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Evertogen Life Sciences Limited

NGHKOIO, NG 00 Wwr 1By ' | — Cepia BT FOUZS00AT

CERTIFICATE OF ANALYSIS |
CEPTUDIKAT AHARIY N 21CP23100024

Prodoct narhe / Hadea npoaywuis | ZOTEK®-300 | 3OTEK®-300

Phatmaceutical form / Mikapctia thopma: | fiim-coated tablets / TabrieTkiA, BXPWTI NNIBKOBOH DBONOHIDK

Strengthipotency / Cuna gitakraskics: | 300 mg {me)

Type and size of packaging / Bua i POSMID ynamam{ 10 tablets in biister; § blister in a cardboard pack / no 10 Tabnetok y Bnictepi; no 1 .ﬁnicre;a*} ¥ KAPTOHHIN nagy.

Active substances / fliso4i peuoskuy: | 4 fiim coated tqa_blet contain: dexibuprofen 300 mg / 1 Tabnetya BKpUTA nfo MicTUTL: AekciBynpodexy 300 mr

Mamdfacturer / Bupabuux: | Evertogen Life Sciences Limited { Ereprogwen Naitd Casncua Mimiten

Piot No: 8-8, §-9, S-13/P & 8-14/P TSHiC, Pharma SEZ, Green Industial Park, Polepally {V), Jadchera (M),
Address FAnpeca: Mahabubnagar, Tetangana, (N ~ 509 304, India | . ‘ o

beca: Hnov Ne E¢-8, Ec-8, Ec-13Mi1a Ec-14Mi Ti Ec AR As Ci, ®apma Ec | e, Mpit Inpacrpian Napk, Nonsnanni =1
_Sauepna (Em), Maxabybuarap, Tenanrana, 1H-500 301, IHain

Regisiration cerfificate / Pesctpadiine nocainuenHs: | UA/T1501/01/02 Valid upto / Qikcke go: | Uniimited form / neoBmexenmis
License No./ flisensia Nov | 19/MNIAPI2044/FIG
Batch Ne-/ Cepin Ne: . EDJ23001A1 Balch size / Poamip cepii: 250800 packs/ yoa,
Date of manufacture {Data supoBuuyrea; . 0472023 Expity date /Tepwis npugarHocs: 01/2025
| Test Acceptable critefia (at batch realize) Resull
HBIiMBHYBaHHA NoXa3KMKA Kpurepit npwiksriocti { Ha Bimycy) Pesynotat
| White, biconvex elongaled, scored on one side film-coated tablefs.
Oeseripfion { Onug Rosracti, neoonykhi rabneTky, BKPHTI nniskoBoi0 oGonoukow Binors kKONEOPY 3 Complies {Bianosinae}
* PHCKOK ANA noAiny Ha oAkl cmponi.__ | -

Identification / inenrrdhikayin

The retention time of the main peak of Dexibuprofen inchromatogram of the test -
‘solution, oblained in the test "Assay” shatild correspond to relention time of the
| i “peak Dexibuprofen in chromatogram of standard salution,

Dexibuprofen / BesciGynpoden Hag  yTpuMyBsauHs  OCHORHOIO niey pexciBynpodeny Ha  Xpomarorpami ‘Complies (Bianosigae)
BUNDOOYBRHOTO paudHy, OTpHMakol B xoai TECTY «KINbKICHE BUIHAYSHHRY,
NOBHKEH CRIBAANATA 3 YACOM: YTPUMAHKSA . OCHOBHOMG iy AexciGynpotbeny Ha
XPOMATOFpami CTAHAAPTHOTO POIMUHY.

| Average weight / Cepennn waca 5100mg+5% { 510.0Mr £ 5% 4963 mg{mr)
Disintegration / .PDSE'IG,EI,EHHH NMT 30 minutes / He Sinblue 20 xsunud 0296 min {xe.)

| Dissolution / Poaunkenns NLT 70 %{Q) in 45 minutes [ He menme 70 %(Q) npoTarom 45 sy 100 %
Unifosmity of dosage units Accaptance value (AV} less than ar equal v | 3.58
OfHOPIBRICTL AOI0RSHMUY OAWHKLD PipuiiMankae Yncno (AV) Menle afio Lopiakioe L1

Related substances / CynyThi gomilwsku
Ibuprofen methyl ester

MeTungsi edip ibynpodesy NMT _ﬂ.,S%. f He Binswe 0.5%
gﬂg’;ﬂ;‘fgﬁg“ NMT 0.2% / He Ginouwe 0.2 %
' Total imgusities / Cywia pomiwok NMT 1.0% / He Ginbwe 1.0 %
Residual quaniity of organic solvents / Sanuyxosi KINbKOCT OpraHiHAX POIYHHKMKIB:
Isopropyl alcohol / Jaonponinosui ChUDT NMT 5000 ppm { He Gintwe 5000 ppm
Dichloromethane / Luxnopmeran NMT 600 ppm / He inswe 500 ppm
Assay Al balch release ! Kinbxiche Bvanadenna Ha sunyex R
| Dexibuprofen / Nexcibynpoen 285.0 mg -315.0ing (95.0% -105.0 %) / 285.0 Mr ~ 315.0 Mr (95.0% ~105.0 %) 2937 g (r)

