JEPKABHA CIIYAKEA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMM Y KHIBCLKI¥M OBJACTI

mpos. Ceirnuynol Haaii, 3, m.Kuis, 02099, en/bake: (044) 363-06-50
E-matl: dls.ko@dls.gov.ua, Kog €IPITOY 37078774

BHCHOBOK
Npo SIKiCTH BBE3eHOro B YKpainy aikapcsKoro 3acofy

02.11.2023 Ne 53599/23/10

BEJOCAJK JOCEUOH

(naiivenysanna nikapcrkoro sacofy arinuo 3 peectpattiienn nocsinUCHEAM)
PO3uHH HAWKipHR, o 100 Ma y gpaaxomni 3 MeXaHIYHUM KOMIIOBHM polneaioayem; no 1
dUIAKONY Y KapTOMHil mavuni
(hopwma suTTyCcKY, NO3YRANEA, BIIN HAKYBAHHA MKAPCLEOrG 20000Y)

Howmep peccrpauitisore nocsixaenss UA/10872/01/0) crpox aif peectpanitinero nocsimresns 01.01.2099
Cepis nixapesxoro 3acofy Ne 23119073 Kinpxicrs BBC36HOrO Aikapebroro 3acoby 288()

Bapobunk benyno, niku Ta kocMeruka, 1.4., Xopparisa
{malimenysahns BipobHIKA AikapeLKaro 3acoly, Kpaina MoXomKea)

Bresero B Yipainy Crinnre yrpaiicsKo-eCTOHCHKE NANPHEMETBO y Giopai TOBAPHCTBA

3 ofimexxenolo Bignorizasnicrio " OnriMa-®Oapm, T, izent. xon:
21642228
{nafimexysanes Ta kog 3a €APIIOY sopranuso ocotn alo npisenwe, in's, me GatbKes! dismel

ocolH - mianpuesus, i micue npoxaysanas Ta pescrpnmmmu HoMep 08:1iK0BOT KADTRH TIHATHINES
noARTKiE abo Cepit T4 HOMEpP MacnopTa)

IpoToxos pisyanasiore xenTpomo six 31.10.2023 Ne 3437/6.

3a  pesymRTATAMEt HEPKABHOIC KOHIPOAK BCTAHOBIEHO, 100 mikapeskuit  2acid  Bmeseno n  Vipainy =
AOTPHMAHHAM BuMOr 3aKOHOAABCTAR 110:0 3a0€3MICHCH S SKOCT] NIKAPCLKIX 32C06iR.

. .t f&épﬁ 4 :
W ROHIPG,
@‘E.‘\V\ I';?A? ‘f;;

% s

Biraniit BOHJJAPEHKO

{ininizaw Ta npiasie)

\I.




Ulica Danica 5. 48 000 Koprivuica, Croatia

Bemyno, MK Ta KocMeTIEa, [,

By, JManiua 5, 43000 Konpusaiis, Xopsatis

@ B Elu Pn Phannaceuticals and cosmetics, Inc.,

QUALITY CONTROL DEPARTMENT

BLIALT KOHTPOO AKOCTI

Product name:

HaiimeHyBasHA NPOIVETY:

BELOSALIC LOTION, cutaneous solution,
100 ml in pump pack bottle Nel
BEJIOCAJIK JIOCEITOH, posuny sawsipii,

