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CERTIFICATE OF ANALYSIS
CEPTU®IKAT AHAJIIZY

Pro o 174 & I Country of mrmuhcﬁn?ina Germany
‘i Product name: Moisturizing cream Lactofem™ ountry anul: g
| HafimeryBaHHA NPOAYKUIT: 3BONOKYIOUIH  KpPEM

\ Lactofem®

Jlepucapa-Bi obsmk: Hineuuiiiid
I p

Importing country: Ukraine
Tepikapa-iMnoprep: Yipaind

!

S

Article-code/lKon apTHRYAY: Tdent-No / LaenTudixauifinui HoMep:

l V00828 24060771 |
= |
\ Form of release cream !
| (Dopita BHIYCKY KpeM }

[y T
| Package s1ze and type cream 30 g

| Posaip Ta THI naKyBAKHS | KPEM 50r
Number of Certificate of Conformity Ne PR.823-19 since 11.03.2024 until 31.12.2028
l Honiep Ceprudixata sianosinnocti: Ne PR.823-19 iz 11.03.2024 p. no 31.12.2028 p.

Batch number: / Hoyep cepit: 240301 | Batch size (pes.): / Poamip cepii (wr.): 19024
I Manufacturing date: Jlara BupodHHUTBA: Expiry date:/ [lata 3aRIHUEeHH CTPORY NpHAATHOCTI:

| 03.2024 03.2027
| Name and location manufacturing site: mibe GmbH Arzneimittel, Germany, Muenchener Strasse 15, Brehna,
Sachsen-Anhalg, 06796, Germany

HattyenyvBanHa Ta MiCLE3HAXOLKEHHA aipeanl 3 BUpOOHALTEA wiGe TMEX ApuwalisiTress, Hiseusnnia,
Miomxenepurrpacee 15, bpena, Caxcouig-AnxansT, 06796, Himewsia
Number of manufacturing authorisation. No. DE__ST_()I__’M.IA_ZOB_OOOS
- Hovep aiuensii Ry 3 BUpoOHHULTBA. N DE_DE_ST_O1_MIA_2023_0005
1 Certificate GMP. No. DE_STmﬁl_GMP_ZOES_‘OOH

i Ceprudirar sinnosizHocti GMP Ne DE ST 01 GMP_2025 0012

Tests Method Specification Result
TloKasHiR MeTox Crewidirauii Pezyabrat
Appearance visual inspection complies
Omie Bizyadbto BlANOBLIAE
Odour organoleptic complies
Janax OprasoeMTHYHO 58l » pianosiane
pH Ph.Eur. 2.2.3 - 3, 4.2
pH €D 223 2 o 42
Viscosity Ph.Eur, 2.2.10 ' 13600 mPa
B aakicTh Brookfield 13600 sila-c
CP52, 1 rpm, 25°C
€ 2.2.10

o Bpyrdiasay
Cps2, | obixs, 25 °C

L“P__r_epared and checked by: Liudmyla Maistrenko

{

: d—’,’:/ #ﬁs,.w»ﬂ""’”"wmw
i ) L »'W‘
b!gﬂatur@ ,,»v;,t’//
e

N0 NI /67 ¥y 2

y

U o, L& %7{



page20of3

Identity’

Benzy! Alcohol
JaenThdirauia’
Betsaornil crpT

Assay

Benzyl Alcohol
KiapkicHe Bii3HAYEHHA
Benssiosnit cnupT

Microbiological quality?
Mikpodionoridsa qieToTa”

Additional:
Honatkoso:

Purity (related
substances) of benzyl
aleohol?

