Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIU3A

Page 1 of 8 /Crp. 1 u3 8

IlProduct: Omez DSR, modified-release capsules, 30 mg+20 mg /
iIMpoaykr: Omes™ JICP, xancy sl ¢ MoanduUMpPOBANHLIM BhICBOGOKRAeHHeM, 30 Mr+20 Mr

Market / Poinok

: Russia/ Poccus

Batch No / Batch Quantity / 1250000 caps /

) 2
Cepus Ne ke O0bem cepun 1250000 kancyn
Analytical Repourt No/ . 2002FP24002057 Date of Analysis / . 31-08-2024
AHaJUTHYECKHH oTUeT N JarTa anaau3za
Date of Manufacture / . 03-08-2024 Date of Expiry / . 31-07-2027
JaTa npousBoacTBa TI'onen po
Mfg. License No. /
IIponsBoacTBeHHas anuensusa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT-RU)
Ne

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

Analysis performed according ND / Ananu3 nposenen mo HJI:

S.No/

No Test / Tecr

Result / PesyabTaT

Specification / Cneungpuxauus

1 Description / Onucanue

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 and brown spherical pellets. /

KENaTHHOBbIE  MpPO3pauHble
pasmepa 1 ¢
LBeTa

Trepasle
GecLBETHBIE  KaIICYJIbl
MapKHpPOBKOH 4YEpHOro

-
« Y DR. REDDY’S» Ha kpbliueyke
Kancy/ibl W MapKUPOBKOH KpacHOro
useta «OMEZ-DSR» Ha «kopmyce
KarcyJibl. Conepxxumoe KaricyJ:
chepuueckue  mennersl  Gejoro
KOPUYHEBOTO LIBETA.

Hard transparent colorless gelatin capsules
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
to grayish-white and brown to yellowish
brown spherical pellets. /

KeJIATMHOBbIE
KarcyJibl
4EPHOro

Teepnbie
GecuBeTHbIE
MapKHpOBKOH

A

« Y DR. REDDY'S» na KpBbILIEYKe
Karcynbl ¥ MapKMpPOBKOH KpacHOIO LIBETa
«OMEZ-DSR» Ha koprnyce KamncyJebl.
ConepxuMoe  Kancys: cdepudeckue
Ne/ieTs! OT 6esoro 1o cepopaTo-0€noro u
oT KOpHUYHEBOTO no JKENTOBATO-
KOPHWYHEBOIO IBETA.

po3payHble
paszmepa 1 ¢
BeTa

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykT coorReTcTBYET Tpeboranusm HJI

Opinion : APPROVED
3aknwuenue: OJJOBPEHO

Prepared by / Iloaroroenexo:
Latha. D- Quality control- Team

Member é

Checked by / ITpoeepeHo:
K.V.V. Satyanarayana - Quality
control- Team Member

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauress
V. Prashanth- Quality Assurance- Team

Member j

Print Date / Jlata: 31-08-2024

Print Date / JTata: 31-08-2024

Print Date / llata: 31-08-2024
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" Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Page 2 of 8/ C1p. 2 n3 8

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

[poayxr: Omes® JICP, kancynibl ¢ MOAUGHUMPOBAHHBLIM BbICBOOOMAEHHEM, 30 Mr+20 mMr

Market / Poinok : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne + B2402796 O6bem cepun 1250000 kancyn
Analytical Repovrt No/ . 2002FP24002057 Date of Analysis / . 31-08-2024
AHaIUTHYECKHH oTueT No JlaTa ananusa

Date of Manufacture / . 03-08-2024 Date of Expiry / . 31-07-2027
JaTa nponsBoacTBa T'ogen g0

Mfg. License No. /

IIponsBogcTeenHas aunenzus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JI[1-Ne(002687)-(PI'-RU)
Ne

Analysis performed according ND / Ananu3 npoBeaen nmo H/:

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

The retention times of the main peaks in

2 Identification / The retention times of the main peaks in _

HNnenTudurxauns 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

Owmenpazon in the chromatogram of the standard | chromatogram of standard solution (section

