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CEPTH®IKAT SIKOCTI
CERTIFICATE OF QUALITY

A.R. e FG/1369/20
Hara/Date 07.11.2020

Jlikapcwknii 3aci6; JEPMA3OJ® mamnyis, 20 mr/mn, no 100 Mn y dnakoni, kpumeuka skoro ofTerayra niiBxosose
o6as1onxo10; no 1 gurakony B kaprouuii ynakonui
Medicinal product: DERMAZOLE®  shampoo 20 mg/ml, 100 ml in a bottle, neck bottles covered with shrink wrapped cap;
. 1 bottle in a carton package

Hiroua pevoBuHa: ; Keroxonazony 20 mr/ms
Active ingredients: : Ketoconazole | 20 mg/ml
PeecTpaniiine nocsizuennn: Ne UA/6725/01/01 Bia 14.07.2017, Tepmin ail peccrpaniitoro noceineuns neobMexenuit
Registration Certificate: - Na UA/6725/01/01, from 14.07.2017, Registration Certificate validity is unlimited
Jlinenzin na supoGunurso Ne: Raj/2354
Ceprudikar GMP Ne: 001/2018/GMP
Bupobusx; : Kycym Xenrxxep Ilsr J1a, Innis
Appeca BupoGHIKa: CI1-289 (A), PIXKO Iupacrpianx apea, Yonauki, Bxisani, Xicr. Ansap (Pamkacran), Ingin
Manufactured by: Kusum Healthcare Pvt Ltd, India
Address of manufacturer; SP-289 (A), RHCO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India
Cepis: Ne 2003153 - Po3mip cepii: 12000yn. [ara Bur.: 10/2020 Hiticuuit.no: 09/2024
Batch: - Batch Size: D/M: D/E:
Ne Tloka3arenn xauecTea : TpeGosannus Pesysabrarst
Tests - Requirements ) SHAINIOB
' : Results
1 | Onucanne : TIpospaanad BA3Kad XHAAKOCTb PO30BOTO LBETA ¢ XAPAKTEPHEIM 3aTIAXOM. CoorsercTByeT
Description : Clear viscous liquid of pink colour with specific odour Complies
2 | Haenmuduxanun : :
KertokoHazon Bpems ynepauBaHia OCHOBHOTO KA XETOKOHa30Ja Ha XpoMmatorpamMe | Cooreercrayer
uUCnbIMyeM020 pacmeopa i pacmeopa cpasHerus, TIONyUEHHEIX B YCIOBUAX
KOJIHMECTBEHHOTO ONPENeNeHus, NOMKHE! COBITAAATS.
ByTHITHAPOKCHTONYO BpeMs  yaepxomanus ocHopHOro nmka OyrwirmapoxcutOmyona Ha | CooTBeTCTBYCT
: XDOMATOTPAMME  UCMBUMYEMO020 DACINEOpd W pACMEOpA  CPAGHEHUs,
MONY4CHHEIX B YCNOBMAX KOJNMMECTBEHHOTO ONDCHACHEHHS, JOIDKHBL
COBNAAATH.
Tlonco 4R ) Coorsercrayer
: Crexrp nornoieHsa HCMbITYeMOoro pactaopa B oGnactd ot 400 xo 600 um
JIOJDKEH MMETE MAKCUMYM TIornoLeHud npu 5064 Bm.
Identification . :
Ketoconazole ; Complies
The retention time of the peaks of Ketoconazole on the chromatograms of
: sample solution and standard solution, obtained in “Assay” should
Butylated hydroxytoluene corréspond, i Complies
: The retention time of the peaks of BHT on the chromatograms of sample
Ponceau 4R . solution and standard solution, obtained in “Assay of BHT” should Complies
correspond, .
Absorption spectrum of sample solution in wavelength range 400 — 600 nm
should have maximum absorbance at 5064 nm.
3 | O6nem HanonHeuns He Megee 100 M CoorsercrByer
Minimum fill : Not less than 100 ml Complies
4 | pH Or5,5n08,0 : CootsetcTByeT
pH : 5.5t0 8.0 ) Complies
5 | OTHoCHTEIBHAS TIOTHOCTD Or 1,035 10 1,055 - 1.055
Specific gravity 1.035 t01.055 . 1.055
6 | ConyrcrByroutie apumeci Cymma npuMeceit He Gonee 1,0 % He oGxapyxeno
Related Substances: Total Impurities: NMT 1.0% Not detected
‘ Page 1 of 2
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Factory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, D1:stt. Alwar, Rajasthan (India), Ph : +91-1493-298232/33/34/35
* Email : info@kusum.com, Website : www.kusumhealthcare.com
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Kusum Healthcare Pot. Ltd .

Jlixapesknii 3acio: JEPMA3OJI® miaMiyHb, 20: mr/mn, no 100 ma y dnakoni, xpummeuka AKoro o6TArHYTa WIBKOBOIO
‘ obostonko10; mo 1 daxony B xapronaili ynaxosui

Medicinal product: DERMAZOLE®  shampoo 20 mg/ml, 100 ml in a bottle, neck bottles covered with shrink wrapped cap;
: 1 bottle in a carton package

Cepis: Ne 2003153 :

Batch:
7 | KonuuecTBenHoe
onpeacacHue :
KetokoHazon : Hpu swnycke: ot 95,0 no 105,0 % xeToxOHa30M%a OT 32ABNECHHOTO KOAHIECTBA 104.05%
Ha cpox z00nocmu: or 90,0 mo 110,0% keroxonasona oT 3afBACHHOTO
: KOJTHYECTBa :
Bymwiraapoxeuromyon IIpu swnycke: ot 90,0 no 110,0 % Gy THITHAPOKCHTONYOMA OT 32ABJICHHOTO 103.20%
: KOJIM9ECTBA v
Ha cpox-200nocmu:. ot 70,0 no 110,0 % GyTHIriuapOKCHTONYONa OT 3a4BJIEHHOTO
KOJINJecTsa :
Assay : :
Ketoconazole Finish product: from 95.0% to 105.0% of the labeled amount of Ketoconazole 104.05%
: Shelf life: from 90.0% to 110.0% of the labeled amount of Ketoconazole hadey
Butylated hydroxytoluene Finish product: from 90.0% to 110.0% of the labeled amount of BHT
: Shelf life: from 70.0% to 110.0% of the labeled amount of BHT 103.20%
8 | Mukpo6uonornieckan B npenapare gonyckaercd: ofmee TACI0 a3polGHbX MukpoopranusMoB (TAMC) | <10 KOE/Ma
wncToTR , He Gonee 10> KOE/Mw; <10 KOE/mn
ofmee HHCNO APOTKeBBIX M WIecHeBsIX rpubGos (TYMC) ne Gonee 10' KOE/ma. | Orcyrersue Mn
He nomyckaercs Staphylococcus aureus 8 1 Ma nipenapara OrcyrcTrue /M
He nonyckaerca Pseudomonas aeruginosa B 1 Mn npenapara,
Microbiological purity Total aerobic microbial connt (TAMC): NMT 107 cfu/ml. <10 CFU/ml
. Totadl combined yeast/mould count (TYMC): NMT 10! cfw/ml. <10 CFU/ml
» Staphylococcus auréus: should be absent per 1 ml. Absent/ml
: Pseudomonas aeruginosa: should be absent per 1 ml. Absent/ml
BUCHOBOK: Cepis Ne2003153 siznobinae pumoram MK PIL. Ne UA/6725/01/01
CONC ON: Batch Ne 2003153 complies with the requirements of MQC RC Ne UA/6725/01/01

AHAJTE BRKOHAB | IATA 5\ Voo
(ANALYSED BY) i MN;UQQ% _ (DATE)

OMEHTapl: HEMae ;

Comments: no

3ansa NMpo ceprudixaniio: «/iiichum 3 3aceiayio, mo hageaena sume indopmania ¢ nocrosipnoro i Tounow. Ha
cepin nponyknil 6ysa BAroTOBNEHA (BIJIOYAIOMH YNAKOBKY / MAPKYBanHs) | NPOBeAeHO KOMTPO.L I AKOCTI Ha
BHIE3rajaHoMy DiAMpuemcrsi B moBmil Biamopimtocti 3 BEMoramu GMP, BCTAHOBJIEHHMH MiCHEBHM
Pery/ATOpPHNM OPraHOM, a TaKox BilmosiaHe ao cioenudixauil, mo mMicrHTECE B peccTpaniiinomMy nocke Kpaiim
imnopTep. MpoTokonu BAPOGHANTRA, yNakoBKH T2 aranizie Gynu meperagnyTi i BeranoBICHO IX sinmoBinmicTs
pumoram GMP» ‘

Certification statement: «On this I certify, that the abpve 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 requirfeme_nts, established by Local Health Authority, and according
to the specification, contained in the registration dossier of the importing coun

packaging and analysis yere reviewed and determined for their compliance with {8
g‘gﬂ‘ﬂo' ulno2o 3

KepiBHHK rpynH KOHTPOJIO AKOCTI

Quality control group manager /q _ é 4 Quality Ass

Factory : SP 289 (A), RIICG Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph : +91-1493-298232/33/34/35
Email : info@kusum.com, Website : www.kusumhealthcare.com

Page 1/1




«VIEAPAPM
T
xoa 20075891

*
o] laeHTUiKaUiRHKA
\ o
2 JEPAUIKCITYXBA
HEPKABHA CJIYXFBA 3 JIIKAPCHKHX 3ACOFBIB
TA KOHTPOJXO 3A HAPKOTUKAMM y m. KHEBI

By, bepesnakiscoxa, 29, Kuis, 02098, Tex./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls kyiv@dls.gov.ua,https://www.dls.gov.ua, Kon EJIPTIOY 37079055

