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Evertogen Life Sciences Limited

J0TEKS-400, TaGnetiw, BKpuTl nfo, no 400 mr Nag) ceplr Na EDE24004A1

CERTIFICATE OF ANALYSIS

CEPTUDIKAT AHANIZY Nz 210P24100343

Product name / Hasea rpogywyii: I ZOTEK®@-400 ! 3OTEX®-400

Pharmaceutical form / Mixapcta dopua: | film-coaled tablets / TaBneTwd, Bkpii nniskosato ofonoHkok

Type and siza of packaging / Bup, | posuip ynaxesm1 10 tablets In bister; 1 blister in a cardboard pack / no 10 vabnetox y Gnictepi; no 1 GnicTepy y KapTOHHIA NauL.

|
}
Strengthipotency / Cuna aifarmvskicTs: | 400 mg {mr} T ]
I
|

Aclive substances / fitoui pevosys; | 11ilm coated tablet contain: dexibuprafen 406mg / 1 abnewta Brpiva /o MiCTHTL: nexciynpadheny 400 mr

Manufacturer / BupoSin, LEvertogen Lifa Sclences Limited f Eseproasen Naiith CacHoua Jlimiteg

Flat No: 8-8, §-9, 8-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrisl Park, Pelepally (V), Jadcherla (M),
Address / Apeca: Mahabubnagar, Telangana, IN - 509 301, India )

" | Nnar Ne Ec-8, Ec-9, Ec-13/Ml 1a Ec-144T; Ti Ec A AR CI, dapma Ec | 3er, I'pi Ikgactplan [aps, Menenann (Bi),
€auepna (Em), MaxabyGHarap, Teranrae, H-500 301, Igia

Registration certificale / Pesctparjfitie nocaigueHHs; | UNT1501/81/03 j Valid upto f flificre zo: [ Unlimited term / necmaneimii I
Licanse No. /Tiyewain No: | 1SINIAPIZO1AIFIG J
BashfefCepiaz: | EDEZ0DM | Balch siza / Poatip cepfi: | 60000 packs!ynar. |
Date of manufaclure / flava brpoSwrea: L 06/2024 I Expiry date / Tepmin npugathoeri: I_ 0612025 _I
Test Acceplable criterfa (&t batch reafize) Resuit
HastMenypaKHA nokaarika Kpuvepit npuiiiaT+ocT { Ha sumyce) Pesynsrar
White, bicorvex, elongaled, scored on one side filat costed tahlets.
Description { Onie Hosracri, geoonyknl Tabnenss, skpir nniskosom oBonoHkal Gimoro Comglies (Bipnacigac)
KORBODY 3 BHCKOI0 ARN ROAINY Ha ogKiA cTopal,
Identification / geHmHdiikauln
The retention fime of the maln peak of Dexibuprofen in chromategram of
the test solulion, chizined in the lest "Assay” should comespond fo
retention lime of the peak Dexibuprolen i chromalogram of standard
. . solulion. P
Dexibuprofen / flencibympocben Yac yTuMyBaKHA OCHOBHORG niky Aercibynpadieny Ha xpoMarorpami Caomplis (Bignosizac)
BUIPOTYAZHOIG  POSMiHY, OTpwMamai 3 xoAl Tecty  «Kinbkicie
BHARAHBHHAD, TIOBHHEH CRIENGAGTH 3 YACOM YTRAMANHS OCHOBHOM Rlky
Aexcifiynpodheny 1a xpamarorpamt craHaapTHore posUKy.
Average weight ! Cepeann taca 760.0mg (re) 5% 2 mgiwn
Disintegration / Paanagasia NMT 30 minutes f He Ginswe 30 xsumm 47 min.(x8,)
Dissolution / PosquHesms NLT 70 %{C} in 45 minules / He merwe 70 %(Q) AROTATON 45 XBNRKH 102%
Uniformily ef dosage unils / OaHeplasicts Ao308aHkx Acceptance value (AV} less than or equal L1 5.95
OARHKLD MNpeiranre sueno (AY) Memye ado Aoplexre L1 ’
Relaled substances / CynyThi gomiwmm
Ibuprafen methyl ester / Memarosuf edip iGynpodhery NMT 0.5% / He Binbuwe 0.5% 0.03 %
Other indvidual Impurity / Inwa oxpema gomilka NMT 0.2 %/ He 6lnswue 0.2 % 0.01%
Total impurities / Cyma gomiuox NMT 1.0 %/ He Glnbwe 1.0 % 0.05%
Residual quantity of erganic selvents / 3anuuiost simskocTi OPraHMHHX POFUUHHMKIB:
Isopropyl alcahel f Iscaponinaswit cnupr NMT 5000 ppm { He Ginstue 5000 pam 384 ppm
Dichlcramethane 7 Auxnopmeran NMT 600 ppm / He Ginslwe 600 ppm 3 ppm
Assay f RinbkicHe BrsHAMEHHA !
Daxihuprofen / flevcibynpodien | 380.0 mg (w1} 420.0 mg {ur) (95.0%-105.0 %) 3870 mg ) |
ZOTEK®-400, fifm coated tablels 400 mg ke 10 batch i EDE24004A1 folfz2

