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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product: Omez (Or&:prazo]e), capsules 20 mg

“pOLly;(T: Owmes® (omenpazon), Kanc_ym:l 20 Mr

Batch No. / Cepus Ne: B2200947

Batch Quantity / O6bem
cepun: 2000000 NO

AR No / Anasaurudecknii orger Ne:

2002FP22000720

Mfg. Date: / lata npoma_ouaa:

Date of Analysis / [laTa
aHajamusa:

31-03-2022

02/2022

01/2025

Date of Expiry / T'ogen xo:

Analysis performed according ND / Anaaus nposeaen mo HJI: IT N015479/01-121120

Ne Test / IlokazaTenn

Result / PesynbTaTs!

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. /

Teeparie JK€NaTUHOBbIC
Mpo3payHble Kamcyibl pazMepa 2 ¢
OeClBETHEIM  KOPIYCOM, pO30BOii
KpBILIEYKOH u MapKUPOBKOH
yepHoro usera «OMEZ» Ha o6enx
gactsix  kamcynel.  Copmepxumoe
KarcyJyl — rpaHyisl Genoro upera.

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. /

Teepnsle KEeJIATUHOBBIE Mpo3payHbIe
Karncysnel  pasMepa 2 ¢ OecuBeTHBIM
KOpITyCOM, poO30BOH KpPBIIEYKOH "

MapKupoBkoil uepHoro usera «OMEZ» na
obeux yacTax karncynsl. ComepkUMoe Karcyn
— rpaHyJ)el 6enoro UM Mo4TH OENOTO I[BETA.

2 | Identification / Tlog1uHHOCTH

2a) | By UV / V-

cnekTpodoToMeTpus

Complies as prescribed/
CoOTBETCTBYET TPeHOBAHUAM

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® - croexTpsl MOTIOMIEHUS pPACTBOPOB
mpenapata W CTaHmapTHOro  oOpasia
oMeripasona B obnactn oT 230 mo 350 HMm
JOJDKHBI MMETh MAKCHMyMbl TIPH OAHON M
TOW XKe IUTHHE BOJIHBEI.

Remarks : The Product conforms to ND/
HMpumeuanue; [Iponykr cooTBeTcTBYET TpeboBanusaM HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

MpoaykT: Omes® (omenpason), Kancynsl 20 mr

Batch No. / Cepus Ne: B2200947

Batch Quantity / O6bem
cepuu: 2000000 NO

AR No / AHaJauTHYeCKHI OT_'-leT Ne:
2002FP22000720

Date of Analysis / laTa
anaausa: 31-03-2022

B3XX nnn
CBD3XX/BCXKX

Mfg. Date: / laTa npon3BoAcTEBA: 02/2022 Date of Expiry / I'ogen go:
01/2025
Analysis performed according ND / Ananu3 nposeaen no H/L: TI N0O15479/01-121120
Ne Test / HHoxa3zatenn Result / PesyabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CoOTBeTCTBYET TPpeOOBAHUAM chromatogram of test solution should

correspond to the retention time of main peak
in the chromatogram of omeprazole reference
standard solution (section "Assay"). /

BpeMms yaep)KMBaHMS OCHOBHOIO IMka Ha
XpoMaTorpaMMe  MCIBITYEMOTO  pacTBopa
IOIKHO COOTBETCTBOBATh BpPEMEHH
yIOEpKUBAHMS ~ OCHOBHOrO  NHMKa  Ha
XpOMATOTpaMMe  pacTBOpa  CTAHHAPTHOTO
obpazua oMeITpazoa (pazmen
«Konm4ecTBEHHOE OIpeNieNIeHHEN ).

/ Cpennsist Macca
COIEPIKMMOTO KATICYJT

3 | Average net fill weight | 269.3 mg/269,3 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 / Boaa 1.1% w/w / 1,1% Not more than 3.0% /

He 6omnee 3,0 %

5 | Uniformity of dosage 2.0/2,0
units / OaHOpoAHOCTL

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

J03WPOBAHUA [TokasaTens nprueMneMoctu (AV) IomkeH
OBITH MeHee WK paBeH 15,0.
6 | Dissolution / 1%, 0%, 0%, 0%, 0%, 1% In 0.1 M hydrochloric acid solution - not
PacrBopenne more than 10 % of C;H gN305S

(omeprazole) is dissolved after 2 h /

B 0,1 M pactBope XIOpHUCTOBOIOPOAHON
kucnotsl - He Gonee 10 % C17H oN30;8
(oMenpazon) gepes 2 4.

