JEPXJIKCITYXXBA
JAEPKABHA CIYXBA 3 JIIKAPCHKHX 3ACOFEIB
TA KOHTPOJIO 3A HAPKOTHKAMM y m. KHEBI

Byn. Bepesuakiscbka, 29, Kuis, 02098, 'mn./cpakc (044) 550-23-55, Ten. (044) 550-20-55
" E-mail: dIs kyiv@dls.gov.ua hittps:/iwww.dls.gov.ua, Kon €IPIIOV 37079055

BUCHOBOK
npo sSKicTh BBe3eHOro B YKpainy Jikapcbkoro 3acoly
29.04.2021 Ne 23500/21/2611
SYIHCE®

(HaﬁMCHyBaHHx nikapcsKoro 3aco6y 3riHO 3 peecTpaliifHuM NocBimIeH M)
'raﬁ.rle'ﬂcu mo 150 mr; o 2 TabaeTkn y Ouicrepi; no 1 6icrepy B KapTOHHIM YHaxoBIi
B o " (¢opma BurycKy, J03yBaHHs, BUA NaKysaHusA JikapcLKoro 3acoby)

Homep peectpaniiitoro-nocsinuenus UA/7617/01/03 crpox aii peectpauiitnoro nocsinuerus HeoOMexKeHHi

Cepis nikapcoioro 3acoby Ne 2003482 KinsxicTs BBe3eHOIrO Nikapcskoro 3aco6y 87000
Bupo6HuK KYCVYM XEJITXKEP BT JIT]L, Innis 5
(naliMeHyBanHs BUpOOHMKA Nikapchkoro 3acofy, KpaiHa NoXomKEHHA)
BseseHo B Vipaity ToBapucrBo 3 o6Mexenol0 BinnosizansuicTio "Taengapm JTA",
_ien. o, .20075891

i ; iM'8, MO Garbkosi cbquuon
ocobu - mignpuemus, T Micue npo:lmsanm Ta peecrpaumuuﬁ uouep o6nikoBol KapTKH MIATHHKE
niojaTkis afo cepis Ta HoMep NacnopTa)

MpoTokon sisyansHuoro kourposo sig 29.04.2021 Ne 1343/1.

3a pesyasTaTaMM JEpXKaBHOTO kom'pomo BCTAaHOBNEHO, IO Jikapchkuii 3aci6 BBeseHo B VYxpainy 3
AOTPHMAHHAM BuMOr JaL0oHMH

CTha o0 3a0e3nedents AKoCTi TiKapchkux 3acobis,

Muxkona XOJIO}IEHKO

(nmma.nu T8 npmuuxe)




Jixapeskuii 3acia: DYIHACH
Medicinal product: FUSYS®
Airoua pevoBuna :

Active ingrediernit:
PeecTpauiiiHe nocBigueHHsn:

Kusum Healthcare Pot. Ltd.

CEPT_I/I(I)IKAT SAKOCTI
CERTIFICATE OF QUALITY
AR N FG/0251/21
Hara/Date 18.03.2021

150 mr
150 mg

(rabaerxu no 150 mr, no 2 Ta6netky y 6aicrepi; no 1 Gnicrepy B KapTouwiit ynaxosui)
(tablets 150 ing, 2 tablets in a blister; 1 blister in a carton package)
Ppayronazony
Fluconazole
Ne UA/7617/01/03 pin 23.10.18, Tepmin aii peccTpauiiinore ROCBiAYeHHS HeoOMexeHH

Registration Certificate: Nz UA/7617/01/03, 23.10.18; Registration Certificate validity is unlimited
Jliuensist Ha supoGHULTEO Ne: Raj/2354 - -

Cepradixar GMP Ne: 042/2020/GMP

Bupobrui: Kycym. Xenrxicep Her Jia, Ingis

Anpeca Bupobnuka:
Manufactured by:
Address of manufacturer:

CTI-289 (A), PIIKO Innactpian apea, Yonaunxi, Bxisami, Jicr. Ansap (Pamkacrau), Tunis
Kusum Healtheare Pvt Ltd, India
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), lndla

