HEPKABHA CJIYZKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHUKAMM Y KUIBCBKINA OBJIACTI

npos. CeiTauunoi Hapnil, 3, m.Kuie, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Ko €IPTIOY 37078774

BHUCHOBOK
PO SAKICTH BBE3EHOI'0 B YKpaiHy JiKapchbKOro 3acody

08.07.2024 Ne 32986/24/10

BEJIOCAJIIK
(raiiMeHyBaHHA NiKapchbKoTe 3acofy 3rifHO 3 peecTpaLifiHiM HOCBIMICHAAM)
Ma3sb 1m0 30 r y Tydi; no 1 Ty6i B kapToHHIN navui
(dbopma BumycKy, 103yBaKHA, BHII NAKyBaHH JIKapchkoro 3acoby)

Homep peectpauiiinoro moceizaenns UA/10370/01/01 crpox aii peectpaniiiaoro nocsiguenns 01.01.2099
Cepis nikapcexoro 3acoby Ne 24382014 Kinekicts BBe3eHoTO Nikaperkoro 3acoby 5605

Bupo6uuk Benyno, Jiku Ta KOCMETHKA, [I.71., XOpPBaTis
(naliMenyBaHHA BHPOOHNKA JTIKAPCLKOTO 3ac0fy, KPaina MOXOKEHH )

Beesero B Ykpaiiy CrninpHe ykpaiHCchbK0-eCTOHChKe NiIMPHEMCTBO Y dopmi
TOBAPHUCTEA 3 00MeKeHO0I0 BianosigaiasHicTIio "OnriMa-®apm,
JIT/", inent. won: 21642228

(Haiimenysanng Ta kox 3a €JAPIIOY ropuauuHoi ocobn abo npizBuIte, iM's, 10 HaTEKOBI
(iznurol ocobu - mianpremi, i Micle npoxuBaHHEA Ta peecTpauiiikuit HoMep o6mikoBoi
KapTKH IUIATHUKA NOAATKIB ab0 cepid Ta HOMep macropra)

IpoTokon BisyansHoro xonrpouto sig 02.07.2024 N 1898/21.

3a  pesynbTaTaMH  JIEPXKABHOTO KOHTPOJIO BCTAHOBJIGHO, MO IIKapcsKHH 3acif  meeseno B Yrpainy 3

AOTPHMAHHAM BHMOI 33aKOHO/ABCTBA 110/0 3abe3rmeueH s AKOCT] JIIKapChKHX 3aco0iB.

3 A Kol
x\t‘Qi?anag TO/; y ~ . s
Hauansifik % : ' Biktop CTE®KIBCLKHH
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HTpPOMIO} —-'1:// (MARKCYy (iHilianyM Ta npizsuie)




QUALITY CONTROL DEPARTMENT

@ E i @ @@ Pharmaceuticals and cosmetics, Inc.,

Ulica Danica 5, 48 000 Koprivnica, Croatia
Benyrio, niku Ta KOCMETHKA, 1.1.,
syn. Haniua 5, 48000 KonpusHuus, Xopsaris

