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

Product name / Ha3sa npoaykry
{strength, dosage form, package size and
type / nmosysaHHA, Jikapcbka ¢opma,
po3Mip 1 Tl yIaKoRKM)

Mitren, tablets, 2 mg, 28 tablets in a blister; 3
blisters in carton with labeling in Ukrainian /
MiTtpen, Tabnerkn no 2 mr, no 28 Tabnetox y
Bmicrepi; mo 3 GiicTepw y KapToHHIM Kopobui 3
MapKYBaHHAM YKPaTHChKOK) MOBOH)

Active substance / JTiroua pegoBuna

1 tablet contains dienogest 2 mg /
| TabneTka MiCTUTB Oi€HOrecTy 2 Mr

Manufacturing country / Spain / Iciaris

Kpaina BHpoOHUK

Marketing Authorization number / UA/17523/01/01
Homep peectpauiiinoro noceiyueHHs

Batch number and size / Homep Ta poamip | LF37585B

cepil 9 490 packs / ynaxoBok
Date of manufacture / Jlara supo6uunrsa | 10.2024

Expiry Date / Ctpok npaaarsocti 10.2027

Manufacturer’s name, site address and
manufacturing authorization number /
Hassa, anpeca i womep miuewsii
BHpOGHHTOT NinsHULI

LABORATORIOS LEON FARMA S.A.
Poligono Industrial Navatejera, C/ La Vallina
s/n, Villaquilambre-Leon, Spain/
JIABOPATOPIOC JIEOH ®APMA C.A.
[Tonirono IngycTpians Hapatexepa , Byn. Ja
Banrira 6/4, BinssxinamGpe-Jleon, Icnanis

Manufacturing license Nel 136/

Jlinensist B2 BupobHALTBEO Nel 136

Batch number; LF37585B




Test / Iokazuui

Acceptance criteria / Kpurepiii
DPWAHATHOCTI

Testing results /
PesyanTaTu Bunpobysans

Appearance / Onuc Round, plain and white tablets / Comply /
Kpyrni nurocki Tabaerxu Ginoro Binmosigae
KOABOPY

| Dienogest identification /

Inenrudicauis

AieHorecTy

UPLC / BEPX-yac Matches retention time of reference Comply /

YTPUMaHHS standard /  Bignosimae  wacy Bpmp y
YTPHMAHHSA CTaHAAPTHOIO 3pa3Ky MinopIzae

UV / V®-cnexrp Matches UV_ spectrum of reference Comply /

NOTTHHAHMS standard / Binnosinae Y®-crextpy Binnosinae
CTAHJIAPTHOIO 3PasKy

Average weight / 700mg+10%/70,0Mr+ 10 % 70,7 mg / mr

Cepeans maca

Dienogest assay / 95.0-105.0% 98,1 %

KinnkicHe Buinavienus

pieHoreety _

Uniformity of dosage 10 tablets: / rabnetox: AV<15,0 | AV = 3,8

units / Oaxopianicrs 30 tablets: / Tabnetox: AV < 15,0 Comply /

HNO30BaHHX OXHHMIL Range: / Mianazon: 0,75 M - 1,25 M Binnosinae

Dissolution /
Po3uuneunn

Q=80%
30 minutes / 30 xsunuu

Avr: 97 % / Cepenniit 97 %
None: <90 %/

XKoanoro: <90 %
Complies 81/

Bianosinae S1

Residual solvent

(ethanol) / 3aaumxona

KiBKicTh opranianux
034MHHUKIB (eTanoa*)

<5000 ppm

1646 ppm

Related substances /
CynyTHi nomimxn

Impurity 5410RC01 /
Homimka 5410RCO1

<0.30%

<0.10%

Impurity 5410RC02 /
Homiwxa 5410RC0O2

<0.30%

<0.10 %

Unknown Individual
impurities / Herimomi
OKpeMi JoMimxu

<0.20%

<0.10%

Total impurities / Cyma
HOMImoK

<0.10%

Batch number: LF37585R
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Microbial control /

