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. HEPXIIKCITYKBA
AEPKABHA CJIVIKEA 3 JIKAPCBKMX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI
Byil. Bepesuscisceka, 29, Kuis, (2098, Ten./dake: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dis.kyiv@dis. gov.ua,hilps://www.dls.gov.ua, Kox €JIPTIOV 37079055

BHUCHOBOK
Npo AKICTh BBE3CHOrO B Yxpainy aikapeskoro 3acoby
15.04.2021 Ne 19809/21/26
TAUIEPOH® .

(naivenynanna mikapcEkoro 3ac06y 3riaHo 3 peecTpamilinmm TOCBITCHHAM)
Tabaerkn, BkpaTi oGoyronkow, no 750 mr; no 5 Tabneror y Guicrepi; no 1 Gaicrepy y
KapToHHii Kopooui
(dbopma sunycky, nosyeans, wrg T2KyBAKHS NIKBPCEKOrO 3aC0Gy)

Homep peectpauiiinoro nocsizuenns UA/9539/02/02 CTpox uii peectpauiiinoro nocsimyenns HeobMexeuui

Cepis nikapcrkoro 3aco6y Ne 2003507 Kinbkicts »eesenoro mixaperxoro zacoSy 300
BapobHik KYCYM XENTXKEP [IBT JTH, Inpis .
(naliMetysanna supobHuxa TKAPCEKOTO 3aC0GY, KpaiHa NOXOMKeHHT)
Beeseno B Vipainy Togapucrso 3 o6Mexenoro BigmoBinaTEHICTIO "Cnenapm JITH",
inent. won: 20075891

(ualiMenyrarus T2 xog 3a COPIIOY HOPHINHOT 0CoOH 860 TIPi2BHIG, iM'8, N6 BaTrkosi
Diserwol ocobH - nianpremus, i micle TIPOAMBAHEA Td peccTpalitiHuii HoMep GG nikorol
KapTKH NMiaTHUKa Nogarxis aGo ¢epia Ta HOMep nacnopTa)

TpoToxoa Bisyansuoro kourpome iz 02.04.2021 N 103272,

JlaGopatopuuii aranis axocri NiKaPCBKOTO 3ac06y 3MiKcHerul:

AIT "Ueurpansra naboparopis 3 anamizy sxocri TIKAPCHKAX 3ac0BiB i Megmumol TIPORYKIii"
(M.KuiB, Byn Kynpsecska 10r)

(nHatiMenysanng Ta Micuesnaxomkenny naGopatopil, mo nposcna nebopaTopHal anans AKOCTH)

Bucrosok mono axocti aixapeskoro sacoly, sraauni nabopatopieio i 14.04.2021 Ne 0884

Pesynerata naGoparopuoro aHanisy sKocti nikapcekoro 3ac00Y 33 MepeBipeHHEMHM ToKAHHRAMY BigmoBizawTs
BHMOraM METOIIB KOHTPOIO SKOCT (amaniTimHo-HopMaTHEHOT JOKYMEHTAL).

3a pesymtatamu pmepxasHoro KOHTPOMO BCTAHOBNEHO, (O NiKapoekuit 3aci6 smeseHo B Vxpainy 3
AOTPHMAHHAM sumor 3axouo.uan=:1_ji;a oo 3abesneyeHns AKOCTL fikpe

0

bKHX 3ac06in,
g

Havamrux MHRom_g _XOJIQJ_IEHKO

(iniviany Ta npisume)

(nocanosa ocoba oprais




. JEPXUIKCITYKBA |
JEPXKABHA CJIYKFA 3 JIIKAPCHKHAX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m, KHCBI

By bepeansxkiscoka, 29, Kuis, 02098, Ten./dakc: (044) 550-23-55, Ten. (044) 550-20-55

E-mail: dls kyiv@dls.gov.ua, https:/fwww.dls.zov.ua, Kon €JIPIIOY 37079055 -

BHCHOBOK
PO AKICTH BBe3eHOro B YKpainy jgikapcskoro 3ac00y
29.042021 Ne 23520/21/2611
TAHTI'EPOH®

Talrerkn, BKpAT 0Go0uK0W, N0 750 Mr; MO 5 TabIeToK y Gaicrepi; o 1 §aicrepy y
_ KapTOHRIH xopoGui
(hopma BunycKy, N03yRAHHE, BHI MAKYBAHHA KIKAPCLKONO 32C66Y)

