CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

H_pouyKT: OmMes® (omemnpazol), Karncysl 20 mr
Batch Quantity / O6bem
cepun: 1990000 NO

(Product: Omez (Omeprazole), capsules 20 mg
Batch No. / Cepus Ne: B2103507

AR No / ARannTndeckuii order Ne: Date of Analysis / laTa

2002FP21002055 a”aJjm3a: 14-10-2021

Mfg. Date: / laTa npon3BoJAcTBA: 09/2021 Date of Expiry / T'ogen no:
08/2024

Analysis performed according ND / Ananu3 nposenen no H/I: 11 N015479/01-121120

No Test / [Tokazatenn Result / PezyanTarsl Specification / Hopma

1 | Description / Hard gelatin transparent capsules of size 2

Onucanne

Hard gcelatin transparent capsulcs of
size 2 with a colorless body, pink
cap and black marking "OMEZ" on
both parts of the capsule. Capsule

with a colorless body, pink cap and black
marking "OMEZ" on both parts of the
capsule. Capsule content - white to off-white
pellets. /

content - white pellets. / Trepmrie WETATHHORKIE po3pavyHble
Trepavle KEJIAaTUHOBLIE | Kancymbl  pasMepa 2 ¢  OecHBETHBIM
Mpo3pavHble KaTiCyJTel pasMepa 2 ¢ | KOPTycOM,  PO30BOM  KpBILIEYKOH W

OeclIBETHBIM KOPIyCOM, PO30ROH

MapKupoBKoi uvepHoro useta «OMEZ» nHa

"\ /
WA

ncontrolled Coj

| |

ot

KPBILIEUKOH u MapKUPOBKOW
yepHoro usera «OMEZ» na o6enx
yactax kancynsl. Copepxkumoe
KarcyJ — rpaHyfbl 6enoro ysera.

06enx 9acTax Karncynsl. ComepXuMoe Kancy
— rpaHy’nsl 6enoro WK nNoyTy Genoro ngera.

2 | Identification / IlogaunHoCTL

2a) | By UV/V®-

criekTpodoTOMeTpUs

UV-absorption spectrta of both test and
standard solutions of omeprazole in the range
230 to 350 nm should exhibit maxima at the
same wavelength. /

V® - chnekTpbl TOTNIOWEHNA pacTBOPOB
npenapata W CcTaHAapTHoro  obpasua
omernpazona B obmactd oT 230 mo 350 HM
JOMKHB MMETh MaKCUMYMB! TIpH OIHOH U
TOH K€e AJINHE BOIHBI.

Complies as prescribed/
CoOTBETCTBYET TpeOOBAHUAM

Conclusion : APPROVED /
3axkarouenne: OJJOBPEHO

Remarks : The Product conforms to ND/
IIpumeuanmne: IponykT coorBeTcTBYeT TpeboBanusm HJI
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg MpoaykT: Omes® (omenpason), Kﬁnuynf.l_@ MI
Batch No. / Cepust Ne: B2103507 Batch Quantity / Oobem
- L - cepmm: 1990000 NO
AR No / Ananurnyeckuii oruer No: Date of Analysis / laTa
2002FP21002055 anaauza: 14-10-202]
Mfg. Date: / laTa npoussoacTBa: 09/2021 Date of Expiry / 'ogen no:
08/2024

Analysis performed according ND / Anasus nposenen mo HJI: II N015479/01-121120

Ne Test / ITokazaTens Result / PezyabpTaTbl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TPpebGoBaHMAM chromatogram of test solution should
BYKX f:orrespond to the retention time of main peak
CBPIKX/BCIKX in the chroma‘fogram Qf or'rllepraZ(')'le reference
standard solution (section "Assay"). /
Bpemst ynep)xWBaHHSL OCHOBHOTO TNHMKa Ha
XpoMaTorpaMMe  HCHBITYEMOTO  pacTBopa
ZIOJKHO COOTBETCTBOBATH BpPEMEHH
VAEPKUBaHWS ~ OCHOBHOTO Mka  Ha
XpoMaTorpaMMe pacTBopa CTAHIApPTHOTO
o6pasua oMerpa3ona (pasmen
«KonndecTBeHHOE ONPEIEICHHED ).
3 | Average net fill weight 267.8 mg /267,8 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ CpeaHss Macca 283.5 mg) /
COJIEPIKUMOTO KaNcy.I 270,0 mMr £ 5,0 % (256,5 Mr - 283,5 Mr)
4 | Water / Boaa 1.1% w/w/1,1% Not more than 3.0% /
He Gomnee 3,0 %
5 | Uniformity of dosage 3.5/3,5 Acceptance value (AV) should be less than or
units / OqHopoaHocThL equal to 15.0./
JI03HPOBAHUSA [Mokasarens npuemnemocts (AV) gomkeH
OBITH MeHee Uny paBen 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 1%, 1% In 0.1 M hydrochloric acid solution - not

PacTBOpenue

96%, 94%, 98%, 95%,
97%, 96%

more than 10 % of C;H oN305S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe X10pUCTOBOAOPOAHOM
KUCIoTe! -~ He 6onee 10 % C7H oN3;03S
(oMenpazon) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H9N30;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He meree 75 % (Q)
C7HsN30;5S8 (omenpazoi) gepes

