JEPKABHA CJYXKBA 3 JIIKAPCHBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUEBI

npos. Hanil Ceitnnunod, 3. 02099, en. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua. Kon CAPTTIOY 37079055

BUCHOBOK
npo sKicTs BBezenoro B Ykpainy Jikapehkoro 3acody

18.07.2024 Ne 37042/24/26

230JIOHT®-20

(HAlMEHY BaTHS HKAPCLROTO 3aco0y 3riiHo 3 pecerpartifinm gocriesiag
Ta6aeTKy, BKPUTI IAIBKOBOIO 000J01KO010, 110 20 M1 110 7 Tabjerok y dJicrepi; no 2 Oaicrepn
y KapTonHiii kopoGui

(POPM BHIVEKY, JOTYBARIIL BAL HAKY BTN AIKAPEHKOIO 3acudy)

Howmep peccrpauiitioro nocaizuenns UA/11328/01/01 erpok aii peccrpauiiinoro nocsisMenis HEOOMEKCHHH

Cepin nixapehkoro sacoby Ne EEP24002A1 Kinbkicts 8Re3CHOrO aikapenkoro sacody 412735
Bupodhui Epeprosken Jlaitd Cacnens Jlimiren. Tuuis

(RUFMCHYBANIN BEPOGTHIRS FIRAPCLROIY $aCoBy. Kpaii HONGAACHTIN)

TosapHeTBO 3 0OMEKCHOKO sinosiansuicrio "OPTAHOCIH JIT",

Beeseno B Ykpai 6
Kpatky ineur. won: 24377666

(raitare i sans ra ko U C/PHOY iopsanol ocodi alo PRI, IS 10 OarLROBE disiot
QCOGH ~ NPHEMLLSL, T MICLLC BPORHBANHSA Td peccrpantiiitiii nosep 00IKOBOT KAPTRI LWRITHIKD
no;rRis abo Cepis Ti HOAEP NAcHopTa)

Mpovoxon sisyansioro kowrpomo six 24.06.2024 N 2142/1.
JlaGopaTopHuit anani AkocTi Aikapeskoro 3acoby 3aificuen i
JIIT "LienTtpaiibha naGopatopist 3 auajizy aKocTi Nikapehkux 30C06IB I MEARUHOT NpojLyKitii”

(m.Kuis, sy, Kynpsncska 10r M Kuis, sy, Kyapsischka 813 Kuincbia o6:actk, ¢. Hosi flerpinii.
ByJ1. Ipana Ppatika, 19)

(NAAMCHY B IS TR MICHTHAN O IRCUHHS Audoparopit, uo nposcia aadopropii aniiz ko)

BUCHOBOK IOLO SKOCTI MIKAPCHKOTO 3acoly. Bruaiutil 1adopaTopicio sill 16.07.2024 Ne 1427
Pesyabrati 1abopaTopHOTO aHanizy AKOCTI JHKAPCHROrO 3ac00y 3a (IEPCBIPCHIIME NOKLHITHKAMH BIOBIAAIOTY:
BHMOTAM METOMIB KOHTPOMO AKOCTI (@HANTHUHO-HOPMATHBHOT JOKyMenTauii).

RKOHTPOAIO  BCTAHORICHO, 1O Alkapenkill  3acid  sBeseno 8 Yxpainy 3

.;aco()iw

QHOAABCTBA ILORO 3abe3ncHe s AKOCTI JIiKE\[’)C

Muxoaa XOJOJEHKO

COTEPOIIO ) (i) (ininiant ta upiise)







tvertogen Life Sciences Limited

E3ONOHI®-20, rabnerxu, arpuri nlo, o 20 wr Netd capln Ne EEP24002A1

CERTIFICATE OF ANALYSIS
CEPTUOIKAT AHAmgy Ne  21CP24100305

Product name / Hassa npouyuii: ‘ EZOLONG®-20 | E30MOHT®-20

Pharmacsutical form / Nikapesia thopma: l fifm coated tablets / TaBnetios, Brputi rniBKOBOIC OBONCHKOK

Strengthipotency / Cuna ailfakmsHicry: [ 20 myg (mr)

Type and size of packaging / Bug i poamip ynaxgsea: 7 lablats in blister; 2 biisters in a cardboard pack /o 7 vaBneroxy Qnicrepi; no 2 Grivrepuy kaprauHiit xopoGil
1.

