© Evertogen

Evertogen Life Sciences Limited

E30JIOHI®-40, Tabnerku, BKpuTi NNiBKOBOK 060N0HKOH,

Product name / Hassa npoayujl
Pharmaceutical form / [likapcbka hopma

Strength/polency / Cuna giifakTuBHicTb!

no 40 mr Ne14 cepin Ne EES22003A1

CERTIFICATE OF ANALYSIS

Ne
CEPTU®IKAT AHANI3Y

21CP22100108

: ( EZOLONG®-40 / E30/IOHI®-40

: | film coated tablets / TaBneTku, BrkpUTI NNiBKOBOK 0GONOHKOK

|
]

: [ 40 mg (mr)

Type and size of packaging / Bua i poamip ynamami 7 tablets in blister; 2 blisters in a cardboard pack /no 7 Tabnetok y bnictepi; no 2 6rictepu y KapTokHil Kopobui f

Active substances / [liroMi pe-oBuHM

Manufacturer / Bupobruk

Address / Agpeca:

: l 1 film coated tablet contain: Esomeprazole 40 mg / 1 TabneTxa, BxpuTta n/o MicTuTL: E3omenpa3ony 40 mr

: I Evertogen Life Sciences Limited / EseproameH Naiid Caexcus Jlimiren

|

Plot No: S-8, S-9, S-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M),
Mahabubnagar, Telangana, IN - 509 301, India

Mnot Ne Ec-8, Ec-8, Ec-13/MNi Ta Ec-14/Mi Ti Ec Ait Al Ci, ®apma Ec [ 3eT, 'pin lHpacTpian Napk, Monenanni (Bi),
€ayepna (Em), MaxabybHarap, Tenaxrana, H-509 301, Hgis

Registration certificate / PeectpatyiitHe noceigyeHHa: ‘ UA/11328/01/02 Valid upto / flicHe go: ’ Unlimited term / HeoBMeeHuit
License No. / fliueHain Ne: I 19/MNIAPI2014/FIG I
Batch Ne / Cepist Ne; l EES22003A1 | Batch size / Poamip cepil: L 42 857 packs/ ynak. I
Date of manufacture / Jata supoBHuuTea: I 05/2022 l Expiry date / TepmiH npugatHocTi: I 08/2023 ]
Test Acceptable criteria (at batch realize) Result
HaltmeHyBaHHA nokaaHuka Kpurepil npuiAHATHOCT ( Ha BUnycK) PeayneTar

Description/Onuc

Pink colored, oval, biconvex, scored on one side, fim coated tablets.
OsaneHi 4soonykni Tabneme, BrpuTi MNIBKOBOKD OBONCHKOK) POXEBOM KOMBORY, 3 PUCKOID
AT nopiny Ha aaHowy Go.

Complies (Bignosigae)

Identification / |nerTudpikalin

The retention time of the main peak of esomeprazole in the chromatogram of
the test solution obtained in the test "Assay" should correspond to retention
time of the peak of esomeprazole in chromatogram of the standard solution.

Yac yTpuMyBaHHA OCHOBHOTO Tiky €30MEnpasony Ha Xpomarorpami Complies (Binnosinae)

BARRIGpEaN BMNpOBYBAROr0 PO3dMHY, OTpUMaHOI B X0 TecTy «KinbKicHe BM3HAYEHHSN,

NOBUHEH CMIBNAAATA 3 YACOM YTPUMAHHA Niky €30Menpasorny Ha xpomarorpami

CTaHAaPTHOTO PO3YMRY.
Average weight 1430mg+4 %
Cepepna maca 1430 +4 % 14030 mas{wr)
Disintegration Not more than 20 min. .
PoanaganHs He 6BinbLue 20 xB. 243 minde)

