Df.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS
CEPTHOPUKAT AHAJIN3A

Page 1 of 8/ Cip. 1 n3 8

[Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
M poayxr: Omes™ JACP, kancyinl ¢ MoanduunpeBanbiv BoicBoGomaentem, 30 mr+20 mr

‘Market/ Poinox

: Russia/ Poccus

}Batch No / . B2403134 Batch Quantity / 1250000 caps /

|Cepusi Ne I O6bem cepun 1250000 kancyn
Analytical Repovrt No/ . 2002FP24002299 Date of Analysis / . 30-09-2024
AHanuTHYecKHH oTueT No JlaTa anaaunza

Date of Manufacture / . 24-08-2024 Date of Expiry/ . 31-07-2027

JarTa npousBoacTBa I'ogen o

Mfg. License No. /

[Mpouseoacreennas auuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII1-Ne(002687)-(PI'-RU)
Ne

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

Analysis performed according ND / Ananu3 nposeaex no H/:

S';‘?/ Test / Tecr Result / PesyasTar Specification / Cnenundnrkauus
1 Description / Onucanue Hard transparent colorless  gelatin | Hard transparent colorless gelatin capsules

cap§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. /

Teepaple  KeNaTUHOBbIE
OecLBeTHbIE  KarCybl
MapKHpPOBKOU YEpHOTO

N
« 7Y DR. REDDY’S» ma KpblLeyke
Kancynbl M MapKUPOBKOH  KpacHOro
ugera «OMEZ-DSR» Ha «xopmnyce
Karcy sl Coaeprxumoe KancyJs
chepudeckue  meieTel  Oeqoro W
KOPHYHEBOTO LIBETA.

Tpo3pauHble
pasmepa 1 ¢
uBeTa

size 1 with a black imprint

n Y 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. /

Teepasie
OecuBeTHEBIE
MapKHpOBKOH

»

« “Y DR. REDDY’S» Ha KpbllIEYke
Karncysibl U MapKUWpOBKO# KpacHOro LBeTa
«OMEZ-DSR» Ha koprnyce KarcCyJbi.
Conepxxumoe  Kancylt: cthepuueckre
neJuleTsl oT Genoro oo cepoparto-6enoro u
OT  KOPMYHEBOro  JO  IKENTOBAaTO-
KOPHUYHEBOTO L[BETA.

JEJNATUHOBBIE  NpO3pauHble
Kancyiael pasmepa 1 ¢
4epHOro uBera

Remarks : The Product confirms to ND/
Ipumeuanue: Ilponyxr coorBercTByeT TpeboBaHUsaM HJT

Opinion : APPROVED
3axmouyenne: ONOBPEHO

Prepared by / IloarorosneHo:
CH. Prasad- Quality control- Team

Member Q@
|

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

Member ( E ;

Approved by: Manager/Executive /
Onobpeno: MeHemkep / PykoBogurens
Ajay Kumar - Quality Assurance- Team
Member ~

Print Date / Jara: 30-09-2024

Print Date / JTata: 30-09-2024

Print Date / [lata: 30-09-2024




Dl;. Reddy’s Q'.'..‘.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page2 of 8/ Crp.2 nz 8

|Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
{Hpoaykr: Omes® JICP, xancynisl ¢ MOAHGUIUIPOBAHHLIM BhLICBOGOKAEHeM, 30 Mr+20 mr

Market / Poinok

: Russia/ Poccus

Batch No/ . B2403134 Batch Quantity / 1250000 caps /

|Cepnst Ne PR O61em cepun 1250000 kancyn
Analytical Repovrt No/ . 2002FP24002299 Date of Analysis / . 30-09-2024
AHanuTinyeckuii oruer No Jlara anaansa

Date of Manufacture / . 24-08-2024 Date of Expiry / . 31-07-2027

Jara npousBoacTBa T'onen no

Mfg. License No. /

TIpouseoacreenHas auuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII[I-Ne(002687)-(PI'-RU)
Ne

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

Analysis performed according ND / Ananus nposeaen no HJI:

