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CEPTHBIKAT SIKOCTI
CERTIFICATE QF QUALITY

AR Ne FHIOEG24000396
Hava/Date 20.03.2024

dirapessuii saeit: 1EPVMAZ0HN® wannynn, 20 srfany, no 8 s ¥ came; o 20 enre rapTeRniE yingonni
dledicinal produes: DERMAZOLE®  shampos 20 mghmd, 8 ml iy swehiel, 20 sxehets in a carton pavkage
Hirowra pewosna; Kevawonasony 20 mriva
Aetive ingredients: Ketoconazoie 20 mgint
Pecerponiiine noenigmenys: N UAMGT2RA01/01 win 14.07.2017, Topasin ait pecerpaniiinero weestruens weebyoen i
Registration Certificate: Ne UAGT2ENI0L, trom 14072017, Regisiration Certificate valulity is anlimited
Zlizewnis na supabini o N Raj/2354
Ceprinpiear GMP N 042720200G M P
Brupoelun: Kyveys Xearswep Hu S, biain
Aapeca srpofinea: CH-289{A), PIIKO Innacepiaz apea, Yonanxi, Bxisaad, dier. Aasap (Pazawacran), hinis
Masufactured by: Kusum Healtheare Pyt Ltd, India
Address of manufactier: SP-282 (A), RUCO Industrial ares, Chopanki, Bhiwadi, Dist, Alwar {Rujasthan), India
Cepig: Ne 1003371 Posuip cepii: 7300y, Hura wir.: 1202024 Adtiennis ao: 012028
Batch: Bateh Size: L D
Hasa norasnnna Brizvioen Pesvivrary spanisin
e Fusls R Result of analyses ]

I | Dhne Bi:nosinae
Deseription ofLleaw viseaus Hguid of pink calour with specific pdour Complics - .
1 Len iy ein
Kernknmmns Hae yrpryysaims scnonnor HIKY KCTOKOUAIONY A spossasorpmn | Bianoeimece
AACARINCYRONON posnmy | CHHIGAPNNGN paaving:, OIPUAGNIY W
YMOBEN KUBKICINO 80, DoRLHen GBI s,
Bynaniapokenroayos Yac  vipiviysanns  ocHoxiors Ky ﬁy‘l|m1‘i,-'1por:us—rmijosr:.' b Binvokizae
XPOMBIOTIUML Dorid ke sy PESTURY 1 LImandapminace FORnny,
HIPINENIN B YMOBIN KITLKICROTO S3tane s, nosmien chiRnaNaTH,
Tloneo dR CHsrp e 0GR RANOTO PORINRY B ofmaci wix 400 o | Biviosizue

GOG B noRIHen saty SHIRCHAYM TOTAHNANIN NI 30624 5y,

Edentificatiou

Ketocoirazole The vetention time of the peaks ol Ketoconazoie on the chromatograms Complics
of sample solutivr and stendard folution, pbrained in “Assay™ shoyl-
COTEUS O,

Butylated hvdroxyieluene The retention time of the peaks of BHT on the chromasograns of Complies

sampie sodudion and sieinderd Sefution, obluined in “Assay of BT
should cutrespond

