ViU ILUIIEU WUPY

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

[ Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
| ITpoaykT: Omes® JICP, kancy.ibl ¢ MOAHGUINPOBAHHEIM BbICBOGOKIeHHEM, 30 MI+20 mMr

Batch No.: / Cepusi Ne; B2302615 Batch Quantity: / O6nem napruu: 1250000 NO
A.R. No.: / Anamutnueckuii oruer Ne: Date of Analysis: / lata ananmza:  29-08-2023
2002FP23001986

Mfg. date: / laTa npon3BoacTBa: 07/2023 Exp. date: / Cpok rognoctn:  06/2026

Analysis performed according ND / Anaaus nposegen mo HJI: JIT1-003998-301220

S.No /

o Test / Tect

Result / Pesyasrat

Specification / Cneunduxanus

1 Description /Onucanne

‘1’ size hard gelatin capsule with
clear transparent cap and body
having ““ Y” and “DR.REDDY's”
printed in black ink on the cap and
“OMEZ-DSR” printed in red ink on
the body of capsule containing
white and brown spherical pellets. /

Trepnsie KEIaTUHOBBIE
rnpo3pauHble OeCLBETHbIE KancyJbl
pazMepa 1 ¢ MapKHPOBKOH 4epHOTO
LBETA

« Y DR, REDDY’Sy Ha
KpBILIEYKe KarCyJibl u
MapKHpOBKOM  KpacHOro  LBeTa
«OMEZ-DSR» Ha Kopnyce
kancynbl. Coaepxumoe  KancyJ:

cheprieckue TeIeTel Oenoro u
KOPUYHEBOTO 11BETA.

‘1’ size hard gelatin capsule with clear
transparent cap and body having «Y >
and “DR.REDDY'S” printed in black ink on
the cap and “OMEZ-DSR” printed in red
ink on the body of capsule containing
white to grayish-white and brown to
yellowish brown spherical pellets. /

Teepnsie
HecuBeTHbIE
MapKUPOBKOI

JKEJIaTUHOBBIE  IIPO3pavyHble
Kancynel pasmepa | ¢
4epHOIro uBera

« 7Y DR. REDDY’S» ma KpBILIEYKE
Karncysbl U MapKUPOBKOH KpacHOro LBeTa
«OMEZ-DSR» Ha Kopmyce Karcysl.
Copmepxumoe  Kamcyl:  chepuveckue
nennersl o1 6es0ro 10 cepoBaTo-Gesioro u
OT  KOPMHMHEBOrO [0  JKEJITOBATO-
KOPHYHEBOTO IIBETA.

2 | Identification /
IMogaHHHOCTE
Omeprazole and
Domperidone (By HPLC)
/ Omemnpazon u
Homnepuaon (BOXX)

The retention times of the main
peaks in the chromatogram of the
sample preparation correspond to
retention times of Omeprazole and

Domperidone  peaks in  the
chromatogram of the standard
preparation under
assay.J/_1BpeMeHa ynepKUBaHUS
OCHOBHBIX MTHKOB Ha
Xpomarorpamme MCTILITYEMOTO
pacTBopa COOTBETCTRYIOT
BpeMEHaM yICpPXKUBaHHA ITMKOB

oMemnpaszojla M JOMIEPUAOHA Ha
xpomarorpamme CTaHJApPTHOTIO
pacTBopa (pazmen
«KonmyecTBeHHOE onpenesieHue).

The retention times of the main peaks in
the chromatogram of the sample
preparation should comply with retention
times of Omeprazole and Domperidone
peaks in the chromatogram of the standard

preparation under assay. / Bpewmena
yOEPXKUBAHHS  OCHOBHbIX NHKOB  Ha
XpOMaTorpaMMe HCIBITYEMOro pPacTBopa
OOJDKHEI ~ COOTBETCTBOBATH  BpEMCHAaM
yAep>KHWBaHWs TMKOB  OMeMpasoia M
OOMIIepHIOHA Ha XpoMaTorpaMme
CTaHIapTHOTO pacTBopa (pazmen

«KonmuecTBEHHOE OMpPEAEIIEHHEY ).

