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Evertogen Life Sciences Limited

E3CAOHI®-40, ratinetay, axpur! nfa, no 40 mr Ne14 cepia Ne EES23009A1
CERTIFIGATE OF ANALYSIS e

Product name / Haasa npoayiasiic. | EZOLONG®-40 | E3ONOHI®-40

Pharmaceutical form / Mikapcesa dpopma; | film coated tablets / Ta6nemu, ipuT niakosoio 06ooRIOmo

Strenglhipotency / Cura pifaxiusricts: | 40 mag {mr)

‘Type and size of packaging / Buga, i poauip ynekomted] 7 tablets in blister; 2 blisters in a cardboard pack {no 7 vabnetox y Bnictepi; no 2 Griictepu y xapTonwii kopobij

1l coated tablet contain: Esomeprazole 40 mg /1 TADeTHE, BKpUTa Y0 MiCTUTY: Esomenpazany 40 mr

Active substances / [lilodi pevosmus:

Manufacturer / BupoBruk: | Evertogen Llfe Sciences Limited / Eneprogwesy Tlaiid Caencz Nimiren
Plot No: §-8, 59, S-13/F & S-14/P TS)C, Phamna SEZ, Green Industiial Park, Polepally {\), Jadcherla (M),
Address | Anpeca: Mahabubnagar, Telangana, IN — 509 301 . India

flraT Ne Ec-8, Fc-9, Ec-13/T1i va Ec-14/TTi T] Ec Ak A Ci, Papma Ec { 3er, TpiH ngacTpian Napx, Nonenanni {Bi},
€avepna (Em), MaxabyGuarap, Tenawrana, [H-509 301, IHaia

Registration cedificats / PeecTpaliiiiie nocsiguenns: | UA/M1328/01/02 Valid upto / fliicrie ae: | Unlimited team f HooBmewetmii
License No. / Iliyensia No: | 19/MNIAP/2044/FiG
Batch Ne / Cepisn Ne:- EES23009A1 Batth size f Posmip cepil: 42 B57 packsf ynak.
Date of swanufaciore / fiata BMpOGHMLTRE: - | 1212023 Expiry date /Tepmin npugamiceti: | 0312025
Tast Acceptable crteria {at batch realize) Result
HadimeHysahrs nokasmumxa KpuTepil npuitksirHocTi { Ha euryex) PesynwTar
Pk calored, oval, biconvex, scated on one side, fim costed b,
Description/Gnmc OrarnbH JB00nyTi TaGnens, BguTi IiBkao 0B0NOHKH0 PONESOD HONBORY, 3 PHOKDH Complies {Bignosipae)
. AT DAty Ha QaiHoMy Gou
[dentification laermvidhixayin
The retention time of the main peak of esomeprazole in the chromatogram of
- the test solution oblained in the test "Assay” should correspond fo retention
Esomepramie ime of the peak of esomeprazole in chromatogram of the standard solutian.
Eaomenpasan Yac. yTpHMyaaHus  oCHOBHOTO Niky e30MenpasoNly Ha  xpomatorpami Complies {Bignosinae)
BArpOBYBaHOIO PO3HMHY, OTPUMAHOT B Xogl TeCTY «KINbkicHe eM3HaueHHAY,
NOBKHEH CRIBRANATH 2 YACOM YTPHMAKHS iKY @30MBAPAIONY Ha XPORATOPAM
S CTAHARPTHOTO POIUMHY,
Average weight
Co p’:gm e 1430 mg (wr) £4% 14091 g (wn)
Disintegration Not more than 20 min. ;
Po3naganus Hebimwe 20xe. 24 min.{xs}

. , NLT 70 %{Q} in 45 min. o
Dissolution / PozuuHekus He MeHwe 70 %{Q) 3a 45 xa. 9 %
Uniformity of dosage units Acceptance value (AV) less than or equal fo L1 395
OgHopigHicTs A030B2HMX OAMHIL ITpuiManEHe Yucno (AV) MeHwe atio Aopianoe L1 '

