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evertogen Life Sciences Limited

E30NOHr@-40, 7abineme, expurl nfe, no 40 wr Neid cepla Ne EES24010A1
CERTIFICATE OF ANALYSIS

CEPTHOIKAT AHAmzy 12 21CP24100834

|
Product name f Hasea npogywufi; I EZOLONG®-40 { E30/IOHI@-40 !

:
_l
|

Pharmaceutical form / Nixapeeka dopMa: Mm coatad tablels / TaBnetiu, sipaT] NNiBKoBo0 OBORDHKGIO

Strengthipatency / Cuna gilfakTHenicr: ‘ 40 mg (Mr)

Type and size of packaging / Bug i poasip ynauuam{ 7 tablets In blister; 2 blisters In a cardboard pack / no 7 tabnetox y Gricrepi; no 2 Gnlcrepu ¥ waprouuil kepolyl

Aclive subslances / fisoui peyoBumy: !_1ﬁlm coaled lablel conlain; Esomeprazole 40 mg /1 taBneiwa, erodra nfo MiciuTs: Esomenpasony 40 mr

Manufaciurer { BupoGi; Evertngen Life Sclences Limited / Epeprogwen Jaiith Caencua Nimiren

Plot No: 8-8, 89, 8-13/P & S-14/P TSIIC, Phanna SEZ, Grean ndusinal Park, Polepally {V), Jadcheria (M),
Mahabubnagar, Telangana, IN -~ 509 301, India

Mnor Ne Ee-B, Ec-9, Ec-13/111 ta Ec-14/f1i Ti Ec A AR Ci, ®:apma Ec | 3er, Ipli lugacrplan Napk, Nonenanmi Bi},
€avepna (Em). Maxalytnarap, Tenanrawa, IH-500 301 , [Rgin

Registralion ceriificate / Pecctpayline nocelntesns; LUAI11328!01102 Valid upto / iiicye po: Bnlimiled term / neobiveneridi
License No, / Ilingxala Ne: [ T9IMNIAPI20141FIG

EES2MU0A1 |

Address / Agpeca;

E
1

Bafch size / Poamip cepff L42 857 packe/ ynar. f

!

Baichie/ Capin Ne: |

Date of manufacture/ flata supofisiyea: ] 1212024 j Explry date f Tepuin npunathoct; f_ 03/2026
E Test Acceplable criteria {at batch redlize) Result
! Hafvenyaanns nokasnuka Kprrepii npufiHATHOGT { Ha BHNYCK) Peaynutay o
! Pink eolored, oval, bicomvex, scoredd on oneside, fim coatod iabiets,
i DescriptienfOnuc Caanesl arconyini Tabnens, BT MADR0K0 05QNCHIDID PCRHEBORD KONLORY, 3 PACKDIO Comiplies (Bignosigag)
L Ana naainy ka3 ooy o,
{ Identification / inesrischikanin
i The refenlion time of the main peak of esomeprazole In the chromatogram of
. the test sofulion obtalned in the test “Assay” should correspond {o refention ,
! Escmeprzce time of the peak of esomeprazole in chromategram of the standard solutian,
I 3 Uac yrpusiyaanms  ocHOBHOrG MKy eJoMenpaiony Ha xpomarorpani Camplies (Bignosigac) !
soMenpason :
| BUNPCGYBAHOMD POIURHY, OTPHMEHAT B xopf Tecty «KinexicHe sl3HaYeNHAN, . .
l MOBMHEI CMIBNBAETH 3 YaCoM YTRIMBHHA Miry e30Menpasony a Xpowaroparl !
| CTAHOSPTHOI POYHHY. /
| Average weight =
| Cepanin maca 1430 mg {mr) £4% 1413.64 mg {u) f
i Disintegration Not more than 20 min, : o
PoanagankA He Gintwe 20 xa, 01 min.x8.} 54 sec (cex)
. : NLT 70 %{Q) In 45 min,
Dissolution / Posumrenna He Meswte 70 %(Q) 3a 45 xe. ! 90% )
Uniformity of dosage units Acceplence value {AV) less than or equal to L1 85
OgHoplaKicTs 03083 X OAUHIUE Mpuikaneye uicro (AV) Menwe afio Aopisuioe L1 .
| Related Impurlles / Cynposiar aomtim ‘
Any individual impurity NMT 0.5 % 0.41 %
Oxpent oM He Ginbwe kix 0.5 % i !
Tolal impurities NMT 1.89% 01 % :
Cyua AoMimox He GinsLue Hik 1.5 % sk )
Assay / KinbKicHe BHaHaueHHs '
Escnaprazciz
Esosenpagon 38.00 mg {ur}- 42.00 myg {nxr) (95% - 105%) 39 myg {mr)
Microblalogical test / Mixpofionoriana uircrora
Total aerabic microbial count{TAMC) / 3aranbHe dvicno suTTeanarmmx aepolikux Mipoopraniamia [TAMG) ST T T
| NMT 162 CFUIg 1 He Binbwe 10° kyorr | f/RCrugrkvor

