Dr. Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTU®PHUKAT AHAJIN3A

Page 1 0of 8/ Crp. 1138

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

Hpoayxr: Omes™ JICP, kancynsi ¢ mvoandnuNPoBaHHBIM BbicBodoxkAeHeM, 30 Mr+20 mr

|Market / PolHOK

: Russia/ Poccus

i 2
Batch No / . B2402795 Batch Quantity / 1250000 caps /
Cepus Ne O6bem cepun 1250000 xancyn
Analytical Repourt No/ . 2002FP24002041 Date of Analysis / . 25.09-2024
AHanuTHYecKni oTueT Ne JlaTa anann3za
Date of Manufacture / . 31-07-2024 Date of Expiry / . 30-06-2027
JlaTa npouzBoacCTBA INogen no
Mfg. License No. /
IlpousBoacTBeHHas anueH3na : 63/RR/AP/96/F/R MA number:/ Homep PY  : JI[1-Ne(002687)-(PT-RU)
No

JITI-Ne(002687)-(PT-RU)-071223

Analysis performed according ND / Anasnus nposeaen no HJ:

caps.ules size 1 with a black imprint
“Y  DR. REDDY’S” on the capsule
cap and a red imprint “ OMEZ-DSR” on
the capsule body. Capsule contents:
white and brown spherical pellets. /

Teepasie
GecupeTHblE
MapKUpOBKOM

-
« Y DR. REDDY’S» Ha KPBILLIEYKE
Kancyasl M MapKHPOBKOM KpacHOro
ueta «OMEZ-DSR» na kopnyce
1oy L. Conepenmoc Kaneyn:
cepuueckue  nemnerel  Genoro U
KOPHUYHEROIO LIBETA.

JKEJTaTHHOBbIE  MpO3payHbie
Kancysael pasmepa 1 ¢
YEpHOT0 LBeTa

S'J]:(? 4 Test / Tect Result / Pesyasrar Specification / Cneundukanus
1 Description / Onucanne Hard transparent colorless gelatin | Hard transparent colorless gelatin capsules

size 1 with a black imprint

7Y DR. REDDY’S " on the capsule
cap and a red imprint " OMEZ-DSR " on
the capsule body. Capsule contents: white
to grayish-white and brown to yellowish
brown spherical pellets. /

KEJATHHOBbIE
KarcyJbl
4epHOro

Teeparie
6ecuBeTHbIe
MapKHpPOBKOH

.
« Y DR. REDDY’S» Ha kpbliueuke
KarcyJjbl U MapKHUpPOBKOM KpPacHOTo LBeTa
«OMEZ-DSR» Ha kopmyce Kancynbl
Copepxumoe  Karcyn: cepuueckue
MeafeTsl OT 6eoro K0 cepoBaTo-0en0ro u
OT  KOPHYHEBOIO OO  JKeJITOBaToO-
KOPUYHEBOTO LIBETA.

npo3payHbie
pasmepa 1 ¢
LBeTa

Remarks : The Product confirms to ND/
ITpumeuanue: IlponyxTt cooTBeTcTBYET Tpeboranuam HJJ

Opinion : APPROVED
3axnoyenue: OJJOBPEHO

Prepared by / IToarorosnexo:
N.C.V. Raju- Quality control-

Team Member ﬂ@r’/

Checked by / ITpoeepeno:
D. Latha - Quality control- Team

Member | g

Approved by: Manager/Executive /
Onobpeno: Menenxep / PykoBoaurenb
V. Prashanth- Quality Assurance- Team

Member VﬂMQ

Print Date / Jara: 25-09-2024

Print Date / JJlata: 25-09-2024

Print Date / Hata: 25-09-2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page2 of 8/ Crp.2 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
[Mpoaykr: Omes® JICP, kancynbl ¢ MOAHPHLHPOBAHHLIM BbICBOGOMACHNEM, 30 Mr+20 Mr

