CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A
Product: Omez (Omeprazole), capsules 20 mg TMpoaykt: Ome3® (oMenpazod), Kancyist 20 mr
Batch No. / Cepua Ne: B2102822 Batch Quantity / Oobsem
L cepun: 2000000 NO
AR No / AnasmnTHYeckuii oT4er Ne: Date of Analysis / laTa
2002FP21001676 anagmsa:  11-08-2021
Mfg,. Date: / JlaTa npon3BoOACTBA: 07/2021 Date of Expiry / T'onen go:

06/2024

Analysis performed according ND / Anam3 nposenen mo HJI: 11 N015479/01-121120

Ne Test / Iloka3aTeb

Result / PesyanTaThl

Specification / Hopma

1 | Description/
Onncanne

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. /

TBepabie JKEJNATHHOBBIE
Ipo3payHbie KarcyiIsl pa3Mepa 2 ¢
OCECIBETHBIM KOPILyCOM, PO30BOM
KPBILIGUKOH ¥ MapKMpPOBKOH
yepuoro nsera «OMEZ» na obenx
yacTsax kancynel.  Copmepxumoe
KaIcyn — rpanyisl 6enoro nsera.

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 JKENATHHOBEIC MIpO3payHbIe
KaTnicynsl  pa3Mepa 2 ¢ OecuBeTHBIM
KODIIyCOM,  pO30BOM  KpBIIEYKOM |

MapkupoBkoil yepHoro nsera «OMEZy» Ha
o6eux gacTax Kancynsl. COAepKIMOe KaICy i
— rpaHyisl 6eJ10ro MM IOYTH GeIoro 1BeTa.

2 | Identification / ITogauHHOCTEL

2a) | By UV/ Y-

cneKTpodoTOMETpHS

Complies as prescribed/
CoorsercTByeT 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@ - cHekTpel TIOTJIONIEHHS pacTBOPOB
mpemapata W CTaHZapTHOro  oOpasma
omemnpasona B obmacti ot 230 mo 350 mm
JOJDKHBI MMETh MaKCHMYMBI NIPH OJHOM H
TOM K€ JUTMHE BOJIHEL

Remarks : The Product conforms to ND/
Hpumedanue: IIpoaykr cooTBeTcTBYET TpeboBanmsam HJI

Conclusion : APPROVED /
3axawouenne: OJJOBPEHO

Printed By: Krishnamohan Gunturu
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Printed Date & Time (IST):

13-08-2021 09:52:01
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-

Uncontrolled Copy

2b)

By HPLC Or
UPLC/UFLC

BIXX mnu
CBOXX/BCXX

Complies as prescribed/
CooTBeTCTBYET TpeOOBaHUAM

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 ymepxuBaHHS OCHOBHOIO NHKAa Ha
XpOMAaToOrpaMMe  HCIBITYEMOTO  pacTBopa
JOIDKHO COOTBETCTBOBATh BPEMCHHU
yOEp)KMBAHMA  OCHOBHOTO  TIMKAa  HA
XpOMaTorpaMMe PAacTBOpPa  CTAHAAPTHOrO
obpasua oMeIpasona (paszen
«KoH4eCTBEHHOE OLIPENETICHUEN ).

Average net fill weight
/ Cpeansisi Macca
COIEPIKAMOT0 Kamcy

271.2 mg/271,2 Mmr

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

4 | Water / Bona 1.3%w/w / 1,3% Not more than 3.0% /
He 6omnee 3,0 %
5 | Uniformity of dosage 56/5,6 Acceptance value (AV) should be less than or
units / OnHoOpogHOCTH equal to 15.0./
T03HPOBaHHS IMokasarens npueMieMocTd (AV) qomkeH
OniTH MeHee wiH paseH 15,0.
6 | Dissolution / 0%, 1%, 0%, 0%, 0%, 1% In 0.1 M hydrochloric acid solution - not

PacrBOpenne

96%, 96%, 97%, 94%, 97%, 92%

more than 10 % of C17H19N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XJIOPHUCTOBOJOPOAHOM
kucioTsl - He 6onee 10 % Ci7H9N3;O3S
{oMenpa3zon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C17H9N;0;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - ne Meree 75 % (Q)
C17HsN;0;S (omemnpason) gepes

30 MuH.

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykT cooTBETCTBYET TpeGoBanmaM HJI

