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Evertogen Life Sciences Limited

> Evertogen

E30NOHIE-40, raGnetky, Bxpst nfo, no 40 ur Ne14 cepla Ne EES24007A1

CERTIFICATE OF ANALYS|S

s CEPTUGIKAT ANy N Z1CP24100344

Predust name / Hassa npoaykuii: I EZOLONG®-40 [ E30JIOHT@-40

Pharmaceutical form / MNixapcska hopaa: | film coated fablefs { TaBnetam, expuTi nniskosoio oBonakkoio

Strength/potency ! Cuna giifasTHeHicTb: | A0 mg (mr)

Type and size of packaging / Bua i poauip ynamami 7 labtlets in blister, 2 biislers in a cardboard pack 7 no 7 7abnetok y Bnictepi; no 2 Gnicrep y xapranHil kopabuj
Active substances / [{oui peuoBuEm: ] 1 film eozled tablet contatn: Esomeprazole 40 mg /1 yaGnetsa, sxpura nio micturs: Esomenpasony 40 mr

Manufacturer f BupoDrux: | Evertogen Life Seiencss Limited f Esepromxew flaiic Caexeins Rimiren

Plot No: 8-8, 8-9, 8-13/P & §-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polapally {V), Jadchetla (M),
Mahabubnagar, Telangana, IN — 509 301, India

U | W ) S | B |

Address / Afipeca: INnot Ne Ec, Ec-8, Ec-13/Mi 1a Ec-14/T1i Ti Ec Aft Ai CI, apma Ec | 3er, T'pin Ingactpian INapk, Nonenanni (Bi),
Epmepna (Eu), Maxabybharap, Tenanrane, IH-509 301, Iugis
Registration certificale f Pecctpauiie nocsinuatna: I UA/M1328/01/02 Valid upto / filficie o I Unlimited term f Heobrekenmii —l
License No. f [TiugHals Ne: | 19/MNIAPI2014IFIG l
Balchio/ Cepla Ne: | EES24007A1 | Balch sizs / Poawip cepii: | 42857 packs/ynax. |
Date of manufacture / lata enpoBhayyaa: I 08/2024 | Explry date { TepMin npupaTHOCTE: ’ 1112025 I
Test Acceplable criteria (at balch realize) Result
HafiMeHyBaHHA RoKAZHUKA Kputepil npustnsvHectl { Ha Bunycr) Pesymutar
. Pink colored, oval, Biconvex, scored on one side, firm cozfed tablets.
Description/Onue Opans] apcofyun] bineme, B NTEKOB0I DEANCHIDI) POHEA0N0 KEMBORY, 3 PYCROI0 Complies [Blanoslnae)
Ansragjny saofomy Goui
Identification / lnenTudikanin
The retention time of the main peak of esomeprazole in the chromatogram of
ihe test solution obtained in the test "Assay” should comespaond to retention
Eso " fime of the peak of esomeprazale in chromatograin of the standard solution,
Exonen Yac yrpusyeaiis  ochosHoro nlky e30Menpaschy Ha  xpoMaromaml Complies {Bianopiaac)
1enpason - .
ednpolyaatero poaukry, oTpuMancl 8 xofi Tecry «KINbkicHS BHAHAMERHAR,
HOBMHEH CNiBNaaTH 3 4aC0M YTRHIAHHS Niky E30MENPAZONY HA XPOMATOEMI
GTaHAAPTHORC PO34HHY.
Average welght | 1430mg (ur) £4% 1398.41 mg (1)
Cepeann Maca mg ¢ -
Disintegration Naot mare than 20 min,
Poananauka He Ginuwe 20 %3, . 01 minfxe.} 27 sec (cex)
- NLT 70 %{Q) In 45 min,
Dissoluion f Poaytnenns He Mewwe 70 %(Q) 32 45 x5, . 87%
Uniformity of dosage unils Acceplance value (AV) less than orequal to L1 486
OpnoplanicTs A030EaHIX OQMHHLL MNpuiimanese uicno (AV) meHwe aGo gopisnioe L1 !
Related Impurities / Cynposigsi aomiwsmm
Any individual impurity NMT 0.5 % ' Below disregard limit {0.1%)
Crpemi gomitiw : He Glnbwe Hix 0.5 % Huxe mexi eusHaveig (0.1%)
Tolal impurities NMT 1.8% Below disregard limit (0.1%)
Cyma qoMitsok He Ginbtue s 1.8 % Huede e euanayennn (0.1%)
Assay / Kinbxicne BU3HakeHHA
Esomeprazciz .
Eaonenpason 38.00 mg (mr)-42.00 mg (mr) {95% - 105%) 38.2 mg (par)
Microbiological test / MixpoBlonoriuna yuetora - e
Total aerable microhial count {TAMC) / 3aranshe uMcno kv TTeagathix aepobnmx mikpoapraniamie (TAMC) // \‘“" — \
| NMT 102 CFUYg / He Binswe 107 KYOIr {: .5" <10 om)h\l KYOr
EZOLOHG®-4D, film coated tablets 40 myg M 14 : hatch Ne EES24097A1 *
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Office : GV Chambers, 7-2-C8 & C8/2, L.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24233TG2013PLCO85349
Factary : Plot No: 5-8, 5-9, S-13/F & 5-14/p T511C, Pharma SEZ, Green Industrial Park, Palepally (V), Jadcherla (M), Mahabubnagar, 1N - 509 301, Telangana, India.
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Evertogen Life Sciences Limited