Cepia: Ne 2003482 Posmip cepii:150000 yn. Jara pur.:01/2021 Hivcamit no: 12/2023
Batch: Batch Size: D/M: Expiry date:
Ne HanmMesonanne noxazarenedi TpeGoBanHs g I_’g;y:ls'ram ana.rmzon
Name Index Requirements - Results of anafyses
1 | Onucauue ch,re, xpyrme CO CKOUICHHBIMU KpasMu TdaOnmerku, ¢ imHueif Cocrmermycr
| pasmoma wa om0 cTOpOHeE. L ’
Description White; rouind, flat beveled tablet with breakline on one side. Corplies
2 | Maentudmranns Bpesa: ‘yepxwpamns muka (ykoHasena Ha xpomarorpammax | CooTmércrayer
UCHEITYEMOr0 M CTAHRAPTHOTO PAcTBOPOB, MOAYMCHHBIX B |
yc.riémhx. KOJWYECTBEHHOIO ONPEENEHUs, JOIDKHO COBNANaTh
(dnyrenazon).
Identification Compliés
The prmmpal ‘peak retention time on sample solution chromatogram |
if L “Assay” should be the same.as Fluconazole peak
retention time in comparative solution chromatogram (Fluconazole) -
3 | Hcrupaemocts He 6onee 1 % . Coorsercisyer
Friability Not mogethen 1 % Complies . .. -
4 | PacnapaemMocth He'Gonee 15 v A V4Cexyrn
Disintegration NMT 15 min ' n 04 second
5 | Pacreopemue He menee 75'% (Q) duyxonasona 3a 45 mun ' '97 8% to. 103:5%
Dissolution Notless than 75 % (Q) Fluconazole for 45 min { 97:8% t0103.5%
6 | OnuopoauocTs RO3MPOBAHKEX eaunrl | AV'<LI, rae L1=15,0 | Coorseicrayer
Uniformity of dosage units AV <L1, where L1=15,0 Complies
7 | ConyTcrByionse npumecH Hpustecs. A — e 6onee 0,5 %. 1 6 640%
' Hpusteco B — He Gonee 0.3 %.
" Hpusiecs C—ite Gonee 0,3 %.
Hpumecy & RRT oxonp 0,55 - ne Goxee 0.5 %.
Heuzéecrnnas npumecs — ne Gonee 0,2 %.
He 6onee 1,5 % cymms: nipumeceii.
Related substances Impurity-A NMT 0.5% 040%
Impurity-B NMT 0.3%
Impurit-C NMT 0.3%
Impurity at RRT about 0.55 NMT 0.5%
Undmown impurity NMT 0,2%
Total Impurities NMT 1.5%
8 | KoasuecTBernHOe oNpeneienHe IIpu evinycke: o
Ot 95 % a0 105 % dnyxonasona B Tabnerke (0T 3aaBiaeHHOro | 96.57%
KOIM9ecTsa)
. das cpoxa 200Hocmu:
Or 90 % Jjo 110% (bnyxoﬂasona B TaiaeTke (OT 3IaABJCHHOIO |
KONAYECTRE)
Assay At release: 95 - 105 % Fluconazole of Label Claim 96.57%

At shelf tife: 90 - 110 % Fluconazole of Label Claim

Email : mﬁ)@kusum com, Websnte www.kusumhealthcare.com

2agelof2

Factory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph : +91-1493-298232/33/34/35



Kusum Healthcare Pot. Lid.

Jixapewicnii 3aci6: @YIAC® (rataerku no 150 mr, ne 2 Tabaeticu y Oaicrepi; no 1 Gaicrepy B KapToHHiH ynaxosui)
Medicinal product: FUSYS® (tablets 150 mg, 2 tablets in a blister; 1 blister in a carton package)
Cepis: Ne 2003482
Batch:
Mukpobuoaorudeckas YucTora® Obuee yuci0 a3podrbIX Makpoopranusmor (TAMC) we Gonee 10° | <10 KOE#H
KOE/r .
O6imee uncao npoxoxeBbix ¥ naecHeBbX rpudos (TYMC) ne Gosee <.10_ KQE/r
102KOE/r _
OrcyrcrBue Escherichia coli B 1 v npenapara. Orcyrersue /v
Micrebiological purity* Total aerobic Microbial count (TAMC) - NMT 10° CFU/g { <10 CFU/g
Total Yeast & Mould Count (TYMC) — NMT 10? CFU/g <10°CFUlg
| Escherichia coli should be absent perlg. Absent/g

* TecT BUKOHY€THCA Ais nepmux. 10 cepiii, noTis ans koxaoi 20 cepii 260 omyn pds Ha PiK.
* Microbial purity will be performed on first ten: commercial batches thereafter at every-20% batch or once in a year which comnes earlier.

