CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg

MpoaykT: Ome3® (omerrpason), KaIcyJibl i(_)_ MT

Batch No. / Cepus Ne: B2200058 Batch Quantity / O6bem
cepuu: 2000000 NO

AR No / Avajutndeckuii oTuer Ne: Date of Analysis / laTa

2002FP22000105 ananausza:  21-01-2022

Mfg. Date: / [laTa npon3soacTBa:

12/2021
11/2024

Date of Expiry / T'oaen go:

Analysis performed a_ccording ND / Auasus nposeaer mo H/A: ITN015479/01-121120

Ne Test / Tloka3aTenb

Result / PesyabTaThl

Specification / Hopma

1 | Description /
Onucanue

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. /

Trepnsle XKeNaTUHOBbIE
TIpo3payHble Karcyisl pasMepa 2 C
OeCLBETHBIM  KOPIYCOM, pPO30BOii
KpBIIEYKOH U MapKUPOBKOH
yepHOI U uBeTa KOMEZ» Ha 06emx
gactax kancynsl. Coaepxumoe
KarcyJ — rpaHyJbl Oeoro Usera.

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. /

Tsepasie XKeNaTHHOBhIE ITPO3payuHEIe
Kancyyiel  pasMepa 2 ¢ OeCUBETHBIM
KOpIyCOM, pO30BOii KpbIlIEyKon "

MapkupoBkoi depHoro 1useta «OMEZ» Ha
obeunx vacTax karcynel. Conepkumoe Karcynm
— rpanyJibl 6eJ0T0 UMM MoYTH 6CIoro UBeTa.

2 | Identification / [TogJinHHOCTDL

2a) |By UV/ V-

cnekTpodoToMeTpHs

Complies as prescribed/
CooTBetcTBYyeT TpeboBaHHAM

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. /

V@ - CcHekTpbl TIOTJIOUIEHUST pacTBOPOB
npemapara M CTaHuapTHoro  obpasua
omempazona B obmactd ot 230 mo 350 um
IOIKHBI MMETh MaKCUMYMBI TIpH OIHOH W
TOI1 K€ JIJINHE BOJIHEI.

Remarks : The Product conforms to ND/
IMpumeuanne: ITponykT cooTBETCTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
Zakardenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIW

3A

'_HponyKT

: OMe3® (omemnpason), KancyJibl 20 mr

| Product: Omez (Omepra_zole),_capsules 20 mg
Batch No. / Cepus Ne:

B2200058

cepyu:

Batch Quantity / O6bem

2000000 NO

ARNo/ AHaauTHIeCKHil oTueT No:
2002FP22000105

aHaAJN3a:

Date of Analysis / laTa

21-01-2022

Mfg. Date: / laTa npousBoJcTBAa:

12/2021
11/2024

Date of Expiry / Toaen go:

Analysis performed according ND / Ananns nposeen mo HJL: 11 N015479/01-121120

PacTBOpeHne

99%, 99%, 100%, 99%,
99%, 98%

Ne Test / [Tokazarean Result / PesyabTaTnl 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
BKX f:ot[;esp(})lnd totthe reten;ion time olf maifn peak
in the chromatogram of omeprazole reference
PBDRSIBEISK standard solution (scction "Assay™). /
Bpemst yaepKWBaHMA OCHOBHOIO THKa Ha
XpoMaTorpaMMe  HCTIBITYEMOTO  pacTBOpa
IOJNDKHO COOTBETCTBOBATh BpeMeHU
yACPKVBAaHUS ~ OCHOBHOTO  TIMKa  Ha
XpOMaTOrpaMMe  pacTBOpa CTaHTapTHOTO
obpazua OMCITpa3oJia (pasmen
«KoyuecTBeHHOE OTIpeeleHUE) ).
3 | Average net fill weight | 269.5 mg/269,5 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansst Macca 283.5 mg) /
COAEPIKUMOT0 KTyl 270,0 mr £ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boaa 1.0% w/w / 1,0% Not more than 3.0% /
He 6oiee 3,0 %
5 | Uniformity of dosage 3.6/3,6 Acceptance value (AV) should be less than or
units / OgHOpOAHOCTH equal to 15.0./
03UPOBAHUS TTokasarens nmpuemiaeMocTi (AV) nomkeH
OBITL MeHee WK paBeH 15,0.
6 | Dissolution / 1%, 1%, 1%, 0%, 2%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;H;oN;0,S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XNOpNCTOBOAOPOIHOTM
KuenoTsl - He Gomee 10 % Ci7H19N305S
(oMenpazon) depes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H;9N303S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He menee 75 % (Q)
C7HoN;05S (oMenpazoir) dyepes

