Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTH®DIIKAT AHATH3A

Page 10f 8/ Cip. 1 13 8

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

NMpoavkr: Omes J1CP. kaneyas! ¢ moan(niipoBAHHbIM BoicBoBomaeHneM, 30 pr+20 mr B

'Market / Prirox

: Russia / Poccris

g | ity 25
Batch No/ . B240344] ;B{l-tch Quantity / 1250000 caps /
|Cepua Ne |OGBent cepin 1250000 xancyn
T > = —
| Analytical Repoult No/ . 2002FP24002636 Date of Analysis / . 31-10-2024
| AHasTHTHYecKIi oTdeT Ne JaTta anannsa
i = i
Date of Manufacture / . 25-09-2024 Date of Expiry / . 31-08-2027
JlaTa npou3BoacTBA Toaen no
Mfg. License No. /
TlpousBoacTBeHHas auueHsusa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JITI-Ne(002687)-(PI'-RU)
Ne

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

Analysis performed according ND / Anann3s nposeaen no H/L:

Teepabie
GecLiBeTHbIE
MapKHUpOBKOH

-
« “Y DR. REDDY’S» Ha KphILIEYKE
Kancyasl M
LiBETa
KarcyJbl.

chepuueckue
KOPHUYHEBOrO LIBETA.

cap and a red imprint “ OMEZ-DSR” on
the capsule body. Capsule contents:
white and brown spherical pellets. /

YKeNaTUHOBbIE
KarcyJibl
YepHOro

npo3pauHble
pasamMepa 1 ¢
LBeTa

MapKHpPOBKOM

«OMEZ-DSR»  Ha

Copnepxumoe
NeneTsl

KpacHoro
Kopnyce
KancyJ:
benoro u

S';? / Test / Tect Result / PesyasTar Specification / Cnienndnrkauus -
1 Description / Onucanne Hard transparent colorless  gelatin | Hard transparent colorless gelatin capsules
capsules size 1 with a black imprint | size | with a black imprint
W v QN -
Y DR. REDDY’S” on the Capsule " ’-Y DR. REDDY’S " on the capsule

brown spherical pellets. /

YKeNaTHHOBbIE
Karncynsl pasmepa |
4EepHOro

Teepnbie
GecLBETHbIE
MapKHPOBKOM

«OMEZ-DSR» Ha
Conepxxumoe Karcysm:

Kopmnyce

oT KOpPHUYHEBOIO o
KOpPHUYHEBOTO UBETA.

Remarks : The Product confirms to ND/

ITpumeuanne: [IponyxT coorsercTByeT TpebopaHusam HI

Opinion : APPROVED
3axarouenue: OJIOGPEHO

Prepared by / IloaroToBieHo:
M. Brahmaji- Quality control-
Team Member

n

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

iy

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

Member
U ”"“o

Print Date / JTara: 31-10-2024

Print Date / Harta: 31-10-2024

Print Date / Hata: 31-10-2024

cap and a red imprint " OMEZ-DSR " on
the capsule body. Capsule contents: white
to grayish-white and brown to yellowish

npo3payHbie

LBCTA

-
« Y DR. REDDY’S» Ha Kpbluieyke
Kamncysibl 1 MapKUpOBKOH KpacHOro LiBeTa
KarncyJsl.
cthepuueckue
neanetsl OT Oenoro no cepoearo-6enoro M
YKENTOBATO-




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS
CEPTHDHMKAT AHAJIM3A

Page20f8/Crp. 21138

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

1Tpoayrr: Omes’ JICP. raney.ibl ¢ MOANGIINIPOBANNLIM BhicBoGOmAeHeM. 30 Mr+20 nir

Market / PoiHok

: Russia/ Poccus

o o 7
Batch No/ . B240344] BaFtCh Quantity / l__jOOOO caps /.
Cepns Ne Oo6ben cepun 1250000 kancyn

| Analytical Repovrt No/ . 2002FP24002636 Date of Analysis / . 31-10-2024
|AHaanTHYeCKHIT oTUeT No JlaTa avannza
Date of Manufacture / . 25-09-2024 Date of Expiry / . 31-08-2027