: ' Microbiaf test / MikpoBionoriuma unerota

ZOTEK®-300, film coated tablets 300 ing Ne 10 batch Ne EDJ23001A . 1 ofta 2

b i

Office : GV Chanbers, 7+2:C8 & ['8/7. LE.. S3nathnagar, Hyderabad - 500 018, Telangana, India, wwwavdriogan.com, CIN No. U24222TG2013P,C085349
Factory : Piot No: 5-8, 5.9, 5-13/P & 5.14/F TSI Paarma SEZ, Green industrial Park, Palapally (V), Jadcheria (4], Mahabutinagar, IN . 509 301, Telangans, India.
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Sciences Limited

T 30TERS. 3&5,135;55}#'5, 'uﬁp.liﬁ ANIEKOBOK0 TOONGHKOID, 0 350 Mr NeiD — ™ -

cepin Ne EDJ23001A1

The total aerobic microbial count (TAMC) / Saransie HACHO AUTTE3RTHAX 88 pOBHkX Mikpooprakiamis (TAMC)

Mot more than 103 CFU/g 7 Me Binwuse 109 KYO/r

<10 CFUfg (KYOR)

The tolal combined yeasts/mould count (TYMC] / 3aranbe Sdcno apbrakonmx Ta naicHABMX rpubis (TYMC)

Not more than 102 CFUlg / Me Binbiug 102 KYOSr

A0 CFUg (KYOH)

Escherichia coli Shouid be absentin 1g / He gonyckaeTsta HanBHiCTE B 1 ¢

Absent (BiacyTai)

CONCLUSION f BUCHOBOK

The lesis are performed in accordance with MOC of the mianufacturer that approved by MoH of Ukraine,
In the apinion of the undersigned the sample refefred to abova is of standard gualily is dehinad in the MQC.

packaging and analysis records were reviewed - {ound 1o be in compliance with GMP.

Bunpobysatitn nposeseni BlARGRIRHO A0 MK supobstaka, bip savaepaxaHi Hakasom MO Yepaim, |
SriZHO BUCHOBKY HYKUENIATMCEHOTG, BAULEXA3ANMA 3PA30K MBE CTAKABPTHI RORAINAM AKOCT, Nepefbatiani MKST,

W0 MICTUTHER B PEECTNAUIHHOMY LOCLE, [porokoni BupoBuisTaa, NakyBaHHA T3 aHanisi Bynu NEpernsnHyTi - BETAKGBACHD BiANdRIHICT: GMP.

| 1 hereby certify that the above information is authenbe and accurate, This batch of product has been manufactired, inciuding packagingflabeling and quality control at the - above-
mentioned site in full compliance with the GKP requiraments of the local Reguiatary Authority and with the specification avadable in registration dossier. The batch processing,

tum A gaceiguyio, WO HABEAEHA BULLE IHCOPMEUIR € BOCTORIDHOK TA TOYHOW. [{w cepilo npoayi Gyno anpcﬁnaﬂn-{ai{n'maié%'naﬁyhaﬂﬂﬂmamﬁai‘mﬂ}_'Té-mrzpur;h-“ﬁ RKOCT H3
BIWEIBIHAYEHIA BUDODRINYIA Alneri posessso ¥ TIOBHIA pignoBiAHOCT 3 sumoram GMP, BCTaKOBREHAMY MICUSEAM PEIYRRTODHIM ODraHoM, A TaKoX BIANOBIAHO 0 gheumebiau,

Person, authorizing the batch release / Ocobia, signosinansua 3a BUIYCK cepif

C. Srinivasa Rao | Manager QA Q._,

23/01/2023

Name / Nigiagiue Posilign / Mocana | Sign_"amm { Thamac Dalo of signajure / Dara mipnmcannn

ZOTEKS-300, i coated tabiets 300 mg e 10- baich S EOJZIOAL .

2olls2

Office : GV Chambers, 7-2-C8 & C8/2, I.E., Sanathnagar, Hyderabad - 500 018, Telangana, fndia. www.evéripgen.com, TN No. 424232TG2013P1C085348
Factory : Plot No: 5-8,$:9, 5-13/p & 5-14/P TSIC, Prarma SEZ, Green Industrial Park, Palepally {V), Jadcheria (M), Mahabubnagar, IN - 509 301. Tefangana, India,




