ITEKJAPAITASI O COOTBETCTBUU

JEKJAPAHT, NIPHHHMAIOINMNA NEKJIAPAITHIO O COOTBETCTBHA

AO "Canogpu Poccus”

Ceedenus o pezucmpayuu opzanusayuu: Mexcpaiionnas uncnexyus Pedepansrot nanoz06ow cayoctbor Ne 46 no
2. Mocxee 01.01.2008, OF'PH 1027739079940, dama npuceoerun OI'PH 19.08.2002.

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

B auye: I'enepanvrviti Oupexmop Monoc O.A.

Hoeepenroe nuyo: Cmenanoe C.C., Ooeepennocmp 6/n om 01.12.2017

SAABISAET, YTO

nexapcmeennoe cpedcmeo. Ilenecmep, mabnemxu nokpeimeie nnenoyHol o6onoyxold 5 m2 15 wm., ynaxoexu
Rvelixosbie KoNmypHbie (2), nauku xapmoninvie, PY Ne JIC-000133 om 30.03.2010 (@ama samenn 09.08.2017)
awdarno AQ "Canogpu Poccun", cepus 3090219, napmusn 48480 ynaroeox, 200en do 31.01.2022, npoussodcmea
3enmusa x.c., Yewckan Pecnybnuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni Mecholupy,
Czech Republic, xod OKIIJ2 21.20.10.174, xo0 TH B3] 3004390001, xowmpaxm Ne 250/40056192/F-2 om
20.10.2010, unsotic Ne 9085329858 om 10.04.2019

COOTBETCTBYET TPESOBAHUSAM
JIC-000133-120511 usm. Ne 1-6

JEKJIAPATTASI ITPHHSTA HA OCHOBAHHH
npomoxon ucnvimanuii No 11340 om 19.04.2019 HIT 000 HL] "OAPMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC CZ.®M08.C38667 om 19.04.2019

Em_):,a, gu] 5eta 4G |5 b Crenanos C.C.
\ Jerupay [ P10

Loxpact

u’
CBEJAEHUS O PETUCTPAIIN

OPTAH I10 CEPTHOHKAILINN, SAPETHCTPHPOBABII VI AEKJ/IAPAITHIO

RA.RU. 11®MO08 OPTAH IO CEPTH®HKALIHH ITPOIYKIIHH OBU[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPY)XHOH LJEHTP KOHTPOJII KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, ya. Macmepxosa, 0. 4, am. 5, nom. I, xom. I, adpec opzana no
cepmughurayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, eeb-
catim: oyxx.pg.

JEKJAPAITAA O COOTBETCTBHAM 3APETHCTPHPOBAHA M POCC RU J-CZ.DM08.A.22106/19
JATA PETHCTPAITUNA 19.04.2019

Pa HILCT L
I

OTBETCTRE Ry

N\ Junenko HLB.
HWB Pyxosoputens OC




ZENTIVA

A SANOFI COMPANY
Cepruduxar anannsa cepun Ne 1272

Hazsanue npodyxma Tlenectep®

cpoxa 2odHocmu

Homep npodykma  11009389_0050 Cepus LIMS HV 1391322
Homep cepuu 3090219 Obpazey HV 5049382
Hozuposka 5MI Cepus LIMS MZT 1390700
Jexapemeennasn TalneTkH, MOKpLIThIE
popma nnero4Hodt obonoykoii L 5046520
30 TabneTok, MOKPBITHIX .

Pazmep yhaxoexu ICHOUHOH 0BONOUKOR Pazvep sotnyujennoii cepuu 48 480 YIIAKOBOK
Tun ynaxosxu Brnucrep 2 X 15 Cmpana-umnopmep Poccus
ggzg MPOUSSO0CMEd 19 02,2019

TEHIR - 31.01.2022

nAcHoYHOH o6onoukoi

OnHopoAHOCTE MAcchl TAGNETOK, MOKPBITEIX COOTBETCTBYET
naeHo4HOH oGonoukoit
PacnapaemocTts (6e3 NCNONL30BaHHA 3 muu
OUCKOB)
PacTBopeHHe

