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CERTIFICATE OF COMPLIANCE

[Local trade name DIENOGEST ZENTIVA
Marketing Authorization number UA/17602/01/01
Batch number B2847 ﬂ
Amount 4.050
Manufacturing date 26.05.2025
Expiry date 04/2028
Strength 2mg

Dosage form film coated tablets

Packaging size and type 14 tablets in a blister, 6 blister in a carton box
Manufacturing site Bulk Drug product | Haupt Pharma Miinster GmbH

Primary packaging site Schleebriiggenkamp 15, 48159 Miinster,
secondary Packaging site Nordrein-Westfalen, Germany

Batch certification site Authorization number

Testing responsible (contract based) ML: DE_NW_OS_MlA_2024_0007
GMP: DE_NW_05_GMP_2024_0044

| hereby confirm that the manufacturing stages referred to in the Technical Quality Agreement have been
carried out in full compliance with the GMP requirements of the EU and with the terms described in the
Agreement for ensuring compliance with requirements of the Marketing Authorisation(s) as provided by the
marketing license holder.

All deviations occurred during manufacturing and testing of the above-mentioned product have been
assessed individually and cumulatively and are closed and have no product impact.

P No deviation occurred 0 Yes, any additional information is enclosed

Comments/remarks:

Date: 10.July 2025 * Signature: KA 4300/21\,\,\&};(/(

Qualified Person

o Dr. Bannefeld, Karl-Heinz
o Dr. Breuer, Martina

X Dr. Hohmeier, Nina

o Dr. Schiepper, Oliver

* CoC issued on 10.July2025 replaces the previous one issued on 07.July2025 in order to maintain traceability.

Haupt Pharma Munster GmbH, Schieebriiggenkamp 15, 48159 Miinster, Germany




Certificate of Analysis

Product: Dienogest Zentiva 2 mg film coated tablets

Active Ingredient: Dienogest 2 mg

Batch: B2847 (bulk batch 114)

Batch size: 4.050 pcs

Manufacturing date: 26. May 2025

Test Specification Result
Appearance white, round, biconvex film-coated tablets, embossed | complies

with “2” on one side

Average weight 83.0 mg +/- 5% 83,0 mg
Loss on drying £5% 2%
Resistance to crushing 30- 70N 60N
Identity Dienogest in the test for Assay, the relative retention time of | complies

dienogest of the sample solution corresponds to that of
the standard solution.

identity Dienogest in the test for Assay, the UV spectrum of the major peak complies
of the sample solution corresponds to that of the
standard solution.
Assay 95 - 105 % 100 %
Uniformity of Dosage Units Conforms to EP 2.9.40 conforms
Dissolution Q = 80 % after 15 min 92%
Related substances 11-Hydroxy-dienogest (EP-Imp. A)<04% <RL %
11-Hydroperoxy-dienogest (EP-Imp. K} £0.2 % <RL%
Any unspecified substance <£02% 0,1%
Total <0.5% 0,1%
Microbial Quality (tested on | TAMC < 1000 cfu/g Not tested
th
each 10% batch, at least|rymc < 100 cfu/g
once a year)
Absence of E. coli

This is to confirm that the batch was manufactured under GMP-conditions.

) doAvuntn A Minster, 10. July 2025 *

Qualified Person
o Dr. Bannefeld, Karl-Heinz
o Dr. Breuer, Martina
Dr. Hohmeier, Nina
a Or. Schlepper, Oliver

* CoA issued on 10.5uly2025 replaces the previous one jssued on 07.July2025 in order to maintain traceability.