Market / Puinok

: Russta / Poccus

Batch No / Batch Quantity / 1250000 caps /
: B2402
Cepus Ne 8 S0P O0bem cepun 1250000 kancyn
:nalytical Repourt No/ = . 2002FP24002041 Bate of Analysis / . 25.09-2024
HAJINTHYeCKH i oTUeT Ne aTa aHaJIu3a
Date of Manufacture / . 31-07-2024 Date of Expiry / . 30-06-2027
Jlata nponssoacTsa Tlogen ao
Mfg. License No. /
TpoussoacrBennas aunensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII1-Ne(002687)-(PT-RU)
Ne

Analysis performed according ND / Anaau3 nposegen no H/L:
JIT1-Ne(002687)-(PT-RU)-071223

2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
HpenTudpnxaunn the chromatogram of the sample | the chromatogram of test solution should
Omeprazole preparation correspond to retention times | comply with the retention times of
Domperidone / of Omeprazole and Domperidone peaks | omeprazole and domperidone peaks in the
Owenpazon in the chromatogram of the standard | chromatogram of standard solution (section
JomnepuaoH preparation under assay. / Bpemena | Assay). / Bpemena  ymepxkuBaHHS

yOep’KHBaHHA OCHOBHBIX ITMKOB HA | OCHOBHBIX IIHKOB Ha XpoMarorpamme
XpOMATOrpamMMe WCIBITYEMOr0 PacTBOPa | UCIBITYEMOTO pacTteopa IIOJKHBI
COOTBETCTBYIOT BpeMeHaM YAepKHBaHUs | COOTBETCTBOBATh BPEMEHAM YAEPXKHBaHMUS
TMKOB OMemNpa3ofia ¥ IOMIEpPUIOHa Ha | MHKOB OMeMNpa3ofia M NOMIEpHAOHa Ha
XpOMaTorpamMme CTaHIAPTHOrO PACTBOPA | XpOMATOrpaMMe CTaHAapTHOrO pacTBopa
(paznen «KonunuecteeHHoe | (pa3gen «KonuuectBeHHOE
omnpeneneHHen). OIpeaeeHue»).

3] Average weight of the net 378.44 mg/ 378,44 mr 369.0 mg = 10 % (between 332.1 to 405.9
content / Cpeansas macca mg) /
COOEPIKHMOI0O Kancya 369,0 mr + 10 % (or 332,1 no 405,9 mr)

4 Water content / 1.3% w/w / 1,3% w/w Not more than 4.0 % w/w / He 6onee 4,0 %
Copnepxanue BOAbI

5 Uniformity of dosage units / OqHopoaHOCTE J03MPOBAHHBIX e THHHLY

Omeprazole / Omenpason

Domperidone /
Jomnepunon

49749

9.0/9,0

Acceptance value (AV) should be less than
or equal to 150 / [Tlokasarens
npuemsiemoctd (AV) nomkeH ObITb He
oonee 15,0.

Acceptance value (AV) should be less than
or equal to 150 / Tloka3zarens
npuemaeMoctd (AV) nomkeH ObITb He
6onee 15,0.

Remarks : The Product confirms to ND/
Hpumeuanne: I[lpoaykT coorBeTcTBYET TpeOoBaHusam HJJ

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / TTonrotoBnexo:
N.C.V. Raju- Quality control-

Team Member W: t;

Checked by / Iposepeno:
D. Latha - Quality control- Team

Member ( g ;

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykoBoourens
V. Prashanth- Quality Assurance- Team

Member Q

Print Date / lata: 25-09-2024

Print Date / lata: 25-09-2024

Print Date / lata: 25-09-2024




Dr.Reddy’s Q!‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page30f8/Crp.3u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
NpoayxT: Omes* JICP, kancybl ¢ MOAHGUUHPOBAHHBIM BbicBOGOMACHIIEM, 30 M+20 MT

Market / PoiHok

+ Russia / Poccus

Batch No / B Batch Quantity / 1250000 caps /

. P 2 .
Cepusa Ne # B2402795 O0bem cepiti 1250000 kancyn
Analytical Repovrt No/ . 2002FP2400204] Date of Analysis / . 25-09-2024
Anaantnyeckuii oryer No JdaTa ananusa
Date of Manufacture / . 31-07-2024 Date of Expiry / . 30-06-2027
JlaTa npon3BOACTBA Tonen no
Mfg. License No. /
NpoussoacrBenHas Juuensnst : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIITI-Ne(002687)-(PT-RU)
Ne

