AEPHUIKCITY XBA
AEPKABHA CIVKEA 3 TIKAPCBKHX 3ACOEIB
TA KOHTPOJIO 3A HAPKOTUKAMHA y m. KHEBI

8yi. Bepearsiinenka, 29, Knin, 02098, ren./daxc: (044) 550-23-55, Ten, (044) 550120-55

E-mail: dis.kyiv@dls.gov.ua https:fiwww dis.pov.ua, Kog EPIIOY 37079055

BHCHOBOK
PO AKICTE Boedenoro B Yipainy sikapebxoro 3acoly

15.01.2021 Ne 1053/21/26

TAUTEPON®

(nasimMerTy s fikapeEKero Yncoby Triann y PeECTPAUEIHM moeainuentmn)

Tabaersy, BRpHTi 06om0uKor0, e 500 Mr; ne 5 Tabierox ¥ Gaicrepi; no 1 Ghicrepy y

Kapronnii Kopobui

(hoprn BIYCKY, NO3YBANIA. WA TIAKYAAIHA alkapcrkoero acoby)

Homep peecrpaniiioro nockinuenns UA/9539/02/01 crpox i peecTpamifttioro nocaiguensn HeqOMEKEHHT

Cepin nikapcukore sacoy Ne 2003339 Kizmricts seeseroro nixapescore sacoby 67900
Bupobnnk KYCYM XEJTXKEP [1BT ITH, Ingis
(maivcnynniisg wHpodIMKa AiRBPCLKOLY 3ucoBY, Kpania Moxom EHAg)
Beeaero s Yipainy Torapuersn 3 obmexenoio sirnosinaasuictio "Tiaeadaps JITI™,
ixent. kos: 20075891

{umbimenysating T2 xog 38 CUPIIOY wpuswol ocobn abo tpianitae, iy, N Gaterool dizkunoi
OCOBH « ANPHEME, T Miciie (POKHEAIN T4 peecrpariili Honep oBnixospT kNpTKH AaRTHREL

NOTKIB 4(io Cepis TH HOMEP TECIOpTS)
Tlpotoken Bisyaannoro koutpome nin 29.12.2020 Ne 4318/1.
Tlabopatopruii nqania AxocTi MixApeHkoro 3acoby nilichenuit:

JI1 "Uenrpanpha naopatopin 3 eHurisy sicocti Nikapeskux 3acobis | Megmrol up
(M.Kuip, Byn.Kyupsancexa 10r)

i

(FrlivseuyBaTINg TR MICUEIHANOAKCHA FBOOPATOPIT, 1O (POLCAE Aa6OpaTopHRH anwIi3 akoci):

Bucnopox 1wono sxocti nikaperkoro sacoly, sizaunit nabopatopiew siz 14.01.2021 MNe 0125

Pesynsrera saGopatoproro aranisy Axocri sixapesxoro 3acoBy 3a NepeRipeHEM noxazHukavy BIAT0RINAIOTE

BHMOTAM METOJlIE KOHTPOMO AX0¢T] (AUANITHIHO-HOpMATHBNOT ROXYMeHTRID,

“3a pesymbraraMsl NEPKADHOIO KOHTPONIO BCTAHORAEHO, 10O aikapeeknli  3aci6 noeseny B Vipalmy 3
AOTPHMAHHAM sumor 2g kapebius 2acobin.
Havansnpk Muxoaa XOHOJIEHKO

(necazora veoGa opi

(iniuin,qu"ra npizsxuce)

/!
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Nixaperxnti 3acis;  TAICEPOI®

o

AR N FGISE320
MRara/Date 20122020
Tafacrin, axpuTi sbononiioo, no 507 Mr, no S TaGaerok y Gaicrepl; no I Gaterepy y
ﬁmﬁnm rapglati

