ZeNTIVA

Ceprudukar anaausa cepuu Ne 200168

Haszeanue npooyxma XJIOE

Homep npooykma 11500140

Homep cepuu LF20135A

Jlozupoexa 2 MTI'; 0,035 MI'
Jlexapcmeennas TaOJICTKH, TOKPBITHIC
gopma TUICHOYHOH 000JI0UKOM
Pazmep ynaxosxu 1x28 TabJIeTOK, TOKPBITHIX

[JIEHOYHOU 000I0YKOM

Tun ynaxosxu

Jlama npouszeoocmea 15.4.2020
Jlama ucmeuenust 31.3.2023
cpoxa 200HOCHU
Cneyugpuxayus
Homep pecucmpayuonnozo
yoocmosepenus JICP-003132

Brmuctep 1 X 28

HJ JICP-003132-250408

Cepus LIMS HV 1457881
Obpaszey HV 5368329
Pazmep svinywennoii cepuu 42 690 VIIAK.
Cmpana-umnopmep Poccust

Hcnvimanue Peszynomam Hopmut
Onucanne
Onucanne COOTBETCTBYET KPYTJIbIC JBOSIKOBBITYKJIBIC
KEITOBATO-OPAHIKEBBIC TA0OJICTKHY,
MOKPBITHIE INICHOYHOH 000J109K0i
HoaauHHOCTH
OnpezencHre 3THHIIACTPAINONA | COOTBETCTBYET MIOJIOKHUTEIBHO
(TCX)
OmnpeneneHne MUIIPOTEPOHA COOTBETCTBYET MTOJIOKHUTEITHHO
arnerara (TCX)
OmnpeneneHne STHHIIIICTPAINONIA | COOTBETCTBYET MTOJIOKHUTEITHHO
(BOXX)
OmnpeneneHne MUIIPOTEPOHA COOTBETCTBYET MTOJIOKHUTEITHHO
arnerara (BOXKX)
Cpennsist macca 1 Tabnetku 78.31 mr Ot 70.2 mr go 85.8mr
OHOPOAHOCTH JO3UPOBAHUS COOTBETCTBYET EBp.®apwm.
TaOJICTOK, MIOKPBITHIX INICHOYHON
0001109KOM
Pacnanaemocts 3 MHH He 6onee 15 mun
OaHOPOAHOCTH 103UPOBAHNSA -
STHHHJIICTPATUO
OIHOPOHOCTE JO3UPOBAHUS COOTBETCTBYET EBp.®apwm.
OaHOPOAHOCTH 103UPOBAHUA
HUNPOTEPOHA aleTaT
OmHOPOTHOCTH TO3UPOBAHMUS COOTBETCTBYET
PacTtBOopenne
STHHUIACTPATUON 106 % He menee 75 %
% 3asBJICHHOTO KOJIMYECTBA Yepe3
30 MuH
UNPOTEPOHA aleTaT 93 % He menee 75 %
% 3asBJICHHOTO KOJIMYECTBA Yepe3
30 muH
IocToponHue mpuMecH
3THHUJIICTPAIUOJA
npumech B <0.50 % He 6omnee 2.0 %
3CTPOH <0.50 % He 6omnee 0.5 % >
ACTPATHOI <0.50 % He 6omnee 0.5 % f-xif f«CaHodu Pg

VmeepofcdeHo YHOJIHOMOYEHHBIM JTUYOM 3eHmu6a, K.C.
Crpanuna 1 u3 3

Pacneuarano: 24.07.2020
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ZeNTIVA

Ceprudukar anaausa cepuu Ne 200168

Haszeanue npooyxma XJIOE

Homep npooykma 11500140 Cepus LIMS HV 1457881

Homep cepuu LF20135A Obpaszey HV 5368329

Jlozupoexa 2 MTI7; 0,035 MI'

Jlexapcmeennas TaOJICTKH, TOKPBITHIC

gopma TUICHOYHOH 000JI0UKOM

Pazmep ynaxosxu 1x28 TabJIeTOK, TOKPBITHIX Pazmep svinywennoii cepuu 42 690 VIIAK.
TUICHOYHOH 000JI0UKOMH

