JEPJKABHA CJIVIKBA 3 JJIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHU Y KHIBCHKINA OBJACTI

mpos. Ceitauunoi Hanil, 3, M Kuis, 02099, ten/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Ko €APTIOY 37078774

BHCHOBOK
PO AKICTH BBE3€HOI0 B YKpaiHy JiKapchbKoOro 3acody

19.03.2024 Ne 11354/24/10

YI'PECOJ

(HafiMeHyBARHA AIKAPCRKOTO 3ac00y 3TIAHO 3 peeCTPaLlifHUM MOCBITUCHHAM)
Joceiion 10 % no 30 ma y daaxoni, no 1 gnakony B kapToHHil xopobui

(dropma BHMYCKY, AO3YBAHKEA, BUA HaKYBAHHA NIKApChKoro 3acoby)
Homep peectpanifinoro nocsizuerns UA/8219/01/01 crpox nif peecrpaniitnoro nocsizuenna 01.01.2099
Cepis mikapcskoro 3acefy Ne 23119 KiNLKicTs BBE3EHOTO Nikaperkoro 3acoby 15252

BupobSnuk Dapmacaiine k., Kanaga
{nafMenyBanna BUPOOHHKA NIKAPChKOTO 3acoly, KpalHa HOXOINKEHHA)

Beeaero B Vkpainy Hignpuemcrro ""®apmacaiine Ykpaina Ink", igent. woa: 22900900
(rajiMenysanHsa Ta kox 3a €APIIOVY ropumrunoi ocofn abo npiseuie, iM'a, 1o GaTbKoBi dizmdmol
0co0W - NIANPHEMLE, 1i MiCUe NPOXHBAHHA Ta PEeCTPaiifRui HoMep o6MiKoBOT KAPTKH TUIATHHKA

noaatkis @60 cepis Ta HOMep TacnopTa)

[TpoTokon eisyantuoro xonrpoaio sig 19.03.2024 N 0500/1,

3a pe3ynbTaTAMHM  JIEPKABHOTO KOHTPONK BCTAHOBNIEHO, HI0 JiKapchkHil 3acif  BBeseHo B VEpaiwy 3

MOTPHUMAHHAM BHUMOT 3aKOHOZABCTBA U010 3a6€3MIeYEHHA AKOCT] JKapChKUX 3acolib.
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pharma
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science
4 breed apart
e _Certificate of Analysis / Ce
Product { Mipoayxr

1 UGRESOL, Iohon of 0% 30 mi'5'a bottle. on & boitl
L ¥IPECOM, nockiton 10 % no 30 mn ¥ Rnaros. no 1 Nakowy B xanTouHiR xopoluf

prigikar arocti No M2356576 - 23019
e In a cardboard box /

“Registralion Carbficate / Peccrpaipimns Focsiauenna
Vaid 1l / vepuin g

- Ne UA/B219/07/01 of / sig 20.02 2018,

Vahd unfil. unlimited registration / fie po: BescTpokona peecTpauin

_Baict number 7 Cepin Ne

TR

Luantity in a batch / KinekicTe 1poaysii B cept

. Manufactuning date / 1ata supobivutees

. 16 252 packages / ynakosog

0% 2023

xpiry date / Tepmi npuaarincn o

05 2008

- HWame, location address Jicense number {GMFP of the
cproduction site and gualily conlrol 7 Hassz, aapeca
MICUSSHAXO/IHEHHA, ROMBD NiLensi {GMPY Bspobhuanl
LML | KCHTPOMO SROCTL

Pharmascience |
H4P 274, Canada !/ ®apumscanus jux,
Morpears, Keelier HEP 2T4, Kanana,

| License / Niuensia No10G241-A

ne., 5111 Royaimount Avenue, 100 Montreal, Buebes
6111 Pornmaywt Asesso, 100,

_esting standard / CYangapy TeCrveanis

USP_EP in House 7 Gapmarcnen CLUA. ©6. meranmm BipobHIKa
Test! Tecy

Specification T Cneundikam Resu&i Peaynnrar Method / Metog

Description / Onuc White creamy fotion withoul lumps or grains with |Conforms/Bignosinae) Qrgancieplic method
a characteristic faint odor of benzoyi paroxide / CRrancnentinmmd meTo|
Binuit ipesonoaiBumil nocLion Bea FRYRGHDK
aB0 SPYTHIHOK 3 XAPEKTEPHWM CraBinm 1anaxom
Benaoiny tepancnay.
- pH 2.8 ~58 4.0 USH / Dapmakonea CLUA <7015
Filling volume | 587w The average volume of 10 containgrs should fol 302 b/ am LiSP / wapmakonen CHJA <755+
HANOBHEHHA be less than that indicated on the package, and

thare are absence containers with a volume less
than 90% of that inddicated on the packsage /
Cepensin 08 en 10 xOMTERBEDIB He NOBUHGH
DYTH MEHUE JRINFUEHOIO HE yRaxoaLy, | Bes
HOAROTO KOHTeWKena 3 ob'emom medwe 50,
Bifl ITIHAUENOIO HE YOAKOBLL