2 Identification /
Nnenrtndukauns
Omeprazole
Domperidone /
Owmenpazon
JomnepuaoH

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. / Bpemena
YOEp>KUBAHMUS  OCHOBHBIX IHKOB Ha
XpOMaTOrpaMMe HCIBITYEMOrO pacTBopa
COOTBETCTBYIOT BPEMEHaM yIep KUBAHUs
NUKOB OMEMNpa3ofa W OOMIEpPUIOHa Ha
XpomarorpaMMe CTaHNapTHOrO PacrBopa

The retention times of the main peaks in
the chromatogram of test solution should
comply with the retention times of
omeprazole and domperidone peaks in the
chromatogram of standard solution (section

Assay). / Bpemena  yaepxuBaHus
OCHOBHBLIX THMKOB Ha XpOMarorpamme
HCTLITYEMOTO pactBopa [OJKHbI

COOTBETCTBOBATL BpEMECHAM YIACPIKHMBAHUA
NUKOB OMEIMpasodja U AOMNECpUAOHA Ha
XpomMmarorpamMme CTaHOApTHOro pacTBopa

(pazzmen «KonuuectsenHoe | (pazaen «Konuuyecreennoe

onpeneneHuey ). OrpeaeaeHUe»).
3 Average weight of the net 373.21 mg/ 373,21 mr 369.0 mg + 10 % (between 332.1 to 405.9
content / Cpeausis Macca mg) h

COAEPIKUMOro KarmncyJi

369,0 mr = 10 % (ot 332,1 no 405,9 mr)

4 |Water content /
Coaepixanue BOAbI

5 Uniformity of dosage units

1.2% wiw / 1,2% wiw

Not more than 4.0 % w/w / He Gonee 4,0 %

/ OXHOPOAHOCTH JO3UPOBAHHBLIX €IHHHUILL

Domperidone /
JomnepunoH

Omeprazole / Omenpazon

4.8/4,8

57757

Acceptance value (AV) should be less than
or equal to 150 / TlokazaTtenn
npuemnemoctd (AV) nomkeH ObITh He
6onee 15,0.

Acceptance value (AV) should be less than
or equal to 15.0 / Tloka3arens
npuemnemoctd (AV) nomkeH ObITb He
tonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykT cootseTcTByeT TpeboBanuam HJL

Opinion : APPROVED
3aknwuenne: ONOBPEHO

Prepared by / IloaroropneHo:

CH. Prasad- Quality control- Team

Member C%g

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

Member ! g 2

Approved by: Manager/Executive /
OnobpeHo: Menenxep / PykoBoauTens
Ajay Kumar - Quality Assurance- Team
Member N

Print Date / Tata: 30-09-2024

Print Date / lata: 30-09-2024

Print Date / JaTa: 30-09-2024




Df.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIU3A

Page3 of 8/ Crp.3 u3 8

'Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoayxr: Omes® JICP, kaneyas ¢ MoandHUIPOBAHHBIM BbICBOGOMKIeHHEeM, 30 Mr+20 Mr

Market / Peinok

: Russia/ Poccus

Batch No / . B2403134 Batch Quantity / 1250000 caps /

Cepus Ne i O6bem cepun 1250000 kancyn
Analytical Repovrt No/ . 2002FP24002299 Date of Analysis / . 30-09-2024
AHAJIUTHYeCKHIT oTYeT No HaTa anaamnsa

Date of Manufacture / . 24-08-2024 Date of Expiry / . 31-07-2027

JlaTa npousBsoacTBAa ToneH no

Mfg. License No. /

TlpousBoacTBenHas inuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT"-RU)
Ne

Analysis performed according ND / Ananu3s nposeaen no H/:
JITT-Ne(002687)-(PT-RU)-071223

6

Impurities / Ipumecn

Omeprazole / Omenpazona:
Impurity 1 / npumecs |
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5 / npumecs 5
Domperidone /
domnepudona:

Impurity A / npumecs A
Impurity B / npumecs B
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npumecs F
Any individual unidentified
impurity / Jliobas
€IUHUYHAs
HeuAeHTUULIMPOBaHHAS
HpUMEChH

Total impurities /

Cymma npumeceit

0.01%/0,01%
Not detected / He oOHapyxeHa
0.02%/0,02%

Less than Limit of Detection (LOD =
0.007%) / Hwxe npepena oGHapyXeHus
(IO = 0,007%)

