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. —
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CERTIFICATE OF ANALYSIS
CEPTU®IKAT AHAJI3Y

miba GmbH
Afzneimitiel
r [ Product name: Levomin 30 | Cm‘iht.r”y of manufacturing: Germany
* : Hattvenysanus TPOTy KIL1: TMesomin® 30 ,Hepx{aﬂ'a—ampoﬁfmm_Hmetj:t{}ma
o Importing {:ﬂuntry:_Ul{rame
AN . Hepikapa-iMitopTrep: YKpalda
.| Article-code/Kon aprukyay: VI00664 Ident-No / Ineurudikauifinni HoMep:
- 23004801

Strength / activity 1 film-coated tablet contains 0,03 mg of Ethinylestradiol and 0,15 mg of

| Levonorgestrei
1 TabneTxa, BKpUTA IIBKOBOK OOOMOHKOK, MICTHTD: eTHHIteCTpaniony 0, O,:: MT,.

'.neﬂmmprec’rpeny 0,15 mr

Cuna fan/axTHBHICTL

_ § Dosage Form Film-coated tablet, 0,03 mg/0,15 mg
;' . Jlikapceka ¢opma TaONETKH, BKPHTI IUNIBKOBOK) 000/10HKO0(©, 110 0,03 M1/0,15 Mr
% Package size and type 21 tablets in blister, 1 blister in carton box -
% Po3mip Ta THIT HaKyBaHHA no-21 ra@netul y Gnicrepi; o | Oaicrepy y kapTtoHygil xopobui
] Number of Registration Certificate | UA/16583/01/01 until 20,02.2023
“é‘ | HouMep peectpanifiHoro noceinyeHHs Ne UA/16583/01/01 no 20.02.2023
% Batch number: / Homep cepil: 2232 Batch size (pcs.): / Poasip cepii (wr.) 60120
Manufacturing date: Jara BupoGHuNTRA: Expiry date:/ JlaTa 3akiauesns repMiny NpUOATHOCTI:
3 11/2022 11/2025

Name and location manufacturing site: mibe GmbH Arzneimittel, Muenchener Strasse 15, Brehna,
Sachsen-Anhalt, 06796, Germany

HalimeHyBaHA Ta MICUE3RAX0MKEHHA JiLHAULLL3 BUpOOHHLITBA: Mibe TMOX ApHRaiMiTTens,

P Mionxenepwrpacce 15, Bpera, Carconig-Anxanst, 06796, Hiveuunna

Number of manufacturing authorisation No. DE_ST 01 _MIA_2021_0005

i Homep aiuewsii ginernui 3 Bupobuuursa Ne DE ST 01 MIA 2021 0005
; Certificate GMP No. DE_ST_01_GMP_2021 0013
| Ceptudikat gignosigHocti GMP Ne DE ST 01 GMP 2021 0013
L
[ | O U PP UN TRV
£ “Tests Methods Spec:i‘ ications Result
; ‘Haitvenysauns nokasnnka MeToNl KOHTPOILC HomyeTHMI MexK] Pe3ynerar
i
3
A Appearance visual test Round, yellow film-~coated tablets complies
3 Omie BisyaibHO without coating defects BIANOB(AAE
Kpyrai tabnevkn, BpaleraTRradig,
* 0GONOHKOIO }h(} 0 bqp}vﬁf
o B neerTiB MoRpS o=
Average mass weighing 95 mg+3m ./ i.. HQH}’MEHTIB NS g
;i ‘Cepenia maca 3paxyBaHHA OS5 mrE3 M / OYS Mr
Disintegration Ph. Eur. 2.9.1 <15 mi '_ * s
{ Po3namanss Ph Eur2.9.1 L15%8 -ﬁf o R Jo EYSC
: e H A e
;0 - e .. . . .. . L 2 -l_- ' i a FF
AR e b T | [Approved § ﬁ{?@;‘l‘ T NPAIR

signature
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Dissolution
Po3uniHeHHx
Ethinylestradiol
Etininectpanion
Levonorgestrel
Jleponoprecrpen

Tdentity
Tnentndiranis
Ethinylestradiol
Etunuinecrpanion

Levonorgestrel
JleBoHOprecTpen

Assay

Kinbkice BlsHAYCHHS
Ethinylestradiol
Etndinecrpanion

Levonorgestrel
JleBoroprecTpen

Uniformity of dosage
units
QOHEPIAHICTh A030BAHHN
OHHHIIE
‘Ethinylestradiol
Etuninectpazion
Levonorgestrel
Jlesonoprecrpes
Related substances
CynpoBiaHi ZOMIlK

Ph.Ear. 2.9.3, HPLC,
paddle, 100 rpm, water
Ph.Eur 2.9.3, BEPX,
TIpHiaz 3 ROTIATEBOI)
mimarkore 100 o6/xB, noza

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

Ph.Eur. 2.2.29, chiral HPLC
Ph.Eur2.2.29, XipanLHa
BEPX

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

275 % {(Q) within 30 min
>75 % (Q) npotarom 30 X8
=75 % (Q) within 30 min
275 % {Q) nporarom 30 X8

The sample principal peak has the

same refention time as the standard
principal peak,
The UV lambda max of the sample

principal peak corresponds to the U"#}_'

lambda max of the standard principal

peak.