Mixpo6ionoriuua

THCTOTA

Total aerobic microbial <1’ CFU/g/ < 10° KYO/r Not conducted / He

count (TAMC) / 3arannaa IPOBOJNBCS

KinbKicTh aepoGHUX

MiKpoopraniaMis

LA Not conducted / H

Total yeast and mould | <102 CFU/g/< 10 KYO/r o condticted/ e
o TIPOBOXMBCH

count / 3aranbHa KiTEKicTh

rpubie T2  apixuxkis

(TYMC):

Escherichia coli Absence in 1g/ Biacytnis 1 r Not conducted / He

MPOBOAMBCS

The batch meets the requirements of QCM for MA Ne UA/17523/01/01 / Cepis Bixnosinac
BuMoraM MKS o PTT Ne UA/17523/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM/ Vnaxosxa,
MApKYBaHHA Ta TepPMiH IPHIATHOCTI BiANOBiKaioTs BuMoram MICS,

STORAGE: Do not store at temperature above 25 °C. Store in the original package. Keep out of
reach of children! / 36epiraru » oparinansaii YTaKoBIi IpK TeMueparypi He Bu1e 25°C.
36epirata y HenocTymHOMY s Aivelt Micui!

[ 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 medicinal
product. Batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP. / Llum 2 MATBEPAXKYIO, IO HABCAEHA BUIIE inopmanis € nocrosiproio
Ta ToyHOIO. s cepis npoayxuii 6yna BUFOTOBNICHA, BIITIOYAKOYH IIaKYBaHHs, MapKyBaHHA Ta
TIPOBECHHS KOHTPOMIO 1i AXOCTI Ha 3a3Ha4eHi BUPOSHUYIH AisaLi ¥ MoBHi# BignosigHocTi 3
BuMoramn GMP, BCTaHOB/EHHMY MicueBuM PEIyNATOPHMM OPraHOM, 4 TAXOX BiAMOBIIHO A0
coenupikaniif, mwo mictatecs » PeECTpalifiHOMy JOCEE, 3aTBEPKEHOMY B Yxpaini jana
nikapesxoro 3acofy. IMpoToxonu BUPODHHITBA, WaKyBaHHA Ta APOBEJIEHAS aHali3is Gynn
nepesipeni, BCTAHOBNCHO BimNOBiHicTE BrMoram GMP,

Issued by / Buaano:
Qualified Person / YnosnoBaxena ocoba:

Silvia Posado Pere iif [Idcano Iepec

i T

Date/ Hara: 10.01,2025
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT SIKOCTI CEPH JHKAPCHKOY'Q 3ACOBY

Product name / Haspa npoayxry
(strength, dosage form, package size and
type / nosyeamms, nikapcska dopma,

Mitren, tablets, 2 mg, 28 tablets in a blister; 3
blisters in carton with labeling in Ukrainian /
Mirpes, Tabnetxu no 2 Mr, no 28 Tabnerox y

PO3MIp i THI YHAKORKH) Gmcrepi; o 3 Gnictepr y xaprouniit xopobni 3
MAPKYBaHHAM YKPAIHCEKOK MOBOIO
Active substance / ITiioga pesosuna 1 tablet contains dienogest 2 mg /
1 TabeTra MICTHTE TicHOreCTY 2 MI"
Manufacturing country / Spain / Icnaxis
Kpaiea srpoGEAK
Marketing Authorization number / UA/17523/01/01
Homep peecTpauiitnoro noceizuerHs
Batch number and size / Homep Ta posmip | LF45342B
cepii 10 098 packs / ymaxoBox
Date of manufacture / lata supoSaumrea | 03.2026
Expiry Date / Ctpok npanarsocti 03.2029

Manufacturer’s name, site address and
manufacturing authorization number /
Haspa, ampeca i Homep ;imenmaii
BrpobEMI0T mimsHwi