Less than LOQ (LOQ = 0.010%) / Huxe
npenena KOJIMYECTBEHHOIO ONpeAeneHus
(ITKO = 0,010%)

Not detected / He 06HapyxeHa

Less than LOQ (LOQ = 0.014%) / Huxe
npefieNia KOJMYECTBEHHOTO OIPENc/IEHUs]
(TIKO = 0,014%)

Not detected / He o6HapykeHa
0.17%/0,17%

Less than LOQ (LOQ = 0.013%) / Hixke
npefesna KOMMYECTBEHHOTO ONpeaeeHus
(TTIKO = 0,013%)

Not detected / He oBHapyxeHa

0.2% /0,2%

Omeprazole / Omenpazona:

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 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Domperidone / lomnepudona:

Not more than 0.50 % / He Gousiee 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 Gonee 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/
IIpumedanne: Ilpoaykr cootBercTBYET Tpebosanusam HJJ

Opinion : APPROVED
3akmwouenne: OJOBPEHO

Prepared by / Ilogrotoenexo:
CH. Prasad- Quality control- Team
Member

yi

Checked by / TIposepeno:
Latha. D - Quality control- Team
Member

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBonuTens
Ajay Kumar - Quality Assurance- Team
Member ~

Print Date / Jata: 30-09-2024

Print Date / [Tara: 30-09-2024

Print Date / JTata: 30-09-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Page 4 of 8/ Crp. 4 13 8

|Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
MNpoayxr: Omes™ JICP, kancy.in ¢ MoaudnupoBanibIM BhIcBOGOXAeHeM, 30 Mr+20 mr

Market / PoiHok

: Russia/ Poccusn

Batch No / - Batch Quantity / 1250000 caps /

. 2 2
Cepus Ne B0 156 O6bem cepnu 1250000 kancyn
Analytical Repovrt No/ . 2002FP24002299 Date of Analysis / . 30-09-2024
AHaanTHyeckuii otuer Ne Jlara anaanza
Date of Manufacture / . 24-08-2024 Date of Expiry / . 31-07-2027
JlaTa npou3BoaCTBA T'ogeH xo
Mfg. License No. /
IpoussoacTeBenHasn nnuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIIT-Ne(002687)-(PT-RU)
Ne

Analysis performed according ND / Ananus nposeaen no HJL:

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

J

Residual solvents/ OcTtaTouHble opraHuueckHe pacTBOPUTEH

a) Methanol /
Metanon
b) Methylene chloride /

MeTtuneHxnopus

3 pg/caps / 3 mxr/kancyna

Not detected / He 0bHapyxeHa

a) Not more than 1107 pg per capsule /
He 6onee 1107 mkr Ha kancyny
b) Not more than 221 pg per capsule /

He Gonee 221 MKr Ha KancyJjy

Dissolution / PacTBopenue

a) Omeprazole/
Owmernpazon

i. Acid stage (0.IN
HCl)/
B 0,1 M pacrteope
XJIOPUCTOBOAOPOJHO
H KMCJIOTBI

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

5%, 7%, 2%, 12%, 8%, 7%

96%, 95%, 94%, 91%, 91%, 89%

In a 0.1 M hydrochloric acid solution - not
more than 15 % of the label amount of
omeprazole (C17H;oN50;S) after 2 hours. /
B 0,1 M pactBope X10pOBOAOPOAHOM
KHCJIOTHI — He Gonee 15 % oT
(akTHUecKOro cogepsKaHHs

omenpazona (C7HsN3OsS) uepes 2 u.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(Ci7H19N505S) after 30 minutes./

B 6ydepe pH 6,8 — ne menee 70 % (Q)

OT HOMUHAJILHOTO COAEPKaHHUS
omenpazona (C7H9N3058) uepes

30 MuH.

Remarks : The Product confirms to ND/
IIpumeuanue: Ilpogykr cootBeTcTBYET TpeGoBaHuam HJI

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by / TToarorosneno:
CH. Prasad- Quality control- Team

Member Q?