Yac yTpMaHHs OCHOBHHX HIiKiB Ha
XpoMarorpamax sHNpoQyBanNsHOro Ta
CTAHIAPTHOIC PO3YNHIB AOBHHH]
CriBIazaTi.

MakcinansHa JoRKHHA YO ~ X8
OCHOBHHX MIKIB HA XpOMATOTpaMax
BIIpOOYBANBHOTO Ta CTAHAAPTHOrO
PO3YHHIB MOBHHHI CTi{BMafaTH,

The sample principal peak has the
same retention time as the standard
principal peak.

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

‘Hac yTpUMAHHA OCHOBHHX. MTiKIB Ha
XpoMaTtorpamax BHTIpoOYBanEHOTO T4
CTAHAAPTHOTQ POIYITHIB OBHHH]
‘CTIBIIAXATH,

‘Makcumantga nosxuna Vo - xsuni.
OCHOBHHX MIKIB Ha XpPOMATOrpaMax.
BHNPOOYBAJIEHOIO Ta CTEHARPTHOLO
PO3YHHIB NOBHHAEI CTIBTAJATIL

95-105%
0,029 — 0,032 mg/tablet

95 -105%
0,029 — 0,032 mr/tabnerky

Ph.Eur. 2.2.29, HPLC

95 - 105%
0,143 - 0,158 mig/tablet

95~ 105%
0,143 — 0,158 nirfradnerry

Ph.Eur, 2.2.29,, HPLC

Ph.Eur. 2.2.29,, HPLC
Ph.Eur 2.3 30:8Esen

| Prepared and checked by:.Liﬁ.dmyla_Mai

according to Ph.Ear. Zdo
glanosiano 10 Ph . Eurff £ .49
according to Ph. r);/: ‘
BlATIOBiAHO Ko Ph\EkHlf

s

: e L

Seit

1.signature

2

L

ynature

101 %
101 %

93 %
93 %

‘complies/
‘BIAMORIZAE

complies/
BifnonIaAE

0,031 mg/th
0,031 mr/fTads

0,154 mig/tbl
0,154 mr/tadn
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Ethinylestradiol
Eruninectpamion

Levonorgestrel
JleponoprecTped

MICROBIAL PURITY*

MikpoSioaorisua yncroTa¥

‘Ph. Eur. 2:6.12/2:6.13

Ph.Eur 2.6.12/2.6.13

Estrone (Imp. C)
Ectpon (romika C)
Estradiol (Imp. D)

Ecrpaniofn (moMiLKa D)
6-Keto-EE

G-reto- EE
9,11-Dehydro-EE (Imp: B}
9.1 1-nerinpo-EE (nomimka B)

6a-Hydroxy-EE
Gu-TinpokcH-EE-
6p-Hydroxy-EE
6p-rinpoxen- EE

6,7-Dehydro-EE
6.7-neriapo- £k
‘Single unknown
impurity (EE)
OpnHRYHA HesiaoNMa.
pominka (EE)

Sum of enknown
jimpurities (EE)
Cyna BCIX HEBIAOMUIX
nominior {EE)

Total impurities (EEY-

Jaragbia KIIbKICTD

momimox (EE)
Gu-Hydroxy-LNG
6u-riapoxer-JIHI

6p-Hydroxy-LNG
6B-rinporcu-JIHI
6-Keto-LNG
6-reto-JIHT

A-6- LNG

A-6- JTHD
Single unknown impurity
(LNG) |
'OaHHIYHA HEBIACMA
momiuxa (JIHI)

Sum of unknown
impurities (LNG)
Cyma BCiX HEBIROMUX
poaimmox (JIHI)
‘Total impurities (LNG)

3arafisHa KidbKICTh
nomimok (JIHI)

