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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hgo_f_lylcT: Ome3® ICP, kancyJibl ¢ MOAHGHUHPOBAHHLIM BhICBOOOKAeHHeM, 30 Mr+20 mr

Batch No.: / Cepus Ne: B2202294 Batch Quantity: / O6bem napTun: 1200000 NO
AR. No.: / AHanuTudeckuii order Ne: Date of Analysis: / laTta ananmmza:  12-09-2022
2002FP22001847

Mfg. date: / Jlara npomseoacrea:  05/2022 Exp. date: / Cpok roamocr:  04/2025

Analysis performed according ND / Ananu3 nposegen mo HJI: JITT-003998-301220

S.No /

No Test / Tect

Result / PesyabTar

Specification / Cnienudukauns

1 Description /Onncanne

‘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. /

Teepasie JKETIaTHHOBBIE
Tpo3payHble OECLBCTHBIC KariCyJbl
pazmepa | ¢ MapKUpORKOI depHOro
LBETA

« 7Y DR. REDDY’S» Ha
KpBILIIEYKe KarcyJisl "
MapKMpOBKOH  KpacHOro  liBera
«OMEZ-DSR» Ha KopITyce
karcynel.  ComepikMMoe  Karcyi:

cepryeckue memieTsl Oenoro u
KOPUYHEROTO LIBETA.

‘1’ size hard gelatin capsule with clear
transparent cap and body having WY >
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. /

Teepasie
OecrBeTHLIE
MapKHpPOBKOH

« Y DR. REDDY’S» Ha KpBILIEYKe
KarcyJibl ¥ MapKHPOBKOH KpacHOTO IIBETA
«OMEZ-DSR» Ha KopITyce Karcynsl,

JKEIATUHOBbIE  TIPO3payuHbie
Karncynsl pasmepa 1 c
YEpHOro BeTa

ConmepxuMoe  Karcyn: chepuueckue
TeJUIETHI OT 6eNoro A0 cepoBaTo-0esyoro u
oT KOPHUYHEBOrO 1o JKEITOBATO-

KOPUYHEBOT'O LBCTA.

2 Identification /
IMopaunnOCTH
Omeprazole and
Domperidone (By HPLC)
/ OMerpazoit u
Homnepunon (B2XKX)

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.[]/[1BpeMena ynep>vBaHHS

OCHOBHBIX MTUKOB Ha
Xpomarorpamme HCTTBITYEMOTO
pactBOpa COOTBETCTBYIOT
BpEMEHaM  yICPKMUBaHUA  [HKOB

oMeTipazona W JOMITepUIoOHa Ha
XpoMaTorpaMmme CTaHAapTHOTO
pacTBopa (pazmen
«KonniecTBeHHOE OTIPEIETIEHHEY ).

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. / Bpemena
yOep)KUBaHHS ~ OCHOBHBIX  IHKOB  Ha
XpOMAaTorpaMMe HCIBITYEMOTO pacTBopa
JOJLUKHBl ~ COOTBETCTBOBATH — BpeMeHam
yIepXKUBaHUS THMKOB OMemNpaszoiia u
JOMIEpHIOHA Ha XpoMaTorpamme
CTaHJAapPTHOro pacTBOpa (paznen

«KonnuecTBeHHOE ONIpenesICHUEY).

Remarks : The Product confirms to ND/
Hpumevanue: IIponykr coorercTryet Tpedoanusm HJI

Opinion : APPROVED
3axmoyenne: OJJOBPEHO
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Batch No.: / Cepus Ne:

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3ZA

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Tpoaykr: Omes® ICP, kancyibl ¢ MOAHHIHPOBAHHLIM BbicBoOoXkAeHHeM, 30 Mr+20 Mr

B2202294 Batch Quantity: / O6bem naprun: 1200000 NO

A.R. No.: / AHanuTHYecku# oTueT No:
2002FP22001847

Date of Analysis: / laTta ananuza:  12-09-2022

Mfg. date: / laTa npoH3BoACTBA:

05/2022 Exp. date: / Cpox rogaoctn:  04/2025

Analysis performed according ND / Ananns nposegen no HJI: JII1-003998-301220

S.No/

No Test/ Tecr Result / PesyasTar Specification / Cnenudnkanus

3 | Average weight of the 367.97 mg /367,97 mr 369.0 mg = 10 % (332.1 to 405.9 mg) /
net content / Cpennas 369,0 mr £ 10 % (ot 332,1 1o 405,9 mr)
Macca coAep:KUMOro
KarneyJa

4 |Water/Boaga 1.2% wiw / 1,2% Not more than 4.0 % w/w / He 6onee 4,0

%
5 |Uniformity of dosage units / OnHopoaHocTh 103UpoBaHUS

Omeprazole /

4.7/4,7 The acceptance value (AV) should be

Owmenpazon less than or equal to 15.0 / TTokasarens
npueMnemoctd (AV) nomxkeH GLIThL He
Gomee 15,0.

Domperidone / 7.8/7,8 The acceptance value (AV) should be

Homnepumon

less than or equal to 15.0 / TTokazaTens
nipueMiemMocti (AV) qoibkeH OLITE He
6onee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykT cooTBeTcTBYET TpeboBanmusaM HJ[

Opinion : APPROVED
Saxawuenue: OJIOBPEHO

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

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoayxr: Omes® ICP, kaucy:isl ¢ MOAHPHUHPOBAHHBLIM BhICBOGOKAcHHEM, 30 Mr+20 mr

Mfo. date: / laTa nponssojacrsa:

_Batch No.: / Cepus No: B2202294 Batch Quantity: / O6nem napTun: 12(_)%)0 NO_:
A.R. No.: / Auanutuyecknii oTder Ne: Date of Analysis: / Jlata ananusza:  12-09-2022
2002FP22001847

05/2022 Exp. date: / Cpok rogmocru:  04/2025

Analysis performed according ND / Ananns nposeaen no H/I: JIT1-003998-301220

Ne

S.No /

Test / Tect

Result / Pesynbrar

Specification / Cnenndnkanus

6 |Related substances / PoacTBeHHBIe DpUMecH

Omeprazole /
Omenpazona:

Impurity 1/ npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / mpumecs 3
Impurity 4 / npumecs 4
Impurity 5 / nmpumecs 5
Domperidone /
lomnepuoona:
Impurity A / npumecs A
Impurity B / npumecs B
Impurity C / mpumecs C
Impurity D / npumecs D
Impurity F / npumecs F

Highest individual
unknown impurity / Jlrobas
eIMHUYNHas
HEUICHTH(PUIIHPOBAHHAS
npuMech

Total impurities /
CyMmma npumeceid

Not detected / ne obHapyxeHa
Not detected / ve offmapyxeHa
0.02% / 0,02%

Not detected / He obHapyxeHa
Less than LOQ (LOQ=0.010%)

Not detected / ne o6HapyxeHa
Not detected / He o6HapyxeHa
Less than LOQ (LOQ=0.012%)
0.05% /0,05%

Not detected / ne o6Hapyx eHa

Not detected / He oOHapyxeHa

0.1%/0,1%

Not more than 0.50 % / He Gonee 0,50 %
Not more than 0.50 % / He Gonee 0,50 %
Not more than 0.50 % / He Gonee (0,50 %
Not more than 0.50 % / He Gonee 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 0.50 % / 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 0.20 % / He Gonee 0,20 %

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

7 |Residual solvents/ OcTaToyHble OprainyecKue pacTBOPHTEIH

Methanol /
MeTtanon

Methylene chloride /
MetuneHxnopua

8 ng/caps / 8 mxr/xkancyna

Not detected / He oOHapykeHa

Not more than 1107 pg per capsule /
He 6onee 1107 MKr Ha xancymay

Not more than 221 pg per capsule /
He 6o7ee 221 MKT Ha Kancyay

Remarks : The Product confirms to ND/
IMTpumeuanne: Iponykr cooTeeTcTBYET Tpeboranusm HJI