JITT-Ne(002687)-(PT-RU)-071223

Analysis performed according ND / Ananns nposeaen nmo HJL:

6 Impurities / [Ipumecn

Omeprazole / Omenpaszona:
Impurity 1 / npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / mpumecs 3
Impurity 4 / npumecn 4
Impurity 5 / mpumecs 5
Domperidone /
Homnepuoona:

Impurity A / npumMecs A
Impurity B / npumecs B
Impurity C / npumece C
Impurity D / npumecs D
Impurity F / npumecs F
Any individual unidentified
impurity / JTlrobas
€AMHUYHAS
HeuaeHTHULMPOBaHHAs
npUMech

Total impurities /

CymMMa npumecei

0.01%/0,01%

Less than Limit of Detection (LOD
0.003%) / Hwxe npemena obHapyxeHHs
(ITO = 0,003%)

0.02% / 0,02%

Less than LOQ (LOQ = 0.020%) / Huxe
npenesia KOJMYECTBEHHOrO OrpeneneHus
(TIKO = 0,020%)

Less than LOQ (LOQ = 0.010%) / Huxe
npejena KOJWYECTBEHHOrO ONpeeseHHs
(ITKO = 0,010%)

Not detected / He obHapyskeHa

Not detected / He o6HapyskeHa

Less than LOQ (LOQ = 0.012%) / Huxe
npenena KOJMUECTBEHHOTO ONpeaeseHUs
(TIKO = 0,012%)

0.16%/0,16%
Less than LOQ (LOQ = 0.013%) / Huxe
npelesia KOJIMYECTBEHHOro ONpeaeNeHus
(TTKO = 0,013%)

Not detected / He oGHapyxeHa

0.2% /0,2%

Omeprazole / Omenpaszona:

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 %
Domperidone / Jomnepuoona:

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 6onee 0,20 %
Not more than 2.5 % / He 6onee 2,5 %

Remarks : The Product confirms to ND/
IMpumeuanue: IIponykT cooTBeTcTBYET TpeGoBanusam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / IToarorosmneHo:
N.C.V. Raju- Quality control-

Team Member ﬂ%—

Checked by / IIpoepeHo:
D. Latha - Quality control- Team

Member ! g

Approved by: Manager/Executive /
Ono6peno: MeHemxkep / PykoBoaurens
V. Prashanth- Quality Assurance- Team

Member Q

Print Date / JTara: 25-09-2024

Print Date / lata: 25-09-2024

Print Date / lata: 25-09-2024




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTUO®PUKAT AHAJIU3ZA

Page4 of 8/ Crp. 43 8

Product:

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

[TIpooykr: Omes® JCP, kancyabl ¢ MOANGIUIIPOBAHHBLIM BbIcBOGOKAeHHeM, 30 mMr+20 mr

Market / Peinok

: Russia / Poceus

i 2
Batch No / . B2402795 Batch Quantity / . 1250000 caps /
Cepus Ne O6nem cepun 1250000 xancyn
Analytical Repovrt No / . 2002FP24002041 Date of Analysis / . 25.09-2024
AHaauTnyeckuii oruer No Jara ananusza
Date of Manufacture / . 31-07-2024 Date of Expiry / . 30-06-2027
/laTa npon3BoacTBA T'onen no
Mfg. License No. /
IMpousBoacreenHas anuensus @ 63/RR/AP/96/F/R MA number:/ Homep PY  : JIT1-No(002687)-(PT-RU)
Ne

JITT-Ne(002687)-(PT-RU)-071223

Analysis performed according ND / Ananus nposeaen no HA:

7

Residual solvents/ OcTaTouHble OpraHuiecKHe pacTBOPHTEH

a) Methanol /
Metanon
b) Methylene chloride /

MeTunenxaopun

5 pg/caps / 5 Mxr/kancyna

Not detected / He o6HapyxeHa

a) Not more than 1107 pg per capsule /
He Gonee 1107 Mxr Ha kancyiny
b) Not more than 221 ng per capsule /

