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mibe mb

CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHAJII3Y

Arzneimitiel

Product name: Levomin 30 Country of manufacturing: Germany

Halimerypanns npoaykuii: Jlesomin® 30 Jeprana-supobuuk: Hime ruma
Importing country: Ukraine
Jepsasa-iMnoprep: Ykpaina

Article-code/Kon aptukymy: VI00664 Ident-No / Igentudikauiiinuii Homep:
24132541

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

Cuna aii/axTHBHICTE

Levonorgestrel
1 TabnieTka, BKpHTA IUIBKOBOIO O8OMOHKOW0, MICTHTD: eTHHITecTpayiony 0,03 Mr,
nesoHoprecrpeny 0,15 mr

Dosage Form
Jlixapeska dopma

Film-coated tablet, 0,03 mg/0,15 mg
rabneTky, BKpUTI MiIiBkoBo 08o0HKoI0, 1o 0,03 mr/0,15 Mr

Package size and type
Poamip Ta T naKyBasHs

21 tablets in blister, 1 blister in carton box
no 21 rabnerui y Gnicrepi; no 1 Gaictepy y kapToHuiit kopobui

Number of Registration Certificate UA/16583/01/01

Homep peectpaui#tHoro rnocsigyeHHs Ne UA/16583/01/01

Batch number: / Homep cepii: 2415 Batch size (pes.): / Posatip cepil (mr.) 59400
Manufacturing date: lara supobuuursa: Expiry date:/ Hara 3akingenss TepMiHy npugarHocTi:
07/2024 07/2027

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

HalimeryBanHs Ta MICLE3HAXOREH A AinbHIUL 3 BupoGHuLTBa: Mibe I'MEX ApunaiiMiTrens,
Mionxenepurrpacce 15, Bpena, Cakconia-Anxanst, 06796, HiMeuunna

Number of manufacturing authorisation No, DE_ST_01_MIA_2023_0003

Homep nitensil aineauwi 3 supobmirea Ne DE_ST _01_MIA_2023_0005

Certificate GMP No. DE_ST_01_GMP_2023_0012

Ceprudixar pianosianocti GMP Ne DE ST 01 GMP 2023 0012

Tests
HalMernysaHus noxasyiKa

Appearance
Qnue

Average mass
Cepeans Maca

Methods Specifications = Result
MeTomi KOHTPOILO Honycrumi mesxd WEHO g Pegyastar

visual test Round, yellow
BizyansHo withont coatin,

Kpyrni tabaet

000I0HKO!

gedexris nd 3
weighing 95 mgE 3 mel Aa™\ Baakc it g
3paxyBaHEs 93 Mr 3 M1

Disintegration Ph. Eur, 2.9.1 < 15 min in H:0
Po3naganss Ph.Eur2.9.1 < 15xBy Boai
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Dissolution
Postnensa
Ethinylestradiol Ph.Eur. 2.9.3, HPLC,
Ernninectpagion paddle, 100 rpm, water
Levenorgestrel Ph.Eur 2.9.3, BEPX,
Jlesowoprectpen NPHiaz 3 JONaTesoio
simankoo 100 ob/xs, Boja
Identity
{nenrudikanis
Ethinylestradiol Ph.Eur. 2.2.29, HPLC
Eruninectpanion Ph.Eur 2.2.29, BEPX
Levonorgestrel Ph.Eur. 2.2.29, chiral HPLC
Jlesonoprectpen Ph.Eur 2.2.29, xipanenua
BEPX
Assay
Kinsxicre BH3HaueHuA
Ethinylestradiol Ph.Eur, 2.2.29, HPLC
Erusinecrpagion Ph.Eur2.2.29, BEPX
Levonorgestrel Ph.Eur. 2.2.29, HPLC
JlesowoprecTpen Ph.Eur 2.2.29, BEPX

Uniformity of dosage

2 75 % (Q) within 30 min 100 %
> 75 % (Q) nporarom 30 xe 100 %
=75 % (Q) within 30 min 89 %
> 75 % (Q) nporsrom 30 xs 89 %

complies/
sinnosinae

The sampie 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 OCHOBHUX MiKiB Ha
XpoMaTorpaMax BunpoSyBaibHOrO Ta
CTAHOAPTHOIO PO3YNHIB HOBUHHI
cnisnagaTH.

Maxcumansia goexuHa YO - xsuimi
OCHOBHIX MiKiB Ha XpoMaTorpaMax
BHITPOSYBANBHOTO Ta CTadAapTHOTO
PO3UMHIB nOBHEH] criBnaNnaTH.

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 yTpuMaHHsS OCHOBHHX rikis Ha
XpoMaTorpaMax BMIpo0yBalbHOrO Ta
CTARIAPTHOIO PO3YHHIB HOBUHHI
criBnazaty.

