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Plot No. M-3, Indore Special Economic Zone, Phase-I, Pitham

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

Htxaperknit aacic: GYICe
Medicinal product: FUSYS#
Hioua pedonnng :

Active ingredient:
Peccrpaniitne moesigmenus:
Registration Ceitifiente:
Jlinensis na nupobRALTEO Ne:
Cepruinnr GNP Ne:
Bupobamn:

Anpeca prpobrmea:

Manufactured by:
Address of manufacturer:

CIN No.: U65929DL1997PTC085780

CEPTHDIKAT AKGCTI
CERTIFICATE OF QUALITY

pur, Distt. Dhar, Madhya Pradesh-i3E774 ( (}_ndia),

AR, Nt 1210FP24000240
Hara/Date 16.03,2024

{rabuevka no 150 sy o 1 wbaetui y fisicrepi; no 1 Saierepy » capyonnii ynaxosni)

(tablets 150 mg, 1 tablet in g blister; 1 blister in a carfon package)

150 pr
150 mg

thayxonazoeny
Flucowazaole

Ne UA/7617/01/03 i 23.10.18, Tepmin aif pecerpauiitioro nocsinwenns ireofimexmennyit
Ne UAS7617/01/035 23.10.18; Registration Certifiente validity is unlimited

25/61/2018
040/2019/GMP
Kyeym Xearxep ey Aen, Ingin

Tngr Ne M-3, Ingop Cnentoa Ixononie Zoyu, Geiis-1), Oirasnyp, Xicr, Xxap, Manssa Hpagew,

i 434774, Topis
Kusum Healthearc Pyt Ltd

Plot Nu. M-3, Indore Specinl Economic Zone, Phase-I, Pithampur, Distt. Dhar, Madhya

TPragdesh, Pin 454774, India

Cupisi: Mo 1002968  Posmip cepii: 500000 yn. Hars Boer.; 12/2023 Biiteawit no: 1172026
Batch: Batch Size: D/M: Expiry date;
Ne Hazsa norcassumen Busiorn Pesyanratu aunaisln
Nnme Index Requirements Result of analyscs
i { Ounc Bini, wpyrai 31 cromenmit kpamasn TaGICTEY, 3 Hinieo pudiamy 3 | Bimiowinae
omioro Goxy.
Description White, round, flat beveled tablet with breakline on one side, Complies
2 | Inercredixamin Hac  yIpDHMYBEMUA Tika  dWYKOHEI0NY Ha xpoMarorpaMax | Binuoninae
sunpoliysunozo T2 emandapInnozo posunic, DTPHMIHUN B YMOBAX
KibRicHOT O BISTIAMEIN, MaE cainnanatd (fnyionison)
Identification The principal peak rotention time on sammple solution chromatapram Complics
obtained in “Assay™ should be the same as Fluconazole peak retention
time in comparative solution chromatogram (Fluconazole)
3 | Crupauviers He Ginste 1 % 0.1%
Yriability Not more than 1 % 0.1%

4 | Posnapawnss

He Gimae 15 xu

02 X535 cex

Disintegration NMT 15 min 02 min. 35 see.
5 | Pozysurenns He »erme 75% (Q) dumykonasosny 3a 45 Mus - 100% - 102%
Dissolution Nok Iess than 75 % () Finconazoli for 45 min 100% - 102%
6 | Oauopianictl ResopaHNX AV <Ll pe L1=150 e Bignonigac
QOMHHLUE
Uniformity of dosage units AV = L], where Li=15,0 Complies
7 | Cynposiani gominnei Homiwna A —ne Ginme 0,5 %. 0.1%
Hostiwna B —ve iapwe 0,3 %. He nuangeHo
Hosrinma C = e Bissiue 0,3 %, e sstanreno
Hosiwa ¢ RRT Ginr 0,35 ~He Giniue 0,5 %, He ruznpeno
Healdoxa dostivra —ue Sinuute 0,2 %, 0.1%
He Ginpwe 1,5 % ey pominiox. 0.1%
Related substances Tmprity-4 NMT 0.5% 0.1%
Bupayitp-B NMT 0,3% Not Detected
Tmpurity-CNMT 0.3% Not Detceted
Impurity at RRT about 0.55 NMT 0.5% Nol Detected
Unknown tmpuriny NMT 0.2% 0.1%
Total Impurities NMT 1.5% 0.1%

Regd. Off.: D-1584, Okhla Indl. Area, Phase-I, New Delhi-110020 (India)

KFP/QAQ00048/A000011-001

Ph. +91-11-41005147, 40514919, 41010571, 40527575

Ry oh A0
G3 .64 2¢

Page 1 of 2

?%/%




et
L 'r:l'.',f,?;\:x.
_._._‘.: .;:

LI Mg pyg
AT,
fnuun:_'pi:.1rgéﬁunﬁ

oA 2002500,

i
Cer AT

CIN No.: U65929DL1997PTC085780

) AR N 1210FP24000240
e Finspn nexnanuun Bumory PeiynrTaTh anaisis
Name Index Requirements Resilt of analyses
$§ | KinebxicHe nuspauenin Tipn eunyery: ]
Bix 95 %510 105 % dryxouasony & rafinerni (8i1 3anencwol Kimkoveti) 100,17 %
Ha meparin ppudansocii:
Bix 90 % g0 110 % gmyxonasony B rafnerni (i sannienol sinLroeri)
Assay Af release: 95 - 105 % Fluconazole of Label Claim 100.17 %

At shelf life: 90 - 110 % Fluconazole of Labe! Claim

9 MikpoGlenorixun ucrora® 3urancud KiAericTh acpofiux mivpoopravizvie (TAMC): ue Ginsme 10° | He BHXOHYETHLA
K¥YQ/r; .

3aranpaa Kinbkiors ApiroBIX TA ToTicenenux rpuGis (TYMC): nc

Gineine 10% KYO/fr;

Bincynicts Excherichia coli 5 1 r npenapary.

Microbiolugieal purity® Total acrabic Microbial count (TAMC) ~ NMT 10" CFUfg NatApplicabls
Total Yeast & Mould Count (FYMC) - NMT 102 CFU/g
Escherichia coli should be absent per | p.

* Tecr suxonyerncs ng nepuex 10 cepilt, sorin aag xoswiol 20 cepil afio oamr pas Ha pik.
* Microbial purity will be performed on first ten commercial batches thereafter at every 20% balch or once: in 2 year-which comes carliar.

BHCHOBOX: Cepia Nz 1002968 ninnonigae numoras MICT PIT Ne UA/7617/01/03
CONCLUSION: Batch No 1002968 complies with the requirements of MQC RC Ne UAT617/01/03
AFAII3 BUKOHAB A IATA 14103 [y
(ANALYSED BY) (DATE)

Komentapi: nemae
Conunents: ne

3asea. npo ceprudirauiro: «flifcHnnm u 3acsiguyro, L0 maABeALA BHue iniopmauin € goeromipuoio i Tounow. Ma cepis
npojyruii 6yna BUSOTOBACHA (BRAMYAIONN YUAROBKY / MAOPKYRRUNSA) I MpoBeneno wouTpons i1 mcocrt 1a BHILEITATAHOMY
mifnpuemerei 8 gopilt BignorimoeTi 3 BUMOraMy, 2AIMAYCHUME B i nacTanani GMP, sarsepmkeiii Minicrepersom

oxopouH 3nopon'ss ¥wpainm, i 3 ammoramn pecerpanifinoro mocke gpaiun npuznavesns, Iporokenn Bupofnunrea,
YRaROBKH Ta a)ianisis OyaR RepernsHyTi i BeThnonneno ¥x pignosinuiers pusoray CMPy.

Certification statement: «On this I certify, fhat the above mentioned information is true and accurate. This product batch was
produced. (including packaging / labeling) and conducted for its gualily control at the above mentioned manufacturer
according to specified in the current GMP guidelines, approved by the Ministry of Health of Ukraine, and with the
requirements of the registration dossler of the destination conntry. Recards of manufacturing, packaging and analysis were
reviewed and defermined for their complinnee with the GMP requirementsy,

Kepisnsk ripyms KOHTONO fxocTi ; YropHonakena ocoBa, wo  aificuioe
Quality controel group manager ceprudicauin cepii

Qualified Person certifying the balch

Int'n 'I';l npisime C‘_\_) . i ;

(Name) . -A\__@_,b\z.e_\g '}\ Aharmo, im'a ta mpizsriue L,U e\) By {L{

Thi 3 T iy ! f o -
‘ (Sli{lgm;wc) (—?\—Q__, L Um{:' % . i

Hinnne

Jlara vinnvcaya L% VRTLALN (Signature) @L‘”"’A/
(Date of signatore) Tara ninmmcayss M«o‘l"ﬂ
(Date of signaturej - ~{#19>""

Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 {India)
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JEPIKABHA CJIYIKEA 3 JIIKAPCHKHAX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMH y m. KUEBI
npor, Hanit Ceivmmunod, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyivi@dls.gov.ua, Kon €HPIIOY 37079055

- BHCHOBOK
Npo IRicTh BBE3eHoro B Yicpaiily Aikapcebicora 3acofy
27.06.2024 Ne 33355/24/261%
YHUC®

(vafimenysanns Rikapehroro aaeoGy drigno's peecTpatifim NocRiAMENHAMN)
TabaeTicn no 150 mr, mo 1 wabierni y Giicrepi; no.1 6iicrepy i xaprounii ynakosui
(dropual Bistycky, AOAYBANHA, DRA WARYBRKHS NIKAPCLROLD J86a0Y)

