Kusum Healthcare Pot. Litd .

Jirapeskui sacio: DYIHC*
Medicinal product: FUSYS®
Jliroua peuoBHHa :

Active ingredient:
PeecTpauiiiHe nocsiavensi:
Registration Certificate:
Jlinensis ua BupobHuuTeo Ne:
Ceprudirar GMP Ne:
Bupobunx:

Anpeca BHPOOHHRA:
Manufactured by:

Address of manufacturer:

Cepin: Ne 2003597

Batch: Batch Size:

¢ryxonazoeny
Fluconazole
Ne UA/7617/01/04 wig 23.10.18, repmin iV pecerpaniiinoro nocsinveins neodmemensit
Ne UA/7617/01/04, 23.10.18; Registration Certificate validity is unlimited
Raj/2354

042/2020/GMP

Kyeym Xearxwep Itnt Jir, Tunis

CII-289 (A), PIIKO Yunacrpian apea, Yoranwi, bxisagi, Hier. Aasap (Pamkacran), lanis
Kusum Healtheare Pyt Ltd, India
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India

Po3mip cepii: 50000ym.

CEPTURIKAT AKOCTI
CERTIFICATE OF QUALITY
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AR Ne FG/0340721
Hara/Date $6.04.2021

(tablets 200 mg, 4 tablets in a blister; 1 blister in a carton package)

200 mMr
200 mg

Jlata pur.:02/2021

D/M: Lxpiry date:

(rabxeriu no 200 mr, no d-Tabnerkn y Gricrepi: mo § GaicTepy B KAPTOHKIN YRakoBLLi )

JHivicuuit po: 0172024

N HaumenoBauue noxasareseH

Tpe6obanus

!’La\ ALTATbL

Identification

MCTIBITYCMOrO ¥ CTaHZAPTHOIO PacTBOPOB, ITONYYEHHBIX B YCAOBUAX
KONMYECTBEHHOTO OYIPEACICHHS, JONKHO COBMAaTh ((hryKoHazon).

The principal peak retention time on sample solution chiomatogram ‘

obtained in “Assay” should be the same as [luconazole peak
retention time in comparative solution chromatogram (Fluconazole)

Name Index Requirements AWANEIOR
. Results of analyses
I | Onucanne Benble, KpYrnble €O CKOIIGHHBIMH kpasmu Ttabnerkd, ¢ nnnuedt | Coorpercrsyet
paznoma Ha 0AHO¥ CTOPOHE.
Description White, round, flat beveled tablet with breakline on one side. Complies o
2 | Unestndumxauns Bpems yacpkusasus nuka Quykomasonma wa xpomarorpammax | CoornercTayer

Complies

3 | Hernpaemocts

He Gonee 1 %

Friability Not more than | %
4 | PacnagaemocTs He 6onee 15 muy

Disintegration NMT 15 min e
5 | Pacreopenue He menee 75 % (Q) duyxonaszona 3a 45 yuu

Dissolution Not less than 75 % (Q) Fluconazole for 45 min

O5min. 05

Coorsercrsyer
( \mn\u
05nm 05 ce

98.25% - 102.54%

6 OBHOPO}IHOCTB A03UDOBAHHBIX eAHHHLX

Uniformity of dosage units

AV <LI, rae L1=15,0

AV <L1, where L1=15,0

Cootpercrryer

7 | ConyTerByrouine npumecH

Hpumecny A — ne Gonee 0,5 %.

Ipumecs B - e Gonee 0,3 %.

Tpumeco C - ne Gonee 0,3 %.

Tlpumecy ¢ RRT okano 0,55 — ne Goxee 0,5 %.
Heussecmnan npumecy — we bonee 0,2 %,

He Gonce 1,5 % cymmel npamecei,

0.041%

He obuapyxen

He ofnapyes: |
C 04 b o i

|
Complies }

Assay

KONMMHECTBRA)

Hns cpora codnocni

Or 90 % e 110% daykonasona s
KONHYECTRA)

tabacike (0T 3ag8ACHUOID

105 % Fluconazole of Label Claim
110 % Flucouazole of Label Clain

At release: 93 -
At shelf iife

Factory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Dist.
Email : info@kusum.com,

o aw pOITE, 2006 At O

Adwar, Rajasthan (india

Wehsite - www Lusumhealthear

Page 1/1

Related substances Impurity-A NMT 0.5% 3.041%
Impurity-B NMT 0.3% Not detected
Impurity-C NMT 0.3% Not detected
Impurity at RRT about 0.55 NMT 0.5% 0.045%
Unknown impurity NMT 0.2% 0.046%
Total Impurities NMT 1.5% _ 0.141%

8 | Kosnuuecrsennoe onpeaenenue Hpu svinycke:

Ot 95 % no 105% dnay«oHasona B rtabnerke (ot 3amsnensoro | 96.95%

9A 93%,

SO 11403008252 33/34/35



Jikapesiui 3acio: ®YITACE (trabaerru no 200 wmr, no 4 Tagaerky v Haicvepi: no 1 faicvepy B xapTonuin ynawosui )

Medicinal product: FUSYS¢ (tablets 200 mg, 4 tablets in a blister: 1 blister in a carton package)

Cepis: Ne 2003597

Batch: e

9 MukpobdHonoryyeckas yacrora® OB6uiee 4neno aspodnsn Muxpoopt auisyon (TAMC) ne Goaee 10* 10 KOEN
KOEM™ i <10 KOE/r

Ofuiee uncno apoxaicessix ¥ rurecuensix rpudos (TYMC) we Soace |

Oteyrersue Escherichia coli s | ¢ nperiapata.

