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CERTIFICATE OF ANALYSIS
CEPTH®IKAT AHAJII3Y

miba irrsh
Arprgreutip:

' Product name: Diemono | Country of manufacturing: Germany
. HaiiMenysanns npoaykuii: liemono® | Heprcasa-upoSipx: Hinerauna
| | Importing country: Ukraine

: | Hdepicapa-imnoprep: Vipaina B
| Ident-No / Lnentudixanitinni HOMep:
| 20731041

?trength / actmty """""""" 1 film-coated tablet contains 2 mg of Dienogest
Cwna piifakTHeHicTs I rabaerxa micture 2 Mr aieworecry
Dosage Form film-coated tablet, 2 mg o B h .
Jlikapeoka dopua TabNeTKH, BRPUTI NITIBKOBOIO 08010HKOI0. 2 M E
- Package size and type 28 tablets in blister, 1 blister bo |
Poamip Ta Tun nakysauus | no 28 taBaeTtok v Griictepi: no 1 Gaictepy y nawui
Number of Registration Certificate UA/18286/01/01
_Howmep peectpauifinoro nocsizuenus

Ne UA/18286/01/01
Batch size (pes.): / Poasip cepii (wr.): 12000

Expiry date:/ [lata saxinuenus TEPMIHY NPHAATHOCTI:
(1172023

Batch number: / Homep cepii: 201103

Manufacturing date: Jlara supoGunures:
C 12020

. Name and location manufacturing site; mibe GmbH Arzneimittel, Muenchener Strasse 15, Brebua,
- Sachsen-Anhait, 06796, Germany

HaliMeny BaHHA T2 MiCHE3HAX0IKEHHA IiAbHUUI 3 BUpoGHUyTBa: Mibe TEX ApunafimitTrens,

| Miouxenepurpacee 15. bpena. Caxconis~-Anxaast, 06796, Hisewumna

- Number of manufacturing authorisation. No. DE ST 01_MIA 2026 0016

- Houep nivensit nisuHuui 3 supoBumursa, No DE_ST_01_MIA_2020 0010

Tests Methods Specifications Resuit
Haiftmenyaanas noxazumxa MeTomu KonTpoaw Honyctimi mexi metoai Pesynprar
Appearance visual inspection Round. white film-coated tablets compiies
Onuc Bi3VaILHO without coating defects; embossment  sinnosiaac
Hm“
Kpyrai 6ini rabnerin, sxputi
Mnikosoio ofononkow be aedextis
NOKPHTTA. 3 THCHERHAM "m" 3 o1HOr0
Bomy
Tablet dismeter vernier caliper 59 -63 mm 6,2 mm
HMiamerp TaGaeriy BiMIpHOBaHHS 5963 MM 6.2 Mm
INTAHIEAbLUIPKY 18y
Tablef thickness vernier caliper 24~ 3.0 mm 2,8 mm
BUMIDIOBAHHA 24 - 3.0 mpm 2.8 MM
WTAHTEIBINPRY 8N
Average mass weighing Bimg+2mg 85 mg

. Prepared and checked by: Liudmyla Maistrenko

) Approved by: Friedrich Kopﬁé
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Cepennsa Maca
Disintegration
Posnaganus
Loss en drying

