ZENTIVA

Ceprudukar anaausa cepuu Ne 3341

Ha3zeanue npooykma YpoToa

Howmep npooyxma
Homep cepuu
J[o3uposka
Jlexapcmeennas
gopma

Pasmep ynaxoexu
Tun ynaxosxu

[lama npouszsoocmea
Jlama ucmeuerus
cpoxa 200Hocmu

11009385_0051

2540621

2MI’

TabneTky, TOKPHITHIE INICHOYHONW 000JI09KOM

56 Tabi1., HOKPHITHIX MJICHOYHOH 0005104KOH
Brucrep 4 X 14

17.06.2021
31.05.2023

JICP-005815/09-170709

Cepusi LIMS HV 1664722

Obpaszey HV 5586165

Cepus LIMS MZP 1661622

Obpaszey MZP 5571968

Pazmep svinywennoii 6 677 YIIAKOBOK
cepuu

Cmpana-umnopmep Poccust

Cneyugpuxayus

Homep pecucmpayuonnozo yoocmosepenus JICP-005815/09

WcnbiTanue Pe3ynbrarel Hopwmbt
Onucanue
Onucanue
OIHCaHHe COOTBETCTBYET KPYTJIbIC TBOSIKOBBITYKIIBIE, TOKPBITHIE
IUIEHOYHOH 000JI0YKO TabJIeTKU OeIoro
BeTa
IogauHHOCTH
tontepoauH (BOXKX) COOTBETCTBYET Bpewms ynepxuBaHHS OCHOBHOTO IIMKA HA
XpOMaTorpaMMe HCHBITYEMOTO pacTBOpa
JIOJDKHO COOTBETCTBOBATH BPEMEHH
yAEpKUBAHU [TUKA TOATEPOANHA Ha
XpOMaTOrpaMMe CTaHIAPTHOTO PacTBOPA.
Cpennsist macca 1 TadjieTku
cpenHss Macca 1 TabneTku 0,172r 0,157-0,182r
Pacnagaemoctb 4 MmuH He 6onee 15 mun
PacrBopenue
PactBopenue
% OT 3asIBIEHHOT0 KoJIu4ecTna yepes 20 106 % He menee 80 %
MHUHYT
(Q=175%)
PoacrBennsie npumecu (Uncrora)
PoncreenHble npuMecn
mpumech T1 0.06 % He 6o1ee 0,5 %
npumecsd T2 <0.05 % He 6omee 0,5 %
npumecs T3 0.08 % He 6omee 0,5 %
IIPUMEChH JIAKTOJIA <0.05 % He 6onee 1,0 %
HEeUJAEeHTU(QUIMPOBAHHbIEC €TUHIYHbIC <0.05 % He 6onee 0,5 %
TIPUMECH
Oomiee copepkanue mpuMecen 0.14 % He 6onee 1,5 %
Muxkpo0unoJiornyeckas YHCTOTa
HcnpiTanne Ha MUKPOOHOIOTUIECKYIO
YHCTOTY
o0l1[ee YUCII0 KHU3HECTOCOOHBIX 0 KOE/r He Gonee 103 KOE/r
a3pOOHBIX OPraHU3MOB )
rpubHI 0 KOE/r He Gonee 10? KOE/1:
E.coli COOTBETCTBYET OtcyrctByeTB 1 T
Ymeeporcoeno ynornomouennvin Jakub Matusik 23-07-2021 ZGNTIVA
auyom 3enmusa, K.c. /Tlonmuce/

Crpannua 1 u3 2
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TabneTky, TOKPHITHIE INICHOYHONW 000JI09KOM

56 Tabi1., HOKPHITHIX MJICHOYHOH 0005104KOH

Brucrep 4 X 14

17.06.2021
31.05.2023

JICP-005815/09-170709

Homep pecucmpayuonnozo yoocmosepenus JICP-005815/09

Cepusa LIMS HV 1664722

Obpaszey HV 5586165

Cepus LIMS MZP 1661622

Obpaszey MZP 5571968

Pazmep svinywennoii 6 677 YIIAKOBOK
cepuu

Cmpana-umnopmep Poccust

COJICpIKaHHIO)

Boaa

OaHOpPOAHOCTD 103UPOBAHUS
OJHOPOIHOCTH JA03UPOBAHUSA (T10

KoauuecTBeHHOE onpeneneHue
Kon. onp. Tonrepoauna runporaprpara B 1
TabJeTKe, MOKPHITON IIEHOYHOI 060109KOM

COOTBETCTBYET

4,0 %

2,07 mr

AV <150

He 6oiee 8,0 %

1,90 — 2,10 mr

3AK/IIOYEHHUE: CooTBeTCTBYET TPeOOBaHUAM criellHPUKAIIUH.
Cepus oTBeyaeT TpedoBaHuAM HopMaTHBHOI 1OKyMeHTALUM, B HACTOsILIlee BpeMs 3aperucTpupoBaHHoii B Poccuiickoii
(I)e;[epauml 10 MepevYrucCJIeHHbIM IIOKa3aTeJIsM KavdecTBa.