LABORATORIOS LEON FARMA SA.
Poligono Industrial Navatejera, C/ La Vallina s/n,
Villaquilambre, 24193 Leon, Spain/
JIABOPATOPIOC JIEOH <©APMA C.A.
Honiromo IEgycrpiame Haparexepa, syn Jla
Bameina 6/n, BimbsximamGpe, 24193 Jleow,
Ienanin

Manufacturing license Ne4208E/
Jlinensia ya BapobunTso Ned208E




Test / Toxazami Acceptance criteria / Kputepii Testing results /
apuilinaraoCcTi PesyspTarn senpobypatin
Appearance / Onnc Round, plain and white tablets / Comply /
Kpyrni nnocki ta6neriu 6imoro Bixnorinae
_KOMLOpY
Dienogest identification /
Inenradicanis
niexorecry
UPLC / BEPX-qac Matches retention time of reference Gl /
YTPEMaHHT standard / Bigmosimae wacy B?;Eginae
YTPHMAHHT CTAHAAPTHOIQ 3PA3KY
UV / Vd-cnexrp Matches UV. spectrum of reference Comply /
HOTTTHHAHASL standard / Bimmopinae V®-cnextpy Bizmosinae
CTARIBPTHOTO 3pPa3ky
Average weight / 700mg+10%/700mr+10% | 70,5 mg/mr
Cepenns Mmaca
Dienogest assay / 95.0-105.0 % 98,7 %
Kinsxicre spagayenns
mieHorecry
Uniformity of dosage 10 tablets: / Tabnerox: AV<150 | AV=1/1
units / Onxopinnicrs 30 tablets: / rabnerox: AV <15,0 | Comply /
A030BAHAX O WHUIH Range: / Jliaason: 0,75 M - 1,25 M | Bixnosigae
Dissolution / Q=80% Avr: 94 % / Cepenniit 94 %
Po3umBpernusn 30 minutes / 30 xsunuR None: <84 %/
Xoxnnoro: < 84 %
Complies 82 /
Binnosizac S2
Residual solvent
(ethanol) / 3anuorkopa <5000 ppm 1174 ppm
KUILKicTH opranmiganx
PO3YHHENKIB (eTamoa*)
Related substances /
CynyThi gominxm
Impurity 5410RCO01 / <0.30% <0.10%
Hominma 5410RCO1
Impurity 5410RC02 / <0.30% <0.10%
Hominmka 5410RC02
Unknown Individual <0.20%
impurities / Hesimomi A
OKpeMi HOMIIIKH . / .
Total impurities / Cyma <1.0% é/n‘i’ JAOKY \
HOMIIOK = w
= _“Eﬁ .

[
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Microbial control /

Mixpobioaoriana

YHCTOTA _

Total aerobic microbial <10° CFU/g/ < 10° KYO/r Not conducted / He

count (TAMC) / 3aransra TIIPOBOJUECS

KiTEKICTE aepoGHmX

MiKpoopranizmig

(TAMC): _

Total yeast and mould | <10% CFUlg/ < 10° KYO/r Not conducted / He
5 _ g = IPOBOIHBC

count / 3aramesa KiTekicTs

rpebie T4  Apimmxis

(TYMC):

Escherichia coli Absence in 1g /Bigcytais I 1 hlorEonduted A He

NPOBONTABCS

The batch meets the requirements of QCM for MA Ne UA/17523/01/01 / Cepis mizmosixac
Bumoram MK xo PIT Ne UA/17523/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM/ Yrakosxa,
MapKyBaHHS Ta TepMil MPHAATHOCTI BiXIOBiNAOTE BEMoram MEKS.

STORAGE: Do not store at temperature above 25 °C. Store in the original package. Keep out of
reach of children! / 36epirara B opeTinan:siil ynaxosui npu TeMuepaTypi He sume 25°C.
3Gepirarh y HeocTyImOMy Ans giTelt Micui!

