Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykt: Omes® JICP, kancyanl ¢ MOAKGHIHMPOBAHHBIM BbicBOGOKAeHHEM, 30 Mr+20 mr

Batch No.:/ Cepust Ne: 32302303 Batch Quantity: / O6bem nmaprun: 1250000 NO
A.R. No.: / Anaaurudeckuii oruer No: Date of Analysis: / JaTa anaausza:  26-08-2023
2002FP23001971

Mifg. date: / Jlata npou3BoJcTBAa: 07/2023 Exp. date: / Cpok rognocrn:  06/2026

Analysis performed according ND / Anaans nposeaen no HJL: JIT1-003998-301220

S.No /

No Test / Teer

Result / PesyabTaT

Specification / Cnennpuxauusn

1 Description /Onmucanne

‘1 size hard gelatin capsule with
clear transparent cap and body
having ““ ¥” 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. /

Teepaple XKENATUHOBbIE
npo3paqHble OECLBETHBIC KaMcCy/bl
pasmepa 1 ¢ MapKkHpOBKOH 4EpPHOrO

upera

« Y DR REDDY’S» wa
KpbIlLEeYKe Karncysibl u
MapKHpOBKOM  KpacHOro  IIBeTa
«OMEZ-DSR» Ha KopITyce
kancynbl.  Coaepkumoe  KancyJ:

cohepuueckue nemnetsl 6enoro u
KOPUYHEBOTO LIBETA.

‘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. /

‘Teepabie
OecuBeTHble
MapKUpOBKOM

« ™Y DR. REDDY’S» ma KpbilleuKe
Karcyibl 1 MapKUpPOBKOW KPAacHOro Lgera
«OMEZ-DSR» Ha kopryce KancyJibl.

JKENATUHOBLIE  MPO3payHbie
Kancysnt pasmepa 1 ¢
Y4EPHOro uBeTa

Comepsxumoe  Kamcyim:  cdepHvecKue
IIeJIIETHI OT 6EJIoro 10 cepoBaTo-0eoro U
OT  KOPUYHEBOTO 10 JKEITOBATO-

KOPHUYHEBOI'O LBETA.

2 Identification /
HopgauanocTb
Omeprazole and
Domperidone (By HPLC)
/ Omenpazon u
Homnepuiion (B3XX)

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._/l_Bpemena yumepXHUBaHHA
OCHOBHbIX MKOB Ha
XpoMaTorpamme UCTILITYEMOro
pacTeopa COOTBETCTBYIOT
BpEMEHAM VIOEP)KHBAHMS  IIHKOB

oMelpaszona © JOMIEPHIOHA Ha
Xpomarorpamme CTaH/IapPTHOrO
pacrsopa (paznen
«KonnmuecteeHHoe onpeaenexue).

The retention tumes 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
yIOEPKUBaHHUS  OCHOBHBIX TNHKOB Ha
XpOMaTorpaMMe HCIIBITYeMOr'0 PacTBopa
AOJI>KHBI COOTBETCTBOBATH BPCMCHam
yACpKUBAHUA TTUKOB oMeInpasosia 21
OMIIEPNAOHA Ha xpomarorpamme
CTaHOapTHOIO pacTBopa (pazmen

«KonuuecTBeHHOE OlIpe/IeIIeHHe» ).

Remarks : The Product confirms to ND/
IIpumeuanne: Ipoaykr coorBercTBYeT TpebGosanusam HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
| IIpoaykT: Omes® ICP, kancyabl ¢ MOANGMUHPOBAHHBLIM BbICBOGOKAEHHEM, 30 Mr+20 mr

Batch No.: / Cepun Ne:  B2302303

Batch Quantity: / O6sem napruu: 1250000 NO

A.R. No.: / Anaantnueckuii oruer No;
2002FP23001971

Date of Analysis: / JaTa ananuza:  26-08-2023

Mfg. date: / laTa npou3BoacTBa:

07/2023 Exp. date: / Cpok rognocrn:  06/2026

Analysis performed according ND / Ananns nposenen no HJI; JII1-003998-301220

S.No/

No Test / Tecr

Result / PesyabraT Specification / Cnennduxanus

3 | Average weight of the
net content / Cpeansis
Macca COAep;KHMOro
KamnceyJa

375.94 mg /375,94 mr 369.0 mg £ 10 % (332.1 to 405.9 mg) /
369,0 mr £ 10 % (o1 332,1 no 4059 mr)

4 |(Water/Boaa

1.3 % wiw / 1,3% Not more than 4.0 % w/w / He Gonee 4.0
Y

5 [Uniformity of dosage units / OxHopoanOCTH J03HPOBAHAN

Omeprazole /

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

Jomnepunon

Owmenpazon less than or equal to 15.0 / TTokasarens
npuemiemoct (AV) noymkeH GbITH He
6onee 15,0.