Conclusion : APPROVED /
3axnwyenne: OJOBPEHO

Printed By: Krishnamohan Gunturu
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Printed Date & Time (IST):
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg IMpoaykT: OmMe3® (oMenpazor), Karcyist 20 mr
Batch No. / Cepns Ne: B2102822 Batch Quantity / O6bem

cepun: 2000000 NO
AR No / AnanuTHYecknii oTyeT Ne: Date of Analysis / lata
2002FP21001676 agaamza: 11-08-2021
Mfg, Date: / JlaTa mnpou3BoACTBA: 07/2021 Date of Expiry / I'ogen go:

06/2024

Analysis performed according ND / Ananm3s nposeaen mo HJ/I: 1T N015479/01-121120

Ne Test / lloxa3aTenn Result / Pe3yabTaThl Specification / Hopma

7 | Related substances / IlocTopoHHHE IPHMECH
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6omee 0,5 %

JIro0as emuHUYHAS

HeuIeHTHUITPOBaHHA

i IPUMECh

Total impurities / 0.1%/0,1% Not more than 2.0 % /
Cymma npumMeceit He 6onee 2,0 %

8 | Assay/ 20.2 mg /20,2 Mr 18.0mg to 22.0 mg of C;HyN;O;8
KonnuecTBeHHOE (100.9% / 100,9%) (omeprazole) in capsule (90.0 to 110.0 % of
onpee/icHHE label claim). /

Or 18,0 MI' 1m0 22,0 Mr C17H19N303S
(omenpasom) B xancyie (ot 90,0 mo 110,0 %
OT HOMUHATIBHOTO COAEPIKAHM).

9 | Microbial limits / MuxpoOuonoruieckas 4Mcrora

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Memnee 10 KOE/r He 6omee 1000 KOE/r
OO61ee gHcIo a3poOHEIX

MHKPOOPTaHU3MOB
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/r
O61ee yncio
ZIPOMOKEBBIX M
IUIECHEBHIX IpHO0B
¢) E. coli Absentin 1 g/ Absentinl g/
OrcyrcrByerB 1 T OrcyrcTBHE B I T

10 | Packaging / YnaxoBka | 10 capsules in an aluminum strip.

3 strip S and patient information | 1, capsules in an aluminum strip or

leaflet in a carton pack. / Ilo 10| pA/AT/PVC // aluminum blister. 3 strips or

Kafcyl B aIIOMUHUCBOM CTPHIIC. | 3 plisters and patient information leaflet in a

Ilo 3 crpuna ¢ MHCTpYKIWEH IO | coryon pack. / ITo 10 xarcyn B amrOMHHHEBOM

IIPUMEHEHMIO B IAYKY KapTOHHYIO. | orpyme pmu B TIA/AJI/IIBX // amoMuHEEBOM
6mucrepe. Ilo 3 cTpuma mumu no 3 Gnuctepa ¢
HHCTPYKIMEH [0 INPUMEHCHHI0O B MAYKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IIpumeuanne: IpoaykT cooTBeTcTBYET TpeboBanusamM HJ

Conclusion : APPROVED /
3axmouenne; OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJTHU3A

Product: Omez (Omeprazole), capsules 20 mg

Ipoayxt: Ome3® (omenpasomn), Kancyisl 20 mr

Batch No. / Cepus Ne:

B2102822 Batch Quantity / O0bem

cepun: 2000000 NO

AR No / AHanuTHYeCKHH oTuer Ne: Date of Analysis / Jara

2002F121001676 amagm3a: 11-08-2021

Mfg. Date: / /laTa npousBoJacTBa: 07/2021 Date of Expiry / I'onen no:
06/2024

Analysis performed according ND / Anasn3 nposeaen no HJI: TI N015479/01-121120

Ne Test / lloxazaTenn Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootercTBuu ¢ HJI
MapKHpoOBKa
12 | Storage conditions / At temperature below 25 °C. / IIpu Temnepatype He Beime 25 °C.
YcaoBHs XpaHeHHs
13 | Shelf life / Cpox 3 years / 3 roza
TOTHOCTH

Remarks : The Product conforms to ND/
Ipnmeuanne: [IponyxT coorBeTcTBYET TpeboBaruAaM H/I

Conclusion : APPROVED /
3axaiouenne: OJJOBPEHO
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