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 medicinal
product. Batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP. / I{am s mizTBepzxyio, INO HaBeneHa BUINe indopmartis e nocToBipaOIO
Ta TowHow0. Lt cepis upomyxuil 6yna BrroToBNeHa, BRMOYAIOYH NAKYBAHHS, MapKYBaHHE Ta
HPOBSACHHA KOHTPOMO 1i AKOCTi Ha 3a3Haveril BHpoGawYiYk mingmui y moBHil eimmosimmoct 3
BEMoramMu GMP, BeranoBneHAMY MICHEBHM PEryJISTODHAM OPTAHOM, 4 TAKOX BUINOBITHO 10
coenudiranili, me MiCTATHCE B peecTpamifHOMY A0CHE, 3aTBCPAXEROMY B YKpafni mms
mKapceroro 3acofy. IpoToxomM BEpOGHENTES, TIAKyBaHHA Ta [OPOBENEHHA aHamsis Oymu
NepeBipeHi, BCTRHOBNEHO BiXmoBizaicTs BuMoram GMP,

Issued by / Banarno:
Qualified Person / Ynor era ocoba:

Silvia Posado Perez /

Date/ Nara: 13.05 .2(%




BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT SIKOCTI CEPH JHKAPCHKOY'Q 3ACOBY

Product name / Haspa npoayxry
(strength, dosage form, package size and
type / nosyeamms, nikapcska dopma,

Mitren, tablets, 2 mg, 28 tablets in a blister; 3
blisters in carton with labeling in Ukrainian /
Mirpes, Tabnetxu no 2 Mr, no 28 Tabnerox y

PO3MIp i THI YHAKORKH) Gmcrepi; o 3 Gnictepr y xaprouniit xopobni 3
MAPKYBaHHAM YKPAIHCEKOK MOBOIO
Active substance / ITiioga pesosuna 1 tablet contains dienogest 2 mg /
1 TabeTra MICTHTE TicHOreCTY 2 MI"
Manufacturing country / Spain / Icnaxis
Kpaiea srpoGEAK
Marketing Authorization number / UA/17523/01/01
Homep peecTpauiitnoro noceizuerHs
Batch number and size / Homep Ta posmip | LF45342B
cepii 10 098 packs / ymaxoBox
Date of manufacture / lata supoSaumrea | 03.2026
Expiry Date / Ctpok npanarsocti 03.2029

Manufacturer’s name, site address and
manufacturing authorization number /
Haspa, ampeca i Homep ;imenmaii
BrpobEMI0T mimsHwi

LABORATORIOS LEON FARMA SA.
Poligono Industrial Navatejera, C/ La Vallina s/n,
Villaquilambre, 24193 Leon, Spain/
JIABOPATOPIOC JIEOH <©APMA C.A.
Honiromo IEgycrpiame Haparexepa, syn Jla
Bameina 6/n, BimbsximamGpe, 24193 Jleow,
Ienanin

Manufacturing license Ne4208E/
Jlinensia ya BapobunTso Ned208E




Test / Toxazami Acceptance criteria / Kputepii Testing results /
apuilinaraoCcTi PesyspTarn senpobypatin
Appearance / Onnc Round, plain and white tablets / Comply /
Kpyrni nnocki ta6neriu 6imoro Bixnorinae
_KOMLOpY
Dienogest identification /
Inenradicanis
niexorecry
UPLC / BEPX-qac Matches retention time of reference Gl /
YTPEMaHHT standard / Bigmosimae wacy B?;I;ginae
YTPHMAHHT CTAHAAPTHOIQ 3PA3KY
UV / Vd-cnexrp Matches UV. spectrum of reference Comply /
TOT/THHAHAN standard / Bimmopinae V®-cnextpy Bizmosinae
CTARIBPTHOTO 3pPa3ky
Average weight / 700mg+10%/700mr+10% | 70,5 mg/mr
Cepenns Mmaca
Dienogest assay / 95.0-105.0 % 98,7 %
Kinsxicre spagayenns
mieHorecry
Uniformity of dosage 10 tablets: / Tabnerox: AV<150 | AV=1/1
units / Onxopinnicrs 30 tablets: / rabnerox: AV <15,0 | Comply /
A030BAHAX O WHUIH Range: / Jliaason: 0,75 M - 1,25 M | Bixnosigae
Dissolution / Q=80% Avr: 94 % / Cepenniit 94 %
Po3umBpernusn 30 minutes / 30 xsunuR None: <84 %/
XKoxnoro: < 84 %
Complies 82 /
Bignosinae S2
Residual solvent
(ethanol) / 3anuorkopa <5000 ppm 1174 ppm
KUILKicTH opranmiganx
PO3YHHENKIB (eTamoa*)
Related substances /
CynyThi gominxm
Impurity 5410RCO1 / <0.30% <0.10%
Hominma 5410RCO1
Impurity 5410RC02 / <0.30% <0.10%
Hominmka 5410RC02
Unknown Individual <0.20% <0.10%
impurities / Hesizomi
oxpeMi ZoMINIKH
Total impurities / Cyma <1.0% <0.10%
LOMImIOK

