JEPXKJIIKCIIYXKBA YKPATHHU
AEPIKABHA CIOYIKBA 3 JIKAPCLKHAX 3ACOEIB
TA KOHTPOJIO 3A HAPKOTUKAMMU y m. KHEBI

By1. bepesusakircexa, 29, Kuin, 02098, Tein./daxe: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dis kyiv@dis.gov.ua, Kog €JPTIOV 37079055

BUCHOBOK
PO SIKICTH BBE3EHOTO B YKpainy JiKAPCHKOro 3acofy

26.06.2020 Ne 30620/20/26

JOTEK®-200

(waipeRyRanas AiKAPCEKOTO 3ACOBY 3rimmo 2 peecTpaiifme Tocsinenmn)
TA0JeTKH, BKPHTI ILTIBKOB 00 oboonkoo, mo 200 mr, mo 10 radnerox Y OJicrepi; no 1
GaicTepy y xapTouniii Kopobui

{hopma BrrIyCKY, A03YBAHHY, BHA DAKYBAHES NIKAPTLKOTD 3acofy)
Homep peectpanitiroro nocsinsenns UA/11501/01/01 crpox i peectpaniiinoro nocsixgenns 01.02.2021
Cepix nixapeskoro 3acody Ne EDI20002A1 Kinsxicts Bseseroro nixapeskoro sacofy 410

Bupotauk Esepromuxen Jlaitd Caecacus Jlimiten, Tumis

(maitvenyBania Bupobuuka aikaperkoro 3aco6y, kpaina THOX O TS

Beeseo » Yipainy Tosapucrso 3 o6Menenor ianosinanpaicrio "OPIAHOCIH JTA",
inenrt. kox: 24377666

(naiimenyBasns T kox 3a €/IPTIOY 1oprawaH0i ocobu abo npiasume, iM's, o GaTekos] izsarol
0COGH - MANpHEMI, Ti MiCle poXHpaNHS T2 peecTpaniiinuit Homep oBaiKoROT KAPTRY MaTHEwKA
noxatkie abo cepiy Ta HoMep TacIopTa)

Hporoxon Bisyaneroro kouTpono iz 15.06.2020 ¥ 1761/2.
JlaGopatopauit ananis akocTi JiKapesKoro sacofy 3xilicHennii:

HepxaBna HAYKOBO-ZOCHIIHA J1abOpaToPis 3 KOHTPOIIO AKOCTI JIKapCHKuX 3ac06iB Jepraruoi
YCTaHOBH "[HCTUTYT TPOMANCEKOTO 370poB's iM. O.M. Mapzeesa HAMH Vxpatuu" (M Kuis,
ByiIomyapenxa 50)

(FaliMenyBaHAs Ta MiCHE3HAXOMKEHHS raboparopil, 1o npoeeaa naboparopiuii aHanis axocTi)

BHCHOBOX W00 AKOCTI liKapeEKoTo 3acoly, Buanmii nabopatopiero six 23.06.2020 Ne 1423

Pesyastara maGoparopuoro aramsy sxocti MIKaPCLKOro 3ac0By 3a MePeBiPEHIME TIOKAZHUKAMH BIMOBIA210TE
BHMOTaM METOAIB KOHTPOMED AKOCT] (anamiruero-HOPMATHRHOT AoKyMeHTargi), - :

33 pesyIsTATAMH  AepmMABHOrC KOHTPONO  BCTAHOBNICHO, IO nikapcaxm“{‘ 3acif Breseno _-;é. Vrpalay 3
AOTPHMaHHAM BUMOL, 3aXOHONEBCTBA IOL0 3a0esneuenyst zxq}m‘j NIKAPCRKMX 3acobie.