Homep peectpaitizoro noceiasenns UA/9539/02/02 crpox aii peecrpauiitnoro nocsizvenns HeobMmezenmi

Cepin nikapcsxoro sacoby Ne 2003507 KinexicTs naesenoro nixapeskoro sacoby 28300
BupobHuk _KYCYM XEJITXKEP IIBT JITH, Innis
(nalimentysarua supoGHHEa nikapcbkoro sacoby, KpATHA NOXOMEEHHA)
Beesero 8 Vxpaluy Topapucrso 3 0bmeskenolo sixnoBinaILHicTIO "Caendapm JITA",
inenr, xon: 20075891

* (naitmenynanns Ta kof sa CPTIOY mpmqﬁoi GCO0H 860 npia_smue, iM's, no Batekosi Gianunol
ocobr - ninnpHeMug, T Micue NpOXHBatiHS T4 peecTpauilinuii nomep oGnikosol KApTKH NIATHHKA
nofaTKiB 860 cepin T HOMEp Tiacnopra)

TpoTekon Bisyasnuoro xourpomo eix 29.04.2021 M 1345/1.

3a pesyneTaTaMH  JepKanHOro KOHTPONK)  BCTAHOBNEHO, LU0 Jikapcekmii 3aci6 BReseo B Vxpaiky 3
BOTPHMAHHAM suMor 3aKOHOAABCTRA 100 3abe3nedeHusn RkocTi ;11_5;‘ EK

Havannaex MgKQJ_Ig XOJIO,I{EHKO

(niznuc) (iMiniank Ta npissAuLE)

(nocanosa ocoﬁa I
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Kusum Healthcare Por . Ltd.

CEPTAPIKAT SIKOCTI
CERTIFICATE OF QUALITY

AR M FGA2112]
AataDate 04.03.2021

Jixspesxuii 3acis:  TAUTEPOH®
TIGERON®

TabaeTku, BRPuT oGoaorKoo, no 750 Mr, o 5 TabneTox y Gaferepi; mo 1 Guicrepy y
KAPTOHHIA Kopobui

filim coated tablets 750 mg, 5 tablets in a blister; I blister is in a carfon package
nesodokcanuny remiriapary llepepaxynanni Ha nesodaokeamn 750 mr
Levofloxacin hemihydrate equivalent to levofloxacii 750 g

Ne UA/9539/02/02 sin 26.04.2019, vepmix aif PeECTPANiiNOre nocsinyeHHs Heobmesennii
Ne UA/9539/02/02, from 26.04.2019; Registration Certificate validity is unlimited

Medicinal preduct:
Hitoua pegobuna;
Active ingredient:
Peecrpauifine nocsigyenns:
Registration Certificate:

Email : info@kusum.com,

Website : www.kusumhealthcare.com

Jlinensis na supobunuTes Ne: Raj/2354
Ceprugmrar GMP N 042/2020/GMP
Bupobaus: Kycym Xesrrxiep et Jiva, Taain
Agpeca BrpsfHuka; CT1-289 (A), PIIKO. Fupactpisa apea, Yonanei, Bxisapi, Micr, Annoap (Pagmacran), Ingis
Manunfactured by: Kusum Henltheare Pyt Ltd, India
Address of manufacturer: SP-289 (A), RTICO Industrial area, Chopanki, Bh iwadi, Dist. Alwar (Rajasthan), India
Cepin: Ne 2003507 Poamip tepii:30000 yn. lara Bur.:0172021 Hisicunit zo: 12/2023
Bafch: Batch Size: D/M: Bxpiry date:
Hotazarenu kauecrna Tpebopanus MeToaer kouTpons
Tests Requirements Methads of-analysis
Onucanue Tabperru Kaneynoobpasmoii-hopme, ROKPHITSIE 060J09K0 Cootsercrayer.
PO30BOTO LBETR C THCHEHHEM «750% Ba oxpol CTOpOHe,
Description ‘Pink colored film coated capsule shaped tablef with “750” Complies
| engraved on one side.
Hnentudukanng 'Bpaux YREPAKHBAHAS GCHOBHOTO IHKY Ha, ¥poMaTorpamMmax | CoeTseTciByer,
UCTETYeMO20 U entandapmio20 pacTsopos, HONMYYEHHEX B
YCAOBHAX RONUYECTBCHEOTO OMPEAETEAns, JOHKHO
| CoRMRATS.
Identification The retention time of the major peak in the chromatogram of Complies
the Assay preparation <corresponds to that in the
chromatogram of the Standard preparation, as obtained in
the Assay,
Pacnansemocrs He Gonee 30 mmy 09mun  09cek
Disintegration NMT 30 min 09min  {9sec
Onvdpognocts AosupoBanubix { AV <LI, e LI=15,0 Cootsercrayer
enmem
Uniformity of dosage unit AV < L1, where Li=15,0 Complies
PicTeopenne He menee 80 % (Q) nezoduioxcaupna sa 45 mau 96.12% - 96.62%
Dissolution NLT 80 % (Q) Levofloxacin for 45 rain 96.12% - 96.62%.
Conyrcreyomue npuMecH He Gonee 0,5 % xaxcioli npeamecy. 0.014%
’ ' He Gonee 1,0 % cymmut npuMecel 0.045%
Related substances NMT 0.5 % éach impurity. 0.014%
NMT 1.0 % tofal impurities 0.045%
Koswsectnennoe onpegencnne Tpu ésinycxe;
OT95 %06 105% nesodorcanitua B Tabaetke oT 99.41%
3ARBNEHHOTO KOTHIECTBA
Ha cpor 200n0emu;
OT90%m0 1160 % Neso{IoOKCANMAE B TaBeTke OT
3aABJIEHHOTO XOMHZecTRa
Assay At relegse: ’
95 % fo 105 % Levofloxacin per tablet of Label Claim, 95.41%
At shelf life:
90 % to 110 % Levofloxacin per tablet of Label Claim.
Page 1 of 2

Factory : SP 289 (A), RIICO Indl. Area, Chopariki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph ; +91-i4932@z;32/ 3134435
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Kusum Healthcare Pot. [t

Jlixapcs kit 3aci6: TAﬁFEPOH® Tabuerky, BxpaTi 06oaoHKoz0, TG 750 M, N0 S tadaerox y Gaicrepi; mo 1 6aicrepy vy
KapToBkii kopobui

Medicinal praduct: TIGERON® film coated tablets 750 mg, 5 tablets in a blister; 1 blister is in a carton package

Cepist: Mo 2003507

Batch;
MukpoSnogoraucckan Of6mee wHcno a3poBHEIX mukpooprafmsMos (TAMC) e | <10 KOEA
qucToTa® Gonee 10° KOEMr
Obmee uucio APORIKEBHIX U TUICCHERBIX rpudos (TYMC) | <10 KQE/r
He Gonee 102 KOE/r.
Otcyrerane Escherichia coliv | 1 Hpenapara. Oreyrernue /v
Microbiological purity* Total aerobic microbial count(TAMC) — NMT 10° cfu/g <10 CFU/g
Total yeast & mould count(TYMC) ~ NMT 102 cfivg <10 CFU/g
Escherichia coli: absent per gm Absent/g /g

* Tect MikpoSionoriuna guerora He ¢ PYTHRHIM KOHTPOEM, & NPOBOANTECH 3 EPioAWIHICTIO ABa pau Aa pik
¥ Test of microorganism purity is not routinely performed with coritrol and two times a year

BHCHOBOK: Cepin N 2003507 Binnosinae emsoram MKS PII Ne UA/9539/02/02
CONCLUSION: Batch Ne 2003507 complies with the requirements of MQC RC Ne UA/ 9539/02/02
AHAJI3 BUKOHAB -@w JATA _OY lo3 1232
(ANALYSED BY) O \1 ‘ 03 ] 2011 {DATE)

Komentapi: nemae . ‘ QQ‘

Comments: no b

3asra npo ceprrdixanio: «Hiticaum A 3acsizuyso, w0 Hasegena BHINe iHdopManist € xocTORIPHOO | ToUHOW, Ia

cepif Ipoay KLl Gya2. suroToBNena (BK/IOYaKTH ynakobky / mapikypanis) i nposeagro KouTposn I akocti na
BULICSTARANOMY Hianpuemcrsi B mosnill signosigwocii 3 BAMOraMu  GMP, BOTanoBreHnME  MitueRun
DEFYAATOPHAM OPrauoM, a TaKox sianosinno Ao creandikanil, mo micTiTber B peecTpaniiinomy gocke kpaiair
iMTtopTepa. Iporokony supoSunuTsa, YNaKoBKH Ta aHANiziB GYm neperasnyTi i BeTaNpRseHo ix sianoBixHicTy
BHMoran GMPy.