BHCHOBOK
Ipo AKICTH BBE3eHOro B Yxpainy Jikapcbkoro 3acoGy

29.12.2020 : Na 73321/20/26

JEPMA3OJI®

(maliMcHyBannA TiKAPCLXOTO 33C06Y 3riAHO 3 PeECTDaLLHHEM TIOCBLTHEHHRM)
WaMIy sk, 20 Mr/ma no 100 ma y daakopi, Kpameuka Ixoro o6TArEyTa MIBKOBOIO
060s108K010; 110 1 raxony B kaprouHill ynakosni

(dbopma putTycKy, BO3YBaNHNS, BHA NAXYBAHHS NIKAPCEKOrO 3ac0by)
Houmep peectpanjiisoro nocsixaenns UA/6725/01/01 crpox aif peecrpauiditoro nocsizaems HeoOMeReHHIA
Cepix nixapcskoro 3acofy N 2003 153 KimkicTs Be€3HOTO Nikapcskoro 3acoby 60

Bupo6ruk KYCYM XEJNTXKEP IIBT JITJi, Innia

(ualiMeRyBaHHA RHPOGHAKA TikapchKOro 3acofy, KpPalHE HOXODKCHHS)

Bseseno B Yipalny Tosapucrso 3 06mMexenoo BinnosinamenicTio "I'ieadapm JITA",
inenr. xopn: 20075891

(mhuenynanml Ta koA 33 EJIPIIOY sopunmnoi ocobx 260 npiseHine, iv's, 1o GaTrxosi diawmol
o0coly - nmnpumm. 1T micue npoxuBanus Ta peectpaniiunil noMep o6nixonol XapTKH MRTHAKA
. noaarxia a6o ccpig Ta HoMeEp nacnopra)

IlpoTokon nisyanﬂnoro xonTpomo sin 08.12.2020 ) 3867/1,
JlaboparopHuH aRami3 skocTi Jikapchkoro 3acoly 3micHeHH:

®imig JII1 "1lenTpansaa naboparopis 3 aHANI3Y SKOCTi Jikapchkux 3aco6iB i Meranol npoxyxi”
y MJIsBiB (M.JIbBiB, Byn. Kymenapkiscbka,131)

(nakiMerryBana Ta micnesHaxonxenns mabopaTopil, Mo npoena IAGOPATOPHKI ARANIS AXOCTT)

BucHOBOK IIOAO SKOCTi AiKapChKOro 3acoby, aunanuil naGoparopicio Bix 23.12.2020 Ne 254 *

Pesynsrati aafoparopHoro auanisy ¥XOCTi KapChkoro 3acofy 3a nepesipenyMH nokasswkamy BimoBixawT,
BEMOTaM METONIB KORTPOJIIO SKOCTi (RHAJHTUYHO-HOPMATHBHO! AOKYMEHTAILL),

KOHTPOMO BCTAHOBNCHO, M0 . IKAPCBKHA 3aci6 BBeseno B Vipafmy 3

B2 RIOZO 3afeancienna axocTi nikapehkux 3acobis.

Maxona XOJIOAEHKO

(iwiniany Ta npizsumc)
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CEPTH;DIKAT SIKOCTI
CERTEICATE OF QUALITY

AR N FG/1379/20
Bara/Date 07.11.2020

Jlikapenknit 3aci6: }];EPMA:;OJIO HISMIYHD, le mr/mn, no 100 M y dwiaxoni, xpumedxa axoro ofTArHyTa NAIBKOBOIO
o6os1onkoio; to 1 guiaxory B K’pTOHHIK ynakosui
Medicinal product: DERMAZOLE®  shampoo 20 mg/ml, 100 ml in a bottle, neck bottles covered with shrink wrapped cap;

: 1 bottlein s carton package
Jiroua pewoBuna: . Keroxonasomny 20 Mr/ma
Active ingredients: : Ketoconazole ' 20 mig/ml
Peecrpanjitne nocsiywenss: Ne UA/6725/01/01 Bin 14.07.2017, Tepmin Al peccrpaniiinoro noceinuenns neobmexennis
Registration Certificate: : Ne UA/G725/01/01, from 14.07.2017, Registration Certificate validity is unlimited
Jliuexsin Ha supoGHuMTEO No: Raj/2354 :
Ceprudixar GMP Ne: | 001/2018/GMP
BupoGiux: ) Kyeym Xearxkep Iex Jrn, Ingis
Appeca BupobruKa: . CII-289 (A), PIIKO Inpnacrpian apea, Yonanxi, Bxisagi, Hict. Anvap (Pagxacran), Innia
Manufactured by: ; Kusum Healthcare Pvt Ltd, India
Address of manufacturer SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), [ndia
Cepia: Ne 2003154 * Poawmip cepii: 12000yn. Jara sar.: 10/2020 Jilicumit xo: 0972024
Batch: : Batch Size: D/M: D/E:
e Tlokasarenu ua_'tec-rsa : TpeGosanna PeaysnbTars
Tests : Requirements AHTH3IOB
. Results
1 | Onucaune : Tpo3pauras BA3KAK HKUIKOCTE PO3OBOIO UBETA ¢ XAPAKTEPHLIM 3ATAXOM. Cdorsercrayer
Description : Clear viscous liquid of pink colour with specific odour Complies
2 | Apenndnrauun :
Keroxonason : Bpems ynepxuBanis OCHOBHOTO IMKa KeTOKORasona ha xpoMavorpamme | Coorsercrsyer
: ucnLIMyemMo20 pacmeopa A pacmeopa CPAeReHuA, NOIYYeHHEIX B YCIOBHIX
KOMHUECTBEHAOT) ONPOAENeHMs, NOIUKHb COBIIANATS.
By-mnrmzpoxcmonybn BpeMs yaepAMBAHMA OCHOBHOIO muka Oyrmirpapokcuronyona Ha | Coorsercrayer
: ‘XPOMATOIPAMME  UCMbIMYeM020 pacineopa R pacmeopa CPASHERUR,
HONYYEHHRX B YCNOBMAX KOJIHYECTBCHHOTO ONPEXSIEHHS, MOIDKHEL
: COBNA/ATS. '
Tomnco 4R . ' Coorsercrayer
’ CneKTp TIOTIOMERHA ACILITYEMOTO PacTBopa B ofnacty ot 400 xo 600 By
ZOIKEH UMETS MAKCAMYM NOTNOmERns np 50624 mi.
Identification :
: Ketoconazole : Complies
‘ The retention time of the peaks. of Ketoconazole on the chromatograms of
. sample solution end standard solution, obtained in “Assay” should ’
Butylated hydroxytoluene correspond. ; Complies
: The retention time of the peaks of BHT on the chromatograms of sample
Ponceau 4R : solution and standard solution, obtained in “Assay of BHT™ should Complies
. correspond,
Absorption speclmm of satnple solution in wavelength range 400 — 600 um
_ should have maximym absorbance at 50634 nm.
3 | O6uem nanoHeHHs He Menee 100Mn CootBercTRYCT
Minimum fill ’ Not less.than 100 mi. Complies
4 | pH : Or5,5108,0 Coorsercrayer
pH ﬂ 551080 : Complies
5 | Orxocurensnan miotnoets | Ot 1,035 o 1,055 - 1.047
Specific gravity - 1.035 t01.055 1.047
6 | Conyrersyiomue npamMecH Cymma npumeceid ng‘Gme 1,0 % He ofHapyxeHo
Related Substances Total Impurities: NMT 1.0% Not detected
: ’ Page 10f2
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Factory : SP 289 (A), RllCO Indl. Area,C panki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph : +91-1493-298232/33/34/35
* Email : mfo@kusum com, Websne www.kusumhealthcare.com
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Jlikapessnli 3aciG: J]EPL:VIA3OJI°
Medicinal product: DERMAZOLE®

INAMIYHb, 2& mr/wn, mo 100ma y duaxomi, kpuuenka mKoro o6TArHyTa IWTIBKOBOIO

o6ononxow; no 1 guraxony B kaprouuiii ynaxosui

shampoo 20 mg/mi, 100 .ml in a bottle, neck bottles covered with shrink wrapped cap;

1 bottle in a carton package

Cepis: Ne 2003154
Batch:
7 | Konugecrsennoe i
onpeaenenyue .
Kerokonason ITpu emnycxe: ot 95,0 1o 105,0 % keTOXOHA30MA OT 3AARIEHHOTO KOMHUECTRA 101.75%
Ha cpox zoonocrmu: or 90,0 mo 110,0% KeToxomaizona OT 3afBREHHOTO
i KOJTM9eCTsa :
Bytunruapoxcuronyon Hpu swinyexe: ot 90,0 a0 110,0 % Gy TwITrHAPOKCUTONYOMN] OT 3AABIEHHOLC 102.30%
. KOMeCTBa : _
Ha cpox z0drocmus, ot 70,0 1o 110,0 % GyTHITHAPOKCHTONYONA OT 3AMRNEHHOTO
KoJHecTsa :
Assay :
Ketoconazole Finish product: from 95.0% to 105.0% of the labeled amount of Ketogonazole 101.75%
Sheif life: from 90.0% to 110.0% -of the labeled amount of Ketoconazole :
Butylated hydroxytoluene Finish product: from 90.0% to 110.0% of the labeled amount of BHT
: Shelf life: from 70.0% to 110.0% of the labeled amount of BHT 102:30%
8 | Muxpobuonoruueckas B npenapare nonyckaerca: obimee 20 a9po6HEX Mukpooprammmos (TAMC) | <10 KOE/mn
YHCTOTA . He Gonee 102 KOE/wun; <10 KOE/mn
‘ ofimee wucro AporkieskiX ¥ ruieckeskx rpubos (TYMC) ne Gonee 10V KOE/wr. | Oroyrorsue /iun
He nomycxaeren Staphylococcus aureus B 1 mn npenapara Orcyrerane At
: He norycxaerca Pseudomonas aeruginosa s 1 uit npenapara.
Microbiological purity Total gerobic microbial count (TAMC): NMT 10 cfu/ml, <10.CFU/mi
; Total combined yeast/mould count (TYMC): NMT 10" cfu/ml. <10 CFU/ml
Staphylococcus auréus: should be‘absent per 1.ml. Absent/ml
Pseudomonas aeruginosa: should be absent per 1.ml. Absent/ml

