Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 1 of 8/ Crp. 1 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Tpoayxr: Omes® JICP, kancyJibl ¢ MOAMGHUMPOBAHHLIM BbIcBOBGOKAeHHEM, 30 Mr+20 Mr

Market / Poinok : Russia / Poccus

Batch No / . Batch Quantity / _ 1250000 caps /

Cepusga Ne : B2501249 O6bem cepun * 1250000 xancyn
Analytical Repovrt No/ - 2002FP25000990 Date of Analysis / . 30-04-2025
Ananurndecknii ordyer Ne JlaTa apaanza

Date of Manufacture / . 19-03-2025 Date of Expiry / . 29.02-2028

JlaTa npou3BoAcTBa Toxen no

Mfg. License No. /

IIpousBoacTBeHHast Munen3usa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT-RU)
Ne

Analysis performed according ND / Ananus nposeaen nmo HJI: JIII-Ne(002687)-(PI'-RU)-071223

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. /

TBepnple KeIaTHUHOBHIE
OecLBETHEIC KallCyJBl  pa3Mepa
MapKUpPOBKO# YEepHOTo

-
« 7Y DR. REDDY’S» Ha KpblLIeUke
Karcyjsl W MapKHUpOBKOH KpacHOro
mBera «OMEZ-DSR» Ha kopmyce
KarcyJibl. Coaepxumoe Karncyir:
chepuyeckue mneweTHl  Oenoro  H
KOPHYHEBOTO I{BETA.

npo3payHbIe
1 ¢
1Bera

S'JI;J: / Test / Tect Result / PesyabTaT Specification / Cneunduxauusn
1 Description / Onucanue Hard transparent colorless gelatin | Hard transparent colorless gelatin capsules

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

JKEJIaTHHORBIE
KaIllCyJIbl  pasMepa
YEepHOTro

Teepneie
OeclIBETHBIE
MapKUPOBKOH

« 7Y DR. REDDY’S» Ha KpBIIIEYKE
KarcyJisl 1 MapKHPOBKOH KPacHOTO IBeTa
«OMEZ-DSR» Ha KoOpmyce KamncyJsl.

MPO3PAYHBIC
1 ¢
LBETA

Conepxxumoe  Kancynm:  cdepHUeCcKHe
neJuieTsl oT Gesoro Ao cepoBaTo-6e0ro U
OT  KOPWUYHEBOTO O  JKENTOBaToO-

KOpPHYHEBOT'O LBETA.

Remarks : The Product confirms to ND/
IIpumeuanue: ITpoaykr coorBeTcTByeT Tpebopanuam HJT

Opinion : APPROVED
3axmwouenue: OJOBPEHO

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

Member g

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

Approved by: Manager/Executive /
Opo6peno: Menemxkep / Pykosonuress
Ajay Kumar - Quality Assurance- Team
Member n

Print Date / Tara: 30-04-2025

Print Date / Tara: 30-04-2025

Print Date / JTara: 30-04-2025




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 2 of 8/ Crp.2 n3 8

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

IpoayxT: Omes® ICP, kancyasi ¢ MoaHUIHPOBARABIM BLICBOGOKACHHEM, 30 Mr+20 Mr

Market / Poinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepus No : B2501249 O0beM cepHH © 1250000 xancyn
Analytical Repovrt No/ . 2002FP25000990 Date of Analysis / . 30-04-2025
AHanuTHYeCKHH oTYeT No Jara anaansza

Date of Manufacture / . 19:03-2025 Date of Expiry / . 29.02-2028
Jata npousBoacTea T'open o

Mfg. License No. /

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

Analysis performed according ND / AnaJsu3 nposeaen mo HII: JITT-Ne(002687)-(PI'-RU)-071223

2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
NpenTuduxanmun 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
Omenpazon in the chromatogram of the standard | chromatogram of standard solution (section
Homnepunon preparation under assay. / Bpemena | Assay). / BpemeHa  yZepKuBaHus

