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Kusum Healthcare Pot. L1

CEPTHPRIKAT AKOCTE
CERTIFICATE OF QUALITY

AR N TLHIFC2HI0042 1
HurafDawe 27.03.2024

Aixapeskuaii e GYHHCT rean 5 mafe e 30 r req y 1¥6i; no Lyl y saprosniii vnaxouud

Medicinal product: FUSYS® gel S mgf 3% e pelin n ube; 1 lube in 2 cavion patkaze

Ahawi penosnn: Payronatoay 5mr

Active Bngredients; Iluconazaic Smyg

Peceypauidue noeninwennsa: Ne UAS7GTTI3/0Y vin 29.03.202 1, vepssin 1i¥ peeespaniiinore nocsitenun:
HeekMeRe il

Registrsiion Cerfifiente: Mo UASTOI1T/63/01, 29.03.2021, Registration Certificate validity is unlimited

Huemga wn supodusniuoe Ne; Rajf2354

Ceprishivar GMP Ae: 042/2020/GAIY

Bapatmi: Kyeys Xeroxwep Hor Jva, Inain
Adpecs sy poinnen: Cl-I89 (A}, PHRO Inaacrpizn apes, Yonanst, Bxinasd, Tier, Aanap
(Pazacran), Inain
Manufietnred by; Kuswm Headtheave Pyt Ead, Tndés
Address of manulaeturer: SP-289 (A), RILCO Industriad urea, Ch vpanki, Bhivwadi, Dist. Alwar (Rajasthan),
India
Cuepin: M 1043060 Pozuip cepii: 20000 v Mara ror 0373024 Jlitiesnit nn: (242027
Bateh: Batel Size: DM Fxpiy date:
lhossinss ukoeri Busrors Pevyvornramy anasisin
i lests Requirementy Resalis B
{ Oune Besbapnunis nposepiri afo nenposopui OHOPLNHIT rean 3 Bianoniime
NUARTCPHIM 3ATXON,
Brescription Clear-colourless to opague smosth homogencuus ool with Complics
o characteristic odour,
2 Lienvadinanin
dryRotaing Hag YYPIMYBRI CHOBNOTO HTKY N0 NpPOMATOY s Dac i Vi om Bianoaiae
Toemidamncio  poscery,  OTRUMAILY % yMOMIE  KMILKICHGIO
BHIBUICHIE HOBIISH IR GERL
Chvipre Bewanaoeni Hac YTPISYBAIHIT OCUORNIOFD THKY 154 XPOMATOLPAM] doc. zom0rs | Biposinace
I cHmndaPINGEe PO, OTIEMUNIY B VMOBAX  KIALKICHOEG
BTGB HOBIHCI i AR T,
Hdentifieation The relemion time of Fluconazole peak i the chronvaouiam of ihe
Fiveonuzole assay prepatdion carresponds o thal in the chromatogyam of the | Commplivs
stantlard preparation ns ohiained in e assay.
Reiention time of Beney] alechol peaks in chromutograms of sumple
Beuzyl aleohol curresponds 1o retentior time obained in chromatograms of standasd Complics
in Assay
3 Maen suicry vyin He steunee 30 v Ty
Mintmwm §ill Nol less than 30 ¢ 3072
4 1 pH 0,513 7.12
il 6.34t0 7.3 o 7.1z
Cyuposniani gosiirrn Hustioia A~ v Ginage 0,2 %5: He nistnrena
Aoxinoca B e Gine 0,2 % ST
Aoxtiiisa C- e Olaume §.2 %; He pigsacno
Hoaiwea 3 HRT Gian 0.5 - yie Siabiwe 1,0 % Te pieacso
Heidenmugpivosany dearitard — ne Hlamue 1.2 %%;

e dowiaier - ne Siane 1,3 %,

Rebeted substances

Not detected
Nor dorecied
Nl deteciod
Wot detegied
Not detecied
WNot detecleid

Facturs @ SF 289 (AY, RINCO fadl. Area, Chopunki, Bhiwadi, Disit. Alwar, Rajasthan (India), Ph +91-1493-298732/ 33/
Email s infe@kosum.com, Website : wywsv kuswuhealtheare.com
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SHuapesoni sacit, @Y IIHCY
Medicinal produg: FUSYS®
Cepda: N J003460

Batch:

«[IEJLOAPM
bRy

xop 20075891

418
CEPTHIKATIE

resh 5 ae/r oo 30 e vemo y 1y6i; w0 1o vai ¥ REapronniii ynukoend

gel 5 mefp 38 ppelin o tuhe; | iube in a carton package

lpeuTagixaiinmi

f 4 [Cinnsciene sunprcnus
BayRotaion

Crupint Gergnioanii

Assay
Flrconasole

Bewpyl alcohiof

wa 1 apenapary 488 aeir

(95,0 %~ 105,0 % daykomoay 1a FINAKINOIG-BAHCTY): 97.6%
Hpumstzoar megpsn: aenedomuocmi;

L5 e =55 mra | apenapury

£90,0 % = 1100 % aryknuasosy iy a4 iesoro Ry
Hpn guvesys: :

9.0 88 - 11,0 v 8 | ¢ npeuapary HLO2 s
(90,0 % = 110,0 % compry Bemunomore 5ix 3490225050 BAIETY) 130,39,
Hpoaseon mepainy apudanmocmi:

G.O0Mr- 110 wrw | Fpenapary
0.0 % - 110,0 % onnpry Gevsiansoro pia HIBACHOID LAY
\ 3

Date of issue;

9.0 meto 110 mp per 2 ol product (30.0 % - 170.0 % of labeled amenty,

4.73 mgte 525 ma per g ofproduct (95.0 % - 105.0 % of labeled amoun; 488 mpfe

) Y7.6%
4.5 mg fo 3.3 mg per g of produet (90.G % - 110.0 % of labeled amoun(y,
!
SOma s 110 mg per g of produet (900 % - 110.0 % o luteled amounty, 02 mgly
106.2%

Micrabiological purity®

T 1 MigpoGisiorivnz vnerors *

Fseudomonay aeruginosa wiagyrnife
Sephviovovens wireny pigcy I

Total aerobic microbial count (TAMOC) - NMT 107 CTtide
Tutal combined yeastmould count {TYMCY = NMT 10 CFLlyg
Stophylococeus auwrens should e absent per 't g,

Psewdomonas aeriginosse should be absent per | E Absent per

Barannim kiTLkiers adpobnnx sikpoopraisais {TAMCY 16 Gemie 15 <10 KY Oy

SAraNbE KL KICT, APHEsRONIN T4 IUHCCHeRI rpubis (TYRMCY we Gintge <10 KY Qi

Biseyrinir
Bieyrnia

g

Ahbsent per |
|

i

BUCHOBOR:  Cepiz Mo 1403460
CONCLUSION: Baich M 1003460

O oo
f’ rytlodiiary

\‘\L: calh m-—.\ L wJdoo Lij
AHAIHS BUKOHAR
ANALYSED BY)

Kostelrrapi: mesng
Coramenis: no

* Limpobynas sixpodioanrinot wmcr
 Bhicroblal purity will be performed on §

0

s

DYH NPOBOAMTBES 234 NEPUNIX 3 Cepiil, HOTiAL 3% kowenol 10- eepii, aBo o135 paz uy pik.
irst three commercial baiches therealter at every 10% barch or once in a year,

RiANDEAAE BHAOTANM MICH PIT e UA/TG] 70301
complies with the requirements of MO RC Mo UAS61 30

HATA _2lanyeey

(DATE)

Factory 1 SP 289 (A), RRCO fandl. Area, Chopankl, Bhiwadi, Diste, Alwar, Rajasthan {India), Ph: +91-1493-208232/33/14/35
Eimnil ©intog@kusum.com, Website www kustmhealtheare com
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Siapeasnit sacid: GYUHC® vedn S asrfe w0 30 v reno y vvGi; we Lvyi v wapyonnii VIR
Afediving produet: FUSYS® geb 5 mp/e 30 g gebin a tube; 1 tube fn a carton package

Cepiar Je 1003450

Bateh:

Sans upo ceprdiraniio: «lificmen n JMCBYLIYIN, 100 HATCARHA NFHe bithepyania € anevesipuoo i rounos. Iis
copli IPOAYRRIT Dyvasn siroromica (BRMAeEN yuswomey / MA[YBANHSE) | UpoBeReHo Kewrpodan 7 kot s
smnearanaony waupsoeetel noennii slanosinnocti 3 BUEStOTRMY, 3A3HAMEIUINE B T HLiE uneranosi GMP,
swraeprsenit Minjereperuon  oxopoun 3TOPOBE Ypaitig, |3 Bierua peceTpauliinore pocne kpainn
spmmagcran. Hporessisu sapofunoron, yoaxopsn aa aeaaidu Gyas ueperimomy i §osevanesnaens ix
HOREBICTD braroray GNPy,

Bi;

Certifleation statement; «On this 1 certify, that the above mentioned information is true and acenrate. This product
hatcl was produced (ineluding packaging / Iabeling} and conducted for fts quality control ai the alove mentioned
manutseturer according to specified in the enrrent OMP guideliiies, approved by the Ministry of Health of
Lkiaine, amd wit the reguivemments of the registrafion dossier of the destination country. Records of
manufacturing, packagizg and analysis weree reviewed and defermined for (heir compliance with the GMP
requiEremesiss.

Kepism ) pyimn konepoins 1x0cTi Yoomuonwicena  ocola, om0 saifemor
Onality contrel group manager copTHdinanio cepiy
Quulified Persan certifving the hateh
Is's i upissruae ! ﬁ;}
: : EIETH -
{Name) N \TCJJN,S"L-- '/f—‘?i-f/ 2 Ist's 1t npiinvnie
[ l.|;-gr,,1(' ) { » f/ (;\:nmc) (/_:Dd‘ﬁ }‘3,
(Signatirc) a1 1Tianne e
Hava nizcanng o - (Signature)

i
: - i -~ - )
{Date of sigimnre) - r}’fzf_:;/ rTol *’1 Jara niziseanns

(Liate of signature)

Page No. 3 of 3

Factory - SP 289 (A), RIICO nd). Area, Chopanki, Bhiwadi, Dis(, Alwar, Rajasthan {India), Ph: =9]- [493-298232/33/34/3¢
Cmail @ imfogkusum.com, Websile - ww e kusumhealiheare com

Page 1/1




