BAUSCH Health

BATCH CERTIFICATE
CEPTH®IKAT AKOCTI CEPIL

Product TAPOKOPTH3IO0H, mase owna, 5 mr/r no 31y Tv6ax
HMpenapat el

Pharmaceutical form ophthalmic ointment

Jlikapchka dopma Maib OuHA

Couniry of manufacturer Poland

Kpaina - BUpoOHuk Hoabua

Active Pharmaceurical Ingredient strength
Cuna nii

Hydrocortisone acetate 5 mg/g
FiapoxopTH30HY aueTar 5 mMr/r

Product buik index

BupoGuuynii ingexc Ganky el

Product No. finished index 463U

Inaekc KiHUeBOTO NPOAYKTY

Baitch No. l_)}llk 106060

Homep cepii 6anky

galch No. fimshed P}'oduc[ . 106061
OMEp cepii roToBol NpoayKuii

Date of manufacturing 9

Jara BHpoOHHLTEA 062021

Expired date ) 06.2023

TepMiH NPHRATHOCTE

Number of units released to the market 102263

KinbkicTs 0iNHHL, BHITYILEHMX Ha PHHOK

Package size and type
Posmip i THO YRaKoBKH

no 3 ry Tybax Ne 1

Number of Marketing Authorization
Howmep peccrpaniiiHorg nocsiauenHs

UA/4619/01/01

Manufacturing License
Jliuensis ua pupobuHuTaO

121/0036/15

Certificate of GMP Compliance of a manufacturer
Ceptudiikar Bianosisdocti GMP supobHika

1WPS.405.33.2019.KKW.1
WTC/0036 01 _05/58

Manufacturing site, packaging, quality control
HaliMeHyBatHa, MiCLEIHaXOMKEHHS Ta HOMEP
nineHsiT AiniHKH BHPOGHULTEA | KOHTPONIG AKOCT

Papmsason Crbta A.T., Monsuma
58-300 m. €nens ['ypa, syn. Binuenrero {lona, 21, Monema

Storage conditions
YmosH 36epiranua

Store in a temperature not above 25 °C
36epiraTi np# TemnepaTypi He sume 25 °C

Analysis results
Pe3yNLTATH NpoBeleHHNA 2HATIZY
Tests Regquirements Results
TMokxaznuxn Busoru PesvneraTa
gcscn'ption white or almost white translucent fat soft
FIHC mass. Ointment should be homogeneous
Ginoro abo maibke Ginoro xonwiy e
: : Bianoeinae
HaNiBMPO30Pa KHUPHA M'AKA Maca.
Ma3sb Ma€ OYTH oAHOPIAHOKD
Identification of hydrocortisone acetate the value of the retention of the main spot
LaexTnikalia rizpokopTHIOHY aueTaTy (Rf) on the chromatogram of the test
- TLC method solution should correspond to the value of
- metoa TIUX the retention of the spot (Rf) on the meets test
chromatogram of the reference solution {1) | Bianosinac
BENHMHHA YTPHMYBEHHA OCHOBHOT NNAMK
(Rf) Ha xpomatorpami eunpoGoOBYBaHOIO
POTYHHY MAC BiANOBIAATH 110 BEAHYNHI
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YTpHUMyBaHRA 1AMy (R) Ha
XPOMATOTPaMi POHKHHY NOPiBHAHHS (1)

Identification of hydrocortisone acetate
InenTHibikauis riapokopruszony auetaty
- HPLC method

- metol PX

on the chromatogram of the test solution,
the retention time of the main peak of
hydrocortisone acetate should coincide
with the retention time of the main peak of
hydrocortisone acetate on the
chromatogram of the corresponding
comparison solution

Ha XpoMaTerpaMi BUnpoGosysanore
PO3MHHY HaC YTPHMYBAHHA OCHOBHOTO
NiKy FiAPOKOPTHIOHY aleTaTy Mae
CNIBNANATY 3 YACOM YTPHMYBAHHSA
OCHOBHOFO Miky ripOKOpPTHIOHY auETaTY
Ha XpoMaTerpami BUINOBIAHONO PO3YITHY
NOPIBHAHHA

meeis test
BifinoBigac

Identification of methylparaben
IzenThdirauia meturnapadeny
- TLC method
- metoa TINX

the value of the retention of the main spot
(Rf) on the chromatogram of the test
solution should correspond to the value of
the retention of the spot (Rf) on the
chromatogram of the reference solution (1)
BENHYHHA YTPHMYBAHHS OCHOBHOT NNMI
(Rf) #a xpomarorpaMi eunpoBosysatoro
PO3UHHY Mac BiANO&iNATH N0 BENHYHNI
YTpumysanua naamu (Rf) va
XPOMaTOTPaMi Po3usHy nopisHsuus (1)

meets test
BiAIOBIAAC

Identification of methylparaben
laenTrdikanin Methanapabeny
- HPLC method

- MeToa PX

on the chromatogram of the test solution,
the retention time of the main peak of
methylparaben should coincide with the
retention time of the main peak of
methylparaben on the chromatogram of the
corresponding comparison solution

Ha XpoMmarerpami BulipoGosysasore
PO3UMHY 43¢ YTPHMYB2HHA OCHOBHOIO
niKy MeTnanapafeHy mMae cnisnanaTy 3
YaCOM YTPHMYBaHKS OCHOBHOTO NiKy
METHANZPAdeHyY Ha XpoMaTorpaMi
BIAMOBIAHOIO POINHHY ROPIBHAHHSA

meets test
Biznoginac

Average content of the ointment in 1 tube
Cepenniii BMicT Ma3i B TYGi

NLT 3,15 {g]
He menme 3,15 [r)

