JEPHUTIKCITYKBA
JEPKABHA CJIVIKBA 3 TIKAPCHKHX 3ACOBIB.
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHCBI
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BHCHOBOK
PO SIKICTH BBe3eHOro B YKpainy JlikapcsKkoro 3aco0y

01.02.2021 Ne 3652/21/2611

E30QJIGHI®-20

(maifvcHyBauus TiKAPCHKOTO 32c00y 3TiARO 3 peecTpantifitum TIOCBIAYECHHAM )
TabJIeTKH, BKPHTI IIIBKOBOK0 000708K050, Mo 20 MT, 1o 7 Tadaerox y Guicrepi; mo 2 faicTepu
Y KapTouHii Kopooui

(dbopma Bunycxy, Nosysanns, Bux nakysagns TKAPCEKOrG 3aC06Y)
Howmep peectpaniitnoro nocsimuenns UA/11328/01/01 crpok mit PeECTPALiAHOTO HOCR] TaeHAs HeoOMeKeHmil
Cepix srixapeskoro 3acofy e EEP20004A1 Kinekicte ssesenoro nixkaperkoro sacoby 41400

Bupobauk Erepromken }Iaﬁé) Caencus Jlimiten, Tnnis

(Ealimenyrarns BrpoGunKa AKAPCEROTO 3ac00y, KpaiHa TIOXOIKEHES)

Beeseno B Vipainy Tosapuctso 3 o6mexenoro pinmosinamsnicTo "OPTAHOCIH JTI",
igenr. wom: 24377666

(mativenysanns Ta kox 3a €JIPIIOY oprzanol ocodu abo npizsume, iv's, Ko HaTekoBi Pizmanoi
ocolw - mixnpreMug, Ti MicUe npoxHsauus T2 peecrpanifiuai HoMep 061ixoB0T KapTKH MWaTHAK:
nonaTKIB 00 cepis Ta HOMep nacmopTa)

Ilporoxoea sisyansnoro xonrpomo sin 01.02.2021 N 307/1.

32 pesyNpTATAMEH JAEPKABHOTO KOHTpOMO BCTRHOBNEHO, 10 JiKapCeKuit 3aci6 BBezeHO B Ykpainy 3
AOTPHMAHHAM BEMOT 33KOHOJABCTBA MO0 3a6e3NeYe R AKOCT TKapCBKUK 3aC061B.




E30JIOHTS-29, Tabaeren, Repirri mrisKkosoie ofosonkern, na 2 mr Neld
CERTIFICATE OF ANALYSIS

cepiy Ne EEP20003A1

CEPTUGIKAT AHAJIIYY
Certificate No.:
Ceprudiiear Ne; 21CPI0100203
Product name: EZOLONG®.20
Hassa npogyeuii: E3QJOHI'®-20

Pharmaceuntical form:
Jixapeska opma:

film coated tablets

TafireTky, RKPUTI IBKOROIO 000NOHKGI0

Strength/potency: 20 mg
Cuna pitfariuniricys: 20 M7

Type and size of packaging:
Bua i posmip yRaKos:

7 tablets in blister; 2 blisters in a cardboard pack
o 7 rafieTor v Gmictepi; no 2 Gnictepy ¥ Kapronail xopobn

Active substances:
Jliroui pesonunu:

I film coated 1ablet contain: Esemeprazole 20 mg
1 atRETIa, BEPUTA I MicreTh: E3omenpasony 20 sr

Manufacturer:
Bupgbunk:

Evertogen Life Sciences Limited

BErepromuxen JTaHd Caercis Jintiten,

Address:
Anpeea:

Plot No: S-8, 8-9. S-13/P & S-14/P TSHC, Pharma SEZ, Green lndustrial Park, Polepally (V), Jadcheria

(M), Mzhabubnapar, Telangana, IN — 509 301, India

Ilxot Ne Ec-8, Iic-9, Ec-13/11i Ta Bc-14/T1i Ti He Adi Al Ci, dapma Ec 1 3er, Ipin Inpacrpian Tapx,

