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Z[EP}KABHA CJIYKBA 3 JITIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KNIBCBKIA OBJIACTI

npos. Ceitmmanoi Hapii, 3, m.Kuie, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls ko@dls.gov.ua, Kox €JIPIIOY 37078774

nEE BHCHOBOK

PO AKICTH BBE3¢HOT0 B YKpaiHy JikapchKoro 3aco0y

05012024 Ne 67388/24/10

YI'PECOJI

(HaMMEHYBaHHA JTIKApCHLKOTO 3aco0y 3rifiHO 3 peecTpalifiHuM IIOCBITIEHHSAM)
A0chioH 10 % mo 30 M y duraxoni, mo 1 c]ma:conLB KapTOHHIH Kopooui

(bopma BunycKy, Ro3yBanHS, BUX NAKYBAHHS JTiKaPCHKOTO 32C00Y)
Homep peectpaniiinoro noceinuenus UA/8219/01/01 CIPOK JAii peectpaniitnoro noceimueras 01.01.2099
Cepis nikapcbkoro 3aco6y Ne 23 K22 Kinpkicts BBe3eHOro0 mikapeskoro 3acoby 15649

Bupo6uuk Dapmacaiinc Ink., Kanaga

(HafiMeHyBaHHA BUpOOHHKA TIKapcpKoro 3acoby, KpaiHa TIOXOIXEHHA )

Beeseno B Ykpainy ixnpuemcTBo "®apmacaiinc Yxpaina Iak", inenr. xon: 22900900

(HafiMeHyBaHHA Ta ko 3a €IPTIOY FOPHUANYHOI 0cobM abo mpisBuILE, iM'st, MO 6aTHKOBI (hi3HyHOT
0CO0H - miAnpHeML, T MicIle IPOXUBAHHA Ta peeclpaumrlm HOMeEp DﬁJIlKDBDI KapTKH IIJIaTHHKA
OAAaTKIB 200 cepis Ta HOMep NacnopTa)

[IpoToko.n BisyansHore kourpomo ix 05.01.2024 Ne 4290/1.

3a  pesyIbTaTaMd JEepXaBHOTO KOHTPOIIO BCTAHOBJICHO, IO JIKapchkui 3aci6 BEezeHO B Vipainy 3
AOTPUMAHHAM BHMOT 3aKOHOJABCTBA 00 3a6€3MeYe s AKOCTI JIIKAPCHKUX 3ac06iB.
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Certificate of Analysis / Ceprudikar sikocti No M2330830 ~ 23K22

~{ Product £ FlpoayxT: UGRESOL, lotion of 10% 30 ml in a bottle, on 1 bottie in @ cardboard box / _

o B S YI'PECOIT, nocsitoH 10 % no 30 mn y thnakoHi, no 1 hnakoHy B8 KapTOHHIN Kopobui
Rag’istfaﬁoﬁfenificate !/ Peectpauinne [Mocsinuenns Ne UA/8219/01/01 of / Big 20.02.2018:
Valid till / repmin aii Valid until: unlimited registration / flie fno: 6eacrpokoea peectpauin
Batch number / Cepia No 23K22 HAE '
Quantity . in a batch / KinbkicTs NpoAykLUii 8 cepit 16 149 packages / ynakoBok

_Manufacturing date / [lata BupobruLtea | 08.2023
- |.Expiry date / Tepmix npuaatrocTi | 08.2025

| Name, location ‘address, license number (GMP) of the | Pharmascience Inc., 6111 Royalmount Avenue, 100, Montreal, Quebec
production 'site and quality control / Hasea, appeca |H4P 2T4, Canada / QapmacaiHc IHk, 6111 PoanMaynT AseHio, 100,
MICUE3IHaxoKeHHs, HOMep niueHsil (GMP) BupoBruuor Monpeans, Ksebek H4P 2T4. Kaxapa.

-ANbHALIL KOHTPONIO siKoCTi: License / fliensia No100241-A -
- L1esting standard / Crannapr Tecrysanns USP, EP, in House 7 ®apmakcones CLUA, €@, MeToankn BUpOOHUKa
B o T T Specification / Creundikawia Result / Peaynkrar Method / Meron
" Description / Onwuc White creamy lotion without lumps or grains with |Conforms/Binnosigac Organoleptic method /
a characteristic faint odor of benzoyl peroxide / OpraxonenTtuyHui MeTon
binui kpemonoaibHui nocsiiol 6ea rpyao4oK
ab0 KPYNUHOK 3 XapaKTepHUM CNabkuM 3anaxoM '[
OeHsoiny nepoxkcuay.
pH . 2,8-606 3.9 USP / ®apmakones CLUA <7915
Filling volume 7 O6'em The average volume of 10 containers should not 30.1 mi/ mn USP / ®apmakones CLLA <755>
HanoBHEHHSA be less than that indicated on the package, and '

there are absence containers with a volume less
than 80% of that indicated on the package /
Cepeatii 06°em 10 koHTeliHEDIB He noBUHEH
Oyt meriwe 3asnavuenoro Ha ynakosuy, | Ges
XKOAHOTO KOHTeWHepa 3 06'eMoM MeHLwe 90%
Bifl 323HAYEHOIO Ha ynakosLli.