Meditioal productt  TIGERON® film coated tablets 500'mg, S tablets s ‘blisters 1'blister is in-= carton packnge:
JHioaa pevosnra: Aeapdaorcsupiny remiriapar ¥ fiepepaxysaull ha Nesoduoreausn £00 %
Activg ingredient: Levofloxacin hem Ihydrate equivalent to levolloxacin - S0d.mg
Pectrpatiliine nocalavenus: J&HMS:;QMM! Bix 26.04, 2619. TepMin aiT peecypanifinors; AeCsicHg. HeobMomennii
Registration Certificate; M vmsmm from 26.04.2019; Registration Certificate vafidity is uolimited
JHusmyld wa saupobanirtee Xt R!}m
Cenm&alm'r GMP 00112018/GMP.
Bapofits: Kycym Xewrrxxep Niar JIn, irais )
Anpeca supobumxe: ‘CI1-289 {A), PIIKO Inaocypiag apen, Yonausi,, Bxinaal, ficr. Annag (Peamkieran), Tugiin
Mafiufactured by: Kusdm Heéalthesre Pet Ld, India
Address of manufacturer: SP—ESSF (A), R!ICO Iadustrial ares, Chopankl, Bhiwaili, Dist, Alwar {Rajasthii), India
Cepix: M 2003339 Poauip cepit: 70000 yn. Have sur. 1273620 Hiiewintt no: 112023
_Batch: Bach Size: D/M: Em:y date o
R Tlawsavenn cavecTsa "f‘peﬁmza Hug Mervoder Kovpoas
Tests Regalrenients ‘Methods of analysis
1 | Omgcanne Tabnetxn kancynootpasaol GopMul, NOKHTES GO0nOYKOR | Coorteercreyer,
'PUI0BOTO UBETA C THCHEHKSM 45008 na: :dzmol cTapose, '
Description Pink colored il coared capsule shape tablet with ®500° | Complies
i | engraved on one side. , . N
2 | Hasuruduicaunn ' B KHBaHIA OCHOBHOTG KA Hil xmn ioxarorpammax | CooTseTcByeT,
B ENOS0 B CINaHO PRGSO TRETROPOR, NOTYH CHHLIY B 2 o '
2 :l:mm’seuuém QIPEACHEHNA, HOIKH)
Identification ; _on time of the major peak'in the chromatogram of | Camplies
' preparation corresponds i thatin the. :
chromatogram of the Standard pmpmm:,as 0bmmed in
3 | PacnanaemocTs: He'Gones 30 mim 09 Mun 44.cox
Disintegration “NMT 30 niin 09.min 44'sec
4 | Omuapoasoers.  nosuposanmby | AVELL rae L1=150 ITBETCTBYST
‘CTMHED
Uniformity of dosage wait AV ELL where L1=150 Compliés -
5 | Pacreopense “Hemaies 80 % (Q) NeBORROKCAIHNA 38 45 Mum. 100.0% - 102.8%
, Dissolutisn |NET Sﬂ%(Q}woﬁoxaéin for 45'min, 100.0% < 102.8% |
6 | Couyrcraymomue npasech ' ' 0.025%
0.069%
Related substances NMT 0:5 % gach impurity. 0.025%
'-I‘IMT 1 ﬁﬁwm!nnpunus 0.069%
7 | Koawueerseusice onpenenenne
98.64%
‘ 95 % t5 105 % Lwaﬂo'cacm per tabiet of Label Claim, 98.64%.
At .r?:e_lf {gf‘e.
90 % 10 110 % Levofloxacin per tablet 6£ Label Claim.

1 of
Factary + SP 289 (A), RItCO Ind), Ares, Chopiinki, Bhisvadi, Distt Alwat, Rajasthan {Ludiay, Ph ; +91.1493.29323075934
Email ; info@kusum coim; Web?’u%k\mutﬁh&kbt&rﬁ,ﬁﬂm
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TxaLifine
lnwmﬂ“’ 075391
A

Jlikupenreni Aacib: TAHTEPOR® ERGIETKH, BRPHTT ofoonKor, o §00 »r, g S mefnetor ¥ Gaicrepk; ne 1 Gaicrepy ¥

KApTOHHRD Ktrpulin:
Medicinal product: TIGERON® film coated tablets 500 mg, S tablets i x Blisters 1 blistar ks'i_n & carion package
Cepig: M 2003330
_ Bateh:
'8 Ml;lcpoﬁuonenmecicaﬁ O6mee ancac a3polubIx MukpooprasiaMos {TAMC) we |
i HUETOTRY Gonee 105 KOl
Oﬁmee THCIC SDORHEBHIX M RICCHEEMX rpebos {TYMC)
1é Gonee 1R KOE/,
| Orcyrerite Escherichia colis 1 T ipenapara,
o _ Under analysis
Microbiologleal purity* Total agrobic microbial count(TAMC) ~ NMT 10° cfu/g '
Total yeast & mould count{TYMC) — NMT 10%cfuig
Escherichia coli. absent per gm
* Tetr sixpobionorivua UHETOTA HE-E. pymmmu XOHTPOREM, & [1POBOIICTRCHE 3 mpmmwtn A58 pATH HA Pik
* Test of microorganism purity is- not routingly petformed with control and two tiiies 2 year
BHCHOBOK: Cepin Me 2003339 Bianosinae aumoran MICTPILNe UA/9S39/02/0}
CONCLUSION:. Batch e 2003339 ~ complies with the requirements of MQC RC Nz UA/9539/02/01
ITRTTUWL . : patA__91\uf oo
(ANALYSED BY} (DATE .
Komgirapi: uemae
Comments; 1o

Emna Tpo ceprudixariio: «Jifiexnm  3acaliayo, Mo HageacHa BHule inbopmanin tmc'mabﬂqm § Tourci. g
ayxitit 635 HIOTORASHS {BICTIONAIOSK YIAKOBKY /' uammmx}i npo KOHTRO: lrnxocﬂ H2
nignp mml B gosnit aiga iBlanoert 3 ma

nient: «(}n this I eertiﬁv"thx‘t the above mentioned information i traeand gqeumml‘his product-
2 packiging -hluﬁng) and conducted for its m]ity antiol at thé above |

t ' E nt GMP ftements; catablished by Hei

ecification, contained in the registiation dossicr of the importing ) muau!‘ae:nnug,

packaging & ,inaiysis were reviewed and Adétermined for their tompliam-wltb ﬂie GMP requirementsy,

