Lusum Healthcare Prt (td

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

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

Jlikapcbkuif 3acit: ®YUMC?
Medicinal product: FUSYSY
Jlitoua pe4oBHHA :

Active ingredient:
Peecrpanifine nocsiguentsi:
Registration Certificate:
Jliensia Ha BHpoOHHNTRO Ni:
Cepragikar GMP No:
Brpofnni:

Appeca BHpOGHHKA:

Manufactured by:
Address of manufacturer:

Cepin: No 2004934

Po3mip cepiit 100000 yn.

CIN No.: U65929DL1997PTC085780

CEPTHDIKAT AKOCTI
CERTIFICATE OF QUALITY

A.R. Ne KPFP2200111
Jara/Date 09.04.2022

(tadserku o 150 mr, no 1 tabaerui y Gnicrepi; ne 1 finicrepy B kaprouniii ynawonui)

(tablets 150 mg, 1 tablet in a blister; 1 blister in a carton package)
dayxonaszony 150 mr
Fluconazole 150 mg

Ne UA/7617/01/03 in 23.10.18, repmin aii peccrpauifinore nocsiguenns neodMexennii
Ne UA/7617/01/03; 23.10.18; Registration Certificate validity is unlimited

25/61/2018
(440/2019/GMP
Kycym Xearxkep [IsT Jitn, Ingin

Maor Ne M-3, Inpop Crnemen Ixouomix 3oyn, ®eiiz-11, Miramnyp, dicr. JIxap, Manxns

Mpanew, [lin 454774, inpin
Kusum Healthcare Pyt Ltd

Plot No. M-3, Indore Special Economic Zone, Phase-11, Pithampur, Distt. Dhar,

Madhya Pradesh, Pin 454774, India

Jara sur.: 11/2021

Midicunii go:

1072024

Batch: Batch Size: D/M: Expiry date:
Ne Hassa nowaznuxa Bunors Pesynprarn ananizis
Name Index Requirements Result of analyses
1 | Onuc bial. kpyrai 3i cxomwenan kpasnin rabuersn. 3 ainicio posaany 3 | Binonizac

Description

ooro SOKy.
White. round. flat beveled tablet with breakline on one side.

Complies

2 InenTndikanin

Yae  yrpRsyRagns ke GUYKOHA3OIY 1A XPOMATOrpanMax
SUNPOIYGQRUOZO TA CMAHIQPINNONO  POZYUNIG. OTPUMAINN B YMOBAX
KIBBLKICHOTO BH3HAMCHNS. Mac eniBuatary (pay konasoin)

Bimoninac

Identification The principal peak retention time on sample solution chromatogram | Complics
obtained in “Assay” should be the same as Fluconazole peak retention
time in comparalive solution chromatogram (Fluconazole)
3 | Crupanicts te Gianme 1 % 0.1%
Friability Not more than 1 % 0.1%
4 Posnananus lic Ginwipe 15 xn 02 xp 57 cex
Disintegration NMT 15 min 02 min. 57 scc.
5 Po3uuHenns He menire 75% (Q) Guykonasony 3a 45 mMui 103% - 105%
Dissolution Not lcss than 73 % (Q) Fluconazole [or 43 min 103% - 103%
6 | Oanopianicrs go30BanuX AV ZLL e L1=15,0 Bianoninac
OAHHHEL
Uniformity of dosage units AV L1 where L1=15.0 Complies
7 | Cynposinwui pomincu Hostiwka A — we Binviuc 0.5 %. 0.01%

Related substances

Homiwixa B — ue 6ianine 3.3 %.

Hoatiuxa C— e 6iaviwe 0.3 %,

Hosiura ¢ RRT Hius 0,55 — uc Binpe 0,5 %.
Heagidosia doatiuca — ne Olse 0,2 %,

He Ginswe 1.5 % cymun nomiwok.

Impuritv-:4 NMT 0.5%

Impurity-B NMT 0.3%

Impurine-C NMT 0.3%

Impurily at RRT about .55 NMT 0.5%
Unknown impurity NMT 0.2%

Total Impuritics NMT 1.5%

He susnnelo
tle punsicno
0.05%
0.01%

0.1%

0.05%

Not Detected
Nol Detected
0.05%
0.01%

0.1%

Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 (India)
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Plot No.

M-3, Indore Special Economic Zone, Phase-II, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),

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

CIN No.: U65929DL1997PTC085780

A.R. Noe KPFP2200111

Hazsa noxasznuka
Name Index

Bumorn
Requirements

Pesysanrary ananisin
Result of analyses

8 KiabkicHe BHIBAUCHNR

[Tpu sunycr)y:

Big 93 % ao 105 % dinykanasony 8 rabuerui (Bia 3assaenol kinskocri)
T mepatin npudamnocmi:

Bin 90 % no 110 % duaykenaseny s rabacrid (sig sassiacHol kinnkocri)

102.23 %

102.23 %

Microhinlogical purity®

Assay At refease: 95 - 105 % Fluconazole of Label Claim
At shelf life: 90 - 110 % Fluconazole of Label Claim
9 MixpoGionoriuna yncrora™ Saraisna KiALKiCTh acpotuux Mikpoopranismis (TAMC): we Gianuie 107 | <10 KYO/r

KYOh:

Jarannia KIBKICTL APIICDKOBHN 1a wpcenensuN rpuGin (I'YMC): ne
Gimine 107 KYOA:

Bineyruiers Escherichia coli s 1 v npenapary.