BHCHOBOK: Cepia J:N'sz 2003154 siimmosinae eumoram MKSI PI1. Ne UA/6725/01/01

CONCLUSION: Batch Ne 2003154 co:mpli'es with the requirements of MQC RC Ne UA/6725101701

! © \\_ryo'\/c ) ;
AHAJIIIBUKOHAB JATA g1\ Vot o
(A%YSI-:;g BY) : (DATE)
KomenTapi; Hemae :

; A 6 ;
Comments: no : N

3asBa npo ceprudixauin: «ilicHum s 3acsin4yio, mo nasexena pume indopmanis ¢ nocrosipuoro i Toanoro. s
cepia opoayxuil Gysia urorosnens (BKIuoYalonn YraxoBKy / MApKyBaHHSs) | nporegeno xourposs W sukocri Ha
sHOfesraganomy rianpuemcrei B mopuiit Bimmopizmocti 3 Bumoramm GMP, BeraHORiEHEMH MicueBEM
PETYASTOPHHM OPraHOM, a TAaKox BimmonixHo o chenudixauil, nto mMictarnen B pecerpaniiinomy acche Kpainu
imoprep. IpoTokesnu BUpoGHMNTEA, YNAKOBKH T4 ananisis Gysm mepernstuyTi i BeranoBReHO ¥x simnosimaicrs
Bamoram GMP» : ;

Certification statement: «On this I certify, that the above mentioned information is trite and accurate, This product
batch was produced (including packaging / labeling) and condueted for its quality control at the above mentioned
manufacturer according to all relevant GMP requirentents, established by Local Health Autliority, and according
to the specification, contained in the registration dossier of the importing country. Records of manufacturing,
packaging and analisis:’gwere reviewed and determined for their compliance with the GMP xire

=T | 92020

KepiBHEK rpynH KOHTPOMO AKOCTI

Quality control group manager A_,_é' ) ‘

Factory : SP 289 (A), RIICd Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph : +91-1493-298232/33/34/35
; Email : info@kusum.com, Website : www.kusumhealthcare.com
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lAi:;t{g.zn;zug‘;;'“ I[EP }KJHKCJW}KBA
“ AEPJKABHA CIYXBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

By Bepesnakisenka, 29, Knis, 02098, Ten./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail; dis.kyiv@dls.gov. ua,_tips;lmg_l_s_gq!_qg, Kon GIIPIIOY 370’79055

[NIEJOAPM

an
CEPTUDIKATIB

BHCHOBOK
npo AKiCTL BBe3eHOro B YKpainy Jikapcsxoro 3acoly
29.12.2020 : Ne 73322/20/26
JAEPMA3OJI® - - = - -

.- ' (nattmesnysatng Jixapcuxoro 3acoly 3TixHO 3 peecTpaKiinme noCBUTIeHTEIM) )
mamIyHb, 20 mr/mMa o 100 ma y ¢aaxoni, xpamedxa sxoro 06TIrayTa IUIBKOBOIO
060x0HK010; 10 1 Paaxony B KapToumilk ynaxosmi

(dopma punycxy, RosyBaHHEN, BHR AKYB2HHA JIRSPCEEOTO 3aC00Y)

Howmep peectpaniiinoro nocsizaenns UA/6725/01/01 crpox aif peectpanjituoro nocsizsernns HeoOMexenmil

Cepis nixapcakoro 3aco6y Ne 2003154 "7 Kimekicts BBe3eHOTO Nixapcskoro sacoby 60
Bupobamx KYCYM XEJITXKEP IIBT JIT/I, Innix

(maibvenynanms BHpOGHAKE nimpcsmm 3acoby, kpaina NOXOJUXEENS)
Bueseno B Vpainy . Tosapmcreo 3 obmexenol pinnosinamaicrio "I‘nembapu JTR",

inen. won: 20075891

(mﬁueuynamx Taxoa 32 CAPIIOY sopumrinol ocobu abo npissmme, iM's, 70 Gatsxoni isrmol
0c00H - minnpuemz, T Micle npoxuBayus T peccrpanifiauit Bomep o6nikosol :ap'rm NRATHARKA
noparxis abo cepin Ta uouep namoprm)
Mporokon BhsyansBoro kaTpamo six 08.12.2020 Je 3867/2.
JlaGoparopnuii ananis axocri Aikapcrkoro 3acoby axilicaenni:

Oiris J{[1 "I{enTpansaa 1aGopaTopis 3 aHANI3y SKOCTI JiKAPCEKHEX 3ac06iB i Me/IEYHOI TpoayKIii™
y M.JI5BiB (M.JIbBiB, Byn KymenapkiBchka,131)

(nalucHyRarms T4 MictcoraxomKcHnR MabopaTopil, o NPoeRa MaboparopHnlt aHANS SKOCTI)

BHCHOBOK IMOAG #X%0CTi JTiKapcskoro 3acoGy, BEAanui maboparopicio six 23.12.2020 Ne 255
PesynbraTa na60pa-ropnoro mmy #KOCTi AIKAPCHEOTO 3ac00y 32 NePCBIPEHUMA TOKASHRKAMY Binnonmam
BHMOTaM METOZIB KORTPOMNO AKOCT (@HANITHYHO-BOPMATHBHOT noxyuemam‘i) .

*

3a pesynbTaraMM NEpEABHOTO KOHTPOMIO BCTARORNEHO, Mo Jikapcekmit 3aci6 meeseHo B Vipaimy 3

) .
‘ . o " Muxona XOJIOAEHKO
pGa gprasy x gro;fpuTpoIo) {nizgorc) (iminians Ta opisemme)

Sl
(nocailfé.afé
[+

\
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HEPAUIKCITY XA
AEPHKABHA CIIYIKBA 3 TIKAPCLKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

By, bepestakiseska, 29, Kuis, 02098, ven./daxe: {044) 550-23-55, ren. {044) 550,
E-mail: dls kyiv@dls.gov.ua.hitps://www.dls.gov.ua, Koa EAPTIOY 31707905

BUCHOBOK
npo AKICTEL BBe3eUoro B YKpainy Jikapchioro sacofy

11.02.2021

AEPMA30JI®

A

20-55
5

N 5897/21/26

(rakiMeiysating aikapcsxoro 3acoly 3riano 3 peecTpauiinnm nocnisuenHsn)

waMuyue, 20 sr/ma; mo 100 M y gaakoni, kpumreuka skoro o0rarayra mfmconom

060a0#K010; 110 | $JraxeHy B KapTOHUIH yuaKosi

{dopma srnycky. N03yRAHNA, BHL MAKYBAHIS nikapewkoro acoby)
Homep peectpauiiinoro necsinuenns UA/6T725/01/01 crpox aif peectpauifinoro nocsizgens Heo
Cepin nixapeskoro zacoby Ne 2003276 KinskicTs BRE3EHOrO AikapChLKOro 3acoby 60

BupoGaux KYCYM XEJTXKEP [IBT JIT/, lugin

MEKECHUT

(rafiMenyBanns BHPOGHHIA RIKApCLKAX0 3aC0By, KpaTHa NOXOMKEHHY)

Baeseno B Yipainy Torapucrso 3 oGmexerioio Binmorixansuicro "I .ue;:dmapéu JTA",

izen. wox; 20075891

(nafimeryBanna Ta koa a €/IPTIOY ropramsnoi ocoliu abo npiapuute, in'a, o
0COGH - MIROpRestus, T Micue IPORKBALNEE TR POCCTPanifuK HoMep obnikoso]
no/iarkis abo cepis Ta noMep RAcnopia)
Npotokon sizyanwuore sontpeaw sin 13.01.2021 M 21/3.

Jlaboparopunii anania skocTi Aikapenkoro acody 3ificHenmit:

Batekosi disHui0]
KAPTRY [IATHHKS

®inis Al “Lenrpansia nabopatopis 3 ananisy s€ocTi nixapceknx 3acoGis i Mequumof npayxuii”

y M.JIEBiB (M. JI5BiB, BN Kynsnapxiscoka,131)

(MaPMERY BAHKES T2 MICUE3HAXONKCHHS Sa60PATOPIT, O TPOBERA nalbopaTopHui ananis gkocTi)

BrcHoROK 1010 sKOCTI NiKkapeLkara 3acoby, supauui naboparopicto sin 10.02.2021 Ne 19

Pesynsrari nabopaToprore ananisy skocri nikapewkore 3acoly sa NEpeBipSHHMA NOXaIHUKaMK BIINIDBINAI0TE

BUMOTAM METOZIB KOHTPO/MO SKOCTI (AHANITHYHO-HOPMATHR HOT ROKYMEHTALT).

