Dl;. Reddy’s Q%.'

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page1of 8/ Crp.1u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® ICP, kancyasl ¢ MoanhHUHPOBAHHBIM BhICBOGOKIeHHeM, 30 MI+20 Mr

Market / Peiaok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepnsi Ne % B2403629 O0BeM cepHH © 1250000 xancyn
Analytical Repo0rt No/ . 2002FP24002662 Date of Analysis / . 19-12-2024
AHaJuTHYecKHii oT4eT Ne Jarta aHanuza

Date of Manufacture / . 28-09-2024 Date of Expiry / . 31-08-2027

JlaTa mpon3BoacTBA T'ogen o

Mfg. License No. /

Ilpon3zBoacTeennas auueHsus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI-RU)
Ne

Analysis performed according ND / Anasus nposeaed no HJI: JITT-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. /

Trepasie
GeCLIBETHBIC ~ KaIlCYJIbI
MapKHMpOBKOI YEepHOTo

¢
« DR. REDDY’S» Ha kphblmiedke
Kancysipl. M MapKMpOBKOM  KpacHOro

JKEJIATUHOBRBIE  TIPO3padHbIe
pazsmepa 1 ¢
1iBeTa

ugera «OMEZ-DSR» Ha kopnyce
KarCyJnel. Conepxumoe KarcyJ:
chepuyeckue  meieTel  Gesoro

KOPHUYHEBOTO 1IBETA.

S'JI;I: / Test / Tect Result / PesyabTaT Specification / Cnenndukanus
1 Description / Onucanue Hard transparent colorless gelatin | 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. /

TBeparle
6ecLBeTHEBIE
MapKHUPOBKOH

« 7Y DR. REDDY’S» Ha KpblLIeYKe
KamncyJibl U MapKHPOBKOH KpacHOro LiBeTa
«OMEZ-DSR» Ha Kopmoyce KarCyJbl.

JKETATUHOBBIE  TPO3payvHEBIC
Karncyinel pasmMepa 1 ¢
YEpHOTO 1BeTa

ConmepxuMoe  kamcyl:  chepudeckue
HEJIeTH OT GeNnoro A0 cepoBaTo-0enoro u
OT  KOPHYHEBOTrO OO  JKEJITOBATO-

KOPHUYHCBOI'O OBETA.

Remarks : The Product confirms to ND/
IIpumeuanne: IIponykT cOOTBETCTBYET TpeboBanusam HJT

Opinion : APPROVED
3axmouyenue: OJJOBPEHO

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

Member Q@D
l

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

Member g

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

Member
uf

Print Date / Tata: 20-12-2024

Print Date / Hara: 20-12-2024

Print Date / Hara: 20-12-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page2 of 8/ Crp. 2 uz 8

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

Hpoaykr: Omes® ICP, kancyas! ¢ MoaupHIHPOBAHHLIM BbIcBOGOKAeHHeM, 30 Mr+20 mr

Market / PoiHok : Russia / Poccus

Batch No/ . Batch Quantity / . 1250000 caps /
Cepusi Ne 1 B2403629 O6bem cepun * 1250000 xancyn
Analytical Repovrt No / . 2002FP24002662 Date of Analysis / . 19-12-2024
AHnanutngecknii oTyeT Ne Jara anannza

Date of Manufacture / . 28-09-2024 Date of Expiry / . 31-08-2027
JaTa npon3BoacTBa T'open no

Mfg. License No. /

IIpouspoacTBeHHas auneH3us : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI-RU)
Ne

Analysis performed according ND / Ananus nposeaen o 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
Unentudnxanns 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
Homnepunox preparation under assay. / Bpemena | Assay). / BpemeHna  yaep:KHBaHUS

YOEPXKUBaHHA OCHOBHBIX IIMKOB Ha | OCHOBHEIX ITHKOB Ha XpOMAarorpamme
XpOMAaTOTpaMMe HCHBITYEMOro pacTBOpa | HCIBITYEMOIO pacTBOpa IOJDKHEI
COOTBETCTBYIOT BpEeMEHaM YIEpPKHBaHHUA | COOTBETCTBOBATH BpEMEHAM YACPIKUBAHHUSI
MUKOB OMelpa3oiia U JOMIIEPHIOHA Ha | MKOB OMENpa3ona M JOMIEpHaoHa Ha
XpOMaTorpaMMe CTaHIapTHOT'O PacTBOpa | XpoMarorpaMMe CTaHOApTHOrO pacTBOpa
(pazmen «KonuuectreHHoe | (paznmen «KonmyectBeHHOE
onpeneneHue»). omnpeleNeHUe» ).