IlaTa NIPOH3BOACTBA

I'ogen a0

No

Mfg. License No. /
IponsBoacTBeHHas auuensus : 63/RR/AP/96/F/R

MA number:/ Homep PY

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

Analysis performed according ND / Ananns nposeaes no H/I:
JITT-Ne(002687)-(PT'-RU)-071223

2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
Npentudurauus 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
JomnepnaoH preparation under assay. / Bpemena | Assay). /  BpemeHa  yaepxuBaHua

YOEPKUBAHKWA OCHOBHBIX TWKOB Ha | OCHOBHBIX [IMKOB Ha XpomaTorpaMme
XpOMaTorpamMMe MCTIBITYEMOro pacTsopa | UCMbITYeMOoro pacTBOpa JOJKHBI
COOTBETCTRBYIOT BpEMEHaM YAEP)KUBAHMs | COOTBETCTBOBATb BPEMEHAM YAECPMKUBAHUS
MUKOB OMEMpasona M [JOMMEpUOOHAa Ha | MMKOB OMenpasofia W AOMIEPUIOHA Ha
XpoMaTorpaMMe CTaHAApTHOrO PacTBOpa | XpoMaTorpamMMe CTaHOapTHOTO pacTBOpa
(pazmen «Konnuecreennoe | (pasmen «KonuuectreHHOE
onpeneneHue»). oTnpeleNieHUE) ).

3 Average weight of the net 372.10 mg/ 372,10 mr 369.0 mg + 10 % (between 332.1 to 405.9
content / Cpeansas macca mg) /
COAEPRUMOL O RALLYI 369,0 mt = 10 % (ur 332,1 10 405,9 m1)

4 Water content / 1.3% w/w / 1,3% w/w Not more than 4.0 % w/w / He Gonee 4,0 %
CoaepixaHHne BoAbI

5 Uniformity of dosage units / OqHopoaHoCTh 103HPOBAHHBIX €1HHUIL

Omeprazole / Omenpason

Domperidone /
Jomnepunon

52/52

10.1/10,1

Acceptance value (AV) should be less than
or equal to 15.0 / Tlokazarens
nipuemnieMoctd (AV) pomkeH ObITb He
bonee 15,0.

Acceptance value (AV) should be less than
or equal to 150 / Tlokasarens
npuemnemocty (AV) nomxen ObiTe He
oonce 15,0.

Remarks : The Product confirms to ND/
Ilpumeuanue: IlponykT coorBercTByeT Tpebosanuam HJI

Opinion : APPROVED
Jaxkmouenune: OJJOBPEHO

Prepared by / [logrorosneHo:
M. Brahmaji- Quality control-
Team Member

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

Member A g E

Approved by: Manager/Executive /
Ono6GpeHo: Menemxkep / PykoBoauTess
V. Prashanth- Quality Assurance- Team

Member t ﬂ,w()

Print Date / Tata: 31-10-2024

Print Date / JlaTa: 31-10-2024

Print Date / [ata: 31-10-2024




Dr. Réddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page30of 8/ Crp.3 13 8

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

[Tlpoaykr: Omes™ JICP, kaneyninl ¢ 3oa5QuuipoBaiabIM BoicBoGoxaennen, 30 mr+20 mr

|Market / Poinok

: Russia/ Poccus

; ity 25 /
Batch N(:/ . B240344] Batch Quantity / 1250000 caps /
Cepns Ne Ob61em cepin 1250000 wancya
| 143 -+ N .
|Analytical Repovlt No/ 2002FP2400263 Date of Analysis / . 31-10-2024
|AHannTHyecKuil oTueT No JlaTa anannsa
Date of Manufacture / 25-09-2024 Date of Expiry / . 31-08-2027
Jata npousBoacTBa |l'oneH no
Mfg. License No. /
Ipouspoacreennas auuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JI[1-Ne(002687)-(PI'-RU)
Ne

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

Analysis performed according ND / Ananns nposeaen no HJ:

6 Impurities / Hpumecn

Omeprazole / Omenpazona:
Impurity 1 / mpumecs |
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity S / npumecs 5
Domperidone /
Homnepuoona:

Impurity A / npumecs A
Impurity B / npumecs B
Impurity C/ npumect C
Impurity D / npumecs D
Impurity F / npumecs F
Any individual unidentified
impurity / JIro6as
eNUHMYHAs
HeugeHTHULHpPOBaHHAS
NpUMech

Total impurities /

Cymma npumeceit

Not detected / He 0OHapy»xeHa

Not detected / He oGHapy»eHa

Less than LOQ (LOQ = 0.013%) / Huxe
npefena KONMYEeCTBEHHOro OmnpeaesieHus
(TTKO = 0,013%)

Not detected / He o6HapyskeHa

Less than LOQ (LOQ = 0.010%) / Husxe
npencila KONMWYECTBEHHOI'O OTNpenesieHus
(TIKO = 0,010%)

0.02% / 0,02%
Noul deleeled /f He uGHapy seHd

Less than LOQ (LOQ = 0.012%) / Huxe
npeaena KONMYECTBEHHOTO OIMpeNeneHus
(ITKO = 0,012%)

0.09% / 0,09%

Less than Limit of Detection (LOD
0.004%) / Huxe npenmena oOHapyxeHMs
(TTO = 0,004%)

Not detected / He oOHapykeHa

0.1% /0,1%

Omeprazole / Omenpazona:

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

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 Gosnee 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/
IMpumeuanne: IlponykT cooTBeTcTBYET TpebopaHuam HJT

Opinion : APPROVED
3axkmouenue: OJJOGPEHO

Prepared by / ITonroroenexo:
M. Brahmaji- Quality control-
Team Member

B el

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

Member %

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

Member
)

Print Date / Jata: 31-10-2024

Print Date / Tara: 31-10-2024

Print Date / lata: 31-10-2024




Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJII3A

Page40f8/Crp. 41138

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

Tlpoaykr: Omes JICP, kanev.isl ¢ moanhuuipoBadisivM BhicBofomaennnem, 30 mr-20 mr

Market / Priox

: Russia / Poccus

|Batech No / . B240344]1 | Batch Quantity / 1250000 caps /

|Cepus No e {OBbem cepins 1250000 xancyn

| = Y :

|Analytical Repovlt No/ 2002FP24002636 Date of Analysis / . 31-10-2024

| AHAJTHTIIYeCKHiT oTyeT No JlaTra anann3za

Date of Manufacture / 25.09-2024 Date of Expiry / . 31-08-2027

JaTa npou3poacTaa Tonen no

Mfg. License No. /

IlpouzsoacTBenHas anuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JI[1-Ne(002687)-(PT-RU)
Ne

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

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

7.

Residual solvents/ OcTaTounble opranuueckne pacTBOpHTEN

a) Methanol /
Metanon
b) Methylene chloride /

MeTtunenxnopna

5 pg/caps / 5 mkr/kancyna

4 pg/caps / 4 mkr/kancyna

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

He Gonee 221 Mkr Ha karncysy

Dissolution / PacTBopenne

a) Omeprazole/
Owmenpaszon

i. Acid stage (0.1N
HCI)/
B 0,1 M pacteope
XJIOPHUCTOBONOPORHO
i KUCTOTH

ii. Buffer stage (pH 6.8
phosphate buffer) /

B 6ydepe pH 6,8

3%, 0%, 5%, 7%, 6%, 6%

97%, 96%, 97%, 97%, 92%, 94%

In a 0.1 M hydrochloric acid solution - not
more than 15 % of the label amount of
omeprazole (Ci7H;9NsO;8) after 2 hours. /
B 0,1 M pacteope x10poBOaOpOAHOH
KuennTh — Be Annee 19 % AT
(dakTHueckoro coaepruaHmus

omenpazona (C;7H;9N30;S) uepes 2 u.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(Ct7H9N3OsS) after 30 minutes./

B 6ydepe pH 6,8 — He menee 70 % (Q)

