HEPKABHA CIIYKBA 3 JIKAPCLKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KEBI

npos. Hanii Ceitnnuwol, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, iloa €IPTIOY 37079055

BUCHOBOK
npo 9KicThL BBE3eHOro B Ykpaiuy jgikapeskoro 3acody
07.10.2024 Ne 53047/24/26
OYLHUC®

(natiMenypanta NikapcbKoro 3aco0y 3riHO 3 peEcTPANIANHIM HOCRIANEHHAM)
Tabnerien no 200 mr, no 4 Tabaerin y Gaicrepi; no 1 6aicrepy B kaprousii ynakonsui

(hapma BunyCKy, 03yBaHHS, BUA NAKYBEHIIS JIKapCsKoro 3acoby)

Homep peectpauitinoro nocsinuenus UA/7617/01/04 crpox aif peectpauitinoro nocsinuenss HEOOMEemeHnH

Cepin nixapcekoro 3acofy Ne 1004284 KinbKicTek BBe3EHOro Slikapcbkoro 3acoby 256
BupoGHuk KYCYM XEJITXKEP IIBT JITX, Iunis
(uaiimenyBasig BUpoGIKKa JIiKapehkoro 3acoby, kpaiia nOXoKeENHA)
Baescuo B Vkpainy Tosapucrso 3 o6mencenoo Bianosigansuicrio "Iueadapm JTA",
inenr, won: 20075891

(naliMeHyBarna Ta kol 3a C/IPTIOY 10puanynoi ocobu abo npisnume, iM's, 110 Garbiconi
(ismunoi 0coby - nimnpremun, i MicLe npoXIBANNS TR peecTpauifinmni nomep ofaixonol
KaPTICH MAATIMKA NOAATKIA AG0 CCPif T HOMEP NACHOPTR)

I1poroxon sisyansroro kourpomo sin 27.08.2024 N 2888/4.
JlaGopaTophuii anania skocti nikapesxoro 3acoby snifcHenui:

JIT "Lentpansna naboparopis 3 anaiizy sKocti nikapebkux 3aco6is i MeuaHol 1IpoayKuii™
(m.Kuis, syn. Kyapsscera 10r M.Kuis, Byn. Kyapascoia 8B Kuisceia obnacts, ¢, Hosi
Ierpisui, Byy. IBana @panka, 19)

(aliMCHY BaHHA T& MICUE3HAXOQKCHHE nabopaTopii, 1o nposcna naGoparopHui mais sxkocri)

BICHOBOK LIO/O SKOCT Nikapeskoro 3acaby, suuaimii maboparopieto sin 04.10.2024 Ne 1996

Pesynbratit nabopaTopHoro aHaidy aKocTi Nikapchkoro 3acofy 3a nepesipennMy noxkasiukamm BiANOBIAAIOTL
BHMOTAM METOMIB KOHTPOJIO AKOCT (aHANITHYHO-HOPMATUBHOT NOKyMEHTALT).

# 3aci6 noeseno B YkpaiHy 3

3a pesynbraramy  ACPXABHOIO  KOHTPOJHO BCTaroBACcHoO, Ulo J’lil(ﬂ])Cb

piloy l‘pHMdHHHM wmov&amponauc B WORO 3a6e3nenenIin sKocTi NFAPCHKIX 3ac06in.
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Plot No. M-3, Indore Special Economic Zone, Phase-II, Pithampur, Distt. Dhar, Madhya Pradesl1—4547;2.-(111dia),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www.kusumhealthcare.com

Jlikapesknii sacit: GYLMC#
Medicinal product: FUSYS®
Jiona pevonnna :

Active ingredient:
Pecerpauiiine nocsipuenns:
Registration Certificate:
Jiuerssin na supobunurno Ne:
Ceprudivar GMP Ne:
Bupobuuk:

Appeen supodnsia:

Manufactured by:
Address of manufacturer:

CIN No.: U65929D1.1997PTC085780

CEPTHUOIKAT SIKOCTI
CERTIFICATE OF QUALITY

AR, Ne 1210FP24000731
Hara/Date 12.07.2024

(rabaerkn 1o 200 mr, no 4 Tabaerin y 6aicrepis no 1 Gaictepy B KapTonuii ynakosui )
(tablets 200 mg, 4 tablets in a blister; 1 blister in a carton package)

dayxkonazony 200 mr

Fluconazole 200 mg

Ne UA/7617/01/04 sin 23.10.18, Tepmin Ail pecerpaniiinoro nocsiguenns neodmexenni
Ne UA/T617/01/04; 23.10.18; Registration Certificate validity is unlimited

25/61/2018

070/2023/GMP

Kyeym Xesrxrep st JIra, Innis

Maor Ne M-3, Tuaop Crewert Ixonomix Joyn, Meits-II, Mivamnyp, Ricr. Axap, Maaxba [panem,
11in 454774, Tuain

Kusum Healthcare Pvt Litd

Plot No. M-3, Indore Special Economic Zone, Phase-I1, Pithampur, Distt. Dhar, Madhya
Pradesh, Pin 454774, India

Cepis: Ne 1004284 Poamip cepii: 25000 yn. Jara pur.: 04/2024 Jiiicnnii no: 03/2027
Batch: Batch Size: D/M: Expiry date:
Ne Haizsa nokusnyes Busmorn PesysnraT anasnisis

Name Index

Requirements Resull of analyses

1 Oniic

Description

Bini, xpyrai ai cxowenumn xpasmp Tabuerky, 3 aivieo posnsamy 3 | Bianosizac
OHOTO BOKY.
White. round, (lat beveled tablet with breakline on one side. Comnplies

2 | Yaewrndirkanin

Identification

Yac  yrpHMyBauns  nika  Qaykowasosy  ua  Xpomarorpavax | Bianosinae
GuAPOBYGQIOEH TR COQNIAPMIC20 POZYUNIG, OTPHMANAX B yMOBAX
KITLKICHOFO BM3NAvEnns, sae cuisnagarn (gayxkorason)

The principal peak retention time on sample solution chromatogram | Complies
obtained in “Assay” should be the same as Fluconazole peak retention
time in comparative solution chromatogram (IFluconazole)

3 | Crupanicrs He Ginvuic % 0.02 %
Friability Not more than | % 0.02 %

4 | Posnaaanun e Giawe 15 XB 04 xB 33 cck
Disintegration NMT 15 min 04 min.53 sec.

5 | Posunnennst He venme 75% (Q) dnykonasony 3a 45 Mun 100% - 101%
Dissolution Not less than 75 % (Q) Fluconazole {or 45 min 100% - 101%

6 OAHOPIANICTSL 1030BARKX AV < L1, ne L1=15,0 Rijnosinae
OAHHHL

AV < L1, where 1.1=15.0

Uniformity of dosage units Complies
7 | Cynaposiani 1oMiukH Horiuwa A — e Giawme 0,5 %. 0.2%
HAovihuxa B - ne Ginse 0,3 %. tHe srssneno
Hosthuka C ~ e Gissiue 0,3 %. He suanieno
Moxtinea ¢ RRT Giaa 0,55 - ne Ginpure 0.5 %. He susinaeno
Hesidoma dominuca — ne Ginsuie 0,2 %, 0.1%
He Binvme 1.5 % cysin AoMivIOK, 0.2%
Related substances Impurity-:L. NMT 0.5% 0.2%
Impurity-8 NMT 0.3% Not Detected
Impurity-C NMT 0.3% Nat Detected
Impurity at RRT about (.35 NMT 0.5% Not Detected
Unknown imparity NMT 0.2% 0.1%
Total Impurities NMT 1.5% 0.2%

Regd. Off.: D-1584, Okhla Indl. Area, Phase-1, New Delhi-110020 (India)

KHP/QAO00048/A000011-001

Ph. +91-11-41005147, 40514919, 41010571, 40527575
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Lusum Healthcare Prt (td.

