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Uncontrolled C

Product: Omez (Omepragole), cap_su]es 20_mg_

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

MpoayxT: Ome3® (gMenpa30n), KarcyJibl ip MT

12002FP21001848

Batch No. / Cepus Ne: B2103095 Batch Quantity / O6bem
B cepun: 2000000 NO ~
AR No / Araautudeckuii or4er No: Date of Analysis / laTa

anaan3a: 08-09-2021

Mfg. Date: / laTa npon3BoacTBa:

08/2021

07/2024

Date of Expiry / 'ogen no:

Analysis performed according ND / Anagans nposenen mo HA: 1T N015479/01-121120

Ne

Test / ITokasareas

Result / Pe3ynbTaThl

Specification / Hopma

1

Description /
Onucanne

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 ’KEITaTUHOBLIE
Mpo3padHbIc Karcynsl pasMepa 2 ¢
OeClIBETHRIM  KOPITYCOM, PO30BOI
KpBIIIEYKOH W MapKUPOBKOH
geproro neera «OMEZ» Ha o0enx
yactax  kancynel.  Copepxumoe
Kamcyn — rpafyJibl 6eoro UBeTa.

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. /
Teepawre ’KETaTHHOBKIE po3pavHble
Karcynel  pasMepa 2 ¢ OecClUBETHBIM
KOpIycOM,  pO30BOM  KpbllUeukoil
Mapkuposko# depHoro ngeta «OMEZ» wa
obenx yacTax Karcynbl. CoaepkuMoe Karcy
— rpaHynbl 6e710ro Wy NoUTH 6eoro uBera.

Identification / IloaanHHOCTDL

2a)

By UV/V®-
cnekTpodoToMeTpHs

Complies as prescribed/
CootBercTByeT TpeGOBaHUIM

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® - choekTpel TIOTJIOIUEHUS pPAcTBOPOB
nmpemapata W cTaHAaptHoro  oGpasua
oMemnpazona B obnactd ot 230 mo 350 mm
JODKHBI UMETh MaKCUMYMBI TIpU ONHOW W
TOW K€ JUTUHE BOJHEI.

Remarks : The Product conforms to ND/

IIpumeyanne: IponykT cootBeTcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Printed By: Krishnamohan Gunturu

Page 1 of 5

Printed Date & Time (IST):
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3IA

Product: Omez (Omeprazole), capsules 20 mg

TMpoaykTr: OMe3® (oMenpason), Kancy bl 20 Mr

Batch No. / Cepusi Ne: B2103095

Batch Quantity / O6nem
cepun: 2000000 NO

XR No / AHanuTHYecKuii OT'—l:%T Ne:
12002FP21001818

Date of Analysis / laTa
anaausa: 08-09-2021

Mfg. Date: / laTa nponsBoacTBa:

08/2021
07/2024

Date of Expiry / Foaen ao:

Analysis performed according ND / Ananns nposeaen mo HJ: T1 N015479/01-121120

Ne

Test / IToka3zaTeanb

Result / PesynbTaThl

Specification / Hopma

2b)

By HPLC Or
UPLC/UFLC

B3XX wm
CBOXX/BCXKX

Complies as prescribed/
CooTBeTcTBYeT TpeGOBaHUIM

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 (scction "Assay"). /

BpeMsi ynepKUBaHHS OCHOBHOT'O NHKa Ha
XpomarorpaMMe — HCIBITYEMOTO  pacTBopa
ZIOJKHO COOTBETCTBOBATh BpEMEHU
yaepKUBAHHUS OCHOBHOTO mika  Ha
XpoMaTorpaMMe pacTBopa  CTaHIapTHOTO
oOpasua omemnpasoia (pazmen
«KonmuecTBeHHOE OpeReeHue ).

opy

Average net fill weight
/ Cpeansist Macca
COJIEPIKMMOr0 KarcyJi

267.5 mg/267,5 mr

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

PacTBOpeHue

101%, 100%, 100%, 100%,
99%, 100%

4 | Water/ Bojaa 1.1% wiw/ 1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 35735 Acceptance value (AV) should be less than or
units / OgHopoaHOCTL equal to 15.0./
JO3HPOBAHNSA [Tokazatens npuemneMocth (AV) gomken
OBITH MeHee niH paseH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 1% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;;H;oN30,S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XnopHCTOBOAOPOAHON
KHACNOTHI - He 6ostee 10 % C;7H oN;O5S
(omenpazon) yepes 2 4.

