CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules_20 mg

MpoaykT

: OMes® (omenpazon), Kancy_nﬂQ_Mr

Batch No. / Cepusa Ne:

B2102436

CepHu:

Batch Quantity / O6bem

1990000 NO

AR No / AHasnuTu4ecKkHit oTuer Ne:

2002FP21001513

aHaJIn3a:

Date of Analysis / Jata

22-07-2021

Mfg. Date: / JlaTa nponsBoacTBa:

06/2021

05/2024

Date of Expiry / Togen no:

Analysis performed according ND / Ananus nposeaer mo H/I: 1T N015479/01-121120

Ne Test / [Toka3zarean

Result / Pe3yabTaThl

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. /

Tepabie JKenaTUHOBbIE
Mpo3payHble Karlcy sl pazmepa 2 ¢
OecUuBETHBIM KOpPIMYCOM, pO30BOI
KpBIEYKOW W MapKHUpOBKOl
yepHoro usera «OMEZ» Ha obenx
yactax  Karcynel.  Comepxumoc
Karncyn — rpaHyJisl 6enoro ygera.

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. /

Teepasie )eJTATHHOBBIE MIpo3payHbie
KancyJgel  pasMepa 2 ¢ OecuBeTHBIM
KOPITYyCOM, pO30BO KpPbIIEUKOH u

MapkupoBkol depHoro useta «OMEZ» Ha
obenx JacTsx kancynsl. Couepxumoe Karncyni
— IpaHylibl 6€70r0 UK NoYTH 6eNoro UBeTa.

2 | Identification / I[ToganHHoOCTSL

2a) | ByUV/VY®-

CIIEKTPOHOTOMETPHS

Complies as prescribed/
CooTBeTcTByeT TpeOOBaHHAM

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® - crHekTpbl TIOTJIOUICHWS pPAacTBOPOB
nperapara W cTaHmapTHoro  ofpa3ua
oMeripazona B obmactv oT 230 mo 350 HM
IOJDKHBl MMETH MaKCUMYMBI TIpM OJAHOI U
TOH e AJIHE BOJIHBI.

Remarks : The Product conforms to ND/
Ipumeuanne: TIponykT cooTBeTCTBYET TpeboBaunsam HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

[Product: Omez (Omeprazole), capsules 20 mg

MpoaykT: OMe3® (omenpa3ol), Kancysl 20 mr

Batch No. / Cepus Ne: B2102436 Batch Quantity / O6bem
- cepun: 1990000 NO B
AR No / AnannTndecknii otdet Ne: Date of Analysis / laTa
2002FP21001513 anagusa: 22-07-2021
Mfg. Date: / laTa npon3BoacTBa: 06/2021 Date of Expiry / T'ogen no:

05/2024

Analysis performed according ND / Anaau3 npoeegen mo H/: 1T N015479/01-121120

Ne Test / Iokaszatesn Result / PeayabTatsl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CootsercTBYeT TpeOoBaHUAM chromatogram of test solution should
BYKX i correspond to the retention time of main peak
CBYIKX/BCIKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

BpeMs ynep:kWBaHHS OCHOBHOTO MMK4 Ha
XpoMaTorpaMMe  HCTBITYEMOTO  pacTBOpa
JOJDKHO COOTBETCTBOBATb BpEMEHU
YAepXXKUBaHWs OCHOBHOTO 1Ka Ha
XpoMaTorpaMme  pacTBOpa CTaHTAPTHOTO
oOpazua oMernpasoina (pazmen
«KonmuecTBeHHOE onpeAeneHue» ).

