AEKJIAPAIIUSI O COOTBETCTBUA

JEKJAPAHT, IPHHAMAIOINHAN JEKJIAPAITMIO O COOTBETCTBUH
AO "Canogpu Poccus”
Csedenusn o peaucmpayuu opzanusayuu: Mexcpaiionnan uncnexyus Qedepanvroli nanozoeoi cayxcst Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, oama npucsoenus OI'PH 19.08.2002,
Adpec: 125009, 2. Mockea, yn. Teepckasn, 0. 22, Tenechon/parc: 8 (495) 721-14-00/ 721-14-11
B nuye: I'enepansnwiii dupexmop Monic O.A.
Hosepennoe nuyo: Cmenanos C.C., dosepennocms 6/n om 01.12.2017

3AABJSIET, UTO

nexapcmeennoe cpedcmeo. Ilenecmep, matnemxu noxpeimyie naenownoi obonrouxodi 5 mz 15 wm., ynaxoexu

Avelikoevie konmyprwie (6), nauxu xapmonnvie, PY Ne JIC-000133 om 30.03.2010 (dama samenwr 09.08.2017)

gvi0ario AQ "Canoghu Poccun”, cepun 3220319, napmus 16033 ynaxoeox, z00en 0o 28.02.2022, npouseodcmsa

3enmusa x.c., Jewcxan Pecnybnuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni Mecholupy,

Czech Republic, koo OKIT/[]2 21.20.10.174, xod TH B3] 3004390001, xonmpaxm Ne 250/40056192/F-2 om
20.10.2010, uneoiic Ne 9085329856 om 10.04.2019

COOTBETCTBYET TPEEOBAHHSIM

JIC-000133-120511 uam. No 1-6

JAEKJAPAITASA ITPHHATA HA OCHOBAHHHA

npomoxonr ucheimanuii Ne 11360 om 19.04.2019 HJT 000 HI[ "®APMOECPOHA", ammecmam
axxpecumayuu POCC RU.0001.21 ®J140, Cepmugpuxam POCC CZ.GM08.C38670 om 19.04.2019

ATHS AEKJIAPALAY /9.04.2019
ARENCTBUTENLHA O 28.02.2022

>
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CBEJAEHHS O PETUCTPAIIMA

OPTAH IO CEPTHOHKAIIAH, 3APETHCTPMPOBA BN AL JEKJIAPAITHIO

RA.RU. 11 ®MO8 OPIAH ITO CEPTHOHKALHH IIPOOVKITHH OBH{ECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH LIEHTP KOHTPOJII KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxoea, 9. 4, sm. 5, nom. I, kom. 1, adpec opzana no
cepmugpurayuu; 115280, POCCHA, 20pod Mocxea, yn. Macmepxoea, 9. 4, am. 5., men.:(495)788-02-88, eeb-
caiim: oyxx.pg.

JAEKJIAP, O COOTBETCTBHH 3APETNCTPUPOBAHA X POCC RU J-CZ.DM08.A.22109/19

Hunenxo HU.B.
Pyrosogurens QC




ZeNTIVA

A SANOF) COMPANY
Cepruduxar ananunsa cepun Ne 1279

Hazsanue npodykma TleHectep®

Homep npodyxma 11009390_0050 Cepun LIMS HV 1394818
Homep cepuu 3220319 Obpaszey HV 5066832
Hosuposxa SMI’ Cepus LIMS MZT 1394327
fexapcmeennan TaGneTKY, MOKPLITHIE

dopma naeHoyHoH ofonovxoli Lo TR SRl

90 TabneToK, NOKPBITHIX
naeHo4yHoli obonoyxoii
Tun ynaxosxu Bnucrep 6 X 15 Cmpana-umnopmep Poccus
a A,
o poces0cnss 15019
28.02.2022
CPOKA 200HOCMU
Cneyuguxayun JIC-000133-120511
Homep pezucmpayuonnozo yoocmogepenus JIC-

