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ik CERTIFICATE OF ANALYSIS
CEPTU®DIKAT AHAJIZY

Product name: Madinet
HaliMenyBaHHs Mpoay kuii: Mamiser®

V100665

e OR S T

e
; Countn of manufacturing: Germany

Tmporting country: Ukraine
Mep/kapa-iMnopTe : Yipaita

P Ident-No / [nerrudixatiiinni noyep:
| 24055911

\ Article-code/Kon apTHRYTY.
| Strength / activity

i

l Cita fil/akTHBHICTD

| Jlikapebra dpopya

S .
| Package size and type

PO'}\H]) Ta THIT NAKyBaHHA

1 film-coated tablet contains 0.03 mg of Ethiny lestradiol and 2 mg of

Chlormadinone acetate

1 raBnerka, BKpHTA 1B KOBOK» OBOAOHKOKY, MICTHTL! ernninectpaaiony 0.03 mr i
| xJ0pMaIHHONY aueTaTy - 2T

. Dosage Form \ Film-coated tablet, 0.03 mo/- m
Taowux\n Bhpli'ﬂ QniRKOBOI 0GaA0HKOH. 110 . 03 mr/2 Mr
e
21 mblets in bhsten . 1 blister in carton bhox

i 1o 21 Tabaerui ¥ Gnictepi:

no | BaicTepy B KapTOHHID kopobul

\Jumbex of Registration Certificate

Homp pwcu‘pauumoro nocBiaMeHH s

UA/15840/01/01
Ne UA/13840/01/01

- Batch number: / Honep cepii: 2401

| Batch size (pes.): / PosMip cepil (1 1.) 44980

“Manufacturing date: Jlara pHpOOHIILTEA:
022024

! Name and location manufacturing sne
{ Sachsen-Anhait, 06796, Germany

M"-W
mibe Gmbll Arzneimittel,

| Expiry date:/ Jlara JAKIHUCHHS TEPMIHY ApHAATHOCTI:
102/2028

I
Muenchener 9(1‘15.6 1'1 Brehna,

| Haltveryparia Ta MICIEIHANO UKEHHS MABHIUL 3 BHPOOHUUTEA \iGe TaBX ApuHaimitress.
l MionxenepTpacee 13. Bpena. Caxconia- Anxannt. 06796, Hineuuna

i

l

Number of manufacturing author isation. No. DE
51
G\IP 2023 0012

01 TGMP 2023 0012

¢ Hovep Aiuensii aiapHuu 3 pupoduuuTea. N DE
L Certificate GMP. No. DE_ST_01
| Ceprudixar BiAHOBIAHOCTI Q\ P Ne DL S

ST 01
01 MIA_2C

WA _2023_ 0005
0003

023

Methods
MeToan KOHTPOAK

Tests
HatiseiyBania nokasuitka

visual test
BizyansHo

Appearance
Oruie

Tablet diameter
TiaMeTp TadIeTy

vernier caliper
BiinMiptopaHus
HITAHTEHLIPRYAEM

Tablet thickness vernier caliper

i signature

Specifications

JlomyeTiaiy Mesk
complies
gianoBiacl

AeeKTiB NOKPHTTS
5.9 mm - 6.3 mm
3.0 a - 6.3 MM

2.4 mm-3.0nmm

Tosutiia TadIeTR Bivipiopaiis 2.4t - 3.0 2.9
W TAHTEHUHPRY M
H‘ndnus Ph Eur, 2.9.8 > 40N 98 N

| Approved by: Friedr

| signature
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Taepaicrs

Average mass

Cepeana maca
Disintegration
Posnazanus

Dissolution
Ethinylestradiol,
Chlormadinone acetate
Posuime s
Ernuinecrpanion.
XJlopyatiHony aucrar
Tdentity

Diewrudivauis
Erhin_\'lcstmdio),
Chlormadinone acetate
Eriminecrpasnion,
Xaopyaauuony auerar

