Uncontrolled

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

_—P_roduct: Omez (Oméprazole_), capsules 20 mg

MpoaykT: OMe3® (OMENMpPa3on), Karncyrbl 2@ MF

Batch No. / Cepns Ne: B2200269

Batch Quantity / O6bem

a - - |cepumn: 2000000 NO
AR No / AHanuTH4eckHit oTueT No: Date of Analysis / laTa
2002FP22000201 anaausa:  04-02-2022 o
Mfg. Date: / Jlata npou3BoACTBA: 01/2022 Date of Expiry / Toaen po:
12/2024

Analysis performed according ND / Ananus npoeenen no HJI: T1 N015479/01-121120

Ne Test / Iloka3aTenan

Result / PesyabTaThl

Specification / Hopma

1 | Description /

Hard gelatin transparent capsules of size 2 |

Onucanne

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. /

Teepnbie JKENaTUHOBEIE
TIpo3payHble Karcymbl pazMepa 2 C
OeclBETHBIM  KOPITYCOM, PO30BOH
KphlIEYKOH u MapKUpOBKOH
yepHoro usera «OMEZ» Ha obGenx
yacTsix  kancynmel.  ComepkuMoe
KarcyJ — rpaHyJibl Gesoro LBeTa.

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

pellets. /

Tsepable KEJIaTHHOBbIE npo3paynble
Karcynel  pasMepa 2 Cc  OecUuBeTHHIM
KOPITYCOM, po30BOit KpPBILIEYKOI "

MapkupoBkoil uyepHoro usera «OMEZ» Ha
06enx yacTax karcyJsl. Cofepxumoe Karcyo
— rparynsl 6€n0To UK MoYTH 6€710To LBeTa.

2 | Identification / TopanunocTh

2a) | By UV/ V-

crnekTpodoToMeTpust Complies as prescribed/

CooTBeTCTBYET TPeOOBAHHUAM

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® - crekTpsl NOTNOIIEHWS pacTBOPOB
npenapata W CTaHAapTHOTo  obpa3na
omenpazona B obmactu ot 230 no 350 HM
IOJDKHBI MMeTh MaKCHMYMBI TPpW OXHOH M
TOM e UTHHE BOJTHBL

Remarks : The Product conforms to ND/
IIpumeuaune: IIpoaykT coorBeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3akawuenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIN3A

Product: Omez ( Omep_razole). capsules 20 mg

Mponykr: Ome3® (oMerpason), Kancyisl ZQVr

Batch No. / Cepus Ne: B2200269 Batch Quantity / O6bem
cepuu: 2000000 NO -
AR No / Anaantudecknii otqer No: Date of Analysis / laTa
2002FP22000201 B ananmsa:  04-02-2022 o
Mfg. Date: / JaTa npou3BojacTBa: 01/2022 Date of Expiry / Togen no:
B 12/2024
Analysis performed according ND / Auanu3z nposenen mo H: 1 N015479/01-121120
Ne Test / ITokazaTennb Result / Pe3yabTaTsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeOOBAHNAM chromatogram of test solution should
BIKK st ?orrespond to the retention time of main pcak
CBKX/BCIKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpems ynepsKUBaHUS OCHOBHOIO TNHMKa Ha
XpoMmarorpaMMe  WICIIBITYEMOTO  pacTBOpa
JOTKHO COOTBETCTBOBATH BpeMeHH
VAEpPKUBAHUS  OCHOBHOIO MMKa  Ha
XpoMaToTpaMMe  pacTBopa CTaHIapTHOIrO
o6pasna oMernpasona (pasmen
«KonuuyecTBeHHOE ONpPEAETICHUEY ).

3 | Average net fill weight
/ Cpennsisi Macca
COAEPKUMOTO KancyJl

269.8 mg / 269,8 mMr

270.0 mg £ 5.0 % (Between 256.5 mg and
283.5 mg) /
270,0 mr + 5,0 % (256,5 mr - 283,5 w™r)

4 | Water/ Boxa

1.1% w/w/ 1,1%

Not more than 3.0% /
He 6onee 3,0 %

5 | Uniformity of dosage 2.9/29
units / OiHOpOTHOCTR

A03UpOBaAHUA

Acceptance value (AV) should be less than or
equal to 15.0./ ’
[TokazaTtens mpuemneMocti (AV) momkeH
OBITE MEHee K paseH 15,0.

6 | Dissolution /
PacrBopenne

93%, 92%

0%, 0%, 0%, 0%, 0%, 0%

93%, 93%, 93%, 94%,

In 0.1 M hydrochloric acid solution - not
more than 10 % of C17H|9N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pactBOpe XITOpHCTOBOAOPOAHOMN
KucnoTh - He 6omee 10 % Ci;H;9N30;S
(omernpazon) vepes 2 4.

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 - He menee 75 % (Q)
Cy7HoN30;S (omenpazon) yepes

30 muH.