3 | Average net fill weight
/ Cpennsiss macca
COAEPKUMOro KANCYJT

270.1 mg/270,1 Mr

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

1.5 % w/w/1,5%

Not more than 3.0% /
He 6oiee 3,0 %

5 | Uniformity of dosage
units / OaHopoaHocTh
I03WPOBAHUS

4.6/4,6

Acceptance value (AV) should be less than or
equal to 15.0./

[TokazaTens npuemieMoctd (AV) nomkeH
OBITH MeHee mTH paseH 15,0,

6 | Dissolution /
PacTBOpenne

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

94%, 94%, 96%, 99%,
93%, 97%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C|7H19N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTtBOpe XnoprucToBofOpOaHOH
KUCTOTHI - He 6onee 10 % C;7HoN;0;S
(oMenpa3on) uepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C17H9N30;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He Meree 75 % (Q)
C17H9N305S (omenrpazoir) uepes

30 MuH.

Remarks : The Product conforms to ND/
Ipumeuanne: [TpoxykT cooTBeTcTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
3axkawuenue: OJOBPEHO

Printed By: Krishnamohan Gunturu
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Uncontrolled |

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykt: OMe3® (oMenpason), Kancyirst 20 mr B
Batch No. / Cepust Ne: B2102436 Batch Quantity / O6Lem '
| - cepun: 1990000 NO
AR No / AHanutHuecknii oruer Ne: Date of Analysis / laTa
2002FP21001513 anaamsa: 22-07-2021
Mfg, Date: / laTta npon3soacTBa: 06/2021 Date of Expiry / 'oxen ngo:

05/2024

Analysis performed according ND / Ananu3 nposesen mo HJI: 11 N015479/01-121120

Helo)

3 strips and patient information
leaflet in a carton pack. / ITo 10
Kancyl B aJllOMMHMEBOM CTpHIIE.
ITo 3 crpuna c wHCTpyKUMEH 0
TIPUMEHEHHIO B MAYKy KapTOHHYIO.

No Test / [Toxa3zaTenan Result / PesynbTaThl Specification / Hopma

7 | Related substances / [locTopoHHHe puMecH
Any individual 0.03%/0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

Jhobas enuHUYHAS

HenJieHTU HUUMpOBaHHA

g TIpUMeCh

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

8 | Assay/ 19.7mg / 19,7 mr 18.0mg to 22.0 mg of C;H;sN;O58
KonuuecTBeHHOE (98.3%/ 98,3%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeieieHne label claim). /

Or 18,0 mr mo 22,0 mr Cy;H;oN;05S
(omemnpazon) B kancyne (ot 90,0 mo 110,0 %
OT HOMHHAJILHOTO COACPIKAHMA).

9 | Microbial limits / Mukpo6uogorudeckasi YMcTOTa

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
O6b1mee yncno a3poGHBIX

MUKPOOPTaHH3MOB
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/T
O061ee yncIo
IPOYIKEBBIX 1
TJIECHEBBIX TPUGOB
¢) E. coli Absentinl g/ Absentin 1 g/
OrcytrcTBYyeTB I T OrcyrcTBUe B 1 T
10 | Packaging / Ynakoska | 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 kancyn B amiOMHHHEBOM
crpune win B ITA/AJI/TIBX // antoMuH1EBOM
6nucrtepe. [To 3 crpuna wim no 3 Gaucrepa ¢
HHCTPYyKUMel 10 TPUMEHEHHWIO B MayKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanue: I1ponykT cooTBeTCTBYET TpeboBanusaM HJL

Conclusion : APPROVED /
3akmouenue: OJOGPEHO

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

CEPTUDOHUKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg - Mpoaykr: Omes® (oMenpason), Karicysir 20 wr
Batch No. / Cepusi Ne: B2102436 Batch Quantity / Oobem
- cepun: 1990000 NO
AR No / Aranutndecknii ordet No: Date of Analysis / laTa
2002FP21001513 anaamsa: 22-07-2021
Mfg. Date: / laTa nponssoacTBa; 06/2021 Date of Expiry / I'ogen no:

05/2024

Analysis performed according ND / Anaan3s nposenen mo H/I: T1 N015479/01-121120

Ne Test / I[Toka3aTens Result / PesyabTaTsl Specification / Hopma
11 | Labeling / According to ND / B cootBercteuu ¢ HJI
Mapkupogka
12 | Storage conditions / At temperature below 25 °C. / TIpu temneparype we Beime 25 °C.
L YcaoBus XpaHeHUs
13 Shelf life / Cpox 3 years / 3 roga
TOIHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMTpumeuanue: [TpoaykTt cooTBeTCTBYET TpeboBanmsaM HJT 3axawuenue: OJJOBPEHO
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