BAUSCH- Health

Particle size
Po3mip yacTuHoK

NMT 20 particles greater than 80 um

for the sample of the product containing
10pg of the active substance and no
particles observed with the naked eye

Hns 3pasky, o MictTuts 10 Mkr ailouol
PEeYOBHHH, AONMyCKaeThes He Binbiie 20
4aCTHHOK, AKi 3a po3Mipom
nepesulLyoTE 80 MKM, i He
AOMYCKAETLCS KOAHOT HACTHHKH, SKY
BUJIHO HeO30pOEHUM OKOM

meets test
BianoBigae

Identification of betamethasone
dipropionate

lnentudikanis Geramerasony
JUMNponioHaTy

-TLC method

-meroa THIX

the principal spot in the chromatogram
obtained with the test solution should
correspond its Rf value to that in the
chromatogram obtained with the
standard solution

Bennuuna yTpHMaHHs OCHOBHOT MIAMH
(Rp Ha xpomaTtorpaMi BUNpoBGOBYBaHOTO
PO3YHHY NOBHHHA BIANOBIAATH BENHYHHI
YTpHMaHHsa niasmH (Rp Ha xpomaTorpami
PO3UMHY NOPIBHAHHA.

meets test
Bilnosinae

Identification of betamethasone
dipropionate

Inentudikauis Geramerazony
AUNponioHarty

-HPLC method

- metoa BEPX

On the chromatogram of the test solution
obtained in the section "Assay of
betamethasone", the retention time of the
main peak should correspond to the
retention time of the main peak on the
chromatogram of the reference solution.

Ha xpomatorpammi Bunpo6oByBaHoro
PO34HHY, OTPHMAaHHIH B po3aini
«KinbkicHe BU3HaYeHHA GeTamMeTasoHy»,
4ac yTPHMaHHA OCHOBHOTO iKY
NOBHHEH BIINOBIATH Hacy yTpHMaHH#
OCHOBHOIO MiKy Ha XpoMaTorpammi
PO3YHHY NOPIBHAHHA.

meets test
BiNOBinae

Identification of gentamicin sulphate
InenTndikailia renramiunHy cyasdary
-TLC method

- Metoa THIX

-Activity test
- TecT aKTHBHOCTI

The chromatogram of the test solution
should show three main spots at the level
of the main spots on the chromatogram
of the reference solution, which
correspond to them in color.

Ha xpomatorpammi BUNpoGoBYBaHOro
PO34HMHY NOBHHHI NPOABIATHCS TPH
OCHOBHMX TUIAMH Ha PiBHI OCHOBHHX
MJIAM Ha XpOMaToOrpaMMi po34HHy
MOpiBHAHHA, AKi BiANOBiAa0OTE iM 32
3abapBieHHaM.
Activity is determined in the test "A
of gentamicin". I
AKTUBHICTh BH3HAYAETbCA B paMKax \'ﬂ'

[+
pey

tecty «KinbKicHe BU3HAYECHHS ;
FEHTaMiLIHY».

/| Aoests test

meets test
BiflMOBinae

. afllgni.
BiNOBINAE’ &
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Identification of butylohydroxyanisol
and butylohydroxytoluene HPLC method
Lnentudikauia 6yrunrizpokcuanizony

i GyTHAriapoKcHTOMYOTY

Meron BEPX

On the chromatogram of the test solution
obtained in the section "Assay of
butylhydroxyanisole

and butylhydroxytoluene", the retention
time of the main peaks of
butylhydroxyanisole and
butylhydroxytoluene must correspond to
the retention time of the main peaks of
butylhydroxyanisole and
butylhydroxytoluene on the
chromatogram of the reference solution.