EZOLONGE-40, filr coated tablets 40 mg Ne 14

balch N2 EES24010A1

Vv

nd*

7} 1oli32
O g

Office : GV Chambers, 7-2-C8 & €8/2, 1.E., Sanathnagar,

Factary : Plot No: 5-8, §

Hyderabad - 500 018, Telangana, India, www,
-9, 5-13/P B 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {V),
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cvertogen

Evertogen Life Sciences Limited

E30NOHI®-40, 7abnetww, axpurl nlo, no 40 mr Ma14 cepln Ne EES24010A1
Tolal yeast and moulds fungi count {TYMC) / 3aranssa wieno AplaonHx Ta mnichasix ipubis (TYMC) ;
]
NMT 102CFUfg / He Binbwe 102 KyO/r <10 CFU/g / KyOfr i
| Escherichia coll Should be absentper1g/He Aanyckaetser 8 1 r npenapary Absent (BincyTwi)
CONCLUSION f BUCHOBOK

The tests are performed in accordznce with MQGC of the manufacturer that approved by MoH of Ukraine,

In the opinion of the undersigned the sample refered {o above Is of standard quality is defined in the MQC.

I hereby certify that the above infarmation Js authentlc and accurate, This balch of product has been manufactured, incluging packagingfabeling and quality control at the
above-mentioned site in full compliance with the GMP requirements of the locat Regulatory Authority and with the specification available in registration dossier. Production,
packaging and analysis profocols were reviewed and GMP compliance was confirmed.

BunpoSyeanua nposesex algncaigks go MKA aUpoGHKKa, WO 3aTBEpAKEHT Harkaaon MO3 Ykpaiuu.

3rigHo BRCHOBKY HUKMENIANICaHOTD, BHLUBBYAIAHHI 3Da30K Mae CTanAapTHT ROKEIHMKH AEQCTI, RepenGaveni MKA.

Llut A 3acsipuyio, wo Haeeqona Bile iHdoprmauin & gocroalpkei Ta ToumHo., Ljie ceplio apogyxuli Gyno supoSneso {Brucualowy nakyszHHA/MAPKYBaHKR) T2 KOHTPONb T
AKOCT! Ha BMWIEIAHAMEHIR BAPOBHKYIA Ainkhutll npoBeAEHo ¥ (oBHi BinoBigHocTi 3 BMMoraM GMP, BeranoBRSHHM HICUEBHM PRIyNATOPHUA OpfaHOM, @ TakoK
eiznoalgno Ao cnaysdibay W0 MICTHTLCA B PEECTPaUliHOMY focke, Nporoxons eupoBumyTea, nakysaua 1a awanizia Gynu nepernaKyTl - BoTanoenenD alanoaiquicte
GMP,

Person, authorizing the batch release / OcoBa, Blanosifantia 28 BUIYSK CepiT \

| G.Srinivasa Rao | [ Manager QA I 1:5/ | 31-12-2004

Name / Mpizavuye Pasltion / Nocaga Slgnalur'é { Nignke Dale of signature / lata nignucannn