BIJZILT KOHTPOJIIO SIKOCTI

BATCH CERTIFICATE
CEPTUDIKAT SIKOCTI CEPIL
Product name: BELOSALIC, ointment Manufacturing date: 01.2024
30 g in tube Nel in box
HajiMeHyBaHHA NPOIYKTY: BEJIOCAJIK, ma3s Jata BupoOHULITBA! 01.2024
no 30 r y Ty6i; o 1 Ty6i B kapTOHHiH mavii
Batch No: 24382014 Expire date: 12.2027
Cepis Ne: 24382014 [MpraaTHUA J0: 12.2027
Quantity: 32.350 pes a'30 g Cropinka 132
KinexicTs: 32.350 yr. mo 30r
Marketing Authorization in Ukraine: UA/10370/01/01 unlimited
Peectpauiiine nocsiguenss B Yxpaini: UA/10370/01/01 nie Ge3cTpoKOBO
Conclusion of confirmation GMP: Ne 497/2023/C-1001 from 07.09.2023
BrcHOBOK mifTeepmkenns ceprudikary GMP: No 497/2023/C-1001 or 07.09.2023
Manufacturing authorization: Ne381-10-05/162-1 7-16
Jlinensis na BupobuunTEO: Ne381-10-05/162-17-16
Manufacturer; Belupo, pharmaceuticals and cosmetics, Inc., Croatia
BupoGHuk: benyro, JIiKH T2 KOCMETHKA, A.1., XopBaTis
Manufacturing site: Ulica Danica 5, 48 000 Koprivnica, Croatia
Anpeca BHpOOHULITBA! BYJL. Janiua 5, 48000 Konpusruus, Xopearis
PARAMETERS REQUIREMENTS RESULTS
HAPAMETPH BUMOTH PE3YJILTATH
APPEARANCE White semitransparent homogeneous ointment. Complies
OImC Bisa HamiBnpo3opa roMOreHHa Masb. Binnosigae
AVERAGE FILLING MASS Not less than declared Complies
CEPEJIHS MACA BMICTY He MerIn HOMiHaNbHOT Bignosinae
VITAKOBKHU
pH 1,5-3,0 2,4
PARTICLE SIZE Not less than 99 % particles — not more than 60 pm; 100 %
100 % particles — not more than 120 pm 100 %
PO3MIP YACTHUHOK He mennie 99% uacriuHok — He Ginbiue 60 MxM; 100 %
100% wactnHOK — He 6inbime 120 Mrm. 100 %
[DENTIFICATION 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.
IAEHTUGIKAIILSL Uac yrpUMaHHs  OCHOBHOIQ miky Ha  xpomarorpami Bianosinae
BETAMETA30HY BUOpOOYBAHOrO  PO3UMHY  NOBHHCH pigmosizarn  vacy
JUIPOITIOHATY yrpumysanmst  niky  OeraMerasoHy  Ha xpomarorpami
CTAHAAPTHOIO PO3YHHY.
DENTIFICATION OF SALICYLIC | Purple coloured Complies
ACID
IIEHTUOIKALILA KHMCIJIOTH dionerose 3abapBaeHHA Bianosinae
CAJIILIMJIOBOL
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 % <LOQ*
CTOPOHHI JOMIILIKH Bumict  Gyap-nkol  ORMHHMHOL moMmillkM  He  TIOBHHEH <LOQ*
nepesuutysaru 1,5%
Buict omuiel moMiluku Mosxke repeBuiryatH 1,0 % Biamoeinac
Cymapupil BMiCT ZOMIIJOK He IOBHHEH NEPCBHIIYBATH 2,5 %. < LOQ*
CONTENT OF 1 g of ointment contains 0,475 — 0,525 mg of betamethasone, 0,487 mg/g
BETAMETHASONE ie. 95,0 —105,0 % of the declared content 97.5%
0,5 mg £ 5 % of betamethasone
KUTHbKICHE BU3HAYEHHS 1 r masi mictars 0,475 — 0,525 Mr GeTaMeTa3ony, 0,487 mr/r
BETAMETA3OHY 95,0 — 105,0 % Bix BKa3aHOIo HA eTHKETII 97,5 %
0.5 mr =+ 5 % GeTameTasoHy

Prx e, JOVEO B I5CE L




ﬁEE&E?@ Pharmaceuticals and cosmetics, Inc., QUALITY CONTROL DEPARTMENT

Ulica Danica 5, 48 000 Koprivnica, Croatia BULTUL KOHT
Benyno, jikn Ta KOCMETUKA, 1A, A POJIIO AKOCTI
yn. Janina 5, 48000 Kornpusruus, Xopearis

BATCH CERTIFICATE
CEPTH®IKAT SIKOCTI CEPII
Product name: BELOSALIC, ointment Manufacturing date: 01.2024
30 g in tube Nel in box
HaiimenyBaHHsA TPOAYKTY. BEJIOCAJIK, ma3b JlaTa BUpOOHULTBA: 01.2024
no 30 r y Ty6i; no 1 Ty6i B KApTOHHIN mauni
Batch No: 24382014 Expire date: 12.2027
Cepis Ne: 24382014 TpupatHyit 1o: 12.2027
Cropinxa 232
PARAMETERS REQUIREMENTS RESULTS
TIAPAMETPIX BIMOTI'H PE3YJIbTATH

