Jlikapcokhit 3aci6: JEPMA3OJI® ITIOC
Medicinal product: DERMAZOLE® PLUS

Hiw

ai pesoBin:

Active ingredients:

Pecctpanitiue nocsigaennsa:

Kusum Healthcare Pt Ltd.

CEPTUDIKAT SIKOCTI
CERTIFICATE OF QUALITY

AR. M: FG/1515720
Jara /Date: 19,12.2620.

o6ononxod; no 1 GuaxoHy B kapToHNmiit yirakosui

1 bottie in a carton package
Keroxonasony 20 mr

mamnyns, no 100 ma y duraxoui, kpameuka sxoro ofTarnyra naiskosoio

Shampuo, 100 ml ina bottle, neck bottles cavered with shrink wrapped cap;

48 % cycnensis yuiky niputiony y soai y riepepaxysarui na unsicy nipurion

10 mr
Ketoconazole 20 mg

48 % zinc pyrithione suspension in'water equivalent to zine pyrithiohé 10-mg
Ne UA/7632/01/01 Bin 24.06.2016, vepmin ai¥ peecrpauifinoro noceinvenus

neobmemennti o
Registration Certificate: Ne UA/7632/01/01, 24.06.2016, Registration Certificate validity Is unlimited
Jlitensix na BHPOGHULTBO Ne: Raj2354
Ceéprudiicar GMP Ne: 001/2018/GMP .
Bupofuux: Kycym Xearxkep et JIta, Ingin
Anpecs papofunxa: CI1:289 (A), PHKQ Innacrpian apes, Yonanxi, Bxisani, Hicr. Ansap
(Panmacran), Inaix
Manufactured by: Kusum Healtheare Pvt Ltd, India
Address of manufacturer: *SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan),
India .
Cepis: Ne 2003285 Poamip cepii: 12000yn. Hara sur.: 11/2020 Hincrmit so: 10/2023
Batch: Batch Size: D/M: D/E:
N IloxasaTeay KavecTsa Tpebonanns Pesyastatsl’
Tests Reguirements anaAnI0n
Results
1 | Onucanue Bsaxas sKHJKOCTH PO3OBOTO 11BETA €O CENNIYSCKUM JATAXOM, Coporeercrayer
Description Pink coloured viscous liquid with specific odor. Complies
2 | Haenradukauus
Kemoxouason [Tukn KeTOKOHA30MA HA XPOMATOrpAMMAX ucmbimyemo20 W cmandapmnozo | Coormercrayer
pacmeopos, NONYICHHNX NPH KOXMICCTRCHHOM ONpPEICJEHHH KETOKOHA30M8,
JOMKHB! COOTBEICTBOBATH NIO BPEMEHA- Y ePiKnBaRHS,
L{unka nupumuon KawecTserras peakuyy B HOHE HHKA, Coorsercrayer
Bymunzudpoxcumonyon Tlukm  GyTHNTMRpPORCHTONYONZ HA  XpoMerorpaMmax ucnbimyesoze # | Cobtbercrayer
CMAardapmnoz0 pacmeopos, NOXYHCHHEIX NPY KONHICCTBOHHOM ONPELENCHAN
GYTURTHAPOKCATONYONA, AOSKHE! COOTBETCTBOBATY 110 BPEMEHH YAEPRHBARHS,
Honco 4R CrexTp NOTOIEHMA MCYBITYEMOrO pactaopa B obmacrth ot 400 no 600 mM | Coorsercrayer
AOMKEH NMETEH MAKCHMYM NOTTOLICHHT TIpY 5064 un.
Identification
Ketoconazole The retention time of the peaks of Ketoconazole on the chromatograms of sampfe | Complies
solution and standard solution, obtained in “Assay of Ketoconazole” should
correspond.
Zine pyrithione Zinc jons qualitative reaction. Complies
Butylated hydroxytoluerie The retention fime of the peaks of Butylated hydroxytoluene on the Cbmpliw
chromatograms of sample solution and standard solution, obtained in “Assay of
Butylated hydroxytoluene™ should correspond.
Absorption spéctium of sample solution in wavelength range 400 — 600 nm
Ponceau 4R should have maximum absorbance at 50624 nm: Complies ‘
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Jlixapebknii 3a¢i6: JEPMA30JI® ILIOC
Medicinat product: DERMAZOLE® PLUS

Kusum Healthcare Pot. [1d.

