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HEPXKIIKCIIYXBA
AEPIKABHA CIIVIKBA 3 JIIKAPCHKHAX 3ACOBIB TA KOHT POJIIO 3A
HAPKOTHKAMMH y m. KIIEBI

By Bepesaskiscrka, 29, Kuis, 02098, ten./daxe: (044) 550-23-55, e, (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPITOY 37079055

BUCHOBOK
HPO SIKICTE BBe3eHOro B YKpainy JHKapCLKOro 3aco0y

10.11.2020 Ne 61309/20/26

DOYUHC®

(HaHMeHyBaHHA NiKapoEKoro 38co0y arinHo 3 PeeCTpauiliniM nocsiTHeHIAM)
rabdaerku no 150 mr; no 4 Tabnerxu y Gnicrepi; o 1 6nicrepy B xapronuii ynakosui

(opma puMycKy, N03yRAHHS, BUA NakyRAHHA NiKAPCHKOTO 3acoby)}

Homep peectpanifiroro nocsinuenus UA/7617/01/03 CTpox Aif peectpaniituoro nocsimieHsr HeoGMeKeHul

Cepia mixapcsxoro sacoby Ne 2002859 Kinbxicts sBesenory alxapentoro savufy 300
RBupoSunk KYCYM XENTXKEP IIBT JITH, Inqis
(wafiMetyBanns BHpoGHMKa RikapcLikoro 3aco0y, kpaina NOXOMKEHHS)
Beeseno B Yxpainy ToBapucro 3 06Mesxenon slamoBinaIbHICTIO "Taepdapm JITH",
inent. kox: 20075891

(maliMenyBanus Ta ko 3a €APTIOY opunraHoi 0coby abo npizemne, iM'H, 110 GaTbkosi diznunoi
0co6H - mianpremu, 1f Micue npokueanus Ta peecTpanifinui romep obnikoBol kapTku muaTHIKA
nogarkis abo cepis Ta nomep nacmopra)

[IpoToxon sisyannnoro kourpomso sin 26.10.2020 N 3278/3.
Jlabopyarupsuit ananis sxocri nikapeeioro 3acoby 3aifcHeHp:

Qinisz 11 "Uenrparsua naboparopis 3 aHaxisy gxocri JTKAPCHKMX 3acoBiB i Memmanoi npomyknii”
y M.JIsBiB (M.JIbBiB, Bya Kyabuapkiscexa,131)

(HalimeHyBaHHa Ta MicuesHAXOIKEHES naboparopil, Wwo nposena naGopatopuult ananis skocri)

BrcHOBOK Moo AxocTi nikapeskoro sacoby, BunaHui naGoparopieio zin 09.11.2020 Ne 228
Pesynsrati naGopatopuoro aranisy akocti NiKapeLkoro 3acofy 3a NepeBipeHHMY NOKASHITKAMHY BIAMOBIRAKOTE
BHMOT'aM METOAIB KOHTPOMIO SKOCTI (ananiTwaHo-HOpMaTHEHOL noxyMeHTalil).

34 pesymsTaTaMM RepkasHOrO KOHTPOIXO BCTRHOBIGHO, IO JHKApchKWN 3aci6 BReseHo R Yxpainy 3
AOTPHMAHHAM srmg @ W00 3a0C3NeTSHHA AKOCTI TKAPCHKHX 3ac001B.

3500513 'A j’o
“‘\?t HHH

Muxona XOJIOJAEHKO

(iriuwiany Ta npissmne)

Havaneaux

{nocaaora 0cob.
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®oA 20075891

cermomans TEPKIIKCITY KBA

JTEPXKABHA CJIVIKBA 3 TIKAPCLKHUX 3ACOEIR
TA KOHTPOJIIO 3A BAPKOTHKAMH y m. KMEBI

By”. bepesnsxiperka, 29, Knip, 02098, ven./bakc: (044) 550-23-55, ren. (044)'550-20-55
E-mail: dls Kyiv@adls.gov va,https:/fwww.dls.gov.ua, Koa C€OPITOY 37079055

BHCHOBOK
PO AKRICTH BBE3eHO0 B YKpainy fikapcnkoio 3acoQy
18.11.2020 Ne 63492/20/2611
OYIUC®

(uaﬁmenynannn AixapeLxoro 9acay sriauo 3 peecTpanifnmm nocBh{qem-i:m)

Tadnerkn no 150 mr; no 4 rabnerky Yy buiictepi; wo 1 6aicrepy B kapronuii ynakogui
' (dopma Bitnycky, Z03yBaHS, BUA TAKYBAHHE Jlikapebroro 38¢06y) :

Howmep peectpanitinoro nocsizsesns UA/7617/01/03 crpok mit pecctpauifinoro rocsimuenns HeoOMeXeH it

Cepia nixapcskoro 3acoby Ne 2002859 Kimskicm, BBE38HOrO Nikapeskoro sacoby 73200

Bupoux KYCYM XEJTXKEP BT JITIL, Taaix

{WaliMeHyBaKH BUDOGHMKA TTKBPCEKOTO 380006y, Kpaina NoXomKeHHs:)

Baeseno B Yipairy Torapucreo 3 06mexenocio Bianoninanﬁ_nicrm "Tepdapm JITA",
inenr, xox: 20075891

(RaRMeHyBanRa T8 koa za CLIPTIOY 10pHaRYH0] ocobwato MpPi3BALIE, iM'Y, 70 GaTbKOR] fizuanoi
ocobu - aianpremug, i Micue NpowuBaEns T2 peecTpailitHu nomep 06nikopol K2pTK¥ NNaTHHKR
ronaTxis a6o cepis Ta HoMep nacriopra)

Hpotoron sisyansuoro xonrpomo sin 18.11.2020 Nz 3682/3,

3a pesynsTaramu AEPHKABHOIO  KOHTPOAKC BCTRHORIEHO, 110 JMiKapceRuE  3aci6  BEelero 8 Vkpaiay 3
AOTPUMAHHAM sumMor 3aK0HOIABCTSA 10K0 3aGesTed CHHSA AKOCTI NIKAPCEKUX 3ac00iB,

/', ~
| /1‘;’// MHKo.r_Ia XOJIOOEHKO

ido) © (niznuc) {initiany Ta npizsuie)

"AnCOBIB g
s
+
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Jixapebxuit sacie: PYI[HC?

Medicinal product: FUSYS®
Hiroua peyosnna ;

Active ingredient;
Peectpauiiine nocsimvenns:
Registration Certificate:
JHinen3ia na supobunuTeo No:
Ceprudricar GMP Ne:
Bupobunx:

Anpeca BupofnuKka:
Manufactured by:

Address of manufacturer:

Cepin: Ne 2002859

Poawmip cepil: 75000yn.

Kusum Healthcare Por. Lid .

CEPTHRIKAT AKOCTI
CERTIFICATE OF QUALITY

A.R. N2 FG/1195/20
HAara/Date 03.10.2020

{rabaerxy mo 150 mr, no 4 Tabaerkn ¥ Buicrepi;

150 mr
150 mg

$ayxonazony
Fluconazole

no 1 6aicrepy s xapTownii yraKositi )
(tablets 150 mg, 4 tablets in a blister; I blister in a carton package)

Ne UA/T617/01/03 Big 23.10.18, Tepmin il pecorpauifinoro nocsigvyenns HeoOMeReH
Ne UA/7617/01/03, 23.10.18; Registration Certificate validity is unlimited

Rajf2354
001/2018/GMP
Kycym Xearxiep ¥er Jrn, Ingis

A2

CII-289 (A), PIIKO Iunacrpian apea, Yonauxi, Bx isani, Hicr. Ansap (Pamracran), laais

Kusum Healthcare Pvt Ltd, India
SP-289 (A), RIICO Industrial area, Chopanki,

Jara Bur.:08/2020

Bhiwadi, Dist, Alwar (Rajasthan), India

Hificruit no; 07/2023

Hna cpoxa zodnocmu:
Or 90 % mo 110% ¢nykonasona B Tabuerxe (ot 3asmenenworo
KO/MYecTBa)

Batch: Batch Size: D/M: Expiry date:
I_J’-rs HakmenoBanue noxazarench TpeGoBanus Pesyantaral aua.ruﬂon_l
Name [ndex Requirements Results of analyses
1 Onucanye Besbie, Kpyrnme co CKOWERHBIMH KpasMu Tabierku, ¢ nuHueit Cooteercreyer
passioMa Ha oaHOK CTOpPOHE.
Description White, round, flat beveled tablet with breakline on one side. Complies
1 | Hoenruduxanns Bpema yaepwuvanus nuxa DUYKOHaI0M2 Ha XPOMATOrpamMMax Cootsercrayer
PNILITYEMOT0 ¥ CTAHJAPTHOTO  DAacTEOPOD, OAYHCHHEIX B
YCIOBUAX  KONHYCCTBEBHOTO ONPEAGNeRus, JO/DKHO CORNALATH
(ryxonasorn).
Identification Compiies
The principal peak retention time on sample solution chromatogram
abtained in “Assay” should be the same as Fluconazole peak
[ retention fime in comparative solution chromatogram (Fluconazole)
3 | Hernpaemoerts He Gonee | % Cootsercreyer
Friability Not more than [ % Complies
4 | PacnafseMocTts He 6onee 15 mun Odmum  15cex
Disintegration NMT 15 min O04min  15sec
S | Pacraopenue He mence 75 % (Q) gayxonazona 3a 45 man 100.5% - 102.9%
Dissolution Not less than 75 % (Q) Fluconazolé for 45 min 100.5% - 102.9%
6 | OnHOpOAHOCTS N03HPOBAHHLIX AV =L1, e LI=15,0 Coorsererayer
SAHRHL
: AV <L1, where L1=15,0 Complies
Unifermity of dosage units
7 | Conyrcrayioume npumeen {Ipustecy A — ue Gonee 0,5 %, 0.036%
TIpustece B —yic Gonee 0,3 %. He obrapyxeno
Hpumeco C — e onee 0,3 %, He obuapymeno
[Tpuniecs ¢ RRT oxono 11,55 — ne Gonee 0,5 %. He obuapyeno
Heuscecmnan npuvecs — ue Gonee 0,2 %, 0.039%
He Oozee 1,5 % cymazt nprmvecsit. 0.119%
Related substances Impurity-A NMT 0.5% 0.036%
Impurity-B NMT 0.3% Not detected
Impurity-C NMT 0.3% Not detected
Impurity at RRT about 0.35 NMT 0.5% Not detected
Unknown impurity NMT 0.2% 0.039%
Total Impurities NMT 1.5% 0.119%
8 | KoanuectBenuoe onpefenense Hpu gunycxe: i
Or 95 % a0 105% duykonasona » tabnerxe {oT 3amBnenHoro | 98.53%
KOJIHYecTsa)

|
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Factory : SP 289 (A), RTICO Indl. Area, Chopanki, Bhiwadi, Distt, Alwar, Rajasthan (India), Ph : 49 1-1493-298232/33/34/35
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Jikapesknit 3aci6: DYTIHC® (raGnetku 1o 150 mr, no 4 Tabuerku y GaicTepl; no I Gaicrepy B wapronuil ynakosui )

Medicinal product: FUSYS® (tablets 150 mg, 4 tablets in a blister; 1 blister in a carton package)

Cepis: Ne 2002859

Batch:

- Assay At release: 95 - 105 % Fluconazole of Label Claim 98.53%

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

9 Mukpo6uonorndeckas yuerora® Obuee wucno a3p0GHEIX MUKPOOPTaHA3MOR {TAMC) ue Gosee 10° <I0KOE/
KOE/r <10 KOE/r
OBulee Yieno NPCHCKEREIX H NIECHERRIX rpu6os (TYMC) He Gonee
10° KOE/ r
Orcyrersue Escherichia coliz 11 npenapara, Oreyrersue fr

Microbioclogical purity* Total acrobic Microbial count (TAMC) - NMT 1¢° CFU/g <0 CFU/g

Total Yeast & Mould Count (TYMC) — NMT 102 CFU/g <I0-CFU/g
Escherichia coli should be absent perlyg, Absent/g

* Tecr BUKOHYETECS Aaa Niepiuux 10 Cepiil, moTimM mus kowknot 20 cepii afo oguw pa3 Ha pix.
* Microbial purity will be performed on first ten commercial batches thereafier a1 every 20" batch or once in a year which comes earlier,

BHCHOBOK:  Cepix Ne 2002859 Bimnosinae Bumoras MICT PIT Mo UA/7617/01/03
CONCLUSION: Batch Ne 2002859 complies with the requirements of MQC RC Ne UA/7617/01/03
) .
2100 B
AHATI3 BUKOHAB TATA 53 1o Vo<

ALYSED BY) ; (DATE)
T 20 g venare Ml

Komewrapi: neMac
Comments: ng

3assa mpo ceprudixauite: «iichnum = 38CBiAYYI0, 10 HRBCAEHA BHLIE indopmanin € xocrosiproto i Tounow. n cepia
ApoaYRUIT 6¥n2 RHFOTOBNeHA (BRTI09A0%H ynakorky / MApKyBaHHs)} i NPOBEACHO KOHTPONL T MKOCT HA BHHICSTATAHOMY
nianpHeMeTBi B RowHill BianosiamocTi 3 BHMOraMH GMP, BCTaHOBIEHHMH MicHeBHM PeryJTOPHUM OPraHOM, 8 TAKOMXK
BignosinHo mo creundixanii, o MICTHTLCH B peccTpanifinomy Aocke kpaiuu ianmoprepa. Ilpotokoau BHpOGHHUTEA,
YOaKeBKR T4 auasnisie 6yan nepernanyTi i BeTanoneno ix Bilnogiawicts 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 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».

