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cvertogen

Evertogen Life Sciences Limites

Q®OPR, Tabnerxy, akpuTl nfo Ne 10 cepia Ne EQR24001B1
CERTIFICATE OF ANALYSIS
CEPTUOKAT AHangy 1@ 210P24100444
Product name f Haasa nposywur: I OFOR® |/ O00P® i
Pharmaceutical form / Nixapcuka thopma: l film coated tablets / tabnemn, sxpuri nniBKOB;;JH(EOHOHKO!O )
Strenglhipotency f Cuna giffaKmanieTs: { 260 mg {mr) /500 mg (mr)
. foomin oo ¢ 10 tablels in Diister, 1 biister in a cardboard pack -
Type and size of packaging / Bia f pozwip yna}'c'mmina 10 Talngraxy Gnicrepi; no 1 @nicrepy B kaproHIEh Aaqui
g . . | 1film coated tablet contain: Ofiexacin 200,0 mg, Omidazole 500,0 g
Actise substances / fioul pexoaitat 1 7abnetka nepura nfo Micwne: odnokcaymiey 200,0 tr, opuigaseny 00,0 &r .
Manufacturer / BupoGmue: [ Evertogen Life Sciences Limited / Ereprogmen Aaiich Caencuz flimiten )

Plot No: $-8, 58, 8-13/P & 5-14/P TSIIC, Pharma SEZ, Green tndustrial Park, Polepally (v), Jadcherla (), 4
Address | Anpeca: iMehabtbnagar, Telangana, IN - 509 301, India |
PESR: | Mo bie Ec-8, Ec-9, Ec-13iMi va Ec-14/I Ti Ec Afl At Ci, Papya e [ 3av, Tpiy fwaactpian Napw, Nenenannl (Bf),
Enepna (En), MexabyGnarap, Tenawraia, 1H-509 301, lugin e "

Regis'ration certificale / Peecipawiite nocsinuexHn: [@ﬁémw | Valid upto f (fficke go: ! Unlimited tennifiﬁéaﬁr.rae:-ﬂéﬁ;aﬁ !
License No. / fiyewsin Ne: | 7IMNITSIZO141FIG T
Batch Ne / Cepis Na: L EOR2400181 Batch size / Paanip cepil. '——30 (00 packs/ ynak. -

o T T -
Dale of manufactura / fara supobrisrea: I_ 0712024 % Explry dale / Topuid npumamocy: | 0712027

N Test Acceptable eriteriz (at batch realize) i Result

| o HaiikeHyBaHKA nokaaHika Kpurepil npuiHaTHOCT] ( Ha BumycH) Peaynprar

Description / Onuc

Orenge colored, elongaled blconvex, fim coated tablels scored on one side.
Tabnerk nomapaieroro konbopy, KoBracTal iopra, ROOCNYKNI, 3 PUCKOH 3
0Aroro Boky, BXpUT NNiskoear OGONDHKCHD.

t

Complies (Bignosinag)

= -
Identification / fnentudixayin

Oftaxacin f Gcpnoxcauuu

oblained with tha fest solution have retention times simitar o the peaks due lo
Ofloxactn in the chromatogram eblained with the standard solution.

BANPOGOBYEAHOID POIMAKY MaE BINOBIZATA YACY YTPMIMEHHT DCHOZHORG niky
Ha xpoma'mrpar.ﬂ CTAHAGDTHATO POIYAHY B YMOBax NPOBEJEHHA TECTY
«KinbRicHe BIHAYEHHRN

In the assay, the Fetenliun time of the major peaks in the chromatogram |

Yac  yTPMMYDAHHE  OCHOSHOMD  niky opApKCAUMHY Ha  xpomarorpand

Complies (Bianosigae}

Omidazole / Oprigazon

tn the assay, the retention Gme of the major peaks in the chromatogram
oblained with the test solutien have retention times similar to the peaks due fo
Crmidazale in the chromatagram obtained wilh the standard solution,