=) 12] 2000
Kepisiu rpymy somponio axoceri
Qulity camml  group manager

A-Sabn

Page2 of 2

Factory ; SP289 (A}, RIICO Ind), Area, Cbapankx B!nwads Distf. Alwar, Rajasthan {indla Ph : +91-1493-298232/33/34/35
Emiail { infs@kusum.com, Website : www.kusurhealthcare.com




AEPHIIKCIYIKBA
AEPKABHA CJIVIKBA 3 IIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A BAPKOTHKAMM y m. KHEBI

By:1. bepesnsaiscska, 29, Kuis, 02098, 1ea./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dis.kyiv@dls.gov.ua https: fwww.dls.gov.ua, Kox CIIPTIOY 37079055

BHCHOBOK
PO SIKICTH BBe3eHOr0 B YKpaiHy JMiKapeLKoro 3acoy

03.03.2021 N 9804/21/26

TAUTEPOH®

(nafvierypanns nixapeskoro 3acoGy Irimuo 3 peectpauifismM noceinveRyaM)
TabieTkn, BRpuTi 060.10RK010, mO 500 Mr; no S TabseTox ¥ Garictepi; no 1 Gicrepy y
Kaprouwiil Kopobui '

(tbopma suitycKy, H03YBaHHY, BUA MAKYBAHHSR AiKapCHKOro 3acely)
Homep peectpauittuoro mocinsenns UA/9539/02/01 crpox sii peectpauiitnoro mocsimienis HeoBMexemmik
Cepis aikapcekoro sacoby M 2003413 KinsxicTs seesenoro nikapcrkoro sacofy 15000

BupoBic KYCYM XEJNTXKEP IIBT JITT, Tuzis

(nafiMenynanHs BHPOGHIKA NiKAPCLEOTG 33c00y, Kpalia HOX0IKEUHA)

Baesero B Vkpaity Tosapncieo 3 ofmexenote sinosizatsuictio "Tnendapm JTAY,
inent. xon: 20075891

(uafimenysauns T8 xoi 3a CAPTIOY popuasasoi ocobh aio mipiagiye, iM's, no Garsxosi dizuumol
0codu - manpuemus, T Micue NPoXUEAHHS Ta peecTpaliiftaud nomep o6ikonol KapTKy IUIETHRKS
Goparkin a60 cepin T2 HoMep macnopra)
TpeTokon sisyanssore konrpomo sig 24.02.2021 Ne 602/1.

JlaGopatopuati ananis aKoCT] Jikapcskoro 3acoby 3aificHermit:

ALl "enrpansaa naGopatopis 3 ananisy axocTi HKapchKiX 3aco6iB | MeIHYHOT opoykmil”
{(m.Kuis, Byn.Kynpsscesxa 10r)

(HalivMenyBaHRA TA MICUEIHAXO IKEHHS naGoparopil, mo nposena naboparopamit aiaris skoori)

BicHoBok w00 axocti nikapeskoro 3acofy, suxanui naboparopieo pig 02.03.2021 Ne 0601

Peaynetati nafopaTopHoro aHanisy AKOCTI MIKaPCEROrO 3acofy 3a mepenipeHuMy NoKa3HUKAME BiamoBigaioTs
BHMOTaM METOIB KOHTPOJO AKOCT] (ZHATITHMHO-HOPMATHEHOT NOKYMeHTAILT).

Haganphnk - Muxona XOJIOAEHKO

{ininiany Ta npissnme)

Page 1/1




Jicapesiuii sacis:  TAATEPOR®

Medicinal product:
Ilioya pesoBHHA:
Active ingredient:
Peccrpauiitne noceizvenys:
Registration Certificate:

«[JIEN@APM
T ,ﬂ:}

1gerHmdixaufnmi

xoa 20075821
and
CEPTUQDIKATIB

Lt /t'ealf/zre Fort. Lid.

CEPTH®DPIKAT AKOCTI
CERTIFICATE QF QUALITY

0

AR Ne FG/B065/21
HavalDate 09.02.2021

KAPTOHHI Kopobui

TIGERON?

Tabnevich, srpuTi oGonouKow0, no S0 Mr, no 5 Tabaevor y BaicTepi;no 1 Gaicepy ¥

film coated tablets 300 mg, 5 tablets in a blister; 1 blister is in a carton package
AeBOPROKCAUHNY TeMiriADaT ¥ nepepaxyeanti Ha Aesodaokcaunn
Levofloxacia hemihydrate equivalent te levofloxacia

Ne UA/9539/02/01 pia 26.04.2019, Tepmin it pecctpaniiinoro noceiavenns neobmexenni
Ne DAS9539/02/01. from 26.04.2019; Registration Certificate validity is unlimited

500 mr
500 mg

Jineusis va supefuuyTee No: Raji2354

Cepruduxay GMP Nu: 042/2020/GMP

Bupobsisk: Kycym Xearxkep [Ist JIva, Iqain

Anpeca Bupobuuka: CTI-289 {A), PIIKO Inpacrpian apea, Yonauxi, Bxisapi, Micv. Aneap (Pamsacran), Ingin
Manufactured by: Kusum Healthcare Pvt Ltd, India

Addresy of manufacturer:

Cepis: No 2003413

Poauip cepit: 70000 yn.

