Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Product: Omez i)SR, modified-release capsﬁles, 30 mg+20 mg /
HpogvKT: Omes® JICP, KAINcyJabl ¢ MOTHGHIHPOBAHHBIM BhicBoboxIeHueM, 30 Mr+20 mr

Mfg, date: / /laTa npon3BOACTBA:

| Batch No.: / Cepust Ne: B2202635 Batch Quantity: / O61nem mapTuu: 1250(_)00T\]0 _'
A.R. No.: / AHajiuTHYecKkuii oTuer Ne: Date of Analysis: / aTa ananamnza: 14-11-2022
2002FP22002267
07/2022 Exp. date: / Cpok rogHoctu:  06/2025

Analysis performed according ND / Ananu3s nposexen mo HJ1: JII1-003998-301220

LNy Test/ Teer

Ne

Result / PesyasTart

Specification / Cneunduxauus

1 Description /Onucanue

‘1’ size hard gelatin capsule with
clear transparent cap and body
having “” X 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 JKEeNaTUHOBLIE
Npo3padHbie OecLBETHBIE KallCyNbI
pa3zMepa 1 ¢ MapkHpOBKOH YepHOTO
LIBETA

()
« 7Y

DR. REDDY’S» =Ha
KPBILIEYKE Karicymbl "
MapkMpoBKOH  KpacHOro  LBeTa
«OMEZ-DSR» Ha KopIyce
karcynel.  Comepxumoe  Karcyir:

chepudeckue nemsiersl Genoro M
KOPUYHEBOTO IIBETA.

‘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. /

Teepaele
OecuBeTHbBIE
MapKHUpPOBKOH

« 7Y DR. REDDY’S» Ha Kpblleyke
KaTCyJIBI 1 MapKUpOBKOI KpacHOTO 1BeTa
«OMEZ-DSR» Ha Kopmyce Karcynbl.

JKENATUHOBBIE  NPO3payHble
Kancynel pasmepa 1 ¢
YEPHOTO 1BeTa

ConmepxuMoe  kamcyn:  chepudeckue
TIEJUICTRI OT 6eIToro 10 cepoBaTo-6eNoro n
OT  KOPHYHEBOTO IO  KENTOBATO-

KOPUYHEBOT'O LIBETA.

2 Identification /
IMoanunnocTh
Omeprazole and
Domperidone (By HPLC)
/ Omenpazon u
Jomnepunon (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.[1/[IBpeMeHa yHAepXHBaHUA
OCHOBHBIX NYKOB Ha
XpomaTorpamme UCTIBITYEMOTO
pacTtBOpa COOTBETCTRYIOT
BpEMEHAM  YJEpXHBAHUSI MHKOB

oMemnpa3oiia W JOMIEpPHOOHa Ha
XpOMaToTpaMMe CTaHAApPTHOTO
pacTBOpa (pazmen
«KonnuecTBeHHOE OTIpenenenue ).

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
VAepKUBAaHUS OCHOBHBIX TNHKOB Ha
XpomaTorpaMMe HCIIBITYEMOTO pacTBopa
JIOJDKHBEL  COOTBETCTBOBATH  BpPEMEHaM
yAepKMBaHUA TIMKOB OMENpasoja U
ZOMITepUIoHa Ha XpoMaTorpaMme
CTaHIapTHOI'O pacTBopa (pa3men

«KonuuecTBeHHOE ONpeAcICHHEY ).

Remarks : The Product confirms to ND/
Ipumeuanne: IIpoaykT cooTBeTcTBYET Tpeboarusam HJI

Opinion : APPROVED
3axarouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTU3A

Product: Omez DS_R, modified-release capsules, 30 mg+20 mg /
| MpomykT: Omes® JICP, kancyJibl ¢ MOAUPHUUNPOBAHHBIM BBICB0OOMKAeHHeM, 30 Mr+20 mr

| Batch No.: / Cepun No:

B2202635

Batch Quantity: / O6sem maprun: 1250000 NO

A.R. No.: / AHaaurHueckuii otuet Ne:
2002FP22002267

Date of Analysis: / JaTa ananuza: 14-1 1-2022

Mfg. date: / laTa nponmonc_TBa:

07/2022 Exp. date: / Cpok rogHocTH: 06/2025

Analysis performed according ND / Anaau3 nposeaen no HJL: JI[1-003998-301220

JST"}\JO / Test / Tect Result / PesynsTaT Specification / Cneunduxauus

3 Average weight of the 375.84 mg /375,84 mr 369.0 mg = 10 % (332.1 to 405.9 mg) /
net content / Cpeaunsst 369,0 Mr+ 10 % (ot 332,1 no 405,9 mr)
Macca colep:KuMoro
KarncyJa

4 |Water / Bona 1.4% wiw / 1,4% Not more than 4.0 % w/w / He Gonee 4,0

%
5 |Uniformity of dosage units / OaHopoaAHOCTE A03MPOBAHUA

Omeprazole / 11.9/11,9 The acceptance value (AV) should be

Owmenpason less than or equal to 15.0 / TTokazaTens
npuemneMocT (AV) noikeH ObITh He
6ornee 15,0.

Domperidone / 8.5/8,5 The acceptance value (AV) should be

JomnepuioH

less than or equal to 15.0 / ITokazaTens
npreMiteMocTil (AV) nomxeH ObITh HE
bonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanue: ITpoAyKT COOTBETCTBYET TpeboBaumsm HJT

Opinion : APPROVED
3axaouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 2 of 7

Printed Date & Time (IST):  15-11-2022 14:58:09




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

Product: Omez DSR, modiﬁed-releasec_apsules, 30 mg+20 mg/
Mpoxyxr: Ome3® JICP, kancybt ¢ MOtuGUUKHPOBAHHBLIM BbIcBOGOKIeHHEM, 30 Mr+20 mr

| Ba(ch No.: / Cepusi Ne: B2202635 Batch Quantity: / O6bem mapTum: 12509_00 NO
AR. No.: / Anaaurudecknii otuer Ne: Date of Analysis: / JIlata ananusa: 14-11-2022
2002FP22002267

| Mfg. date: /;12.?: NpPOH3BOACTRA: 07/2022 Exp. date: / Cpok rognocrn:  06/2025

Analysis performed according ND / Ananus nposeien no HJL: JIT1-003998-301220

JSV'FO / Test / Tect Result / PesyabTaTt Specification / Cnennduxanus
6 |Related substances / PoacTBeHHbIe IPAMecH
Omeprazole /
Omenpasona:
Imourity 1 / momvecs 1 0.01%/0,01% Not more than 0.50 % / He 6oiree 0,50 %
Imp urity 2/ HpHMeCL 2 Less than Limit of Detection Not more than 0.50 % / He 6o1ee 0,50 %
Impurity N HpHMm 3 |(LoD=0.003%) Not more than 0.50 % / He Gonee 0,50 %
o T y [0.01%/0,01% Not more than 0.50 % / He 6oxnee 0,50 %
Imp urity 5/ anMGCL 5 Not detected / He oGHapyxeHa Not more than 0.50 % / He 6onee 0,50 %
Dorl)n pet}’,i donep/ Less than Limit Of Detection
Hormnepuoona: (EODS00250)
Imourity A / mpaMecs A Not more than 0.50 % / He 6onee 0,50 %
I B o [0.02% /0,02% Not more than 0.50 % / He Gonee 0,50 %
Impurity c/ anMGCL C Not detected / He oGHapykeHa Not more than 0.50 % / He 6osee 0,50 %
Impurity ey HpMMe% D [Less than LOQ (LOQ=0.012%) Not more than 0.50 % / He Gomnee 0,50 %
I R e [0.08% /0,08% Not more than 0.50 % / He 6onee 0,50 %
purtly £ /1p Less than LOQ (LOQ=0.013%)
Highest individual o N
unknown impurity / JTioGas Not more than 0.20 % / He 6onee 0,20 %
Eﬂﬁ;:::;;muuposanﬂaﬂ Not detected / He oOHapyxeHa
IPUMECh
Total impurities / N o o N
Cymma npumecet 0.1%/0,1% Not more than 2.5 % / He 6onee 2,5 %
7 |Residual solvents/ OcTaTouyHble OpraHuYeckKHe PACTBOPUTEJIH
Methanol / 10 pg/caps / 10 mkr/kamncyna Not more than 1107 ug per capsule /
MeraHon He Gosiee 1107 MKr Ha KaTCyay
Not more than 221 pg per capsule /
Methylene chloride / Not detected / He 0OHapykeHa He Gonee 221 MKT Ha Kancyy
MeTuneHnxiopun

