CERTIFICATE OF ANALYSIS
CEPTUOGHKAT AHAJIHU3A

Product: Omez (Omeprazole), capsules 20 mg

Mpoayier: OMe3® (oMenpason), KancyJbl 26__]\@_—”" i

Batch No. / Cepusi Ne:

B2200802

cepun;

Batch Quantity / O6nem

2000000 NO

AR No / Ananutuueckuii oTuer Ne:

Date of Analysis / JlaTa
aHaJu3a:

14-03-2022

2002FP22000535
Mf{g. Date: / laTa npou3BoacTaa:

02/2022

01/2025

Date of Expiry / I'onen no:

Analysis performed according ND / Ananns nposesen mo HJ: 1T NO15479/01-121120

No

Test / Iloxa3zaTeinb

Result / Pe3yabTaTsl

Specification / Hopma

1

Description /
Onucanue

Hard gelatin transparent capsules of
size 2 with a cotorless body, pink
cap and black marking "OMEZ" on
both parts of the capsule. Capsule
content - white pellets. /

Teepubie XKeJIaTHHOBLIE
po3payHble Karcynkl pasMmepa 2 ¢
GECUBETHEIM  KOPITyCOM, PO30BOH
KpBILEYKOH ¥ MapKUPOBKOM
yeproro usera «OMEZy Ha obenx
yacTax  karcynmsl.  Comepixumoe
KaricyJi — rpaHyJisl G6enoro 1pera.

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. /
Teepusie JKeJIATIHOBbIE npo3pauHble
Karcynel  pasMepa 2 ¢ OecuseTHbIM
KOpIycoM,  pO30BOif  KpBIUEUKOW — ©
MapkupoBKkoi uyeproro usera «OMEZ» na
06erx yacTax kancyssl. ComepXuMoe Karcyl
— rpanynit 6enoro v mouTH 6€roro UBeTa.

Identification / TlopIHHHOCTE

2a)

By UV /V®-
criexTpodoToMeTpus

Complies as prescribed/
CooTBeTCTBYET TpebOBaHIIM

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. /

VO - crekTpbl TOINOUIEHHS pacTBOPOB
Tpermapara ¥ cTaHmapTHoro  ofpasua
omenpasona B obmacru ot 230 mo 350 HM
IOKHBl UMETh MaKCHMYMBbl TpPH OXHOH M
TOI1 € ITIHE BOJHEIL.

Remarks : The Product conforms to ND/
TMpumeuanne: [TponykT cooTBeTCTBYCT TpeGoBanuaM HIT

Conclusion : APPROVED /
3axmouenuc: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAAM3A

Product: Omez (Omeprazole), capsules 20 mg

TpoayxT: OMe3® (omenpason), Kancynsl 20 mr

Batch No. / Cepus No:

B2200802

Batch Quantity / O6bem

PacTBopenue

99%, 97%, 95%, 95%, 97%, 99%

_ cepum: 2000000 NO N
AR No / AranuruyeckHii oTuet Ne: Date of Analysis / laTa
2002FP22000535 anaansza: 14-03-2022
Mifg. Date: / [laTa nponu3soacTBa: 02/2022 Date of Expiry / Tonen mo:
01/2025
Analysis performed according ND / Anaans nporegen mo HJ[;: IT N015479/01-121120
Ne Test / IlokazaTennb Result / PesyabTaTsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TPeOOBAHHIM chromatogram of test solution should
BYKK s f;orrespond to the retention time of main peak
CBYIKX/BCICK in the chroma’gogram o.f or‘r'lepraz?'le reference
standard solution (section "Assay"). /
Bpems ylnepskMBaHUS OCHOBHOTO MUKa Ha
XpoMarorpaMMe WCIBITYEMOTO  pacTBOpa
TIOJKHO COOTBETCTBOBATh BpEMEHH
YIepKHUBaHUS  OCHOBHOTO nuKa  Ha
XpOMaTorpaMMe  pacTBOpa CTaHAapPTHOIO
obpasua oMernpasona (pazmen
«KonuyecTBeHHOE ONpPENeNneHue» ).
3 | Average net fill weight | 271.6 mg/271,6 Mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpennsisi Macca 283.5mg) /
COMEePKHMOr0 KancyJsy 270,0 mr=+ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boga 1.1% wiw/ 1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 4.6/4,6 Acceptance value (AV) should be less than or
units / OgHOpOZHOCTH equal to 15.0./
J03UPOBAHMUS Tokazarens npuemneMocty (AV) nomkex
65ITE MeHee Wi paseH 15,0.
6 | Dissolution / 1%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;;H;0N;03S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XJIOpHCTOBOROPORHOMH
xucnotsl - He 6onee 10 % C7HoN3O;3S
(omempazon) yepes 2 1.