JomnepuaoH preparation under assay. / BpemeHa | Assay). /  BpemeHa = ynepxxuBaHus
YAEPKMBaHUs] OCHOBHBIX TMKOB Ha | OCHOBHBIX JHKOB Ha XpoMartorpamme
XpOMATOrpaMMe HMCIBITYEMOTO PacTBOpa | UCTIBLITYEMOro pacTBOpa JOJKHBI
COOTBETCTBYIOT BPEMEHAM YACP>KUBAHUs | COOTBETCTBOBATH BPEMEHAM YACDIKUBAHUS
MUKOB OMeTlpazoNia ¥ LOMICPHUIOHA HA | MMKOB OMEMNpazofia ¥ AOMMEPUAOHA Ha
XpOMATOrpaMMe CTaHIApTHOTO pacTBOpa | XpoMaTorpaMMe CTaHZAapTHOTO pacTBOpa
(pazmen «Konnuecteennoe | (paznen «KonuuecreeHHoe
OTIpECCHHUEY ). onpeaeseHHe).

3 Average weight of the net 366.44 mg/ 366,44 mr 369.0 mg = 10 % (between 332.1 to 405.9
content / CpenHss Macca mg) /
COJepPKUMOro KamncyJa 369,0 mr =+ 10 % (ot 332,1 mo 405,9 mr)

4 Water content / 1.2% w/w / 1,2% w/w Not more than 4.0 % w/w / He 6onee 4,0 %

CopepxaHue BOAbI

5 Uniformity of dosage units / OxHOpoAHOCTH N03HPOBAHHBIX EAHHUIL

Omeprazole / Omenpa3zon 6.8/6,8 Acceptance value (AV) should be less than
or equal to 150 / Tlokazarens
npucmacmocty  (AV) pomacH ObITE He

6onee 15,0.
Domperidone / Acceptance value (AV) should be less than
JomnepunoH 55/55 or equal to 15.0 / Tloka3arens
’ ’ npuemiemoctd (AV) pnomken O6bITh He

SoJtee 15,0.

Remarks : The Product confirms to ND/
Ipumeyanue: [Iponyxt coorBercTByeT Tpebopanusm HJJ

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by / ITonrotorneHo:
Latha. D- Quality control- Team

Member g

Checked by / TIpoBepeHo:
K.V.V. Satyanarayana - Quality
control- Team Member

Approved by: Manager/Executive /
Opnobpeno: Menemxkep / PykoBonurens
V. Prashanth- Quality Assurance- Team

Member bﬂ%’p

Print Date / Jlata: 31-08-2024

Print Date / Jata: 31-08-2024

Print Date / Tarta: 31-08-2024




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page30f8/Crp.3n3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JCP, kancynini ¢ MoaHQHIIHPOBAHHBLIM BbicBoGOKAeHHEeM, 30 Mr+20 Mr

Market / Poinox

: Russia/ Poccus

1250000 caps /

JlaTa npou3BoacTBAa

Iogen no

Batch No / . Batch Quantity /

Cepusa No : B2402796 O0nbem cepun 1250000 kancyn
Analytical Repovrt No/ . 2002FP24002057 Date of Analysis / . 31-08-2024
AHaauTHYeckui oTyeT No JaTta anannsa

Date of Manufacture / . 03-08-2024 Date of Expiry / . 31-07-2027

Mfg. License No. /

Ne

IIponsroacreennas suuensus : 63/RR/AP/96/F/R

MA number:/ Homep PY

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

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

Analysis performed according ND / Ananu3 nposeaen no H/I:

6 Impurities / [Tpumecu

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

Impurity A / npumecs A
Impurity B / npumecs B
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npumecs F
Any individual unidentified
impurity / Jro6as
eNMHUYHASI
HeuaeHTuUUMPOBaHHAS
npuMecs

Total impurities /

Cymma npumeceii

Less than LOQ (LOQ = 0.010%) / Huxe
npefena KOAUYECTBEHHOTO OMNpENENeHUs

(JIKO = 0,010%)

I

Less than Limit of Detection (LOD
0.003%) / Huxe npepena oGHapyKeHHA
(T1I0 = 0,003%)

0.02% / 0,02%

Less than LOQ (LOQ = 0.020%) / Huxe
npenena KOJMYECTBEHHOrO OIpee/ICHHUs!
(IIKO = 0,020%)

Less than LOQ (LOQ = 0.010%) / Huxe
npenesia KOJIMYEeCTBEHHOrO OmNpele/ieHUs!
(ITKO = 0,010%)

Not detected / He oGHapyxeHa

Not detected / He obHapyxeHa

Less than LOQ (LOQ = 0.012%) / Huxe
npenesia KOMMYEeCTBEHHOTO OTpeneieHus
(ITKO =0,012%)