Uniformity of dosage units

OQavopiaricrs oaumimg,
203V BAHHA

Assay
Kirvkicue sistauenys
Ethinylestradiol
Ernninecrpazion

Chlormadinone acetate
X,‘lOp,\!(l;’IllilOH_\' atlerar

Related substances
Cytiposiani gosiwsey
Ethinylestradiol (E E)
Ernuizectpagion (EE)

Ph. Eur. 2.9.8
weighing
3BamynaHHs
Ph. Eur. 2.9,]
Ph. Eur, 2,9,

Ph.Eur. 2.9.3, HPLC

Ph. Eur. 2,93, BEPX

Ph.Eur. 2.2.29, HPLC
Ph. Eur. 2.2.20, BEPX

Ph.Eur. 2.2.29,, HPLC
Ph. Eur. 2.2.29. BEpY

PhEur. 2.2.29, HPLC
Ph. Eur. 2229 BEPX

Ph.Eur. 2.2.29.. HPLC
Ph. Eur. 2220, BEpX
Estradiol (Imp. D)
Eerpazion (nomimka D)

9,1i-Dehydro-EE (lmp. B)
9. -zeriapo-EE (noaima B)

6u-Hydroxy-EE
bu-rigpokei- EE
6B-Hydroxy-EE
Off-riapokei- B
6-Keto-EE
6-keto- EE
6.7-Dehydro-EE
6.7-aeriapo- LF
Estrone (Imp. C)
Ectpon (Zoatitka C)
Single unknown

ggﬁﬁ@jﬂﬁf_pecked by: Liy

> 40 H 98 H
85.0mg =3 mg 85 mg
85.08Mr= 3 wmr 83 mr
SIS min in H.0O 4125

S 15X v soai 412¢

2 80% (Q) within 30 min 95 %

2 80% (Q) within 30 min 97 Y%
Z80% (Q) nporsron 30 B 93 %

2 80% (Q) npatarom 30 xg 97 %
The sample principal peak has the complies
same retention time as the standard  gianosizac

principal peak.

The UV lambda max of the sample
principal peak corresponds to the UV
lambda max of the standard principal
peak,

Hae ymisianng oo niKkis va
NPOMATOrpAMAN 8UNPOdYBaILHOMO T2
CTRHIAPTHONO PO3YIHIB MOBITHI;
criBragari,

Marcinvansia aommuma Vb - NBiLd
OCHOBHUX rikis Ha Xposarorpasax
BHINPOGYBAUILHOIO T4 ¢ AHAAPTHOTO
PO3UNHIB noBIMMI criBnazaT,
Ethinylestradiol, Chlormadinone
acetate according to Ph.Eur. 2.9.40,
Ermininecrpazion. X:lop.\zammoay averar
BLATOBIAHO 30 Ph. Eyr. 2940

complies
Bianosizae

95—~ 105%

0.0285 - 0,0313 mg/tablet
95 - 1035%

0.0285 - 0.0315 Mritadierky
93 - 105%

1.90 - 2,10 mg/tablet

95 ~ [05%

180 - 210 METAOIeTRY

0.0300 mp/nni
0.0300 sirva6a

2.04 mg/thl
2.04 MriTada

<0.39% <0,05 ¢
20,39 0,059,
SHO% 0.12 %
S 1.0% ’

<05%
0.5

<0,5%

A
IS,
H

E0.50 Ay 0.05
<0.5% HORYHEHTIE o
0.5 § (.05 0,
< 0.8% N 0,05 9
$0.5% o

£0.3%
£0.3%

<0.5%
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Chlormadinone acetate
(ChMA)
XAOPMALHHOHY aUeTat
(XMA)

MICROBIAL PURITY*

Migpoioaoriuna yerorat

impurity (EE)
OIHHYHA HeBiA0Ma
aomituka (EE)

Sum of unknown
impurities (EE)
Cyaa BCiX HeBIAOMIX
aonimox (EE)