Hara srr.:12/2020

SP-289 (A), RUCO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India
Hikcrnf mo: 11/2023

Balch: Batch Size: DiM: Expiry date:
No TNoxazaTenn kavecrea Tpelopanus MeToas KoHTpONR |
Tests Requirements Methods of analysis
t | Onucanne Tatnerrn kancynoobpasnolt Gopmbl, noxpsiTere ofonodxoll | CooTeeTcTayer.
PO30BOTO LBET2 C THCHeHdEM «500» Ha oarolt cTopoxe.
Deseription Pink colored Rilm coated capsule shaped tablet with “500” Complies
engraved on one side.
2 | VaenTHdHraus BpeMa yaepRusaiing OCHOBHOIC IAKA BA XPOMATOIPAMMAX CooTBercTBYyeT.
HENBUMYeMoz0 | caHOAPIMHOZ0 PACTBOPOB, TONYYSHHLIX B
YCJIOBHAX KOMHMUECTBERHOID ONPEISISHHL, JOMKHO
COBIANATS.
Identification The retention time of the major peak in the chromatogram of | Comiplies

the Assay preparation correspends to that in the
chromatogram of the Standard preparation, as obtained in
the Assay.

Factory : SP 289 (A}, RIICO indl. Area, Chopanki, Bhiwadi,

Email : info@kusum.com, Website : www.kusumhealthcare com

/%xf oW 083% 07 3003 27

Page 1/1

3 | PacnapaemMocTh He Gonee 30 mmm 12 mun 04 cex
I
Disintegration NMT 30 min 12 min 04 sec
4 | OnHopoanocTs  A03MPOBABHLIX | AV < L1, roe L1=15,0 Coorteercisyer
eHAL .
Uniformity of dosage upit AV < L1, where L1=15,0 Complies
5 | PacTBopenne He smetice 80 % (Q) nesodutokcanuina 38 45 My 98.5% - 105.3%
Dissolution NLT 80 % (Q) Levofloxacin for 45 min 98.5% - 105.3%
6 | ComyvcTBYIOUINE IPHMECH He Gonee 0,5 % xawnofl npamecu. 0.013%
He Gonee 1,0 % cymmbl npumecei 0.037%
Related substances NMT 0.5 % each impurity. 0.013%
NMT 1.0 % total impurities 0.037%
7 | KoanyecTBennoe onpegenenue Ipu snycxe:
0195 % ne 105 % nesodmokcaimua s TabneTke oT 99.26%
3AABIEHHOIOC KONUYECTBA
Ha cpox 200n0cmu:
" Ot 90 % 1o 110 % nesodnoxcauuya s Tabaetke nT
3aABNIEHHOTO KONHYECTBA
Assay’ At release: .o )
95 % to 105 % Levofloxacin per tablet of Label Claim. 99.26%
At shelf life:
90 % to 110 % Levofloxacin per tablet of Label Claim.
Page 1 of 2

Distt. Alwar, Rajasthan {India), Ph : +91-1493-298232/33/34/35
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CEPTHGIKATI

Rusum Healthcare Pot. Ltd.

Jisaperkui saci: TAVTEPQU®  vatnericn, sxputi ofiononkoso, no 500 mr, no 5 rabaetox y Gaicrepi; no { Guricrepy ¥
: KAPTORMIN Kopobui

Medicinai produci: TIGERON® film coated tablets 500 mg, 5 sablets in a blister; 1 blister is in a carton package

Cepis: No 2003413

Batch:
8 MukpoSnonorinyeckan Obuee uncno a3pobHLEIX MHKpoopranusmos (TAMC) ne | <10 KOE/r
wieTOTA* Gonee 10° KOE/r
OGuee 4RCI0 ApOACKeBSIX U mecHeBHX rpubon (TYMC) | <10 KOEA
#e Sonee 102 KOE/r, ]
Oreyretese Escherichia coli B 1 T npegapara. Orcyreraue fr
Microbiojogical purity* Total aerobic microbial count(TAMC) - NMT 10° cf'g | <10 cfuig
Total yeast & mould coun(TYMC) — NMT 10? cfu/g <10 cf/g
Escherichia coli: absent per gm Absent/s

* Tecr mikpobionoriuna SRCTOTA e © PYTHHHIM KOHTPOMIEN, 3 IPOBOLMTLCA 3 nepioanYRIicTIO ABa pask Ha pix
* Test of microorganism purity is not routinely performed with control and two times a year