Haupt Pharma Miinster GrbH, Schleebriiggenkamp 15, 48159 Minster, Germany



/na KopriopaTHBHOMY OJ1aHKY KommaHii/

CEPTU®IKAT BIIIIOBIIHOCTI

MicueBa ToproseipHa Ha3Ba

TIEHOTECT 3EHTIBA

HoMep peecTpauifHoro MOCBiUEHHS UA/17602/01/01

C2-Internal

Homep cepii B2847
Po3mip cepii 4050
JlaTa BUpOGHUUTBA 26.05.2025

IlaTa 3aKiHUEHHS TEPMiHY npuparaocti | 04/2028

Cuna it

2 Mr

Jlikapcbka Gopma

TabneTKy, BKPUTI ITIBKOBOIO 060JIOHKOIO

Tun Ta po3Mip yrnaKkoBKH

mauni

1o 14 ta6netox y 6micrepi, 1o 6 GrictepiB y KapTOHHMA

JlinpHULA 3 ceprudixanii cepii
BinoBifansHe TecTyBaHHs (Ha
KOHTPAKTHil OCHOBI)

BupoGHuya JUTBHALA TPORXYKTY bulk Xaynt ®apma MioHCTED TmM6X
JlinpHALs 3 IEPBUHHOTO NAKYBaHHI [1neeGprorrenKami 15, 48159 Mioncrep,
JlinpEALS 3 BTOPMHHOTO NaKyBaHHA Hopapeita-BectdaneH, Himeyuuna

Tinersis: DE_NW_05_MIA_2024_0007
GMP: DE_NW_05_GMP_2024_0044

JlaHuM TiATBEPIKYIO, IO CTalH BUpPOOHMUTBA, IO BU3HAYEHI Y TeX
HOBHHUM JOTPUMAHHAM BHUMOI HaJeuoi BUpOOHMYOI NMPAKTHKH Ta
#HOTO MOCBiIYEHHA BIAaCHUKa TOproBoi JHiIeH3ii.

BiAMOBLAHOCTI BUMOraM peecTpal

wimiil yromi 3 sKocTi, Oym BHKOHaHi 3
yromm 3 AKOCTi 3 METOX0 3a6e3neyeHHs

Vi BiIXMEHHS, O BAHMKIIHA MiJL Hac BHPOGHHYOTO MPOLECY T2 TeCTyBaHH BHIIE3a3HAICHOTO TIPOAYKTY, Oy
OlliHEHi OKpeMO Ta B LLTOMY { BBAKAIOTHCS 3aKpUTHMHU Oe3 BIUINBY Ha TPOAYKILITO.

Binxuiesns BiACYTH

Komenrapi: /
Jara: 10 JIvnas 2025

[} BizxuileHHs HasBHi, yCA indopMalis JOAAETHCS

Tligmuc:  /nionuc/

Vnoenosaosicena ocoba

O 0-p Baunedens, Kapn-Xaiihi
[ 1-p Bpeitep, Maprina

X ]1-p Xomaitep, Hina

(O Ji-p Ulnennep, Oniscp

Ceptudikar, suaaHwi 10.07.2025, 3aMiHI0E flonepeaHint Big 07.07.2025 3 meTor0 3abe3neveHHsA npocTe»(yaaHocTi.
XaynT ®apma MioHcTEp rméX, LineebprorreHxkamn 15, 48159 MioHcTep, HimeuuunHa
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/Ha KOpTIOpaTHBHOMY OITaHKY KoMITaHii/

