CERTIFICATE OF ANALYSIS
CEPTUD®HUKAT AHAJIM3A

[Product: Omez (Omeprazole), capsules 20 m_g

IMpoaykr: Ome3® (oMerpa3oi), Karcyib! EY_)h__M}

Batch No. / Cepust Ne: B2104624 Batch Quantity / O6sem
B cepun: 1990000 NO
AR No / AnasmTtuaeckuii oTder Ne: Date of Analysis / laTa
2002FP21002681 anaamsa:  05-01-2022
Mfg. Date: / laTa npousBoacTBa: 12/2021] Date of Expiry / I'ogen no:
11/2024
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!

| Analysis performed according ND / Ananus nposenen mo H/I: 11 N015479/01-121120

No Test / Hokazatenn

Result / PesynsTaTtsl

Specification / Hopma

1 | Description/
Onncanue

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. /

Tsepnsie KCNAaTMHOBLIE
TIpo3pavHble Karcyisl pazmepa 2 ¢
OecUBETHBIM KOPIYCOM, PO30BOil
KPBIIEYKOA 5 MapKUpPOBKOIA
yepHoro 1Beta «OMEZ» na obenx
yacTax  kancynsl.  Copepixumoe
Karncyn — rpaHynibl 6enoro UgeTa.

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. /

Teepasre JKeTATHHOBBIC Tpo3pavuHbIe
Karncynel  pasMepa 2 ¢ OeClBETHBEIM
KOpPIycOM,  pO30BOH  KpBIIDEUKOW M

MapkHpoBko# depHoro usetra «OMEZ» Ha
o0enx gactax karcynsl. CogepXuMoe Karcy
— rpanynbl 6e10ro unu nouTy 6enoro usera.

2 | Identification / IloguHHOCTEL

2a) | ByUV/VY®-
CTEKTPOQOTOMETPHS

Complies as prescribed/
CootBercTBYET TpeOOBAHMAM

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® - cnoekTpbl TIOTJIOUICHHS PAacTBOPOB
npermapata W CTaHAapTHoro  obpasua
oMempaszona B obmactn ot 230 mo 350 Hwm
JOIDKHBI UMETh MaKCUMYMBI TIPH OFHOH W
TOH e ANUHE BOJIHBL.

Remarks : The Product conforms to ND/
I pumeuanne: Ilpoaykr coorsercrByer TpeboBanusim HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

| Product: Omez (Omeprazole), capsules 20 mg
Batch No. / Cepus Ne: B2104624

MpoaykTt: OmMe3® (oMmenpason), Kancysl 20 mr

cepHu:

Batch Quantity / O6bem

1990000 NO

AR No / ARanutnyecknit oruer No;
2002FP21002681

AHAJIN3a:

Date of Analysis / laTa

05-01-2022

Mfg, Date: / lata npoussojacTsa:

12/2021

11/2024

Date of Expiry / T'ogen go:

Analysis performed according ND / Ananu3s nposesien mo H/: 11 N015479/01-121120

should

Ne Test / [lokazarens Result / Pe3yabTaThl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYeT TpeOoBaHHAM chromatogram of test solution
BOYCX v correspond to the retention time of main peak
CBYIKX/BCIKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

BpeMst ymepWBaHMsS OCHOBHOTO [TMKa Ha
XpomarorpaMMe  HCIIBITYEMOTO  pacTBopa
JIOTHKHO COOTBETCTBOBATh BpeMeHu
YAEPKUBAaHUA  OCHOBHOTO nMKa  Ha
XpoMaTorpaMMe  pacTBOpa  CTaHAapTHOro
obpasua omemnpazona (paznen
«KonmiecTBeHHOE OTTpeReNeHIEY ).

3 | Average net fill weight
/ Cpeansis Mmacca
COIEPKNMOT0 KAIICYJI

272.7 mg/272,7 mMr

270.0 mg £ 5.0 % (Between 256.5 mg and
283.5 mg) /
270,0 MT + 5,0 % (256,5 Mr ~ 283,5 wmr)

4 | Water / Boaa

1.3% wiw / 1,3%

Not more than 3.0% /
He 6omee 3,0 %

5 | Uniformity of dosage 34/34
units / QgHopoaHocThL

A03UPOBAHUSA

Acceptance value (AV) should be less than or
equal to 15.0./

TMokazarens npuemnemocti (AV) nomkeH
ObITh MeHee WK paseH 15,0.

