Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® JICP, kancysibl ¢ MOAHGHUUHMPOBAHHLIM BbIcBoGoKaeHHeM, 30 Mr+20 mr

Mfg. date: / laTta Mpou3BOACTBA:

| Batch No.: / Cepnst Nt~ B2201202 Batch Quantity: / O6bem naptun: 1200000 NO
A.R. No.: / Ananutudeckuii oruer Ne: Date of Analysis: / lata ananmnza: 22-04-2022
2002FP22000817
03/2022 Exp. date: / Cpok rogHoctn:  02/2025

Analysis performed according ND / Anauns nposeaen no HJL: JI1-003998-301220

S.No/

No Test / Teer

Result / PesynabTaT

Specification / Cieunduxanus

1 Description /Onucanue

‘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. /

TBepabie KeNaTHHOBBIE
Tpo3payiHble OECLBETHERIE KalCyJIb!
pasMepa | ¢ MapkUpoBKoO# wepHOro
LBETA

-
« X

KpBILIETKe

DR. REDDY’S» mHa

KarncyJIsl 14
MapKUpOBKOH  KpacHoro  LBeTa
«OMEZ-DSR» Ha KopIyce
kancynel.  Comepkmmoe  Karcydl:
chepuyeckue mnemneTsl Genoro u
KOPUYHEBOTO I[BETA.

‘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. /

Trepablie
GecuBETHBIE
MapKMpOBKOH

« Y DR. REDDY’S» Ha KpbIlIeyKe
KarncyJibl i MapKUpOBKOI KpacHOro IBeTa
«OMEZ-DSR» Ha xopmyce KamcCymsbl.

KENaTUHOBbIE  TPO3payHble
Kamcynel pasmepa 1 ¢
YEPHOTO BeTa

Conepxxumoe  Kaucyin:  cdepudeckue
neJuteThl oT 6esyoro 10 ceporaTo-6e10ro u
OT  KOPMYHEBOTO  JO  KEITOBATO-

KOPHUYHEBOr'o 1IBCTA.

2 Identification /
IloganHHOCTDL
Omeprazole and
Domperidone (By HPLC)
/ Omernipazon u
Jomnepnnod (BIXX)

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.[1/0]BpeMena ynepxuBaHNA
OCHOBHBIX [UKOB HA
XpoMarorpamme HCIIBITYEMOTO
pacTBopa COOTBETCTBYIOT
BpEMEHAM  YICpKHUBaHWS  IUKOB

OMempazojla W JOMIEpHAOHA Ha
XpomarorpaMmme CTaHIAPTHOTO
pacTBOpa (paznen
«KonnuecTBeHHOE OTpeieieHue ).

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. / BpemeHna
VIEpXKUBaHUS OCHOBHBIX IMKOB  Ha
XpoMaTorpaMMe HCIIBITYEMOTO pacTBoOpa
IO/DKHBI ~ COOTBETCTBOBATH  BpEMEHAM
yOCPKUBAHUS TNUKOB OMeNpaszolla W
IOMTIEpUIOHA Ha XpoMarorpaMme
CTaHIaPTHOIO pactBopa (pa3nen

«KonuuecTBeHHOE OTIpeHeNeHUe» ).

Remarks : The Product confirms to. ND/
IMpumeuanne: I[Iponykt coorseTcTBYET TpeboanmsaM HJI

Opinion : APPROVED
3akarouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 1 of 7

Printed Date & Time (IST):

22-04-2022 21:51:19




L

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoayxt: Omes® ICP, kancy.as! ¢ MOAHGUUHPOBAHNLIM BbIcBoOoX1enHeM, 30 Mr+20 mr

| Batch No.: / Cepusn Ne: B2201202

Batch Quantity: / O6bem mapTuu: 12@()00 NO

A.R. No.: / Anaanrudeckuii oruet Ne:
2002FP22000817

Date of Analysis: / laTa ananusa: 22-04-2022

Mfg. date: / JlaTa nponssoacTea;

