AEPKABHA CIYXBA 3 JJIKAPCBKHUX 3ACORIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KUEBI

syn. Bepesnskiscexa, 29, Kuia, 02098, ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua, Kon €PIIQY 37079055

BUCHOBOK
Mpo AKicTs BBe3eHOro B Y kpainy jikapcbkoro 3acoly
14.06.2023 Ne 30136/23/2611
HOBOKC®-750

(HalimeHysaHHa Rikapceioro 3acoby iave 3 pecoTpanifiHemM nocBiNMEHHREM )
Tabnerxn, BpuTi naiBkoBol0 oGomoHKo10, no 750 Mr; mo S Tabaerox y 6aicTepi; no 1
6aicTepy B kKapTonmili ynaxosui

{¢opma BHNYCKY. A03YBAHHA, BH/L NIKYRAHHA JiKAPChEOIO 1acaby)
Homep peectpauitinore noceinsenns UA/12673/01/02 crpok aif peccrpauiftsoro nocaiauents HeoBMeKeHHH
Cepis nixapcbkoro sacoby Mo ELV23002A1 KinukicTs Baeenoro nikapceroro zacoby 8096

BupobHuk Enepromxen Jaitg Cacnens Jlimiten, IHaia
(HBAMEHYBAHHA BUPOBHMKA NikapCEKOFY 3aco0y, KPaTiE LHONKIKECIIHA)

BeeseHo B YkpalHy Torapucreo 3 ofmexenoto sianopinannnictio "OPrAHOCIH
JITA", inenT. xoa: 24377666

{HakmMeHyaanna Ta koa 38 CAPINOY iapwanunod ocofin ado npissduw, iM's, no Sarseosi
thiznunoi ocolu - niznpuenus. T micue npoxyvpanHs Ta peccrpattiiluuit Homep obaigonol
KRPTKH MIATHHKA NOJATKIE a0 cepis 18 HOMEP nacnopTa)

TpoToxon sisyansuore xontpame sin 14.06.2023 M 1643/7.

3a pelynsTaTaMK  AEPHABHOrO KOHTPONIO BCTAHOBRIEHO, WO nikapchxhil 1acib msescno B ¥epalny 1

AOTPAMAHHSA OF 38KOHONABCTRA UiOR0 3ade3neeHHs AKOCTE Ni pcw 3acobis.
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Evertogen

Evertogen Life Sciences Limited

HOBOKC®-750, TabneTiw, exputi nfo, no 750 mr Ne5 cepin Ms ELVZ23002A1

CERTIFICATE OF ANALYSIS

CEPTH®DIKAT AHANIZY M aiGRzINOISE

Product narme / Hassa npogysyii [ NOVOX8-750 | HOBOKC®-750

Phamaceutical form / Nikapcsxa dopma; | film coated tablels / rabGnemn, anpun nnnmm oﬁcmmm

Strengthipotency ! Cuna gilakTHBHICTE: | 750 mg (wr}
Type and size of packaging / Bun i poamip ynamamﬁ tablats in blister, 1 blister in a cardboard pack / no 5 rabnerox y ﬁnic'rep?; no 1 GnicTepy ¥ kapToHHid kopobui |

1 film coated tablet contain: Levofloxacin hemihydrate is equivalent t Levafioxacin 750.00 mg

Active substances / flioui pevosuHu: 1 Tabinerxa, BrpuTa nfo MicTHTL: Nesothnokcaup remiriapat exsisanenTho nesodinarcaudy 750,00 mr

Manufacturar / Bupobhuk: [ Evertogen Life Sciences Limited / Eseprowes Nlaiidh Cacnens Nlimiten 1

Plot No: 5-8, 59, 5-13/P & 5-14/ TSIIC, Pharma SEZ, Green Indusirial Park, Polepally {V), Jadchera (M),
Address / . | Mahabubnagar, Telangana. IN — 508 301, India

ARPERR: | nor Ne Ec-8, Ec-5, Ec-13/Mi Ta Ec-1447i Ti Ec Aa AR Ci. ©apma Ec | 3er, 'pin Ingactpian MNapx, Nonenanni {Bd),
€avepna (Em), Maxabybrarap, Tenanraua, IH-509 301, lugin '

Registration certificate / PeecTpatj#iie noceigHeHus: [ UAN 267301102 Vabd upto / fwicee go:  Unbimited term f neoGmexetni |

License No. / Miueiain Ne: | ZIMNITSI2014FIG - !

