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CERTIFICATE OF ANALYSIS
CEPTU®IKAT AHAJII3Y

miba GmbH
Arzneimattel

Country of manufacturing: Germany |

1. Hepxasa-supobumk; Himeaauna |
Importing country: Ukraine

Jepxasa-imnoprep: Yipaina

ldent-No / 1 nenrndixanjiirnii nomep:

1 tablet contains 0.03 mg of Ethinylestradiol and 2 mg of Chlormadinone

| acetate

D 'raﬁnerxa_Micrirrh:_emninac'rpa,niony_o;ﬂli MF | XI0PMAIMHOHY ALETATY 2Mr
‘Film-coated tablet, 0.03 mg2mg =~ T

i TabneTky, BKpHTI Iminxonmod obonouxoro, no 1,03 mr/2 mr

21 tablets in blister, 1 blister in carton box

| 10 21 Tabiierni y Gnicrepi; no 1 Gnicrepy B kaproHeiii ynakosw

" graririnialan SRANIL L e b i ey b e B A B

| ..l”"roduct";ﬁme:' Madinet -
+ Hafimenysanna npoayknii: Maniver®

| Arﬁcle—cadéﬁ{o,u-apmkyny:
+ V100390

Strength / activity
(wia fii/ak TMBHICTD

s e L L e e L,

Dosage Form
J'Iircapcbxa dbopma

Package size and type
Poamip 1a tan aKyBaHHA

R L e e

Number of ﬁ;gwﬁﬁaﬁoﬁ" Certificate
_Homep peccrpauifinoro nocpimuenns

UA/15840/01/01
Ne UAJ/15840/01/01 o SERTR |

Batch number: / Homep cepii; 2104

| Batch size (pes.): / Posr&ip_ cepii (mur.) 40000

| Manufacturing date: Jlata supoBrrrsa:
1 09/2021

Expiry date:/ Jlara 3axiruerus TEPMIHY npn,qa;ﬂoc'ﬁ":'
09/2025

Sachsen-Anhalt, 06_796,. Germany
Haiimenysama Ta Micuesnaxomrenms JAUTBHULY 3 B
Mronxenepurrpacce 135, bpena, Caxconia-Anxansr,

—t—

| Certificate GMP. No. DE__ST_M_GMPJ 021_00

a—

| Name and location manufaéﬁlﬁngdsite: mibe GmbH _-Arzﬁeimittel, Muéﬁghener 'Stn;ése 15, Brehna,

Number of manufacturing authorisation. No. DE ST

——

Hpobumurea: mibe "M6X Apupaiimitrens,
06796, Himeuvuna |
01_MIA_2021 0005

| Homep nivensii inbmuni 3 pupoumursa, Ne DE ST 01_MIA_2021 0005
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|.Ceprudixar sinnosimnocti GMP Ne DE_ST 01 GMP 2021 0013 ) |
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S o Specifications | | K
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— . . e
ng:c ;ﬁual test. Ryund, pink film-coated tablets complies
YATbHO without coating defects BIXITOBI fge
Kpyrai tabnerxu, BKDHTL TLI BKOBOK)
oBonoukoro, POKeBOTO KOMBLOpPY He3
e o o Aedexris nokpirrTy
T_ablet diameter ._ vernier caliper 3.9 mm - 6.3Kﬂ1m man
JiaMerp rabnerks ‘BuMipiosanns 5,9MM - 8,3 mm o
) ) WTaHreHUMpKy M ’ o1 bow
Tablet thickness vernier caliper .~ mm - 3,0 m
Tosuuna vabnericy Bumipiosanns - 3.6.Mmm ]
. WTAHTCHHHDICWS ,
Hardness Ph. Eur. 2.5.-
; R — Gl ottt e e L. L . -
t.Prepated and checked by: Liudimyia Maicrio Ve P | r—
f _ hecked by: Liudmyla MaistrefEs Vag/by: Friedrich Ko
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Taepnicte
Average mass
Cepesnns maca
Disintegration
Po3nagauus
Dissolution
Ethinylestradiol,
Chlormadinone acetate
Posuvnennsn
Etnuinecrpagion,
Xnopmasm HOHY aueraT
Identity
Inewrudixauis
Ethinylestradiol,
Chlormadinone scetate
ETudinecrpanion,
XTOPMARHHOHY alerar