C2-Internal

Ceprudixar Ananisy
[TponyxT: Tlienorect 3eHTiBa, 2 Mr, TabNETKH, BKpPUTI ITIBKOBOIO 000JI0HKOI0
Jliroua pewoBHHa! Jliesorect 2 Mr
Cepis: B2847 (cepis in-bulk 114)
Po3mip cepii: 4050 ynn
JlaTa BUpOOHULITBA. 26 tpasHs 2025
Gomaanuk Crneuundikauis PesyiabTaT ‘
Ormic Bini, kpyrii, JBOSKOBHITYKIi TabneTkH, BKPUTI TLTIBKOBOKO Bianosinae
06ONOHKOIO, 3 THCHEHHAM «2» Ha OfiHii cTOpOHi
Cepents mMaca 83,0 Mmr+ 5% 83,0 Mr
Brpati MpH BHCYWYBaHHI He Ginbine HiX 5 % 2 %
TeepaicTb 30-70N 60 N
Ipentndikanis dienorect Tlix uwac AOCHIiMKeHHS KiNBKICHOTO CKNaxy pigHOCHWH uac | BimmoBinae
yTpUMaHHs Ai€HOrecTy Ha XpoMarorpami po3uMHy 3paska
HOpiBHAHHS BiANOBifa€ 4acy yTpUMaHHA Ji€HOrecTy Ha
XPOMATOrpaMi CTaHIapTHOrO PO3UHMHY
InenTudixauis JieHorect [lix wac awWamisy KiNbKiCHOTO —CKIajy ocHoBHuit mik | Biamosinae
V@ criekTpy 3paska po3uvHy BifnoBimae miKy CTaHAApTHOTO
PO3UUHY
KinpkicHe BU3HAUYCHHA 95 -105% 100 %
OnHOpiaHICTE 1030BAHUX Bixnosinae €D 2.9.40 Biamosinae
OJINHULL
Po3YMHEHHS Q = 80 % uepe3 15 xB 92 %

CymyTHi HOMilK#

- 11-rigpoxeu-JAT" (Ph.Eur. nomiwkn A) < 0,4 %

- 11-rigponepoxcu-AT (Ph.Eur. xomilku K)<0,2%
- Okpema Gyab-siKa AOMILIKE < 0,2%

- Cyma BCiX AOMILIOK = 0,5%

< piBns BUMOTHY0
< piBHs BAMOTHY
0,1%
0,1 %

Mikpo6ionoriuna YKcTOTa
(TeCTyEThCA KOXHA ICCATA

cepis, MiHiMyM pas3 Ha piK)

3arayeHe 9HCIO AepPOOHHX MikpoOpraHi3MiB (TAMC) - ne
Ginewe 1000 KYO/r

3arapHe YHCIIO APDKIKOBAX Ta mnicuseux rpubis (TYMC) -
e 6inpue 100 KYO/T

Bincyrnicts E. colis 1 T

He tectyBanocs

TligTBepmKyIo, IO Cepis 6yna BipobneHa B yMOBaX GMP.

/mionuc/

Vnogrosavicena 0coba

O J-p bannedensn, Kapn-XaiiHu

O 11-p Bpeiiep, Maptina
(X [I-p Xomaitep, Hina
O J-p Wiennep, Onisep

Ceprudixar, BUABHUN 10.07.2025, 3amiH
Xaynt dapma MioHcTep rm6X, WineebptorreHxamn 15, 48159 MioHcTep, HimeuuuHa

Mioncrep, 10 Jlunns 2025

l0€ NonepeaHi Big 07.07.2025 3 meTot0 3abeaneyeHHA npoaemyBaHocTiA



HEPXJIKCITYKBA
JAEPXKABHA CJIYVIKBA 3 JIKAPCHKUX 3ACOBIB TA

KOHTPOJIIO 3A HAPKOTUKAMM Y JbBIBCBKIN OBJIACTI
By Kynenapkiecbka, 131, M. JTesis, 79071, Ten/dakc: (032) 234-02-73, ten. 264-96-87
E-mail:dls.lviv@dls.gov.ua; https://www.dls.gov.ua Kog €IPTIOY 370736244

BUCHOBOK
[1PO SIKiCTh BBE3€HOro B Y KpaiHy JiKapchKoro 3acoby
28.11.2025 Ne 60694/25/13
JI€HOT'ECT 3EHTIBA

(nalMcHyBaHHs Jikapehkoro 3acoBy 3riano 3 peecrpauiiinuM NOCRiUEHHIM)
TabJeTKH, BKPATI IN1iBKOBOI0 000JJ0HKOI0, 10 2 Mr; 110 14 Tabserok y Oaicrepi, mo 6
GJiicTepiB y kapToHHil nauui

