JEPKIUKCIYKBA
AEPHABHA CIIYVKBA 3 JIIKAPCHLKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

sy:1. Bepesnakiscrra, 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 €PTIOY 37079055

BHUCHOBOK
PO SIKICTH BBE3EHOro B Y Kpainy JiKapceKoro 3acody

13.01.2021 Ne 800/21/26H1

30TEK®-380

{nalivenysakna nikapcsxoro 3acofy 3rifH0 3 peecTpaniiiHmM HOCBiTUEH M)
TabieTkn, BRpUTi nAiBKOBOI0 060.10nK00, 110 300 Mr o 10 TabaeTor y Gicrepi; mo 1
faricrepy y kKapToHHIH Kopooui

(thopsia BHMYCKY, J03YBARAA, BUE TAKYBAHHA TIKaDCLKOTO 3ac06y)
Houep peectpauiitnoro nocsixuenns LUA/11501/01/02 crpox aif peectpauiitaoro nocsimuenms 01.02.2021
Cepin nikaperkoro sacoby Ne EDJ20004A1 KiapkicTs BBe3eHOTO gikapeskoro sacoby 23100

Bupobumx Esepropres Jaiid Caencus Himiten, [Huis
(HaiMeHyBaREA BHPOOHIKA NIKAPCHKOTO 3ac00Y, KpPaTHa TIONGIKEHHT)

Bseseno B Vipainy Tosapuerso 3 ofmeskenor pinnosizansuicTio "OPTAHOCIH JITA",
izent. kom 24377666

{naftvierysanua Ta koz 32 CIIPTIOY ropuamyurol ocoby ato npizeume, iv'a, o GaTekDBi QizdyHoT
ocoln - mianpuemis, 1 micne nposxisanns Ta peecTpaliiiami Hovep 06AikoBOT KapTKy NATHAKA
nojarsis abo cepis Ta HoMep macnopra)

[Iporokos Bisyanbroro xentpomo sia 13.01.2021 M 59/2.

3a pesyabTataMu JEPWRBHOTO KOMTPOMO BCTAHOBASHO, WO Jikapchkall 3aci6 BeescHO B Vrpainy 3
AOTPHMAHHSM BAMOT 38KOHOBABCTRA U100 3a0830eueH s K0T AiKape
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30TEK®-300, TabneTsu, skpaTi aninkesoio s6001K010, 110 300 ar Nedl

CERTIFICATE OF ANALYSIS
CEPTH®IKAT AHAJIZY

cepia Ne EDJ20004A1

Certificate No./ Ceprudixar Nu:

21CP20180299

Product name:
Hasea npogykuii:

ZOTEK®-300
3O0TEK®-300

Pharmaceutical form:
Jixapcora dopma:

film-coated tablets
rabnetky, BRKpUTI IIIBKOBOIC 00010HKOIO

Strength/potency:
Cuna aii/aKTHBHICTL:

300 mg
3006 mr

Type and size of packaging:
Bug i peamip viaxopmi:

10 tablets in blister; I blister in a cardboard pack
1o 10 rabaerok y bnicrepi; o 1 Grictepy v wapTouniil nayui,

Active substances: I filn coated tablet contain: dexibuprofen 300 mg
Jioui pesosuHi: I Talnerxa Bxpura w/o micTuts: gekcibynpodeny 300 Mr
Manufacturer; Evertogen Life Sciences Limited
Bupodnuk: Erepromes Jaid Caencus Nimiten
Plot No: §-8, 8-9, 5-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V),
Address: Jadcherla (M), Mahabubnagar, Telangana, IN ~ 509 301, India
Anmpeca: ot Ne Ec-8, Ec-9, Ec-13/[1i Ta Ec-14/ITi Ti Ee At A#t Ci, ®apma Ec 1 3er, [pin unacrpian Thap,
Hoaenanai (Bi), Cauepna (Em), MaxabyGuarap, Texanrana, [H-509 301, Tagin
chlstratj‘cln certlﬁc‘atc: UA/1501/01/02 Vzﬁad uptlos 01.02.2021
Peecrpantiiing nocBinueHHn: Jlificue g0:
License No./ Jliuessisn No: 19/MN/APROIA/EIG
Batch Ne Date of manufacture Expiry date Batch size {packs)
Cepin Ne Jiata BHpoGHARTEA Tepmin npuaaruoeri Poamip cepil {ynax.}
EDJ20004A1 1672020 10/2622 25600
Index name Acceptable limits (by MQC) Result
HaiiMenyBanns nokassuka Honyctami sieski (sa MK PesyanTar

