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CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHAJI3Y

mibe GmbH
Arzneirmitiel

Product name: Levomin 30 Country of manufacturing: Germany
HalimenyBasss npogyxuii: Jleomin® 30 Hepcasa-supodumic: Himermna
Importing country: Ukraine
Hepskapa-iMrioprep: Yipaina
Article-code/Kon aprukymy: VI00664 Ident-No / [penrudicauiiingii Homep:
24132541

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

1 TaBnerka, BRpHTA MiBKOBOIO 080AOHKOW, MICTHTE: eTHHInecTpamiony 0,03 M,
JesoHoprecrpeny 0,15 Mr

Dosage Form Film-coated tablet, 0,03 mg/0,15 mg

Jlixapeska dopsa tabneTky, BKpUTI MIiBKoBOK 0bon0HKO0, 110 0,03 M1/0,15 M

Package size and type 21 tablets in blister, 1 blister in carton box

Posmip Ta Tun nakysanus | no 21 tabnerui y 6nicrepi; no 1 Gnictepy y kapToHsilt kopobui

Number of Registration Certificate UA/16583/01/01

Homep peectpauiitHoro rocsigyenHs Ne UA/16583/01/01

Batch number: / Homep cepil: 2415 Batch size (pes.): / Poamip cepil (wr.) 59400
Manufacturing date: arta supobuuursa: Expiry date:/ Hata 3arinaeHus TepMiHy npuAaTHOCTI:
07/2024 07,2027

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

HalimeryBatis Ta MiclesHaxomrenns AinpHuul 3 supobuuurea: Mife 'mEX Apunaiivitrens,
Mionxenepurtpacce 135, Bpena, Cakconin-Anxanst, 06796, HiMeyunna

Number of manufacturing authorisation No, DE_ST_01_MIA_2023_0005

Homep niuensii zinpruui 3 supobmyurea Ne DE_ST 01_MIA_2023_0005

Certificate GMP No. DE_ST_01_GMP_2023 0012

Ceprudirar pianosianocti GMP Ne DE ST 01 GMP 2023 0012

Tests Methods Specifications : Result
HaliMenyBaHHs N0KAIHIIKA MeToain KORTpOIO Honycrimi mext WEHNO &y, Pesyantar
qi%ﬁ%ﬁ A

Appearance visual test Round, yellow
Onue BizyansHo without coatin

Kpyrni tabaet]
000I0HKO!
gedextin 3
Average mass weighing 95 my 3 mg e\ Raac it g
Cepenna Maca 3BaxyBaHHa 95 Mr= 3 Mr
Disintegration Ph. Eur. 2.9.1 < 15 min in H20
Posnananns Ph.Eur2.9.1 <13 xBYy Boal
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Dissolution
PestiimeHH
Ethinylestradiol Ph.Eur. 2.9.3, HPLC,
Ernninecrpanion paddle, 160 rpm, water
Levonorgestrel Ph.Eur 2.9.3, BEPX,
Jlesonoprecrpen NprIaz 3 JONAaTesoto
smimankowo 100 ob/xs, soxa
Identity
{nenrudikanis
Ethinylestradiol Ph.Eur. 2.2.29, HPLC
Eruningcrpanion Ph.Eur 2.2.29, BEPX
Levonorgestrel Ph.Eur. 2.2.29, chiral HPLC
JlesonoprecTpen Ph.Eur 2.2.29, xipageua
BEPX
Assay
Kinpxicre Bi3naueHus
Ethinylestradiol Ph.Eur, 2.2.29, HPLC
Erusirecrpanion Ph.Eur 2.2.29, BEPX
Levonorgestrel Ph.Eur. 2.2.29, HPLC
JlesonoprecTpen Ph.Eur 2.2.29, BEPX

Uniformity of dosage
unifs

OnuOpiaHICTE A030BAHMHY
ORMHHLbB
Ethinylestradiol
Etrainectpaxion
Levonorgestrel
Jlesoroprectpen

Related substances Ph.Eur. 2.2.29,, HPLC
Cynpopizi DoMimku Ph.Eur2.2.29, BEPX

Ph.Eur. 2.2.28., HPLC
Ph.Eur 2.2.29, BEPX

275 % {Q) within 30 min 100 %
> 75 % {Q) nporarom 30 xB 100 %
275 % (Q) within 30 min 89 %
> 75 % (Q) nporsrom 30 x5 89 %

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.

Yac yTpUMaHHR DCHOBHUX MKIB Ha
XPOMATOrpaMax. BunpodyBaibHOTO T4
CTAHIAPTHOTO PO3YVHIB MOBUHHI
criBIAfATH.

MakcnmansHa gopkuHa YO - XBRII
OCHOBHITX niKiB Ha XpomaTorpaMax
BHIPOSYBANLHOTO T4 CTAHAAPTHOTO
PO3UMHIB HOBHHH CIiBIANATH,

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.

Yac yTpUMaHHa OCHOBHHX HikiD Ha
XpoMatorpaMax sHupolyBalIbHOrC T2
CTARAAPTHOO PO3UHHIB NOBUHE]
criBnaaTy.

