A1

AEPKABHA CIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBKIA OBJIACTI

npoz. Caitmaauol Haail, 3, m.Kuis, 02099, Ten/daxc; (044) 363-06-50
E-mail: dls.ko@dls.gov.ug, Kog EJ[PIIOY 37078774

BUCHOBOK
NPo AKICTH BRE3EHOr0 B YKpaiHy JIKAPCHKOIo 3acody

27.11.2023 Ne 58701/23/10

BEJOTEHT

(HaAliMEHYBRHIA JTIKIPCHKOT 0. 3000y 3riRHO 3 peccTPALiHI MOCRINIEHMAM)
Ma3b no 15 r y Ty6i; me 1 Ty6i B Kaproumii nayuni

")

(opMa BHIYCKY, A03YRAHHA, BHA NAKyBaHHA NKAPCEROr0 323coby)

Homep peecrpauifinoro nocsiguenns UA/10920/02/01 crpox aii peccrpauiiinoro nocsiguerma 01.01,.2099

Cepis nikapenkoro sacofy N 23423093 Kinskicts BBe3eHOrO Nikapeskoro 3acoby 6{)
BupoGik benyno, AiKY T4 KOCMeTHKA, A.1., XOpBaTia
(safiMeryBaHng BHPOGHHEKA TKAPCLEOTD 32c0fy, KpalHA NTCXOTKCRER)
BBeseno B Yipainy Cninnye yrpaiHchKo-eCTORCHKE THANPHEMCTSE0 Y opui TOBAPHCTBA
3 ohmeskenoro BignosigaaeuicTo ""OnriMa-@apm, ITAY, ixenr. kox:
21642228

(maiihMentyBanung 1a Xof 3a €APTIOVY ropumstano] ocoby abo npisaniue, iM's, 1o BaTexoB Hizkrkol

0co6H - niarpMEMUA, 1T MiCHe TIPOKHBANAA Ta peccTpautitmi HOMEDP QGIIKOBOT KAPTKH [UIATHHKA
107aTxKis alo cepia Ta HOMEp Nactiopra)

[Iporoxen sisyansnere rourpoo six 24.11.2023 N2 3756/3.

3a  pesynmhTATAMM JEP#ABHOTO KOHTPOMIG BCTAHOBACHO, MO MIKAPCRKIIT 3aci6 BREsCHO B Yipainy 3
,II_OTpHM&HHﬂM - BHMOT 3aKOHOJABCTBA IOA0 3a0esneueHHy SKOCTi Aikapeexux sacobis.

Biranii BOHJJAPEHKO

- (ininiameTa ApidBiiLe)



() BELUPO

Pharmaceuticals and Cosmetics, Inc.,

Ulica Danica 5. 48 000 Koprivnica, Croatia

Leayno, NikH Ta ROCMCTHES, .1,

gy, Janina 5, 48000 Konpisumism, XopeaTia

QUALITY CONTROL DEPARTMENT

BULILT KOHTPOAM AKOCTI

Product name:
Haiimenysaims npoaykTy:
Batch No:

Cepia Na:

Cuantity:

Kinnxicrs:

BATCH CERTIFICATE
CEPTU®IKAT SIKOCTI CEPII

BELOGENT, ointment 15 g in tube Nel
EEJIOUEHT, sas, no 15 1y 1yGi Nel
23423093

23423093

T4l2pesa'l5g

FAL2ym no 157

Expire date:
Mpaaacmmii ao:
Cropinka l 32

Marketing Authorization in Ukraine: UA/T0920/02/01 unlimited

Pecerpauiiine nocsimenns B Yrpaini: UA/J0920/0201 aic Geserporoso
Conglusion of confirmation GMP: Ne 497/2023/C-1001 from 07.09.2023
Bucnorok niareepusmenia ceprindirara GMP: Ne 497/2023/C-1001 or 07.09.2023
Manufacturing aumthorization; Ne381-[10-05/162-17-16

Sevrsin ma sipobUnee:: N3 1-10-05/162-17-10

Manufacturer: Belupo, pharmaceuticals and cosmetics, Inc., Croatia

Bupodume: beayvito, niku 1a kocmernka, J0., XopeaTia

Manufacturing site: Ulica Danica 5, 48 000 Koprivnica, Croatia

Agapeca supodmmirea: sy Janina 5, 48000 Konpusiius, Xopearis

Manufacturing date:
Jara sipoduniirsa:

092023
092023
08.2027
08.2027

GENTAMICIN SULPHATE

EHTHOIKALLLA
FEHTAMILHHY CYILRATY

with sample solution corresponds to that obtained with the standard
solution,

Porstip Ta mOJGECHEA TRLOX OCHOBNHIK IUIAM Hil PO i
HHITPOB VIO POTHIY NORIHHT BIANORIAATH poasipy 12
TOMOAKEIINIG [LEIEM 11 XPOMETOIPAM] CTIHEPTHONS iy,