Pamep ynaxoeru Pasmep avinyugennoii cepun 16 033 YITAKOBOK

000133
(Hensimanue Pe3pabntamet Hopmoi
Onncanue
Onucanne COOTBETCTRYET Kpyrible, NBORKOBBIMYKIbIE TAGNETKH
CBETNO-XKEITOTC LBETA, MOKPHIThIE
TUTEHO4HOH 060nouKO#H.
[MoanuusocTs
tunacrepun (B3XKX) COOTBETCTBYET Bpems yAep:kHBAHHA OCHOBHOIO MHKA Ha
XPOMAaTOrpaMMe HCMALITYEMOro pacTeopa
IOMKHO COOTBETCTBOBATh BPEMCEHEM
yAepaHHA OCHOBHOIO NHKA HA
XpoMaTorpaMMe CTaHAAPTHOTO pacTBopa
¢uHacTepuaa.
¢drHacTepua (Y® Ha guonHol Matpuue) COOTBETCTBYET Y@ cnekTp OCHOBHOTO MHKa Ha
XpoMaTOrpaMMe HCHBITYEMOro pacTBopa
JomkeH COOTBTCTBOBATL Y& cnekTpy
OCHOBHOTO MHKA HA XPOMaTorpaMme
pacTeopa cTaHZapTHoro obpa3ua
(puHacTepuaa.
Cpentiaa macca TabneTok, NOKPLITHIX 0,134r 0,127-0,141 r
MNEHOYHOM 000NMoUKo#Hi
OHHOPORHOCTB Maccel Tabnerok, MOKPLITBIX COOTBETCTBYET 18/20 TabneTtok — He Oonee + 7'5 o
AnexouHoH oGonoukod 2/20 Tabnetox — we Gonee = 15 %
Pacnagaemocth (0e3 HCNONB3OBARHA 4 mun He Bonee 30 muu
AHCKOR)
PacteropeHue
PactBopenne
98 % He menee 70 % (Q) oT 3asBneHHOro

xonuyecTBa yepes 30 MUHYT
PoncTeeHnbie npHMECH

Eaunuunas vzeHTHHUHPOBaHHAA 0,07 % He Gonee 0,3 %
NpHMEChH

NobanA enUHUYHAS <0,05 % He Gonee 0,1 %
HeHAeHTHPHUMPOBAHHAT NpHMECh

ofLee conepicanne npHmeceii 0,07 % He bonee 0,6 %

Mukpobuonornyeckas 4uctoTa

Mukpofxonoruyeckas 4acToTa
HEBOHBIX IEKAPCTBEHHBIX TIPENApATOB AN
MPHEMA BHYTPb

ofiiee YHCNO KHUIHECTIOCOOHBIX 0 KOE/r e Gonee 10' KOE/r

a3pOBHBIX OPTAHHIMOB

obiiee YMCA0 APONOKEBLIX U IUIECHEBLIX 0 KOE/r e Bonee 10' KOE/r

rpubos
Ymeepoicoeno omoenom Wmnk. Jlapka JIuGywe /Tloanncy/  Z@GNTIVA I«<3e.6:maa. :c.;:;a 3:02
KOHMPOAR Kawecmaa «3eHmusa, 3;' n:::: ';'0 JlonkHu
K.C.» Mexonynss
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ZeNTIVA

A SANOFI COMPANY

Ceprudxar anamsa cepun Ne 1279

Hazeanve npodyxma Ilenectep®

OnHOpPOAHOCTE AO3UPOBAHUA

N0 COAEIKAHMIO

OIHOPOAHOCTE AO3HPOBAHHA (MO
COoAepIKaHUIO)

KonuuecreeHHoe onpeacneHHe
¢nHacTepuna B 1 TabneTke, NoKpbIToOL
nneHo4 e obooykoit

Howmep npodykma  11009390_0050 Cepun LIMS HV 1394818
Howep cepuu 3220319 Obpazey HV 5066882
Hozupoaxa 5MI’ Cepua LIMS MZT 1394327
Jlexapcmeennas TabneTKH, MOKPLITLIE Obpasey MZP 5064496
dopma nneHouHoii obonoukoii
Pazvep ynaxosxu 2 Taﬁne'r?lc, TOKPEITBIX Pazvep swinyujennoli cepuu 16 033 YITAKOBOK
nAeHoYHo# obonoukofi

Tun ynaxosxu baucrep 6 X 15 Cmpana-uvnopmep Pocenn
ﬁ;’z" "P"“ff‘e"";m‘“’ 15.03.2019

AUCMENEHIA g 02,2022
CPOKaA 200HOCMN
Creyugpuxayus JIC-000133-120511
Homep pezucmpayuonnozo yoocmoeepenusn JIC-
000133
Orcyrereue Escherichia coli COOTBETCTBYET oTcyTcTBHE B 1 P

COOTBETCTBYET AV =150

4,98 Mr 4,75-5,25 mr

3AKJIIOYEHHE: CooTBeTcTBYET TpeGoBaHHAM cenHPHKALHM.