Yac yTpiMyBSHHA  OcHOBNOrO  niky OpHigazony Ha  Xpomatomanm
BHNPOSOBYSAHOTO POIHHKY MAG BIANDSIRATH YACY YIPHMAHHE CCHOBHOIO niky
Ha XpOMaTOpaMi CTEWIAPTHOND POJMMHY B YMOBAX NPOUBARHHA Tecry
«HinbKCHE BU3HAYEHHAD

Complies {Bignoeigas)

Average weight | Cepenwst maca -

762.0 mg (Mr} £5%

Disintegration / Poananania

Netmore than 30 minules / He Ginswa 30 xamnun

035 rrg(r.-r) T

06 min.(xa ) 28 sec (cen) |

Dissolution {by HPLC) / Paauunersa (Meton BEFX)

tot less than 70 %in 30 minutes / He mexura 70 % aa 30 xounim

T re——y,
Cemplies (Bignoelgac)

Uniformity of dosage unils ) ‘!-\ccep:ance value (AV} should e <15 ) .
OropinicTs SOR0HEH K G L fpsiransye weno (AV) roswrqo Gym s15 Complis (Bigaosinac) !
Relaled substances (by HPLC}H Cynyml gorimk {maron BEPX) i
Ofioxacin f OpngcaipH: i
area of any secondary peak Ofloxacin 5 ' o o o
y xomai:nemamuqaimaam Iomlitsm ochnokcayMiy <0.2% 0.01% {
lotet quantity of impurities o o i
, SAMSHA MTBKICT AGHVLIOR <i0% 0.01% :
OFOR, ifim coated lablels Ne 46~ ™ Balch K2 EOR2400151 h e - foila2

Office : GV Chambers, 7-2-CB & C8/2, L.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24233T¢2012PLCO85340
Factory : Plot No: $-8, 5-9, §-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepaliy {V), Jadcherla {M), Mahabubnagar, IN - 509 301. Telangana, India.
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cvertogen

Evertogen Life Sciences Limited

0D0OPY, Tabretru, skpwil nfo Ne 10 cepin Ne EOR24001B1
Omidazole / Gprinason: L
2-memyl—5-niﬂoimidazul F2-memn-5-Hitpoiminaaon <02% ; o 003%
fotat quanm;' of impurities f 3aransHa KN-Tb AorilnoK <10% 3 0.07%
‘_F'ie;&ual organic solvenls (by gas chromatography) ! 3annwxosi kinsxocTi Opraklykik poauitkHUKIE (MeTon raauaoT_xpwanmaqbfn ) ‘
l;c;pr;_;yl aleohol .f' Cr;np_r_ianﬁpml};l;nuﬁ Not more than 5000 ppnﬂ HE&%M&SOGOM_ - . 7 m_i_— . ' _25 ppm ;
D'chlo;uaé'a-r}el Ouxnophetan !' Notmare than 600 pprm / He Ginblue vt 600 ppm o 3ppm :

Microblological test ! MikpoBlonoriyxa viterora

The tolal aerobic microbial count (T ﬁ;MC) / Baranbhe Meno AMTTESNATHHK aepoBin Mixpoopranizia (T, AMC) :

—— i
|

[ [ Notmore than 10 CFUfg / He Giaiwe e 10° KYOIT T o CFUIg (YO ]
]r Total Yeast and toulds Count (TYMC) / 3aranbiie wicno ADIxIKOaNX T8 naicHenux rpidia (TYMC) !
i - ; T
! | ot more than 102 CFUfg / He Binslue wim 102 KYOir, ! <100 CFUfg {KyOir) !
5— I2seherichia coli f Should be absentin 1 g/ He ronycraciben Horaticto 8 1 1 f Absent {BincyTHi}
. Assay {by HPLC) I KinbkicHe BaHayeqsn {ueton BEPX)

. 190.00-210.00 mg/tab (95%-105%) of the declzred quantity ' mgflab.
i 190.00-210.00 nrfra (95%-105%) sip sassnerof sinskoc ! .

; : 475,00-525.00 mgftab (95%-105%) of the declared quantily | mgftab.

