NEPXABHA CJIVKEBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA Y KHIBCBKIH OBJIACTI

npos. Ceitanunoi Haxil, 3, M.Kuie, 02099, ten/rakc: (044) 363-06-30
E-mail: dis.ko@dls.gov.ua, Kog €/IPTIOY 37078774

BACHOBOK
PO AKICTH BBE3CHOr0 B YKpainy JiKapckKoro 3acofy

26.12.2023 Ne 64702/23/10

BEJOI'EHT

(HaitMeHynauHA nikapebkoro 3acaby IFimHO 3 peccTpanifimim noCRiTHERHAM)
Kkpent o 30 r B 1y61; no 1 TyDi B KapToRRiii nayni
(fopma BHAYCKY, AOIYBIHHA, BHA RAKYBaHHR JIK2PCHKOTD 3acoby)

Homep peectpaniimoro moceiggennus UA/10920/01/01 erpox aiil peecrpaniitvoro nocsimeenns 01,01.2099

Cepiz aikapesxoro sacofy Ne 23755103 KinbxicTs BRe3eHOTO nikapcskore sacody 700
Bispo6uax benymo, 7KK T2 KOCMETHKA, 1.4., XOPBaTist
{HafiMenypanes anpobBHiika nixapeskoro 3acofly, KpaiHa noxoenys)
Breseuo B Yipaiky CrinbHe YKpalHChbKO-eCTONChKE HiANpHEMCTBO Y dopMmi ToBapHCTB2
3 ofmexeHow BiAMoBigansHicTio "OnriMa-®apm, JITHY, igent. xox:
21642228

(aiiMentypanna 1a ko 32 EPTIOVY ropianyno} ocodn abo npizenme, iM'a, no 6aTexoBi isiumol
ocou - nigapremug, T Micue NpoxHBINKA TA peectpauiiHmil HoMep 0BMKOBOT KAPTEN IMATRHKA
nofaTkip a0o cepid Ta HOMEp macnopra)

HpoToexon eizyansnmnore xowrpoesio sig 25.12.2023 N 4128/3.

3a  peaymeTaramy AEPKABHOTO KOHTDOMIO BETAHOBNEHO, WO aikapcsknif 3aci6 BsescHo 8 Ykpainy 3
HAOTPHMAHHAM puMOr 3akoHOAABCTEA WoA0 3a0e31CYeHHA AKOCT) JKAPCHRNX 2acobiR.

Bitaniit BOHIAFPEHKO

(iniLinny 13 Dpissie]




@ BE lupu Belupo, phameaccuticals and cosmetics, Ine.

Ulica Danica 5, 48 000 Koprivnica, Croatia

Gemyno, niki ta KoeMeTHEa, 1,01

yur Jlaning 5, 48000 Konpusumia, Xopratia

QUALITY CONTROL DEPARTMENT

BLIUILT KOHTPOJIO AKOCTI

Product name:

BATCH CERTIFICATE
CEPTH®IKAT SIKOCTI CEPIT

BELOGENT, cream, 30 g in tube Na| Manufacturing date: 10.2023
Haiistenynamig npoaysTy: BENOUEHT, kpes, rno 30 r s 1y0i Mol Jata sapobuuurea: 10.2023
Ratch Mo 23755103 Expire date: 09.2027
Cepin Ne: 23755103 Tpiaarinii ao: 09.2027
Quunl.ily: 9.941 pos a' Mg Cropinka 132
Kiabkicrn: 9.941 yi. mo 30 ¢
Marketing Authorization in Ukraine: UA/10920/01/01 unlimited
Pecorpauiiine nocsigsenis s Y rpaink UAI0920001/01 jie Geacrpokoso
Conclusion of confirmation GMP: Ne 497/2023/C-1001 from 07.09.2023
Bucionok niarsepuaenns cepridpivara GMP: Ne 497/2023/C-1001 pin 07.09.2023
Manufacturing authorization: Ne381-10-05/162-17-16
Jlinewsis v spobumnrse: Ne381-10-05/162-17-16
Manufacturer: Belupo, pharmaceuticals and cosmetics, Inc., Croatia
Bupodunk: Benyno, miky T4 KOCMETHED, 1.7, Xopeatin
Manufacturing site: Ulica Danica 5, 48 (000 Koprivnica, Croatia
Agpeca sapoduirea: sy, Janiua 5, 48000 Konpusunua, Xopeatia
PFARAMETERS REQUIREMENTS RESULTS
NAPAMETPH BHMOTH PEIYILTATH
APPEARANCE White homogenous cream without mechanical impurities, “omplics
ONnuc Bianil, rosorerninm Kpes 007 Mexoniins RKiioueiin. Binnosinac
FILLING MASS VARIATION Mot less than 30 g Complies
MACA BMICTY YITAKOBKH | He memue 30 ¢ Bunontac
Nnoir
pH 45-55 . . 5.0 |
PARTICLE SIZE Mot more than 60 pm < 60 jum |
POIMIP YACTHHOK He Gisiue 60 mam < Gl siwm
IDENTIFICATION OF The retention time of the main peak in the chromatogram obiained Complics
BETAMETHASONI: with the sample solution comesponds w e retention time of the
DIPROPIONATE betamethasone dipropionate peak n the chromatogram obtaimed with
standard solution.
LIEHTHOIRALLLA g yipiaiie ocloBHOTO HIKY 1R XPOMITOIPAs BInpoGy paoem Buinosie
GETAMETAIOHY POTMHIY NOBHNEH BUIROBLIATI MACY YTPUMAHHA iKY GeraMeTatony
JIHMPOLITOHATY SURTPORIONATY i X POMITONTRIMG CTRILTEPTIROND POy |
CIDENTIFICATION OF Size and posilion of 3 principal spots in the chromatogram ohtained Complies |
GENTAMICIN SULPHATE with sample solution corresponds te that oblained with the standand
solution.
JIEN T K ALLA Poamip T NOAGKCINE TRLOX OCHOBUNY UM 12 XPOMITOPaMI Bianosiaas ‘
FEHTAMILHHY CYJIDATY WO DY RANGIT PHYETHITY NORHIHL BUINOBLITIE POIMIPY T2
TICUEORC IO THERM HA XPOMATOrpasi CTaapTiars posiy. . ——
IDENTIFICATION OF Retention time of the main peak in the chromatogram obtained with Complics |
CHLORDCRESOL sample solution corresponds 1o retention time of chlorecresol peak in |
the chromatogram obtained with standand solution.
LIEHTH®IEALLSA Yag yTpIMANNA OCHOBHOTD iKY 13 XPOMATOTPaMI BRIPOOY B0 Bianositac '
XIAOPKPERQITY POISEIEY TIOBITHCH BIANOBLATH HOCY Y TPHMVIIIA niky |
XIOPEPEIY 1 XPOMATOIPAME CTANAPTIOND POIiHHY ]
RELATED SUBSTANCES Any single impurity — not more than 1,5% < LOg* ‘
Only one impurity can be greater than 1% Complies
Sum of all impurities — not more than 2.5% < LOQ*
BaieT Gy an-axoi ommmnemol gosimsn side nepesnmy sari 1.5% < LOQ* |
Baict anue opmie gosmmn some nepesingysarm 1.0% |
Cysiaprnil BMicT JoMILIOK HE NOBIHCH pepeaiyraTa 2.5% Bianogimee .
= LOO* |

I
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@ B E '. U P 0 Belupo, phamaceuticals and cosmetics, Inc,

Ulica Danica 3, 48 000 Kopriviica, Croatia

Beayno, Nkl T3 KOCMETHEE, 111

sy Jlaina 5, 48000 Konpusunna, Xopearis

QUALITY CONTROL DEPARTMENT

BT KOHTPOJO AKOCT]

Product name:

BATCH CERTIFICATE
CEPTH®IKAT AKOCTI CEPII

= LOO - aewa KUK ICHors BiIHaacaHis

Conclusion: | hereby certify that the above information is authentic and aceurate. This batch of product has been produced, including
packaging. labeling and quality control, and released at the above mentioned site in full compliance with the GMIP 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.