Description / Omuc

White, biconvex elongated, scored on one side film-coated
tablets.

Hosracti, agooiykai Tabnerky, BkpHTi RuiskoRolo 000NOHKOID
6i10ro KOALOPY 3 PUCKOIO JUIA HIOAINY Ha oauilt cropoki.

Complies/Bianosiaae

identification / Izeuwrsnixayin

Dexibuprofen / QexciSynpoden

The retention time of the main peak of Dexibuprofen in
chromatogram of the test solution, obtained in the fest “Assay"
should correspond to retention time of the peak Dexibuprofen in
chromatogram of standard solution.

Yac yrpuMyBaHmsi OCHOBHOrO THxy Aexcidynpodeny Ha
XpoMatorpani BUNpOSYBAHOr) posuuny, oTpuManol B Xoai Tecty
«Kinpricne sHInavenua», [IOBMHEH CHIBNAJATH 3 HACOM
YIpUMalI OctoBHOro mixy gexciSympodicny 1a XpoMarorpami
CTAHAADTHOTO POIHHHY.

Complies/Bignosinae

; . 5100 mg+5% mg
Average weight/Cepeansa maca 510.0 80t 5 % 508.4 e
o . NMT 30 minutes min.
Disintegration / Poznanauus T 3.97 B
. : =
Dissolution / Posunnenun i ——— %

He semue 70 %{Q) nporsirom 45 xauyun

Unifermity of dosage units
Onnopiasicrs 103083 HHX onHuLL

Acceptance value (AV) less than or equal 1.1

Related substanees / CynyTai nomimuky

{IpuiiManere yncnoe (AV) mediue aGo gopisstoe L

ibuprofea methyl ester NMT 0.5% :3
Metunoruit edip iGynpodeny He Binsiwe 0.5% £
Other individual impurity NMT 0.2 % ]

{Hiwa oxpemMa AoMilka

He binsme 0.2 %

ZOTEK®-300, film coated tablets 300 mg Mo 19

v 1930 Lpf ROZ

bat, b EDJ20004A1

i

Office : GV Chambers, 7-2-C8 & C8/2, L., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.e

v

\%gen,com, CIN No. U24232TG2013PLC085349

Factory : Plot No: §-8, 5.9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V}, Jadcherla (M}, Mahabubnagar, IN - 508 301, Telangana, India.




Evertogen Life Sciences Limited

30TEK®-300, rabnerin, spnri mainkonoo oboxoiotn, 1o 300 yr Neid cepia Na EDJ20004A1
Total impurities NMT 1.0 %
Cyma goMimok He &insuie 1.0 % ey u
Residual quantity of organic solvents / Zammuwoni kinskocri eprauisunx posununnxin:
[sopropy] alcohol NMT 5000 ppin 343 pom
laonponinesuit coupr He Ginmsure 5000 ppm
Dichloremethane NMT 600 ppm Not detected
Juxnopmeran He 6instae 600 ppm He Busisneno

Assay / Kinpxicue suanageins

Dexibuprofer / Jexcifynpodes

At batch release 285.0 mg - 315.0 mg (95.0% ~105.0 %)

Ha sunycex 285.0 Mr— 315.0 mr {95.0% -105.0 %) 2047 ™E
Shelf life 270.0 mg — 330.0 mg (90.0% ~110.0%) o omr
Tepmin npugaruocti 270.0 s — 330.0 mr (90.0% -110.0%)