BHUCHOBOK: Cepin Ne 2.003482 sinnoBinae sumoram MKSI PII Ne UA/76 17/01103
CONCLUSION: Batch Ne 2003482 complies with the requirements of MQC RC Ne UA/7617/01/03
dieairon
?«fu e QW . _
AHATII3 BUKOHAB nata Q| s3l2o2
(ANALYSED BY) (DATE) i

Komertapi: Hemae
Comments: no

3assa mpo cepradiranito: «Jlilicium s 3acBinvylo, o HapeneHa pumme indopmadia € aoci'aﬁipuow 1:xounoro. [ cepin
ppoaykuil Gyaa BAreropaena {(BKIIOUSI0OIN YIAKOBKY / Maplqsamm) 1 npoaeneno KOHTPOJIL i AKOCT] Ha BUINE3raIaHOMY
nmupncmml B Dogwili BitgoBianocti 3 Bumoramy GMP, BCTAHOBAGHUMH MICHEBUM PEryNSTOPHHM OPranHOM, a TAKOK
piznoBizHo xo crmevudikanii, wio MicTUTHOS B peccTpaniiinoMy goche KpalaH immaprepa. Hpomxonu BHpoGHNUTBA,
YRAKOBKM Ta.anaaizis 6yan neperasnyTi i peranosneno X sianosigHicTs sumoram GMPx.

Certification §tatement: «On. ﬂns 1 certify, that the above mentioned information is true and accurate. This product batch was
produced (including packngmg / labeling) and conducted for its quality control at the above mentioned manufacturer

according to all relevant GMP requirements, established by Local Health Authority, and. according ‘o the specification,
contained in the registration of the dossier importing country. Records of manufacturing, packngmg and analysis were
reviewed and determined for their compliance with the GMP requirements».

81021202 _
KepiBHHK IPYIIH KOHTPOIO AKOCTI Menewiep BULTY
Quality confrol group manager Quality Assuldt

~&§ahr

Pape 2 cof2

Factory : SP 289 (A), RHCO Indl, Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph : 491-1493-293:232/3:3'/34/'35
Email ; info@kusum.com, Website : www.kusumhealthcare.com



HEPYJIKCIYXXBA
AEPKABHA CJIYKXBA 3 TKAPCLKAX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTHKAMHM y M. KHEBI

Byl Bepesnsixisebka, 29, Kuis, 02098, Ten./paxc: (044) 550-23-55,' ren. (044) 550-20-55
E-mail: d[s.kyiv@dls.gov.ua,httgs://wuw.dIs.gov.ua, Kon €APIIOY 37079055

BHCHOBOK
Ipo AKicTH BBe3enoro B Ykpainy JiKaperkoro 3acoby

13.04.2021 Ne 19423/2126

OVIHC®

(nalimenysanng nixapesxoro 3acoBy 3riaxo 3 peecTpanifiim TIOCBIA4eHIAM)
Tabseru mo 150 Mrino 2 Tabaerkn Y baicrepi; no-1 Gaicrepy & KApPTOHHIH ynakoBni
(dopma sunycky, mosysaHis, Bun TNAaKyBAHHA NIKAPCHKOTO 3acofy)

Houep peecpauitttoro noceimenns UA/7617/01/03 CTpoK 1iT peectpanilitoro noceinsenis HEOBMEKeHM
Cepia nixapcrxoro sacoby Me 2003567 Kinekicts Beserioro nikaperxoro saco6y 91960

Bupobiuk KYCYM XEATXKEP IIBT JITJ, Liinis

(HaliveryBanng BupobHuKa nixaperroro acofy, KpaiHa [I0X0/DKEHHA)

Buesero B Yipainy Tosaprcrso 3 o6mesenore Binnmosinansuicrio "Tnepdapm JITI,
izenT. kon: 20075891

(wailmenypanns Ta xon 3a €J[PIIOY lopuakriHol 0cobH 860 npiasume, im's, no Garekosi tirunot
©0cobH - mianpremus, 1T Micte npoxuBanys Ta peccTpaniftnuli nomep ofnixosol KAPTKH IUATHHKR
Hozatkis afe cepix Ta HoMep NIACROpTA)

IpoToxon sisyansuoro koxrpomo sin 05.04,2021 3 1031/1.

