Dr.Reddy’s Q?‘

Product: Omez (Omeprazole), capsules 20 mg

CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJIM3A

_[Mpoaykr: Ome3® (omenpazon), kancynpr 20 mr

Page10f4/Cup. 1 u3 4

Batch No/ Cepust No: B2100319 Batch Quantity / O6bem 1970000 No

L — - _ cepiu: |
AR No / Anasmnrndeckuii otuer No: 2002FP21000275 Date of Analysis / daTa 08/02/2021

. aHa/Iu3a:

Date of Mfg / Iata 01/2021 Date of Expiry / 'ogen mo: 12/2023
HPON3BOACTBA:

Analysis performed according ND / Ananus uposegen mo HJ/I:
[T NO15479/01-260617 (amend No 1 trom 07.08.2018 /usm.Ne 1 ot 07.08.2018)

Ne Test / Mokasaren, | Result / PC’JlebTaTbl_

Specification / Hopma

1 Descfiption /
Onncamie

Complies as prescribed

CoorsercTByet TpebGoBaHMSIM

2" size hard gelatin capsules with colorless
transparent body and pink colored transparent
cap having black "OMEZ" imprinting on both
body and cap with double locking system.
Capsule content - white to off-white spherical
pellets.

Tpavie xenaTHHOBBIE TpO3payHble KaNCyJbl
pasmepa «2» ¢ 6eCUBETHbIM  KOPITyCOM,
PO30BOIi KpblUEYKOH, MapKUpOBKOH YepHOro
uBeta «OMEZ» Ha obeux HacTax Kancyfnbl.
Conepxumoe Kancyn — rpaHyasl 6e10ro uiu
noutH Hesioro LBeTa.

2 | ldentification / Hopaunnocrs

doromeTpns

2a) | By UV / Y®-cnekrpo- Complies as prescribed/

CootsetcrByeT TpeGoBaHHUAM

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. /

Y® - cnekTpel MOMOUIGHHS  PaclBOPOB
npenapata W cTaHjaapTHoro  obpasua
omenpasona B obnactu or 230 no 350 um
AOJIKHbI UMETh MAKCUMYMbl NTPU OAHOII W TOM
Ke JUIMHE BONHDI,

Remarks : The Product

conforms to ND/

Hpamevaumne: [poaykr coorsercrayer TpeGosanusm HJT

Conclusion : APPROVED /
3akmoucune: QJJOGPEHO

Analyst /

Checked by /
[TposeaeHo; g;:g [1posepeno: %

Approved by QA In-Charge /
HoxymeHT onobpen OOK:%
f

Date / Hata: 09/02/2021

Date / Jlata: 09/02/2021

Date / Hata: 09/02/2021
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Dr. Reddy S ‘-’ CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Omez (( )n_wpru_mle). capsules 20 mg __ —l[l'! VOAYKT: Ome3®_(_oi§)|en11;1-=0ﬂ ), kancyne 20 mro
Batch No / Cepust Ne: B2100319 'Batch Quantity / O6nem
cepi:.

~ Page2o0f4/Crp.2 34

1970000 No

NPON3BOACTEA: - ]
Analysis performed according ND / Anaaus nposeaen no HJI:

AR No / Anasaurnaecknii oruer Ne: 2002FP2 1000275 Date of Analysis / {ata 08/02/2021
ananusa:
Date of Mfg / Jlara 01/2021 Date of Expiry / T'onen go: 12/2023

[TN015479/01-260617 (amend Ne 1 from 07.08.2018 /u3m.Ne 1 ot 07.08.2018)

Ne | Test/Hoxasarcanr | Result / Pesyaniain

Specification / Hopma

' 2b) | By HPLC / BOXKX Complies as prescribed/
CootrercTByeT TpebosaHHaM

3 Averag,;e net fill weight | 269.6 mg/ 269,6 mr
/ Cpennssa macca
COAEPKRHMOTO KAICYJI

270.0 mg + 5.0% (Between 256.5 mg and

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, as obtained in Assay. /
Bpemss yaepkupalnsi OCHOBHOrO nMKa Ha
XpomatorpaMme  MCIHbITYEMOrO  pacTBOpa
JIOJDKHO COOTBETCTBOBaTh BpEMeHH
yIepKUBAHHUA OCHOBHOI'O nuka Ha
XpomarorpaMme  pacTBopa  CTaHaapTHOro
obpazua omenpasona.

283.5 mg) /
270 mr £ 5,0% (256,5 mr - 283,5 mr)

3%, 0%, 0%

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

4 | Water /Bopa 1.4 %w/w/ 1,4 % Not more than 3.0% /
He 6onee 3,0 %
5 | Dissolution / 2%, 1%, 1%, In0.1M hydrochloric acid solution - not more
PacTtBopenue than 10 % of C7H1sN3O3S (omeprazole) is

dissolved after 2 h./

B 0,1 M pacTBOpe XN0PHCTOBOAOPOIHOM
KUCIoThl - He Bonee 10 % Cj7H oN303S
(omenpazon) yepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
Ci7HyN30;S (omeprazole) is dissolved after
30 min./

B 6ydepe pH 6,8 - te menee 75 % (Q)
C7H19N3O;3S (omenpazon) uepes 30 mun.