03/2022 Exp. date: / Cpox rogHoctu:  02/2025

Analysis performed according ND / Auanus nposeaes no HJI: JIl1-003998-301220

S.No /

o Test/ Tect

Result / PesyabTaTt Specification / Cnemnpuxaunsn

net content / Cpeanss
mMacca coepKUMOro
KancyJ

3 | Average weight of the 367.92 mg /367,92 mr 369.0 mg + 10 % (332.1 to 405.9 mg) /

369,0 Mr = 10 % (ot 332,1 mo 405,9 mr)

4 |Water/Bonma

1.1% w/w / 1,1% Not more than 4.0 % w/w / He 6onee 4,0
%

5 |Uniformity of dosage units / OaHopoaHocThL A03HPOBAHMS

Homnepuaox

Omeprazole / 4.5/4,5 The acceptance value (AV) should be

Owmenpason less than or equal to 15.0 / TlokazaTens
npuemiieMocT (AV) RoJbkeH OBITh HE
boee 15,0.

Domperidone / 8.7/8,7 The acceptance value (AV) should be

less than or equal to 15.0 / Tlokazatens
npuemieMocTH (AV) nomkes ObITh He
bonee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanne: [TpogykT cooTBETCTBYET Tpeboannsam HJT 3axarouenne: ONOBPEHO

Opinion : APPROVED
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Omez DSR, modified-release capsules, 30 mg+2_0_mg /

Ipoaykr: Omes® JICP, kanmey.ibl ¢ MOAPUHINPOBAHNLIM BhIcBODOMKICHIEM, 30 Mr+20 Mr

| Batch No.: / Cepusa Ne: B2201202 | Batch Qﬁantity: / O0BeM mapTun: 12_06_(2()_0 NO
A.R. No.: / Asaantudecknii oruer Ne: Date of Analysis: / Iata anamusa:  22-04-2022
2002FP22000817
03/2022 Exp. date: / Cpok rogHoCTH: 02/2025

_Mfg. date: / /laTa npousBoacTBa:

Analysis performed according ND / Anasn3 nposeaen no HJI: JI1-003998-301220

S.No/

Impurity 1 / npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / npumMecs 3
Impurity 4 / mpumecs 4
Impurity 5 / npumecs 5
Domperidone /

| Jomnepuoona:
Impurity A / npumecs A
Impurity B / npumecs B
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npumMecs F

Highest individual
unknown impurity / Jlro6as
eNMHATHAS
HenACHTU(PULIMPOBaHHAN
TipuMech

Total impurities /
CyMmma npruMecei

0.01%/0,01%

Not detected / He oGHapyxeHa
0.03%/0,03%

Not detected / He o6HapyxkeHa
Less than Limit of Detection
(LOD=0.003%)

0.01%/0,01%

Not detected / He o6HapyxeHa
Less than Limit of Detection
(LOD=0.004%)

0.08% / 0,08%

Not detected / ne o6Hapy>xeHa

Not detected / He obHapyxeHa

0.1%/0,1%

No Test/ TecT Result / PesyabTaTt Specification / Cneungurauns
6 |Related substances / PoacTBenHbIe NpuMecH
Omeprazole /
Omenpasona:

Not more than 0.50 % / He 6omnee 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 6omee 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 6osee 0,50 %
Not more than 0.50 % / He G6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %

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

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

7  |Residual solvents/ OcTaTouHbIe OpraHui4YecKHe PACTBOPHTENU

Methanol /
Mertanon

Methylene chloride /
MeTtunesxnopug

8 pg per capsule

Not detected / He o6HapyxeHa

Not more than 1107 pg per capsule /
He 6omee 1107 Mkr Ha Kancyay

Not more than 221 pg per capsule /
He 0oaee 221 MK Ha KamcyJay

Remarks : The Product confirms to ND/

Ipumeuanne: TTpoxykT cooTBeTcTBYET TpeboBanusM HJI

Opinion : APPROVED
3axarouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykt: Ome3® IICP, kancysl ¢ MoAHGHUIHPOBAHHLIM BLICBOGOXKIAECHHEM, 30 mr+20 mr

