Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Pagel1 of 8/ Crp.1u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IMpoaykr: Omes® JICP, kancy.ibl ¢ MOTUGUIMPOBAHHLIM BbICBOGOMKAEHHEeM, 30 MI+20 Mr

Market / Poinok

: Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepusi Ne : B2501248 O6bem cepun © 1250000 karncyn
Analytical Repo“rt No/ . 2002FP25001012 Date of Analysis / . 07-05-2025
AHaJIATHYECKHIH 0T4eT No Jara anaamnza

Date of Manufacture / . 13-03-2025 Date of Expiry / . 20.02-2028

JlaTa npousBojcTBa Topen no

Mfg. License No. /

IIpousBoacTeennas auueHsusa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI'-RU)
Ne

Analysis performed according ND / Ananus nposeaen mo HJI: JITI-Ne(002687)-(PT-RU)-071223

S';{f 4 Test / Tect Result / PesyabsTaT Specification / Crreuunduxauus
1 Description / Onucanue | Hard transparent colorless gelatin | Hard transparent colorless gelatin capsules

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 and brown spherical pellets. /

Teepnsie
GECLIBETHEIE  KaTICYJIBI
MapKHPOBKO#H JepHOro

-
« Y DR. REDDY’S» ua KpBIIIEYKE
Kafcylbl ¥ MapKHpPOBKOH KpacHOTO
useta «OMEZ-DSR» Ha kopmyce
KarCyJIbl. Conepxumoe Karcyn:
cpepuyeckue memwieTHl  Gemoro  H
KOPHUYHEBOIO 1[BETA.

JKENIATUHOBBIE  TIPO3PadHEIe
pasMepa 1 ¢
LBETA

size 1 with 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. /

a

Teepnpie
OecLBETHEIC
MapKHUPOBKOH

-

« 7Y DR. REDDY’S» Ha KpBILIEYKE
KarncyJisl ¥ MapKHUPOBKOH KPacHOTO LBETa
«OMEZ-DSR» wHa kopmyce KalCyJibl.
Conmepxumoe  Kamncyir: chepuyeckue
neyuieTsl 0T 6enoro no ceposaro-6e5oro U
OT  KOpI'IHEBOTO o XKENTORaTO-
KOPHYHEBOTO LIBETA.

JKEJIAaTHHOBBIE  MPO3pavyHbie
Kancynael pazmMepa 1 ¢
YEPHOTO 1BeTa

Remarks : The Product confirms to ND/
IIpumeuanune: Ilponykr cooTeeTcTByeT Tpebosanusm HJ

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / IToarorosnexo:
CH. Vijayasimhachalam- Quality
control- Team Member

i

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

Member t E;

Approved by: Manager/Executive /
OnobpeHo: MeHnemxkep / PykoBoaurens

V. Prashanth - Quality Assyrance- Team
Member MO

Print Date / Jlata: 07-05-2025

Print Date / [Tata: 07-05-2025

Print Date / Jlata: 07-05-2025




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Page2 of 8/ Crp. 2 n3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoayxr: Omes® JICP, kancysibl ¢ MoAn¢HIHPOBAHHLIM BLICEOOONAeHHEM, 30 MI+20 Mr

Market / Peinox : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus No . O6neM cepuu * 1250000 xancyn
Analytical Repovrt No/ . 2002FP25001012 Date of Analysis / . 07-05-2025
AHaJInTHYECKHI oTUeT Ne JlaTa anannza

Date of Manufacture / . 13-03-2025 Date of Expiry / . 29.02-2028

JaTa npon3BoIcTBa Togen xo

Mfg. License No. /

IlpoussoacTBeHHast tHueH3usa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI-RU)
Ne

Analysis performed according ND / Auanui nposenen no HJI: JITT-Ne(002687)-(PT'-RU)-071223

2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
WUnentudpurauus 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
Homnepunox preparation under assay. / Bpemena | Assay). / BpemeHa  y#epxKHBaHMA