BHCHOBOK: Cepis No 2003413 Bianosimac Bumoram MEKS PIT e UA/9539/02/01

CONCLUSION: Batch Ne 2003413 complies with the requirements of MQC RC Me UA/9539/02/01
AHAJII3 BUKOHAB P JIATA 09/ mefeoy
(ANALYSED BY) Sy 201 (DATE)

dag -
Komenrapi: Remac Aav “”Md-‘

Comments: no

3assa npo ceprudikauiio: «AjfcHum 7 3acriguyso, wo Hapeaena BUUE indopmania € JocrosipHow | tounow. il
cepist MPOAYKUIT Bya BUTOTOBAEH2 (BRAI0YAKOYN YNAKOBKY / MAPKYRanHs) | npoeneno KOHTROML T AKkocTi Ha
BRIUEITAAAMOMY nianpsemcrsi 8 mopmid Bignoeigmecti 3 smMoramu GMP, BcrauoBNesuMy  MicmeBuM
PEryARTOPHHM OPraHoM, 8 TAKO® BIANORIAWO Z0 cRenudiradil, mo MicTHTLC B PeccrpauifinoMy 10CLE Rpatuu
iMnoprepa. Ipotoxons supebunuTaa, ynakoBKa T8 aHANIEIE Gyau neperagmityti i BCTativsNen0 Ix BinnoBiTHicTs
eusoray GMP». ;

Certification statement: «On this I certify, that the above mentioned information js true.and accurate. This product
batch was produced (including packaging / labeling) and condueted for its quality control at the above mentioned
manufacturer according to all relevant GMP requirements, established by Local Health Aunthority, and according
to the specification, contained in the registration dossier of the importing country. Records of manufacturing,
packaging and analysis were reviewed and determined for their compliance with the GMP requirementsy.

oko

09 [02.12.02)

Kepienuk rpynn KonTponio arocTi

Quality control group manager
H - SGLA«O

Quality Ass 4

Page 2 of 2

Faclory : SP 289 (A), RUCO Indi. {\re_a, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph - +91-1493-298232/33/34/35
Email : info@kusum.com, Website : www kusumhealtheare.com -
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JEPRCTIKCIYKBA
JEPEABHA CIAYIKBA 3 JIKAPCHKHX 3ACGEIBR
TA KOHTPOJIO 3A HAPKOTUKAMH y m, KHEBI

eyn. Bepespsxinchra, 29, Kais, 02098, Ten/dare: (044) 550-23-55, tai., 044) 556-20-55
E-mail: dis.kyiv@dls.gov.un https:ifeww dls.cov.ua, Kon EAPIIOY 37679055

BHCHOBOK
Hpo AKicTs BEe3CHOro B Yikpaiuy nikapenkoro 2acelfy
14.65.2021 No.22337721/26
TAUTEPOH®.

(mﬁmmm HFapimKORo Fnolly ardano 3 mdﬂmmchmm}
Tabaeren, BpaTi ofanouxore, no SO0 Mr; we 5 TaGaeToR ¥ Smc'repn- ae 1 Goictepy y -
Raprossiil kopolmi ‘

(dopua RRITYCKY, ROLYBAREL, iR PAKYRSLA HKIRCHEOID Hedhy)
Homep peectpanitinore nocaimenss UA/FS39/02/01 crpox 2ii peecrpanifinore nocainseRys HeoGMeRemmH

Cepis Aizapesrore 3acoby Me 2003489 Kinexicrs BreatHoro nikapiEkoro sacoly 240
BrpoGamk K¥CYM XEJITXKEP DET JIT7L, ingis
{ratiney sanaR BHpOGHHRD HKIPELROrD 36606y, Kol RaXOmReHIN
Bacacuo 8 Yrpainy Topapacree 3 oimeaenarn: Bumanmmm "I‘Jtend;apx JIT.ZE",
ineny. won: 20075891

(wmwynmnmmeﬂ?ﬂw gl poo v iy, 10 Gersroni
Giarrmdl ocgbin mmmnuimemmpmmmgmaﬁﬂm
KIpTRH (TRTERER TONKTYIR 200 Oopix TA HOMCp BaTIOpTE)

TipaToxaa nisyanuaere Koutpeno via 23.04.2021 2 127671,
JiaGoparaprali aRamn mKecT] MRAPCERore 300ty ailicremE:

AN “Liemrpanzea raGoparopid 2 auanizy axocti mxapeam 3acobin i MemHol GRoZyRRL"
(m.Knis, Byn.Kyapsacixa 10r)

(rafineaypais TAMICTEOHAXGIAEHTR AAS0RATOPIL, TG HPORaTd NAGOpRT

BucROBOK INOAD sKkadTi Hikaperkoro 3acoly, ampannt nafopatopico pix 13.05.2021 M 1097
Pezynntara mﬁnpmpuom auanizy swocti sixaperRore sacofiy 3 ncpenipeamm noxnpERaME BiAROBIgaTL
EAMOTAM METORIE KOHIPOMO AXOCT: (AEANTramO-EOPMATIRIG] SORYMOETADIL).

33 peaymLIETAMR  AEpRABHOTD mmwmo BeTAGORICHO, IO mmpcamii 3s¢i6 sReicHO B VKpalsy 3
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Kusum Healthcare Pot. L1d.