meets test
Ha xpomaTtorpammi BUIIPoOOBYBaHOTO RMIIORLRC
PO3YHMHY, OTPHMAHHIH y po3aini
«KinbKicHe BU3HAYCHHA
OyTuarinpokcuanizony
i Oy THAITIAPOKCHTOMY 0Ty ), Yac
YTPHMAHHS OCHOBHMX NiKIB
OyTunrigpokcuanizony i
OYTHIrIIPOKCHTONYONY NMOBHHHI
BiANOBIATH Yacy yTPHMaHHA OCHOBHHX
nikiB OyTHAriAPOKCHaHi3ony i
Oy THTIPOKCHTONYOJTY Ha
XPOMAaTOrpaMMi pO3uMHY NOPIBHAHHA.
Related substances of betamethasone
dipropionate
CynyTHi nomiku GetamMeTazoHy NMT 1.5 [%] 0,0 [%]
JAHNponioHary He Ginbe 1,5 [%] B LA
- one impurity
- OAMHHYHA AOMiluKa
Related substances of betamethasone
dipropionate
CynytHi nomiliku 6etameTasony NMT 1.0 [%] 0,0 [%]
AunpornioHary He Ginbe 1,0 [%] %
- each other impurity
- KO’KHa HIUA J0oMilIKa
Related substances of betamethasone
dipropionate
CynyTHi noMilIku GetaMeTazony NMT 2.5 [%] 0.0 [%]
JMNPONiOHATY He 6inbue 2,5 [%] ;
- sum of impurities
- CyMa IOMilIOK
Related substances of gentamicin sulphate
CynyTHi aomiwku rentamiundy cynsary | NMT 3.0 [%] 2.2 (%]

- each impurity
- KOYKHa JOMillKa

He Ginbwe 3,0 [%]

Related substances of gentamicin sulphate
CynyTHi 10MiluK#K reHTaMiluHy cyabpaTy
- sum of impurities

- CyMa JOMillok

NMT 10.0 [%]
He 6inswe 10,0 [%]

| ——

AP
18C 3 pgy

Composition of gentamicin sulphate
Cknan reHtaMiumHy cynsgary

- gentamicin C1

- reHTamiumnH Cl1

From 20.0 [%] to 40.0 [%]
Bia 20,0 [%] 10 40,0 [%]
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Composition of gentamicin sulphate
Cknan reHramiuuny cysnbgpaty

From 10.0 [%] to 30.0 [%]

=5 &
s L Bix 10,0 [%] 20 30,0 [%] S
Composition of gentamicin sulphate
Cinan remmamiyHy cyisgary From 40.0 [%] to 60.0 [%] :
- gentamicin C2 Bix 40,0 [%) 20 60,0 [%] 48,1 [%]
- reHTamiunH C2 3 g
Assay of betamethasone in From 0.450 [mg] to 0.575 [mg] in 1 [g]
l1g of the ointment of ointment 0,518 [mr]
KinekicHe BU3HaueHHs OeTaMeTasoHy Bin 0,450 [mr] no 0,575 [mr] B 1 [r] ’
Masl
Assay (activity) of gentamicin in From 900 [IU] to 1200 [IU] in 1 [g] of
1g of the ointment ointment 10508 [MO]
KinbkicHe BU3HaueHHs (aKTHBHICTb) Bin 900 [MO] 1o 1200 [MO] B | [r] masi :
reHTaMIiLHHY
Content of butylohydroxyanisol From 0,045 [mg] to 0,055[mg] in 1 [g] of
in 1 g ointment ointment 0,049 [mr]
KinbkicHe BH3HAuEHHA Bin 0,045 [mr] oo 0,055 [mr] B 1 [r] masi 7
OyTHAriApOKCHaHi30y
Content of butylohydroxytoluene From 0.045 [mg] to 0.055 [mg] in 1 [g]
in 1 g ointment of ointment 0,048 [mr]
KinbKicHe BH3HAYEHHS Bin 0.045 [mr] no 0.055 [mg] [mMr]B 1 [r] |
OYTHATIAPOKCHTONYOITY Masi
Microbiological purity Per 1g / B 1 r npenapary:
Mikpobiosoriusa uucrora TAMC < 10% CFU/g
3aranbHa KilbKicTb aepoOHMX meets test
Mikpooprauismie (TAMC) He G6inswe | Bianosinae
102 KYO/r
meets test
TYMC < 10' CFU/g BiArnoeigae
3arajibHa  KifbKICTh  APIKIKOBHX |
usinesux rpubis (TYMC) < 10' KVO/r
meets test
Absence of Pseudomonas aeruginosa Bi/lNOBi1ae
BiacyTthicth Pseudomonas aeruginosa
meets test
Absence of Staphylococcus aureus BiAnoBinae