Omidazale / OpHigason 475.00-525.00 trf1a6 (95%-105%) sin aananienst Kinssocts ! S127 kot

CONCLUSION { BRCHOBOK

The lesls are pesformed in accordance with MOC of the manufzclurer thal appravad by MoH of Ukraine.

In (he epinion of the undersigned the sample refered o above is of standard qualiy is defined in the MQC.

I hereby cenlify (hal the above information is aullienti and zccurale, This balch of product hes besn manufaclured, inciuding pacxegingfabeling and quality cantrol at the above-
menticned site In {ul compliance with the GMP requirements of the local Regulatory Aulhoity and with the specificaticn available in registration dassier. Produclon, packaging ana
analysis prologols ware reviewed and GMP compliance was confirmed.

Burpobyaanns nposeneri sinoeiane Ao MKS BpoSHiks, o saiappxan] Hakason MO3 Yrpainu,

JriAHD BHIHOBKY HIGNENTANICAROO, BHUIEERATZHIR IPAIOK MEE CTIHASPTHI [OKAIHKEN AXOCH, REpanGavet MKF,

Uit A 3aceinnyio, w0 HanesewHa estue HPOptELIR € ACCTOAIPHOID T TOHHOK), Ut capiv npopyRuil Byna BMpoDneHD {skmoadiouw ABKYBARMRMAPKYEAHHA} T2 KOKTPONG i RKOCTT Ha
bieaaslavenid anpobielit ANkl APCSEREHD Y OB BIANDBIAHOCTI 3 BUMAraM GMP, BCTaHOBNEHMIL LICUSEHY PRIYNATOPHMM OraHON, 3 Ta40% oignaglaHo Ao crgLpdiirag.
L0 WCTHTEER B PEECTPALTIHOMY f0CsE, MpoToroni eupoliyTas, Nasysaa 13 aHanise Bynu RepesRaHyTT - BCTBHOBNEHD RinnosizsicTe GMP

Person, authorizing the batch release | Ocoba, slpnoalpanbha 2a BurTy?:fcépﬁ

¥

G. Srir;fv,s;sa Rao T , Manager QA I ] QA__, : _I I 01-08-2()‘2;17 )

Name /Tpheiwe Posilien £ Nocaga Sianalure § figoee Date of gignalure 7 Alzra nlgncanna

OFOR, fllm coated tablels Ne 10 batch Ne EOR24001R1 2cffa2

Office : GV Chambers, 7-2-C8 & C8/2, LE., Sanathnagar, Hyderabad - 500 018, Telangana, india. wuraevertogen.com, CIN No. U24233TG2013PLCORS349
Factory ! Plot No: 5-8, S-8, 5-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {V), Jadcherla {M), Mahabubnagar, IN - 508 301. Telangana, India.




AEPIKABHA CJIIVIKBA 3 JIKAPCHKUX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

npoe. Hapgii Caitauuno, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Ko €/IPTIOY 37079055

BUCHOBOK
Npo SIKICTE BBE3eHOro B YKpainy JirkapesKoro 3acoby

04.10.2024 Ne 51997/24/26

OPOP®
{naitvenypanng nikapcLroro 3acoBy 3riauo 3 peecrpauiiinmm NOCRIuCHNAM)
TA0NCTKH, BRPHTI IIBKOBOI0 06000HK0I, 110 10 TAGIeTOKR Yy Gaxicrepi; o 1 Guicrepy B
KapTonmii mauvi
(thopma Bunycky, nosysmins, U nakysai s AikapCcLEoro 3acoBy)

Homep peectpauitinoro noceimuenns UA/7732/01/01 CTpoK Aif peecTpauifinoro nocsinyenns HEOOMeXKeH Ui
Cepis nixapcrroro saco6y Me EOR24001B1 KinwxicTs BBesenoro nixapeskoro sacoSy 330

BupoGnuk Esepromxen Jaith Caencus Jlimiten, Inpin
(nafinerysanns BipoGumka nikapenxoro 3acoQy, kpaiua NOXOKEHR)