3a pelynsTaTamu  IepiasH OHTPOMIO  BCTAHOBJEHO, IO Jdikapchkii  3acif  Bpeseno
AOTpHMAHHAM p

wono 3ebesneyenns SKOCTI AlKBPChEMX 3280618,

'°|
DN

Havannauk Mukona XQ

8 Yrpalhy 13

JIOJTEHKO

(intuiapny 4

“CIEND iy
JEH,
WENW@; S _—
xoq 20573‘;5”,”“

3
CEPT;za:mqns

npissuwe)
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JIEPHUTIKCITY B A
JAEPKABHA CJIYKBA 3 JIKAPCLKUX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTUKAMU y m. KUEBI

Byn. Bepeausxiscera, 29, Kuis, 02098, Ten./dakc: (044) 550-23-55, ren. (044) 55¢
E-mail: dis.kyiv@dls.gov.ua hitps:Awww.dls.pov.ua, Kog CJIPIIOY 370790

BUCHOBOK
Npo STKICTH BBE3CHOI0 B YKpainy NikapesKoro 3acoby

11.02.2621

JAEPMA30JI®

)-20-55
55

Ne 5902/21/2611

(uaiimenysariis Fikaposkoro 3acofy 3riatc 3 peccTpauiiisum DOCBIAYMEHIGIM)
maminysb, 20 mr/Misne 100 ma y gaaxoni, kprmineusa sixoro, ofTaruyTa n
000s0nK0K; 10 1 durakony B Kaprouuiil ynakopni

MBKOBOIO

(thopma ninycky, A03yBanns, BUA NaKyBaKus AIKAPCEKOTO 1ac06y)

Homep peecrpauifiioro noceiascnus UA/6725/01/01 crpox aif peecrpauifinoro nocsinuenus H&J)ﬁmemetmﬁ

Cepin nikapcbkoro sacoGy Ne 2003276 KinbKicTs, BEE3EHOM NIXAPCHKOTD 3acoGy 114

Bupobuuk

KYCYM XENTXKEP IIBT JITH, Tanis

460

(naimesysaiis BHpoGRIKa Aikapeskoro 3acoty, xpaina noxon

Boeseno B Ypainy Topapucrso 3 od0MexeRo0 BignOBiXAILHICTIO *Taend

igewr. kom: 20075891

feiiig )

pm JITAY,

(walimenyaannn 1a xon 3a €/IPIIOY 1opammanof ocobu abo npisaHue, v, o
0co0H - nANPHEMLA, TT MICLE NPOXNBAHKA T8 peectpauifinni HoMep oGixoy
uoparkia 260 cepis TA HOWED NACopTa)

[poTokon risyantuoro konwrponko six 29.01,2021 N 309/1.

0 farbkosi $izuudoT
01 KAPTKK [UIATHHKA

3a pesynstataMH  Cpw; TPOMIC  BCTAHORJIEHD, Wl0 Jikepchskuit 3aci6 Beezeng 8 VYkpainy 3
AOTPAMAHHAM oo 3alesnedenns aKocTt NikgPesrmy 3
Hauamsnuk i = L Mukosa XOJIOJIEHKO
(niocanona Geob: %}m g iw.c'pmim_ue;*i) x/mfmg;q ' {rianuc) {iniuiank(Ta npissse)
g b 2
s *}\'

«TEQPAPM
ATl
l,nenrn¢;ix.1qwﬁnuﬁ
xoa 20075891

5
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Kususm Healthcare Por. L[1d .

Jlixapenkuti 3acie: TEPMA3ZOJI®
Medicinal product: DERMAZOLE®

Mizoua pevossna:

Active ingredients:
Pecetpauiiine nocsiguenns:
Registration Certificate:
Jlinensis Ha BupobaunTBo No:
Ceprudizar GMP Ne:
Bupofuuk;

Appeca sapobnnka:
Manufactured bys

Address of manufacturer:

o

CEPTHOIKAT SAKOCTI
CERTIFICATE QF QUALITY

AR, X FG/5510/20
Jara/Date 23.12.2020

wannyus, 20 ar/va, no 100 ma y duakoui, kpuweuxa sxore ofTsrnyva miinxogoio

odonoukow; mo 1 gurarony B KaproHmii yrnaxosui

shampoo 20 mg/ml, 100 mlin.a bottle, neck bottles covered with shrink wrapped cap;

1 bottle in a carton package
Keroxouasony 20 mr/ma
Ketoconazole 20 mg/mi

Ne UA/6725/01/01 Bin 14.07.2017, vepuin aii peccTpanilioro nocaingenus Heobmemennit
Ne UA/6725/0101, from 14.07,2017, Registration Certificate validity is unlimited

Rajl2354
001/2018/GMP
Kycym Xenrxrep ey Jita, Inaia

CI1-289 (A}, PIIKO Ingacrpian apes, Yonawki, Bxisai, Hicr. Aasap (Pamwacran), Ingis

Kusum Healthcare Pvt Ltd, Indis

SP-289 (A), RIICO Ind ustrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India

Cepix: Ne 2003276 Poswmip cepil: 12000yn, Jata nur:: 11/2020 Hittcunit no: 102024
Batch: Batch Size: D/M: D/E:
Ne Hokazatenu kauecrsa TpetoBanusn Pesyastats)
Tests Requirements AHAAH3IOB
Results
1 | Onucanne Ipo3spatnan sg3kas KHAKOCTE PG30BOTO ITBETA C XAPAKTEPHEIM 3AITAX0M, Cooteererayer
Description Clear viscous liquid of pink colour with specific odour Complies
2 | Hgentndmxauus .
Keroxonason Bpema yaepxusanns 0CHOBHOTO NHKB KETOKOHa3ONa Ha xpomarorparme | Cooreercrayer
UCHUIMYEMO20 PACIIGOPA ¥ [JRCHMEOPA CPAAHENIR, TIOYSEFHBIX B YCRORIAX
KONHYECTBEHHOTO ONIPEAENERNRS, AOIRHE COBIIRAATE,
ByTRAarsapokcuTonyon Bpems  ynepxubamus  ocuonmoro  Iwxa GyTuarnapokcuTenyona  ua Cootsercrayer
XPOMATOIDAMME  MONBUMYEMOZ0 PACIGOPI M pacmeopd  cpagHenus,
NONYYCHHBIX B  YCNOBMAX KOJMYECTBEHEOrO ONpPEeReneHHs, JOJKHBL
COBAAKATE.
Tlonco 4R - Cootrsercisyer
CrieXTp ROMIOLEHHS HCREITYeloro pacrropa B oGracti ot 400 10 600 uu
BOMKCH UMCTS MAKCHMYM ROITOWEHHS TIPH 50624 1y,
Identification
Ketoconazole Complies
The retention time of the peaks of Ketoconazole on the chromatograms of
sample solution and standard solution, obtained i “Assay™ should
Butylated hydroxytoluene correspond. Complies
The retention time of the peaks of BHT on the chromatograms of sample
Ponceau 4R solution and standard solution, obtained in “Assay of BHT™ should Complics
comrespond,
Absarption spectrum of sample solution in wavelength range 400 600 nm
should have maximum absorbance st 506+4 nm.
3 | OGwest HamoaHeHHs He Menee 100 mn Coorrercrayer
Minimum fill Not less than-100 ml Complies
4 | pH Ot 5,51008.0 CootBercrayer
pH 551080 Complies
S | OTHoeHTeNLHAR TTIOTHOCTS Or 1,035 go 1,055 1.044
Specific gravity 1,035 t01.055 1.044
6 | ConyTcTeymHe RjiAMecH Cymuma nprmeceii He Sonee 1,0 % HWke HEYTHTEIRASMOTO
npenena
Related Substances Totel Impurities: NMT 1.0% Below disregard limit
Page 1 of 2

Factory : SP 289 (A), RIICO Ind). Area, Chaopanki, Bhiwadi, Disu. Alwar, Rajasthan (India), Ph ; +91-1493-298232/33/34/35

Emaii :

info@kusum.com, Website ; www.kusumhealtheare.com
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Kusum Healthcare Pot. Lid.

Jikapeokuit sacio: JIEPMA3ZOJ® tamnyns, 20 mr/ma, no 100 ma y daaxoni, kpumeyka sikoro o6TArHyTa nnisKoso
oboaonkor; ne 1 draxoHy 8 kapTousill ynarcosui

Medicinal product: DERMAZOLE® shampoo 20 mg/m!, 100 m! in 2 bottle, neck bottles covered with shirink wrapped cap;
1 bottie in a carton package

Cepin: Ne 2003276

Batch:
7 | KonnuecTBReHHOE
onpegeneHie
KetokoHason Hpu stnyexe: o1 95,0 xo 105,0 % xeToKCHAIONA OT 38IRNEHHONG KONHYECTEA 103.55%
Ha cpox zo0noemu: or 90,0 xo 110,0 % KeTOKOHA3ONA OT 3ASEICHHOTO
KONHYECTH
BYTHIMLPOKCHTONYOR Tipu geinycxe: ot 90,0 o 110,0 % GyTHIrKApOKCHTOTYON OT 3A4BJICHHOTO 97.30%
KOJHYECTBR
Ha cpox zoduocrmuz: ot 70,0 5o 110,0 % GyTEArHIPOKCHTONYONA OT 3aXBACHHONO
KOJHYECTBA
Assay
Ketoconazole Finish product: from 95.0% to 105.0% of the labeled amount of Ketoconazole 103.55%
Shelfiife: from 80.0% to 110.0% of the labeled amount of Keloconazole e
Butylated hydroxytoluene Finish product: from 90.6% to 110.0% of the labeled amount of BHT
Shelf life:-from 70.0% to 110.0% of the labeled amount of BHT 97.30%
8§ | MuarpoGHemerudecxas B npenapare nomyckagrea: 00UICE YACHO E3DOBHLIX MAKDOOpraunInos (TAMC) | <10 KOE/un
wHeTOTa He Gonee 102 KOE/un; <10 KOE/mn
0Blee YHCTI0 APONOKEEENX 1 TLrecHenkx tpadon (TYMC) ne Sonee 10' KOEMmn, | Oreyrereue /vn
He nonyexaercs Staphylococcus aureus B 1 M1 npenapata OreyTerBue /MR
He nonyckaeres Pseudomonas aeruginosa B 1 Mn npenapara.
Microbiolagical purify Total aerobic microbial count (TAMC): NMT 102 cfu/ml <10 CFU/mi
Total combined yéast/mould count (TYMC): NMT 106* cf/ml. - <10 CFU/mlL
Staphylococcus aureus: should be absent per 1 ml. Absent/ml
Pscudomonas aeruginpsa: should be absent per 1 ml, Absent/inl
BHUCHOBOK: Cepin Ne 2003276 *  sizmoeizae swMoram MKS PII. Ne UA/6725/01/01
CONCLI@;}?{/{:I} Ne 2003276 complies with the requirements of MQC RC Ne UA/6725/01/01
NSNS