’ . NLT 70 %(Q) in 45 min. -

Dissolution / Poa4uHeHHs He wesiue 70 %(Q) 3a 45 xa. 86 %
Uniformity of dosage units Acceptance value (AV) less than or equal to L1 48
OnHopiAHICTL A030BAHKX OAMHMLIE MpuitmansHe yucno (AV) meHwe abo Aopianioe L1 '
Related impurities / CynpoBigHi ACMiLLKuA
Any individual impurity NMT 0.5 % 045 %
OKpemi BOMiLLK He BinbLwe ix 0.5 % ' °
Total impurities NMT 1.8 % 015 %
CyMma JOMiLLIoK He Ginbuue Hix 1.8 % . ’
Assay / KinbicHe BU3Ha4EHHA
Esomeprazole 38.00 mg —42.00 mg (95% - 105%) M1 mg (w)
Eaomenpaaon 38.00 mr—42.00 Mr (95% - 105%) ’ g
Microbiological test / Mikpobicnoariyra umicTota
Total aerobic microbial count (TAMC) / 3arankHe uicno xwTTe3gaTHUX aepobHux Mikpoopratiamia (TAMC)

NMT 102 CFU/g / He Ginbie 103 KYOIr CFU/g / KYOIr

EZOLONG®-40, film coated tablets 40 mg Ne 14 batch Ne EES22003A1 10ff32

Office : GV Chambers, 7-2-C8 & C8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLC085349
Factory : Plot No: $-8, S-9, S-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, India.

Frvimbmnvimal iima mnhs mndk Fav ndmainictratiiim amdAd [lamal iima



% E ver togen Evertogen Life Sciences Limited

E30J0HI®-40, rabnetky, BKpuTi nniskoBoto 060n10HKo0, No 40 Mr Ne14 cepin Ne EES22003A1
Total yeast and moulds fungi count (TYMC) / 3aranbHa uucno apixmkosux Ta nnichssux rpubis (TYMC)
NMT 102CFUIg / He 6inbue 102 KYO/Ir <10  CFU/g/KYOIr
Escherichia coli Should be absent per 1 g / He gonyckaetsea B 1 r npenapaty Absent (Bigcy i)

CONCLUSION / BUCHOBOK

The tests are performed in accordance with MQC of 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.

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

BunpobysatHsa nposeaeHi BinnosigHo Ao MKS eupobhuka, wjo saTeepaeHi Hakasom MO3J Yrpaiku.

3riAHO BUCHOBKY HIDKYENIANKCEHOTO, BULLLEBKA3aHUA 3pA30K MAE CTaHAAPTHI NoKasHUkW AKocTi, nepeaBaveHi MKA.,

Linm 5 3acsinyyto, Wo HasedeHa BULLE iHOPMaLLA € AOCTOBIPHOI Ta To4Ho. Lito cepiio npoaykuii Byno BupoBneHo (BKNKOYEI04M NaKyBaHHA/MAPKYBAHHS) Ta KOHTPOSb i
AKOCTI Ha BULLE3a3HaMeHin BUPOGHWHIA AINbHUL NpoBeAeHO Yy MOBHIA BIANOBIAHOCTI 3 BUMOraM GMP, BCTaHOBMEHWUMM MICLBMM DEIyNATOPHAM OpraHoM, a TaKow
BiANOBIAHO A0 cneuMdikaLli, Wo MICTUTLCA B peecTpalyitHoMy Aocke. [TpOToKonW BUPOBHULTBA, NaKyBaHHA Ta aHaniaie Bynu nepernsiHyTi - BCTAHOBNEHO BiANOBIAHICTL

GMP.

| Person, authorizing the batch release / Ocoba, BignoeigansHa 3a Bunyck cepii |

L Seminsi e | | Monogyy_sog | | ][ afefeo |

Name / Npiasnwe Postidn / Mocaga Signature / Mignve . Date of signature / [lara nignucanHA

EZOLONG®-40, film coated tablels 40 mg Ne 14 batch Ne EES22003A1 20fl32

Office : GV Chambers, 7-2-C8 & C8/2, I.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLC085349
Factory : Plot No: $-8, 5-9, S-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcheria (M), Mahabubnagar, IN - 509 301. Telangana, india.

