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CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIN3A

Product: Omez (O;nepra7)le), capsules 20 mg Mpoaykr: OmMe3® (oMenpaso), Kancyibl 20 ur |
Batch No. / Cepus Neo: B2102830 Batch Quantity / O6bem

cepun: 1990000 NO
AR No / AHasutudeckuii oTdet Ne: Date of Analysis / [laTa
2002FP21001717 avaausa: 23-08-2021
Mifg. Date: / lata npousBoacTBa: 07/2021 Date of Expiry / T'ogen go:

06/2024

Analysis performed according ND / Anasinz npoeenen mo HJI: 11 N015479/01-121120

Ne

Test / TlokaszaTean

Result / PeayabTaTsl

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. /

Trepmsie KENaTUHOBLIE
Mpo3padHbIc Katcyinbl pasMepa 2 ¢
OeclBETHBIM KOPIYCOM, PO30BO
KpbIIeykol U MapKUpPOBKOH
gyeproro 1eeta «OMEZ» Ha obenx
yacTax kancynsl. Cogepxumoe
KarcyJ — rpaHyJibl 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. /
Trepnsie KeJTaTHHOBEIE Mpo3pavyHbIe
Karcynel  pasMepa 2 ¢ OeCUBETHBIM
KOpIycOM,  pO30BOI  Kpbllleykoii M
MapkupoBKkoil depHoro useta «OMEZ» Ha
o0enx vacTax kancynsl. Cogepx umMoe Karncyn
— rpaHynbl 6€10ro Uiy 1oyYTH 6eNoro LBeTa.

Identification / IloaganHHOCTE

2a)

By UV/Vo-
cnektpodoTomMeTpus

Complies as prescribed/
CooTBercTBYeT TPeGOBaAHUAM

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. /

VY@ - chnekTpel TOTIIOIEHHS pPacTBOPOR
npemapata W cTaHAapTHoro  oGpa3sua
oMmermpasoira B obmactu oT 230 mo 350 HM
IOMKHBI UMETh MAaKCHMYMBI TIpU OIHOM W
TOI )K€ JIIUHE BOJIHBI.

Remarks : The Product conforms to ND/
Mpumeuanue: IIpoayKkT cOOTBETCTBYET TpeOboBaHusaM HJI

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHDOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsul_es 20 mg
Batch No. / Cepust Nu:

[ Mpoaykr: Omes® (oMenpazon), Kancynsl 20 mMr

B2102830

Batch Quantity / O6bem
|cepun:

1990000 NO

AR No / Avanutudeckunii oTuet No:

2002FP21001717

Date of Analysis / laTa
anaanza: 23-08-2021

Mfg. Date: / laTa nponsBocTBa:

07/2021

Date of Expiry / T'oaen no:
06/2024

Analysis performed according ND / Anaaus npoeegen mo H/I: IT N015479/01-121120

Ne Test / Tloka3aTenb Result / PesynsTaThl 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 should
BONCK vt f:orrespond to the retention time of main peak
in the chromatogram of omeprazole reference
CBOXX/BCKX . . ,,
standard solution (section "Assay"). /
Bpems ynmepkWBaHHS OCHOBHOTO TIMKa Ha
XpomaTtorpaMMe  HCTIBRITYEMOTO  pacTBopa
DOJKHO COOTBETCTBOBATh BpeMEHHN
YAepKHBaHWA OCHOBHOTO MiKka  Ha
XpoMarorpamMme  pacTBopa  CTaHOapTHOTO
obpasua oMernpasona (pazmen
«KoymuecTBeHHOE OTIpENIENCHNEY ).
3 | Average net fill weight | 267.9 mg/267,9 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpeanss macca 283.5 mg) /
COEePKHUMOT0 KAICYJT 270,0 mr £ 5,0 % (256,5 mr - 283,5 wmr)
4 | Water / Boaa 1.1% w/iw / 1,1% Not more than 3.0% /
He 6oiee 3,0 %
5 | Uniformity of dosage 3.9/39 Acceptance value (AV) should be less than or
units / OaHopoAHOCTH equal to 15.0. /
031 pOBAHHSA [ToxaszaTens mpreMneMocty (AV) momkeH
O®ITH MeHee i paseH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

PacTtBopenne

98%, 99%, 96%, 97%, 98%, 97%

more than 10 % of C;HyN30;S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTtBOpe X10pucTOBOAOPOIHON
kuciaoTel - He bonee 10 % C7H;9N3O;3S
(oMenpazon) yepes 2 4.

