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;;
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Biraniit BOHJJAPEHKO

{ininizaw Ta npiasie)
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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
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