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Ceprudukar ananusza cepun Ne 2663

Haszeanue npooykma Tlenectep®

Jlama npouszeoocmea
Hama ucmeuenus
cpoxa 200HOCHU
Cneyugpuxayus

30.04.2020
31.03.2023

JIC-000133-120511

Howmep pecucmpayuonnozo yoocmosepenus JIC-000133

Howmep npooyxma 11009390 0050 Cepusa LIMS HV 1451475

Homep cepuu 3230420 Obpaszey HV 5339569

Jlozupoexa 5MI’ Cepus LIMS MZT 1448544

Jlexapcmeennas TabeTKy, TIOKpBITEIE Obpasey MZP 5324439

Gopma TUICHOYHOH 000J104KO0#

Pasmep ynarxosku 20 Ta6HeT9K’ TTOXPBITEIX Pasmep svinywennoii cepuu 16 392 YITAKOBOK
TUTEHOYHOH 000JI0UKOH

Tun ynaxosxu Bbmuctep 6 X 15 Cmpana-umnopmep Poccus

\Ucnoimanue \Pe3ynomamal Hopmut
Onucanue
Onucanune COOTBETCTBYCT TaOJIETKHU KPYTJIbIE IBOSIKOBBIITY KIIbIC
CBETJIO-)KEJITOTO I[BETA, TTOKPHITHIC
IJIEHOYHOM 000I04YKO0#
TlommuaHOCTH
¢unacrepuy (BIXKX) COOTBETCTBYET Bpems ynepKuBaHUs OCHOBHOTO MUKA HA
XpOMAaTorpaMme HUCIIBITYEeMOTO pacTBoOpa
JIOJDKHO COBIIA/IaTh C BPEMEHEM YJIepKaHUs
OCHOBHOTO ITHKa Ha XpOMaTorpaMme
CTaHJAPTHOTO pacTBOpa pUHACTEPHA.
(I)I/IHaCTepI/IZ[ (YCD Ha HHOHHOﬁ ManI/ILIB) COOTBETCTBYECT YO CIIEKTp OCHOBHOTO ITMKa Ha
XpOMAaTorpaMMe UCIIBLITYEMOTO pacTBopa
JIOJDKEH CcOoBIajaTh ¢ YD ciekTpom
OCHOBHOTO ITHKa Ha XpOMaTorpaMMme
CTaHJAPTHOTO pacTBOpa pUHACTEPHIA.
CpeIHsisl Macca TabJIETOK, TOKPBITHIX 0,133r 0,127-0,141r
IJIEHOYHOM 000I04YKO#
OI[HOpOI[HVOCTL Maccm“Ta6neT0K, MOKPBITHIX COOTBETCTBYET 18/20 tabnerox — He Gosee + 7,5 %
TIEHOYHOT 00010uKOMH 2/20 Tabnetox — He Gonee = 15 %
Pacnanmaemocts (0€3 UCIIOJIB30BaHUS 3 MuH He 6onee 30 MuH
JIUCKOB)
PactBOpenune
PactBopenue
96 % He menee 70 % (Q) oT 3asBICHHOTO
KonmyecTBa yepe3 30 MUHYT
Poncreennsie mpumecu
SIMHUYHAS UICHTUDUITIPOBAHHAS 0,06 % He 6osee 0,3 %
IPUMECh
mo0ast eIuHNYHAS 0,05 % He 6ouee 0,1 % - o e
HEUJICHTU(UIUPOBAHHAS IPUMECH A
o01iee copepkaHue npumeceit 0,11 % He 6osee 0,6 % A
MukpoOuonoruyeckast 4uCTOTa £ ; O
MukpoOuoaoruyecKast YucToTa a
HEBOIHBIX JIEKAPCTBCHHBIX MPENapaToB s : ;
npuemMa BHyTpb T
o0111ee YUCIIO )KU3HECITOCOOHBIX 0 KOE/r He 6onee 103 KOE/r F/
a’pOOHBIX OPraHH3MOB B, A
00I1Iee YHCIIO APOAIKEBBIX U IIIECHEBBIX 0 KOE/r ue Gosee 102 KOE/r L et |
rpuboB ; - T
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Z@NTIVA

Ceprudukar ananusza cepun Ne 2663

Haszeanue npooykma Tlenectep®

Homep npodyxkma 11009390 0050 Cepus LIMS HV 1451475
Howmep cepuu 3230420 Obpasey HV 5339569
Jlozupoexa 5MI’ Cepusa LIMS MZT 1448544
Jlexapcmeennas TabeTKy, TIOKpBITEIE Obpasey MZP 5324439
Qopma TUICHOYHOH 000J104KO0#

90 TabneToK, MOKPHITHIX
TUTEHOYHOH 000JI0UKOH
Tun ynaxosxu Bbmuctep 6 X 15 Cmpana-umnopmep Poccus
Jlama npouseodcmsa 30.04.2020