BATCH CERTIFICATE
CEPTH®IKAT SIKOCTI CEPI{

mo 100 M v quiakoH! 3 MeXaHiMHIM DTOMI0BIM posmunopatem Nel

Manufacturing date: 07.2023

Hata supodHuTsa: 07.2023

Batch No: 23119073 Expire date: 07.2025
Cepisn Ne: 23119073 [lpnmameni mo: 07.2025
Quantity: 10.492 pes a' 100 ml CTopinka 132
KinsricTs: 10. 492 ym. o 100 ma
Marketing Authorization in Ukraine: UA/10872/01/01 vnlimited
Peectpaniiine nocsipuends 8 Yipaini UA/10872/01/01 aie Besctpokoso
Conclusion of confirmation GMP: Ne 449/2022/C-866 from 08.11.2022
BiicHosok nigreeprscHan cepriidirata GMP: Ne 449/2022/C-866 Big 08.11.2022
Manufachiring authorization: Ne381-10-05'162-17-16
JMinensin va snpobmmTeo: Ne381-10-05/162-17-16
Manufacturer: Belupo, pharmacenticals and cosmetics, Inc., Croatia
BupoGuuk: beawito, DKl Ta KOCMeTIRA, 1.71., XOpBaTia
Manufacturing site: Ulica Danica 5, 43 000 Koprivuica, Croatia
Agpeca supoGmnrrea: syn. Jlanina 5, 48000 Konpiramms, XopsaTis
PARAMETERS REQUIREMENTS RESULTS
IMAPAMETPH BHAMOI'H PEI¥JIBTATH
APPEARANCE Clear, colourless. viscous solution smelling to isopropyl aleolol. Complies
OIIIC —s = [posopa, Geabapena, B'AIKA PLAIHA 3 30AX0M i IOHPOTIAHOTY. Bimosigac
VOLUME OF CONTAINER | In accordance with USP <755 101,5 ml;
CONTENT complies
OBCHT 3MICTY MMAKYHEA 3riamo 3 moaorad USP <755 1015 sea:
| Bimmosiaac
[ pH 4.6-53 4.8
RELATIVE DENSITY 0,90 = 0,94 0,938
| BITHOCHA I'VCTIHA -
| IDENTIFICATION OF The retention time of the major peak in the chromatogram obtained with Complies
BETAMETHASONE the sample solution corresponds to the retention time of the
DIFROPIONATE befamethasone peak in the clromatogram obfained with standard
solution
LIEHTIIDIKALILA Hac yIpUMYBAHHA OCHOBHOrO Mika Ha xpoarorpasi sumpolyeadoro Binogiae
BETAMETAIOHY POISIHY MA€ BLINOBLIATI 9acy YTPIMYHAHHA MKy OETAMETAI0HA HA
| JITMPOITIOHATA APOMATOTPAMI CTAHIAPTHOTD POTIIIHY.
| IDENTIFICATION OF SALICYLIC | Violet colour Complies
ACID
LIEHTHSIKALLA KIICTIOTII @ioneTose WHAPRTCHHA Bianosine
CAJNNTLIoRO!
IDENTIFICATION OF ISOPROPYL | The retention time of the major peak in the chromatogram obtained with Complies
ALCOHOL the sample solution comesponds to the retention linwe of the isopropyl
alcohol peak in the chromatogram obtained with standard solution.
LIEHTIIRIRALLLS CIOIPTY | “ac yTpuMyBaHHs OCHOBHOTO [IKA HA XPpOMATOrpasi BumpodyveasHoro Bimnosiae
[BOMPONIUIOROTO POINIHY MAC BLAIORISATH YACY YIPIMYBAHHA TUKY COUPTY
L OUPOILI0ROIG HA XPOMATCIPAMI CTAHIAPTHONO POIiiHy.
RELATED SUBSTANCES Betamethasone-17-propionate; max 1,5 %% 0,217
Betamerhasone-21-propionate; max 1,0 %5 0,137
Adry individual uikmown related substance: max 0.5 % 0.101
The sum of all unknewn related substances: max 1.0 % 0,101
Betameraron-17-nponionar He Githime 1,5 % 0,217
Betaserazon-21-nponiosat ve lmmwe 1.0 % 0,137
KosaHilt onmrEel HeiaeHTiiikoBaHoo JoMimkn He Simme 0,5 9% 0,101
Cyua BCiX HeLieHTINDi KOBAMIIX Jodimox He Simeme 1,0 % 0,101