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBaHuam HJ{

Opinion : APPROVED
3akmouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
TMpoayxT: Omes® JICP, kancynbl ¢ MoAHHUHPOBARHBIM BhICBoOo)KAeHHEM, 30 Mr+20 mr

Batch No.: / Cepusn Ne:
A.R. No.: / Ananurnueckunii orger Ne:
2002FP23001986

B2302615

Batch Quantity: / O6bem napTuu: 1250000 NO

Date of Analysis: / IaTa anajmza:  29-08-2023

Mi{g. date: / JlaTa npousBojcTBA:

07/2023 Exp. date: / Cpok rognoct:  06/2026 o

Analysis performed according ND / Anasm3 nposeaen mo HJL: JI11-003998-301220

S.No/

No Test / Tecr Result / PesynbTaT Specification / Cnenudgukanus

3 | Average weight of the 370.06 mg /370,06 Mmr 369.0 mg £ 10 % (332.1 to 405.9 mg) /
net content / Cpeanss 369,0 mr % 10 % (ot 332,1 mo 405,9 mr)
Macca CoepKHMOro
KancyJ

4 |Water/Boga 1.3% w/w / 1,3% Not more than 4.0 % w/w / He 6onee 4,0

%
5 |Uniformity of dosage units / OnopoaHocTs A03MPOBAHUSA

Omeprazole / 8.2/8,2 The acceptance value (AV) should be

Owmernpazon less than or equal to 15.0 / [Toxa3zatens
npuemsieMocT (AV) TomkeH OBITH He
6osee 15,0.

Domperidone / 3.7/3,7 The acceptance value (AV) should be

JomnepunoH

less than or equal to 15.0 / ITokazaTtens
npuemneMocTy (AV) nomxeH 6bITh He
6onee 15,0.

RemarKks : The Product confirms to ND/
ITpameyanne: [Iponykt cooTBeTcTBYeT TpebosanusaM HJI

Opinion : APPROVED
Sakmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoayxr: Omes® ICP, kancyiibl ¢ MoauduunpoBaHHbIM BhicBoOoxaeHHeM, 30 Mr+20 Mr

Batch No.: / Cepnsa Ne: B2302615 Batch Quantity: / O6sem naprun: 1250000 NO
A.R. No.: / ArajinTuyccknii oraer Ne: Date of Analysis: / laTta anannza:  29-08-2023
2002FP23001986

Mfo, date: / JlaTa npon3goacTBa: 07/2023 Exp. date: / Cpox rogmocrn:  06/2026

Analysis performed according ND / Anaaus nposeaen mo HJI: JI11-003998-301220

S.No/

Specification / Cnenuduxanus

Impurity 1/ npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / npumecsh 3
Impurity 4 / npumecs 4
Impurity 5 / npumeck 5
Domperidone /
Tomnepuoona:
Impurity A / npumecs A
Impurity B / npumecs B
Impurity C/ npumecs C
Impurity D / npumecs, D
Impurity F / npumecs F

Highest individual
unknown impurity / Jlro6as
CMHUYHAS
HenaeHTHOUUMPOBAHHAS
NpUMeCH

Total impurities /
CyMmmMa npumecei

No Test / Tect Result / PesynbTar
6 |Related substances / PogcTBenHble NpHMeCH
Omeprazole / 0.01%/0,01%
Omenpazona: Not detected / He oGHapyskena

Less than LOQ (LOQ = 0.013%) /
Hwke mnpenena KOJIMYECTBEHHOTO
onpenenenus (ITKO = 0,013%)

Not detected / He o6Hapy»xeHa

Less than Limit of Detection (LOD =
0.003%) / Hwxe  mnpenena
obnapyxenus (10 = 0,003%)

0.04% / 0,04%

Not detected / He o6HapysKeHa
Less than LOQ (LOQ = 0.012%) /
Hipxe npenena KoJU4ecTBEHHOTO
onpeaenenus (ITKO = 0,012%)
0.10% / 0,10%

Not detected / He o6HapyxeHa

Not detected / ne oGHapyskeHa

0.1%/0,1%

Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He Gonee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %

Not more than 0.50 % / He Gosnee 0,50 %
Not more than 0.50 % / He Gosnee 0,50 %
Not more than 0.50 % / He Gonee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %

Not more than 0.20 % / He 6outee 0,20 %

Not more than 2.5 % / He 6onee 2,5 %

7 |Residual solvents/ OcraTrouynbie OpraHu4ecKnue pacTrBOpPUTEIH

Methanol /
MeTtaHon

Methylene chloride /
MeTtuneuxjopun

9 pg/caps / 9 mxr/kancyna

Not detected / e oGHapyxena

Not more than 1107 pg per capsule /
He 6os1ee 1107 MKr Ha Kancyay

Not more than 221 pg per capsule /
He Gonee 221 MKr Ha Kancyay

Remarks : The Product confirms to ND/
IIpumeuanne: [IponykT cootBercTBYeT TpeboBaHUAM H]J

