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Hirapenenii sncit: JEPMAZOJ® uemamnynb, 20 Mvfautr, o S0 aax ¥ hamgoni, xRpumedrn nrorg aftarny st nainkuzoso

odnaousiom; no 1 dumiony n RAPTOMIE yunsomi

Mediclnal product: DERMAZOLE®  shampou 20 mghul, 50 mlin a battle, neck bottles covered with shreinde wrapped eap;

1 hottle in u envion paekage

it perosina: Keramomany 20 mrfan
Active ingredients: Ketoconazole 20 angian .
Pecerpmiiine noeniguenns: Ne UA/6725/01/01 win 14.07.2017, YepMin Aif PeedTpallifinere noeshtenns neoBaeiemii
Registration Certifieate: ) e UAMGT25/01/01, Trom 14.07.2017, Registration Cortifieate validity is unlimited
Minensina snpoGicnuree Ne: Rnji2354
Ceprndinar GMP Na: 04272020/GNID
Bapobunk: Kyeyst Xenmxwep ot Jlwm, Tugin
Anpeen supodinicn: CII-28Y {4), PIIKO Ingactpina apea, Yo, Bxinani, Dier. Aasap {Pagixneran), Tupin
NManufactured by: Kusuny Mealtheare Pyt Ltd, India
Address of manufacturer: SI-289 (A}, RIICO Industrial arca, Chopanki, Bhiwadi, Dist. Alway (Rajasthan), lndia
Cupin: Na 1003280 Poasip cepii: 24000yn, Hivra s 02/2024 HMitiemui ye: 011£2028
Batcl: Balch Size: DiM: DAz
Ne Iasna Roseasimrea Buisiorn Peayavrarn anaaisis
Tosty Requiremen{s Result of inalyses
[ | G Hpozops, Ba31 pinnen poskesoro KOALODY 3 XOPAKTEPUIN JATTANON. Bianosinae
Description Clear viscous liquid of pink celour with specific odour Conmplies
2 | Laewindisani
Keroromzon Tae  yTpuvyoanna  aciennoro niky KeToKONAloRY i xponarorpani | Binnmoniaac
docnidxcyacutoeo povtuyy i CHIANOAPINIGL0 POIUTIY, OTPHMANX B YMOBIX
Kinudciore BI3NAICHIA, NOBINICH CRIBIAR0T.
Bymrinporcitonyon Yac  yrpiuysmn  ocuosmaro iy Syrnariaporeironyony  pa Binnonizae
XPONRAITOTPAMI  edocaidNysannzo posunny i emandapmuazo Jay,
CFIPHSRINK B YMOUNS GOTRICNOU0 QHIMNCNM, NOBMICH chitaLms,
Tlanen 4R Cuzxrp mormong ACCHIGRYRONOTO pORMIKY & ofifacti nix 400 Ao 600 | RBianonimac
HAT UIDRITHCH MATIE AAKCHMYSL HOrASMAN G e 50624 171,
[dentification The refention time o' the peaks uf Ketoconazole on the chromatograms of Complics
Ketaconazole sample solmiion md standeard sefution, obtained in “Assay™ should
corcespond.
Butylated l:ydroxytnhleuc The retention time ofihe peaks of BHT on the chromatugrams of sample Complies
sofution and standerd sofution, obiained in “Assay of BHT” should
correspond. :
Pancean 4R Absorption spectrum of sample solution il wavelehgth range 400 - 600 nm | Complics
shoutd have maximum abserbance a1 506:4 .
3 | Of'es nnnomierng He Menme 50 a1 Bisconizac
Minimum il Mot less -50 ml Complicy
4 [ plt Binssnodn Binriosinae
pi 3.5108.0 Complices _—
3 | Bianoens ryerind Bin 1,035 no 1,053 1.044
Speclfic gravity 1.035 101,055 1.044
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Hirapevicnii sacif; XEPMAIOA? masuynn, 20 arfay o 30 a3y dunacoui, Kpmoesrn gkore ofryrayrs iMtiskoson
ooaonioro; 10 1 Gamcony B waprommiit ynakoniti .
Mudicinal product: DERMAZOLE®  shampue 20 mg/ml, 50 miin a bottle, necke biottles covered with shyink wrapped cap;
1 bottle 2 earton pacleage
Cepia: Ne 1003280