YOEP)KHBAaHUS OCHOBHBIX IHMKOB Ha | OCHOBHEIX IIHKOB Ha XpOMAarorpamme
XpOMAaTorpaMMe HCIBITYEMOro pacTBOpa | UCHBITYEMOTO pacTBOpa JIOTDKHBI
COOTBETCTBYIOT BPEMEHaM YJep)KHBaHHS | COOTBETCTBOBATH BPEMEHaM YAEPIKUBAHUA
MUKOB OMeNpas3oiia ¥ NOMIIEPHAOHA Ha | MHKOB OMeINpa3ola M OOMIIepHIOHA Ha
XpOMaTorpaMMe CTaHAApTHOTO pacTBOpa | XpoMaTorpaMMe CTaHAApTHOTO pacTBOpa
(paznen «Konuuecteennoe | (pasnen «Konmuecteennoe
ONPEACTICHUEY ). onpeAcIcHUEY ).

3 Average weight of the net 371.05mg/ 371,05 mMr 369.0 mg + 10 % (between 332.1 to 405.9
content / Cpeanssi Mmacca mg) /
COIEPRHMOro KancyJs 369,0 mr = 10 % (o1 332,1 no 405,9 mr)

4 |Water content / 1.1% w/w / 1,1% w/w Not more than 4.0 % w/w / He 6onee 4,0 %
Copepxanne BoAbl

5 Uniformity of dosage units / OxHOpOAHOCTL JO3MPOBAHHBIX €HHHI]

Omeprazole / Omenpazon

Domperidone /
Homnepuaox

79/79

727172

Acceptance value (AV) should be less than
or equal to 15.0 / Tloka3arens
npuemneMmoctd (AV) npomkeH ObITh He
6onee 15,0.

Acceptance value (AV) should be less than
or equal to 150 / Tlokazarens
npuemiemoctd (AV) pnomkxeH ObTH He
6onee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: ITpoaykT cooTBeTcTRYET TpeboBanusmM H]I

Opinion : APPROVED
Jaknouenne: OJOBPEHO

Prepared by / Ilonrotorneno:
D. Latha- Quality control- Team
Member

W —

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

Approved by: Manager/Executive /
Ono6peno: Meunemkep / Pykoronurens
Ajay Kumar - Quality Assurance- Team

Member ‘.
ol

Print Date / Tata: 30-04-2025

Print Date / Hata: 30-04-2025

Print Date / Jata: 30-04-2025




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIU3A

Page30f8/Crp.3u3 8

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

Ipoayxr: Omes® JCP, kancyan! ¢ MOTUMHIHPOBAHHLIM BLICBOGOKIeHHEM, 30 Mr+20 Mr

Market / Puinox : Russia / Poccus

Batch No/ . Batch Quantity / . 1250000 caps /
Cepusn Ne g S0l O6bem cepun * 1250000 xarncyn
Analytical Repourt No/ . 2002FP25000990 Date of Analysis / . 30-04-2025
AHaauTHYEeCKHH oTYeT No JaTa ananansa

Date of Manufacture / . 19-03-2025 Date of Expiry / . 29.02-2028
JlaTra npousBoacTBa T'opeH no

Mfg. License No. /

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

Analysis performed according ND / Auanu3 nposeaen mo HJI: JITT-Ne(002687)-(PT-RU)-071223

6  |Impurities / IIpumecn

Omeprazole / Omenpazona:
Twpurity 1/ upumecs 1
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5 / npumecs 5
Domperidone /
‘Homnepuoona:

Impurity A / npumecs A
Impurity B / npumecs B
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npumecs F
Any individual unidentified
impurity / Jlio6as
€AMHUYIHASA
HEHASHTH(HULUpPOBaHHAS
MPHMECE

Total impurities /

Cymma nmpumeceii

Not delected / He o0H4py)EHd

Not detected / He o6HapyxeHa
0.04% / 0,04%

Less than LOQ (LOQ = 0.020%) / Hixe
npenecjia KOJIUYECTBCHHOIO OIPCACTICHUS
(TIKO = 0,020%)

