NEKJIAPAITMSI O COOTBETCTBUM

JEKJIAPAHT, MPHHAMAIONIUH JEKJIAPAIIHIO O COOTBETCTBHH

AO "Canoghu Poccua"
| Caedenus o pezucmpayuu opeanusayuu: Mesicpationnan uncnexyun Gedepansoil Hanoz060u cayxcovr Ne 46 no
| 2 Mocxee 01.01.2008, OTPH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Aopec: 125009, 2. Mockaa, yn. Teepcras, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvrviii oupexmop Monoe O.A.

Hosepennoe nuyo: Cmenanos C.C., dogepennocms 6/n om 01.12.2017

3ASIBJSIET, UTO

Rexapcmesenroe cpeocmeo: Ilenecmep, mabnemxu noxpoimbvie nieHoHoU 0boroykol 5 Mz 15 wm., ynaxoexu
Avetixossie Konmyphvie (6), nauxu xapmonnvie, PY Ne JIC-000133 om 30.03.2010 (0ama 3amens 09.08.2017)
avioarno AO "Canogu Poccur”, cepus 3290419, napmus 16715 ynaxoeox, zo0ewn 0o 31.03.2022, npouzsodcmea
3enmuea x.c., Yeusckan Pecnybnuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni Mecholupy,
Czech Republic, koo OKIT[2 21.20.10.174, koo TH B3/ 3004390001, xowmpaxm Ne 250/40056192/F-2 om
20.10.2010, uneotic Ne 9085335909 om 05.06.2019

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

JEKJIAPALIHA ITPHHATA HA OCHOBAHHH
npomoxon ucnvimanuti Ne 15980 om 14.06.2019 HJT OO0 HI] "®APMOBOPOHA", ammecmam
axxkpedumayuu POCC RU.0001.21 /140, Cepmugpuxam POCC CZ. PM08.C42003 om 17.06.2019

% Crenatos C.C.
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CBEJEHUSA O PETHCTPAIIMHN

OPI'AH 10 CEPTHOHUKAIIUH, 3APETHCTPHPOBABIIHAN NEKJAPAITHIO

RA.RU. 1] ®MO08 OPTAH 110 CEPTH®HKAI[HH ITPONYKI[HH OBLIECTBO C OF'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH IIEHTP KOHTPOJIA KAYECTBA",

aopec opeanusayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, sm. 5, nom. 1, kom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, ya. Macmepxkosa, 0. 4, am. 5., men..(495)788-02-88, geb-
caum: oyxk.pg.

JAEKJAPALINS O COOTBETCTBHUMU 3APETHCTPHPOBAHA M POCC RU []-CZ.®M08.4.27129/19
JATA PETUCTPALIAM /7.06.2019
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LZENTIVA

A SANOF! COMPANY
Ceprudukar anannsa cepun Ne 1615
Haseanue npodyxma Tlenecrep®

Homep npooyxma ~ 11009390_0050 Cepua LIMS HV 1397835
Homep cepuu 3290419 OGpazey HV 5081864
Aosuposxa SMI Cepun LIMS MZT 1397108
Jlexapcmeennan TabneTkH, NOKpLITHIE
dopma TeH09HOM o6onoyxoi Obpasey MzP =)
90 TabneTok, NOKPHITEIX .
Pazmep ynaxosxu IneouHON 060n0TKOR Pazmep svmywennoti cepun 16 715 YIIAKOBOK