30 MuH.

Remarks : The Product conforms to ND/
Tpumeuanne: ITponykT cooTBeTcTBYET TpeboBaHuAM HJI

Conclusion : APPROVED /
3akmouenue: OJTOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

Mpoaykr: Ome3® (omenpaszon), K_ancym,r 20 mr

Batch No. / Cepus Ne: B2103507

AR No / AnaaxdTudeckHii oruer Ne:
2002FP21002055

cepau: 1990000 NO

Batch Quantity / O6bem

anaausa: 14-10-2021

Date of Analysis / JIaTa

Mfg. Date: / lata npoussoacTBa:

09/2021

08/2024

Date of Expiry / Togen go:

Analysis performed according ND / Anasn3 nposenen no H/{: IT N015479/01-121120

Ne Test / [lokazaTean Result / PeayabTarhl Specification / Hopma

7 | Related substances / [locTopoHHuMe npuMecH
Any individual 0.02% / 0,02% Not more than 0.5 %. / D
unidentified impurity / He Gouee 0,5 %

Jlobas enunuuHaz

HenJIeHTH(PULMpoBaHHA

s IIPUMECH

Total impurities / Not detected / He oGHapyxeHa Not more than 2.0 % /
CyMmMa npumMeceit He 6onee 2,0 %

8 | Assay/ 19.8 mg/ 19,8 mr 180mg to 22.0 mg of C;HyN305S
Konan4uecTBeHHOE (98.8% / 98,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeae/eHHe label claim). /

Or 18,0 Mr 1o 22,0 MT C|7H19N303S
(omernpaszon) B kamncyne (ot 90,0 mo 110,0 %
OT HOMHMHAJIBHOTO COZIepyKaHus).
9 | Microbial limits / Mukxpo6uoJiorHuecKast YHCTOTA
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
O61ee yncno aspobHBIX
MHUKpPOOPraHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Meree 10 KOE/r He Gonee 100 KOE/r
Oo01ee yncno
JPOXIKEBBIX H
TUTECHEBBIX TPHOOB
¢) E. coli Absentinlg/ Absentin 1 g/
OrcyrcrByerB I T OtcyrctBie B 1 1
10 | Packaging / Ymakoska | 10 capsules in an aluminum strip.
3strips and patient information | 1o capsules in an aluminum strip or
leaflet in a carton pack. / Tlo 10 | pa/A1/PVC // aluminum blister. 3 strips or
Kamcylt B aTOMWHHCBOM CTPHTIC. | 3 plisters and patient information leaflet in a
Ilo 3 crpuna ¢ MHCTpyKUMEH 1O | carton pack. / TTo 10 Karcys B aTFOMAHHEBOM
TIPUMCHEHHIO B Na9ky KapTOHHYIO. | crpyme ynu B TIA/AJI/TIBX // amoMuHueBoM
onmucrepe. [To 3 ctpuna unu no 3 6nuctepa c
HHCTPYKLHER TI0 TPHMEHEHHI0 B TNavKy
KapTOHHYFO.

Remarks : The Product conforms to ND/
IMpumeuanue: [IpoayKT COOTBETCTBYET TpeboBaHuaM HJT

Conclusion : APPROVED /
3akmwouenue: OJOBPEHO
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Product: Omez (Omeprazole), capsu_les 20 mg
Batch No. / Cepus Ne:

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIM3A

' ]EOJIyKT: Omes® (onEnpaBon), KarcyJbl 20 Mr

B2103507 Batch Quantity / O6nbem

|cepum: 1990000 NO

AR No / AHanuTHyecknii oTqeT Ne: Date of Analysis / IaTa

2002FP21002055 aHaausa: 14-10-2021

Mfg. Date: / laTa npou3BoACTBA: 09/2021 Date of Expiry / Togen no:
08/2024

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

Ne Test / IlokazaTean Result / PesyabTaThi Specification / Hopma
11 | Labeling / According to ND / B cootsercrenn ¢ HJT
MapkupoBka
12| Storage conditions / At temperature below 25 °C. / TIpn Temniepatype He Bbie 25 °C.
YcaoBusi XxpaHeHHsI
13 Shelf life / Cpox 3 years /3 rona
TOAHOCTH

Opy

Remarks : The Product conforms to ND/
IMpumeuanue: IponykT coorBeTcTRYET TpebGoBanusm HJT

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Printed By: Ajay Kumar.....

Page 4 of 5
Printed Date & Time (IST):  20-10-2021 11:24:59




Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s @

B2103507

Title

Document No.

QUA-FT02-0894

Approved Date

- Version - 1.0, CURRENT 19-Oct-2021
Intention Employee ID UserName Date (IST)
Prepared By P00021162 Latha Dasi 19/10/2021
09:03:04
Reviewed and P00034556 V Krishna Nimmakayalal  19/10/2021
Approved By 10:17:40
Approved By QA P00050127 Ajay Kumar..... 19/10/2021
13:20:00
Page 5 of 5

Printed By: Ajay Kumar.....

Printed Date & Time (IST):

20-10-2021 11:24:59