EZOLORG®-40, film coated tablets 40 mg Nai4 batch Me EES24010A1 20032

Office : GV Chambers, 7-2-C8 & €8/2, 1.E., Sanathnagar, Hyderabad - 500 018, Telangana, indla. www.evertogen.com, CIN No, U24233TG2013PLCOS5349

Factory : Plot No: 5-8, §-0, 5-13/P & $-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepaliy (v}, Jadcherla {M), Mahabubnagar, IN - 509 301, Telangana, India,
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HEPIKABHA CJOYIKBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIXO 3A HAPKOTHKAMMU y m. KHEB]

nipos. Hagif Ceitmiunot, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon EOPNOY 37079055

BUCHOBOK
PO SIKICTH BEC3CHOr0 B Yipainy JixapebKoro 3acoby

12.02.2025 Ne 6594/25/26

E30JIOHTI'®-40

(nafnenysarng sikapeskorg 3acaby arifHo 3 pecerpauitimim nocaiasicHHAM)
TabjaeTKH, BRPHUTI IIiBKOBOI0 oBosonkoro, no 40 mr; no 7 Tabsierox Y Guaicrepi; mo 2 Gaicrepu
Y kapronniii kopobui

(thopma Bumycky, nosysauns, sua NakyBAHNA NiKAPCLKOre 3acoGy)
Homep peectpauitisioro noeeinvenua UA/1 1328/01/02 CTPOK Aii peecTpauiiitoro noceinvenss HEOBMeKSH K
Cepis nikapcekoro sacoby Ne EES24010A 1 KinekicTn nneseroro nixapckoro sacoby 39850

BupoSunk Esepromxen Jafid Caenens Ji imiten, Ingis

{(nadistenysannis supoGumka nikapesxoro 3acoby, xpafita noxomces)

Baeseno B Vipaiuy Tosapuerso 3 ofmexenoro Bignosinansuictio "OPTAHOCIH JITOM,
nenT. won: 24377666

(nalmenynanis T kog 3z CAPTIOY 10puasuHOT ocobH aGo npilnuiue, iv's, no GatLront tpizmunof
ocofH - mianpuesus, ¥ aticue NpOKHBAINA TR peecTpaUiRHui noMep oGnikonoy KAPTICH NAATHHEKA
noaaTkin ao cepiy ra noaep nacnopra)

Tporoxou sisyaneuoroe konrposnio six 21,01.2025 Ne 100/01.1 0-25/1.
JlaGoparopHuit anani3 skoeri TiKApCLKOTO 3ac0By saificHennH:

Al "Lienrpansua naBoparopis 3 ananisy sxocti NiKapeLKHX 3aco6iB | MegnurHol npomykuii"
(M.Kuis, By, Kynpsascora 10r v.Kuis, Byn. Kyapsschka 8B ICuieehia obaacts, ¢. Hosi INerpisui,
_Byan. Irana @paika, 19)

(rafimenynain ta mictenmxomenm snaboparopif, wo npasesna naGopatopnuil anasis Axocri)
Bucuosox wono axacri nikapebkoro sacoby, Bunanmii naGoparopiee nig 12.02.2025 Ne 0163

Pesyaxtatu naGoparopHoro ananisy skoeti nikapeskoro sacoby aa nepesipeitiMy ImokazHMKkaMy BiANoBina0Ts
BHMOTaM MeTonie KoHTpoMO AKOCT] (asanitiuno-nopmarusnol AoRyMeEHTaWT).

3a  pesynsTatamm  mepmanHoro KOHTPONIO  BCTAHOBAENO, WO nikapeskuid  3acif  seeseno & Vipainy 3
HAOTPHMANHIM aumor 3aKOHOEABCTDA IO A0 3afe3neueiiHs AkoCT] NiKapceKUX 3acoBis.