Less than LOQ (LOQ = 0.010%) / Huxe
npenena KOMMYEeCTBEHHOTO OIpeeNieHus
(ITKO = 0,010%)

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

Not detected / He o6HapyxeHa
0.10%/ 0,10%

Less than LOQ (LOQ = 0.013%) / Hike
npenejia KoJHYCCTBEHHOTIO onpenenemm
(TIKO = 0,013%)

Not detected / ue o6uapyxena

0.2% /0,2%

Omeprazole / Omenpazona:

Not more than 0.50 % / He Ounee 0,50 %o
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 %
Domperidone / Jlomnepudona:

Not more than 0.50 % / He 6osee 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 6oiee 0,20 %
Not more than 2.5 % / He Gonee 2,5 %

Residual solvents/ OcraTouHble oOpraHHYecKHe PACTBOPHTEIH

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykt coorBercTByeT Tpebopanusam HJI

Opinion : APPROVED
3aknwuyenue: OJOBPEHO

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

Member { Q

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

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoauTens
Ajay Kumar - Quality Assurance- Team
Member o

Print Date / dara: 30-04-2025

Print Date / Tata: 30-04-2025

Print Date / JTata: 30-04-2025




Dr.Reddy’s Q":'.

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 4 of 8/ Crp.4mn3 8

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

Ipoayxr: Omes® ICP, kancynbl ¢ MoAHGHIHPOBARHBIM BLICBOGOKAEHHEM, 30 Mr+20 Mr

Market / PoiHok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne i S O6Bem cepun © 1250000 xancyn
Analytical Repo“rt No/ . 2002FP25000990 Date of Analysis / . 30-04-2025
AHaguTHYecKHii oTueT Ne Jarta anammsa

Date of Manufacture / . 19-03-2025 Date of Expiry / . 29.02-2028
Jarta npousBoacTsa T'ogen no

Mfg. License No. /

IlpousBoacTBenHas smuens3us : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT-RU)
Ne

Analysis performed according ND / Ananns nposegen no HJI: JIIT-Ne(002687)-(PT-RU)-071223

Methanol /
Mertanon

a)

Methylene chloride /
Merunenxnopun

b)

3 pg/capsule / 3 mr/karncyna

Not detected / He o6HapyxeHa

Not more than 1107 pg per capsule /
He Gonee 1107 Mkr Ha Karicymny

a)

L) Not mwuic than 221 pg per capsule /

He Gonee 221 MKr Ha Kancyiy

Dissolution / PacTBopeHne

a) Omeprazole /
Owmenpason

1. Acid stage (0.IN
HCl)/
B 0,1 M pacreope
XJIOPUCTOBOJOPOIHO
¥ KHUCITOTHI

ii. Buffer stage (pH 6.8
phosphate buffer) /

B 6ydepe pH 6,8

6%, 4%, 4%, 5%, 7%, 0%

92%, 92%, 93%, 93%, 92%, 94%

In a 0.1 M hydrochloric acid solution - not
more than 15 % of the label amount of
omeprazole (C;7H;9N305S) after 2 hours. /
B 0,1 M pacrBOpe XI10pOBOAOPOJHOM
KMCJIOTHI — He 6onee 15 % ot
(akTHYECKOTO COOEPIKaHUSA

omenpazona (Ci7HisN303S) uepes 2 u.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(C17Hi9N30s5S) after 30 minutes./

B 6ydepe pH 6,8 — He meree 70 % (Q)

OT HOMHHANLEHOTO COJIePKAHUS
omernpazona (Ci7H;sN30s8S) uepes

30 mMuH.

b) Domperidone /
JoMrepunox

In 0.1M hydrochloric acid solution /

B 0,1 M pacTBOpE XJIOpOBOJAOPOAHOM

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykT coorBeTcTBYET TpeGoBaHuam HJT

Opinion : APPROVED
3axkmouenune: OJOBPEHO

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

Member | gz
'