79 7o, 2023 Mﬁ/[;{




Ulica Danica 5, 48 000 Koprivnica, Croatia

P B El“ PU Pharmaceuticals and cosmetics, Inc.,

QUALITY CONTROL DEPARTMENT

Benyro, MiKI TA KOCMETIIEA, /L1, BIAALT KOHTPOIIO AKOCTI
sy Janina 35, 48000 Konpusmma, Nopsatis
BATCH CERTIFICATE
CEPTH®IKAT AKOCTI CEPII
Product name: BELOSALIC LOTION, cutaneous solution, Manufacturing date: 07.2023
100 ml in pump pack botile Nel
HaiiMemyBanna poiykTy: BEJIOCAJIK NOCKIIOH. poswim namxipunii,  Jata supodmimirsa: 07.2023
no 100 MA v (rakoki 3 MeXaHiMHIM TOMIOBINM po3nIUTOBatieM Nel
Batch No: 23119073 Expire date: 07.2025
Cepia Ne: 23119073 Tpiaramii ao: 07.2025
Cropimka 232
PARAMETERS REQUIREMENTS RESULTS
IMMAPAMETPH BIHMOILH PEIYVJIBTATH
CONTENT OF BETAMETHASONE 1 g of product contain
0,475 — 0,525 mig of betamethasoue, 0,500 mg'g
05,0 - 1050 %2 of the declared content 1001 %%
| KUTBKICHE BIIBHAUYEHHA | | r npenapary MicmiTh
BETAMETAIOHA 0,475 — 0,525 mr DeraMe TATOHY, 0,500 MriT
95,0 — 105.0 % Bl FIMANCHOTO HA eTKeTL 100,1 %
CONTENT OF SALICYLIC ACID 1 g of product contain
19,0 - 21,0 mg of salicylic acid, 19,93 mg'g
050 - 1050 % of the declared content 99.7 %
| KUILKICHE BIBHAUEHHA | mpenapary MicTi
KIICTIOTI CANMIUINIOBOL 19,0 = 21,0 MT KIICHOTH CATIIIIOBROL, 19,93 MriT
95,0 — 105,0 % BiJ 1 IMATEHOTO HA eTHKETI 00,7 %
CONTENT OF 1 g of product contain
ISOPROPYL ALCOHOL 352,8 — 431,2 g of isopropyl alcoliol, 3043 mg'g
90,0 - 110,0 % of the declared content 1006 %2
KUILKICHE BIIZHAYEHHA IT MpenapaTy MicTITh
CIMIFTY BOMPONUIOBOIO 352,86 —431.2 MT cNUPTY i100pOniA0BAra, 3043 MriT
90,0 = 1100 % BLT 3IHAMCHOTO HA eTHRETUL 100.6 %
MICROBIOLOGICAL PURITY TAMC: 10 cfu'g =10
TYMC: 10* efn'g <10
Prendomenas aeruginosa in 1 g: absence Absence
MIKPOBIONIOT THHA HMIICTOTA Staphylococcus aureus in | g: absence Absence
TAMC: 108 KOET <10
TYMC: 10' KOET <10
Pseudomanas aeruginose B 1 T - BLacyTHIl BigeyTwiil
Staplvlococcns aurens 8 | = BLICYTHIN Bisreyreill

# LOQ = Meka KiTBRICHOTO BINHAYEHAA

Conclusion: 1 hereby certify that the above infonmation is authentic and acourate, This batch of product has been produced, including
packaging, labeling and quality contral, and released at the above mentioned site in full compliance with the GMP requirenmients and
with the specifications in the Marketing Authorization of the inporting country. The batch record was reviewed and found to be m

compliance with GMP.

Brcsonow: LUt 0LTBepLEyTMO. WO BIUICEEAYANA gopManis ¢ gocTosipuow | Tounowo. Jlana cepis npodykty Gyim nposeiens,
RETIOUANOTI YIAKOBKY, MAPKVBAHMA Ta MEpeRipKy AXOCTI, | BINTYMeR HA BUMICBKAIAHOMY BIPOGHITIOMY sMafiMEOEY B NOREI
BimosiaHoeT 1 aisoravn GMP Ta Hopasit enemndisanii peeetpatifitore mocsirtenna kpaimn iMnoprepa. TpoTokon ua cepiio Gys

e penipermi | Brran planosimpd snvoray GMP.

Qualified Person:

1. Kaleic, M.5c. Spec.
ViosrobaKeHa ocoba:
1 Kamain, Mp.cll. crieiL
Date/Mata; 21.08.2023

B
i ikozmetild, d.
o

LUP
d.a




AEPKABHA CIIYXEBA 3 JIIKAPCBKRAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHM Y KHIBCBKI OBJIACTI

npos. Ceitinynoil Hagil, 3, mKuis, 02099, Ten/dakc; (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kon €EAPTIOY 37078774

BHCHOBOK
HPO AKIiCTh BEE3EHOr0 B YKpaiHy JikapchKoro 3acody

13.03.2025 Ne 10496/25/10

BEJOCAJIK JOCBHOH

(HofiMeHYBaHHA MIKAPCHKOTO 32C0BY IriNHO 3 PEECTPALiHIM NOCRITUCHHAM)
po3unn Aamkipumii mo 100 ma y daakoui 2 Mexavivunm moMIOBUM Ppo3nnioBauent; o 1
(IRKOHY ¥ RAPTOHKIH mavni

{thopnta BHITYCKY, AO3YBANNN, BILI HAKYBARHs stikapesxoro sacofy)

Howmep peecrpaniitioro nocainyenss UA/10872/01/01 crpox aii peecrpauiiisore nocsiguesns 01.01.2099

Cepin nikapcsxora 3acofy Ne 26570104 Kinsxicts BBe3eHOro fixapeskore sacoby 3116
Bupobuuk- Benyino, JNikH Ta KOCMETHKAE, 1.1., XOpBaTis
(naéimetynasny BUpoOHIKA NIKAPCLKAFO 3aC00Y, KPaiHa MOXO/KeH )
Bseseto B Yxpainy Cribne yKpaitcbKo-ecTOHChKE NIAHPHEMCTBO y opmi ToBapHCTRa
3 00mesenolo Bianopigansnicrio "Ontiva-®apm, JITN", igent. rox:
21642228