PacteopeHue

96,4 %

PoacTeeHHblEe MpUMecH

Enunnunan ugentuduuuposannas 0.28 %

NpHMECh

A0ban eHHHYHAA <0,05 %

HEHAEHTHHUHPOBAHHAS IPHMECE
obuiee coaepixaHue npumeceti 0,28 %

MukpoGuonoriuueckas YMcTOTA

MukpoGHonoruueckas 4YucToTa
HEROJHBIX NEKAPCTBEHHBIX MPENAPATOB ANA
MpHEMa BHYTPb

ofliee YHCNO KH3HECTOCOOHRIX 0 KOE/r
aspobHBIX OpraHHU3MOB
ofIee YHCNO APOAOKEBBIX H MIIECHEBLIX 0 KOEr

rpubos

Crneyugruxayun JIC-000133-120511
Homep pezucmpaipionnozo ydocmogeperun JIC-
000133
Hcnsimanue Pezyasmamsi Hopmei
Onucanue
Onucanue COOTBETCTBYET Kpyrnble, ABOAKOBBIMyKIble TabneTkH
CBETNO-XKENTOrO LBETA, MOKPEITEHIE
nneHouHoit ofonoykoii.
MNoanuuuocTs
Guuacrepun (BIKX) COOTBETCTRYET Bpema ynepkHBaHHs OCHOBHOrO MHKa Ha
XPOMATOrpaMMe HCMbITYEMOTO pacTeopa
NOM¥HO COOTBETCTBOBATE BPEMEHEM
YAepKaHHA OCHOBHOIC NUKA Ha
XPOMATOrpaMME CTaHAaPTHOrO pacTBOpa
¢uHacTepuna.
$HnacTepun (YO Ha anoaroi MaTpuue) COOTBETCTBYET Y cnekTp 0CHOBHOTO MUK Ha
XPOMATOrpaMMe HCIMBITYEMOTO pacTBopa
ROMKEH COOTBTCTBOBATE Y@ ChexTpy
OCHOBHOTO NMKA Ha XPOMATOrpaMMe
pacTBopa craHaapTHoro ofpasua
thuHacTepHaa.
CpenHas mMacea TabneTok, NOKpPHTHIX 0,134 r 0,127-0,141r

18/20 TabneTok — He Gonee +7,5%
2/20 rabnerok — He Gonee + 15 %
He Gonee 30 Mun

He mence 70 % (QQ) OT 3a9BNEHHOTO
KonuvecTea uepes 30 MHHYT

He Gonee 0,3 %
He 6onee 0,1 %

He Gonee 0,6 %

He Gonee 10! KOE/r
e Gonee 10' KOE/r

Ymeepxcoeno omoeaom
KOHMPOAi Kavecmea «Jenmuad,
KCo»

Hanka JIu6ywe /Tlognucs/

05-04-2019  Crpannua 1 13 2

ZESNTIVA E«3eu‘mna, Ken» Y

Kabenoene 130 102
37 Mpara 10 Jonsun
Mexonyne

Pacnewarano: 5.4.2019




ZeNTIVA

A SANOFI COMPANY
Cepruduxar anannza cepum Ne 1272

Hazeanue npodyxma Tlenectep®

OaHOPOIHOCTE AOIMPOBAHHA

N0 COASPIKAHMED

OOHOPORHOCTE A0O3HPOBAHHA (IIO
COAEPKAHHNIO)

KonkuecTBeHHOE onpeaenexue
tuHacTepuaa B | Tabnerke, nOKpeITO#
MeHOYHOM obonoukoi

Homep npodyxma  11009389_0050 Cepun LIMS HV 1391322
Homep cepuu 3090219 Obpazey HV 5049382
Hozupogra 5MTI Cepun LIMS MZT 1390700
Slexapcmaennan TabAETKH, NOKPLITHIE
dopma nneHouHOH 060N0YKOH e ALl
30 TabneToK, MOKPLITLIX .
Pasmep ynakosku AEHOMHOH OBONOUKOR Pazvep goinyujennoli cepuu 48 480 YIIAKOBOK
Tun ynaxoexu bructep 2 X 15 Cmpana-umnopmep Poccin
Tama vemesentn -+ 19022019
31.01.2022
cpoxa 200Hocmu
Creyuurays JIC-000133-120511
Homep peaucmpayuonnoze ydocmogepenun JIC-
000133
Orcyrereue Escherichia coli COOTBETCTBYET OTCYTCTBHE B 1 1

COOTBETCTBYET AV =150

4,93 Mr 4,75-5,25 mr

3AKJ/JIIOYEHHE: CooTsercTBYET TpeGoBaHHAM crreundHKanm.

