Pagel1of2

CERTIFICATE OF ANALYSIS
CEPTU®DIKAT AHAJI3Y

mibe GrmbH
Arznaimttel

)

mﬂduct name: Lactofem® Lactic Acid Vaginal Gel Country of manufacturing: Germany
Halisenypanns nponvkmii: Lactofen® BariHaneHni rean 3 | Jepxasa-euposuus: Hiseuunua

| MOTOUHOW KHCAOTOH0 Lmporting country: Ukraine
— ﬂepxcaua-imnop@: Ykpaina

| Article-code/Kon apTHEYAY: Ident-No / Inenutndikauitinni HOMED:

VIN083 1 24099371
i Form of release zel
i dopaa BHITYCKY reds

Package size and type
f)

O3MIp Ta THIT MakyBaHng

! 7 onnopazosux 1y6 no 5 mn sarianm, HOrG Fenio
| Number of Certificate of Conformity Ne PR.1342-23 since 27.11.2023 until 26.11.2028
| Hovep Ceprudirara sianonianocri No PR.1342-23 gin 27.11.2023 p. 10 26.11.2028 p.

Batch number; / Homep cepii: 788M Batch size (pes.): / Posmip cepii (wir.) 10710 ~ :
Manufacturing date: Jlata BHPOOHNUTBY; Expiry date:/ Tata saxinuenng TepPMIHY NpHAATHOCTI:
04/2024 | 0372027
Name and location manufacﬁ;{ng site: Kora Corporation Ltd, ta Kora Healthcare 20 Harcourt Street,

] Dublin 2, Ireland

| HafimeHvparns Ta MICUCTHANOIKENHS AiNbHIL 3 sHpobruiTea: Kopa Kopnopeiium Himites 7/a Kopa Xenckea

j =0 Xapropr Crpir. Hyénin 2. Ipnanais

e . ) i I
Tests Methods Specifications Result
Harisenynaurs nokaznika Meroan kourpono Houyernsi mewi metoni Pesvinrar
Appearance Visual Clear homogeneous gel complies
Oniee BiyyamLio ITposopnit oamopiatri rens BiANOBINAE
Viscosity 2000 - 5000 cp 3135cP
Biznocua ryetina 2000 - 5000 c 3133 ¢l
pH 3,7-3,9 3.7

pH 3.7-3.9 3.7

Assay

Kiasriciie simtnagenns

Lactic acid 4.3 % - 1,8 % 4.5 %
Moutouna sitcnoTa 43%-4.89 1.53%%
Microbiology TAMC <1x 10' GFU/g coniplies

MixpoGionoriuna yncrora

TYMC <1 x 10" GFU/g

P. aeruginosa absent in 1 m!
St. aureus absent in 1 mi

C. albicans absent in | m!
TAMC =] x 10" KYQur

TYMC =1 x 10" KVYO/r

P. aeruginosa sincyrnicrs B | ma
St. aurelts BiACYTHICTD B | Mt

C. albicans Bizcyrhicts B | am

sianosinac

f FPrepared and checked by: Liudmyla Malstrenko Approved by: Friedrich Koppe -~ !
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Package
Vnakoska

Bﬂlch-descrimion PV-QK-0001 the bateh-description of the batch buik no,

Oniie cepiy Package is complied with the 783M '
batch-documentation Hedaconai cepig:
Onuce cepii wa YNaxoBui sianopisae 788M
AOKyMeHTaUT 1a cepiro

Description of shelf life PV-QK-0001 description of shelf life i complied  complies

Onue TepMinY 3Bepirarig with the batch-docum enifation BLANOBInac

Onne Tepminy 6epiranus BLInOBinac
AOKYMeHTAIT na cepiio

Fill quantity Fertighacky 7 tubes of S m complies
Kiaskicrs npelapary TTyG no § mo ninnonitae
B YRaKOBL]

Comments nat applicable

Koateurapi It 3aCTOCOBY €THCY

I hereby certify that this batch of product has heep fabricated/manu!'actured., including packaging and quality
control at the above Mmentioned site in fy) compliance with the requirements of the loeg] Regulatory
Authority, and with the release specifications included in the Marketing Authorization of the importing
country and given by the customer., The control of the packaging process meets the requirements.

The batch processing, packaging and analysis records were reviewed and found ¢ be in compliance with fegal
requirements,

L g IACBLYNIO. Wo 1y MapTis npoaykniy Byan BHIOTOBNCHA, BRMOYAIGY, KOHTPOL ynakosku 1 KOHTPORS akocTi
M BT A AN ding a4 HOBHHM B0ThUManNsM BUNOr Micuesorog PETYARTURHOTO Oprary ra 3j Creungikauinny
BHIYCKY BRAOUeHiAy 10 Peeetpauiiinorg MOCBinYeHHS Kpa]'Hu—inmopTepa | HaAaHHMK 3aMoerkom. Korrrpo:, 3a
OPOLECOM Ynakopky BinoBinac BHMOray,

3BiTH 3 08poSKM, ViTakonxy ananisis napriy Gyn NCPCTastHyTi | Rusnan;| TAKHMI, L0 BiaNoRigaoTs 3aKOHCAABY M
BHMOraM,

21 JuN 209

Date Name + Stan Qualified Person (F
Haraiagy + IRTIN Yuosnosamenn Lo 3 5o i, Komjey