YIep>KHUBaHUS OCHOBHBIX IIMKOB Ha | OCHOBHEHIX IIHKOB Ha XpOMarorpamme
XpOMaTOrpaMMe HCIEITYEMOr'O PacTBOPa | HCHBITYEMOrO pacTBOpa JIOJDKHEI
COOTBETCTBYIOT BPEMEHaM YNEPKUBAHHS | COOTBETCTBOBATE BPEMEHAM YIAEPIKHBAHHA
MUKOB OMEMpa3ona W JOMIEPUOOHA Ha | MMKOB OMeNpa3oyia M JOMIESpPMAOHA Ha
XpOMaTOorpaMMe CTaHJApTHOrO PacTBOpa | XpOMaTorpaMMe CTaHJApTHOTO pPacTBOpa
(paznen «KonmuectsenHoe | (paznen «KonnyecTBeHHOE
OTIpENCICHUEN ). OIIpEACICHUEY).

3 Average weight of the net 372.38 mg/ 372,38 Mr 369.0 mg + 10 % (between 332.1 to 405.9
content / Cpeansis Macca mg) /
COJepPKHMOr0 KarcyJa 369,0 mr + 10 % (ot 332,1 no 405,9 mr)

4 Water content / 1.4% w/w / 1,4% w/w Not more than 4.0 % w/w / He 6onee 4,0 %
Copepixanne BOABI

5 Uniformity of dosage units / OaHopoaHOCTL J03HPOBAHHBIX €AHHHLL

Omeprazole / Omenpazon

Domperidone /
HomnepunoH

8.8/8.8

8.8/8,8

Acceptance value (AV) should be less than
or equal to 15.0 / [TIlokasarens
npuemnemoct (AV) pomkeH OBITE He
bonee 15,0.

Acceptance value (AV) should be less than
or equal to 15.0 / TlokazaTens
npuemnemoct (AV) zHomkeH OBITE He
6oiee 15,0.

Remarks : The Product confirms to ND/
M pumeyanne: [Ipoaykr coorBercTBYeT Tpeboranusam HJL

Opinion : APPROVED
3akarouyenne: OJJOBPEHO

Prepared by / ITogroroeneHo:
CH. Vijayasimhachalam- Quality
control- Team Member

—

e

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

Member g

Approved by: Manager/Executive /
Ono6peHo: Menemkep / Pykoponutens
V. Prashanth - Quality Assuragce- Team
Member J‘?j

Print Date / Jlata: 07-05-2025

Print Date / Hara: 07-05-2025

Print Date / JTata: 07-05-2025




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page3 of 8/ Crp.3u3 8

Product:

Omez DSR, modified-release capsules, 30 mg+20 mg /
ITpoaykt: Omes® JICP, kancynibl ¢ MoaAMGHUUMPOBAHHBIM BbICBOGOXAeHHEM, 30 Mr+20 Mr

Market / Poisox

: Russia / Poccus

Batch No / . B2501248 Batch Quantity / . 1250000 caps /

Cepus Ne i OGbem cepHH 1250000 xancyn
Analytical Repovrt No/ . 2002FP25001012 Date of Analysis / . 07-05-2025
AHAJNHTHYECKHH oTyeT No JlaTa anajau3a

Date of Manufacture / . 13-03-2025 Date of Expiry / . 29.02-2028

JlaTa npon3BoacTBa I'onen no

Mfg. License No. /

IIpousBoncreeHHast tunen3us : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT-RU)
Ne

Analysis performed according ND / Anaaus nposenen mo HJ/I: JITT-Ne(002687)-(PT-RU)-071223

6 |Impurities / Ilpumecu

Impurity 1 / npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5 / mpumecs 5
Domperidone /
domnepudona:

Impurity A / npumecs A
Impurity B / mpumecs B
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npumece F
Any individual unidentified
impurity / JTro6as
eUHUYHAS
HeupeHTHGUIHPOBaHHAs
IpHMECh

Total impurities /
Cymma npumeceit

Omeprazole / Omenpasona:

Not detected / He oOHapyxeHa

Not detected / He o6HapyxeHa
0.03%/0,03%

Less than LOQ (LOQ = 0.020%) / Huxe
npeaena KOIMYECTBEHHOTO OIpEeAesICHUs
(IIKO = 0,020%)

Less than LOQ (LOQ = 0.010%) / Hmxe
npenena KOJIMMECTBEHHOIO OIpPEACICHHUs
(ITIKO = 0,010%)