Q

oGononkoo; no 1 paaxory B KapTonHil ynaxosui

wamnyb, no 100 ma y.Qaaioni, kpumeuxa srdro o6TAruy T2 naiskosow

Shampoo, 100 ml in a bottle, neck botties covered with shrink wrapped cap;

1 boftle in a carton package
Cepiz: Ne 2003285
Baich: .
3 pH Or 5,0 xo 8,0. 6.22
pH 5.0t08.0 6.22
4 Macea onsioro Or 1,035 no 1,055 r/mn 1.047r/an
MHJIAHJARTDA
Weight of 1 millilitre 1.035 to 1.055 g/l 1.047g/ml
5 Obnem HANOAHEHNs ‘Cpemnit 06veM conepiinoro 10 daaxonos aonxeH OuTh HE MeHEe Coorsercrayer
tbaaxonos HOMHHANEHOrO KOAHYCCTBA.
0OGseM colepikivoro kexaoro w3 10 §naxoHoB AojoKkek GHITH HE MCHCE
HOMAHANIBHOIO 0f5eMa # CONCPIKHMOE KAXKIOTO (AKOHA ROMKHO OHTE HE
menee 90 % or HOMHHANEHOTO, TAS HOMHHWIBHOE KONUYECTSO0 COCTABINET
60 M v Menes, nit He Menee 95 % Or JaBICEHOIO KORMHECTBY, IS
HOMBHANEHOE KONHYECTBO COCTARANCT SoNce ueM 60 M, HO MEHeS Heik
150 mn.
Bottles filling volume Avérage net content of the 10 containers is not Jess than the labeled amount. Complies
The net content each of the 10 containers is not less than the labeled amount '
& the net'content of any single céntliiner is not less than 90 % of the labeled
amount where the labeled amount is 60 ml or less or mot.less than 95 % of the
labeled amount where the labeled amount is more than 60 m! but:not more
than 150 mi.
6 JunaMuuecKas BIIKOCTE 1000-3500 mITa*c npu ckopocrs casura 11,7 ¢ 2857 Milla*c
. Dynamic viscosity 1000-3500 mPa*s at shear rate 11.7 5, 2857 niPa¥s
7 KosnnvecrBennoe IIpu ewzycxe. ' )
onpejxeacHue
01' 90, O no 110, 0 % OT 3a4BICHHOIO xonuqema 95.65%
2,
0t 90,0 % 0 110,0 % OT 3ASBJICHHOIO KONAHECTRR 99.32%
3 2
Ot 90,0 % 20 110,0 % 0T 3a4BIEHHOTO KONHIECTBR 95.00%
Ha epox 20on0emu:
dr 90,0 10 110'6 % OT 329BNEHHOrO KOJIMYECTBa
2,
Or 90,0 % zo 110,0- % ot 3aanncxuoro konuaecTsa
3, ByrunryapokerTonyon.
He menee 40 % ot sasinenHOro KoaxRyecrsa
Assay At release:
1. o
90 0-110.0 % of Label claim 95.65%
2. Zine pyrithione, ,
90.0-110.0 % of Label claim 99.32%
3. Butytated hydroxyigluenc,
90.0-110.0 % of Label claim 95.00%
AI shelf life:
1. Ketoconazole,
90.0-110.0 % of Label claim
2. Zinc pyrithione,
90.0~110.0 % of Label claim
3 lated hydroxytol
NLT 40%of Label claim
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Kusurm flealt/zéare Pot. Ltd.

Jliapenknis 3aci6: JEPM A30JI® ILII0C mamnyns, no 100 ma y pnaxoni, Kpyueuka sxoro o6TArHyTa naisKoBoK
obononkoio; no 1 hraxony B kaprouwiit ynaxdsui
Medicina) product: DERMAZOLE® PLUS Shampuo, 100 ml in a bottle, neck bottles covered with shrink wrapped cap;
' 1 bottle in a carton package
Cepia: No 2003285
Batch:
8 | Maxpobuoaorayeckas O6utee wmcno Aap‘oﬁnw: MukpoopranuamMos (TAMC) ue Gonee <10 KOE/vn
MHCTOTR 10> KOEB/mx, L
O6ies 4HCH0 APORKEBBIX i rurecHensIk rpuGos (TYMC) e Gonee | <10 KOE/Ma
10' KOE/ mu, ,
Orcyrersue Staphylococcus aureus B 1 Ma1 npeniapara. ‘Orcyreraue /Ma
Microbiological purity Orcyrcrsue Pseudomonas aeruginosa 8 1 M1 npenapara. Orcyrersue /i
Total aerobic microbial count (TAMC) NMT 10? cfw/ml. <10 CFU/ml
Total combined yeast/mould count (TYMC) NMT 10* ¢f/ml. | <10 CFU/ml
Sraplwlococcus aureus should be abséntper 1.mL Absent/ml
Pseudomonas aeruginosa should be absent per 1 ml. Absent/ml
BHCHOBOK: Cepia Ne 2003285 sinnosinae savoram MK PIT Ne UA/7632/01/01
CONCLUSION: Batch Ns 2003285 complies with the requirements of MQC RC Na UA/7632/01/01
— Fag el
Nt ﬁwj ?cmwaf
AHAJII3 BUKOHAB _ JATA ‘H![gtu’ﬂ
(ANALYSED BY) (DATE)
Komerrapi: HeMae
Comments: no