Ph. Eur. 298
weighing
3BaxcyBaHRN
Ph, Eur, 2.9.1
Ph. Eur. 2.9.1

Ph.Eor. 2.9.3, HPLC

Ph. Eur. 2.9.3, BEPX

Uniformity of dosage units

‘Oanopizuicrs ommny
NOAYBAHHN

Assay

Kinekitue Buznaveinns
Ethinylestradiol
‘Eruninecrpanion

Chlormadinone acetate
Xnopmany HOHY auerar

Related substances
Cynposinui aomiuy
Ethinylestradiol (EE).
ETuuinecrpanion (EE)

......

| signature

Estrone (lmp. )

6p-Hydroxy-EE

Single unkg_mwn.

o | N,

Ph.Eur. 2,229, HPLC
Ph. Eur. 2.2.29, BEPX

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

Ph. Fur 2.2 29, BEPX

Ph.Eur. 2.2,29, HPLC
Ph. Eur. 2.2.20, BEPX

Ph.Eur. 2.2,29., HPLC
Ph. Eur 2.2.29, BEPX
‘Estradiol (Imp. D)
Ecrpanion (nomiwka Dy
% 1-Dehydra-EE (Imp. B)
9. 11-nerinpo-EE
6a-Hydroxy-EE
6a-rinpokcu- EE

6f-rigpoxen- EE
6-Keto-EFE
6-kero- EE
6,7-Dehydro-EF
6,7-periapo- EE

EcTpon (nomiuxa €y

2 Maistrenko ' p

(momiurka B)

85,0 mg+ 3 mg 85 mg g_
85,0 Mr & 3 mr 85 mr o
< 15 min in H;O 420 s
<15 xB y Boni 420¢
> 80% (Q) within 30 min 3B % __
2'80% (Q) within 30 min 98 % 4\
11
L
> 80% (Q) nporarom 30 xs 95 % *
>-80% (Q) nporsrom 30 xe 98 %
The sample principal peak has the ~ complies:
Same retention time as the standard

‘BiAMOBiNAE
principal peak.
The UV lambda max of the sample -
principal peak corresponds to the v
lambda max of the standard principal
peak.

Hac yrpumanna 0CHOBHHX mikie Ha
Xpomarorpamax BUnpolyBaNbHOIQ Ta
CTERHAAPTHOTO PO3YUHIB MOBHHH]
CMBrAJATH.

Makcumanbisa aosxuas YO - xewn
'OCHOBHHX MIKIB Hi XPOMATOrpaMax
‘BHNMPOOYBANLHOro Ta CTEHAAPTHOTO
PO3YKHIB NOBMHKI CITiBOAJATH.

© e emiski b

Ethinylestradiol, Chlormadinone complies
-acetate according to Ph.Eur, 2.9.40. BIAITOBIAA€E
Eruninecrpagion, XNOPMATHHOHY aneTat
BIANOBIAHC 1o Ph. Bur. 2.9.40
95-105% 0,0291 mg/thi B
0,0285 ~ 0,0315 mg/tablet (,0291 mr/rabn | &
95 - 105% l |
10,0285 - 0,0315 mrirabaerxy b
fs.;,[{ “;5:4 2,04 mg/tbl
B0 = 2,10 mg/tablet 2.04 mr/
95 — 105% ,04 mr/rabn
1,90 ~ 2,10 Mritabaerxy |
-
| I
= 1,0% 0,20 %
< 1,0% 0.20 9
=0,5% <0,05 %
<0,5%

