JAEPKABHA CIVXBA 3 JIIKAPCLK@X 3ACQ_EIB TA KOHTPOJIO 3A
HAPKOTHUKAMM Y KHIBCEKIM OBJIACTI
npos. Ceitmynoi Hagif, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIICY 37078774

BACHOBOK
Hpo SAKICTH BBE3€HOI0 B YKpainy JiKkapesxoro 3acoly

13.12.2023 Ne 58708/23/10

BEJOCAJIK

(HaitveHyBanus nikapcEKOTo 3acofy srizHe 3 peccTpaniiimmn HOCBIMYCHHAM)
Ma3b, 0 3¢ 1 y 1y0i; mo 1 Ty6i B kaprouniii nauni

(thopma pumycky, AO3YRAHHEA, BII NAKYBAHHR NIKAPCHKOr0 3acofy)
Hoxmep peectpauiiisioro nocsiggenns UA/10370/01/01 crpox nii peecrpaniiinoro nocnimuenns 01.01,2099
Cepist nikapcskoro sacoby Ne 23312083 Kinexicts Bsesenoro aikapeskoro sacofiy 300

BupobHik benyno, niku Ta xocMeTHxa, 1.4, Xopsaris

{(naiivedypannx Birpofike NIRAPCEROTY 3acoby, Kpaina FOXOTAEHH}

Bsesero B Yipainy CrninbHe yRpaillCLKoO-ecTORChKE NMIANPHEMCTBO y GopMi ToBapHcTRa
3 o0MeReHo0 BignoBigansnicTIo "OnriMa-®apm, JITI", inenr. xon;
21642228

{Hmmenynamm Ta KO 38 E:I[PIIDY IopizmiuHoi ocobh abo npnnume in'A, o DATEEOB] (izspol
oco0n - IHﬂ,l'lpHEMllﬂ i MICIIE HPCIJRHBGHHH Td peccrpaummm HAOMED DEHIKGE{JE hﬂpThH ITAATHHRL
TefaTHIB ab0 Cepia Ta HOMEp NactopTa)

IIporoxen nisyansnoro xontpomie six 24.11.2023 e 3756/10.

3a pesy/BTaTaMH  JepXaBHOTO KOHTPOMIO BCTAHOBNEHO, 10 JIKapeeKHil 3acif  BReseno B Yxpainy 3
AOTPHMAHHSIM sHMOT 3aK0H0ABCTBEA MO0 1a6e3NeueH ) AROCT NiXapChKHX 3acobis.

Biraniit BOHTAPEHKO
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@ BE I.u pu Pharmaceuticals and cosmetics, Inc., QUALITY CONTROL DEPARTMENT
Ulica Danica 5, 48 000 Koprivnica, Croatia
Benyne, JKN Ta KOCMETHER, JLIL,
rya. Jlanina 5, 48000 Konpusnnns, Xopaatia

BLLUIVT KOHTPOJIO AKOCTI

BATCH CERTIFICATE
CEPTH®IKAT SIKOCTI CEPIT

Product name: BELOSALIC, cintment Manufacturing date: 082023
30 g in tube Nel in box

HaiiMen yRaHa npoiLygTy: BENCCAJIE, mash Jara snpobunurea: 08.2023
10 30 r y 1v6i; no 1 1yhi B kapronniil nawi

Batch No: 23312083 Expire date: 08.2027

Cepin Mo 23312083 Mpiaamii po: 08.2027

Ouanlity: 32395 pesat 30 g Cropina | 32

Kinskicts: 32395 yn no 30

Marketing Authorization in Ukraine: UA/10370701/01 unlimited

Pecctpauifine nocsiatenns & Yrpaini: UA/T03TO0 /01 e descrpororo
Conclusion of confirmation GMP: Ne 497/2023/C-1001 from 07.09.2023
Bicnorox niareepiusenna ceprudirary GMP: Ne 497/2023/C-1001 or 07.09.2023
Manufacturing suthorization: Ne381-10-05/162-17-16

