JEPKABHA CHYXBA 3 JIKAPCbBKUX 3ACOBIB
TA KOHTPOJIHO 3A HAPKOTUKAMMU y m. KHEBI
npos. Haaii Ceitananoi, 3, 02099, rea. (044) 205-26-85
E-mail: dIs.kyiv@dls.gov.ua, Koa €JIPTTOY 37079055

BUCHOBOK

npo sikicrs BBe3cHoro B Yrpainy aikapenkoro 3acoby

30.06.2025 No 32568/25/26

OYILINC®

(HaitMenyRAHNA ATKAPCLEOT tacody 3o 3 percrpaniiiiu HOCKEMEH AN
rabaerku no 100 mr, o 10 tabacrok y Gaicrepi; no 1 fuicrepy s waproniiii ynakosui

(DOPME BHIYCKY. 03y BN, B UGKY B IKAPCHROI) dacoby)

Homep peectpauiitnoro nocrinuens UA/T617/01/02 crpok ail pecerpanifinoro nocsinienis HeoBMeKeH

Cepis nikapeskoro 3acoby Ne 1006357 KinbKicTh BREICHOTO JliKapenkoro sacody 19014
BupoGuuk KYCYM XEJITXKEP NBT JIT/, Inuis

(HaMMCHY BUHIIS BUPOBHHKA JUKAPCHKOIo 3acoBy. KPATHA NOXOJIKCHTN)

Baeseno B Ykpainy TorapucTBO 3 00MEKEHOIO signosinamsuicrio "Tuendapm JITA",
inenr. won: 20075891

(nadiMeny sanns ta k0.1 3a CJAPT IOV 1oprasanol acodi ado npisiine, ‘s, no 6 BRORT (st
0CO0BM - IMIANPHEMIA. 1T MICUC DPOKHBAINS T4 peeerpaitiitinnit nosep ofAIKOBOT KapTKI HARTHINKS
HOANTKIB @00 Copis T novMep acnopTa)

Ipovokon Bizyansioro konrponto pin 28.05.2025 N 1794/01,10-25/1.
JlaGopaTopHuil anasliz AKOCTi AikapehKoro 3acaly siifichennil:

I "Lenrpanibha nabopatopis 3 ananizy aKOCTi AiKapehKux 3ACOBIB | MCHYHOT HPOJYKIT"
(m.Kuis, Byn. Kyapsiscuka 10r m.Kuin. syit. Kyapgschka 813 Kuincnka obnacth. ¢. Hosi Herpinii,

syn. Ipana Opanka, 19)
(HaMENYBAUIS T2 MICIC3HANOIKCUHA aBopatopii, 1o APoReNd JabopaTOPHK anaaiz AKOCT)

BHCHOBOK WOAO SKOCTI liKapchkoro 3acofy, BuaaHui aGopatapicko Bin 24.06.2025 Ne 0871
PeaynbTaTi 1aBopaTopHOro aHaslizy AkOCTI HiKAapeLKOro 3acofy 3a NCPEBIPCHAMM HOKAIHIKAMN BHUTOBINAIOTH
BUMOTAM METOLIE KOHTPOMO SKOCTI (AHANITHUHO-HOPMATHBHOY AOKyMeHTaltit).
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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

Jixapeskni 3acio: PYLHAC?
Medicinal product: FUSYS®
JLitoua peosnHa @

Active ingredient:
PeecTpanifive nocsimennus:
Registration Certificate:
Jlinensis ua supodnwurse No:
Ceprudixar GMP Ne:
Bupobimmne:

Aapeca pupobuna:

Manufactured by:
Address of manufacturer:

CIN No.: U65929DL1997PTC085780

CEPTURIKAT SAKOCTI
CERTIFICATE OF QUALITY

A.R. Ne 1210FP25000257
Hara/Date 30.04.2025

(radnevin no 100 mr, no 10 Tabsnerox y Gaicrepi; o 1 Gaicrepy B xaprouniit ynakosui )
(tablets 100 mg, 10 tablets in a blister; 1 blister in a earton package)

thayronazony 100 mr

Fluconazole 100 mg

Ne UA/MTG617/61/02 Bin 23.10.18, Tepain aif pecerpauiiinors nocsigaenns neobauenennii
Ne UA/7617/01/02; 23.10.18; Registration Certificate validity is unlimited

25/61/2018

135/2024/GMP

Kyeym Xearxwep st JITa, Juain

a0t Ne M-3, Ingop Crnewen Ixonomin 3oyn, Deits-il, Mitamnyp, Jicr. Axap, Maaxes Hpagew,
[lin 454774, Tnais

Kusum Healtheare Pvt Ltd

Plot No. M-3, Indore Special Economic Zone, Phase-1I, Pithampur, Distt. Dhar, Madhya
Pradesh, Pin 454774, India

Cepisi: No 1006357  Posmip cepii: 19014 yn, Jara pur.: 04/2025 Hisicnnit no:  03/2028
Bateh: Bateh Size: D/M: Expiry date:
Ni Hazpa noRasHiKy Bunorn Pesyanrari avunisin

Name Index

Requirements Result of analyses

1 Onue

Description

Bini, kpyrai 3 ckourcHuAM kpamn TaGaerky, 3 siuieio possamy 3 | Bianosizae
OAHOTO BOKY.
White, round, flat beveled tablet with breakline on onc side. Complics

2 | Tnenrudirauin

Identification

Yac  vipiaymands  fixa  aykonasony  Wa o xpomatorpamax | Binnoninac
docaidacyeanozo T8 cnmandapmnoco posHuhie, OTPHMANMX B YMOBAX
KIALKICHOFO BISURUCHI, MAE CHiBnanaTh ((haykonasoln)

The principal peak retention time on sample solution chromawgram | Complies
obtiined in *Assay™ should be the same as Fluconazole peak retention
time in compurative solution chromatogram (Fluconazole)

Uniformity of dosage units

3 1 Cyupanicrs He Oiasime T % 0.12%
Friability Not more than | % 0.12%

4 Posnajaatist He Sinsure 15 xn 03 x8 22 cex
Disintegration NMT 13 min 03 min. 22 sec.

5 | Poswnnienus Fle sievnne 75% (Q) Quykonasoay 3a 45 sun 95% - 98%
Dissolution Not less than 75 % (Q) Fluconazole for 435 min 93% - 98%

6 OnHopiMHicTL A030BANIX AV <L ae 11=15.0 Biiosiaac
oxuINNLL

AV S LE where L1#=15.0

~a

Cynposigni 20MBKH

Related substances

i Complies
Alosiina A - ne 6izsue 0.5 %. Hikue Meash nisiaiens
Avstiwsa B ne Giawnwe 0,3 %, Fle suanicio
Avstinesa C - ne Ginpwe 0.3 %. He sisinaeno
Alostiwra ¢ RRT Giasn 0.55 ~ ne Giasue 0,5 %. 0.056%
Hesidoua doxira = ne Gianme 0.2 %, FheRue Mencd jisadeHIs
He Gizmsie 1.3 % cya TOMIIOK. 0.056%
Tmpurin=4 NN 0.5% Below disregard limit
Dpurin-5 NMT 0.3% Not detected
Tnrpurine-C NMT 0.3% Not detected
Impurine at RRT about 0.53 NMT 0.5% 0.056%
Cnknown impurine NMT 0.2% Below disregard limit
Touard toapnrities NMT 1.3% 0.056%

ICHTPAQ Q0008 A 000G T-003

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