Microbial test / MirpoGioaoriuns uucrora

The total aerobic micrabial count
{TAMC) Not more than 10° CFU/g g CrUg

Jaranbre YHONC RUTTEINATHHX aepobuux | He 6impure 107 KYQir KYOir
Mikpooprasimis (TAMC)
The total combined yeasts/mould count

(TYMC) Not more than 10> CFU/g <10 CFU/g
Jaransue WHeAo IPDIKOBHX Ta He Ginsnie 102 KVO/r KYO/r
rnicHssux rpubis {TYMC)

Should be absentin I g Absent/ Bineyrai

Escherichia goli .
He nonycracrecs nansricte B | v

CONCLUSION / BACHOBOK

The tests implemented in accordance with MQC the manuiacturer that approved by Mall of Ukraine.

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

1 hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/labeling and
quality controf xt the above-mentioned site in full complianee with the GMP requirements of the local Regulatory Authority and with the specification
availuble in registration dossier. The batch processing, packaging and analysis records were reviewed - found to be in compliance with GMP.
BunpoGysauns nposeaeni sianonino o MK snpobunka sateepisenol MO3 Yepaiun.

3rifHe BHCHOBKY HILRYERITIICATION0, DIUED AT 3DA3OK MAE CTARAAPTHI AOKAIMIKH A KoCTi, nepenGarenti MK,

Hus st 3acsiguyso, 100 naneacna  Binue indopaauis ¢ gocromipnow Ta Tounaes. Liwe ceplio  OpoAYKEii Oyao Bupofaens (S0l
HAKYBAHER/MADKYBAHIN) TA KONTPOL I AkocH #a brurcIasuaveniit supoGuiii Kirnmmui UpoBeALHe ¥ wonHid sianesinsocti 32 samoram GMP,
BLTRIEOBIACIEIMI MICHEBUM DPETYIATORINIM OPr4NoM, A TAKGE BiAnoBiANo A0 erennpikatil, U0 Micrurses 8 peectpauifittony gocee. [porowoan
BupofuIuToa, MAKYNamm Ta auaaizio Gyau neperssuyTi - seranosnens siggonimicrs GMP,

Name
Hpissue (/-;-; . Cﬂ‘nﬁ\m% Rao
Position of person suthorizing the bateh release
Mocaga ocobn, Axa BHAANa N03BEA Ha BHNYCK cepil ﬂ'imm\e;{,u - ABA
v

Sipnature of person authorizing the baich release 'g
Mignnc ocoba, fika BHALAAR AOIBIA HA BHAYCK Cepii

Date of signature

HAara nignucanun Q\Di H! 2nZo

a0 Blidng

7o

ZOTEK®-300, film coated tablets 360 mg Ne 10 batch Ne EDJ20004A L

Office : GV Chambers, 7-2-C8 & £8/2, |.E., Sanathnagar, Hyderabad - S00 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLCORS349
Factory : Plot No: §-8, §-8, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green industrial Park, Polepally {V}, Jadcherla {M), Mahabubnagar, IN - 509 301. Talangana, India,
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JEPHKINKCIYXBA
JEPIKABHA CHYIKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

syn. bepesnaxincrka, 29, Kuip, 02098, ven./daxe: ((44) 550-23-55, ven. (044) 550-20-55
E-mail; dls kylv@dls.gov.ua, Kog €IPITIOY 37075055

BHCHOBOK
HPO AKICTL BBE3EHOro B YRpaTHy JiKapcbKoro 3acoby

28.08.2020 Ne 44174/20/26

3OTEK®-300

{stalistcnyaanng MKapeRkoro sacoly 3riaio 3 pecorpariiinim nocsldenism) :
tabaerim, BRpuTi Wiisrosoo o6osonKoio, mo 300 mr o 10 rabaeror y Gaicyepi; nmo 1
Guicrepy y kapronuiit Kopooni