Homep peectpauiitnoro noceiguenns UA/7617/01/03 crpox aif pecetpaniiinoro nocsindenms HeoOMexenmii

Cepin nixapeskoro sacoby MNe 1002968 Kinbkicrs oesenoro fikapcrkoro 3acofy 31232
Bupofuuk KYCYM XEOTXKEP ORT JITH, tuzia
(vakimenysauns nupoGiHKa nikapekraro 3acofy, KPaTHA OXOAKEIHA)
Bsescuio 3 Ykpainy Topapnerso 3 06mexenoro pinnoninansuierio "Caeadapm JTA",
inenT. won: 20075891

{nalissenynauns Ta kox 38 GAPTIOY wpuaninio? ocofn abo npianule, im's, no GaTekoni
thiaisol ocobs - mianpscrua, IT vicue npoduBanag Ta peecTpauitingi noMep obnixonoi
KAPTKH YIATUHEA noaaTkis AGo cepis Ta noMep nacnopra)

NpoTokon sisyantuoro kourponio nin 27.06.2024 N2 2230/1.

Ja pesynbTaTaMn  AepNABHONG  KOHTPOMO BCTHHOBHEHO, WO  Ji
BOTPHUMANHAM BUMOr 3aKOHOARCTER OO 3d6e3neyeHua aKoe

apchkiit  3acib - pmessno w Yepainy 3
irapobkix sacobin,

A RCOBIB 1)
Go'{ls;u\ihluq :o&
1 o
B W

san 3AIBOPHMX
Méc)' g ; (inindany Ta apiassute)

ST IERGAPM
JThs

iaestudlkaulidnd

YO 100'{‘5591
CEPTHDIKATE




AEPKABUA CHYHEBA 3 JJIKAPCLKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMH y m. KNEBI

npos, Hanii Csitnwunof, 3, 02099, Ten, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kop €APIIOY 37079055

BHUCHOBOXK
npo sikiers BRezenore B Yipainy AiRapesKoro 3acody

17.05.2024 Ne 25833/24/26

GYIHCD

(taisenyoaung nikapeLroro waealy ariane 3 pecerpauilinny nocainvennsm)
rafaeren wo 150 v, no 1 rabaerud y 6aierepi; no 1 faicrepy 8 wapronniii ynaconi

(POPNE BRAVCRY. JO3YRAUNIR, BIA MUY DS MRAPCLROT 3acoiy)
Hanep peecrpauiiinoro noceimsenns UAS/761 70 1/03 crpox aii pecetpauifinore noceintennn neadbcixeHni

Cepix aigapeskoro sacofy Ne 1002968 KinukicTy poeacnoro nixaporicoro sacoby 256

BupoGetiic KYCYM XENTXKEP BT JITA, 1nain

(AFIMCUVETIE BUPOBIHED LIKIPCLEGTD 300y, Kpaing HOXOARCH )

Boeseno B Yrpainy Tonapuerso 3 odmekenoto sianosinanuuicro "I rebapy AT,
izen. wou: 20075891

trstiiasenyan g Ta oo 30 CSETIOY mapnantue! ocodn adoe npiimie. iM%, no fatekon
iigtranol ocadn = NEARPHEMLL, T1 MTCHe POEIERn 131 peecrpanimmi nesep obaikonud
BAPDCRI HASTHIRD NOJATRIN 00 cepin Ti 10Mep RICnopis}

MpoTokes pisyansrore wonrpomo sig 17.05.2024 we 1563/1.
NatGopatopunit aranis axocri Aikapcuroro sacoby Jaifictenit:

®inia A "Lentpansua haGopavopis 3 ananiszy axocTi mikapclidx 3acobis i meanol
npovieil” v M JIegin (M. Jsyik, syn.Kyaenapriscera,131)

(HfisEny mnn TR Micuesiaxoprenns apGopaTopii, o hposeta aadopaTopuini anuail sKoCTi)

BiCKOBOK W00 aKocT] Aikapesrora sacoGy, suannil naGoparopicio sin 17.05.2024 Ne 124
Peayinntar aaBopi ropHoro amaisy akocti aikapenkoro 3acoBy 3a nepesipennai nokazkikasn sixnosinaoTy
BHMOFEM METOAIB KOHTPONIO AK0CT] (QNANITIMIHO-HOPMATIHIGT HORYMEHTANIT),

T penaLtamall APIGIBIOLG  KOWTPOAIO BCMHOBASNO, o Alapeskni 3aciS  soeseno B Ywpaimy 3

OOTPHMA ISV BUMOL 3ARCHOAARCTEY 11010 3a6eIneenn arocTi Ik
R SHCORT
.c_'é“”““'ﬁ ;.

Crius sacodin,

/-—

Muxosa XONONEHIKO

{inindaas o npismne)
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