Plot No. M-3, Indore Special Economic Zone, Phase-11, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www.kusumhealthcare.com
CIN No.: U65929D1.1997PTC085780

AR, Ne 1210FP24000731

Ne [1assa nokAINKKA Bunory PeaynwraTi ananizin
Name Index Requirements Result of analyses
8 | Kiasxicne suanasernn Tpu gunyery:

Bin 95 % no 105% Quiykowasony B TtaGmerni (min saasnenoi | 104.60 %
Kizxoeri)

Ha mepain npudainnocmi:

Bin 90 % uo 110% Qayxouasony » Tabnerui (ein sassacxol

KIAKLKOCTI)
Assay At release: 95 - 105 % Fluconazole of Label Claim 104.60 %
At shelf life: 90 - 110 % Fluconazole of Label Claim
9 Mixpobiosorinua yncrorat 3aransHa KinskicTh acpoduuy Mikpoopranizmin (TAMC): ne Ginswe | He sukonyerhes

108 KY O/

3aranuia Kibkicrs apixawonux Ta naicenesux rpubis (TYMC): ne
Ginniwe 102 KYO/r:

Bineyruicrs Escherichia coli n 1 r npenapary.

Microbiological purity* Total aerobic Microbial count (FAMC) ~NMT 10* CFU/g . .
Total Yeast & Mould Count (TYMC) -NMT 102 CFU/g Not applicable
Escherichia coli should be absent per 1 g.

* TeeT BHKOHYETHCS Juist nepuny 10 cepiit, novis s koxnob 20 cepit aGo ommu pas ua pix .
* Microbial purity will be performed on first ten commercial batches thereafler at every 20" batch or once in @ year which comes carlicr.

BUCHOBOXK: Cepin Ne 1004284 Binnosinac sumoram MICST PIT Ne UA/7617/01/04
CONCLUSION: Batch Ne 1004284 complies with the requirements of MQC RC Ne UA/7617/01/04
AHATIT3 BUKOHAR (] aata 13 }67“,110'2/L)
(ANALYSED BY) - (DATE)

KomenTapi: nemac
Comments: no

Bassa npo cepTHdikauiio: «LicHEM 5 3acBinuy0, 10 naseaena sHme ingopmanis € K0CTOBIpHOI | TOMHOIO. s cepis
npoayiciii Gysa BRroToBACHa (BK/IIOYAIONH YNAKOBKY / MAPKYBAKHA) | NPOREACHO KONTPONL ii AKOCTI 1A BHINCITAZANOMY
nignpueMcTBi B NOBHII BIAMOBIANOCTI 3 BIMOraMy, 333NaueHIMH B Tinniil nacranosi GMP, saTsep/ikentiii Miuicreperaom
oxopouu 3popos's Yipafum, i 3 namoramu pecerpauifinoro gocwe kpainm npusnavenus. Iporoxosn supobnnnrsa,
YHAKOBKH T2 ananizis Gy/n neperasuyti i Beraonnero ix pianosianicts 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 speeified 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 requirements».

KepisHuk rpynt KORTPOMO AKOCTI Ynosuosaxera ocoba, ulo  aniiicwoe
Quality control group manager cepridirauito cepii

s Qualified Person certifying the batch
Im's Ta npisshue A ) N f\\(\ N \»] G O

(Name) Im's Ta NpisBiLE - ? 4 .
Nianne ' v‘?. /i_ (Name) o X,WNE,L/ by j{mc_ﬁl’\"
(Signature) . . o TTianne c |

v e \\i P ) 2 ) "\ . H "
Jlara nigricanns RARRATH (Signature) V) Vﬁl’///%1
(Date of signature) Jara nigrmcanus ‘i/%\o'a-"(' 70

(Date af signature)

Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 (India)
Ph. +91-11-41005147, 40514919, 41010571, 40527575
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