93%, 97%, 96%, 97%, 94%, 93% | In pH 6.8 buffer - not less than 75 % (Q) of

C7H9N;0;8 (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He menee 75 % (Q)
C,7H9N;0;S (oMemnpazoi) uepes

30 MuH.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Ipumedanne: [Iponykt cooTBeTcTBYET Tpebobanusm HJT 3axarwyenue: OJOBPEHO
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3 strips and patient information
leaflet in a carton pack. / ITo 10
Kalcyll B aIOMHHHEBOM CTPHUIIE.
ITo 3 crpuma c WHCTPYKIHWEH M0
NpPUMEHEHHUIO B [TAYKy KapTOHHYIO.

CEPTHO®UKAT AHAJIU3A
_Product:_ Omez (Omeprazole), capsules 20 mg _|IpoaykT: Ome3® (omenpason), kancysibl 20 mr
Batch No. / Cepns Ne: B2200947 Batch Quantity / O6bem
B cepun: 2000000 NO -
AR No / ArasnTuyeckuii order Ne: Date of Analysis / laTa
2002FP22000720 anaam3za:  31-03-2022
Mfg. Date: / /laTa npou3BoACTBAa: 02/2022 Date of Expiry / I'onen no:
01/2025
Analysis performed according ND / Anasus nposeaer mo HJI: 11 N015479/01-121120

Ne Test / IToka3aTens Result / PesyabTaTsl Specification / Hopma

7 | Related substances / ITocTtoponHHEe NpuMecH
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

Jlro6as enuHAYHAs

HenaeHTU GHLMpPOBaHHA

s TIPUMECh

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

8 | Assay/ 19.8 mg/ 19,8 mr 18.0mg to 22.0 mg of C;7H;yN;O58
KoanvyecTBeHHOE (99.1%/ 99,1%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeeseHHe label claim). /

Or 18,0 mr gmo 22,0 mr C7H;oN;O;S
(omemnpazon) B kancyne (ot 90,0 1o 110,0 %
OT HOMHHAJTEHOTO COIEPMHaHus).

9 | Microbial limits / Muxkpo6uonornieckast YHCTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/Tr He 6omnee 1000 KOE/r
O61mee 4KHCIIO a3pOOHBIX

MHKPOOPTaHH3MOB
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/T
O01ee Yucio
IPOXOKEBEIX U
NIIECHEBLIX IPUOOB
¢) E. coli Absentinl g/ Absentin 1 g/
OtcytcTByeT B 1 1 OtcyTcTBUe 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. / Tlo 10 xancyn B aTrtoOMMHHUEBOM
crpurie Wik B ITA/AJI/TIBX // amtoMuHuEBOM
6mucrepe. ITo 3 crpuma wiu ro 3 6nucrepa ¢
HHCTPYKLUMEH MO0 TPUMEHCHMIO B MAuKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanue: [Tponykt cooTBeTcTBYET TpeOoBaHAM HJL

Conclusion : APPROVED /
3axawyenue: OTOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
[Product: Omez ( Omeprazole), capsules 20 mg_ B Mpoayxr: Omes® (omenpason), kKancynbl 20 mr
Batch No. / Cepust Ne: B2200947 Batch Quantity / O6bem
B cepun: 2000000 NO
AR No / AHanuTudeckmii oTder Ne: Date of Analysis / laTa
2002FP22000720 - anajgmsza:  31-03-2022
Mfg. Date: / /laTa npon3BoOJCTEA: 02/2022 Date of Expiry / 'ogen ao:
01/2025
Analysis performed according ND / Ananu3 nposegen no H/I: I N015479/01-121120
Ne Test / [loxazaTenb Result / PezyabTaTsl Specification / Hopma
11 | Labeling / According to ND / B cooteetcTBru ¢ HJ|
MapxupoBka
12 | Storage conditions / At temperature below 25 °C. / Tlpu TemnepaType He Boie 25 °C.
YcaoBust XpaHeHHs
13 | Shelf life / Cpoxk 3 years / 3 roma
TOTHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Iponykr coorseTcTBYeT TpeboBaHusaM HJI 3axmoyvenue: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Page 4 of 5
Printed By: K Narayana Swamy Printed Date & Time (IST):  31-03-2022 15:25:50



Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s ‘ :'

Title

B2200947

Document No.

QUA-FT02-1312

Approved Date

31-Mar-2022

- Version - 1.0, CURRENT

Intention Employee ID User Name Date (IST)
Prepared By P00021162 Latha Dasi 31/03/2022

14:29:11
Reviewed And P00034556 V Krishna Nimmakayala)  31/03/2022

Approved By 14:49:36
Approved By QA P00019846 K:Narayana Swamy 31/03/2022

15:25:05

Page

Printed By: K Narayana Swamy

Printed Date & Time (I1ST):

31-03-2022 15:25:50