{hopna BHTIYCKY, 103YBAHDS, BHI HAKYBAHNS JiKAPCLKOTe 2acoly)
Homep peectpauifinoro nocsinuenss UA/11501/01/02 erpox nif peecrpaniiisore nocainuenns 01102.2021
Cepin aikapeskoro sacoby Ne EDJ20003A1 KinukicTs BBSIEHOTO TiXapCHKOTo 3acody 7920

BupoSauk Esepromxen Jlaiid Cacneus Jlimiten, luxis .
{naiMenyRIHS aHpOBitHKa RIKAPCLROTO 30000y, Kpalsa nox@mxmna}

Baeseno B YKpaTHy Torapucrso 3 o0Mmemeno BiInoBiRAILIICTIO "OPLAHDCIH JTA",
iment, kox: 24377666

(iaiimeryRamg 14 xoi 2a CJIPTIOY wpmusmo! ocobu abo npizanine, iv's, nd Gosxosi diswisol

ocoby - nianpreMi, 17 MiCHe RPoKKEAEA T2 peecTpati finaf Hovep obairon(l KAPTKH FAATHRKY

goauriin 550 cepia Ta HOMED NACTIOPTA)

[tpoTokon Bizyansuore xentpomo sin 05.08.2020 N 229073,

JlaGoparopanit ananis sxocti Jikapesxoro sacoly 3aicuenyi:

Jlepixanaa HAYKOBO-I0CTI /A Ta00PATOpIs 3 KOHTPOIIO AKOCTI TiKapchknx 3acofis Jfepxasnof
yetanoss "[HCTHTYT FpoMazicskoro 3iopor's iM. O.M. Mapseesa HAMH Yxpainn" (u.Kuis,
syalonyapenxa S0)

(atistenyuanis Fa Micuestaxoiscnu safoparopii, o nponeaa sabopaToprull anmms axewl)

BHCHOROK 160 SKOCTI Tikapehkoro acoy, nunaunil naSoparopiero sin 27.08.2020 Ne 1915

Pesyamtar 1aGopaToproro auatizy AKCcTi Jikapobkoro 3acoby 3a MepesipeHiMt 1oKasHHKkaMu Bij
BHMOTAM METOAIB KONTPOMO SKOCT (AHANITHIHO-HOPMATHBHOT JoKyMenraiil),

10BLAIDTH

3a PEIVALTATAMH  IRRABHOID  KOHTPO/AO  BCTAHOBACHO, mo Aixap e

]

Yrpainy 3
JOTPHMAHBHSM BHMOr 3aKOHOJARCTEA OO0 3alesnedensa K0T J1iK

ATOPOXEHKO

(inicdanu]ra npissuie)




30TEK®-300, Tabaerxy, srputi nriskonow ofosonxoio, mo 300 yr Ne10 cepis Ne EDJ20003A1
CERTIFICATE OF ANALYSIS
CEPTHPIKAT AHAJII3Y

Certificate No/ Ceprudirar No: | 21CP20100095

Product name: ZOTEK®-300

Haszsa npoay ki SOTEK®-300

Pharmaceutical form: film-coated tablets

Jlikapepka hopaa: Ta0ReTKH, BKpIrLi INiRKOBOK 000ICHKOIO

Strength/potency: 300 mg

Cua g/ aKTHBHICT ! 300 mr

Type and size of packaging: 10 tablets in blister; 1 blister in a cardboard pack

Bia i posmip yRakenkn: 1o 10 rabnerox vy Gmicrepi; mo | Gricrepy v xaproHHiH mayimi,

Active substances: 1 film coated tablet contain; dexibuprofen 300 mg

Hisoti pesopnu; 1 tabaieTra BEpHTR I¥0 MicTHTE: gekciBynpodeny 300 mr

Manufacturer: Evertogen Life Sciences Limited

BapoGmix: Epepromxen Jaiid Caencns Jliviten

Plot No: 8-8, 8-9, 8-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V),

Address: Jadcherla (M), Mahabubnagar, Telangana, IN - 509 301, India

Ajpeca: Tinor Ne Ec-8, Ee-9, Ec-13/11i Ta Bc-14/1H Ti Be Al Ait Ci, ®apma Ec I 3et, I'pis Inmactpian ITapk,

