Evertogen Life Sciences Limited

30TEK®-409, Tabnersn, sxputi wiiskeson cbononkom, no 400 sir No10

cepin X EDE2G005A1

CERTIFICATE OF ANALYSIS

CEPTHDRIKAT AHAJII3Y
Certificate No./ Ceptudirar Ne: | 21CP20160272
Product name:; ZOTEK®-40D
Hassa napogykuii: 3O0TEK®-400

Pharmaceutical form:
Jikapewica diopma:

film-coated tablets
TaleTkH, BKpUTi MiiBkoposo 0G0ADHKDIO

Strength/potency:
Cuna git/fakrussicTs:

400 mg
400 Mr

Type and size of packaging:
Bun i posmip ynaxosmu:

10 tablets in blister; 1 blister in a cardboard pack
a0 10 Tabrerok v Oaictepi; mo | Gnictepy ¥ xaprotmii matmi.

Active substances: I filiz coated tablet contain: dexibuprofen 400 mg
Jisoui pesopunu: I TabneTka BKpuTa /0 MiCTATE: AckciGynpodeny 400 mr
Manufacturer: Evertogen Life Sciences Limited
Bupobunk: Esepromxen Jlafid Caencns Jlimiten
Piot No: 8-8, §-6, §-13/P & S-14/P TSHC, Pharma SEZ, Green [ndustrial Park, Polepally {V),
Address: Jadcherla (M), Mahabubnagar, Telangana, IN — 509 301, India
Anpeca: [Tror Ne Ec-8, Tc-9, Ec-13/M1i ta Ec-14/T1i Ti Ec At Ail Ci, ®apma Ec I 3er, I'pin Iuzacrpian Mapx,

Honeoamni (Bi), €auepna (Em), Maxaby6uarap, Tenanrana, [H-509 301, Iuxin

Registation certileate: UA/11501/01/03 Valid upto: | ) 05 9091
PeceTpauiiize nocsigyensa: Jificae no:
License No./ JHuensis No: 19/MN/AP2014/F/G
Baich No Date of manufacture Expiry date Batch size (packs)
Cepin Ne Hara supofunnTsa Tepmiu npugaTrecti Posmip cepit (ynax.)
EDE20005A1 13/2020 10/2022 60 000
Index name Acceptable limits (by MQC) Result
HaifiMeHyBaHHA NOKAIHBKA Honycrumi mexi (3a MKH) Pesyabrar
White, biconvex elongated, scored on one side film-coated lablets.
Description / Onne Hosracti, asoonyxii taGnerxs, BkpuTi naiBkopoio oboxonxoro | Complies/Binnosinae
Binoro KONBOPY I PHCKOIC AA HOAIAY Ha oxuiil CropoHi.
Identification / InenTudrixauin
The retention iime of the main peak of Dexibuprofen in
chromatogram of the test solution, obtained in the test "Assay"
should correspond to retention time of the peak Dexibuprofen in
chromatogram of standard solution.
Dexibuprofen / JlexciGynpoden Yac ytpumysauns ocuosiioro miky gexciGynpofieny ua | Complies/Bignosinae
XpOoMaTorpaMi BHIpoOYBaHoro po3unuy, OTPHMaHOI B X0l Tecty
«Kinpiicpe pussayeHHs», NOBHMIEH CHBNAAATH 3 YacoM
YTPHMAHHA OCHOBHOTO Miky mexcibynpodeny Ha Xpomarorpasi
CTEHAADTHOO PO3UKHY.
. 7600 mg+3% mg
Average weight/Cepenun maca 760.0 3£ 5 % 754.8 B e
Disintsgrationd Poanagamnt giﬂ ﬁlili(i)i:zg); féwmu 46 ;ﬂBm .
E ) % { o
Dissolution / Posunnenns ;i‘-i::wf(%);:(és} ﬁzg:;:im P 10315 %
Uniformity of dosage usnits Acceptance value (AV) less than or t% 1.68
QasopiadicTb A030BAKHX OOHHHILE [Tpuitsawinue 1meno (AV) menwe abo uﬁ@&fﬁf’h, 1 )
Related substances / Cynyrui nomitagy * \’*‘M \
Ibuprofen methyl ester NMT 0.5%
Meruaosuil edip iGynpodenuy He 6insie 0.5%
Other individual impurity NMT 0.2 %
igma okpeMa AoMitiKka He Gusiue 0.2 %
Total impurities NMT 1.0 %
Cynia AOMITHOK He 6inplue 1.0 %

