JHeapenciii saci: FEPMAZON®
Medicinal product: DERMAZOLE®
Mo pesonms;

Active ingredients:

Kusum Healthcare Pot. L1,
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CERTIFICATE OF QUALITY
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Ketoconazole 20 mg

rpem 20 mr/r, no 30 ry Ty6i; me 1 T¥0 s kapronudi yoakon
cream 20 mgfg, 30 g in a fube; 1 tube ina carton package
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Registeation Certificate:
Jlineusia wa prpodinnrreg Ne;

Raj/2354

No UA/GT25/02/01 from 22.04.2024, Registration Cevtificate v

alidity is unlimited
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Ceprugricar GMP N
Brpabiw:

Aapeea nupadfiirnga:
Masntofactured by:
Address of manufaciurer:

Cepin: Me 1003960

Fosuip cepii: 20000yn.
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Kyeym Xenarsweep ITer T, Yunia

1289 (A), PLIKO Inzacrpian apes, Youanxi, Bxinaui, Tier, Angap (Magmacran), I

Kusam Healtheare Pet Lut, India

SP-289 {A), RUCO Industrial area, Chepanki, Bhiwadi, Dist,

Hara nar.: 0572024
D/M;

Albwar (Rajasthan), India

Miitcawii s1o; 0472028
E:

Ratch: Baich Size:
N Thekasmisu grocri Brniorn Peaynuratn
— Tests Reguirentents Resulis
1 Oiac Omiopinuiit kpes 6inoro KORRONY Bianosiaae
i | Descriptivn White homogeneous cream ) Complies
2 1 Tnenvadixmiz Yac  yrpumynamusa Ty KETOKOHRIONY  wa  xpomarerpami | Bianonime
docridacyadnece pozuny i CHITHOAPINROZD POIUUHY, OTPHAMAIHX 1
YMOBAX KiibXicuoro BRINAMCHITN, TODHNCH CIEBIANATIL
Identification The retention time of the beaks of Keleconazele on the Complies
chromatograms of sample solution and standard solution, obtained
L . in “Assay of Ketoconnzole” sheuid corresponcd
3 [pH Bin 6,5 io 8,5 7620
_________ e R 5,5t0 4,5 o 7.62
4| Maca nmicry Tv6n He mermne 30 r 30651
Minimum fill Not less than 0y } | 30.69
5 | Cymposinsi aomimat Homiwra 2 - e 6inbme6¢5 % He nuanneno
Hominka D— ne Ginsure 0,4 %; Hingye mesxi iruopysarms
Byne-sa imim HE BEHTHIKOBaHA foMinia — ye Giyrbine (1,2 %, Fuse s irnopysasms
Cyma floMiniok — ne Ginnzre 1,0 % Huzue mexi iTHOpyRas
Related substances Trapurity 2: NMT 0.5 % Not Detected
Impurity D: NMT 0.4 % Below Disrepard Limit
Highest unknown impurity: NMT 0.2 % Below Disregard Limit

6 | Kimkicue BHZHANC HHA

Assay

Factory : SP 289 {A), RIICO Tndl. Area, Chopanki, Bhiwadi, Distt, Alwar, Rajasthan (India), Ph

7 | MixpoBionerivia sherora

Total Impurities: NMT 1.0 %
Tipu sunyeiy:

95,0 % — 105,0 % KETONOHAIONY Bif( 3ndBNCHOT KinbROCT].
He mepatin npudaninocini-

90,0 % —110,0 % KETOROHAIQNY Kifl 3aNRACHOT It 7b coCT.

Release:

95.0% - 105.0% of ketoconazole of labeled atnount
Shelf life:

90.0 % = 110.0 % olketoconazcle of labeled amount
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Simme 10" 1KY Gfua,
Bigeyrnicrs Prendomonas gGeruginosa
TaStaphvlococcis anrens n | v apenapary.

Below Disregard Limit

3aramna ginvers acpobHuX  Mixpooprasiis {TAMC) e

BACENLHA Kinbkicrn ApIcRKORIX | Ticonesux tpuGis (TYMOC) ne

98.35%

98.55%

<0 KYOn
<10 KYO/r
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Kusum Healtheare Tt Lid.

Hiwapeniuii sacit: FEPMASOI® wpens 20 Mefr, mo 30 ry ayGh no 1 T¥0i B KAPTONNi ynakosyi
Medicinal product: DERMAZOTES eream 20 mg/g, 30 ¢ in a tube; § tube iy 4 carton package
Cepin: Ne 1603960

Microbind purity Total aerobic mieroorganisms (TAMC) —NMT 102 Crirg <10 CFU1g
Total Yeast & Mould Connt (TYMCY ~ NMT 11! CFUZg <10 CFli/g
Stephylococeus aurens: Must be absent/g. Absent/g
Psewdomonas aeruginossa: Must be abseni/g, Absenv/g

BHCHOBOK:  Cepix Mo 1003960 Bizositae Basoras MK PIT Ne UA/GT25/02/01

CONCLUST ON: Batch Ne 1003960 complies with the requirements of MQC RC Ma UA/6725/02/01
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Kosewrapi: vemae

Comments: ng

3asma npe ceprudiranio: «difiennm s 3aeninuyio, mo naBeAeHa Bue IHQOprMAin ¢ RUCTORIPHOXS | Towrmoio. Lin cepist npoaywniy
by)a srrovonrens (RraraH yaakosry / maprysanns) { npobeneno KOITPRoas §F scoeri wa BHIIEITAMMTONMY TN pRcveTs i
noeuill sinvosigyoer 3 BHMOFaME, IATHAYCHHMH B ImRif MacTamos) GMP, aaTBepmxeniif Minierepernom OX0PON 1K0pon s
Yrpainm, i3 sumoramn peecTpauiiinore gocee xpaiun apataydens. Iporokoan BUpOGINNTEL, YIAKOEKH Ta anatiis Byan
WeRErAsY T i BCTANOBAEHO X BigmoRitHicTs gastoram GMP»,

Certification statement: .«On this I ceriify 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-mentioued manniactnrer according
o 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 determined
for their compliance with the GMP requireinents».

Kepisimx rpyim wonrpomo sxocri YneBHoBaMCHA  ocoBE,  mo  aniicnoe
Quality control group manager cepradirailio cepit
Qualified Person certifying the balch,

' Ta nipizenie In's Ta nipizanuze L

la A 2ne ra
(Signatore) LP (Signature)
Aara ninmmecauns T — : Hara ninmyeanng
(Date of signature} 3 9,/0 ‘)7 }okL] (Date af signature)
Kepisusk rpyim komponie mcoeri ‘ Meiesep sinainy sadeznsaers KT
Quality control group manager Quality Assurance group manager
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