Makcivanssa goxnHa YO - Xsui
OCHOBHIX NiKIB HA XpoMaTOrpaMax
BHITPOSYBANLHOTO Ta CTAHIAPTHONO
PO3UNHIE HOBHHKI CRBRALATH.

complies/
sianosinae

com plies/
pignosiiac

93— 105%
0,029 - 0,032 mg/tablet
95 - 105%

0,029 — 0,032 mr/tabrerky
95 — 105%

0,143 ~ 0,158 mg/tablet
65 - 105%

0,143 « 0,158 mr/rabnep

0,029 mg/thl
0,029 wriTada

0 153 mg/thl
w33 Mr/raba

BinoRIANG AT
according to Ph. A,
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Ethinylestradiol
Ervninectpamion

Levonorgestrel
Jlerosoprectpen

Ph. Eur. 2.6.12/2.6.13
Ph.Eur2.6.12/2.6.13

MICROBIAL PURITY*

MixpoSicaorisua suerora®

Estrone (Imp, C) 20,3%  <0,05%
Ectpon (nomimka C) <03%  <005%
Estradiol (Imp. D) £03% <005%
Ecrpanion (nomimmxa D) <0,3% < 0,05 %
6-Keto-EE <05% <0,08%
6-xero- EE £03%  <0,03%
9,11-Dehydro-EE (lmip. B) <L,0%  0,16%

9,11-merigpo-EE (momimka B) <1,0% 0,16 %

6u-Hydroxy-EE <05% <0,65%
6u-rigporer- EE <0,5% <{,05 %
6f-Hydroxy-LE <0,5% <0,05%
6B-rinpoxcn- EE ' £0,5%  <0,05%
6,7-Dehydro-EE <05 % 0,05 %
6,7-perinpo- EE <0,5% 0,05 %
Single unknown 205% <0,05%
impurity (EE) <0,5% <0,05%
QnuMuuna Hesitoma

nomimka (EE)

Sum of unknown <1,0% < 0,05 %
impurities (EE) <1,0% < 0,05 %
Cyma BeiX HeBIIOMHX

aomimrox (EE)

Total impurities (EE) <1,3% 0,22%
aranbHa KibLKICTS <15% 022%
pomimox (EE)

6a-Hydroxy-LNG 205% <0,05%
6g-rinpoken-JIHT <0,5%  <0,05%
6p-Hydroxy-LNG <05% <0,05%
6p-rippoxen-JIHT $05% <0,05%
6-Keto-LNG <05% <0,05%
6-xero-JIHI <0,5% < 0,05 %
A-6- LNG <0,5% 0,11%
A-G- JIHT <05% 011 %
Single unknown impurity £0,5% <0,05%
(LNG) <0,5% <0,05%
OauHUYHa HeBinoMa

gominka (JIHD)

Sum of unknown <1,0% <0,05%
impurities (LNG) <10% <0,05%

CyMa BCiX HeRpigoMUX
momimox (JIHD)

Total impurities (LNG)
3aranLpa KiTsgicTs
pomimox (JIHD)

preparations for oral fis
Ph.Eur 5.1.4 Hepouanj

Package

Vrakoska

Batch-description PV-Q-001
Onue cepif

Description of shelf life PV-Q-001

the batch-deseription of the

package is complied with the Hedacopaxa cepis:
_ batchdocurrentation 2415

Ornmic cepii va ynaxosli Bianosinae

nokymenTaull Ha cepiro

deseription of shelf life is complied complies

Prepared and checked by: Liudmyla Maistrenko

signature

Approved by: Friedrich Koppe
o
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Onue Tepminy 30epiranns with the bateh-documentation siariosizac
Onuc Tepuiny 3Bepirannd Bianoginae
HoxyMenTauii Aa cepiio

Fill quantity FertigPackV 21 (21x1) film coated tablets complies
Kinskicrs npenapaty 21 (21x1) Tabnerxa, skpuTa WIBXOBOIKx  BiAMOBinac
B ynaxost o80s10HK0IO

Comments not applicable

Komerrapi HE 34CTOCOBYETHLA

* The tests are carried out for each 5th batch, at least once a year.
* BunpoGysans NPOBORATECA Ra KO S+t cepil mwonaivenine 0y pas Ha pix.

I hereby certify that the above information is authentic and accurate, 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 loeal Regulatory Authority and with the specifications in the
Marketing Anthorisation 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

s 5 3acBiguyto, o HaBeneHa sule iHGOPMALS € KocToBIpHOK Ta TouHoK. Lo cepito npoaykuii 6yno
BHPOGNCHO (BIIHOUAIOYH NAKYBaHHA/MapKyBaHHA) Ta MPOBEAEHO KOHTPOIB 1T SKOCTI Ha BUIUC3A3HAUEHIH AinbHuLi Y
NOBHIM BixnosianocTi 3 suaoraMu GMP, BCTAHOBIEHUMH MICLIEBHM PEryJAsSTOPHIM OPraHOM, @ TAKOXK BIANIOBIAHO
20 criewrdiraiii, wo MicTaTees y peectpauiiitomy nocse abo Toprosiif niuensii kpalhu-supobHuKa abo
Kpainu-iMnopTepa, SKIIO NPOAYKUI iMropToBano, afo y nocse cneumdikauiil Ha npenapar Ais HocaiKyBaHOrO
aikapeskoro sacofy. ITpoTokonu BHpOSHULITEA, NAKYBAHHS Ta anani3in Byno NeperngHyTo Ta BCTAHOBAECHO
Bianopinnicts GMP

05, SEP, 20% e e

Date/Name + Sign Qualified Persop«F. Koppe)
Haradisg’s + e Ynosuopawéna ocoda 3 akoeri(®. Komne)

------------------------------- End of Master Sheet e -
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