Domperidone / 6.0/6,0 The acceptance value (AV) should be

less than or equal to 15.0 / [lokasarens
npuememoctu (AV) nomien GbiTh He
Gonee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanne: [poayxr coorBeTcTByeT TpeGosaHusm HJI 3axkmouenne: OJIOBPEHO

Opinion : APPROVED
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IIpoaykT: Omes® JICP, kancyub! ¢ MOAHPHIHPOBARHBIM BbicBoGoxkaennem, 30 Mr+20 mr

Mfg, date: / Jara mpouseoacria:

Batch No.: / Cepust Ne:  B2302303 Batch Quantity: / O6bem mapTun: 1250000 NO
A.R. No.: / Ananmmrugecknii oruer Ne: Date of Analysis: / lata apamza:  26-08-2023
2002FP23001971

07/2023 Exp. date: / Cpox romocrn:  06/2026

Analysis performed according ND / Anasm3 nposenen no HJL: JI[1-003998-301220

Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npumecs F

Highest individual
unknown impurity / Jliro6as
€AMHHYHAas
HEeHJEHTHHUHPOBaHHAS
NPHMEChH

Total impurities /
Cymma npumeceii

Less than LOQ (LOQ = 0.012%) /
Huwxe npenena KOJIMYECTBEHHOIO
onpeaenenua (ITKO = 0,012%)
0.08% /0,08%

Not detected / He oGHapyxena

Not detected / He oGnapyskeHa

0.1%/0,1%

JS;ONO / Test / Teer Result / PesyanTat Specification / Cnennpuxanun
6 [Related substances / Poncreennnlie npamecu

Omeprazgole /
Omenpazona: 0.01%/0,01%
Impurity 1 / npumecs 1 Not detected / He oOHapyxeHa Not more than 0.50 % / He 6onee 0,50 %
Impurity 2/ npumer ) 0.02% /0,02% Not more than 0.50 % / He 6omee 0,50 %
Impurity 3/ anMeCB 3 Not detected / He oOHapyxeHa Not more than 0.50 % / He 6onee 0,50 %
Impurity 4/ nP vech 4 Less than Limit of Detection (LOD = |Not more than 0.50 % / He 6onee 0,50 %
Imp urity 5/ anMe'CB 5 0.003%) / Huxe npenena Not more than 0.50 % / He 6oJiee 0,50 %
Do‘;p e obuapyxkerns (11O = 0,003%)
{f;’”;’fg"g"/”;’"wm A [0:03%70.03% Not more than 0.50 % / He 6onee 0,50 %
Imgurily B/ ngnMeCL B Not detected / He o6HapyeHa Not more than 0.50 % / He 6onee 0,50 %

Not more than 0.50 % / He 6osiee 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 6omee 0,20 %

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

7  |Residual solvents/ OcraTodnbie opraunyeckue pacTBOPHTEIH

Methanol /
Meranon

Methylene chloride /
Merunenxnopua,

9 ug/caps / 9 mkr/kancyna

Not detected / He 06HapyskeHa

Not more than 1107 pg per capsule /
He 6osee 1107 Mxr Ha kancyay

Not more than 221 pg per capsule /
He 6oee 221 MKr HA KanCyJay

Remarks : The Product confirms to ND/
TIpumeuaune: [Tpoaykt coorBeTcTRYET TpeGoBanusim HJ{

Opinion : APPROVED
3axkmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykt: Omes® JICP, kancyabl ¢ MOAHPHIHPOBARHLIM BEICBOGOxAeAneM, 30 Mr+20 mr

Batch No.: / Cepust Ne:  B2302303 Batch Quantity: / O6sem mapran: 1250000 NO
A.R. No.: / Ananutndeckuii oruer No: Date of Analysis: / lata anaanza:  26-08-2023
2002FP23001971

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

Analysis performed according ND / Ananns nposenen no HJL: JIII-003998-301220

iZoNO / Test/ Tect Result / PesyabTat Specification / Cneund nxauus
8 |Dissolution / PacrBopenne
a) Omeprazole /
Omenpazon
i. Acid stage (0.1N HCI) i. Not more than 15% of the labeled
/B 0,1 M pactBope amount of Omeprazole (C,7H;oN30;S)
XJIOPMCTOBOAOPOAHOM 3%, 9%, 6%, 6%, 8%, 9% is released after 2 hours. / He Gonee 15
KHCJTOThI Y% ot (hakTHYEeCKOro CoAepIKaHHs
ii. Buffer stage (pH 6.8 omenpazona (Cy7H;9N3058) uepes 2 u.
phosphate buffer) / ii. Not less than 70% (Q) of the labeled
B 6ydepe pH 6,8 93%, 94%, 95%, 94%, 92%, 94% amount of Omeprazole (C,7H,oN;0,S)
is dissolved in 30 minutes / He menee
70 % (Q) OT HOMHHAIIFHOI'O
coziepyKaHus omenpasona
(C17H9N305S) uepes 30 mun.
b) Domperidone / In 0.IN HC1/B 0,1 M pactBope
Jomnepuaon XJIOPUCTOBOAOPOAHOMN KUCAOTbL:
1s*hour / wepes 1 u 23%, 23%. 23%, 20%, 23%, 23% |Between 15 % and 40 % / ot 15 % mo 40
%
4 hour/ uepes 4 u 66%, 59%, 61%, 54%, 60%, 61% |Between 30 % and 70 % / o1 30 % n0 70
Y%
8™ hour/ yepes 8 u 92%., 85%, 84%, 79%, 83%, 84% |Between 55 % and 95 % / ot 55 % no 95
%
12t hour/ yepes 12 g 102%, 96%, 95%, 91%, 95%, 96% | Not less than 70 % / He menee 70 % of the
labeled amount of Domperidone
(Cy,Ho4CIN5O,) / 0T HOMMHANIBHOTO
COZIEpPIKAHUA JIOMITEPUAOHA
(CpoH2CINsO2)
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanue: Tpoaykt cooTBeTcTBYET TpeboBanusam HJ[ 3akmiouenue: OJJIOGPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykt: Omes® ICP, kancyJibl ¢ MOAHGHIHMPOBAHHLIM BbIcBoOOKAenneM, 30 Mr+20 mr
Batch No.:/ Cepust Ne:  B2302303 Batch Quantity: / O6vem mapTun: 1250000 NO
A.R. No.: / Anaimurauecknii oruer Ne: Date of Analysis: / JaTta anammza:  26-08-2023
2002FP23001971
Mfe. date: / Jlata npoussogcrsa: 07/2023 Exp. date: / Cpok roanoern:  06/2026
Analysis performed according ND / Ananus nposemen no HJ: JII1-003998-301220

