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Plot No. M-3, Indore Special Feonomie Zone, Phase-1], Pithampur, Distt, Dhar,

Ph.: 07292-258300,

Jikapesiesd sacis; DWIHCE §T .

Medicinal produet:
Hitona pevoping ;
Active ingredient;
Peecipaniitne nocsigvenns:
Registration Certificate:
Jiueinsis my snpobumeran e
Cepradiiear GMP Ne:
Bupoini;

Anpeea slipobisra;

FUsYs® nt

Manufactured hy:
Address of marufacturer:

Cepin: M 1004611
Bateh:

Horasunw arocri
Name Index

Onine

Deserviption

2| lmenrudiea gis

Posniip cepiiz 62500 yn,
Batch Sixze:

Madhya Pradesh-454774 {indin),
Email: info@Kusum.com, Website: www. kusumhealthcare.com
CIN No.: U65929DL1997PTC085780

CEPTHDIKAT SIKOCTI
CERTIFICATE OF QUALITY

AR Ne 1210FP24000883
Nara/Date 21.08.2024

(radaeTicy Asicreeprosant no 54 wr,
yharepuyi)

(dispersible tablels 50 sug, 4 tablets in a bHsters, 1 blister in g cartyn package)
duryronuzony 50 mr

uconnzoie 30 mg

Ko UAFTGLTNZL, pin 31.10.1 8, Tepriin Al pecerpaniiiuoro DOCBIAMTHAY HeeGa e i
N UA/TGET02/01 31.10.18; Registratinn Certifica(n validity is unlimited

2516172018

044:2019/GM P

Kycyst Xeatxrep Her Jitp, Yuain

Mlhor Ne M-3, Luaep Cnewen Yconomin 3oy,
Hpanews, v 454774, Lupis

Kusum Healtheare Puf Lig

Plot No. M-3, Indore Special Eeonomie Zone, Phase-]], Pithampur, Disti. Daay, Madhya
Pradesh, Pin 454774, India

Hara pur.: 072024

4 rabaern y fnicrepi, no | BuricTepy a wapranifi

Deita-11, Tivaamyp, Jier. Axap, Manxis

Alitemii go: 06/2028

DM Exphry dafe:
T e - _
Bosorn Pesynvraru ananizia

Requirements
Kpyrui taGnetin 6inoro KONLOPY 3i CHOIEHIM) KPAsisi, wio
MalOTL  pOsNOdinbYY pHCKY 3 omporo Soxy, i3 sanaxowm
1\!0])03”“-’1.
White, round, flat beveled tablet wich
with ice-cream aroma,
Hac yrpuaysanns ming (nyranasony ua XPOMATOrPanax

Resul{ of analyses
Bisnosinae

breakline on one side, Complies

——ae ]

Bianorinae

AOCHHGRYRARGTD POy Ta poawymy Napisinnng,
: OTPIMAHNX  \py Kinskictoary BHIHAYSHMI,  ardiorTh
crinnagats.
Identifieation Fluconazole principal penk retention times on Sample &
standard  solutions chromatograms obtained in “Assay™ | Complies
S should be congruent o
3 { Crupauicrs .| He Ginbwe { % 0.03 %
__ | Friability NMT 1% 0.03 %
4 Posnaaanna He Sinpme 3 xp T 0T % 19 en
____| Disintegration Not more than 3 minutes N o O minuies 19 sec,
3 | Cryness ARCHCryBagIs Hpoxomwicesns eycrnensii  wepes cuyo i HOMBIIL A Bianosinac
po3nipoy oTEopin 710 Micw.
Degree of dispersion Suspension passes thiough a sieve with ‘nominal holes size Complies
o 710 um. e -
6 Qanopianicrs rososanny AV 2L e L1=15.0 o Biznouinag )
13iE=REN S RO EN
______ Uniformity of dosage ugifs AV <Li, where LL1=15.0 ] Complies
7 Cynponinni goaiuir [ Homiwmra A - e Sinpe 0.5 %; Hiurie Mewi susnancins
Jowimika B - ne Sinne 0,5 44; He suanneno

KHPQA00048/400001 1-00 |

Regd. Off.: 3-1584, Okhla
Ph. +91-11-41 005147, 40514919, 41 (10571, 40527575

Hosmiwmsa C - e Sisinwe 0,3 Y, He wnuanene

Homiwra 3 RRT BIaLko 0,55 - e Binnme 0,35 %; 0.2%
Byan-aka HeieHTH(oBANa HoMw - tie Ginsiue 0,2%: Msae mewi snanauenng
Cyma noMimor — we Ginwine 1.5 %. 0.2%

Lo S — HE Dinhe [ e —

Indl. Area, Phase-], New Delhi-116020 (Indlia)
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Plot No. M-3, Indore Special Beonomic Zone, Phase-I], Pitha

mpur, Distt. Dhar, Madhy.a Pradesh-454774 {India),

Fh.: 07292-258300, Email: info@Kusum.com, Website: www.kusumhealthcare.com

CIN No.: U65929D1.1997PTCo85780

AR Ne 1210FP24000883

Related substances

8 | Kiabricye BI3IRAYEHAS

Asgay

$ | Mixposionoriuna
THCTOTR Y

Impurity A - Not more than 0,5%
Impurity B - Not more than 0.3%
Impurity C - Not more than 039
Impurity with RRT around 0.55 - Not more thdn £.5%
Any unjdentified impurity - Not more than 0.29%

Fotal impurities - Not more than 1.5%

g srpeny:

Bix 95 % no 105 % uaykonazony & rabnery {Bin sanunenore
BALiCTY)

Ha mepatiy npedemnoc o

Bl 90 % no 110 % nyronazony » rabreri (8in sansaenoro

BMicTY)

Al refease: 95% to [05% of the labeled amount of
Nuconazele.