Tun ynakosxu Brmuctep 1 X 28 Cmpana-umnopmep Poccust

Jlama npouszeoocmea 15.4.2020

Jlama ucmeuenust 31.3.2023

cpoxa 200HOCHU

Cneyugpuxayus HJT JICP-003132-250408
Homep pecucmpayuonnozo

yoocmosepenus JICP-003132

JpyToil eAMHUYHO mpuMecu <0.50 % He 6omee 0.5 %
cymMma npumeceit (kpome npumecu | <0.50 % He 6omnee 2.0 %
B)

IMocTroponHune npumecu
HUNPOTEPOHA aneTaTa

MEIPOKCUIIPOIECTEPOH <0.50 % He 6omnee 0.5 %

JpyToil eAMHUYHOH mpuMecu <0.50 % He 6omnee 0.5 %

cyMMa npumecei <0.50 % He 6omee 1.0 %
KonunuectBenHnoe onpenenenue 34.50 pr Ot 33.25 pr 1o 36.75 pr
STHHWIACTpaanoia B 1 Tabierke
KonunuectBenHnoe onpenenenue 2.0 Mr Ot 1.9 mr go 2.1 mr

IUNPOTEpOHa arerara B 1 TabyieTke

Mukpo6uosiornyeckas YucToTa
MHKpPOOHOJIOrMYECKast 4UCTOTA —
kar. 3A (I'® 11, u3m. 3)

of1ee KOJIMIeCcTBO a3pOOHBIX 0 KOE/r He 6onee 1 000 KOE/r
MHKPOOPTaHH3MOB
rpuOBI 0 KOE/r He 6omnee 100 KOE/r
E.coli COOTBETCTBYET COOTBETCTBYET
Onucanue
Onwucanue mianedo
Omnucanue COOTBETCTBYET KPYTJIbIC JBOSIKOBBITYKIIBIC OCIbIC
Ta0JNeTKH
miamneéo
Cpennsist macca 1 TabieTku 74.8 Mr Ot 67.5 Mr 10 82.5 mMr
OIHOPOHOCT JO3UPOBAHUS COOTBETCTBYET EBp.®apwm.
Pacmagaemocts 2 MHH He 6onee 15 mun

Muxkpoduoaoruyeckas 9ucToTa
MHUKPOOHOJIOTHYECKAsl YACTOTA —
kat. 3A (I'® 11, 2-e uznanue, u3m.

3)

o011Iee KOJIMYECTBO a3POOHBIX 0 KOE/r He 6onee 1 000 KOE/r
MHKPOOPIaHH3MOB

rpuOBI 0 KOE/r He 6omnee 100 KOE/r
E.coli COOTBETCTBYET COOTBETCTBYET

HoOohisa B YOO A S J,,.i.
Ymeeporcoerno ynonnomouennvim nuyom 3enmusa, K.c. ___-_.E':,vlj roccus e
o
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ZeNTIVA

Ceprudukar anaausa cepuu Ne 200168

Haszeanue npooyxma XJIOE

Homep npooykma 11500140 Cepus LIMS HV 1457881

Homep cepuu LF20135A Obpaszey HV 5368329

Jlozupoexa 2 MTI7; 0,035 MI'

Jlexapcmeennas TaOJICTKH, TOKPBITHIC

gopma TUICHOYHOH 000JI0UKOM

Pazmep ynaxosxu 1x28 TabJIeTOK, TOKPBITHIX Pazmep svinywennoii cepuu 42 690 VIIAK.
TUICHOYHOH 000JI0UKOMH

Tun ynakosxu Brmuctep 1 X 28 Cmpana-umnopmep Poccust

Jlama npouszeoocmea 15.4.2020

Jlama ucmeuenust 31.3.2023

cpoxa 200HOCHU

Cneyugpuxayus HJT JICP-003132-250408
Homep pecucmpayuonnozo

yoocmosepenus JICP-003132

3AKJIIOYEHMUE: cooTBeTCTBHE CHienUPUKATNU

JlanHas cepust oTBevaeT TpedoBanusiM HopmaTusHoii JlokyMeHTanMH, 3aperHCTPHPOBAHHOI B HACTOsIIIIee BpeMsl
B Poccuiickoii ®egepannu, 1o nepevucjJeHHbIM I0KAa3aTeIAM Ka4ecTBA.

