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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT SIKOCTI CEPIL JIKAPCHKOI'O 3ACOBY

Name of product/Hasea nponykry

(strength, dosage form, package size and
type/ nosypamHa, Jrikapckka opma,
PO3MIp i THIT yIaKOBKH)

Mitren, tablets, 2 mg, 28 tablets in a blister; 1
blister in a carton with labeling in Ukrainian

Mitpen, TabneTxn no 2 mr, no 28 Tabnetox y
Oxictepi; no 1 Gicepy y kKapTonmiit kopobui 3
MapKyBaHHAM YKPaATHCEKOKY MOBOIO

Active substance/ miroua peyoBHHa

Each tablet contains: dienogest 2 mg/ 1 TaGnetka
MICTHTB TiEHOTECTY 2 MT

Manufacturing country/ kpaina-supobruk

Spain/Icnanis

MA number/ Homep PII Ne. UA/17523/01/01 valid till 22.07.2024
Ne., UA/17523/01/01 mie no 22.07.2024

Batch number and size/ Homep Ta poamip | LF24442A

cepit 20 214packs / yi

Date of manufacture / [Tata prpoGHunTea | 09.2021

Expiry Date/ Crpok npunarnocti 09.2024

Name, address and license number of
manufacturing site/ Hasea, agpeca i
HOMEp JIiLeH3il BupoGHuIOoT AinpHumi

LABORATORIOS LEON FARMA S.A.
Poligono Industrial Navatejera, C/ La Vallina
s/n, Villaquilambre-Leon, Spain/
JIABOPATOPIOC JIEOH ®PAPMA C.A.
IHomirono Ingycipians Hasarexepa , By, Jla
Banrina 6/0, Binsskinam6pe-Jleou, Icnanis

Manufacturer’s authorization No1136 from
19.10.2021 / BupoGuuva niuenzis No1136 sin
19.10.2021

GMP certificate / GMP ceptugixar

GMP No 4208/18




AEPXJIIKCITYXKBA _
HEPKABHA CJYXBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM -
Y THINPOIIETPOBCHKIN OBJIACTI

Juinpo, nn.Co6opHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kox €APTIOY 37070665

BHUCHOBOK ,
Npo AKICTL BBe3€HOro B YKpalny mlcapcucoro 3aco0y
04.01.2022 jfl | Ne 79141/22/0411
MITPEH

(naliveHyBaHHs 1ikapChKOro 3acoby 3rinHO 3 peecTpauilfHUM NOCBIAYCHHSM)
TabaeTKkn 1o 2 mr no 28 TabseTok y 6Jicrepi; no 1 6uicTepy y KapToHHiH Kopoﬁm

(dbopma BrmyCcKy, 103yBaHHS, BUA NAKYBAHHS NTiIKapCHKOTO 3a006y)

Howmep peectpaui#ttoro nocsinuenrs UA/17523/01/01 crpok aif peectpauiiioro nocsimuenns 22.07.2024

Cepis nikapeekoro 3aco0y Ne LF23390B KinbkicTs BBe3eHoro sikapeakoro sacoGy 1188
BupoGHuk JlaGopatopioc Jleon ®apma, Icrianis
(naliMeHyBaHHs BUPOGHHUKa JiKapCBKOro 3acb6y, KpaiHa UOXO}I)KCHH)I)
BeeseHo B YkpaiHy ToBapucrBo 3 06MeKeHOI0 anonmanbuwno "BaJM", i inenT. Kon:
31816235 '

(nalimenyBaHHs Ta koz 3a €IPTIOY opuauanoi ocoﬁu a6o npisBuie, iM'd, no 6a'rb|<om
Gisnunoi ocobu - nianpuemus, if Micle NpoXUBaHHS Ta peecTpauiiinuii Homep 06ikoBOT
KapTKu NJIaTHHKA NoAAaTKiB ab0 cepis Ta HoMep nacropra)

MpoTokon Bisyanannoro konrpomo Bin 31.12.2021 Ne 03-01/4552/13.

3a pesyabTaTaMu [J€PKABHOrO KOHTPONIO BCTAHOBIEHO, IO Jikapchbkuit ~3aci6 BBeseHo B VipaiHy 3
AOTPHMAHHHAM BMMOT 3aKOHOJABCTBA LIOJ0 3a6e3NEUEHHs SKOCTI JTikapChbKUX 3ac06iB.

