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CEPTADIKAT SIKOCTI CEPIT

lpenapart:

Homep cepii :
BupolHuk:

TepMmin npuaaTHocT:

OREHT®, wpem. 0.5 wiir, 10 26 ry Ty6ax Nt

405211
®apmzasoa Enbda AT, Monbwa
05.2027

Nara supofuuuTea: 05.2024
Dara ananisy: 19.06.24

FIOKASHUKK

BUMOMU

PE3YNLTATU

lneHTatikauis knobeTasony
nparioHaty - Metog TLIX

inenTucbikauis knoberasony
riporioHaTy - MeToR BEPX

jaeHTuthikalia Xnopkpesony - METoA
TIUX

KireKicHe BHaHaUEHHST XNOpoKpesony
B 1 I kpemy

KinbidcHe BraHadenHs Knobertaaony
niponioHar B 1 1 kpemy

XpomarorpaciuHa wieroTa -
iHOMBIAYanbHa AOMILIKR

XpomarorpaguHa wnucreTa - cyma
AOMILIOK

Onvie

Posmip 4acTUHOK

BuanavueHHs pH

CepepHilt BMICT Kpemy B Tybi
Mikpoblonari4ya yueroTa - TAMC
MikpoBlosioriuHa YicToTa - TYMC

MikpoBlonoriuka uacroTa -
BipcyTHiCTL Staphylococcus aureus 8
ir

Mikpobionoriyda syetoTa -
BifCyTHICTE Pseudomanas aeruginosa
B1r

KomeHrapi:
N/A

[Inama Ha xpomarorpammi
BUNPOBOBYBAHOM POYAHY NOBUHHA
ignosinaT shaventio (R, POSMILLEHHIO |
KONbLOPY NAAMA Ha xpoMatorpammi
CTAHaPTHOro PO3HUHY

Ha xpomarorpammi punpofosysaroro
PO34MHY UAC YTPHUMAHHS OCHOBHOTO iy
kroBeTasony nponioHary noBuHeH
cnlBNAAATY 3 HACcOM YTPUMAKHS OCHOBHOMG
pixy kaBerasony nponioHary Ha
XPOMATOrpamMMmi CTaHAEPTHOTD PO3HNHY

NsivMa Ha xpomaTorpamii
BUNPOGOBYBAHOTC PO3UKHY NOBUHHA
signopinat sHadenHo (RY), POBMILLIEHHIO |
KORBOPY NISIMI HE XPOMATOTREIMI
CTaHOAPTHOTO PO3UnHY

0.90 - 1,10 fmr]
0.450:~ 0,575 [mr]
He Ginvwe 1,0 [%]
ne Binbiwe 2.5 [%]

Bifloro KomLopy OAHOpIOHA Maca 3i cnabivwm
XapaKkTEpHUM 3anaxam

He Ginewe 80 [Mrm]
4.0-7.0

He menwe 26.0 [r]
e Ginbile 10% KYO/r
we Girbiwe 107 KYO/r

sianoslpace

sinnosigac
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gignoeigae

gignosinase

slgnosinae

0.98 [mr]
0.527 [mr]
0.2 [%]

0.2 [%}
signosigae

<35 [MKM]
4.6

25.2 1

<10 [KYOIr]
<10 [KYO/r]

pipnosigac

gianosinae
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ﬂpenapav

Howmep cepil !
BupobHuk:

Tepmin npuaaTHOCTI:
Rara pupoGHuyrsa:

}lara aHam'ay

TOKA3HMKH

_leoez4

“CEPTUDIKAT AKOCTI CEPIl

-I(HOBEMT® xpem, 0,5 wmrir, no 25ry Tyﬁax Net

406211

dapmaasos Envda AT, Nonbua
05,2027

05.2024

..... PP

BUMOTU PE3YﬁbTATVI

Mponykuis sianoBIAae BUMOTaM QCSpec001500/1, UA/3512/01/01

Dara ouiHkn:
19,06.,24

Bigain Kaurposo AxocTi
Stepanczak Jaroslaw

Cepmtbma'r aHanisy reHepyCTbGﬁ KoMt lorepom riignve He noTpiden.

