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TEPHCTIKCITYKBA
JEPXKABHA CJIYXKBA 3 JIKAPCHKIAX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

ByJ1. Bepesusxiperbka, 29, Kuis, 02098, Ten./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BHCHOBOK

PO AKiCTL BBE3EHOro B YKpaiHy JikapebKoro 3acoby

31.08.2020 Ne 44681/20/26

JEPMA30JI®

(nafiMenypanns Aikapceroro sacoby SHAHO 3 peecTpauifinim fIOCBIYEHHAM)
Kpem, 20 mr/r, no 15 r y Ty6i; o 1 1y6i B kapToHuiil ynakosui

((opma Bunycky, KodyBaHHA, BIA NAKYBANHA iKAPCHKOTD 3acoby) -
Homep peecrpauiinoro nocsinsenns UA/6725/02/01 crpok nii peecrpauitinore nocsimuenss HeobMeKeHUi
Cepis sikapeekoro sacoby Ne 2002710 KinexicTs BBe3¢HOrO Nikapchkoro 3acoby 9984

BupoGHuK KYCYM XEJTXKEP IBT JIT/, Innis

(HaveHysanHg BUPOGHKKA TiKAPCHKOTO 38C06Y, KpalHa MMOXOMKEHEA)

BeeseHo B Ykpainy Tosapuerso 3 06mexkenoro BianosinaasHicTIO "Tneadapm JT",
inenT, xox: 20075891

(natimenysanna ta koa 3a CPITIOY ropunkuHOT 0co6H a60 NPI3BHIIC, IM'A, N0 BATLKOE disnurot
0coGu - mianpremus, i Micle NPOMUBAHNS T2 PECCTPALIFHHE HoMep 00MiKOBOT KAPTKA NNATHHKE
nofarkis afo cepia Ta HoMep Hacnopra)

Iporoxon BisyanbHoro kontpomio sin 17.08,2020 N 2414/1.
Jlabopatopuuii aHanis axocTi AikapceKoro sacoby 3mitcHeHHH:

All "Lentpanbha naopartopis 3 aHamisy AK0CT JTikapehKux 3ac06iB i MearurO} MpoAyKii”
(M.Kuis, Byn.Kynpseceka 10r)

(HalivenyBaHHA Ta MiCUe3HAX0brEH N TaBopaTapii, Wo Mposena J1aGopaTOpHHUit auaii3 AKocTi)

BrcHoBox mozo skocTi nikapebkoro 3aco6y, sunannit na6opatopieio six 28.08.2020 Ne 2531

PesynsTath 1aGopaTopHOTO @HANI3Y AKOCTI TKapehkoro 3acoby 3a nepeBipeHHMHE NoKasHukame BUIMOBINAOTE
BHMOTaM METOLIB KOHTPOJIIO AKOCTI (AaHATITHYIHO-HOPMATHBHOT IOKYMEHTALLT).

3a pesyibTaTaMH [EPXaBHOrO KOHTPOMIO BCTAHOBJEHO, 10 Jikapcekuil  3aci6  BeseHo B Vkpaiwy 3
AOTPHMAHHAM BHMOT 3aKOHOAABCTBA MO0 3a0e3NIeCHHS AKOCTI JTIKAPCKRUX 3ac06iB.

JIromvuna CTOPOXEHKO

(iniuiany T2 npiseuure)

IO KOHTPOJIO)
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JEPAIINKCITYXBA
AEPKABHA CIYXKBA 3 TIKAPCLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI
By bepesnsikisceka, 29, Kuis, 02098, ten./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dis.kyiv@dls.gov.uahitps://www.dls.gov.ua, Kon €JJPTIOY 37079055

BUCHOBOK
NPO SIKICTL BBE3EHOI0 B YKpaiHy JiKapebKOro 3acoby
12.10.2020 Ne 55222/20/2611
NEPMA30OI®

(nadivenyBauns jKapcskoro 3acoby arigHo-3 pcccrpamiiﬂm [IOCBIA9EHHAM )
xpeM, 20 mr/c io 15 ry 1y6i; mo 1 1y6i B Kaprouuii ynaxosni

(¢:opMa BHITYCKy, K03y BARUR, BUJ NIaKYBaHHS TKAPCEKOTO 32C06Y)

