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CERTIFICATE OF ANALYSIS
CEPTH®IKAT AHAJI3Y

MOROUYHOW KHCIOTOK Lactofem®

Product name: Lactic Acid Pessaries Lactofem®
HaiimenypanHt nponyxuil: Cymosuropii pariHasieHi 3

Country of manufacturing Germany
Hep:kapa-supoSHux: HiseuyyHa

Importing country: Ukraine
Jepxasa-iMnoprep: Yipaina

Article-code/Koa aprhicyny:
VI00E29

Ident-No / laentuiikauiiinuit nomep:
24074091

Form of release Pessaries

Dopma BuyCKy Cyno3utopil parinaneui

Package size and type 7 pessaries in box

Po3aip Ta THIT NAKYBAKHS

7 cyioINTOPIlE BATIHANBHMY ¥ navi

Number of Certificate of Conformity Ne PR.823-19 since 11.03.2024 until 31.12.2028
Hoyep Ceprudixata sianosigHocti: Ne PR.823-19 8ia 11.03.2024 p. no 31.12.2028 p.

Batch number: / Hosep cepii: 240404

Baich size (pes.): / Posmip cepit (ur.): 6894

Manufacturing date: Hata supoBryiursa:
04/2024

Expiry date:/ Jata sakiHyeHHa cTpOKy NpHAATHOCTI:
0:1/2029

Ehrenkirchen, Germany

Hinocintpacee 11-17, 79238 Epenxipxed, Himevunua

HaiiyeHysarHs Ta MiCUe3HANOTKEHHA AibHILI 3 BHPOSHHUTEA: AHTOH X106Hep TmGX & Ko. KT, Hiveuwitna

Name and location manufacturing site: Anton Hiibner GmbH & Co.KG, Schlossstrasse 11-17, 79238

]

Tests Method
Makaimik MeTon
Appearance visual inspection
Oriue BizyannbHo
Length? measure

Diameter of the widest
part?

BIDMiptOB2HHS

Specification Result
Crneungirawit Peaynstar
White to cream-white suppositories complies
with a smooth intact surface, without sirnoninac

cracks or other deformations.
At the bottom of the suppositories a
cavity may be possible.

The vertical section shows the sapge

Cynosuropii gia Sincro
Gi10ro KoAROpY 3 Chas
HETOU KOAKEHOWO MO
TPIit K Ta HLUHX g
Ha ani cynosntopil o
ROPORHHEIL.
BepruwaanHsif g
CKI2M MOBEPXOHE
ca 26 —-28 mm

npinba. 26 28 »
ea. 13.8 - 14,8 mm
npudn, £3.8 - [4.8 aim
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Horana®
Liasetp Haifunipiuc?
YACTUHH?

Average mass weiting
Cepeins maca IBAKYBAHHA
Uniformity of mass' Ph.Eur. 2.9.5
Ounnopionicts Macit’ €D 295

Desintegration time

Ph.Eur, 2.9.2

Po3nananun in water
€d292
y BOAI
pH Ph.Eur. 2.2.3
pH ed 223
Identity Ph.Eur. 2.3.1
Lactate! in house-method
Inenmudirauia’ €P 231
Jakrar' BHYTpLLHA cnewiipiralis
Assay Karl Fisher titration,
Water Ph.Eur. 2.5.12
Kinsxictie srm3nasenns in house-method
Boiza Tirepyrarug 3a Kapiow
Pimepon, €P 2.5.12
BHYTpimHA cneundirauis
Microbioiogical quality’ Ph. Eur. 2.6.12,2.6.13

MikpoGionoriusa sucrora’ € 2,6.12, 2.6.13

Master CoA sheet VI00829

2,94-3,06 ¢ 30lg
(3,002 + 2 %) 300 ¢
2,94-3,06

(3,00r+ 2%)

2¢ individual suppositories: complies
NMT 2 individual suppositories deviate ninnosisae
from the average mass by more than

5%, none deviates he more than 160%

20 oxpennix cynosiitopiie:

He Sinbure 2 IRANBIAYANLHITX Mac

BiAXILIUOTECA BLA cependbol Mach Biablu

Hivk Ha 3%, ®oaHa He BIAXINAETLCH

Oinble Hix Ha 10%

NMT 60 min 23 min
He dinswe 60 xB. 23 xB
3.8-4,5 4,2
39-4,5 4,2

The reaction for the identity is positive  complies

Peaknis Ha i1eHTIQIKALIFO TOITHEHA BianoBinae
NMT 3,53 % 2,4%

He Ginvtue 3,5 % 2.4%

Ph. Eur. 5.1.4 complies
vaginal use: BianoBidae

TAMC max. 10° CFU/g

TYMC max, 10' CFU/g

Absence of Pseudomionas aeruginosa in
ig

Absence of Staphylococeus aureus in
g

Cd 314
A8 BATIHANbH
TAMC »akg

Prepared and checked by: Liudmyla Maistrenko

Approved by: Friedrich Koppe .~
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Package

Ynaroska

Batch-deseription PV-QK-0001 the batch-description of the batch bulk

Onue cepif package is complied with the no. 240404
batch-documentation Hetacorana
Onte cepii #a ynaxkosui sianosinae cepis: 240404
HoKyMeHTauil Ha ceplio

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

Onne TepMiny 3depiranin with the batech-documentation sinnosinae
Onne TepMiny 30epiranns signoniac
NOKYMEHTAUIT Ha cepilo

Fill quantity FertigPackV 7 pessaries compties

KinskicTe npenapaty T cyno3nuTopiie BaridanaH iy Bianosiiae

8 YTIAKOBUI

Comments not applicable

Kosenrapl He 3ACTOCOBYETHCS

! Testing on the beginning of a stability study

 The parameter must not be tested at every point of stability testing but at least at the initial and Inst time pointofa study
! Teery Butig Wa noyaTky doci]Laeins eradituHocT]

* [apasieTp TOBHHCH NSPEBIPATHEA He B KOWHIl Tou U TeCTyBatHA CTadiALHOCTI, ane npuaiivAl b novarkosil | octamuiit Toui yacy
10cAiTKEHHS

I hereby certify that this batch of product has been fabricated/manufactured, including packaging and
quality control at the above mentioned site in full compliance with the requirements of the local
Regulatory Authority, and with the release specifications included in the Mariketing 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 to be in com pliance with
legal requirements.

L 5 3acsiauyio, wo wa napTia npoaykuil Syaa BUrOTOBIEH, BRIOUYAIONY KOKTPONL YNAKOBKH Ta KOHTPOSE
AKOCTI Ha BHIE3raZaHif HifbHHLI 3 MOBHMM IGTPHMAHHAM BHMOT MICLEBOTO PEryASTHBHOIO oprady Ta 3i
cneundiraigay BHRYCKY BEITIOUEHHMH 30 Pecetpauiiinoro nocsizyenss RpaiHu-iMMOpTepa | HANAHHMH
3AMOBHUKOM. KOHTPOAL 32 NPOLECOM VIIEKOBKH BIAMNOBINAC BUMOTAM.

3sith 3 obpolxu, ynawoekn i ananisis naprii 6yAM nepernawyTi i BMANAHI TAKMMM, (0 BIANOBiIAOTH

JAROHOJABYHM BHMOFAM.

Date/Name + Sign Qualified Persgnr(lf Koppe)
Hara/is’s + nianne Ynossosamena ocoda 3 srocti (. Konne)

23 MAl 2024

-- - End of Master Sheet oL

Prepared and checked by: Liudmyla Maistrenko
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