Hagansauk JlepxaBHoi ciry»0u 3 i |
JiKapchKUX 3ac06iB Ta KOHTPOJIO 3a . ’ Oxis OBU APEHKO

HApKOTHKaMH y JTHINponeTpoBChKii e S
obnacri A

(ninn%) > s (ininiamu Ta npimkme)

Ceitnana Bouapuikosa +38(066)345-41-71



BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT AKOCTI CEPII TIKAPCHEKOI'O 3ACOBY

Name of product/Ha3ssa npogykry

(strength, dosage form, package size and
type/ nmosyBaHHA, Jikapchka dopMa,
PO3Mip i THII yIIaKOBKH)

Mitren, tablets, 2 mg, 28 tablets in a blister; 1
blister in a carton with labeling in Ukrainian

Mitpen, Tabaeriu o 2 Mr, mo 28 Tabnerox y
6mictepi; mo 1 GmicTepy y kapToHHiit kopobui 3
MapKyBaHHAM YKPaiHCEKOI MOBOIO

Active substance/ giroua pedoENHa

Each tablet contains: dienogest 2 mg/ 1 rabnerka
MICTUTE HiEHOTECTY 2 MT'

Manufacturing country/ kpaiga-supoOHIK

Spain/Icnanisa

MA number/ Homep PII

Ne. UA/] 7523.:’01f01 valid till 22.07.2024
Ne. UA/17523/01/01 aie no 22.07.2024

Batch number and size/ Homep Ta poamip
cepil

LF23390B

20 214 packs/yn
Date of manufacture / Jata BupoGHumTEa | 05/2021
Expiry Date/ CTpok IpuraTHOCTI 05/2024

Name, address and license number of
manufacturing site/ Hasa, ampeca 1
HOMep JIiNeH31i BUpoOHHYOT AITBHHUII

LABORATORIOS LEON FARMA S.A.
Poligono Industrial Navatejera, C/ La Vallina
s/n, Villaquilambre-Leon, Spain/
JIABOPATOPIOC JIEOH ®APMA C.A.
ITonirono Ingycrpians HaBatexepa , Byn. Jla
Bansina 6/1, Bineakinambpe-Jleon, Icnamis

Manufacturer’s authorization Nell36 from
23.01.2020 / BupoOunya minersia Nel136 sin
23.01.2020

GMP certificate / GMP ceprudikar

GMP Ne 4208/18




Appearance/ Onnce Round, plain and white tablets /Kpyrm | Confirm/
mocki TabneTkn 6iNOro KoIeopy Binnosizae
Dienogest identification
/TaenTrdixania
aieHorecTy
UPLC / BEPX- gac Matches retention time of reference standard/ Confirm/
YTpUMAaHHS Bignoeigae wacy yTpUMaHHA CTaHAapTHOIO Bimnosinae
3pasky
UV / Y®-cnextp Matches UV spectrum of reference standard | confirm/
MNOTAHHAHHSA /Bigmosigae Y®-cmextpy CTAHAAPTHOLO | Binmosinae
3pasKy
Average weight 70.0 mg+10% /70,0 Mr£10% 71 mg/ 71 Mr
/Cepenns maca
Dienogest assay / 95.0-105.0% 99,2%
Kinnxicne Bmznavenns
ai€HOrecTY
Dienogest content 10 tablets:/ Tabnerox: AV<15,0 AV=23
uniformity/Omxunopinnicrs 30 tablets:/ TabneTok: AV<15,0
H030BAHHX OQUHHIL Range: /Hiamaszon: 0,75M-1,25M Confimy/
. R : Bianoeigae
Dienogest dissolution Q=80 Avr:95%/Cepenniit
Po3uaHenns 30 minutes /30xeunua 95% None:<88%/
He BuasneHo
<88%/ Complies S1/
Biamosinae 81
Residunal solvent
3216 ppm
(T?thal‘lol) Ba.nmu.mona < 5000 ppm PP
KUILKicTh opranivanx
PO3UHHHMKIB (eTaHoN*)
Dienogest related
substances, %/ Cynyrai
oMy
Impurity 5410RC01/ <0.30% <0.1%
Homimka 5410RCO01
Impurity 5410RC02/ <0.30% <0.1%
Jomimxa 5410RC02
Unknown Individual <0.20% <0.1%
impurities / Herixomi
OKpeMi JoMILIKH
Total impurities / Cyma <1.0% <0.1%

