JEPYABHA CHYKEBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KHEBI

npos; Hanit Ceitnnuanof, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €/IPTIOY 37079055

BUCHOBOK
npo fKicTL BBE3eHoro B Ykpaiiy JlikapcbKoro 3aco0y
03.05.2024 Ne 23310/24/26
JEPMA30JI®

(uaiiveHysaniis nikapenkoro 3acoBy 3riano s PECCTPAUiHNM NOCRIAHCHIIAM)
wamnyus, 20 e/ no 100 may {JaKOHI, KPHLICHKA SKOr0 06 THrHYTA NJHBIKOBOIO
060101K010; 110 1 haakony B KapTouMil ynaKoBui
(dbopma BHNYCKY, RO3YBAHHS, BUL NAKYBAHHA nixapeskoro 3acoly)

Homep peecTpauifHOro nocsiavenHA UA/6725/01/01 crpox pii peecTpauifinoro nocsinsents HeobMmexeHui
Cepin nikapcskoro 3acoy Ne 1003361 KinbKicTb BBe3enoro nikapcskoro sacoby 40

BupoGHIK KYCYM XEJITXKEP IIBT JIT/L, Inxis

(nafimcHyRanHA BUpOGHIKa nikapcekoro sacoly, kpaina NOXOJUKEHIIR)

Buescno B Yxpainy Topapuerso 3 06mexen o pinnosinansnicrio "Taendapm JTa",
inenT. wou: 20075891

(s1afMcHYBaHIIA TQ KOA 38 CAPITOY iopunnrnioi ocolu ubo npisnuulc, iM', no GaThkoni
Piznunoy 0coGH - ninpHEMUA, 1T Micue NPOXHBAHHA 11 peccTpauiMinli vomep obnikonoi
KapTKH IIATHNKR N0JaTKiB abo cepist T HOMEP NACNOpTa)

TTpOTOKDA BisyALHIOT0 KOHTPOJIH Bil 12.04.2024 xe 1256/1,
JlaBoparophuii aHanis skocTi sikapebkoro 3acoBy 3niicrenni:
Ginis [T "LienTpasnbua naGoparopis 3 aHanisy gKoCTi JiKapehinx 3aco6iB i MEAHUHOT

npoaykuii" y m.JIepip (M.JIbBIB, pyn.Kynsnapkisceka, [31)
(haliMenysaHR TR MICUCIHAXOLKEHRS naBoparopii, Wo nposena SaGopaTopHAil aHwii3 skocTi)

swaanait naGoparopicio vin 02.05.2024 Ne 87

BHCHOBOK WO AKOCTI Nlikapeskoro 3acoby,
3acoby 3a repeBipeHHMY NOKA3HIKAMIM BIANOBIXAIOTY

PeaynpTati naboparopioro ananisy sKoCTi NiKapebKOro
BUMOTaM METOALID KOHTPOIO SKOCT (aHaniTHY HO-HOPMATHBHOY foKkyMenTauit).

Qa2 pesynbraTaMi  AEPKABHOTO KOHTPOMO BCTAHOBAEHO, 110 «apcekuil  3aci6  Bacaeno B Ykpainy 3
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Kusum Healthcarve Pot. L1d.

CEPTHDBIKAT SIKOCT1
CERTIFICATE OF QUALITY

AR N LTTOFG24000362
Harva/Date 15,03,2024

Jixapenkuii zacio: j_(EpMA?,O_II‘D wasmnyb, 20 sr/ma, no 100 ma y daarowi, kprmenka sroro ofTArHYTa nAiBKOBGIO
ofoaomcoio; 1o 1 daaxony B kapronniii ynarosui

Medicinal product: DERMAZOLE®  shampoo 20 mg/ml, 100 mlin a hottle, neek botiles covered with shrink wrapped eap;
1 bottle bn s carton package