Al

0% [\o] 2020

Kepisnuk rpyns xorTpomo SxocTi
Quality control group manager

A Sk
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Factory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan {India), Ph : +91-1493-298232/33/34/35
Email : info@kusum.com, Website : www.kusumhealthcare.com
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JIEPKIIIKCITYXKBA
AEPAKABHA CIYXEBA 3 JIKAPCHBKHX 3  “OBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y v (I€BI
Byn. bepesusaxisceka, 29, Kuig, 02098, Ten./daxc: (044) 550-23-55,1 . (044) 550-20-55
E-mail: dIs.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kog €JIPI" -V 37079055

BUCHOBOK
npo AKICTL BBE3eHOI0 B YKpaiHy JiKapcbKor:: 3aco0y

25.02.2021 Ne 8314/21/2611

OYIUC®
(HaliMeHyBadHs AikapchbKoro 3aco0y 3rifHo 3 peeCTPalliHHAM NOCBIL': *) HM)
Tabaericd mo 150 mr; no 4 Tabnerkn y Gaicrepi; mo 1 Oicrepy B - s profuiii ynakosmi

(dopma BrIyCKY, HO3YBaRHA, BUA NAKYBaHHA NIKAPCHKONO 3aC0r: .}

Howmep peectpauiiinoro noceixgerns UA/7617/01/03 crpok aii peectpauiitoro moc::i - yenns HeoOMeKeHu
Cepis nixapchxoro 3aco6y Ne 2003233 Kinskicts BBe3enoT0 Jtikapcpkol '+ sacoby 67800

BupoGHyK KYCYM XEJTXKEP IIBT JITZ, Inzis

(nadiMeHyBauHs BAPOOHHKA JIKAPCHKOr0 3aco0y. 1:aiHa DOXOMKEHHS)

Baeseno 8 Vipainy Tosapuctno 3 oOmMexenowo BimnosigansricT) ''Tnengapm JTAY,
inen. kon: 20075891

(uakimenysarns Ta ko 32 CIPIIOY ropraguHot ocobu abo upi.eume, iM's, no Garskosi Gismanol
0cobu - mianpuemits, T Miclie NPOKHBAHNS Ta PEECTPANIHHMI 10 16D 0ONiKOBOT KapTKA NNATHHKA
noaarkis 60 cepis Ta HOMEp fIactiorTa)

Tporoxon BizyansHoro kontpomo ein 25.02.2021 N 604/4.

3a pesynbTaTamMv [JEPKaBHOr0 KOHTPOMO BCTAHORNEHO, M0 JHKapchkMii 3aci’ BBe3eHO B VYkpaiHy 3
JOTPHMAHHSIM BHMOT 32KOHONABCTBA MIOAO 3a6e3neuenHs AKOCTI JKAPCLKHX 33C)GIB.

P

7
HavanpHaK m : Muxorna XOJIOAEHKO
' *5;@& 0 PN (nianuc) (iniuiam Ta npizBuUILE)

1610

Mio%aIR

RN

Sor
by




Kusum Healthcare Pot. L1d .

CEPTH®IKAT AKOCTI
CERTIFICATE OF QUALITY

AR. Ne FG/1613/20

HAata/Date 02.01.2021
Jikapesruii saci6: PYIIUACE (rabaeTku mo 150 mr, o 4 vabaeTxck y baicrepi; no 1 Gaicrepy 5 kapTonkiil ynaxosni )
Medicinal product: FUSYS® (tablets 150 mg, 4 tablets in a blister; 1 blister in a carton package)
Hiro4a peyoBuHa @ dayxonasony 150 mr
Active ingredient: Fluconazole 150 mg
Peccrpauiiize nocBiaueHHn: Ne UA/7617/01/03 Bix 23.10.18, TepMmiH AiT peccrpauiitnore nocBigsenna neoGmexenuil
Registration Certificate: Ne UA/7617/01/03, 23.10.18; Registration Certificate validity is unlimited
Jlinensist Ha BHpoGHMNTBO No: Raj/2354
Ceprudixat GMP Ne: 042/2020/GMP
Bupobnuk: Kycym Xesnrxrep et Jita, Inais
Aapeca BapoGHuia: CI1-289 (A), PIIKO Inpaacrpian apea, Yonanki, bxisani, ict. Aapap (Pampracran), Inxis
Manufactured by: Kusum Healthcare Pvt Ltd, india
Address of manufacturer: SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India
Cepis: Ne 2003233 Poamip cepii: 75000 yn. [Hara pur.:11/2020 JivcHuii no: 10/2023
Batch: Batch Size: D/M: Expiry date:
e Hansenosasne noxasaresest Tpeboramusa Pe3ynuTaThl aHAN308
Name Index Requirements Results of analyses
1 | Onucanue Bcnme, KPYIiBle CO CKOMEHHBIMM xpasmu Tabnerkw, ¢ mauueii | Coorsercraver
pasnoMa Ha OfHOH CTOPOHE.
Description White, round, flat beveled tablet with breakline on one side. Complies
2 | Baenrudncauusn Bpems yaepwusanus nuxa dQuiykonasona Ha xpomarorpamMax { CoorsercTByer
WCOBITYEMOI0 M CTAHAAPTHOTO PACTBOPOB, NONYHEHHBIX B YCIOBHAX
KONUYECTBEHHOTO ORpeIeNel s, RoNAHO cornanats (prykonason).
Identification 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 (Fluconazole)
3 | HerupaemocTs He Gonee 1 % Cootsercrayer
Friability Not more than 1 % Complies
4 | Pacnanaemocts He 6onee 15 Mun Od4mem 15 cex
Disintegration NMT 15 min 04min. 13 sec.
S | PacrBopenue He menee 75 % (Q) daykonasona 3a 45 mux 98.5% - 101.1%
Dissolution Not less than 75 % (Q) Fluconazole for 45 min 98.5% - 101.1%
6 | OnnoponHocTh no3upoBanubiX exnnmy | AV <L1, rre L1=15,0 CoorBeTCTByeT
Uniformity of dosage units AV <L1, where L1=15,0 Complies
7 | ConyrerBysomue npuniecy Hpumecs A — e 6onee 0,5 %. 0.354%
Ilpumecw B — ve onee 0,3 %. He oGnapyxen
Mpumece C — ne Gonee 0,3 %. He o6Hapyxen
Tlpumeco ¢ RRT oxono 0,55 — ue 6onee 0.5 %. He obnapyxen
Heuszgecmuan npumece — ne Gonee 0,2 %. 0.068%
He 6onee 1,5 % cymmbt npumeceit. 0.451%
Related substances Impurity-A NMT 0.5% 0.354%
Impurity-B NMT 0.3% Not detected
fmpurity-C NMT 0.3% Not detected
Impurity at RRT about 0.55 NMT 0.5% Not detected
Unknown impurity NMT 0.2% 0.068%
Total Impurities NMT 1.5% 0.451%
8 | KoauyecrseHnuoe onpenenenne Hpu geinycke:
Ot 95 % o 105% (bnylcouaaona B Tabnerke (or 3asBnennoro | 96.56%
KONUYECTRa)
Han epoxa 200n0cmu:
Or 90 % o 110% qmyxox-tasona B TabieTKe (0T 3ATBAEHHOID
KOJM4ECTRa)
Assay At release: 95 - 105 % Fluconazole of Label Claim 1796.56%

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

Page 1 0f2

Factory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Distt, Alwar, Rajasthan (India), Ph : +01-1493-298232/33/34/35
Email : info@kusum.com, Website : www.kusumhealthcare.com



Kuswum Healthcare Pot. L1d.

Jixapeeknit sacio: DYTIACE (rabnerxu no 150 mr, no 4 Tabaericn y Gaictepi; no 1 6aicrepy B KapToRHii ynakosui }

Medicinal product: FUSYS® {tablets 150 mg, 4 tablets in a blister; 1 blister in a carton package)

Cepis: Ne 2003233

Batch:

2 Mukpobuoaerideckas aucroTa™ Of1uee uncso a3pobusIx Mukpooprasusmos (TAMC) ne Gosee 10° <10 KOE/r
KOE/r
Obuiee 4HUCTIO APOXKEBEIX ¥ TuiecHeBsx rpudor (TYMC) e Gonee <10 KOE/r
102 KOE/ ¢
Otcyrerene Escherichia coli B 1 r npenapara. Crcyrersue /v

Microbiologicai purity* Total aerobic 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. Absentig

* Tect BukOHYETbCA AN nepuux 10 cepiif, noTiM Ana koxHoi 20 cepil abo oany pas Ha pik.
* Microbial purity will be performed on first ten commercial batches thereafier at every 20" batch or once in a year which comes earlier.

BUCHOBOK: Cepis Ne 2003233 Bianopinae pumoram MK PT1 Ne UA/7617/01/03

CONCLUSION: Batch Ne 2003233 complies with the requirements of MQC RC Ne UA/7617/01/03
% SNatda

AHATI3 BUKOHAB naTa O3 101V

(AEQEYSED BY) T M:OBW‘S (DATE)

KomenTapi: HemMae
Comments: 0o

3asea npo ceprudikanio: «JAilicHum 5 3aceigdylo, mo HasegeHa suuxe indopmanin € gocroeiprow i Tounolo. In cepiu
nponysuil Oyna BHroTORACHA (BKAIOYAIYA YHAKOBKY / MapKyBaHus) i HpoBeIeHO KOHTPOIb Y AIKOCTi HA BAUIE3rafaHOMY
nignpuemcTei B noewiii siznosiasocti 3 sumMoramn GMP, BcTanoBiaeHEMH MICHEBUM PEryIsTOPHIM OPIraHOM, 2 Takok
gignoBizno A0 cneumdikanii, mo micTarsea s peecrpanilimomy zocke kpainm immoprepa. IlpoToxonn supoOunursa,
yHaKoBKH Ta aHanizis Gynu neperyiaHyTi i Beranosieso ix BianoBingicTs Bumoram GMPy.

Certification statement: «On this 1 certify, that the above mentioned information is true and accurate. This product batch was
produced (including packaging / labeling) and conducted for its guality 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».