Honenmansm (Bi), Eavepma (EM), MaxadvOrarap, Tenanrama, IH-509 301, Tnaig

Regittanon cerilingtes UA/LISOLO1/02 Yalidepta: | o 65 501

Peecrpaujiize mocpinuennn: Hificue po:

License No./ Jlinenzin Ne: 19/MIN/AP/2014/F/G

Batch Ne Date of manufacture Expiry date Batch: size (packs)
Cepin Ne Hata BRpoOHHNTRA Tepatin npugariocri Poszmip cepil (ynak.)
EDJ20003A1 04/2020 0372022 25000
Index name Acceptable limits (by MQC) Result
HaiiMenyBanus NOKAZHMKA Honyerumi mexi (3a MIGT) Pesyabrar
White, biconvex elongated, scored om one side film-coated
Description / Omuc tablets, Complies/Binnosinac

Hosracri, asoonyni TaGnerks, BRpUti MNiBKOROK QGONOHKOW
Gioro KOTEOPY 3 PHCKOIO A MOAITY Ha OZHIH CTOpOHI.

Ientifieation / Inenrudinauis

The retention time of the main peak of Dexibuprofen in
chromatogram of the test sclution, obtained in the test "Assay”
should correspond to retention time of the peak Dexibuprofen in
chromatogram of standard solution, .
Dexibuprofen / Hexcibyupoden Yac yrpuMyBaHHA OCHOBMOIO UKy mekcifynpodieny ua | Complies/Bijnosinac

XpOMATOTpaMi BUIIPOOYBAROr0 PUSYHHY, OTpMMaHo! B XONI TecTy :
«KinpkicHe BW3HAYCHHA», TIOBMHCH CHIBN@I@IH 3 4acoM
YTpHMagBA OCHOBHOIG MKy nekcidynpodicHy Ha Xpomarorpasi
CTAHIANTHOIG POJUHHY.

2 . 5100 mg+5% mg
Average weight/Cepeaus maca 510.0 ar 5 % 5083 ME
Fir ; NMT 30 minutes min
Disintegration / Pesnaganusn He 6inbime 30 sammis 5.08 5.
[ £ H >
Dissolution / Posummenusn LT ) e Sininaien 2251 %

He mvere 70 %6(0Q) npotsrom 45 XBiHu

Uniformity of dosage units Acceplance value (AVY) less than or equal L1
OniopinyicTs A03CBANMX OIBHHIL Ipuiimaibne uscno (AV) verioe abo gopisaoe L1
Related substances / Cyny¥ni gomitnks
Ihuprofen methy! ester NMT 0.5%
Merunoenit edip iGynpodeny He Ginnnie 0.5%
Other individual impurity NMT 02 %
{Hma okpeMa ominia He Sinpuie 0.2 %
ZOTEK®-30(, film coated tablets 300 mg Xe 10 batch Ne EDJ200U3A1

\\\-. o
Office : GV Chambers, 7-2-C8 & C8/2, L.E,, Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CiN No. U24232TG2013PLC0OB5349
Factory ; Plot No: $-8, 5-9, §-13/P & 5-14/P TSHC, Pharma SEZ, Green Industrial Park, Polepally {V), Jadcherla (M), Mahabubnagar, IN - 509 301. Telangans, India.

%f’ N/ // /7 /j /J/f ) /2‘”i:‘z;‘/z‘z:‘)%ﬂdministraﬁveandIegal use.