OT HOMMHANILHOI'O COAEPIKaHHUS
omenpazona (C7H19N;0sS) uepes

30 MuH.

Remarks : The Product confirms to ND/
Ipumeuanne: Ilponykr coorBercTByeT TpedoBanusm HJI

Opinion : APPROVED
3akmoueHue: OJJOBPEHO

Prepared by / [TonrotosneHo:
M. Brahmaji- Quality control-

Team Member 5

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

Member ( g

Approved by: Manager/Executive /
OpnobpeHo: Menemxep / Pykosoaurens
V. Prashanth- Quality Assurance- Team

Member
w0

Print Date / Jara: 31-10-2024

Print Date / JTata: 31-10-2024

Print Date / Hata: 31-10-2024




Dr. Rédd'y’s “:‘

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIM3A

PageSof8/Crp. Su3 8

Product: Omez DSR, modified-release capsules, 30 mg~20 mg /
Ipoayrr: Omes [ICP. kancyns! ¢ moanduusposaniinbiv shicsobomaennem. 30 ar-20 vy o

Market / Poisor : Russia/ Pocciis
ity 25 —
:Batch No/ . B240344] Batch Quantity / 1250000 c-aps/
Cepua Ne Oo6bem cepui 1250000 kancyn
Analytical Repovrt No/ . 2002FP2400263 | Date of Analysis / . 31-10-2024
Ananntnudeckuii oryert Ne | JaTa anannsa
Date of Manufacture / . 25.09-2024 Date of Expiry / . 31-08-2027

JlaTa npon3BoacTBa

I'ogen a0

Mfg. License No. /

Ne

NpouzBoacrBeHHas aHueH3usa : 63/RR/AP/96/F/R

MA number:/ Homep PY  : JI[1-Ne(002687)-(PT-RU)

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

Analysis performed according ND / Ananns nposeaen no H/:

b) Domperidone /
JomnepuaoH

i. after ! hour/uepe3z I 4

ii. after 4 hours / uepe3 4 u

iii. after 8 hours / uepes 8 u

iv. after 12 hours / yepes
124

34%, 34%, 29%, 30%, 29%. 31%

67%, 67%, 67%, 67%, 70%, 70%

77%, 80%, 77%, 77%, 77%, 80%

103%, 103%, 98%, 106%, 95%, 102%

In 0.1M hydrochloric acid solution /

B 0,1 M pacTBOpe X10pOBOAOPOAHOI
KHUCAOTDI:

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

between 30 % and 70 % / ot 30 % no 70 %

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

not less than 70 % / He Meree 70 %

of the labeled amount of Domperidone
(C22H24CINsO3) / 0T HOMHHANBHOTO
colepKaHus JOMIEePHUIOHa
(C22H24CIN5O2)

9 |Assay / KonindecTBeHHOe onpenesenue

A. Omeprazole /
Owmenpazon

19.76 mg/ 19,76 mr
(98.8% / 98,8%)

A. From 18.0mg to 22.0mg of
C17H9N505S (Omeprazole) per
capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mr gmo 22,0wmr
C7HoN;0sS (omenpazon) B karicyne
(o1 90,0 no 110,0 % ot HOMHHaNbLHOIO
COAEPKAHHU).

Remarks : The Product confirms to ND/
IIpumeyanue: [IponykT coorBeTcTBYeT TpeboBanusim HJ

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by / IToarotosneHo:
M. Brahmaji- Quality control-
Team Member

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

Member | S : 2

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoauTens
V. Prashanth- Quality Assurance- Team

Member
U

Print Date / Jarta: 31-10-2024

Print Date / lara: 31-10-2024

Print Date / Jlata: 31-10-2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOHNKAT AHAJIM3A

Page 6 of 8/ Cip. 6138

Product:

Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Osmes 1CP. kaneynl ¢ MO IIIPEBAHKLIM BLIcBoboxaeH ey, 30 Mr-20 mr