Jlaboparophuti aHanis skocti Jikapcpkoro 3acody snificHeHulE:

AT "Hertpansua naGoparopis aHaJI3y AKOCTi NIKAPCHKHX 3ac06iB i Memranol npogyKuii”
(m.Knis, Byn.Kyapsascexa 10r)

(nafiMeIryBanng Ta MicucIHAXOIKeRNR naboparopii, mo npozena naoparopHui ananiy akocti)

Bucnook woae saxocti aikapcrkoro sacoby, sunanuit naboparopicio sin 09.04.2021 Ne 0865

Pesyneratn naGopatopHoro axanisy akocti nixapcekoro 3acofy 3a NEPEBIPEHHMH TIOKAZHHKAMHA pianosinarTs
BHMOIAM METOAIB KOHTPOIIO AKOCTI (AHATITIA HO-HOPMATHBHOT AOKYMeHTaLLT).

32 pesynctatamu e HOKKOHTPOMO BCTAHOBNIEHO, 10O Jikapekkud  3aci6 Boeseno B VxpalHy 3
2COB/g Fr> - 2

ROTPpHMAaH b f;%won;’,ra'ﬁq CTB2 MONI0 3a6e3neYeHHA AKoCTI PCEKHX 3acofis.
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Mauxona XOJIOJIEHKO

(ininian: Ta mplanamme)




Kusum Healthcare Por. L1d.

CEPTHRIKAT SAKOCTI -

NG s 5
NCEY
Smo

CERTIFICATE OF QUALITY

AR, N FG/0304/21
Hara/Date 18.03.2021

{Tabnerky no 150 mr, o 2 TadaeTry ¥ 6aicTepi; no [ 6nicrepy & kapronnii ¥nakosui)
(tablets 150 mg, 2 tablets in a blister; 1 blister in a carton package)

daywenazony 150 mr

Fluconazole 150 mg

Ne UA/T617/01/03 =ix 23.10.18, Tepmin aif peecTpauifinoro nocsirentn Keobmemennit
Ne UA/7617/01/03, 23,10.18; Registration Certificate validity is unlimited

Raj/2354

042/2020/GMP

Kycym Xearxxep 8T J1a, Tuain

CII-289 (A), PHKO Iuaactpian apea, Yonanwi, Bxisani, Micr. Aasap (Pagxactan), Iuain
Kusum Healthcare Pvt Ltd, India

SP-289 (A), RIICO Industrial ares, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India

Jlixaperkuit sacis: OYIHAC
Medicinal product: FUSYS®
Hiroun pesiouna ;

Active ingredient:
Peectpauifise noceinvenus:
Registration Certificate:
Jliuensin Ha BUpoGHHITTRO No:
Ceprudixar GMP Ne:
Bupofuux:

Anpeca pupobunka:
Manufactured by;

Address of manufacturer:

Cepis: No 2003567 Posmip cepil: 150000 yn. Hata sur.:02/2021 Hiticuwit no: 01/2024
Batch: Batch Size: D/M: Expiry date:
M Hnnmuqsann_e moKazareseit Tpéboaauuﬂ Peayneratel avanuioe
Name Index Requirements Results of apalyses
1 | Onucanne Benvie, kpyrasie £o CKOMICHHLIMH kpasMl TabneTkd, ¢ namiel Coaraercrayer
painoMa Ha 0AHOH CcTopone,
Description White, round, flat beveled tablet with brezkline on one side. Complies
2 | Haevrnurauns Bpems yacpsupanns nmwa $rvkoHazona na xpomarorpavmax | CooTBetcTeyer
MCIILITYCMOTO0 M CIH/14PTHOMD  DACTBOPOB, TIOAYHEHHMIX B
YCNOBHAX KOTMYECTBEHHOCQ ONpEeAENeNHA, AONKHO COBHAIATH
(Gnyxonason).
Identification Complies
The principal peak retention time on sample solution chromatogram
obtained in “Assay™ should be the same as Fluconazole peak
Tretention time in comparative solution chromatogram (Fluconazole)
3 | Herupaemocts He Gonee 1 % Cootserctayer
Frishility Not more than ] % Complies
4 | Pacnagaemocrs He Boliee 15 iy 4aer 12Cekyrann
Disintegration NMT {5 min 04min 12 second
5 | Pacrsopenne He Menee 75 % (Q) dyxorrasona na 45 mHn 97.3% 10 102.4%
Dissolution Not less than 75 % (Q) Fluconazole for 45 min 97.3% to 102.4%
6 | OHOpLARCCTS NOTHPOBAHHKIX BEARKHT AV <SL], rmeL1=i50 CoorBercreyer
Uniforniity of dosage units AV <11, where L1=15,0 Complies
7 | Conyrcrsyrmue nprmecn Ipurece A — ue Gonee 0,5 %. 0.044%
Hpumecs B — ge 6onee 0,3 %, He uasneno
Hpusées C — ne Gonee 0,3 %, He suamnenc
Tpumece ¢ RRT oxano 0,55 ~ we Go:ee 0,5 %, He sananeso
Heusaecmuan npumecs — ne Gonee 0.2 %. 0.144%
He Bonee 1,5 % cymsbt npiveced. 0.214%
Related substances Tmpurigy-4 NMT 0.5% 0.044%
Impurig-B NMT 0.3% Not detected
Impurity-C NMT 0.3% Not detected
Impurity at RRT abour 0.55 NMT 0.5% Not detected
Unknown impurity NMT 0.2% 0.144%,
Total Impurities NMT 1.5% 0.214%,
8 | KoausecTeennoe onpenenenue Ipu genycxe: ;
Ot 95 % m0 105% diayxommsonz B Tabnerke (ot 3agenennore | 97.19%
KORUYECTRA)
[ epoxa zoduocmu: -
Or 90 % no 110% ¢ayxonazona B Tafnerke (ot 3aABRCEHOIC
KoJIHIecTRa)
Asgay At release: 95 - 105 % Fluconazole of Labiel Claim 97.19%
) At shelf life: 90 - 110 % Fluconazole of Label Claim
~Page 1 of2

Faclory : SP 289 (A), RIICO Ind}. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph: +91-1493-29823
Email ; info@kusum.com, Website : www.kusumhealthcare.com
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Kusum Healthcare Pot. Lid .

~II

JAixapesicuii sacia: DYIHCH (raburerscn ma 130 mr, no 2 TaGnerkn y Gaictepi; no 1 Gnicrepy B Kapyouuiit ynaxosui)
Medicinal preduct: FUSYS#® (tablets 150 mg, 2 tablefs in a blister; 1 blister i 2 carton package)
Cepis: Ne 2003567
Baich:
Mukpobnonoruueckan yseToTa® O61uee 31010 a3poBHEIX MEKPOOPTAHUIMOB (TAMC) e Gozee 10° | 10 KOE/r
KOE/r
Ofniee YHCAO APORTKEBLIX H MISCHEBEIX rpubos (TYMC) xe Gonee | <10 KOE/r
10*KOE/r
Orcyrersue Escherichia colis 1 TIpenapara. Oteyrerame /1
Microbiological purity* Total aerobic Microbial count (TAMC) — NMT 103 CFU/g 10 CFl¥/g
Total Yeast & Mould Count (TYMC) — NMT 10? CFU/g <10 CFUrg
Escherichia coli should be absentper 1 g. Absent/z

* TecT BHKORYETECR A% neplix 10 cepiif, noris aas kokuel 20 cepif afic oarw pas Ha pik.
* Miorohial purity will be performed on first ten commercial batches thereafter at every 20% batch or once in a year which comes earlier.