0.03%/0,03%
Not detected / He oOHapyxeHa

Not detected / ne obHapyxena
0.11%/0,11%

Less than LOQ (LOQ = 0.013%) / Huxe
npenena KOJIMYECTBEHHOTO OINpPENEIeHUS
(IIKO = 0,013%)

Not detected / He oOHapyxkeHa

0.2% /0,2%

Omeprazole / Omenpasona:

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

Not more than 0.50 % / He 6oxaee 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 %
Not more than 0.20 % / He 6onee 0,20 %
Not more than 2.5 % / He 6osee 2,5 %

Remarks : The Product confirms to ND/
ITpumeyanue: Ilponykr coorBercTByeT Tpeboranusm HJ

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / IloarotorneHo:
CH. Vijayasimhachalam- Quality
control- Team Member

-

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

Member \ !z

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

Print Date / [Jata: 07-05-2025

Print Date / Jlata: 07-05-2025

Print Date / JTata: 07-05-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
Page4 of 8/ Crp. 4 u3 8
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
TMpoaykr: Omes® ICP, kancyabl ¢ MoAHGHIHPOBAHHLIM BbICBOGOXAeHHEeM, 30 Mr+20 mr
Market / PoiHOK : Russia / Poccus
Batch No / . B2501248 Batch Quantity / . 1250000 caps /
Cepusa Ne O6bem cepuu 1250000 kancyn
Analytical Repovrt No/ . 2002FP25001012 Date of Analysis / . 07-05-2025
AHaJauTHYecKHH oTueT Ne JlaTa ananu3a
Date of Manufacture / . 13-03-2025 Date of Expiry / . 99.02-2028
JlaTa Npou3BOACTBA T'onen xo
Mfg. License No. /
IIpouseoacTBenHan auuensust : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT-RU)
Ne

Analysis performed according ND / Anajus nposeaen no HJI: JIII-Ne(002687)-(PT-RU)-071223

7  |Residual solvents/ OcTaTo4nble OpraHN4YecKHe pacTBOPHTENH
a) Methanol / 7 pg/capsule / 7 Mxr/kancyna a) Not more than 1107 pg per capsule /
Meranon He 6onee 1107 Mkr Ha Kancyiy
b) Methylene chloride / b) Not more than 221 pg per capsule /
Meruneuxnopun Not detected / e oGnapyxena He 6onee 221 MKT Ha Kancyny
8 Dissolution / PacTBopeHnue
a) Omeprazole/
Omenpazon
i. Acid stage (0.IN 1%, 4%, 7%, 2%, 2%, 4% In a 0.1 M hydrochloric acid solution - not
HCl)/ more than 15 % of the label amount of
B 0,1 M pacteope omeprazole (C17HisN30sS) after 2 hours. /
XJIOPUCTOBOIOPOIHO B 0,1 M pactBOope XNOpOBOAOPOAHOM
H KHUCJIOTHI KHCJIOTEI — He Oosiee 15 % ot
(akTUYECKOTO COAEPIKaHUs
omenpazona (C17HisN1OsS) uepes 2 u.
ii. Buffer stage (pH 6.8 '
phosphate buffer) / 92%, 92%, 91%, 92%, 90%, 94% In buffer pH 6.8 - not less than 70 % (Q) of

B 6ydepe pH 6,8

the label claim of omeprazole
(C,7H19N30;5S) after 30 minutes./

B 6ydepe pH 6,8 — e menee 70 % (Q)
OT HOMHHAJIBHOTO COJIepPKaHHs
omernpazoJa (C17HieN30sS) yepes

30 muH.

Remarks : The Product confirms to ND/
IIpumeuanue: IponykT cooTBeTcTBYeT Tpeboranuam HJI

Opinion : APPROVED
3akmaiouenue: OJIOBPEHO

Prepared by / IToarotorneHo:
CH. Vijayasimhachalam- Quality
control- Team Member

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

Member g

Approved by: Manager/Executive /
Ono6peno: MeHemxkep / PyxoBoaurens
V. Prashanth - Quality Assurance- Team
Member [