Market / Poidor

: Russia/ Poccus

Batch No / . Batch Quantity / 1250000 caps /
. : B240344] . . -
Cepnst Ne O6Bem cepiti 1250000 kancyn
|Analytical Repourt No/ . 2002FP24002636 'Date of Analysis / . 31-10-2024
| AHaanTHYecKNii oTyeT No | JaTa anajaisa
[PEiE RIS : 25-09-2024 |Date of Expiry / : 31-08-2027
|daTa NpoM3BOACTBA |T'oaen oo
[Mfe. License No. /
IpouspoacreenHas aunensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JITI-Ne(002687)-(PT-RU)

No

Analysis performed according ND /
JITT-Ne(002687)-(PI'-RU)-071223

AHaun3 nposeaed no HJ:

B. Domperidone/ 31.42 mg/ 31,42 mr B. From 27.0mg to 33.0 mg
JlomnepnnoH (104.7% / 104,7%) C2H24CINsOQ>  (Domperidone)  per
capsule (90.0 to 110.0 % of the label
claim) / Or 27,0mr no 33,0mr
C22H2CIN5O, (noMnepuaoH) B
kancyige (ot 90,0 no 110,0% ot
HOMUWHAJILHOTO COLEPIKaHUS).
10 |Microbial limits / Mukpo6uosioruieckasi 4ucrora
a) Total aerobic microbial Less than 10 CFU/g/ a) Not more than 10° CFU/g/
count / O6Luee uucio Menee 10 KOE/r He 6onee 10° KOE/r
a’poOHBIX
MHKPOOPraHnu3MOB
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 102 KOE/r
O6uiee yucno
JPOJKKEBBIX U
IJIECHEBBIX rPUGOB
¢) E. coli Absentinl g/ ¢) Shall be absentin 1g/
OrcyrctByeTB | T OtcyrcTBue B 1 1
11 Package / Ynakoska 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 kamcyn B | (package insert) in a carton. / ITo 10
6anctepe w3 (TIBX/AJUTIA) donbru / | kancyn B Gavcrepe u3z (TIBX/AJI/TIA)
amomunueBoi doasru. Ilo 3 Gnuctepa | doneru / amomunuesoit gonbru. Io 1, 3,
BMECTE c MHCTpYKLUMEHN no | 8, 10 GaucTepoB BMECTE ¢ MHCTPYKLIMEN MO
MEIULHHCKOMY NPHUMEHEHUIO (JIMCTKOM- | MEAMLMHCKOMY T[PUMEHEHHIO (JTMCTKOM-
BK/aJbILIEM) B NTAUKY KAPTOHHYIO. BKJIabILIEM) B MAUKY 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/
ITpumeuanne: [lpoaykr coorsercTByer TpebGosanmnsam HJL

Opinion : APPROVED
3axmouyenue: OJJOBPEHO

Prepared by / Tloarorosnexo:
M. Brahmaji- Quality control-
Team Member

=1

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

Member ' gz g

Approved by: Manager/Executive /
Ono6bpeno: Menemkep / PykoBoauTenb
V. Prashanth- Quality Assurance- Team
Member

b

Print Date / lata: 31-10-2024

Print Date / Jara: 31-10-2024

Ay

Print Date / JJata: 31-10-2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTMOUKAT AHAJIM3A

Page 70f 8/ Crp. 7113 8

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

Tpoayrr: Omes JCP, kaneysabi ¢ MoAR(IIUIPEBANELIM BhIcBOGoAACHTEM. 30 M1~20 mr - ]
Market / Pbiiox : Russia/ Poceus

1 P (P 75 /
Batch No/ . B240344] Batch Quantity / . l_.jOOOO caps /
Cepua Ne |O6Bem cepun 1250000 xancyn
|Analytical Repo“rt No/ . 2002FP24002636 Date of Analysis/ . 31-10-2024
Anannrnuecknii otyer Ne JlaTta ananunza
|Date of Manufacture / . 25.09-2024 Date of Expiry/ . 31-08-2027
JlaTa npoun3BoacTBa Tlogen oo
Mfg. License No. /
IMponssoacTBenHas auuensns : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII1-Ne(002687)-(PT'-RU)
Ne
Analysis performed according ND / Ananu3 nposeaen no HJ:
JITT-Ne(002687)-(PT-RU)-071223