Hama ucmeuenus 31.03.2023
cpoxa 200HOCHU

Cneyugpuxayus JIC-000133-120511
Howmep pecucmpayuonnozo yoocmosepenus JIC-000133

Pazmep ynaxosxu Pazmep svinywennoii cepuu 16 392 YITAKOBOK

OrtcyrcrBue Escherichia coli COOTBETCTBYET OTCYTCTBHE B | T
OnHOPOIHOCTb 103UPOBAHUS

110 COACPIKAHUIO
OOTHOPOAHOCTH JO3UPOBAHUA I10

COOTBETCTBYET AV <150
COJICPIKAHUIO
KonmaectBennoe onpeneneHue
(dbunactepuaa B 1 TabneTke, MOKPHITOM 491 mr 4,75-5,25 mr

TIEHOYHOM 000JI0YKO0I

HNudopmanus no BeIMYCKY
3AK/IIOYEHHME: CooTBeTcTBYeT TpeOOBaHUAM crenupUKAUN.

Cepust COOTBETCTBYeET TpeOoBaHMSIM HopMaTHBHON JOKYMEHTAINH, 3aperucTpupoBanHoi B Poccuiickoit denepanuu B
HaCTOSsIIee BpeMs 110 IIePEIUCICHHBIM ITapaMeTpaM KadecTBa.

YTBEPXOEHO K BbIMYCKY

MecTO NPOM3BOACTBA U KOHTPOJIA KauyecTBa:
«3eHTHBAa K.C.» (0(HUIMANBHBIA NIpaBonpeeMHUK «3eHTnBa a.c.» ¢ 01.01.2009)  Ten: +420 267 241 111
V kabenosusl 130, 102 37, TIpara 10, Jomuan Mexonynsl, Yemickas Pecrybnuka ®axc: +420 267 243 627
JIunensus Ha nponsBoncTBo Ne 25473/2/INS/98 (nocnennee nzmenenne 352900/2018)

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

Ymeepoicoeno Ynonnomouennvim auyom Martina Kucerova 18-06-2020 ZGNTIVA f:g;gzs:;go 102
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ZCNTIVA

Manufacturer batch certificate No. 2663

Name of product  Penester ®

Batch number 3230420
Strength 5 MG
Dosage form
90 tbl lm
BLI6GX 1S
30.04.2020
31.03.2023

Package size
Package type
Manufacture date
Expiry date
Specification
Marketing authorisation No.

Product number 11009390 _0050

film-coated tablets

1.S-000133-120511
1.S - 000133

Batch LIMS 11V
Sample 11V

Batch LIMS MZP
Sample MZP
Released quantity
Importing country

1451475
5339569
1448544
5324439
16392 PACKS
Russia

Test Results Limits
Appearance
Appcearance complics round, biconvex film-coated tablets
light yellow cotour
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 pcak
on the chromatogram of the tested
solution is required to correspond to the
UV spectrum of the principal pcak on
the chromatogram of the finasteride
standard sample solution.
average mass of 1 coated tablet 0.133 g 0.127g100.141 g
Uniformity of mass of film-coated tablets complies 18/20 tablets - not more than 1 7.5 %
2/20 tablets — not more than + 15 %
Disintegration (without discs) 3 min NMT 30 min
Dissolution test
Dissolution test
96 % Not less than 70 % (Q) of the label
claim at 30 minutes
Purity test
Individual identified impurity 0.06 % NMT 0.3 %
any individual unidentified impurity 0.05 % NMT 0.1 % TR TN |
total impurities 0.11 % NMT 0.6 % .‘:;;__- - -_._ ;
Microbiological quality : r:l A
Microbiological quality of non-aqueous Tl
preparations for oral use L
total viable aerobic count 0 CFU/g NMT 10° CFU/g Bl BancH
Total combined yeast / moulds count 0 CFU/g NMT 102 CFU/g

Approved by QP Zentiva, k. s.

Martina Kuder

18 -06- 020 ZSNTIVA
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ZENTIVA

Manufacturer batch certificate No. 2663

Name of product  Penester ®
Product number 11009390 _0050 Batch LIMS 11V 1451475
Batch number 3230420 Sample 11V 5339569
Strength S MG ' § G0y
Dosage form film-coated tablets Batch 1.IMS MZi 1448544
Package size 90 tbl Nim Sample MZP 5324439
I’uckug«' tvpe BLIG X 1§ Released quantity 16392 PACKS
Manufacture date 30.04.2020 Importing countr Russi:
Expiry date 31.03.2023 poriing Y Uss1a
Specification LS-000133-120511
Marketing authorisation No. 1S - 000133
Absence of Escherichia coli complics absence (1 g)

Uniformity of dosage

units
content uniformity complics AV <150

Assay of finasteride in | film-coated tablet 491 mg 4.75mgto 5.25 mp

Release information

CONCLUSION : Conformity with specification.

The batch meets the requirements of the Normative Document currently registred in
Russian Federation on the listed quality parameters.
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
Manufacture Autorization Number :25473/2/INS/98 ( last change 166942/2019)

GMP Centificate No.sukls 254516/2017, 342333/2018, 352900/2018

Martina Kugerovs oo ZONTIVA | o,

Doini Mécholupy
Approved by QP Zentiva, k.s. K’ i 127
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