BAUSCH-Health

Certificate of Batch Release / Certificate of Compliance

Ceprudikar nakernoro sunycky / Ceprudikar pignonignocri

Release register No./ Penis peectpy Hi.

RelReg009796/1

IinbkicTs ONWHHID, BHIYVIICHHX HA PHHOK

Product ZinandgaT mom sy BabHHI | Biinosmow0unii Kpem 50
TIpenapar sy Tvbax Nel i
Pharmaceutical form Cream
Jlikapeaka popma KpeM
Country of manufacturer N Poland I
- Kpaina - BUpoOHHK [oasma
Active Pharmaceutical Ingredient strength /
Cuma aii e ) )
Product bulk index 4760
Bupobuimuii ingexc Hanky o
Product No. finished index ;
I o i ) 476U
HIEKC KIHUEBOTO HPOJAYKTY i
Batch No. bulk
Howmep cepii Ganxy o . _
Batch No. finished product
Homep cepii roTooi npoayrui 405241 - i
Date of manufacturing
Jlara BipoOHMLUTBA 05,2024 .
Expired date
Tepmin ppuaaTHocti (32026
Number of units released to the market 6250

Package size and type
Po3amip i THII YIIAKOBKH

o 50 ma y Tybax Al

Nuinber of Marketing Authorization
Homep peectpaiiiinoro nocsimdents

H/B

Manufacturing License
Jlinensis Ha BHPOBHUIITEO

H/B

Cerlificate of GMP Compliance of 2 manufacturer
Ceptudirar simosinnocti GMP supoGHnKa

1WSI.405.58 2022.MP1
WTC/0036_01_03/96

Manufacturing site, packaging, quality control
HaiiMeHyBaHHs, MiCUEIHAXOLKCHIA Ta HOMCP

dapmzasoz, Eapda AT, Ioapua
58-500 m. Eaenn Typa , By Binueuntero [Tona, 21, Tloasuma

nivensii AAHKN BUPOGAKITBA | KORTPOMO SKOCT
Storage conditions
Vaopn 3bepiranns

Store at a temperature not higher than 25°C
Do not freeze

3Gepiraty npy Temneparypi we pame 25°C
He 3aMopoxyBaTH

Test results/ PesyabraTy BUnpolyRadb

In the appendix: Certificate of Quéliiy:
Date of issuel2.06.2024
Y nonatry: Ceprudikar axocti; Hara sunvery 12.06.2024

Certification statement

1 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 Regalatory Authority and with the specifications in t

he Matketing Authorisation of the importing country or product

specification file for Tnvestigational Medicinal Products. The batch processing, packaging and analysis records were

reviewed and found to be in compliance with GMP.

Zasiga npo ceprudikaunino

Tlum # HIATBEPAKYIO, WO sUiLerKasana indopuanis € JCCTORIPHOIO T4 TO4HOIO. LU cepis npoaykuil Oyia BHTOTORICHE,
BRAIOUHO 3 YHAKOBKOIO / MAPKYBARAAM | NPORENENO kouTpoas i SEOCTI T8 BHIUCITAAAHHX JUASHKAX, ¥ TIOBHIH biANoRiAHOCT]
3 paMoravn GMP MiclieBoro peryisTopHOIO OpraHy Ta crienadikaniamy B Z0380RI HA DPOJAK kpainu-iMroprepa alo
cieupdixanil ToBapy i JIOCHUDKYBAINAX nixapepkix 3aco6iB. [IpoToKkom BHPOGHIIIRG, YHAKOBKH Ta ananizis Oyau

neperaanyTi | Beranonaesa sinnonianicrs GMP.