30 MuH,

Remarks : The Product conforms to ND/
IIpumeuanme: ITpoaykT cooTBeTcTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIU3A

MpoayxT: Omes® (oMenpa3on), KarcyTbl 20 Mr

Product: Omez (Omeprazole), capsules 20 mg )
Batch No. / Cepus Ne:

B2200058

Batch Quantity / O6bem

cepHH:

2000000 NO

AR No / Ananutugecxkuii oraer Ne:
2002FP22000105

Date of Analysis / laTa

aHaJIn3a:

21-01-2022

Mfg. Date: / laTa npos3BoacTBAa:

12/2021

Date of Expiry / I'onen go:

11/2024

Analysis performed according ND / Anaans np;:aeucn mo H/I: TI N015479/01-121120

3 strips and patient

information

leaflet in a carton pack. / ITo 10
Karncyll B aTlOMUHWEBOM CTpHIE.
Ilo 3 crpuma ¢ WHCTPYKUMER IO
TMIPUMEHEHHIO B TIAYKy KapTOHHYIO.

Ne Test / IlokazaTean Result / PesyabTaTsl Specification / Hopma

7 | Related substances / IlocTroponHue npuMecH
Any individual 0.03%/0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIrobas egiHUYHAS

HENIEHTUHUIIMPOBAHHA

s IPUMeCh

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CyMmMa nipumMeceit He 6omnee 2,0 %

8 | Assay/ 19.8 mg /19,8 mr 180 mg to 22.0 mg of C;;H;N3;O58
KoauyecTBeHHoe (98.9% 98,9%) (omeprazole) in capsule (90.0 to 110.0 % of
omnpenaeyieHne label claim). /

OT 18,0 MIr oo 22,0 MI C17H]9N303S
(oMenpaszon) B karcyne (ot 90,0 no 110,0 %
OT HOMHHAJILHOTO COZIEPKaHNs).

9 | Microbial limits / MukpoOuoaoru4eckass YucTora

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6onee 1000 KOE/r
Ofb11ee uncno a’pobHBIX

MHUKPOOPTaHH3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He 6omee 100 KOE/T
Ob1ee y1ciio
JPOXKIKEBBIX U
TIIIECHEBBIX TPHOOB
¢) E. coli Absentin1 g/ Absentin 1 g/
OtcytcTBYeTB 1 T OtcyTcTBUE B 1 T
10 | Packaging / Ymaxoska | 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 xancyJs B aTlOMAHHEBOM
crpurie win B ITA/AJI/TIBX // amtoMnHuEBOM
6nucrepe. ITo 3 crpuna mnu mo 3 6aucrepa ¢
HHCTPYKIMENH 10 TPUMEHEHHI0O B MAYKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpumeuanne: IIponykt cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akawuenue: OJOEPEHO
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Product: Omez (Omepr_azole), capsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIN3A

TpoaykT: Omes® (omenpason), Kancynbi 20 wr

Batch No. / Cepus Ne:

B2200058 Batch Quantity / O6bem

cepun: 2000000 NO

AR No / Ananutndecknii order Ne: Date of Analysis / laTa
2002FP22000105

anaamza: 21-01-2022

Mfg. Date: / laTa npousBoacTBa: 12/2021

Date of Expiry / ogen j1o0:
11/2024

Analysis performed according ND / Anasm3 nposejen o H/1: 1T N015479/01-121120

Ne Test / ITokazaTenan Result / Pe3ynbTaThl Specification / Hopma
11 | Labeling / According to ND / B cooterctuu ¢ HJ|
Mapkuposka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Bbime 25 °C.
YcioBus XpaHeHUs
13 | Shelf life / Cpox 3 years / 3 roma
TOAHOCTH

Remarks : The Product conforms to ND/

Ipumeuanne: [IpoxyKT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axiouenue: OJOBPEHO
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