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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product: Omez ( Omeprazole), capsules 20 mg Mpoayxt: Ome3® (oMenpazon), karcyibl 20 mr
Batch No. / Cepus Ne: B2104353 Batch Quantity / O6bem
| cepun: 1990000 NO
AR No / Anaaurnveckuit oruer Ne: Date of Analysis / JaTa
2002FP21002425 amaamsa: 11-12-2021
Mfg. Date: / laTa npon3BoacTBa; 11/2021 Date of Expiry / I'opgen mo:
10/2024

| Analysis performed according ND / Ananus nposenen no HJI: 1T N015479/01-121120

Ne

Test / Iloka3zaTeanb

Result / PesyabTaThl

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. /

Teepaple ’KENaTHHOBbIE
TIpO3payHBIe KaNcyJlsl pasMepa 2 ¢
OEeCLIBETHBIM KOPITyCOM, pPO30BOH
KpbIIIiEYKOH U MapKHUPOBKOH
yepHoro 1sera «OMEZ» Ha o6enx
yactax  kancynel.  Comepxkumoe
KarcyJl — rpaHynbl 6enoro LBera.

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. /

Teepabie JKeJIaTHHOBBIE [IpO3padHbIe
Kancyynel  pasmepa 2 ¢ OecuBCTHBIM
KOpIYyCOM, poO30BOH KpbllIeyKoit "

MapkupoBkoll depHoro usera «OMEZ» Ha
obenx gacTax karcynbl. CogepX)umMoe Karcyn
— rpaHyJibl 6enoro UK No4TH 6e10ro LUBeTa.

Identification / IloaiMHHOCTH

2a)

By UV/VY®-
cneKTpodoTOMETPHS

Complies as prescribed/
CooTBeTCTBYET TpeOOBaHMAM

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® - CHeKTpBl TOTJIOMIEHUS PacTBOPOB
npemapata M cranjapTHoro  ofpasua
oMmenpasona B obmacti ot 230 mo 350 HM
JIOJDKHBI MMETh MaKCUMYMBl TIpH OOHOH M
TOM K€ JIMHE BONHEL.

Remarks : The Product conforms to ND/
Mpumeuanue: [Tponykr coorBeTcTBYET TpeboBaHuAM H]I

Conclusion : APPROVED /
Jakawuenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg B IMpoaykT: Ome3® (omeripasour), Kancyst 20 wr
Batch No. / Cepus Ne: B2104353 Batch Quantity / O6bem
i cepun: 1990000 NO
AR No / AHaauTHuecknii oTyeT No: Date of Analysis / laTa
2002FP21002425 _|amanmsa: 11-12-2021
Mfg. Date: / laTa npon3BoacTea: 11/2021 Date of Expiry / I'ogen go:
10/2024
Analysis performed according ND / Anaaus nposenen mo HJI: 11 N015479/01-121120
Ne Test / [TokasaTens Result / Pe3yabTaTh Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC COOTBETCTBYET TPEGOBAHHAM chromatogram of test solution should
BONCK 1o f:orrespond to the retention time of main peak
CBRIX/BCIKX in the chroma‘Fogram qf OIT'lepraZ(')'le reference
standard solution (section "Assay"). /
BpeMs ymepXWBaHWUSA OCHOBHOTO TNHKa Ha
XpomarorpaMMe — HCTIBITYEMOr0  pacTeopa
JIOTKHO COOTBETCTBOBATh BPEMEHH
YOePKUBAHUA  OCHOBHOTO nka  Ha
XpoMaToTpaMMe  PacTBopa  CTAHZAPTHOTO
o0pa3sla omenpazona (pasnen
«KomuuecTBenHOE OTIpEACTIEHUEY ).
3 | Average net fill weight 270.0 mg /270,0 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansia macea 283.5 mg) /
COCPKUMOr0 Kancyna 270,0 mr % 5,0 % (256,5 mr - 283,5 wmr)
4 | Water / Boaa 1.0% w/w / 1,0% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 22/2,.2 Acceptance value (AV) should be less than or
units / OaHopoaHocTL equal to 15.0./
JI03HPOBAHUA ITokazartens mpueMieMocTH (AV) momkeH
ObITh MeHee I paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTBOpeHue more than 10 % of C;;HsN;05S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacTtBOpe Xn0prcToBOAOPOIHOIM
KHCITOTET - He 6oitee 10 % C7H 9N;3;05S
(omenpazon) yepes 2 u.
96%, 95%, 94%, 96%, 95%, 95% | In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN;0;S (omeprazole) is dissolved after
30 min /
B 6ydepe pH 6,8 - e menee 75 % (Q)
C7HsN;0;S (omenpasoi) gepes
30 MUH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [ponykT cooTBeTCcTBYET TpeGoBaHuaM HJI 3akawuenne: ONOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIU3A