(nafincnysanus Ta kog 32 €JIPTIOY ropuaiymol ocobn afio npisenmie, iM's, o Garhxosi (izuuHoT
ocofiiy - migmpuenuy, 1 Micne npoxHBAHEA TA peccTpamiiimil Homep oGiKOBOT KAPTKI MMATHIKA.
noaatkis afo cepix Ta HOMEP NACTOPTE)

IIpotoxoxs pisyansnore korrporo six 05.03.2025 M 0667/19,

32 pesynbTaTaMi JEPKABHOrO KOHTPOMI0 BCTAHORIEHO, INO NIKAPCRKMI 3acif  BBe3eHo B Yipainy 3
AOTPHMAHHAM siMor 30K0HOAABCTBE LMONO 3a6e3MeteH N AKOCTI ATKAPCHKIIX 3aC0BIB.

Omira €PLOMEHKO

(isiuiam: Ta npizemne).




Pharmaceuticals and cosmetics, Ing.,

Ulica Danica 5, 48 000 Kopriviica, Croutia
BL’.H}:’I’IO., J'lil{II Ta KOCMETHKA, )L,

gy Hanim 5, 48000 Konpussig, Nopratis

QUALITY CONTROL DEPARTMENT

BT KOHTPOIO SIKOCTI

Product name:

HalMeHYRAHHA TIPOAYKTY:

BELOSALIC LOTION, cutaneous solution,
100 ml in pump pack bottle Nel
BEJIOCAITK TOCHEUOH, posunH HarnKipaHi,

BATCH CERTIFICATE
CEPTH®IKAT AROCTI CEPII

1o 100 M1y prakoHi 3 MEXaHITHIM NOMITORITM PO3IHIEOBadYeM Nel

Manufacturing date: 11,2024

Hara supotrmma: 11.2024

Batch No: 26570104 Expire date: 10.2026
Cepia Ne; 26370104 HpnaaThmi go: 10.2026
Quantity: 10.508 pes a' 100 mil Cropinga 1 3 2
KLIBRICTD: 10.508 yr. mo 100
Crvia Qi aKTHBIICTE: | T POSUUHY MICTHIL SeTaMeTasony (v Gopau annpormomaty) 0.5 mr
Ta KHCITOTII CAMLILTOROI 20 Mr
Strength of action /activity: 1 g of solution contains betamethasone (in the form of dipropionate) 0.5 mg
and salicvlic acid 20 mg
Marketing Authorizaton in Ukraine: UA/10872/01/01 unlimited
Peectparutine nmocsigaerns 5 Y xpaiai: UA/10872/01/01 xie Ge3cTpoKoBO
Conclusion of confirmation GMP: Ne 497/2023/C-1001 from 07.09.2023
Bricnonox mammepaaenna cepricpikata GMP: Ne 497/2023/C-1001 g 07.09.2023
Manufacturing authorization: Ne381-10-05/162-17-16
Jhiensist Ha BupoOHuBo: Ne381-10-05/162-17-16
Manufacturer: Belupo, pharmacenticals and cosmetics, Ine., Croatia
BupoOHix: Beayrio, JKH Ta KOCMETIIRA, A7, SOpBaTid
Manufacturing site: Ulica Danica 3, 48 000 Koprivnica, Croatia
Azpeca upetamrmea: By Jlania 5, 45000 Konpimam, Xopearisd
PARAMETERS REQUIREMENTS RESULTS
HAPAMETPH BHMOI'HM PE3VABTATIA
APPEARANCE Clear, colowress, viscous solution smelling to isopropyt aleahol. Complies
OITHC IIposopa, SesBappii, B's2Ka PUITIA 3 3aTAX0M 130MPOTIANOITY, Binosigac
VOL. o CONTAINER | Inaccordance with USP <7355 1014 ml;
CONTENT complies
QOBCAT BMICTY VITAKOBKH Ariano 3 pmvorayyy USP <7552 1014 s,
Bignoriae
pH 4.6 5.3 4.8
RELATIVE DENSITY 0,90 - 0,94 0,937
BIHOCHA I'YCTHHA
IDENTIFICATION QF The retention time of the major peak in the chromatograny obtained with Complies
BETAMETHASONE the saumple solution corresponds to the  retention time of the
DIPROPIONATE betamethasone peak in the chromatogram obtained  with  standard
sotution.
LUEHTHDIKALLSA Yac YTPHMYBAITDT OCHORHOTO TKA HA XPOMATOTPAM! BHIPOSYRAHOTo Bianonytac
BETAMETA3CHY POIUNHY MAE BIATNOBIQTIE MACY YIPHMYBAHF IIKY GeTaMeTa20Ha Ha
HUITPOTHHOHATA NPOMATOIPAM CTEIIIPTHOIO POSHILY .
IDENTIFICATION OF SALICYLIC | Violet colour Complies
ACID
THEHTHDIKALA KUCIIOTH Dronerone 30Gapies Branosizae
CAJIIMIOBOL
IDENTIFICATION OF ISOPROPYL | The retention ime of the major peak in the chromatogram obtained with Complies
ALCOHOL the sample solution corresponds o the retemtion tme of the isopropyl
alechol peak in the chromatogram obtained with standard solution,
[IAEHTHOIKALLS CHAPTY Uae yTPIMYRAIS OCHORHOTO MKA 1A XPOMATOIPAM BHIIPOSYRANIOTO Bimoniaac
ESOUPOLLOBOIO POSKIHIY MAC BIATIORYIATII TACY YTPHMYBANS TTIKV CTIINTY
HONPOTILIOBOTY HA XPOMATOIPAMI CTOHARNTHOIY POSHIY,
RELATED SUBSTANCES Betamethasone- 1 7-propionate: not more than 1.5 % <LOQ™
Betamethasone-21-propionate: not more than 1,0 G 0,132
Any individeal unknown related substance: not more than 0.5 % <LOQ*
The sum of all unknown related substances: not more than 1,0 % (0,233
CTOPOHHI JOMIIIKHU Beramerason- 1 7-poniosar sie Sisuie 1,5 % <LOQ*
Beramerazon-2 -nportionar ie Slsuie 1,0 % 0,132
Komnol oumarmrol HeilenTivpikoRatiol aoMinmr ye Somane 0,5 G <LOQH
Cyyia BCIX TSI eNTHYNROBAIIIX foMuniox e Ginpire 1,0 9 (1,233

