NEPKABHA CJIIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KAIBCHKIN OBJIACTI

nipos. CriTimunot Haxaii, 3, M.Knis, 02099, ten/paxc: (044) 363-06-50
E-mail: dlq.ko@dls.gov.ua, Kop €APTIOY 37078774

BHUCHOBOK
Npo sIKicTH BBE3€HOT0 B YKpainy JikapchKoro 3acofy

12.08.2024 Nv 39234/24/10

JIEHOT'ECT 3EHTIBA

(HaliMenyBaHHs JTiKapchkoro 3acoby 3rifiHo 3 peecTpatifiuM MOCBiXUCHHSAM)
TabJeTKH, BKPUTI ITIBKOB0I0 060JI0HKO010, 110 2 Mr, 1o 14 Tabserok y Guicrepi, mo 2 Guicrepu
y KapTOHHIH mayui
(d)opma BHITYCKY, JO3YBaHHA, BUJ [TaKyBaHHs f(iKapCbKOI‘O 3€lC06y)

Howmep peccrpauiitioro mocsigucums UA/17602/01/01 crpox aii peecrpaniitaoro nocsiuenns 21.08.2024
Cepis nikapcpkoro sacoby Ne B1006 Kinnkicts BBesenoro nikapeskoro sacoby 3840

Bupobuuk Xaynt ®apma Mrorcrep I'm6X, HiMeuunna
(naitmMeryRaHHs BUPOGHUKa JikapchKoro 3acofy, KpaiHa MoXo/UKCHHS)

Baesero B Yipainy TorapucTeo 3 o6MexeHoo Binnosinansnictio "3EHTIBA
VYKPAIHA", inent. xox: 38804488
(HaitmenyBanHs Ta koxt 32 EJIPTIOY ropuantHoi ocobu aGo npiseuue, im'a, 1o GaThkosi hisHiHol
ocobH - mignpremnd, i Micle npoXuBasHg Ta peecTpauiitnuil HoMep o6IiKOBOI KapTKH THIATHHKA
noxatkis abo cepist Ta HoMep racropra)

Mporokos Bizyasioro koutpoiio sin 07.08.2024 Ne 2309/1.

3a  pesyNbTaTaMM  JIEPKABHOTO KOHTPOJIO BCTAaHOBNEHO, MO Jlikapchkuii 3aci6 Beeseno B Ykpainy 3

JOTPHMAHHAM BHMOT 3aKOHOLABCTBA IOAO 3a6e3[ICUEHHA AKOCT] JIiKapChKNX 3aco0iB.
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CERTIFICATE OF COMPLIANCE

Local trade name

DIENOGEST ZENTIVA

Marketing Authorization number UA/17602/01/01
Batch number B1006

Amount 3.840
Manufacturing date 13.03.2024
Expiry date 02/2027
Strength 2mg

Dosage form

film coated tablets

Packaging size and type

14 tablets in a blister, 2 blisters in a carton box

Manufacturing site Bulk Drug Product
Primary packaging site

Secondary Packaging site

Batch certification site

Testing responsible (contract based)

Haupt Pharma Miinster GmbH
Schleebriiggenkamp 15, 48159 Minster, Germany
Authorization number

ML: DE_NW _05_MIA_2024_0007

GMP: DE_NW_05_GMP_2022_0006

| hereby certify that the above batch has been manufactured (including packaging/labelling and
guality control) at the above mentioned site(s) in full compliance with GMP requirements of local
Regulatory Authority and was found within the specifications approved in Marketing Authorization of

tmporting country.

In combination with the corresponding Certificate of Analysis this Certificate of Compliance forms
the Quality Batch release documentation for above batch.

Date: 21.May 2024
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Product:

Active Ingredient:
Batch:

Batch size:

Manufacturing date:

Certificate of Analysis

Dienogest Zentiva 2 mg film coated tablets

Dienogest 2 mg

B1006 (butk batch 063)
1.2 mio.

13. March 2024

Test Specification Result
Appearance white, round, biconvex film-coated tablets, embossed | complies
with “2” on one side
Average weight 83.0mg+/-5% 82,5mg
Loss on drying £5% 2%
Resistance to crushing 30- 70N 49 N
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.
tdentity 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 £P 2.9.40 confarms
Dissolution Q = 80 % after 15 min 91 %
Related substances 11-Hydroxy-dienogest (EP-Imp. A] £0.4 % <RL %
11-Hydroperoxy-dierogest {(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

each 10" hatch, at
once a year)

TYMC £ 100 cfu/g

Absence of E. coli

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

Dr. Oliver Sf

thlepper
Qualified Person




*Ha KOpITOpaTHBHOMY ONIaHKy KOMMaHii*

CEPTU®IKAT BIAIIOBITHOCTI

Micuesa ToproBenbHa Ha3Ba JICHOT'ECT 3EHTIBA
Homep peecTpaniifHoro nocBi{4eHHs UA/17602/01/01

Homep cepit B10606

Posmip cepii 3 840 ym.