Homep peccrpaittroro mocsimenss UA/6725/02/01 crpox aif peecrpanitinoro nocsjmuenns HEOOMEKCHEHN

Cepix nixapcskoro 3acoby Ne 2002710 KizbKicTs BB€3eHOTO nixapeskoro sacofy 8712
BrpobruK KYCYM XEJITXKEP IIBT TITH, Tumis
(ualbMenyBamms Bﬂ'ﬁqﬁg'm_ia'hixéipésxom'a‘adoﬁy, KpaiHa TOXOJKEeHHS)
Baesero B Ykpainy Torapucreo 3 o0mMexenor BianosizabaicTIo "I'nendapym JITA",
izenr. kog: 20075891

(satvenysarns Ta kog'3a CIIPOOY oprmrinol 0cobi 260 npiasume, iM's, no Garbkosi
isrrunol ocobu - minnpremng, T Miche HPOMABARI Ta péecTpauifiiui Homep obnikonoi
KapTKH NIaTAwka HORATKIS 200 cepis Ta HoMep macnopTa)

MpoTokoa eisyansuoro xoutponr siz 12.10.2020 Ne 3116/1.

3a pesyniTaTaMH JISPEKABHOTO = KOHTPOMIO BCTRHOBICHO, W0 JiKapchkul 3acib BBeero B Yxpaimy 3

AOTPHMAHHAM BEMOr 3aK0OHOZABCTEA MO0 3afesnedents gxocTi MKapesKEX 3acobin.
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Rusum Healthcare Pot. L1d.

CEPTHDIKAT AKOCTI

CERTIFICATE OF QUALITY
AR, Ne FGA091720
Hara /Date: 24.07.2020
Jlirapesknit saeié: JEPMA3O® kpem 20 mr/r, no 15 r y 1y6i ; no 1 Ty6i B kaprousiii ynaxonyj
Medicinal product: DERMAZOLE?® cream 20'mg/g, 15 g in a tube; 1 tube in a carton package
Jiwui pevonna: kevokonasony 20 mr,
Active ingredients: Ketoconazole 20 mg
Pécerpauiiine nocsinenn: Ne UA/G725/02/01 in 09.08.2017, Tepsin Aif peccrpaniiiHoro nocsineH s Heo6Mexerit
Registration Certificate; Mo UA/6725/02/01 from 09.08,17, Registration Certificate validity Is unlimited
Jlinenais wa oupobunntoo Ne: Raj/2354 -
Ceprigirar GMP Ne: 001/2018/GMP
BupoGunk; Kyeym Xearxicep Ot JIT, Inain
Afspeca BUpobHRKa: CIi-282 (A}, PIIKO Ingacrpian apea; Yonai, Bxinani, Jicr. Aapap (Panmactan), Ingin
Manufactored by: Kusum Healtlieare Pyt Lid, India
Address of manufactures: §P-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India
Cepin: Ne 2002710 Poamip cepif: 20000y, Jara sur.: 07/2020 Liticnnit xo: 06/2024
Batch: Batch Size: DiIM: DrE:
e HaumeHopaune mokazaremeit TpeboBanua PesyinTaThl aHANHIOD
Name Index Requirements Result of analyses
1 | Ommcanue Opxopozssi kpeM Benoro usera Cooreercrsyer
Description White homogeneous crean Complies
2 | Haentndinkanis Bpemena  ymepkuBaH@A  MKE  KETOKCHA30NMa  HA Coarpercrayer
XPOMATOTPAMMAX  HCHBUNPEAMO020 pacmoopa WM pacmeopa
cpagiienua, NIONYHeHHbBIX npH KONAYECTBEHIEOM
ORPEACACHMHY, JOKHL] COBNAKATD
Identification The retention time of the peaks of Ketoconazole on the | Complies

chromategrams of sample solution and standard solution,
obtained in “'Assay of Ketoconazole™ should correspond.