Airous pevonunal Keroxonazoay 20 Mmrista
Active ingredients: Ketocanazole 20 mg/mi
Pecevpauiiine nocninmenio: N UA/GT25/01/01 sin 14.07.2017, reparin uil pecerpanifinoro nocsinnenns neoSaeaennii
Registration Certificater Ne UA/6725/01/01, from 14.07.2017, Registration Certificate validity is unlimited
Jinewsin ua supoGunio N Rajl2354
Cepriirar GMP Ne: U422020/GM P
Bapofunn: Kyeysm NXenrxep Moy Jva, Tds
Anpeca BipobuKs; CI1-289 (A), PHTKO Innactpian apea, Houauxi, b\um ady Ader, Aasap (Pascacyvan), Inxin
Manufactured hy: Kusum Healtheare Pyt Ltd, India
Address of manufacturer: SP-289 (A), RIICO Industrial aren, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India
Cepis: No 1003361 Posmip cepii: 12000y, Jara sur.: 02/2024 Attt no: 0172028
Bateh: Baich Size: DIM: D/E:
Ne Hassa norainrn Buamorn PesyanTarn ananizis
Tests Requirements Result of analyses
1 Omuc [posopa, 8’ 43Kka PiANNA PONECBOrO KOAKOPY 3 XAPAKTCPIBM FATFANOM. Binnonrijlae
Description Clear viscous liquid of pink colour with specific odour Complics
2 InenTudikanis .
Keroxonasoi Yac  yrpuMyBamis OCHOBHOFO TiKY KETOKOHA303Y Ha Npomarorpasmi | Bixanosinae

()()C.’Ii().)/(‘)v'G(HIOZ_’O Jrosuuy i 6'727671/()[//)'1!II():Z‘O posvuny, QTPIMEHIN B yMOBEX
KIMLKICHOrO BIATANCHID. NOBHNCH CHIBUAAII N,

Bywmarinpoxesronyon Uac  yrpuMysatas  oCHOBHOTO  Niky  Oyraaripoxcuronyony  Ha | Bianosimae
XPOMATOrpaMi  QocaidNCY8an0z0  pozunny 1 cmandapmuoio  podniy,
OTPHMUHIN B YMOBHX KIALKICHOID BH3HAUCHIUH, HOBHHCH CHIBIIAUATH,

TTonco 4R CrEKTp NOFANBAHHN ZA0CIAKRYBAROIO posdiny B ofsacri six 400 a0 600 | Bianosinac
HM IOBIHEH MATH MAKCOMYM NOUIMMaHHY opn S06:E4 i,

Tdentification

Ketoconnzole The retention time of the peaks of Ketoconazale on the chromatograms of Complies
sample solution and standard sohuion, obtained in “Assay”™ should
correspond.
Complies
Butylated hydroxytoluene ‘The retention time of the peaks of BHT on the chromatograms of sample
) solution and standerd solution, obinined in “Assay of BHT should
Ponceau 4R correspond. Complics

Absorption spectrum of sample solution i wavelength range 400 - 600 nm
should have maximum absorbance at S06+4 nm.

3 Q6 oy maroniresisn ne meoue 100 ay Binosizae
Minimum fifl Not less than 100 ml i Complies
4 plt Bind,5 00 8,0 2 e Biaonitae
’\’ O
plI 551080 Aﬂ ’IUUDAPN Conplics
5 Biguocna ryernna Bia 1,035 no 1,055 JTJ» 1.043
Q IAEIvADIRALEAHNUE
N e to 2007589 y
Specific gravity 1,035 tol.053 0 ron NPSEN ] 1043
6 | Cynpopiami nosimes Cyma zoMimor e Ginuie 1,0 % "\Q&\CEPTM(DIKA‘HIJ e Thipgue Meaxi fruopypais
N N
Related Substances Total Impurities: NM'T 1.0% \\’ e '\*‘5 Below disregard limit
1IN
Page | of 3

Factory : 8P 289 (A), RICO Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (Indi), Ph @ +91-1493-298232/33/34/35
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Rusum flealt/zéare TLot. Litd.

Jikapenknii 3aci6: ,[[EPM A300® wamnyns, 20 sr/sa, wo 100 v v daakoni, kpumeura sxoro ofTHUYTa nAiBKOBOIO
obononroio; no T aakony s kapronniii ynasonsui

Medicinal product: DERMAZOLL® shampoo 20 mg/al, 106 mlin a bottle, neck bottles covered with shrink wrapped cap;
1 bottle in & carton package