He 6onee 221 mkr Ha kancyy

Dissolution / PacTBopenue

a) Omeprazole /
Owernpazon

i. Acid stage (0.1N
HCl) /
B 0,1 M pactBope
XJIOPUCTOBOJOPOJHO
M KECTOTHI

ii. Buffer stage (pH 6.8
phosphate buffer) /

B 6ydepe pH 6,8

3%, 0%, 0%, 4%, 0%, 0%

96%, 98%, 93%, 94%, 94%, 96%

In a 0.1 M hydrochloric acid solution - not
more than 15 % of the label amount of
omeprazole (C,7H9N30;3S) after 2 hours. /
B 0,1 M pacTBope XJ10pOBOAOPOAHOM
KucnoTs! — He Gonee 15 % or
thakTHYECKOrO colepKaHus

omerpazona (C7H;9N30sS) uepes 2 u.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(C17H9N30;38) after 30 minutes./

B 6ydepe pH 6,8 — ve menee 70 % (Q)

OT HOMUHAJILHOTO COAEPKaHHUS
omenpasona (C7HoN50:S) uepes

30 MuH.

Remarks : The Product confirms to ND/
Ipumeuanmne: I[NpoaykT coorBeTcTBYET TpeboBaHuam HJJ

Opinion : APPROVED
3axmwuenue: OJJOBPEHO

Prepared by / IToarotorneHo:
N.C.V. Raju- Quality control-

Team Member @’

Checked by / IIpoepeno:
D. Latha - Quality control- Team

Member L@’

Approved by: Manager/Executive /
OnobpeHo: MeHemxkep / PykoBoaurenb
V. Prashanth- Quality Assurance- Team

Member M

Print Date / Jara: 25-09-2024

Print Date / Jarta: 25-09-2024

Print Date / lata: 25-09-2024




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIN3A

Page 5 of 8/ Crp. 513 8

|Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
poayxT: Omes® ACP, kancyibl ¢ MOAH(UUNPOBAHHBIM BbICBOGOKAEHEM, 30 Mr+20 Mr

‘Market/ PuiHok

: Russia/ Poccus

i 2
Batch No / . B2402795 Batch Quantity / 1250000 caps /
Cepusi No O6bem cepin 1250000 kancyn
Analytical Repourt No/ . 2002FP24002041 Date of Analysis / . 25.09-2024
AHanuTH4ecknii oTueT No JlaTa ananusza
Date of Manufacture / . 31-07-2024 Date of Expiry/ . 30-06-2027
Jarta npon3BoAcTBa T'oaen a0
Mfg. License No. /
Ipoussoacreennan guuensusa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIT1-Ne(002687)-(PT-RU)
Ne
Analysis performed according ND / Ananu3s nposeaen no HJI:
JITT1-Ne(002687)-(PI'-RU)-071223

b) Domperidone /

HomnepunoH

i. after 1 hour/uepe3 1 u

ii. after 4 hours / uepes 4 4

after 8 hours / uepez 8 u

iii.

iv. after 12 hours / uepes
124

30%, 28%, 32%, 35%, 27%, 32%,
35%, 32%, 33%, 31%, 33%, 33%
Average (L1+L2): 32%

67%, 63%, 70%, 74%, 59%, 70%,
74%, 67%, 69%, 67%, 67%, 67%
Average (L1+L2): 68%

90%, 87%, 91%, 92%, 83%, 92%,
94%, 89%, 92%, 88%, 90%, 87%
Average (L1+L2): 90%

102%, 98%, 100%, 100%, 94%, 99%,
103%, 99%, 103%, 97%, 102%, 95%
Average (L1+L2): 99%

In 0.1M hydrochloric acid solution /

B 0,1 M pacTBOpe X/10pOBOAOPOAHOMN
KUCJIOTBL:

between 15 % and 40 % / ot 15 % 10 40 %

between 30 % and 70 % / ot 30 % n0 70 %

between 55 % and 95 % / ot 55 % no 95 %

not less than 70 % / He Menee 70 %

of the labeled amount of Domperidone
(C22H24CINsO5) / 0T HOMHHaNBHOTO
COOepIKaHus JOMNePUIOHA