YTBEPXJEHO K BBIITYCKY
Mecto NMPOM3BOACTBA M KOHTPOJIA KayeCcTBa:
«3eHTHBA K.C.» (OQHUIHATEHBINA IIpaBoNpeeMHUK «3eHTHBa a.c.» ¢ 1.1.2009) Ten.: +420 267 241 111
VY ka6enouer 130, 102 37, IIpara 10, o Mexomynsl, Yenickas Pecmy0mrka ®daxkc: +420 267 243 627

JInnensus Ha npousBoncTBo Ne 25473/2/INS/98 (mocnennee m3menenue 166942/2019)
Ceprudpukar GMP Ne coct. 254516/2017, 342333/2018, 352900/2018

Buemnue nadoparopun:
KBUHTA-AHAJIUTUKA c.p.o, Prazska 1486/18c, 102 00 Praha 10, ceptudurxar GMP Ne: sukls184633/2015, ML
sukls190046/2014

Vmeepofcdeuo YHOJIHOMOYEHHBIM JTUYOM 3€Hmu6(l, K.C.

Crpanunna 3 u3 3 Pacneuarano: 24.07.2020



ZeNTIVA

MpunoxeHue Kk cepTtudpmkaTty aHanmsa (conposoamTesnibHOE NUCbMO)

HasBaHue npoaykra: Xnoe

Homep cepun: LF20135A

GMID: 686000

[Jata npoussoactea: 15.04.2020

Cpok rogHoctu: 31.03.2022

Homep PerncrpaumoHHOro yaoCToBEPEHUS, 3aperncTpupoBaHHoro B Poccuiickoint ®eaepauun: JICP-003132
A®dW (HasBaHune ADW, Ha3BaHWe 1 aapec NPOU3BOACTBEHHON MOLAAKK):

HasBaHue A®U (MexxayHapoaHoe): LiunpoTepoHa aueTaT MUKPOHU3MPOBAHHbIN

HassaHne npoussogutens AOU: Cukop ae Mexuko c.a. [e c.B.

Aapec npoussoautens A®U: Av. San Rafael 35, Col. Parque Industrial Lerma, Lerma de Villada, Estado de Mexico,
C.P. 52000

A®W (HasBaHue ADW, Ha3BaHWe 1 aapec NPOU3BOACTBEHHON MOLAAKK):
HaseaHne ADU (MexxayHapoAHOe): STUHMASCTPaANON MUKPOHN3MPOBAHHbIN
HaszeaHue npounssoautens AO®U: AcneH Occ b.B.

Aapec npoussogntens AON: Kloosterstraat 6, 5349 AB Oss, The Netherlands

MoATBEPXXAEHO, YTO AaHHAs cepust Xioe COOTBETCTBYET TpeboBaHMsIM HopMaTUBHOM AOKYMeHTauuu (Kak 4actu
PErMcTpaLMoHHOro A0CkE), 3aperMcTpUpoBaHHON B Poccuiickoin deaepauum, No U3oXKeHHbIM NapamMeTpam

[aHHbIM [OOKYMEHTOM MOATBEPXAEHO, UYTO Cepusl COOTBETCTBYeT TpebOBaHWAM pasfenoB «YMakoBka» W
«MapkupoBka» HopMaTMBHOW [OKYMeEHTaUMW, 3aperucTpupoBaHHoM B Poccuiickon ®depepaummn B HacTosiiee
BpeMS.