Opinion : APPROVED
3akmrouenue: OJIOGPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /

Mpoayxr: Omes® ICP, kancysl ¢ mogudguunposannuiv suicsobomaeanem, 30 mr+20 mr

Batch No.: / Cepnsi No: 32302615 Batch Quantity: / O6sem napruu: 1250000 NO
A.R. No.: / AnannTudeckuii or4er No: Date of Analysis: / lata ananmnza:  29-08-2023
2002FP23001986

_K/Ifg. date: / laTa npousBoAcTBA: 07/2023 Exp. date: / Cpok roguoctu:  06/2026

Analysis performed according ND / Anasu3 nposeaen no HJL: JI11-003998-301220

S.No /

No Test / TecT

Result / PesyabsTat

Specification / Cnenupukanus

8 |Dissolution / PactBopenne

a) Omeprazole /
Owmenpazon

i. Acid stage (0.1N HCI)
/B 0,1 M pactBope
XJIOPUCTOBOAOPOIHOMN
KHCJTOTHI

ii. Buffer stage (pH 6.8
phosphate buffer) /
B 6ydepe pH 6,8

8%, 8%, 4%, 4%, 6%, 6%

95%, 96%, 95%, 94%, 95%, 95%

i.  Not more than 15% of the labeled
amount of Omeprazole (C,;H;yN;05S)
is released after 2 hours. / He 6onee 15
% OT (haKTUHECKOro CoepkaHms
omenpazona (Ci7HgN;O3S) uepes 2 u.

ii. Not less than 70% (Q) of the labeled
amount of Omeprazole (C,;H,sN;0,S)
is dissolved in 30 minutes / He menee

70 % (Q) OT HOMUHAJIBHOTO
cofieprkaHHs OMeIIpas3oia
(C|7H|9N303S) qyepes 30 MuH.

b) Domperidone /
Homnepunox

18t hour / yepe3 1 4

4" hour/ yepes 4 4

8% hour/ uepes 8 u

12 hour/ yepes 12 4

91%

(L1+L2: 95%)

29%, 27%, 31%, 28%, 27%, 27%,
25%, 26%, 26%, 26%, 27%, 26%

(L1+L2): 27%

69%, 64%, 74%, 64%, 65%, 65%,
55%, 59%, 57%, 56%, 58%, 54%
(L1+L2: 62%)

90%, 86%, 93%, 85%, 86%, 86%,
80%, 85%, 83%, 83%, 84%, 79%
(L1+L2: 85%)

100%, 95%, 101%, 94%, 97%,
96%, 92%, 93%, 93%, 95%, 97%,

In 0.IN HC1/B 0,1 M pacteope
XJIOPHCTOBOIOPOAHOM KUCIIOTBL:

%

%

Between 55 % and 95 % / o1 55 % no 95
%

labeled amount of Domperidone
(C4,H,4CINO,) / OT HOMMHATBHOTO
cofiepKaHHA JOMIIEpHIOHA
(C22H,4CIN;0O,)

Remarks : The Product confirms to ND/

IIpumeuanue: IIpoaykT cooTBeTcTBYET Tpebopanusam HJ{

Opinion : APPROVED
3akawuenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Between 15 % and 40 % / ot 15 % mo 40

Between 30 % and 70 % / ot 30 % mo 70

Not less than 70 % / He meHee 70 % of the
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

[ Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Ome3® JICP, kancyJibl ¢ MoaHPHLUHPOBAHHLIM BbICBOOOKACHHEM, 30 Mr+20 mr

Batch No.: / Cepns Ne: B2302615 Batch Quantity: / O6sem nmaprun: 1250000 NO
A.R. No.: / Anannranaecknii order Ne: Date of Analysis: / /IaTta anamaza:  29-08-2023
2002FP23001986

Mfo. date: / JIaTa IpoH3BOACTBRA: 07/2023 Fxp. date: / Cpok rogHocti:  06/2026 ]

Analysis performed according ND / Anaau3 nposeaen no HJ/L: JIT1-003998-301220

S.No/

No Test / Teer

Result / PesyabTar

Specification / Cienuguxanus

9 | Assay / KoanuecTBeHHOE onpeaesieHHe

A. Omeprazole /
Owmenpazon

B. Domperidone /
Homnepunon

19.96 mg/ 19,96 mr
(99.8%/ 99,8%)

30.42 mg / 30,42 mMr
(101.4%/ 101,4%)

A. Not less than 18.0 mg and not

more than to 22.0 mg of
C|7H|9N3O3S (Omeprazole) (90.0
to 110.0 % of label claim) per
capsule / Ot 18,0 mr g0 22,0 mr
C17H19N305S (omemnpaszon) B
kancyJe (ot 90,0 oo 110,0 % ot
HOMMHAJILHOI'O CO/IEPIKAHUA).

