CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

MpoaykT: Ome3® (oMenpason), Kancysb 20 mr

Batch No. / Cepns Ne: B2201351

AR No / Ananxutudeckuii otuet Ne:

Batch Quantity / O6sem
cepun: 2000000 NO

Date of Analysis / laTa

Uncontrolied Copy

2002I'P22000904

aHaJIHn3a:

29-04-2022

Mfg, Date: / laTa npon3BoAcTBa;

03/2022

02/2025

Date of Expiry / l'ogen go:

Analysis performed according ND / Awaans mposenen mo H: TT N015479/01-121120

Ne

Test / IlokazaTeanb

Result / PesyasTatnl

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. /

Teepasie ’KENaTUHOBEIE
npo3padHble KamncyJiel pasmepa 2 ¢
OeclBETHBIM  KOPITYCOM, PO30BO#
KpBILIEYKOM W MapKUpOBKOI
yepHoro uBera «OMEZ» Ha obeux
qacTax karcynel.  ComepxiumMoe
KamcyJ — rpaHyibl 6enoro LBeTa.

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. /
Trepaeie JKeJIATHHOBBIE
Kancynmsl  pasMepa 2 ¢ OecCHBETHBIM
KOpITycOM,  pO30BOM  KpBIIEukol U
MapkupoBKkoii yepHoro usera «OMEZ» na
06enx wacTax kancynsl. CofepkuMoe Karcyl
— TpaHyJIsl 6€J10TO UITH TOUTH OENOTOo LBETA.

IPpOo3payvyHbIC

Identification / IlogannHocTL

2a)

By UV /V®-
cnekTpodoTomMeTpus

Complies as prescribed/
CooTBeTCcTBYET TpeOOBaHHAM

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. /

Y® - cnoexTpbl NOTTOUIEHUS pPacTBOPOB
mperapaTa W CTaHmapTHOro  obpasua
oMernpasona B obmacti oT 230 mo 350 HM
IOJKHEI UMETh MaKCHMyMbl TPH OIHOM W
TOM e JJINHE BOJIHBI.

Remarks : The Product conforms to ND/
Mpumeuanune: [Tponykr cooTBercTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
3akawuenue: OJOGPEHO
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg Tpoaykr: Ome3® (oMenpason), kancyisl 20 mr
Batch No. / Cepus Ne: B2201351 Batch Quantity / O6bem

o - cepun: 2000000 NO
AR No / Anasuruyeckuii oruer Ne: Date of Analysis / laTa |
2002FP22000904 aHaymza: 29-04-2022
Mfg. Date: / JaTa npousBoiacTBa: 03/2022 Date of Expiry / Togen go:

02/2025

Analysis performed according ND / Ananns nposenen no H/I: 11 N015479/01-121120

Ne

Test / Iloka3aTeanb

Result / PesyabTaThl

Specification / Hopma

2b)

By HPLC Or
UPLC/UFLC

BOXX wnn
CBIXX/BCXX

Complies as prescribed/

CoOTBeTCTBYET TpeOOBAHUIM

The retention time of main peak in the
chromatogram of test solution should
correspond to the retention time of main peak
in the chromatogram of omeprazole reference
standard solution (section "Assay"). /

BpeMs ymepKMBaHUS OCHOBHOTO NHKAa Ha
XpoMaTorpaMMe — HCIBITYEMOTO  pacTBopa
TOIDKHO COOTBETCTBOBATH BpEMEHH
yaepKUBaHWS  OCHOBHOI'O mMKka  Ha
XpoMaTorpaMMe  pacTBopa CTaHIapTHOrO
obpasua oMerpasoa (pazmen
«KonvyecTBeHHOE onpefenenme»).

Average net fill weight
/ Cpeansisi Macca
COAEePIKMMOro KancyJu

269.2 mg /269,2 Mr

270.0 mg + 5.0 % (Between 256.5 mg and
283.5mg) /
270,0 mr = 5,0 % (256,5 mr - 283,5 wmr)

PacTBOpenue

96%, 92%, 96%, 93%,

4 | Water/ Boaa 1.4% wiw / 1,4% Not more than 3.0% /
He 6omnee 3,0 %
5 | Uniformity of dosage 3.8/3,8 Acceptance value (AV) should be less than or
units / OmnopoaHoCTHL equal to 15.0./
J03HPOBAaHHSA IMokazarens npuemieMoctu (AV) noibkeH
OBITH MeHee uiTh paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 1%, 1% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;7HoN3;0;S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacrBope XOpHCTOBOLOPORHOMN
Kkucnotel - He 6onee 10 % C7HoN;O5S
(omenpazon) depes 2 U.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN30;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He menee 75 % (Q)
C,7H9N;0;3S (omenpazoin) uepes

30 muH.