(C22H24CINs0O2)
9 |Assay/ KonndecTBeHHoe onpeaesieHHe
A. Omeprazole/ 20.36 mg /20,36 mMr A. From 180mg to 220mg of
Owmenpazon (101.8% / 101,8%) Cy7H19N3Os3S (Omeprazole) per

capsule (90.0 to 110.0 % of the label
claim) / Ot 18,0mr po 22,0 mr
C17H9N;0sS (omenpazon) B karcyJfie
(o1 90,0 no 110,0 % 0T HAOMUHATTRHOTO
cozepKanns).

Remarks : The Product confirms to ND/
IIpumeuyanne: [Ipoaykt cooTBeTcTBYET TpeboraHusam HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / TToarotoBneHo:
N.C.V. Raju- Quality control-

Team Member f@”

Checked by / IIposepeHo:
D. Latha - Quality control- Team

Member ! g

Approved by: Manager/Executive /
Ono6GpeHo: Menemskep / Pykoroautens
V. Prashanth- Quality Assurance- Team

Member Q

Print Date / lara: 25-09-2024

Print Date / Jlata: 25-09-2024

Print Date / ara: 25-09-2024




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTHUO®UKAT AHAJIM3A

Page 6 of 8/ Crp. 6 13 8

|Pr0duct: Omez DSR, modified-release capsules, 30 mg+20 mg /
[TTpoaykT: Omes® ACP, kancynbi ¢ mMoAnpuLIPOBAHHBLIM BbicBoOOKAeHHeM, 30 Mr+20 mr

Market / Poinok

: Russia/ Poceus

i 2
Batch No / . B2402795 Batch Quantity / . 1250000 caps /
Cepus Ne O6bvem cepuil 1250000 xaricyn
Analytical Repo“rt No/ . 2002FP24002041 Date of Analysis / . 25.09-2024
AHaanTi4yeckuii oruer Ne JlaTa anaausa
Date of Manufacture / . 31-07-2024 Date of Expiry / . 30-06-2027
Jara npon3BoAcTBa Toaeu ao
Mfg. License No. /
MpoussoacTeenHas auuensusa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIT1-Ne(002687)-(PT-RU)
Ne

JITT-Ne(002687)~(PI'-RU)-071223

Analysis performed according ND / Ananu3s nposegen no H/:

B. Domperidone / 30.04 mg /30,04 mr B. From 27.0 mg to 33.0 mg
JomnepuaoH (100.1% / 100,1%) C»H24CINsOQ>  (Domperidone)  per
capsule (90.0 to 110.0 % of the label
claim) / Or 27,0mMr no 33,0mr
C22H24CIN5O2 (nomnepHaoH) B
kancyne (ot 90,0 ngo 110,0% ot
HOMWHAJILHOTO COLEprKaHu).
10 [Microbial limits / MukpoGHoJlornieckasi Y4HCTOTA
a) Total aerobic microbial Less than 10 CFU/g/ a) Not more than 10° CFU/g/
count / O6Luee 4ucno Meunee 10 KOE/r He 6onee 10° KOE/r
a3pOOHBIX
MHKPOOPraHHU3IMOB
b) Total combined yeasts Less than 10 CFU/g / b) Not more than 10° CFU/g /
and mould count / Menee 10 KOE/r He 6onee 10?2 KOE/r
O6wee uucno
LPOHOKEBBIX
IUIECHEBLIX IPUOOB
¢) E. coli Absentinl g/ c) Shall be absentin 1g/
OrcytcreyerB | T OrcyrctBue B 1 1
11 Package / YnakoBka 10 capsules in a (PVC/AI/PA)|10 capsules in a (PVC/AI/PA)
foil/aluminum foil blister. 3 blisters and | foil/aluminum foil blister. 1, 3, 8, 10
patient information leaflet (package | blisters and patient information leaflet
insert) in a carton. / Tlo 10 kancyn B | (package insert) in a carton. / Ilo 10
6aucrepe w3 (MIBX/AJI/TIA) donbru / | kancyn B Omucrepe u3 (IIBX/AJI/TIA)
anroMuHueBoii gonsru. ITo 3 Gnucrepa | donwru / amomuuuesoit goneru. Tlo 1, 3,
BMECTE c WHCTpYKUUE#H no | 8, 10 6ancTepoB BMeCTe ¢ MHCTPYKLMEN M0
MEAULMHCKOMY TNPUMEHEHHIO (JIMCTKOM- | MEAMLUMHCKOMY TNPUMEHEHHUIO (IMCTKOM-
BKJIA/IbILIEM) B Na4YKy KapTOHHYIO. BKJIAAbIIEM) B MA4YKY KADTOHHY!O.

