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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

| Product: Omez (Omeprazole), capsules 20 mg poaykT: OMe3® (omenpason), kancynsl 20 mr
Batch No. / Cepns Ne: B2102718 Batch Quantity / O6bem

cepun: 2000000 NO
AR No / AHaauTH4Yeckuii oTyer Ne: Date of Analysis / laTa
2002FP21001663 ananuza:  09-08-2021
Mfg. Date: / [laTa npoussoacTsa: 07/2021 Date of Expiry / Tonen no:

06/2024

Analysis performed according ND / Ananu3s nposeaed mo HJ/L: T1 N015479/01-121120

Ne
1

Test / IToka3aTeab

Description /
Omnucanue

Result / PesynabTaThl

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. /

Teepavie KETATHHOBLIC
TIPO3pavyHbIe Kancynhl pazmepa 2 ¢
fecluBETHBEIM  KOPITYCOM, pPO30BOMH
KpplUIcYkoit U MapKUpOBKOH
gepHoro 1Beta «OMEZ» Ha obenx
yacTax  kamcynsl.  Comepxumoe
KarncyJ — rpaHyJibl 0enoro 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. /
Teepable KETaTHHORbIE npo3payHble
Kamcynmel  pazMepa 2 ¢ OecUBeTHBIM
KOpITycoM,  pO30BOW  Kpbilleykoli W
MapKHUpoBKoi yepHoro usera «OMEZ» wHa
0b6enx yacTax kancynbsl. CogepxumMoe Karcyn
— rpatyibl 6enoro Wiy nouTH Genoro ugera.

Identification / IloayiuHHOCTE

2a)

By UV /V®-
cnekTpooromeTpus

Complies as prescribed/
CooTseTcTBYET TpeOOBAHUAM

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@ - chmekTpsl TOMNOLIEHUA PAcTBOPOB
npenapata W CcTaHaapTHoro  obpasua
oMenpaszona B obnactn or 230 mo 350 um
JIOJDKHBI WMETh MAaKCUMYMBl TIpU ORHON W
TOW e JUTUHE BOJIHBI,

Remarks : The Product conforms to ND/
[Mpumeuanne: TIponykT coorsercTByeT Tpebosanusm HJJ

Conclusion : APPROVED /
Zaxarwuenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJINA

3A

Product: Omez ( anprazolc)~ capsules 20 mg

Mpoaykr

: Ome3® (oMenpason), KancyJibl 2_(_)£ ]

Batch No. / Cepusn No:

B2102718

cepum:

Batch Quantity / O6nem

2000000 NO

AR No / Anaauruyeckuit order Ne:
2002FP21001663

AHAJIN3A:

Date of Analysis / Jara

Mfg. Date: / Jlata nmpon3ssoacTBa:

07/2021

06/2024

09-08-2021

Date of Expiry / Togen go:

Analysis performed according ND / Anaau3s nposegen mo H/I: TI1 N015479/01-121120

PacTtBopenue

91%, 92%, 93%, 92%,
93%, 91%

Ne Test / TTokasaTtean Result / PesyabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeOOBaAHUAM chromatogram of test solution should
BYKX s f:orrespm?d to the.retention time of main peak
CBOKX/BCIKX in the chlomaFoglam o.f on’rvleprazonle reference
standard solution (section "Assay"). /
Bpemsa ynepxuBaHWST OCHOBHOIO NHMKa Ha
XpOMAaToTpaMMe  HCMBITYEMOTO  pacTBopa
TOJDKHO COOTBETCTBOBATh BpEMEHH
yAEPKUBAHMS OCHOBHOTO 1Ka Ha
XpoMarorpaMMe  pacTBopa  CTaHIapTHOTO
obpazua oMenpaszona (pazmen
«KonudyecTBeHHOE OTIPEHENCHUED ).
3 | Average net fill weight 269.5 mg/ 269,5 mr 270.0 mg = 5.0 % (Between 256.5 mg and
/ Cpeansisi Macca 283.5mg) /
CONEPKUMOTO0 Karcy.l 270,0 mr £ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boaa 1.5%w/w /1,5% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 30/3.0 Acceptance value (AV) should be less than or
units / OqHOpOAHOCTH equal to 15.0./
A03MPOBAHNUS [Tokasarens npuemnemMocty (AV) nomken
ObITE MeHee U paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 1%, 1%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C,;H gN30,S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XnopucToBOJOPOTHOM
KHCITOTEI - He 6onee 10 % C7HoN3O3S
(omenpason) uepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H,oN;0,S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He MmeHee 75 % (Q)
C,7H,yN30;S (omenpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/
[Ipumeuanne: [Tpoaykr coorBercTBYeT Tpeboannsm HJI