Carimtarmal tira nnbis mad far adminictrativim and lamal cea
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AEPKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOREIB
TA KOHTPO.JIIO 3A HAPKOTHKAMMW y M. KHEBI

eyn. Bepesnakisceka, 29, Kuis, 02098, ten. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dls.kyivi@dls.gov.ua. Kog €IPIIOY 37079055

BUCHOBOK
NMpo fKicTh BEe3eHOro B YKpainy Jikapcbkoro 3acoby

22.05.2023 Ne 24548/23/26

E30JIOHT'®-40

(HaitmeryBaHHA Nikapcskoro 3acoly 3riaMoe 3 peecTpauiliHMM NOCBITYEHHAM )
Talserkn, BRPHTI IIiBKoBO0 06010HK010, N0 40 Mr; no 7 TaGaeToxk y Guicrepi; ne 2 Gaicrepu
Yy kaproanii Kopobui

(dopma BUNYCKY, AC3YBAHHA, BHIL NAKYBAHHS NiKApeeKOTo 8c00Y)

Homep peectpauiltvoro noceigveans UA/11328/01/02 ctpox aif pecctpauiiinoro nocainuenns HeobMexeHuit

Cepin nikapcbxoro zacofy Ne EES23002A1 KinnkicTh RRE3EHOrO JiiKapehkoro zacofy 19260
BupoBuuk Erepronxen Jaiid Cacucus Jlimiten, [eais
(HakiMeHysania supoBHuKa Nikapchkoro 3acofy, KpaiHa NOXOMKEHHA)
Bseaeno B Ypainy Tosapucrso 3 oGMexenolo sixnosinaasuicrio "OPI'AHOCIH JTA".
igenT. woa: 24377666

{(HaliMeHyBaHHA T8 xou 38 CAPTIOY opranurol ocobu afio npisannie. iM's. no SaTekani dizayunol
ocoliK - nianpuemus, if Micue NpoKHMBRHHSA T8 peceTpaunifHui HoMep ofIiKOROT KapTkn NEETHMKA
voaurkia abo cepis T4 HOMEP NacnopTa)

fMpoTokon sisyaassore konrpome sia 01.05.2023 e 1215/1.
TNaGopartopuuit akanis akocti nikapceroro sacoBy sailicHenni:

JepxanHa HayKoBO-ZOCHiAHa 1abopaTopis 3 KOHTPOMIO AKOCTI Nikapchkux 3acobis Jlepxasnoi
yCTaHOBH "IHCTHTYT rpoMaichKoro 310pos's iM. O.M. Mapzeesa HAMH Ykpainu” (m.Kuis.
sya.llonyapenka 50)

{HAHMEHYBAHHE T4 MICUCIRAXOLKEHHS aGoparopit. 1Lo nporena naGopaTopHHi anais AKOCT)

BuCHOBOK LIOKO AKOCT] Nikapchkoro 3aceby, BuaaHui nadoparopicio sin 19.05.2023 Ne 1048
PeayAsTaTH TaGopaTopHOTO aHanisy AXOCT Mikapcbkoro 3acofy 3a nepeBipeHnMH NokasHukamu BiAMOBIZAOTL
BHMOTRM METOAIB KOHTPOAIO SKOCTI (AHANITHYHO-HOPMATUBHOT JOKYMeHTaLiT).

KaBHOFO KOHTPONIO EBCTAHORNEHO, W0 nikepcbkWA  3acid  seeseno B YkpalHy 3
HONABCTRA WOAC 3a6e3neueHHs AKOCT! NiKApELKHX 1acobin.

v

3a pelynnLTATAMH

Mukona XOJIOOAEHKO

s . . - =
{nianuc} {iniuiann Ta opisHuc)




© Evertogen

Evertogen Life Scien

ces Limited

E3IDADHT®-40, Tabneriw, axputl nla, no 40 mr He14

Product name { Hazpa npogayyii:

Phamaceutical form / Mikapcka dopma:

Strengthfpotency f Cuna nnfan'ruamt:'rh

CERTIFICATE OF ANALYSIS

CEPTUGIKAT AHARGY ™ 21 GREN V)R

cepin W1 EES23002A1

EZOLONG®-4I] { E30]10Hr®-40

, ﬁlrn coated tablets / TaBneTi, BRPKTI NNIBKCEOK CBCNOHNCIO

40 mg [mr)

Manufacturer / BupobHms:

Address / Appeca:

Registration certificate / Peectpauiine nocsiguenya:

Licgnse No. / Jiygnaia Ne:

Balch Ne { Gepin Ne:

Date of manufacture f flata BrpobHWLTEA:

Test
HaHmeHyBaHHs NOKA3HKK

Evertogen Life Sciences Limited f EBEpTD.l:DKEH Naikp Cacrena NMimitapn,

Mahabubnagar, Telangana, IN — 509 301, India

" Plot No: S8, 59, 513/ & 5-14/P TSIIG, Pharma SEZ, Green industrial Park, Polepally (), Jadcherla (M),

Mnot M Ec-8, Ec-9, Ec-1347i ta Eg-14Mi Ti E Asi Ail Ci, ®apma Ec | 3er, lpix Ingactpian Napk, Monenanni (Bi},

| Gopapna (En], MaxabySuarap. Tenaniang, IH-500 301, It

[ UAM1328/01/02 Valid upto / flische ao: _ Unlimited term / heoGmenenini
| 9MNAPIOVFIG o
. EES23002A1 Bakh sie / Poswip cepii: . 42857 packs/ynak,
' 042023 Expiry dale / Tepwin npugarHocti; | 0772024
Acceptable criteria (at batch reélize} T - ﬁesull
Kpurepil NpMAHATHOGCTI { Ha BHTYCK) ! Peaynetat

Pk ooored, oval, boonwe, scomd on one side. lim coaled tablets.

Description/Onic Ouanki SECOMyKNi TAFNETIM. BXOVT NNIBKOBOKD OOONDHKOK) POMEEORD KOO, 3 PUCKOIO Complies (Bignogigae)
o LA noainy K3 onHoMy Gouy. B
Identification / lneHTuchixawin
The retention time of the main peak of esomeprazole in the chmmatogram of
the test solution obtained n the test "Assay" should correspond to retention
time of the peak of esomeprazole in chromatogram of the standard solution.
EJESUO'HImEﬂ'ambOII Yac yTPMMYySAHHA OCHOBHOO MKy E3OMENPA30Ny HA  XpOMATOPaMi Complies (Bipnoeinae)
pay BUnpoGYBaHoro posqKHY, OTPWMAHCT B xofi TacTy «KinkKicHe BUIHEYEHHASs,
NOBMHEH CNIBNAAATH 3 YBCOM YTPMMAHHA NIKY 8I0MENpa30Ny Ha XPOMaTorpami
CTAHAAPTHONO POIMUHY
Average weight
CepegHs Maca 1430mg (mr) 4% 14083  mg (mr)
Disintegration Not more than 20 min ]
PoanaaanHs He Ginswe 20 x8 497 minfe]
; ; NLT 70 %({Q) in 45 min.
Dissolution / PoauHeHHR He menie 70 %{Q) sa 45 xe 89 %

- Unilormity of dosage units Aooeplance value [AV) less than or equal ol 25
OpHOPIAHICTE ADI0BAHKX OBHHWLB [puiimankHe Yicno [AY) meHwe abo aopieHioe L1 ’
Related impurilies / Cynposigni ZoMilLKM
Any individual impurity NMT 0.5 % 003 %
Oxpemi ZoMiLLIKM ~ He Binbie wix 0.5 %

Total impurities NMT 1.8 % 003 %
Cyma pomiwox B He Sinblue #i 18 %

Assay [ I{nbncue BUIHAUEHHA

Esomeprazole

Esowenpazon 38.00 mg (mr}- 42 00 mg {mr} (95% - 105%) 381 mg{mr)