Office : GV Chambers, 7-2-C8 & C8/2, LE., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No, U24233TG2013PLCN85349
Factory : Plot No: 5-8, 5-9, 5-13/P & $-14/P TSIiC, Pharma 3EZ, Green Industrial Park, Polepally (), Jadcherla (M}, Mahabubnagar, IN - 509 301, Telangana, India.
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Evertogen Life Sciences Limited

S0TEK®-400, Tatnetky, expur nfo, no 400 mrNe1d cepla N2 EDE24004A1
Microblal test / MikpoGionoriuya uncTota W
The tota] aercbic microbial count {TAMC) f 3aransHg YMcao MUTYEIZATHIK 4epobHux mipocpratiania (TAMC)

] Mot more than 10? CFUIg f He Ginwe 10° KYO# | _fT 0 CFUrg (KvOom .
The lotel combined yeasts/mould count {TYMC) / 3aranshe wucno spikaxoex Ta icHAzmx rubia (TYMC)
Hat more than 102 GFUfg / He Blrswre 102 KYO/r <10 CFU/g (KYOk)
Escherichia coll Should be absentin 1 g / He aonycxaemen Hamenics g 1 T ripenapary Absent (Bigcymi)
CORCLUSION / BUCHOBOX

The tesls are perfarmed in accordance wilh MOC of he manufaclurer that zpproved by MoH of Ukraine,

In the opinian of the undersigned the sample refermed to atiove is of slandard qualdly Is defired [n tha MOC.

| herehy earlify thal the above information is authentic and accurate, This balch of produet has bean manulaciured, including packegingfiabeling and qually conlrol al tha above-
mentioned sila in &l campliance wil the GMP requirements of the local Regulatory Autharily and wilh tha specificallon avallzhle in regislration dossler, The balch processing,
packaging arid analysfs records were reviewed - found to be n complance wilh GMP,

BrnpoGysanna nposeper sinnosiano 4o MKA BMpoBHKa, WP 3aTeaprkent waxazom MO3 Yipaiim,

3ripH0 BHCHOBKY KyER2RIANUCEHAND, BHLUBBKASAHILE IPA30K M3C CTAHAADTHI NOKAIHIKM AKOCH, napenbaden MKA,

Liw 1 3zcalguyio, wo irasegena suwe Iucpopmantin & gocToslpHol Ta TouHalo, U cepliae npotyxyT Gyno aupoGneto (BrmicraoNM N3KyBANHAMAPKYREHHA) Ta KOHTRORK IT AROCT] Ha
BULYeIAzHaURHI BPOGINIA Alnkiow) npoBeero ¥ noBHiA eignoslpocT] 3 estuoram GMP, BcTanommeH MICUBEMY PERYNIATOPHIM ODFAHOM, 8 TEXOX slanosinHo o cneuvhixani,
Lo MICTHTECR B peesTpaUliHOMY Aocke. NpotoKonu BAPOBHILTED, RAKYREHIHA T8 aHanials Gynu nepernAKyTi - BeTaHoENeHo Elanoelyicrs GMP.

Person, authorizing the baich release / OcoBa, Blgnoslanuha 3a BURYCK capil

G. Srinivasa Rao Manager QA o _ 20-06-2024

Monie f Tiphaneg ' Position / Nocaga Sigralurd [ Alanisg Date of sipnalure { flava mignikceea

ZOTEKE-400, film coated tablats 400 mg hie 0 batch Ne EDE24004A1 20fh2

Office : GV Chambers, 7-2-C8 & C8/2, L.E., Sanathnagar, Hyderabad - 500 0138, Telangana, India. www.evertogen.com, CIN No. U24233TG2013PLC085345
Factory : Plot No: 5-8, 5-9, 5-13/P & 5-14/P TSHC, Pharma SEZ, Green Industrial Park, Polepally (v}, Jadcherla (M), Mahabubnagar, IN - 509 301, Telangana, India.