P ax ~ UL @a\f L8 OIS /Zé/




g E E- H?@ Pharmaceuticals and cosmetics, Inc., QUALITY CONTROL DEPARTMENT
Ulica Danica 5, 48 000 Koprivnica, Crontia
Benyno, MKT ta KoCMETHRE, {1,
syit Japia 5, 48000 KonpusHi, NopsaTis

BT KOHTPO IO AKOCTI

BATCH CERTIFICATE
CEPTH®IKAT AKOCTT CEPIT

FProduct name: BELOSALIC LOTION, cutaneous solution, Manufacturing date: 11,2024
100 ml 1n pump pack bottle Nel
HaibveHyBammsa npogyxry: BEJOCATTIK HOCBHYOH, posunm namkiprmii, Hata prpobunnrsa: 11,2024
o 100 M1 y Qraxoni 3 MeXaHITHIM HOMIIOBIM posInrmopaTeM Nel
Batch No: 26570104 Expire date: 10,2026
Cepist Ne: 26570104 Upnaatnmdi xo; 10.2026
Cropiuga 232
PARAMETERS REQUIREMENTS RESULTS
HAPAMETPH BITMOI'H PEIYHLTATIH

CONTENT OF BETAMETHASONE I g of praduct contain
(0,475 - 0.525 mg of betamethasone, 0.501 mg/g
05,0 105.0 % of the declared content 100.2 %

KIZIBKICHE BIBEAMEHHSA 1 ©rpenapary MiCTiTs

BETAMETAZOHA 0,475 - (1,325 M SerameTazony, 0,501 amr
95.0 - 105,00 % BLL 2a2HANCHOTO HA CTIKCTIN 100.2 4

CONTENT OF SALICY LIC ACID I ol product contain
19,0 - 21,0 mg of salicylic acid. 20,0 mofe
95.0 - 103.0 % of the declared content 100.0 %

KITBEKICHE BUSHAUEHHS 1 1 ipermpary MICTHTE

KUCIOTY CAITLHAOBOT £9.0 - 21.0 M1 KHCHOTH CAMIPINOROT, 20,0 My
95,0 - 1030 % B 23HAUEHOTO HA CTHRETIN 1000 %,

CONTENT OF t g of product contuin

ISOPROPYL ALCOHOL 352,8 - 4312 mg of isopropyl wleohol, 3919 mglg
90,0 - 1100 % of the declared content 1000 %e

KEILKICHE BUSHAULES 1 F rpemapaty MicTiTnL

CIHAPTY 130ITPONLIIORBROTIO 3528 - 4312 Mr emmpTy DONPOMIIOBROTO, 291.9 M
90.0 - 1100 % B 3031AUeHOTO A eTIIKeTIL 100.0 %

MICROBIOLOGICAL PURITY TAMC: 10" efulg <)
TYMC: 10! cfu/g <10
Pseudomonas acruginosa in 1 g: absence Absence
Staphylococeus aureus in 1 g: absence Absence

