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AEPKABHA CJIIYIKBA 3 JIIKAPChKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haaii Ceitnuuiiod, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €ZIPTIOY 37079055

BUCHOBOK
po AKiCThL BBe3enoro B Ykpainy JiikapcbKkoro 3aco6y
12.10.2023 Ne 51711/23/2611
JOTEK®-200

(Halimeny ButnIA NiKapehkoro 3acoby 3riilio 3 peceTpailifiiiuM nocBizueHHAM)
TabJIeTKH, BKPATI NAiBK0BOIO 0fostonKoo, no 200 mr, no 10 TabreTok y Gaicrepi; no 1

OsicTepy y kaproumii kopobui

(hopma BHIYCKY, 103ynniIA, BILT IAKYBAHIS NiKapehkoro 3acoby)

Homep peectpauifinoro nocsinuenns UA/11501/01/01 crpok aii peecrpauitnoro noceimuenns HeoGMexeHui

Cepia nikapcskoro 3acoby Ne EDI23001A1 KinekicTs BBE3€HOrO Nlikapeskoro 3acoby 31232
Bupo6uuk Esepromxen Jlakidp Caencus  JliMiten, Inais

(uakimerynaniis supoGHuka nikapenkoro 3acoby, kpaiHa MOXOMKeHHS)

Baeseto B Ykpaiuy Tosapucrso 3 o6mesxenoro Binnosigansricrio "OPIAHOCIH JITT",
inenr. kon: 24377666

(nafiMerysania Ta koa sa C/IPHIOY opuaninoi ocobu abo npizeuiue, iM's, no Gatekost (isuuHoi
0codu - manpuemi. I micue npoxuBanng Th pecerpauifiuit nomep 06iKOBOT KAPTKH fINaTHHKA
noaarkis abo cepist ra HoMEp nacnopra)

IIpoTokon Biayansnore konrpomo sin 20.09.2023 N2 2796/1.

3a pesynbTaTaM OEPKABHOIO KOHTPONIO BCTAHOBAEGHO, MO nikapcokuft 3aci6 BBeseHo B Ykpainy 3

AOTPHMAHHSM g }oﬁia.

Mukona XOJIOOIEHKO

npisaute)

aKOHOJABCTBA L00 3abe3netens SKocTi fikape
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Evertogen Life Sciences

JOTEK®- 200, tabnetan, BRputi NNIBKOBOH aBANoHKoM, No 200 Mr N219 cepia Ne EDIZ3001A1

CERTIFICATE OF ANALYSIS

CEPTUOIKAT AHANIZY b 21LF231003%6

Froduct name / Halaa npogyiit: ZOTEK@ 200 I SUTE}@-EUO

Pharmaceutical form f [Tikapceka copma; Flm mated tablets .F raﬁnew Empun nmamanm nﬁomHHﬂm
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Strengthipotency / Cuna pilfaktesicTs: 200 mg {Mr)
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Type and size of packaging / Bua i poamip ynamﬂm 1U tablets in bhsler 1 hhster na cardhuard pack ! Ao 10 Taﬁnemr.y Bnicvepi: no 1 GnicTepy y ¥apToHHI na'-:ul

— - e L —— i A it o i S e i g A

Active subsiances 1 [liomi peqoByHu: ‘| ﬁlm r:aated tahlel cnntaln dexlhuprnfen 200 Mg f 1 *raﬁn&ma BKOWTA N/C MICTUTL: AeKCiGynpodeHy 200 mr

Manufacturer 7/ Bupobruk: Evertngen Ltfe Smences le:ted f EBEDTD,Q}HEH namb Casﬂcna ﬂmne,q

Plot No: $-8. 59, S- 13.*F'& S-14/P TSIIC, Pharma SEZ. Green Industial Park, Pclepalry (V). Jadcherla (M}
- Mahabubnagar. Telangana. IN - 509 31, India