Dissoluti'on
Dienogest
Pozuunenns
HieHorect

Identity
Dienogest
InenTndikauis
Hicnorect

Assay

Dienogest

KinexicHe Busnauexns
Hienorect

Uniformity of dosage units
Dienogest

OgHopingricTs 030BaHHX
OIMHHUIE

Iienorect

Related substances
Dienogest

Cynporizni nomimky
Jienorect

Single unknown impurity
OnunMyHa HeBimoMa
noMimka

Total impurities

Cyma nominiox
Microbial Quality*
MirpoGionoriyua yucrora*

3BANYBAHHA

Ph. Eur. 2.9.1

Ph. Eur. 2.9.1

Ph.Eur. 2.2,32

Ph.Eur, 2.2.32
Ph.Eur. 2.9.3

paddle, water, 75 rpm
Ph.Eur 2.9.3

TpAITaA i3 JIONATTIO, BOAR,
75 ob/xs

Ph.Eur. 2.2.29, HPLC
Ph.Eur. 2.2.29, BEPX

Ph.Eur. 2.2.29, HPLC
Ph.Eur. 2.2.29, BEPX

Ph.Eur. 2.2.29, HPLC
Ph.Eur. 2.2.29, BEPX

Ph.Eur. 2.2.29, HPLC

Ph.Eur. 2.2,.29, BEPX

Ph. Eur. 2.6.12, 2.6.13
Ph. Eur. 2.6.12, 2.6.13

85 Mrx 2 Mr 85 mr
NMT 15 min in H,O 405 s
He Oinbine 15 xBWIHH Y BOAI 405 ¢
NMT 6 % 5%

He OLinme 6 % %
NLT 80% (Q) within 15 min 99 %
99 %

e mentre 80 % (Q) mpotarom
15 xBunpm
The sample principal peak has the complies
same retention time as the standard  eignosinac
principal peak.
The UV lambda max of the sample
principal peak corresponds to the UV
lambda max of the standard principal
peak.
OcHoBHHIT Nik BHMpPOGYBANTLHOTO
PO3YMHY MaE TAKKIE Xe Jac yTpAMaHH4,
o i OCHOBHHUA TTiK po3duHy
TIOPIiBHAHHA.
3nauenns YO nambaa Makc. OCHOBHOrO
niky BRIpoSYBaNsHOTO POIUMHY
BiANOBiAac 3paTeHHI0 V@ nmaMbua
MaKC. OCHOBHOTO MKy PO3THHY
nopiBHAHHA.
95— 105% 1,95 mg/film-
1,90 - 2,10 mg/film-coated tablet coated tablet
95 -105% 1,95 mr/Tabnetky
1,90 — 2,10 mr/rabneTky
according to Ph.Eur. 2.9.40. complies
BinnoeinHo ao Ph.Eur. 2.9.40 Bimnosinae

complies

BiAMOBinae
NMT 0,3% < 0,05 %
He Gimpme 0,3% <0,05%
NMT 0,6% <0,05 %
He 6inviue 0,6% < 0,05 %

Ph.Eur. 5.1.4., category: non-aqueous
preparations for oral use
Ph.Eur. 5.1.4, «Hepopui nikaperxi 3acobu

tested on batch
200201
OPOTECTOBAHO HA

14 0panbHOro 38CTOCYBAHHI) cepii 200201
Package complies
VYrnakoska Binmosinae
Batch-description the batch-description of the
Omuc cepii package is complied with the
batch-documentation complies/
Onuc cepii Ha ynakosui pinnosinac BinnoBinae

JIOKyMeHTaMii Ha cepito

Prepared and checked by: Liudmyla Maistrenko

Approved by: Friedrich Koppe
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Description of shelf life description of shelf life is complied complies
Onuc TepMiHy 36epiranns with the batch-documentation BiAnoBinac
Ommic TepMminy 36epirasHs nigmonizac
OOKYMeHTaUil Ha cepiio

Fill quantity FertigPackV 28 (28x1) film coated tablets complies
Kinskicrs npenapaty 28 (28x1) TabneTok, BKPHUTHX BinmoBinae
B ynakosui TLTiBKOBOIO 0O0NIOHKOIO

Comments not applicable

Komerrapi He 3aCTOCOBYSTBCA

* not routinely carried out; determined on each Sth batch but at least once a year
*Bunpobysanns perynapxo e 3RIBCHIOIOTE: IRiHCHI00TL Bunpobypanns S+1 cepil wosakMeHwe oanu pa3 Ha pik

We confirm,

that this batch of preduct has been fabricated/manufactured, including packaging and quality control at the
above mentioned site in full compliance with the GMP requirements of the local Regulatory Authority, and
with the release specifications included in the Marketing Authorization of the importing country and given by
the customer. The control of the packaging process meets the requirements.