JOMINTOK

Microbial control/
Mixpodionoriuaa
YHCTOTA




Total aerobic microbial <10° CFU/g / <10° KYO/r Absent / BigcyTni
count {TAMC) /3aransna
KiIBKIiCT aepobHuX
mikxpoopranizmis (TAMC):
Total vyeast and mould <10? CFU/g / S10? KYO/r Absent / Bigcyrai
count /3arankHa KijbKicTh
rpubiB  Ta  JPLKIUKIB
(TYMC):

Escherichia coli Absence in 1g /Biacyrnis 1 r Absent / Bigcyrai

* reviewed and accepted

The batch meets the requirements of QCM for MA Ne UA/17523/01/01 / Cepis Bigmosimae
sumoram MEST oo PIT Ne UA/17523/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM/ YnakoBka,
MapKyBaHHA T4 TEpMiH NPHAATHOCTI BifnoBixaroTs BUMoram MICT.

STORAGE: Do not store at temperature above 25°C. Store in the original package. Keep out of
reach of children! / 36epiratu B opurinansuiit ynakopLi npi TemMneparypi He Buie 25°C.
36epiraTH Y HEAOCTYITHOMY Jta AiteH Micii!

I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packing/ labeling and quality control at the above mentioned site in
full compliance with the EU GMP requirements assigned by the local health authority and also in
accordance with specification of registration documentation affirmed in Ukraine for
investigational medicinal product. The batch processing, packaging andalysis records were
reviewed and found to be in compliance with GMP/ LTy 5 mATBEPIDKYIO, 10 HABEACHA BHING
indopmartis € zocToBipHOIO T2 TOUHOK0. Ls cepig mpoxyxuii Gyma BUrOTOBNEHA, BRIOYAIOTH
HaKyBaHHs, MapKyBaHHA T2 NpPOBeASHHT KOHTPOMo fi AKxocTi Ha 3a3Haveniit BupoSHuyii Aimammi
y HoBHii BiamoEigHoCT! 3 BuMoramu GMP, BCTaHOBIESHHMH MICIEEBHM PEryIATOPHEM OPTaHOM,
a TAKOX BiAnoBigHo A0 cnenadikaliif, o MICTATECA B peecTpalifHOMY JOCEE, 3aTBEPIKEHOMY
B YkpaiHi gna gocmimkyBaHoro Jiikapcbkoro 3acofy. [IpoTokonH BHpoOHHLITBA, MAKYBaHHA TA
NpPOBEACHHA aHaNi3iB OynH NepeBipeHi, BCTAHOBICHO BiANOBiAHICTE BHMoraM GMP

Issued by / Bunano
Qualified Person / BnoBaopakeHa ocoba :
Silvia Posado Perez/Cinnsist ITocano ITepec

Date / ata:19 MAY 2021




A1

JTEPXABHA CJIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KMIBCHKIN OBJIACTI

npocrext Banepis Jlodanoscskoro, 51, m. Kuis, 03110, Ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ue, Kog €PIIOY 37078774

BHCHOBOK
Npo AKICThL BBE3EHOr0 B YKpaiHy Jikapchkoro 3acofy

31.67.2023 Ne 36755/23/10

MITPEH

{(naitvenynanns nixapebkoro 3ncofy 3riquo 3 peecTpaniiiuiM TIOCRI AYeHHAN)
Tabxerku no 2 Mr o 28 Tabnerox y Gaicrepi; mo 1 Gaicrepy y kaprouuiii kopo6ui

(opma sunycKy, A03YRAKHA, BIL AKYDAHKS JIIRAPCEKOLO 3ac06y)

Howmep peecrpaniiinoro noceinguenns UA/17523/01/01 crpox nif pecerpanifinoro noceigyesna 22.07.2024

Cepis nixapcororo saco6y Ne LF31196A Kinbricts Bsesenoro nikapenkoro sacaby 8000
Bupobuk JIABOPATOPIOC JIEOH PAPMA C.A., Icnania
(raliMeryparns sirpobiika MKapeEKoro acoby, kKpatia noxomxctng)
Baeseno 8 Yiepainy Cuinene yxkpainenko-ecTonchke manpueMerso v Gopmi Tosapucrea
3 ofmexenolo Binnosiansuicro "Ourina-®apy, JITH", inenr. xon:
21642228

(naitsenysansn 2 xoz 3a E[PIIOY wpnanauoi ocoln afo npispuue, iM'g, 1o 6arskosi diztrmod
acoBu ~ nianpiemiss, it Micue NpokHBIHEA Ta pecerpauiifiiti Homep obnikoso? kapTkit RANTHIKD
noaaTkip abo cepis Ta HOMEp HACNOpTA)