Address / Anpeca: Mnot Ne Ec-8, Ec-9. Ec-13/Mi va £¢-14/M: Th Ec An An Ci. @apma Ec | 3er, Mpin (HpacTpian Napk, Nonenanni (Bi),
B.a'-lepna {EM} MaxaﬁyﬁHarap TenaHraHa IH-509 301. Ikaia
Registration certificale / PeecTpauiitne noceipyenHs; UM1 1501!01.*01 Valid upta / mcre go: Unlimited term / HeoBmexenmis

License Na. / Niyensia Ne:  19/MNJAPI2014IFIG

Batch Ne / Cepist Ne: EDI23DIJ1A1 Batch size f Poamip cepil: 35000 packs/ ynax.
Date of manviacture / [lata enpobumyTea: U?f25}23 Expiry date / Tepmin npugaTHOCTI: 02025
f Test Aﬂceptable l:ntena (al batch realrze) | Resul{
__ HanMeHyBaHkA NOKASHWKA KPMTEPIT NDUAHATHOCTI | Ha BAYCK) I Pesynwtar

W ELAE e p e b e mm = m mmem omm e e s e % oam e = Eome e e e om0 e L AAE P A g e -

White. round. biconvex lilm coated lablels

Description'/ Oniac Kpyrni aeoonykni TabneTku. sxpuTi NIBK0BO0 06aNeHKo10 6inoro Konsopy.

Complies (Bignosipae)
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!r:lenur catmn ! meummuamn

R e L T ———— e LTI ———— e — e v - v wrme

The retentran ilmE uf the main peak of DExlbupmfen n chromatogram of the test .
solution. obtaned n Ihe test "Assay” should cosrespond to retention me of the |
peak Dexibuprofen in chromatogram of standard solution. !
* Dexibuprofen / [lexciGyripaden Hac yTpumyBamHn  ocHoRHOTO Ky  AexcibynpoeHy Ha  xpomaTtorpami : Complies {Bianosiaac)
BUNPOOYBEHOTO POSYMHY. OTPUMAHGE B X0ml TecTy «KinbKiCHE BMIHAYEHHS®. |
NOBMHEH CHIBNAAATM J YaCOM YTPHMAHMA OCHOBHOTO Niky AexCIOynpodeHy Ha
Xpo mamrpami CTEHAAPTHOIC PO3MUHY. i

Average werght f CEpEﬂHﬂ Maca i 380 0 mg x 5 % f 380 D MI 2 5 % o o I 3NS5 mg {wmr)

Disintegration / Poanapanus NMT 30 minutes / He Binbiue 30 xeunn 3~ 01.88  min. {x8.)

Chssolution f PogumHerHs NLT 70 %{Q) in 45 minwtes / He menwe 70 %{Q) npoTarom 45 xsnnwH 100 %

Uniformity of dosage unis Acceptance value (AV) less than or equal L1 n -
Oﬂunpmmt:jb £:030BaHNX OANHAML [puiimanse HMCAO AU} MeHLe at’io ﬂDpIBHI-UE L1 o ,

* Related substances f Cynyml ,qumwrm
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Ibuprofen methyl ester

METHJ‘IGBHH echip IEynpocbew NMT 0.5% f He Ginwwe 0.5% 0.054 %
Eﬂ}g!:ggiu:éﬁrﬁgw NMT 0.2 % ¢ He binewe 0.2 % 0.054 %

._ Total |mp|.-t;|t‘|;aﬂ5- t Cyma_ﬂ:uimnu T NMT 10% 1 He 5IﬂblLlE1'[i % I 0221 '%' T

: Residual quantity of arganic scivents f 3anuwrosi mgbxu;::flopraHHHﬂx ]JGEHHHHHHIB I. g,_ o e =
Isopropyl alcohol / laonponinoswi chupt NMT 5{}0{} ppm / He ﬁlﬂhLI.lE |i 428 ppm -
D.;(_:-I;I;uvm_ept-r;ane { OuxnopmeTan - NMT 5{][! ppm 1 He Gmbme EU . g- ppm -
Assay Al batch re]eas; / K-I;;‘I;MEHE ﬁi:arua;a';l:é:n;;‘lh-lia- sr.:rtycu o T T e
Oerioupoten /fleciGympodes 1900 mg - 210 0mg (35 0%-105.0 a7 %_:{05}} % w0 m o

