Pharmaceuticals and cosmetics, Inc., QUALITY CONTROL DEPARTMENT

Ulica Danica S5, 48 000 Koprivnica, Croatia
Bexyio, niku ta KocMeTHKa, 0.1,

OTIEEN KOHTPOJ KAYECTBA

Bya. Manina 5, 48000 Konpusngiyg, Xopearis

BATCH CERTIFICATE
CEPTHOHKAT KAYECTBA CEPUH
Product name: BELOSALIC, ointment Manufacturing date: 09.2020
30 g in tube Mel in box
Hamveropasue nponykra: BEJTOCATIK, masn Hara npoussoacTaa: 09.2020
1o 30 ry Ty6i; no 1 Ty6i B xapToHHIY navui
Batch No: 25885090 Expire date: 09.2024
Cepus Ne: 25885090 Toren fo: 09.2024
Quantity: 32.657 pesa'30g Crpannua 1 13 2
Konrmaectro: 32.657yn. o 30r
Marketing Authorization in Ukraine: UA/10370/01/01 unlimited
Peructpaumonroe yaocrosepenue B Vkpanne: UA/10370/01/01 nedictayer Geccpoyno
Conclusion of confirmation GMP: Ne 259/2020/C~644 from 23.07.2020
3aknioueHHe moATRepAcHIS cepTubuxata GMP: Ne 259/2020/C-644 ot 23.07.2020
Manufacturing authorization: M381-10-05/162-17-16
JinneHsus Ha npor3BoAcTeo: Ne381-10-05/162-17-16
Manufacturer: Belupo, pharmaceuticals and cosmetics, In¢., Croatia
ITpoussoanrens: benyno, jgixy Ta KocMeTHXa, 1.1, Xopsatis
Manufacturing site: Ulica Danica 5, 48 000 Koprivnica, Croatia
Anpec npoussozcrea: Bya. Mayima 5, 48000 Konpusauus, Xopsaris
PARAMETERS REQUIREMENTS RESULTS
HAPAMETPEI TPEEOBAHHUA PE3YJIBTATHI
APPEARANCE White semitransparent homogeneous ointment. Compiies
OITMCAHHE benas, noxynpospaiHas roMOreHHas Masb. Cooreercrayer
AVERAGE FILLING MASS Not less than declared Complies
CPEIIHAA MACCA He menee HOMHHAIBHOM CooTBeTCTBYET
COAEPKHMOIQ YITAKOBKH
pH 1,5-3,0 2.4
PARTICLE SIZE Not iess than 99 % particles — not more than 60 um; 100 %
100 % particles — not more than 120 pm 100 %
PAIMEP YACTHIL He menee 99 % uactui: — ne Sonee 60 Mxm; 100 %
100 % yactuy — ve Gonee 120 MM, 100 %
IDENTIFICATION OF The retention time of the main peak in the chromatogram Complies
BETAMETHASONE obtained with the sample solution corresponds to the retention
DIPROPIONATE time of the betamethasone peak in the chromatogram obtained
with standard solution.
HUIEHTHOUKAILINA Bpema yAepaBaHug OCHOBHOI'C NMKA HA XPOMATOIPaMME CooreercIByeT
BETAMETA30HA HCABITYEMOr0 PACTBOPA AOIDKHO COOTBETCTROBATS BPEMEHH
JVTIPOITHOHATA VACPKHBAHNA MTHka OeTAMeTa30HA HAa XPOMATOTPAMME
CTAHJAPTHOLC PacTBOpa
IDENTIFICATION OF SALICYLIC | Purple coloured Complies
ACID
HIEOTHOUKALIMAA KHCJIOTHI | duoneronoe okpamusanie CoorzercrayeT
CATUITUIOBOM
RELATED SUBSTANCES Any individual impurity: not more than 1,5 % <LOQ*
Only one impurity is greater than 1,0 % Complies
Sum of all impurities: not more than 2,5 % <LOG*
TIOCTOPOHHHE MTPHMECH Cozepxanne nroboi eNBEHUIHON NPHMECH HE I0IAKHO <LOQ*
fpepkiuats 1,5 %
CosepxaHue TOABKO OIHON IPHMCCH MOXET npersliuath 1,0 % CooTBeTCcTBYET
CymmapHOE cozepRaHEe MPHMEceii He A0/DKHO NpeBsinath <LOQ*
25%
CONTENT OF 1 g of ointment contains 0,475 — 0,525 mg of betamethasone, 0,499 mg/g
BETAMETHASONE i.e. 95,0 — 105,0 % of the declared content 99,9 %
0,5 mg £ 5 % of betamethasone
KOJMHYECTBEHHOE 1 r ma3u cogepwur 0,475 — 0,525 mr Heramerasona, 0,499 mr/r
OIPEAEJIEHHE 95,0 — 105,0 % oT yKa3aHHOTO HA 3THKETKE 99,9 %
BETAMETA30HA 0,5 Mr + 5 % GerameTazoHa
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ﬁj? § Pharmaceuticals and cosmetics, Inc., QUALITY CONTROL DEPARTMENT