Tun ynaroesxu Bnncrep 6 X 15 Cmpana-umnopmep Pocenn

gama npo"iseoac’”“" 08.04.2019
ama UCHEIEHUR 41 3 noms
cpoxa 200Hocmuy

Creyugpuxayun JIC-000133-120511
Homep pezucmpayuonnozo Yoocmogepernus JIC-

000133
Hcnsimanue + \Pesyavmanmst Hopmer
Onncanne ) T
Onncanne COOTBETCTBYET Kpyrabie, ZBOAKOBRITYKIIEIE TaGNeTKi
CBETNO-)KENTONO UBETA, MOKPHITHIE
—= | TReHO4YHOH obonoukoll. + —— —=—""7
HoanmuHocTs
¢uuacrepun (BOKX) COOTBETCTRYET Bpems yrepxHBaHna OCHOBHOIO NIHKA Ha
APOMATOrPAMME HCHEITYEMOTO PACTEODPA
JOJDKHO COOTRETCTEOBATL BPEMEHEM
YAepKarusa OCHOBHOTO NHKa Ha
XPOMATOrpaMMe CTaHAAPTHOTO PACTBOpa
(huHacTeprna.
QDHHECTE]JHII (Y® xa guonnoit Ma'rpuue} COOTBETCTRYET Vo CNEKTP OCHOBHOTO MHKA Ha
XpOMATOTpaMMe HCTTEITYEMOTO PacTBopa
AOJDKEH COOTBTCTBOBaT: Y CHEKTPY
| OCHOBHOIO NMKA Ha XPOMATOTpaMMe
PpacTeopa CTaHaapTHoro o6pazua
rHacTepHaa
Cpemias macca TabneTok, NOKPLITHIX 0,134r 0,127-0,141r
nnerouno# obonouxoif
ORHOPORKOCTE MACCH TAGNETOK, NOKPBITHIX COOTBETCTRYET 18/20 Tabnerok — ke Gonee +7,5 %

TIeHo4HOH 060104KOH 2/20 Tabnerox — ne Gonee = 15 %

Pacnanaemocts (663 ncnoyssopanus 4 muH He Gonee 30 mun
JBHCKOR)
Pacteopenne
Pacteopenne
97 % He menee 70 % (Q) ot 3asenerHoOro
KONTHYeCTRA Yepe3 30 MHHYT
PoncTeenHEIe npuMech
Envmuynan vaeHTHHIMpoBaHHan 0,08 % He Bonee 0,3 %
NpHMECH
Jaobas enMHIYRan 0,05 % #e Gonee 0,1 %
HEHAEHTU(HIMPOBAHHAS NPHMECE
ofmee conepxanue npumeceit 0,13% He Gonee 0,6 %

Mukpobuonoruveckas yucToTa

Muxpobuonornueckas uncToTa
HEBOHEIX JICKAPCTBEHHDBIX NIPENAPATOR LN

Inprema BHYTpE

ofimee Yucno #u3HeCcTIOCOBHEX 0 KOE/r He 6onee 10' KOE/r
a3po6HLIX OPraHUIMOR
oflllee YHCNO APOAOKEBEIX H MAECHEBBIX 0 KOEr He Gonee 10" KOE/r
rpubos N -

Ymeepowoeno omdenom Sxy6 Marycux

KOoHMponR kavecmea «3enmusa, Monmice/

K.C.»

03-05-2019
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ZSNTIVA

A SANOF! COMPANY

Cepruduxar ananusa cepan Ne 1615
Hassarue npodyxma Tlenectep®

Homep npodyxma  11009390_0050 Cepun LIMS HV 1397835
Homep cepuu 3290419 Obpazey HV 5081864
Josuposxa 5Mr Cepus LIMS MZT 1397108
Jlexapcmeaennan TabneTKH, NOKpLIThIE
gopma IeHoY oM obonoukott Obpasey MZP LD
90 Tabnerok, NOKpITEIX .
Pasmep ynaxoexu T o Pazmep svinywennoii cepuu 16 715 YODAKOBOK
Tun ynaxoeru Brucrep6 X 15 Cmpana-umnopmep Pocens
Hama npouzsodcmea 08.04.2019

Hama ucmevenus 31.03.2022
CpoOKa 200HOCHY
Creyucburayun JIC-000133-120511

Howmep pezucmpayuonnozo ydocmosepenus JIC-
000133

Orcyrcreue Escherichia coli COOTBETCTBYET OTCYTCTBHEB I T
OnxoponHocTs DO3HPOBAHHA

NO comepXaHnIo

_ gg:gs;g:m A03HpOBAHHUA (N0 ) _ COOTBETCTBYET AV <150
KonmyecteeHnoe onpenenenne
dunacrepuna 8 1 Tabnerke, nokpriroh 4,92 Mr 4,75-5,25 Mr
naeHovHol obonovkoit

3AKNMIOYEHUE: CooTBeTcTBYeT TpeSobanusam cnenndueca .