"ancesn 4R Absorption spectrum of simple solaon i wavelength range 440 - { Complios
e 1R M ghould have maximum absorhance @ S04+ i, _ .
3 8’ est uanonHenan JHle menpre 8 wn ¥ e | Bimosiyar
Mindimum fifl Not less i per sachet Complies
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Faciory © SP 289 (A), RICO 1nd). Aren, Chopanki, Bivwadi, Disu, Alwar, Rajasthan (indin), Ph - ~O1- 1493208232, 337344
FEmail @ inforit ustn.com, Websie : www kusumhealheare, com
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JHwapenrend snci ARPMAZOLE sy, 20 at/nr, 10 § 20 ¥ easuey B0 20 came v wapronnii yosconi
Medicinal prodoct: DERMAZOLE® shampon 20 mynal, 8 m) in a vachet, 20 sachets in 2 carton pavkage
Cepin: Ne 1003371
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Balcl:
7 Wiansicse msramrens
Keroronmgos T amvery: iz 95,0 A0 105,0 % HCTOKOIUERNLY B SUARICHALD BAIICTY 101.6%
Hat e patin npudanniaems: s 90,0 1o 1100 % kel OROTEUAY Bl SORRICHOMD
BAMIEYY
Byruariapokeatoavos g eumpesy B 90.0 a0 1100 9% CYTIANAPORCITONYOAY BII suyBACTOr) 01 4%
BMICTY
Ha wmepysin spuddnmocmt, pin 700 a0 110.0% BYTHATLNSRCHTO0IY Bia
IAPACLOTO BNTiCTY
Assay Hinlsh produci: Trom 93,0% 10 103.0%. of the Tabeled amount of Ritoconazole 101.6%
Ketoconazole Shelffife: from 90.0% 10 110.0% of the labeled amown of Keigoonazale
Butylated hyifroxytoluene Fingsh produce: from 90.0% (o 118.0% of the Iabeled amaunl of BHT 414
Shelf fife: from 70.0% to 110.0% of the labeled amtounl of BHT
§ | Mirpebioao iana wucrera Y uperapan aouyeraciLer: 3araleig KiAbKioTh Acpobnux Mikpooprasisain
EFANC) ne Giaswe 1F KVO A <10 KY Oz
FHLRIE KIAWKICTH APTAROBIN | naiceensy rpudip {TYMC) ne Sinvme 107 | <10 KYOMa
KYOhan, -
Biacyrnicrn Siaptndococens awrens s 1 wn npenapary. Bineyniicrs A
Bizevinicrs Pseudomonas acruginesd n 1 M1 npenagvey, BLacyrniers /aia
Microhialogical purity Total uerobic microbial count (TAMEC): NMT 102 ¢lufoni. <10 CFU/ml
Total combined yeastimould coun (TYMO): NMT 1O ¢ufmi. <19 CFUAml
Stapltococens aurens: should be absent per 1 i, Absent per 1 ml
Pseudonnos aeruginose: should be absent per £l Absent per | ml
BUCHOBOK:  Copin Ne 1063371 Bianosac suatoram MICHT PIT. Ne UAMGT25/01/01
CONCLUSION: Bateh Ne 1003371 complics with the requirements of MQC RC Ne BGA/4725/01401
NN
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(ANALYSED 1Y) (DATE)

Kaserapi: neswe

Comments: no

Janpa upo ceprdiranio: «lificnnm n TRACHEAMY IO, (0 RABGAENA BRILE inthopmanisi € aneroripiens i rounoio, s
eepis P eAYRNIT 6yaa Rareronaena (BRAIOM Ay yuagonwky [ aapKysanmn) fupoBeaens KouTpoas W sivoeri ua
BIMICIRAAHOMY THARPHEMCIRE B uDBIH sinnonignocyi CHMOTAMN, 3AIRTCURNH B Snunii imoranos] GMP,
swrnepamenii Mbderepersom oxopenn Hepes’st Yrpatni, {3 Bovorani peecrpanifinora gocne kpatun
mpnagensa. dparorkoan BIPOSUHITTRA, ¥IAKOBRE TA anasitin Tyt neperinay i | BoTmioRene x
BlRORIENCTS sudoras G P,

Certification statement: «On this 1 certify that the above-mentioned information is true and accurate, This product
hateh was produged {including pactaging 7 fsbeling) and conducted oy its quality controf at the above-menfioned
umanufacturer according fo specified in the current GMP guidelines, approved by the Ministiy of MHealth of
Ulirsine, and with the requirements of the registration dossier of the destination country, Records of

mann facluring, packiging and anadysis were roviewed and determined for their complinnee with the GMP
requiremenisy,

Iepismur rpynm KON pomo grgeri Yroshosmreus  ocofa, o saificioc
Quakity control group magager cepTapikanig cepir
Qualified Person cortifving the buich.
b’y npizsine " Iad's s npissmige L
{(Name) PNvplege (las L( o {(MName) - ;‘)]ﬂ,{
Flvome /) IREERTI i
{Signalured *‘/ {Signature) ‘
Jara niandcanss Hara nianyeanna -
{Date of signature) 'ﬁ.’."?/ o n 4 (Tntte ol signatnee)

Faclory @ ST 289 (A), RITCO Indl. Area, “hopanki. Bhiwadi, Disil, Alwar, Rajasthan (Endin), Ph : #91- 1493.-298232/33/24/35

Email  infogi kusumcom, Website ; www kusumbealtheare.com
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