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 - ne menee 75 % (Q)
C7H;sN30;S (omemnpason) depes

30 MuH.

Remarks : The Product conforms to ND/
IIpumeuanne: [TponykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akawyenne: OJOBPEHO

Printed By: Krishnamohan Gunturu

Page 2 of 5

Printed Date & Time (IST):

08-09-2021 22:06:20
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
[Broduct: Omez (Omeprazole), capsules 20 mg Mponykr: Ome3® (omenpason), Kancyibi 20 mr
Batch No. / Cepust Ne: B2103095 Batch Quantity / O6bem -
- cepuu: 2000000 NO
AR No / AHanuTH4eckuii oTyer Ne: Date of Analysis / laTa
2002FP21001848 anagnza: 08-09-2021
Mfg. Date: / laTa npou3BoacTBa: 08/2021 Date of Expiry / T'onen go:
07/2024

Analysis performed according ND / Ananus npoeen mo HJI: 11 N015479/01-121120

Ne Test / [MoxazaTenn Result / PesyasTaThl Specification / Hopma

7 | Related substances / IlocTopoHHne npumecn

Any individual 0.02% /0,02% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %
JIro6Gas egquHuYHas
HenaeHTU HUIpOBaHHA
L TIpUMECh
Total impurities / Not detected / He 0GHapyeHa Not more than 2.0 % /
CymMmma nipuMeceti He 6onee 2,0 %
8 | Assay/ 19.7 mg /19,7 mr 180mg to 22.0 mg of C;;H;oN;O;8
KonuuecTBReHHOE (98.3% / 98,3%) (omeprazole) in capsule (90.0 to 110.0 % of
onpejeseHue label claim). /

Or 18,0 mr mo 22,0 mr C,;;H;oN;0;S8
(omenipazon) B karicyne (oT 90,0 mo 110,0 %
OT HOMUHAJIFHOIO COePKaHU).

9 | Microbial limits / Mukpoouonoruieckast 4ucToTa

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
Ofmee yncno a3poOHBIX

MHKPOOPTaHN3MOB

b) Total Combined Less than 10 CFU/g/ Not more than 100 CFU/g /
Yeasts and Mould Count / Mewnee 10 KOE/r He 6onee 100 KOE/r

O61ee yncio
JpOMOKEBBIX U
TTECHEBBIX TPHOOB

¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcytrcTByeT B I T OtcyTtctBHE B I T

10 | Packaging / Ynakoeka | 10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / ITo 10
Karncynl B aJIOMHHWEBOM CTpHIIE.
ITo 3 crpuna c WHCTpyKuHeidl 1o
TIPUMEHEHHIO B TaYKy KaPTOHHYIO.

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 kancyn B amroOMUHHEBOM
crpurte wii B [TA/AJI/TIBX // amoMuHIEBOM
onucrepe. Ilo 3 crpuna unu no 3 6nucrepa c
HHCTpYKIMEH TO IPHMEHEHHI0 B TIAYKY

KapTOHHYO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: TTpoayxT cooTBeTCTBYET TpeboBaHusaM HJI 3akawuenue: OJJOBPEHO

Page 3 of 5
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg IMpoaykT: OMe3® (omMerpa3on), Kancynel 20 mr
Batch No. / Cepust Ne: B2103095 Batch Quantity / O6nem
- cepun: 2000000 NO
AR No / Anasntudecknii oryert Ne: Date of Analysis / laTa
2002FP21001848 anajusza: 08-09-2021
Mfg. Date: / laTa nponssoacTBa: 08/2021 Date of Expiry / T'onen no:
07/2024

Analysis performed according ND / Ananu3 nposeaen mo H/[: TI N015479/01-121120

No Test / TlokasaTeanb Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootBerctBuu ¢ HJJ
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / IIpu Temnepatype He BoIue 25 °C.
YcjioBUs XpaHEHKSA
13 | Shelf life / Cpox 3 years /3 ropa
TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: I[Ipoagykt cooTBeTcTBYET TpebosaumsaM HJI 3axarwuenue: OJOBPEHO
Page 4 of 5
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