lofiz2

ZOTEKEADY, film coated tablets 400 mg Mz 10 batch N: EDE20005A1

Bag p 2208 8) 2cs . f

Office : GY Chambers, 7-2-C8 & €8/2, LE., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2G13PLC0O85349
Factory : Plot No: 5-8, 5-8, 5-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {V), Jadcherfa {M), Mahabubnagar, IN - 509 301. Telangana, India.




Evertogen Life Sciences Limited

30TEK®-400, vadaetxy, BXPHTI GNIRKGE00 000A01KOIS, RO 400 mr Neld cepin Ne EDE20003AL
Residual quantity of erganic solvenis / 3aninukoBsi KibKeCTi 0pragivHuX po3iuHHNHKIB:
isopropyl alcohol NMT 5006 ppm
iQOEp{)F;‘!);HOBHﬁ CIHpT He fimsure gg()() ppm ISl prm
Dichloremethane NMT 600 ppm 1.0 -
Huxaopmeran He 6innie 600 ppm - PP
Assay / KiakkicHe suinadenns
Dexibuprofen / Jexcibynpoden
At batch release 380.0 mg —420.0 mp (95.0% -103.0 %)
Ha Bunyck 380.0 mr—420.0 mr (95.0% -105.0 %) 4104 M8
Shelf life 360.0 mg — 440.0 mg (90.0% -110.0%) oMr
Tepnin npugaThocti 360.9 M1 —440.0 mr (90.0% ~110.0%)

Microbial test / Mikpabicneriya mierora
ghc total acrobic microbial count (TAMC) Not more than 107 CFU/g CFU/g

GENKHC MHORO MHTTEVIRTAWC SSPOBIIK. | 310 g e 108 KT O < wvoir
mixpoopranismis (TAMC) ‘
The total combined yeasts/mould count
(TYMO) Not more than 10* CFU/g P CFU/g
3araneie YHCNOo APDKAOBHX Td He Giaswe 102 KYO/r KYOir
nuicassux rpubis (TYMC)

Should be absentin l g

; < Absent / BigeyTsi
He ponycxaerbes nassuicrop 1 r

Escherichia coli

CONCLUSION / BRCHOBOK

The tests implemented in accordance with MQC the manufacturer that approved by Mol of Ukraine.

in the opinion of the undersigned the sample referred to above is of standard quality is defined in the MQC.

[ herchy certify that the above information is authentic and eccurate. This batch of product has been manufactured, including packaging/labeling and quality
conlrol at the above-mentioned site in full compliance with the GMP requirements of the local Regulatory Authority and with the specification available in
regisiration dossier. The baich processing, packaging and analysis records were reviewed - found to be in compliance with GMP.

BunipoByeanna npoaeaeri sianosiano no MK pupobuuka sarsepmxenoi MO3 Yrpaitm.

3rinKo BUCHOBKY HIKUSNAMHCAROTD, RHIIERKAANU 3pAT0K MAC CTAWIAPTIH NOKATHEKY Ax0cTi, nependarent MICL

sy A 326BiAYYI0, 10 HaBEACHE BHINE BM(OPMALiR € A0CTORIDHOIO T2 ToUHOIO. 10 cepito mpoayKiiT Byne pupefacno (DEMOSA0UH NAKYBAHEA/ MAPKYBAHHS)
Ta KONTPONL 11 mkocTi Ha BHuICIWHaMCHINl supodHIMil ZINEMGLI NPOsCACHO Y NOBHIR bignosiamocti 3 sumoram GMP, actanobacuumy MicUCBIHM
PECYAATOPHMM OPTalioM, @ TAKOXK BUIEOBIAHO A0 cneumdisamil, o aioTHThes B peecTpaniiinoay gocoe. Flpotokony pupoSuaITna, Nakysdilia Ta ananiis
Gyl BCPCCARHYTE - BCTAHOBACHO ianonianics GMP,

