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JHikapesxui speis; GYL{AC®
Medicinal product: FUSYS®
Hizosea peaonmia ¢

Active ingredicnt;
Pecerpauiiine nocuizuenna;
Registration Certificate:
Hinenis ma pupofinunreo Mo
Ceprigivat GMP Ne:
Bapobuire:

ARpeén supofinmes:

Manufactured by:
Address of manufactirrer:

Cepis: M 1002895

Posmip cepit: 500000 yn,

CIN No.: U65929D1.1997PTCO85780

CEPTH®GIKAT HKOCTT
CERTIFICATE OF QUALITY

<11, Pithampur, Distt. Dhar, Madhya Pradesh-454774
Ph.: 07292-258300, Email: info@Kusum.com, Website: www. kusumbealtheare,

(Inctia),
Com

AR N I210FP24000010
HaraiDate 09.01.2024

(vabaerien 1o 150 vy, o 1 Tafaerui y daicrepk;
(tablets 150 mg, 1 tablet in g blister; 1 bifster jg
dayxouazony I50 mr

Flueanazele 156 my
Ne UAPT617/01703 sin 23.10.18, repmin

A carton packuge)

e 1 Gaicrepy B kupromuii ¥iakopui)

Al preccrpangitnors. Urecsinennn neabmerensii

Ne UAST617/01/03; 23.10.18; Registration Certificute validity is unlimjted

23/6172018
040/2019/GniP
Kycym Xearxwep Hor JIvn, Teipin

aor Ne M-3, Inaop Cuemen Ikouonit Joyw, deiia-H, ivamnyp, Ricr Axap, Muaxes Do,

it 434774, Inxis
Kusum Healtheare Pvt Lig

Plot No. M-3, Indore Specinl Economic Zon ¢, Phase-Il, Pithampur, Distt. Dha r, Madhya

Tradesh, Pin 454774, India

Hatd sar: 12/2023

Hiticinii po:
Expiry date:

11/2026

Pesyanrary sunalzin
Reyult of analysey

Batch: Batch Size: D/M:
Hazen noxazmura - , Brstory
Name Index ) - Requirements .
Uane Bisd, wpyrni 30 cronieilna kpassi Tabierkn, 3 pnico POSHAMY 3
QAROIO GORY.
Déscription White, round, flat beveled tabiet with breakline on one ide.

Biunonines

Lomplies

Inenridixauis

ac  vrpuvysauns  niea Paywonazony  na XOMATOIPRNVAX
sunpobysanoco T cmandapinozg POZHURIS, OTPHMENAN & yhORIX

KINLIiCH0r0 arstiaienns, sac strisnazaty (huyronaioa)

The principal peak retention time on sample solution chromatogram

Bisnosinae

Complies

Onnapianicrs nososanmx
OARIHIL

Uniformity of dosage units

AV L, e L1=135 0
AV < LI, where L1=13.0

Identification

ohtained in “Assay” shauld be the same as Fluconazole peak refention

lime in domparative soiution chromatopram (Fluconazoiv) .
Cenpadticrs ) He Ginkwe 1% 0.1%
Tpinbility Not more than | % 0.1% e
Poanaganus ! He Gisnine 15 xn 02 x4 35 cex
Disintegration NMT 135 minv 02 min. 35 see,
Postmnenns [ He memme 75% () dhnyrorndony s 45 s 100% - 102%
Dissolution Not less than 75 % (Q} Fluconazole for 45 min 100% - 1024,

Bignoniaae

Comptiies

Cynponiani gomime

Related snbstances

Homiwea A - e Sianiue 0,5 %,

Aloinea B — e Binggre 1,3 %.

Hosstrrce ¢ = ne Sianue 0,3 %.

Houfaxa ¢ RRT Gins 0,35 - e Ginbwe.(,5 %,
Hewidoyn donica e Ginpure 0,2 %,

He Ginpine 1,5 % cynmir goaimok.

Impurity-A NMT 0,5%

Iparite-ff NMT 6.3%

Bizprrity-C NMT 0.3%

Tmipirity at RRT abowr 0 55 NMT 0.5%
nknoven impurity NMT 0.2%

Total Impurities WA 1.5%

0.2%

0.04%
0.01%

He sumsena
0.1%

0.01%

0.2%

0.04%
0.01%

Not Detected
0.1

0.01%
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Kusum Healthcare Pt ltd.

