Uncontrolled Copy

j’_l'oduct: Omez ( Omeprazole),_capsul_e§ 20 mg

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTH3A

Batch No. / Cepus Ne:

B2102713

cepun:

MpoaykT: OMe3® (oMmenpason), KancyJb! 20 mr
Batch Quantity / O6bem

2000000 NO

AR No / AnajauTuyeckHit oryet Ne:

Date of Analysis / laTa
anaausa: 05-08-2021

12002FP21001641
Mfg. Date: / laTa npoussoacTea:

07/2021

Date of Expiry / l'oaen no:
06/2024

Analysis performed according ND / Anasus nposegen mo HAL: Tl N015479/01-12115(_)_

No

1

Test / IToka3zarean

Escnti[;tio;l i
Onucanue

Result / PesyabTaTbl

Specification / Hopma

Hard gelatin transparent capsules of
size 2 with a colorless body, pink
cap and black marking "OMEZ" on
both parts of the capsule. Capsule
content - white pellets. /

Trepasie KETATUHOBHIC
npo3payHbie KancyJsibl pazmepa 2 ¢
OeCIBETHEIM  KOPITYyCOM, pO30BOi#
KpBILIEYKOi i MapKUpPOBKOH
yepHoro 1Beta «OMEZ» Ha obenx
yacTax  Karncynel,  Coaepkumoc
KarncyJy — rpaHyjbl Genoro ugera.

Hard gelatin transparent capsules of size 2
with a colorless body, pink cap and black
marking "OMEZ" on both parts of the
capsule. Capsule content - white to off-white
pellets. /
Teepabie KENATUHOBLIC TIpo3pavHbIc
Kancysel  pazMepa 2 ¢ OeCHBETHLIM
KOpPIycoM,  pO30BOM  KpBIIe4Kkodl W
MapKupoBkoi yepHoro useta «OMEZ» Ha
o0enx yactax Kancyiyel. CogepXumoe Karcyl
— rpaHyJibl 6enoro Uy mMoyTu 6enoro HBeTAa.

Identification / IlogananocTL

2a)

By UV/V®-
cnekTpodoTomeTpus

Complies as prescribed/
CooTBeTcTBYET TpeOOBABUSIM

UV-absorption spectra of both test and
standard solutions of omeprazole in the range
230 to 350 nm should exhibit maxima at the
same wavelength. /

VY® - cnexkTpbl TNOMIOLIEHUS pPacTBOPOB
npenapata W craHaapTHoro  ofpasna
omenpazona B obnactn ot 230 mo 350 nm
JOJDKHBI UMETE MaKCUMYMEI TIpW OXHOW W
TOM e JUTWHE BOJTHEL.

Remarks : The Product conforms to ND/
IMpumeuanne: [TponykT cooTBeTcTBYET Tpeboanusam HJI

Conclusion : APPROVED /
3akmouenne: OJIOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

_T’I;dlﬁ: Omez (Omeprazole), capsules 20 mg )

MpoaykT: Omes® (omenpason), Kancybl 2_Q_£

2002FP21001641

Batch No. / Cepust Ne: B2102713 Batch Quantity / O6nem
cepur: 2000000 NO ]
AR No / ARaquTHYeCKHI oTYeT No: Date of Analysis / aTa

anHaausa: 05-08-2021

Mfg. Date: / JlaTa npousBoacTBa:

07/2021

06/2024

Date of Expiry / Tonen no:

Analysis performed according ND / Anasnn3 nposegen mo H/: T1 N015479/01-121120

PacTBOpeHue

95%, 94%, 94%, 94%,
94%, 95%

No Test / IToxazaTenan Result / PesyabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBETCTBYET TPeOOBAHUAM chromatogram of test solution should
BYKX f:orrespond to the retention time of main peak
CBRYKX/BCKX in the chromatogram of omeprazole reference
standard solution (section "Assay"). /
Bpems ymepkuBaHrsi OCHOBHOIO MNHUKa Ha
XpOMATOTpaMMe  WCTBITYCMOTO  pacTBOpa
IOTKHO COOTBETCTBOBATH BpEMEHH
yAEPKNBAHNS OCHOBHOTO TiHKa Ha
XpoMarorpaMMe  pacTBOpa  CTaHAapTHOTO
obpazua omenpazona (pazmen
«KonudecTBeHHOE ONpEIeNICHUEY ).
3 | Average net fill weight 271.1 mg/271,1 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansist Macca 283.5 mg) /
COACPKHMOT O KaticyJ 270,0 Mr £ 5,0 % (256,5 Mt - 283,5 mr)
4 | Water / Bona 1.2%w/w / 1.2% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 5.5/55 Acceptance value (AV) should be less than or
units / OgHOpoOaHOCTH equal to 15.0./
A03UPOBAHUS [Tokaszatens npuemneMoct (AV) nomikeH
ObITh MeHee Wk paseH 15,0.
6 | Dissolution / 0%, 3%, 2%, 1%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;;H,9N;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pactBope XJ10pUCTOBOIOPOAHOM
kucaoThl - He 6omee 10 % C7H,y)N305S
(omenpason) uepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7HoN;0,S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - ne menee 75 % (Q)
C,7H,oN2O;S (omenpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/
Tpumeuanne: [poaykt cooreTcTBYET Tpebobannsm HJI