(GopMa BUHYCKY, J03YBAHRS, BUL ITAKYBAHHA JIKAPCHKOTO 3ac00
) Y Y ; Y

Howmep peecrpauiiinoro nocsiguenns UA/17602/01/01 crpok nii peectpauiiinoro nocsinuents HeoOMeKeHnH

abo HoMep O3B0y Ha NapanenbHUit
iMnopT siikapcekkoro 3acoBy

Cepis nikapchkoro 3acofy Ne B3213 Kinskictb BBesenoro qikapcskoro acoby 4020

Bupo6ruk Xaynr ®apma Mioncrep ['m6X, Himeuunna

(naiiMenyBsanis BHpoOHHKA JKapebKoro 3acoBy, XpaiHa OXO/PKEHHS)

Beeseno B Yipainy TosapucTso 3 o6mesxenoto Binnosifanbhicrio "3EHTIBA
YKPAIHA", izent. xox: 38804488

(naiiMenysanus Ta koa 3a EAPTIOY opuanurot ocobu abo npizsuuie, iM'a, M0 6aThkoBi
GisruRoT 0cobH - nianpremus, i Micue NpoxXMUBaHKs Ta peecrpauiinuit nomep obrikosol
KapTKH IUIATHHKA NORATKIB ab0 cepin Ta HOMED NacnopTa)

Mporokoa sisyansuoro konrpomo sin 28.11.2025 Ne 900/01.14-25/3.

3a pesynbrataMu JEPKABHOTO KOHTPOSIO BCTAHOBAEHO, WO Jikapcbkuil 3aci6 Bseseno B Ykpainy 3
AOTPHMAHHSAM BuMor 3aK0HOAABCTBA MO0 3a0e3n6HeHA SKOCTI JlikapchKuX 3acobis.

HavanbHuk . (ay )/ e Oubra IETPALIKO
{1ocanosa o GQ%V (ﬁ'ij.ll'lnc) (inisiany ra npisaurue)

Hiwa F'PUHKEBWUY, Jiogvuna KOJILIKO 234 02 73



/Ha KopropaTHBHOMY GIaHKY KOMIIaHii/

CEPTU®IKAT BIAIIOBITHOCTI

MicueBa ToprogenbHa Ha3Ba JICHOTECT 3EHTIBA
Homep peecTpaLlifHOro MOCBIAYEHHS UA/17602/01/01

Homep cepii B3213

Poamip cepii 4020

Jlata BupoOHHULITBa 13.08.2025

JaTa 3akindeHHs TepMiHy npugaTHocTi | 07/2028

Cuua nil 2wmr

Jlixapceka (opma

TabGNEeTKH, BKPUTI ITiBKOBOIO 060JIOHKOIO

Tun Ta po3Mip ynakoBKH

no 14 tabierox y 6uictepi, mo 6 GnicTepiB y KapTOHHIl
nauii

Bupo6unya xinpHuLs mponykry bulk
JinbHALA 3 MEPBUHHOTO MaKyBaHHA
JinbHULA 3 BTOPUHHOIO NaKyBaHHs
Hinsuuus 3 ceprudikanii cepii
BixmosinansHe TecTyBaHHs (Ha
KOHTPaKTHIH OCHOBI)

Xaynr ®apma Mrorcrep ['M6X
[lneebprorrenxamn 15, 48159 Mioucrep,
Hopapeitu-Becrdanen, Himeuuyuna

Jlinensis: DE_NW_05_MIA_2024 0007
GMP: DE_NW_05_GMP_2024_0044

C2-Internal

JlaHUM [TATBEPIKYIO, O €Tl BUPOOHHITBA, WO BM3HAUEH] y TeXHiuHill yromi 3 aKxocti, 6ynu BHKOHaHI 3
JIOBHMM JOTPHUMAHHAM BHMOI HAJEXHOI BUPOOHMYOI NMPAKTHKH T4 YrOOM 3 AKOCTI 3 METO 3a0e3neHeHHs
BIZNOBIAHOCTI BUMOTaM PEECTPaLiiHOTO NOCBIAYCHHS BIACHHMKA TOProBOi JTilleHsii.