* — HOpPMBI B cieUMHKaLUMM NPEACTABMEHbl HA CPOK FOAHOCTH. [Ipn BeiNycKe mpenapart npoBepsieTcsl B COOTBETCTBUM CO
cneuuduKaumeii Ha BBIYCK, MOITOMY B cepTHdHMKaTe aHany3a Ha MpPerapaT MOTyT ObITb yKasaHbl onee CTPOrHE HOPMB,
4yeM B HACTOSLIEM HOPMAaTHBHOM JAOKYMEHTE M0 KauecTBy.

API name / Haumenosanne A®C: Omeprazole / Omenpasosn Domperidone /loMnepuaon
INN / MHH: Omeprazole / Omenpason Domperidone / JomnepuaoH
API manufacturer batch number / 0000118176, 0000118175 &
Homep cepuu npouspoaurtenss AOC: OME/00324 0000118176
FP Manufacturer API Batch number / FRRH00022 &
Homep cepun cyGeTaHunN FBRA00497

FBRH00023
npoussoautens [JIdD:
API Manufactured by & country / Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India/
Ilpoussogurens AQPC, cTpana: Hlpunu @apmacktotukanc Jita, Muaus Bacynxa ®apma Kewm JIta, Muaus

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.
TaHMCHOBAHMC, AAPTC, NHUCHIHA LIA G63/RR/AP/9G/T/R) /

IMpon3BoacTBeHHAs MJIOLIAAKA / H-p Pennu'c JlaGoparopuc JIta., [TponsBoacreeHHoe noapasaeneHme-11,
Inomaaka KOHTPOJIS kadecTBa / Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, Bauynamnu Bunnamxk,
I[nomaaka BeINycKa Bauynannu Maupan, Meadan Mankamxrupu JIuctpukt - 500090, wrat

Tenaurana, Unaua (Jluuensust 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».

3akalouenne o coorsercTBun: «HacTosiMm s noaTeepkaaro, uTO [pMBENEHHas Bbllle HHGMOPMAUMA ABIAETCH
NOCTOBEPHOI W TOUHOMN. DTa Cepyus NPOAYKLUHM NMPOU3BeAeHa (BKAIOUAs yNakoBKY (MapKMPOBKY) H KOHTPO/b KauecTea) Ha
BLILIEYKA3AaHHOM MPOMIBOACTBEHHON naolanke (MIowankaX) B [OJHOM COOTBETCTBMM ¢ TpebopaHuamu Ilparun
Hajnexalleid NPOM3BOACTBEHHON NpakTHKU EBpasuiickoro sxoHomuueckoro coroza (Ne GMP/EAEU/RU/00573-2022 ot 23
ceHtabps 2022) u TpebOBaHMAMM KOHTPONS KauecTBa JIEKADCTBEHHbIX CPENCTB, a Takke B COOTBETCTBHM CO

Remarks : The Product confirms to ND/ Opinion : APPROVED

T pumeuanue: [poaykr cooTseTcTBYET TpeboBaHrsam HJT 3aknouenne: OJIOBPEHO

Prepared by / [loaroropneso: Checked by / IIposepeHo: Approved by: Manager/Executive /

M. Brahmaji- Quality control- Latha. D - Quality control- Team OunobpeHo: Menemxep / PykosoauTesnb

Team Member Member V. Prashanth- Quality Assurance- Team
<=7 LQ/ Member )

Print Date / lata: 31-10-2024 Print Date / Jara: 31-10-2024 Print Date / Jlata: 31-10-2024 \




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJU3A

Page8of 8/ Ctp. 81138

Product: Omez DSR, modified-releasc capsules, 30 mg+20 mg /
Tpoaykr: Omes’ 1CP, kaney.ibl ¢ MoanduuposannbivM BeicsobomacHnenm, 30 mr-20 mr