Analysis performed according ND / Anaius nposeaen no HJI: JIIT-003998-301220

 Batch No.: / Cepust Ne: B2201202 Batch Quantity: / O6nem napruu: |
A.R. No.: / Anaanrndecknii oruer Ne: Date of Analysis: / /laTa ananusa: 22-04-2022
2002FP22000817

_Mfg. date: / laTa nponssoacTBa: 0372022 Exp. date: / Cpox rognoctn:  02/2025

S.No/

No Test/ Tect

Result / PesyabTart

Specification / Cneunduxauns

8 |Dissolution / PacrBopenne

a) Omeprazole /
Owmenpazon

1200000 NO

ii.

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

Buffer stage (pH 6.8
phosphate buffer) /
B 6y¢epe pH 6,8

3%, 2%, 3%, 1%, 1%, 1%

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

100%

i. Not more than 15% of the labeled
amount of Omeprazole (C;;HoN;0;8)
is released after 2 hours. / He Gonee 15
% OT (aKTHUECKOTO COACPKaHNA
omenpazona (C,7HoN;05S) uepes 2 u.

ii. Not less than 70% (Q) of the labeled
amount of Omeprazole (C;H;sN;0,8)
is dissolved in 30 minutes / He meHee
70 % (Q) oT HOMUHAIBHOTO
cofiep>KaHusA oMeTipaszona

(C17H9N305S) yepe3 30 MuH.

b) Domperidone /
HomMnepumon
st hour / yepes 1 4
4t hour/ uepes 4

8t hour/ yepes 8 u

12t hour/ yepes 12 u

27%., 24%, 25%, 23%, 26%, 27%

54%, 51%, 57%, 48%, 53%, 57%

73%, 69%, 78%, 68%, 71%, 78%

85%, 81%, 88%, 79%, 82%, 89%

%

%

%

In 0.1N HC1/ B 0,1 M pactBOpe
XJIOPUCTOBOLOPOIHON KHCITOTEL:

Between 15 % and 40 % / ot 15 % no 40
Between 30 % and 70 % / ot 30 % mo 70
Between 55 % and 95 %/ ot 55 % mo 95

Not less than 70 % / ne menee 70 % of the
labeled amount of Domperidone
(Cy;H,4CINsO,) / 0T HOMUHAJIBHOTO
coZlepKaHms TOMIIEpUIOHA
(CH2CIN;O,)

Remarks : The Product confirms to ND/

Mpumeuanue: [Ipogykt cooTBeTCcTBYET TpeboBanmsam HJIL

Opinion : APPROVED
3axnarouenne: OJOBPEHO

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

CEPTUOUKAT AHAJIU3A
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Tpoaykr: Omez® JICP, kancyiasl ¢ MoauGUUUPOBAHHLIM BBICBOOOKICHHEM, 30 Mr+20 mr
Batch No.: / Cepus Ne: B2201202 Batch Quantity: / O6bem maptuu: 1200000 NO
A.R. No.: / AHanuTH4yeckHii orver No: Date of Analysis: / Jara ananuza:  22-01-2022
2002FP22000817
Mfg. date: / /laTa mpoussoacTBa: 03/2022 ) Exp. date: / Cpok rogHoctn:  02/2025
Analysis performed according ND / Ananu3s nposegen no HJL: JITT-003998-301220
S.No/ . i
\e Test/ Teet Result / PesyabTaTt Specification / Cieunduxkauns
9 Assay / KoaudecTBeHHOe oTipeaeieHHe
A. Omeprazole / 19.95 mg /19,95 mr A. Not less than 18.0 mg and not
Owmemnpazon (99.7% /7 99,7%) more than to 22.0 mg of

C7HyN30;S (Omeprazole) (90.0
to 110.0 % of label claim) per
capsule / Ot 18,0 mr g0 22,0 mr
C7HsN305S (omenpazon) B
KamncyJe (ot 90,0 1o 110,0 % ot
B. Domperidone / 30.46 mg /30,46 Mr HOMUHAJBLHOIO COlepPKaHuA).