Product: Omez (Omeprazole). capsules 20 mg Mpoaykr: Omes® (oMenpason), Kanicynel 20 mr
Batch No. / Cepus Ne: B2104353 Batch Quantity / O6bem

- |cepmm: 1990000 NO - |
AR No / AnamuTnveckHii oTyer Ne: Date of Analysis / laTta
2002FP21002425 aHaausa: 11-12-2021 |
Mfg. Date: / JlaTa npoM3BoJcTBa: 11/2021 Date of Expiry / I'onen no:

10/2024

| Analysis performed according ND / Ananus nposeaen no H/(: 11 N015479/01-121120

Ne Test / ITokazaTennb Result / Pe3yabTaThl Specification / Hopma

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

JIrobas eqnHUYHAS

HenaeHTHOUUMPOBaHHA

S IpAMEChH

Total impurities / Not detected / He oOHapy:xeHa Not more than 2.0 % /
CymMa npuMecei He 6onee 2,0 %

8 | Assay/ 20.2 mg/ 20,2 Mr 18.0mg to 220 mg of C;HsN;O;58
KonnyecTBeHHoe (101.2%/101,2%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeneseHne label claim). /

Or 18,0 Mr nao 22,0 Mr C17H19N3O3S
(omempazon) B kancyne (ot 90,0 mo 110,0 %
OT HOMHHAJILHOrO CO/iep KaHus).

9 | Microbial limits / Mukpo6nonoruyeckast 4MCTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6onee 1000 KOE/r
O01mee gucno a3poOHBIX

MHUKPOOPTaHI3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count |/ Mewee 10 KOE/r He 6onee 100 KOE/r
Obmee vncno
IPOXKKEBBIX U
TUIECHEBEIX TPHOOB
c) E. coli Absentinl g/ Absentin 1 g/
OtcytcrByerB I T OtcyTcTBUEe B 1 T

10 | Packaging / Ynakoska | 10 capsules in an aluminum strip. 10 1 . lumi .

3 strips and patient information U L SED 9
. PA/AL/PVC // aluminum blister. 3 strips or
e L B B il o 1 3 blisters and patient information leaflet in a

KarcyJd B allOMUHHEBOM CTpHIIE. K./ p
Mo 3 crpuna ¢ HHCTPYKpeH TO carton pack. / TTo 10 kamcyn B aqtOMAHHEBOM
TN T My I Ak DO crpurte unu B ITA/AJI/TIBX // amomMuHNEBOM
p ¥ KapTOHRYIO. omucrepe. Tlo 3 crpuna unn no 3 6nucrepa ¢
HHCTPYKIMEH TI0 TIPUMCHEHHI0O B MayKy

KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanne: [poaykt cooTBeTCTBYET TpeboBannsaM HJL

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A

Product: Omez (Omeprazole), capsules 20 mg Mpoaykt: OmMe3® (oMenpazon), Karcyibt 20 mr
Batch No. / Cepus Ne: B2104353 Batch Quantity / O6bem o
I cepun: 1990000 NO
AR No / AHajquTudecknii orver Ne: Date of Analysis / laTa
12002FP21002425 anaamsa:  11-12-2021
Mfg. Date: / JlaTa npousBoacTBa: 11/2021 Date of Expiry / I'open no:
10/2024

Analysis performed according ND / Auanus nposenen o HI: TY N015479/01-121120

No Test / [Toka3zaTeasn Result / PesyabTaTnl Specification / Hopma
11 | Labeling / According to ND / B cootBercrauu ¢ HJL
MapxupoBka
12| Storage conditions / At temperature below 25 °C. / TTpu Temneparype He Bbie 25 °C.
¥YcioBUsS XpaHEHUS
13 | Shelf life / Cpok 3 years /3 rona
TOAHOCTH

y

P

Uncontrolled Cor

Remarks : The Product conforms to ND/
Mpumeuanne: [TponyxT cooTBeTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
Jaxawyenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 4

of 5

Printed Date & Time (IST):  14-12-2021 16:20:36




Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s Q¢

Title

B2104353

Document No.

QUA-FT02-1012

_Version _ 1.0, CURRENT Approved Date | 14-Dec-2021
Intention Employee ID User Name Date (IST)
Prepared By P00021162 Latha Dasi 14/12/2021
14:51.56
Reviewed And P00034556 V Krishna Nimmakayala|  14/12/2021
Approved By 15:42:17
Approved By QA P00019846 K Narayana Swamy 14/12/2021
16:17:30
Page 5 of 5

Printed By: K Narayana Swamy

Printed Date & Time (IST):

14-12-2021 16:20:36