ZOTEK®-200, film coated tablets 200 mg Ne 10 batch Ne EDI23001A1

Office : GV Chambers, 7-2-C8 & C8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013P1.C035348
Factory : Plot No: 5-8, 5-9, $-13/P & S-14/P TSHC, Pharma SEZ, Green Industrial Park, Polepally {V}, Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, india.
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Sciences Limited

SOTEKE-200, rabnetsu, sxpuTi nniskosow 0bonorKoH, No 200 Mr Nz 14 cepiA Ne EDIZ30G A

—— .

The total aerobic microbial count (TAMC) / 3aransue wcno XUTTE3NATHUX BEPOOHUX MIKpOORraHiamiB (TAMC)
Nat more than 108 CFUfg / He Binswe 10° KYO/r

————rs . [ S L

! The total combined yeasts/mould count {TYMC) / 3arankHe Yucno Apixaxosux Ta NMicHABAX rpubis (TYMC)

e —— . ma ———

<10 GFUIg (KYOI)

L TR H

Not more than 102 CFUIg / He 6inbuse 10? KYOH <10 CFUIg (KYOH)
- Eschericha coli Should be absentin 19 ! He nonyckaeTecn HanericTs B 1 1 Absent (BincytHi)
CONCLUSION /| BACHCOBOK

The tesls are performed in accordance with MQC of the manufaclurer hat appraved by MoH of Ukraine.
In the opimion of the undersigned the sample referred to above is of standard quakity is defined in the MQC. :
| hereby cerlfy thal the above information is aulhentic and accurate. This balch of produci has been manufactured, including packaginglabeling and quality control al Ihe above- -

menlioned stle in lull compliance with the GMP requirements of the local Reguialory Aulhcrity and with the specificalion available in registration dossier The batch processing. |
packaging and analysis records were reviewed - found 16 be in comphance with GMP. ) :

Bunpolysanng nposeneHk 8innoaiaHo 40 MKS svpoBruixa. w0 sateepaxed] Hakaaom MO3 YKpaiH. E
3riHO BYCHOBKY HIBKME MANMCAHOrO. BLUEBKATAHAN IPBIDK MAC CTEHABPTHI NOKAIHANM SKOCTI, nepeadauen MiKA _
Linm A acBimiyio Wo HABEAEHA BUILE HAOPMALIR € AOCTOBIDHOIR T2 TOYHOK Llic cepio npoaysLii By eMpoBReHs {Bxmouayn NAKYBEHHAMADKYBAHHA) T3 XKOHTPOML 1i SKOCT Ha
BALIEIBIHAYEHIA BUDODHIAT Ab-vil NPOBEREHO Y NOBHIA BIZROBIGHOCT! 3 Bumoram GMP, eCTaHOBNSHIMM MICUEBHM DErYNSTOPHIM QOraHOM. @ TaKOM BIANOBIAKO A0 Cheumdikauii
LUO MICTHTECR B DEECTPEUIRHOMY ACCHE. DPOTOKOMY BUPOGHILTSS. NakyBaHHR Ta aHaN3ia GyNu NEPErNHYTI - BCTAHOBNEHO BiAN0BIAHICTL GMP
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'_'Perso'ﬁ.n authﬁrizing ‘the batch release / OcoBa, pignosinantxa 3a eunyck cepii

G. Srinivasa Rao Manager QA | @fw an 95.07.2023
Name / TpisswiLe Position ¢ MNocana Signawre / MNianvc ' Date of signatre / [lata ngnucammss

ZOTEX®-200, film coated tablets 200 mg Na 10 batch N¢ EDI23001 A1 2off3 2

Office ; GV Chambers, 7-2-C8 & C8/2, I.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLC085249
Factory : Plot No: 5-8, 5-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (v}, Jadcheria (M), Mahabubnagar, iN - 509 301. Telangana, India.