0, 0,
Hloumeprnon (015 101.80) B. Not less than 27.0 mg and not

more than 33.0 mg of
C,,H,4CINsO, (Domperidone)
per capsule (90.0 to 110.0 % of
lahel claim) / O1 27,0 Mr 10
33,0 M C22H24CIN502
(moMmnepuaoH) B KancyJe (0T
90,0 1o 110,0 % ot
HOMHHAJILHOTO COJEePKAHUS).

10 |Microbial limits / Muxpoononorndeckas YucToTa

a) Total aerobic microbial Less than 10 CFU/g / a) Not more than 1000 CFU/g /
count / O6utee 4ucio Menee 10 KOE/r He Gonee 1000 KOE/r
a’poOHBIX
MUKPOOPraHU3MOB

b) Total combined yeasts Less than 10 CFU/g/ b) Not more than 100 CFU/g/
and mould count / Menee 10 KOE/r He Gosee 100 KOE/r

O01ee uncio
IPOXOKEBBIX U
MIeCHEBLIX TPHOOB

¢) E. coli Absentin 1 g/ ¢) Shall be absent in 1g/
OtcytcrByeTB 1 1 OtcytcTBUe B 1 r
Remarks : The Product confirms to ND/ Opinion : APPROVED
IMpumeuanne: [ponykr coorseTcTByeT TpeboBanusaM HJT 3axaouenne: ONOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIN3IA

 Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoayxr: Omes® JICP, kancybl ¢ MoanduIHpoBaHHbLIM BhicBobozkaennem, 30 mr+20 mr -
| Batch No.: / Cepust Ne: B2201202 Batch Quantity: / O6bem maprun: 1200000 NO
A.R. No.: / Ananutuyeckuii oraeT No: Date of Analysis: / laTa ananusa: 22-04-2022
2002FP22000817
_Mfg. date: / JlaTa npoussoacTBa: 03/2022 Exp. date: / Cpok rogHoctu:  02/2025
Analysis performed according ND / Anasus nposeaen no HJL: JITT-003998-301220
S.No/ " .
o Test/ Tect Result / PesyabTaTt Specification / Cnenuduxaunusn
11 | Package / YnakoBka 10 capsules in a (PA/AUPVC)|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. / Tlo 10 kancyn B 6auctepe | carton. / Ilo 10 xamcynm B Ommcrepe u3
m  (TTA/AJITIBX)  ¢oneru /| (TTA/AJI/TIBX) ¢oneru / antoMUHHeEBOI
anmomuHueBoli  Qonsru.  Tlo 3 | domerm. Io 1, 3, 8, 10 6nncTepos BMecTe
Onucrepa BMECTE C MHCTpyKuHell | ¢ MHCTpYKUMeH MO MPUMEHEHUIO B NavKy
no  TNPUMEHEHHWI0 B  MauKy | KAPTOHHYIO.
KapTOHHYIO.
12 | Labeling / Mapxuposka | According to ND /B coorsercteuu ¢ HJI
13 | Storage conditions / At temperature below 25 °C. / ITpu Temnepatype He Boime 25 °C.
Xpanenue
14 | Shelf life / Cpox 3 years /3 roza
TOIHOCTH

Remarks : The Product confirms to ND/
Ipumeuanne: [lpoaykT coorBeTcTBYeT TpeboBanusaM HJI

Opinion : APPROVED
3akawuenne: OJOBPEHO
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