Remarks : The Product conforms to ND/
Hpumeuanue: IMpoaykt coorserctsyer TpeGoBanusm HJ[

Conclusion : APPROVED /
3akuawuenne: OJIOBPEHO

14

Analyst / @ Checked by / Approved by QA In-Charge /
I1posenero:; [TposepeHo: g HokymeHT onobpen OOK: W
Date / lata: 09/02/2021 Date / JaTa: 09/02/2021 Date / Hara: 09/02/2021
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Dr" Reddy s ‘-. CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJU3A

- Page 3 of 4/ Crp. 3 u3 4
[HpoayrT: Omes® (omenpazon). kancynp 20 mr

Product: Omez (Omeprazole), capsules 20 mg

Batch No/ Cepna Ne: B2100319 Batch Quantity / O6bem 1970000 No

- - cepini: - -
AR No / Anannwruyecknii oruer Ne: 2002FP21000275 Date of Analysis / IaTa 08/02/2021

_ aHajmsa: -

Date of Mfg / DaTa 01/2021 Date of Expiry / 'ogen no: 12/2023
IPOH3BOICTRA: - o - S
Analysis performed according ND / Ananns nposenen no H:
11 NU15479/01-260617 (amend Ne 1 from 07.08.2018 /u3m.Ne 1 ot 07.08.2018) _

No Test / HokasaTea Result / Pesyanraro Specification /-HOpM;

6 | Related substances / lloctoponnne npumecu

Any individual 0.03%/0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

Jhobas eaunuynas
HeupeHTH(ULHpoBalHa

A NpHUMeECh
' Total impurities/  [0.1%/ 0,1% - Not more than 2.0 % /
Cymma npumeceii He 6onee 2,0 %

7 | Microbial limits / Mukpo6Gnosiorngeckas YncroTa

a) Total Aerobic Less than 10 CFU/ g/  Not more than 1000 CFU/g/
Microblal Count / Menee 10 KOE/ r He Gonee 1000 KOE/ r
O01wee yneino aspobHblx

MHUKPOOPraiu3mMoB

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

APONOKEBBIX H
TMJIECHEBLIX MPHHOB

c) E. coli Absentin 1 g/ Absentin 1 g/
OrcyterByerB 11 OtcyrcTBue B 1 1
8 | Uniformity of dosage 49749 Acceptance value (AV) should be not more
units / Oopoanocrn than 15.0/
AO3HPOBATIIS ITokaszatens npuemnacmoctn (AV) nonwen

ObITh He Bostee 15,0

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumenanne: [ponykr cootrererryer TpeGoaunsm HJI 3akmouenne: OJJOSPEHO
Analyst / Checked by / Approved by QA In-Charge /
[poeeneno: tf 9 [poBepeHo: /a JokymenTt onobpeH OOK: %
f’—"rf—._ : il
Date / Jlata: 09/02/2021 Date / Tata: 09/02/2021 Date / Jlata: 09/02/2021 ‘
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Dr.Reddy’s ‘,’-‘-‘

Product: Omez (Omeprazole), capsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJIM3A

Page40f4/Crp. 4134

—[HpoayKT: Omes® (omenpaszon), kancyns 20 mr

Batch No / Cepust Ne: B2100319

AR No / Auan HTHYCCKHI oTUYeT No: 20021;P21000275

Date of Mfg / Tara
npomssoacrea:

Batch Quantity / O6bem 1970000 No
__|cepum: -
Date of Analysis / laTa 08/02/2021
anaumnsa;
01/2021 Date of Expiry / I'open mo: 12/2023

Analysis performed according ND / Anajin3 nposenen no Hl[:
11 NO15479/01-260617 (amend Ne 1 from 07.08.2018 /uam.Ne 1 ot 07.08.2018)

Na Test / [lowasarean Result/ Pesynbiatb _Specification /Hopma
9 | Assay/ 20.0 mg (100.1%) / 1180mg to 220 mg of CyHN:;Os8 |
N o V] A
Koanyecreennoe 20,0 mr (100,1%) (omeprazole) in capsule.(90.0 to 110.0 % of
olpejesieHue label claim). /
Or 18,0 mr jo 22,0 mr CpjHoN;O38
(omenpason) B kancysne (ot 90,0 1o 110,0 % or

HOMHHAJLHOIO COAEPKAHUS).

10 | Packaging / Ynakoska | Package / VYnakoska - 10 Package / VYnakoBka - 10 capsules'in an

capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / [To 10
Kancyn B allOMMHUEBOM
crpune. [lo 3 crpuna ¢
UHCTPYKLIHEH 1O NPUMEHEHUIO
B Ma4Ky KapTOHHYIO.

aluminum strip or (PA/AL/PVC) / aluminum
blister. 3 strips or 3blisters and patient
information leaflet in a carton pack./ Mo 10
Kancyjl B aJOMHHMCBOM CTpUME WIH B
IMA/AJI/TIBX // amomunuesom 6aucrepe. Mo 3
CTpHNa unu no 3 6nucrepa ¢ UHCTPYKiUKEHR MO
MPUMEHCHUIO B Ma4Ky KapTOHHYIO.

11 | Labeling/ According to ND / B coorsetctauu ¢ HJJ
Mapkuposka
12 §Itorage coPdltlons / At temperature below 25 °C. / [1pn Temnepatype He Bbiwe 25 °C.
C/IOBIISI XpAHEH NS
13 | Shelf life/ Cpoxk 3 years /3 roga )
rOXHOCTH

Remarks : The Product conforms to ND/
Hpunicuanue: Mpoaykr cooreercrayer rpeGoBannsy HJ|

Conclusion : APPROVED /
3axmiouenue; OJJOBPEHO

Analyst /
[Iposeneno:

&

Checked by /
[Tposepeno:

&

Approved by QA In-Charge /

HoxymeHnT omnobpen OOK: M
1591

Date / Jlata: 09/02/2021

Date / Tata: 09/02/2021

Date / lara: 09/02/2021 J
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