The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

Mu niaTBepmKyemo,

1O st Cepia npenapaty Gyna BUIOTOB/EHA i NPOHLIA KOHTPOMb YNAKOBKH Ta KOHTPONb AKOCT] Ha BHINE3rafaHOMy
TiAUPHEMCTBI 3 NOBHUM AoTphManHaM BiMor HBIL, npen’ apnenux MicLieBUMM PeTyNATOPHUME OpraHaM# BIaIu.
Cnenndixkauii Burycky npenapary srmoueni a0 PeecTpauiiinoro nocsinyenHs kpainu-imnoprepa i Hanaui
3aMoBHUKOM. KoHTpOAB 32 poLiecoM ynakoBKH BifNOBifac BHMOTaM.

3eiTH 3 06pobky, ynakoBkH i aHaniais cepii Gy/n NeperAIHYTi i BU3HAHI TAKMMH, MO BIANOBIAAKTH MPUHLHIAM
HBII.

,--‘/
22, 0EL 79 /%/3?”//”/

Date/Name + Sign Qualified Pchmp‘a”
Haraliv'a + miznuc YnosHonaxke#a Scoba 3 axocri(®. Konne)

-- End of Master Sheet -
Prepared and checked by: Liudmyla Maistrenko Approved by: Friedrich Koppe
N g s < '},?ﬁﬂ
signature s e signature p%,/f)

T




7

HEPKIIKCITYKBA
NEPHKABHA CJIVKBA 3 JIKAPCBKHX 3ACOEBIB TA KOHTPOJIO 3A
HAPKOTUKAMM ¥V KHIBCHBKIN OBJACTI

npocnext Banepia Jlobanonchkoro, 51, m. Knie, 03110, ren/daxc: (044) 363-06-50
E-mail; dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €IPITIOY 37078774

BHCHOBOK
Npo SIKiCTH BBE3CHOTO B YKpalHy JiKapchbKoro 3acody

02.03.2021 Ne 3176/21/19

JIEMOHO®

(HaiMcnyBanng nikapeskero 3acoby 3riHo 3 peecTpalifHEM IIQCBIAHCHHAM)
Tabierkn, BKPHTI MIiBKOBOW 060/100K010, 2 MY, o 28 Tabxerow y Gaicrepi, no 1 daicrepy y
mawuid

{(hopra BUNYCKY, 103YBAHESY, BHI HAKYHEaHHY Nikapcakoro 3acoby)
tomep peectpauiiinoro nocsinvenns UA/18286/01/01 crpok aii peectpauiiinoro nocsipuenna (44.09.2025
Cepis nikapcpkoro 3acody Ne 201103 KinexicTs BBE3CHOrO Tikapenkoro sacoby 12000

Bupobuuk Mibe I'MOX Apunaiimitrens, Himeuynna
(nafisenysaans sBUpoGrExa hikapeekore 3acofy, Kpailla NOX0JUKEHHN )

Beeseno B Ykpainy Torapucrso 3 ofmeskenoro BixnosizanspicTo "MIBE YKPATHA"Y,
inenT. xox: 38705049
(nafimenysanns Ta kog 3a €JIPIIOY wopuanunoi ocoln abo npisemie, iv'e, no Garexoni Pisuunoi

ocofy - mignpuemus, i Micue PPOKMBEHHA TR peccTpauifinui HoMep 06aikoBOT KAPTKY HAATHHEA
nofarkie 260 cepia Ta HOMED MACTIOPTA)

Iporoken sisyannnore worrpomo sin 29.01.2021 N 0206/1.

32  pe3ynnTATAMH  JEPEBHOrO  KOHTPOMO BCTAIIOBNEHO, mio sixapeskdif  3aciG  seeseno B Yxpainy 3

AOTPHMAHHIM BEMOr 3aKOHOAABRCTEA (UOAO 3afe3neeHHs AKocT! NTikapehkHX 3aco0is.
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