TEKJIAPAIIVISI O COOTBETCTBUAM

JEKJAPAHT, IIPHHUMAJOIIIIA NEKJIAPATIIO O COOTBETCTBHH

AO "Canogu Poccus”

Csedenus 0 pezucmpayuu opeanwsayuu: Mexcpaiionnan uncnexyua Qedepanvroi Hanozo6otl ciyschv No 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, ya. Teepckas, 0. 22. Teaegpon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvhuiii dupexmop Mownoic O.A.

Joeepennoe nuyo: Knoxosa F0.C., dogepennocmy 6/n om 01.12.2017

3ASIBJISIET, UTO
nexapcmeentoe cpedcmeo: Ilenecmep, mabnemxu noxpoimuie nieHo¥How oborouroil 5 M2 15 wm., ynaroexu

aueiikosvie konmyprsie (6), naviu kapmonnvie, PY Ne JIC-000133 om 30.03.2010 (dama samener 09.08.2017)
swidano AO "Caroghu Poccun", cepun 3331018, napmus 16793 ynaxoeox, zoder 0o 30.09.2021, npoussoocmea
Senmuea k.c., Yewckan Pecnybnuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni Mecholupy,
Czech Republic, koo OKIT2 21.20.10.174, xod TH B3] 3004390001, xonmpaxm Ne 250/40056192/F-2 om
20.10.2010, unsotic Ne 9085316620 om 10.12.2018

COOTBETCTBYET TPEBOBAHHSAM

JIC-000133-120511 uzm. Ne 1-5

JEKJAPALINS] IIPHHATA HA OCHOBAHUH

npomoxon ucneimariuii Ne 37450 om 17.12.2018 HJT 000 HL] "®PAPMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC CZ.®M08.C30263 om 18.12.2018
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CBEJEHMSI O PETUCTPAIIMN

OPI'AH I1O0 CEPTU®HKAIIAM, SAPETUCTPHPOBABII I AEKJIAPAILINIO

RA.RU.1H®MO8 OPI'4H 11O CEPTHOHKALIMH IIPOGYKLUHH OFIECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTRIO "OKPY)XHOH [JEHTP KOHTPOJI KAYECTBA",

adpec opzanusayuw: 115280, 2. Mocxea, yn. Macmepxoea, 0. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, z0pod Mockea, y. Macmepxoaa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
catim: oykk.pg.

0O COOTBETCTBHM 3APETMCTPHPOBAHA M POCC RU J-CZ.®PM08.A.10750/18

18.12.2018
(D}’{ HAunenxo K1.b.
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ZeNTIVA

A SANOF! COMPANY
CepTudukar ananusa cepuu Ne 4685
Hassanue npodykma Tlenectep®

Homep npodyxma 11009390_0001 Cepun LIMS HV 1378759

Homep cepuu 3331018 Ob6pazey HV 4987566

Hozuposra S5MI Cepun LIMS MZT 1376808
Jlexapcmeennan TabNeTKH, NOKPHITEIE Obpasey MZP 4979157

dopma ILTeHOUHOH 00010uKOH

Pazuep ynaxosxu ig::gﬁ;;ﬁg::gi?; Pazmep avinyujennoli cepun 16 793 YIIAKOBOK
Tun ynaxosxu Bnucrep 6 X 15 Cmpana-umnopmep Poceus

Tama vemosena 18102018

30.09.2021

CPOKA 200HOCMU

Creyugpuxayus JIC-000133-120511

Homep pezucmpayuonnozo ydocmoeepenus JIC-

000133
Hensimanue Pesyavmamst Hopausi

Onucanue

Onvcauue COOTBETCTBYET TafNeTKH KPYriible ABOAKOBBINYKIblE
CBETIIO-KENTOTO UBETA, MOKPBITHIE
nneHo4Hoit obonoukoi
[MoanuHHOCTE
¢unactepua (BIXKX) COOTBETCTBYET Bpems yaep>KHpaHHA OCHOBHOIO NMHMKa Ha

XPOMATOrpaMMe UCTILITYEMOro PacTeopa
JOJAKHO COBMAJNATE C BpEMEHEM YAEPWHKAHHA
OCHOBHOIO NMUKA HA XPOMATOrpaMme
CTaHAAapTHOTO pacTeopa uHacTepHaa.
tpunactepua (Y@ Ha nuoaHol MaTpuue) COOTBETCTBYET Y® cnekTp OCHOBHOIO NIHKA Ha
XPOMAaTOTpaMMe UCTbITYEMOro pacTeOpa
IOMKEH COBNAAaTE ¢ Y® cnexTpoM
OCHOBHOTO MHMKA HA XPOMATOrpaMme
CTaHAAPTHOTO pacTBopa ¢ uHacTepuaa.