Mlcroblologncal tesur Mmpoﬁmnomua uHCTOTE

EZOLONG@-!O fllm coated tablets 40 mg Ke 14

Total aerobic mlcrublal count [TAMC} { 3aranche cno m‘rTeanaTan aepobHUX MIKpoopraniamie [TAMC)
NMF 107 CFU/g / He Ginewe 10° KYOIr

batch Ns EES23002A1

N\ CFUig /KYQIr

1oflx2

Office : GV Chambers, 7-2-C8 & C8/2, |.E,, Sanathnagar, Hyderabad - 500 018, Telangana, Indla. www.evertogen.com, CIN No. U24232TG2013PLCOB5349
Factory : Plot No: 5-8, 5-9, 5-13/P & $-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M), Mahabubnagar, IN - 508 301. Telangana, India.



Evertogen

Evertogen Life Sciences Limited

EIONOHEE-440, Tabnetén, BKpATI Mo, no 40 mr Ne14 cepia N= EES23002A1

" Total yeast and moulds fungi count (TYMC) / 3arankHa wucno apixawoenx 1a nnicHaskx rpubie (TYMC)

NMT 102 CFUJg / He Ginuue 102 KYOir - ' <10 CFUIg/KYOH
Escherichia coli Shoulkd be absent per 1 g / He gonyckaeToca B 11 npenapaty Absent {BigcyThi}
CONCLUSION { BACHOBOK

The tasts are performed in accordance with MQC of the manufacturer that approved by MoH of Ukraine,

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

| hereby cerlify that the above informalion is authentic and accurate. This batch of product has been manufactured, including packaging/labeling and quality confrol at the
above-mentioned site in full compliance with the GMP requirements of the local Regulatory Authority and with the specification avaitabla in registration dossier. The batch
processing, packaging and analysis records were reviewed - found to be in compliance with GMP.

BunpobyeanHa npoBedeti sianosigHo Ao MKA supoBuka, wo sareepaweni vaxasom MO3 Yipaiuu.

3rigHO BMCHOBRKY HKXHENIANMCAHOTO, BULLIEBRAIAHKA JPAIOK MAE CTAHAAPTHI NOKEIHMKK AXOCT, nepeaGaveni MKH.

Liym A 3aceiqqyo, wo HareAeHa evwe iHGopMaLR € AocToBipHOI Ta Toukow: Lo cepito npoaykyll Byno BHpOGNEHD (BKNIOYAIHM NEKYBAHHA/MAPKYBAHHA) T KAHTPOND iT
ANOCTI H@ BULLS2AIHAYEHIA BUPOGHUMIM AINLHMYT npoBenedo y noBHii ipnoaigHocti 3 BuMoram GMP, SCTAHOBNESHMME MICUEEMM DEryNATOPHHM ODFEHOM, & TaKOK
8ian0BiAHO A0 cnewudhikayT, W MICTHTECR 8 peecTpauirvoMy gocke. NpoTokonk BHPOGHWLTEA, NaKYBaHHA Ta aHanisie Bynk NepernAHyTi - BCTaHOBNEHD BiONOBIAHICTD

GMP.
Person, au‘thwlzivm_ the. batch raleasa :'Ocaﬁa:é';ﬁngj;qanbna-sa BMNYCK Cepii
o ” i 2 ¥ —
G. Srinivasa Rao Manager QA - il 20/04/2023
Name / Mpizerie Pasition / MNocapa 53%:&_313_1%.* Nignue " Date of signature / [lata nigncasHA
EZQLONGE-40, film coated tablets 40 mg Mo 14 batch Me EES23002A1 2ofiz2

Offica : GV Chambers, 7-2-C8 & C8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIM No. U24232TG2013PLCDB5348
Factory : Plot No: 5-8, §-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {V], Jadcherla (M)}, Mahabubnagar, IN - 509 301. Tefangana, Indla.
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