BAUSCH- Health

Certificate of Batch Release / Certificate of Compliance
Ceprrpirar nakernoro punycky / Cepradixar signosinnocri

i

Qelfa>

Cepmudixay pinnorinnocti GMP BHPOGHHKA

Release register No./ Penis peectpy Hi. RelReg009173/1
Product o
| Hpenapar KJIOBA3A xpem xapuauii
Pharmaceutical form Cream
Jlikapceka dopma KpeM
_Country of manufacturer Poland
|: Kpaina - Bupobnuk TTonbima :
Active Pharmaceutical Ingredient strength .
1741 o
Cxna nii
Product butk index
o 4760
Bupobiaul innexc Gamcy
Product No. finished index
. o 476U
Infexc kinnesoro OpoayYKTY
Batch No. l.).‘_ﬂk 311210
Howep cepii fanxy
Batch No. finished product
H . 311211
oMep cepil roTosol npoayKILi
Date of manufacturing 11.2023
Jata supoGaairea
Exp:rf:d date ' 11.2025
Tepmin oprmatHocTi
Number of units released to the market 18 050
KinpkicTs opeHHIE, BHNYIMEHREX Ha PHHOK
Package size and type )
Posumip i Tan ynaxosxH mo 40 ry Ty0ax PE
Number of Marketing Authorization wia
Houep peectpauiiidoro mocBixueus
Manufacturing License
. H/B
JhiueHsia Ha BupoGHUITRO "
Certificate of GMP Compliance of a manufacturer IWSF.405.58.2022. MP1

WTC/0036 01 _03/96

Manufacturing site, packaging, quality conirol
Haiimerysanas, MicnesHaxopkeHHa T2 HoMep
Minensii Jing HEy BupoBGHHITBA | KOHTPOMO AKOCT

Dapm3ason Emcda AT, Honbima

58-500 M. €nens I'ypa, syn. Biauentero Ilonz, 21, lomsma

Storage conditions
Ymonn 30epiragns

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

30epirars npe TeMneparypl He summe 25°C
He samopoxcysatu

Test results/ PesynsraTi BHHpoGyBans

In the appendix: Certificate of Quality:

Date of issue 06.12.202Y V poparky: Cepruixar aKocTi:

Jara sunyeky 06.12.2023

Certification statement

T hereby certify thal the above information is authentic and accorate, This batch of product has been manufactured, including
packaging/iabelling and quality control at the above mentioned site(s) in full compliznce with the GMP requirements of the
local Regulatory Authotity and with the specifications in the Marketing Authorisation of the importing country or produet
specification file for Investigational Medicinal Products. The batch processing, packaging and amalysis records were

reviewed and found to be in compliance with GMP,

3asiaa npo ceprrdikanio

LuM 8 MATEEPAKRYIO, WO BUIICBRAzaHa indOPMaia ¢ ZOCTOBIPHOKY Ta TOYHOW. I copin npoAyxuii 6yna BUroTOBIEH],
BKIHOYHO 3 YIKOBKOK / MAPKYRAHHAM | IPOBGACHO KOHTPOIb ii SKOCT] Ha BUINEITANARWK MiIHKEX, ¥ OBHIN BIINOBIIHOCT
3 pevoramy GMP Micuerore perynsrophoro oprany T4 cnemudikauisme B 1o3soli na TIpoAaX KpainH-imnoprepa abo
coeuudikauil Tosapy And DocaimyBamex MRApcekyux 3ace6is. IpoToxoim BHPODHANTBA, YIAXOBKW T4 aHafizie Gymu

TeperiHuyTi 1 BCTaHOBNENA BiANOBiAHICTE GMP.

Date/Tara
12.12.2023

Qualified Person/¥Y mosnosaskena ocoba

Signature /Ilinmic
mgr Edyta Kozlowska

-
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BAUSCH-Health

CEPTU®DIKAT AKOCTI CEPIl

Mpenapar:

KINOBA3A kpeM KupHbIR
Homep cepii ; 311211
Bupo6Hux: Jelfa S A. MNonkuwa
TepMiH NpUAATHOCTI: 11.2025
AaTa BupobunyTea: 11.2023
Qara asanizy: 06,1223
MOKA3HUKK BUMOIM PE3YNLTATH *
Onnec Gina abo 6ina 3 nerkMm KpeMoBuM BigTiHkoM  Bigriosigac
MWpHa oaHopiaHa Maca Ge3 aanaxy
pH 5.5-8.0 6.1
Boaa He Binbwe 27 [%] 22 [%}
Cepearin smMict kpemy s 1 Ty6i He mesine 40.0 [r) 40.3 [r]
MikpoGionoriuna uucToTa - 3aransHa  He Binblue 102 KyOir Bignosigae [KYQ/r]

KiNbKICTL aepeGHUX MiKpoopratiamis

(TAMC)

MikpoBionoriuna wicroTa -3aransLHa
KiNBKICTE APPKIpKoByX | UBineBmx

rpubis (TYMC)

MikpoBionoriuxa uuctoTa -
BincyTHicTs Pseudomonas aeruginasa

MikpoGicnoriuna yucroTa -
sifcyTHICTL Staphylococcus aureus

Komenrapi:
N/A

He Binble 10" KYOir

Bianowsigae

Bionoeigas

Mpoaykuia signosiaae eumoram QCSpecl01215/M1

Hara ouiHky:
06.12.23

signosigae [KYO/T]

BinnoBinae

Bignosinae

Bianin Kourpomo fAkocrl
Stepanczak Jaroslaw

Cepridikar aHanisy reHepyEThCs KOMITIOTEPOM, MANUS He noTpiteH.

Buaaro:

jarostaw.stepanczak

Aara Bugadi:

06.12.23
Cropinka 13 1