3 | pH Or6,5108,5 7.92
- pH 651085 7.92
4 | Macea copepxuMoro TyGsi He menee 15 ¢ 1547 r
Minimam fill Not less than 15 ¢ 1547 ¢
5 | ConyrcTayromise npuMecH Mpusecs D kerokonasona - se Goree 0,35 % He obnapyxkeno
Makcumakhad HeuaeHTHANLIPORAHNAT OPKHMECL — He 0.046%
Gonee 0,2 %,
Cymaia npumecedt ~ ne Gosnee [0 % 0.077%
Related substances Tmpurity D: NMT 0.5 % Mot detected
Singie Maximum Unknown Impurity: NMT 0.2 % 0.046%
Total Impurities: NMT 1.0 % 0.077%.
6 | Konuuccrsennos onpenenesue fIpu soinyere:
95,0 % — 105,0 % xeroxoHazona 0T 3a9BACHIOTC 100.10%

KoJiByecrya.
fan cpoica zoduoctni:
90,0 % — 110,0 % KeTOROHA30NA OT 3aKBAEHHOTC

KOoNH9eCTEa,

Assay Release:
95.0% — 105.0% of ketoconazole of labeled amount 100.10%
Shelf life: T

90.0 % ~ 110.0 % of ketoconazole of labeled amount
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Faclory : 8P 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph : +G1-1493-298232/33/34/35
Email : info@kusum.com, Website : www.kusumhealthcare.com




Rusum Healthcare Pot. L1d .

Jlikapesicuii 3aci6: JEPMA30J® wpem 20 mr/r, ne 15 ry Ty6i; no I Ty6i 8 kaprouniii ynaxosui
Medicinal product: DERMAZOLE® cream 20 mg/g, 15 gin a tube; 1 tube in a carton package
Cepis: Ne 2002710

Baich;
7 | MuxpoSuonorkyecxan HucToTa B npenapate nomyckaercs ofmee uMeno  aspofmmix | <10 KOE/r
mukpaopraunsmos (TAMC): ue Gonee 102 KOE/T,
Oluee qucno Apoxoxesslx # nreckessix rpubos {TYMC): | <10 KOE/r
ne Sonee 107 KOE/r.
He nonyckaetea Psendomonas aeriginosa n Oreyrereue /i
Staphylocacens aureus B 1 r npenapata. Orcyretaue /it
Microbizl purity Total acrobic microbial count (TAMC) — NMT 107 CFU/g <10 CFU_/g.
Total Yeast & Mould Count (TYMC) - NMT 10! CFU/g <10 CFU/g
Staphylococcus aureus: Must be absent/g. Absent/g
Pseudomonas geruginossa; Must be absent/p, Absent/g
BHCHOBOK: Cepia Ne 2002710 pignoeigae pumoram MICT PIT Ne UA/6725/02/01
CONCLUSION: Batch Ne2002710 -~ complies with the requirements of MQC RC Ne UA/$725/02/01
RATAS Aa
LS
AHAJII3 BUKOHAB . naTa 2 £ Vores
(AMALYSED BY) M,LMQ/K)% (DATE)

KomenTapi: Hemae
Comments: no

3assa npo cepradrixanit: «MlijicHuns g 3acpintyo, 1o RapeacHa Biune indoprauin € AocTeBipHo10 | Tounolo, Ha cepin npopyruil
GyJ1a BATOTOBJICAA (BIV10MAI0YN YNAKOBKY / MAPIKYBAHNS) | BPOBENCHO KOHTPOAE 1 skocT] Ba puinesragauoMy nianpueMerst o
noniill ninnopigocTi 3 punmoramu GMP, eeranonneHnMn MiCLERHM DEryAsTODHHM OpFanoM, 8 TAakmK siguorigno po
cnenupikauii, mo MicTuTLEN B peecTpaniiivoMy pocne wpaiui ivroprepa. IIpoTokonn BHpOGHIIITEA, YNAKOBKY Ta anajgisin
Gynu nepernsHy T i BeTanonaeno iX sinnopinyicre sBHMoram GMPy,

Certification statement: «On this I certify, that the above mentioned information is true and accurate. This product batch was
produced (juclading 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 tossier of the importing country. Records of manufacturing, packaging and analysis were reviewed and determined
for their compliance with the GIVP requirements».