Cpennas Macca TabNneToK, NOKPBITHIX 0.134r 0,127-0,141r
nnexo4Holi obonodkoit
OOHOPOAHOCTE MACCHI TabJETOK, MOKPBITHIX COOTBETCTBYET 18/20 Tabnetok He Gonee +7.5 9% 2/20
nAeHOUHOH oBorouKoit Tabnetok — He Gonee + 15 %
Pacnagaemoctsb (0e3 HCMons30BaHHA 4 MHH He Gonee 30 MHH
JAMCKOB)
Pactropenue

Pacteopenue

94 % He menee 70 % (Q) oT 2asBneHHOro

KonuyecTea Yepes 30 MUHyT
PoacTeeHHEIE NPHMECH

Enunnutas uaeHtHguLUUpoBaHHas 0,2 % He bonee 0,3 %
NpUMECh

Mobas eaMHHYHAA <0,05 % He Gonee 0,1 %
HEHJEHTHPUUUPORAHHAR IPHMECH

obiee coaepiaHue npumeceti 02 % e Gonee 0,6 %

MHukpoGHonornyeckas MHcToTa

MukpoGHONOrHYECKAA YHCTOTA
HEBOAHBIX NCKAPCTEEHHBIX NPENapaTos 4K
NpHEMa BHYTPb

ofluee YMEno KHIHECTIOCOBHBIX 0 KOE/r ne Sonee 10' KOE/r
a3pobHBIX OPraHH3MoB

odi1ee UMCo OPOHOKEBBIX H MIECHEBBIX 0 KOE/r ue 6onee 10' KOE/r
rpubos

O0obpeno creyuanucmom omoeaa KOWMPOAS Kauecmea «3eHmuea K. ¢.»
Nagka Nubywe 28-11-2018

Crpannua 1 u3 2 Hata nevatu: 28.11.2018




ZeNTIVA

A SANOF| COMPANY
Ceprudukar ananuza cepuu Ne 4685
Ha3zsanue npodyxma [lenectep®

Homep npodykma 11009390_0001 Cepus LIMS HV 1378759
Homep cepuu 3331018 Ob6pazey HVY 4987566
Hosuposxa SMI Cepust LIMS MZT 1376808
Jlexapcmaennan TabneTKH, NOKPHIThIE
gopya fnenouHoH obonoukoit Obpasey MZP CEIELRY)
90 TabneTox, NOKPHITHIX -
Pazwep ynaxosxu EHOUROH OBONOUKOH Pazvep senyujennoii cepuu 16 793 YITAKOBOK
Tun ynaxosxu bnuerep 6 X 15 Cmpana-umnopmep Poccus
Hama npouseodcmea 18.10.2018

Hama ucmevenun 30.09.2021
cpoxa z00nocmu
Creyugpurayun JIC-000133-120511

Homep pezucmpayuonnozo ydocmogeperus JIC-
000133

Orcyrcrere Escherichia coli COOTBETCTBYET otcyTeTBUe B 1
OOHOPOAHOCTE HO3HPOBAHHS