MUPOBIOJONTUHA YHCTOTA TAMC: 1P KYOnr <40}
TYMC: 10 KYO/r <)
Pseudomonas aeruginosa B 1 1T - eyt Bigeymiz
Staphylococeus aurens 8 1 1~ BIHCYTHSN Buacyras

*LOQ - Meka KIALKICTIOND BIDHATCHIS

Conclusion: T hereby certify that the above information is authentic and accurate. This batch of product has been produced. including
packaging. labeling and quality control, and refeased at the above mentioned site in {ull compliance with the GMP requiremients 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,

Birenosok: LM MEATBepORYEMO, MO BIMEBKAsAHa IpopManyt ¢ Z0cToBIipHOL: 1 Tounoto, Ilata copist IpoxykTy Gyia npopegers,
BRBOMAIONIT YIIAKOBKY, MAPKYBAHIA T4 HCPCBIPKY AKCCT], | BHIIVIICHS Ha BHIUBKASIHOMY BIPOGHIMOMY MalLIalMIIKY B HOBAIT
BlANOBiAHOCT 3 BiMoramu GMD ta Hopaay crieundixanil peectpatiiioro nocsliiMennd kpain iMmoprepa. porokeit Ha cephio
Bvp ricpepipennit i RusRaoil BuLLOBIRIM BMoray GMP

Qualified Person:

T. Kaléi¢, M.Se.Spec.
YHoBHOBAKEHA 0cO0a:
T Kanymy, mp.cit. crien
DateJlara: 27.11.2024




JEPIKABHA CJIVIKBA 3 TIKAPCHKHX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHKAMU Y KHIBCHKIA ORJACTI
npog. Ceitmiarol Haail, 3, M.Kiis, 02099, ten/takc: (044) 576-40-41
E-mail: dls.kof@dls.gov.ua, Kog COPIIOY 37078774

| BHUCHOBOK _
HPo AKICTH BBE3eroro B Yipainy nikapchbKoro 3aco6y

01.01.2025 ‘N 69209/25/10

________________________ BEJOCAJIK JOCBHOH.

(mafiMeHyROHHE TikapcbKOro 3acoby rigHo 3 peecTpaniifis nocsinyennan)
po3uiH Hamkipuuit mo 100 su y Paaxoni 3 MexaHiyHHM HOMIOBHM PO3MHIBAYeM; Ho 1
(GJIAKOHY ¥ KAPTOHRIMH 1ravit
{fropmMa BUNYCKY, SOIYRINNA, BI NAKYRIHAA Aikapcrxoro 32cofy)

‘Honep peectpaniitsaro noceiaventn UA/10872/01/01 cipox il pecerpauiimoroe nocniguenss 01,01,2099
‘Cepix gikapcskoro sacoSy Ne 25942074 Kinekicts BBe3eiI0TO Mikaperroro 3acody 4284

'BupoSHHK Benyno, MK Td KOCMETHKa, 1.4,.; XopBaris _
{uaiiMenyranus BpobuiKa Nikapoeroro sacoly, kpuila MONOAHCHHN)

‘Beeacko & Vipaliy CninnHe yRpaiHCEKO-eCTOHCHKE RIANPHEMCTRO Y ¢opMmi ToBapucTRa
3 ofMexkenolro pinnopiganssicTio "Onrima-Papm, JITH", inenr. wox:
21642228

(Haiimeryeanus Ta kog 3a EAPIOY wpuauunol ovobit adio npisanuie, iv'a, ro Garakosi iasnMol
ocofiit - ninaphesud, i Micue RPOKIBAIHL T2 peccTpauiiinnii HoMep obxixoECT KRPTRII IAITIHIKA
nozarkie ao cepia Ta HoMep nacnopTi)

‘IpoTorea Bizyansnoro wourpome six 30.12.2024 Ne 4141/15.

‘33 pelyIsTATAMH JC[KABHONG KOMTPOAIO BCTAHOBNEHO, MO JHKAPCHKMID 3aci6. BReseno & Yipainy 3

MOTPHMAHHAM suMOT 3AKOHOAABCTEA 0RO FabesrnedeHun AKOCTI ﬂixapcm:x-sacoﬁi&

i dpon 7, Bixtop CTE®KIBCHKWM
dedGa oprolid acpa {inidinnd Ta npizamiie)

i RLGHTTGE
N l{aﬂrll'm Ex




BELUPOD pramacouticats and cosmetics. tnc. QUALITY CONTROL DEPARTMENT
Ulica Danica 5, 48 000 Kopriviica, Croatia
Beavino, Ak 1a KOCMETHKA, L.,
Byn. Jamina 5, 48000 Konpusuig, Xopsatis