Jlintewsin na supodmmrrao:  Ne381-10-05/162-17-16

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

BupoGuik: beayno, Mk 1a KocMernka, AL, Xopeatis

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

Aspeea gupodunirea: syn. Janiua 5, 48000 Konpushmns, Xopsatis

PARAMETERS REQUIREMENTS RESULTS
MAPAMETIH BUMOI'H PEIYIBTATH
| APPEARANCE White semitransparent homogenzous oiniment. Complies
o115 S i HANBOROAODA TOMOTCHEE Ml3k. Bianosinar
AVERAGE FILLING MASS Mot less than declared Complies
CEPEAHA MACA BMICTY e secrentr HOMiBRLTBIOTG Bianosigae
YIIAKOBKH
pH 1.5-3.0 2.3
PARTICLE SIZE Mot less than 99 % particles — not more than 60 pm: 100 %
10d} % particles — not maore than 120 pm 100 %4
POIMIP MACTHHOK He memue 99% wactimmos — e Giasme 6 s 100 %6
100% secTunok — ne Glsime 120 s, 100 %
IDENTIFICATION OF The retention time of the main peak in the chromatogram Complies
BETAMETHASONE obiained with the sumple solution corresponds 1o the retention
DIPROPIONATE time of the betamethasone peak in the chromatogram obtained
with standard solution. Bianosisae
IEHTHEALLLA e yTPIMAIHA CCHOBLOND MIKY 13 XPOMaTOrpkMi
BETAMETAOHY BHBPOGYBAROND POTMUIY TIOBINCH BINORIIATH 13y
JIHTNTPOTIIOHATY VIPHAMYRENHA 1Y GOTaMeTaIony vl XPOMaTopasi
—— L 1;'11II[,!E;IP||'L:I|-E'| P'.HLH-LH:I'
IDENTIFICATION OF SALICYLIC | Purple coloured Complics
ACID
IFIEHTHaIKALLA KHCAOTH | drcncvose apiyeanug Bianosigac
| CATHLIAJIOBM
RELATED SUBSTANCES Any individual impuarity: nol more than 1,5 % 0,148%
Only one impurity is greater than 1,0 % Complics
Sum of all impuritics: not more than 2,5 % 0, |48%
CTOPOMHHLOMIIEH BaieT Byan-a kol oamininet AoMimkn sac nepesnysarm 1.5 % 1, 148%
FaicT ol aosin soske nepemanysari 1,0 %
Cysapumnil RiCT Jouimox ne nosnnen nepemmysrmm 2.5 %o, Bianogimae
(1, 14885
CONTENT OF 1 g of cintment contains 0,475 - 0,525 mg of betamethaso
BETAMETHASONE i.e. 95,0 = 105,0 % of the declared content
1,3 mg + 5 % of betamethasone
KUILEICHE BHIHAMEHHA I r s saierims 0,475 = 0,525 sr GeraMeTiiony.,
GETAMETA3ZOHY 95,0 — 105,0 %6 Bia BRIAHOIT 1R STHRETIL
= (0.5 wr £ 5 %0 BeTaMeTRINIY

. s Jost gé, 06:4( 2023 LALLD



Ulica Danica 3. 48 000 Koprivoica, Croatia
Beayig, JikH Ta KOCMETHED, 1.1,
sy, Janina 5, 48000 Konpusmi, Xopearia

BULALT KOHTPOUHDY HKOCTI

.@ B E I. upﬂ Pharmaceuticals and cosmictics, Inc., QUALITY CONTROL DEPARTMENT

BATCH CERTIFICATE
CEPTU®IKAT SIKOCTI CEPII

Product name: BELOSALIC, ointment Manufacturing date: 08.2023
30 g in tube Nel in box
Haiisenynaiis npoiyeTy: BEJOCAJIK, sas Jlara BnpotHIITRA: 08.2023
po 30 1y Tvhi; no 1 nybi B kapronmiil nauwi
Batch N 23312083 Expire date: 08.2027
Cepin N 23312083 Mzt fo: 08.2027
Cropinge 23 2
PARAMETERS REQUIREMENTS RESULTS
NAPAMETPH BHMOTH PEIVILTATH
| CONTENT OF SALICYLIC ACID | g of cintment contains 28,5 - 31,5 mg of salicylic acud, 2906 my/'e
95,0 = 1050 % of the declared content 99.9 %
30 mg # 5 % of salicylic acwd
KUTBKICHE BHIHAMEHHS | | r snoi sicrirs 28,5 - 31,3 s kicaomii caniminonos, 29,96 mrir
EWCAOTH CATIIHITOR 95,0 = 105,0 % BiJl BEIHHOG HA CTHECTIN 99,9 %
| 30 M £ 5% CaMIIQRDL KHCAOTH
TMICROBIOLOGICAL PURITY TAMC: 10 cfu/g =10
TYMC: 10 efu'g <10
Psewdomonas aernginesa in | g absence Absence
Staphylocovens aurens in 1 g absence Absence
MIKPOBICTONMHA MHCTOTA TAMC: 0P KOE <10
TYMC: 10! KOEY =10
Psevdomenas aevuginosa 8 1 Bincyrue Biaeyrne
Staphylococcus aurens v | e Biacyrne Bineyrie

Conclusion: | hereby certify that the above information is authentic and accurate. This batch of product has been praduced, ineluding
packaging, labeling and quality control, and released at the above mentioned site in full compliance with the GMP requirements and
with the specifications in the Marketing Authorization of the imperting country. The batch record was reviewed and found 1o be in
compliance with GMP.

Brcnosos: Ll i BCPISYEMD, 110 BIICHKEANG indopyanis ¢ aecroripioio i Tounoro. [lana cepis npoaysry Gyaa supobaecna,
SHTIOMIONI VIKOBKY, MAPKYBAHIA TA NCPCRIPKY AKOCTL, | BUNYILCHA HA BILICBRIENONY BUPOSHINOMY MATLIARMUKY B NOBHI
Alosbaeet 3 sisorasie GMP ra nopsase encusdikanil peecTpaiinnro nocsiImenis KpatHil i MIORTCp, [porosan ma cepin
Gy nepenipen | Bt siaosiany samoras GMP,

Qualificd Person:

I. Kalgié, M.Se.Spec.
Y nosuosawena ocola;
L Kanviv, mp.cu.cnel
Date:  26.09.2023

BELUPQ®
Hjeety | oamatik, d.o
X, |!_|‘=: [ :... I:“""“_lf‘ F! #