3 g N\
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Microbial control /

Mixpobioaoriana

YHCTOTA _

Total aerobic microbial <10° CFU/g/ < 10° KYO/r Not conducted / He

count (TAMC) / 3aransra TIIPOBOJUECS

KiTEKICTE aepoGHmX

MiKpoopranizmig

(TAMC): _

Total yeast and mould | <10% CFUlg/ < 10° KYO/r Not conducted / He
5 _ g = IPOBOIHBC

count / 3aramera KLTLKICTE

rpebie T4  Apimmxis

(TYMC):

Escherichia coli Absence in 1g /Bigcytais I 1 hlorEonduted A He

NPOBONTABCS

The batch meets the requirements of QCM for MA Ne UA/17523/01/01 / Cepis mizmosixac
Bumoram MK xo PIT Ne UA/17523/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM/ Yrakosxa,
MapKyBaHHS Ta TepMil MPHAATHOCTI BiXIOBiNAOTE BEMoram MEKS.

STORAGE: Do not store at temperature above 25 °C. Store in the original package. Keep out of
reach of children! / 36epirara B opeTinan:siil ynaxosui npu TeMuepaTypi He sume 25°C.
3Gepirarh y HeocTyImOMy Ans giTelt Micui!

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 medicinal
product. Batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP. / I{am s mizTBepzxyio, INO HaBeneHa BUINe indopmartis e nocToBipaOIO
Ta TowHow0. Lt cepis upomyxuil 6yna BrroToBNeHa, BRMOYAIOYH NAKYBAHHS, MapKYBaHHE Ta
HPOBSACHHA KOHTPOMO 1i AKOCTi Ha 3a3Haveril BHpoGawYiYk mingmui y moBHil eimmosimmoct 3
BEMoramMu GMP, BeranoBneHAMY MICHEBHM PEryJISTODHAM OPTAHOM, 4 TAKOX BUINOBITHO 10
coenudiranili, me MiCTATHCE B peecTpamifHOMY A0CHE, 3aTBCPAXEROMY B YKpafni mms
mKapceroro 3acofy. IpoToxomM BEpOGHENTES, TIAKyBaHHA Ta [OPOBENEHHA aHamsis Oymu
NepeBipeHi, BCTRHOBNEHO BiXmoBizaicTs BuMoram GMP,

Issued by / Banarno:
Qualified Person / Ynor era ocoba:

Silvia Posado Perez /
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Date/ Nara: 13.05 .2(%
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT SIKOCTI CEPH JHKAPCHKOY'Q 3ACOBY

Product name / Haspa npoayxry
(strength, dosage form, package size and
type / nosyeamms, nikapcska dopma,

Mitren, tablets, 2 mg, 28 tablets in a blister; 3
blisters in carton with labeling in Ukrainian /
Mirpes, Tabnetxu no 2 Mr, no 28 Tabnerox y