Muxona XOJIOOEHKO

(ni,quaé) (ixixiam ra mpisBume)

/K



30TEK®-200, rabnerrs, BRPHTI INisxoBom ofosonkoro, 1o 200 mr Nel

cepis Nt EDI20002AL

CERTIFICATE OF ANALYSIS
CEPTHOIKAT AHAJIZY
Certificate No./ Ceprudpirear Ne: | 21CP20100091
Product name; ZOTEK®-200
Hassa npoayknii: 3OTEK®-200

Pharmaceutical form:
Jlixapceka fopra:

film-coated tablets
TafIeTkH, BKPHTI DIBKOBOIO OBONOHKOH

Strength/potency:
Cuna gil/axrusaicrs:

200 mg
200 mr

Type and size of packaging:

10 tablets in blister; 1 blister in a cardboard pack

Bup i poamip ynakoski: no 10 rabnerox y Gmictepi; o | Guictepy y Kapronniit navsi.
Active substances: 1 film coated tablct contain: dexibuprofen 200 mg
Hitoui peuosunn; 1 ra@neTka sKpHTa /0 MicTuTh: Aexcidynpodieny 200 mr
Manufacturer: Evertogen Life Sciences Limited
Bupobuuk; Enepromxen Jaiib Cacrcns JliMiten
Plot No: 8-8, 89, S-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V),
Address: Jadcheria (M), Mahabubnagar, Telangana, IN — 509 301, India
Anpeca: [Inor Ne Ec-8, Ec-9, Ec-13/TTi Ta Ec-14/ITi Ti Ec Al Aii Ci, ®apwma Tic T 3er, I'piu Isnacrpian Hapy,

Honerranni (Bi), Exrsepna (Em), MaxaGyGrarap, Tenasrana, TH-509 301, Iugis

el iy sectificale: UA/L1501/01/01 Valid upto: |, ) 0991
Peecrpaniiine swocsiguenus: Hilicke no:
License No. / Jimen3in No; 19/ MN/AP2014/F/G
Batch Ne Date of manufacture Expiry date Batch size (packs)
Cepia Ne JlaTta prpofinmirea Tepmin npuparwocti Po3nip cepii (ynak.)
EDI20002A1 04/2020 03/2022 35000
Index name Acceptable limits (by MQC) Resuli
HaiinenyBannst Nokaiznnka Jomycrami mexi (3a MEST) Pesynwrar

Description / Omuc

White, round, biconvex film coated tablets.
Kpyrai apoomyxni tabneTks, BEPHTI DTIBKOBOIO OBOIOHKOM
Bimoro xoneopy.

Complics/Bianosinae

Identification / InenTndixanin

Dexibuprofen / Hexcifynpoden

The retention time 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.

Yac yTpUMYBaHHA OCHOBHOTO MKy ZekciGympodeny wHa
XpomaTorpami BRIPoBYRZHOTO POIUMHY, OTPHMAHOI B XOX| TecTy
«KinpKicHE BHIHAYEHHA», [IOBHHEH CHIBINAJATH 3 4aCOM
YTPHMAHHS OCHOBHOIO HiKy jexcifynpodeny Ha XpomarorpaMi

Complies/Bignmopiaac

CTARZADTHOTO PO3YHHY.
. : 380.0 mg +5% mg
Average weight/Cepenns maca 380.0Mr L5 % 376.2 s
o . NMT 30 minutcs min.
Disintegration / Posnagannn He Gimsure 30 xum 5.07 ik,
= : -
Dissolution / Posunnenns NLT 70 %(Q) in 45 minutes WLTL %

He mentre 70 %(Q) nposnom 45 xsumva

Uniformity of dosage units

OnnopiaHicTs A030BAHHX OAHHMILL

Acceptance value {AV) less than or equal L Yo 3.00

Related substances / Cymyrii gominis

IpufiMalisHe yacno (AV) menme afo mopisgioe .1

Ibuprofen methy! ester NMT 0.5% 0.040 %

Merunornii edip iGynpodeny He Ginsme 0.5% ) ’

Other individual impurity NMT0.2% 0011 %

wa orpema moMitiica He Gupere 0.2 % ) !

Total impurities NMT 1.0 % o

Cyma fomilnok He 6ineme 1.0 % y . 0106 %
ZOTEK®-200, film coated tablets 200 mg Nz i0 bafch Ne EDI20002A1 —

Dy o 1/094f

bie  1.09 4080

[
Office : GV Chambers, 7-2-C8 & C8/2, I.E. Saghnagar, Hyderabad - 500 018, Telangana, india. www.evertogen.com, CIN Ne. UZA\EN@ZEHWMHQ
Factory : Plot No: 5-8, 5-8, 5-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (v}, fadcherta (M), Mahabubnagar, IN - 509 301 Telangana, India.