Total impurities (EE)
JaransHa KIAsKICT
aomiwok (EE)
Chlormadinone
XAOPMAZIUHOH
Delmadinone acetate
TesnamuHoHy aierar

Single unknown impurity

(ChMA)

QanHiHKHa Hepiaona
aosika (XMA)

Sum of unknown
impurities (ChMA)
Cyma BCIX HEBLAOMIN
aoniimor (XMA)
Total impurities (ChMA)
3aransHa KIABKICTH
aomiwor (XMA)

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

<0.5%
<0,5%
< 0,53%
< 0.5%
<0.5%

< 1,0%
< 1.0%

Ph.Eur. 5.1.4 category: non-agueous

preparations for oral use

Ph. Eur, 5.1.4 kateropis: HeBOAH
Aikapebki 3acodi 274 OPAALHOTO
JACTOCY BAHHS

<().03 %o

<0,05 %

<(,05 %

0,18 %
0,18 %

<(),08 %
<().03 %%
0.06 %
0.06 %
<0,05 %

<0.05 %

<0,05 %
()05 %

0,06 %
0.06 %o

Tested on batch

230302

MpoTecTo Baro Ha

cepii 230302

Package
Ynakogka

Baich-description
Qmite cepit

Description of shelf life
Orie Tepminy 3Gepiranis

Fill quantity
KisbxicTs npenapary
B yTIAKOBUI

Comments
Konentapi

PV-Q-001

PV-Q-001

FertigPackV

not applicable
HE JACTOCOBYCTHCA

the batch-description ol the
package is complied with the
batch-documentation

Ouite cepil Ha YITaKosL BLANOBLAAC
AOKYMeHTaUIT Ha cepiio

description of shelf life is complied

with the bateh-documentation

Onic Tepuiny 30epirans ginnosiiac

ARokyMerTanil Ha cepiio
21 (21x1) film conted tablets

21 (21x1) radaeTka, BKPHTA M4IBKOBOIO

OOOITAHKGO

* The tests are carried out for each 5th batch. at least once a vear.
g B RO HHT S-TT cepit e 1 MCHiue O Pt Ha nii.

# Bynpody Bania [pAROANTHC

! prepared and checked by: Liudmyta Maistrenko

[ Approved by: Friedrich K

i
i signature

batch bulk no.
240201
Hedacosana
cepin: 240201

complies
sianosiaae

complies
giaposizac
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I'hercby certify that the above information is authentic and accurate, This bateli of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the Specifications in the
Marketing Authorisation of the im porting country for Investigational Medicinal Products. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP

Llnat s 3aceiauyio, wo vasenena siwe IH(opNaLis € 20CTOBIPHOIO Ta TOYHO, Lo cepito npoaykuii yno
BHpodiieno (BrAIOvaROYH DARY BAHIA/MAPRYBAUHS ) Ta NPOBEILHO KOHTPOAL 1 AKOCTI HA BHLIEIAZHAYCHIT AidbHIL] v
noBHil BiAnosianocTi 3 enaorast GMP. BCTAHOBASHMAIM ALCUCBIM PErYSTOPHI OPFaHON. @ TAKO/K BIATNOBIAHO
A0 enetndiratift, 1o sMierTarnes ¥ peectpatiitnomy 10che KpaiHi-inrioprepa Ha npenapar g 10CHIKy BaHOIO
nikapebkoro 3acoby. Mporokonn BHPOGHHUTEA. NAKVBAHHS Ta aHafizie 63710 MeperasHyTo Ta BCTaHOBACHD
sianosiawicts GMP

A0 3551 ape
06 MAT 201 =

e g " 7 !
D Name = Sign Quality controlef ¢’f\"oppc>
Aanisn = nidme Vooswonmiona ocoia 5 soeTiD, Nonne)

------------------------------- End of Master Sheet e
. Prepared and checked by: Liudmyla Maistrenko Approved by: Friedrich Koppe o 1
) : i
[ signature signaturew_ ;
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