BAUSCH-Health

Certificate of Batch Release / Certificate of Compliance
Ceprudixar nakersoro sunycexy / Ceprudikar signoBignocti

Release register No./ Penis peectpy Hi.:

RelReg003087/1

Product

Ipenapar OIAYIUHAP® N, Ma3zb 0o 15 r B Ty6ax Ne 1
Pharmaceutical form ointment

Jlirapcexa dopua Mash

Country of manufacturer Poland

Kpaina - BupoGHHK TMonsmia

Active Pharmaceutical Ingredient strength
Cuna nii

Fluocinolone acetonide .25 mg
DIYOUHHONOHY aueToHim 0,25 Mr
Neomycin sulfate 5.0 mg
Heomimuny cynndiat 5,0 Mr

KinbKICTh OZMHULE, BATIYIMEHEX HA PHHOK

Product bulk index 4130
Bupobriryuit innekc Gaaky
Product No. finished index
. 413U

IngeKe KiHIeBoro MPOAVKTY
Batch No. bulk
HoMep cepii 6anky 211340
Batch No. i"!-mshed ;iroductA 211341
Howmep cepii roTosoi npoayxuii
Date of manufacturing

' Jata BupoGHunTRA 11.2022
oipired date . 11.2025

ePMIH NPHAATHOCTL )

Number of units released to the market 15 000

Package size and type
PosMip i THI yTaKOBKH

mo 15Ty tyGax Ne 1

Number of Marketing Authorization
Homep peccrpanitinero nocsizaenss

UA/2879/01/01

Manufacturing License
Jineusis va sitpo6EANTBO

121/0036/15

Certificate of GMP Compliance of a manufacturer
Cepruixar pianosigmocti GMP sHpoSHmka

IWSF.405.58.2022 MP1
WTC/0036 01_03/96

Manufacturing site, packaging, quality contrcl
HaiMeHYBAHHA, MiCITE3HAXOUKCHHS Ta HOMED
Tirernii JimsHKe BUPOOHIITBA i XOHTROMO IKOCTI

Mapm3apozx Cmsda A.T., Honsima

58-500 M, €nenn I'ypa , syn. Bimnerrero Hoaa, 21, [lonsma

Storage conditions
YMoBY 36epiransn

Store at a temperature not higher than 25°C
30epiraTh upu TEMIepaty pi He Bume 25°C

Test results/ Pesynetats BuiipoSysans

In the appendix: Certificate of Quality:

Date of issue 23.12.2022/ ¥V poparky: Ceprndixar skocTi:

Jata suyverv 23.12.2022

Certification statement

L nereby certify that the above information is authentic and accurate. This batch of product has been manufactured, inchiding
packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the
locat Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country or product
specification file for Investigational Medicinal Products, The baich processing, packaging and analysis records were

reviewed and found to be i compliance with GMP.,

3aaBa npo cepTudikaniro

Ly 5 migTeepmiqo, me BHIeEKalana indopManis ¢ HOCTOBIPHOIO Ta TomHOMo. LIx cepin npomykuii Gyna BHroToBReHa,
BRIIOUHO 3 YTIAKOBKOW [ MAPKYBAHHAM | [IPOBSAEHO KOHTPOIE il AKOCTI HA BHIIE3FanaHHX DINAHKAX, ¥ HOBHIH BiAITOBIAHOCTL
3 umorami GMP Micresoro perymaTOpHOro opranmy Ta crmeumixaiisMum B foseom ma npof@K Kpainv-iMmoprepa abo
coempdiraiil Topapy ANA AOCAIMKYBAHHX TKApChKHX 3acoBis. lpoToxomn BrpobHRNTEA, YIAKOBKH Ta aHANi3iB Gy

TEPErNAHyTi | BCTAHORNEHA BidNORiNkRICTE GMP.

Date/Jata
04.01.2023

B ger B3 2y %/ 090823

-

er Edyta Kozlowska

Ly




BAUSCH-Health

CEPTUDIKAT AKOCTI CEPIl

Mpenapar: GNYUHNHAP® N, mase no 15 r e Tybax Ne 1
Homep cepii : 211341
BupoGHUK: Jelfa S.A. Nonswa
TepMiH NpUAATHOCTI: 11.2025
Aata BnpoGaKyTBa: 11.2022
DaTa aHanizy: 23.12.2022
FOKA3HUKK BUMOA PE3YNbTATH
KinbkicHe BM3HAYEHHA HEOMILWHY 4.5 -6.0[mr] 5.9 [Mr]
cynbdpaty 8 11 Masi
InenTUhikauia HeoMiUMHY cynbthaTy -  Benwduua yTpumysanHa sy (Rf) Ha piAnoeinac
meTog TWX Xpomartorpami BunpoBoByBaHOMD PO3UnHY