Ak

o2]o1] 202/ i £
Kepisruk rpynH KOHTPOTIO AKOCTi Menemxep Binaidysh
Quality control group manager Quality Assuranceigzo

14~ § ahwo
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Factory : SP 289 (A), R1ICO Indl. Area, Chopanki, Bhiwadi, Disit. Alwar, Rajasthan (India), Ph : +61-1493.298237/33/54/35
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e g JEPXITIKCITY KBA
TEPIKABHA CJIVKBA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJIO 3A BAPKOTHKAMU y m. KHEBI

oA 20075891
G
By Bepeausxincrka, 29, Kuis, 02098, Ten./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-maif: dis kyiv@dls.gov.ua hitps://www.dls.gov.ua, Kon EAPIIOY 37079055

BHCHOBOK
npo AKicThL BBe3eHoro B Ykpaiuy JikapcbKoro 3acoly

27.04.2021 Ne 22969/21/26

OYIIC®

(HatiMenyBaRHR NIKAPCHKOrOIACO0Y S0 3 PeecTpALIRHAM IocaiieHiM)
TaGnerxa no 150 mr; no 4 Tabaerka y 6nicrepi; mo 1 Gricrepy B Kapropaili ynakosui

(bopMa BANYCKY, HO3YBEHHS, BHJI NAKYRAHHR RiKapchkoro 3acoby)

Homep peecrpauiitoro nocsinaeuns UA/7617/01/03 cipok aii peectpanitinoro nocsiaenns HeOOMEXEHHIA

Cepis nixapchxoro 3aco6y Ne 2003568 Kinzxicrs seeaenoro Jiapceoro sacoby 600
BupotHuk KYCYM XENTXKEP OBT JITH, Inzis
(nalimestypasns BipoGHUKA NikapeExoro 3ac06Y, Kpalia HOXODKCHHR)
Baeseno 8 Vipdiny Tosapuerso 3 odmexenomn BinnopizanericTo "T'aexdapm JITHA",
izenT. won: 20075891

(ngﬁueu}(nauuxm xon3a SHPIIOY wopruninol ocobu abo npisswme, In's, o Samsxon] iznusol
0CO6U - FANpHEMIES, T MICLLC IPOXHBANHA Ta poecTparilinuii HoMep 0GIikoBol KEPTXH NATHEKR
nofaTkin 260 CEPin TH BOMCP NACTIOPTS)
poTokon Bisyanenoro kourpomso six 12.04.2021 X 1121/4.

Jaboparopunit ananis axocTi AikapceKoro 3acoby smilicHenaii:

JII "Tlenrpansyd naGoparopis s aHanisy sxocti NKapchKaX 3aco0is i MeRETHOT HpoyKIil"
(m.Kuis, By JCympascska 10r)

(watiMcryBarns 18 MiCUeIHEXOXSHHN JIROOpaTOpiT, W0 npopena maboparopHii aitanis xikocr)
BHCHOBOX MO0 SKOCT] MKAPCEKOro 3acofy, Busrmnit naGoparopieio sixn 26.04.2021 No 0963

PesyAETaTi NaGOPATOPHOTO aHANMI3Y sakocTi Nikapcsxoro 3acofy 3a nepenipeHIMH OKARHHKAMH BinmoBinawTs
BAMOTaM METO{is KONTPOTIO SKOCTi {(aHaniTHYHO-HOPNETHEHOT OKYMEHTaN]T).

33 peayNETATAMH JICPHBHOTO KONTDONK) BCTAHORNGHO, IO Jikapcpkuil 3aci6 Beeseno B Vipalky 3

DOTPHMAHHSAM snMOr3a56ae TIUCIDALIONO sabesnenenus axocti MgapcbKAX 3acobis.
d /'
Havamaax Muxona XOJIOAEHKO
(mocanosa acoeba op (ninmc) (ininiams Ta npissume)
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Jlikapesknii 3aci6: DYITHC?
Medicinal product: FUSYS®
Jiroua pevosusna &

Active ingredient:
Peecrpaniiine nocBigucHRS:
Registration Certificate:

Kustrr ﬁ’ealz‘/zare Pot. Ltd.

CEPTHOIKAT AKOCTI
CERTIFICATE OF QUALITY

AR.Ne FGI0307/21
Jara/Date 18.03.2021

150 mr
150 mg

(xabnerru o 150 Mr, no 4 Tabaerkn y Gaicrepi; no 1 GnicTepy B KapvoHniH ynaxosmi )
(tablets 150 mg, 4 tablets in a blister; 1 blister in a carton package)
dayronasomy
Fluconazole
Ne UA/7617/01/03 sin 23.10.18, Tepmin aii peecTpaniitnoro nocsiideH s Heobmemenil
Ne UAL7617/01/03, 23.10.18; Registration Certificate validity is unlimited

Jliuensia sa BEpoGHHUTRO No: Raj/2354
Cepruthixat GMP Ne: 042/2020/GMP
Bupobuu: Kycym Xearxkep st JIta, Inpis
Anpeca BUpoOHUKA: CTI-289 (A), PYIKO Inpactpian apea, Honanki, Bxisani, Micr. Ansap (Pagxacrag), Innis
Manufactured by: Kusum Healthcare Pvt Litd, India
Address of manufacturer: SP-28% (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India
Cepin: Ne 2003568 Po3zuip cepil 75000 yn. JHata sur :02/2021 Jidennit no: 0172024
Batch: Batch Size: D/M: Expiry date:
Ne HaumMeHOBARHE TTOKAIATLNEH TpeGoBanns PeIyNLTAL AHLIN30B
Name Index Requirements Results of analyses
1 | Onnrcanne BinEte, XKpyrasle O CKOMeEHHRIMH kpasmu Tabmetiu, c Jivnkeit | Coorsercinyer
pa3nomMa Ha OJiHoM CTOpOoHe.
Description White, ronnd, flat beveled tablet with breakline on one side. Complies
2 | Haenmdmxanns BpeMx yHEpXUBaHWA nUKka (ykpHA3ONA HA XpomarorpaMuay | CoorsercTryer
UCOFITYEMOTO H  CTAaHNapTHOXO DacTBOPOH, HOAYMCHHEX. B
YCROBHAX KONMYECTBENHOrO ONpENeNeHud, AOMUKHO CORNAIATE
{Guryxonazou) .
Identification Complies
The prmt:lpa] peak fetention time ort sample solution chromatogram
obtained in “Assay” should be the same as Fluconezole peak
retention fime in comparative solution chromatogram (Fluconzzole)
3 | McmipaemocTs Hé 6onee 1 % Coorsercayer
Friability Notmore than 1 % Complies
4 | Pacnapaemocrs He Gotee 15 Mun 03Mun 36Cexysnn
Disinteptation NMT 15 min 03niin 56 second
5 | Pacrsopedue HeMeree 75 % (Q) daykorazona 38 45 MUK 99.4% 10 100.5%
Pissolntion Not less than 75 % (Q) Fluconazole for 45 min 99.4% to 100.5%
6 | OndopoaHocTs gosupopaunpix eaueuy | AV <L1, e L1=15,0 Coorsercreyer
Unjformity of dosage units AV <L1, where L1=15,0 Complies
7 | Conyrergyromime npumecs Hpumeco A —ue Gosnee 0.5 % 0.040%
Hpumecs B — ue Gonee 0,3 % He puspneno
Ipumecsy C—ue Gonee 0,3 %. He Buseaeso
Hpuwmecs ¢ RRT oxono 0,55 — ve Gonee 0,5 %, He puasieno
Heusgecmnas npumecs — e Gonee 0,2 %, 0.144%
He Goxnee 1,5 % cymms npumecei, 0.213%
Related substances Impurity-A NMT 0.5% 0.046%
Impurity-B NMT 0.3% Not detected
Impurity-CNMT 0 3% Not detected
Impurity mtRRT about 0 55 NMT 0.5% Not detected
Unkooswn impurity NMT 0.2% 0.144%
Total Impurilies NMT 1.5% 0.213%
8 | Konngeetrennoe onpesencane HIpu ennycree:
Or 95 % mo 105 % dmyxonasona B TaBnerke (or sassnemsoro | 97.93%
KONMYECTBA)
M1z cpoxa zodnocmu:
O1 50 % no 110 % duyxonasona B Tabnerke (0T 3akBACHHOrO
KOIBIMECTRA)
Assay At release: 95 - 105 % Fluconazole of Label Claim 9793%
At shelf Iife: 90 - 110 % Fluconazole of Label Clsim
Pagelof2

Factory : 'SP 289 (A), RUICO Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (
Email : info@kusurh.com, Website : www.kusumh

A
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ia), Ph : +91~1493-298232/33/34/35




Jixapenkuii sacit: @YITAC (TadneTiu no 150 Mr, no 4 rabaersn y Saicrepi; mo § Gnictepy B KapTonuiR ynakosui)

Medicinal product: FUSYS® (tablets 150 mg, 4 tablets in a blister; 1 blister in a carton package)
Cepin: Ne 2003568
Batch.
9 Muaxpobuonoruyeckas SHCTOTA™ Qontee unc:o a3podHEx MukpooprasuaMos (TAMC) ne Gonee 108 10 KOE/r
KOEfr
O6inee wHCNO OPOsOKeBLIX | MiecHessIx rpubos (TYMC) ne Gonee <10 XOE/r
102KOE/r
Orcyrereue Escherichia coli B 1 T npenapara. Orcvrersue i
Microbiological purity® Total aerobic Microbsal count (TAMC) ~ NMT 10% CFU/g 10 CFU/g
Total Yeast & Mould Count.(TYMC) —NMT 102 CFU/g <10 CFU/g
Esxcherichia coli should be absent per 1 g, Absent/g

* TecT BRKOHYETECA Ans epmux 10 copiit. oTiM Ang koxuor 20 cepil aGo oMK pas 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.

BUCHOBOK: Cepiz Ne 2003568 Binosixae BuMoraM MEST PIT Ne UA/7617/01/03

CONCLUSION: Bitch Ne 2003568 complies with the requirements of MQC RC Ne UA/7617/01/03

%\o e

? ragha (‘]ﬁ =

AHATII3 BUKOHAB gata_ gle3lrox
(ANALYSED BY) (DATE]

Komenrapi: Hemae
Comments: no

3amma mpo cepradikasio: «/ifickum = 3aceixayio, Ho HaBelema sume iadppmanis € aocrogipaot i Touwomw. Ila cepix
npoayxuil GyNn2 BATDTOBAEHA (BKI0YAI0OYY YNAKOBKY / MAPKYBAHHS) i NpoBeXeno KoMrpoyh T SKoLTI A3 BEUIEIraNAHOMY
mipapuemersi B nopsid pinnosizwocri 3 Bumoramu GMP, BCTaHOBJEHHMM MICHEBHM PEryUATOPHAM OPraHOM, 2 TaROX
BinoBinHO A0 cmemadixauii, wo MicTHTLCN B peccTpallilinoMy Aocke kpaiuu immoprepas Ilporoxoan BupoGBHUTBA,
YNAKOBRH Ta anasisie Syau nepernsnyTi i BcTagoBaeHo ix pixnosinmicTs umoram GME». .

Certification statement: «On this I certify, that the above mentioned information is true and aceurate. This product batch was
produced {(inclading packaging / labeling) and conducted for its guality control at the above mentioned manufacturer
according to all relevant GMP requirements, established by Local Health Authority, and zecording te the specification,
contained in the repistration of the dossier importing country. Records of manufacturing, packaging and analysis were
reviewed and determined for their compliance with the GMP requirements».