Moanucw/data: 24.07.2020
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«3eHTUBa rpyn.»Y kabenosHbl 130, 102 37, MNpara 10, JonHn Mexonynsbl, Yewwckaa Pecnybanka dakc: +420 267 243 627

Ten.: +420 267 241 111 — dakc (+420)272 702 402 — email zentiva@zentiva.com — www.zentiva.com -IDNo: 28446640 — Vat No : CZ2¢
CuTubaHk Espona nac. EUR Acc No 2051-130309/2600 IBAN CZ742600000000205 14303
3aperecTpMpoOBaH B peecTpe KOMMEPYECKUX NPeanpUATUM ropoacknm cyaom Mparu — Pasgen B — exoaawmii Homep 14570
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ZENTIVA

Manufacturer batch certificate No. 200168

Product CHLOE®

Product number 11500140 Batch LIMS 11V 1457881
Batch number LE20135A Sumple 1V 5368329
Strength 2 MG;0,035 MG . 9OPACKS
Dusage form film-coated tablets Released quantity - 42 690 PACK
Package size 28 thl Importing country Russia
Package type BLEL X 28 |

Manmufucture date 15.4.2020

Expiry date 31.3.2023

Specification ND LSR-003132-250408

Marketing authorization No LSR -003132

Test Results Limits
Appearance

Appearance complies round biconvex yellow-orange

film-coated tablets

Identification

Identification of ethinylestradiol complies positive
(TLO)

Identification of cyproterone acetate complies positive
(TLC)

Identification of ethinylestradiol compliecs positive
(HPLC)

Identification of cyproterone acetate complics positive
(HPLC)
Average mass of | tablet 78.31 mg 70.2 mg to 85.8 mg
Uniformity of mass of film-coated complies Ph.Lur.
tablets
Disintegration 3 min NMT 15 min
Uniformity of content -
Ethinylestradiol

Uniformity of content complies Ph.Eur.

Uniformity of content -
Cyproterone acetate

Uniformity of content complies Ph.Eur.
Dissolution test
ethinylestradiol
% of stated amount in 30 min 106 % NLT 75 %
cyproterone acetate
% of stated amount in 30 min 93 % NLT 75 %
Related substances for
ethinylestradiol
impurity B <0.50 % NMT 2.0 %
estron <0.50 % NMT 0.5 %
estradiol <0.50 % NMT 0.5 %
other impurities individually <0.50 % NMT 0.5 %

sum of impurities (except impurity B) <0.50 % NMT 2.0 %

Zevrttyn, be,

P12, a2 10
Approved by QP Zentiva, k.s. i Colnt 1 aiupy Helena Skopalova
i 121 Sh__
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ZSNTIVA

Manufacturer batch certificate No. 200168

Product CHLOE®

Product number 11500140 Batch LIMS 1V 1457881
Batch numbher LEF20135A Sample 1Y 5368329
Strength 2 MG0,015 MG i

Dosage form film-coated tablets Released quantity 42 690PACKS
Package yize 1x28 bl flm Importing country Russia
Puckage type BLI'T X 28

Manufacture duate 15.4.2020

Expiry date 31.3.2023

Specification ND 1.SR-003132-250408

Marketing authorization No LSR - 003132

Related substances for
cyproterone acetate
medroxyprogesterone

other impuritics individually

sum of impurities
Assay of ethinylestradiol in 1 tablet
Assay of cyprotcrone acetate in 1 tablet

Microbiological quality

Microbiological purity - cat. 3A
(GFXI, change 3)
total viable acrobic count

fungi
E.coli
Appereance

Appearance placebo
Appearance

placebo
Average mass of | tablet
Uniformity of mass
Disintegration
Microbiological quality
Microbiological purity -cat.3A (GFI1,

2nd issue, change No.3)
total viable acrobic count

fungi

E.coli

<0.50 %
<0.50 %
<0.50 %
34.50 ug
20mg

0 CFU/g
0 CFU/g

complies

complies

74.8 mg
complies

2 min

0 CFU/g
0 CFU/g

complies

NMT 0.5 %

NMT 0.5 %

NMT 1.0 %

3325 ngto 36.75 pg
1.9mgito2.1 mg

NMT 1 000 CFU/g
NMT 100 CFU/g

complies

round biconvex white tablets

67.5 mg to 82.5mg
Ph.Eur.
NMT 15 min

NMT 1 000 CFU/g ;J;;// . _
Haff«CaHopu |

NMT 100 CFU/g ||

complics

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....., & . . ve
ASE A | rrme

Approved by QP Zentiva, k.s.