Boeseno B Vipaiuy ToBapucrno 3 o6mexenoxo sinnosinansHicTIO "OPTAHOCIH JTH",
iment. wop: 24377666
{nafimenyBanns Ta won 3a €APTIOY 1opuaytHol ocobu aBo npisene, is's, no Sarnkoni (hiznunot

ocodH - mignphenns, i sicue NRoHHBAHHN T pecerpauiinmii Homep oBNikosol KapTKE NAATHHKA
nosarkic aGo cepis Ta 1oMep nacnopTa)

lipororon nisyannuore wonrposmo sin 06.09.2024 Xo 2941/12,

JlaGoparopnuit ananis skoeri nikapcskoro 3aco0y 3ailicnennii:

JlaGopartopia 3 kouTpomo sKOCTI MiKapeEKIX 2ac06iE TOR "HOBPOBY T-JIIKUJIAB" (m. Kuiz,
nyn. Hosropon-Cisepebia, 6yn.3, HesxuTnosi npuMimenss 92)
(maiisenyBang Ta Micuesnaomseng nadoparopii, wo npovena AaBoparopunit ananiz akocri)

Bucuonok wono akocti nikapeskoro 3acoBy, Bunanuil naboparopiero ein 03.10.2024 No 1420-24

Pesyniraru naGoparoproro ananisy akocri RiKxapesKoro 3acoby 3a MepeBipeHHME NOKAZHHKAMK BignosiparoTe
BIIMOIAM METOMIB KOHTPOMO AKOCT (auaniTuuno-HopraTHBHOT ZOKYMeHTaLiT).

38 pesyAbTATAMM  JEIPKABHOTO KOHTpONIO  BCTAHOBNCHO, MG Aikapobkuil  3aciB  Beezeno & Yipainy 3
AOTPHMAHHSIM BHMOT 3aKOHONABETBA IOXC 3a6e3neyens AKocTi mxapehKix 3acobis,

Havyansuuk AR o Mukoma XOJIOAEHKO
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AEPIKABHA CIIYXBA 3 JIIKAPCHKIX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y M, KHEBI

npos. Hagii Ceitiaunol, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox ELOPTIOY 37079055

BUCHOBOK
PO siKicTh BBe3eHoro o Ykpainy sikapebkoro 3acofy
04.11.2024 Ne 538055/24/2611
oOPOr®

{nakisenynains nikapcsxoro 3acoBy 3riano 3 pecerpauiitnum noCRIAYCH )
TabJieTku, BRpUTI NIIBICOBOID oGosonxoro, o 10 Tabacror Y baicrepi; no 1 Gaictepy B
RapToHHIi navui

(thopma sunycry, nosysacis, ooy NAKYBRRNA NiKAPCBXOTO 3acoGy)
Honmep peectpauitinoro nocsinuenns UA/7732/01/01 CTPOK Al peccTpauiiinoro nocsiguenns HEOBMEKEHUE
Cepis nikapcukoro sacoby Ne EQR24001B1 Kinukicrs saesciioro nikapeskoro sacody 26400

BupoGiuk Esepromxeir Jaitd Caencus Jlimiten, Innia

(Haiisciypanns srpoBnnka nikapcbkoro 3acoby, Kpaiia noxomxenna)

Boeseiio 8 Vipaiiy Tosapicrso 3 o6meskenros sinmosinanniicrio "OPTAHOCIH
JITI", inewr. won: 24377666

{naiisenysnnus Ta kox 3a CAPIIOY 1opuARuIGT ecolu aGo Npimnue, iM'. 1o BaTokon
{hizinol ocody - nianpucsus, 17 Micue NPOMHBANHS TA peecTpauifui nosmep obnixonoi
KAPTiCH nAaTIMIA noaaTkin afio cepit Ta nomep nacnopra)

TIporoicon sisyansuore kowrponio sin 04.11.2024 Ne 3787/7.

3a  peaynpraTamu BEPNaBIOro  KOHTPONIG BCTAHOBNEHO, MO Aikapceknii 3aci6 pmeaeho o Vipatny 3
OOTPHMAHHSM sumor 3axoHomaneTRa Wono 3abesneuenns AxocTi Nikapchkux 3aco6is.
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