Baich:
6 | Cynposinni goaiimse Cyaa sostitnex ue Ginune 1,0 %5 Hitacue aewi irnopynasns
Related Substitees Total Impuritics; NMT 1.6% Below disregard limit
7 | Kignkicne swsuastenun
Keroronaon fpu sunvesy:, 111 95,0 1o 105,0 % KETOKDHA0AY BIA 3uNBICHOr0 IMicTy | 96.17%
Ha vpepsin npudamnocmy; nin W0 g0 110,0% KCTORQSL30NY nin
JMBHCHOFD RMICTY
Bymariaporesronyos fipn oupyesi win 90,0 20 110,0 % Gyruncisposcuroayony siz | 105.98%
3astancrioro oMicTy
He mepadin npudamnocni: vin 70,0 no 1 10,0 % GyTirinpoekcutoayony
BizLannRACHOrD IMicTy
Assuy
Ketocenazole Fintsh product: from 93.0% 10 105.0% of the Inbeled amount of 96.17%
Kétoconazole
Sheif life; from 90.0% t 110.0% of the labeled amount of Keloconuzole
Bulylated hydrexyioluene Finish product: Trom 90.0% 10 110.0% of the fabeled amount of BHT 105.98%
Sheif fife: from 70.0% 10 110.0% of the labeled amornt of BHT
8 | MixpeGionoriung suerera Yoonpenapuri  jonycwucInen:  wraaME | KbKIeTS acpobiux
Mikpaopraniasti (TAMC) ne Ginsmie 102 KYO fa;
saranpia Kigbgiern Apiiokosex i micenemix rpngGis (TYMC) ne
Ginse 10" KYO/n.
Binoyruicrs Staplyvlococcus wreus n 1 an nperapaTy,
Bincymicru Pseudmnomns aernginosa n 1 s npelEnaYy.,
sicrehiological purity Totmn aerobic microbial count (TAMC): NMT 107 efiiml. < 10 efiml
Total combined yeastimoutd et (TYMCY: NMT 1) ¢fiviml, < 10 elivnil
Staphylocecens amrens: shawid be absent per ) ol Absent per Iml
Prendomanas erveinose: should be dbsend per T ml. Absent per Im)
BUCHOBOK:  Cepin Ne 1003280 uiuanizae wnmoras. MICT PIL Mo UA/725/01H0]
CONCLUSION;. Batch Me. 1003280 complies with the requirements of MQC ILC M UA/G725/01/01
A
166 [z&t .
Koni  LCorvelau la)
AMAJII3 BUKOHAR nata 116 laey
(ANALYSED BY) {DATE)

Komeirrapi: neaae

Coemmenis: no .

Jason npo ceprudivayiio: «litiemmas s 3acBitiyIo, lito naB e Bl imfroprantia ¢ nocrosipnon § rounom. s
cepin upoayrnit Sysan srroTonacia {(Dremosnyy yrargonxy / mapryranns) I nponeneng KORTPOAL 1T Bcoeti o
Briesraanony signpnesersi B nonniit sinnonignocri 1 BHMOPRMM, AN3ANCIIMT 6 il micTanoui GMP,
Jarsepaaeniit Minictepernom oxepouy agopon's ¥Yepaiun, i 3 Bunoranss peecTpaniiinero gacke wpatan
npuznasens, JIporoconn BUPOARMILYBA, YRAROBKI T4 auamizis fiyau neperasnyri i Beravoniens ix
Biaopinniers sunora GiviPy.

Page 2 ol'3

Faclory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph :-+91-1493-298232/33/34/35
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Kusum Healtheare Por. L[1d .

Hikupeuwnit aacit: ARPMAIOI® vy, 20 avfs, no SPag v duinwond, wpmgenRn aworn afninyrta wainkonaw
abonoitmo te 1 gmRony B waproimii ynaronti

Medicinul produet: DERMAZOLE®  shwmpan 20 mghind, 50 it in a bodtle, neck hoteles govered with shrink wrapped eap;
i botile iw o enrton package

Cepin: e (003280

Rateli:

Certification statlement: «On this I cerfify that ihe sbove-mentioned information is true mid seeurate. This produet
hatels was produced (including packaging / Iabeling) and conducted for its quality control af the above-mentioncd
manifacturer dccording to specified in the current GHP guidelines, approved by the Ministry of Henlth of
Ulraine, and with the requirements of the registration ttossier of the destination country. Recards of

manufactoring, packaging and analysis were reviewed and determined for their comphance with the GMP
requiremienisy,

KepisImK rpyny konRTpoRio akceri Yiosnoswiena  ocoba.  uwmo  3aiitcuioe
Quality control group manager cepndirauiio cepii
Quilified Person certifying the batch.
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(Namc) M elogn Name 0 "\":°.\
IMisnne INIAY glizmnc) ‘ad&}?}‘ .:,Y {h ’é\‘}” 3
(Sigmiture) =" (Signaiure) 212l avaure \5
Jara uimtcann "_‘f Hata nianueannss — ASSURANCE | &
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