Page2 of 3

t kehnrsay 130 Helena Skopaiova
W) e 10

g Colnt 4 g1ty
i ” 121 S’L“
24 -07- 2020

Print: 24.7.2020



ZCNTIVA

Manufacturer batch certificate No. 200168

Product CHLOE®

Product mumber 11500140 Batch LIMS 11V 1457881
Batch number LF20135A Sample 11V 5368329
Strength 2 MG,0,035 MG _ DABAE
Dosage form film-coated tablets Released quantity 42 690 KS
Package vize 1x28 tbl fim Importing country Russia
Package type BLITX28

Manufacture date 15.4 2020

Expiry date 31.3.2023

Specification ND LSR-003132-250408

Murketing authorization No 1LSR - 003132

Release 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 Mccholupy, Czech Fax: +420 267 243 627
Republic

Manufacture Autorization Number : 166942/2019
GMP Centificate No.sukls 254516/2017, 342333/2018, 352900/2018

Manufacturing and quality control sites:

LABORATORIOS LEON FARMA, S.A. (Manufacturing site) : C/ La Vallina s/n, Pol. Ind. Navatejera,
Villaquilambre, Leon, 24008, Spain : EudraGMP No.:4208/1 8; MIA:4208E

External laboratorics:
QUINTA - ANALYTICA s.r.o., Prazska 1486/18c , 102 00 Praha 10, GMP Cert.No:sukls184633/2015, M,
sukls190046/2014,

HI{l

\\ Sanofi

Helena Skopalova

b -e0eN S M 2IPY ;. Anrttva Ve,
LC‘-«I 1A I e hor sy 130
PO, L2110
Calnt {47 suatupy

i - Sh__
74 -07- 00

Approved by QP Zentiva, k.s.

Page 3 of 3 Print: 24.7.2020



ZENTIVA

APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter)

Product Name: CHLOE®

Batch Number: LF20135A

GMID: 686000

Manufacturing Date: 15.04.2020

Fxpiry Date: 31.03.2022

Reference number to MA registered in Russia:  fICP-003132

API (name of API, name and address of manufacturing site):

API name: Cyproterone Acetate micronized

API manufacturer: Sicor de Mexico S.A. de C.V.

API manufacturer ‘s address: Av. San Rafael No. 35, Col. Parque Industrial Lerma, Lerma de Villada, Estado de
Mexico, C.P. 52000

API name: Ethinylestradiol micronized

API manufacturer: Aspen Oss B.V.

API manufacturer 's address: Kloosterstraat 6, 5349 AB Oss, The Netherlands

It is confirmed that current batch of CHLOE® meets the requirements of the Normative Document (as a part
of Regulatory dossier) currently registered in Russian Federation on the listed quality parameters.

It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of Normative
Document currently registered in Russian Federation.
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Printed Name: Helena Skopalova  S% 35 :

Title: Qualified Person ZENTIVA | Zecdlvs, k.
H v h hreny 130
[ [ ".‘". .g.,ya 10
Colnt tatsnotupy

B

LENTIVA k5. - U Kabelovay 130 - 102 37 Prague 10 - Czech Repubdlic

Fel . (+420) 267 241 11§ - Fax (#410)272 702 402 - E-maWl seniiva @ sentisa €om - www zentivacs - 1D No 49240030 - VAT No  CZ49240030
Titbank Europe ple. organizatni slozka - EUR Acc. No  200815100572600 - EUR IBAN. CZ33 2000 0000 0020 0813 1005
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