HacToAwmumM noateepiaao, 4To Bee CTaAMK MPOH3BOACTBA AAHHO CEpHH rOTOBOTO NPOAYKTa MONHOCTBIO
cooTBETCTBYIOT TpeboBaHuaM Haanexauieit npomssoacteeHHoit npaktHkd (GMP) EC, a Taxoke (B npepenax EC)
TpeboBanHUAM, yka3aHHbIM B PerHCTpaLHOHHOM YAOCTOBEPEHHH CTPAHBI-UMNIOpPTEPA

YTBEPXIAEHO K BbINYCKY

MecTo MPOH3IBOACTEA H KOHTPONA KAYECTRA:

«3eHTHBA K.C.» (0pHUMANBHBII NpaBonpeeMHNK «3eHTHBa a.c.» ¢ 01.01.2009)

Ten: +420267 241 111

¥ kabenosHel 130, 102 37, [para 10, Jonuu Mexonynel, Yewickas Pecny6nrka dakc: +420 267 243 627
Jluuen3na Ha npoussoacTeo Ne 25473/2/INS/98 (nocnenHee uamMeHenue 107641/2018)
Ceprudukat GMP Ne coct. 105698/2014, 79633/2016, 2268412017

Ymeepowcdeno omdenom Jlanka Jubywe /Tlognuce/

KOHMPOAA Kaiecmea «3eHmu3a,
K.C.»

05-04-2019  Crpanmua 2 u3 2

ZGNTIVA «3eHTHEa, K.C.» ¥

Katenossue 130 102
37 [para 10 JonsHu
Mexonynel

Pacnevarano: 5.4.2019




ZSNTIVA

Manufacturer batch certificate No. 1272

Name of product Penester ®
Product number  11009389_. 0050 Batch LIMS HV 1391322
Batch number 3090219 Sample HV 5049382
Strength SMG
Do.mge form film-coated tablets Batch LIMS MZP 1396700
Package size 30 tbl fim Sample MZP 5046520
f;ckage ryped BLI2X 15 Released quantity 48 480 PACKS
Mominredae 2201
Specification LS-000133-120511
Marketing authorisation No. LS - 000133
Test Results Limits
Appearance
Appearance complies round, biconvex film-coated tablets
light yellow colour
Identification
finasteride (HPLC) complies The retention time of the principal peak
on the chromatogram of the tested
solution is required to correspond to the
retention time of the principal peak on
the chromatogram of the finasteride
standard sample solution.
finasteride (UV diode aray) complies The UV spectrum of the principal peak
on the chromatogram of the tested
solution is required to correspond to the
UV spectrum of the principal peak on
the chromatogram of the finasteride
standard sample solution.
average mass of | coated tablet 0.134 g 0.127gt00.141 g
Uniformity of mass of film-coated tablets complies 18/20 tablets — not more than & 7.5 %
2/20 tablets — not more than + 15 %
Disintegration (without discs) 3 min NMT 30 min
Dissolution test
Dissolution test
96.4 % Not less than 70 % (Q) of the labe]
claim at 30 minutes
Purity test
Individual identified impurity 0.28 % NMT 0.3 %
any individual unidentified impurity <0.05 % NMT 0.1 %
total impurities 028% NMT 0.6 %
Microbiological quality
Microbiological quality of non-aqueous
preparations for oral use
total viable aerobic count 0 CFU/g NMT 10° CFU/g
Total combined yeast / moulds count 0 CFU/g NMT 102 CFU/g

Approved by QP Zentiva, k.s. Ing. Libuse K adks %y LZENTIVA

05 -4~ 2019
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Zontivi, k.

U habelovny 150
102 37 Praha 10
Dond Macholupy

Print: §.4.2019 2



ZESNTIVA

Manufacturer batch certificate No. 1272

Name of product Penester ®

Product number  11009389_ 0050 Batch LIMS HV 1391322

Batch number 3090219 Sample HV 5049382

Strength SMG

Dosage form film-coated tablets Batch LIMS MzP LRI

Package size 30 th! fim Sample MZP 5046520

:;ckc;ge !yped BLI2 ); : 95 Released quantity 48480 PACKS
! t 19.02.2 i i

Ex:’:_:;";a:’: Ll 3?.8%.2 po Importing country  Russia

Specification LS-000133-120511

Marketing authorisation No. LS - 000133

Absence of Escherichia col} complies absence (| g)
Uniformity of dosage
anits
content uniformity complies AV <150
Assay of finasteride in | film-coated tablet 493 mg 4.75mg 10525 mg

CONCLUSION : Conformity with specification.
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 [when within the EU] with the requirements of the Marketing
Authorisation(s) of the destination country/countries.

APPROVED FOR RELEASE

Manufacturing and quality control site:
Zentiva k.s. (legal successor of Zentiva a.s. as of 1.1.2009)
U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic
Manufacture Autorization Number :25473/2/INS/98 ( last change 282125/2018)
GMP Certificate No.sukls 105698/2014, 79633/2016, 22684/2017

Tel: +420 267241 111
Fax: +420 267 243 627

~@NTIVA

Zentiva, k.x
kahelovny 1%

102 37 Prahg 10

Dol Mécholupy

Print: 5.4.2019
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