0.16%/0,16%
Less than LOQ (LOQ = 0.013%) / Huxe
npeaena KOJUUYECTBEHHOTO ONpeAesiCHHUS
(ITKO = 0,013%)

Not detected / He oOHapyxeHa

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

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 6osiee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.20 % / He 6oniee 0,20 %
Not more than 2.5 % / He 6onee 2,5 %

Remarks : The Product confirms to ND/
IIpumeuanne: I[ponykT coorBeTcTBYeT Tpeboauusam HJL

Opinion : APPROVED
3akmouenne: OJJIOBPEHO

Prepared by / TToaroroeneno:
Latha. D- Quality control- Team

Member L_ggﬁ/

Checked by / IlposepeHo:
K.V.V. Satyanarayana - Quality
control- Team Member d’/‘_‘

Approved by: Manager/Executive /
Opobpeno: Menemxkep / Pykoponuresb
V. Prashanth- Quality Assurance- Team
Member

Print Date / JTata: 31-08-2024

Print Date / Jata: 31-08-2024

Print Date / Jlata: 31-08-2024 \




' Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIU3A

Page 4 of 8/ Ctp. 4 u3 8

]E‘Oduct:

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

{TpoayxT: Ome3® JICP, kancyibi ¢ MOAH(GHUMPOBAHHBLIM BbicBoOOMAeHHeM, 30 Mr+20 mr

Market / Poinok

: Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps/

Cepuna Ne + B2402796 O6nem cepun " 1250000 karncysn
Analytical Repovrt No/ . 2002FP24002057 Date of Analysis / . 31-08-2024
AHaJUTHYECKHI oTueT No Jlata ananusa

Date of Manufacture / . 03-08-2024 Date of Expiry / . 31-07-2027

JlaTa npoun3BoACTBA T'onen no

Mfg. License No. /

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

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

Analysis performed according ND / Ananus nposeseu no H/I:

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

95%, 91%, 97%, 92%, 93%, 91%

7 Residual solvents/ OcTtaTouHble opraHHYecKHe pacTBOPHTEIH
a) Methanol / 4 pg/caps / 4 mkr/kancyna a) Not more than 1107 pg per capsule /
MeraHon He 6onee 1107 Mkr Ha kancyJty
b) Methylene chloride / Not detected / He obHapyxcena b) Not more than 221 pg per capsule /
MeTunenxyiopun He 6onee 221 Mkr Ha kancyny
8 Dissolution / PacTBopenue
a) Omeprazole/
Owmenpazon
i. Acid stage (0.1N 0%, 5%, 0%, 1%, 1%, 1% In a 0.1 M hydrochloric acid solution - not
HCIl)/ more than 15 % of the label amount of
B 0,1 M pactBope omeprazole (C17H;oN3058S) after 2 hours. /
XJIOPUCTOBOAOPOAHO B 0,1 M pacTBOpe XJIOpOBOACPOAHOH
H KHCJIOTBI KUCIOTHL — He Honee 15 % ot

(dakTHyeckoro conepxaHus
omenpasona (C,7HioN3O3S) yepes 2 4.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(Ci7Hi9N3O;8) after 30 minutes./

B 6ydepe pH 6,8 — ne menee 70 % (Q)

OT HOMHHAJILHOT'O COAEPKaHH
omenpazona (C,7H;9N103S) nepez

30 MuH.

Remarks : The Product confirms to ND/
IIpumeuanue: IIponykt cooTBeTcTBYeT TpeboBaHusamM H]|

Opinion : APPROVED
3axkmwuenne: OJIOBPEHO

Prepared by / IloarorosneHo:
Latha. D- Quality control- Team

Member \ E

Checked by / IlpogepeHo:
K.V.V. Satyanarayana - Quality
control- Team Member

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoautens
V. Prashanth- Quality Assurance- Team
Member

Print Date / lata: 31-08-2024

Print Date / Jata: 31-08-2024

Print Date / Jlata: 31-08-2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Page5of 8/ Crp. 513 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
MpoayxT: Omes® JICP, KAncyapl ¢ MOANMHUHPOBAHHBLIM BbicBODOKIeHHeM, 30 mr+20 mr