YTBEPXJEHO K BBIITYCKY

Mecto MPOU3BOJACTBA MU KOHTPOJIA KaYyeCcTBa:

«3eHTHBa K.C.» (0pULIHaTBHBIA IpaBoIpeeMHUK «3eHTuBa a.c.» ¢ 01.01.2009)
V kabenousl 130, 102 37, Ilpara 10, Jonaun Mexomymnsl, Yerickas Pecry0inka

Ten: +420 267 241 111
Dakc: +420 267 243 627

Jlunensust Ha mpou3BoAcTBO Ne 25473/2/INS/98 (nocnennee nsmenenue 260389/2020)
Ceptudurxar GMP Ne coct.254516/2017, 342333/2018, 352900/2018, 244450/2019, 955631/2019

JlaGopatopun:

QUINTA-ANALYTICA s.r.0., Prazska 1486/18c, 10200 Praha 10, GMP Cert. Ne sukls184633/2015, sukls190046/2014

Ymeeporcoeno ynornomouennvin

auyom 3enmuea, K.c.

Jakub Matusik

/Tlonmuce/

Crpannua 2 u3 2

23-07-2021
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Z@NTIVA

Manufacturer batch certificate No. 3341

Name of product  Urotol

Product number 11009385_0051 Batch LIMS HV 1664722
gfl«lfrz: umber 5 33621 Sample HV 5586165
slreng ] N

Dosage form film-coated tablets Batch LIMS MZP 1661622
Package size 56 tbl fim Sample MZP 5571968
Package type BLI4 X 14 Released quantity 6677 PACKS
Manufacture date 17.06.2021\ / ting count .

Expiry date 31.05.2023 mporting country  Russia
Specification LSR-005815/09-170709

Marketing authorisation No.  LSR-005815/09

Test Results Limits
Appereance
Appearance
appearance complies white round biconvex film-coated tablet
Identification
tolterodine (HPLC) complies Retention time of the base peak in the

chromatogram of the test solution
should correspond to retention time of
the base peak of tolterodine in the
chromatogram of the standard solution.
Average mass of 1

tablet
average mass of | tablet 0.172¢ 0.157gt00.182 g
Disintegration 4 min NMT 1S min

Dissolution test
Dissolution test

% of declared amount within 20 min. 106 % NLT 80 %
(Q=75%)
Purity test
Purity test
impurity T1 0.06 % NMT 0.5%
impurity T2 <0.05 % NMT0.5%
impurity T3 0.08 % NMT0.5%
impurity lactol <0.05 % NMT 1.0%
unknown impurities individually <0.05 % NMT 0.5 %
sum of all impurities 0.14% NMT 1.5%
Microbiological quality
Microbial purity test
total viable aerobic count 0 CFU/g NMT 10° CFU/g
fungi 0 CFU/g NMT 102 CFU/g [,
E.coli complies absence(lg) : »“11 e < ‘
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ZSNTIVA

Manufacturer batch certificate No. 3341

Name of product  Urotol

Product number 11009385 0051 Batch LIMS 11V 1664722
Batch number 2540621 ,
Stremgth > MG Sam.pIL H V’ ) 5586165
Dosage form film-coated tablets Batch LIMS MZI 1661622
Package size 56 tbi fim Sample MZP 5571968
Zwkafge lyped BLI4 X 14 Released quantity 6677 PACKS
fture date 17.06.2021 ; :
Expiry date 31052023 Importing country  Russia
Specification LSR-005815/09-170709

Marketing authorisation No.  LSR-005815/09

Uniformity of dosage
units
content uniformity complies AV<=15.0
Water 4.0% NMT 8.0 %
Assay of tolterodine hydrogen tartrate in | 2.07 mg 1.90 mgto 2.10 mg
film-coated tablet

Release information

CONCLUSION : Conformity with specification.

The batch meets the requirements of the Normative Document currently registred in Russian Federation on the listed
quality parameters.

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

Manufacture Autorization Number :25473/2/INS/98 ( last change sukls260389/2020)
GMP Certificatc No.sukls 254516/2017, 342333/2018, 352900/2018, 244450/2019, 955631//2019

External laboratories:
QUINTA - ANALYTICA s.r.0., Prazska 1486/18c , 102 00 Praha 10, GMP Cert.No:sukls18463 372015,
sukls190046/2014.
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