% o-44} 03] 2020
Kepisiix rpyn KOHTPONIO GKOCTi
Quality control gronup manager

o-Y-Dahe
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Factory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Dist. Alwar, Rajasthan {India), Ph : +91-1493-298232/33/34/35
Email : info@kuswm.com, Website : www.kusumhealthcare.com




JEPXIUKCITYXEA
AEPIKABHA CJYKBA 3 JIKAPCHKHAX 3ACOBIB
TA KOHTPOJII) 3A HAPKOTUKAMU y m. KHCBI

Byn. Bepesnskiserka, 29, Kuis, 02098, ren./Gaxe: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dis kyiv@dls.gov.ua https://www.dls. gov.ua, Kox EJIPTIOY 37079055

BHCHOBOK
Ipo AKicTh BBe3eHOro B Yrpainy JKRAPCHKOro 3acoly
28.09.2020 Ne 51798/20/2611
JAEPMA30JI®

{Haﬁméﬁynanm AikapeLkoro 3acoby 3riano # peectpani B HOCEiAREREAM)
Kpem, 20 mr/r no 15 ry 1y6i; no 1 TYGi B kapToruii VHAKORIT

(dopma Banycxy, no3ysanng, pug BAKYDANHS AIKAPCEROTO sacoby)
Homep peectpauiittoro nocsimuenns UA/6725/02/01 CTPOK il peccTPaLIAHOTO NOCRiMMeHAT HEOOMEK CHITH
Cepin nixapcskoro zacofy Ne 2002711 Kinsxiers speseroro nikapesicoro sacofy 18432

Brpobuuk KYCVYM XEJITXKEP [IBT JITI, Tunia

(HaHMeHYBAINS BIPOGHHKA JiREPCHEKOro-3acoby, kpaiua MOXOAKEHIT)

Breseno 8 Yrpairy Tobapucrso 3 oGmexenow BixnosinansLHicTw "Tnexdapm JTA",
imenr. xon: 20075891

(nadivenysamin 1a koa sa €PTIOY 1opurdHOT 0COBH 260, fipismHiie, 'z, tio GaTeROR QitHaHO}
ocobu - nignpremin, i Micue NpONMBANKA T8 peccTpauifani Homep oBaikone) KapTKN NAATHHKA
nozaTkis ado cepis Ta HoMep nacnopTa)

IpoTokoa sisyaneroro konTpoNto Bix 25.09.2020 N 2903/1.

3a  pesynsTaTaMM [EPXKABHOTO KOETDORIO BCTAHOBN2HO, IO JIK3PCEKHE 3aci6 Beedeo B Vkpainy 3
AOTPHMAHHAM BRMOI 38K0HONABCTBA LIORO 33063MIe4eHHA AKACT] nixapcsxax 3acobis,
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Mukona XOJIOQEHKQ

(iniulans T2 npissuwe)
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JEPXUIKCITYXKBA
AEPKABHA CJYKBA 3 JIKAPCHKHUX 3ACOEIB
TA KOHTPOJIO 3A HAPKOTHKAMM y m. KEBI

/ey Bepesnsxincrxa, 29, Kuis, 02098, Teir/daxc: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https:/fwww.dls.cov ua. Kox €IPIIOV 37079055

BHCHOBOK
[po IKicTh BBe3eHOro B Yrpainy JKAPCHKOro 2acoly
24.09.2020 Ne 50264/20/26
JIEPMA30JI®

(matiMeryBanss Jikapcrkoro 3acoGy 3riano 3 PEECTPALIHHHEM NMocBinTentam)
KpeM, 20 mr/r mo 15 ry Ty6i; o 1 Ty0i B kapTouniit ynakosui

(dbopma Bumycky, fo3ynanns, sax NaKYBAHHA NKAPCEKOTO 3acoby)
Howmep peectpautiinoro mocsimgenns UA/6725/02/01 CTPOK 1if peecTpauiifHOro nocrixyeHns HEOOMEIKEHHIL
Cepixa nixapcexoro 3acoby Ne 2002711 Kinsxicts Breseroro nixapesxoro 3acoy 360

BrpotGHux KYCYM XEJITXKEP IIBT NTL, Ingis

(safiMenyBanna BUpOGHIKa AKAPCHKOTO 2acoby, Kpaiba ToXomKe Hs)

Brezeno B Yipainy Tosapuerno 3 06Mexenor0 BianopiganeHicTIO "T'nendapm JITI",
inenr. xox: 20075891