Bolo
T&[031 202

Kepissux rpyoy KOHTPOIO KOCTI Menensxep sinainy §36ey
Quality conirol group manager Quality Assurance g

B aho

Pape 2 of 2

Factory : SP 289 (A}, RIICO Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (Indig), Ph : +91-1493-298232/33/34/35
Email : info@kusum.com, Website : www.kusumhealthcare.com
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HEPXIIIKCIIY KBA
AEPXKABHA CJIVKEBA 3 JOIKAPCBKHX 3ACOBIB
TA KOHTPO.JIIO 3A HAPKOTHKAMHU y M. KHEBI

Byn1. Bepesuakiaceka, 29, Kais, 02098, Ten. (044) 295-26-85 Teur. (044) 295-26-82
E-mail: dIs.kyiv@dls.gov.ua,hgps://www.dIs.gov.uga Kon €/IPIIOV 37079055

BHCHOBOK
Npo AKICTEH BBe3eHOro B Yxpainy sikapenkoro 3acoby
30.08.2021 Ne 49101/21/26
DOYIIUC®

(natimenynauns nikapcrkoro 3aco6y 3ringo 3 peccrpanititm NOCRINYEHHIM)
Tabaerku no 150 Mr; 110 4 TaGeTen y Guaicrepi; no 1 Gaicrepy B KapTonuiii ynakosni
(dopma sunycky, HO3YBANHA, BHI NaxypaHHg niKapcLKoro 3acoby)

Homep peecrpagiinoro nocsinsenny UA/7617/01/03 CTPOK Aii peecTpauitinoro nocsimyems HeobMexenul
Cepin nixapcskoro 3acoby Ne 2004073 Kinukicts BBesenoro rikapeskoro sacoSy 22344

BupoGuuk KYCVYM XEJITXKEP BT JITH, Inais
(HaliMcHyBanng BHpoGHMKa nixapcekoro 3acoBy, kpaina NOXOKEHHA)

Breseno b Vxpainy Tosapucrso 3 06Mexenoro Bianosigannuicrio "Cnendapm JITH",

izenT. kon: 20075891
(nariMenynanna a ko 28 €APIICY ropHmHaHOT 0cobH a6o npi3eunte, iM's, no Garbkopi
dizuyHor ocobu - nignpiemug, T Micne MPOXHBAHHA T2 peectpauitiiuit nomep oBhixoso}
KEPTKH IIaTHHKa noxaTkin aGo cepis Ta HoMep nacnopra)

Nporoxen Bisyansxore konTposio sin 11.08.2021 e 2698/11.

Jlabopatopuntt ananis AKOCTI NiKaperkoro 3acoby saiticHenuti:
Al "Herrpamsua n1aboparopis 3 anarnisy skocti MKapChKAX 3acobiB i Megmanoi Iponyxuii”
_(M.Knuig, BYILKynpsmcrra 10r)

(HatiMeryranus Ta MicuesHaxomkerHg naGoparopil, wo nposena Raboparoprui ananiz AKOCTI)

Brcrosox moxo sxoeti nixaperxoro 3acoly, sunannli naboparopicio viz 28.08.2021 Ne 1956

Pesynbrarn naGoparoproro aHAN3Y AKOCTI JliKapcskoro 3acoby 3a nepesipeitumi nokasnKkamu BiANOBinaNTE
BHMOTaM METOAIB KOHTPOUO AxocT] (avaniTHaHO-HOpMaTHEHOT AOKyMeHTaLLY),

. 3a pesynsTatamu AEPKABHOIO  KOHTpomo BCTEHOBNEHO, 110 AiKapcEKUli  3aci6 BEE3CHO B Vkpaluy 3

AOTPHMAHHAM Bumor 3axo

0 3abe3neuenns AkocTi i ChKMX 33c06iR.

SACOBIE T,

Ly

W
Loty o
Haganemuk 2% Mrxona XOJIOJIEHKO
= &
{nocanasa ocofa opray ;s (inigianu 1a npisswige)
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Rusum Healthcare Prt ltd

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

CEPTUOIKAT AKOCTI

’

CERTIFICATE OF QUALITY
AR N KPFP2100289
Hara/Date 31.07.2021
Jlikapewkuii 3aci6: @VIHCY (rabnerku no 150 mr, no 4 TabaeTxu ¥ Gaicrepi; no 1 6nicrepy B kaprowuniii ynagosui )
Medicinal product: FUSYS® (tablets 150 mg, 4 tablets in a blister; 1 blister in a carton package)
Mitoua pedoBrHa : ¢ayxonasony 150 mr
Active ingredient: Fluconazole 150 mg
Peccrpauifine nocrigyeyns: Ne UA/T617/01/03 Bix 23.10.18, Tepmin ail peeeTpauiitnoro nocsinuenns veobnesxennii
Registration Certificate: Ne UA/7617/01/G3; 23.10.18; Registration Certificate validity is unlimited
Jlinensis Ha BUPOGHHUTBO Ne: 25/61/2018
CepTudixat GMP No: 040/2019/GMP
Bupobunk: Kyeym Xemrxwep Tt Jtn, Tugis
Aspeca BHpobHuHKa; Ilitot Ne M-3, Iunop Creuren Ikononisx 3oy, @eiis-11, Iitamnyp, Jicr. Hxap, Manxesn
Ipaneuw, ITin 454774, Inaia
Manufactured by: Kusum Healthcare Pyt Ltd
Address of manufacturer: Plot No, M-3, Indore Special Economic Zone, Phase-11, Pithampur, Distt, Dhar,
Madhya Pradesh, Pin 454774, Indin
Cepis: No 2004073 Posmip cepii: 25000 yim. Hata sur.: 052021 Hificuuti no: 04/2024
Batch: Batch Size: D/M: : Expiry date:
N Hasea noxazuuxa Bumoru 2 PesynutatH ananisis
Name Index Requiremeits Result of analyses
1 | Omue Bini, xpyrmi 3i croweHumMu kpasMu TabneTky. 3 Nikiclo posnamy 3 | BianoBimac
0aHoro Goky.
Description White, round, flat beveled tablet with breakline on one side, Complies
2 | lnenTudixkauin Hac  yrpumyBaHH®  nixa hrykoHazony Ha Xpomarorpamax | Binnosinae
: sunpoedysanoeo 1a CMAHOOPMHOZO0 pO341UNiS, OTPUMARMX B yMoBax
KiNbKiCHOTO BU3NHAYEHNS, MaE crinnazary {pnyronazom)
Identification The principal peak retention time on sample solution chromatogram Complies
obtained in “Assay” should be the same as Flucanazale peak retention
time in comparative solution chromatogram (Fluconazole)
-3 | Crupanicrs He Ginnwe 1 % 0.1%
Friability Not more than 1 % 0.1%
4 | Pozmamanus He Ginswe 15 x8 02 x8 42 cex
Disintegration NMT 15 min 02 min. 42 sec,
5 | Pounneuns He mente 75% (Q) durykonasony 3a 45 mun 59% - 102%
Dissolution Not less than 75 % (Q) Fluconazole for 45 min 99% - 102%
6 OanopioHicTs nozoBanux AV <L1,ne Li=15,0 Binnoginae
OOWHHIUB .
Uniformity of desage units AV <LI, where L1=15.0 Complies
7. | Cynposiani nomimky Hoxriva A - ne Ginbwe 0,5 %, 0.01%
Aomiusca B — ne binbwe 0,3 %, 0.02%
Aomiwxa C ~ we Ginswe 0,3 %, He Buagaeno
Homiua ¢ RRT 6 0,55 - we Ginbie 0,5 %, 0.08%
Hesidoma dosiuxa — ve Ginoe 0,2 %. ) 0.02%
He Ginswe 1,5 % cymu aoMiwox, 0.16%
Related substances Impurity-4 NMT 0.5% 0.01%
Impurity-B NMT 0.3% 0.02%
Impurite-C NMT 0.3% Not Deiccted
Impurity at RRT abous 0.55 NMT 0.5% 0.08%
Unknown impurity NMT 0.2% 0.02%
Toral Iimpurities NMT 1.5% 0.16%

Ph. +91-11-41005147, 40514919, 41010571, 40527575

W Qu~v MUY B 0600 2 AT

Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 ind;’éj'
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Kusum Healthcare Prt ltd.

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

Ph.: 07292-258300, Email: info@Kusum.com, Website: www.kusumhealthcare.com
CIN No.: U65929DL1997PTC085780
AR. No KPFP210(289

Ne Haspa nokasnnka Busora Pesyunrarn avanjsls |
: Name Index Requirements Result of analyses
8 | KisbricHe susnagenun Mpu eunycigy:
Bin 95 % a0 105 % ¢aykowrasony B Tabnerid (Bia 3agBrEN0l KifLKOCT) 100.28 %

Ha mepstin npucammoemi:
Bia 90 % a0 110 % Jaykenasony s rabacrui (sia sasnenol KLIBKOCTI)

| Assay ' At release: 95 - 105 % Fluconazole of Label Claim 100.28%
At shelf life: 90 - 110 % Fluconazole of Label Claim
9 MikpoGionoriyna unctora® Saraiena kinpkicrs aepobuMx Mikpoopranisvis (TAMC): e Ginswe 10° | 05 KYO/r
KyO/r:

3arwabka KinGKICTS APIKCDKOBHX TR miicememux rpnGis (TYMC): we | <10 KVO/r
Ginpiue 107 KVO/r;

Biacyrwicte Escherichia colis | r npenapary. BixcyThicTa/r
Microbiological purity* Total aerobic Microbial count (TAMC) —NMT [0° CFU/g 05 CFU/g

Total Yeast & Mould Count (TYMC) - NMT 1(? CFU/g <10 CFU/g

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

* TecT BiKOMYEThCS 18 nepurx 10 cepiii, noTisM A4 koswof 20 cepii 50 oauu pas Ha pix.
* Microbial purity will be performed on first ten commercial batches thereafter at every 20% batch or once in a year which comes carlier,

BHCHOBOK: Cepin Ne 2004073 Bianorizae Bmvoram MKA PIT Ne UA/7617/01/03
CONCLUSION: Batch Ne 2004073 complies with the requirements of MQC RC Ne UA/7617/01/03
; 2 0° “ )
AHATII3 BUKOHAB  fjureely’ W IATA _ 2(o7]2024
(ANALYSED BY) b‘g (DATE)
A rlees

KomenTapi: HeMae
Comments: no

3adea mpo ceprHdikamio: «ificuum s 3acBiyyo, 10 HaBexeHa BuILe ingopmauis ¢ nocTopipHow i Toumow. Ila cepin
npoaykuii 0yna BMroToRaeHa (BRA0OYa04H YO2KOBKY / MADKYBAHHE) | nporeneHo KOHTPOAE Il AKOCTi Ha BHINE3raAaHOMy
HiANPHEMCTBI B noRHIi Bianosignoeri 3 BUMOTAMH, 3a3HA4eHHMH B 9HANIH HacTanori GMP, 3aTBepKeHiH MikicrepeTBom
OXOPOHY 320poB'S YKpainu, i 3 Bumoramu PEECTPANiHHOrO NOChE KpalHHM npH3HAYeHHS, HNpoTokonu supoGuiuTea,
YOAROBKY Ta aHami3is Oynu nepernsuyTi i BeranosIeng ix BignoginHicTs BuMoram GMP».

Certification statement: «On this I certify, that the above mentioned information is tiue 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 manufactoring, packaging and analysis were
reviewed and determined for their compliance with the GMP requirementsy,

KepiBHHK rPYNH KOHTPOMIO AKOCT VYnopHoameHa ocofa, o  3xificHioc
Quality control group manager ’ , ceprudikauito cepil

Qualified Person certifying the batch
In'a Ta npisenme

{Name) NAND RISHOE, IM's Ta npizsuwe
TTianue . (Name)
(Signature) Tignac
Jara nixnucanis (Sigpature)
(Date of signature) = 3 T o d Hata nignucauny

! . (Date of signature)

Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 (India)

Ph. +91-11-41005147, 40514919, 41010571, 40527575 Page ki




JEPXUTIKCITYKBA
IIEPJKABHA CJIVKEBA 3 JIKAPCHLKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

By Bepesuskirceka, 29, Kuis, 02098, ten. (044) 295-26-85 ren. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua https://www.dls.gov.ua, Kog €IPIIOY 37079055

BHCHOBOK
npo AKicTh BBe3eHOro B YKpainy Jikapcskoro 3aco0y
30.08.2021 Ne 49099/21/26
DOYIMC®

(naliMesysanta Nikapcbkoro 3aco6y srinto 3 peecrpauilinum NocBiYEHHIM)
'mﬁnencn no 150 sr; mo 4 Tabaerku y 0aicrepi; mo 1 Gaicrepy B KapTouuiil ynakosui

(dhopma BUNTYCKY, HO3YBARHA, BUI MAKYBAHHA NIKAPCEKOrO 3acoby)
Homep peectpauitinoro nocsizuenns UA/7617/01/03 crpok ail peectpauiiinoro nocsimsenns ReoGMexkeHmI
Cepia nixapcekoro sacoby Ne 2004074 Kimsxicrs BBE3eHOrO Nikapcskoro sacoby 22904

BiipoGHux KYCVM XEJITXKEP IIBT JITJL, Innia

(nalimexyBanis BHpOGHUKa Nikapebkoro 3aco0y, KpaiHa NOXOIKEHHR)

Baesero B Yxpainy Tonapucrso 3 o6Mexenoo BixnosinansuicTio "Taendapm JTH",
inent. xon; 20075891

(HafiMeKyBarns Ta koj{33 GJIPIIOY wpwxmuoi‘ -0cotu 860 npisgmng; iM's, no Garekosi
¢izuarol ocobu - mianpremus, T Micue NPoXUBAHHS T2 peecTpaltilinnii-HoMep obnikopol
KapTku INaTHHKa nofarkis a6o cepit Ta Homep nmacriopra)

IMporokon sisyansHore koxtpoio sin 11,08.2021 Ne 2698/12.
JlaBoparopuuit ananiz axocTi Jikapcbkoro 3acoby aailicHeHHM:

JUI “Llenrpansaa naGoparopis 3 ananisy sxocti nikapchkux 3aco6iB i MeraHOT mpoyKuii”
(m.Kuis, syn.Kyapssceka 10r)

(naltMenyBanus Ta MicnesHaxomkeina naGoparopil, 1o npbiena naGoparoprult ananiz axocri)

BHCHOROK IIOAO AKOCT] JiKAPCHKOro 3acoby, BHaanmit naGoparopicto sin 28.08.2021 Ne 1960
PeaynbTaté NaGOpPaTOPHOro aHAMI3Y AKOCTi NKAPCLKOTO 3aC06Y 32 NEpPeBIPEHAMH NOKASHUKAMH BixnorigaoTs
BHMOraM METOIB KOHTPOIIIO AKOCTI (AHANITHYHO-HOPMATHBHOI IOKYMEHTALIT).