Certification statement: «On this I certify, that the above mentioned information is true and accurate, This product
batch was produced (including packaging / labeling) and conducted for its quality control at the above inentioned
manufacturer according to all relevant GMP requirements, established by Local Health Authiority; and according
to the specification, contained in the Tegistration dossier of the importing country. Récords of manufacturing,
packaging and analysis were reviewed and determined for their compliance wiih the GMP requirementsy,
“L]03 190 &

Kepistuk rpynu koutposso axacti Merekep iznify
Quality contro} group manager Quality Assuranck ¢

A ~Sohuo . Sk W
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Factory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadj, Distt. Alwar, Rajasthan (India), Ph : +91-1493-298232/33/34/35
Email : info@kusum.com, Website : www kusumhealthcare.com
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/(u.mmc lealthcare Wt . Ltd.

CERTIFICATE OF QUALITY

AR. N FG/0154/22
Hara/Date 11.02.2022

TabaeTku, sxpuTi 06os0uKoi0, no 750 mr, no 5 Tabaetok y Gaicrepi; no 1 Gaicrepy y
KapTonHiil kopobui

film coated tablets 750 mg, 5 tablets in a blister; 1 blister is in a carton package
JieBoQJIOKCAUNHY remMiriapat y nepepaxysaHHi Ha seBopaokcauns 750 mr
Levofloxacin hemihydrate equivalent to levofloxacin 750 mg

Ne UA/9539/02/02 sizx 26.04.2019, Tepmin aii peecTpauiitoro nocsiguenus neobmexenmii
Ne UA/9539/02/02, from 26.04.2019; Registration Certificate validity is unlimited

Jlikapeuknii 3aci6: TAUTEPOH®
Medicinal product: TIGERON®
Jitoua peqopuHa:

Active ingredient:

Peccrpauniiine nocsiguenns:
Registration Certificate:

Jlinensis Ha BapoGHUUTBO Ne: Raj/2354
Ceprupuxar GMP Ne: 042/2020/GMP
Bupotuux: Kycym Xearxkep st JIta, Ingia

Anpeca BupoGHnKa:
Manufactured by:
Address of manufacturer:

CI1-289 (A), PLIKO Iupacrpian apea, Yonanki, BxiBani, lict. Aagap (Pamkacran), Inais

Kusum Healthcare Pvt Litd, India

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

Cepin: Ne 2004970 Po3smip cepii:30000yn. Jara ur.:12/2021 Jiticruit a0: 11/2024
Batch: Batch Size: D/M: Expiry date:
Ne Ilokasnukn sKocTi Bumorn Metoaun koHTpoJIIO
Tests Requirements Methods of analysis
1 | Onuc Tabnerxu xancynonoziGuoi dopmu, Bkputi 06ononkol, | Bimnosinae
POXKEBOro KOJLOPY 3 THCHEHHAM «750%» 3 otHOro GOKY.
Description Pink colored film coated capsule shaped tablet with “750” Complies
engraved on one side.
2 | InenTudikanin Yac yrpuMyBaHHA OCHOBHOrO TiKy Ha Xxpomarorpami | Biznosinac
00CRiONCYBAH020 T4 CIMAHOAPMHO20 pO34uHy, OTPUMAHHX B
YMOBaxX KilbKiCHOTO BH3Ha4eHHS Ma€ CIiBMajaTH.
Identification The retention time of the major peak in the chromatogram of | Complies
the Assay preparation corresponds to that in the
chromatogram of the Standard preparation, as obtained in
the Assay.
3 | Poanapgauus He Ginswe 30 x8 12xB 27cex
Disintegration NMT 30 min 12min 27sec
4 | Oanopignicts pososanux opnwnus | AV <L1, ne L1=15,0 Bianosinae
Uniformity of dosage unit AV <L], where L1=15,0 Complies

