ZCNTIVA

A SANOF| COMPANY

CepTuduxar anaanza cepun Ne 4505

Hazeanue npodykma llenectep®

¢unacTepun (Y Ha nHoaHo# MaTpHLe)

CpemHAA Macca TabneTok, NOKPBITHIX
njIeHouHoi obonoukofi

OAHOPOAHOCTE MACCh! TAONIETOK, NOKPLITBIX
TUTeHoYHo# obonoukofi

| Pacnanaemoctsb (63 MCTIO/IB30BAHUA
AHCKOB)
Pacteopenne

Pacteopenue

PoacTeenuble npHMecH
eAMHUYHAA UIeHTHHLMPOBAHHAN
nNpHUMech
nobas eAUHHU4HANA
HEWACHTHOHLUHPOBAHHAA IPUMECH
obiuee coaepxanue npuMeceti
MukpoOHonoruieckas HHeToTa
Muxkpobronoruyeckas udcToTa
[HEeBOAHBIX NEKAPCTBEHHLIX TIPENapaTorR s
MPHEMA BHYTPE
of1uee WHCNO XKHIHECTOCOGHBIX
2a3po0HEBIX OpraHH3MOoB
obilee HHCIIO APOACKEBBIX H MJIECHEBBIX
rpubos

Homep npodykma 11009389 0050 Cepun LIMS HV 1425207

Honmep cepuu 3521019 Obpazey HV 5213696

Hozuposxa 5MI Cepus LIMS MZT 1424432
Jexapemeennan TabAeTKH, NOKPLITEIE

dopma mneHouHo obonoukoii G ZEL ez

30 TabneTok, NOKPHITBIX N

Pazvep ynaxoexu CHOUHON 0BOI0 KOl Pazvep sutnyufennoti cepuu 49 421 YITAKOBOK
Tun ynaxosxu Bnucrep 2 X 15 Cmpana-umnopmep Poccua

fama ocactenss 3010201

30.09.2022

cpoka 200HOCHU

Cneyudhuxayun JIC-000133-120511

Howmep pezucmpayuonnozo ydocmogepenusn JIC-000133
Henvimanue 23y RbMAnmsl Hopmsi

Onncanne

Onucanne COOTBETCTBYET TabMeTKN Kpyribie NBOAKOBLINYKIbIE
CBET/IQ-XKENTOrO 1BETA, MOKPLITHIE
naeHoYHoi obonoukoit
[MoanuHHOCTL
tunactepna (BIXKX) COOTBETCTBYET BpeMs yaepHBaHHA OCHOBHOIO NHKA Ha

0,136 ¢ 0,127-0,141 r
COOTBETCTBYET 18/20 Tafnetok -— He Gonee + 7,5 %
2/20 Tabnetok — He Gonee = 15 %
3 Mun He 6onee 30 MHH
97 % He menee 70 % (Q) ot 3assnexHoroe

0,05 % He Gonee 0,3 %
0,05 % He Gonee 0,1 %
0,10 % He Gonee 0,6 %

0 KOET ne Gonee 10° KOE/r
0 KOET He Gonee 10> KOE/r )ﬂﬂ%‘Q

XpOoMaTorpaMMe HCNBITYEMOro pacTBopa
AO/IHO COBNANATH C BPEMEHEM YAEPIKAHUA
OCHOBHOI'0O NKHKA HA XpoMaTorpaMme
CTaHOapTHOTO pacTeopa ruHaCTepHAaA.
COOTBETCTBYET Y& cnekTp 0OCHOBHOTO MHKA Ha
XpoMaTorpaMme HCMLITYEMOTO pacTsopa
NoMmKEeH coBnaaats ¢ Y@ cnexrpom
OCHOEHOTO MHKA HA XpoMaTorpaMme
CTaHAapTHOro pacTeopa pHHacTepHaa.