Sa pesymsTaTaMH  EpKaBHOro- KO BCTAHOBJIEHO, WIO JiKapchbkuit 3aciG BBeseHo B VkpalHy 3

Muxkona XOJIOJEHKO

(iniwianu 72 npissume)
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Kusum Healthcare Prt .

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

Jlikapesknii 3aci6: @YLUAC*

Medicinal product: FUSYS®
Jiroua pcyoOBHHA @

Active ingredient:
Peecrpauifine mocBiauenus:
Registration Certificate:

Jlinensist fia BApOGHUUTBO Ne:

Cepradixar GMP Ne:
BuapoOnuk:
Apnpeca BHpOOHHKA!

Manufactured by:
Address of manufacturer:

CIN No.: U65929DL1997PTC085780

CEPTUPIKAT AKOCTI
CERTIFICATE OF QUALITY

AR. Ne KPFP2100291
Jarta/Date 31.07.2021

(rabnerxn no 150 mr, ne 4 Tabaerkn y 6aicrepi; no 1 6nicrepy B xapTonHili ynakosui )
(tablets 150 mg, 4 tablets in a blister; 1 blister in a carton package)

$paykonazony 150 mr

Fluconazole 150 mg

Ne UA/7617/01/03 Biz 23,10,18, Tepmin aii peecTpauilinoro nocsinyeRnst yeoGMexenuii
Ne UA/7617/01/03; 23.10.18; Registration Certificate validity is unlimited

25/61/2018

040/2019/GMP

Kycym Xearxxep e Jita, Inais

ILaor Ne M-3, Ingop Cnewen Ixonomix 3oyn, @eiis-I1, Iitamnyp; dicr. Axap, Maxxbs
Dpaneuws, Min 454774, Iunis

Kusum Healthcare Pvt Ltd

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

Cepia:.Ne 2004074  Po3mip cepii: 25000 yn. Marta Bur.: 05/2021 Hificunii po: 04/2024
Batch: Batch Size: D/M: Expiry date:
- Ne Haisa nokasHuKa Bumoru - PesyabTaTh ananisis
Name Index Requiréments Result of analyses
1 | Onmc Bini, kpyrii 3i ckomemuMy Kpaamu TaGietku. 3 nigieio poanamy 3 | Bianmosixae
oxioro Goky.
Description White, round, flat beveled tablet with breakline on one side. Complies
2 | Inentudikauis Yac yrpuMyBauH{ Iika (aykoHazony Ha  Xpomarorpamax | Biarosinae
GUNPOBYEaN020 ‘TR CMAHOAPMADZ0 PO3YUKIE, OTPUMAHMX B YMOBAX
KiNBRICHOro BU3Ma4eHHA, Mac criisnanat {§inykoHasos)
Identification The principal peak retention time on sample solution chromatogram | Complies
obtained in “Assay” should be the same as Flucoriazole peak retention
time in comparative solution chromatogram (Fluconazole)
3 | CripauicTs He Ginswe 1 % 0.03%
Friability Not more than 1 % 0.03%
4 | Poanananns He Ginemre 15 xu 04 x8 01 cex
Disintegration NMT 15 min 04 min. 01 sec.
5 | PosuuHeHHs He meHe 75%.(Q) daykonazomy 3a 45 MuH 99% - 100%
Dissolution Not less than 75 % (Q) Fluconazole for 45 min 99% - 100%
6 | OaxopianicTs n0308aHKX AV <LI, ne L1=15,0 Bixnosizae
OARHANE
Uniformity of dosage units AV <L1, where L1=15,0 Complies
7 | Cynposiasi nominmku Homiwxa A~ne Ginswe 0,5 %. 0.01%
Homtuxa B— we Ginswe 0,3 %. 0.02%
Hosiuxa C —ne 6inpwe 0,3 %. He susisneno
Hosiwia ¢ RRT 6in 0,55 —ne Ginswe 0,5 %. 0.08%
Hegidoma domiuxa — e Ginswe 0,2 %. 0.02%
He 6isiue 1,5 % cyMu a0oMimok. 0.16%
Related substances Impurity-4 NMT 0.5% 0.01%
Impurity-B NMT 0.3% 0.02%
Impurity-CNMT 0.3% Not Detected
Impurity at RRT about 0,55 NMT 0.5% 0.08%
Unknown impurity NMT 0.2% 0.02%
Total Impurities NMT 1.5% 0.16%

Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 (India)

Ph. +91-11-41005147, 40514919, 41010571, 40527575
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. Kusum Healthcare Prt ltd.

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.: U65929DL:1997PTC085780

AR. Ne KPFP2100291
Ne Ha3gsa noxkasnuka Bumoru PesyanTaTn aHamizis
Name Index Requirements Result of analyses
8 | Kinbkicae BU3HAYCHAS Ilpu eunycxy:
Bia 95 % a0 105 % ¢uyxosasony 8 Tabnerwi (Bia 3assaenoi kinskocri) 100.09 %
Ha mepmin npudamunocini:
Bin 90 % a0 110 % gmyxonaszony s TaGnerui (8ia sassieHol kinLkocTi)
Assay At release: 95 - 105 % Fluconazole of Label Claim 100.09%

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

9 MikpoGioaoriuna uucrora* 3araNeHa KinbkicTs aepoGHUX Mikpoopranismis (TAMC): e Giaswe 10° | 20 KYOir
KYO/r;
3araneua Kinekicte Apbkaxopux Ta ruticenesux rpubie (TYMC): we | <10KYO/r
Gipwe 102 KYO/r;

Biacyrnictk Escherichia coli B 1 r npenapary. Bincyrnicts/r
Micrabiological purity* Total aerobic Microbial count (TAMC) — NMT 10° CFU/g 20 CFU/g

Total Yeast & Mould Count (TYMC) - NMT 10* CFU/g <10 CFU/g

Escherichia coli should be absent per 1 g. Absent/g

* TeeT BUKORYCTSCH U118 nepmux |0 cepili, motiM ans koxwoi 20 cepii aGo 0uH pas Ha pik.
* Microbial purity will be performed on first ten commercial batches thereafter at every 20" batch or once in a year which comes earlier.

BUCHQBOK: Cepin Ne 2004074 Bignopinae BuMoram MKSI PIT  Ne UA/7617/01/03

CONCLUSION: Batch Ne 2004074 complies with the requirements of MQC RC Ne UA/7617/01/03

AHAJI3 BUKOHAB  Lhuseits nddle nATA __21]o7]2s2y

(ANALYSED BY) ' (DATE)
A e

Komentapi: nemae
Commments: no

3assa npo ceprudiranito: «/iiicAuM s 3acpiadyo, wo Haseaena sume iHdopmauis € gocrosipnoro i Touxow. Ila cepin
npoxyKuil 6yna BHroToBAeH2 (BKNIOHANOYM YNAKOBKY / MapKyBaHHS) i NMPOBENEHO KORTPOIS il AIKOCTI Ha BHIIE3raJaHOMY
nizrpremcrei B NOBHIi BiANOBIAHOCTI 3 BUMOTAMM, 323HAYEHHMH B YHHHIN HacTanosi GMP, saTBepnxeniii Minicreperaom
OXOpPOHH 310pOB'R YkpaiHu, i 3 BUMOramMd peccrpauifiHoro Zoche Kpaidd ripusnavenns. [Ipotokons BHpoGHULTBA,
ynakoRKM Ta aHami3is Gynu meperAHyTi | BCTAHOBNEHO 1x RixnoBifixicTs 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 giidelines, approved by the Ministry of Health of Ukraine, and with the
requirements of the registration dossier of the destination coiintry. Records of manufacturing, packaging and analysis were
reviewed and determined for their compliance with the GMP requirements».

KepiBHYK IpyTIH KOBTPOMIO SKOCT VYnosHoBaxena ocofa, 1wo 3aificHioe
Quality control group manager cepradixanito cepii
Qualified Person certifying the batch

g 3

Tu'a Ta mpisswmie w4 a1 kituog

(Name) Im's Ta pi3BuLe

Tlignuc (Name)

(Signature) Thimnuc

JaTa nignucaHRs (Signature)

(Date of signatuire) e 3197 ozt Jata nianvcanHs i
(Date of 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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Kusum Healthcare Prt ltd.
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Plot No. M-3, Indore Special Economic Zone, Phase-1I, Pitham Pur, Distt. Dhar, Madhya Pradesh-454774 (India)_,
Ph. 07292-258300, Email: info@kusumhealthcare.com, Website: www . kusumhealthcare.com

Jlikapebicuii 3aci6: OYLIACY
Védieinal product: FUSYS®
Jireva peyoByHa ¢

Active ingredient;

l’u erpauiiiye nmoesituen s
istration Certificate:
Jlieusia na supoGunnrso Ne:
Cepradixar GMP Ne:
Bupotumg:

Ajpeca Bupolnimea:

Manufactured by:
Joivress of manufacturer:

Cepisi; Ne 2004075

Poamip cepil: 125000 yu,

CIN No. : U65929D1L1997PTC085780

CEPTHRIKAT AKOCTI
CERTIFICATE OF QUALITY

AR, Noe KPEP2100347
© Jara/Date 08.09.2021

(rabaercn nio 150 mr, nio 4 TabneTicn ¥ Guicrepi; mo 1 6aicrepy B KapToONHIE yiaKonui )
(tablets 150 mg, 4 tablets in a blister; 1 Hlister in a earton package)

150 mr
150 mg

hIyROHA30LY
Flueonazole

Ne UA/7617/01/03 1ip 23.10.18, Tepatin alf peecTpamiinore nocsiayenns HeoOmeskennif
No UA/7617/01/03; 23.10.18; R%mh dtl()ll Certificate validity is unlimited

25/61/2018
040/2019/GMP
Kyeym Xearxxep IIB r Jloa, Tajtis

o Na M-3, Tupop Cremen Iiconomiic 3oyn, ®eiis-11, Iiramnyp, dier. Jxap, Maxos

TIpanew, i 454774, Inaia e
Kusum Healthcare Pyt Ltd e i

Plot No. M-3; Indore Special E(,onumic Zone, i’!mse—II I’lthampur, Distt, Dhar,

Madhya Pradesh; Pin 454774, India

JaTa Bir.; 05/2021

Jiiicmuii o

04/2024

‘Bateh: Batch Size: D/ ‘ ' Expiry date:
Mo Haisa norasHIKA Bumorn £ ' PeiyneraTh auaiie
. Name Index Requirements Result of analyses
Lo Onue Bini, xpyrai si cxomieunmy KpaﬂMH TaONGTRIL 3 Jidicic poalaMy 3 | Biinosinac
oanoro Goxy.
Description White, round, flat beveled tablet with breakline on one side. Complies

© L brenridicanis

s

Ua¢  yrpuMyBasis  ika (ykomazofy  ua XPOMATOTPAMEX
muy)oﬁyﬁﬁuoeo Ta c.'nauc)apmimaa pozuuniie, OTPHMAHMX B YMOBAX
KinGKiCHOI® BUAHAYEHIS, MAC CIiBIAnATH ((bnyuouasﬂﬂ)

Binnoninae

“" | Identification The prmcl]ml peak retention time on sample solution chromatogram Complies
sh G0 btained in “Assay” should be the same as Fluconazole peak retention
: time in comparative solution chromatogram (I*]uconam}u)
1 Critpanicrs He Ginsure 1 % 0.04%
Frinbility Neot more than 1 % 0.04%

Posnapanus
i Disintegration

He Ginsine 15 xs
NMT 15 min

02xw8'57 cex
(02 min. 57 sec.