Bupado: jarostaw stepanczak

AatTa Bupgadi
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CERTYFIKAT SERII KONCOWEGO PRODUKTU LECZNICZEGO
BATCH CERTIFICATE FOR MEDICINAL ) PRODUCT

Numetr w re_]estme [ Register nuniber RelReg009819/1
 Produkt / Product CLOVATE
Po';tac farmaceutyczna / Phannaccutlcal form ! CREAM
| KmJ pr7emaczeme / Destmatmn country UISIEA:II:EW
Substancja lecznicza /slq:zeme 1 Active CLOBETASOL PROPIONATE 0,5 mg/g

Pharmaceutical Ingredient / strength

. Indeks produktu koficowego '/ Fipished product 477U

index

, Nr se-m produktu Koficowego / Batch No. , 405211

Data produkcgi

, Data wamosci / Expm' datc o (}_52027

s opskovai oo w570 200k
lekoéu opakowama i typ { Pack size and type ’I‘ubc 258
Numer pozwolema na dopuszczenie "d0 obrotu / ‘ UA/3512/01/01
Number of Marketing Al Authorization .

Numer zezwolenia na wytwarzame/ Number 121/0036/15

- Manufaeturing Authorisation T e

Warunkj Przechowywania / Storage condxttons Tempcrature not higher than 25°C do not freeze
o Przcdsu;bxomwo Pdnnaceutvcme JELFA S.A.

Miejsce wylwarzania / Mamufacturing site Wincentego Pola 21
58 500 Jelenia Gora. Polska

" Data certyfikacji / Centification date "19.06.2024

Uwagi/ Cumments MAH Baasch Health Ukraine

Niniejszym certyfikuje, ¢ wszysﬂuc clapy wytwarzania koficowego produkty ]ecmlczego zostaly prmprowadmne W
pelnej zgodnodel 2 wyinaganiami Dobrej Prakiyki Wytwarzania ora2 wymagamaml pozwolenia i dokumentacji
dotyczacej wprowadzania do obrotu produkto Jeczniczego docelowego kraju przeznaczenia.

1 hereby certify that all the manufacturing stages of this bateh of finished product have been carvied out in full compliance
with the GMP requirements of the EU and with the requirements of the Marketing Authorisation of the destination

couniry.

Podpis: skt Data/Date:  19.06.2024
Signature; mgr Edyta Kozlowska
Osoba Wykwalifikowana / Qualified Person

Imig i nazwiske / Name

Page 3/4



H

J—
ee Jelfcd

R S ———

Ith

Certificate of Batch Relcase / Certificate of Compliance
CeprudiraT DAKETHOrO BANYCKY / CepTudirar BignoBigHocTi

Release register No./ Penia pecetpy Hi.

RelReg009819/1 |

roduct

KUIOBEUT®, kpen, 0,5 mr/r, 0 25 r y Tyfax Ned

TIpenapat
Pharmaceutical form crean
Jlikapepka hopma Xpem
Country of manufacturer Poland
Kpaina - BupoOHuK Tlonpa

Active Pharmaceutical Ingredient strength
Crna nif

Clobetasol propionate 0.5 mg
KrnoBeraszony nporioat 0,5 mr

Product bulk index

4720

THAEKC KINUEBOTO HPOIAYKTY

472U

| Homep cepii fansy

Batch No. bulk

405210

Balch No. finished pmduu '
Homep cepii roToBot 1ipoiy Kuil

405211

Date of manufacturing
Hata BRpoOHUITEA

05.2024

Bxpired date
TepMin NPHAATROCT

Number of units released to the market
KinbicTs ONUHHLE, REMVIICUNX HA PUHOK

05.2027

25200

Package size and type
Poamip | TN YIIAKOBKH

o 25 ry tybax Ne 1

Number of Marketing Authorization
Homep peecrpauiiinoro TIOCBIAYEHID!

Manufacturing License
Tinensin #a BUPOCHAUTBO .