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

control- Team Member d\’/

Approved by: Manager/Executive /
OnoGpeno: Menenmxep / Pykopoaurenb
Ajay Kumar - Quality Assurance- Team
Member r

Print Date / [lata: 30-04-2025

Print Date / Tata: 30-04-2025

Print Date / lara: 30-04-2025




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 50f8/Crp.Su3 8

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

Ipoayxr: Omes® ICP, kancyanbl ¢ MOTHPHIHPOBAHHLIM BbICBOGOKAeHHEM, 30 Mr+20 Mr

Market / PuiHOK : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne + B2501249 O6bem cepun © 1250000 xancyn
Analytical Repourt No/ . 2002FP25000990 Date of Analysis / . 30-04-2025
AHannTndecknil oTdeT No Jlara ananusa

Date of Manufacture / . 19-03-2025 Date of Expiry / . 29.02-2028
JlaTa npou3BoacTBa TI'open go

Mfg. License No. /

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

Analysis performed according ND / Ananus nposeaen mo HJI: JITT-Ne(002687)-(PI'-RU)-071223

i. after'l hour/4epes 1 4

ii. after 4 hours / uepez 4 4

iii. after 8 hours / uepes 8 u

after 12 hours / yepe3
124

iv.

24%, 29%, 23%, 23%, 23%, 22%

58%, 62%, 57%, 56%, 53%, 53%

83%, 80%, 79%, 73%, 72%, 75%

87%, 86%, 85%, 79%, 77%, 81%

KHCJIOTBI:

not less than 70 % / He Menee 70 %

of the labeled amount of Domperidone
(C22H24CINsO7) / 0T HOMMHABHOTO
CoOepaKaHus TOMIEepHIOHA

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

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

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

(C22H24CIN5O2)
Assay / KonnuecTRenHoe onpe/ienenne
A. Omeprazole/ 19.87 mg / 19,87 mMr A. From 180mg to 220mg of
Owmenpazon (99.3% / 99,3%) Ci17HjoN3O3S  (Omeprazole)  per

capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mMr po 22,0mr
C;7Hi9N305S (oMenpason) B Karcyie
(ot 90,0 no 110,0 % OT HOMHHAJILHOTO

conepxaHus).

Remarks : The Product confirms to ND/

Ilpumeuanmne: IIponykT coorBercTByeT TpeboBaHusM HJI

Opinion : APPROVED
3axkmouenne: OAOBPEHO

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

Member 1 g

Checked by / ITpoeepeHo:

K.V.V. Satyanarayana- Quality
control- Team Member

Approved by: Manager/Executive /

Ono6peno: Meuekep / PykoBoagurens
Ajay Kumar - Quality Assurance- Team
Member

[

Print Date / {ata: 30-04-2025

Print Date / Hara: 30-04-2025

Print Date / JTata: 30-04-2025




Dr.Reddy’s Q‘:'

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 6 of 8/ Crp. 6 n3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® JICP, kancyns! ¢ MoaAHGHIUPOBAHHBIM BLICBOGOKAeHHEeM, 30 Mr+20 mr
Market / Peinox : Russia/ Poccus
Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne s O0nem cepun * 1250000 xancyn
Analytical Repovrt No/ . 2002FP25000990 Date of Analysis / . 30-04-2025
AHanuTHYecKHH oTyeT No Jarta anann3a
Date of Manufacture / . 19-03-2025 Date of Expiry / . 29.02-2028
JlaTa npoH3BoACTBa Tonen o
Mfg. License No. /
IIponssoacreenHan nuuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI'-RU)
Ne
Analysis performed according ND / Anann3s npoeeaen mo HJI: JITI-Ne(002687)-(PI'-RU)-071223
B. Domperidone / 30.45 mg /30,45 mr B. From 27.0 mg to 33.0mg
HoMnepuaon (101.5%/101,5%) Cx:Ho4CINsOz  (Domperidone) — per

capsule (90.0 to 110.0 % of the Iabel
claim) / Or 27,0mMr mo 33,0mr
C22H24CINsO, (JIOMHepI/I,IIOH) B
kancyne (or 90,0 mo 110,0% or
HOMHHAJIEHOTO COJIepKaHHS).