Print Date / Hata: 07-05-2025

Print Date / Jata: 07-05-2025

Print Date / ata: 07-05-2025




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIN3A

Page Sof 8/ Crp.5u3 8

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

Ipoaykr: Omes® JICP, kaneyibl ¢ MOAN(YINPOBAHHBIM BbicBo6oxAcHneM, 30 Mr+20 mr

Market / Prinok : Russia/ Poccus

Batch No / ] Batch Quantity / . 1250000 caps /
Cepus Ne § B2201288 O6bem cepuu © 1250000 xancyn
Analytieal Repo“rt No/ . 2002FP25001012 Date of Analysis / . 07-05-2025
AnanuTHYecKMii oTyeT Ne Jlara anaauza

Date of Manufacture / . 13-03-2025 Date of Expiry / . 20.02-2028
JlaTa npoussoacTBa Tonen go

Mfg. License No. /

IlponseoacreenHas quuensnsa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI'-RU)
Ne

Analysis performed according ND / Anaau3s nposegex mo HJI: JITI-Ne(002687)-(PI'-RU)-071223

b) Domperidone /

JomnepuaoH

i. after 1 hour/uepe3 1 u

ii. after 4 hours / yepes 4 u

iii. after 8 hours / uepes 8 u

after 12 hours / uepez
124

iv.

23%, 21%, 22%, 22%, 24%, 25%

53%, 52%, 53%, 55%, 55%, 55%

75%, 73%, 72%, 79%, 76%, 77%

81%, 79%, 78%, 86%, 90%, 83%

In 0.1M hydrochloric acid solution /

B 0,1 M pactBOpe XJ10pOBOAOPOAHOM
KHCJIOTBI:

between 15 % and 40 % / ot 15 % 1o 40 %

between 30 % and 70 % / ot 30 % mo 70 %

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

not less than 70 % / ne Menee 70 %

of the labeled amount of Domperidone
(C22H24CIN50O5) / 0T HOMHHANEHOTO
coiepXaHus JOMIIEpUIOHA

(C22H24CIN5Oz)
9 |Assay / KosiudecTBeHHOe onpeesieHUE
A. Omeprazole / 20.00 mg /20,00 Mr A. From 180mg to 220mg of
Owmenpazon (100.0% / 100,0%) C17H1sN30sS (Omeprazole) per

capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mMr go 22,0wMr
C17HisN3OsS (omempa3zon) B Karcyne
(ot 90,0 mo 110,0 % oT HOMHHAIILHOTO
COIEpKaHHA).

Remarks : The Product confirms to ND/

IIpnmeuyanne: IlponykT coorBercTRyeT TpeboBanusam HIQ

Opinion : APPROVED
3akmouenue: OJIOGPEHO

Prepared by / IToarotosnexo: Checked by / TlpoeepeHo:
CH. Vijayasimhachalam- Quality D. Latha- Quality control- Team
control- Team Member Member

.

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

WV

Print Date / Jlata: 07-05-2025

Print Date / Jlata: 07-05-2025

Print Date / Hara: 07-05-2025




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 6 of 8/ Crp. 6 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykt: Omes® ICP, xancyast ¢ MoandHIHPOBAHHLIM BbicBoGoXkaeHHeM, 30 Mr+20 mr

insert) in a carton. / ITo 10 xamcyn B
6mucrepe u3 (IIBX/AJI/ITIA) donsru /
amomMunueBoi ¢oneru. Ilo 3 Gmucrepa
BMecTe c HHCTpYKLHEH 1o
MEIULIMHCKOMY NPUMEHEHHIO (JIMCTKOM-
BKJIaJBIIIEM) B Ia4YKy KapTOHHYIO.