(Hatimerysanus Ta xog 3a CJIPTIOY KpHIHTHOT 0cobu aGo npirimme, iM'4, 10 6aTEKOR]
dizwunol ocobu - niznpueMis, 17 Micne MPOXHBAHHA Ta peecTpauiituuii HoMep o6ikoroi
kapPTKH TUIATHHKA TIOAaTkis abo cepis Ta Homep 11aCnopTa)

IpoTokon BisyansHore konrpoio.six 08.09.2020 Ne 2684/1.
JlaGopatopruit aHani3 gKoCTi KapCEKOro 3aco0y 3aiHcHenHuii:

Al "Ilenrrpanbaa naGoparopis 3 aHanizy sxocti MiKapCHKHX 3ac06iB i Megmamol IpoyKii”
_(m.Kais, Byn Kynpsscrka 10r)

{(HaliMeHyBaHN Ta MiCHeIHAXOIKEHIS naBopaTopil, o nporena AaGopaTopHHi anaiis AKOCTI)

Brcrosox mozo sxocTi mixapeskoro sacoby, sinammit nabopatopicio pix 23.09.2020 Ne 2747

Pesyavbrara nabopatoproro aganisy sxocti JiKapchKoro 3acoby 3a TEPeBiPEHMMH TIOKa3HIKaMH BIAIORINAK T
BHMOTaM METOAIB KOHTPOIIO AKOCT] (2HAMITHYHO-HOPMATHBHOT AOKYMEHTALT). )

3a pesynbTaTaMH JepKaBROTO KOHTPOIO BCTAHOBJIGHO, IO NiKapchkHH 3aci6 Bmezeno » Yrpaiuy 3
AOTPHMAHHAM BUMOT 3aKOHOJABCTBA MO0 3a6e3NeTEH A AKOCT KapChKEX 3aco0iB.

Hauansruk

Muxona XOJIOJEHKO

(mizmec) (inimiane Ta npizsume)

(nocanosa




Jlikapcs kit sacio: JEPMA3OJ®
Medicinal product: DERMAZOLE®

Hiroui pevorunn:
Active Ingredients:
Peectpauiline noceinuenns:
-Registeation Certificate:
Jlinenais ue snpoGrurTee Ne:
Ceprudixar GMP Ne:
Bupobuu:
Anpeca snpobunka:
Manuifactured by:
. Address of manuficturer;

O

Kustm Healthcare Pot. L1

CEPTHRIKAT AKOCTI
CERTIFICATE OF QUALITY

AR M EG/0923/20

Hara /Date: 24.97.2020

Kpem 20 Mr/T, 1o 151 y 1y6i 5 no 1 TyBi B xaprounii ynaxosui
cream 20 mg/g; 15 g in a tube; 1 tube in a earton package
KeToxoHazoay 20 mr, '
Ketoconszole 20 mg

Ne UA/6725/02/01 win 09.08.2017, Tepimin Aif peccrpauiiinoro nocaiatensn neabrenernnit
Ne UA/6725/02/01 from 09.08.17, Registration Certificate validity is unlimited

Raj/2354
001/2018/GMP
Kyeym Xearxuep st Jra, Innis

CI-289 (A), PHKO Innacrpian apea, Honanxt, Bxieani, Jicr, Aasap (Pagkacran), lugis

Kusum Healtheare Pyt Ltd, India

SP-289 (A), RIICO Industrial area, Chopiinki, Bhiwadi, Dist. Alwar (Rajasthan), India