30TEK®-300, vabaericy, BrpuTi IIiBROBOT0 00030HK00, 0 300 pir Ne1O cepis Xe ERJ20003A1
Total impurities NMT 1.0% o
Cyma JoMimox He tinnuie 1.0 % 0491 S
Residual quantity of organic solvents / 3aammxosi xinskocri opranivinx posuiuuukie:
Isopropyl afcohol NMT 5000 ppm
[sonpoisopnii cmpt He Sinprrc 5000 ppm 1490.228  ppm
Dichloromethane NMT 600 ppm Not detected
IHxnopseras He Ginsrre 600 ppm He suasjaeno

Assay / Kisvkicse puznauenns

Dexibuprofen / JexciGynpodien

At balch release

285.0 mg —315.0 mg (95.0% -105.0 %)

Ha guayex 285.0 mr—315.0 mr (95.0% -105.0 %) 14 ME
Shelf life 270.0 mg —330.0 mg (90.0% -110.0%) = omr
Tepmiy npugaTaocti 270.0 mr—330.0 M (90.0% -110.0%)

Microbial test / Mixpotioaorinua aucrora

The total acrobic microbial count

(TAMC) Not maore than 10? CFU/g <10 CFU/g
3aranere wHCNO AuTTE3RaTHRX aepobimx | He Simmwe 10* KYO/r KVOir
Mixpoopranismis {TAMC)

The tetal combined yeasts/mould count

{TYMC) 5 Not more than 10? CFUfg <10 CFUig
Jaranbe YACTIO JPIAIKOBHY T4 He Ginwine 10° KYO/r KYO/r
nicssRx rpubie (TYMC)

Escherichia coli Should pepbectin | g Absent / BixeyTui

He ponyckacThes BagBHICTB B L T

CONCLUSION / BUCHOBOK

The tests implemented in accordance with MQC

the manufacturer that approved 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 abave information is authentic and accurate. This bateh of product has been manufuctured, including packaging/labeling and
quality control af the above-mentioned site in full compliance with the GMP requirements of the local Regulatory Authority and with the specification

available in registration dessier. The baich processing, packaging and analysis records were reviewed - found to be in compliance with GMP.
Banpebysanua nposeneni sianonigne go MKH supebunra 3atrepiixenoi MO3 Yrpainn, ’
3rigno BHCHOBKY HHAKNCOVIMIICANOr0, BHHICERAIAHIH 3PAI0OK MAE CTIHARPTHI NOKAIHBEN FRocTi, nepeadaveni MKH.
Huy s saceizvyymo, mo naBefena Bmme indopmanin € JecTopipHoio Ta Touwsaw. Iilo cepilo mnpsaykuii Oyre pupeGaemo (BKAIOWANMH
NAKYRAWHA/MAPKYBABNA) TA KOHTPOAL Wi wKocTi Ha numezaswaxeniit Bapodmmiill Alnemmi nposegene y nonniii sizuosinuocti 3 suseran GMP,
BETAHOBIEHNMH MICHERHIM PeTyAATOPIHM GPLAHOM, 3 TARKWE piguesito fe cnewrdinanii, pio MicTATReE 8 peccTpauiiinoay gocke. flporoxonn
supoloHNTEE, NAKYBAHEA TA axaiie Gy neperasuyTi - seranesieno sianonimsicrs GMP.

Name
Hypizsuue

3

;‘f . * 2
E‘J“‘!r g*f_ﬁl"‘:;'; i i ,gif

Position of person authorizing the batch release
ITocaga ocofii, AKa RUNANA A03R1T HA BREAYCK cepil

{Hecnasuw A4

Signatﬁre of person authorizing the batch release
Tlignxe ocoln, sKa BHIAAA A03RIT Ha BURYCK cepii

&7

2], o

Date of signature
Jara ninmcanusn

¥

L
i "3‘5 Al

ZOTEK®-300, film coated tablets 300 mg Nz 10

batch Ne EBJ20403A1

Office : GV Chambers, 7-2-C8 & £8/2, I.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232T62013PLCO85249
Factory : Plot No: §-8, $-9, 5-13/P & $-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M), Mahabubnagas, IN - 509 301. Telangana, India,

For internal use only not for administrative and legal use.
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