BUCHOBOK: Cepis MNe 2003567 sianosinae semoras MKA PIT Ne UA/7617/01/03

CONCLUSION: Batch Ne 2003567 complies with the requirements of MQC RC Ne UA/7617/01/03

?ﬁ\ﬂlmu

e O i
Aﬂgmaéuxo AATA _ TEI® 3 jsent
(ANALYSED BY) (DATE]

Kouentapi: nemae
Comments: no

3asea npo ceprudikamio: «Iiiicanm 5 3aceigyyio, e HageteHa Buute lndpopmania € AUCTOBIpHOMW § Towlow. s cepis
npoxykuil Gyaz mHroTOSAEHA (BR/THOMAIOYN. yNiRKOBKY / MapKyBarsa) i nposeneno KOHTPOTL T AiKoCTi Ha BHHIE3TAAAHOMY
ninnpremcrsi B woBHINA wianoBignocTi 3 BMMOraNu GMP, scraucRaAcHIMY M_ieue‘anm PErYRATOPHEM OPrafoM, a TaKkow
Bianopigno mo crenudikauil, mwo MicruTnez B peecTpaniiinomMy jocee kpaiwu immoprepa. Hpotoxons BHPOGHHOTBE,
YNAKOBKH T2 aHAni3ie GyAn mepernruyTi [ Beranoseno ix BianosignicTs BumMoran GMPy.

Certification statement: «On this T certify, that the above mentioned information is true and accurate, This product hatch was
produced (including packaging / labeling) and conducted for its quality control at the above mentioned manufacturer
according to all relevant GMP requirements, established by Local Health Authority, and according fo the specification,
contained in the registration of the dossier importing country. Records of manufacturing, packaging and analysis were
reviewed and determined for their compliance with the GMP requirements».

Bk

POV
Ble3] 202

KepiBEHK rPyIIH KOHTpOmO AKOCT

Quality control group manager

A oo

Page 2 of 2

Factory : 8P 289 (A), RIICO Indl. Aren, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph : +91-1493-298232/13/34/35
Email : info@kusum.com, Website ; www.kusumhealtheare.com




JEPXJIIKCIIYKBA
JEPKABHA CJIIYKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

By Bepesuskiscrka, 29, Kuie, 02098, Tesn. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kon €APTIOVY 37079055

BUCHOBOK
Npo AKICTH BBE3¢HOro B YKpaiHy JikapebKoro 3acody
04.11.2021 ‘ Ne 66087/21/2611
OYIIC®

(natimenysarns JKAPCLKOTD 3200y ICiHO.3 PEECTPALIHHIM HOCEIAICHILIM)
rabaern no 150 mr; mo 2 Tabuerkn y 6aicrepi; mo 1 6aicrepy B kaprouuiil ynaxopui

(dopMa BUITYCKY, A03YBAHHS, BH NAKYRAHHA JikapcsKoro 3acoby)

Howmep peectpauiitnoro nocsimuenns UA/7617/01/03 crpox nif peecrpauidinoro nocsiguenns HeOOMem)eHMH

Cepis nikapeskoro 3acoby Ne 2004074 KinbxicTs BBE3eHOrO Nikapeskoro sacoby 140728
Bupo6uuk KYCYM XEJTXKEP IIBT JITH, Ianis
(naifMenyBanHs BUPOGHHKE JIKAPCHKOTO 3aC00Y, KpaiHa HOXOJKCHH)
Bgeseno B Vxpainy Topapucrso 3 o6mexenoro Bignosigaasuicrio "Inendapm JITA",
inent. xox: 20075891

(waiimenyBanns Ta xoi 32 CJIPTIOY opuunol ocobu abo npissuuie, iM's, no Garkkosi
disuunoi ocobu - ninnpuemug, i Micue NpoxupaHHs Ta peecTpaniiinuit noMmep obaikorol
KapTKH NIATHEKA NOaTKis 800 cepis Ta HOMep nacnopra)

Hporokon BisyansHoro kourpono sin 04.11.2021 Ne 3993/7.

3a pesyNbTATAMH JAEPXABHOrO KOHTPONIO BCTAHOBJIGHO, WO Jikapehkui 3aci6 BBeseHo B VYpainy 3
JOTPHMAHHAM BAMOI 33KOHOJABCTBA 1100 3a6e3redenHa akocTi ikapcykux 3acobis.
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CEPTU®IKATIR

Kusum f/eczlz‘caw Put ltd.

