BAUSCH-Health

Certificate of Batch Release / Certificate of Compliance
Cepradikat nakernoro punycky / Ceprudikar sianosianocri

Release register No./ Penis peectpy Hi RelReg007079/1

Product I'ITPOKOPTH3OH, Ma3k ouna, 5 mr/r mo 3 vy tyfax
IlpenapaT Nel )

Pharmaceutical form ophthalmic omtment

Jlixapceka dopMa Ma3h O9HA

Country of manufacturer Poland

Kpaiua - BupoGHUK [onsma

Active Pharmaceutical Ingredient strength
Cara i

Hydrocortisone acetate 5 mg/g
TiAPOKOPTHS0KY ALETaT 5 M/t

Product bulk index

o 4630
Buipodummuii inexe 6anky i
Product No. finished index ’
. 463U
IHIEXC KIBUEROTO TROIVKTY
Batch No. bulk
Homep cepii banky 306010
Batch No, timshed P.mduCt 306011
Howmep cepii roTopol npo VKl
Date of manufacturing
Hara BupoQHHITEA 06.2023
Expired date
Tepmin npuaaTHOCTI 06.2025
Number of units released to the market 90000

KinbKicTh OAHHMIG, BHOVINEHHX Ha PHHOK
3 y

Package size and type
Posmip i THI yIAKOBKH

no 3 ry tybax Ne 1

Number of Marketing Authorization
HoMmep peectpailiiiHoro nocBiladeHHA

UA/4619/01/01

Manufacturing License
JIlgH3iA Ha BAPOOHHLITBO

121/0036/15

Certificate of GMP Compliance of a manufacturer
Ceprikar simnopignocti GMP BHpoOHHEKA

IWSF.405.55.2023.1P.1
WTC/0036 01 05/105

Meanufacturing site, packaging, quality control
HakMeHyBaHH, MICUE3HAXOMKEHHS TA HOMED
TineHsii giKy BUpoOHHIITEBA 1 KOHFPOIIO AKOCTL

Gapmiarson Ensda A.T., onsnga
38-500 M. €xens T'ypa , Byn. Binmeurero Ilona, 21, INonenia

Storage conditions
YMoBH 30epiragns

Store at a temperature not higher than 25°C
ABepiraTH OpHE TeMIepaTypi He pHIne 25°C

Test results/ PesynbiaTit BuipobyBaHs

In the appendix: Certificate of Quality:

Date of issue 10.07.2023/3 ™ edition due to technical error
09.02.2024

V nonarky: Ceprridikar sxocti: ara sunycky 10.07.2023/
Bepciz 3 yepes Texuiusy momuaky 09.02.2024

Certification statement

I 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 Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country or product
specification file for Investigational Medicinal Products. The batch processing, packaging and analysis records were

reviewed and found to be in compliance with GMP.

3asBa npo ceprndiranito

Lum 5 miATBCpAAKYIR, U0 BHieRkasalla iopmanis € focrosipaoto 1a 1ouHoie, Ll cepis npoaykuii Gyna BHroTosneHs,
BKJIOYHO 3 ¥TIaKOBKOIO / MAPKYBAKHAM i MPOBENCHO KOHTPOAb 1 AKOCT] Ha BHILE3ranaHux OinsHkax, y nosHik BianosinHocti
3 piMoraMA GMP MiclGBOTG perynfTOpHOTO Opraiy Ta crenudikanisMii B J03BOJI HAa MpoAaw Kpainu-iMnoprepa aGo
crenndirauii ToBapy M AOCHLUKYBauMX Jikapcskux acodis. [peToxond BupoGHHUTBA, YNAKOBKU T2 aHAM3iB Gyin

NEPETAHYTI § BCTAHOBINEHA BiATOB ANCTH: GMP.