ﬁ/ Bixtop MAXHOBELID

(mianie) (itrintianu ra npisnutie)
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Evertogen Life Sciences Limited

E3ONOHTE-40, Tabnetxu, orputi nfa, no 40 mr Held

Product name / Hasea nponywufi: l EZOLONG®40 | E30MNCHI®-d0

Pharmaceutical fom / Mikapckwa dhopua: I film coated fablets / TaGnews, BRpUTI NRIBk0EOH 05ONDHKDH

cepla Ne EES24011Ad

CERTIFICATE OF ANALYSIS

CEPTUGIRAT AHANIZY N¢  21CP24100836

Strengthipoiency / Cuna pitfakTveHicTs: L4u mg {mr) )

Type and size of packaging / Bug i po3mip ynamsxu{ 7 tablels in blister; 2 blisters in a cardboard pacic
Aclive substances / fliui pevoaum: l

Manufaclurer / BripoBii: i Everlogen Life Sciences Limited / Esepropwen TNaitp Cacrona Nimiten

! no 7 rabnerok y Gnicrepi; no 2 tﬁlérépﬁ‘} KapTOHHIA KopOBUj

1 film coated lablet contain: Esomeprazole 40 mg / 1 125ABTKS, BXDHTE N0 ICITY: Ezomenpazony 40 mr

i PlotNo: §-8, 5.9, $-13/P & S-14/P TSIIC, Pharma SEZ, Green Industial Park, Polspally (V). Jadchela o),
i Mahabubnagar, Telangana, IN - 508 301, India

Adeless / ADEEO: | o s g, Ee.d, Eo 131l va Eot4TI T B A A i ®aptsa Ec | 3er, pin Iugacpian Napy, Monenanai (8i),

Registration certificate / Peccrpauifine Rocaiguentn: BNH 328101102
License No. / Miyenain Ne: ; 19/IMNIAPI2014F/G

|_Emmepna (Ew), MaxabyGuarap, Tenawrana, IH-509 301, innia B e
7 Valid upto / Riicke ao: iﬂllimiled term / HeoBmemeHN

Test

BakhMNe/CepiaNe: | EES2A011AT Balch stze / Poxwip cepiic | 42857 packe/ynak
Dale of manufaclure / [lata eupoBHuyrsa: T 12/2024 ! Explry date /Tepuin npuparhoeri: i 032026 o
' Acceplable criteriz (2t batch reaize) T Resmt i
Kpuvepll npwinarhocri { va eunyck) Pezynurat i

Haitrznysaima noxaanmxa

Description/Onuc

Pink colored, ovel, bicomvex, soored on one side, Fim cealed thiets,
Osank saooryan Tainemsy, BT NTBE00 COMOHTH PDITHEBOID KDALY, 3 Premio
A nofiny va oanony Bou.

Complies {Bianosinae)

Identilication / f,ﬁemmjaixéqia

The retention time of the main peak of esomeprazole i the chromatogram of
the test solulion abtained in the test “Assay” should comespond to relention
time of the peak of esomeprazole in ¢hromatogram of the standard solution.

Imtn Hac yTpusyBaHEA  OCHOBHOIO Miky e3omenpasony Ha  xpomatorpami | Comiplies (Bignosigac)
venp BMRDOBYRAHCO pO3UMHY, OTpHMEKOT B XOpi Tecry aKinbkicHe BMaHAUCHHAN, | .
ROBUHER CAIBN3NATH 3 LACOM YTPUEEHKA niky ©30MBNPAA0NY HA XPOMATOrPaH i :
CTEHAEPTHOTO PO3YHY, | |
—— —————— e LI L sheen o — s
E é:ﬁ?ﬁ;‘ﬁgt 1430 mg (mr) x4 % ' 1399.20 mg {ur) |
' 'Disin_lé&n;ﬁo;_ T " Not more than 20 min. o T S "
1 Paanagahin Hs Blnbie 20 xg, 01 min.(xn.} 54 sec (cex) 4
. ; NLT 70 %(Q) in 45 min. . 7
! Dissolution / Poammeam-z“ He wese 70 %(Q) 2 45 xa. | 90 % {l
Unilormity of dosage units Acceplance valus (AV) less than or equal to L1 ! 9.74
Omf_opinuicrb AOZOBEHAX OAMHHLS Npiransie wieno {AV) MeHwe abo nopietioe L1 i :
Related impurities / Cynposignl goafums
Any indvidual impurity NMT 0.5 % . —
Orpewi ponlwi He Ginbwe wix 0.5 % | T
Total impurilizs NMT 1.8 % | 0.13 %
- Cyra posiox He Binbiws wix 1.8 % : B
oo e, = S
| Assay f KinkkicHe BuaHaueHHs
! mn 38.00 mg (i) 42.00 mg () (95% - 105%) 41 mg ()