<0,05 %
<0,05.%
<0,05 %
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impurity (EE) £0,5% <0,05%
OnrHHvKA HEBIAOMa
nomitka (EE) L
Sum of unknown =1L,0% <0,05 %
impurities (EE) <1,0% <0,05 %
Cyma BCiX HeBIROMHX
RowmimoK (EE) . B
Total impurities (EE) <1,5% 0,26 %
3aranbna KinbkicTs <1,5% 0,26%
o aomunox (EE)
Chlormadinone acetate Chiormadinone 20,5% <0,05 %
(ChMA) XnopManuroH | £05% <0,05 %
XnopManuHOHY aljerar ‘Delmadinone acetate <0,5% 0,10 %
{XMA) Henmapuuony auerar: <0,5% 010%
Single unknown impurity  <0,5% RRT 0,59=0,08 %
{ChMA) <0,5% RRT 0,87=0,06 %
QOanuHYnA HeBl TOMA RRT 0,59=0,08 %
AoMiwrka (XMA) ) RRT 0,87=0,06 %
Sum of unknown <0,75% 0,140 %
impurities (ChMA) <0,75% 0,140 %
Cyma beix Hesiaomux
pomiwiok (XMA)
Total impurities (ChMA) <1,0% 0,24 %
“3ATANMBLHA KIRLKICTL <% 0.24 %
N Aomiwok (XMA)
MICROBIAL PURITY* Ph. Eur. 2.6,12/2.6.13 Ph.Eur. 5.1.4 category: non-aqueous Tested on batch
‘Mikpobionoriuaa unerora* Ph. Eur. 2,6.12/2.6.13 _preparations for oral use 210701
Ph. Eur 5:1.4 xaTeropis: nesonsi NPOTECTOBAKO HE
nixapebki 3acobu nas opanbuoro cepii 210701
T it e SACTOCYRAHHSA e m—— o
Package
Ynakosxa
Batch-description PV-Q.001 the batch-description of the batch bulk no.
Omie cepii package is complied with the 210904
batch-documentation ‘Hedacosana

Onuc cepii va ynaxosui BiAMOBifae

cepin:. 210904
HOKyMEHTaUIT Ha cepiio

gsiriptmg of _sﬁlzel_f'lifé'_ ~ PV-Q-001 description of shelf Iife is complied complies
epminy 36epiranny with the batch-docementation BIATIOBi AdE
Onkc Tepminy 36epiranns pinnosigac
Fill quantity FertigPackV 21 (211) it conern

21 (21x1) film coated tablets ‘complies

Kinsxicts npeng '
penapary 21 (21x1) rabnerxa, BKPHTA NAIBKOBOK) - BiAnoBinge

B YIIAKOBL

obonourow
'Cumment's. uot applicable
Kome_ﬂ'rapl_. - He 3aCTOCOBYCThLeH
_* The tests are carried out for each Sth batch, at least &nce a :f::;r LT e S i ST

) . . . .
BunpoOyeanus nposoasTses Ha KOJHIG 5+ii cepil, ane me Menme oami Pa3 Ha pik,
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I hereby certify that the above information is authentic and accurate. This batch of product has bee
manufactured, including packaging/labelling and quality control at the above mentioned site in full
compliance with the GMP requirements of the tocal Regulatory Authority and with the specifications in the
Marketing Authorisation of the importing country for Investigational Medicinal Products, The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP

Lium st 3aceimiy1o, mo napenena nuie tHlopMaLlis € AOCTORIPHOIO T2 TouHOW, Lo cepito npoayku byno
BUPOGNEHO (BIUIIOYAICHH NAKYBAHHA/MapKyBaHEA) Ta HPOBEAEHO KORTPOAD 1l AKOCTI HA BYIE3AsHAYEHIH Jinb v v
MOBHIH BIANOBIAHOCTI 3 BUMOraMu GMP, BCTAHOBISHHM MICLICBHM DETYASTOPHHM OPraHOM, 8 TAKOK BiANOBIAHO
A0 criewpixaii®, wo MicTAThCH Y peecTpatifiHomMy foche KpaiHu-iMnopTepa Ha (penapar A3 AOCHKYBAHOTO
Jxapeskoro 2acofy. Ipotokonu BUPOGHHUTBA, NAKyBaHHA Ta aHani3is 6yi0 NEPETNAHYTO Ta BCTARHOBJICHO
BIANOBiAHICTH GMP
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