Mae BiONOBIQATH BENWYUHI YTDUMYBaHHA

naamu (Rf) Ha XpoMaTorpami poauunHy

NOPIBHAHHA
Inenmdikauin HeomiunHy cyrtbthaTy - Yac yTpumyBaHHA Niky PEHOBWMHY, AKa Bignoeigae
meTog PX BUIHAYEETLEA HA XpoMaTorpami

BOCifKyBaHoro posdnHy Mae BignosigaTti

“Yacy yTpuMyBaHHA Niky Ha xpoMaTtorpami

CTAHAAPTHOTG PO3YNHY
CynposigHi AOMILLKA HEOMIUWHY He Binbtue 2.0 [%] 0.C [%]
cynbehary -AoMillka A
CynpoBsigHi AomilLKK HEOMILMHY 3.0-15.0 %] 4.1 [%])
cyneaTty -AoMmiltka C
CynpoeigHi A0MILLKM HEOMIYWHY He Binbwe 5.0 [%] 0.0 [%]
cyneaty - Oyab-AKa iHwa AoMituka
CynpoeigHi AOMILKA HEOMIUWHY He Binbwe 15.0 [%] 0.0 [%]
cynbaTy ~-CyMa IHIWNX SOMILLOK
laenTudbikauis dnyounHonoHy Benuywna ytpusmyBaHHs nnsimi (Rf) Ha sifnosigae
aueroHiny - meton TLIX XpomaTorpami BUNpoboBYBAHOTO PO3YUHY

Mae BignosinaT BennynHi YTpuMysadHs

nnamu (Rf) va xpomaTtorpami posumyy

NOPIBHAHHA
Onue CRITNO-KOBTOrO XONBOPY MWpHa M'AKa Maca,  Bignoeigae

L0 NPOCBIUYETLCH B TOHKOMY LUapI
PoamMip JacTok He Ginewe 80 [mm] 14 [mn)
pH 50-7.0 5.8
CynposigHi fomiwen dpnyounHosiony  He Binbwe 1.0 [%] 0.1 [%]
atetoHiny (PX) - ingueigyansha
Aomilwka
CynpoeigHi AoMiWKK hRYOLMHONOHY He Binbwe 2.0 [%] 0.1 [%]
aueToHigy (FX) - cyma pomilok
lnenTndikauin hryouMHonoHy Hac yrprMyBaHHS Niky peYOBKMHU, SKa Bignosigac
aueToHigy - Meton PX BM3HAYAETLCA HA XpOMAaTOrpaMi

BOCNImKYBAHOIG pO3HKHY MAE BiANOBIRATH

Yacy yTpUMYBaHHS DKy Ha XpomaTtorpami

CTaHAAapTHORO PO3YUHY
KinbkicHe susHaueHHA dnyounHonoHy (.23 - 0.28 {mr] 0.26 [mr]
aueTonigy B 1 r maszi
MikpoBionorivHa urkcroTa- 3aranbHa He Ginewe 102 KYO/r Bigpnoeigae [KYC/r]

KiNbKICTE aepeBHKX MIKpOOpraHiamiB
(TAMC)

Cropinka 132




BAUSCH-Health

CEPTU®IKAT AKOCTI CEPII

Mpenapar: ONYLMHAP® N, mass no 15 r s tybax Ne 1

Homep cepii : 211341

BupoGrUK: Jelfa 8.A, MNonbwa

TepMid NpMAaTHOCTI: 11.2025

Oata eupobHuuTEa: 11.2022

Dara ananisy: 23.12.2022

NOKA3HWKU BUMOIMN PE3YNbTATK
MikpoBionoriHHa YicToTa-3arans0Ha He Binbwe 10" KYO/SKF sianoeinae [KYO/r]

KIFIBKICTE APIXKIMOBUX | NRICHRBWX

rpubis (TYMC)

Mikpobionoriuna yueToTa-BigcyTHICTE  BignoBsigae Bifnosigae
Staphylococous aureus

MixpoBionoriyHa uucToTa- BiQeyTHICTE  BiANOBIgac BiaAnoeinae
Pseudomonans aureginosa

Cepegnin emict mazi 8 TyDi He meHwe 15.0 fr] 15.2 []
KomeHTapi:

N/A

Mpoayxuis signoeigae eumoram QCSpect00930/6, UA/2879/01/01

Rata ouiHkK: Bigain Konrponio AxocTi
23.12.2022 Stepanczak Jaroslaw

CeptvdpikaT aHanisy reHepyeTscs KOMN'IOTEPOM, NiARUE HE NOTPRIGEH.

Bupaxo: jaroslaw.stepanczak 4ara sugavi: 23.12,2022
CropiHka 22 2