Ph.Eur. 5.1.4 Non-aqueous
preparations for oral use

£ 0,3 %
<0,3 %

=< 0,3 Yo
<03 %
<05 %

<0,5 %

<1.0%

<1,0%

< 0,5 %

<0,5%

<0,5%
<05 %
<0,5%
< 0,5 %

<0,5 %

< l-,{} 0

<1,0%

<15 %

<0,5%

<0,5%

<0,5%
<0.5%

< 0,5 Y%

<0,5%
<0,5 %
<{,5%
< 0,5 %

<(,5%

<1,0 %

Ph.Eur §.1.4 Hesonti nikapebki 3aco0u

. Aasd opanbHOTO RACTOCYBAHBA

< 0,05 %
< 0,05 %
< (1,05 %
<{,05%
< 0,05 %
< (0,05 %
0,18 %
0,18 %
‘:'{},US %%
<0,05%
< (3,05 %
< (0,03 %
< 0,05 %
‘<'0;05-_°;"n
<.0,05%.
< 0,05 %

<0,05 %
< 0,05 %

0,18 %
0.18 %

< 0,08 %
< 0,05%
< 0,05 %
< 0,05 %
< 0,05 %
< (0,05 %

< 0,058 %
< 0,05 %

< 0,03 %
<.0,05 %

< (0,05 %
< 0,05 %

<0,05%

‘tested on batch

221136/

APOTECTOBAHO HA
cepi1 221130

Package Y ’ %g_ \)
YhakOBKa Bor/ e O
Fof @ 2 -
Batch-description % B LR L F ffye batch-deseriptionof the ‘batclt bulk no./
Omuc cepll Tadh\} G ‘Zﬁi AR Y/ package is com w-"*r{ oo Hedacosana cepisn:
e - batchudocumen 5% N 2232
X oob?ﬁ ;;aﬁﬁ‘;;h 7 Ormuc cepii Ha YERIG TR
ﬁ.&ﬁ @"ﬁ% !
L Meedh ROKYMEHTaLLLf cebO JORYRENTI )
Description of shelf lite PV-Q-00T " description 1 glf tife Jg complie i plies
trepared and checked by: Liudmyia Maistrenko Approved a7 ’/;‘ﬁ H# . }_ ho |
T ‘f:‘rvﬂ‘. S
e N T N\, S
signature - G FM signature / \.;.. S ?W | "nmo?
3 . =,
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Onnue tepMiHy 3Gepiradus with the batch-documentation BLANOBINAE
Omic TepMidy 30epirawHa Bianosinac
HOKyMeHnTallil Ha cepiio

Fill quantity FertigPackV 21 (21x1) film coated tablets complies
KinbkicTs npenapary 21 (21x1) TabneTra, BKpHTA IIBKOBOTO  BiOMOBiAacE
B YNaxkoBsui 0BOROHKOR

Comments niot applicable

KomenTtapi 'HE 3aCTOCOBYETHCA

* The tests are carried out for each 5th batch, at least once a year.
* BrinpoGy sania npoBOIATECS Ha KO®HIR 5-11 cepii woralivenue oy pas Ha pix.

Thereby certify that the above information is authentic and aceurate. This batch of product has been
‘manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of the importing country or product specification file for Investigational Medicinal

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

Uuwm s.3aceingyo, o Hasenena srme iHdopMania AOCTOBIPHOKO Ta TouHOW. Lo cepiro nposykuil Gyno
BHPOOMeHO (BITIOWAIOUH MAKYBaHHA/MAPKYBAHHA) Ta NPOBEIICHO KOHTPOJTE 11 SKOCT] HA BHILE3A3HAYEHIH QiNsHUL] ¥
MoBHIH BiANOBINHOCTI 3 BHMOraMu GMP, BETRHOBIEHHUMH MICLIEBHM PEFYIISTOPHHM OPTAHOM, a TAKOK BIANORBIAHO
IO crietrd ikalii, Mo MiCTATECA ¥ peecTpaLiiHoMy A0cke ad0 TOProsiii mineHsii KpalH4-BHpoOHHKa abo
KPaTHH-IMIOPTEPa, SIKLLIO POy KLU0 IMIOPTOBAHO, 260 Y Aocse cneundikanill Ha nperapar A1s A0CHIHKYBAHOTO.
JHRAPCHROro 3acoby. IpoToxomi BHpOGHHMIITEA, NAKYBAWHA Ta aHaNi318 6yJ10 NEPerITHYTO T2 BCTaHOBACHO
Bianosignicts GMP

p—

e,

24, JAK, 073 /,/,4/ -

DalefNamr: + Sign Qualified Peféun W ht - B o

Hara/int’s + gianue Yrosuopwkerh ocobda 3 akoeti(@. Konne)

g A o Al k. ' et o e i g g End Df Mastel‘Sbee‘t ______ ot i e e i
@6% {-;r?.-ﬂ"ﬁ 3
- ]E'- JL P‘q . Gl
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| < A5 -
rg % BOKYRENTIS
repared and checked by: Liudmylé .Méistréﬁkﬂ. Approved by: Frledrzch Kop | ¥4 | ri
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