Hara BUpoOHMLTBA 13.03.2024

Hara 3akinuenHs Tepminy npugarnocrti | 02/2027

Cuna nif 2 Mr

Jlikapceka dhopma

TabNeTKH, BKPHTI TTIBKOBOIO 0GOJIOHKO0

Twn Ta po3mip ynakoBkn

no 14 tabnetok y 6micrepi, no 2 Omicrepu y KapToHHiit
rayi

Bupobunua ninpauIs npoxykry bulk
JUNLHULS 3 TICPBHHHOTO NaKyBaHHS
JinbHMUA 3 BTOPUHHOTO MAaKYBaHHSA
Hinsauus 3 ceprudikauii cepii
BinnoeinaneHe TecTyBaHH: (Ha
KOHTpaKTHIH OCHOBI)

Xaynt ®apma Mioncrep I'm6X
HlIneedprorrenxamn 15, 48159 Mioucrep, Himeuunna

Jlinensia: DE_ NW_05 MIA 2024 0007
GMP: DE_NW_05_GMP_2022_0006

Hana cepis mnpenapaty BHpoOleHa (BKIIOYAIOYM NAKYBAHHS/MAPKYBAHHI Ta

C2-Internal

KOHTPONL SIKOCTi) Ha

BHILEBKA3aHNX BHUPOOHHYMX MINBHHUAX Yy TMOBHIH Biamosimmocti 3 sumoramu EU GMP noxansuoro
PCTYNATOPHOrO OpraHy Ta 3aTBep/KEHMMH chHeuMbikalisMu A0 peecTpaliifHOro MOCBIIUCHHS KpaiHu-

iMropTepa.

Pazom 3 CeprudikatoM anHanizy ta CepTHdikaToM BiAMOBIIHOCTI, 10 AOKAIOTLCS, NAHUE JOKYMEHT QopMye
Ceprudixar Bunycky cepii B 00ir ans BHIICBKa3aHO! cepil IKapcbKoro 3acoby.

/nionuc/

H-p Onigep Ulnenmnep
Ynosnosasicena ocoba

Jara: 21.05.2024




*1a KOPTIOPATHBHOMY ONaHKy KOMMaHii*

Ceprudikat AHamizy

C2-Internal

[TponyxT: HicHorect 3enrisa, 2 Mr TabIeTKH BKPUTI MI1iBKOBOIO 060NOHKOIO
Hiroua pevyoBuHa: Hienorecr 2 Mr
Cepis: B1006 (cepis bulk 063)
Posmip cepii: 1.2 Mty TabneTok
Jlara BupoOHUNITRA! 13.03.2024
[Toxaznuk Creundikanis PesynbTar
Omne Bini, xpyrni, aBoskoBHnykITi TabymerkH, BKpuTi | Bianosinac
MJTIBKOBOXO ODOJIOHKOIO, 3 THCHEHHAM «2» Ha OJHIH
CTOPOHI
Cepenss maca 83,0mMr+5% 82,5 mr
Brparu npu sucywysanui | He 6insire Hix 5 % 2%
Teepuicts 30-70N 49 N

Inentudikauis diegorect

Tlin 4ac HOCHIMKEHHS KiJIbKICHOTO CKIIaJy BiIHOCHMM
vac yTpUMaHHS JI€HOTECTY Ha XpOMaTOrpaMi PO3UMHY
3pa3zka TOpIBHAHHA BIANOBiJac wacy YTPUMAHHI
Ji€HOreCTY Ha XpoMaTorpami cTaHaapTHOTO PO3YUHY

Biamnosinae

lnentudikanis Jienorect Ilig wac apamisy KinbkicHOro cknafy ocHoBHHMI mix | Bianmosinmae
V@ cekTpy 3paska  po3dMHY  BimmoBigae  miky
CTAHAAPTHOTO PO3YHHY

KinbxicHe BUsHaueHHS 95,0% - 105,0% 101 %

OnHopianICTE J030BaAHHUX Binmosigac € 2.9.40 Binrnosinac

OIIMHHUITH

Po3unHenHs Q=80 % uepes 15 xB 91 %

CyryTHi JTOMILIKH

- H-rigpoxen-JII" (Ph.Eur. gomimkn A) < 0,4 %

- 11-rigponepoxcu-/II" (Ph.Eur. nomiuxu K) < 0,2 %
- Oxpema Oynb-sxa gominka < 0,2 %

- Cyma Bcix gomitok < 0,5 %

< HrKye JTiMiTy%
< Hukue mMMiTy%
0,1%
0,2 %

MikpobiosoriuHa yucrora
(TecTyeThCS KOXKHA JecsTa
cepist, MIHIMyM pa3 Ha piK)

3aransHe unciio aepobuux mikpoopranizmis (TAMC) —
ne Ginpre 1000 KYO/r

3arajibHe YMCIIO JPDKJIOKOBMX Ta TUICHSIBHMX
(TYMC) — we 6inswe 100 KYO/r
Bincyruicts F. coliz 1 T

rpubin

He tectynanocs

[MigrBepmKylo, wo cepis Oyna Bupobiena B ymosax GMP.

/nionuc!
H-p Onisep Lnennep

Vnosnosascena ocoba

% 3
*
Rz

j:‘g, 21.05.2024