Market / Poitok

: Russia / Poccus

Batch No / i Batch Quantity / . 1250000 caps /

Cepus Ne 8B2402735 O6bem cepun * 1250000 kancyn
Analytical Repovrt No/ . 2002FP24002057 Date of Analysis / . 31-08-2024
AHanuTH4YecKuii oTyer No Harta ananunza

Date of Manufacture / . 03-08-2024 Date of Expiry / . 31-07-2027

JlaTa npou3BoACTBA I'onen po

Mfg. License No. /

IIpouspoacTBenHas uneHsusi : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIIT-Ne(002687)-(PT-RU)
Ne

Analysis performed according ND / Auanuz nposeaen no H/:

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

b) Domperidone /
Homnepunon

after 1 hour /uepe3 1 u

32%, 29%, 33%, 29%, 31%, 32%,
28%, 29%, 31%, 31%, 30%, 28%
Average (L1+L2): 30%

In 0.1M hydrochloric acid solution /

B 0,1 M pacTtBOpe XnopoBOAOPOAHOMH
KHCIOTBI:

between 15 % and 40 % / ot 15 % no 40 %

between 30 % and 70 % / ot 30 % nmo 70 %

ii. after 4 hours/ uepe3z 4 4 74%, 64%, 71%, 65%, 72%, 68%,
61%, 67%, 68%, 67%, 67%, 65%
Average (L1+L2): 68%
iii. after 8 hours / uepe3 8 u 92%, 84%, 89%, 87%, 93%, 89%, between 55 % and 95 % / ot 55 % mo 95 %
83%, 89%, 91%, 88%, 89%, 88%
Average (L1+L2): 88%
iv. after 12 hours / uepes 97%, 93%, 96%, 98%, 100%, 95%, not less than 70 % / e menee 70 %
124 o o o o o o of the labeled amount of Domperidone
98%, 103%, 107%, 103%, 106%, 103% (CasHneCIN5O3) / 0T HOMHHATLHOTO
Average (L1+L2): 100% colepkaHus JOMIIEPUIIOHA
. (C22H24CINsO)
9 |Assay / KoarnuecTBeHHOE OnpeneneHue
A. Omeprazole/ 19.90 mg/ 19,90 mr A. From 18.0mg to 220mg of
(99.5% / 99,5%) Ci7H19N3OsS (Omeprazole) per

Owmenpazon

capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mr pmo 22,0wmr
C17H9N30sS (omemnpason) B Kancyne
(ot 90,0 no 110,0 % oT HOMHHAJILHOFO
COJEPKAHHS).

Remarks : The Product confirms to ND/

IIpumeyanue: IlpoaykT cooTBeTc

TBYET TpebosaHusiM HI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / TToarotosneHo:
Latha. D- Quality control- Team

Member Z

Checked by / ITposepeHo:
K.V.V. Satyanarayana - Quality
control- Team Member

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurens
V. Prashanth- Quality Assurance- Team
Member

Print Date / [lata: 31-08-2024

Print Date / Jata: 31-08-2024

Print Date / Tata: 31-08-2024 °
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' Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Page 6 of 8/ Ctp. 6 n3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® JICP, kancybl ¢ MOAHDHUHDPOBARHBIM BhICBOGOKIEHEM, 30 Mr+20 Mr

Market / Puinok

: Russia / Poccua

Batch No / . Batch Quantity / 1250000 caps /

Cepus Ne 8 B2402796 O6bem cepun 1250000 kancyn
Analytical Repourt No/ . 2002FP24002057 Date of Analysis / . 31-08-2024
AHAJTHTHYECKHH 0TYeT Ne JaTta aHaau3a

Date of Manufacture / . 03-08-2024 Date of Expiry / . 31-07-2027

JaTa npou3BoacTea TI'omen no

Mfg. License No. /

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

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

Analysis performed according ND / Ananus nposeaen mo HJI:

B. Domperidone /
Homnepunon

30.56 mg /30,56 mr
(101.9% / 101,9%)

B. From 27.0 mg to 33.0mg
C2H2CINsO>  (Domperidone) per
capsule (90.0 to 110.0 % of the label
claim) / Ot 27,0mMr g0 33,0 mMr
C22H24CIN5O2 (momnepunoH) B
kancyne (or 90,0 mo 110,0% or
HOMHHAJIEHOIO COJEPXKAHUS ).