S.No /

Specification / Cnenudukanus

No Test / Tecr Result / PesyabraT
9 | Assay / KonmriecTBeHHOE ONpejesieHne
A. Omeprazole / 19.82 mg /19,82 mr
Owmernpazon (99.1%/99,1%)
B. Domperidone / 29.76 mg / 29,76 mr
JoMmepuaoH (99.2% / 99,2%)

A. Not less than 18.0 mg and not
more than to 22.0 mg of
C17H19N3O3S (Omeprazole) (90.0
to 110.0 % of label claim) per
capsule / Ot 18,0 mr g0 22,0 mr
C17H19N303S (0Mel'l[)a30.l'l) B
kancyJie (ot 90,0 10 110,0 % or
HOMUHAJBHOIO COAEPIKAHUIN),

B. Not less than 27.0 mg and not
more than 33.0 mg of
CnHuCleOz (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / Ot 27,0 mr go
33,0 Mr szHuCleOz
(nommnepunaon) B KamncyJe (oT
90,0 x0 110,0 % ot
HOMMHAJILHOT'O COlePKAHMSA),

10 (Microbial limits / Mukpo6uosoruueckas 4ucTora

a) Total aerobic microbial Less than 10 CFU/g /
count / Ob1ee yneIo Megree 10 KOE/r
a>poOHBIX
MUKpPOOPraHW3MOB

b) Total combined yeasts Less than 10 CFU/g /
and mould count / Menee 10 KOE/r

Obuee uncino
IOPOAOKEBBIX U
TUIECHEBBIX TpHUOOB

¢) E. coli Absentin1 g/
OtcyrctByeTB 1 T

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

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

¢) Shall be absent in 1g /
OtcyrctRue B I T

Remarks : The Product confirms to ND/
IIpumeuanne: TTpoaykr coorBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3axmouenne: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3ZA
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykt: Omes® JICP, kancybl ¢ MOAHGHIUPOBANHBIM BbICBOOOKAeHnEM, 30 Mr+20 mr
Batch No.: / Cepna Ne:  B2302303 Batch Quantity: / O6sem mapruu: 1250000 NO
A.R. No.: / AnanutH4ecknii oruer Ne: Date of Analysis: / laTta ananusza:  26-08-2023
2002FP23001971
Mfge, date: / laTa npon3BoacTBa: 07/2023 Exp. date: / Cpox rognocrn:  06/2026
Analysis performed according ND / Anains nposenen no HJI: JII1-003998-301220
S.No / . .
o Test / Teer Result / PeayanTaT Specification / Conenugucanus
11 | Package / YnaxkoBka 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. / Ilo 10 kancyn B Grucrepe | carton. / [lo 10 xancyn B Onucrepe w3
w3 (TNA/AJI/TIBX)  ¢onerun /| (TTA/AJI/TIBX) donerer / amoMunneBoi
anomMuHpeBodt  goasru.  Tlo 3 | donwru. TTo 1, 3, 8, 10 Gaucrepos Bmecre
GaucTepa BMeCTe € MHCTPYKUMEH | C MHCTPYKUMEH N0 NPUMEHEHUIO B Mauky
1Mo  NPUMEHEHHIO B  IaYKy | KAPTOHHYIO.
KapTOHHY!O.
12 | Labeling / Mapxuposka | According to ND /B cooteerctenu ¢ H/|
13 | Storage conditions / At temperature below 25 °C. / [Ipu Temnepartype He Bbime 25 °C.
XpaHenue
14 | Shelf life / Cpox 3 years / 3 ropa
roJAHOCTH

Remarks : The Product confirms to ND/
IIpumeuanme: Tpoayxkr coorsercrByer Tpebosanusam HJL

Opinion : APPROVED
3akarwuenne: OJOBPEHO
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