BULANT KOHTPOJHO SKOCTI

BATCH CERTIFICATE
CEPTUDIKAT SAKOCTI CEPIT

Product name: BELOSALIC LOTION, cutancous solution, Manufacturing date: 07.2024
100 mlin pump pack bottle No

HaitwenyBaums nposykry: BEJIOCAJIK NOCHHOH, posunn namipriii, Heera wupoSunrorra: 07.2024
110 100 M1y QUIakoHi 3 MCXAHIHAM TIONTTOBIM PO3ITHITORAYCM Nol

Batch No: 25942074 Expire date: 00.2026

Cepis No: 25942074 Fprarnmii no: 06.2026

Quantity: 10530 pes a' 100 m] Crropiuka § 32

Kiabkicts: 10530 yir, o 100

Cuna gitfaxrasaicrs: 1 posynny Micrurs Geraverazony (y Gopui gauponionary) 0,5 smr
T KMUCIOTH cwiumool 20 Mr

Strength of action factivity: 1 g of solution contains betamethasone (in the form of dipropionatwe) 0.5 mg
and salicylic acid 20 mg

Marketing Authorization i Ukraine: UA/I0872/01/01 unlimited

Peccrpaniiine noesizuenint 3 Yxpaiui: UA/10872/01/01 afe Geserpokoso

Conclusion of confirmation GMP: Ne 497/2023/C-1001 from 07.09.2023

Buenosor nixrsepsoxemy ceprudicara GMP: Ne 497/2023/C-1001 1iy 07.09.2023
Manufacturing authorization: Ne381-10-05/162-17-16

Jlinewsis wa supotrmeso: No38 1-10-05/162-17-16

Manufacturer: Belupo, pharmaceuticals and cosmetics, Toc., Croitia

Bupotuuk: benyno, siky ta kooMmernka, ., Xopearis

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

Anpeca supobuursa: sy Janina 5, 48000 Konpushung, Xopsaris

PARAMETERS REQUIREMENTS RESULTS
HAPAMETPH BHMOTH PE3VILTATH
APPEARANCE Clear, colourless, viscous solution smelling to isapropyl alcohol. Complies
OITHC Iposopa, Seadapsia, BS3KA PLAGIA 3 3a0X0M 1301PONANONY, Bizmrosinac
VOLUME OF CONTAINER | Inaccordance with USP <7552 1.6 mi;
CONTENT complies
OBCAT BMICTY YITAKOBKIL 3rimo 3 sisoram USP <7553 1016 M
Bignosiac
pH 4.6 - 53 4.8
RELATIVE DENSITY 0,90 - 0,94 0,937
BHIHQCHA TYCTHHA
IDENTIFICATION OF The retention tinwe of the major peak in the chromatogram obtained with Complies
BETAMETHASONE the sumple solution  corresponds o the retenton time of  the
DIPROPIONATE hetamethasone peak in the chromatogram obtained  with standard
solution.
VIEHTHMIKALLS Mac yIpHMYBANIE OCHOBHOTO Tika 1R XpoMaTorpami sumpobyranara Biaroninac
BETAMETA30HY POBUHEY Mu€ BIANOBINATIN Yacy VIpuMyBasns 1iky Geramerazom ua
AVITTPOLTIOHATA XPOMATOID@ME CTAHAPTHOIO POKHHY.
IDENTIFICATION OF SALICYLIC | Violet colaur Complies
ACID
[AEHTHOIKALLL KHCAOTH Dioserone 3ubapsanens Biiosijae
CAJILIIOBOIL
IDENTIFICATION. OF ISOPROPYL. | The retention time of the major peak in the chromatogram obtained with Complies
ALCOHOL the sample solution corresponds o the retention time of the isopropyl
alecohol peak in the chromatogram obtained with standard solution,
Yac yrpuMyBalng ocHOBIORO Tika Ha XpoMaTorpami sunpodyeanoro Biznonizae
PORUMHY MAC BIANOBIAATH Gacy VIPASsYBANIS MKy coupry
130NPOTHIIOBOIO. Hy XPOMATOTPAMI CIATLARDTHOIG POIHITY.
Betamethasone-17-propionate: not more than 1,5 % <LAQ™
Betamethasone-21-propionate: not meore than 10 % <LOQ*
Any individual unknown related substance: not more than 0.5 % <LOQ*
The sum of all unknown refated substances: not more than 1.0 6% <LOQ*
Berasierasou-17-npottionar He Glaswe 1,5 % <LOQ™
Beraserazon-2 -nponionar ne Hinnme 1,04 <LOQ*
Kownol ofuamanol neigenmiudixosaiol posiing e dinnie 0.5 G LOQ*
Cynma peix neijenradixosanyx aomimox ne Gianme 1.0 $ <LOO*
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Pharmaceuticals and cosmetics. Inc., QUALITY CONTROL DEPARTMENT
Ulica Danica 5, 48 000 Kopriviica, Croutia
Beayno, JiKH Ta KOCMETHKE, 7171,
pyn. Jlasina 5, 48000 Konprsunis, Xopsatis