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

Member ! g

Approved by: Manager/Executive /
OnobpeHo: MeHemxkep / PyxoBoautens
Ajay Kumar - Quality Assurance- Team
Member n

Print Date / Jata: 30-09-2024

Print Date / Jata: 30-09-2024

Print Date / JTata: 30-09-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Page Sof 8/ Crp. 513 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoayxr: Omes™ JICP, kancy.anl ¢ Moandnuiposansbsim BLIcBoOOKAeHHEM, 30 Mr+20 mr

Market / PuiHok : Russia/ Poccust
Batch No / | Batch Quantity / 1250000 caps /

. R240313 | i
Cepns Ne ket Obbem cepun © 1250000 xancyn
Analytical Repovrt No/ . 2002FP24002299 Date of Analysis / . 30-09-2024
AvanuTnyecknii oryer Ne Jara anaau3a
Date of Manufacture / . 24-08-2024 Date of Expiry / . 31-07-2027
JlaTa npoH3BOACTBA I'onen no
Mfg. License No. /
IpousBoacreenHas anuensusa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIIT-N2(002687)-(PT"-RU)
Ne
Analysis performed according ND / Ananus nposeaen no HJ:
JIT1-Ne(002687)-(PT-RU)-071223

b) Domperidone/ In 0.1M hydrochloric acid solution /
HomnepuaoH B 0,1 M pacrsope x10poBOAOPOAHOH
KHCIIOTBI:
i. after 1 hour/uepe3 | u 33%, 32%, 28%, 27%, 27%, 27%, between 15 % and 40 % / ot 15 % no 40 %

29%, 34%, 27%, 31%, 32%, 30%
Average (L1+L2): 30%

ii. after 4 hours / uepes 4 u 74%, 74%, 60%, 62%, 59%, 63%, between 30 % and 70 % / ot 30 % 0o 70 %
65%, 74%, 61%, 71%, 70%, 65%
Average (L1+L2): 67%

iii. after 8 hours / uepes 8 4 97%, 91%, 85%, 84%, 82%, 85%, between 55 % and 95 %/ ot 55 % 1o 95 %
86%, 95%, 83%, 87%, 92%, 86%
Average (L1+L2): 88%

iv. after 12 hours / uepe3 106%, 102%, 97%, 95%, 94%, 95%, not less than 70 % / ne menee 70 %
124 o o o o o o of the labeled amount of Domperidone
96%, 103%, 93%, 101%, 100%, 94% (C2sHz4CIN5O5) / OT HOMHHATEHOLO
Average (L1+L2): 98% cojliepKaHus AOMIEPHAOHA
(C22H24CIN5O2)
9 |Assay / KojquuecTBeHHOe onpeaesieHHe
A. Omeprazole / 20.22 mg /20,22 mr A. From 180mg to 22.0mg of
Owmenpazon (101.1%/101,1%) Ci7HisN505S (Omeprazole) per

capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mMr pmo 22,0wmr
C17H9N505S (omempazon) B Kamncyse
(o1 90,0 no 110,0 % oT HOMHHAIBLHOTO

colepKaHus).
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanne: Ilponykt cooTeercTByeT TpeboraHuam HJJ 3akaouenne: OJOBPEHO
Prepared by / IloaroroeaeHo: Checked by / TIpoeepeno: Approved by: Manager/Executive /
CH. Prasad- Quality control- Team | Latha. D - Quality control- Team Onobpeno: Menemxep / PykosoauTens

Member C@ Member Ajay Kumar - Quality Assurance- Team
] L&ﬁ,_ Member t<?

Print Date / ata: 30-09-2024 Print Date / lara: 30-09-2024 Print Date / Jara: 30-09-2024




Dr. Reddy’s ":’.

