ZeNTIVA

A SANOFI COMPANY
CeprudukaTt aHajamza cepuu Ne 4504

Hazsanue npodykma Tlenectep®

Homep npodyxma 11009390 0050 Cepus LIMS HV 1425206
Homep cepuu 3511019 Obpazey HV 5213692
Hozuposka 5MI Cepun LIMS MZT 1424431
Jlexapcmeennas TabnerkH, NOKPbITHIE Obpasey MZP 5207319
dopma nneHouHoi obonoukoit

90 TabneTok, MOKPBITBIX
nneHouHoli oGonoykoi
Tun ynaxosxu Bnuctep 6 X 15 Cmpana-urinopmep Poccua
Hama npoussodcmea 10.10.2019

Aama ucmevenus 4 6 5455
cpoKa zo0HOCHU

Creyuguxayus JIC-000133-120511
Homep pezucmpanuonnozo ydocmogepenua JIC-000133

Paszsep ynaxosku Pazmep eeinyiygennoil cepuu 16 473 YIIAKOBOK

[Hensimanne Pezpasmamst Hopmor
OnucaHue
Onucanue COOTBETCTBYET TAbNETKH KPYIJIBIE JBOAKOBBINYKIIBIC

CBETNO-)KENTOrO UBETA, MOKPHIThIE
nneHouHOH 060104KO#H
[MoanunHOCTL
duuacTepua (BOXKX) COOTBETCTBYET Bpems ynepiHBaHus OCHOBHOTO NHXa Ha
XPOMATOTPaMMe HCMLITYEMOTO PacTBopa
JOMKHO COBMAAATE C BPEMEHEM YIepHaRUsA
OCHOBHOIO MHKA Ha XpOMaTorpaMme
CTAHAAPTHOrO pacTeopa $puHacTepyaa.
¢puHacTepha (YD Ha aHOAHOH MaTpuLe) COOTBETCTBYET VO cnekTp 0CHOBHOTO NHKA HA
XPOMATOTPAMME HCTIBITYEMOTO PacTBOPa
JOMKEH COBNAAATh ¢ Y P CNeKkTpoM
OCHOBHOTO MHK# HA XPOMATOrpaMme
CTAHOAPTHOTO PAcTBOPA (uHacTepHAa.

cpenHas Macca TabneTok, NOKPBITEIX 0,135 0,127-0,141r
naenouHoi obonoukoi
OnpHOpOOHOCTL Macesl TabNEeTOK, NOKPBITBIX COOTBETCTBYET 18/20 Tabnetok — He Gonee + 7,5 %
TuieHouHOH obooukok 2/20 Tabnetox — He Gonee + 15 %
Pacnagaemocts (€3 UCNONB30BAHNS 3 MHH ne 6onee 30 MuH
INCKOB)
PacTBopeHue

PactBopeHne

93 % He menee 70 % (Q) oT 3asBNeHHOro

KonuuecTsa uyepes 30 MUHYT
PoncTeenHbie npHMeECH

€AHHHYHAR WASHTHPHUNPOBAHHAA 0,05 % He Gonee 0,3 %
NpHMECh

mobas e AMHHYHASA 0,05 % He Bonee 0,1 %
HEHAEHTU(HLUMPOBaHHAR TIPUMECH

oflee comepxaHue npumecei 0,10 % He Gonee 0,6 %

MukpobuonorHueckas YucToTa

Mukpobuonornueckas YHcToTa
HEBOIHLIX IEKAPCTBEHHBIX NMPENAPaToR Ana
NpHEMa BHYTPb

o0LIee WHCHO KH3HecnocOBHBIX 0 KOE/r ue Gonee 10° KOE/r

a3po0HEIX OPraHH3MOoB ‘
oblee YHCNO APOHIKEBLIX H TINECHEBBIX 0 KOE/T He Gonee 10 KOE/T j3
rpudoB :

Ortcytereue Escherichia coli COOTBETCTBYET orcytctene s 1 r

Odobpeno Vnornomovuennvim nutjom «3enmuaa k. c.» Aky® Matycuk
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ZeNTIVA

A SANOF| COMPANY
Ceprudukat ananm3za cepun Ne 4504

Hazeanue npodyxkma Tlenectep®

Hoxep npodykma 11009390_0050 Cepun LIMS HV 1425206
Hoxep cepuu 3511019 Ob6paszey HV 5213692
Hozuposra SMIC Cepus LIMS MZT 1424431
Jexapcmeennas TabneTKH, NOKPLITEIE Obpasey MZP 5207319
dhopma nneHouHoi obonoukoii