6 | Dissolution /
PacTtBopenue

91%, 94%

1%, 2%, 0%, 2%, 0%, 4%

96%, 93%, 93%, 94%,

In 0.1 M hydrochloric acid solution - not
more than 10 % of C17H19N3O3S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacrBope Xl10pHUCTOBOIOPOIHOMN
KUCToTHI - He 6omee 10 % Ci7H oN;05S8
(omenpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C17H9N303S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He meree 75 % (Q)
C17H9N30;S (omenpazon) gepes

30 MuH.

Remarks : The Product conforms to ND/

IMTpumeuanue: [poaykr coorBeTcTBYET TpeboBaHusm HJI

Conclusion : APPROVED /
3axawuenne: OJOBPEHO
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Printed By: Ajay Kumar.....

Page

2

of 5

Printed Date

& Time (IST): 07-01-2022 16:56:07




ed Copy

Uncontroll

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIU3A

—P_roduct: Omez (Omeprazole), capsules 20 mg

MpoaykT: OMes® (omenpason), Kancyisl 20 mr

Batch No. / Cepus Ne: B2104624

Batch Quantity / O6vem
|cepum: 1990000 NO

AR No / Anaaurn4deckuii oruet No:

Date of Analysis / IaTa

2002FP21002681

aHaJans3a:

05-01-2022

Mfg. Date: / IaTa npousBoacTBa:

12/2021

11/2024

Date of Expiry / Togen go:

Analysis performed according ND / Anasus npoeaen mo H/[: TI N015479/01-121120

Ne Test / loxasaTenn Result / Pe3yabTaTnl Specification / Hopma

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

JTro6as enMHUYHAA

HEUUSHTUHUUMPOBAHHA

s TIPUMeECh

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CyMmMa npumMeceit He 60mee 2,0 %

8 | Assay/ 19.6 mg/ 19,6 mr 18.0mg to 22.0 mg of Cj7H;gN;058
KoanvecTeeHHOE (98.2% / 98,2%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeneHue label claim). /

Or 18,0 mr mo 22,0 mMr C,;H;sN;05S
(omenpazon) B karncysne (ot 90,0 mo 110,0 %
OT HOMUHABHOTO COASPXKaHuA).

9 | Microbial limits / MukpoGuonoruueckas 4HcToTa

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
O01ee uncio a3poOHBIX

MHKpPOOPTAHH3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count 4 Menee 10 KOE/r He 6onee 100 KOE/r
O6mee uncno
JPOMOKEBBIX 1
IIECHEBBIX IPHGOB
¢) E. coli Absentin 1 g/ Absentin1 g/
OrcyTcTBYyeTB I T OrcytcrBue B I T

10 | Packaging / Ynakoeka | 10 capsules in an aluminum strip. ] . .

3 strips and patient information % Easules i “ alum.mum strl.p =
. PA/AL/PVC // aluminum blister. 3 strips or

leaflet in a carton pack. / ITo 10 blist d patient inf tion leaflet i
ErC & ThMtion 3 blisters and patient information leaflet in a
To 3 crpuna ¢ WHCTpyKuMeR Mo carton pack. / ITo 10 kancyn B aTlOMHHHEBOM
DVMEHERIO B a9y KapTormvio. | CTPHTE HIH B MA/AJ/IIBX // amtoMuHIEBOM
p ¥ KapTOHHYIO. onucrepe. Ilo 3 cTpuna unu no 3 6mrcTepa ¢
HHCTPYKUMEH 110 TIpUMEHEHHMI0O B TAuKy

KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeyanne: [Iponykr coorBeTcTBYET Tpeboayusam HJT

Conclusion : APPROVED /
3axaouenue: OTOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product: Omez ((3meprazole), capsules 20 mg

MpoaykT: Ome3® (omertpason), kancyins 20 mr '

Batch No. / Cepus Ne;

B2104624

Batch Quantity / O6bem
cepun: 1990000 NO

AR No / Anagutnueckuii oraer Ne:
2002FP21002681

Date of Analysis / laTa
aHajauza:  05-01-2022

Mfg. Date: / laTa npousBoacTea: 12/2021

11/2024

Date of Expiry / T'ogen no:

Analysis performed according ND / Anasnu3 nposenen mo H/I: T N015479/01-121120

No Test / Mokazateyn Result / Pe3yabTaThi Specification / Hopma
11 | Labeling/ According to ND / B coorserctBuu ¢ HJT
MapxkupoBka
12| Storage conditions / At temperature below 25 °C. / [Tpu Temniepatype He Bime 25 °C.
YcaoBust XpaHeHMsI
13 | Shelf life / Cpok 3 years / 3 roga
rOAHOCTH

Remarks : The Product conforms to ND/
IIpumeuanne: [IponyKT cooTBeTcTBYET TpeboBanmsiM HJT

Conclusion : APPROVED /
3axurouenue: OJJOBPEHO
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