KOAHYECTRA uepes 30 MUHYT

Otcyrersue Escherichia coli

BT e L
COOTBETCTBYET otcytcTBHe B I r o7 o'b A,
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ZCeNTIVA

A SANOFI COMPANY
CepTidukar anananza cepuu Ne 4505

Hazeanue npodykma Tlenectep®

Howmep npodyxma  11009389_0050 Cepun LIMS HV 1425207
Homep cepuu 3521019 Obpazey HV 5213696
Hozuposra SMr Cepua LIMS MZT 1424432
Jlexapcmeennas TaONETKH, NOKPLITEIE Obpasey MZP 5207321
dopaa nneHouHoit obonoyxkoi

30 rabneTok, MOKPbITHIX
nnexnouHoil obonoyko
Tun ynaxoexu Bnncrep 2 X 15 Cmpana-usmnopmep PoccHa
Hama npoussoocmesa 30.10.2019

ﬂama HemeveHun 30.09.2022
cpoKa 200HoCmHU

Creyugpuxayus JIC-000133-120511
Hovep pezucmpayuonnozo ydocmosepenua JIC-000133

Pazsep ynaxosxu Pazvep auinyiyennoil cepuu 49 421 YITAKOBOK

OaHOPOIHOCTL A03HPOBAHHA
N0 COOEPKaHHID
OOHOPOOHOCTbE JO3UPOBaHKA MO

COnCPHARHIO COOTBETCTBYET AV <150
KonuuecTeeHHOE OnpeaencHye
thunacTepuaa B 1 Tabnerke, NOKPBITOH 4,98 mMr 4,75-5,25 mr

NAeHOYHOH 0BoNoUKoH

3AKJNHOYEHHE: CooreeTcTRYeT TPeGOBAHHAM CHEUHDHKALHM.

Hacrosiunm noaTeepxaar0, YTo BCe CTAAHH NPON3BOACTBA AAHHOH CEPHH rOTOBONO NPOLYKTA NOJHOCTLIO
COOTEETCTRYIOT TpeborannaM Hannexaweil nponzeoacTee HHOM npakTukH (GMP) EC, a Takxe (B npepenax EC)
TpeDOBaHNAM, YKa3aHHBIM B PErHCTpPalHOHHOM YIOCTOBEPEHHH CTPaHbl-IMNOpPTEPa

YTBEPXAEHO K BbINMYCKY

MecTo npoH3BOACTBA H KOHTPOJISt KAYECTBA:
«3enTHRa K.c.» (odHuHanbHLI MpaBonpeeMHKK «3eHTrea a.c.» ¢ 01.01.2009)  Ten: +420 267 241 111
Y kabenonuw 130, 102 37, [Npara 10, Jonuu Mexonynet, Yemckas PecnyGnuka dakc: +420 267 243 627
Juuensus va npouszsoacteo Ne 25473/2/INS/98 (nocnenvee uamenenve 352900/2018)

Cepruduxar GMP Ne coct. 254516/2017, 342333/2018, 352900/2018

Ooobpeno Ynoanomovuennoim auyom «3enmuea k. ¢.» Axyb MaTycuk B \g 9: i
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ZSNTIVA

Manufacturer batch certificate No. 4505

Name of product Penester ®

Product number  11009389_ 0050 Batch LIMS HV 1425207
Batch number 3521019 Sample HV 5213696
Strength 5 MG
Dosage form film-coated tablets Batch LIMS MZP 1424432
Package size 30 tbl flm Sample MZP 5207321
Package ryped BLI2X I5 Released quantity 49421 PACKS
et O L
Specification LS-000133-120511
Marketing authorisation No. LS - 000132
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 1o the
UV spectrum of the principal peak on
the chromatogram of the finasteride
standard sample solution.
average mass of 1 coated tablet 0.136g 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
97 % Not less than 70 % (Q) of the label
claim at 30 minutes
Purity test
Individual identified impurity 0.05% NMT 0.3 %
any individual unidentified impurity 0.05% NMT0.1%
total impurities 0.10% NMT 0.6 %
Microbiclogical quality
Microbiological quality of non-aqueous
preparations for oral use
total viable aerabic count 0 CFU/g /NMI 10 CFU/g
Total combined yeast / moulds count 0CFUg /'f IS[M»T‘I?,J’ 'CFU/g
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ZSNTIVA

Manufacturer batch certificate No. 4505

Name of product Penester ®

Product number  11009389_ 0050 Batch LIMS HV 1425207
Batch number 3521019 Sample HV 5213696
Strength SMG

Dosage form film-coated tablets Batch LIMS MZP 1424432
Package size 30 tbl flm Sample MZP 5207321
Package type BLI2X 15 Released quantity 49421 PACKS
Manufacture date  30.10.2019 Importing countr Russi
Expiry date 30.09.2022 poriing counlry  Russia
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 498 mg 4.75mgto 5.25 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) Tel: +420 267 241 111
U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic Fax: +420 267 243 627

Manufaclure Autorization Number :25473/2/INS/98 ( last change 352900/2018)
GMP Certificate No.sukls 254516/2017, 342333/2018, 352900/2018
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