AHAIT3 BH?(%)’HAB M)),@n& _ FATA 2210 Y

(AN% 'éu WY (DATE)

KoMeATapt: HeMae
Comments: nio

3assa npo ceprudikanio: «Hiicanm s 3acBiXdy, Wwo HapeieHa BRI iHpopManis ¢ RocroBipHow i TeuHow0. Lx
cepist npoayruii Oyna BHTOTORMTCHA (BKJIOMAIONH YOAKOBKY / MRPKYBAKHN) i NPOBCACHO KOHTPOIL ¥ aKocTi Ha
BHIMEIraganoMy nignpuemcrei 8 mnopsifi Bignosizsoeri 3 mumoramu GMP, BCraHOB/ICHMMH. MiCUEBHM
PETYARATOPHHM OPraHOM, & TAKOK BignoBinHo Ao cne:mq:mami‘, IO MICTHTECH B peecTpauiifuony nocee kpalun
imnoprep. [Iporokonu BHPOoSHHUTES, YNAKOBKH TA AHANIB Syau nepernanyrii sevanosieno ix signosinaicTs
pysoram GMP»

Certification statement: «On this I certify, that the above mentioned information is true and aceurate. This product
batch was produced (including packaging / labeling) and conducted for its quality control at the above mentioned
nranufacturer according te ail relevant GMP requirements, established by Local Health Authority, and according
to the specification, contained in the registration dossier of the importing counntry. Records uf manufacturmg,
packaging ag analysis were reviewed and determined for their compliance with the G qairan S

I 12020

KeplsHHK IpyIH KOHTPONIO RKOCTI
Quality control group manager A 3“‘160

Factery : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Dist. Alwar, Rajasthan (India),
Email : info@@kusum.com, Website : www.kusumbhealthcare.com
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AEPACUTIKCITY KEA
AEPKABHA CHNYXKBA 3 JH'K‘APCIJKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KHEBI

E-mail: dis. kyiv@dls.gov.ua hitps://www.dls.eov.ua, Kon €JPIOY 3707905

BUCHOBOK
Npo AKICTL BBE3EHOI0 B Ykpaiuny aikapebkoro sacoGy

16.02.2021

AEPMA3OJI®

Bysr. bepeanakiscera, 29, Kuis, 02098, rex./dake: (044) 550-23-55, Ten. {044) 550+

20-55

Ne 6547/21/26

75

(mafinenypanny nikapckoro sacoly 3riaHo 3 PCCCTPALLHHHM 11OCBIAYCHHAM)
waminyne, 20 Mr/sr mo 100 sy gaakoni, kprmeuxa gxoro obTarayra ni
00010HK010; N0 1 Gurakony B KapTOHHIN yiakosni

IBKOBOIO

(dhopua sHNYCKY, M03YRAKIM, BILL TIEKYBAHHS NIKAPCHEOTO 3acofy)
Howmep peectpauifinoro nocsinuenns UA/6725/01/01 ctpok aii peectpariiiinoro nocsiguenss Heo
Cepis nikapcekoro 3acody Ne 2003337

Kinbkicts 8Be3eHOr0 Jikapchkoro sacoby 60

Bupobuuk KYCYM XENTXKEP I[MIBT JITH, Iumis

OMEKSHUI

(HatiMeHyBaing BuPOGHUKS AiKapcbKoTo 3acoby, KpaiHa [0Xomk

Baeeno v Yipainy Tosapucrgpo 3 0bmeskeHow BiANOBIRATBHICTIO "I"nepxday

inewr. koa: 20075891

EHES)

w JITTY,

(Hadimenyrasna ta ko 3a CJAPIIOY sopuanvnol ocobn atio npissuine, iM's, ng
0COfH - nianpuemis, 1 Micue NpoxuBaEg Ta peecTpauifinwil Homep ofinikosd
noAaTkis a60 cepif T2 HoMep nacnopra)

IMpotokosn BisyaasHoroe xonrpomo sin 01.02.2021 N 269/2.
Jlabopatopruii ananis skocTi ikapesxoro 3acoly 3aificHeai:

Al "Lentpansha naGopatopis 3 ananisy sxocti 7iKapehbKix 3acobis i MEHYHOI Ipo]
m.Kuis, Bysn.Kynpsisceka 10r
YANYAp.

GarLkosi PisHunol
i KAPTKH NAATHAKA

TyKIii”

(matiMeRyRaliL T2 Miclesnaxo/ukenns saboparopii, 1o nposena RaBoparopHHit ananis axoct

Buchosox oo sxocTi aikapeskoro 3acofy, sunanuii nadoparopiero sin 12.02.2021 Ne 0399

Pesynbrary nalioparopuore awanisy skocti nikapchioro 3acofy 3a NEPERIPEHNMY NOKAIHHKAMH B
BHMOTaM METOAIB KOHTPOMIO SKOCTI (AHATITHUHO-HOPMATHBHOT JOKyMeHTail),

3a  pesynbTaTamMuM NEPWKABHONG KOKTPONO BCTAHOBIGHO, WO nikapchkuii  3aci6  BBeleHO

inmoBigarTsL

B Vikpainy 3

0110 3abe3neuenian AKOcTi NiKapehKAX 3aco6iB.

AOTPHMAHHAM BuMmor

Muxona XOJIONEHKO

{reianue) {iniuianu

a Pi3sHILIE)




LEPAUTIKCITYXKEA
JEPIKA BHA CIYKBA 3 JIKAPCHKHX 3ACOEIR
TA KOHTPOJIO 3A HAPKOTHKAMM v m. KHECBI

By bepesnskisceka, 29, Kuis, 02098, Teqn./dake: (044) 550-23-55, Ten. (044) 550-20-55
C-mail; dis.kyiv@dls.gov.ua,https:f/www.dls.govu_a,L Kon €PTIOV 37079055

BHCHOBOK
PO SAKICTH BBE3€HOro B Y Kpainy gikapcenkoro 3acoby

24.02.2021 Ne 8194/21/2611

JEPMA30JI®
(HaliMen /panng nikapchkoro 3ac00y 3riANo 3 peccTpaiifriam TIOCRIAYeHEsIN )
maMiyse, 20 me/moa no 100 vur y daaxoni, KPHIIEYKA SKOr0 00TArHY TA MiBKOBOIO
0bosi0BK010; 10 1 duiakony B KaproHHil ynakosui
(dooma sumycky, nosyeans, sun TaKyBaHHS JIKaPCEKOTo 3acoby)

Houep peecrpartiinoro noceiguenun UA/6725/0 1/01 ctpox xif peectpauitinoro nocsimenns HEOOMEKSHIE
Cepin mixapcrkoro sacoby Ne 2003337 ‘Kiftbkics BBE3EHOr0 Nikapcskoro 3acoby 11580

BupoGunx KYCYM XEJTXKEP [IBT JIT/L, Iaxis

(HalimMerysaHHy BHPODHHKA AiKAPCEKOrD 3ac00y, Kpaika TEGXOAHEHHH)

Bseseno B Vipainy ToBapucTBo 3 06MexeHOI0 BiATOBIIAMLHICTIO "Tendapm JITH",
izenr. kon: 20075891
(HuitMenysaimia ta kot 3a E[PLIOY opumanor ocobu 460 npizaving, iM's, 110 6aTekosl dizwmol
0cobH - ninnpuenmng, 1 Micue MPoXHRARNA T2 peecTpanifinul HoMep oOikoBOT KapTku mnaTHIka
monatkis abo cepis Ta HoMep nacnopTa)

Mperoxon Bisyaneuore kourpomo sig 24.02.2021 N: 606/2.

3a pesymeTaTaMK  AEPHABHOIO KOHTPONIO  BCTAHOBNEHO, MO JNiKapchkuM 3aci6 BBeleHO B Vkpaigy 3

AOTPHMAHHAM » SRCTRA MOA0 3abc3neyenns ARecTi NikapehKux 3acobis.

A

S =
HagansHux f’/; ' x f
T

T f 7 | i

(nocanora ocogaigprany ;Ej?;a ’j' KOHTHdA
%\\fm(i %\J\:.:r &
PNt

Muxoma XOJIOAEHKO

(ininiang Ta npizanue)




Rusum. Healthcare Pot. [4d .