Remarks : The Product conforms to ND/

IIpumeuanne: [Ipoaykr cooTBeTcTBYET TpeboanusaM HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHUO®UKAT AHAJIU3A

_Froduct: Omez_(brr;epra_zo]e), capsules 20 mg

I HpO}_lyKT

: OMe3® (oMenpazon), KarcyJis 2§_Mr

Batch No. / Cepus Ne: B2200269 Batch Quantity / O6bem

I cepun: 2000000 NO B

AR No / Ananutudeckuii or4yet Ne: Date of Analysis / Jlata o
2002FP22000201 ananmsa:  04-02-2022

Mfg. Date: / laTa npou3soacTBa:

01/2022

Date of Expiry / I'ogen go:

12/2024
Analysis performed according ND / Ananus nposenen no HII: TI N015479/01-121120
Ne Test / ITokazaTeas Result / PeyabTaThl Specification / Hopma
7 | Related substances / IToctoporAue NpuMecu

Any individual
unidentified impurity /
JIro6asg egHUYHAA
HenzeHTUHULMpoBaHHA
s IPUMECh

0.04% / 0,04%

Not more than 0.5 %. /
He 6onee 0,5 %

Total impurities /
CyMMa npuMeceit

0.1%/0,1%

Not more than 2.0 % /
He 6omee 2,0 %

3 strips and patient information
leaflet in a carton pack. / Ilo 10
Kamcysl B aJllOMHHHEBOM CTpHIIE.
Ilo 3 crpuna c WHCTpyKLHWER Mo
NPUMEHEHHUIO B MAYKy KapTOHHY1O.

8 | Assay/ 19.9 mg/ 19,9 mr 18.0mg to 220 mg of Cj;HpN;O,S
KonnyecTBeHHOE (99.7% / 99,7%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeneieHHe label claim). /

Or 18,0 mr pmo 22,0 mr C;H;gN;O5S
(omenpazon) B karncyine (ot 90,0 no 110,0 %
OT HOMWHAJTBHOTO COepKaHN).

9 | Microbial limits / MukpoGunoaorudeckast 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
O6uiee Yncno a3poOHBIX

MHUKPOOPTaHHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Meunee 10 KOE/r He 6onee 100 KOE/r
Ob1ree uncio
TIPOXOKEBBIX U
TJIECHEBLIX IprUOOB
¢) E. coli Absentinlg/ Absentin 1 g/
OtcytctByerB I T OrcyterBue B 1 r
10 | Packaging / Ymakoska | 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. / ITo 10 xancyn B antoMMHHEBOM
crpune wn B [TA/AJI/TIBX // amoMuHueBOM
6mucrepe. Io 3 crpumna unu no 3 Gaucrepa ¢
WHCTPYKLMEH 10 TNPUMEHEHHI0 B IauKy
KapTOHHYTO.

Remarks : The Product conforms to ND/
TIIpumeuanne: [Ipogyxr cooTBeTcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIU3A
_Fg)_duct: Omez (Omeprazo]e_), capsules 20 mg MponykT: OMe3® (OMEmpas3ol), Karcysl 20 MT
Batch No. / Cepust No: B2200269 Batch Quantity / O6bem
cepun: 2000000 NO -
AR No / Anaautnueckuii oruer Ne: Date of Analysis / IaTa
2002FP22000201 ananusa:  04-02-2022 3
Mfg. Date: / laTa npon3BoacTBa: 01/2022 Date of Expiry / TogeH no:
12/2024
Analysis performed according ND / Ananns nposesen no H/I: TI N015479/01-121120
Ne Test / [TokazaTenn Result / Pe3yabTaTni Specification / Hopma
11 | Labeling / According to ND / B coorBetcTBUn ¢ H/J
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / ITpu Temriepatype He Bbime 25 °C.,
YciaoBus XpaHeHHS
13 Shelf life / Cpox 3 years /3 rona
TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumevanne: [IponykT cooTBeTcTBYET TpeboBanusaM HJL 3axmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Page 4 of 5
Printed By: K Narayana Swamy Printed Date & Time (IST): 10-02-2022 15:33:15



Uncontrolled Copy

ELECTRONIC SIGNATURES

B2200269

Title

Document No. | QUA-FT02-1200

- Version ~ 1.0, CURRENT Approved Date | 10-Feb-2022
i Empl
Intention mployee ID User Name Date (IST)
Prepared By P00021162 Latha Dasi 10/02/2022
14:30:30
Reviewed And P00034556 V Krishna Nimmakayala|  10/02/2022
Approved By 15:06:24
Approved By QA P00019846 K Narayana Swamy 10/02/2022
15:26:24
Page 5 of 5

Printed By: K Narayana Swamy

Printed Date & Time (IST):

10-02-2022 15:33:15

Dr.Reddy’s Q¢