3asBa mpo ceprudikaniro: «HAillcHum 51 3aceixuyio, w0 HaBelena Bine indopmanis € nocrosipnoio i Tounoto, N
cepist npoayxail 6yna BuroToBnena (BKIOYAIOYN yOAKOBKY / MAPKYBauHA) | NpoEeseHo KOBTPONE I AKocTi A8
BumesragadoMy nminmpuemcTni B nosaiit -Bianosindocri 3 BuMoramm GMP, BCramEOBNEHMME HCIEBIM
PeryAiTOPHHM OPraioM, & Takok Biguosinto a0 cuemmixaufl, wo micrurscs B peecrpauiiomy soche wpalun
ivnoprepa. IIporoxoenu supobunnraa, yiakoBkH Ta anaiisis 6yinu neperisuiyri i Beratopieno-Tx pianosignicrs
sumoran GMP»

Cemﬁcatxon statement: «On this I certify, that the above mentioned information is true and accurate, This: ‘product
batch was produced (including packaging / labeling) and conducted for its quality control at the above mentioned
manufacturer according to all relevant GMP requirements, established by ‘Local Health Anthority, and according
to the specification, contained in the registration dossier of the importing country. Records of manufacturing,
packaging and analysis were reviewed and determined for their compliance with the GMP requirements».

H’halaow

KepiBrik rpymu KOHTpOIIO AKOCTI

Quality control group manﬁer- »
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JEPXKINKCIIYXKBA
AEPXKABHA CHYXBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

syn. bepesuakiscika, 29, Kuis, 02098, ren./dake: (044) 550-23-55, ten. (044) 550-20-55

E-mail: dis. kvw@)dls gov.ua, https {iwww.dls.gov.ua, Kon CJIPHOV 37079053

BUCHOBOK
Npo AKICTH BBE3eHOTo B YKpainy JHikapchioro sacoby

11.02.2021 e 5896/21/26

JEPMA30JI® ILTIOC

(BaliMCHYBaHHA NiKapchkoro 3acofy IR0 3 peecTpalilinuM TOCBiRYCHIAM)

mamuysb 0o 100 Ma y daaxoni; xpumiedka gxoro o6Tardyra niisxonosn 060a¢mKos0; me 1

$iakoHy B KapToHHili ynakosui

JlaGoparopHnii anania SKocTi Nikapehkoro 3acoby saificHeHmit

(¢iopma unycky, HO3YRANHSR, BHA NAKYBAHAN AIKAPCLKOTO 3ac0Gy)

Howmep peectpauitivioro nocsinuenus UA/7632/01/01 crpok nit peectpanifinoro nocsinenus HeoGMexenui

Cepis slikapcskoro 3acoby Ne 2003285 Kinbxicts sBesenoro mikapeskoro sacoby 60
Bupobxuk KYCYM XENTXKEP BT JITA, Inxis
(naitmenynans supobuuka nikapcsxoro 3acoly, KpaiHa HOXOIK ﬂg)
Buesero 8 Vipaiuy Tosapucrso 3 oGmexenco sixnesizaasuicrie "I'aeadapy JITA",
igent. won: 20075891

0co6H - nimpremus, I Micue TPOXUBAHHS T2 peecrpamﬁnuﬁ Homep obaixosol

KK {LTATHRKS

{ualimeirysauns Ta kon 3a CIAPTIOY sopwuunof ocobu 260 upissnute, i's, o F;:osi dimsunol

noaarie abo cepin Ta BoMep macnopTa)

TipoToxon Bisyansuore xonrponso nin 13.01.2021 M 21/1.

®inis 11 "LenTpannna naboparopis 3 anaii3y axocTi JikapchKuX 3aco6iB i MeHIHO]
y M.JIbBiB (M.JI6BiB, By L. Kynsnapkiscbka,131)

HpoRyKuii”

(naflMcHyBaRHs Ta Miclic3HaxomxenHs naGoparopii, wo nposena 1abopaTopHmH aHANS AKOCT)

BucroBox eao skocti nikapeskoro 3aco0y, eunanui naoparopieio sin 10.02.2021 Ne 17

Pesynsrati nabopatopHoro ananisy akocTi nikapcLkoro 3acofy sa nepesipeinMi MokasHukaMH BiANAdBiawTL

BHMOTM METOIB KOHTPOJIO AKOCTi (aHANITHYHO-HOPMATHBHOT IOKYMERTALT).

3a pesyneTaTaMH  aepiKaBH

NOTPHMAHHAM sumop/efd s haeTn dusa SN ‘ i w?vmx 3acobis.
HayansHuk Muxona XONOAEHKO
(nocayoBa 0coba oprany 1 (iniuiann Ta yipizamne)
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