10 |Microbial limits / MukpoGu

OJIOrH4Y€CKafA YHCTOTA

count / O6Luee Ynucio
a’poOHBIX
MMKPOOPTaHHU3MOB

and mould count /
O61ee yucno
OPOMOKEBBIX U
TMIECHEBBIX IPHOOB

a) Total aerobic microbial

b) Total combined yeasts

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

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

a) Not more than 10° CFU/g /
He 6onee 10° KOE/r

b) Not more than 10> CFU/g /
He 6onee 10> KOE/r

patient information leaflet (package
insert) in a carton. / Ilo 10 kancya B
6mucrepe u3 (IIBX/AJI/TIA) donsru /
amomMunmeBoit doneru. Ilo 3 Onwucrepa
BMecTe c WHCTPYKLMEH no
MEIULIMHCKOMY NMPUMEHEHHIO (JINCTKOM=
BKJIaAbILIEM) B TAYKY KAPTOHHYIO.

¢) E coli Absentin 1 g/ c) Shall be absentin 1g/
OrcyrctByeTB I T OrcytctBue B 1 1
11 Package / YnakoBka 10 capsules in a (PVC/AVPA) |10 capsules in a (PVC/AI/PA)
foil/aluminum foil blister. 3 blisters and | foil/aluminum foil blister. 1, 3, 8, 10

blisters and patient information leaflet
(package insert) in a carton. / Ilo 10
kancyn B Omuctepe wz (JIBX/AJUTIA)
doneru / amomuuuesoii donsru. Ilo 1, 3,
8, 10 bnucTepoB BMECTE ¢ MHCTPYKLIMEH Mo
MEAMLMHCKOMY TPHUMEHEHHIO (JIMCTKOM-
BK/IaJbIIEM) B MTa4Ky KapTOHHYIO.

* 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 coorsercTByeT TpeboBanuam HJI

Opinion : APPROVED
3akaruenne: OJOBPEHO

Prepared by / IToarotoenexo:
Latha. D- Quality control- Team

Member g

Checked by / IposepeHo:
K.V.V. Satyanarayana - Quality

control- Team Member d{/

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoautens
V. Prashanth- Quality Assurance- Team

Member Um'p

Print Date / Tata: 31-08-2024

Print Date / Jata: 31-08-2024

Print Date / [ata: 31-08-2024  \




Dr. Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Page 7of 8 / Crp. 7uz 8

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

fTpoaykr: Omes® JICP, kancyabl ¢ MOAMGHUIMPOBAHHBIM BhicBOGOMaAeHneM, 30 Mr+20 mr

Market / Peinox : Russia/ Poccus

Batch No / Batch Quantity / 1250000 caps /
- B2 .

Cepusi Ne ¥ B2402756 O0bem cepuu © 1250000 kancyn

Analytical Repovrt No / . 2002FP24002057 Date of Analysis / . 31-08-2024

AnanuTnyecknii oruer No JlaTa ananusa

Date of Manufacture / . 03-08-2024 Date of Expiry / . 31-07-2027

JaTta npou3BoacTBa Togen no

Mfg. License No. /

IIpouszBoacTBeHHan Juuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT™-RU)

Ne

Analysis performed according ND / Anann3 npoeeagex no H/I:

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

* — HOpMBI B crielMbHKALMU MpeNcTaRleHbl Ha CPOK FOAHOCTU. IIpu BHIMycKe MpernapaT MpOBEPSETCA B COOTBETCTBUU CO
cneuudukanmeil Ha BHIMYCK, NO3TOMY B ceprU(UKATe aHANM3a Ha rpenapat MOryT ObiTh ykazaHbl Gofiee CTPOTHE HODPMBI,

4eM B HACTOALLIEM HOPMAaTHBHOM BOKYMEHTE IO Ka4YECTBY.

API name / HanmenoBanue ADC: Omeprazole / Omenpazon Domperidone /[JomMnepunoH
INN / MHH: Omeprazole / Omenpazon Domperidone / JJomnepnuaoH
API manufacturer batch number / OME/00124

Homep cepun npoussoaurtens APC: 0000118175 & 0000116355

FP Manufacturéer API Batch number /

Homep cepun cyGcTaHumn FBRA00323 FBRH00018
npouspoautens [JIP:

API Manufactured by & country / Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India /
IIponssoaurtesb APC, cTpana: [lpuan @apmacerotuxanc JItn, Uanus Bacynxa ®apma Kem JItn, Unnus

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.
HaunmeHoBaHMe, aapec, JHLUEH3US A 63/RR/AP/96/F/R) /

IIpousBoacTBeHHas nioagka / H-p Pennu ¢ JlaGopatopuc JIta., [IpousBoacteenHoe noapasaeneHue-II,
Inomaaka KOHTpoJA KadecTBa / VYuyactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 v 83, bauynannu Bunnanx,
IInomaakxa Beinycka Bauynannu Mangan, Meauan Mankamxkrupu Juctpukt - 500090, wrat

Tenaurana, Unuaus (JInuensusa 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».