90 TabneTok, MOKPBITHIX

naeHouHoii oGonoukoii

Tun ynaxosru Baucrep 6 X 15 Cmpana-usnopmep Poccua
ama npouzsooCcmad

AL 30.10.2019

ﬂ(l"iﬂ' HCMEYEH A 30.09.2022
cpoKa 200HGCHIH

Cheyugbuxanun JIC-000133-120511
Houmep pezucmpanuonnozo yoocmoagepenus JIC-000133

Pazvep ynacoeru Pasyep auinyuyennacii cepuu 16 473 YITAKOBOK

OﬂHOpOﬂHOCTb ADO3HpoBaHiA
no copepkaHHo
OJIHCPOOHOCTL AO3HPOBAHHE NO

CONEPHAHNIO COOTBETCTBYET AV <150
KonnuecTeeHHOE onpeaenetue
tpunacrepuna B | Tabnetke, NokphiTOif 4,87 mr 4,75 5,25 mr

nAeHOUHOH 060104 KOI

JAKJMHOYEHHE: CooTeeTcTBYeT TpeboBanMam criemiaduKauH,

HacTosum noarsepxaato, To BCE CTARHH NPONIBOACTBA AAHHOI CEpUH FOTOBOrO MPOAYKTA NGIHOCTHIO
cooTBETCTBYIOT TpeQorannam Haunexaweil nponsposcTeenHoi npakthkd (GMP) EC, a takxke (B npenerax EC)
TpeboBaHWsM, YKa3aHHBIM B PerucTpauioHHOM yAOCTOBEPEHHH CTPaHBI-BMNOPTEPa

YTBEPKAEHO K BbINNYCKY

MecTo NPON3BOACTBA H KOHTPOJS KAYECTBA:
«3enTiBa k.c.» (odprunansibtii npaponpeemMunk «3entusa a.c.» ¢ 01.01.2009)  Ten: +420 267 241 111
¥ kabenorHet 130, 102 37, Tpara 10, Jonuu Mexonyner, Yewckasn PecnyGnnka daxc: +420 267 243 627
JIHuen3ua Ha npoussoacteo Ne 25473/2/INS/98 (nocnenmee nimeHeHne 352900/2018)

Ceptdurar GMP Ne coct. 254516/2017, 342333/2018, 3529002018
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ZENTIVA

Manufacturer batch certificate No. 4504

Name of product Penester ®
Product number  11009390_ 0050
Batch number 3511019

Strength 5 MG

Dosage form film-coated tablets
Package size 90 tbl flm
Package type BLI6 X 15
Manufacture date  30.10.2019

Expiry date 30.09.2022
Specification LS-000133-120511

Marketing anthorisation No. 1.8 -000133

Batch LIMS HV 1425206
Sample HV 5213692
Batch LIMS MZP 1424431
Sample MZP 5207319

Released quantity 16 473 PACKS
Importing country  Russta

Test Results Limits
Appearance
Appearance complies round, biconvex film-coated tablets
light yellow colour
{dentification
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
soltion 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 0.135g 0.127gto0.141 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
93 % Not less than 70 % (Q) of the tabel
claim at 30 minutes
Purity test
Individual identified impurity 0.05 % NMT0.3%
any individual unidentified impurity 0.05% NMT 0.1 %
total impurities 0.10 % NMT 0.6 %
Microbiological quality
Microbiological quality of non-agueous
preparations for oral use
total viable aerobic count 0 CFU/g NMT 10° CFU/g
Total combined yeast / moulds count 0 CFU/g
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ZSNTIVA

Manufacturer batch certificate No. 4504

Name of product Penester ®
Product number  11009390_ 0050
Batch number 3511019

Strength 5 MG

Dosage form film-coated tablets
Package size 90 tbl flm
Package type BLI6 X 15
Manmufacture date 30.10.2019

Expiry date 30.09.2022
Specification L.5-000133-120511

Marketing authorisation No. LS - 000133

Batch LIMS HV
Sample HV

Batch LIMS MZP
Sample MZP
Released quantity
Importing country

1425206
5213692

1424431
5207319

16 473 PACKS
Russia

Absence of Escherichia coli complies
Uniformity of dosage
units
content uniformity compties
Assay of finasteride in 1 film-coated tablet 4.87 mg

absence (I g)

AV <150
475 mgto 5.25mg

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 Awtorization Number :25473/2/INS/98 { last change 352900/2018)

GMP Centificate No.sukls 254516/2017, 342333/2018, 352500/2018

Jakub Matugik

Approved by QP Zentiva, k.s. ; ;‘_ f
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