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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

_ﬁ?oduct: Omez (Om(%razo]e), capsules 20 mg

Batch No. / Cepust Ne:

B2103361

CepHH:

MpoaykT: Ome3® (oMenpason), Karcysbl 20 pr
Batch Quantity / O6bem

2000000 NO

;\ENO / AHaaurnaecknii oTuer Ne:
2002FP21001938

Date of Analysis / laTa
aHaJM3a:

24-09-2021

Mfg. Date: / lata nponsBoacTBa:

08/2021
07/2024

Date of Expiry / Togen no:

Analysis performed according ND / Ananus nposegen o H/I: 1T N015479/01-121120

Ne |

Test / Iloka3zaTeanb

Result / Pe3yabTaTnl

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. /

Trepneie KeJIaTHHOBEIE
Mpo3pauHble KaTCyJBl pazMepa 2 ¢
OeclBETHBIM KOPITYCOM, PO30BOI
KpBILIEYKOI " MapKHUpPOBKOM
yepHoro nsera «OMEZ» Ha obenx
gacTax Kancynsl. Coaepxumoe
KaIrcyJ — rpaHynel 6enoro LgeTa.

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. /
Teepnbic KEJTATHHOREIC Ipo3pavHLIe
Kalcyynsl  pasMepa 2 ¢ OecIBETHBIM
KOpIycoM,  po30BOH  KpbllIEukoll M
MapkupoBkoi wepHoro ngera «OMEZ» wHa
obenx vacTsx xancynsl. ConepkuMoe Karcys
— rpaHynel 6e70T0 WK TOYTH OENoro uBeTa.

Identification / [TogauHHOCTH

2a)

By UV /Y-
criekTpodoToMETPHS

Complies as prescribed/
COOTBETCTBYET TPeOGOBAaHUAM

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@ - cHoekTpbl MOMJIOUIEHWS PacTBOPOB
nperapara W CTaHAapTHoro  oGpasua
oMmenpazona B obmactu or 230 mo 350 Bm
MOKHBI WMETH MaKCHMyMBI TPH OIHOU M
TOH 7K€ AJINHE BOJIHBI.

Remarks : The Product conforms to ND/
Mpumeuanne: ITpoAYKT cooTBETCTBYET TpeboBanuaM HJL

Conclusion : APPROVED /
3akmouenne: OJJIOGPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg IpoaykT: OMe3® (omenpason), Kancysl 20 wr
Batch No. / Cepus Ne: B2103361 Batch Quantity / O6nem
| cepun: 2000000 NO
AR No / AHaauTHdeckuit oTuer Ne: Date of Analysis / laTa
2002FP21001938 aHajguza:  24-09-2021
Mfg. Date: / Jlata npon3BojacTBa: 08/2021 Date of Expiry / T'ogen go:

07/2024

Analysis performed according ND / Ananwns nposenen mo H: TI N015479/01-121120

Ne Test / Hokaszatenn Result / Pe3yabTaThl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TpeGOBaHNAM chromatogram of test solution
BYKX correspond to the retention time of main peak
CBDOIX/BCIKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

BpeMsi ypepkuBaHWs OCHOBHOTO TIMKa Ha
XpoMaTorpaMMe  HCHBITYEMOTO  pacTBOpa
JIOJKHO COOTBETCTBOBATh BpeMeH!n
YAepKHUBAHHS OCHOBHOTO mMka  Ha
XpoMaToTpaMMe  pPacTBOpa  CTaHIAPTHOTO
obpasua omenpazona (pazmen
«KonuyecTBeHHOE OTIpEAETEHUEY ).

Average net fill weight
/ Cpennsist Macca
COIEPIKUMOTO KATICYJX

268.2 mg/268,2 Mr

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

Water / Boaa 1.1%w/w/ 1,1% Not more than 3.0% /
He 6onee 3,0 %
Uniformity of dosage 3.7/3,7 Acceptance value (AV) should be less than or
units / OqHOpOAHOCTH equal to 15.0./
NO3UPOBAHUS [Tokazarens npueMieMocTi (AV) momkeH

OBITH MeHee WITH paseH 15,0.