Name s

9
Mpiseine o Sy v Ja fleve
Positicn of persan authorizing the batch release
flocaxa ocobu, AKKa BHAANA KO3BLA HA BHNYCK cepii Mw;m\ e~ A 4
o
Signature of person authorizing the batch release
IMixmue ocobu, fiKka BHJAAS A03BIA KA BROYCK cepil
Date of signature
HJara niguacanus 29 )io] Ao 20
AL
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Office : GV Chambers, 7-2-C8 & C8/3, |.E., Sanathnagar, Hyderabad - 500 018, Telargana, India. www.evertogen.com, CIN No. U24237TG2013PLCOB5349
Factory ¢ Plot No: $-8, 5-9, 5-13/P & 5-14/P TSIC, Phaima SEZ, Green [ndustrial Park, Polepaliy (v}, Jadcheria (M), Mahabubnagar, IN - 509 3C1. Telangana, india.




JEPIIKCIIYXBA
JEPKABHA CIIY)XBA 3 JIKAPCHKHUX 3ACObBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KHCBI

syn. Bepesnsxiserka, 29, Kuis, 02098, ren./daxc: (044) 550-23-55, ren. (044) 550-20-55
E-mail: dis.kyiv@dls.gov.ua https://www.dls.gov.ua, Kog €JPIIOY 37079055

BHCHOBOK
po SIKICTE BBE3€HOro B YKpaiHy JiKapebKoro 3acody

06.01.2021 Ne 372/21/2611

3O0TEK®-400
(maliMeHyBayHy AiKaperKOro 3ac0dy 3riHo 3 peecTpanifiHuM NOCRIMCHHIM)
Ta0/1eTKH, BKPHTI IIIBKOBOIO 060710HK010, 10 400 Mr mo 10 TaGaerox y Gaicrepi; no 1
faicTepy y KapToHHIA Kopobui
(opma sunycKy, JO3YBanHS, BUI NaKyBanHs Jixapesxoro 3aco6y)

Homep peecrpaniimoro mocsimeenas UA/11501/01/03 cxpox aii peecrparditroro mocaimvenss 01.02.2021
Cepis nixapcexoro sacofy Ne EDE20005A1 Kinskicrs Bseseroro jiixapcsxoro sacofy 54240

Bupobaux Ereprojoxen Jlaitd Caencns Jlimiten, Innis
(najivenysaina supobanka nikapeskoro 3aco0y, KpaiHa HOXOMKeHNS)

Brezewo 3 Yxpaidy Tosapncrso 3 odmexenocw signosinansnicrio "OPI'AHOCIH JITHX",
inent. won: 24377666
(matimesyBanes 1a ko 32 €IPTIOY wopuuugsol ocobu abo npizpmne, v's, no Garsxosi dizpuHol

0cofiy - nignpueMis, T Miclie POKMWBAHAS T3 PeecTpatliinmit HoMep 06aIKOBOY XAPTKY NIaTEAKa
nozEaTkis aB0 cepif Ta HoMep NMACHOpTa)

Iporoxon sisyannuore kourposmo sin 04.12.2020 Ne 3927/2.

3a pesyILTATaMM JIePKABHOTO KOHTPOJHO BCTZHOBJICHO, IO JHKApcekuM 3aciG BpeseHo B Yipainy 3
AOTPHUMAHHAM BEMOT 33aKOHOJABCTEA M0N0 3a0e3NeYeHR AKOCTI TikapCHRUX 3ac00iB.

Hagamenuk Muxona XOJIOAEHKO

(iniuianu ta npizsmne)
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