CEPTH®IKAYT AKOCTI
CERTIFICATE OF QUALITY

AR N FG/157420
Aara/Date 06.01.2021

wamnayns, 20 mrawi, no 100 sm ¥ daaconi, xKpuineyks sKoro o6THrHyTa naiskosolo
obononkow; no 1 diakony B kapTowuiii ynakosui

shampoo 20 mg/ml, 100 mi in a bottle, neck botties covered with shrink wrapped cap;

1 bottle in a carton package

KeTtoxonasoay 20 mr/ma

Ketoconazole 20 mg/mli

Ne UA/6725/01/01 in 14.07.2017, vepmin aif peccTpauiitnoro nocsinueHns neobmemenii

Ne UA/6725/01/01, from 14.07.2017, Registration Certificate validity is unlimited

Jdikapcokuii 3aci6: JEPMA3ON®
Medicinal product: DERMAZQLE®

Jiroya peuosnHa;

Active ingredients:
PeecTpauiiiHe nocBinuenns:
Registration Certificate:

Jliuensist na pupobunuTBO No: Rajl2354

Ceprudixar GMP Ne: 042/2020/GMP

Bupofnuk: Kycym Xenrxiep Ier JItn, Ingis

Anpeca Bupobunxa: CI1-289 (A), PIIKO Innacrpian apea, Yonanxi, Bxisani, djct. Ansap (Papmacran), {upin
Manufactured by: Kusum Healtheare Pvt Ltd, India

Address of manufacturer:

Cepis: Ne 2003337

SP-289 (A), RUCO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India

Poawmip cepii: 12000yn. Jlara sur.: 12/2020 Jlisichuii no: 11/2024

Batch: Batch Size: D/M: D/E:
Ne Hokazaren kavecrsa Tpebosanus PesynstaTs
Tests Requirements AHATHIOB
Results
1 | Onucaune [Tpospaunas BAIKAN KMAKOCTH PO3OBOTO UBETA C XapakTepHsi 3anaxoM. | CooTsercrayer
Description Clear viscous liquid of pink colour with specific odour Complies
2 | Hnentudurkauus
Kerokonazon Bpems ynepkupauus 0CHOBHOTO MHKAa KCTOKOHA30I1a Ha xpomarorpamMse | CooTeercrsyer
' ucnermyemoz0 pdcmeopd W pacmescpa CpaéHeHuA, NONYYEHHAIX =
YCAOBMAX KOMUICCTBERHOTO ONMPEIENSHHA, A0MKHL COBNATATS.
ByTHATIIPOKCHTOAYON Bpems  ynepxuBauus OCHOBHOTO TMKA OYTHITHADOKCHTONYONA Ha Cootsercraver
XPOMATOTPAMME  UCRBINTTYEMO20 PACMSOPA H  DACMBOPA  CPOSHEHWS,
HUTYSCHHBIX B YCNOBHAX KOJHYCCTBEHHOID ONPEACHCHHA, NOMDKHE!
COBTAAATH.
ITonco 4R
CrexTp TornoucHHs HCNLITyeMOro pactsopa B ofinacte or 400 1o Cooteercrayer
600 HM DOmKEH HMETH MAKCHMYM MOTNIOLIEHNR TpH 50624 HM.
Identification
Ketoconazole ?
‘The retention time of the peaks of Ketoconazole on the chromatograms of Complies
sample solution and standard solution, obtained in “Assay™ should
Butylated hydroxytoluene correspond.
The retention time of the peaks of BHT on the chromatograms of sample
Ponczau 4R selution and standard solution, obtained in “Assay of BHT” should Complies
correspond.
Absorption spectrum of sample solution in wavelength range 400 - | Complies
600 nm should have maximum absorbance at 50614 nm.
3 | Obbem nanoanennn He menee 100 wn Cooteercrayct
Minimum fill Not less than 100 m] Complies
4 | pH Cr55n8080 CooTtaercrayer
pH 5510 8.0 Complies
. 5 | OrnocutennHas notHoery | Ot 1,035 1o 1,055 1.046
Specific gravity 1.035 101.055 1.046
6 | Conyrcrayroume npristecy Cymma npumeceH we Gonee 1,0 % He o0Hapyxeno
Related Substances Total Impurities: NMT 1.0% MNot detected
Page | of2

AU o A

/
Factory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph : +9 3-29%23 4/35
Email : info@kusum.com, Website : www kusumhealthcare.com %
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Kusum Healthcare Pot. L1d .

Jdikapeerni sacio: JEPMAZ0ON® waMnyie, 20 mr/ma, ne [00ms y doawowni, Kpuueuka sKoro ofTArNyT2 nniskosow

obosoukoio: no 1 GraKoHy B KapTOHHIA ynaxoBui

Medicinal produc: DERMAZOLE®  shampoo 20 mgiml, 100 mi in a bottle, neck bottles covered with shrink wrapped cap:
1 bottie in a carton package

Cepia: Ne 2003337

Bartch:

4 Konuyecraennoe

onpenenenue

Keroxonazon {lpu swnycxe: ot 95,0 no 105,0 % KETOKOHA307A OT 3ATRIEHHOT® KOIHUECTRA 104.15%
Ha cpox zodnocmu: ot 900 mo 110,0 % kerokoHazona ot 3a7BNCHHOTO
KONIHYeCTBa

ByTraruapokcntoavon llpu aeinyexe: o1 90,0 no 110,0 % OYTHArHIPOKCHTONYONA OT 32ABIEHIONO
KOTHYecTBa | 105.30%
Ha cpox zoduoemu: ot 70,0 10 110,0 % BYTHArHADOKCHTOAYO 12 OT 3AFBNEHHOrO
KOAH4YecTBa

Assay

Ketoconazole Finish product: from 95.0% to 105.0% of the labeled amount of Ketoconazole 104.15%
Shelf life: from 90.0% to 110.0% of the labeled amount of Ketoconazole

Byt bydiennoiuent | brueh proruee froim 90,05 1o 116,0% oF the ibeled amoting of BHT 105.30%

}_ Shelf life: from 70.0% to 110.0% of the labeled amount of BHT
8 | Muxpobuonoruyeckas B mpenapare nomycxaercs: ofmee yucao apoGHEX Mukpooprannsmos (TAMC) | <10 KOE/un

YHeToTA He Gonee 102 KOE/Ma; <10 KOE/an
0f11iee YHCAO APOHOKEBBIX H ILICCHEBBIX rputios (TYMC) ne Gonee 10' KOE/n, | OreyTersue /mn
He nonyckaerca Staphylococcus aureus 8 1 mp npernapara OrcyTterBse /mn

He nonyckaetca Pseudomonas aeruginosa s 1 ma TPCeMapara.

Microbiological purity Total aerobic microbial count (TAMC): NMT 102 cfw/ml. <10 CFU/m!
Total combined yeast/mould count (TYMC): NMT 10 cfi/ml. <10 CFU/ml]
Staphylococcus aureus: should be absent per [ ml. Absent/m]
Pseudomanas acruginosa: should be absent per 1 ml, Absent/m!
BHCHOBOK: Cepiz MNe 2003337 BimnoBixae sumoram MET PIT. Ne UA/6725/01/01
CONCLUSION: Batch Ne 2003337 complies with the requirements of MQC RC Ne UA/§725/01/01

AHATI3 BﬂxngBOUMIQD'” IATA Dé,llb\ }wll

(ANALYSED r_B__\Q] e (DA'I-‘E)

KomenTapi: vemae
Comments: no

3asea npo ceprrikauito: «JlilicHEM 3aCBiAYYI0, WI0 HABe[eHA BHIe inopmauin € nocrosipuoo i Touynow. L=
cepina nmpoaykuii 6y13 BHMOTOBNERa (BxMIOYarOYN YNaKOBKY / MADKYBAHHS) | NPOBEUCHO KOHTPOME Ti AKOCTI Ha
BHUIEITAARHOMY nigupuemcrsi B noBwilt BigmosigHoeTi 3 BHMOraMy GMP, scraHoBnenumy  Micneenm
PEeryATOPHNAM OPIaHOM, A TAKOK BiANOBLING 10 crieundikauii, wo mMicTiTnes B peecrpauiiiHomMy nocke Kpainn
iMmopTep. TMlporokoan supoGuuuTea, YRAKOBK# Ta aHANI3IR Gynu nepernanyTi i BCTaHoBIEHO Tx BiINoBidHiCTL
BiMoras GMPy»

Certification 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 Authority, and according
to the specification, contained in the registration dossier of the importing country. Records of manufacturing,
packaging and analysg’s were reviewed and determined for their compliance with the GMP reguiremenis.

: o6 ]ol]no2) -
KepisHHk rpynu x0HTpomoO skocTi Menemkep signiny 3af
Quality control group manager A - é Q,AW Quality Assurance grouy
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JAEPXKIIKCIIYV)XBA
JAEPKABHA CIIYXBA 3 JIKAPCBKHX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI
_ Byi. BepesskiBcbka, 29, Kuis, 02098 Tel. /d)axc (044) 550-23-55 Ten. (044) 550-20-55
.[/ dl ¥ 2 ’

E-mail: dls.kyiv@dls.gov.ua,h , Kox €IPTIOY 37079055
BHCHOBOK
Opo fKiCTH BBE3€HOro B YKpainy JikapcsKkoro 3acoly
29.04.2021 Ne 23498/21/2611
JEPMA30JI®

(Haﬁmeaynanua mkapcmoro 3aco6y 3riAHO 3 peeCTpaLiiHHM NOCBIAYEHHM)
mamnyss, 20 Mr/ma no 100 M y ¢paakoHi, Kpumedxka sKoro 06THArHyTa MIiBKOBOKO
060.,10HK010; O 1 pIaaxoHy B KapTOHHIN yraxositi

(dopma BunYCKy, 03YBaHHS, BHJ NAKyBaHHA JIIKAPCHLKOTO 3ac00Y)
Howmep peecrpauiitioro nocsinsenna UA/6725/01/01 crpox aii peectpauifitoro nocsimuents HeOOMEXeHMM
Cepia nikapcskoro 3aco6y Ne 2003656 Kinpkicts BBe3eHOIO Jikapcskoro 3acoby 9060

Bupobuux KYCVM XEJITXKEP IIBT JIT/, Inzis

(natiMeryBaHHs BUPOOHUKA JIIKAPCLKOro 3aco0y, KpaiHa MOXOMKeHH )

Bseseno B Ykpaity ToBapucTBO 3 06MexkeHoI0 BignoinaasuicTio "T'egdapm JITA",
_imenT. Kon: 20075891

(naliMeHyBaHHA Ta KOX 38 enpﬁov loplmuqum  0co6 a6o npmmuc, iM's, o Garekosi Gisuunol
oco6y - mianpueMuy, if Mictie NPOXHBAHAA Ta peecTpauiinnii HoMep 06ik0OBOT XapTKY NNATHHKA
noAarkis a60 cepis Ta HOMep NAacmopTa)

HpoTokon sisyannuoro koutpemo six 29.04.2021 N 1344/2.