CONTENT OF SALICYLIC ACID 1 g of ointment contains 28,5 - 31,5 mg of salicylic acid, 29,99 mg/g
95,0 — 105,0 % of the declared content 100,0 %
30 mg + 5 % of salicylic acid

KIJIBKICHE BHM3HAYEHHS 1 r Masi micTuTs 28,5 — 31,5 MI KMCAOTH caiiuIoBOil, 29,99 Mr/r

KUCJIOTH CANILMIOBO] 95,0 — 105,0 % Bix BKA3aHOTO HA eTHKeTL 100,0 %
30 Mr 5 % caniumiIoBoi KUCIOTH

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

MIKPOBIOJIOTTYHA YHCTOTA TAMC:10*°KYO/r <10
TYMC: 10! KYO/r <10
Pseudomonas aeruginosa 8 1 1 BUICYTHS Biacyrssa
Staphylococcus aureus B 1 1 BiJICYTHS BijcyTss

* 1,OQ ~ Mexka KibKiCHOr0 BH3HAYEHH

Conclusion: I hereby certify that the above inforration 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.

Bucuosok: 1{uM DiATBEPIKYEMO, 1O BRIIEBKA3ANA juopManis € AOCTOBIPHOIO 1 TOUHOIO. Jlana cepis npomykry Oyna npoBejena,
BICHOUAIONH YIAKOBKY, MApKyBaHHs T [EPeBipKy AKOCTI, | BUMYLUEHA HA BHIEBKA3AHOMY BUPOSHHYOMY MaiiIaHuHKy B NOBHiH
pianosinrocri 3 Bumoramu GMP ta Hopmamy cneuudikanii peecrpauiiiHoro MOCBiXIEHHA kpainn imioprepa. Ilporoxon Ha cepiro
6y nepepipenuii i BU3HAHHH pimnosinuum sumoram GMP.

Qualified Person:

1. Kalgi¢, M.Sc.Spec.
VriosHOBaXKeHa 0coba:
1.Kanuuy, mp.cu. cnel.
Date/[laTa: 31.01.2024

,@sﬁnuﬁ?
hjﬂi{;‘fwj’% kozmatika, d.d
B



AEPIKABHA CJYAKEBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIN OBJIACTI

npos. Cpitaiynof Haafi, 3, m.Kuis, 02099, ren/daxc: (044) 576-40-41
E-mail: dls.ko(@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
NMpPO AKICTH BBE3eHOro B YKpainy Jikapenkoro 3acoby

11.02.2025 Ne 4219/25/10

BEJOCAJIK

(HafivenyBaris hiKapeskoro 3acody 3rigHo 3 peecTparifibim TOCBITYEHHAN)
Masek o 30 r y Tydi; mo 1 Ty6i B xapronmiil nayui

(thopma pumycky, A03yBARHA, BILI NAXYBANHA NiKAPCRROTO Jacoby)

Honep peecrpauifinoro nocsimuenns UA/10370/01/01 crpox pii peecpauifizoro nocsiguenns 01.01.2099

Cepia nikapcskoro 3acofy Ne 25887074 Kinskicts ssesenoro nixapenkoro sacofy 1055
BupoBuuk Benmymo, ;iK1 Ta KOCMeTHKa, J1.7., XopBaTisg
(naiiMcHyBanHs BUPoGHUKA JiKapCsKOro 3acoly, Kpalia MOXOIKEHHA)
Eseseno B Yipainy Crinbie yxpailenko-ecroncsbKe manpieserso y opni ToBapucrTea
3 ofmesxenoro sinnopigansuicrio "Onrina-Dapns, JITAY, inent. vom:
21642228

(vativerysannd 12 ko4 32 EAPHOY ropuanyuoi ccot abo npizanue, is's, 0o GaThkos; GizicaHal
ocabi - nianpueMits, i Micie NPOKIBARKS Ta percTpaUiitiuii HoMep oBaixono} KAPTEH MAATHIKA
mogatxis abo cepif Ta Honep RacHopTa)

Npotoxon Bizyansioro xonrpoaro siz 04.02.2025 N 0295719,

3a  pesyaBTAaTAMIL [EPKABHOrO KONTPONK BETRRORICHO, IO JIKAPCHKHIT 3aci BBesero B Vxpaiuy 3
AOTPHMAHHSAM BiMOT 30KONOZRBCTEA MIONO 3060311€TLHHR AKOCTE NKAPCHKIIX 3ac06iE.