3aknoyeHne o cooTBeTcTBHM: «HacTosimuMm s TOATBep)knaro, 4TO MNpHUBEACHHAs Bbille HHbOpMalUUs SBIAETCS
JIOCTOBEPHOI ¥ TOYHOM. DTa cepus MpOAyKLUWK NpousBeaeHa (BKOUAs YNAKOBKY (MapKUpPOBKY) U KOHTPOJIE KayecTBa) Ha
BBILLEYKa3aHHOM NPOW3BOLCTBEHHON TUIolWaake (ruioliagkax) B TOJHOM COOTBETCTBUMH ¢ TpeboBanusamu [Ipasun
Haanexaulel NPOM3BOACTBeHHON npakTHkM EBpazniickoro sxonomuueckoro cotoza (Ne GMP/EAEU/RU/00573-2022 ot 23
ceHTAOps 2022) u TpeOOBaHUAMH KOHTpPOJIA KauecTBa JIEKAPCTBEHHBIX CPEOCTB, a Talkke B COOTBETCTBMU CO

Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanue: Ilponyxr coorsercrByer TpebGoBanusm HJL 3akmouenne: OJOBPEHO

Prepared by / IToaroroesneno: Checked by / [Iposepeno: Approved by: Manager/Executive /
Latha. D- Quality control- Team K.V.V. Satyanarayana - Quality Onobpeno: Menemxep / PykoBonurenb

Member control- Team Member d’/'_ V. Prashanth- Quality Assurance- Team
L_&-(#_ s Member UW]}O

Print Date / JTara: 31-08-2024 Print Date / lata: 31-08-2024 Print Date / lata: 31-08-2024 |




* Dr.Reddy’s €%

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 8 of 8/ Crp. 8 us 8

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

Mpoaykr: Omes® JICP, kancy.ibi ¢ MoaAHbHIHPOBAHHLIM BbICBOGOKAEHHeM, 30 Mr+20 mr

Market / Poinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepusi No # B2402796 O6bem cepun 1250000 kancyn
Analytical Repovrt No/ . 2002FP24002057 Date of Analysis / . 31-08-2024
AHaanTnyeckuii oryer Ne Jlata ananusza

Date of Manufacture / . 03-08-2024 Date of Expiry / . 31-07-2027
JaTta npouszBoacTsa I'open go

Mfg. License No. /

IlponsBoacTBenHas anuensns : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII1-Ne(002687)-(PI"-RU)
No

Analysis performed according ND / Anasin3 nposeaen no H/I:

JIT1-Ne(002687)-(PT-RU)-071223

cneuudmxaummn, COAEPpNKAMMHUCA B PETUCTPALIMOHHOM AOCHE CTPaHBI-UMIIOPTEpPA. 3amucu no MPOU3BOACTBY, YNaKOBKE U
aHamu3y MNpOBEPEHEI, U YCTAHOBJICHO MX COOTBETCTBHE Tpe6OBaH]/l$|M HpaBun HaJaJiexKalei HpOH3BOﬂCTBeHHOI>'l MpakKTHK

EBpa3HFICKOFO 3KOHOMHYECKOTO COKO3a».

Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumeuanue: [IponyxTt cooreTcTByeT TpeboBannsm HJL 3akmwovenue: OJJOBPEHO

Prepared by / IlonrotorneHo: Checked by / IIpoeepeHo: Approved by: Manager/Executive /
Latha. D- Quality control- Team K.V.V. Satyanarayana - Quality Opobpeno: Menenxep / PykoBoguresb
Member control- Team Member V. Prashanth- Quality Assurance- Team

L%ﬁ’ Member M'W}p

Print Date / Hata: 31-08-2024 Print Date / ata: 31-08-2024 Print Date / Jlata: 31-08-2024