MakcuvansHa aopkuHa YO - Xsuii
OCHOBHMX TiKIB Ha XpOMaTOrpaMax
BLITPOOYBANLHOTO T8 CTAHAAPTHOTO
PO3YHHIB NOBHHKI CIBNANATH.

complies/
BinnoBizac

95 - 105% 0,029 mg/thl
0,029 - 8,032 mg/tablet 0,029 mr/tada
95— 105%

0,029 - 0,032 mr/rabnerky

95 - 105% 0,183 mg/tbl

0,143 ~ 0,158 mg/tablet
95 ~105%
0,143 — 0,158 mr/ralnecy

153 Mr/Tada

uunits
ORHOPIIHICTE A030BAHKX
ORHHHLE
Ethinylestradiol Ph.Eur. 2.2.29., HPLC according to
Etnuinectpaxion Ph.Eur 2.2.29, BEPX BIAROBIAHO A
Levonorgestrel according to Ph.E LS8,
JiesoroprecTpen sianosiauo o P 9.4
Related substances Ph.Eur. 2.2,29,, HPLC &
Cynposigui noMimxky Ph.Eur2.2.29, BEPX £ 0, Q. Ty 8, e
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Ethinylestradiol Estrone (Imp, C) <0,3% <0,05%
EtwinecTpamion Ectpon (momiuka C) <03%  <0,05%
Estradiol (Imp. D) £03% <0,05%
Ecrpanion (romimxa D) <0,3% < 0,05 %
6-Keto-EE <0,5% <0,05%
6-xero- EE £05% <0,05%

9,11-Dehydro-EE (Inmip. B) S1,0% 0,16 %
9,11-merigpo-EE (omimrka B) <£1,0% 0,16 %

6u-Hydroxy-EE <0,5% <0,05%
6u-rizpoxen- EE <0,5% < 0,05 %
6f-Hydroxy-LE <05% <0,05%
6B-rinpoxcn- EE- ' £0,5%  <0,05%
6,7-Dehydro-EE <05 % 0,05 %

6,7-aerinpo- EE <0,5% 0,05 %

Single unknown £05% <0,05%
impurity (EE) <05% <0,05 %

QuauuuyHa HesizoMa

nomimka (EE) .
Sum of unknown <1,0% < 9,05 %
impurities (EE) <1,0% < 0,05 %
Cyma Beix HeBiIOMHX

nomimok (EE)

Total impurities (EE) <1L,3% 022%
3aransHa KiTbKicTs <15%  0,22%
nowmimok (EE)
Levonorgestrel 6a-Hydroxy-LNG 205% <0,05%
Jleroxoprectpen 6g-rigporen-JIHT <0,5% < 0,05 %
68-Hydroxy-LNG <05%  <0,05%
6p-rimpoxes-JIHI <0,5%  <0,05%
6-Keto-LNG <0,5% <0,05%
6-xero-JIHI <0,5% <0,03 %
A-6- LNG <05%  0,11%
A-G- JIHT <05% 0,11 %
Single unknown impurity £0,5% <0,05%
(LNG) <0,5% <0,05%
OauHUYRA HeslnoMa
gomiwka (JIHD)
Sum of unknown SL,0%  <0,05%
impuritics (LNG) <1,0% <0,05%

CyMa BCiX HEBiOMUX
znomiwox (JIHI)

Total impurities (LNG)
3aranbHa KinLKicTs

nomimox (JTHT)
MICROBIAL PURITY* Ph. Eur. 2.6.12/2.6.13 Ph.Eur. 5.1.4 Non-aqugy batch
Mixpodionorisua yperora® Ph.Eur 2.6.12/2.6.13 preparations for oral fisy

Ph.Eur 5.1.4 Hesonuj
SIS OPATBHOTO 3acf¢

Package
VYraxkoska /
Batch-description PV-Q~001 the batch-deseription of the =patch bulk no, /
Onuce cepif package is complied with the Hedacopara cepis;
~ batch~documentation 2415
O cepil Ha yrakosui pianosinae
nokymentaull Ha cepio
Description of shelf life PV-Q-001 deseription of shelf life is complied complies
Prepared and checked by: Liudmyla Maistrenko Approved by: Friedrich Koppe
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Onuge Tepainy 30epiratus with the bateh-documentation siznosizae
Onuc Tepminy 36epiranns Bianosigae
HoKyMeHTauil Ha ceplio

Fill quantity FertigPackV 21 (21x1) film coated tablets complies
Kinnkicts npenapary 21 (21x1) 1abnetka, BKpuTa MWIBXKOBOIO  BiANOBINAE
B yNaxosud 0B0N0HKOI0

Comments not applicable

Komerrapi HE 3aCTOCOBYETLCH

* The tests are carried out for each 5th batch, at least once a year.
* BunpoGypauns NPOBORATECA Ha KOMKHIN 5+t cepil wounaitsentue 0any 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 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

Llnm 5 3aceizuyio, wo HaBeneHa sile iHdopMaLis € xoctoBipHo T2 Touow. Lo cepito npoykuiil fyio
BHPOGACHO (BRIMOHAIOYH NAKyBAHHA/MapKyBaHHA) Ta IPOBEREHO KOHTPOND i1 SKOCTI HA BUIUC3A3HAUCHIH AinbHuLL Y
NOBHIN BinnosigHocTi 3 Brnvoramyt GMP, BCTaHOBIEHUMH MICLIEBUM PErYAATOPHIM OPraHOM, & TAKOM BIANOBIAHO
20 cnieurdikaniit, wo mictaTees y peectpauiiinomy nocke abo Toproii niuensii kpainu-supoSHuKa abo
KpaiHu-iMnopTepa, SKWO NPoAYKUi0 iMropToBato, afo y rocke criewmdikauiil Ha nperapat A gocniokyBaHoro
nikaperkoro 3acody. ITpoTokonn BHPOSHHLITEA, NAKYBAHHA Ta aHani3iB Oyno neperasHyTo Ta BCTAHOBIAEHO
BianoBinuicts GMP

O5.5En M 2

Date/Name + Sign Qualified Pcrsofm«(‘?.‘Koppe)
Haradisg's + niarmie Yonuosawena ocoba 3 akoeri(®. Kore)

...... - End of Master Sheet

Prepared and checked by: Liudmyla Maistrenko Approved by: Friedric NS
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