3a pe3ynsTaTaMH [EPKABHOTO KOHTPONIO BCTaHOBNECHO, Wm0 Jikapcekuif 3aci6 BeeseHo B Vipainy 3
JOTPHMAHHAM BAMOT 3aKOHOLABCTBA MO0 3abe3eqeHHs AKOCTI .nucapcumx 3acofis.

HaanmHm( ) Muxona XOJIOZJEHKO

(nocanona ocoGa opraﬂy AGP‘ EhW; ¥ A H1id ':' \ : 3 i ‘ (lmmaJm-ranplsnume)
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Kusum Healthcare Pot. Litd.

CEPTHOPIKAT SJKOCTI
CERTIFICATE OF QUALITY

AR. Nt FG/0269/21
Hava/Date 05,03.2021

Jlikapebknii 3aci: lIEPMA3OJ1® wamMoyHb, 20 mr/ma, no 100ma y ¢aaxomi, Kpuawieyka AKOro oOTArHYTR NAIBKOBOIO
oGosoHK0i0; no 1 duakony B KapTOHHIl ynakesui

Medicinal product: PERMAZOLE®  shampoo 20 mg/mi, 100 ml in a bottle, neck bottles covered with shrink wrapped cap;
1 bottle in a carton package

Jlitos1a pedosrua: Keroxouasony 20 mMr/mn
Active ingredients: Ketoconazole 20 mg/ml
Peectpauiiine nmocsigyeHHs: Ne UA/6725/01/01 Bin 14.07.2017, Tepmin aii peectpanifinoro nocsiguennst HeoGmemen it
Registration Certificate: Ne UA/6725/01/01, from 14.07.2017, Registration Certificate validity is unlimited
Jiyensia Ha sapobHHuTEO Ne: Raj/2354
Ceprudikar GMP Ne: 042/2020/GMP
Bupobmux: Kyeym Xearxxep Ist Jta, Innis
Anpeca BupoGuuKa: CI1-289 (A), PIIKO Innactpian apea, Yonani, Bxisaai, Hict. Ansap (Pagxacran), Inain
Manufactured by: Kusum Healthcare Pvt Ltd, India
Address of manufacturer: SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthau), India
Cepin: Ne 2003656 Poamip cepii: 12000yn. Jara sur.: 02/2021 Hitcnuii no: 01/2025
Batch: Batch Size: DIM: D/E:
Ne IMokazaTean Ka9ecTBa Tpebosanus Pesynsrate
Tests . Requirements aHATH3OB
Resuits
1 | Onucanne Tpospatunan BA3KaR HUAKOCTh PO3OBOI0 UBETA C XAPAKTEPHEM 3anaxoM. | CooTBeTCTBYET
Description Clear viscous liquid ‘'of pink colour with specific odour Complies
2 | Haenaduranun .
Kerokonazoa BpeMa. yIepARUBaHHT OCHOBHOTO Nuka KETOKOHa3ona Ha xpomarorpamme | Coorsercrayer
UCHLIMYeM020 paCTigopa W pacmeopa CPasHenus, TONYUSHHLX B
YCNOBUSX KOTNHIECTECHHOTO ONpeencH A, KOMKHEL COBANATE.
BYTHATHADOKCHTONYON Bpems ynepiupatus OCHOBHOTO mmka Gymunrumpoxcaronyoma Ha | Coorsercrayer
XPOMATOIDAMME: UCHLIMPEMOZO DACMEOPE W PACMEOPa  CPAGHENUA,
AONYHCHHBIX B YCIOBHAX KONMYECTBEHHONO ONPSAENCHUS, JOMKHH
COBnazars.
Tlorco 4R
CnekTp NOMOMCHNS w“cnBITyeMoro pacrsopa 8 obnactm ot 400 xo | Coorsercrayer
600 HM AOMKEH UMETR MAKCUMYM Nornoiuenns npyu 5064 HM.
Identification
Ketoconazole
The retention time of the peaks of Ketoconazole on the chromatograms of | Complies
sample solution and standard solution, obtained in “Assay” should
Butylated hydroxytoluene correspond.
The retention time of the peaks of BHT on the chromatograms of sample
Ponceau 4R solution and standard solution, obiained in*Assay of BHT™ should Complies
Absorption spectrum of sample solution in wavelength range 400 — | Complies
600 nm should have maximum absorbance at 506:+4 nm.
3 | Ob6bem namoanenus He Mexee 100 M ) Coorsercrayer
Minimum fill Not less than 100.mi Complies
4 | pH Or5,5 10.8.0. Coorercrayer
pH 5.5108.0 Complies
5 | Oruocutensas miorsocts | Ot 1,035 a0'1,055 ’ 1.047
Specific gravity 1.035 t01.055 1.047
6 | Conyrcrsyrouiie RpuMecH Cymma nipumeceli re Gonee 1,0 % He ofrapyraso
Related Substances Total Impurities: NMT 1.0% Not detected
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Kusum Healthcare Pot. [td.

Jlikapcekaii 3aci6: ,Z[EPMA3OJI® WaMnyHs, 20 mr/mix, no 100 Ma v paaxoni, kpumedka skoro ofTarHyra IUIBKOBOWO
obosoHKo10; 110 1 dnaxony B KapToHHIA ynakosni

Medicinal product: DERMAZOLE®  shampoo 20 mg/ml, 100 ml in a bottle, neck bottles covered with shrink wrapped cap;
1 bottle in 2 carton package

Cepia: Ne 2003656

Batch:
7 | Komuyecrsennoe
onpeneyieHxe
Keroxonazon Hpu evinyere: ot 93,0 1o 105.0 % keroxorazona or 3a9BACHHOTO KOIWYECTB 103.40%
Ha cpox z00uocru: or 90,0 no 110,0% kerokoHa3ona OT 3asBNEHHOrO
KOnMYecTBa
ByTHArHAPOKCHTONYON Tpu eunyexe: ot 90,0 zo 110,0 % GYTHATHAPOKCHTOMYOA2 OT 3aABAEHHOTO 210
SCOTTECTES 105.20%
Ha cpok 200noemu: ot 70,0 no 110,0 % GYTHArHAPOKCHTONYOAA OT 3AABNEHHOTO
KOJIMYecTBa
Assay
Ketoconazole Finish product: from 95.0% to 105.0% of the labeled amount of Ketoconazole | 103.40%
Skelf life: from 90.0% to 110.0% of the labeled amount of Ketoconazole
Butylated hydroxytoluene | pyiop product: from 90.0% to 110.0% of the labeled amount of BHT 105.20%
Skelf life: from 70.0% to 110.0% of the labeled amount of BHT
8 | MuxkpoGuonornueckas B npenapare noyckaercs: obuiee YHCAG a3pobHLIx MuKpoopratniMos (TAMC) | <10 KOE/ma
4qHcTOTa e Gostee 10 KOE/mm; <10 KOEMn
afiee HHUCIO0 APO#IKEBLIX K NIECHEBsIX rpuGoB (TYMC) ue Sonee 10' KOEMa. | Orcytcrsue Mma
He ponyckaerce Staphylecoccus aureys 8 1 M npenapata OrcyreTaue /vn
He nonycxaerca Pseudomonas aeruginosa B 1 MX npenapara.
Microbiological purity Total aerobic microbial count (TAMC): NMT 102 cfi/ml. <10 CFU/ml
Total combined yeast/mould count (TYMC): NMT 10! cfu/ml. <10 CFU/ml
Staphylococcus aureus: should be-absent per 1 mi. Absent/m|
Pseudomonas aeruginosa: should be absent per 1 ml. Absent/ml
BHCHOBOK: Cepisn Ne 2003656 Bimmosinae smMoraM MKST PI1. Ne UA/6725/01/01
CONCLUSION: Batch Ne 2003656 complies with the requirements of MQC RC Ne UA/6725/01/01
AHAJII3 BUKOHAB S W IATA_DY -0 voM
(ANALYSEDBYy~ o5 & (DATE)

KomenTapi: Hemae S;\dd\\ rphe \\cm\%!u&

Comments: no

3assa npo ceprudicamiro: «Aiiicunm g 3acsizyylo, Mo HABEAeHa BHIe iHGopMaKia € AocToBipHoKO i TOMHO0: 1In
cepist TipoayRuil Gyna BUroToBIena (BKMOMANYHM YHAKOBKY / MAPKYBaHHs) i MposeaeHo KouTposL: W aKocTi Ha
BHIUEIrAIAHOMY wianpuemcTei B noBuilt siamosignocyi 3 Bumoramm GMP, BCTaHOBIEHMME MiCHEBHM
PErYATTOPHAM OPranom, a Takox rignosizHo jo cnenudinanil, mo MicTuTLe B peecTpauiiHomy docke kpalau
imropTep. TIparoKxo M BAPOGHRITEA, YHAKOBKH Ta auanisip Gynu nepernanyTi i BeTanosmeno X BiznosignicTn
BuMoram GMP»

Certification statement: «On this I certify, that the above mentioned information is true and accurate. This product
batch-was prodiced (including packaging / labeling) and conducted for its quality control at the above mentioned
manufacturer according to all relevant GMP requirements, established by Local Health Authority, and according
to the speclﬁcatmn, contamed m the reglstratlon dossier of the |mportmg country Records ot‘ manufacturing,

4AV
T§]F | 20

KepiBHAK rpyH KOHTPOIIO AKOCTI

Quality control group manager ﬁ - é OJ‘N
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Kusum Healthcare Pot. L1d .

