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Evertogen Life Sciences Limite:

OFOR, film coated tablets Ne 10

O@OP®, Tabnetky, sxpuTi nfo Ne 1

Product naime f Hasaa npoayrui
Pharmaceuvtical form / flika pceKa dapma’

Shrengthipotency ! Cvna giilaktueHicTs:

Active substances / [liioui peqosurn

Manufacturer / Bupobim

Address F Agpeca’

Registration certificate / Péscrpauinte noceiddeHHz;
License No 7 Niyenaia Ne
‘Balch Ne 7 Cepin Ne

Date of manutaciure{ flata_supobruyTea

Test
HAWMEHYBAHHA NOK3IHKKE

‘Description / Onuc

tdentification / |lgexTudixauis

Ofloxacin T Ochrokcatun

‘Omidazole/ Opigason

- Ryerage weight / Cei;}'e'n'nﬁ Maca:
Disirttegration { - Poanaganms
Dissolution {by HPLC) ! Poaumwenis (meTon BEPX)

Uniformity of dosage unils
OpHopiaHCTL S0A0BEH/R OMHALD

Related substances (by HPLC) f Cynytui nomiwkis (metoq BEPX)

Cfioxacin / Odbnokcauus:

area of any secondary peak Ofloxaci
KOKHO! HEIEHTUIKOBAHI AOMILLIKM ODNOKC Aty

total quantity of impurities
3araibHa KINLXICTL OMILDK

Ornidazole ¥ Opmigaion:

Type and size of packaging / Bua i poamip ynakosws: 10 tablels in biister 1 blister in 2 cardboard pack

batch N EGRZ300481

cepis Ne EOR23003B1

CERTIFICATE OF ANALYSIS ..
CEPTU®IKAT AHANIZy & 21CP23100543

CFOR® | OQ0OP®

film coated tablets / Tabnerkn, BKPKT NNIBKCRGIO 0BONDHKOID'

200 mg (mr) 1500 rr;g (Ml‘-}

oo Pt dm m— S = D S

no 10 Tabnetok y Gnictepi: no 1 GnicTepy B XapToHHii nawy

1 film coated tablet contain: Ofloxacin 200.0 mg Ornidazole 560.0 mg
1 786RETKS BKPHTA 11/0 MICTHTL. omhnoucaumty 2000 mr, opHigazony 500.0 Mr

Evertogen Life Sclences Limited / EeepToamen [lafid: Caexncnz Nimiteg B

Plot No: 5-8. 5-8. §-13/P & S-14/P YSIIC. Pharma SEZ, Green Industrial Park. Po!
“Mahabubnagar. Telangana: IN—~ 509 301 . India o
1ot Ne Ec-8 Ec-9 Ec-13/Mi ta Ec-14/TH Ti EcAp An Ci. Papma Ec [ 3e1. I'pin lipacpian Napx. Nonenanni (Bi)-

€puepna (EM). Maxabybrarap Tenaraa. [H-509 301, Iugia

pally M[Jad‘théﬁa tﬁij’...

UATT3201/01 | Valid upto / flikcre go:  Uniimited term / HeoBexenui
s T -
EOR23003B1 Batch sze / Poaip cepii: - 30000 packs/ynak.
0912023 Expiy date / Tepuin npmatHoct | 091026 o
" Acceptable crteria (atpatch renlize) T Resuit
F_{_pmepﬁ' APHEHRTHOCT] ( Ha BHNYCK) Pesynsrat

Crange colored -efongated biconvex. film coated tablels scored on one side
TaOneTin NOMAPAHYEBOMD KOMLODY. AORTACTON hOpMN. ABCONYKNI. 3 PWCKOM 3
GAHOTG BOKY . BYPITI NATBKOBOI OBOAOHKGIO.

_-— ..

‘Complies (Binnosinae)

obtained with the test solution have refention imes simitar to the peaks due to
Ofloxacin in the chromatograr obtained with the standard salution, o
Hac yTpaMysaHHR  OCHOBHOMO  niky ONOKCAYAHY HA  XpOMSTOTpaMi .
avnpcboeyeaHora posuMNy MAE BINNOBIAETI YACY YTPUMAHHS OGHOBHOMD niKky
H3 XPOMATOMPAMi CTAHAAPTHOTO pO3YAHY B YMOB3X NDOBEfeH:s TECTY
«KNbXICHE BUIHAUEHHR »

‘Complies (Bignorigas)

L UL S

— S

In the assay. the retention time of the major peaks in the ¢hromatogram
oblained with the test solution have retention times similar % the peaks due lo
-Ornidazole in the chromatogram oblained with the standard solution

Hac  yIpuMysaHHR  OCHOBHOTO  niky  opwigasony  Ha XpoMaTompami
'BWIPCBOBYBAHOID POIYMHY MAE BIANOBIAATH Yacy YTPHMaHHS OCHOBHGIO niky
‘HE XPOMATOrpaMl  CT3HRAPTHOMD DOJMMKY B YMOBSX NPOBBASHHA Tecry
A KINbKICHE BUIHAYERHAY

Complies {Bianiosisac)

762 0 mg (mr) 25% 637 mgw)
‘Nat more than 30 minutes / He Girviiuie 30 xBynmH - A2 mn.(x8)
Nolless than 70 % in 30 minutes  He merwe 70 % 35 30 XBunkd . T COT e Bignoeinae)

Acceplance value {AV) should be :?._'1‘5 |
Npwimancre smeno {AV) rosuHHo By 15

<f] 2%'

< 10%.