95%, 95%

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT coorsercTByeT TpeboBanmsaM HI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
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Copy

Uncontrolied |

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg IpoayxT: OMes® (oMenpasoin), Kancysst 20 mr
Batch No. / Cepus Ne: B2201351 Batch Quantity / O6bem

cepun: 2000000 NO
AR No / Avanutudecknii orvet No: Date of Analysis / laTa
2002I'P22000904 anammusa: 29-04-2022
Mfg. Date: / JlaTa npon3BoAcTBa: 03/2022 Date of Expiry / T'ogen g0:

02/2025
Analysis performed according ND / Auaaus nporenen mo HII; TI N015479/01-121120 ]

Ne Test / [loxasaTens Result / Pe3yabnTaTsl Specification / Hopma

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

Jlro0as enuHNYHAS

HeuaeHTUDULMPOBAHHA

g TIpUMech

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

8 | Assay/ 20.3 mg /20,3 mr 18.0mg to 22.0 mg of C7H;gN;O;8
KoanvecrBennoe (101.5%/101,5%) (omeprazole) in capsule (90.0 to 110.0 % of
ompeeeHue label claim). /

Or 18,0 mMr pmo 22,0 mMr C;7HN;O5S
(oMenpazon) B xancyne (ot 90,0 no 110,0 %
OT HOMUHAJIEHOTO COAEPXKaAHM).

9 | Microbial limits / Mukpoe6uosiornyeckast 4MCTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6omnee 1000 KOE/r
Ob1ee unco a3poOHBIX

MHUKPOOPraHHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/T He 6onee 100 KOE/r
Ob1iee yncio
ZPOXOKEBBIX U
TIIECHEBBIX IPHOOB
¢) E. coli Absentin1g/ Absentin 1 g/
OtcyrcTByer B 1 T OrcytcrBue B |
10 | Packaging / YnaxoBka | 10 capsules in an aluminum strip. 10 I . lumi .
3 strips and patient information cdpsu'es Dl B0 Eluminumi stip (o
. PA/AL/PVC // aluminum blister. 3 strips or
\Salch i |g carton) |packs [j g #l0 3 blisters and patient information leaflet in a
KalcyJl B aJllOMHHUEBOM CTpHIE. P
M £ vempuma) g METpypaEeH 10 carton pack. / TTo 10 kancyn B aJIlOMHHHEBOM
crpure wna B [IA/AJI/TIBX // amoMiHHEBOM
MPUMCHCHMIO B MATKY KAPTORHYIO. | 6myorepe. Tlo 3 crpuma mim Tio 3 6IHcTepa ¢
p p p
MHCTPYKLUMEH 10 TIpUMEHEHHI0 B MHauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IIpumeuanne: IponyxT coorBeTcTBYeT TpeboBannam HJL

Conclusion : APPROVED /
3akmouenne: OJIOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

Mpoaykr: OMe3® (oMenpaszon), Karcyibl 29_ML

Batch No. / Cepust Ne: B2201351 Batch Quantity / O6bem
- cepun: 2000000 NO

AR No / Ananurudecknii oryet No: Date of Analysis / Jlata

2002FP22000904 anajgausa: 29-04-2022

Mfg. Date: / Jata npon3BoacTea:

0372022

02/2025

Date of Expiry / 'ogen go:

Analysis performed according ND / Anasnus npoeeger mo HJI: 1T N015479/01-121120

No Test / Ilokazarenn Result / PesyabTaTsl Specification / Hopma
11 | Labeling / According to ND / B coorsercrenu ¢ HII
MapxkupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temnieparype He Boime 25 °C.
YcjioBHS XpaHeHUs
13 | Shelf life / Cpox 3 years /3 rona
FOAHOCTH

Remarks : The Product conforms to ND/

TMpumeyanmne: [Tponykr cootBercTBYET TpeboBaHusM HJL

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST):
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