Microbintoglcal test/ MikpoSionorivka wuerova

> - i

Tolal aerobic n;icrébial i:aunt {TAMC) / 3aranbye Yicno ®uTTeanarHmx aepoluix Mikpoopraniasia (TAMC)

EZOLONGE-40, film coated tablets 40 mg Ne 14

I NMT 402 CFUfg f He Binuwe 10% KYOrr
batch Hs EES24011A1 7 kS 1\\1 offa2
bt
‘I

s

N
Office : GV Chambers, 7-2-C8 & C8/2, L.E., Sanathnagar, Hyderabad - 500 018, Telangana, Indla. www.avertogen.com, CIN No. U242337G2013PLEDE5349

Factory : Plot No: 5-8, 5-9, 5-13/P & $-14/PTSIIC, Pharma SEZ, Green Industrlal Park, Polepally {V), ladcheria (M),

Mahabubnagar, IN - 509 361 T€l5ngana, India.

Pcgih 4 170
P¥FO? 78 '%/’é




Evertogers

Evertogen Life Sciences Limited

E3ONORI®-40, raGnetsu, Dxgwr nfo, no 40 wr Keld cepir He EES24011A1
Total yeast and“mrm'r]ds- furgi count (TYMC) / 3zranuia 4ncno ApIRAKOENX Ta NMCHRBHX rpixﬁis (TYMQ o ) o o
' NMT 102CFUfg / He Ginsws 102 KO/ i <1_0_(_ZliUIgl KyOrr .
Escherichia coff ! Should be absent per 1 9/ He fonyckaevkn 8 1 r npenapaty 1 ~ Absent (Bincymi}_ )
CONCLUSION | BUCHOBOK

The tests are parformed in accordance with MQC of the manufacturer that approved by MoH of Ukraine,

in the opinian of the undersigned the sample referred o above is of standard quality is defined in the MQC.

! hereby certify that the above Information Is authentic and accurate. This baich of product has bean manufaclured, including packagingflabeling and quality control at the
above-mentionzd sile in full compliance with the GME requirements of the locat Regulatery Authority znd wilh the specification available in registration dossler, Production,
packaging and analysis prolaco’s were reviewed and GMP compliance was confirmed.

BunpaGysaria npoasaeni sianosigHo ao MK EMOGHIKa, Wo saTeep/eri Hakasom MO3 Yepaiux,

3rinHo BICHOBKY HMAYERIANKCEHOrD, EMIESRAIERIA 3PA3CH MAE CTAMAANTHI NOKAIKVXH SKOCT], nependaven| M8,

Liam A 3acsiguyio, wo Hasegexa Bitue indiopMauia € aocrosipiown Ta Teukoi. Llro cepiio nposyxyii Gyno svpofnero (BKAIMEICUY NEKyBaHHAIMEPKYBARHA) Ta KOHTPORB i
SHOCT 11 BlHMeIAIHAEHTR BMpoGHMuil HINbHYL NPABEABHO ¥ NOBHIA eignosigHocT 3 aunoram GMP, BorasoeneHumy KICUEBUM DETYNATOPHKL OPrakoM, & Takok
Bianoalnno Ao cnewmtikaui, wWo MicruTecs & pescrpalliineny Accke. Mpatoronn BrpoGHILTaa, NAKYBAKKA T2 aHanlzie Gy nepernAyTi - BCTaHOANEHY BlaNoBiaHICTS
GMP.