Tiporoxaa Bizyansuoro xoutpo:to nin 31.07.2023 N2 2322/3,

34 peaymsTATAMII JREPAABHOTO KOHTPOAIO BOTAHORREHO, W0 wikapewkitH 3acib smesemo #  Yxpainy 2
AOTPHMAHHIM ByAOT 30KOKOAABCTEA 1OAO 3a6esneuenun AKOCTI AikapesRux 3acobin,




BATCH CERTIFICATE O ANALYSIS OF MEDICINAT, PRODUCT
CEPTA®IKAT SICOCTT Crpri JIKAPCHKOrO 3ACOEY

‘Name of product/Hasga nponyxry

(strength, dosage form, package size and
type/  nosysamng, Jlixapesxa dopuma,
PO3Mip i Tayy YOaKoBKm)

T Mitron, tabiess, 3 mg, 28 tablets in a biister: 1
blister in a carton With labeling in Ukrainian

Mirpes, Ta6neriy 1102 MT, 10 28 Tabrenox y

Guicrepi; no 1. Gmicrepy v KapTOEEIY Kopobi 3

MADKYBaHHsmy YKPAiHCEKOI0 Moo

Each tablet contains: dien

MicTHT ,qienomcmy 2Mr

Ogest 2 mg/ 1 Tabnerxa

No. UA/I?SZBKOUOI_

| Batch number and size/ Homep 1a po3Mip

LF311964
Cepii

40 986 packs I yraxosox

05.2026

ON FARMA
site/  Haapa, anpeca i | Poligone Industrial Navatcjcra, :
HOMep srinepsiy BHpOGHIY0] AT R s/n, Vﬂlaquilambre-Leon, Spain/

JIABOPATOPIOC JIEOH GAPMA C.A.

Ioniroxe Tapyorpiam, .Haxarexepa » ByX, Jla
Bampfug 6/n, Bﬁrsmdnauspe-ﬂcon, Tertamiy

Mauufacnz_ring license Ne1136 /
Jlinersig gg BAPOOEAITRO Nal136

Date of manufacture ! Mara Bepo6ermma
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Appearance/ Onne

Dienogest identification
Anearagixanis

Matcheg retention time of reference
Standard/ Bimiozrinae gacy
YIPEMarg CTAHgapTHOrO 3pasky

Matches Uy SPeCtum of reference
standard MBizmoninae Y'(D-"cnempy
CTAHRApTROrO 3pas

Bing oni.uae
70,8 mg/ 70,8 mMr

Average weight
/Cepenns Maca

‘Dienogest assay./
LTbKicme BHZHAYen sy

Ji€Horecry

Dienogest contons

uniformitny.qabpiqnicrs

R030Baxgmx OMHERuIyy,

98,8 %

Dienogest dissolntion
mosqnnenna

Q=80

% /Cepenmiz 94
30 minutes / 30xBrmmy

[avrsz
%

None: <86 o / He
| BEABIOHO < 86 of /
| Complies S1 /
B'onizraeSI_

Residual solyen;

(Ethanol) Banmankog,
Kicrn opraviuany

PO3TramAiy (eramou+)

Dienogest related

substances, 9/ Cynyrai
Mirmen

Ao

Impurity 3410RC01/
Zowinka 541 ORCO1

Impurity 5410RC02/
Hominma 5410R 0 02

Unknow:n'lndividual
Impurities / Herinowmi
OKpeMi nomimy

Total Impurities /
AoMimox

Cyma



Mierobial control/

Mixpo6ionoriuga
THCTOTA

Total aerobic microbial
count (TAMC) /Baramsua

KUISKicTs 4cpobrmx ok
MiKpoopramismis (TAMC); S10° CRU/g / <10° Ky Oyr Not conducted/ He
Total yeast and monid IPOBOIHBCS

count /3aramkma ximsgior, _
Irpubin  ra APIDKiB _
(FYMC): <10° CFU/g / <102 KYOnr

| Escherichia colj Absence in lg Bincyrmin 1 v _
_

The batch meets the requirements of QCM for MA Ne UA/17523/01/01 / Cepist Bimrorinae
BEMoram MK no PIT Ne UA/17523/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM/ Ymakopxa,
MApKYBANHS Ta Tepyin Opanaraocti Bimroninaors BAMOram MICS.

Issued by/Banano:
Qualified Persoannonnoamena ocoba:
Silvia Posado Perey/ Cimsis ocang ITepec

Date/ Mara: 13.06.2023 CHEM j
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