Dissolution /
PacTBOpenue

0%, 2%, 3%, 0%, 0%, 2%

94%, 95%, 92%, 95%, 92%, 94%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C;7H9N30;8
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTtBOpe Xn0pHCTOBOAOPOAHOI
KHCIOTHI - He 60s1ee 10 % C7H(oN3O5S
(oMenpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H9N;05S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He meHee 75 % (Q)
C,7H9N30;S (omerntpazon) yepes

30 MUH.

Remarks : The Product conforms to ND/

Opumeuanne: ITpoaykT cooTBETCTBYET Tpebosauusm HJT

Conclusion : APPROVED /
3akmovenue: OJOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A
Ero_duct: Omez (Omeprazole), capsules 20 mg MpoaykT: OMe3® (oMmenpason), xkarcysl 20 mr
Batch No. / Cepust Ne: B2103361 Batch Quantity / O6bem
L cepum: 2000000 NO -
AR No / Anaaurudeckmii otuer No: Date of Analysis / laTta
12002FP21001938 anannsa:  24-09-2021
Mfg. Date: / lata nponssojcTsa: 08/2021 Date of Expiry / 'oaen no:
07/2024

Analysis performed according ND / Anauns nposejen o HJL: T1 N015479/01-121120

3 strips and patient information
Jeaflet in a carton pack. / ITo 10
KarcyJl B aTIOMHWHVEBOM CTpHIIE.
ITlo 3 crpuma ¢ HMHCTpYKUHMEH IO
MPUMEHEHHIO B Ma9Ky KapTOHHYIO.

Ne Test / Tloka3zaTenn Result / PesyabTaThl Specification / Hopma

7 | Related substances / [locTopoHRUMe NPpHMecH
Any individual 0.03% /0,03% Not more than 0.5 %. /
unidentified impurity / He 6omnee 0,5 %

JIiobas eqHUUHAA

HenIeHTHPULIMpOBaHHA

g IpUMech

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

8 | Assay/ 19.8 mg / 19,8 mr 18.0mg to 22.0 mg of C;;H;oN;0;S
KonuuecTtreHHOE (99.1% / 99,1%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeJeHne label claim). /

Or 18,0 mr mo 22,0 mr C;H;oN;O3S
(omempazon) B xamncyne (ot 90,0 mo 110,0 %
OT HOMHMHAJILHOTO COAEPXKaHMA).

9 | Microbial limits / Mukpotuosoruieckas Y4HCTOTA

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
O01mee 9mncio a3pobHBIX

MHKPOOPraHH3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Mewee 10 KOE/r He 6omee 100 KOE/r
O61mee yncno
IPO3IOKEBEIX 1
TNJIeCHEBbIX MPHOOB
c) E. coli Absentinl g/ Absentin 1 g/
OtcyrctByer B 1 T OrcytctBue B 1 T
10 | Packaging / Ynaxoska | 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. / [To 10 kancyn B allOMHUHHEBOM
crpune unu B ITA/AJI/TIBX // amoMuHHEBOM
6nucrepe. ITTo 3 crpuna unm no 3 6aucTepa ¢
WHCTPYKIMER 110 TIPUMEHCHUI0 B  UAYKy
KapTOHHY!O.

Remarks : The Product conforms to ND/
IMpumevanue: TIpoaykT COOTBETCTBYET TpeboBanuamM H]J

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
[Product: Omez (Omeprazole), capsules 20 mg IMpopykT: Ome3® (omemnpason), kancyns! 20 mr
Batch No. / Cepusi Ne: B2103361 Batch Quantity / O6sem
I cepuu: 2000000 NO
AR No / Ananurugecknii orgert Ne: Date of Analysis / IaTa
12002FP21001938 anammsa:  24-09-2021
Mfg. Date: / JaTta npouzBoacTBa: 08/2021 Date of Expiry / I'ogen no:

07/2024

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

Ne Test / [lokazaTean Result / PezyabTaTh! Specification / Hopma
11 | Labeling / According to ND / B cootBerctBuu ¢ HJJ
MapxkupoBka
12| Storage conditions / At temperature below 25 °C. / ITpu Temnepatype He Bbimre 25 °C.
YcJI0BHS XpaHeHHS
13 | Shelf life / Cpok 3 years / 3 roza
TO/IHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanne: TTponykt cooTBeTcTBYET TpeboranusM HJT 3akgrouenue: ONJOBPEHO
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