PO3MIp i THI YHAKORKH) Gmcrepi; o 3 Gnictepr y xaprouniit xopobni 3
MAPKYBaHHAM YKPAIHCEKOK MOBOIO
Active substance / ITiioga pesosuna 1 tablet contains dienogest 2 mg /
1 TabeTra MICTHTE TicHOreCTY 2 MI"
Manufacturing country / Spain / Icnaxis
Kpaiea srpoGEAK
Marketing Authorization number / UA/17523/01/01
Homep peecTpauiitnoro noceizuerHs
Batch number and size / Homep Ta posmip | LF45342B
cepii 10 098 packs / ymaxoBox
Date of manufacture / lata supoSaumrea | 03.2026
Expiry Date / Ctpok npanarsocti 03.2029

Manufacturer’s name, site address and
manufacturing authorization number /
Haspa, ampeca i Homep ;imenmaii
BrpobEMI0T mimsHwi

LABORATORIOS LEON FARMA SA.
Poligono Industrial Navatejera, C/ La Vallina s/n,
Villaquilambre, 24193 Leon, Spain/
JIABOPATOPIOC JIEOH <©APMA C.A.
Honiromo IEgycrpiame Haparexepa, syn Jla
Bameina 6/n, BimbsximamGpe, 24193 Jleow,
Ienanin

Manufacturing license Ne4208E/
Jlinensia ya BapobunTso Ned208E




Test / Toxazami Acceptance criteria / Kputepii Testing results /
apuilinaraoCcTi PesyspTarn senpobypatin
Appearance / Onnc Round, plain and white tablets / Comply /
Kpyrni nnocki ta6neriu 6imoro Bixnorinae
_KOMLOpY
Dienogest identification /
Inenradicanis
niexorecry
UPLC / BEPX-qac Matches retention time of reference Gl /
YTPEMaHHT standard / Bigmosimae wacy B?;I;ginae
YTPHMAHHT CTAHAAPTHOIQ 3PA3KY
UV / Vd-cnexrp Matches UV. spectrum of reference Comply /
TOT/THHAHAN standard / Bimmopinae V®-cnextpy Bizmosinae
CTARIBPTHOTO 3pPa3ky
Average weight / 700mg+10%/700mr+10% | 70,5 mg/mr
Cepenns Mmaca
Dienogest assay / 95.0-105.0 % 98,7 %
Kinsxicre spagayenns
mieHorecry
Uniformity of dosage 10 tablets: / Tabnerox: AV<150 | AV=1/1
units / Onxopinnicrs 30 tablets: / rabnerox: AV <15,0 | Comply /
A030BAHAX O WHUIH Range: / Jliaason: 0,75 M - 1,25 M | Bixnosigae
Dissolution / Q=80% Avr: 94 % / Cepenniit 94 %
Po3umBpernusn 30 minutes / 30 xsunuR None: <84 %/
XKoxnoro: < 84 %
Complies 82 /
Binnosizac S2
Residual solvent
(ethanol) / 3anuorkopa <5000 ppm 1174 ppm
KUILKicTH opranmiganx
PO3YHHENKIB (eTamoa*)
Related substances /
CynyThi gominxm
Impurity 5410RCO1 / <0.30% <0.10%
Hominma 5410RCO1
Impurity 5410RC02 / <0.30% <0.10%
Hominmka 5410RC02
Unknown Individual <0.20% <0.10%
impurities / Hesizomi
oxpeMi ZoMINIKH
Total impurities / Cyma <1.0% <0.10%

ToMimox




Microbial control /

Mixpobioaoriana

YHCTOTA _

Total aerobic microbial <10° CFU/g/ < 10° KYO/r Not conducted / He

count (TAMC) / 3aransra TIIPOBOJUECS

KiTEKICTE aepoGHmX

MiKpoopranizmig

(TAMC): _

Total yeast and mould | <10% CFUlg/ < 10° KYO/r Not conducted / He
5 _ g = IPOBOIHBC

count / 3aramesa KiTekicTs

rpebie T4  Apimmxis

(TYMC):

Escherichia coli Absence in 1g /Bigcytais I 1 hlorEonduted A He

NPOBONTABCS

The batch meets the requirements of QCM for MA Ne UA/17523/01/01 / Cepis mizmosixac
Bumoram MK xo PIT Ne UA/17523/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM/ Yrakosxa,
MapKyBaHHS Ta TepMil MPHAATHOCTI BiXIOBiNAOTE BEMoram MEKS.