CEPTH®IKAT AKOCTI
CERTIFICATE OF QUALITY
AR M FGI3S2M21
}Iam!D:‘atc; (8.04.2021

Jirapenwuit 3aci6: TAURTEPOH® wa6aerkn, expnTi choaoakoe, moe 508 mr, to S TAGAETOR ¥ Gaiczapi; no 1 Grictepy ¥

Medicinal prodnc:  TIGERON®
Jireua penoeusias

Active ingredient:
PeccTpauifine noceiguenun:
Registration Certificate:
Jinenzia na sapobmmirree Na:
Cepradincar GMP Ne:
Bupatnax:

Appeca snpobupRa:
Manufectured hy:

Address of manufacturer:

kapgTennii Kopolui
fitm coated tabiets 500 mg, 5 fablets in a blster; 1 Blister is in-a carton padiage

nepoaoxcanpy remiriapar ¥ nepepaxyaanpi va sesodaoxcanan 500 mr
Levofloxacin hemibydrate eguivalent to levofloxacin 500 mg ,

Ne UA/9S3ONO2M eig 26.04.20819, vepwmin ail pecerpaniiizore nocsizgenns vesimemennail
N UALLS3B/02/61, from 26.04.2019; Registration Certificate vaiidity is unlimited
Raji2354

042/2020/GMP

Kycym Xenrzrep Hot J1h, Ingia

CII-28% (A), PHIRQ Inaacvpian apea, Howansi; Bxieaal, Jicr A.fxsap {Pammacian), Ingia
Kusum Healtheare Pvt Lid, India

SP-288 (A), RICO Industrial area, Chopanki, Bhiwadi, Dist, Alwar (Rajas’chan), India

Cepia: Ne 2003430 Po3wmip cepii: 70000 yn. Jara pur. 0172621 Bivicaufi po: 12/2023
Batch: Bateh Size: D: Bxpiry daie:

No Tloxazarenn KauecrTEa TpeGonasps Meroper konrpeas
Tests Reguirements Methods of analysis

1 | Onacasne

Deseription

Tabneren xancyro0Spazaoi dopme, HoxprTEe oBenoaroll | CooTrercTBYeT.
PO30ROTO NBETA ¢ TECHeHMeM «300» Ha opHoM cTopOHS.
Pink colored {ilm coated capsule shaped iablet with “500” Complies
engraved on one side.

2 | Haenrngurxanns

Identification

Bpews ylepupauns GCHOBHON) HHK2 Ba XpoMmarorpamMax | CooTeercrryer.
UCHLIMYEMO20 ¥ CINANDAPMEG20 PACTROPOR, HOMYISHBENS B
YCHORHAX KORHIECTREHHOTO OHPeERCHES, AOIDKRQ
COBHIAAATS,

The retention time of the major peak in the chromatogram of | Complies
the Assay proparation corresponds-io that in the
ehromatogram of the Standard preparation, as obtained in

the Assay.
3 | PacnapaeMocerh He Gonee 30 Mua 09 mm 35 cex
Disintegration NMT 30 ihin 09 min 35 sec
4 | Opuopeanecrs posmposauEmx | AV <L1, rae L1=15,0 CooBercieyer
eANBHR
Unifprmity of dosage unit AV < L1, whete L1=15,0 Cornplies

3 | Pacteopenne He menee 20 % (Q) nezodaorcaupma 22 45 MaR 96.5% - 97.9%

Dissolation NLT 80 % () Levofloxacin for 45 min 96.5% - 97.9%
6 | Conyrernyiominme npamecn He Gonee 0,5 % xaokaoli mpEMEcH. 8.019%
He Gonee 1,0 % cyMmel apumMecei 0.046%
Related snbstances NMT 0.5 % each impurity. 0.015%
NMT 1.9 % total impurities 0.046%
7 | KonnzecTsennoe onpegenenne | [ipu esnycke: ' '
Ot 95 % ap 105 % nesodpokcanpia B TabneTke of 98.76%
3a9B/IEHHOTO KORMMeCTER
He cpox 2odnocmu:

O790 % g0 116 % aescdnorcanuia B TabueThe oF
328BACHHOTO KOMTIeCTRa

Assay Al release:

85 % to 105 % Levofloxacin per tablet of Label Claim. 08.76%
At shelf life:

90 % to 110 % Levofloxacin per tablet of Label Claim,

Pagaiof2
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Kusunwe Healthcare Pot. Lid.

Jixapcokntt sacig: T AUTEPOL® vafnerin, expati ofononxors, no 508 mr, ro 5 Tabneror y Gaicrepis mo 1 Gnferepy y
KAPTORRIA KopoTii
Medicinal product: TIGERON® fitm: coated tablets 508 mg, 5 tablets in a blister; 1 hlister Is i a carton package

Cepis: Ne 20034580

Batch:
8 | MuxpaGuonorazcexas Obniee umciac aspofumix mMuxpooprauusmos (TAMC) me | <10 KOEMf :
ZUCTOTA® Gonee 16° KOEM 3 :
O6mee gncno ZposoxeRerx ¥ nnscHeRwi rprBos (TYMC) | <10 KOERr : 1
e Gones 192 KOE/. :
OtcyrethBe Escherichia eoli B 1 r npenapara. : Qmoyrereae I
Microbiological purity* Total acrobic microbial count{ TAMC) —NMT 10° cfufg <10 cfiu/s
Total yeast & mould couni( TYMC) — NMT 102 cfu/g <10 cfivg
Escherichia golf: absent per gim Abseni/g