BincyTHicTh Staphylococcus aureus

The product is in conformity with requirements of the UA/3511/02/01
Ilponykuis Bianoeinae sumoram UA/3511/02/01

Certification statement

I hereby certify that the above information is authentic and accurate. This b
manufactured, including packaging/labelling and quality control at the abov
compliance with the GMP requirements of the local Regulatory Authority
in the Marketmg Authorlsauon of the importing country or prod .L,_f

reviewed and found to be in compllance with GMP.

:ﬂl

4/5

th the sﬁe@rﬁ

m;:ued site(




BAUSCH- Health

3asBa npo cepradikauiio

Llum 5 niarBepaKyro, 1o BULLEBKa3aHa iHOPMaLLis € J0CTOBIPHOIO Ta Tounol. Lls cepis npoaykuii
Oyna BMrOTOBNEHA, BKJIIOYHO 3 YNaKOBKOIO / MapKyBaHHAM [ TPOBEACHO KOHTPOJb i AKOCTI Ha
BHLIE3ralaHiX JIISHKAX, y MOBHiH BianoeiaHocti 3 Bumoramn GMP MicLeBOro perysisTopHoro
opraHy Ta cneux@ikauiiMi B 103B0Ji Ha Npojak KpaiHM-iMnoprepa abo cneuudikauii Tosapy ans
AOCHLKYBAHUX NiKapchbKUX 3aco6iB. IpoTokonum BUPOGHMLTBA, YNAKOBKM Ta aHaii3ib Gynn
NeperasHyTI i BCTAHOBINEHa BianoBianicts GMP.

Date/JTata Qualified Person/VnoesHoBaxeHa ocoba
07.09.2021 Signature /ITianuc
mgr Edyta Kozlowska
(,{ Wy
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BATCH CERTIFICATE
CEPTHU®IKAT SAIKOCTI CEPII

Product

Mpenapar BETAJEPM® masb no 15 r y Tybax Nel
Pharmaceutical form ointment

Jlikapcbka dpopma Ma3b

Country of manufacturer Poland

Kpaina - BupoOHHK IMosbiua

Active Pharmaceutical Ingredient strength
Cuna nii

Betamethasone dipropionate 0.5 mg
Berameraszony aunponionat 0,5 Mr
Gentamicin sulphate 1.0 mg
I"'enTamiunndy cyabgar 1,0 mr

Product bulk index

Bupobuuuuii inaekc anky 4140

Product No. finished index

I s 474U
HAEKC KiHLEBOro NpOAYKTY

Batch No. bulk

Homep cepii Ganky 108100

Batch No. finished product 108102

Homep cepii rotoBoi npoaykuii

Date of manufacturing

Jlara BupoOHKLITBa 08.2021

Expired date

Tepmin npunarHocTi 08.2024

Number of units released to the market 15 000

KifbKiCTh OJMHHLb, BHIYLIEHHX HA PHHOK

Package size and type
Po3mip i THIN yNakoBKH

no 15 r B Tybax Ne |

Number of Marketing Authorization
Homep peecTpalliiiHOro nocsiaueHHs

UA/3511/02/01

Manufacturing License
JliueH3sis Ha BUPOOHULITBO

121/0036/15

Certificate of GMP Compliance of a manufacturer
Ceprudikar Biznosianocti GMP BupoGHuka