10

Microbial limits / MukpoGnojiornyeckasi 4MCTOTa

Not more than 10> CFU/g /

insert) in a carton. / ITo 10 xamcyn B
6nucrepe uz (IIBX/AJI/TIA) doneru /
amomunieroi ¢onern. ITo 3 6muctepa
BMECTE c HHCTPYKLHEH o
MEIUUMHCKOMY MPUMEHEHHUIO (JIMCTKOM-
BKJIa[BIIEM) B [TAYKY KapTOHHYIO.

a) Total aerobic microbial Less than 10 CFU/g / a)
count / O61ee YuCIo Menee 10 KOE/r He 6onee 10° KOE/r
a’poOHBIX
MHKpPOOPraHU3MOB
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
Obmee uucno
ZIPONOKEBBIX U
TIIECHEBBIX TPUOOB
¢) E. coli Absentinl g/ c) Shall be absent in 1g/
OrcyrcrByeTrB 1 T OrcyrctBue 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
patient information leaflet (package | blisters and patient information leaflet

(package insert) in a carton. / Ilo 10
kancyn B Onucrepe uz (IIBX/AJI/TIA)
doneru / amomunuesoii doneru. Io 1, 3,
8, 10 6imcTepoB BMECTE C UHCTPYKLMEH 1O
MEIUUHHCKOMY TNPUMEHEHHIO (JIUCTKOM-
BKJIQBIIICM) B TaYKY 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: ITponykr coorBeTcTByeT TpeGoranusm H]J

Opinion : APPROVED
3axnwuenue: OJIOGPEHO

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

Member Lgae,

Checked by / IlpoeepeHo:

K.V.V. Satyanarayana- Quality
control- Team Member

Approved by: Manager/Executive /
Opobpeno: Menemxkep / PykoBoautens
Ajay Kumar - Quality Assurance- Team
Member I

c el

Print Date / Jara: 30-04-2025

Print Date / Tara: 30-04-2025

Print Date / Marta: 30-04-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page 7 of 8/ Crp. 7us 8

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

Ipoaykt: Omes® ICP, kancyabl ¢ MOAHGHIHMPOBAHHLIM BLICBOGOXIEHHEM, 30 MT+20 Mr

Market / PoiHok : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepusi Ne i OGnem cepun © 1250000 xancyn
Analytical Repovrt No/ - 2002FP25000990 Date of Analysis / . 30-04-2025
AHaJuTHYeCKHIi oTyeT Ne JlaTa ananu3a

Date of Manufacture / - 19-03-2025 Date of Expiry / . 20-02-2028
Jlara nponsBoacTBa T'open o

Mfg. License No. /

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

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

* — HOpMBHI B CcrlelM(UKanuy NpeacTaBIeHbl Ha CPOK TOSHOCTH. IIpH BHIMYCKE MpPENapar MPOBEPSETCS B COOTBETCTBHM CO
criennHKanyeil Ha BBITYCK, TO3TOMY B cepTHdHKaTe aHaiM3a Ha Tpenapar MOTYT OBITh ykasaHel 6oJiee CTPOrHe HOPMEL,
YeM B HACTOAIIEM HOPMAaTHEHOM JIOKYMEHTE 10 KaueCTBY.