Active substances / [liiodl pevosuim: 1 11im coated fablp! contaln: Esomeprazote 20 mg / { TaneTra, skpura o Micts: Esomenpasony 20 mr

Manufaciurer / BupoBii: f Evertogen Life Sciences Limited / Eseprosren Nakd Caericus Muiren |

Plot No: -8, 5-9, S-13/P & 5-14/P TSIIC, Pharma SEZ, Grean Industrial Park, Polepally (), Jadcherla (M),
Address / Arpeca: Mahabubnagar, Telangana, IN - 508 301, India

ST | Mot Ne Ec-8, Ec-8, Be-13/Mia Ec-147 Ti Ee AR A G, ®apma Ec | 3eT, Tpin Innacplan Napx, Monenanni (Bi),
Ea4epna (Em), Maxabybrarap, Tenarrara, IH-509 301, lugis

Registration certificale / Peccrpaujitne rocaiguerms; | UA11328/01/01 Valid upto { iitce no: ! Unlirited temn / neoSmemeruis i

License No. / Miyenain Ne: 19IMNIAPI2014/FIG l

Baitch Ne / Cepis Ne; : EEP24002A1 ; Baichy size / Poamip cepir: ! 42857 packs/ ynax, i

Date of manufacture / lata supoBuuyTaa: f 0512024 Expiry date / Tepain npugamocti; s 08/2025 f

Test Acceplable criteria (at batch realize) Result
HaltMeHyBanHs NoKaIHMKa Kpuvepii apuittstrHocTi { Ha sunycr) Peaynbrat
Light yelow colored, ova, biconves, scored o one side, fim coated tablets,
Description/Onuc OparbH, fpooryis Tairemu, BQui MIEK0B0I OBAMOHIDN CEMO-HOBTOD KOSBOPY, 3 prcioss Complies (Bianogigac)
Armnoginy va ooy Gou

[dentification / Inesrudicanis

The refention time of the main peak of esomeprazole in the chromatogram of the test
sclution obtained in Ihe test "Assay" should correspond to retention time of the peak of
esomeprazole in chromatogram of the standard solution,

Esomenpason Hac yTpUMyBaHHR OCHOBHOIO MKy €30MENpaaony Ha XpoMaTarpam BunpoByeatoro
POy, OTDUMAHOT B XOAT TeCTy «KiNlbxiCHe BUBHANGHHAD, NOBKMHEH CTIBMalaTH 3
H3COM YTPUMAHHA NikY @IOMENPAIONY Ha XPOMATOIPAM] CTAHARDTHOTO POSMHY.

Complies (Blanosiaac)

Average weight

Cepeni waca 1430 mg ) £4% 1412.9 mg (wr)
Disintegration " ;

PoanagaHin Not more than 20 min. / He 6instue 20 xa. 08 min.{xa.) 40 sec (cek)
Dissolution / Poxunerna NLT 70 %{Q) in 45 min. / He mexwe 70 %{Q) 3a 45 xa. 9%
Uniformity of dosage units Acceptance value (AV) less than o equal to L1 39
OpHopiaHicTs A030BaIMX ORRHMLL [MpuitaneHe Mneno (AV) Mewwe ao nopiasios L1 '
Related impurities / Cynpoal ki nomiuns

Any individual impurity | NMT 0.5 % 013 %
Oxpesi gomiuixu He Ginbiue Hik 0.5 % '

Total impurities NMT 1.8 % 0.13%
Cyma gomituok He Ginblue Hix 1.8 % )

Agsay | KinbkicHe BRaHaYeHH:

19.00 mg (mr) - 21.00 mg {wr) (35% - 105%) 18.8 mg (mr)

anuénpaaon
Microbiclogical test / MikpoBionoriuua wwctota
Total aerohic microbial count {TAMC) / 3aranshe YHeno XMTTeanaTHX aepobmx mikpoaprasismia (TAMC)

NMT 108 CFUfg / He Sinslue 103 KYO#r <10 CFUIg (KYOrr)

1offa2

EZOLONG®-20, film coated tablets 20 mg Ne 14 batch Ne EEP24002A1

Office : GV Chambers, 7.2-C8 & €8/2, I.E, Sanathnagar, Hyderabad - 500 018, Telangana, indja. www.avertogen.com, CIN No, U24233T62013PLC0O85349
Factory : Plot No: $-8, $-9, $-13/P & $-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {v}, Jadcherla (M), Mahabubnagar, IN - 509 301, Telangana, India.
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£I0MOHT®-20, rabrierki, s¥puT] fo, 1o 20 ur Neld copia Ne EEP24002A1

{TYMC)/ 3ararsua 4ucno AIRKOBHX T8 niichreux rputia (TYMC)

otal yeast and moulds fungi count

NMT 102 CEUIg  He Biniue 102KYOIr ‘ <10 CFUfg (YO
Escherichia coli Should be absent per 1 g/ He onycHaeTets B 1 1 npenapary Absent (BipcyTHi)
CONCLUSION | BUCHOBOK

The tesis are performed in acc
In the opinion of the undersigne
{ hereby certify that the above in

ordance with MQG of the manufacturer that approved by MoH of Ukraine.

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

formation is authentic and accurate, This bateh of product has been manutactured, including packaging/tabeling and quality control at the
above-menticned site In full compliance with the GMP requirements of the local Regulatory Authority and with the specification available in registration dossler. Production,
packaging and analysis protocols were reviewed and GMP compliance was confirmed.

oBEgeH BATOBIAHO A0 MIST aupoBiuia, Wo samnep/preH Havasom MO3 Yrpatum.

ARHENIANMCANONO, BUINEBKa3AHAT 3pasoK Mae CTaHAADTH! FIOKAIHIKK AKOCT], napenbaveni MK,

o HABRAEHE BULE {HchopMaLn & ROCTORIPHOIO T8 TOUHOIO. Lo ceplio npopyxui Gyno BAPOBIEHD {BKNCHAINH NaKYBARHAMAPIYBAHHST) T8 ROHTRONL i
i BUpoBHUMIR AinbhMLl NPOBEAGHD ¥ floBHii slgnosiaHocTi 9 Bumoram GMP, BCTaHOBREHANMA MiCLEAUM PEryNIATOPHAM OPFaHOM, & TaKoX
gigrosiao Ko cnegndixauli, wo MICTHTOER B PEECTPALIAHOMY AOChE. [Tpovokony BUpoEHULTRE, NaKYBAHHR T3 avaisie By nepernaHyT - BCTAHOBIEHO BignoBipHicT

BunpoBynarst np
3rifHO BUCHOBKY K
Linm 5 3acsipayio,
AKOCTI HA BAWEIAIHAUEH

GMP.
Porson, autborizing the batch release/OcoGa, signosinanssa 3a_Bunyek cepfi :
AN
G SrnvasaReo | | Manager QA i Rl 04-06-2024
Name / Npiaeuiue Pogition / Mocapa Signature / Manne Date of signature / fata nignvcais
EZOLONG®-20, film coated tablets 20 mg Me 14 batch Ng EEP24002A14 20fla2

Office : GV Chambers, 7-2-C8 & €8/2, I.E., Sanathnagar, Hyderabad - 500 018, Telangana, india. www.evertogen.com, CIN No. U24233TG2013PLCOBS349
Factory : Plot No: 5-8, 58, S-13/p & S-14/P TSUC, Pharma 5E7, Green industrial Park, polepally (V), Jadcherla (M}, Mahabubnagar, IN - 509 301, Telangana, India.