1WPS.405.33.2019.KKW.1
WTC/0036 01 05/58

Manufacturing site, packaging. quality control
HaliMeHyBaHH#, MiCLIE3HAXO/UKEHHS Ta HOMEP
JileH3iT AiNAHKH BUpOOHHUTBA | KOHTPOJK AKOCTI

Dapmisason €nbda A.T., [Monbiua
58-500 m.€nens I'ypa, Byn. Binuenrero IMona, 21, INonsiua

Storage conditions
YMoBH 30epiraHHa

Store at a temperature not higher than 25°C
30epiraTh nNpH TeMnepaTypi He BHiLe 25°C

Analysis results
Pe3y/ibTaTh npoBeeHHS AHAJI3Y

Tests Requirements Re
IMokazuuku Bumoru /i{- e3y/IbTa '
Characteristic a white or almost white, translucent, / o/ |4 migets jost
Onuc fat, soft mass

Gina abo maitxe 6ina, Hanisnposopaj =
AKHPHA, M KA Maca )

Average content of ointment in 1 tube
CepenHiii BMicT masi B 1 Ty6i

NLT 15,0 [g]
He menwe 15,0 [r]

pH From 5,0 — to 8,0
Bin 5,0 — no 8.0
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' S EPWITIRCAVRBAS e R
,I[EP}KABHA C.}IY}KBA 3 JIII{APCBKI/IX 3ACOBIB TA KOHTPOJIIO A
~ 'HAPKOTHMKAMH :

|V JIHITIPOTIETPOBCBKIi OBJIACTI |

G I[mnpo nn.Co6opHa,4, k. 601-605, 49005, Ten. (066)3454171 s
E-mail dls. dp@dls gov-ua; https .-’,FWWW dls. gov. ua, Ko;{ C)IPI'IOY 37070665

BHCHOBOK _ ;
npo ﬂKlCTb Baesenoro B chpamy Jlmapcblcoro 3acoﬁy

30. 12 2021 & 'No 78356!21!04

BETAHEPM@

{IlaHMC]l}‘BaHHH mxapcm;o’ro 3aco0y 3riaHQ 3 pcec'rpamﬁﬁnm nmsuweﬁuam)

‘maspmo 1Sry Ty6i; mo 1 Ty6i B uapTouﬂiu uopoﬁm

(tlmpma umlyucy, ,uosysarmﬂ Blm nmcyaa:msl mlcapcbicom sacoﬁy)
Homep peempaulﬁﬂom nocmntieum UA/ 351 1! 02!' 01 CTpOI{ 1111 peecmaumuoro rICICBlILHe}!Hﬂ Ul 01 2099

Cepm I[ll{a]JCbKOI‘O 3a006y Na 1081 02 .' & Km bKiCTh Bbe:;el-:oro .l'llKapCbKOI‘O 3acof§y 400 »

" BHpOBHMK T v '<I>apm3&130)1 e.rxmba A - HO.TIbI}’.Ia :
it & {Haﬁucuyuamm nupoﬁnnka mxapcwezo 3ac06y, mpama naxomxcmm)

BBe3eno B Ykpainy : 'Tonapnc'rao 3 oﬁmemenom anonmanbmc'rm "BeHTa .IIT,II", i;leu'r '
kon: 21947206 :

©(HafiMeHYBaHHSA Ta KOJi 38 C,[LPFIOY lOpH}lH‘-IHOI ocoGn a6o ' uplssume im! 5, TI0: 6arb|<03| |
pisnunoi ocobu - ninpremu, il Micue npomuuzmuﬂ Ta peecTpattiinui Homep 06J11K030I
xapnm nmmmxa no,&aﬂcm aﬁo cepm Ta Homep na(:uoprra) :