BIIALT KOHTPOTIO SIKOC T

BATCH CERTIFICATE
CEPTU®IKAT SIKOCTI CEPIT

Product name: BELOSALIC LOTION, cutancous solution, Manufacturing date: 07.2024
100 ml in pump pack bottle Nel
Hailsmenypanis npoayKry: BEJIOC AJIK JTOCHIOH, poswui salukiprm, Hard pupodumarsa: 07.2024
o 100 yo1 y draxoni 3 MexativusM OMIIOBHM POIILIIIOBAYEM Nel
Batch No: 25942074 Expire date: 06.2026
Cepis Ne: 25942074 Mpyaatnuit 1o0: 06.2026
Cropiuxa 232
PARAMETERS REQUIREMENTS RESULTS
ITAPAMETPH BRMOI'H PE3IYVIABTATH

CONTENT OF BETAMETHASONE I g of product contain
0,475 - 0.525 mg of betamethasone, 0,508 mg/g
95.0 - 103.0 6 of the declared content 101.7 %

KITBKICHE BH3HAYEHHA | rupenapary sicTiTh

BETAMETA3OHA 0,475~ 0,523 M GeraMeratony. 0,508 Mrvr
08,0~ 105.0 % RBiZ 3a3HAYCHOTO HA CHHKCTI 1017 %

CONTENT OF SALICYLIC ACID I g of product contain
19.0 - 21,0 mg of salicylic acid, 19.78 mg/e
95.0 - 1053,0 % of the declared content 98.9 e

KIABKICHE BH3HAUEHHSA 1 rpenapaty MiCTHTD

KHCIOTH CAJILHNOBOT (9.0 - 21,0 MI KHCHOTH CATNIAOBOT, 1078 My
G50 - 103,0 % B 3a3HAYCHOTO HA SYHRCHTT 98.9 %

CONTENT OF I g of produet contain

ISOPROPYL ALCOHOL 352,8 - 4312 mg of isopropy] alcohol. 392.2 mg/g
90,0 -~ 110,00 % ot -the declared content OO L

KLKICHE BH3HAYEHHS I rnpenapaty Micrath

CHHPTY B3OMPOHTINOROIO 3528 - 4312 MU cnnupTy BONPORinoRoro, 392 .2 My
00.0- LLO:0 S Bin 303HAMCHOTO B CTURETIL 1001 %

MICROBIOLOGICAL PURITY TAMC: 107 ctu/g <10
TYMC: 10! ctu/e <10
Pseudemonus uernginosa in 1 g: absence Absence
Staphylococeds anreusin 1 g: absence Absence

MIKPOBIOAOUIYHA HHCTOTA TAMC: 107 KYOir 1]
TYMC: 10 KYOr <10
Pscudoimonus aeruginusd 81 1 BIACYTHA Biacytiid
Staphvlococeus aurets 811 - BIACYTHA Biacysna

OO - Mexra KiNLRICHOTO BUIANCHIR

Conclusion: T hereby cerlily that the above information is authentic and accurate. This batch of product has been produced, including
packaging, labeling and quality control, and releused at the above mentioned site in full compliznee with the GMP requirements and
with the specifications in the Marketing Authorization of the importing country. The batch record was revicwed and found to be in
compliance with GMP.

Bitcnosok: LI NIATSEp mye Mo: 110 ByiHieska3ana [HopMalts € A0CTOBIPHOIo | TONHOLW, Jang cepis npoaysTy Gyan nposeiea,
BRAIOMAIONIL YIAKOBKY, MAPRYBAHHA Ta HCPCBIPKY AKOCT, | BHILYINCHY Ha BHICBRASIHOMY BUPOGHIOMY MaiLIHAIHKY 8 NTOBHIT
BirnoBiAHoCT 3 srstoravy GMI? Ta Hopsayit cuenndixalii peecTpaltiiinoro noCsieHIB kpaiHy IMHopIepa, [Tporokoi Ha cepito
Gys nepepipennii i susnaniit sianosius sumoray GMIN

Qualified Person:

1. Kalcié, M.Se. Spec.
ViiosHosREHa 0coba:
[ Kamaw, sip.cit enery
Date/lara: 30.08.2024
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