AEPXKABHA CIYIKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA ¥ KUIBCBKIN OBJACTI

npos. Ceitanunoi Haaii, 3, 3. Kuis, 02099, renithaxe: (044) 363-06-30
E-mail: dis.ko@@izdls.gov.ua, Kag €PIIOY 37078774

BHUCHOBOK
Hpo #KIiCTH BBE3CHOro B YXpainy JiKapcsKore sacofy
10.09.2024 Ne 44438/24/10
BEJOTEHT

(1afiatenysatitg SiKapCLKCTO 323000y ST1ANG 3 peecrpauifinm RoCHIAMe M)
kpesm 10 30 r 8 Ty6i; no 1 Tybi B KapTonuiii nauni

(dopma sumycxy, A03yBaKHIA, BHA NAKYBAHKA TKAPCHROTD sacody)
Homep pecctpaniiisoro nocsixuenns JA/10920/01/01 erpox aii peectpaiiinore nocsizvenns 01.01.2099
Cepig nikapeLkoro sacoby Ne 25417054 KinsxicTs rrezenoro nikapesrors sacoby 100

Bupobunxg benyno, mxH Ta KOCMETHKA, J.1., XOopBaTis
{nafisenysanna snpodums jtikspeskoro sacody, kKpaina noxoaReIA)

‘Bsuzeno 5 Yipainy Chifabue yrpainenKo-eCToOH¢LKe NiANpRemMcerBo ¥ dopni
TOBRPHCTRA 3 o6mexenolo signosinassnicrio "Ouriysa-Mapa,
JITH", iment. xomx: 21642228
(unitaenypaiig Ta kon 3a EHPITOY soptinrmol ocoGi ubo npizeinme, s, 1o Sa3Texosi
thisiniof ocofiu « nianpnesuis, T sice npowitaanis Ta pecerpauifiui tomep obnikenot
RAPTRIL MAaTHIKD noaarTkin abo cepis Ta HOMep nacnopTa)

Mpoeroros sizyansuoro kontpoasw nig 06.09.2024 x: 2629/5.

32 PESYNBTATAMH ICPAUBHOTO  KOMTPOMO BCTAMOMICHO, WO Jikapessnli 3aci6 seeseo 8 Vepainy 3
AOTPHMARHSIM suMOr 3aKOHOADECTEA MO0 3abeaneuenns sxocTi RikapeLrix 3ucofis,

/é @4/ Bixtop CTE®KIBChKHI
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- Belupo, pharmaceuticals and cosmetics, Tnc,
Ulica Danica 5, 48 000 Kopriviica, Croatia
besyno, Sikn i ROCMETVKa, LI,

gyt Hanina 5, 48000 KonpusHunm, Xopraris

QUALITY CONTROL DEPARTMENT

BUAPTKOHTPONIO AKOCTT

Product ninme:
Haiivmenysanus npoiyxty:
Batch No:

Cepin N

Quantity:

Konnuccrro:

BATCH CERTIFICATE .
CEPTH®IKAT SIROCTI CEPII
BELOGENT, cream, 30 gin tube Nel
BEJOTUEHT, kpem, no 30 1 & 1y6i Nel

25417054 BExpire date:
25417054 Tpusaranii 1o

7919 pes a's0 g
7.919 yiL no 30 r

Cropirra 132

Manufaciuring date:
Hara pupodunnrsa:

03.2024
05.2024
04.2028
04.2028

Strength of actionfactivity: | ¢ of cream contains 0.640 mg of betamethasone dipropionate, which corresponds to (.500

mg of betamethasone; 1.66 mg of gentamicin sulfate, which corresponds to 1.00 mg of gentamicin

Cuza pivaxmusmaicrs: 1o kpesy sieturs Geramcrazony gunporionary 0,640 s, wo pignogizae 0.5000 mr
Beramerazony; rentaMingiy cynbtaty 1,66 mr, mo sianoeigae 1,00 My rentaminny
Marketing Authorization in Ukraine: UA/10920/01/01 unlimited