In pH 6.8 buffer - not less than 75 % (Q) of
C17H;9N303S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - e menee 75 % (Q)
C|7H[9N303S (OMerkBOJ'[) qepPeEs3

30 MuH.

Remarks : The Product conforms to ND/
Npumveyanue: IIponykT cooTBeTCTBYET TpeboBanmsam HIT

Conclusion : APPROVED /
3axmioyenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg

Mponyier: Omea® (OMenpason), KancyJst 20 mr

Batch No. / Cepust Ne: B2200802 Batch Quantity / O0nem

T cepur: 2000000 NO

AR No / Ananurnyeckuii oTaer Ne: Date of Analysis / JaTa

2002FP22000535 anaansa:  14-03-2022

Mfg. Date: / [laTa NpoH3BOACTRA: 02/2022 Date of Expiry / Togen po:
01/2025

Analysis performed according ND / Ananus nposenen o H/: Tl NO15479/01-121120

Ne

Test/ IokazaTennb

Result / Pe3yapTaThl

Specification / Hopma

7

Related substances / TTocToponnwe npumeck

Any individual

0.03%/0,03%

Not more than 0.5 %. /

3strips and patient information
leaflet in a carton pack. / ITo 10
Kafcylnl B aJOMWHHEBOM CTPHIIE.
Ilo 3 crpuma ¢ MHCTPYKUHMEH II0
NPUMEHEHHIO B IaUKy KapTOHHYIO.

unidentified impurity / He 6onee 0,5 %
JIrob6as enuHUYHAS

HewleHTUGHUIpoBaHHa

s IPUMECH

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

8 | Assay/ 19.8 mg/ 19,8 Mr 18.0mg to 22.0 mg of C;H;oN;O5S
KosanyecTBeHHOe (99.1%/99,1%) (omeprazole) in capsule (90.0 to 110.0 % of
omnpenesenue label claim). /

Or 18,0 mr mo 22,0 mMr C;;H;gN3O38
(omenpazon) B kancyne (or 90,0 mo 110,0 %
OT HOMHHANBHOTO COMEPKAHHI).

9 | Microbial limits / MukpoOunosoruyeckast 4McToTa

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 YHC0 aspoOHbIX

MHKPOOPTaHHU3MOB
b) Total Combined Less than 10 CFU/g / Not motre than 100 CFU/g /
Yeasts and Mould Count /4 Menee 10 KOE/r He 6onee 100 KOE/r
O6u1ee uncio
JIPOJNOKEBLTX U
necHeBbIX rpubos
¢) E. coli Absentinlg/ Absentin 1 g/
OrcyrcrByer B 1T OtrcyterBUE B 1 T

10 | Packaging / Ynaxkoska | 10 capsules in an aluminum strip. y ;

in an aluminum

10 capsules strip or
PA/AL/PVC // aluminum blister. 3 strips or
3 blisters and patient information leaflet in a
carton pack. / TTo 10 karncyn B anfOMUHHEBOM
crpune win B TIA/AJI/TIBX // anoMUHHEBOM
6muctepe. [To 3 crpuna wnw mo 3 6muctepa c
UHCTPYKUMeEH I10 OPUMEHEHHI0 B TIauKy

KapTOHHYIO.

Remarks : The Product conforms to ND/
INpumeuanue: TIponykT cooTBeTcTBYET Tpebosanmam HJT

Conclusion : APPROVED /
Jaxmovenne: OTOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Product: Qmez (Omeprazole), capsules 20 mg

MponykT: OvMe3s® (omenpazon);‘;{é'ﬁbynm 20 MI

roaqHoOCTH

Batch No. / Cepust Ne: B2200802 Batch Quantity / O6nem
: . cepun: 2000000 NO -
AR No / AnajguTHdyecknii oTdet No: Date of Analysis / [laTa
2002FP22000535 anagansa;  14-03-2022
Mfg. Date: / laTa npousBojcTsa: 02/2022 Date of Expiry / T'ogen no:
, 01/2025
Analysis performed according ND / Awasiuz nposeen mo H: IT N015479/01-121120
Ne | Test/Ilokasatens Result / PesynabTarst Specification / Hopma
11 | Labeling / According to ND / B coorercTamu ¢ HJI
MapxupoBka
12| Storage conditions / At temperature below 25 °C. / ITpu Temnepatype He Boie 25 °C.
YcnoBust XpaHeHust
13 | Shelf life / Cpox 3 years / 3 rona

Remarks : The Product conforms to ND/
IIpumeyanue: [ponyxr coorBeTcTBYET TpeboBanusaM HJT

Conclusion : APPROVED /
3axuoyenne: ONIOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 4 of 5
Printed Date & Time (IST): 14-03-2022 16:56:02




ELECTRONIC SIGNATURES Dr.Reddy’s Q¢
BR2O0S02 - TR e e ]
Title
Document No. | QUA-FT02-1264
- Version - 1.0, CURRENT Approved Date | 14.Mar-2022
Intention Employee ID User Name Date (IST)
Prepared By P00021162 LLatha Dasi 14/03/2022
15:04:18
Reviewed And P00034556 V Krishna Nimmakayala|  14/03/2022
Approved By 16:23:51
Approved By QA P00019846 K Narayana Swamy 14/03/2022
16:54:40
Page 5 of 5

Printed By: K Narayana Swamy

Printed Date & Time (IST):

14-03-2022 16:56:02