Opinion : APPROVED
3akarouenue: OJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIU3A

[ Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JICP, xancyael ¢ MogubHIEpoBaunLiv Buicsoboxaenuem, 30 mr+20 mr

| Batch No.: / Cepust Ne: B2202294 Batch Quantity: / Oobem napTuu: 1200000 NO |
A.R. No.: / AnanuTudeckuii oruer Ne: Date of Analysis: / lata anamuza:  12-09-2022
2002FP22001847
Mfg. date: / laTa npoussoacrea:  05/2022 Exp. date: / Cpok rognoctu: 04/2025

_Analysis performed according ND /AHE(B nposeaen o HJI: JIT1-003998-301220

S.No/

N Test / Teer

Result / PesyabTar

Specification / Cnemnduxanus

8 |Dissolution / PacTBopeHHe

a) Omeprazole /
OmMenpazon

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

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

0%, 0%, 2%, 0%, 2%, 1%

100%, 100%, 97%, 97%, 99%,
100%

i. Not more than 15% of the labeled
amount of Omeprazole (C;,H;sN3;05S)
is released after 2 hours. / He 6onee 15
% oT aKTHUIECKOTO ColepIKaHusm
omernpazona (Ci7H 9N305S) gepes 2 1.

ii. Not less than 70% (Q) of the labeled
amount of Omeprazole (C;,H;4N;03S)
is dissolved in 30 minutes / He meHee
70 % (Q) oT HOMHHANBEHOTO
cofiepsKaHust OMeTIpazosia

(C]7H19N3O3S) uepes 30 MuH.

b) Domperidone /
Homnepuaon
[t hour / wepe3 | u
4™ hour/ uepes 4 u

8™ hour/ yepes 8 u

12 hour/ uepes 12 u

22%, 21%, 18%, 20%, 21%, 19%

49%, 47%, 41%, 45%, 47%, 43%

73%, 69%, 62%, 67%, 69%, 64%

87%, 82%, 75%, 81%, 83%, 77%

In 0.IN HC1/B 0,1 M pactrope
XJIOPHUCTOBOIOPOJIHOMN KHUCIIOTHI:

Between 15 % and 40 % / ot 15 % mo 40
%

Between 30 % and 70 % / ot 30 % no 70
%

Between 55 % and 95 % / oT 55 % no 95
%

Not less than 70 % / ne menee 70 % of the
labeled amount of Domperidone
(C3,H,4CIN5O,) / o HOMUHAIILHOrO

CONEpPIKAHNs JOMITEpUTIOHA
(C2HCINSO,)

Remarks : The Product confirms to ND/

IIpameuanue: IIpogykT cooTBeTcTBYET TpeboBanusaM HJJ

Opinion : APPROVED
3akmouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

"Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IponykT: Owe3® JICP, kancyJibl ¢ MOAH(GHIHPOBAHHLIM BLICBOGOAK/ICHHEM, 30 Mr+20 mr

| Batch No.: / Cepus Ne: B2202294 Batch Quantity: / O6nem mapTum: 1200000 NO i
A.R. No.: / Ananurudeckuit oruer Ne: Date of Analysis: / Jlata anammza:  12-09-2022
2002FP22001847
Mfg. date: / lata nponssoacrea:  05/2022 Exp. date: / Cpok roanocru:  04/2025