UA/3512/01/01

121/0036/15

Certificate of GMP Compliance of a manufacturer
Ceprudixar pignosinnocti GMP BupobHNKE

TWOF A0S 582020 MP. 1.1 %
WTC/0036 01 03/96

Manufacturing site, packaging, quality control
HatiMerysanns, MICLS3HAXOIKEHHT Ta HOMED
nizersii AATHKY BHpoGHHTITEA § KO

Storage conditions
Yymosu 3GepiTanns

Test results/ Peayaprari suipofyBatl

[IPONIO AKOCTE

dapmzason Cinda A.T., TTosua
52500 m. Cren 'ypa , ByJL Bisuenrero Tlosa, 21, Touasiig

Storage at a temperature not ahove 25°C
Do not freeze

3GepiraTd IpH TeMneparypl He BALS 25°C.
| _He aamopouxybaty
Tn the appendix: Certificate i
Date of issue 19.06.2024 /3% edition due to correction of GMP [
certificate number 08,07.2024 |
Y popacky: Cepradiixar sxovri: {ara punycky 19.06.2024 / :
Bepeis 3 uepes BEpABNCITS TOMCY ceprupixata GMP £07

|
1
H
I
i
|
!
i
i

of Quality:

nmher of onipimal GMP certificate in Polish is IWSF.405.58.2022.MP.1 WTC/0036_01_03/96.

Certification statement

{ herehy certily that the above information is suthentic and
and quality control at the above mentioned site(s) in full compliance with the GMP requiremonts of the
and with the specifications in the Marketing Authorisation of the importing country or praduct

packaging/labelling
lacal Regulatory Authority

qeeurate. This batch of praduct bas been manufactured, including

specification file for lavestigationsl Medicinal Products. The batch processing, puckaging and analysis records were

reviewed and found to be in compliance with GMP,
3usiea npo ceprTHbiKanio

Ly 8 HiATBEPKYI0, IO BMILEBKA3AHA. iHopMaLs € AOCTOBIPHOLO TA

Touroro. g cepis npoyanii Gyua BUrOTOBACRY,

RIGIORHO 3 YIAKQBIKON / MAPKY BALHAM i nposeaero Kourpons i SROGH HA BUMC3TANAHUX AUBIHKAX, Y rionuiit pianosinroeri

3 punporaMi GMP Micuenors perymaTopuoro oprawy

ciicrwbixanii tosapy Aans HOCHUDKYBIHWN R KapChKiX 3ac006in.

neperigHy T 1 RCTANOBNCLY wizonianicen GMP.
Date/Nata
08.07.2024

Ta cuenndiamismil 8 J03BON A POANK Kpairu-iMITopTCpR abo

Tporokoms BAPOSHHITEEY, YTAKOBKH Td aiwnisin Gyan

Qu.aliﬁed Person/Y norHopakena 0co6a
Signature /Tliamic
mgr Edyta Kozlowska

U,w} 4
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Certificate of Batch Release / Certificate of Compliance
CepTudikaT naKeTHOro BAMYCKY /| Ceprudirar gipnmosiaHocTi

Release register No./ Penia pecetpy Hi.

RelReg009819/1

“Product

Tpenapar

KJIOBEUT®, xpem, 0,5 mr/r, 10 25 r y TyGax Nel

al forni

Pharmaceutic creant
Jlikapcpka popMa KpeM - )
Country of manufacturer Poland
Kpaia - BIROLHMK Hompuxg . S ——

‘Active Pharmaceutical Ingredient strength
Chyia ait

Clobetasol propionate 0.5 mg
KnoBetasony nponionar 0,5 mr

Product bulk index

Kinpicrs onuHHIE, RUMYIIGURAX HA PHHOX

. 4
BupoBuuuuit inexe GanKy 720
?roduct I.\Icn ﬁn‘x.slhcd index b 470U
Tupiexc KiHUEBOTO NPYOAYKTY A
Batch No. bul‘k " 405210
Homep cepll Danry - . . S -
B‘alch No. fgushed y?‘roduct 405211
Honmep cepil FoToBoT 11101y KL i
Date of nmgpfacturmg 05.2024
JaTa upoOnniTBa
.Expn'gq date. - 05.2027
_Tepmin npHodTHOCT o —
Number of units released to the market

25200

Package size and type
| Poamip | THIO YIAKOBKH

110 25 1y TyGax Ne 1

Number of Marketing Authorization

¥ rngag e s UA/3512/01/01
Howep peecrpauiioro HOCBLIYEHI -
Manufacturing License 121/0036/15

| Jinewsia na BUpOGHAUTED . o
Certificate of GMP Compliance of a manufacturer TWSE.405.58.2022.MP. 1.1 *

| Ceprudixar pinnosinpocri GMP supofiuxa L WTC/0036 01 03/96 )