Remarks : The Product confirms to ND/
ITpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBaHmam H]J

Opinion : APPROVED
3akawuenue: ONOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A

| Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoayxr: Ome3® ICP, kancybl ¢ MoaupUIMpPOBAHHLIM BhIcBoGoxaenem, 30 Mr+20 mr

Mifg. date: / laTa npon3sBojicTBa:

Batch No.: / Cepust Ne: ~ B2202635 B | Batch Quantity: / O6nem napTun: 1250@6 NO
A.R. No.: / Anaaurudecknii order Ne: Date of Analysis: / lata ananusa: 14-11-2022
2002FP22002267

07/2022 | Exp. date: / Cpox roanoct: 06/2025

Analysis performed according ND / Anajns nposesen no HJ/L: JI[1-003998-301220

@o/

No Test/ Tect

Result / PesyabTart

Specification / Cnienndpuxauns

8 |Dissolution / PacTeopenie

a) Omeprazole /
Owmenpazon

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

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

95%, 93%, 92%, 97%. 96%, 96%

0%, 0%, 1%, 1%, 0%, 4%

i.  Not more than 15% of the labeled
amount of Omeprazole (C5H sN;048)
is released after 2 hours. / He Gonee 15
% o7 (PAKTHHIECKOTO COIEPIKAHMS
omenpasosna (C3HjoN3O38) uepes 2 u.

ii. Not less than 70% (Q) of the labeled
amount of Omeprazole (C;HyN;038)
is dissolved in 30 minutes / He menee
70 % (Q) 0T HOMHHAITLHOTO
COJIEPIKAHTIT OMENPazoa
(Cy7H 1sN304S) uepes 30 mun,

b) Domperidone /
Hommnepunon
1% hour / uepe3 1 u
4™ hour/ uepes 4 4

8™ hour/ wepes 8 4

12t hour/ yepes 12 u

22%, 22%, 23%, 23%, 26%, 24%

48%, 46%, 49%, 46%, 53%, 55%

70%, 68%, 71%, 72%, 78%, 74%

84%, 80%, 82%, 85%, 90%, 86%

%

%

%

In 0.IN HC1/B 0,1 M pactBope
XJTIOPHUCTOBOIOPORHON KHCIOTHI:

Between 15 % and 40 % / ot 15 % 1o 40

Between 30 % and 70 % / ot 30 % 10 70

Between 55 % and 95 % / ot 55 % 1o 95

Not less than 70 % / e Menee 70 % of the
labeled amount of Domperidone
(Cy»H»,CIN;O;) / oT HOMUHANBHOTO
coIepsKaHHs TOMIepHIOoHa
(CH4CIN5O,)

Remarks : The Product confirms to ND/

Hpnmeanue: TTpoIyKT COOTBETCTBYET TDC60BaHI/IHM HI(

Opinion : APPROVED
3akarouenne: OJJIOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

 Product: Omez DSR, modified-release Ea;sules, 30 mg+20 mg /
 Hponykt: Omes® IICP, kancy bl ¢ MOTHGHIHPOBAHHBIM BbicBoOoxAeHHeM, 30 Mr+20 Mr

2002FP22002267

_Ml'g. date: / lara nponseoJcTBa:

&ltc_h No.: / Cepusi No; B2202635 Batch Quantity: / O6vem napTumu: 125_0600 NO _'
A.R. No.: / AHanuTH4eckuii oruer No: Date of Analysis: / laTa ananusa: 14-11-2022
07/2022 Exp. date; / Cpox rogmoern:  06/2025

