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Dr. ReddY'S ‘.‘. CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
_Pagelof4/Curp. 1034
Product: Omez (Omeprazole), capsules 20 mg !HpouyKT: Owme3® (omenpazon), xancyibs 20 Mr
Batch No / Cepust Ne : B2100317 ‘Batch Quantity / O6bem 2000000 No
= - . |cepun: _
AR No / Ananurnyecknii oruer Ne: 2002FP21000245 Date of Analysis / laTa 05/02/2021
_ aHaJH3a:
Date of Mfg / aTa 01/2021 Date of Expiry / I'ogen mo: 12/2023
MPOH3BOACTBA: -
Analysis performed according ND / Auanns nposeaen mo HJI: B
I NO015479/01-260617 (amend Ne 1 from 07.08.2018 /usm.Ne | or 07.08.2018)

No Test / MlokazaTens Result / PesyabTaThi _ Specification / Hopma
1 | Description / Complies as prescribed 2! size hard gelatin capsules with colorless
Onucanue 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.

CooTteetcTByeT TpeboBaHuIM TBpAbIC KENATUHOBLIC MPO3PayHble KAaTCYJIbl
pasMepa «2» ¢ 6ecUBETHbIM KOPMYCOM,
pO30BOIl KpbILIEYKOH, MABPKWPOBKOH dYepHOro
ugetra «OMEZ» Ha obeux yacTax xancynsl.
Conepkumoe Kancysi — rpaHynsl Genoro wnu
nouTH Oenoro uBeTa.

2 | Identification / HoaaunuocTL

2a) | By UV / Y®-cnekrpo- Complies as prescribed/ UV-absorption spectra of both test and
poTomeTpus Cooreercrsyer Tpebosanusim | standard solutions of omeprazole in the range
230 to 350 nm should exhibit maxima at the
same wavelength. /

Yd> - cnekTpel  MOINONEHHS  pacTBOPOB
npenapara Mo cranaaptTHoro  obpasia
omeripazona B obnactu o1 230 mo 350 um
LNOJZKIBI UMETh MaKCHMYMLI TIPH OHOR U TOfi
WE JTHIE BOJIHBI,

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Tpoaykr coorsercTayer Tpebosanusm HJI 3akawuenue: OAOBPEHO
Analyst / Checked by / Approved by QA In-Charge /
[Iposeaeno: l\g / IMposepeno: @ JokymenT of06pen OOK: W
S A
Date / Jlata: 05/02/2021 Date / Jlara: 05/02/2021 Date / Jata: 05/02/2021 o

t t t ¢ t {
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CEPTUPUKAT AHAJIU3A
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Product: Omez (Omeprazole), capsules 20 mg Hpoaykr: Ome3® (omenpazon), kancynni 20 mi
Batch No / Cepust Ne : B2100317 Batch Quantity/ O6vem 2000000 No

- cepun: SR
AR No / Anannrnyecknii oryer Ne: 2002FP21000245 Date of Analysis / laTa 05/02/2021

- aHAJI3a:

Date of Mfg / data 01/2021 Date of Expiry / Togen no: 12/2023
NnpoH3BOACTBA: o
Analysis performed according ND / Ananus nposeaen no H/L:
[1NO15479/01-260617 (amend Ne 1 from 07.08.2018 /u3m.Ne 1 ot 07.08.2018) o

N Test / [loxaszarens  Result/ PesyabTaThi Speciﬁ_catior;/ IIopma__

2b) | By HPLC/B3XX Complies as prescribed/ The retention time of main peak in the
Cooteetctsyet TpeboBanusm | 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. /
Bpemst ynepxuBalusi OCHOBHOFO rMuKa Ha
XpoMaTorpaMme  HCILITYEMOro  pacTBopa
NOJIXHO COOTBETCTBOBATD BpEMEHH
yaepKUBaHust OCHOBHOTO nuka Ha
XpoMaTtorpamMme  pacTBopa  CTaHgapTHOIO
obpaziia oMenpasoda.

3 | Average net fill weight | 270.8 mg/270,8 mr 270.0 mg + 5.0% (Between 256.5 mg and
/ Cpenuss macca 283.5 mg) /
COMEPIKAMOI0 KAUCYJI 270 mr £5,0% (256,5 mr - 283,5 mr)
4 | Water / Bona LS%wiw/1.5% Not more than 3.0% / N i
He 6onee 3,0 %
5 | Dissolution / 0%, 1%, 0%, | m0.1M hydrochloric acid solution - not more
PacrBopenue than 10 % of C,7H9N30OsS (omeprazole) is

(1] 0 0
Pl 18 dissolved after 2 h./

B 0,1 M pacrBope xnoprcToBogopoaHoli
kucnoThl - He 6onee 10 % Ci7H oN303S
(omenpazon) vepes 2 u.

97%, 95%, 95%, In pH 6.8 buffer - not less than 75 % (Q) of

95%. 94%. 97% C|7H.;9N303S (omeprazole) is dissolved after
’ ’ 30 min./

B oydepe pH 6,8 - ne menee 75 % (Q)

Ci7H19N30;S (omenpazon) uepes 30 MuH.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [poaykT coorsercTByer Tpedosanuam HJ| 3axaiouenne: OJIOBPEHO
Analyst / ) Checked by / Approved by QA In-Charge /
ITpoBeaeHo: Ku_‘ji__ [posepeHo: g Hokyment onobpen OOK: z :
_Bate / Hara: 05/02/2021 Date / Hara: 05/02/2021 Date / Jlata: 05/02/2021 \
! ¢ { | {
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CEPTHOHKAT AHAJIN3A

B Page 3 of4/C- [l} 4_
(Product: Omez (Omeprazole), capsules 20 mg Hpoaykr: Omes® (omenpason), kancyne 20 mi
Batch No / Cepust Ne: B2100317 Batch Quantity / O6nbem 2000000 No