Pe

celpattiiive noceizueias 8 Yrpainis UA/L0920/01/01 nie Seactporono

Conclusion of confirmation GMP: Ne 497/2023/C-1001 from 07.09.2023
Bucuoror mirsepaxcnis cepridixara GMP: Ne 497/2023/C-1001 8ia 07.09.2023
Manufacturing authorization: Ne381-10-05/162-17-16

JHinerrzis ua gupodumigre; Ne381-10-05/162-17-16

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

Bupodimk: Beayro, nikd ta koeMernka, ., Xoppatis

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

Azpeca supodunursa: sy, Hauina 3, 48000 Konpuenmiys, Xoparis

PARAMETERS

REQUIREMENTS

HAPAMETPH BHIMOI'R
APPEARANCE White homegenous creans without mechanical impurities. Complies
OIMTHC Bianil, roMoresnui kpem 0e3 Mexapinimg BRIToNCHLb. Biaosiae
FILLING MASS VARIATION Notlessthan 30 g Complies
MACA BMICTY Hue mewge 30 ¢ Biaosizae
VIIAKOBKH ITO 30 ¢
pH 4.5 -85 5.0

PARTICLE SIZE
POIMIP HACTKI

Not more than 60 pm
He dinnue 6 sies

< 60 uym
< 00} MM

[DENTIFICATION OF The retention time of the major peak in the cliromatogran obtained Complics
IETAMETHASONE with the samiple solution corresponds to the retention time of the
DIPROPIONATE betamethasone dipropionate peak in the chromatogram obtained with
standard solution.

HTHGIKALLS Hae yrpiuManss OCHOBHOTO 1KY Ha XpoMarorpasi srmpobysanoro Bianosizae
LETAMETAZONY POUMIHY NOBHHCH BIAROBIAXTH MaCy VIPHMARHS 1TikY Scramerasony
AUTTPOITOHATY ZNIPOTHOTATY 3 XPOMATOIPaMI CTAHAAPTHOrO PORUIIY,
IDENTIFICATION OF Rf values of three principal spots in the chromutogran: obtained with Complies

GENTAMICIN SULPHATE

VIEHTHOIKATLLS
FEHTAMIIHHY CVIABDATY

sample sofution correspond with those in the chromatogram obtained
with standard solution,

PoaMip i oXoNKens TPLOX OCHOBINX MM Ha XpoMatorpanmi
BIIPOTYBAHOGTO POINHHY NOBUHHIT BIRIOBINATH pO3Mipy Ta
TOAOKCHAO UM Hi XPOMATOrPaMi CTaHIAPTHON O PO3UIHY,

Bixnonisae

IDENTIFICATION OF
CHLOROCRESOL.

LAEHTHAT K AL
XHOPKPE3OQIY

Retention time of the main peak in the chromatogram obtained with
sample solution corresponds to retention time of chlorocresol peak in
the chromatogram obtained with standard sotution.

Hue yrpaManss OCHOBHOTO (HKY Hi XPOMATOrpanmi sHipofyBanoro
POITHHY NOBMICH BUMOBLIATH Macy YIPUMYRARNS THKY
KUOPKPE3IY HA XPOMETOFPAME CralapTioro poxauny.

Complies

Bianosiaae

RELATED SUBSTANCES

CTOPOHHL JOMILLKH

Any individual impurity — not more than 1,5 %
Ounly one impurity can be greater than 1,0 %
Sum of all impurities - not more than 2,5 %

BMiC'T ANUIC O, '.’U'U’C’l‘ 4 03\1jlﬂl(}l MOIKC TICHRCBHIRYBATH 1.0%
Cymapavii BMICT SOMITIOK FIC TOBHHCH TCPCBHITYRATH 2,5%5
» ] A 1)