Cepia: Ne 2002711 Poamip cepil: 20000yn. JHara anr.: 0772020 Hiticnuit no: 06/2024
Batch: Batch Size: DM: D/E:
[ Hanmenopanne noxasatencit TpefioBauun PeaymraTey anannzon
Name Index Requiraments Result of annlyses
1 | Onucasne Oawoponysit kpen Genoro nsers Cootperersyer
Deseription White homogeneous cream Complies
2 Hinentnnrauys BpeMena  ynipuuBaHHE  nWka ketoxonasona  na | Cooraercrnyer
XPOMIATQTPAMMAX WCHRINYEMOZO pacmieopa N pachmeopa
CpasHenus, TIONYHCHHBIX npu KOMHIECIBCHROM
ONPEACASHHH, NOIKHEI COBHANATS
Identification The retention time of the peaks of Ketoconazole on the Comiplies
chromatograms of sample ‘solution and standard solution,
obtained in “Assay of Ketoconazole™ sirould correspond,
3 | pH 0t65008,5 7.85
pH 6.5108.5 1.85
4 | Macca comepsiumoro TyGui Re menee 151 1547
Minimum fil} Not less than i5 g 1547 ¢
5 | Couyrersyrowme npumeck Ipumees. D keroxonazona — ne Gonee 0,5 %; He obuapyxeno
’ MakcuMansHad NenueHTUdMUMPOBaITag NPUMESE — He 0.033%
6onee 0,2 %;
Cymma npumecelt ~ xe Gonee 1,0 % 0.067%
Related substances Impurity D: NMT 0.5 % Not detected
Single Maximum Unknown Impurity: NMT 0.2 % 0.033%
Total Impurities: NM1 1.0 % 0.067%
6 | Konndecrnennoe onpeaenenxe Tpu sunyere:
95,0 %~ 105,0 % xeroxonasana oT 3arsneHHOr0 101.10%
KOAHUECTRA,
Has cpoxa zodunocmu:
90,0 % — 110,0 % keroxoHsI0na OT 3258 7€11HOTO
KONUHECTHA.
Assay Release:
95.0% — [05.0% of ketoconazole of labeled amount 101.10%
Shelf iife:

90.0 % — 130.0 % of ketoconazole of labeled amount
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Email : info@kusum.com, Website ; www.kusumhealthcars.com
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Jlicapesxnit acif: JEPMA3ON® ipest 20 mr/r, rio 15 r y 1y6i ; mo 1 1y6i » kaprounii ynakoeui
Medicinal product: DERMAZOLE® cream 20 mg/g, 15 g in a-tube; 1 tube In a carton package
Cepia: Na 2002711

Batch:
7 { MuxpoGyonoriyeckas MHceToTa B npenspate ponycksercs ofwee umeno mpoluex | <10 KOEA
: { Muxpoopraunmor (TAMC): re Gonee 10% KOE/A-
Obtuee 4ncio APOXKEBHX # INECHEBEIX rpubos (TYMC): | <10 KORAr
ue Sonees 10! KOE/T.
He nonyexaeren Psendomonas' aeriginosa u Orcyrerane /v
Staphylococcus agrens s 1 T npenapata. . O-rcyrcmne ir
Microbial purity Total aerobic microbial count (TAMC) - NMT 102 CFU/g <10 CFU/g
Total Yeast & Mould Count (TYMC) - NMT 10 CFu/g <10 CFU/g
Staphylovoccus aureus: Must be absent/g, Absent/g
Pseudomonis aeruginossa: Must be absént/g. Absentig
BHCHOBOK:  Cepis MNa 2002711 mimmoninae BuMoram MIC PTT Ne UA/6725/02/01
CONCLUSION: Batch Ne 2002711 * complies with the requirements of MQC RC Ne UA/6725/02/61
AHAJI3 BAKOHAB HATA 24 Sy Vo=

(ANAL:% D BY) \,LUW W | (DATE)

Komenrapi: uemae

Comments: no

3asea npo ceprudixaniio: «[ificaun a 3ncrinuy, 110 HnBenena BRie ingopmaitist e pocrosiproio 1 Tounoto. [n cepla npoayruit
Gynn BHTOTOBNEHA (BKIIOUAIOMH YraKonKy / MADKYBaHNs) i APOBEACHO KOHTPOAL I SIKoCTE Ka BHUIEIrAAaHOMY NMIANpHEMETBI B
nosxiit pizneniguecti 3 snmoramn GMP, peramonaei MICHEBHM pPErYASITORHNM OPTRHOM, & TAKON sinnoeimzo ao
cRemngiranil, wo MicTITLCS B peccrpauiiinomy Aocne Kpainn imnoprepa. Mporokonu Bupobunnsa, YUAROBKH T& AHANIZID
Oynn mepernsanyTi i BeTanOBIEHO X BiNNOBIRHICTL BHMoraM GMPy.

Certification statement: «On this 1 certify, that the above mentioned information is true and accurate. This product batch was
produced (including packaging / iabeling) 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 dossler of the importing country. Records of manufacturing, packaging and analysis were reviewed and determined
for their compliance with the GMP requirementsy.