Market / Peisiox

: Russia / Poccus

Batch No /

|Batch Quantity /

1250000 caps /

- B24034: |
Cepus Ne  Betn |{O6Bem cepitls 1250000 kancyn
.Analytlcal Repovrt No/ . 2002FP24002636 Date of Analysis / . 31-10-2024
AHannTHyecknii oTyer No JaTta anannsa

| Date of Manufacture / . 25.09-2024 Date of Expiry / . 31-08-2027

JaTta npousBoacTsa I'onen oo

| Mfg. License No. /

IMponssoacTeennas auuensusn : 63/RR/AP/96/F/R MA number:/ Homep PY  : JI[I-Ne(002687)-(PT-RU)

No

Analysis performed according ND / Ananu3 nposeaen no HJ/I:
JITI-Ne(002687)-(PI'-RU)-071223

cneur(prKalMsIMH1, COAEPKALIMMUCS B PETHCTPALMOHHOM A0ChE CTPaHbI-UMIIOPTEPA. 3aMyCK MO NPOHU3BOACTBY, yNAKOBKE U
aHanu3y TIPOBEPEHbl, M YCTAHOBIIEHO MX COOTBETCTBUE TpefoBaHWAM IIpaBui Hamexalieid MPOW3BOACTBEHHON MNpPakTHK
EBpazuiickoro 3KOHOMH4ECKOTO COH03an.

Remarks : The Product confirms to ND/
IMpumeuanue: INpoaykr cooteetcTyeT TpeboBanuam HJT

Opinion : APPROVED
3axatodenne: OJOBPEHO

Prepared by / [ToarotosneHo:
M. Brahmaji- Quality control-
Team Member

Member

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

ey

Approved by: Manager/Executive /
OnobtpeHo: Menemxep / PykoBoauTens
V. Prashanth- Quality Assurance- Team

Member U\MO

Print Date / Hara: 31-10-2024

Print Date / Hara: 31-10-2024

Print Date / [lata: 31-10-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOHNKAT AHAJIHN3A

Page8of 8/ Cip. 8113 8

IProduct: Omez DSR, modified-release capsules, 30 mg~20 mg /

HIpeayrr: Omes” [ICP, kaneyasl ¢ moaundiniposannsiv Bhicsobomaennes, 30 mr-20 mr .
IMarket / PbIHOR : Russia/ Poccus

| T e 2 — s ;
'Batch No/ . B2403441 :Batch Quantity / 1250000 caps /
| Cepusn No |O6Bem cepin 1250000 kancyn
| Analytical Repovrt No / . 2002FP24002636 !Date of Analysis / . 31-10-2024
AHanuTHyecknii oruer Nu JaTa aHammsa
Date of Manufacture / . 25-09-2024 Date of Expiry / . 31-08-2027
JlaTa npon3BoacTBa lonen oo
Mfe. License No. /
TponssoacrBennast auuensnsa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JITI-Ne(002687)-(PI'-RU)
Ne
Analysis performed according ND / Anann3 nposenes no H/I:
JIT1-No(002687)-(PI'-RU)-071223

cneurduKalMiIMHU, COAEPKALUMMHUCS B PErMCTPALLMOHHOM JOChE CTPaHbI-MMNOpPTEPa. 3allUCH NO NPOU3BOACTBY, YMAKOBKE U
aHanu3y TIPOBEPEHbl, U YCTAHOBNEHO MX COOTBETCTBME TpedoBaHusaM [IpaBun Hamnexailed NPOM3BOACTBEHHOH NpPaKTHK

EBpaznicKOro 3SKOHOMMUYECKOrO COK3ay.

Remarks : The Product confirms to ND/
Ipnmeyanne: [Ipoxykr coorBercTByeT Tpebosanusm HJL

Opinion : APPROVED
3axmoyenue: OJOBPEHO

Prepared by / IlonrotoBneHo: Checked by / Iposepeno:
M. Brahmaji- Quality control- Latha. D - Quality control- Team

Team Member Member

Approved by: Manager/Executive /
Onob6peHo: Medemxkep / PykoBoaurens
V. Prashanth- Quality Assurance- Team
Member

Print Date / JTara: 31-10-2024 Print Date / Jata: 31-10-2024

Print Date / ata: 31-10-2024"