Hogenam (Bi), Exgepra (En), Moxafy6iarap, Tenaurana, TH-509 301, lugia
Regzstrnhgn curnm:ale: UA/11328/01/01 Va_luul upto: | 1412 2m0
Pecerpauiiite MocBigennn: Jiitene gos
License No.: 19/MN/APRO14/FIG
Jingusin No:
Batch Ne Date of manufaciure Expiry date Bateh size (packs)
Cepin Mo Hara pupeémuirrsa Tepmin ppuparnocti Poamip cepif (vnag.)
LEP20004A1 08/2020 11/2021 42 837
Index name Accepiable limits (by MQC) Result
HafiMenyRanHs OKa3NIKa Jlonyerumi mexi (3a MICD PeaynnTaT

Light yellow colored, oval, biconvex, scored on one side, filin coated
{able1s.

Onaripni, asoorryion TadneTks, BKPHTI IABKORAIO 0SOTONKMG
CBILIIOHONTOTO KOTBOPY, 3 PHCKOLO SR 0y 12 omomy Sorl.

Deseription/Onoe Complics/Bipnopinae

Tdentifieation / Igenrudiraiin

The retention time of the main peak of esomeprazole in the
chromatogram of the test solution obtained in the fest
“Assay" should comespond (o retention time of the peak of
esomeprazole in chromatogram of the standard solution.
Yae yrpUMyBanig OCHOBHOTO THKY £30Menpasony 1
XpOMaTOrpaMi BUIpOGYBAHOTO PO3HIREY, CIPHMANOT B XORI
Tecry «Kinbxicne BHSHASCH D, IOBHIEH CHIDTANATH 3
MACOM YTPHMAHEM LKy E30MCHPE30NY HA XPOMATOrpani
CTAH/IALTHOTO POSUMHY.

Esomeprazole / Esonerpazon Complics/Bianosigac

Average weight / Cepegun maca

| At batch release 30 mg 4% // S
B L s ssssonssesascss . d*/uwm_ A‘“*A g M .
Shelf life . 1430 g5 % (/ & / 2?45/4 A\
Tepuitl NPHARTHOCT] 1430 Mr£5% B ﬁﬂf’f:w 4
Disintegration / Posnayans 3 4”""? “‘ff./]]' #J = [{F
Atoh 1 i < ""5’ i
At batch release Not more than 20 min, ‘% “13 2 " # fm/ 7 15 &/ ]
Bunyex He Ginsme 20 xb. , /‘-,J A‘ L7 in
Shelf life Not more than 3¢ min. \x\”‘f e T e,
‘Tepmin mpuAATHOCTI He Sinsie 30 xi, Gippaad “ Ml
N NLT 70 %{Q) in 45 min. s o
Dissolution / Pesamenns He sicuiiie 70 %6(0) 52 4555, 952 "%
Hniformity of dosage units Acceptance value (AV) less than or equat to LT 703
Oanopiniicrs J030BAHIY OXMHHHD [pzitvansne aneno (AV) menme abo ,LLODEBHIOW‘L.\ )
Related impurities / Cynposigni gomimen
FZOLONG®-20, film coated tablets 20 mg Mo 14 batch Me EEP26004A 1oia

Office ; GV Chambars, 7-2-C8 & C8/2, LE, Sanathnagar, Hydeiahad - 50D 018, Telangana, india. www.evertogen.com, CIN No. U24232TG2013PLCOB5349
Factory : Plot No: 58,59, $-13/P & 5-14/P TSIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M}, Mahabubnagas, iN - 509 301. Telangana, India,

by a0 V1592 & 0500 wois A




E30JOHT®-20, tabnericy, prpuri nainkesoio obononkor, no 2 mr Neld cepise Ne EEP20004A1
Any individual impurity / Oxpemi goninixu
At bateh release NMT 0.5%
Bunyex e Ginsiue nix 0.3 %