Cepin: Ne 1003361

Batch:
7 | Kigpricne pusuasenus
Kerormiason Hpu sunyery: 8in 95,0 10 103,00 % kevokonasony sid 3asiedoro syiety
Ha mepatin nprudamnocmi: 3ig 90,0 1o 10,0 % keroxonusony sin sansacuoro | 96.1%
BMmicry
BYTWITIAPOKCHTONY 0! Mpu gunyexy: wig 90.0 no 110,0 % Gyrunviapokerraiyony i ssssuenoro | 106.1%
BMicTy
e mepsiin: nprdamnocmi: 5ig 70,0 10 110,0 % Syrvuariapokenronyoay sin
SUARACHOTO BMICTY
Assny
Ketoconazole Finish product: from 95.0% to 105.0% of the labeled amount of Ketoconazole | g¢ 1o
Shelf fife: from 90.0% to 110.0% of the lubeled amount of Ketoconazole
Butylated hydroxytoluene Finish product: from 90.0% to 110.0% of the labeled amount of BHT 106.1%
Shelf life: from 70.0% t6 110.0% of the labeled amount of BHT
8 | Mixpobiosoriuna wucrora Y npenapar] NONYCRAETHCH: 3arafibia Kinbkicrs aepobunx mikpoopraniamis | <10 KOEA
(TAMC) ne Binnwe 102 KYO Au;
JATANBHD KIABKICTH APIKDKORIX § ricenesnx rpnbin (TYMC) ne 6ianme 10 | <10 KOEAa
KY. Ol ’
Bineytuicts Staplylococcus anrens n | s npenapary. npenapary /s
BiacyTuicts Psendomonas aeruginosea .1 M nipenapary. npenapary/an
Microbiplogical purity Total acrobic microbial count {TAMC): NMT 10? cfu/ml. <10 CFU/MmI
Total combined yeast/mould count (TYMCY: NMT 10F cfu/ml. <10 CFUm
Staphylococcus aurcus: should be absent per l ml. Absent/m!
Pscudoionas acruginosa: should be absent per 1 ml Absent/ml
BUCHOBOK:  Cepis Ne 1003361 Bignoninae srasoran MK S PIT. Ne UA/6725/01/01
CONCLUSION: Batch Ne 1003361 complies with the requirements of MQC RC Na UA/6725/01/01

. A
. Jrerut Kgmecy

AHANI3 BUKOHAB 1900 JIATA
(ANALYSED BY) \ob\ (DATE)

Komerrrapi: nemac
Comments: no

3anna npo cepmidianiio: «Riftenum i 3acsignyro, mo vareseHa puute inopmanin ¢ xocrosipinoi i rounowo, 1
cepist nponyknil 6yna puroronacua (BXAKHAIOMI YRAKOBKY / MADKYBAHIA) | APOBEALHO KOUTPOIK 1T sKocTi A
BHIMEIAZANOMY NIANPHEMCTBI B HOBHIA BiUIOBIANOCTE 3 BIMOraMI, 3A3HAUCHIIMD B JTHHRIA nacTanosi GMP,
warpepmxeniit Minicreperson oxeponn spopoi's Yipation, i 3 Bumoramu pecup,nuuumo AOURC KpaTHH
upuznavensst, Mporowonu BiupoGuHTEA, YHAKROBKE TR ananizis Gyau HepeLs i) Beranosaeno ix
sianosigaicTs sunorass GMP»,
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Factory : 5P 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (Iadia), Pl : +91-1493-298232/33/34/35
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Rusum fealthcare Por. Lid .

JHxapesrenii anci6: JEPMA3ON® wiasnysn, 20 mein, no 100 Ma y duaroni, kprmeakn akora afitaruyra risorose
ofieacnrkom; o 1 gankony B Rapronniii ynakooni

Medicinal product: DERMAZOLE® shampon 20 mg/ml, 100 ml in a bottle, neck hottles covered with shrinlOwrapped capy;
L hottle in a carfon package

Cepis: Ne 1003361

Bateh:

Certification statement: «On this I certify that the ahove-mentioned information is true and accurate. This product
bateh was produced (including packaging / labeling). and conducted for its quality control at the above-mentioned
manufacturer according to specified in the current GMP guidelines, approved by the Ministry of Health of
Ukraine, and with the requirements of the registration dossier of the destination country, Records of
manufacturing, packaging and analysis were reviewed and deteirmined for their compliance with the GMP
requirements»,

Kepinuni rpy i kourpomo sakoeri Yrorsopaxena  ocola,  wmo  3gidcuioe
Quality control group manager ceprudpixanito cepii
Qualified Person certifying the bau":h"

IM'st T2 nplspHIe C/: Ba'st ra npiasnue
(Name) M [ ~<phog- l@.@e S (Namce) /(/‘\Dq )\ )/C
Tiame Rignne

(Signature) (Signatul ]
Jlarn ianncames e Hara nianucanus
(Date of signature) _g’] 01 /f;),D 2l (Datc of signature)
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Iactory : 5P 284 (A), RICO Indl. Area, Chopanki, Bhiwadi, Disti. Abvar, Rajasthan (India), Ph ; +91-1493-298232/33/34/35
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