Identification of benzoyi RT in sample preparation conforms to that in Conforms/Bignosinae| USP /®apmakones CLLIA<621>
peroxide / |nentudikayin slandard preparation / Yac yrpumysanss niky Monograph of Benzoyl
6ensoiny nepokcuay 3paska noBUHeH BianosigaTy Takomy ans Peroxide Lotion / MoHorpadis
s CTaHaapry. «beH3oiny nepokcuay
S _ | TTIOCbIAOH»
Assay of benzoyl peroxide / 9,5-10,5% 10489 % SP /®apmakones CLUA<621>
KinwkicHui smicT Gensoiny | (95-105% of labeled amount / BIf KiNbKOCTI, onograph of Benzoyl Peroxide
nepoxkcuay BKa@3aHOl Ha ynakosLy) otion / MoHorpadia «bewsoiny
W : ePOKCHAY NOCHHOH»
Impurities / CYoporHi gomiwiki (on the active USP /dapmakonen CLLA<621> |
substance content / sig BMICTY AilO40T peuoBunm) | _ i
Benzoic acid / BenaonHa kucnoTa NMT / He Binblue 25% 2265 % Monograph of Benzoyl
Ethyl benzoate / Etun6ensoar NMT / He Ginbie 1% 0.01 % Peroxide Lotion / MoHorpadpis
Benzaldehyde / bexsansperig NMT / He Binswe 1% 0.01 % «BeHsoiny nepoxcuay
Total content of other impurities / Cymaphusi emicr | NMT / He Ginbwe 2% 0.05 % JIOCBHAOHY |
IHWIAX NOMILLIOK ' | &
Microbial limit tests / The test is not routine (to do once a year) USP / ®apmakones CLIA <61>
MikpoGionoriunxa 4YUucroTa TECT He € pyTUHHUM, NPOBOAUTLCA OAUH pPa3s Ha pik
Total viable aerobic microbial count / NMT / He Binswe 10°CFU/ KYOin/s81 | <40 CFU/m¥/
3aranbHa KinbKicTs XMTTe3aathux | mi/ Mn KYO/mn
aepobrux MikpoopraHiamie
Total yeasts and molds coun / 3ara- | NMT 7 He Ginbwe 10' CFU/ KYOin/a1 | <10 CFUmI
NbHA KINbKICTL ApDKAXia Ta nnicHasul mi/ mn _ KYO/mn il
| St aureus Absence in / BiacyTHictb 8 1 mi/ Mn Absence / BiacyTHi

|_Ps. aeruginosa Absence in / BigcytHicts 8 1 mi / mn Absence / BincyTHi

Conclusion: UGRESOL, Totion of 10% 30 ml in a bottle, on 1 bottle in a cardboard box fully compliant to the In House standards. and the
requirements of the US Pharmacopoeia and the European Pharmacopoeia / BucHosox: YI'PECON, noceiio 10 % no 30 mn y tnakowi, no.
1 bnakoHy B KapTOHHIN Raﬁoﬁui BiAnosigae cneuudikallii BUpOBHUKA, BUMOTaM ®apmakonei CLUA Ta EsponeitcuKol thapmakonel.
Certification Statement: | ' [ ion i | is seri _ )
packaging / labeling) and quality control was carried out in full compliance with GMP requirements, established by the local regulatory
authority, as well as in accordance with the specifications contained in the registration dossier. Production, packaging and analysis protocols
have been revised and GMP compliance established / 3asBa Npo cepTubikauiio: UM 8 NiaTBepaXyY, WO HaseaeHa svule indopmauin e
AOCTOBIPHOIO | TOuHOW. List cepis npoAykuit Byna eupeBaesadaknioyaoun yNakoBKy/MapxyBaHHg) | nposeaeHui KOHTPROML 1T AKOCTI B NOBHIN
BianosigHocTi Ao sumor GMP, WO BCTaHOBNEW SHAHEBUM Do ATOPHUM OpraHom, a~Ta, QR ¥ BIQNOBIAHOCTI 3 cneuwdikauiamu, wo
MICTSATHCS B PEECTPALINHOMY AOCHE. MpoTokop# o My BKH Ta akanisis ‘k AdYZi MRCTaHOBNEHO BiANOBIAHICTs GMP
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Authorized supervisor of the Quality Cof & : SCIENCE : "3 . L "’5
YnoeHosaxeHa ocoba sinniny KoHtporf e *R. Friegman / P. ©piaman
= | _ 6111 Royalmount A{pt 514) 342-7764
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