Hacrosium noxTeepxaato, YTo Bee CTANMH NPOH3BOACTBA NaHHOH CEPMM OTOBOTO NPOAYKTA NOMHOCTLIO
cooTeTCTBYIOT TpeGoBannaM Haanexawed npouspoacTseHHoi npakTuky (GMP) EC, a Takxe (B npenenax EC)
TpeGoBaHUAM, yKa3aHHBIM B PErHCTPaLUMOHHOM YIOCTOBEpEHHH CTPaHbI-HMNOpTEpa

YTBEPXAEHO K BbINYCKY

MecTo NpoH3BOACTEA H KOHTPO.NIA KavecTpa:

«3eHTHBA K.C.» (OQHUMANbHBIH NpeeMHHK «3eHTHBa a.c.» ¢ 1.1.2009)
V Kabenosusi 130, 102 37, INMpara 10, Moasku Mexonynnl, Yeurckas

PecyGnrka

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

Homep perucrtpaupontoro yaocropepenus: 25473/2/INS/98 (nocneanee namenenue 362210/2017)
Ceprudukar GMP Ne 105698/2014, 79633/2016, 22684/2017

Ymeepcoeno omoenom Hux. Jlagka Jlubywe /Tloanucs/

KOHMPOAA Kawecmsa «3enmuaa,
K.C.»

05-04-2019  Crpannua 2 n3 2

Crpannua 2 u3 2

ZGNTIVA | «3entnea, k.co ¥

i Kabenoenst 130 102
37 Mpara 10 Jonstn
Mexonynst

Pacneuarano: 5.4.2019




ZSNTIVA

Manufacturer batch certificate No. 1279

Name of product Penester ®

Product number 11009390_ 0050 Batch LIMS HV 1394818

Batch number 3220319 Sample HV 5066882

Strength 5 MG

Dosage form film-coated tablets Batch LIMS MZP 1394327

Package size 90 tbl flm Sample MZP 5064496

Lackage lyped B;..:)6 X1s Released quantity 16 033 PACKS
t 15.03.201 . .

Ex‘:za;;: € dafe 28052 02; Importing country  Russia

Specification L5-000133-120511

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 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 | coated tablet 0.134g 0.127gt00.141 g

Uniformity of mass of film-coated tablets complies 18/20 tablcts — not more than £ 7.5 %
2/20 tablets — not more than + 15 %

Disintegration (without discs) 4 min NMT 30 min

Dissolution test
Dissolution test

98 % Not less than 70 % (Q) of the labe]
claim at 30 minutes
Purity test
Individual identified impurity 0.07 % NMT 0.3 %
any individual unidentified impurity <0.05 % NMT 0.1 %
total impurities 0.07% NMT 0.6 %

Microbiolegical quality

Microbiological quality of non-aqueous
preparations for oral use

total viable acrobic count 0 CFU/g NMT 1¢° CFU/g
Total combined yeast / moulds count 0CFU/g NMT 10 CFU/g
Approved by QP Zentiva, ks. / LENTIVA ‘ ﬁ:,:',‘,{:;;,ﬁ;’-m
Ing. Libue Hladks | J Dot Mécholupy
Page10f2 Prin& 54,2019 50
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ZeNTIVA

Manufacturer batch certificate No. 1279

Name of product Penester ®

Product number  11009390_ 0050 Batch LIMS HV 1394818

Batch number 3220319 Sample HV 5066882
Strength 5 MG

Dosage form film-coated tablets Batch LIMS MZP 1394327
Package size 90 tbl fim Sample MZP 5064496
Package type BLI6 X 15 Released quantity 16033 PACKS
Manufacture date 15.03.2019 Importi { Russi

Expiry date 28.02.2022 porting couniry  Russia
Specification L8-000133-120511

Marketing authorisation No. LS - 000133

Absence of Escherichia coli complies absence (1 g)
Untformity of dosage
units
content uniformity complies AVEZLs0
Assay of finasteride in | film-coated tablet 498 mg 475 mgto 525 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 11t
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 282125/2018)
GMP Certificate Nosukls 105698/2014, 79633/2016, 22684/2017

y i
Approved by QP Zentiva, ks. . 7 i Zantvn, ks
i Ing. Libude Hiadks /7 ZENTIVA ?a'z‘”l’:‘?fa’}fa'iﬁ

) i Doinl Mécholupy
05 -04- 2019 Page 2 of 2 Print: 5.4.2019