STORAGE: Do not store at temperature above 25 °C. Store in the original package. Keep out of
reach of children! / 36epirara B opeTinan:siil ynaxosui npu TeMuepaTypi He sume 25°C.
3Gepirarh y HeocTyImOMy Ans giTelt Micui!

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 medicinal
product. Batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP. / I{am s mizTBepzxyio, INO HaBeneHa BUINe indopmartis e nocToBipaOIO
Ta TowHow0. Lt cepis upomyxuil 6yna BrroToBNeHa, BRMOYAIOYH NAKYBAHHS, MapKYBaHHE Ta
HPOBSACHHA KOHTPOMO 1i AKOCTi Ha 3a3Haveril BHpoGawYiYk mingmui y moBHil eimmosimmoct 3
BEMoramMu GMP, BeranoBneHAMY MICHEBHM PEryJISTODHAM OPTAHOM, 4 TAKOX BUINOBITHO 10
coenudiranili, me MiCTATHCE B peecTpamifHOMY A0CHE, 3aTBCPAXEROMY B YKpafni mms
mKapceroro 3acofy. IpoToxomM BEpOGHENTES, TIAKyBaHHA Ta [OPOBENEHHA aHamsis Oymu
NepeBipeHi, BCTRHOBNEHO BiXmoBizaicTs BuMoram GMP,

Issued by / Banarno:
Qualified Person / Ynor era ocoba:

Silvia Posado Perez /

Date/ Nara: 13.05 .2(%




BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT SIKOCTI CEPH JHKAPCHKOY'Q 3ACOBY

Product name / Haspa npoayxry
(strength, dosage form, package size and
type / nosyeamms, nikapcska dopma,

Mitren, tablets, 2 mg, 28 tablets in a blister; 3
blisters in carton with labeling in Ukrainian /
Mirpes, Tabnetxu no 2 Mr, no 28 Tabnerox y

PO3MIp i THI YHAKORKH) Gmcrepi; o 3 Gnictepr y xaprouniit xopobni 3
MAPKYBaHHAM YKPAIHCEKOK MOBOIO
Active substance / ITiioga pesosuna 1 tablet contains dienogest 2 mg /
1 TabeTra MICTHTE TicHOreCTY 2 MI"
Manufacturing country / Spain / Icnaxis
Kpaiea srpoGEAK
Marketing Authorization number / UA/17523/01/01
Homep peecTpauiitnoro noceizuerHs
Batch number and size / Homep Ta posmip | LF45342B
cepii 10 098 packs / ymaxoBox
Date of manufacture / lata supoSaumrea | 03.2026
Expiry Date / Ctpok npanarsocti 03.2029

Manufacturer’s name, site address and
manufacturing authorization number /
Haspa, ampeca i Homep ;imenmaii
BrpobEMI0T mimsHwi

LABORATORIOS LEON FARMA SA.
Poligono Industrial Navatejera, C/ La Vallina s/n,
Villaquilambre, 24193 Leon, Spain/
JIABOPATOPIOC JIEOH <©APMA C.A.
Honiromo IEgycrpiame Haparexepa, syn Jla
Bameina 6/n, BimbsximamGpe, 24193 Jleow,
Ienanin

