Kusum fealthcare Pot. Ltd .

CEPTU®IKAT SIKOCTI
CERTIFICATE OF QUALITY-

AR N FG/0003/20
JMara/Date 16.01,2020

(rabnerkn, skphti 06ononko10, no 400 Mr, no 10 raGaerox y Gaicrepy, no 1 Guicyepy y
Kaprouwiit ynaxosui)
(coated tablets, 400 mg, 10 tablets in a blister, 1 blister in a carton package)

Tatnduokcaunny ceexsiriapar y nepepaxysanti na raruduioxesigm 00,0 mr

Jlixapesxnii sacis: OSEPJITK®
Mcdicinal product: OZERLYK®

Hirona pevosuna :

Active ingredicnt:

Gatifloxacin sesquihydrate cquivalent to Gatifloxacin

400,0 mg

Pecerpauitine nocsinuennn:
Registration Certificate:

Ne UA1652/01/62 sin 19.07.2016, Tepmin pii pecerpauiiinoro nocsiguenus wcobmexeimni
N UA/7652/01/02,  19.07.2016; Registration Certificate validity is unlimited

Jliuensin 112 BupoGunurso Nu: Raj/2354
Ceprudixar GMP Ne: 001/2018/GMP
BupoGunic: Kyeym Xenrxkep Nt Jra, Ingin
Auxpeca supobunra: CI1-289 (A), PIIKO Inguctpias apes, Honaui, Bxisani, Rier. Ansap (Pagwacran), Ingin
Manufactured by: Kusum Healtheare Pvt Ltd, India
Address of manufacturer: SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rauusthan). I ndla
Cepia: Ne 2001879 Poamip cepii: 40000yn. Jata sur.; 122019 Hificuntl po; 11/2022
Batch; Batch Size: D/IM: D/E: -
Ne Hoxasarenu xautersa Tpcbosanna Peyaurats
Tests Requirements AHANNIOD
Results
1 | Omicanme’ Kpyrmie, asosxosbinyxnbie TaGnerTku, noxpuiTeic 060040, xentoro Coorsercrayer
useTa,
Description { Complies
Yellow colored, biconvex, round shaped coated tablet.
-2 | Uneurrudprxcauns Y®-Cnexiphl NOMOWCHHR NCNUMPENMOZO U CMANDOPINKO0 PECTHOPUB, | CooTeeTCTBYeT
Tamughnoxcayun nonyyenmie 8 panene «Konmvecrsennoe onpenenennen, 8 obnacrn or 230
710 360 HM AOMKIL! COBNANATE W MMETL MEKCHMYM NOTAOUWICHHN npH 292 %
2 M.
Identification Complies
Gatifioxacin The sample solution and standard solution UV-spectrum, obtained in “Assay”
. at 230 — 360 nim should exhibit the same absorption maximum at 292 & 2 nm.
3 | Onsoponnocts aosuposauknXx | AV<LI, raeLi=150 CoorsetcTayer
CTHHHU ’
Uniformity of dosage units AV <L, where L1=150 Complies
4 | Pacnamaemocts He Gonee 30 munt 05Mus 30cex
Disintegration Not more than 30 minutes 05min 30sec
5 | Pacraopenne He menee 75 % (Q) 3a 45 muxn 102.4% to 106.3%
Dissolution NLT 75 % (Q) in 45 minutes 102.4% to 106.3%
6 | Kamntecraennoe onipenenenue | Mpu emnyexe:
95,0 ~ 105,0 % ratiduioxcausia b T267¢TRE (OT 3ABACHHONO KOANYECTDA), 99.90%
Haa cpoxa z00nocmu:
90,0 - 110,0 % rarudnokcauwiing B TaGaerke (OT 3a88AEHHOTO KOMIHECTBA),
Assay At Release:
95.0-105.0 % of Gatiflvxacin per tablet (of Label cloim) 99.90%
At Shelf life:
90.0-110.0 % of Gatifloxacin per tablet (of Label claim)
7 | ConyTcTeylouyse npuMecH Hrausinyansiolf npumecss — we Gonee 0,3 % 0.115%
Cynna npumeceii — re Gonee 0,8 % 0.179%
Related substances Any individual impurity: NMT 0.3 % . 0.115%
Total impurity: NMT 0.8 % 0.179%
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Factory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Distt, Alwar, Rajasthan (India) :/4 /
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Kusum Healthcare Pot. [1d .

Jlikapessxuii 3acif: O3EPJIK® (raGuneTku, prpuri 06osoukoo, no 400 Mr, no 10 TaGrevox y Gnicrepy, no 1 Gricrepy y
waprouniil ynaxonui)
Medicinal product: 0ZERLYK° (coated tablets, 400 mg, 10 tablets in s blister , 1 blister in a carton package)

Cepisn: Ne 2001879

Batch:
8 | MuxpoGronoririeckas OGuce uneno axpobdiuix Mixpoopranismos (TAMC) ue Sonee 10° KOE/r. 20 KOE/r
gucToTa* OGuiee MHCNO ApoXKEesbIX 1 IrecHeskiX rpu6os (TYMC) He Ganee 102 KOE/X, | <10 KOEN
Orcyrerpite Escherichia coli 8 | r npenapara. Oteyrerane /v
Microbiological purity* Total aerobic microbial count (TAMC) = NMT 10° CFU/g. 20CFU/fg
Total combined yeast/mould count (TYMC) ~ NMT 102 CFU/g. <10 CFU/g
Escherichia eoli should be absent per } g, . AbsonVg.