* Limits in this specification are shelf-life. When a product is released, it is tested according to the release specification, so
more stringent limits may be specified in the certificate of analysis.

Remarks : The Product confirms to ND/
Tlpnmeuanne: IlpoaykT cootBeTcTBYET TpeboBanusam HJ|

Opinion : APPROVED
3akmmouenne: OJJOBPEHO

Prepared by / [Toaroroenexo:
N.C.V. Raju- Quality control-

Team Member @J

Checked by / [IposepeHo:
D. Latha - Quality control- Team

Member [ g;

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykopoaurens
V. Prashanth- Quality Assurance- Team
Member

Print Date / lata: 25-09-2024

Print Date / lara: 25-09-2024

Print Date / [lata: 25-09-2024




Dr. Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 70f 8/ Crp. 73 8

[Product: Omez DSR, modified-release capsules, 30 mg+20 mg / |
IpoayxT: Omes® JICP, kaneydibi ¢ MoANGHUNPOBAHNBIM BbicBoGOKIeHHEM, 30 MT+20 Mr |

Market / Peinox : Russia/ Poccus
Batch No / Batch Quantity / 1250000 caps /

: B2402 :
Cepns Ne B2402795 O6bem cepuu 1250000 kancyn
Analytical Repovrt No/ . 2002FP24002041 Date of Analysis / . 25-09-2024
AHanuTHYEeCKHH oTueT Ne JaTa ananusa
Date of Manufacture / . 31-07-2024 Date of Expiry / . 30-06-2027
JaTta npousBoacTsa T'ogen no
Mfg. License No. /
IMpouspoacreennas auuensns : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII1-Ne(002687)-(PI'-RU)
Ne
Analysis performed according ND / Anaaus nposeaed no H/I:
JITT-No(002687)-(PI'-RU)-071223

* — Hopwmel B crieundMKauMK OpeaCTaBiieHsl Ha CpOK ToaHOCTH. [Ipu Bbinycke npenapar NpoBepAETCs B COOTBETCTBHUU CO
cneundukaliieil Ha BBITYCK, MO3TOMY B ceprvdukaTe aHanu3a Ha MpenapaTt MOryT ObIThb ykasaHbl 6o/ee CTpOrMe HOPMEL,
ueM B HACTOSLLEM HOPMATHBHOM JNOKYMEHTE M0 KauecTBy.

API name / Haumenosanne A®C: Omeprazole / Omenpason Domperidone /Jomnepuaon
INN / MHH: Omeprazole / Omernpazson Domperidone / JlomnepuaoH
API manufacturer batch number /

Howmep cepuu npoussoantesis ADC: OME/Q0124 0000118175 & 0000116355

FP Manufacturer API Batch number /

Homep cepun cy6cranuun FBRA00323 FBRHO00018
npouszBoauTens [JID:

API Manufactured by & country / Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India /
IIpousBoantens A®C, crpana: W punu @apmacerotrkaic Jita, Muaus Bacynxa ®apma Kewm JIta, Unaus

Name, address, authorization No for | Dr. Reddy's Laboratories Ltd., Formulation Tech Ops — II, Survey No. 42p, 43,
FP manufacturing site / Control site / | 44p, 45p, 46p, 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal

Release site / Malkajgiri District - 500090, Telangana State, India (license No.
HaunmeHoBaHHe, afpec, NHIEH3Hs MJsl 63/RR/AP/96/F/R) /

IIpousBoacTBeHHAsI MJIOIIAAKA / H-p Pennu’c Jlabopatopuc JIta., [IpousroncteenHoe noapasnenenme-1I,
IInowanka KOHTpPOAs KayecTsa / VYuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu Bunnanx,
IMnomaaka BuIMyCKa Bauynannu Maugan, Menuan Mankamxrupu Juctpukr - 500090, wrat

Tenanrana, Maaus (JTuuenszus No 63/RR/AP/96/F/R)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance
with the GMP requirements of the Eurasian Economic Union (No GMP/EAEU/RU/00573-2022 dt. 23 September 2022} and
requirements to the medicinal quality and with the specifications in the Marketing Authorization dossier of the importing
country. Production, packaging and testing records are verified and their compliance with Good Manufacturing Practice of
the Eurasian Economic Union is established».

3akaoueHue o coorBercTBuu: «HacTosiM s NoaTBepkOalw, YTO NpHBeAeHHas Bbille WH(oOpMauus ABRAETCS
JIOCTOBEPHON ¥ TOYHOH. DTa cepus MPOAYKUWU Mpon3BedeHa (BKIOUas YNakoBKY (MapKUpOBKY) U KOHTPOJIb KauecTBa) Ha
RBINEYKA3aHHOM TPOMIROACTREHHONW nomanke (Maoimankax) B TOJHOM COOTRETCTRUM ¢ TpeboBanuamu [lpasun
HalJlexauleil NpON3BOACTBEHHON mpakTuku EBpasuiickoro skoHomudeckoro cotosa (Ne GMP/EAEU/RU/00573-2022 ot 23
ceutsbps 2022) u TpeOOBaHUAMH KOHTPONsS KayecTBa JIeKapCTBEHHbIX CPEACTB, a TaKKe B COOTBETCTBMH CO

Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumeuanme: Ilpogykt coorseTcTByeT TpeboBaHusm HJI 3akmouenne: OJJOBPEHO

Prepared by / TloarorosneHo: Checked by / ITposepeHo: Approved by: Manager/Executive /
N.C.V. Raju- Quality control- D. Latha - Quality control- Team Ono6peHo: Menemxkep / Pykosogurenb

Team Member Member V. Prashanth- Quality Assurance- Team
i L%'; Member .)M\q
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Page 8 of 8/ CTp. 8 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes™ JCP, kancyJsl ¢ Mo GIuHPOBAHHBIM BbicBobokaeHnem, 30 Mr+20 mr
Market / PoiHok : Russia / Poccus
Batch No / Batch Quantity / 1250000 caps /
. R? 0
Cepnsa Ne | B2d02455 O0bem cepun * 1250000 kancyn
Analytical Repourt No/ . 2002FP24002041 Date of Analysis / . 25-09-2024
AHanuTHUYeCKniH oT4eT No JlaTa ananuza
Date of Manufacture / . 31-07-2024 Date of Expiry / . 30-06-2027
JaTta npousBoacTsa logen xo
Mfg. License No. /
IpoussoacTeennas auuensnda : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIIT-Ne(002687)-(PI-RU)
Ne
Analysis performed according ND / Ananu3 nposeaen no HJ:
JITI-Ne(002687)-(PI'-RU)-071223

cneuudrKauMsIMHU, COOEPKALUMMUCS B PETHCTPALIMOHHOM JIOChE CTPaHbl-MMIOPTEpa. 3aMMCH MO NPOU3BOACTBY, YMAKOBKE H
aHAIM3Y TPOBEPEHBI, U YCTAHOBJEHO WX COOTBETCTBUE TpebGopanusam [IpaBun Haamexaiueld MPOW3BOACTBEHHON MPaKTHUK

EBpa3uiickoro 5KOHOMHYECKOro com3a.

Remarks : The Product confirms to ND/ Opinion : APPROVED
ITpumeuanue: [IponyxT coorBercTByeT TpeboraHusim HJI 3akmouenne: OJJOBPEHO
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