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

B Gydepe pH 6,8 - e menee 75 % (Q)
C7H9N30;8 (omenpazoin) uepes

30 mMyH.

Remarks : The Product conforms to ND/
Mpumeuanue: [TpoayxTt cooTBeTcTBYET TpeboBannsam HJI

Conclusion : APPROVED /
3akaouenue: OJJOBPEHO

Printed By: Krishnamohan Gunturu
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg

MpoaykT: OMe3® (oMenpa3od), KarncyJbl 2§ MT

2002FP21001717

anaauza: 23-08-2021

Batch No. / Cepus Ne: B2102830 Batch Quantity / O6bem
cepun: 1990000 NO
AR No / AnagmuTnueckuii oryer No: Date of Analysis / JlaTta

Mfg. Date: / JlaTa npou3BoAcTBA:

07/2021

Date of Expiry / I'osen fo:
06/2024

Analysis performed according ND / Anaan3 npoeenen mo H/: TI N015479/01-121120

Yeasts and Mould Count
O0mee yncno
JIPOXOKEBBIX U
TJIECHEBBIX TPHOOB

Meunee 10 KOE/r

[ Ne Test / MokazaTelb Result / Pe3yanTaThl Specification / Hopma

7 | Related substances / ITocTopoHHne npumecu
Any individual 0.02% /0,02% Not more than 0.5 %. /
unidentified impurity / He 6oniee 0,5 %

JTro6as enuHAYHAS

HENJIECHTH PHIMpPOBaHHA

s IpUMecCh

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

8 | Assay/ 20.3 mg /20,3 Mr 18.0mg to 220 mg of C;;H;yN;O;58
KoanuecTBeHHoe (101.7% / 101,7%) (omeprazole) in capsule (90.0 to 110.0 % of
ompejesieHne label claim). /

Or 18,0 mr mo 22,0 mr C;;H;oN3O;S
(omermpazon) B xancyne (ot 90,0 mo 110,0 %
OT HOMHHAJILHOTO COAEPKaHM ).

9 | Microbial limits / Mukpo6nosoruieckasa THCTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 60nee 1000 KOE/r
O61mee unciio a3poOHBIX

MHWKPOOPTaHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /

He 6omee 100 KOE/r

¢) E. coli

Absentin1 g/
OtcytecrByeTB I T

Absentinl g/
OtcyTtcTBHEB I T

10

Packaging / Ynakoeka

10 capsules in an aluminum strip.
3strips and patient information
leaflet in a carton pack. / ITo 10
Karcyl B aJIOMHHUEBOM CTpHIIE.
[To 3 crpuna ¢ MHCTpykuuMed IO
TIPUMEHEHWIO B MA4YKYy KapPTOHHYFO.

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. / [To 10 xamncyn B amtoOMWHHEBOM
crpure unu B ITA/AJI/TIBX // amoMuHuEeBOM
6nucrepe. [To 3 crpuna unu no 3 6aucrepa ¢
WHCTPYKIME! TO TIPUMEHEHHI0 B TAYKY
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumedanue: ITponyxT cooTBeTcTRYET Tpeboanusam HJL

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg _|ITpoaykr: Ome3® (omernpasodt), Karcyis! 20 mr
Batch No. / Cepust Ne: B2102830 Batch Quantity / O6bem

cepan: 1990000 NO
AR No / AHaauTHYecKHi oTdeT Ne: Date of Analysis/ laTa
2002FP21001717 anagnza: 23-08-2021
Mfg. Date: / laTa nponsBoacrsa: 07/2021 Date of Expiry / T'ogen go:

06/2024

Analysis performed according ND / Auaaus npogesen mo H/I: TI N015479/01-121120

Ne Test / [TokazaTeanb Result / PesyabTaTsl Specification / Hopma
11 | Labeling/ According to ND / B coorserctBuu ¢ HJI
MapkupoBKka
12 | Storage conditions / At temperature below 25 °C. / TTpur Temnepatype He Boite 25 °C.
YcioBus XpaHeHUS
13 | Shelf life / Cpox 3 years / 3 roga
roAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [TIpogyKT cOOTBETCTBYET Tpebosanuam HJIL 3akmouenne: OJIOBPEHO
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