| Analysis performed according ND / Anaans nposeien mo HJL: JIT1-003998-301220

S.No/

N Test / Tect

Result / PesyabTaT

Specification / Cniennguxanus

9 Assay / KoauyecTBeHHOe onpefeeHHe

OtcyTctByeTB I T

A. Omeprazole / 20.14 mg /20,14 mr A. Not less than 18.0 mg and not
Owmernpazon (100.7% / 100,7%) more than to 22.0 mg of
C17H5sN303S (Omeprazole) (90.0
to 110.0 % of label claim) per
capsule / Ot 18,0 mr go 22,0 mr
Cy7HsN3;03S (oMenpason) B
kamucyJe (ot 90,0 1o 110,0 % ot
B. Domperidone / HOMHHAJILHOTO COMEPKAHNA),
Houmepuyon 29.54 mg /29,54 mr B. Not less than 27.0 mg and not
(98.5% 7/ 98,5%) more than 33.0 mg of
C22H24C1N502 (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / OT 27,0 Mr g0
33,0 Mr C22H24C1N502
(noMnepnaoH) B Kancyjae (o
90,0 10 110,0 % ot
HOMHHAJILHOTO COAep:KaHu).
10 |Microbial limits / MukpoOuoiornueckas YMcTOTa
a) Total aerobic microbial Less than 10 CFU/g / a) Not more than 1000 CFU/g/
count / Ob1uee uncio Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX
MHKPOOPTaHU3MOB
b) Total combined yeasts Less than 10 CFU/g / b) Not more than 100 CFU/g/
and mould count / Menee 10 KOE/r He 6onee 100 KOE/r
Ob1ee vncio
JPOXKEBBIX
TJIECHEBBIX MPHOOB
¢) E. coli Absentin 1 g/ ¢) Shall be absent in 1g/

OtcyrcTBUE B 1 T

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykT cootseTcTBYET TpeboBaHusM HJ{

Opinion : APPROVED
3akmrouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

[ Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
| Hpoaykr: Omes® ICP, xancyianl ¢ Mogudunuposannsiv pricofoxaenneM, 30 mr+20 mr

Mfg, date: / JlaTa upou3R0ACTBA:

| Batch No.: / Cepus Ne: B2202294 Batch Quantity: / O6bem napTum: 1200000 NO
A.R. No.: / Anamurudecksii oryeT Ne: Date of Analysis: / Jara ananuza:  12-09-2022
2002FP22001847
05/2022 Exp. date; / Cpok rognoctu:  04/2025

| Analysis performed according ND / Auanns nposeaen no HJL: JII1-003998-301220

and patient information leaflet in a
carton. / Tlo 10 kancyn B 6nuctepe
us  (ITA/AJITIBX) - ¢onern  /
amomMuHueBoii  ¢oneru.  Ilo 3
6mucTepa BMECTE C WHCTPYKLIHEH

JSV'.FO / Test/ Tecr Result / PesyabTar Specification / Cnieund nxanus
11 | Package / YnakoBka 10 capsules in a (PA/AI/PVC)|10 capsules in a (PA/AI/PVC)
foil/aluminum foil blister. 3 blisters | foil/aluminum foil blister. 1, 3, 8, 10

blisters and patient information leaflet in a
carton. / Ilo 10 kancyn B 6Gaucrepe u3
(JTA/AJI/TIBX) doneru / amoMuHueBOi
¢oneru. Mo 1, 3, 8, 10 6ancrepoB BMecTe
¢ WHCTPYKUMEH 10 MPUMEHEHHIO B Ma4Ky

Mo  TpPUMEHEHWI0 B TauyKy | KApTOHHYIO.
KapTOHHYIO.
12 | Labeling / Mapkuposka | According to ND / B coorsercteun ¢ HJ]
13 | Storage conditions / At temperature below 25 °C. / TIpu Temnieparype re Buite 25 °C.
Xpanenue
14 | Shelf life / Cpox 3 years /3 rona
TOXHOCTH

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykT coorBercTBYET TpeboBauusm HJL

Opinion : APPROVED
3axmouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0
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ELECTRONIC SIGNATURES

Dr.Reddy’s Q
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B2202294

QUA-FT02-1730
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