O 24|00

. g - 2y ¢ =
Kepisnuk rpyns xonTpomo axocri Menemxep siminy sabeatigire
Quality control group manager Quality Assurance group.

A~ Ddahe \&“Q‘U*fj
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TA KOHTPOJIXO3A HAPKOTHKAMM y v, KHEBL
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N -Jlmnpcumﬁ sacity. )IEPMABOJF" -
" Medicinal product:. DERMAZOLE?® -

. Muoi pedopinuy
Acfive ingredientss.
~ .. Péécrjardiine mocsienuss
-« Registration Certificate:

g;g TUOIKAT }IKOCTI A
- CERTIFICATE OF QUALITY - L
AR M FGNB72

JHara Date: 05,12,2020

L rpEs 20 wele no 15 6y Y0l no 1 Hy0l b kapronni ynakonni-
_erean 20 mg/g, 16 g'ina‘tube; ] tube in a carton package
.+ Kevorowasony 20 wry .
.- Ketoconuzole 20mg
. Ne UASGT25/02101 Bin 09 08.2017, Tepmik il peecTpauiiinoro. nocsi.aqeﬂnﬁ ﬁeoamem:mﬁ ‘
oo N UA/gg%lO:/Ol Trom 09.08,17, Registeation Certificate validity is unlimited o
* Raj/23

" Jlinensis ia spobhuurae Ne: -
.. Cepradlrar GV No: : jOOIIZO’IalGMP ]
. Bopobru: ... Kycynm Xesrexwip i Seen, Trigis . )
" Azipeea BujinBuitka: - CTR289 (A), PITICO Yopacryplan apen, Hovaed, Bxivant; v, mmnp (Paagac i, i .
. Manufactured by: . * Kuswitt Henltheare Pvt Lid, India
- Addvress of inannfactiréers - $P.289 (A), RIICO Industﬂn} aven, Ch opsukiy Bhiwadi; Dist. Abwar (Ritjasthinn), Indig
- CeplarNe 2003195, - Posmp‘cepixz;iooohym ,I(m;nwr.:-wzozo , Jitienmdt noy 1012024
. Batch: " ... Batch Size: Yo 0 DM R 1)
Ne Hasmenonawye nokasTaIei Tpebonanin Pe}}'fle'lTbr mm.uu:os
» Narms Index Requivements , e BROSUTE 0T analygeg
1 | Onwucsrne ‘Ouropongetit kpen eitore herd’ Coarsercrayer
.Deseription White liomogéneous cream Comiplics

2 | Wentagukatis

| teivteaion: -

Bpemens  yHepuupang  1aKa  keroxomasona  Hd | -Codrstrérhyer
KPOMATOIPIMMAX: NCHEINYEMOZ0 parmeopa '8 -paemecpa
SPAGHRNUA, noNyIeHUBIK npu KONHYECTBCHEOM
ONPENEAHINT, HOIDKHE! COBDALATS

sy

The retention time of the poaks of Kétoeondzole on ‘the | Complies
chromatograms of sample. solution. and -standard solution, |
L. obtained n "Assay of Ketoconazole” should eorrespond. ’
3 | pH 016,510 8,5 1.35
o pH ; 651085 o . ; 135
4 | Macen cuxmpmmm G TyOul He Menee {5 ¢ 15,50
| Mindemum £iH ot fess than 15 p. 1580¢g
5 | Comyicreyfonme NpiMecn Tlpnnecs D KETOXORIIONa - 116 BONEE 0,3, %% 0.005%
’ MakeHMaILHa HeRIeRTHORIMPOBRREAA HPHMECH ~ e 0.082%
Gonee 02 Y%; .
Cymma npiMecei — vé ﬁwrec 1,0 % . 0.151%
.| Related substanées Tmpurity I: NMT 0.5 % S ] 0.005% T
: Singlie Maximum Unknowi Ifipuiity: NMTO?Z%' o 008% - L
b et ) Total lmpunncs NMT 1.0 % o |0 %
6 | KosuyecTneHHOT OnponeneHe. Ilpu awinmyexe: g

95,0 %~ 105,0 % KETOKOHA30JIR OT SAABNSHHOTO
KonHuectrha.

Hna cpoka zodiiaerne

90,0 % ~.110,0 % ReTOROPEIOIN OT SANUNEHACIO
Kojinyecrua.