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

Page 6 of 8/ Crp. 6 113 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
{Mposyxrr: Omes* JICP, kancyas! ¢ MoanpUUIPOBAHHLIM BbicBoGoMAenneM, 30 Mr+20 mr

jMarket / PhiHOK

: Russia / Poccus

|Batch No / s BouoE| |Batch Quantity / . 1250000 caps /
Cepust No e |O6bem cepun © 1250000 kancyn
- ) T -
Analytical Repovl t No / . 2002FP24002299 Date of Analysis / . 30-09-2024
AHaJIHNTHYeCKHIi oTYeT Ne JlaTa anasnnza
Date of Manufacture / . 24-08-2024 Date of Expiry / . 31-07-2027
JdaTta npoussoacTea Toaen 10
Mfg. License No. /
Ilpoussoacreennas auuensusn : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII1-Ne(002687)-(PT-RU)
Ne

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

Analysis performed according ND / Ananus nposeaen no H:

B. Domperidone/
JomnepnaoH

30.79 mg /30,79 mr
(102.6% / 102,6%)

B. From 27.0 mg to
C2>Ho4CINsO2  (Domperidone)

33.0mg |

per

capsule (90.0 to 110.0 % of the label
claim) / Or 27,0mr po 33,0 Mr

C2oH24CINsO2 (nomnepuaoH) B
kancysne (or 90,0 no 110,0% ot
HOMMHAJILHOTO COEPKaHUA).
10 |Microbial limits / Muxpo6uonornueckas 4ucTora
a) Total aerobic microbial Less than 10 CFU/g/ a) Not more than 10° CFU/g /
count / O6uiee uncho Menee 10 KOE/r He 6onee 10° KOE/r
a3poOHbIX
MHUKPOOPraHU3MOB
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> KOE/r
O6iee uncno
IPOOKEBBIX U
MJIECHEBBIX IpUbOB
¢) E. coli Absentinl g/ c) Shall be absent in 1g/
OtcyrctByerB I T OrcytcTRHe B 1 1
11 Package / YnaxoBka 10 capsules in a (PVC/AIVPA)| 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. / Ilo 10 kancyn B
6nucrepe uz ([IBX/AJI/TIA) donbru /
anoMuHueBoll doneru. Ilo 3 Gaucrepa
BMeCTe g HHCTPYKLHeH no
MEIMLHHCKOMY NMPUMEHEHUIO (JIMCTKOM-
BK/aAbIIEM) B NaUKy KapTOHHYIO.

BKNIA/IbILIEM) B NTAYKy KapTOHHY!O.

(package insert) in a carton. / Tlo 10
kancyn B OGmucrepe u3 (IIBX/AJUTIA)
donbru / amomudueroit doneru. Ilo 1, 3,
8, 10 6nucTepoB BMECTE C MHCTPYKLMEH No
MEIMUMHCKOMY NPHMEHEHHUIO (JINCTKOM-

* 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/
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeGoBaHusim HJL

Opinion : APPROVED
Zaxawuenne: OJOBPEHO

Prepared by / IloarotosneHo:
CH. Prasad- Quality control- Team

Member ”j@)

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

Member { gz

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team

Member Q?

Print Date / Jlara: 30-09-2024

Print Date / Jlata: 30-09-2024

Print Date / Jara: 30-09-2024




Dr. Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Page 70f 8/ Crp. 713 8

[Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
MpoaykT: Omesz® ICP, xancynibl ¢ MoauduUHpPOBaLHbLIM BbicBOGOkaeHNeM, 30 mr+20 mr

Market / Poinok : Russia/ Poccus

7 5
Batch No / . B2403134 !Batch Quantity / : 1250000 caps /
Cepns Ne |O6Bbem cephit 1250000 kancyn
Analytical Repovrt No/ . 2002FP24002299 Date of Analysis / . 30-09-2024
AHaJHTHYeCKIH oTdeT Ne JlaTa aHaau3a
Date of Manufacture / . 24-08-2024 Date of Expiry / . 31-07-2027
JlaTa npou3BoACTBA T'oaen no
Mfg. License No. /
IMponssoacTeennas snuenszns : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIIT-Ne(002687)-(PI'-RU)
Ne
Analysis performed according ND / Ananaun3 nposeaen no H/:
JITT-Ne(002687)-(PI'-RU)-071223

* — HOopMbI B crielMHKaLMK NPEACTaB/IeHbl Ha CpOK rogHOoCTU. [IpM BhifTycke mpenapar NpoBepsAeTCs B COOTBETCTBHU CO
cneundMKaLKeil Ha BHIMYCK, MO3TOMY B cepTH(HKaTe aHanu3a Ha MpenapaTt MoryT GbITh ykazaHbl 60JNEE CTPOTHE HOPMBbI,

YE€M B HACTOAUIEM HOPMATUBHOM NOKYMEHTE MO KA4YE€CTBY.