. _Person, authorizing the batch_reiease / Ocoda, signonimanora 32 BRnyCK cepit

G. Srinivasa Rao j ] Manager QA j L -("{L/ —l l _311*2-;0;4_; -

Mamre / Mpizsnwe Posilion / MNocapa Signature / Manuc Date of signature / Bave nignkcamsm

EZOLONG2-40, film coaled tablets 40 my Ne 14 batch He EES24019A1 2ol 2

Office : GV Chambers, 7-2-C8 & CB/2, LLE., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertagen.com, CIN No. U24233TG2013PLCO85349

Factory : Plot No: 5-8, 5-9, §-13/P & 5-14/P TSIC, Pharma SEZ, Green Industrial Park, Palepally {(V), Jadcherla {M), Mahabubnagar, IN - 509 301. Talangana, India.




AEPIKABHA CHYIKBA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJITIO 3A HAPKOTUKAMMU y m. KUCBI

apos. Haaii Ceitauuuot, 3, 02099, Ten, (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Ko €APTIOV 37079055

BUCHOBOK
Mpo SIKICTHL BBE3CHOr0 B YKpainy JiKkapesKoro 3acoly

13.02,2025 Ne 6746/25/26

E30QJIOHI®-40
(nafsenynans sikapenkoro sncoGy srimio 3 PECCTPAUIFIHIM nOCBI e}
TROJICTKH, BRKPHTI NJiBROBOIO 06os01K010, N0 40 Mry no 7 Tabieror y Gaicrepi; mo 2 SmicTepn
¥ kaprouniii xopo6ixi
(thopma Bunycky, Kosypani, s NAKYBAHIY NiKAPCLKOTO 30c06y)

Hosmep pecerpauitinoro nocesinmenns UA/11328/01/02 CTpOX Lif peceTpauifinore nocsiatenns HeobMexke i

Cepin nixapcbkoro 3acoby Me EES24011A1 KinvkicTs Bre3eHOro Nikapchioro tacody 40535

BipoBuuk Esepromuen Jlaki Caencns Jlimiten, limisn
» (iaRMeiyBan BUPOGHHKA NiKAPCLKOro 3ncady, upaliing NoxomKeHIN)

Beeaewo B Yrpaiiy Tosapuerno 3 o6mesrenolo sipnosinansnicrie "OPTAHOCIH JITar,
inent, ko 24377666

(nafmenypatn ta ko 3a CAPIIOY wpuanuiol ocodn abo npiswiine, iv'e, no Barexoni dizsnunoy
0coGh - fiANpHEMu, ¥ MiCLe OposkHBaIS Ta peccTpauiitumnii nosvep oGnikouo! KAPTRY MIATHIKY
itoaatkis aio cepin T nasiep nacnopra)

[IpoToxen sisyasneuoro konrpomo sig 22,01,.2025 M 101/01.10-25/1.
JlaGoparoepnuii ananis sxocti nikapeskoro 3ac00y 3RIfCHEHI:

ALl "Henrpanbua naGopatopis 3 aHanisy aKocTi Nikapehkux 3acobis | Mepuurof npoaykuii”
(M.Kuig, Bya. Kysapsmcska 10r m.Kuis, syn. Kynpsascuia 8B Kuiachka o6nacrs, ¢. Hosi INetpisui,
_Byu. Isana Ppanka, 19)

Quadsreuysning ta stictestaxonmenn JaGoparopiv, 1o nponend nadopatopisi ananis axocri)

BHcHOBOK WOA0 AKOCTI Aikapebroro 3acoy, muaannii nadoparopicio six 12.02.2025 No 0164
Pesynutary saGopaTopHoro ananisy siocTi hikapeskoro 3acofy 3a nepesipeHIMH NOKA3IHKANI BUINOBIAAIOTE
BHIMOraM METONIR KOHTPOMO AKOCTI (AHaRiTHYII0-I0pMATHBIOT Aokymentanin,

32 pesynbTaTamMK  AEPABHOIO  KOHTPONO BCTRIOHAEHO,  LLO nikapcekuli  3aci®  pseseno » Vkpainy 3

Miukona XOJIOAEHKO

et  m . .
(ninnuc) (firirtianu ra npizsmine)

Hauanemeic

{nocanonn
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