'l“lpm*c;con B!SyaileOI‘O xoquomo Bin 29 12 2021 J‘d‘s 03- 01:‘45133'1

3a pe3yanaTaMH jlep)KaBHOFO KOHTpD.ﬂlo B{‘;Iaﬂomeﬂo o mxapcbxm‘i sar:lﬁ BBcaeHO B Y!cpamy 3
AOTPHMaH I-lﬂM BHMOT 3aKOHOILaBCTBa mo;zu aaﬁeanc'icﬂl-lﬂ mcocrl J'[]KapCb[{]-Ix BaGOGJB : e

Ha‘-{aHI:HHK ,E{cp}icaBHOl CITyKOH 3 _
NMiKAPCHKHX 3aCO6IB Ta KOHTPOIIO 38 i
HAPKOTUKAMU 2 ,[Lﬂmpone’rponcrami&
06nacr1 ' : :

_ 10ninOBUAPEHKO

L (Diiiani TA NIPI3BHING).

CaiTiiana Bo‘iap}_{.i-k'oﬁa +3.8'(06i6)3'45-4]-?]'__'; La



JIEPXKJTIKCJTYKBA
NEPKABHA CJYXBA 3 JIKAPCHBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHU
Y JHINMPOINETPOBCBHKIN OBJIACTI

Huinpo, mn.Cobopua,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37070665

BUCHOBOK
Npo siKicTh BBE€3eHOr0 B YKPaiHy JlikapchbKoro 3acody
01.05.2022 Ne 17282/22/0411
BETAJIEPM®

(HalimenyBanus JiKapebkoro 3aco0y 3rifHo 3 peecTpalifHiUM MOCBiAYEHHSAM)
Ma3sb, 110 15 r y Ty6i; mo 1 Ty6i B kapToHHii xopoOui

(thopma BMNyCKy, 103YBAHHSA, BII MAKYBaHHS NiKapchKoro 3acofy)
Homep peectpauiitnoro nocsiguenns UA/3511/02/01 crpok nii peecrpauiiinoro noceimuenns 01.01.2099
Cepis nikapebkoro sacoby Ne 108102 Kinbkicts BBesenoro nikapeskoro sacoby 1000

BupoGnuk ®apmsasog Cieda A.T., Tlonbnia

(naiiMenyBanHs BUpoOHMKA JiKapchKkoro 3acoby, kpailia NOXOKEHH: )

Beesero B Vkpainy TopapuerBo 3 o0MeskeHoro Binnopinanenictio "Benra JIT/T", inenr.
koa: 21947206

(Haiimenysanns Ta koa 3a CJIPTIOY opuauuHoi ocobu aGo npissuule, iM'a, no 6aTekosi Pisuunoi
0co0H - niampHemis, 1T MiCLie MPOKHBAHHS Ta PEECTpaLiinui HoMep 00NIKOBOT KAPTKH TIATHHKA
noaarkis abo cepis Ta HoMep nacnopTa)

Iporokon Bisyansnoro xontpomio gin 30.04.2022 Ne 07-01/803/3.

3a pesynbTaTaMM JECPKABHONO KOHTPOJIKO BCTAHOBIEHO, 1110 JiKapchKHH 3acid Beezeno B Ykpainy 3
AOTPHMAHHSAM BHMOI 3aKOHOIABCTBA 100 3a0e3neyeHHsA AKOCTI NikapcbKHX 3acobiB.

Havansnuk [lepxkasHoi ciiyx0u 3

TMKapChbKUX 3ac00iB Ta KOHTPOIIIO 3a ;
b , e [Oxis OBYAPEHKO
HApKOTHKaMH Yy ,HHllTpO]'IeTpOBCLKIH / §
obnacti fﬁ,{[}‘ -
(nocanosa ocoba oprany JepHKaBHOro KOHTPOIIO) (ﬁi;[nm?r) /)
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| ROKYMENTIE

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