Onsra €PEOMEHKO

tindigimicin iprnigge)




Pharmacenticals and cosmetics, Inc.,

Ulica Danica 3, 48 000 Kopriviica, Croatia
EGJ'[Y]'?(L THKK T4 KOCMETHKIT, 1.4,

sy, fanina 5, 48000 Konpusuuig, Xopsaris

QUALITY CONTROL DEPARTMENT

BIJUIT KOHTPOJIO AKQCT]

Product nime:

HaitycHyranss npogykry:

Batch No:
Cepia Ne:
Quantity:

BATCH CERTIFICATE
CEPTH®IKAT SIKOCTI CEPII

BELOSALIC, ointment

30 g in tube Nel in box

BE Jl()( AGTK, mass

110 30 1y ryoi; no L rydi g xaprouniii naund
25887074

25887074

32,700 pes w30 g

Manufacturing date:
Hara snpodumirea:
Expire date:

Mpugarsait ao:
Cropimia 132

07.2024

07.2024

06.2028
6.2028

KiftbKiCTD!

32700 ym. no 30

Strength of action factivity: | g of ointment contains betamethasone 0.5 mg in the form of dipropionate, salicylic acid 30 mg
Cyna iviaxrmuicrs: 1 e sasi sierirs Seraverazony .3 My dopai ’[Mﬂp()[ll()H(le, KHCAOTH caliitmsosol 30 v
Marketing Authorization in Ukraine: UA/10370/01/01 unlimited

PCG.L[]MHHHIL noceiauenns 8 Yrpaini: UA/T03
Ne 497/2023/C-1001 from 07.09.2023

Conclusion of confirmation GMP:

370/01/01 mie dezcIporoB

Bucuosor nizrsepaxcans coprudgikary GMP: Ne 497.2023/C-1001 ot 07.09.2023
Manuticturing authorization: Ne381-10-05/162-17-16

Hlinewsia va supodunireo: Ne3gi-

10-05/162-17-16

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

Bupobimr: Beayro, nixit ta koeme:

Manufacturing site: Ulica Danica 5,
Aapeca supodunrsa: sy, Haniug 3

KA, AL, XOpBatis
48 000 Koprivnica, Croatia
, 48000 Konpupius, Xopsatin

PARAMETERS REQUIREMENTS RESUCLTS
NAPAMETPH BIMOI' A PE3Y.IBTATH
APPEARANCE White sensitransparent homogencous ointnent, Complics
) . Bing HariBrposopd FOMOICHHA Nush, Biaosiaae
AGE FILLING MASS Not fess than declared Complies
AHA MACA BMICTY He senw sominaabael Biaoniswe
\’Tl AKOBKH
pH 1530 24
PARTICLE SIZE Not less than 99 % particles - not more than 60 um; 100 %
100G % partictes - not more than 120 pm 100 %
POIMIP YACTHHOK He senme 99% vactmk - ne 6iruime 60 mxm: 100 %
100% vacrpor - e Siapiue 120 s, 100 %
IDENTIFICATION OF The retention tme of the main peak in the chromatogram Complics
SETAMETHASONE obtained with the sample solution corresponds to the retention
DIPROPIONATE time of the betamethasone peak in the chromatogram obtained
with standard solution.
THEHTHBGIKALLA Hac  yIpuMaHHs  QUHOBHORG  DIKY  Ha  XpoMaTorpai Bianosiiac
BETAMETA3OHY BUAPOBYBAHOTO  POIMMMY  NOBUHER  BLDIOBUATH  Yacy
JAUTIPOTTTOHATY YIDHMYBAMHS  THRY  OCTamMerasoHy  Ha XpoMarTorpami
CTATEAPTIIONG POBTINLY.
IDENTIFICATION OF SALICYLIC | Pwple coloured Complies
ACIHD
IAEHTHDIKATLS KMCHOTH hionerore sabapuncin Bixnosizae
CANIIAOBOT
RELATED SUBSTANCES Any individual impurity: not more thun 1.5 % < LOQ*
Umly one impurity is greater than 1,0 % Complies
Suin of all impurities; not more than 2.5 % < LOQ*
CTOPOHHI ZOMITKI Baticr  Oyap-nkoi  OANHHYAOT  AOMIKI  HC  HOBHEHCH < LOQ*
neperunysary 1.5%
Baticr oauiel aoMinmkn Mowe nepesimyeary 1,0 % Bianogizae
Cynmapiil BMICT AOMIITOR Tie ToRKien nepesnnysary 2,5 %. < LOOQ*
B 1 g of ointment contains 0,475 ~ 0,525 mg of betamethasone, 0,502 mgfg
A\ﬂ, THASONE 1.6, 95,0 - 105,0 % of the declared content 100.4 %
0.5 mg + 5 % of batamethasone
KIAGKTCHE BHM3HAMENT T e siasi aierm 0475 0,325 mr feraserazony, 0,502 'y
BETAMETA3ZOHY 95.0 - 105.0 % Bia Brazanoro 1 eTHLETI 1004 %
0,5 Mr & 3 % Deramerasony