Hacroamym nonrsepiaaio, uto Bce cTannu npowseoacTsa nanHol CEPHH rOTOBOTO NPOAYKTA HONHOCTHIO
COOTBETCTBYIOT TpeboBanusM Hamnexanielt nponsBoacTBeHHOMN npakraxn (GMP) EC, a taxxke (8 npenenax EC)
TpeGOBAHKAM, Yka3aHHBIM B PerucTpanionsom YAOCTOBEPEHHH CTPaHLI-UMITOpTEpA

YTBEPXOEHO K BbINYCKY
MecTo nmpon3BOACTBA W KOHTPOJIS KadecTBa:
«3eHTHBa K.c.» (OPHIMANBHENA NPEeMHMK «3eHTHBA 4.0.5 ¢ 1.1.2009) Ten: +420 267 241 111
V Ka6enoeunr 130, 102 37, Ipara 10, Jomehu Mexonynel, Yemckan Pake: +420 267 243
Pecrrybmuxa 627

Howmep peructpaunonnoro ynocroseperus: 25473/2/INS/98 (nocnennee n3menenue 362210/2017)
Cepruduxar GMP Ne 105698/2014, 79633/2016, 22684/2017
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Ymeepocoeno omoenom Sxy6 Matycuk 102 )
KOHmMpoAs kavecmea «3enmusa, Monnucs/ By
K.C.»
03-05-2019
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LENTIVA

Manufacturer batch certificate No. 1615

Name of product Penester ®
Product number 11009390_ 0050 Bateh LIMS HY 1397835
Baich number 3290419 Samp!e HY 5081864
Strength SMG
Do.mge  form film-coated tablets Bateh LIMS MZP 1397108
Package size 90 tbl fim Sample MZP 5077969
Package type BLI6X 15 Released quantity 16 715 PACKS
Manufacture date  08,04.2019 . .
Expiry date 31.03.2022 Importing country  Russia
Specification L5-000133-120511
Marketing authorisation No. LS - 000133
Tesr Results Limits
Appearance N P — =
Appearance complies round, biconvex film-coated tablets
light yellow colour
Edentification
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 0.134¢ 0.127gto 0.141 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
97 % Not less than 70 % (Q) of the label
claim at 30 minutes
Purity test
Individual identified impurity 0.08 % NMT 03 %
any individual unidentified impurity 0.05 % NMT 0.1 %
total impurities 0.13% NMT 0.6 %
Microbiologica) 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 0CFU/g NMT {0® CFU/g
v ¢ TR,
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ZEGNTIVA

Manufacturer batch certificate No. 1615

Name of product Penester ®

Product number  11009390_ 0050 Batch LIMS HV 1397835
Batch mumber 3290419 Sample HV 5081864
Sirength SMG P

Dosage form film-coated tablets Batch LIMS MZP 1397108
Package size 90 tbl fim Sample MZP 5077969
Package type BLI6X 15 Released quantity 16 715 PACKS
Manufacture date  08.04.2019 . .

Expiry date 31.03.2022 Importing country  Russia
Specification LS-000133-120511

Marketing authorisation No. LS - 000133

Absence of Escherichia coli complies absence (1 g)
Uniformity of dosage
-1-units - - - = LRI, DR
content uniformity complies AV<I50
Assay of finasteride in 1 film-coated tablet 4.92mg 475 mg 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) Tel: 4420267 241 111
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 Cenificate No.sukls 105698/2014, 7963372016, 22684/2017

Jakub Matugik 93 -55- 7019

Approved by QP Zentiva, k.s. % : g Z
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