1offsd

Office : GV Chambers, 7-2-C8 & C8/2, I.E,, Sanathnagar,
Factory : Pict No: $-8,S-9, 5-13/P & $-14/P TSHC, Pharma 5EZ, Green Industrial Park, Polepally (V), Jadckerla (M), Mahabubnagar, IN - 509 301. Telangana, India.

Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLCOR5349

Poxan00EE 07 0y05; 4




Evertogen Life Sciences Limited

CDOPE, abnetku, BKpUTI nfo Ne 10

P o — T

lotat quantity of impixities / 3arantHa Kin-Te JOMILLIOK C <1.0%

‘Residual organic solvents (by gas chromatography) / Jannwxosi kinkKocTi OpralitHu po3YNHHUKIB (MeTof ra3oBot X pomatoipadil

[fsoprapyl alcohol /' Crwp faonpeninoamis et more than 5000 ppm / He Ginswe gitv 5000 ppm

Dichloromethane | JuxriopmeTtan

er e Dovmaded D E - JR NP -

Ndl more than 606 ppm / He ﬁim;iﬁe 4uM 600 ppm

. ‘Microbiotogicat test | MikpoBionoriyna uueToTa

The total ae.rc:.h-if:. micrabial count (TAMC} [ 3araneke wicno mn'ncagmhuux 3ePOOHIX MIKDGOPEAHIIMIB {E“A_F;iC)._" |

. Notmore than 10° CFU/g / He 6insiue yiui 103 Ky Ol

Tolal Yeast angd Muulds Cﬂunl (TYMC) / 33ranh;+e qucn;: .ﬂpimnﬁux T; nnicuén;xm I'pP!ﬁIE {TYMC} ) | _. _ﬁ |
T Nat more than TB?CFUIQ { He Binkwe vyum 1{}?K‘y‘0!r |

= ma e aAde e T T E cddee e etee——

Eschierichia ¢of Should be absentin1 g/ He AonycKaeTSCS HaRBHICTY B 1 T

Assay (by HPLC)/ KinieXiche BHanavenss (metos BEPX)

Olloxacinf Ocproscaum 19000 - 210.00 Mr/Ta6 (95% ~ 105%) 5ig, 3aRBNEHOT KinlokoCTi
N ' 475 00 - 525.00 mgftab (35% — 105%) of the declared quantty
Oinidazole / Oprigazon 475 00 — 525 00 /136 (95% — 105%) Big 289BNEHOI KnbrOCT!

= ey = - - R A e e e e e e -

CONCLUSION { BUCHOBCOK

, The iesis are performed in accordance with MQC of the manulacturer that approved by Mo of Ukraine
] n the opimion af the undersigned (he sample referred 1o above is of standard quality is defined in the MQC. .

N P L D

" 190.00 = 210.00 mghtab (95% — 105%) of e declared guantiy

cepia N2 EQR23003B1

<10 CFUL (KYOir)

<10 CFUl (KYOH]

Absent (Bincy )
_ mgfiab-
001 it
mgtiab
030 mrfrat

g

N
£
i

+ | hereby cerily that the above infarmation is authentic and accurale This bath of product has. been manufactured including packagingiabeling ‘and qualily control a1 the above:

- menticned sie 0 full comptiance with he GMP requirements of the local Reguiatory Authorily and with the specificalion avalable i regisiralion dassier

'.: packaging and analysis records were reviewed - found 1o be in comphiance wilh GMP

: f Brnpodysanna nposeaeH BANOBIAHO Ao MKS aupobauka. 1o 3ateepameni nakazom MOJ Ypain.
. 3N0HO BUCHOBKY MARNEOINACAHOFC, BAWEEKAIEHMA IPAIOK MEE CTAHAAPTHI NOKAIMMKKA AKOCTI RepadBavier MKS-

The batch: processmg

© Uwv 2'33CBaMyR L0 HaBEABHA Bule HOPMELLIA € JOCTOBIPHOW Ta Ta4H0I0 - Liio cepiio NpOAY«LT BYNO BUPODNEHE {BxnoHaioyum NERYBIHHRMADKYBAMHR) T3 KOHTHOAL 1 ARDET Ha -
- BYLEIaIHEHEHIA BUDOGHIUA AINGHKY NPOBEOEHO ¥ NOBHEA BIANOBIOHCCTI 3 gMaran GMP BCTaHOBNEHMMK MICLEBAM DETYNATODHIAM OFaHOM @ TAKOM BIGNOBIAHC A creyudirayl
. WO MCTIYBCA B PEECTPAYIMHOMY AOCE. FIPOTOKONK BHPODHIUTES NARyBSHHR 13 2HANI3IB yNu NepernARYT: - BCTIHOBNEHD BIANCAIQWCTL GMP

Persnﬁlaifhormmg the batch release.'UcdE&m;méiﬁf;défhan}ﬁamz;'a .BHﬂ?CH'éﬂpl‘l’

- G Snntvasa Rac ] | Manager QA | 4 o

Mame ' Dpinwe Position / Nocaga Siznskite ¢ Dhame

"OFOR film coated tablets Ne 10 bateh Ne EORZ3003E1

13-10-2023

Date of signaiurg / [ata nignicanka

20f32

Office : GV Chambers, 7-2-C8 & CR8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLCORS349

Factory : Plot No: 5-8, $-9, 5-13/P & 5-14/p TSHT, Pharma SEZ, Green Industrial Park, Polepally {V), ladcherla (M}, Mahabubnagar, IN - 509 301. Telangana, India.