For internal use only not for administrative and legal use,
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J0TEK®-200, taGneyin, Brpuyi L1iskoso1o ofonouxoew, no 200 mr Nell cepin Ne EDI20G02A1
Residual quantity of organic solvents / 3annrmikoni kinbKocTi opraninsux porgnsumkie:
Isopropy! aleohol NMT 5000 ppm
Isonipominosyii ciiupr He 6Giuprie ggﬂf) ppm L
Dichloromethane NMT 600 ppm Not detected
Auxnopmeran He 6Ginbure 600 ppm He puanneno
Assay / Kianxicne gusnauenns
Dexibuprofen / Hexcibynpoden
At batch release 196.0 mg ~ 2130 mg (95.0% -105.0 %)
Ha sunycx 190.0 mr — 210.0 mr (95.0% -105.0 %) 2041 ™M
Shelf life 180.0 mg —220.0 mg (90.0% -110.0%) Towmr
Tepusin nprgarnocri 180.0 mr - 220.0 mr (90.0% -110.0%)
Microbial test / MixpoGionoriyiia wmacrora

The total aerobic microbial count
(TAMC) Not more than 10° CFU/g <10 CFUs
3aranbHe KGO KUTTE3MaTHHX acpobnux | He 6ureme 10° KYO/r KYOir
Mikpooprauizmis (TAMC)

The total combined yeasts/mould count

{TYMO) Not more than 10% CFU/g <10 CFU/g
3arafgbHe YHCITo APLKIDKOBHX TA He Ginbire 10° KYO/r KYO/r
HTCHABHX Tpubis (TYMC)
Escherichia coli phoultbadaninl g Absent / BiacyTai

3 € MOTYCKAETRCH HaABHICTE B 1 T

CONCLUSION / BHCHOBOK

The tests implemented in accerdance with MQC the manufacturer that 2pproved by MoH of Ukraine.

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

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/labeling and
quality control at the abave-mentioned site in full compliance with the GMP requirements of the local Regulatory Anthority and with the specification
available in registration dossier. The batch processing, packaging and analysis records were reviewed - found to be in compliance with GMP.

BympoGynanan nposenenl Binnosigso o MKSI snpobruka sateepakenol MO3 Ypainu,

3rigHo BHCHODKY HIKMERIEINCAIIONO, BUIEBRATATHG 3pAI0K MAC CYANAAPTHI MOKAINAKRY AKOCTI, Mependaseni MICHA.

Den 1 32chigwym, o Hasefewa Bunle inopMania € Aocropipwolo Ta Tounow. Ko cepilo mpoaykuii Gyae Brpofnenc (BRANOYAWIH
HAXYBAHHA/MAPKYBAMHE) T2 KOHTPOAE il RKOCTI HA BRANIEIa3HAYEHIH BUpofnnyii ZiapuEI NpoRexeHo v MOBHI BidNMoklAacT 3 BHMOFaM GMP,
BCTAHORJICHNMA MICHEBHM PeryiisiTOpHNM OPraRoM, 4 Tako:k Binnosimmo mo cremupikanii, mo sicTirney » peeerpantitiomy nocke. TIpoToKoNH
'|_upobuuurna, nakysanns Ta auaniyis 6yin meperannyTi - Beranosiene sianosinnicts GMP.

Name

[v"w « .= "
Mpi3Bue LA 'S“s‘ IVt e
Position of person authorizing the batch release An
[Tocaga ocobu, sica BUAATA JO3BIN K2 BUNYCK cepii — 3%&"?&&\{;&»{‘,{[' . AL
g N
Signature of person authorizing the batch release 7
Hignue ocofn, sixa Bijjasa 5o3sin Ha Buyck cepii e
Date of signature i 1,
i 2i}o5] 2070
Jara nigmucanns 55 et &

ZOTEK®-200, film coated tablets 200 mg e 10 batch Ne EDI20002A1 . 20ff32
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Office : GV Chambers, 7-2-C8 & C8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLC085349
Factory : Piot No: 5-8, 5-9, 5-13/P & $-14/P TSIIC, Pharma S€Z, Green Industrial Park, Polepally (v}, Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, Indla.
For internai use only not for administrative and legal use.
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