Vi BiZIXWICHHS, IO BUHWKITH IMiJl Yac BHPOGHNUOTO MPOLECY Ta TECTYBaHHS BUIE3a3HAUEHOT0 MPOYKTY, Oynn
OLlIHEHi OKPEMO Ta B LIJIOMY i BBaXafOTHCS 3aKPHTHMH €3 BIUIMBY Ha MPOIYKIiLO.

Biaxuienus BiacyTHi [0 Biaxunenus nassHi, yos indopmaris 100a€THCH

Komenrapi: /
Hata: 19 Bepecnsa 2025

Mignuc:  /nionuc/

Ynosiosaxcena ocoba
OJ1-p Baunedennn, Kapn-Xaiinu
O 11-p Bpciicp, Maprina

[OX-p Xomaiiep, Hina

X O-p Ulnennep, Onisep

Xaynt ®apma MioHcrep TmbX, WneebpiorreHkamn 15, 48159 MioHcTep, HimeuunHa
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ITponykT:

Hiroua peyoBuHa:
Cepis:

Po3smip cepil:

Hara BupoGuMLITBA:

/Ha KopropaTHBHOMY OaHKy KOMMaHii/

CepTudikat Anajizy

C2-Internal

Jienorect 3enriBa, 2 Mr, TablIeTKY, BKPUTI TUIIBKOBOIO 000IOHKOIO

Ilienorect 2 Mr

B3213 (cepis in-bulk 118)
4020 yn

13 Cepmas 2025

OIMHHWUB

Hokasuuk Crnemndikanis PesyasTaT
Onuc Bini, kpyrii, mBoskosBunykii TabneTkH, BKpHTI TniBkoBowo | Binmosinae
000JIOHKOIO, 3 THCHEHHAM «2» Ha OJHIH CTOPOHI
Cepenus Maca 83,0 Mmr +/- 5% 82,1 mr
BTpaTH npy BUCYILYBaHH] He 6inbue Hix 5 % 2%
TsepaicTh 30-70N 47N
Inentndikauis dieHorect Tz wac nocnimikeHHs KinbKicHoro ciknamy BimxocHuil 4ac | Binmosinae
YTPMMaHHs HI€HOreCTY Ha XpOMarorpami posuuHy 3paska
NOpIBHSAHHS BiAmOBiZae dyacy yTPUMaHHA Ii€HOTECTY Ha
XPOMATOrpaMi CTaHJ@PTHOTO PO3UHHY
Inentudixamis HieHorect [Mig wac awWamizy KineKiCHOTO CKJajly OCHOBHHI ik | Biamosinae
VO criextpy 3paska po3uuHY BiIIIOBIJA€E I1iKy CTaHAApTHOIO
PO3UUHY
KinpkicHe Bu3HaueHHA 95 -105% 101 %
OnHOpigHiCTS Z030BAHUX Bianosinae €D 2.9.40 Binnosinae

Po3unHeHHs

Q=180 % uepe3 15 xB

87 %

CymyTHi JOMIIIKK

- 1 l-rigpoxcu-AI" (Ph.Eur. nomimku A) < 0,4 %

- 11-rigponepoxcu-AI" (Ph.Eur. gomimxu K) <0,2 %
- Oxpema Oynsp-sika gomiwxa < 0,2 %

- Cyma Bcix momimok < 0,5 %

< piBHA BUMOTHY
< piBHs BUMOrH%
0,1%
0,2%

Mikpobionoriuxa yncroTa
(TecTyeTbCs KOXKHa ecsaTa
cepist, MIHIMYyM pa3 Ha pik)

BaranpHe uncno aepobuux Mikpooprarizmiz (TAMC) — ue
6inpue 1000 KYO/r

3aranpHe uMcTo ApiKMKOBUX Ta mricHsBux rpubis (TYMC) —
He Ginbie 100 KYO/r

Bincyrnicts E. coliB 1 1

He TECTYBAJIOCA

[ipreepmKyto, wo cepis Gyna Bupobnena B ymosax GMP.