Bocionok: Ly niarsepiusyeso, 1o BHIENESa00m infopaara © aocroriprione | romnoo. Jana cepis ipoayeTy Gyna mopodnen,
BREAMOUAGHI YTIAROERY, MADKYRAHHA T I]¢F¢Hij'lx}f AkOCT, | BHITVIICHA 1 BHICRKIIAHOMY RIPODITHMOMY MAEHYHEY B IiIIﬂHI!II-I-
BianoBaHocTE 3 pisorasn GMP Ta mopuasit encunikauil pecerpauiiinore noceirenns kpaing iMnoprepa. lMpoTokon wa cepi

BELOGENT, ercam, 30 g in tube Nal Manufacturing date: 10.2023
Hadisien ysan e npoaysry: BEENOUEHT, epes, no 30 ¢ wrybi Nel Jara sapobninrrsa: 10.2023
Baich No: 23755103 Expire date: 09.2027
Cepan No: 23755103 TMpaaarumii o: 09.2027
Cropinka 232
PFARAMETERS REQUIREMENTS RESULTS
NAPAMETPH BHMOIH PEI¥JILTATH
CONTEMNT OF | g of ointment contams 0,475 - 0,525 myg of betamethasone, 0487 mp |
BETAMETHASONE 95,0 — 105,0 % of the declared coment 974 %
KINTBKICHE BHIHAMEHHS I s sieriire 0,475 - 0L525 s Geraserazony. 0487 mr
BETAMETAZOHY 95,0 - 105.0% s tswieno] kulbkocTi 97,4 %
CONTENT OF | g of eimiment contmns 0,95 = 1,05 mg ol gcnmmir:m. 0,588 mg
GENTAMICIN 05,0 — 105.0% of the declared conlent 09,8 %
KUILKICHE BU3HAMEHHA 1w micrirs 0,95 - 1,05 s resrasiunmy, 0998 wr
FEHTAMILIHHA 95.0 - 105,0% ni1 3a8naenni KiLKoCTi 9.8 %
COMPOSITION OF GENTAMICIN | Ci: 25,0- 50,0% 29.1 %
SULPHATE Cra: 10,0 - 35,0 % 25,4%
KOMIOHEHTHHI CEMAL | C2+Cr: 25,0 -55,0% 455%
| FTEHTAMILIAHY CYJIDATY e e ]
CONTENT OF I g of ercam contains 0,90 - 1,1 mg of chlorocresol, 0.083 mg
| CHLOROCRESOL 90,0 - 110,0% of declared comtent 98.3 %
| KUIBKICHE BU3HAMEHHA 1 rrpesy amicTars (K90 = L1 sr xnopkpetory. 0,983 mr
KIOPKPEIQNY 0,0 - 110,0% nix 3ansacnol KUILKOCT] 98,3 %%
“MICROBIOLOGICAL PURITY TAMC: 0¥ clu/g =70 |
TYMC: 10 el <10 |
Srapiyfococcns aurens i | g: absence absence I
Psendomonas aerpginosa in | g: absence absence .
MIKPOGIOJIOUTHHA YACTOTA TAMC:10F KOE < 10 |
TYMC: 10° KOET <0 |
Staphylococcus aurens w1 vz Bineyii Bincymiii |
| | Psendomanas aervginosa s 1 r: Bincyiil . Buieyrniit |

Gyn nepenipeni | s nunosim s moaoias GMP,

Cualified Person:

I. Kaléic, M.Sc.5pec.
Y nosnospsena ocoba:
LK, Mp.cuL. cneiy
Date: 16.11.2023

' BELUP @
Iijabtnd | kozmelikt, d.d
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