Conclusion : APPROVED /
Jaxkawuenne: OJOBPEHO

Printed By: Krishnamohan Gunturu

Page 2 of 5

Printed Date & Time (IST):

05-08-2021 20:05:07




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

MpoaykTt: Ome3® (OM_Cl'lpa3OJ1), Kancysei 20 mr

2002FP21001641

Batch No. / Cepust Ne: B2102713 Batch Quantity / O6bem
. cepun: 2000000 NO
AR No / AHaauTHYecKkuii oT4eT No: Date of Analysis / {ara

aayausa: 05-08-2021

Mfg. Date: / [laTa npoussoacraa:

07/2021

06/2024

Date of Expiry / I'onen no:

Analysis performed according ND / Ananus nposesen mo H/: T1 N0O15479/01-121120

3 strips and patient information
leaflet in a carton pack. / Tlo 10
Karcysl B aJIIOMUHHEBOM CTpWIIE.
Tlo 3 cTpuma ¢ WHCTPYKUMWEN Tio
NPUMEHEHHUIO B NMa4Ky KapTOHHYIO.

- No Test / Ioka3zaTenp Result / PesyasTaThl Specification / Hopma

7 | Related substances / ITocToponHue npuMecH :

Any individual 0.02% /0,02% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %
JTIrobas epuunuHas

HeWIeHTHPUITMPOBaHHA

A IpUMech

Total impurities / Not detected / He obHapy:xena Not more than 2.0 % /
Cymma npumecei He Gonee 2,0 %

8 | Assay/ 20.0 mg /20,0 mr 18.0mg to 22.0 mg of C;;H;N;O5S
KosmuecTBenHoe (100.0% / 100,0%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeseHne label claim). /

Or 18,0 mr go 22,0 mr C;;H,oN;0;S
(omentpazon) B karcyne (ot 90,0 mo 110,0 %
OT HOMHHAJILHOTO COACPXKaHNs).

9 | Microbial limits / MukpoGuotornyeckas HucToTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/T He Gomee 1000 KOE/T
O6uiee Yncio adpobHBIX

MUKPOOPraH1u3MoOB
b) Total Combined Less than 10 CFU/g/ Not more than 100 CFU/g/
Yeasts and Mould Count | Meunee 10 KOE/r He 6onee 100 KOE/r
Oo6uee 91icno
IPOKKEBBIX
| TTecHeBBIX rpuboB -
¢) E. coli Absentin 1 g/ Absentin 1 g/
OrcyrerByerB I T OtcytcTBHE B 1 T
10 | Packaging / Ynakoska | 10 capsules in an aluminum strip.

10 capsules in an aluminum strip or
PA/AL/PVC // aluminum blister. 3 strips or
3 blisters and patient information leaflet in a
carton pack. / ITo 10 xarncyn B allOMRHHEBOM
crpune wma B [TA/AJI/IIBX // antoMUHUEBOM
6nucrepe. ITo 3 crpuna unu no 3 énucrepa ¢
HHCTPYKIKER TI0 TpPUMEHEHMI0 B TAUKY
KapTOHHYTO.

Remarks : The Product conforms to ND/
pumeyanne: ITpoaykT coorsercrByeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenne: OJJIOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHU®UKAT AHAJIM3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: OmMe3® (omenpason), kancyybl 20 mr
Batch No. / Cepust Ne: B2102713 Batch Quantity / O6nem
- cepuu: 2000000 NO
AR No / AHanuTa4yeckuii oTyer Ne: Date of Analysis / JaTa
2002FP21001641 ananuza: 05-08-2021 o
Mfg. Date: / laTa NpoH3BOACTRA: 07/2021 Date of Expiry / Toaen no: R

06/2024

Analysis performed according ND / Ananus nposeaen mo HJ/L: T1 N015479/01-121120

Ne Test / ITokazaTenn Result / PesynbTaThbl Specification / Hopma
11 | Labeling / According to ND / B coorserctBuu ¢ HJI
MapkupoBKa
12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Boiie 25 °C.
YcioBHst XpaHeHHUd
13 | Shelf life / Cpok 3 years / 3 rona
TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TIpumeuanne: lpoaykr cooTercreyeT Tpebosannsam HJL Jaxmouenue: OOBPEHO
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