Total aerahic Microhial count (TAMC) -~ NMT 103 CFU/p
Total Yeast & Mould Count (TYMC) - NMT 10° CFU/p
Escherichia coli should he absent per 1 g.

<10 KYO/r
Bineyrnicri/t
< CFU/g

<10 Crliifg
Absent/g

* Teer puxonycrses i nepwix 10 cepiit. notim A koonol 20 cepii abo oann pas na pix.
* Microbial purity will be performed on first ten commercial batches thereafier at every 20™ batch or once in a year which comes carlier.

BHUCHOBOK:

CONCLUSION:

Asten Can g
AHAJI3 BHKOTIAB

(ANALYSED BY)

Komcnrapi: nemac

Comments: no

Cepia Ne 2004934

Batch No 2004934

sianosinac sumoram MKS PIT Ne UA/7617/01/03

complies with the requirements of MQC RC Ne UA/7617/01/03

JATA pqimﬁ Wiy

(DATE)

3assa npo ceprudpixauito: «Jilicunm s 3acBixMyi0, WMo Bapeaena Buule indopmanis ¢ pocrosipHow i rounaio. Us cepin
apoaykuii 6y1a BUroTOB/MeHA (BKAIOYAICYH YNAKOBKY / MAPKYBAHHN) | NpoBedeno KOHTPOIL il 1KOCTI HA BHILE3raAaAHOMY
NiXNPHEMCTBI B OGBRIA BiznosianocTi 3 BHMOraMu, 3a3na4eniMy B unnniii nactanosi GMP, 3aTsepioxeniii Minicreperson
OXOpOHM 340POR'A YKpainM, i 3 BHMOramu peccTpaniiHOro N0che Kkpainm npuasnadenus. [Iporokond Bupoduuuraa,
YUAKOBKH Ta anafniszis Gysau nepernsnyri i scranopneso 1x gianopignicrs BuMoram GMP».

Certification statement: «On this I certify, that the above mentioned information is true and accurate. This product batch was
produced (including packaging / labeling) and conducted for its quality 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 dossier of the destination country. Records of manufacturing, packaging and analysis were
reviewed and determined for their compliance with the GMP requirementsy.

KepiBHHK rpynn KOHTPOAo FKOCT
Quality control group manager

IM'a Ta npizemine
(Name)

Mianuc
(Signature)

JaTa nigncaHiis
(Date of signature)

NAND KisHef,

YnosHoBaxeita ocoba,
cepThdixauito cepit

L0

3pificHioe

Qualified Person certifying the batch

Mianwc
(Signature)

Jara nignucanns
(Date of signature)

IM's Ta npizBhiye .

(Name) (\7&%& /)g*\) M .

gwﬁé}) = 0
2y A

m
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JEPXJIKCITYXBA
JAEPKABHA CJIYKBA 3 JIIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

ByJl. bepesnskiBeska, 29, Knip, 02098, ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kog €IPTIOY 37079055

BUCHOBOK
Npo SIKiCTh BBE3eHOI'0 B YKpaiHy JiKapchKoro 3acody

02.05.2022 Ne 17666/22/26

OYINC®

(nafiMeyBOHES JIKapcbKOro 3aco0y 3TN0 3 PCECTPAiiiHIM HOCBIIIEHIAM)
Tabjerku no 150 mr; no 1 ra6aerni y 6aicrepi; no 1 6icrepy B KapToHHil ynakosui

(popma BUTyCKY, HO3YBaHHS, BH/ TTAKYBAaHHS JliKapchKoro 3acoby)
Homep peecrpauiiinoro noceinuenns UA/7617/01/03 crpok aii peectpariiiroro noceiguenns HeoOMeXXeHMH
Cepis nikupeskoro sucoGy Ne 2004934 Kinbkicts ssescHoro nikapeskoro 3acoty 93982

Bupo6unk KYCYM XEJITXKEP IIBT JITI, Inais

(naliMenyBaHHs BRpOOHMKA J1IKapcbKOro 3acofy, KpaiHa 1OX0DKEHHS )

BBe3seno B Vxpainy ‘ToBapucrso 3 o6mesxxeHolo Binnosigaasuicto "I'nendapm JTH",
inent. xox: 20075891

(nafimenysanns Ta xof 3a CJIPTIOY jopumimanoi oco6u abo npiseuute, iM's, 1o Gatbkosi (izmanol
0cobu - miAnpreMI, ii MicLie TPOXXIBAHHA Ta peecTpauiiinuit HoMep 06JiKOBOT KapTKY TIaTHHKA
noparkie abo cepist Ta HoMep macrnopTa)

3a pesynbTaTaMd  JIEPKABHOTO KOHTPOMIO BCTAHOBJIEHO, 1IN0 JiKapchkkmii 3aci0 BBe3eHO B VYkpaiHy 3
AOTPHUMAHHSAM BHMOT 3aKOHOJABCTRA 10/0 3a6e3MeueHH s IKOCTI JIIKapChKUX 3acoBiB.

HavanpHuk Muxona XOJIOAEHKO

rnocaaoBa ocoba oprany AepKaBHOTO KOHTPOIIIO nianuc idiniany Ta npizsuie
prasy aep P

M.IT.
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