B. Not less than 27.0 mg and not
more than 33.0 mg of
C,,H,,CIN;O, (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / Ot 27,0 Mr g0
33,0 mr C,,H,,CIN;O,
(aoMnepuaoH) B Kamncy.ae (oT
90,0 xo 110,0 % oT
HOMHHAJIBHOYO CO/ICPXKAHUS).,

10 [Microbial limits / Mukpo6Hoioruyeckas 4¥ucToTa

a) Total acrobic microbial
count / O6uuee uncno
a’poOHBIX
MHMKPOOPTaHH3MOB

b) Total combined yeasts
and mould count /
O01mee 4rcio
JPONOKEBBIX W
MJIeCHEBLIX rpUbOB

¢) E. coli

Less than 10 CFU/g /
Menee 10 KOE/r

Less than 10 CFU/g/
Menee 10 KOE/r

Absentin 1 g/
OtcyrcTByeTB I T

a) Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

b) Not more than 100 CFU/g/
He 6onee 100 KOE/r

¢) Shall be absentin 1g/
OtcyrcTBHE B I T

Remarks : The Product confirms to ND/

IIpumeuanue: IIpooykT cooTBeTCTBYET TpeboBanuam H /|

Opinion : APPROVED
Jakawuenue: OJIOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykr: Omes® JICP, kaneyabl ¢ MOAH(HIHPOBAHHBIM BhicBoGoaernem, 30 Mr+20 mMr
Batch No.: / Cepusn Ne: B2302615 Batch Quantity: / O6bsem naprau: 1250000 NO
A.R. No.: / Anajnuruneckuii orrier Ne: Date of Analysis: / lata anammsza:  29-08-2023
2002FP23001986
Mifeo. date: / Jlata npou3BoAcTBa: 07/2023 Exp. date: / Cpox roamoctn:  06/2026
Analysis performed according ND / Ananus mposejien no HJI: JI11-003998-301220
S.No/ 4 :
e Test/ Teer Result / PesyabTar Specification / Cieungukauus
11 | Package / YnakoBka 10 capsules in a (PA/AVPVC)|10 capsules in a (PA/AI/PVC)
foil/aluminum foil blister. 3 blisters | foil/aluminum foil blister. 1, 3, 8, 10
and patient information leaflet in a | blisters and patient information leaflet in a
carton. / ITo 10 xancyn B Gnuctepe | carton. / Ilo 10 kancyn B Guuctepe M3
w3 (TTA/AJVTIBX)  donsru /| (TTA/AJI/TIBX) donbru / amomunuesoii
antomuHuesoit  gonsru.  ITo 3 | donbru. Io 1, 3, 8, 10 Gniuctepos Bmecte
GnucTepa BMecT€ C HHCTPYKLMEH | ¢ MHCTPYKLHEH MO NPUMEHEHHUIO B IAYKy
0 [PUMEHEHHI0O B  MadKy | KapTOHHYIO.
KapTOHHYIO.
12 | Labeling / Mapkupoeka | According to ND / B coorsercteun ¢ HJ[
13 | Storage conditions / At temperature below 25 °C. / [1pu Temnepatype He Bbiue 25 °C.
Xpanenune
14 | Shelflife / Cpox 3 years/ 3 roma
roAHOCTH

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykt cooTBeTcTBYET Tpeboranmsam T

Opinion : APPROVED
3akmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

of 7

Page 6




ELECTRONIC SIGNATURES

Dr.Reddy’s Q¢

B2302615

Title

Document No.
- Version

QUA-FT02-2506
- 1.0, CURRENT

Approved Date

30-Aug-2023

Reviewed And
Approved By

Approved By QA

Latha Dasi 30/08/2023
10:12:20

P00034556 V Krishna Nimmakayala|  30/08/2023
11:23:16

P00019846 K Narayana Swamy 30/08/2023
12:31:00