3,27 [r]

pH

55-75

5,6

Particle size
Po3Mip 4acTok

no more than 20 particles larger than 25
pum are allowed; and not more than 2 of
these panticles may have a size greater
than 50 pm; no particle larger than 90 um
is allowed

nomyckacTeea He Sinble 20 vacrok, axi
MEPEBHNLYIOTE 38 PO3MIPOM 25 MKM; i He
Ginvatie 2 3 UMX YACTOK MOXKYTH MATH
po3mip, Skui nepeBrwye 50 Mxm; He
MOMYCKAETHCR WOOHOI MACTKH, AKA 6
NepeBHILYBANa 33 POIMIPOM 90 MKM

meets test
pignoeisac
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Accompanying impurities (HPLC)
Cyniposinni gomiwku (PX)

- individual impurity NMT 2,0 [%]

- inauBinyansLHa goMiwka He Ginviwe 2,0 [%] 0.3 [%]

- sum of impurities NMT 4,0 [%]

- CYMa JoMilllok He 6insuie 4,0 {%] 0.4 [%]
Assay of hydrocortisone acetale

in 1 g of the ointment 4.50 - 5.50 [mg] [mr] 5,33 [mr]

KinskicHe BH3HaueHHS CLAPOKOPTHIOHY
aueraty 8 | r masi

Assay of methylparaben

in | g ointment 1.70 - 2.30 [mg] [mr) 2,05 [mr]
Kinzkiche pusnaveHna MeTanapabeny & 1

I Madi

Sterility test sterile meets test
CTeprabHicts TpenapaT Mac OyTH CTEPHIbHUM BiZNoEinac

The product is in conformity with requirements of the UA/4619/01/01
Tpoaykilis sianosigac sumoram UA/M619/01/01

Certification statement
I hereby cenify 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.

3aapa npo ceprudikanivo

Lsm 5 niateepaxylo, 1o suieskasana indiopmauia € R0CTORIpHOW Ta Tounow. Ll cepin aponykuii 6yna
BUrOTORNEHA, BKNIOYHO 3 YMNAKOBKOK / MAPKYBaHHAM | OPOBEOEHO KOHTPOAL 1i AKOCTI HA BHIME3LAZBHMX
HINHKAX, y NOBHIA BiONoBiAHocTi 3 BUMoramn GMP michesoro PEFYARTCPHOMO oprany Ta crieundikauismy B
£03BOMI Ha Npodak kpailu-iMAoprepa aGo creundikauii Toeapy AR AocRimKYBaHMX NikapebxHx 3acobis.
Hpotokonn BupoGHuLITEa, ¥ NakoBKY Ta aHanizie Gysn fneperasdyTi i Beranosaena pianosinnicts GMP.

Date/Hara Qualified Person/Vnosnonaxena ocoba
12.07.2021 Signature /Tlinnxe
mgr Edyta Kozlowska

a(r L"'p -~
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: JEPXJIIKCIIYXXBA
AEPXKABHA CJIYXFBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH
Y JTHINMPONIETPOBCHKIN OBJIACTI

Huinpo, nmn.Cobopha,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kox €EZIPTIOY 37070665

BUCHOBOK
Npo SIKiCTL BBe3eHOro B YKpaiHy JiKapchbKoro 3acody
01.05.2022 Ne 17333/22/0411
I'TAPOKOPTHU3OH

(naliMeHyBaHHs JlikapcbKoro 3aco6y 3riZiHo 3 peecTpauifHuM MOCBiAYEHHAM)
Ma3b 04Ha, S Mr/ r, mo 3 r y Ty6i; mo 1 Ty6i B KapToHHiii Kopooii

(dopma BHITyCKY, RO3yBaHHS, BUJ NaKyBaHHS JiKapcEKOTo 3aco0y)

Howmep peecrpauitinoro noceinuenns UA/4619/01/01 crpox aii peecrpauitinoro nocsimuennsa 01.01.2099

Cepia nikapcskoro 3aco6y Ne 106061 Kinbkicts BBe3eHoro sikapcekoro 3aco6y 2000
BupoGHuK @apm3ason €insda A.T., Ilonbmia
(ualiMenyBaHHA BUPOGHHKa Jlikapchkoro 3aco0y, KpaiHa MOXOMKEHHS)
BaeseHo B Vkpainy ToBapucrBo 3 00MexxeHo0I0 BixnosinaanHicTio "BaJlM", inenr. xoa:
31816235

(nalivenypanns Ta xoz 3a €/IPTIOV ropuanaHoi oco6u abo npissuue, iM'sa, 110 6aTbKOBi BisuuHOT
0co6H - miAnpHeML, ii Miclie NPOXHBAaHHA Ta peecTpauilinuit HoMep 06TiKOBOT KAapTKU IIATHHKA
nozatkiB abo cepis Ta HOMep nacropra)

Iporokon BizyaasHoro xoutposo Bix 30.04.2022 Ne 07-01/807/7.

3a pesynbTaTaMM AEPXAaBHOTO KOHTPOMO BCTAHOBJIEHO, WO JiKapchkuiM 3aci6 BBeseHO B Vkpainy 3
AOTPHMAHHSAM BUMOT 3aKOHOABCTBA IO/I0 3a6e3neueHHs AKOCTi JIIKapChKHX 3aC06iB.

Havansauk JlepxaBHOI Ciiy 6H 3
JiKapChKHX 3ac00iB Ta KOHTPOIIIO 3a

HapKOTHKaMH y JIHIIpONeTPOBChKii tOmis OBYAPEHKO
obnacri
(mocanoa oco6a opraHy Aep)KaBHOTO KOHTPOJIIO) (niz“m)/ (inimiany Ta npissuLIe)

Kapina Bumnsixoa +38(066)345-41-71
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