AL shelf fifer 90% o 1109 of the labefed amount of
{luconazote.

Microbiologieal purity*

3arunsie yucpo 2epalbaix Mixpeopranizmis (TAMC) — e
1 Gimsure 102 KY O/ :

3aranse yneno APDRAAOBHX T2 nAiceenny rpndis {IYMO)
- #e Ginvize 102 KV O/

Biaecyruictn Escherichia coli n I'r nperapary.

Toral acrobic micreorganisiis (TAMC) ~ NMT 10* Cruvg
Total Yeast & Mould Counz {(TYMC) -NMT 102 CFU/g
Escherichia coli shauld be absent perlg,

e —

Nol Applicable

R A

Below Distegard Lim i
Not detericd

Not detecteq

0.2%

Below Disregard Limi;
0.2%

99.9 %

99.9 %

He Bukonyerseg

T o T
* BannpoGysanust sikpodionoriang] HHETOTIT POROINTHCS A HCPLEIT

10 cepiti. norini st mosno] 201 wepit. ado 0aum pas pa pik.

* dierobial pmviy will be performed on firgt jO commmercial batches thereafter at every 20M bateh or once in a year,

BUCHOBOK; Cepia Me 1004611 bianosiaac aumoras

CONCLUSION: Batch Mo 100461}

MICS PTE Ne UA/TS17/02/0 1

complies with the requirements of MQU RC Mo UA/7617/02/0)

Regd. Off.: b—lSSA, Okhla Indl. Area, Pi

ase-T, New Delli-110020 {India)

KHP/QALGOB48/4 00001 1-04)

Ph. +91-11-41005147, 4051

Page
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" Plot No., M-3, Indore Special Economic Zone, Phase-1, Pith
Ph.: 07292-258300, Email: info@l(usum.com,
CIN No.: U65929D1L1

1

AHANII BUKOHABR
(ANALYSED BY) "///j
Komenrapi: iremac

Commenis: no

3ansa npo ceprudinagiio: aHificuim 3acninyyin,
NPOAYKUT 3yns BEroToRMenn {swmiouatoun yn
BIRIEITARARoMY niknpuemerni i nosaii siano
AATRCPARCR M’iuim‘epcmom oxXopoui 3aepoy
Hpororoan BHDOGHHITEN, YRAKOBKS T0

RACODRY / M

35t Viepat,
aasin Gyan nep

Certification statement; «On this L certify that the above-men
was produced (including packaging / labeling) and condpe
manufacturer acenrding to specified o the carrent GMP o
with the requirements of e regist
analysis were reviewed and detern

Kepiesne rpynn KOHTPOMO SKoCTi
Quality control group manager

"l\f:‘""“i‘:(" SR -5:;»"1.(.".).,‘4" I

‘."“'Kr‘) ’;;i

Int'st ta nipiseiune
(Name)

Mignune
(Signature)

Hata ninuicanus
(Date of signature)

DANE 00y

aynpur, Distt. Dhar, Madhya Pradesh-étStl??’—ti

e nasenena vume indepmayis ¢ aocros]
aprypanna) i nposcacio ROBTROS
BIRHOCT] 3 BEMOraAMI, 3A3HA SCHITMI B

ted for its quality control

ration dossier of the destination
rined for fheir compliance w

(I}ldia), 7
Website: www.kusumhealthcare.com

97PTCO85780
997PTCO8 AR, No [210FP24000883

LATA 21168 { V‘"’T

(DATE)

pHoio i vounelo. Iist cepin
Tk ¥ 510 er na

unuAiil HacTanoki GMP,
i3 eumorann peeerpanifinoro porne wpaliy upinan
CTARAAYTE | BeT:

AYEHHSA.
avoBHeHO [X Bignosianiery BuMoras (Gl1Ps,
tioned information is true and accurate. This product bafeh
at the above-mentioned

: Approved by the Minfstry of Health of Ukraine
country. Reeords of man
ith the GmP requirementsy.

idetines L, and

wfacturing, packaging andg

Vnonuorascena ocofa,
cepyudinankio cepit
Qualified Persoy certifying the balch,
In'a 2 npizanwe

UEQ  32ificHioe

{Name) g Ve
Tlimie '\}‘Vlﬁxeri\{),v JLU\,U:LL,
(Signature)

Harra ninnvcainn
(Date of signaturc)

Regd. Off.: 11 58A, Okhla Indl. Area, Phase-1, New De
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