Market / Poinok : Russia / Poccus
Batch No / . Batch Quantity / . 1250000 caps /
Cepns Ne § RES0IZR O6neM cepuu * 1250000 xancyn
Analytical Repovrt No/ - 2002EP25001012 Date of Analysis / . 07-05-2025
A”anuTndecknii oryeT Ne Jara ananusa
Date of Manufacture / - 13-03-2025 Date of Expiry / . 29.02-2028
JlaTa npoH3BOACTBA TogeH xo
Mfg. License No. /
IIpousBoacTeeHHas Junensust : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI-RU)
Ne
Analysis performed according ND / Anaans nposenen mo HJI: JITI-Ne(002687)-(PT-RU)-071223
B. Domperidone / 30.79 mg / 30,79 mr B. From 27.0 mg to 33.0mg
JoMnepunon (102.6% / 102,6%) C2I14CINsO;  (Domperidone)  per
capsule (90.0 to 110.0 % of the label
claim) / Or 27,0mMr no 33,0wMr
C22H24CIN5O, (momnepnaon) B
kancyne (or 90,0 mo 110,0% ot
HOMHHAJIBHOT'O COJIepIKaHus).
10 [Microbial limits / MukpoGnonoruieckas YucTora -
a) Total aerobic microbial Less than 10 CFU/g / a) Not more than 10° CFU/g/
count / Ob1ee yucio Menee 10 KOE/T He 6onee 10° KOE/r
a3po6HBIX
MHKPOOPTaHHU3MOB
b) Total combined yeasts Less than 10 CFU/g / b) Not more than 10> CFU/g /
and mould count / Memnee 10 KOE/r He 6onee 102 KOE/r
O6mee yuciio
JPONOKEBBIX H
IUIECHEBEIX IPHOOB
¢} E. coli Absentinl g/ c) Shall be absent in 1g/
OrcyrcrByeTB 1 1 OtcyrctBHE B 1 T
11 Package / YmakoBka 10 capsules in a (PVC/AIV/PA)|10 capsuless 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

(package insert) in a carton. / Ilo 10
kancyn B Omucrepe u3 (IIBX/AJUIIA)
¢donsrn / amoMuHueBoii ¢onsru. Io 1, 3,
8, 10 6HcTepOB BMECTE C HHCTPYKLMEH 110
MEMIMHCKOMY MPUMEHEHHIO (JIUCTKOM-
BKJIAJIBIIIEM) B MaYKy 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/

IIpnmeuanue: ITponayxt coorBercTByeT TpeGoBanusam HJ{

Opinion : APPROVED
3axknouyenune: OJOBPEHO

—

Prepared by / IloarororneHo: Checked by / ITpoeepeHo:
CH. Vijayasimhachalam- Quality D. Latha- Quality control- Team
control- Team Member Member

Kr

Approved by: Manager/Executive /
OnoGpeno: Menemkep / Pykosonutensb
V. Prashanth - Quality Assurance- Team
Member

Print Date / Jata: 07-05-2025

Print Date / Tata: 07-05-2025

Print Date / JJata: 07-05-2025




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

CEPTUO®UNKAT AHAJIN3A
Page 70of 8 /Crp. 713 8

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

Npoaykr: Omes® JICP, kancyasl ¢ MoauGpHUAPOBAHHBIM BbICBOGOXKAeHHEM, 30 Mr+20 mr

Market / Peinok : Russia / Poccus

Batch No/ . Batch Quantity / . 1250000 caps /
Cepus Ne it O6bem cepHH © 1250000 xancyn
Analytical Repo“rt No/ . 2002FP25001012 Date of Analysis / . 07-05-2025
AHanHTHYeCKHH oTdeT Ne JaTta ananmsa

Date of Manufacture / . 13-03-2025 Date of Expiry / . 29.02-2028
JlaTta npousBoacTBa Topen no

Mfg. License No. /

IIpousBoacreennan gunensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI-RU)
N :

Analysis performed according ND / Ananus nposenen no HJI: JIIT1-Ne(002687)-(PT-RU)-071223

* — HOpPMBI B clielMGbHUKaLMK NPEACTaBIeHE Ha CPOK rogHocTH. Ilpu BEIMyCKe NpernapaT NPOBEPAETCA B COOTBETCTBHU CO
cnenudukanyeli Ha BbIMYCK, NO3TOMY B cepTUdUKaTe aHaW3a Ha Npenapar MOryt ObiTh ykasaHel 60Jiee CTPOTHE HOPMbI,

HeM B HACTOAILCM HOPMATHBHOM JOKYMEHTE IO KA4CCTBY,

API name / Haumenosauune A®C: Omeprazole / Omenpa3zon Domperidone /[JoMnepunon
INN / MHH: Omeprazole / OMenpazon Domperidone / JoMnepunos
API manufacturer batch number / 0000123090 &
Homep cepun npoussoautens APC: OME/00724 0000121625

FP Manufacturer API Batch number / -

Homep cepnu cyGcraHunu FBSA00002 FBSH00002
npousBogures I'JID:

API Manufactured by & country / Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India /
Ilpoussoautens A®C, crpana: lpunu ®apMacsrotukaic Jita, Maous Bacynxa ®apma Kem JIta, Mnnus

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.
HaumeHoBaHHe, agpec, THLEH3Hs JJIs 63/RR/AP/96/F/R) /

IIpousBoacTBeHHAas MJIOLIAAKA / J-p Penou’ ¢ JTabopatopuc JIta., [Ipon3poacteeHHoe noapasaencHue-II,
Ilnowagka KOHTPOJSI KauecTBa / Vyacrku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu Bunnamxk,
Ilnomanka BeINyCcKa Bauynanm Maunpan, Mepuan Mankamkrupu Juctpukr - 500090, mrat

Tenaurana, Uuaus (Jlunensus 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».

3akmwoyeHne o coorBeTcTBUH: «Hacrosmmm s nonTeepikAaro, YTO MpHUBENEHHAs BbIIE HHAOPMALMA ABJISAETCH
JOCTOBEPHON M TOYHOM. DTa Cepus MPOAYKIHH NPOU3BeeHa (BKIIIOYAs YIIAaKOBKY (MapKUPOBKY) U KOHTPOJIb KayecTBa) Ha

Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumeqanne: IIponykT cooTBeTcTByeT Tpebosanuam HJI 3axmouenue: OJIOBPEHO
Prepared by / IloorotosneHo: Checked by / IIpoBepeHo: Approved by: Manager/Executive /
CH. Vijayasimhachalam- Quality D. Latha- Quality control- Team Ono6peno: Meunemkep / Pykoponutens
control- Team Member Member V. Prashanth - Quality Assurance- Team

_@ —-Qv 1—&#, Member VMO
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Dr.Reddy’s “!‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Page8 of 8/ Crp. 8 m3 8

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

Ipoaykr: Omes® ICP, kancy.isl ¢ MOAHGHUIMPOBAHHBIM BLICBOGOKIEHHEM, 30 Mr+20 Mr

Market / Poinok : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepusa Ne : B2501248 O6nem cepun * 1250000 kancyn
Analytical Repo“rt No/ . 2002FP25001012 Date of Analysis / . 07-05-2025
Ananutudecknii oTyer Ne JarTa ananmnza

Date of Manufacture / . 13-03-2025 Date of Expiry / . 29-02-2028
JlaTa npon3BoaCTBa T'onen mo

Mifg. License No. /

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

Analysis performed according ND / Ananus nposegen no HJI: JITT-Ne(002687)-(PI-RU)-071223

BBILIECYKa3aHHOH IpOM3BOACTBEHHON mnomanxe (TUIOmMaakKax) B MOJHOM COOTBETCTBUM ¢ TpeboBaHuaMH IIpaBun
Hajjexalei Npou3BOACTBEHHON NpakTukK EBpasuiickoro skonoMudeckoro coioza (Ne GMP/EAEU/RU/00573-2022 ot 23
centsabps 2022) M TpeGOBAHMAMH KOHTPONSA KAYeCTBA JIGKAPCTBEHHBIX CPEACTB, a4 TAkKe B COOTBETCTBUH CO
cnenuuKalMAMHU, COIEPIKALUMHUCS ‘B PETUCTPALIMOHHOM JIOCHE CTPaHBI-MMIIOPTEPA. 3amucH 1O MPOU3BOACTBY, YIIAKOBKE H
aHanu3y MpPOBEPEHEI, U YCTAHOBIEHO HX COOTBETCTBHEe TpeOomaHusAM IIpaBun Haanmexamel HTPOWU3BOACTBEHHOH NpPaKTHK
EBpa3suiickoro 3k0HOMH4ECKOT0 COFO3a.

Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumeuanue: Ilpogykt coorBeTcTBYET TpeGoBaHHAM HJJ 3axmouenne: OIOGPEHO
Prepared by / IlogrotorneHo: Checked by / IIpoeepeHo: Approved by: Manager/Executive /
CH. Vijayasimhachalam- Quality D. Latha- Quality control- Team OnobpeHo: Menemxkep / Pykoeoautens
control- Teami\d‘éi)i Member V. Prashanth - Quality Assurance- Team
Member
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