< OO
Complies
< LOQ*
< LOQ*

Biaosiaoe
< LOQ

V%ga Ot n 57 /%i//




Belupo, pharmaceaticals and cosmetics, Inc,
Ulica Danica 5, 48 000 Kopriviica, Croatia
Besynio, Akt KoCMeTHKa, LI

gyt Hawina 3, 48000 Konpussnua, Xopraris

QUALITY CONTROL DEPARTMENT

BT KOHTPON) SAKOCTI

BATCH CERTIFICATE
CEPTH®IKAT SIROCTI CEPTI

Product name: BELOGENT, eream, 30 g in tube Nol Manufacturing date: 05.2024
Haiisierypagis npojvery: BEJIOTEHT, kpewm, no 30 v & ry6i Nel Hara wupobuenyrsa: 05.2024
Batch Nox 25417054 Expire date: 04.2028
Cepis Ne: 25417054 Tpryaeunit ao: 04.2028
Cropima 232
PARAMETERS REQUIREMENTS RESULTS
HAPAMETPB! TPEBOBAHHSA PEIVIBTATBI

ITHASONE
KEILKICHE BU3HAYERTH
BETAMETA3ZQHY

Faof cream contains 0,475 ~ 0,525 mg of hetamethasone.
95.0 - 105,0 % of declared content

1 r epeny Mictars 00475 -~ 0,525 Mr Geranerazony,

95.0 - 105,0 % sia saapenoi kinproer

0,500 my
99.9 %
(0,500 mr
999 %

CONTENT OF
GENTAMICIN
KEIBKICHE
BUIHAYEHHA

AMHIIHY

{ g of eream contains (L935 ~ 1,05 mg of gentamicin,
05,0 - 1050 ¢ of declared content

1 rkpesy Mictaze 0,95 - 1,05 sr renmasmivuny,
95,0 - 1030 % pij zasgsacnol kighroeri

0,998 mg
99.8
(1998 mr
H9.8 4.

COMPOSITION OF GENTAMICIN
SULPHATE

KOMPOHEHTHAT CKAAML
e MIITHY CVITLDATY

Cii 25,0 - 50,0 %
Cswe 100 35.0 %
Cat Caat 25,0 ~ 850 %

28.0 ¢
23,1 4%
490 %

CONTENT OF
CHLOROCRESOL
KUTLKICHE
BHIHAYLHTA
XJNOPKPE3QIY

I g ol'cream contains 0,90 - 1,1 my of chlorocresol,
Q0.0 — H1Q.0 5 of declared content

b kpesy sicrars (1,90 - 1,1 M xnoprpesody,
900 - 1100 % sipsassnenol kinkrocri

0,985 my
98.5 %
0985 mr
98.5 %

MICROBIOLOGICAL PURITY

MIKPOBIQIOITYHA YHICTOTA

TAMC: 107 CFUf

TYMC: 10 CRUYg

Staphviococcus aurens in 1 g - absence
Pscudomonas aeruginosa in g - absence
TAMC: 1P KY O/

TYMC: 10 KYOr

Staphylocoveus anreus 8 1 - siacy i
Pseudomonas acruginosa 3 11 - pineyrus

<10
<10
absence
absence
<10
<10
Bineyrns
Bixeyrns

* 1LOQ -+ Mewka kIERICHOTO BRI es

Conclusion: | hereby certity that the above information is authentic and accurate, This batch of product has been produced, including
packaging. labeling and quality eontrol, and released av the above mentioned site in full comphiance with the GMP requirements and
with the specifications in the Marketing Authorization of the importing country. The batch record was reviewed and found to be in

compliance with GMP.

Brenosos: Hom nbrrsepioryemo, to simiesxkusar indopaanis ¢ goctosiproio 1 rounor. Jann copis npouyiry Syvia nposesen.
BRIHOUAIONH YHARORKY. MaPKYBAHHS T4 OEPCRIPRY AR0CTL | RHIYHICHA HA RIIEAKAIAR0OMY BHPOBHHUOMY MallgaHinKy B 10BHI

siaonianocti 3 pavoravu GMP ra nopyasm enienpdikard? pecerpantiiioro nociauerms kpaivr ismoprepa. porogos ia cepino
Gys uepesipenuit i pronouni slatosigim susmorav GMP,

Qualified Person:

L Kalgi¢, M.Se.Spec.
YHOBHOBAKEHE 0coba;
LKaguim, Mp.ci. cnen.
Date//lara: 19.06.2024
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