.

HacTtosiuum MBI onTsepkgaeM, 4T0 MHGOPMaina, NpeacTapieHHas BLINE, ABJIAETCA NORNMHNHOA ¥ nocTosepnoi. danHnaa
napTus npoykTa GLia NpoM3BeieHa, BKAYOYad YNAKOBKY M KOHTPOIh KauecTa, Ha OPEARPHITHN B fIOJIHOM COOTBETCTBHM ©
TpeboBaHuaMH Hannexamell Mpou3sBOACTBEHHOM NpakTHKY (GMP) MecTHOTO KOHTPOJMPYIOWIETG OprdHa, & Taxke €0
CHelHUKaUUAMY, YKa3aHHHME B PeructpaitoHHOM YROCTOBEPEHHH CTpaHBl-uMnoprepa. OT4eThl 0 NPOM3BOICTBE,
YTNAKOBKE B aHA/IH3€ NapTHH G5LTH PACCMOTPEHD! M NPH3HAHE COOTBETCTRYIOWMMH TpeGoBannam GMP.

Brmyien: 20/02/2018 Vionnomouensoe mno: Libuse Hladka

AQD «Caxodn Pocouas g
Aapec: 125008, Mockea, yi. Teepokar, 22. Ten.: (405) 721-1400. Gaxc: (495) 721-1411%



ZENTIVA

A SANDFt COMPANY

Manufacturer batch certificate No. 0689

Name of product  Urotol
Product number  11009384_ 0001 Barch LIMS HY 1319916
Baich number 2010118 Sample HV 4677495
Strength I MG
Damge Jorm film-coated 1ables Barch LIMS MZP 1319069
Package size 56 1bl fim Sample MZP 4671916
Package type BLIAX 14 Released quantity 6116 PACKS
Mamgfacture date 18.0§.2018 ] . .
Espiry dute 31.42.7019 mporting country Russia
Specificarion LSR-{05815/09-170709
Marketing anthorisation No.  LSR-005815/09
Tast Resules Limits
Apprreance
Appearance
appeamnce complics yellow round bicenvex film-coated tablet
Mentification
tolierodine {HPLC) cgmpligs
Average mass of 1 tablet
average mass of | tablet D.0B54 ¢ 0.0784 10 00908 ¢
Disintegration 2 mig NMT 15 min
Dissolution {est
Dissolution est
% of declared amount within 20 min. 103 % NLT 80 %
{Q=75%)
Purily test
Purity test
impurity TI <0.05 % NMTO0.5 %
impurity T2 <0.05 % NMT0.5 %
impurity T3 <0.05 % NMT 0.5 %
impurity laciol <0.05 % NMT1.0%
unknown impurities individualiy 0.05 % NMTOD.5 %
sum of all impuritieg 005 % RMT1.5%
Microbiolegical quality
Microbial purity test
tolal viable acrobic count 0 CFU/fg NMT 103 CFUtg
fungi 0CFUsg NMT 102 CFU/g
E.cali complies
Uniformity of dosage
units
content uniformity complies AV <= 150
Water 30% NMT 8.0 %
Assay
rd P}
s :
Approved by QP Zentiva, k.s.  Ing. Libuge Hiadk4 %/ “ENTIVA i
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ZENTIVA

A SANOFI COMPANY

Manufacturer batch certificate No. 0689

Nume of product  Urotol

Product number  11009384_ 0001 Batch LIMS HV 1319916

Batch number 2010118 Sample HV 4677495

Strength 1 MG

Dosage form film-coated tablets Batch LIMS MZP - 1315069

Package size 56 tb] Mim Sample MZP 4671916

Package type BL14 X 14 Released quantity 6116 PACKS
Manufacture date 18.01.2018 I . .

Expiry date 11.12.2018 mporting cotintry Russia

Specification LSR-D05815/09-170709
- Marketing authorisation No.  LSR-005815/09

Assay of tolteradine hydrogen tartrale in | 104 mg 0.95 mg to 1.05 mg
film-coated tablet :

CONCLUSION : Conformity with specification.

1 hereby certify that all the manufacturing stages of this batch of finished product have been camied out in Tuli compliance
with the GMP requirements of the EU and [when within the EUJ with the requirements of the Marketing Authorisation(s)
of 1he destination country/countrics,

APPROVED FOR RELEASE
Manufacturing and quality 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

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

/7

Approved by QP Zentiva, k.s.  Tng. LibuSe Hladkd
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