Manufacturing site, packaging, quality control

Halimerysains, MICUEIHAXOLKCHHA TA HOMEP

Nitensii ZAHKH BUROGHIITEA | KOHI010 AKOCT

Storage conditions

Vosu sbepiTanns

dapmzavon Cmda AT, TTomua
58500 m. Enenst I'ypa , By Binueutero [lora, 21, Tossina

Storage at a temperature not ahove 25°C
o not freeze l
36epiraTy MpR TEMUEpaTypl He BILUS 25°C. i
He 3aMOpORyaTH. i
Tn the appendix: Cestificate of Quality:
Date of issue 19.06,2024 /3 edition due to correction of GMP
cortificate number (18.07.2024

¥ poaarky: Cepradixar axocri: Hara puycxy 19.06.2024 /
R | Bepein 3 uepes BENPABNCHHA HOMEPY ceprrdixara GMP 8,07.2024 |
Al GMP certificate in Palish is TWSF.405.58.2022.MP.1 WTCY0036_01_03/96,

Test results/ Pesyanrarn urpolysaib

*number of origin

Certification statement
Y herehy certify that the above information is muthentic and accurate. This bateh 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
laca! Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country or product
specification file for Ilnvestigational Medicinal Products, The batch processing, packaging and analysis recornds were
reviewed and found to be in compliance with GM?,

Zusisa wpo cepridianiio

Llias s GTBEPIOKYIO, UI0 BHILEBKA3AHA. indopMaIls € JOCIOBIPHOIO T TOMIOIO. Ilg cepis npomyruli Gyia BHIOTORICKD,
BUNOMHO 3 YIAKOBKOIO / MAPKYDAUIAM | IPOBEASHO KOUTROAL T AROGH HA BUICITANANHA AUBIHEAX, Y ORI pignovinHoCt
4 prMormat GMD Micuenoro peyymaTopHore oprawy T2 cueHMGIKAInMI 8 J02B0E 1A MPOK kpainn-immoprepa abo
cricnmdikanit tosapy A LOCIHUDKYBARNNY THikapesKHx 3800016, TIpotokoim BUpOSHIIITEL, YTAKOBKH T4 ananisin Gyau
nepeliatyTi.i BCTAnoBICHY sixnosianices GMP.
Date/ara

08.07.2024

Q_ualiﬁcd Person/V nosgopakena 0coba
Signature /Ilianue
mgr Edyta Kozlowska

Cu,@; 4
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CERTYFIKAT SERII KONCOWEGO PRODUKTU LECZNICZEGO

Produkt / Product

. index

" finished product

Postac farmaceutyczna / Pharmaceutical form

Pharmaceutical I
Indeks produkin k

Nr serii produktu Koficowego / Batch No.

Data produkcf luzem

 Data waznosci / Expiry date

 Bulk date of manufacture | 052024

ATE FOR MEDICINAL PRODUCT

RolReg009815/1

W mer——

CLOVATE
: CREAM
UKRAINE

CLOBETASOL PROPTONATE 0,5 mg/g

4y

. 405211

05,2027

Tlosé opakowari zwolnionych “na ekspofi /"25200 packs

Number of packs released for export
Wielkosé opakowania i typ / Pack size and type
Numer pozwolénia na dopus'zézcnic"a o obrotu /

 Number of Marketing Authorization_

- Manufacturing Authorisation

Numer zezwolenia na wytwarzanie/ Number

Warnnki Przechowywania / Storage conditions

Migjsce wylwarzania / Mamufacturing site

Data certyfikacii / Cestification date

Uwagi/ Comments

Ninigjszym certyfikuje,
pelnej zgodnosei z wymaganiami

Tube 25 g
| uas1201/01

121/0036/15

Temperature not higher than 25°C, do not freeze
" Przedsicbiorstwo Farpaceutyczue JELFA 8.A.

Wincentego Pola 21

58-500 Jelenia Géra. Polska

28-300 Jelenia BH0T8, PR
19.06.2024
MAH Bausch Health Ukraine

2e wszystkie ctapy wytwarzania koncowepo produkty leczniczego zostaly przeprowadzone W
Dobrej Praktyki

Wytwarzania oraz wymaganiami pozwolenia i dokumentacji

dotyczqcej wprowadzania do obrotu produktu leczniczego docelowego kraju przeznaczenia.

1 hereby certify that all ¥he manufacturing stages of this batch of finished product have been cartied out in full compliance
with the GMP requirements of the EU and with the requircments of the Marketing Authorisation of the destination

country.