E3GNOHIS-40, Tabnerin, Bkpur nlo, no 40 wr Me{d . cepln N2 EES24067A1

Total yeast and moulds fungi count {TYMC) / 3arantya uvcno Apixgwoenx 1a nnichasnx rpubis (TYMC) -

NMT 102CFU/g { He Ginbwe 102 KYOIr <10 CFU/g I KYOIr
Escherichia cott Should be absent per 1¢/ He ponycxaeTbon g 1 1 ipenapary Absent (Blacyrai)
CONCLUSION / BACHOBOK

The fests are performed in accordance with MQC of the manufacturer {hat approved by MoH of Ukralne.

In the opinion of the undersigned the sample referved to above is of standaid quality is defined In the MGC.

{ hereby ceriify that the above Information is authentic and accurale. This balch of product has been manufaciured, including packaging/labeling and quality conteel at the
abave-mentioned site In full compliance with the GMP requirements of the local Regulalory Authority and with the specification available fn registration dossier. Preductien,
packaging and analysis protocels were reviewed and GMP compliance was confimmad,

Bunpobysaina nposegeni signosigro no MKH eupobhuka, Lo sataepmkedi Hakaaom MOS Yipainu,

Jrinko BHCHOBYY HIVUENIANKCEHOID, BIIYERKAAHWS 3PA30K MAE CTaHAPTHI NOKAIHKKM AKOGT], nepenbaveHl MKA.

Lium 51 saceiguyio, WO HABAEHA BHINE iHthopMauiR € AocToBiprROK Ta Teuwok. Lo ceplio npogykyil Gyno BMpoBneHD (BKAKHAHNK NakyRaHHAIMANKYBAHHA) T3 KOHTPOND T
KOCTI Ha Bteaashgienit aupobuwdi AiRbHvLl nposesero y noswid eignoelaHOGTE 3 BuMOraM GMP, EBCTAHOBNEHVMM MICUESEMM DETYRRTODHAM OPraHOM, @ Tako
BigROBIAKD g0 cneuwdikall, Wo MICTRTLCA B peecTpaliiHoMy Aocke. Mpotoroni BupoBHKUTEE, Nakyealsa T4 ananlaln Synw nepernauyTi - pcTaHoBNeHo pignoaliHicTs

GMP.
1 Persen, authorizing the balch release ! OcoBa, sinnosinantta 3a Bunyck cepil ]
|  G.SinivesaRao | | Manager QA | | Y | 02-09-2024
Name fMplzsmge * Posifion { Mocana Signature / Nignuec Date of signaluie / Rava nignucannn
EZOLONG®-40, film coated tablets 40 mg Me 14 hatch Ne EES24007A1 Zoflaz

Office : GV Chambers, 7-2-C8 & C8/2, |.E,, Sanathnagar, Hyderabad - 500 018, Telangana, Indla. www.evertogen.com, CIN No, U24233TG2013PLCOS5349 '
Factory : Plot No: S-8, 5-9, 5-13/P & 5-14/P TS1IC, Pharma 5EZ, Green Industrial Park, Polepally {V}, Jadcherla {M), Mahabubnagar, IN - 503 301, Telangana, India.