Micrabiological purity* Total acrobic Microbial count (TAMC) ~=NMT 10° CFU/g 10 CFU/g
Total Yeast & Mould Count (TYMC) -NMT 10? CFU/g <10 CFU/g
Escherichia coli should be absent per 1 g. Absent/g

10* KOE/ r I OreyreTBue i

* Tect BHKOHYETLCA A7 nepiunx 10 cepii, morint s kosol 20 cepii afo oauu pas 1a pix .
* Microbial purity will be performed on first ten commercial batches thereafter at every 20% batch or once in a year which comes earlier.

BHUCHOBOK: Cepist Ne 2003597 sinnoainae sumoram MISI PIT Ne UA/7617/01/04
CONCLUSION: Batch Ne 2003597 complies with the requirements of MQC RC Ne UA//617/01/04
AHAJII3 BUKOHAB JATA §) 5\0\‘\\@ bl
(ANALYSED BY) oV (DATE)

2\

Komenrapi: Hemae

0 !
Celel ) onth Newsyuf

Comments: no

L S ——

3asBa nmpo ceprhdikamito: «Milicuum s 3acBiguylo, wo Haseaena BHule indopmauiss € gocvopipRoto i vownote. s cepis
npoayxuil 6yna BUrOTORNEHA (BRJIIOUAKYH YIAKOBKY / MADKYBAHHS) | NPOBLICHO KOHTPO/b if AKOCTI HA BHULE3TAJaHOMY
nignpueMcTBi B NOBHIN BignosigHocTi 3 Bumoramu GMP, BCYaHOBIEHIIMI MICUEBHM PETYATTOPHHM 0PraHOM, 8 THROR
pianosinHo a0 cneumdirauii, uo MicTHTLCT B peecTpaniiivomy nocke Kpaiuu imnoprepa. Ipotowonn supobunnrsa,

YNaKOBKH Ta aHAM3IB Gyau nepernsiHyTi i Beranosaeno ix Binnosianicrs sumoram 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 all relevant GMP requirements, established by Local Health Authority, and according to 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»,
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KepiBHEK Tpyny KOHTPOIO AKOCTI Mewekep Bininy,
Quality control group m Quality Assurance ¢

Aok
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Factory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph : +9 1-1493-298232/33/34/35
Email : info@kusum.com, Website : www.kusumhealthcare.com
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«[VIEJDAPM
AT»
laeHTdIKaLiAHMG
xoz 20075891
Ans

CEPTU®IKATIB

AEPXITIKCIIYXBA
HEPXABHA CIYKBA 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

ByJ1. BepesnskiBerka, 29, Kuis, 02098, Ten./axc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,htps:/fwww.dls.zov.ua, Kog €IPIIOY 37079055

BUHCHOBOK
Npo AKicTh BBE3eHOT0 B YKpainy Jikapchkoro 3acoby

18.05.2021 Ne 27208/21/26

OYIUC®

(naltMenysaHHs nikapchkoro 3acofy 3rifiHo 3 peccrpanifiumM NoCBYCHHAM)
Tabaerkn mo 200 mr;mo 4 Tadaerkn y 6nicrepi; no 1 6xicrepy B kapronuiii ynaxonni

((opMa BHITYCKY, O3yBaHHS, BHI NEKYBAHHS JIKAPCEKOr0 3acoly)

Howmep peectpauiitioro nocsimuenns UA/7617/01/04 crpox aif peectpauiiisoro nocsimsens HeoOMexeHuH

Cepis nikapcskoro 3acofy Ne 2003597 KinsxicTs BBesenoro nixapeskoro 3acofy 10200
Bupo6uux KYCYM XEJITXKEP BT JITH, Innis
* (HabimenysanHA BupoOHHKa NikapcEkoro 3acoby, xpa‘fna noxomxcmm)
Baeseno B Yipaily Tosapycrso 3 ofmeikenomo sinnosinamsuicrio "Tnendapwm JITIL",
 iment. won: 20075891

(natMeHyBaHHS T8 KOJ 33 GIIPHOY opwIMaHOi 0cobu abo npissuiue, iM'z, o Gmxom dizwanol
ocobu - mianpuemg, 1 Micue NPOXKWBAHEA T8 peecTpaniiinuit HoMep 06ikoBoT KAPTKH NIATHHKA
nozarkis a6o cepis Ta HOMED NACNOPTA)

TIporoxou BizyannHoro xonrposmo sin 26.04.2021 Ne 1312/1.
Jla6opaTopuuit ananis skocti Jikapcskoro 3acoby suilcHennit:

Oinia [I1 "LlentpansHa nabopatopis 3 aHanisy AKOCTI JKapchkuX 3ac00is i Mesnol npoayiuii"”
y m.JIbBiB (M. JI5Bi8, Byn.Kynenepkisceka,131)

(HaltMenyBaHHA T& MicuesHaxomkeHHs naboparopii, wo nposena naboparopHuit aHania skocri)
BHCHOBOK IIOJI0 AKOCT JTikapcskoro 3acoby, sunanuit maGoparopieio sin 17.05.2021 Ne 141

PesynsTaTi NaGOPATOPHOro aHaNi3y AKOCTI Nikapchkoro 3acofy 3a nepepipeHHMM nokaskukamu BioBinawTsH
BHMOTaM METOLIB KOHTPOIO AKOCTI (aHANITHYHO-HOPMATHBHOT JOKYMeHTauT).,

33 pesynbTaTaMy  JEPKABHOTO KOHTPOIIO BCTAHORNEHO, IO nikapcekuit  3aci6  BmezeHo B Ykpamy 3

JAOTPHMAHHAM BAMOT 38KOHOBBCTRRINSE e \EUERHA AKOCTI JliKapChKuX 3acobis.
Havansank Muxona XOJIOJEHKO
(nocanosa ocoba opraiy ALPRG (ininiany Ta npisaue)

M.IT.
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