Podpis: s
Siguatre: mgr Edyta Kozlowska
Osoba Wykwalifikowana / Qualified Person

Imig i nazwiske / Name

Trata / Date: 19.06.2024
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ﬂpenapa‘r
Howmep cepii :
BupobHuK:
TepmiH NpUABTHOCTL:
Hara pupoGHuuTsal
naTa auanizy:

ﬂOKA3HMKV\

CEPTMG)IKAT SKOCTI CEPIi

(ﬂOBEVlT@ xpew, 0,5 mrlr, no 251 y Tyﬁax Net
405211

Papmsason Enbha AT, Nonbiia

05.2027

05.2024

19'06'24 e e SRS S RO ————

BUMOTIY PE3V!’I§:TATM

Mpoayxuis BIANOBINAE BUMOTaM QCSpec001500/1, UAJ3512/01/01

[ara ouinkm:
19.06.24

Biggin Kantporw fkocti
Stepanczak Jaroslaw

Cepmqomm aHamay reHepyCTbCﬂ KOMIOTEPOM, nlnnmc He noTpiten.
Bwpano; jaroslaw stepanczak

Aara pupasi:
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CEPTUDIKAT SIKOCTI CEPIT

nbenapm‘:

Homep cepii :
BupoGHuK:

Tepmin npupaTHOCT

KNOBEWT®, kpem, 0,5 Mf/r, fo 25 ry Ty6ax Net

405211
dbapmaasog Enstha AT, Monswa
05.2027

Hara supobuyurea: 05.2024
Dara ananisy: 19.06.24
TMOKA3SHUKN BUMOTU PE3YNLTATU
jneHTithikayin knoberasony [risiva Ha XpoMaTorpammi glanosinae
npanionary - MeTof TIWX BYNPOBOBYBAHOM PO3UMHY NOBUHHE

BIANOBINATH SHAYEHHIO {Rf), posMILLeHHIO |

KONbOPY NAAMM HA XpoMaTorpamil

CTAHAAPTHOrO PO3UKHY
InesTupikauis knobGerasony Ha xpomarorpammi BunpoSoByBaHoOro signosinae
nponionary - metoa BEPX PO3UMHY YaC YTPHMAHHA OCHOBHOTO niky

knoBeTasony nponioHarty noBUHEH

cnlBNafaTh 3 HacoM YTPUMAHHR OGHOBHOTO

niky kneBerasony nponioHaty Ha

XPOMATCrpaMmi CTarpapTHOTO po3HHY
laeHTUEhIKALIA XNOPKPE3oNY - METOA Tnsva Ka XpoMaTorpammi signosipae
TIUX BUNPOBOBYBAHOFO POJUKHY MOBUHHA
: BinfoRinaTH sHadenHIo (Rf), poamileHio i

KONLOPY NAAMIA HA XPOMATOTPEMMI

. CTaHOAPTHOTO POaUMHY

KirsKicHe smanadests Xnopokpeaony  0.90 - 1.10 {mr] 0.98 [mr]
B 1 rKpemy
KinekicHe BraHayents Knobetasony 0.450-~ 0,575 [mr] 0.527 [mr}
nponioHar B 11 kpemy
XpomarorpadiyHa uicrora - He Girbwe 1,0 [%] 0.2 [%])
iHOMBigYyansHa Aonika
Xpomarorpadluta yucroTa - cyma we Ginswe 2.5 [%] 0.2 [%)
AOMIVIOK
Onve BifOro KoFIbOPY OAHOPIAHA MACE 3i cnabkum  gignostnae

XapaKTepHUM 3anaxom
Po3Mip 4aCcTUHOK He Binewe 80 [mkm] <35 {MKm]
BuatiaueHHs pH 40-7.0 4.6
Cepeniti BMICT kpomy B TyBi He mexwe 25.0 {r] 25.2(r]
MikpoBlonoriyHa wueroTa - TAMC e Oinbwe 502 KyQsr <10 [KYO/r}
MikpoBlosoriuta Yuerora - TYMC e Ginblue 10" KYOIT <10 [KYO/r]
MikpoBlonoriuxa uacrora - sianosifac pipnosigas
BipcyTHiCTL Staphylococous aureus 8
ir
MikpoBionoriyHa wicToTa - sinnoeinae sianosinae

sincyTHicTL Pseudomonas aeruginosa
glr

Komeurapi:
N/A
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