API name / Haumenosanne A®C: Omeprazole / Omenpazon Domperidone /JoMnepuaoH
INN/MHH: Omeprazole / Omenpazon Domperidone / lomnepuaoH
API manufacturer batch number / 0000118175

Homep cepun npoussogutes ADC: OME/00224

FP Manufacturer API Batch number /

Homep cepuu cy6cTanunu FBRAO00324 FRESHO00
npouspoautens I'JId:

API Manufactured by & country / Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India /
Mpouszsoantens APC, crpana: lprinu Papmacsrotrkanic Jita, Ueaua Bacynxa ®apma Kem Jita, Mnaus

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.
HaumeHoBaHMe, aApec, INUEH3HA A 63/RR/AP/96/F/R) /

IIpousBoAcTBeHHAs MIOLIAAKA / I-p Penau' ¢ JlaGoparopuc JIta., [IpoussoacreeHHoe noapasaenenme-Il,
Ilnomaaka KOHTPOJSA KayecTBa / Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, Bauynamnu Bunnamxk,
IMnowaaxa BrINycKa Bauynaanu Mauaan, Menuan Mankampxrapu Juctpukt - 500090, nrrat

Tenanrana, Uaausa (JIuuensus Ne 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».

3aknioueHne 0 CcOOTBeTcTBMHM: «HacTosmum s MOATBEepXOar, YTO NPHBEIEHHAas Bbllle WHPOpMauUMs ABJIACTCS
JIOCTOBEPHOH W TOYHOM. DTa cepusi NPOOYKLUMH TIpoU3BeaeHa (BKJIOYas YIIAaKOBKY (MAPKHUPOBKY) M KOHTPOJb KauecTBa) Ha
BLILIEYKA3aHHONW MpPOW3BOACTBEHHON muowanake (Mmiowankax) B TOMHOM COOTBETCTBUM ¢ TpebopaHuamu Ilpasun
Haanexalleil NPoM3BOACTBEHHON npakTHkh EBpasuiickoro akoHomuueckoro cotosa (Ne GMP/EAEU/RU/00573-2022 ot 23
ceutsi6ps 2022) w TpebOBaHHAMM KOHTPONS KayecTBa JIEKADCTBEHHLIX CPENCTB, a TakKe B COOTBETCTBMH CO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
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[Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
[ TTpoaykT: Ome3® JICP, kancy.sl ¢ MoANGHIUPOBAHHBIM BbIcBOGOKAeHHEeM, 30 Mr+20 mr

!Market/ Poinox : Russia/ Poccus
'Batch No / Batch Quantity / 1250000 caps /

- R240313 .
Cepns Ne R O6bem cepuu * 1250000 xancyn
Analytical Repo“rt No/ . 2002FP24002299 Date of Analysis / . 30-09-2024
AHanuTHdeckuil otueT Neo JlaTa aHanu3a
Date of Manufacture / . 24-08-2024 Date of Expiry / . 31-07-2027
JlaTa npou3BoacCTBA T'ogen no
Mfg. License No. /
IpousBoacTBennas jguueHsusa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII1-Ne(002687)-(PT'-RU)
Ne
Analysis performed according ND / Ananuns nposeaen no H/I:
JITT-Ne(002687)~(PT-RU)-071223

crieungUKaLUIMH, COAEPKALIMMUCS B PEPHCTPALIMOHHOM A0CBE CTPaHbI-MMIMOpTEpPa. 3aMKCH IO MPOU3BOACTBY, YNAKOBKE M
aHanM3y MpPOBEPEHbl, W YCTAHOBIEHO MX COOTBETCTBME TpeGoBaHMsM IlpaBUn Haanexawled NpoM3BOACTBEHHOW NPaKTHUK
EBpazniickoro 3k0HOMHYECKOTO COI03a».

Remarks : The Product confirms to ND/ Opinion : APPROVED
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