Plot No. M-3, Indore Special Economic Zone, Phase-11, Pitham Pur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph. 07292-258300, Email: info@kusumhealthcare.com, Website: www kusumhealthcare.com
CIN No. : U65929DL1997PTC085780

CEPTHUD®IKAT SIKOCTI
CERTIFICATE OF QUALITY

AR XN KPFP2100335%
Hara/Date 04.09.2021

Jlikapepruii 3acif: @YNUC®
Medicinal product: FUSYS®
Hiroua pegosuna :

Active ingredient:
PeecTpaniiine noceinvenns:
Registration Certificate:

(rabaeriu no 150 mr, no 2 Tabnerxn y 6aicrepi; no 1 Suicrepy B xapronuiit ynaxosui )
(tablets 150 mg, 2 tablets in a blister; 1 blister in a carton package) '
iyronasony 150 mr

Flucenazole 150 mg

No LIA/T617/01/03 win 23.10.18, repin aif pecorpauifinoro rocnipucuns weotnokemimi
Ne UA/7617/01/03; 23.10.18; Registration Certificate validity is unlimited

Jlinensis Ha Bupofunurso Ne: 25/61/2018
Ceprugpivar GMP Nu: 040/2019/GMP
Bripulnnx: Kyeym Xearseep e JEea, Inpis

Aapeea BupoduuKa; Iinor Ne M-3, Inpop Crenren Iconomix Joyn, ®eiis-I1, Miramuyp, Jicr. JXxap, Maaxna
Hpapem, in 454774, Ingis

Kusum Healthcare Pvt Ltd

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

Manufactured by:
! Address of manufacturer:
|
i
|

Cepisi: Ne 2004074  Posmip cepii: 250000 yir. Jdara sur.: 05/2021 Jiicnnit go:  04/2024

Batch: Batch Size: D/M: Expiry date:
Ne Hassa norasuuka = Bumorn PesynuraTaananizis
Name Index: Requirements Result of analyses
1 | Omme Bini, kpyrai 3i cxourenmmu xpasmu tabueTkn, 3 Aimicio pozsamy 3 | Biznosinae
oaHOro Goky.
Description White, round, flat beveled tablet with breakline on one side. Complies
2. | laenTudivanin Yac  yrpumysauds nika haykomasony Ha  xpomarorpamax | Bisnosizae
GUNPOOYGUHOZ0 TA cmdné(‘:pm?’mzo POsYiRe, OTPUMAHEX B YMOBax
KiAbKICHOTO BHIHAYRHRA, Mac cnisnagary (Gaykonasoyn)
Identification The principal peak retention time on sample solution chromatogram | Complies
obtained in “Assay” should bé the same as Fluconazole peak retention
time in comparative sohition chromatogram (Fluconazole)
3 | Crapauicts He Gimsme 1-% 0.02%
Eriability Not more than 1 % 0.02%
4 | Posnaganus He 6Ginnnie 15 x5 03 x1 .07 cex
Disintegration NMT 15 min 03 min, 07 sec.
5 | Po3sumHeHHs He memue 75% (Q) dnykonasoay 3a 45 Mun 101% - 105%
Dissolution Not Jess than 75 % (Q) Fluconazole for 45 min 101% ~ 105%
6 | Onnopinnicth A030BARUX AV <L, a¢LI=15,0 Bigiosinac
CARBEHIL
Uniformity of dosage units AV < L1, where L1=15,0 Complies
7 | Cynposiani nomiks Hosiwra 4 - ne 6isine 0,5 Y. 0.004%
Hoamiwa B — ue 6insine 0,3 %. 0.01%
Homiwuxa C ~ ne Hisinine 0,3 %. He pispseso
Hostiwura ¢ RRT Ginn 0,55+ ne 6invuie 0,5 %. 0.06%
Hesidosa dosiura ~ ¥e 6ianme 0,2 Yo 0.01%
He Giaswie 1,5 % cymu goMimok. 0.11%
Related substances Impurity-4 NMT 0:5% 0.004%
Impurity-8 NMT 0.3% 0.01%
Impurity-C NMT 0.3% =Not Detected
Impurity at RRT about 0,55 NMT 0.5% 1-0506%
Unknoven impurity NMT 0.2% 001%
Total Impurities NMT 1.5% G %
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Lusum Healthcare Pot [td.