Cynposiani ZoMilky
Ben3iiosii cnupt
Benzoic acid
Benaoiita KHCI0TL
Benzaldehide
Bensaisierii

Package
Vrakopra

Batch-description
Omie cept

Description of shelf life
Onic Tepainy 30epiraxu

Fill quantity
KiapkicTsy npenapaty
g ynaxosul
Comments
Konentapi

HPLC, Ph.Eur, 2.2.29
BEPX, €9 2229

HPLC, Ph.Eur. 2.2.29

Ph. Eur, 2.
€P2.6.12,

oN

A2,
6.1

[19)

HPLC, Ph.Eur, 2.2.29

BEPX. €® 2.2.29

PV-Q-001

PV-Q-001

FertigPackV

not applicable
HE 3aCTOCOBYETLCA

Master CoA sheet VI00828

The retention times of the principle
peaks of test and reference solution
conform

Uac yTpHManiis OCHOBHIN nixie
AOCALIIKYBAHOTO T2 KOUTPOILHOTO
PO3UHHIB cripnaiaoTh

9,0 — 10,5 mg/g

9.0 — 10,5 Mr/T

Ph. Eur. 5.1.4

vaginal use:

TAMC max. 10° CFU/g
TYMC max. 10" CFU/g

Absence of Pseudomonas aeruginosa in

g

o
Absence of Staphylococeus aureus in

lg

Absence of Candida albicans in 1 g
€P 5.4

ISt BATTHANBHOTO 3ACTOCY BAHIAL
TAMC make. 10° KYO/r

TYMC waxe 100 KYO/T

Bincytwicts Pseudomonas aeruginosa s

lr

Bizcytnictb Staphylococcus aureus B Ir

BincyTnicts Candida albicans 1 r

For information
Ias ingopmauil

<0,3%
<0,3%
<0,3%

<03 %

the batch-description of the
package is complied with the
batch-documentation

Onc cepii Ha ynakosui BIAMOBINAE
nokyMeHTaUil Ha ceplio
description of shelf life is complied

0¢g
30r

Approved by Frie

?

| signature

{ prepared and checked by: Liudmyla Maistrenko

signature

o repainy oo g i 2
epMiny sGepigr
AR
- A

complies
BiANOBIZAE

9,8 mg/g
9.8 MrT

complies
piznosizae

< 0,05%
<0.03 %%
< ,053%

< (0,03 %

hateh bulk no.
240301
Hegacosana
cepis: 240301

complies
gia08i1a¢
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UPesting on the beginning of a stability study o ' o ‘
The parameter must not be tested at every point of stability testing but at least at the initial and last time point of a study

3 testing only on batches 150101, 150402 and 150403

FPeety Bl L TOUATRY JOCTLIKCHHA cTadiabHoCT

> MapasieTp HORIHEH NEPEBIPATIICH He B KO TOMI TeCTY Balks crabiabroct], ane nipuaityii B [OMATKOBI T OCTAIT TONIE 4acy
AOCHIWSHNA

TpecTVEaHA UG HA NAPTIAX 150101, 130402 1a 150403

-

I hereby certify that this batch of product has been fabricated/manufactured, including packaging and
guality 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 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 to be in compliance with
legal requirenments.

LI 3 3aCBIAUYHO. 1O Uft napTis npoaykuii 6yia BUTOTOBNEHA, BRIOYAOHH KRORTPONL VAAKOBKH Ta KOHTPOb
AKOCTI N4 BHILEIrafaHiil AiMBHULL 3 TIOBHUM LOTPHMAHHAN BHMOT MICUEBOrO PeryiaTHRHOIO opravy Ta 3
coeundirauisyn BUITYCKY BIIIOUSHHMI 10 PeecrpatiiifHoro mocsiauerHs kpaiHu-isroprepa I Hagarim
3aMOBHHKONM. KOHTPOIIL 38 MPOUECOM YIAKOBRH BIAMNOBIAAE BHMOTAM. '

it 3 oOpobin, ynakoBkil | ananisis maprii Gyau nepersanyti i BU3HAHI TAKHMM, WO BIANOBIAAIOTL
AKOHOIABUHM BIMOTAM. .

Z
Date Name = Sign Qualified Pelf()}(m%ﬁbc)

Hara s g+ aare Y noBROBI tia ocoba 3 srocti (O, Konmne)

?S’repared and checked by: Liudmyla Maistrenko

i
i

------------------------------- End of Master Sheet a2

signature

FOREIG: -

signature