/nionuc!

Ynosnosaoena ocoba

O 4-p Bannedensa, Kapa-Xaiiuu

O 1-p Bpeitep, Mapriua
O -p Xomaitep, Hina
X -p Wnennep, Onizep

Mironcrep, 19 Bepechs 2025

Xaynt ®apma MioHcrep Tm6X, LneebpiorreHkamn 15, 48159 MioHctep, HimedunHa




CERTIFICATE OF COMPLIANCE

Local trade name DIENOGEST ZENTIVA
Marketing Authorization number UA/17602/01/01
Batch number B3213
Amount 4.020
Manufacturing date 13.08.2025
Expiry date 07/2028
Strength 2mg
Dosage form film coated tablets
Packaging size and type 14 tablets in a blister, 6 blister in a carton box
Manufacturing site Bulk Drug Product | Haupt Pharma Miinster GmbH
Primary packaging site Schleebriiggenkamp 15, 48159 Minster,
Secondary Packaging site Nordrein-Westfalen, Germany
Batch certification site Authorization number
Testing responsible (contract based) ML: DE_NW_05_MIA_2024_0007
GMP: DE_NW_05_GMP_2024_0044

| hereby confirm that the manufacturing stages referred to in the Technical Quality Agreement have been
carried out in full compliance with the GMP requirements of the EU and with the terms described in the
Agreement for ensuring compliance with requirements of the Marketing Authorisation(s) as provided by the
marketing license holder.

All deviations occurred during manufacturing and testing of the above-mentioned product have been
assessed individually and cumulatively and are closed and have no product impact.

‘mNo deviation occurred O Yes, any additional information is enclosed

(

Qmﬁ_{&e_rsgn

0 Dr. Bannefeld, Karl-Heinz

o Dr. Breuer, Martina

o Dr. Hohmeier, Nina
k-:»ﬁor. Schilepper, Oliver

Comments/remarks: "

Date: 19. September 2025 Signature:

Haupt Pharma Miinster GmbH, Schleebriiggenkamp 15, 48159 Miinster, Germany



Product:

Active Ingredient:
Batch:

Batch size:
Manufacturing date:

Certificate of Analysis

Dienogest Zentiva 2 mg film coated tablets

Dienogest 2 mg

B3213 (bulk batch 118)
4.020 pcs

13. August 2025

Test Specification Result
Appearance white, round, biconvex film-coated tablets, embossed | complies
with “2” on one side
Average weight 83.0 mg +/- 5% 82,1mg
Loss on drying <5% 2%
Resistance to crushing 30- 70N 47N
Identity Dienogest in the test for Assay, the relative retention time of | complies
dienogest of the sample solution corresponds to that of
the standard solution.
Identity Dienogest In the test for Assay, the UV spectrum of the major peak | complies
of the sample solution corresponds to that of the
standard solution.
Assay 95-105% 101 %
Uniformity of Dosage Units | Conforms to EP 2.9.40 conforms
Dissolution Q = 80 % after 15 min 87 %
Related substances 11-Hydroxy-dienogest (EP-Imp. A) <0.4 % <RL %
11-Hydroperoxy-dienogest (EP-Imp. K) <0.2 % <RL %
Any unspecified substance <0.2 % 0,1%
Total <0.5% 0,2%
Microbial Quality (tested on | TAMC < 1000 cfu/g Not tested
th
each 10" batch, at least TYMC < 100 cfu/g

once a year)

Absence of E. coli

This is to confirm that the batch was manufactured under GMP-conditions.

i
Al
Qualified pb ﬁo_n_
o Or. Bannefeld, Karl-Heinz
o Dr. Breuer, Martina
o Dr. Hohmeier, Nina
\"év.Dr. Schiepper, Oliver

Munster, 19. September 2025

Haupt Pharma Miinster GmbH, Schleebriiggenkamp 15, 48159 Miinster, Germany
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