5 | Po3udHeHHst
| Dissolution

He venme 75% (Q) Gayxonazony sa 45 M
Not less thayi 75 % (Q) Fluconazole for 45 min

101% - 103%
101% - 103%

6| OmsopimuicTs potopanux

AV<LI, ne L1=15,0 Bijosinae
OLRTIHIE
Uniformity of dosape units AV £ L1, where L1=150 Complies
Cynpobinui gominky Hoaiwxa A — ne Ginvue 0,5%. 0.004%
' Hosthaia B~ ue Ginkhwe 0,3 %. 0,01%
Jomiwra C e Giavme 0,3 %. He pHinsneno
Honiung ¢ RRT 6inn. 35— e Ginsme 0,5 %. 0.06%
Heaidoma dosiuxa —ne Gisuie 0,2 %. 0.01%
e Ginsure 1,5 % cymu momimox. 0.10%
Related substances Impurity-A4 NMT 0.5% 0.004%
8 Impurity-B NMT 0.3% 0.01%
Impurity-C NMT 0.3%: Not Detected
Impurity al RRT abour 0.55 NMT 0.5% 0.06%
Uniknown impurify NMT 0.2% 0.01%
Total Fmpurities NMT 1.5% 0.10%

Regd. Off: D-158A, Okhla Indl. Area, Phase-l New Delhi-110020 (India)

i]%[&f’{ A/O\‘f’oé‘ é(f K ) AEL)

Ph. +91-11-41005147, 40514919, 41010571, 40527575
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CIN No. : U65929D1,1997PTC085780

o M-3, 'In_dqre Special Economic Zone, Phase-11, Pitham Put, Diét_t. [Dhar, Madhya Pradesh-454774 (India),
- Ph. 07292-258300, Email: info@kusumhealthcare.com, Website: www . kusumhealthcare.com

i _ e E AR, Ne KPEFP2100347
Ne, Hapa nowasunka ~ Bumors & Pesya LTaTH anATAL |
Name Index Requirenients Result of analyses
8 | Kiankicre Busuatemis Tipu gunycicy:
. Bin 95 % o 105 % Quykouazony B radnetul (zin sanmienol Kinskocri) 101.42 %
Y Ha mepmin npudaniocmi:
Bix 90 % o 110 Yo duiykonasony s-rabyeni (sl saznnenol KiIBKOCT)
Assay At release: 95 - 105 % Fluconazole of Label Claim 101.42%
At shelf life: 90 - 110 % Fluconazole of Lubel Claim
g “:\‘iincpo'ﬁio_nnri‘ma yueroTa* Zaransna Kinnkicrs aepolHrx MikpoopranisMis (TAMC): He Ginbie 108 | <10 KYO/r
KYOhy
Jarajieia KUILKICTS APDIGHKOBHX. T4 TITICCHCREN rpuGin (TYMC): we | <10KYO/r
Ginpuie 102 KYO/r;
Bincyrnicrs Escherichia eoll v 1 v upenapary. Bincyrnicrs/
crobiological purity® Total aerobic Microbial count (TAMC) — NMT 10° CFU/g: <10 CFU/g
Total Yeast &Mould Count (TYMC) - NMT 10%.CFU/g <10 CFU/g
Escherichia coli gshould be absent per:l g Absent/g

* TeaT BHKOLYCTHCH JUIs nepntx 10 cepiif, noTiM ana xontnof 20 cepii aGo omui pas ua pik,

* Microbial purity will be perforined on first ten commercial batches thereafter at every 2

L mﬁ_’chiEOK: Cepia Me 2004075 piznosizae sumoram MKSI PIT Ne UA/7617/01/03
CONCLUSION: Batch N 2004075 complies with the requirements of MQC RC Ne UA/7617/01/03
- AHAJTI3 BHKOHAB A € MW JATA _ ORNUY \ nes
(ANALYSED BY) AN i (DATE) \

i

\eHTapi: HeMae

Comments: no

- 3agpa. 1po cepridiranifo: «iffennm s 3acBiauyw,
pojyicuil Gysia BUrOTORJIERA (BKIOUAI0MH yIAKOBKY
nigupHeMersi B n0BHIA BIIOBINHOCTE 3 BHMOIANMH, 3431

© NXOPOHN 310POB'S

2w Figation statement: «On this I certify,

Yipaidn, 1 3 Bumoramy peceTpaliiiHOTe A0CHE KpaiHy mpHsn
F o TAcOBEH TA AHAKIIE BYMH NeperasRyTi | BCTAKOBICHO X pinnosinuicTs Bunmoram GMPy».

,_ S —
k Q»g,.\oﬂq'\vx/\

- produesd (including packaging / labeling) and conducted for its quality control at the above

according {o specified in the current GMP guidelines,
requirements of the registration dossier, of the destination country. Records of manufacturing,

reviewed and determined for their compliance with the GMP requirements»,

HepiBHUK TPYIA KORTPOMO AKoeTi
‘Quality control group manager
Int's Ta NPI3BUILE
(Name)

Hinnne
(Signature)

[ata NignweAHHsL
{1igie of signature)

VnosHoBakeHa oco0a,
ceprudikauiro cepif

piie

0% batch or once in-a year which comies earlier.

A\

U0 HaBeIeHA BHL[lBJi!Hl)G[)MaLIi‘SI ¢ pocropipnoio 1 Tounor. Us cepist
/ mapiysanns) i NPOBEIEN0 KOUTPONE i AKOCTI HA BHINEIrajaHomy
AqeHHMHM B yHHHIR wacTanosi GMP, apreepaceniiy Minicrepersom
auenus. Tlporoxonn supobinuTBa,

that the above mentioned information is true and accurate. This product batch was

mentioned manufacturer

approved by the Ministry of Health of Ukraine, and with the
packaging and analysis were

ajiifcmoe

Qua!i%qd Person certifying the batch
'F;S'Z.

MAND  KkI's0K )

hﬂ\l}'ﬂ -r:ﬁ"nph}?{xﬁe- f?? o
ame) o

igmze % Ugr
(Signatore) RS
Tlata niamucarms (MM
(Date of signature) 7

Regd. Off.:

Ph. +91-11-41005147, 40514919, 41010571, 40527575
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JEPXIIIKCITYXBEA
AEPKABHA CJIVAKBA 3 JIKAPCBKHUX 3ACOKBIB
TA KOHTPOJIO 3A HAPKOTHUKAMM y m. KHEBI

. ByJt. Bepesaxisebka, 29, Kuis, 02098, ren, (044) 295-26-85 ren. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPTIOY 37079055

BNCHOBOK
po AKiCTh BBE3EHOro B YKpainy Jikapebicoro sacoly

23.11.2021 Ne 70639/21/26

OYIUAC®

(uattmenynanna nikapeskoro 3acoBy 3rifuo 3 peccTpaLiHEHM NOCBILHCHHIM)
radaerku mo 150 mr; o 4 rabnerku y Gaicrepi; oo 1 ﬁ.mcrepy B KapTONHiH ynaxkosni

(dhopma punycky, Ko3yBauusA, BHI NAKYRAHHA HiKAPCHKOTO 3ac00Y)
Howmep peectpaniitnoro nocsingenns UA/7617/01/03 crpox aii peectpauiiiore nocsiguensn HeoOMeKeHHH
Cepis nikapeskoro sacoby Me 20004075 KineKicts BBe3eHOTO JiKapebkoro 3acoby 588

Bupobuuk KVCVM XEJITXKEP IIBT JIT/, Inais

(naliMeHyRanys RAPOGHHKA NiKAPCLKOro 3aco0y, KPaita NOXOLKCHHA)

Boeseno B Vipainy Tonapucrpo 3 ofMexeHoro Bignosixansnicrio "Tuexdapm JITI",
igent. xoa: 20075891

(natimenysanns ta kog sa €JPTIOY ropruwinol ocobu abo npissuine, iv's, 1o Garbkosi dianusol
ocobH - mianpuemus, il MiCILe IIPOKHBAHHS Ta peecTpauifiuil Homep o6NikoROT KapTkH IIATHHKE
nojatkia abo cepis Ta Homep macnopra)
Mporokon sisyansuore xourpomo sig 21.10.2021 N 3611/3.

JaGopatopyuii auanis sxocti nikapcekoro 3acoby saifcHenui;

HII "Lentpancua naboparopis 3 aHani3y SKOCTI MIKAPCLKUK 3aco6is i Meauynol npoayxii"
(m.Kuis, pyn.Kyzapseeska 10r)

(nativMériysanns Ta micucanaxomxenss taGopatopil, 1o nposena TabopaTOPERHA aHwis IK0CTI)
BucHoBoK 10510 AKk0cTi nikapeskoro sacoby, suanni nadoparopico sin23.11.2021 Ne 2564

PegynbTaty 1a6opaTopHoro aHanisy AkocTi Jikapchkoro 3acoly 3a mepenipeHnMY OKASHEKAME BIATIOBIAAOTE
BUMOTaM METO/IB KOHTPOIIO AKOCT] (AHANITHIHO-HOPMATHBHOT JOKYMEHTAILT).

3a  pesyneTaTaMH ,acpmaanoro KOHTPOJIFO  BCTANOBNEHO, 1[0 nixapcmmﬁ 3aci6 mseseno B VipaiHy 3

Dt 1L [c‘hApH
, JTj
ACHTL
Gins,
xoz 21 m,ifg‘;‘;“
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CEPYHtayys
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Kusum Healthcare Prt ltd.
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Cepint Ne 2004653
Batch:

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

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

Jixapebkuii 3aci6; @YIUC®
Medicinal product: FUSYS®
Hiroua peyoBuHa :

Active ingredient:
Peecrpaniitne mocsiguenun:
Registration Certificate:
Jlinensis ua BapoSuunTro Not
Ceprudixar GMP Ne:
Bupobunx:

Anpeca Bupobunka:

Manufactared by:
Address of munufacturer:

Po3mip cepif; 125000 yn.