0.08¢ 9
Shelf life NMT 1.0 % P Y
Tepmin npuaarnocri Hc Simswe mix 1.0%
Total impurities / Cyma aomiluox
At batch release NMT 1.8 %
Barrryese He dimme vix 1.8 % &
Shelf life NMT 20 % s 5
Tepmin npunarnocri He 6imiie vize 2.0 %
Assay / [liasricie pusnaucnan
Esomeprazole / Esomenpazon
At batch release 19.60 mg — 21.00 mg {95% - 105%)
Bunyex 19.00 mr —21.00 wr (95% - 105%) 109 ™M
Skelf life 18.00 mg —22.00 mg {90% - 110%) T omr
Tepmin npaaatnocti 18.00 mr —22.00 mr {90% - 110%)
Microbiological test / Mikpolionorisma uscerora
;:::J]z:ﬁren}:;f);:;ifrg?rifx?lzﬁdgsix)gr}mx NMT 10° CFU/fg <10 CHlie
‘ : : i

sixpaopragis: (TAMC) He Girpure 10° KYO/r KYO/ir
Ko vt Bt e WO || U161 L1 a0 CFUE

i e - s He Ginpine 102 KYO/r KYO/r
{TYMO)

s e . Shouid be absent per 1 g " .
Escherichia ecoli N Absent / Biacyrui

CONCLUSION
BHCHOBOK

The lests implemented in accordance with MQC the manuafacturer that approved by Mol of Ukraine

Fn the opinien of the undersigned the sample veferred to above is of standard guality is defined in the VMQC.

1 hereby certify that the above information is authentic and aceurzie. This batch of product has been manufactured, including
packaging/labeling and qualify conirol at {he above-mentioned site in full compliance with fhe GMP reguirements of the local
Regulatory Authority and with ¢he specification available in registration dossier. The bateh processing, packaging and analysis
records were reviewed - found fo he in compliance with GMP.

Bnnpefysanun nposexeni signosigne go MICT snpounxa sarpepmrenoi MO3 Yipainu,

3rignoe BUCHOBRY HIMCICHULINCAHON0, RUMICBRAIMANNIE IPAI0K MRE CTRANAPTHI NOICAIRIKY s1RoCTi, mependareni M.

s a sacsinwyio, mo uasefena nume ingopmanis € gocrosipuoio va tounote. o eepito npoaywuii 6yiao nupobrenn
{BRAT0UAIOYY MAKYBANIS/MADKYBAHNE) T4 KOATPons il awoeri wa pmmesasuawueniii pupofwnyiii pinenuni npesexeno y uomwiif
pinosiguecTi 3 sumoras GMP, peranobieninin MiCHEREM DEFYSATOPIHM OPFAHOM, A TAKOX nimwaripme no cvenndicauii, me
amieviyhen B pecerpauiiinomy Acche. Llporowosn BHDOBHNITRAZ, NAKYBAHHS T3 AVANZIR GyNM HepersuuyTi -~ BCTANOBICIHO
signopinniern GMP,

Name
IMpisseme

(‘;? s F"f Imivads floacan

Position of persen authorizing the batch refease . e —~
[Mocana acofiy, SIKA BIAAIR JO3BET HA BHOYCK Cepii Mosa o . A6 & -”—:A.\““h; > Pl

o /9

Signature of person authorizing the hateh refease
Tlignne ocoln, #1107 BEEANR ROIBLT B4 BHITYCK cepil

Date of signature
ata nipuneaing

EZOLONG®-20, film coated tablets 20 mg hb 14 hatch Ne EXEP20004A1 20fR2

Office : GV Chambers, 7-2-C8 & C8/2, 1.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertegen.com, CIN No. U24232TG2013PLC0O85349
Factory : Plot No: 5-8, 5-9, 5-13/P & 5-14/P TSIC, Pharma SEZ, Green Industrial Park, Polepaily {v}, Jadcherla {M}, Mahabubnagar, IN - 509 301. Telangana, India.
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