B cepuir: ) I

AR No / Ananurnuecknii oruer Ne: 2002FP21000245 Date of Analysis / lara 05/02/2021

- AHAJIH3A!
Date of Mfg / laTa 0172021 Date of Expiry / Fopen go: 12/2023
I POM3BOACTBA: _ _ - ||
Analysis performed according ND / Ananau3s nposeaen no HJI:
T NO15479/01-260617 (amend Ne 1 from 07.08.2018 /usm.Ne 1 ot 07.08.2018) S

No | Test/ Hoxasatear Result / PesyasraTnt Specification / Ilopma

6 | Related substances / IMocroponune npumecu

Auny individual 0.03%/0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %
Jhobas equHuynas
HenaeHTU(pHUKHpPOBAHHA

1 NpUMeCh
Total impurities / 0.1%/70,1% Not more than 2.0 % /
Cymma npumecei He 6onee 2,0 %

7 | Microbial limits / MukpoGuosioruuecikas 4HcTOTA

a) Total Aerobic Less than 10 CFU/ g/ | Not more than 1000 CFU/g /
Microblal Count / | Menee 10 KOE/ He 6osee 1000 KOE/ r
Oouee uucno aspobHbix

MHKPOOpPraHu3mMoB

_bj Total Combined T Less than 10 CFU/ g/ Not more than 10063U/g/
Yeasts and Mould Count / Menee 10 KOE/ r He 6onee 100 KOE/ r
OO0uiee 4yucio

JPOAOKEBBLIX H
TIECHEBLIX MPHOOB

c) E. colt ~ Absent in 1 g/ | Absentin 1 g/
OtcyTterByerB 1 r OrcyterBue B 1 r
8 | Uniformity of dosage 28/28 Acceptance value (AV) should be not more
units / OasopoanocTn, than 15.0/
A03MpOBaNMsI [TokazaTens npuemnemoctit (AV) no/mkeH

OLITb He Gonee 15,0

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeyanne: [Iponykr coorsetcTByeT TpebopaHusM HJJ 3axmodenue: OJOBPEHO
Analyst / Checked by / Approved by QA In-Charge /
[MpoeeneHo: Q—%L [poBepeHo: % IToxymeHT ono6pen OOK: W’
A
Date / ata: 05/02/2021 Date / Hata: 05/02/2021 Date / lara: 05/02/2021
v ¢ Voo ' U '
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A
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Eiimiﬁ_@ Omez (Omeprazole), capsules 20 mg _|poaykr: Ome3® (omenpason), kaucynist 20 mr |
Batch No / Cepus Ne: B2100317 Batch Quantity / O6bem 2000000 No
- r _ cepHH: - o
AR No / Anamirrnuecknii oruer Ne: 2002FP21000245 Date of Analysis / laTa 05/02/2021
- ) aHaJun3a:
Date of Mfg/ Jata 01/2021 Date of Expiry / I'ogen mo: 12/2023

(pon3BOACTBA: - . _ |
Analysis performed according ND / Ananns nposeaen no HJI:
11 NO15479/01-260617 (amend Ne 1 from 07.08.2018 /u3m.Ne 1 ot 07.08.2018)

| N | Test/Howxasatens Rcsult/ﬁmmnﬂ Specification / Hopma
9 _-Assay/ 20.1 mg(100.7‘%)/ 3 _IH.(_ng_ o 22.0 mg_ of _C_.;IT;.,N,‘( 1S
B l e . 1 e o =l C 0 0 ‘I s
Koanuecrsennoe 20,1 mr (100,7%) (omeprazole) in Ld!‘l:-ll]LI(}U.[) o 110.0% ol
onpexecaenne label claim). /

Or 18,0 M go 22,0 mr CploNOsS
(omenpason) B kancyae (o1 90,0 1o 110,0 % o1
HOMITHATLHOTO COJICPAcaH s ).

10 | Packaging / YnakoBka | Package / Vmakoska - 10 |Package / Ynakoska - 10 capsules in an

1 capsules in an aluminum strip. | aluminum strip or (PA/AL/PVC) / aluminum
3 strips and patient information | blister. 3 strips or 3 blisters and patient
leaflet in a carton pack. / o 10 | information leaflet in a carton pack./ [lo 10
KaneyJl B ajiOMMIIMEBOM | KAlCy!l B QAlOMUHWEBOM  CTPUIIC 1l B
crpune. [lo 3 crpuna ¢ | MA/AJITIBX // amomunnesom Oancrepe. Mo 3
MHCTPYKUHWER MO NpUMEHCHHIO | cTpiia uiw no 3 Gancrepa ¢ HHCTpYKUHedi no
B [IAUKY KapTOHHYIO, NPHMEHEHITIO B TAUKY KAPTOHHYIO.

n | Labeling / Acccrrding_ln ND / B coorsercrinn ¢ HJL ]
Mapkuposka

12 Storag_e conditions /

Al temperature below 25 °C. / T1pu remneparype ne soie 25 °C.
YcaoBust xpaneHus Hpet pu e PATYp

13 | Shelf Jife / Cpok 3 years/ 3 rona

roiHoCTH

[ Remarks : The Product conforms to ND/ Conclusion : APPROVED /

[pumeuanue: [Mpoaykr coorsercrayer Tpebosanmam H]] 3akaiouenne; OJIOBPEHO
Apalyst / : Checked by / Approved by QA In-Charge /
[Tposeneno: C{/LE}L_, [poBepeHo: g HokymenT omo6pen OOK: % %
Date / [lara: 05/02/2021 Date / Jata: 05/02/2021 Date / lara: 05/02/2021

\ | | ! { | f ) \ )
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