Release: }
.| 95.0%~ 105.0% cf kcioconazo]e of Jibeled: AMOUIAY
Shelflife.

I‘accory SP 289 (A}, RIICO Indl; Area, ChOpankx,Bhawads Distt. Alwar, Rﬂ;asthan (lndm)‘ Ph +91—M93*298232/33/34/3S

Bmal: info@kusum.com,, Website : www.kustmhealtlicare.com
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U RBatehr .

- B Kinsiom Heelltheare Pot. Ltd

L livapowicuitsuelse JEPMAZON - wpews 20 meir, vio 18 1y vy6i 5 tio 17y8 w kapronuii yrokoiul -
" Megdicinal product: DERMAZOLEY . cream 20 mglg, 15 g i a tube; 1 tube in 4 carton packige :
* Cepin: No2003195 ,

7 | MuKpoGHONOTHYETKAs UHCTOTR B npenspare  [omyckaercs o0mee unCno  aspofunix | <10 KOE/r
Mupoopranwaron (TAMC): ve Gones 10? KOEf.
Ofice WMo APOSOKEBRX 1 TmecKensx Thubor (TYMC): | <IOKOR/r
we Guxce 10! KOE/, .
He nonyexaeres. Pseudomonas veruginosa u Qreyreraue /v

Staphylococcus anreus v 1.0 npenapara, ) Oueyretone/r - -

Miciobialputy, . . .. - | Totol actobicmiorobil coust (TAMC)~NMT 102 CFU/g - | <10CFUlg,
: i Total Veast & Mould Count (TYME) ~NMT 10" CFulg | <10 CFU/g.
Staphylacoceus aureus: Must be absent/g, ] Absent/g

s ; Pseudb‘manasuertgilm&sa:MuSt.be absenv/gi . .. . ...\ Absentlg’ ..
" BHCHOBOK:  CepinNe 2003195 pinnoninae symorans MICT PIT Ne UA/6725/02/01
| CONCLUSIONY ‘BatchNogoostss’ . complies withthé requiréments of MQORC Ne UA/6725/02/01

CAHANGBACORAB . e e ke ey
"%}}IALYSEDBY)_,,.' e R S L (DATE) &

%omeﬂrapi:muéc .

| Comientsine.

' Basa o cepFlicaidion WI{HCHIN  SeHLTaio, o HateReHa Biie IGOPMARIN ¢ HoSropipuETb T Toutiol. Tl cepia mpony iy

" By suroTomteHa {NKATOYAKYH YIAKoGKY / maprysaing). | nponeeit KORTposL At fikodri na BHINEITANAHOMY THINPHEMCIBI B

o "»namtin.‘;smnosim-mcri_\a,‘mmoﬂmu GMP, seTasornestysy MicleRaM PerynsyopRUM opragoy, 2 Takom wigroeinio no’
- cnerudicaulf, e MictrTsea 5 peccipanifiiomy focke Kpalnn ivnoprepa, TIpoToKoMH BRPOBHITES, YHAKOBKE T4 ANWING -~

Gy neperistyt 1 seranonaeno 1% slaopinaiers sumoran GMP

.. Certifieation statetient: «On-thils T certify, thiat the abiove mentioned infbvination s i wiid socurate. Thi‘s_l'pfi‘dﬁﬁ'c't"'li?i'(‘cﬁ WAl
- produced (including packaging / labeling) and conducted for its quality-control at the-above mentioned manufacturer-according -

“j- to-all relvant GMP. requivenients, established by Lotal Health Authority, and secording to the specification, contained in the
- yegistration dossier of the inporting country: Records of manufacturing, packaging and analysis-were reviewed and determined -

~. " for their compliance with ihe GMP réquirements».

BE 20 B8 T
-+ Kepinitai rpynin KORTPOMO AKSCTi -
- Quality control group manager

. S dawkhanles fagna|§

e R o ) § PageNo:20f2 -
o Enitory T SP28Y (A); Rl’l’.(;‘dlh’dl'.f;‘d;r'e_a;,Cﬁ;&‘paﬁki’,"}}'fx‘i'\v'a"d'i,"bi‘éit;kixi'af; Rajasthn (India; Ph 1 +91:149330883333054/35
e . Email: info@kusumicom, Website : wyrw.kusumhealtheare.com
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