BachMo/CepiaNe: | ELV23002A1 Bath sze / Poamip cepi: 10000 packs/ ynax. 1
Date of manufactures / lata supoBHULTEA: { 0412023 Expiry date / Tepmin npuaaTHOCTI: MJEEI-Z's |
Test : Acceplable critoria {aibakch realize) = Result
_ HaRmaryBaHia NOs3sHME L KpHTepH MpWRHATHOCTI { W3 Bwmyck) Pesyhetat
.E Ligho ik A0 ik oo, bincnvezt, capsules shaped, fim coaled tablets with ek Ing on one side and |
o t plainon heoher, .
Description | Ome | Osamesi npoonyrl YENETIc, BRMTI MISOB0K) 05CAOHACK B CSETNC-POMEBAD 10 PONERGT) Comphes {Bianceiac)
o | MATEODY, 3TIHE0 PORNOMY 2 G0N0 Eowy | maaes i 3 swon Boky. o L '
Identification / lnenradpikagin |
N T The retention time of the main peak in the chromatogram obtained with the sample
i solution shaud comespond 1o the retention time of levofloxacin peak in the chromatogram
. " obtained with standart solution. ] . :
Bavoftocacin {Tiamognoncal ) I Yac y1prMyeaHHA OCHOBHOTO Niky Ha XpoMarorpammi BAnpo0yEaHOr0 poIMUHY Mac Complies. (Bianogiaae}
¢niananaTi 3 YacoM YTPHMYBSHHA Niky NebodNoKCALMHY HA XDOMATOrPAMMI POIMMHY :
i | nopssns _ .
Onide of von / Oweng 3aniza 1 Coloring of 2 solution into the red / JaGapenennn p:muuy ] uepaonuﬁ nomp Complies (Bianosigac)
Tianiur cituicie { THTEHY Al | mswa;:n::ﬂmnr , nge-md RGNk Complies {Bignosinae) |
Average weight/ Cepenes waca " 175 mg ) £50% [ encHon BN 113489 mg ()
Disintegration / Posnanatus ~ Notmore than 2 minutes / He Gippd Mnﬂu{l-lﬂ \‘da N 1247 min_{x.)
U'niformity of dosage units f . o/ - P HTIB -
Onpogi SRR G « According to the Pharmacop frignis BMJO A0 ewniix Bapmaronei o 438
Dissolution ! PomHHEHHA . Not less than 80 %(Q) in 30 mlrﬁt@ f e ﬁgﬂ 9N %
Relaled substances { CynposifHi AcmiLnes \\ \
Individual unidentified impurity ' . . \ ! ,\'
IngnBinyansHa #elgeHTwdikoBaHa AoMiLIE RN skl ﬁmmw : \«i gy o
_ £ . § o _
Total impuriies / Cyma nowiuck Not mose than 1.0% / He Ginswe 1.0 > 0N %
ﬁssay {at batch release] / lﬁnmme BHIHAMEHHA (H3 BINYCK NAPTIT)
- 7200 - 780.0 mg/tabl(96,0-104.0% of the declared quaniity) o mghtab
Levolaracin/ Nesooacza g 720.0 - 780.0 mrirabn. {96.0-104.0% sin 3anenenor xinkxocTi} 703 mr/rak.

Mlcromologrcal tesu‘ Mlxpuﬁlunanqua YHCTOTA

Tolal aerobic mmblal countf 3aranese Yweno aepobHHx MIKpODPRAHIEMIB

Not more than 10° CFU/g / He Ginswe 107 Ky(}lr
NOVOX®-750, film coated tablets 750 mg Ne § batch Ne ELVZ3002A1

Office : GV Chambers, 7-2-C8 & C8/2, I.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLCDB5349
Factory : Plot No: 5-8, 5-9, S-13/P & $-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (v}, Jadcheria (M}, Mahabubnagar, IN - 509 301. Telangana, India.



e Ever tog en Evertogen Life Sciences Limited

HOBOKCE-750, rabineTsn, BXpuri nfo, no 750 mr M5 cepin Mz ELY23002A1

! . Total yeast and moulds fungi count / 3aranske yucno ,qumeam i nmceuea_u; I'{.;iﬁIB o

: . Notmore than 102 CFUIg/ He Ginowe 102KYOIr <10 CFU# (KYOh)
Escherichia coli " Shoukd be abs;?pen g He.qonycu;e'r;c; HARBHICTL B 1 r npenapaty Absent / Bigcymsi -

CONCLUSION | BUCHOBOK

The lests are performed in accordance with MQC of the manufachurer Lhat approved by MoH of Ukraine.

In the opinion of e undessigned the sampie referted to above is of standard quality is defined in the MOC

| hereby cerkfy that tha above information is authentic and accurate, This batch of product has been manufactured, including packaging/iabeting and qualily control 2t the above-
mentionad site in full compliance with the GMP requirements of the local Regulatory Authority and with the specification available in regisiration dossier. The batch pricessing.
packaging and analysis records were reviswead - found o be in compliance with GMP,

BunpoBysarkn npesaaed sianoaiaHo a0 MKR eupobime, Wo sarseprmedi Haxaxom MO3 Ypaltm.

3riAHO BACHORKY HAKNIANKCAHANG, EVILIGBNAIAHAN APAION MBE CTAHIADTHI NDKS3HAKM AKOCTL. nepenBamert MKA.

Lum A 3aceigqyio, L0 HapegeHa sue ingopmauia ¢ AocToripHo Ta ToHHOK). Like cepilo npoaaywyi Gyno BupoBneHn [BRNKHMOHM PAXYBIHAMEDKYBaHF) T3 KOHTDONL i AROCT HA
BULIEIBIHEYEHER BUPOSHMYTA AinsHaeuj NpoBesiems ¥ NoRHEA BiqnoaiAHOCTI 3 BaMorat GMP. BCTAHDBNEHMNK MICLBEHM PErYSRTOPHUN opranou @& TaRom RiANDEIAHO AD cheuwdikay.

1140 MICTHTLER B pescTRaliimouy Socke, MNpoTouonM BvpoBiaa)TRA, NANYBAHHA T2 AHANIME By NePEITIHYT] - BCTAHORNEHD BignosigHicTs GMP

|r Person, authorizing the batch release ! Ocola, sinnosinannig 32 eunyck cepi
- A i

G. Srinivasa Rao Manager QA 24-04-2023
Nama { Npizawtge Position / Nacaga Sgnatura'l [érwec Date of signature / Bata nigfmcass

NOVOXB-734, film coated tablets 750 mg Ne § batch Ne ELV23002A1 2offa2

Office : GV Chambers, 7-2-C8 & C8/2, LE., Sanathnagar, Hyderabad - 500 018, Telangana, Indla. www.evertogen.com, CIN No. U24232TG2013PLCO8S349
Factory : Plot No: 5-8, 5-9, 5-13/P & 5-14/P TSIC, Pharma SEZ, Green Industrial Park, Polepally {V), Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, India,
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