RT in sample preparaton corforms 10 et i1
standard preparation / Yac yrpumysanns nisy
INAIKE NOBYHEH BIANOBILATIY TAKDMY %

identification of benzoyi
peroxide / Inentudhixauin
SeHaainy nepokoway

Conlorme/Bianoaipae] USE aprarenen CLIATRI T
Monograph of Benzoy)

Peroxide Lotion / Monorpathin

CrauAapTY s BEHStINY neposeagy
NODLRGHY
Assay of benzoyl peroxide ! | 8 5-10 5%, 1047 % USP /bapmarones CLUA<EZ T
Kinekicnni smict Bendoiny | (95-105% of labeted amourt / B KINbKOCT], Fonngraph of Benzoyl Peroxide
HEpOKCHAOY BRAIBHGT HE YIIBHOBL) Lotion 7 Moworpadis «Benaoiny
N FEDOKCIAY NOCHIEOHS

Impurities | Croporm] gomiika (on he ative USP ieapmaxanes CillA<G2 1=
subistance content / iy BMICTY Ailyo? PEMOBRHE} )
Benzoic acid / Bewodxa xuenora NMT / He Sinewe 25% 2265 % Monegraph of Banzoy
Ethyl benzestes f Etunfensoar NIT 7 He Sinsie 195 0.01 % Peroxide Lotion 7 Moworpadua
Benzaldehyde / Bensansnena NMT / He Ginswe 1% 0.01 % «EBHI0INY NEPoKEAY
Total content of other impurities / Cymapana amicr | NMT / He Binsiwe 2% 002 % FOCHAGHR
LMK OMILIoR

Microbial Timit tests 7
Mikpobionioriinag wscrora

Total viable aerohic rmc obiat courd 7

The test 18 not roctine {io do once a year;
TEOT HE © DYTUHHUM. N1POSOANTLCH CiUH paa HE DI
NMT f He Silsile 107 CEL 7 KYDn /e 1 < 10 GFUimlf

. USP ! ®apmakonen LA <G 1>

3aranena KEThKICTL MATTE 30ATHMX it f ran Ky Cian
aspobuny mikpoopraniavia .

Total yeasts and moids coun/ 3ara- | NMT / He Sinswe 10° CFU7 X¥Oinra ! | <14 CEWmE
Nuna Knekicrs Apikpais Ta nnighase mifmn T KYun

St aureus Absence ! Bigoyrsi
Fs, agruomosa Absence in/ BiacyTHicta 8 1 mi/ mn Absence / Bincytni
Conclusion: UGRESGL, Totion of 70% 50 mi in @ bokle, on § boma i a cardboard box Tully compliani fo the | House siandards, and e
requrements of the US Pharmacopoeia and the European Pharmacopoeia { Buenosox: YIPECON, AGChAoH 10 % no 30 My dnakosi no
1 hnakody § xaproukil xopobL) sianosiase cnevnthiraull BupoGrura, suioras hapmakonel GLIA & Caponenchkol rapmakonei.
Certification Statement | hereby ceriify ths! the above nformation is true and correct. This serdes of products was preduced {including
packeging / labehng) and guality control was carmied ouf in compliance with GMP requirements, established by the locat regulatory
authority. as well as in accordance with the specifications contained in the regstration dossier Production, packaging and analysis protocols
have been revised and OMP complance estabhshed / Sassa B0 CepTURALUIN. 1M A NIATBEPRXYIC, WO taBRacHa auiLe iHchopMmauis ¢
SOCTORIDHOIO | TowHow LiA cepia npogyswil Hyna supobnexa (armouamun YIBHOBRYMBRLYRSHHA) | APOBEREHUHA KOHTPONE 1T AKOCT B NOBMIG
BiANOEAHOCT 40 sunor GMP, wo scranoaned: MICLEBAM DEFYNATOPHIM OpraHom. a JRKOK. Y BIGNOBIGHOGTI 31 cneyndbmatiamy, 1o
MICTATRCSH B PESCTDELIRHOMY AGCHE . MpGToren BRODHALTRE, YRAKOBKN T8 ZHAMNIY ﬁyﬁ&_ﬁiéigernmgwi BCTEHOBAEHO BnoBInHicTs GMP

g !,_,‘.Mﬂ o
Authorized supervisor of the Guality Contral Depariment k{é%&,@ e
Yrouropokena 0coba sinainy KoTpono AkoeT T e =3

Lo S iedman / P, ®piaman
- 6171 Rayaimaount Avene Montreal iQuebec:  HAF T4 Yo {514 3801114
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