/éf‘, crenr €2

G o e %.




Pharmaceuticals and cosmelies, 1nc.. QUALITY CONTROL DEPARTMENT

Ulica Danica 3, 48 000 Koprivnica, Croatia
Benyno, JKW ta KOCMer ik, S,
syn. Jlanina 5, 48000 Kornpustitiw, Xopsaris

BEUIDTKOHTPOO AKQCT]

BATCH CERTIFICATE
CEPTUDIKAT SIKOCTI CEPII

Product name: BELOSALIC. ointment Manufacturing date: 07.2024
30 g in tube Nel in box

Haltvernysanns nposaykry: BENOCAJIK, masp Hata pupodimrsa: 07.2024
110 30 vy rydi: no | Tvdi B kaprouuiil anu

Batch No: 25887074 Expire date: 06.2028

Cepin Ne: 25887074 [pnaaTimii ao: 16.2028

Cropinks 232

PARAMETERS REQUIREME! RESULTS
NMAPAMETPH BHMOI'H PEIYIIBTATH
CONTENT OF SALICYLIC ACID I g ol ointment contains 285 - 315 mg of salieylic acid, 29.88 mg/y
95,0 - 103,0 % of the declared content 99.6 %
3 mg x5 % of salicylic acid
KETHKICHE BHZHAYEHHA [ rstasi sicrirs 28,5 - 31,5 M kUCHOTH calitiinonol, 29,88 mriy
KHCHOTH CAITIANIOBOT 95.0 - 1050 €% pia Brazanoro na ernkeri 99.6 4
30 a1 £ 5 % caniinaosol kucHoTH
MICROBIOLOGICAL PURITY TAMCI cfuly <0
TYMC: 10! clu/g <10
Peendomonds aeruginosa in [ g absence Absence
Staphylococeus aureus in L g: absence Absence
MIKPOBIOJAOITHHA HHCTOTA TAMC: 1P KY Oy <10
TYMC: 10 KYOr <10
Pseudomonas aeruginesa 31 12 siaeyio Biacyrus
Stapivlococcus awreus 8 1 13 slacyris Biacyrus

#LOQ -+ Memka Rinkricnoro puiHavens

Cum]us:ou Lhereby certify that the above information is authentic and accurate. This batch of product has been produced, including
ing, labeling and quality control, and released at the above mentioned site in full compliance with the GMP reguirements and
pecifications in the Marketing Authotization of the importing country, The batch record was reviewed and found o he in
compliance with GMP,

Bucnosow: Ty nizeisepioryeso, o seskasai ingopyaiiis ¢ gocroipuoto i tousoro. Jama cepis npoayxry Syia nposeicna,
BRIHOMAIONH YHAROBRY, MAPKYBARHHA T4 NCPCBIPKY AKOCTH, | BHIYINCHA . BHINCBKAYAAOMY BHPOGHIMOMY Ml aHuuKY B HOBRI{
BianoriHoCTT 3 pavorass GMP ta sopsasmis crermpicandi peeerpariiioroe socsiienss kpaii isnopiepa. Fporoson na cepiio
fiye nepepipenni | nisnamit sianosizmm mavoras GMP.

Qualified Person:

I Kalgi¢, M.Sc.Spee.
YHoRHOBAKCHA ocoba:

L anuuu, mp.eit. cnen.
Dated/lara: 2(1.08.2024
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