Plot No. M-3, Indore Special Economic Zone, Phase-IL, Pithampur, Distt. Dhar, Madhya Pradesh-454774 {India),

Ph.: 07292-258300, Emaii: info@Kusum.com, Website: www. kusumhealthcare.com
CIN No.: Us5929D11 Q7P TCO85780)

AR N IZ!UFPMGU{]{]I{J_
Hazna worazsumua ’ Bumory Pesynurarn ananiiis

Name Index Requirements | Result of analyses
Kinnricne mianavewiis {pte smyeiy: T
Bin 95 % 10 105 % dayronazony n tadneid (i saswnenod xiznkocr)

£ mepaiine npdamuocini:
Bin 90 % 1o 110 % dayronazony » Tabaeriy (Biz sannacHol KIALKOCT)

———— .

100,17 %

Assay At release: 95 - 105 % Fluconazole of Labe) Claim 100.17 %
§ AL shelflife 96 - 110 v Fhiconazole of Label Claim .
Mixpofionoriuna swerora® Jaraanie RINLKICTs acpabimy sipoopraniasia (TAMCY: ue Gomme 07
KYO/ir;
Javannua xinkicrs. APIRMKOBEN TA mnicecnnx rpuGis (TYMC): ne
Bismne 162 1Ky Qs
Bigeyruicrs, Escherichia colin 1 ¢ npenapary.

He BukonyeThey

Microbiolopical purity* Total aetobic Microbial count (TAMC)— NMT 0P Crire Not Applicable
Total Yeast & Mould Count (TYMC) - NM'F 102 Cliufe
Escherichia coli should be absent perlg.

* Tecr wticnyernes ana nepins 10 cepiii, norist s xomuoi 20 cepif abe o pas wa Pk,
* Microbial purity will be performed on first fen commercial batehes thereafier at every 20% batch or ance in 5 year which comes carlier,

BHCHOBOK: Cepin Mo 002895 BUATOBIAGE Bimoras MKS PO e UAT617/01/03

CONCLUSION: Haich No 1002895 complies with the requirements of MQC RC Ne UA/T617/01/03

AMANIZ BHKOHAR | Ll HATA _Qﬂ]b_il o1y
e (DATE) '

{ANALYSED BY)

Komenrapi: nesae
Comments: no

3anma npo cepradikauio: «Midcnam s 3meriguyio, Mo mapesena BHUIE, indopmanin « AOLTORIPHOG | Tounoo, Ust cepis
upoayruil Gyna eurotonaein (#xunovaeun ynakunky / MAPKYBANIIT) i HpoBenenc xouTpoan it axocri ua BHIREITAARBOMY
nianpuemerni o nobuii Bianosigtoeri 3 BHMOIAMU, J43HAYCHIMY B THHHIH HacTALDR GMP, sarpepmrenii Midjcrepernon
OXOPOHH 3H0DOB'S Yipaiuu, § 3 kusMoramvy peeerpagiiinoro gocwe Kpalun upnanggenns, Mpororxosy wrpoinnntea,
YNAKOBRKH TA ananizin Gynn weperaynyri i BCYAROBNENO iX BIANORINIICT B nusMoray GV Py,

Certification statement: « O this | certify, that the above mentioned information is true and accurate. This product bareh was
produced (inchuding backaging / labeling) and conducted for its quality centrol at the above mentioned munufacturer
According fo speeified in the corrent GMP gnidelincs, approved by the Ministry of Health of Ukraine, and with the
requirements of the registration dossicr of the tdestination country, Records of manufacturing, packaging and analysis were
reviewed. and determined for theiy compliance with the GMP requirementsy,

Ynosmosakena  neofa, o saificoe
ceptudikauin cepil
Qualified Person certifying the batch

Kepisunk rpymi sorrpomo skocri
Quality conlval group manager

o
I Ta npizauine .'\>...Qn\c__é,.\>_ﬂ*\ &\»\_u\_{‘,,.,») o

{Name) - v Td npiznane y
Tlinnne Q@_ (Name) ~QO_{O{CU/77Q . /ﬂﬂf-pf

{Signature) o 0\\\5\\ 3008 Nignne

Hava nignucanus {(Signatare) Fl P Z*—{
{Date of signature) Hara nignucauus 1ol 2

(Date of sjenature} -
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