PARAMETERS REQUIREMENTS RESULTS
MAPAMETIM BHMOITH PEIY.ILTATH
APPEARANCE White semitmansparent homogenous cintment, Complics
Ornuic Bifm taninnposopa roMoreiig Maik. Bianesizae
FILLING MASS Mot less than 13 g Complies
MACA BMICTY YIAKOBEH IO | He memue 131 Bimnosiaac
5 r
il 30-50 4.8
|
"PARTICLE SIZE Mot maore than 60 pm <l
POZMIP HACTHH He GLabiue 60 sk
IDENTIFICATION OF The reteniion time of the main peak in the chromatogram abtaimed Complies
BETAMETHASONE with the sample solution corresponds to the retention time of the
DMPROPIONATE betamethasone dipropionate peak in the chromatogram obtained with
standard solution.
PIEHTHDIKALLA Usne yIposamig 0cHoniore iKY 1 XpoMaTorpami Bnposyeaiee Bizuromigac
BETAMETAIOHY POEMHIY DOBHICH BULNOELZATH Macy YIPHMAHIR Biky SeravMerasony
JHNPOIIOHATY AUNPOITISHATY H XPOMATOTPAMI CTAHIAPTHOND poduiny
IDENTIFICATION OF Size ond position of 3 principal spots in the chromatogram obtained Complics

Bianosipae

TRELATED SUBSTANCES

CTOPOHIT AOMITITEH

l

Any single impurity = not more than [.5%

Only one impurnty can be greater than 1,0%

Sum of all impurities = not more than 2,5%

Baiicr Gyiib=as0l ool AoNIIg M NCPeRHILYBITH 1.5%
FEsiieT JIMnne oupniel JIOMUNEH MOowe nepenmmymirg 1,056
Cymistpui it BaieT fosi oK ne nosswen nepeskuyrath 2,5%

CONTENT OF
BETAMETHASONE

KUILKICHE BIBHAMEHHA
RETAMETAZOHY

I ¢ of ointment contains 0475 - 0,525 mg of betamethasopef
| 95,0 = 1050 % of the declared comlemt 2

1 s saierire 00475 - 0,525 sue Gernserzzony,
05,00 - 105.0% Bl saseacnol KALKeCT|

Por. e O 7 Egp <577 2003 ity

< LOO*
complics
< LOO*
= L{K)*

Bimosigar




@ B EI- u Pu Pharmaceuticals and Cosmetics, Inc., QUALITY CONTROL DEPARTMENT
Ulica Danica 5, 48 000 Koprivniea, Croatia
Benyno, NiKy Ta KOCMETHE, 1.1,
myi. Mania 5, 48000 Konpuenius, Xopeartia

BULE KOHTPOINO SKOCTI

BATCH CERTIFICATE
CEPTH®IKAT AKOCTI CEPII

Froduct name: BELOGENT, ointment 13 gin wbe Nel  Manufacturing date: 09.2023
Haiisemysanms nponysTy: BENOUEHT, mazy, no 13 ry 1ydi Mol Jara pupodumirsn: 09,2023
Batch Mo 23423093 Expirc date: 08.2027
Clepia Ne: 23423093 Upanzzanmnmii o 08.2027
Cropinka2 32
FPARAMETERS REQUIREMENTS RESULTS
HAPAMETPH BHMOI'H PEIVIILTATH
[ CONTENT OF I g of ointment contaims 0,95 — 1,05 mg of gentanicin, 0,995 mg'g
GENTAMICIN | 95,0 - 105.0 % of the declared content 998 Y
KUBKICHE BH3HAMEHHA 1 r maasi micTims 0,95 - 1LOS sr rewmaissiningy, 0,998 mr/r
FEHTAMILLAHA 95,0 - 105,0% wijgsaseienoi Kiaskoeri 99,8 %
COMPOSITION OF GENTAMICIN | Cu: 25,0 - 500 % 28.2%
SULPHATE Craz 100 =350 % 23.2%
KOMITOHEHTHHI CEIAL | Cr+ Caar25,0-55.0% 45,5 %
FEHTAMILIHIY CVIMATY
MICROBIOLOGICAL PURITY TAMC: 0¥ clu'g <10
TYMC: 10" chwg <10
Stapivlococcns aurens in | g absence Absence
Prendomioinas aeriginosa in | g absence Abscnoe
MIKTORIOAOrHHA HHCTOTA TAMC: P KOEN <11
TYMC: 10" KOR <10}
Stapinfococens aurens & 1 r; Biaeyrnii Biacyriie
Piewdomonas aeruginosa v | r Buacyriii Biaevrine

L0 — mewn KUIBEICHODD RINSHASMCHHA

Conelusion: | hereby certify that the above information is authentic and aceurate. This bateh of product has been produced. including
packaging, labeling and quality contrel, and released at the abeve mentioned site in full compliance with the GMP requirements and
wilh the specifications in the Marketing Authorizion of the importing country. The bateh record was reviewed and found 1o be in
comphance with GMP.

Bucwoses: L niarsepreyeso, 10 BOneskasi inbopMalis o aceroripnoo i tounoo, lana cepiz npoaysry Gynn npoese/iena,
RICTHPEIOH YTIKOBKY, MAPEYRAIIE Ta NEPCBIPKY AKOCTL, | BINYULCH HA BICEXAANOMY BUpoGHioMy saijianunky o nosnii
sinoaiaoctt © mimsorasin GMP Th nopagasin eneindi ki peecipaniiieero poceiaenn s kpaiun imnoprepa. [porokon m cepin
Gvn mepenipemi | prsrnmd sianowianns smoras GMP,

COualified Person:

1. Kaldi, M.S¢.Spee.
VIORHOBIHCH 00001
1B e, MpLCLL, e,

Date:  11.10.2023

 BELUPO
lijeend | kozmetikh, d.a

LMORRINC S