Plot No. M-3, Indore Special Economic Zone, Phase-11, Pitham Pur, Distt. Dhar, Madhya Pradesh-454774 (India),

Ph. 07292-258300, Email: info@kusumbhealthcare.com, Website: www kusumhealthcare.com
CIN Nao. : U65929DL1997PTC085780

AR. Xo KPFP2100335
Ne Haisa nokasuuka  Bumoru PesyabraTi ananizis
Name Index Requirements Result of analyses
8 | Kiankicoe sgsuasenus Hpu BUIYCKY:
Bin 93 % a0 105 % dayxonazony s rabuerid (pin 3agnaenof kiamkoeri) 101.01%
Hey mepyin npuamuocmi:
Bia 90 % 20 110 % Quayronazony B abaerii (nix sassreHol kisnkocri)
Assay At release: 95 - 105 % Fluconazole of Labd Claim 101.01%

At shelf life: 90 - 110 % Fluconazole of Label Claim

9 MikpoSbiogoriuna uncrora® 3aranpya kixekicts aepobuux aMixpoopragismiz (TAMOC): e 6imue 100 | <10 KYO/r
KVOhy
3araneHa KBKICTL Apbicukospx Ta naicewesnx rpaGis (TYMC): we | <10 KYO/ir
Gintie 102 KYO/r;

Biacyrnicrs Escherichia coli 31 r npenapary, Bincyraicra/r
Microhiologieal purhiy* Toral aerobic Microhlal cotnt (TAMC) ~NMT 10° CFLIg <1 TFLg

Total Y east & Mould Count (TYMC) - NMT 10% CFU/g <10 CFU/g

Escherichia coli should be absent per | g. Absent/y

* Tecr BUKORYCTBCH 209 nepmux 10 cepi, noviM s koxHot 20 cepii alio oaui pus 1a pik.
* Microbial purity will be performed on first ten commercial batches thereafter at every 20™ batch or once in a year which comes earlier.

BHUCHOBOK: Cepis Ne 2004074 Biirosigae sumoram MICSH PIT Ne UA/7617/01/03
CONCLUSION: Batch Ne 2004074 complies with the requirements of MQC RC Ne UA/7617/01/03
ﬁ‘?)j;)%\’"‘- Cerom pen QD
AHAJI3 BUKOHAB \ IATAGH [09)202
(ANAL BY) (DATE)
ef?uq L0

I{omeu*rapz HeMae
Comraents: no

3asiga npo. ceprudikaniro: «ificunm s 3acBinyyo, o HasegeHa Bume indopmauin € nocrosipuoro i rounoro. Ia cepia
npogyKuii 6yia BHroTOBJeHa (BKIOUAIOUN YIAKOBKY / MADPKYBAHHS) | HPOBEXEHO KONTPOIL 1T AKOCTI HA BALIEIFAfAHOMY
mipnpuemeTsi B nopHil BianoBigHocTi 3 BUMOrAMY, 3A3HAYEHAMN B YHHHIK nacTanosi GMP, saTeepaxeniii Minicrepersom
oxopouu 3jgopos's Yrpalau, i 3 Bumoramu peccrpamifmoro Aoebe xpainyg ppusnavenus. Kporoxonu BHpobHunrsa,
YHaKoBKH Ta ananizie 6yau neperasuyri i Beranopneno IX sixnosimgicrs pumoram GMPy».

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 dessier of the destination country. Records of manufacturing, packaging and analysis were
reviewed and determined for their compliance with the GMP requirementsy,

KepipHuK rPyOH KOHTPOIO AKOCTI VYnopropaxena ocoba, wo saificHioc
Quality control group manager ceprudikauiro cepii
Qualified Person certifying the batch
Im's Ta npisBHmE (\‘ , o
(Name) Aeqzah Lhormo In'st T2 NpisBMINE
Hingue WQ (Name) '\}
(Signature) Mianme
Jara rixmvcanss Dl Qe (Signature)
(Date of signature) Jara migmicanus
(Date of signature)
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