Ulica Danica 5, 48 00 Koprivnica, Croatia

Benymio, miky Ta KOCMETHKE, 1.X1.,

syn. Haniua 5, 48000 Konpusauus, Xopearin

OTZEJ KOHTPOJIA KAHECTBA

BATCH CERTIFICATE
CEPTHOUKAT KAYECTBA CEPHMHA
Product name: BELOSALIC, ointment Manufacturing date: 09,2020
30 g in tube Nel in box
HaumeroRaH#E NPOLYKTa: BEJIOCAIJIK, Ma3s Jata Ipou3BoACTsa: 09.2020
no 30 ry Ty6i; mo 1 Ty6i B kapTonnid naud
Batch No: 25885090 Expire date: 09.2024
Cepus No: 25885090 I"onen mo: 06.2024
Crpannnia 2 u3 2
PARAMETERS REQUIREMENTS RESULTS
TIAPAMETPHI TPEBOBAHUA PE3YJILTATHL
CONTENT OF SALICYLIC ACID 1 g of ointment contains 28,5 — 31,5 mg of salicylic acid, 29,85 mg/g
95,0 — 105,0 % of the declared content 99,5 %
36 mg % 5 % of salicylic acid
KOJHMYECTBEHHOE 1 r Ma3u conepxut 28,5 — 31,5 Mr KHCIOTEI CANKITOBOH, 29,85 mr/t
OUPEJEJIEHWE KHMCHOTEL | 95,0 -105,0 % ot yKasaHHOTO Ha HTHXETKE 99.5 %
CATMIIJIOBOM 30 mr £ 5 % KHCIOTH CANKILKIOBOH 3
MICROBIOLOGICAL PURITY TAMC:10% cfu/g <10
TYMC: 10" cfu/g <10
Pseudomonas aeruginosa in 1 g: absence Absence
Staphylococcus aureus in 1 g: absence Absence
MUKPOBUOJIOTHYECKAS TAMC:10* KOE/r <10
YUCTOTA TYMC: 10' KOE/r <10
Pseudomonas aeruginosa B 1 r: OTCYTCTBYET OteyTeTBYCT
Staphylococcus aureus 8 ! r: oTcyTersyer OrcyTerByer

* LOQ — mpelest KOMI4ecTREHHOTD ONPEACIISHHT

Conclusion: I hereby certify that the above information is authentic and accurate. 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 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,

3axmoueHye: HacTOSIHHM MOATBCPKIACM, UTO BHINCYXKalaHHAA WHQOpMaiMd ABjicTcs A0CTOBepHOH M toudol, [lansas cepus
NpenykT2 OBlma OpOM3BEACHA, BKIIOMas YNaKoBKY, MAPKUPOBKY H INPOBEPKY KauecTBa, H BLUTYUIGHA HA BLIUEYKa3aHHOH
MPOH3BOICTBEHHON MINOMANKe B MOJHOM COOTBETCTBHME ¢ TpefopammamH GMP M nopmamu creumHdBKalyH PerHCTPALHONHOTO
YOOCTOBSPCHUA CTPaHE: MMnopTepa. [TpoTokon Ra cepmo Obu1 mpoBepeH # Npu3HaH cOOTBETCTBY0MmUM Tpeborannam GMP.

Qualified Person: BELUFO |
1. Kal&ié, M.Sc.Spec. tiekgvi kozipatika . d.6
VIIOnHOMOYEHHOS JTHIIO: Aqpptie T O

H.Kamgw, Mp.cil. cnel.
Date:  23.09.202¢



JEPXJIIKCIIYI)KBA
AEP)KABHA CJIYKBA 3 JIIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIN OBJIACTI

npocnekT Banepis JlobaHoscwbkoro, 51, m. Kuis, 03110, Ten/dakce: (044) 2753030
E-mail: dls ko@dls.gov.ua.https://www.dls.gov.ua, Kox E€JIPTIOV 37078774

BUCHOBOK
Npo AKiCTL BBE3EHOro B YKpainy JikapchKoro 3acoby

19.11.2020 Ne 58145/20/10

BEJIOCAJIIK

(HaHMeHyBaHHS TiIKapCEKOr0 3acoby 3riAHO 3 PEECTPALIHHUM MOCBITICHHAM)
Ma3b 1o 30 ry 1y6i; mo 1 1y6i B kapToHHilH na4mi

(thopma BHITyCKY. 103YBAHHS, BHI NAKYBAHHS JiKapChKOro 3acoby)

Howmep peectpauiiitoro nocsizuenns UA/10370/01/01 crpok zii peectpauiiitoro nocsizenns 01.01.2099

Cepis nikapcskoro 3acoby Ne 25885090 KinskicTs BBE3€HOTO sTikapeskoro 3acoy 7000
Bupo6unk benyno, Jliku Ta KOcMeTHKa, 1.4., XopBaris
(HaliMeHYBaHHS BHPOOHUEKA JTiKapChKOro 3acoby. KpaiHa MoXomKeHHs:)
BaeseHo B Vkpainy CrizibHe yKpaiHChLK0-eCTOHChKE MANPHEMCTBO y ¢hopmi ToBapucTBa
3 o0MexeHOI0 BinnoBinaIbHicTIO " OnTiMa-®apm, JITL", inenr. kox:
21642228

(HaHmenyBanHs T2 kofl 3a €/IPIIOY 10puanyuHOi 0co6H a60 Npi3BUIIE. iM'S. N0 GATHKOBI (hiznuHol
0COGH - MiANPHEMUA, iT MiCLIe NPOKMBAHHS Ta peecTpaiiiHui HOMep 001iKOBOT KapTKH MJIATHHKA
noaarkie abo cepis Ta HOMep nacrnopra)

[poTokon BizyansHoro kortpomio Bin 19.11.2020 Ne 3719/5.

3a pe3yneTaTaMH JEpKABHOTO KOHTPOMIO BCTAHOBIEHO, IO JmiKapckkHi  3acib  BReseHO B YKpaiHy 3

AOTPHMAHHSAM BHMOI 3aKOHOAABCTBA MO0 336e3MeYeHHS 5 KOCTI JIiIKapCEKMX 3ac00iB.
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