Manufacturing license Ne4208E/
Jlinensia ya BapobunTso Ned208E




Test / Toxazami Acceptance criteria / Kputepii Testing results /
apuilinaraoCcTi PesyspTarn senpobypatin
Appearance / Onnc Round, plain and white tablets / Comply /
Kpyrni nnocki ta6neriu 6imoro Bixnorinae
_KOMLOpY
Dienogest identification /
Inenradicanis
niexorecry
UPLC / BEPX-qac Matches retention time of reference Gl /
YTPEMaHHT standard / Bigmosimae wacy B?;I;ginae
YTPHMAHHT CTAHAAPTHOIQ 3PA3KY
UV / Vd-cnexrp Matches UV. spectrum of reference Comply /
TOT/THHAHAN standard / Bimmopinae V®-cnextpy Bizmosinae
CTARIBPTHOTO 3pPa3ky
Average weight / 700mg+10%/700mr+10% | 70,5 mg/mr
Cepenns Mmaca
Dienogest assay / 95.0-105.0 % 98,7 %
Kinsxicre spagayenns
mieHorecry
Uniformity of dosage 10 tablets: / Tabnerox: AV<150 | AV=1/1
units / Onxopinnicrs 30 tablets: / rabnerox: AV <15,0 | Comply /
A030BAHAX O WHUIH Range: / Jliaason: 0,75 M - 1,25 M | Bixnosigae
Dissolution / Q=80% Avr: 94 % / Cepenniit 94 %
Po3umBpernusn 30 minutes / 30 xsunuR None: <84 %/
XKoxnoro: < 84 %
Complies 82 /
Bignosinae S2
Residual solvent
(ethanol) / 3anuorkopa <5000 ppm 1174 ppm
KUILKicTH opranmiganx
PO3YHHENKIB (eTamoa*)
Related substances /
CynyThi gominxm
Impurity 5410RCO1 / <0.30% <0.10%
Hominma 5410RCO1
Impurity 5410RC02 / <0.30% <0.10%
Hominmka 5410RC02
Unlmown Individual <0.20% <0.10%
impurities / Hesizomi
oxpeMi ZoMINIKH
Total impurities / Cyma <1.0% A‘;N
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Microbial control /

Mixpobioaoriana

YHCTOTA _

Total aerobic microbial <10° CFU/g/ < 10° KYO/r Not conducted / He

count (TAMC) / 3aransra TIIPOBOJUECS

KiTEKICTE aepoGHmX

MiKpoopranizmig

(TAMC): _

Total yeast and mould | <10% CFUlg/ < 10° KYO/r Not conducted / He
5 _ g = IPOBOIHBC

count / 3aramesa KiTekicTs

rpebie T4  Apimmxis

(TYMC):

Escherichia coli Absence in 1g /Bigcytais I 1 hlorEonduted A He

NPOBONTABCS

The batch meets the requirements of QCM for MA Ne UA/17523/01/01 / Cepis mizmosixac
Bumoram MK xo PIT Ne UA/17523/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM/ Yrakosxa,
MapKyBaHHS Ta TepMil MPHAATHOCTI BiXIOBiNAOTE BEMoram MEKS.

STORAGE: Do not store at temperature above 25 °C. Store in the original package. Keep out of
reach of children! / 36epirara B opeTinan:siil ynaxosui npu TeMuepaTypi He sume 25°C.
3Gepirarh y HeocTyImOMy Ans giTelt Micui!

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 medicinal
product. Batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP. / I{am s mizTBepzxyio, INO HaBeneHa BUINe indopmartis e nocToBipaOIO
Ta TowHow0. Lt cepis upomyxuil 6yna BrroToBNeHa, BRMOYAIOYH NAKYBAHHS, MapKYBaHHE Ta
HPOBSACHHA KOHTPOMO 1i AKOCTi Ha 3a3Haveril BHpoGawYiYk mingmui y moBHil eimmosimmoct 3
BEMoramMu GMP, BeranoBneHAMY MICHEBHM PEryJISTODHAM OPTAHOM, 4 TAKOX BUINOBITHO 10
coenudiranili, me MiCTATHCE B peecTpamifHOMY A0CHE, 3aTBCPAXEROMY B YKpafni mms
mKapceroro 3acofy. IpoToxomM BEpOGHENTES, TIAKyBaHHA Ta [OPOBENEHHA aHamsis Oymu
NepeBipeHi, BCTRHOBNEHO BiXmoBizaicTs BuMoram GMP,

Issued by / Banarno:
Qualified Person / Ynor era ocoba:

Silvia Posado Perez /
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Date/ Hara: 13.05.242
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