Date//aTa
09.02.2024

Ly gee VHep %fﬂ;@f.g 3

Qualified Person/¥YnouosakeHa ocoba
Signature Mlianuc
mgr Edyta Kozlowgka

LUQ/




BAUSCH- Health

CEPTUDIKAT SIKOCTI CEPII

Mpenapar: MOPOKOPTU30OH, mask cuna, 5 Mrir no 3 ry TyGax Not
Homep cepii : 306011

BupobHm: Jelfa 8.A. Nonela

Tepmin npuaaTHoCTi: 06.2025

Harta sMpoGHMLTRA: 06.2023

flara ananisy: 10.07.23

NOKA3HWKH BUMOFHN PEIYNBTATH
Onuc 6inoro abo Malixe Ginore koneopy gignoeiqae

HamMBnpQ3opa XUPHA M'AKA tMaca, Masb Mae
GyTi oQHOpPIOHOW

Poamip qacTok RONYCKAETHES He Binblue 20 4acToK, Ak Bipnosigae
nepeBnilyIoTs 38 poamipoM 25 mrm; i He
Sinsitie 2 3 UKX YACTOK MOXYTh MaTH POamip,
AKUA nepeeniye 50 MEM; HE SONYCKAETLCA
wopHot yacTku, Axa b nepeswllypana 3a
posmipom 80 MKM

pH 55-75 5.8
|aeHTUhiKaLiA TiAPOKONTHIOHY BENMYMHE YTPHMYBEHHS OCHOBHOT NNAMK BiAnoRigae
ayerary -metof TLUX (Rf) ua xpomaTorpami sunpobosysaHore

pO3YMHY Mae BiANOBIRATA NG BeNUHAHI
yIpuMyBanHa nnami {Rf) Ha xpomMaTorpami
poaurHy nopisHAHHS (1)

{neHTrdikalifs rigpoKopPTUIoHY Ha xpomaTorpamMi BUNpoGoORYBAHOTC Bionasigae
auerary - meron PX PO3UKMHY YEC YTPUMEHHR OCHOBHOTO MiKY

SOCIipKysaHol peMoBKUHIN Mag cnisnagaTth 3

YACOM YTPUMYBAHHSA OCHOBHOMO MKy Ha

XpOMaTorpami BigfloBiHHOMO posynHyY

NOPIBHAKHA
laenrudpikauis meTHnnapabeny - BENUYAHE YTRMMYEAHHS OCHOBHOT NNfMK Bifnosigae
meTog THUX (Rf) Ha xpomatorpami unpaGosynaHoro

pO3UNKY MAE BiANOBINATY NO BENUYKHI
yTprimyBaHHsa nnamu (Rf) Ha xpomarorpami
PO3YnHY NOPIBHAHHA (1)

inenTucbikalina meTunnapabexy - Ha Xpomarorpami sunpotoesysaHoro Bignosigae
metan PX PO3YMHY 4AC YTPUMRHHA QCHOBHOFO Riky

gocnimxysaHel pevcBUHIY MaE CNiBNagaT 3

4aCoM YTPUMYBAHHA OCHOBHOTO AIKY HA

Xpomarorpami BiANCBIaNOrG PO3HNHY

NOpiBHAHHS
Cynposigai gomiisiku (PX) - He Ginse 2.0 [%] 0.3 [%]
iHauBigyansHa aomiwka
CynpoigHi pomilku (PX) - cyma He Ginbwe 4.0 [%] 0.7 [%]
FOMiLLIOK
KinskicHe BnaHaverHs 4.50 - 5.50 [mr/r] 5.00 [Mr/r]
rigpokopTuacHy auetaty B 11 Masi
KinbkicHe BU3HaYEHHA 1.70 - 2.30 [mr/r] 1.95 {mr/r]
MeTunmapaGeny 8 1 mast
Cepeguili smict mazsi 8 1ydi He meHuwe 3.15 [1] 3.26 1]
CrepunbHicTe mae ByTn CTepitnbHiM sipnosinae
KomeHTapi:
N/A

Cropivka 13 2




B4USCH- Health

CEPTUGIKAT AAKOCTI CEPII

Mpenapar: FIAPOKOPTU30OH, maak o4Ha, 5 mrefr no 3 ry Tybax Net
Homep cepii : 306011

BupoGHuk: Jelfa 8.A. Nonelwa

Tepmin npuaaTHocTi: 086.2025

Dara aupobBHsLTBA: 06.2023

Nara aHanizy: 10.07.23

NOKA3HWKW BAMOTH PE3YNLTATU

MponyKuis BigRosinae swmoram QTSpec000967/4, UA4619/01/01

Hata ouinku:
_1 0.07.23

Bigain KoHtponwo AkocTi
Switelski Krzysztof

Ceprudhikat ahaniay reHepyeTLCA KOMN'IOTEROM, NIAMMC He NoTpiGen.

Bunano:

Switelski Krzysziof

AaTa BHgaHi:

10.07.23
Cropluka2 s 2