CIN No.: U65929DL1997PTC085780

CEPTH®IKAT AKOCTI
CERTIFICATE OF QUALITY

AR. Noe KPFP2100452
Hara/Date 29.10.2021

(rabsericu no 150 mr, no 4 Tabnerkw y Gaicrepi; no 1 Gurierepy B KapTonuiK ynakosui
(tablets 150 mg, 4 tablets:in a blister; 1 blister in a carton package)

$nyxonazony 159 Mr

Fluconazole 150 mg

Ne UA/7617/01/03 wig 23.10.18, Tepwmin ail peecrpaniiHoro nocBigyeHHs Heobmemenuil
Ne UA/7617/01/03; 23.10.18; Registration Certificate validity is unlimited .
25/61/2018 g e e
040/2019/GMP

Kycym Xenrxiap Xur Jxa, Lunis . .
ot No M-3, Ysnop Crewssn Iomomix Soyn, Crediz-IL, Miramuyp, Nier,
Hpapew, Xin 454774, funis s oF
Kusum Heslthcare Pyt Lied N
Plot No, M-3, Indoxe Special Economic Zorne, Phase-I1, Pitham pur, Distt. Dhay, -
Madhya Pradesh, Pin 454774, India Lo e :

Jxap, Manxss

? e

Jara stir,: 9972051 . Poaiteruit xox  08/2024

Batch Size: D/M: Expiry date: :
Ne Ha3Ba noxazuuka Bumorw PesyantaTi ananisic
Mame Index Requireraents Result of annlyses -
1 | Onuc Bini, kpyrai 3i ckomiennMu kpasmu Tabnered, 3 minieio posnamy 3 | Bixncrinae
ozuoro Goky. )
Description White, Tound, flat beveled tablet with breakline on one side. Complies .
2 | Yaewrudixanis Yac  yTpHMyBamHX nika « dinykomesony  wa xpoMmavorpamax | Bianosinac
BUNPOBYBANOZO TR CMAHOGPMNOZ0 posvunie, OTPHMANAX B YMOBAX
kinekicHoro Bu3nayenna, Mac cainnagaty (Ppnyxonason)
Xdentification 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 (Fluconazole) .
3 | Crupanicts He Ginswe 1% 0.03%
Friability Not more than | % 0.03%
4 | Poanagauns He Ginznte 15 x8 0Zx8 11 cex -
Disintegration NMT 15 min 02 min. 11 sec.
5 | Posunnenus He menme 75%(Q) dnykonazony 3a 45 mun 101%-101%" -
Dissolution Not less than 75 % (Q) Fluconazole for 45 min 101% - 101%
6 | Onwmopiasicrs go3oBamux AV <L, e L1=15,0 Bianosinae
OMHHHIE
Uniformity of dosage units AV <L1, where L1=15,0 1 Complies
7 | Cynpoginni romitmxu Homiwika A4 ~ ve Ginswe 0,5 %. 0.05%
Hontituxa B — ne Ginswe 0,3 %. 0.02%
Hoaiura C—ne Ginse 0,3 %. He susBieno
Honiwa ¢ RRT Ginn 0,55 — ne 6inswe 0,5 %, He suasneno
Hesidona domiuka — ne Ginstue 0,2 %, 0.01%
He Ginsisie 1,5 % cyMu ROMIlIoK, 0.08%
Impurity-A NMT 0.5% 0.05%
Impurity-B NMT 0.3% 0.02%
- Impurit-C NMT 0.3% Not Detected
Impurity at RRT about 0.55 NMT 0.5% Not Detected
Unknown impurity NMT 0.2% 0.01%
Total hnpurities NMT 1.5% 0.08%

fif.: D-158A, Okhla Indl, Area, Phase-I, New Delhi-110020 (India)
Ph. +91-11-41005147, 40514919, 41010571, 40527575
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Kusum Healthcare Pt lid. o, &

Plot No. M-3, Indore Special Economic Zone, Phase-1I, Pithampuz, Distt, Dhar, Madhya Pradeshe454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www . kusumhealthcare.com
CIN No.: U65929DL1997PTC085780

AR, N KPFP2100452

Ne - Hassa nokasnuKa

Bumorn Pesynbratii ananizis
Name Index Requirements Result of analyses -
8 | Kinexicio susnavenns Hpu sunyery.
. : Bin 95 % ro 105 % dinyxonazony-8 rabnetui (sin sassnenol KinLKocTi) 102.18%
Ha mepntiu npudamnocmi:
Bin 90 % o 110 % gnyxonasony s rabnerui (Bin 3asneHot KinbKOCTE)
'Assay At release: 95 - 105 % Fluconazole of Label Claim
At shelf life: 90 - 110 % Fluconazole of Label Claim 102.18%
9 Mikpo6ionoriuna uncrora* 3aransua xinskicrs aepoBuux Mikpoopranismis (TAMC): we Gimsme 109 | <10 KVO/r
KVO/r; .
Jaranssa Kinekicrs ApidOpKOBHX Ta nnicenesux rpubia (TYMC): ue | <10KYOA
Ginsure 10 KYO/r; . . #
Bincyruicts Escherichia coli B 1 r npenapaty. Bincyruicrs/v
| Microbiological purity* Total, acrobic Microbial count (TAMC) —NMT 10° CFU/g <10 CFU/g
’ ’ Total Yeast & Mould Count (TYMC) - NMT 102 CFU/g <10 CFU/g
Escherichia coli should be dbsent per 1 g. Absent/g

. *Tecr BuKoHyeThea as nepwux 10 cepilf, nowvi xoxH0i 20 cepii 460 onun pas Ha pik.

* Microbial purity will be performed on first ten commercial batches thereafier at every 20" batch or once in a year which comes earlier. .

BHCHQB OK: Cepix Ne 2004653, Bixnosinac pumoram MIGI PIT Ne UA/7617/01/03

CONCLUSION: Batch Na 2004653 complies with the requirements of MQC RC Ne UTA/7617/01/03
PANT PR S o

AHAJTI3 BUKOHAE (291 IATA _25-\0,

(ANALYSED BY) (DATE)

Komenrapi: Hemae

Comments: no

3assa npo cepradikaniio: «/lilicauM s 3acsiguylo, (0 HABEXEHA BHINE indopmanin € pocrosipsorn i Tounoro. Us cepi
nponykuil 6yna surorosnena (BKIIOYAOYH YHAKOBKY / MapKyBalHg) | npoBeReHo KOHTpoas i skocri Ha. BUMEIraxanom
MiANpHEMCTBL B NOBHIH BiAMOBIRHOCTI 3 BUMOraMy, 3a3HAYEHUMH B WHHNIHE HacraoBi GMP, sarsepxeniii Minicreperso;
OXOpOHM 3K0pOR's YKpainu, i 3 BuUMOramMu peccrpauiiinoro poche wpaVuu npusHavenns. Xporoxoss BupoOuuuTe:
YOaKkoBKM Ta aManisis Oyjn neperasuyri i RéTanopieno ix Bignoriauicrs sumoram GMPs.

Certification statement: «On this I certify, that the above mentioned information is true and accurate. This product batch w:
produced (including packaging / labeling) and conducted for its quality control at the above mentioned manufacture
according to specified in the current GMP guidelines, approved by the Ministry of Health of Ukraine, and with th
requirements of the registration dossier of the destination country. Records of manufacturing, packaging and analysis wei
reviewed and determined for their compliance with the GMP requirementsy. :

KepisHHK rpynu KOHTPOmO 1KocTi
Quality control group manager

Im' Ta npizsuime %\Q&,’X‘ Sharmy

Dqant raia

VrnoeHoBamena ocoba,
- ceprudikauiio cepil
Qualified Person certifying the batch

o  3pnilicHioe

Im'a ra npiseuie
ame ¢ R
Ty Lo eexriiiqy paﬁd
(Signature) t & A
Jara nigmicanss 29 *%Dﬁ
(Date of signature) s
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TIERDAPM B <
JEPXIIIKCIIYXBA

ATy
InenTudikayiiipg
o JEPIKABHA CJIVIKBA 3 JIKAPCHKIX 3ACOBIB
CEPTHGIKATIS TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KHEBI

sy Bepesnskisouka, 29, Kuie, 02098, ren. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dis.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kox €ZIPTIOY 37079055 -

%

BUCHOBOK
npo AKicTH BBE3eHoro B YKpainy Jikapcbkoro 3acoGy
16.12.2021 Ne 75559/21/26
PYIHUCE

- (naliMenyBaiian nikapchkoro sacoby 317‘511110»3‘ch€crpa_uimmm NOCBINYCHHAM)
Tabuery o 150 Mr; no 4 Tabaerxu’y Gaicrepis mo 1 6nicrepy B xapronsii ynaxosui
(opma-BRIYCKY, 103y BAHHS, BIJL TAKY BAHHS J1iKAPCHKOT0.3aC06Y)

Howmep peectpauiiisoro nocsinuenns UA77617/01/03 crpox aii peectpauiitioro rocsiguents HEOOMEXKEHMI

Cepis nikapeskoro 3acoby Ne 2004653 Kinsxicrs Besenoro jikapcskoro sacoby 588
BupoGHmk KYCYM XEJNTXKEP TIBT JITJL, Tnzist
(vialiMenysaliig BUPOBIMKA AikapesKoro 3acoly, Kpailia MOXOZKEHHH)
Breseno's Ykpaiy Tosapucrso 3 o6mesxeroro sinmosinanpaicrio "'Caendapm JTH",
inenr. xon; 20075891

(nakmenypaiis rakox 3a EJPIIOY 1opuianol ocobu a6o npissuue, im's, 1i0-6arpKoBi
Qizuanof ocobn - ninnpuemug, - micne npoxnatns a peectpauifinuhi HoMep obikosol
KAPTKH TUIaTHUKE NOJATKIB.a60 cepin Ta HOMep nacnopra)

Tporoxos Bisyansuoro kourpoao six 01,12.2021 Xe 4340/4,
JlaBoparopauii ananis axocri nikapebkoro sacofy suiffcHeHui:
ATL "LleriTpang,Ha naGoparopis 3 ananisy skoeri JiKapehkux 3aco6is i MeanaHoT poxy Kuii"

(v.Kuis, yn.Kynpssceka 10r)

(naiMeRYBAHHN TA MICLIC3HAXO/KEHHA aboparapii, 10 npopeia naboparoprui avaiis sKocTi)

BUCHOBOK LLOKO AKOCT JliKapehKoro 3acoBy, Bumanuii naboparopicio sin 13.12.2021 Ne 2775
PegysnraTi HaGopaTOPHORD AHaNisy axocTi ikapchkoro3acoby 3a NiepeBipeHMMH NOKa3HHKaMHU BianoBinaTL
BUMOTraM METOJLIB KOHTPOMO AKOCTI (aHANITHYHO-HOPMATHBHOT HOKyMeHTAL|T):

3a pesyabTaTaMM JICPXKABHOTO KOHTPOMO BCTAHOBJICHO, 1I0 JNikapcekult 3aci6 Beezeno B Vkpaiuwy 3

Muxona XOJIOJEHKO

(inigianu Ta npissuuie)

. iy e
2T
)K%BHO o‘ﬁﬁé;v 0.
W \}i»#fi%‘:i?f*’g
n ol . ) P P
S N

v ot T




AEPAIIKCITY XBA
AEPZKABHA CJIYKBA 3 JIKAPCBKHX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMH y m. KHEBI

Byi1. bepesnskiscoka, 29, Kuis, 02098, Ten. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://fwww.dls.eov.ua. Kon CIPTIOY 37079055

BUCHOBOK
Npo KicTh BBE3eHOT0 B YKpaiHy JikapebKoro 3acoby

30.09.2022 Ne 40652/22/26

OYIHUC®

(nalimenyganus nikapcekoro 2acofy 3riHo 3 peccrpaiiHuM NOCBIAYEHHAM)
Tabaerkn no 150 mr; 1o 4 TabueTkn y 6aicrepi; mo 1 OaicTepy B KapToHHiit ynakoeni

{(popma BHIyCKY, NO3YBAHHS, BHA NAKYBAHHA TIKAPCLKOTO 3acoby)
Howmep peectpauiiinoro mocaimuesns UA/7617/01/03 erpox nif peectpanitinoro nocsimuenns HeoGMexKeHHTH
Cepis nikapcexoro 3acoby Ne 2005763 KinpxicTb BBE3€HOTO AiKapebkoro 3acoby 388

BupofHuk KYCYM XEJITXKEP IIBT HATJT, Iunis

(naliMeryBanns BUpOOHIEKA AiKAPCEKOTO 3ac00y, KpatHa NOXOMKCHHA)

Bseseno B Yxpainy Tosapuereo 3 06Mesxenoro BignoBigaIbHicTIO "Tneadapm JITI",
inenr. kop; 20075891

(HaiiMenyBanHs Ta koa 3a CJAPTIOVY jopunmunoi ocobu afo npisgdWe, iM'a, o 6aTLkoBi
{(hiznmol ocobu - nianpuemuy, 1i Micue npokuBansg Ta peccrpaniianii noMep obnikopol
K4aPTKH IHATHHKE NOAATKIB 460 cepis T4 HOMep nacnopTa)

Jatopatoprui ananis skocTi nikapebkoro sacoby 3piHcHenui:

Oinis JIT "entpasnsua nabopaTopis 3 apaitisy sxocti NIKapchKHX 3aco0iB 1 MenuaHOT
apoayxuii” y m.JIesin (M.JIbis, Byn. Kymsnapkiscska,131)

(naliMeHyBaHHA Ta Micle3RaxoLKEHNA naGoparopii, wo nposena naGopaTopuuii ananis AKOCTI)

BHcHOROK 010 skocTi nikapeskoro 3acoby, sunanmii nabopatopieo six 30.09.2022 Ne 470

Pesynvratn nabopaTopHoro ananisy AKocTi nikapeskoro 3acoby 3a neperipennmMy noxasuuxaMu BiNOBiNAIOTEH
BHMOIaM METOAIB KOHTPOJIIO SKOCTH (ananiTnuHo-HOpMaTHBHOT fOKYMEHTANT).