Conclusion : APPROVED /
3axmouenne: OJTOBPEHO

Printed By: Krishnamohan Gunturu
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Printed Date
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg IpoaykT: OMes® (oMenpason), Kancysisl 20 M
Batch No. / Cepus No: B2102718 Batch Quantity / O6bem
| cepun: 2000000 NO
AR No / AranuTudeckuit otder Ne: Date of Analysis / lata
2002FP21001663 anaauza:  09-08-2021
Mfg. Date: / lata nipousBoacTBa: 07/2021 Date of Expiry / I'ogen no:

06/2024

Analysis performed according ND / Ananus nposegen mo H/I: TI N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / [lo 10
Karcyjg B allOMUHMEBOM CTpHIIE.
TTo 3 crpuma ¢ WHCTpyKUMEW TTo
NPUMEHEHNIO B Na4Ky KapTOHHYHO.

No Test / [TokazaTean Result / Pe3yabTarbt Specification / Hopma

7 | Related substances / [locTopoHHre npuMecH
Any individual : 0.01%/0,01% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JhoGas emiHuHAs

HeHASHTHHUINPOBAHHA

51 TPUMECh

Total impurities / Not detected / He oGHapyxeHa Not more than 2.0 % /
Cymma npumeceit He 6onee 2,0 %

8 | Assay/ 19.9 mg/ 19,9 mr 180mg to 22.0 mg of C;;H; N3OS
KoauuecrBeHHoE (99.4% / 99,4%) (omeprazole) in capsule (90.0 to 110.0 % of
omnpenesieHHe label claim). /

or 18,0 MT 10 22,0 Mr C|7H|9N303S
(omenpason) B kancyne (ot 90,0 mo 110,0 %
OT HOMHWHAJIBHOTO COZEPXKaHU).

9 | Microbial limits / MukpoGuosoruieckas 4HcToTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He Gonee 1000 KOE/r
O6muiee 9nco a3poOHBIX

MHKpPOOPTaHW3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He 6onee 100 KOE/r
O6uee vrcno
IPOKKEBBIX H
IIECHEBBIX TPHOOB
c) E. coli Absentin1 g/ Absentinl g/
OtcyrerByeTB I T OtcyTcrBre B 1 T
10 | Packaging / YnakoBka | 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 xancyn B alfoMUHUEBOM
ctpurie unu B [TA/AJI/IIBX // anroMuH‘eBOM
onucrepe. Ilo 3 crpuna niau no 3 6nuctepa ¢
WHCTPYKIMEW N0 TPUMEHEHHI0 B MavKy
KapPTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBannam HJL

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: OMe3® (oMenpa3zon), Kaucynsl 20 umr
Batch No. / Cepns No: B2102718 Batch Quantity / O6nem

cepun: 2000000 NO
AR No / Ananutnueckuii otyet No: Date of Analysis / IaTa
2002FP21001663 anaauza:  09-08-2021
Mfg. Date: / JaTa npouseoacTBa: 07/2021 Date of Expiry / Toaen no:

06/2024

Analysis performed according ND / Ananus nposeaen mo H/: 11 N015479/01-121120

[ Ne Test / [loxazaTens Result / PesynbTaThl Specification / Hopma
11 Labeling / According to ND /B COOTBETCTBHUM ¢ HA
MapkupoBka
12| Storage conditions / At temperature below 25 °C. / ITpu Temnepatype He Bbimte 25 °C.
YcaoBus XxpaHeHust
13 | Shelf life / Cpox 3 years /3 rona
TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeyanne: ITponykT cooTBeTcTBYET Tpebosanusm HJI 3akaiouenne: ONOBPEHO
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