* Teer Mikpobionoriung wmeroTa He € pyraua:m KOHTPONCM, 2 APOBOAUTECA 3 Bepiomrmictio 1B Pask Ba PiK
* Test of microorganism purity is not routinely pecformed with eontrol and two times 2 year

BUCHOBOK: Cepiz Ne 2003480 sinnosigac suMoram MICA PTI Ne UA/9539/02/01

CONCLUSION: Batch Ne 2003480 complies with the requirements of MQC RC Me UA/9S538/02/01
AHAJI3 BMKOHAB \\9’4 HaTA oRioy v
(ANALYSED B %x (DATE)

Komertapi: Hemae & dﬁ“\ m'\n‘t \&m}\\lu&

Comments: no

3axea Opo cepTrdikanin: «dilicaam = saesiquym, 1Mo HABCRCEA Brige indopmania ¢ gocropiproio i Toaow. Iia
cepia mpogyxwil Gyna BRroTosREna {Bmamqﬁ YEEKOBKY [ mapkyRaRBs) I ApoEencEo KOBTPORb W ArecT Ka
BRmesTagaioMy Kignpacmersi B Aossil pinnomigsecti 3 aemorams GMP, BcTAmOBACHAME WiCUEBHM
PErYASTORHAM ePTranoM, 2 TAKOR Binnosizse ap crendikanii, 100 MICTHTECH B PecCTPANIAROHY BOCHE Kpaiin
imnoprepa. FipoToKosn BRPoGHANTES, YIAKOBKHA Ta ananisie G6ymm nepernugyti i neranosicHo ix BinmoeinaicTs
pamoray GMPy.

Certification statement: «On this ¥ certify, that the above mentioned information is trae and accwrate, This prodnet
batch was produced {(including packaging / labeling) and conducted for its guality control at the above mentioned
manufactarer according to all relevant GMP requirements, established by Local Health Anthority, and according
to the specification, contained in the regisiration dessier of the importing couniry. Records of mannfacturing,
packaging and anslysis were reviewed snd determined for their compliance with the GMPE requircmentsn,

-

SY|0024

KepipaHK rpyTil KOHTPONI AKOCTI

Quality control group manager /:),\ § 4 3
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Kusum Healthcare Pot. Lid .

Jlikapebkwii 3aci6: TAATEPOH®

Medicinal preduct:

TIGERON®

Jitoua peuoBuuna:

Active ingredient:
PeecTpauiiine nocBigyesHn:
Registration Certificate:
Jlinen3ist Ha BUpOGHUUTBO No:
Ceptudurxar GMP No:
Bupobuuk:

Appeca BUPOGHUKA:
Manufactured by:

Address of manufacturer:

CEPTHOIKAT AKOCTI
CERTIFICATE OF QUALITY
AR. Ne FG/1044/21
Jlata/Date 30.08.2021

TabNeTKH, BKPUTI 06010HK0I0, No 500 mr, no S TaGaerox y Guicrepi; no 1 Guicrepy y

KapToHHil Kopobui

film coated tablets 500 mg, 5 tablets in a blister; 1 blister is in a carton package

JneBooKCAIMAY reMirizpar y nepepaxyBaHHi Ha JNeBOQIOKCALUMH

Levofloxacin hemihydrate equivalent to levofloxacin

500 mr
500 mg

Ne UA/9539/02/01 Bin 26.04.2019, Tepmin aii peccrpauiiinoro nocsiguenHs HeoGMemenuit
Ne UA/9539/02/01, from 26.04.2019; Registration Certificate validity is unlimited

Rajf2354
042/2020/GMP
Kyeym Xenrxxep It JITa, Ingia

CI1-289 (A), PIIKO Tugacrpian apea, Yonauxi, Bxisani, Hicr. Ansap (Pagaacran), Inais

Kusum Healthcare Pvt Ltd, India

SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India

Cepisi: Ne 2004326 Poaumip cepii:70000yn. [Jara Bur.:07/2021 Hiticanit no: 06/2024
Batch: Batch Size: D/M: Expiry date:
Ne TToxasHuKN AKOCTI Bumorn Metoan KOHTpOIO
Tests Requirements Methods of analysis
1 | Onuc Tabnerku kancymonofiGroi ¢opmu, Bxputi 000JIOHKOW0, | Bimnoigae
POXEBOTO KONbOPY 3 THCHEHHAM «500» 3 onHOro GoKy.
Description Pink colored film coated capsule shaped tablet with “500” | Complies
engraved on one side.
2 | IrenTudikanis Yac yTpuMyBaHH OCHOBHOTO TiKy Ha Xpomatorpami | Bigmosimae.
docnidlicyeanozo Ta CMaNOapmHuozo po3yuHy, OTPIMAHHX B
YMOB2X KiIbKiCHOrO BU3HaueHHS Ma€ CIIBIIaaTH.
Identification The retention time of the major peak in the cliromatogram of | Complies
the Assay preparation corresponds to that in the
chromatogram of the Standard preparation, as obtained in
the Assay.
3 | Po3naganus He 6inpme 30 x8 13xB 42cex
Disintegration NMT 30 min 13min 42sec
4 | Onuopinuicts zoszoBanux oauinus | AV <L1, re L1=15,0 Bidnosinae
Uniformity of dosage unit AV < L1, where L1=15,0 Complies