5 | PosunHeunn He menwe 80 % (Q) nerodnokcauuny 3a 45 xB 97.51% - 104.81%
Dissolution NLT 80 % (Q) Levofloxacin for 45 min 97.51% - 104.81%
6 | Cynpogiani tomimxn He Ginsme 0,5 % K0XKHOT ZOMIlLIKH. 0.022%
He Ginswe 1,0 % cymu aomimox 0.073%
Related substances NMT 0.5 % each impurity. 0.022%
NMT 1.0 % total impurities 0.073%
7 | Kinnkicne Busnavenns [Ipu sunycky:
Bin 95 % no 105 % nesodnokcauuny B Tabnerui Big 100.21%
3agBlnieHol KinbKoCTi
Ha mepmin npudamnocmi:
Biz 90 % no 110 % nesodnoxcauuny B TaGnerid Bix
3asBeHol KiNbKOCTI
Assay At release:
95 % to 105 % Levofloxacin per tablet of Label Claim. 100.21%
At shelf life:
90 % to 110 % Levofloxacin per tablet of Label Claim.
Page 1 of 2

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




Kusum Healthcare Pot. Lid.

Jikapesknuit 3aci6: T ANTEPOH®  Tabaetkn, BkpuTi o6osonkoro, no 750 mr, no 5 rabaetok y Gaicrepi; no 1 6aicrepy y
KapToHxiil Kopobui
Medicinal product: TIGERON® film coated tablets 750 mg, S tablets in a blister; 1 blister is in a carton package

Cepis: Ne 2004970

Batch:

8 MikpoGionoriuyna uncrora* 3aranbHa Kinpkicts aepoOHux Mikpoopranizmis (TAMC) ve | <10 KYO/r
Ginswe 10° KYO/r
3aranbHa KinbKiCTh NPDKIKOBUX Ta miceneBux rpubiB | <10 KYO/r
(TYMC) ue Ginsme 102 KVO/r.
Bincyrsicth Escherichia coliB | r npenapary. Bincyrsi /r

Microbiclogical 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 mikpoGionoritya 4UCTOTa He € PYTHHHUM KOHTPOJIEM, @ IPOBOMTECS 3 NEPIOAHHMHICTIO 1BA pa3y Ha PIK .
* Test of microorganism purity is not routinely performed with control and two times a year

BHCHOBOK: Cepis Ne 2004970 Bianosinae Bumoram MKS PIT Ne UA/9539/02/02

CONCLUSION: Batch Ne 2004970 complies with the requirements of MQC RC Ne UA/9539/02/02

_ )
* ‘ 31'0'2.,]‘1—0‘27-
!
Mkﬁfgyew
ARATI3 BHKoHAB ! JATA_1V)°2) 205,

(ANALYSED BY) (DATE)
Komenrapi: Hemae
Comments: no

3asea npo ceptudikauito: «ificHnm st 3acBiadylo, o HaBeaeHa BUILe iHdopmauis € focTroBipHow i Tounoo. Ls
cepis npoaykuii 6yna BHroTopjaena (BKJII0O4AIOYH YIAKOBKY / MAPKYBaHHS) i MPOBeJeHO KOHTPOJS il AKOCTI Ha
BHIMIE3rafaHoMy nignpuemcrsi B nopwiit BianosinHocTi 3 BUMoramu, 3a3HauyeHHMH B MMHHINA HacTanosi GMP,
sarBep/okeHifi MinicTepcTBoM oxoponu 3a0poB's YkpaiHu, i 3 BHMOramMs peecTpaniiiHOro xoche KpaiHn
npusnaueHun. Ilporoxonn BHpoGHMUTBA, YNAKOBKH Ta aHanilie Oyanm neperssinyTi i BCTaHOBNEHO iX
BianosinHicTe BHUMOram 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 analysis were reviewed and determined for their compliance with the GMP
requirements».

Kepisnuk rpynu KOHTPOMO AKOCTI YnosHoBaxeHa ocoba, mo 3ailicHioe
Quality control group manager ceprudikaniro cepii
Qualified Person certifying{hg
IM's Ta npizBuine IM's Ta npizBuIne &
(Name) A-T-Dahe (Name)  C. |,
ITigmuc ignuc
(Signature) (Signature) CX@
Tata nignucanns 12§ 024 21 Hara ninnucanus

(Date of signature) (Date of signature)

KepiBHHK rpymu KOHTPOIIO SKOCTi Menemxkep Binginy 3abesneyenHs akocti
Quality control group manager Quality Assurance group manager
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Factory : SP 289 (A), RI1ICO Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph : +91-1493-298232/33/34/35
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