3a pesynbTaTaMM IEpPKaBHONO KOHTPOMIO BCTAHOBNEHO, MO nikapcbxhii 3aci6 BeescHo B Vipaiwy 3
MOTPHMAHHSAM BHMOF 3aKOHOJIARCTBA IMDAC 3a0€3NeUCHHES SKOCT] Nixapebkux 3acobis.

e
YKPAjry

T

Muxona XOJIOJEHKO

(iriuiani Ta npiseuue)
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JIEPKITKCITY KBA
JNEPKABHA CJIY)KBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

BYN. Bepesnaxiscrka, 29, Kuin, 02098, Ten. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dis.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPIIOY 37079055

BUCHOBOK
Npo AKicTHL BBE3eHOro B YKpainy Jikapebkoroe 3acofy
30.69.2022 Ne 40659/22/2611
OYIHIC®

(nalimenysanns fikapckkoro 3aco0y 3rimio 3 peecTpaniinum NOCBIAYEHHSM )
Tabnericu no 150 Mr; no 4 Tabnerku y Gaicrepi; mo 1 Giicrepy B kaproumiit yHaKoBI

{(popma BunyCKy, 0TYBAHHA, BUL IIAKYBaHHA JNiKapChKOro 3acoby)
Homep peecrpauiiinoro nocsiguenns UA/7617/01/03 crpox uii peectpauiiisoro nocsimuenns HeObMeKeH i
Cepia nixapcekoro sacody Ne 2005763 Kinrxicte BBe3eHOTO Nikapebxoro sacoby 71400

Bupo6irk KYCYM XEJTXKEP BT JITH, Ingix

(HaliMenysanHa BHpObHHKE TIKAPCLKOO 3acoBy, Kpaila NoXoaKeHHs )

Becscro B Yipainy Tosapucrso 3 06mexenorw sipnorinanbuicio " sepdapm JITA™,
inenr. xon: 20075891

(naimMenyBayng Ta kon 3a EJPTIOV 1opuanano] ocobn abo npissuiue, iM'a, no Hatekosi
(pizruno] ocobn - mianpuemils, if Miclie NpoXURANNE Ta peecTpaw HHNT HoMep obnikoBol
KapTKM MAATHIKA IFOAATKIR a60 cepin Ta HoMep macniopra)

3a pesyneTaTaMM  NepHKABHOTO KOHTPONIO BCTAHOBNEHO, 110 Nikapcbkyit  3acif BBezeHo B YipaiHy 3

AOTPHMAHHSIAM BUMOr 33KOHOAABCTEA LIOJ0 3a6€3 e e AKOCT] Jixapchxpx 3acoiB.

Havanenpx Muxona XOJIGJIEHKO

{rocanosa ocoba opravy JepKaBLOTO KOHTPORO) (mignnc) (iniuiann Ta npizeume)
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CEPTHDIK AT

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

Jixidgchrni 3acit: OYITRCE
Medicina} product: FUSYS®
Rifosia pedonun ;

‘Active ingredient;
Peecrpaiine nocsizuenns:.
Registration Certificate:.
Jinenyin. sa BupoGHyITEG No:
Cepridiar GMP- Ne:
Bupotnix:

AApeca BRpodniKa;

Manufadtured by:
Address of manufacturer:

Cepia Ne 2005763

CIN No.: Us5929DL1997PTC085780

CEPTH®IKAT IKOCTI
CERTIFICATE OF QUALITY

ATR. Ne KPFP2200387
Hara/Date 08.08.2022

(TaGaericu 110 150 mr, no 4 Tabaerkr y Baictepi; nto 1 fudcrepy s wapTomiii ynarosi )
(tablets 130 mg, 4 tablets in a blister; 1 blister in a carton package)

Payronazony 150 mr

Fluconazole 150 mg

Ne UJA/7617/01/03 min 23,10.18, Tepmin il peecTpauiitaore Focsinen s HeoBMeKeHHHA

Posmip cepif: 125000 yn.

MNe UA/7617/01/03; 23.10.18; Registration Certificate validity is unlimited

25/61/2018
040/2018/GMP
Hyeym Xentixep Her Jita, Ingia

Tlin 454774, Inain
Kusum Healthcare Pvt Ltd

inor Ne M-J, lugop Cnewes Iconomix Joyn, Mefiz-dl, Miramoyp, Micr. Axap, Maaxus Tpagem,

Plot.No. M-3; Indore Special Economic Zone, Phase-II; Pithampur, Distt. Phar, Madhya

Pradesh, Pin 454774, Indja

Hara sar.: 05/2022

Hifteyniino: 0472025

Ph. +91-11-41005147, 40514919, 41010571, 40527575
Cxoan. f ovbs Cog oi 1 Roir Vel

Batciy: Batch Size: DM Expiry date:
Ne Hassa mokaskna Bumorn Pesynnravirananisis
' Name Index Regquirements Result-éf-analyses
1 | Onwe Bind, spyrni 3i ckoweniMy kpasmy TeGReTkA, 3 HiHIE0 posaamy 3 | Binmoninae
OpuOTo GOKY.
Description White, round, flat beveled tablet with breakline onene side, Comiplies
2 | Taemrwdiruiniy Hac  yfpmMyBenss  fika  dnyonasony wme xpomatorpamax | Bimopinge
suripoBysminze Ta cpandaprezo PoFHIHiE, OTPHMANIY B YMOBAX
L KImbKICHOPO AMRANENHY, Mac cilienagaryd ((puyxonazon)
Identification The prineipal peak retention time on sample solufion chromatogram | Complies
obtamed in “Assay” should be thé same as Fluconezole peak
retention Gime in comparative solutivn chromatogram (Flutonazole)
3 | Crupanicrs He:Binsime 1% 0.1%.
| Feiakility ‘Notmore thai 1 % 0.1%
4 | Poinngaunn He Gizpme [5 x8 02 %pd6 tek
Disintegration NMT 15.min 02 min. 44 sec.
5 | Posunscs He:menwe 75% (Q) gayxorazony 3a 45 munl 1 95% - 98%
| Dissutulivi Not less than 75 % Q) Flutonuzole for 45 min 03% - 98% ;
6 | Opsopinsiers aososanx AVELI 1e T1=15.0 Binnosimae:
ORMHMIE
Uniformity of desage units AV < L1, where 1i=15.0 | Complies
7 | Cyipgsimii gomimucy Hamiuexa -4 — g dinpwe 0.5 %. 0.01%
Hosbaka B—we Sinpne 0.3 %. 0.02%
Hoxiwka C—ae Ginnwe 0,3 %. He pussnero.
Hoaiuixa ¢ RRY 6inx 0,55 — ne Giasiue 0,5 %, 0.1%
Hesidoma domiuxa —se Giasie 0,2 %. 0.02%
He Gincme 1,5 % cymu zoMimok. 0.1%
Impurity-4 NMT 0.5% 0.01%
Jmpuritr-B NMT 03% (1.02%,
Tmpurity-C NMT 0.3% Not Detected
Trapurity at RRT about 0.55 NMT 0.5% 0.1%
Unfmown tmpurity NMT 0,2% 0.02%
Total Impuritiés NMT 1.5% 0.1%
4. Off.: D-158A, Dkhla Indl. Area, Phase-I, New Delhi-110020 (India)
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Kusun Healthcare Prt ltd.

4 Plot No. M-3, Ihdore_.Special Economic Zone, Phase-II, Pithampur, Distt. Dhar, Madhya PraM? 74 (India),
‘! B Ph.: 07292-258300, Email: info@Kusum.com, Website: www.kusumhealthcare.com
i , CIN No.: Us5929DL1997PTCOR5780

i AR Ne KPEP2200387
Ne Hasa nokasnuka. Bumorn Pesyawiary aranizis
) Name Index Requirements Result of analyses
" 8 | Kinkxicte sigsitiveniia Tpu aimycry: .
“ i ' Bia 95 %m0 105 % daykonasony B TaGnerni (sia sassienod KiABKOCTI) 100%

Ha meparin npudamuocmi; :
Bin 50 % no 110 % dnykonasony s TaGaernd (nia saasnenof Kizbxoeri)

Assay At relegse: 95 - 105 % Flucenazole of Label Claim 100%
; At shelf life: 90 - 110 % Fluconazole of Label Claim
1 9 | MixpoSionoriaua wneTora* 3araabua Kiabkicrs acpobuux mikpoopranismiz (TAMC): we oizewe 109 | 05 KY O/
il KYO/r;
I : 4

Jaranpua ximekierh ApimGLROBMX T naiceHeRHx rpubie (TYMC): ne | <10 KYO/r
Bimbwe 107 KYQ/T;

Bincytnicts Escherichia coli 8 1 r npenapaty. Bineyraices/r
Microbiological purity* Total nefobi¢ Microbial count (TAMC) —~ NMT 10° CFU/g (5 CEU/g

Total Yeast & Mould Count (TYMC) — NMT 102 CFU <HCFU/g

Escherichia coli should be absent per 1 o, Absent/g

* Teor BRKONYETpCA 113 nepmnx 10 Cepii, HoTiM N8 KoKHOT 20 cepii 460 0jtH pas na pik.
* Mictobidl purify will be performed pn first ten commercial batches thereafier at every 20™ batch or once in a.year which comes eatlier.

BHCHOBOK: Cepisg Ne 2005763 Bimnomizae suMoram MIGT PIT Ne UA/7617/01/03
CONCLUSION; Batch No 2005763 complies with the requirements of MQC RC Ne UA/7617/01/03
l AHAJIS BUKOHAB {1 emomnt \eshivsanay AATA 0% &% vorr-
i (ANALYSED'BY) a (DATE)
P

KomenTapi: Helae
Camments: no

Janba Npo ceprHdirauio: «Kikeuns & sacrinuyw, mo naseaena Bamte imdopmauis. ¢ aocrosipaor i Tounown. cepis
npoaykuif Gyaa BUToTOBNERA (BRAKYANYH yrakosKy / MAPKYBanuf) i nposeseno KOHTPob i srocti ma Bumesragamosn
BizupneMersi B noaii BINOBIANOLTI 3 RUMOTraMy, 3A3RANERIMA B YHENIi HacTanos] GMP, aaTkepKenili Minicreperaon
OXGPORH 3M0POR'E YEpalkm, 1 3 suMoramit peccrpauifinoro aocke Kpainu npisuadcns. Iporokonn wupebmutrea
VHagosRTa Adanisin Gyna nepernanyri | séranonaenc’ix siamosixmicrs suMoran GMPy,

Certification statement;, «On this certify, that the above mentioncd information is true and accurate. This product batch wa
: produced (ihcluding packaging / labelingy and conducted for its quality coniral at the above mentioned manufacture
| l aceording. to specified it the curvent GMP guidelines, approved by the Ministry of Health of Ukraine, and with th
‘Tequirements of the registration dossiér of the destination country. Records of manufacturing, packaging and analysis wer.
revigwed and d¢términed for their’ compliance with the GMP requirementsy, '

KepiBrux tpyny kORTPONIO TkosTi Ynosropakena o0coba, mwo  3piffcmoe
; Quality control group warkager cepTripikaLo cepii

‘ & ; Quatified Person certifying the batch
1’5 't Tiplssuute (?t_,\w
(Name) Ty

Hinag Il

R

R TR

Im's T2 upizsuuie

(Name) ;\jb N

('Signaturg) Tlignuc
Jara nignicanng (Bignature)
(Date of signature) Hara manvcasug
i (Date of signature)
R'egd_‘.._'Offg:: D-15 h'.ndl. Area, Phase-l, New Delhi-110020 (India)
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