Jlikapenxii 3acio: TEPMA30J® maMnyns, 20 mo/ma, no 100 My y daakoni, Kpmmeuxa nxoro obrsruyra 1AIBROBOIO
obosionxoio; no 1 hpaakony b kaprouniit ynarosui

Medicinal product: DERMAZOLE® shampoo 20. mg/m), 100 ml in a bottle, neck bottles covered with shrink wrapped eap;
1 -bottle’in a carton package

Cepisi: Mo 2005059

Ratch:

Certification statement: «On this 1 certify that the above-mentioned information is trueand accurate. This product
batch-was produced (including packagmg / labelmg) and conducted for its-quality control at the above-mentioned
manufactirer aceording to specified in' the current GMP guidelines, approved by the Ministry of Health of
Ukraine, and with the requiremeénts of the registration dossier of the destination country, Records of
manufacturing, packaging and mmlvsis were reviewed and deétermined for their compliance with the GMP
requirementsy.

KepiBnuK rpyiu KOHrpomo 1KoeTi YrosHopaxena  ocofa, mo  suicHior
Quality control group manager ceprudikaniio cepii

Qualified Pefson certifying the. bat
IM's ta TipisBRine Im's T npissume L
(Name) A 2] (Name) ; /5
[liznue : ’957]‘”9 : Miznme 24 K GW':L; © QUALITY
(Signature) A (Signature) . eadsuRance
Jara nignicamis Jara nianucanns 7 ;
(Date of:signature) (Date:of sighature)
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Kusum Healthcare Pot. L1d .

Jixapesknii 3aci6: JEPMAZON®
Medicinal product: DERMAZOLE®

ioua pewopnua;

Active ingredients:
Pecerpauiiine nocpigaenus:
Registration Certificate:.
Jinensis na pupodnunrso Noi
Ceprudivar GMP Ne:
Bupobmu:

Anpeca wnpofinnnal
Manufactured by:

Address of manufacturer;

CEPTH®OIKAT AKOCTI
CERTIFICATE OF QUALITY.

AR Ne ¥G/1792/21
Hara/Date12.01.2022

mamiynn, 20 mr/ma, no 100 y (j).rmxon'i, RPHUICHKA HKOF0 00TArHYTa NIBKOBOIQ
ofoa0nK010; 1o 1 hirakony B xapreyuiil ynaxonni

shampoo 20 mg/ml, 100 ml in a bottle, neck bottles covered with shirink wrapped cap;

1 bottle in.a carton package

Keroxonazony 20 mr/ma

Ketoconazole 20 mg/ml

No UA/6725/01/01 sin 14.07:2017, Tepmin gii peectpaniiinoro nocsigenns neodyexennii
Ne UA/6725/01/01, from 14,07.2017, Registration Certificate validity is unlimited
Raj/2354

042/2020/GMP

ICyeym Xearxwey sy Jlua, Tiiais

CI1-289 (A), PIXO Dpacrpina apea, onapci, Bxinaai; Qier. Axsap, (l‘anmacwm, Tassin
Kusum Healtheare Pvt Ltd, India

§P-289 (A), RIICO Industrial avea, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India

Cepis: Ne 2005039 Possaip eepii: 12000yn. Harasur: 12/2021 Jistennit mo: 11/2028
_Bal Baich Size: DM D/E:
Ne Hazpa noxasunxa: Bumoin ]’eiymﬂ’a TH ARAAIIB
| Testy Requirements ; it of analyses
1 |'Onuc Ipo3opa, B's3Ka. PIUIA POIKEBOrO KOABOPY 3. XAPAKTEPHHM 3ATIAXOM. Binrosinae
Description Cleat viscous liquid of pink colour with specific odour Complies
2 | Inewrindiikanis » ’
Ketoxdnason Hac  VIpUMYBAHAS OCHOBHONO JNKY KCTOKOHA301Y Ma xpommrpam Bignopinae
Bocmidoeysanozo. posuuny i cmandapmﬂoao POSUMHY, . OTPMAHHX B YMOHAX
KiIBKICHOTO BH3AANCHNA, HOBMHEH CINBIIANaTE
Byruarigpoxcuroayon Yae YIPHUMYBAHHE' OCHOBHOrO Tiixy GyTHAripokeironyGiy. wa Xpomarorpami | Biftiowinae
Ddehioayeanpzo posuumy i cmam)apmno 20 POSYuNY, OTPUMAHMX B yMOBAX
KIIBKICHOLO BUSHAMCHAS,; TIORMHEH CILBIIALATH;
Tloreo4R Crigrerp noxinRatH 0CHiLKyBaorg- posuuny B 06uacti iz 400 10600 v | Bimoninae.
TIOBHHEH MATH MAKCHMYM:TIOUIMBania npi 50644 M.
Identification
Ketoconazole “The retention tinie:of the, peaks of Ketoconazole onthe Ghromatograms of sample | Complies
Sohivion and standard solution, obtained in “Assay” should correspond.
“Thie retention time of the peaks of BHT on-the chromatogranis of sawiple solutioi .
Butylated hydroxytoluene and Sidndard soluvicir, obtained in “Assay of BHT” should correspond. Complies
Absorphon spectruni of sample ‘Selutioh 0. wavelength range 400 ~ 600 nm
should have maximum:absorbance at 50644 nm.
Ponceau4R: Camplies
3 00’ e nanoBHenNs. e mennre 100 M Bignonigas
Minimum fill Not less than 100 ml Complies
4 | pH ‘Big 5,5 10 8,0 Bianosizae.
pH 5.5t080 Complies
8 | 'Biguocua rycrina ‘Biz 1,035 10 1,055 1.046°
Specific gravity 1035 to1.055 1.046
6 Cynponimni noMitikn Cywma:zomitrox ve:-binsiue 1,0 % He pugsieno
Related Substances Total Impurities: NMT 1.0% Not Detected
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Kusun Healthcare Pot. Ltd.

Jixapesranii sacié: JEPMA3OI®
Medicinal prodict: DERMAZOLE®
Cepis: Ne 2005059

wanmnyns, 20 mr/vn, wo 100 ma y duakond, kpmilieyica skoro obTariyTa. niisKoBolo

oBoronKo; no 1 (aaxony » kaproumiii ynaxopui

I/lz\m 7g,, ?
Kigy - i

shampoo 20 mg/ml, 100 mlin a bottle, neck bottles covered with shrink wrapped ¢ap;

1 bottle in a carton package

Batch;
7 | Kinpkicié swiniavens
Keroxonason Tpu sunyery: 8in 95,0 no 105,0 % keroxorasony Bia 3aseieHoro BMicry v
Hea mepsin npudamiocmi: 8ig 90,0 20 110,0 % xerokouazony Bix 3assiaenoro | 104:25%
BMiCTY
Byruarigpokcuronyon Hjsu aunyery: wix 90,0 no 110,0 % Syrwmigpokentonyony Bi sassienoro | 98.70%
BMicTy:
Al -mepsiy vproamioemi: gin 70,0 g0 110,0 % Syruarizpoxcrronyony sin
SanBjieHoro sMicTy
Assay
Ketoconazole Finish product: from 95.0% to 105.0% of the labeled amount of Ketogonazole | 14 £25%
Shelf life: from:90.0%to 110.0% of the labeled amount of Ketocotiazole
Butylated hydroxytoluene: Finishproduct: from 50.0% to 110.0% of the labeled amount of BHT 98.70%
Shelf life: froni 70.0% to 110.0% of the labeled amount of BHT -
8 | MixpoGionsoriuna wnerora VY upenapari HONYCKAETLCS: 3aTbHA KIABKICTE :a¢pOBHUX: MIKPOOPranismiy
(TAMC) e binsive T0¥KYO /; <10 KOE/Mmn:
‘FaraisHa KIBKICTs AphKKOBIX 1 npicenennx rpubis (TYMC) ne Ginpme 10! <10 KOE/Mn:
KYO/lvn Oreyierame /My
Bipcyriérs Staphiylococcus aureus 8 1 3 nipénapary. Oreyrernue /M

Microbiological purity

Bineymiicts Pseudomonas aer ugmosa B.]1 Mampenapary,

Total:aerobic'microbial cownt (TAMC): NMT 102 ¢fivml.

“Total combined. yeast/mould count (TYMC) NMT 10 cfu/ml,
Staphylococeus dureus: should be absent per 1 inl.
fPseud A

cru_gmoqa should be absent per 1 mi,

CFUml
<10.CFW/ml
Absent/inl

| Absent/mi

BHCHOBOK:  Cepi Ne 2005059,

CONCLUSION: Batch-Ne 2005059

AHAIIS BUKOHAB .

(ANALYSED BY) =

‘&xc&cﬂ\

Konmentapis nemae:

Comments: no

i

‘Bifrosinae susoram MKSE PIT. Ne-UA/6725/01/01

complies with the requirements of‘MQiCLRC--Ng»;,UA/'6725’/OI/01'

(DATE)

JURIN ymh\;c&

mara_[2]01]9022

3a’m§a‘ npo ceprudixauio: «Jicuum s 3acigyio, o iasenena sue indopManis:¢ xocrosipaoo i Tounoe, IIﬂ
cepist mpogyxuii Gyyia BuroToBieHa (BHoA0ME YiAKoBKY / MAPKYBANNA) i npoBeneno KOHTPOAL. 1 mcoc'n ina

BHINEIFANAHOMY: lllﬂ,ﬂpﬂGMCTBl B-NORHi: BIHIIOBLZIHOC'H 3 BHMOI‘&IM}{, 3a3HAYCHAMU B ‘illeHlH HACY

saTBepasKenii MinicTepeTEOM 0XOPOHH 370poB's chpamu, i3 BAMOraMu peecrpaumﬂoro ROEHE Kpaﬂﬂ!

apuzHadenss. IpoToxoim BHp
BlamoBiRRICTE BUMOTAN GMP»

0GHANTRA; YITAKOBKH Ta AHANi3B Sy.au nepernanyrii BeTanoBeno ix
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