* Bunpo6ypanis MikpoGionoriuol MICTOTH NPOROAMTECA T8 NEpUIX 3 cepift, noTimM Ana kowuol 10+F cepii, a6o o pay Ha pik.
* Test of micrebiological purity will be performed on first 3 commercial batches and thereafier on every 10% batch or once in u year,

BACHOBOK: Cepis Ne 2001879 nizmbn‘inae suMoram MK PTT Ne UA/7652/01/02

CONCLUSION: Batch Ne 2001879 complies with the requirements of MQC RC Ne UA/7652/01/02

_ ore o T L e

AHAJT3 BHROHAB . TATA ( bl ’V_o' L0

@?&YQED BY) \ﬁu\/\m g Wy (DATE)

KomenTapi: nemac
Commentsino _

3asBa npo ceprudikauiio: «lificunnm A sacixwyio, mo napefesa smume iedopmanis ¢ nocrosipnoro i rouoio. Ln
cepls npoayxnil Gyna BuroTonaeHa (BKAIOUAIHN YNAKOBKY / MApKyBauus) | nposeneno xouTpos if axocri na
BpmesraxanoMy nignpiesmcrsi B nopwilt siznosimtocri 3 bumoramm GMP, BeramoBacHNMKE  MICUEBHM
peryaTopHOM OPranom, A Takox signosinue 40 cnewndixauii, wo MicTurses 8 pecerpanlittionsy socne kpainn
imnoprepa. Ilporokean BupoGumursa, ynakoskn Ta ananisis Gynu neperasnyti | Beranoraeno ¥x sinnosimicTs
sumoran GMP».

Certification statement: «On this I certify, that the above mentioned information is true and aceurate. 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 Anthority, 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».

W 16loy [»020

Kepinuuk rpyni xoKTpoAIo AkocTi
Quality control group manager

AT -Dalye
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Factory : SP 289 (A), RIICO Ind). Area, Chopanki, Bhiwadi, Distt, Alwar, Rajasthan (India), Ph : +91-1493-298232/33/34/35
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By:1. Bepesnsxisceka, 29, Kuis, 02098, Ten./akc: (044) 550-23-55, Teu. (044) 550-20-55
E-mail: dIs.kyiv@dls.gov:ua, Kog €IPTIOY 37079055

BHCHOBOK

npo sikicTh BBe3eHoro B Ykpainy aikapcbkoro 3acoby

22.04.2020 _ . e 22348120126

O3EPJIIK®

(naltmerrysanns nixapepkoro 3acoly srinso s peectpanittui nocaizgeHnM)
TabJierxn, BKpHTi 0600010, 0 400 Mr; o 10 Tabuerok y Gaicrepi; mo 1 Guicrepy y
KapToHHil ymakosni

(&opma pumycxy, AoIyBAHNS, BHA DAKYBARHA AIKAPCEKOTO 3800GY)
Howmep peectpauitroro nocsinsenrs UA/7652/01/02 crpox mif peectpaiftioro nocsimuensx 19.07.2021

Cepis mixapcskoro 3aco6y Ne 2001879 Kinexics ssesesoro aixapcsxoro sacoGy 80
BapoGHux KYCVYM XENTXKEP IIBT JITA, Inxis

(uatimeryBarRN BHPOGHHKA NiKPCLKOTO 38C0GY, Kpalia NOXONACHER)
Bsesero B Yipaluy Tosapucrso 3 obMexenolo Bimmoninamuicrio "T'aeadapm JTX",

inen. won: 20075891

(matimenynamiis T4 xox sa EIPTIOY 1opassol ocobu &80 npissuie, in's, no Garsxosi Gissmol
ocofu - nignpreuns, I Miclie npoxusaHa T& peecTpauilbmit Homep ofaixosol xapTsu maaTHExa
nanarxis alo cepis Ta HoMep macnoprs)

IIpoToxon shsyansuoro wourpomo iz 02.04.2020 X 1028/10.
JlaGopatopemif ananis saxocti nixapesxoro saco6y sziticHennii:

inis [T "Ilenrpansra naboparopis 3 aHamisy sxocti mxapcsm 3aco0iB i MexEaHOT npon.ymm
y M.JIsBiB (MJIBiB, Bys1. Kymnapkisceka,131)

(natiMenysaHng Ta Micuesuaxopkenns naboperopd, mo nponeuucopuopm ananis sxocri)

BHCHOBOK 10RO Ax0CT] Nixapcekoro 3acoby, auannuit naGopatopico sin 16.04.2020 Ne 73

PeaynsTati naGopaTopHoro ananisy akocti Aikapcskoro 3acoGy 3a nepesipeHEMK noxa3ENKaMu BiANoBiAaI0TE
BHMOraM MCTO/IiB KOHTPOIO SXOCT (BHAMITHIHO-HOPMATHREO! JOKYMEHTALY).

Muxona XOJIOAEHKO
(iniugany Ta npissume)
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