Related impurifies / Cynposiani aomiwes
Any individual impurity NMT 0.5 % 008 9%
Okpemi Aomiusr ‘He Binblie vk 0.5 % '
Total impurities NMT 1.8 %
Cyma Homitox He Bin.iue Hix 1.8 % BOL {HMB)
1 Assay [ KinbMcHe BrsHavents
| -EEIJOEE:!M“EEFHI pma 3I§ﬂ 38.00 mg (mr}-42.00 mg (mr} (95% - 105%) 389  mg (M
Microbiological fest / MixpoBicnariiHa wucrota | |
Total aerobic microbial count (TAMC) / 3aransHe yuena KUTTEI/ATHAX BePobHAX MikpOOpraniaMie (TAMC)
| NMT 10° CFUYg / He Birswe 107 KYOIr <10 CFUig fKYOIr

EZOLONG®-40, filin coated tablets 40 mg Ne 14

batch Ne EES23009A¢

Office : GV Chambers, 7-2-C8 & C8/2, |.E., Sanathnagar, Hyderabad - 500 018, "l;‘_;-;:: fir ;

Toffa2

ol .com, CIN No. U24232TG2013P1C085349
), Mahabubnagar, IN - 509 301. Telangzna, India.
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Evertogen Life Sciences Limited

E30N0HI@~40, Tabinarky, BkpwuT Nio, 110 40 Mr Ne14 cepin Ne EES230069A1
Total yeast and moukds fungi count (TYMC) / SaransHa wueno £Apbigpkosux Ta mnicHnanx pubie (TYMC)
NMT 102CFUg / He Simblue 102 KyOir <10 CFUig/KYOnr
Eschenchia coli . | Should he absent per 1 g / He gonyckaemeestp 11 npenapary Absent (Bincyni)
CONCLUSION / BUCHOBOK

The tests are performed in accordance with MQC of the manyfacturer that approved by MoH of Ukrainé.
| 'Inthe opinion of the undersigned the sample refermed to above is of standard qually is defined in the MQC; |

T hereby cerlify that the above information is authentic and accurate, This batch of product has been manufactured, including packaging/labeling -and fquality contro! at the
‘above-mentioned site in full compliance with the GMP requirements of the local Regulatory Autherity and with the specification available in registration dossier. The baltch
processing, packaging and analysis records were reviewed - found to'be in compliance with GMP,

Bunpobyeatma npoaeaei sianosigHo go MK BUPOBHAKE, L|0 3aTeep ke Hakasom MO3 Yipaiim,

3riAHO BUCHDBRY HITKENIARMCEHOTO, BULLEBKA3AHWI 3PAIOK MAE CTAHAAPTHI NOKAZHIM AkocT; nepepbadeni MKS,

Lum A1 3aceifuyio, we HapefieHa auue (HchOPMALR € AOCTOBIPHOID Ta ToNKAIO. Lo ceplio npogyxUT Gymno BupoGNeHo (BrmoyakH N2kyBaHHAMAPKYBAHHA) T& KOHTPORDL TF
AKOCTI HA BULIE3AIHAHEHIH BIPOGHMIR AinsHAL] APOBEABHO Y NOBHIA BLAN0BIAHOCT] 3- BrMOram GMP, BCTaHOBNEHMMY MiCUeBWM PETYIIATOPHM OPraHow, -3 TakoK
Blanosiao 80 eneyudikayil, o MicTUGA B peecTpayiinoMy gocke. MpoTokonu BUPOBHKHLTES, naKyBaHHA Ta aKanisie Bynu NepernsHyT - BCTaHOBNEHO BignoBiHIcTs
GMP,

Parson, authorizing the batch reEeaseI'ﬁmﬁa, BIANOEIAANLHA 32 BKAYCK Gopil
f A

G. Srinivasa Rao Manager QA %;/ 27-12-2023
Name ! [Tpizoutwe Positioh { Tlocaga Sigoature | Mgnue - Date of signature [ faTa FREAMMCAHHA

1oy o PEVIFT L)
AR

EZOLONG®-40, ilm coated tablets 40 mg Me 14 ‘batch Ne EES23000A1 20fis2

Office : GV Chambers, 7-2-C8 & C8/2, |.E., Samnathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLCOB5349
Factory : Plot No: 5-8, 5-9, 5-13/P & 5-14/P TSIC, Pharma SEZ, Green Industrial Park, Polepally {V), Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, India.