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

S.No/

N Test / Teer

Result / PesyanTaTt

Specification / Cneundpuxanus

9 Assay / KonnuecTBeHHOe oTnipefesieHne

A. Omeprazole /
Owmenpazon

B. Domperidone /
Jowmmiepuion

19.68 mg/ 19,68 Mr
(98.4% / 98,4%)

30.06 mg / 30,06 mMr
(100.2% / 100,2%)

A. Not less than 18.0 mg and not
more than to 22.0 mg of
C17H,9N30;3S (Omeprazole) (90.0
to 110.0 % of label claim) per
capsule / Ot 18,0 mr mo 22,0 mr
C17H19N303S (omenpa30n) B
kancyJe (ot 90,0 7o 110,0 % ot
HOMHHAJbLHOTO COJCPXKAHMSN).

B. Not less than 27.0 mg and not
more than 33.0 mg of
C,;H4,CINsO;, (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / Ot 27,0 mr xo
33,0 MI C22H24C1N502
(noMnepHIOH) B KarmcyJe (oT
90,0 no 110,0 % ot
HOMUHAJILHOTO COePKAHUA).

10 |Microbial limits / Mukpo6uonoruyeckast 4ucToTa

a) Total aerobic microbial
count / Obuiee yucmno
a’poOHBIX
MUKpPOOPTaHU3MOB

b) Total combined yeasts
and mould count /
Obmee yncio
JIPOXIKEBBIX U
TIECHEBBIX TPHUOOB

¢) E. coli

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

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

Absentin 1l g/
OrcyteTByerB 1 T

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

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

¢) Shall be absentin 1g/
OtcyTtcTBUE B 1 T

Remarks : The Product confirms to ND/

IMpumeuanne: ITpoaykt cooTBeTcTBYET TpeboBanusaM HJT

Opinion : APPROVED
3akawuenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A

_Product: Omez DSR, modified-release cTapsules, 30 mg+20 mg /
Mponyxr: Omes® ICP, kamncy.ibl ¢ MoAHGHUIHPOBAHHBIM BLICBOGOKAeHHeM, 30 Mr+20 mr

Mifg. date: / laTa npon3soAcTBa:

 Batch No.: / Cepust Ne: B2202635 Batch Quantity: / O6nem napTuu: 1250000 NO |
A.R. No.: / Anaanrudeckuit ordet Ne: Date of Analysis: / [lata ananusza: 14-11-2022
2002FP22002267
07/2022  Exp. date: / Cpox rognocru:  06/2025

Analysis performed according ND / Anaaus nposesen no HJL: JI[1-003998-301220

JSVZ.}\IO : Test / Tecr Result / Pezyaprart Specification / Cneundpukauus
11 | Package / Ynakoska 10 capsules in a (PA/AI/PVC) |10 capsules in a (PA/AlI/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. / TTo 10 xancyn B Gnucrepe | carton. / [lo 10 kancyn B Onmcrepe us
ns  (TIA/AJ/TIBX)  donsru /| (TTA/AJI/TIBX) donbru / antoMuHucBoil
amomunnesoit  goneru.  ITo 3 | domsrn. Ilo 1, 3, 8, 10 6nwctepos BMecTe
Gaucrepa BMecTe € WHCTPYKUMEH | ¢ MHCTPYKIHMENR MO NPUMEHEHUIO B MayKy
MO0  TPUMEHEHWI0 B MauykKy | KApTOHHYIO.
KapTOHHY!O.
12 | Labeling / Mapkuposka | According to ND /B coorBercteun ¢ HJI
13 | Storage conditions / At temperature below 25 °C. / Ilpu Temnepatype He Brite 25 °C.
XpaHeHue
14 | Shelf life / Cpox 3 years / 3 rona
TOAHOCTH

Remarks : The Product confirms to ND/
Mpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanvsam HJI

Opinion : APPROVED
Zakarouenue: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy's ¢

B2202635
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