5 | Po3uvHeHAs He Mene 80 % (Q) neBodmokcauuny 3a 45 x8 95.53% - 99.24%
Dissolution NLT 80 % (Q) Levofloxacin for 45 min 95.53% - 99.24%
6 | Cynposinni gomikn He 6is1me 0,5 % K0xHOT IOMIIIKE 0.033%
' He 6Ginsme 1,0 % cymu JoMiumok 0.109%
Related substances NMT 0.5 % each impurity. 0.033%
NMT 1.0 % total impurities 0.109%
7 | Kinbkicae BH3HadeHHA Ilpu eunycxy:
Bin 95 % mo 105 % nesodpokcauuHy B TabieTHi Big 99.10%
3asBJEHO] KUIBKOCT]
Ha mepmin npudamuocmi:
Bin 90 % no 110 % nesodnokcauHy B Tabnerui Big
3asBACHOT KiNbKOCTI
Assay At release:
95 % to 105 % Levofloxacin per tablet of Label Claim. 99.10%
At shelf life:
90 % to 110 % Levofloxacin per tablet of Label Claim.
Page 1 of 2
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Rusum ﬂ'ealz‘/zare Pot. Litd .

JlixapcbKruit 3aci6: TAﬁFEPOH® Tabaerky, sBKpuTi 00000HK0K0, N0 500 Mr, Mo 5 Tabaerok y Gaicrepi; no 1 6aicrepy y

KapTOHHi#H Kopobui

Medicinal product: TIGERON® film coated tablets 500 mg, 5 tablets in a blister; 1 blister is in a carton packagé

Cepis: Ne 2004326
Batch:

MikpoGionoriuna uncrora* 3araneHa KiIBKICTH aepoGHMX Mikpooprauismis (TAMC) we | <10 KYO/r
6impute 10° KYO/r
3aransHa KinpkicTh APDKIKOBHX Ta IuliceHeBUx rpubis | <10 KYO/r
(TYMC) we 6imsme 102 KYO/T.

Bincyrricts Escherichia coli B 1 r openapary. BincyTHi /v
Microbiological purity*

TAMC — NMT 10%cfu per 1 gm <10 CFU/g

TYMC — NMT 10?cfu per 1 gm <10 CFU/g

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

* Tect Mikpo6iooridHa YHCTOTA HE € PYTHHHUM KOHTPOEM., 3 IPOBOANTLCA 3 NEPioAMIHICTIO ABA pa3H HA Pik
* Test of microorganism purity is not routinely performed with control and two times a year

BUCHOBOK: Cepis Ne 2004326 Bianosinae BumMoram MK PIT Ne UA/9539/02/01
CONCLUSION: Batch Ne 2004326
£
‘ § '; TTole8|ronn

"volek & %,
AHAII3 —l JATA 39 ]08)20 2,
(ANALYSED BY) (DATE)

complies with the requirements of MQC RC Ne UA/9539/02/01

Komenrapi: Hemae
Comments: no

3anBa npo ceprudixauiio: «Jilichum s 3acBizgyio, WO HaBeaeHa Buie indopMauist € qocrosipHo i Tounow. g
cepis npoaykuil 6ysa BUroros/ieHa (BIJOYAIYH YNaKoBKY / MapKyBaHHsi) i npoBeaeHo KOHTPoJsL I sikocri Ha
BHINEIraJaHOMy HiAOPHEMCTBI B NMOBHIN BiMNOBiAHOCTI 3 BUMOramMu, 3a3HA4eHMMH B YHHHIil HacTanosi GMP,
saTBepikeniii MinicrepcrBom oxoponm 3a0poB's Yxpainw, i 3 BHMoOramMH pecerpaniiidoro Aocbe KpaiHu
npm3HavdedHs. TIpoTokos BUPOGHMUTBA, YNAKOBKH Ta aHali3ie Oynum nepernsuyTi i BcTanopneno Iix
BignosignicTs BaMoram 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 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 analysxs were reviewed and determmed for their compllance with the GMP
requirements».

KepirHuK TPYITH KOHTPOJIO AKOCTI
Quality control group manager

Im'a Ta npizBuLIe

(Name) A- Sohwo
Ilianuc

(Signature) &}/ﬂ
Jarta nignucaHHs

(Date of signature)
20[08]202

KepipHuk rpymy KOHTPOJHO SKOCTI
Quality control group manager

VroBHOBaxkeHa o0coba, 1m0 3uilicHioe
ceprudikanito cepil :
Qualified Person certifying the bateh-

IM's Ta Dpi3BHIE ;

ame)” [y,

Tligmuc QUALITY
(Signature) ASSURANCE
Hara nmnncam-m

Menemxep Bigniny 3abesnedeHns mcocri
Quality Assurance group manager
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