N0 COUSPIKAHHIO

OAHOPOAHOCTL JO3HPORAHHA (110

COIEPKAHHIO) COOTBETCTBYET AV =150
Konuuecteennoe onpeaenesue
tuHacTepuna B | TabneTke, NoKpLITOLH 4,81 mr 4,75-5,25 mr

nneHoYHoH o6onoukoil

JAKJIFOYEHHE: CoorBeTcTByeT TpeGoBaHuam cnennduranmm,

HacTosaimuM nogTeep:kaato, 4TO BCe CTAIHK MPOH3BOACTBA AaHHON CepHH rOTOBOTO MPOAYKTa NONHOCTHIO
COOTBETCTBYIOT TpeboBannaM Haanexawe# nponssoacteeHHoi npaktuku (GMP) EC, a taoke (B npenenax EC)
TpefoBaHuAM, yKa3aHHBIM B PErHCTPatMOHHOM YROCTOBEPEHHMH CTPaHbI-HMIIOPTEPA

YTBEPXOEHO K BbINYCKY

MecTo npoH3IBOACTBA H KOHTPOIA KAYECTBA:
«3eHTHBA K.C.» (o(HUHANBHLLH NpaBonpeeMHuK «JenTrBa a.c.» ¢ 01.01.2009)  Ten: +420 267 241 111
¥ kabenosHuel 130, 102 37, Ilpara 10, MDonuu Mexonymnet, Yewckas PecniyGnuka dakc: +420 267 243 627
Jluuensna Ha npoussonacTBo Ne 25473/2/INS/98 (nocaenHee miMenenne 107641/2018)
Ceprudukat GMP Ne coct. 105698/2014, 79633/2016, 22684/2017

OdobpeHo creyuanucmom omoena KOKMPOIA kauecmea «Jenmusa x. c.»
INlagka Nnbywe 28-11-2018

Crpanuna 2 3 2 Hata nevarn: 28.11.2018




ZSNTIVA

Manufacturer batch certificate No. 4685

Name of product Penester ®
Product number  11009390_ 0001 Batch LIMS HV 1378759
Batch number 3331018 Sample HV 4987566
Strength 5 MG
Dasage form film-coated tablets Batch LIMS MZP 1376808
Package size 90 tbl flm Sample MZP 4979157
l;;cktjge lyped BLI6 X 15 Released quantity 16 793 PACKS
anufacture date 18.10.2018 ; ;

Expiry date 30.09.2021 Importing country  Russia
Specification LS-000133-120511
Marketing atithorisation 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 array) 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 |1 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) 4 min NMT 30 min

Dissolution test
Dissolution test

94 % Not less than 70 % {Q) of the label
claim at 30 minutes
Purity test
Individual identified impurity 02% NMT 0.3 %
any individual unidentified impurity <0.05 % NMT 0.1 %
total impurities 0.2 % NMT 0.6 %

Microbiological quality

Microbiological quality of non-aqueous
preparations for oraj use

total viable aerobic count 0 CFU/g NMT 10* CFU/g
Total combined yeast / moulds count 0 CFU/g NMT 10? CFU/g
; Ing. e Hladka T | ,
Approved by QP Zentiva, k.s. ng. Libu / SNTIVA ?&:}‘;&v 2,?" 20
yha 10
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ZSNTIVA

Manufacturer batch certificate No. 4685

Name of product Penester ®
Product number  11009390_ 0001 Batch LIMS HV 1378759
Batch number 3331018 Sample HV 4987566
Strength 5 MG
Dosage form film-coated tablets Batch LIMS MZP 1376808
Package size 90 tbl fim Sample MZP 4979157
Package type BLI6 X IS Released quantity 16793 PACKS
Manufacture date  18.10.2018 Importing countr Russi
Expiry date 30,09.2021 poriing Y ussta
Specification LS-000133-120511
Marketing authorisation No. LS - 000133
Absence of Escherichia coli complies absence (1 g)

Uniformity of dosage

units
content uniformity complies AV=150

Assay of finasteride in 1 film-coated tablet 4.8t mg 4.75mgto 525 mg

CONCLUSION : Conformity with specification.

[ 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) Tel: 4420 267 241 111
U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Repubtic Fax: +420 267 243 627
Manufacture Aulorization Number :25473/2/INS/98 ( last change 282125/2018)
GMP Certificate No.sukls 105698/2014, 79633/2016, 22684/2017

Yy Zentiva, €5
j Z@N ‘ lVA ; [¥] kabcla\ﬂ\? V30
Approved by QP Zentiva, k.s. Ing. Libufe Hladké4 % / . i i02 87 brate 10
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