API name / HanmeHoanne A®C: Omeprazole / Omenpazon Domperidone /[loMnepunoH
INN / MHH: Omeprazole / OMenpazon Domperidone / [loMnepuaoH
API manufacturer batch number / 0000123090 &
Homep cepuu nponzpoaureiss ADC: OME/00724 0000121625

FP Manufacturer API Batch number / > 5
Homep cepnu cyGcTaHumu FBSA00002 FBSH00002
npoussoautens I'JID:

API Manufactured by & country / Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India /
IIpouszsoauTens ADC, cTpana: Ipunu ®@apmacstotukanc Jitn, Mapus Bacynxa ®apma Kem JItn, UHaus

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.
HaumeHoBauue, agpec, NTHUEHIUS 15 63/RR/AP/96/F/R) /

IIpousBoacTBeHHas MIOLIAAKA / H-p Pennu’ ¢ JIabopatopuc JIta., [IpousroacTeeHHOe moapasaencHue-11,
Ilnomaaka KOHTPOJIsI KauecTBa / Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynamnu Bunnamx,
ILromaaxa BeITycKa Bauyuam Manuan, Meauan Mankaoxrupy Jucrpukr - 500090, wrar

Tenaurana, Muaus (JInuensus 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».

3axmodenue o cooTBeTcTBHM: «HacroAlmuM s moATBepKIaww, YTO NpUBENEHHas Bbime HHGOpPMALUS SBIAETCS
JOCTOBEPHOH M TOYHOM. 3Ta cepHus MPOMYKLUH NpoU3BeAeHa (BKIOYas YHAKOBKY (MapKUPOBKY) U KOHTpPOJIb KadecTBa) Ha

Remarks : The Product confirms to ND/ Opinion : APPROVED

IIpumeuanue: IIponykT coorBeTcTBYET TpebOBaHMIM HJJ 3aknwuenne: ONOBPEHO

Prepared by / [TogrorossieHo: Checked by / IlpoBepeno: Approved by: Manager/Executive /
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Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Page 8 of 8/ Crp. 8 u3 8

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

Ipoaykr: Omes® JICP, kancyabl ¢ MoaH(HUHPOBAHHBIM BbICBOGOKAeHHEM, 30 MIr+20 Mr

Market / Prinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne s B0 O6nem cepuu * 1250000 kancyn
Analytical Repourt No/ . 2002FP25000990 Date of Analysis / . 30-04-2025
ABRaJMTHYECKHI oT9eT No Jara ananusa

Date of Manufacture / . 19-03-2025 Date of Expiry / . 99.02-2028
JlaTa npon3BoacTBa Tomen mo

Mfg. License No. /

IIponsBoacTBeHHas anuen3un : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII-Ne(002687)-(PT-RU)
Ne

Analysis performed according ND / Ananu3s npoeegen o HJI: JITI-Ne(002687)-(PT-RU)-071223

BBIIIEYKAa3aHHOW TNpPOW3BOACTBEHHOH mnomanke (IUiomankaX) B IOMHOM COOTBETCTBMM ¢ TpeboBaHusamu Ilpasuin
HAISAALUEH HPUMSBUALIBEHHUN 1pak ik EBpasniickory SROHUMUUECROIL Ccursd (Ne GMP/EAEU/RU/00573-2022 oy 23
ceHTabps 2022) M TpeGOBaHWAMH KOHTPONS KadyecTBa JIEKApPCTBEHHBIX CPEACTB, a TAaKKe B COOTBETCTBHM CO
crienuHKALUIMY, CONEPKAIIHMHUCA B PETHCTPALMOHHOM JOChE CTPaHbI-UMIIOPTEPa. 3aNKCH 10 TPOU3BOLCTBY, YIIAKOBKE
aHayM3y NpPOBEPEHE], ¥ YCTAHOBIEHO HX COOTBETCTBHE TpebGopanusm IlpaBun Hajuexaiieil OpOW3BOACTBEHHOHN MPakTHK

EBpa3uﬁcxor0 3KOHOMHYECKOI'0 COKO3a».

Remarks : The Product confirms to ND/ Opinion : APPROVED

IIpumeuanne: IIpoaykT cooTBeTCTBYET Tpebosanusam HJT 3akawuenne: OAOBPEHO

Prepared by / IToarotosneHo: Checked by / ITposepeno: Approved by: Manager/Executive /

D. Latha- Quality control- Team K.V.V. Satyanarayana- Quality OnobpeHo: Menemxkep / PykoBoaurens
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: ‘7&— - Member (_/ﬁ
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