Date/jlata
17.06.2024

Qualified Person/Ynosropwierna ocoba
Signature /[TTiamme
mgr Edyta Kozlowska

(ua’

/g(zﬂ.a-{ N Coye

—



BAUSCH- Health

elie>

CEPTU®IKAT AKOCTI CEPII

Mpenapart: BiHancat noM'aKWyBan6HUiA | BIGHOBMIoI0UMI kpem 50 mn y TyGax Net
Homep cepii : 405241

BupobHuK: dapmaasog €netha AT, Monbuwa

Tepmin npuaaTHOCTI: 05.2026

Dara supobHuurea: 05.2024

Oara ananisy: 12.06.24

NOKA3HHWKH BAMOIH PE3YNILTATHU
Onuc PiBHOMIpHa, CMHA eMynbCis Bignosigae

pH 5.0-7.0 5.8

CepegHii aMicT kpemy B Tybi 50.0 - 55.0 [Mn] 50.9 [mn]
MikpoBionoriuna YucToTa - aaranbHa  He Binbwe 10* KYO/r <10 [KYO/r]
KinbKicTb aepoBHux mikpoopraHiaMis

{TAMC)

MikpoGionoriuna uacToTa -3araieHa He Ginbiue 10" KYO/r <10 [KYO/r]
KinbKICTL APDKIKOBKX | LBINEBNX

rpubis (TYMC)

MikpoGionoriyna uictoTa - signosigae pignoeigae
sincyTHicTL Pseudomonas aeruginosa

MikpoBionoriuda umeToTa - signosigae Bianosinae

sigcyTHicTe Staphylococcus aureus

KomeHnTapi:
NIA

IMpoaykuis eignosifae Bumoram QCSpecC01108/6

Harta ouiHku:
12.06.24

Bipain Kourponw AkocTi
Stepanczak Jaroslaw

CepTudikaT aHaniay reHepyeTbea KoMN'loTepoMm, NIANKC He NoTPIBeH.

Bupauo:

jaroslaw.stepanczak

12.06.24
Cropinka 131

nara sugadi:



BAUSCH- Health

CERTYFIKAT ZWOLNIENIA SERH
Certificate of Batch Release

' RelReg009796/1

Numer w rejestrze / Register number

Produkt kosmetyczny / Cosmetic product - ZINALFAT
Posta¢ farmaceutyczna / Pharmaceutical form SOOTHING AND REGENERATING CREAM, 50 ml
Kraj przeznaczenie / Destination country UKRAINE
 Indeks produktu koficowego / Finished product 4701 -
index
- Nr serii produktu koficowego / Batch No. finished 405241
_produet B o
j Data produkeji / Date of manufacture 05.2024
 Data waznosci / Expired date 05.2026

' Tlos¢ opakowan zwolnionych do obrotu / Number T B e
of packs released to the market §25() packs "

- Wielkoé¢ opakowania i typ / Package sizeand type | 50 ml, tube

Store at a temperature not higher than 25°C
Do not freeze
JELFA S.A.

- Miejsce wytwarzania / Manufacturing site Ul. Wincentego Pola 21

- 58-500 Jelenia Géra. Poland

- Bausch Health Ukraina

- Przechowywanic / Storage

Uwagi/ Comments

Poswiadeza sig, Ze powyzsze informacje sa prawdziwe i dokladne. Niniejsza seria produktu zostala wylworzona w Prazedsighiorstwic
Farmuceutycznym Jelfa S.A. zgodnie z wymaganiami Dobrej Prakiyki Wytwarzania obowiazujacymi w Unii Europejskiej. oraz o skludzie zgoduym
ze Deklaracja. Dokumentacja serii zostata przeglydnicta i jest zgodna z wymaganiami GMP.

I certify that the above information are true and accurate. This batch of the product has been produced in Przedsigbiorstwo Farmaceutyozne Jelfa §.A.
in accordance with the requirements of Good Manufacturing Practice valid in the Enropean Union and of the composition in accordance with the
Declaration. The batch documentation has been reviewed and meets GMP requircments.

Podpis: CUJJ\,{ Data / Date: 17.06.2024
Signature:
Osoba Wykwalifikowana / Qualified Person

Imig i nazwisko / Name Edyta Koziowska