3 Average weight of the net 368.57 mg/ 368,57 mr 369.0 mg £+ 10 % (between 332.1 to 405.9
content / Cpeansisi Macca mg) /
COIEPKMMOro KamncyJ 369,0 mr = 10 % (ot 332,1 oo 405,9 mr)

4 Water content / 1.3% w/w / 1,3% w/w Not more than 4.0 % w/w / He 6onee 4,0 %
CoaepkaHHe BOABI

5 Uniformity of dosage units / OqHopoaHOCTH T03UPOBAHHBIX €XHHUIY

Omeprazole / Omenpason

Domperidone /
JomnepunoH

8.4/8,4

74/74

Acceptance value (AV) should be less than
or equal to 15.0 / Tlokazarens
npuemiemMoctd (AV) pmomken OLITL 11€
6ounee 15,0.

Acceptance value (AV) should be less than
or equal to 150 / Tloka3arens
npuemiieMoctd (AV) momkeH OBITH He
6ouee 15,0.

Remarks : The Product confirms to ND/
IIpumeuyanue: IIponykr coorBercTByeT TpeGosauusim HJT

Opinion : APPROVED
3axnwdyenne: OJOBPEHO

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

i

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

Member l Z

Approved by: Manager/Executive /
Ono6peHo: Menempkep / PykoBonurensb
V. Prashanth- Quality Assurance- Team

Member 0 p

Print Date / [Jata: 20-12-2024

Print Date / Jata: 20-12-2024

Print Date / lata: 20-12-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page3 of8/Crp.3u3 8

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

Hpoaykr: Omes® ICP, kancy.ab ¢ MOAHpUUNPOBAHHBIM BhIcBoGOMIeHHEeM, 30 Mr+20 Mr

Market / Prinok : Russia / Poccust

Batch No / ) Batch Quantity / . 1250000 caps /
Cepus Ne g 2405020 O6bem cepun © 1250000 xancyn
Analytical Repo“rt No/ . 2002FP24002662 Date of Analysis / . 19-12-2024
AnaauTHyeckuii oTuer Ne JaTa ananmnza

Date of Manufacture / . 28-09-2024 Date of Expiry / . 31-08-2027
JlaTa npon3BOACTBA Togen o

Mfg. License No. /

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

Analysis performed according ND / Auaan3 nposenen mo HJI: JITT-Ne(002687)-(PI'-RU)-071223

6 |Impurities / Ipumecu

Omeprazole / Omenpasona:
Impurity 1 / npumecs 1
Impurity 2 / mpumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5 / npumecs 5
Domperidone /
Jomneprloona:

Impurity A / npumecs A
Impurity B / npuMecs B
Impurity C / mpumece C
Impurity D / npumecy D
Impurity F / npumecs F
Any individual unidentified
impurity / JIrobas
eIMHHYHAsA
HeuAeHTUUIYPOBaHHAS
TIPUMECH

Total impurities /

Cymma npumeceit

Not detected / He 06HapyxeHa
Not detected / He oOHapyxeHa

Less than LOQ (LOQ = 0.013%) / Huxe
npenena KOJHYECTBEHHOTO OMNpeAeneHus
(ITIKO = 0,013%)

Not detected / He oOHapykeHa

Less than LOQ (LOQ = 0.010%) / Hmxe
mpefiena KOJMMYECTBEHHOTO OIpeNeNieHUs
(ITKO = 0,010%)

0.02%/ 0,02%

Not detected / He o6HapykeHa

Less than LOQ (LOQ = 0.012%) / Huxe
mpeneNna KOJIWYECTBEHHOTO OIPEC/ICHHUS
(ITKO = 0,012%)

0.07%/ 0,07%

Less than Limit of Detection (LOD
0.004%) / Huxe mnpenena oOGHApYXKEHHS
(ITO = 0,004%)

Not detected / He 0GHapyxeHa

0.1% /0,1%

Omeprazole / Omenpasona:

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 6onee 0,50 %
Domperidone / JJomnepuoona:

ot more than 0.50 % / He Conee 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 6onee 2,5 %

Remarks : The Product confirms to ND/
Ilpumeuanne: Ilpogykr coorBercTryeT TpeboBanusm HJ{

Opinion : APPROVED
3akmouenue: OJOBPEHO

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

Member y{@

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

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

Member
uwd

Print Date / lara: 20-12-2024

Print Date / Jlara: 20-12-2024

Print Date / Tara: 20-12-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Page 4 of 8/ Crp.4n3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykr: Omes® JICP, kancysbl ¢ MoandUUHPOBAHHLIM BbICBOGOKAeHHEM, 30 Mr+20 Mr

Market / PoiHok : Russia / Poccust

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne : B2403629 O6bem cepu * 1250000 xancyn
Analytical Repourt No / . 2002FP24002662 Date of Analysis / . 19-12-2024
AHanuTH4YecKkHii ordeT Ne Jara anaanza

Date of Manufacture / . 28-09-2024 Date of Expiry / . 31-08-2027

JlaTa npon3BoacTBa T'opgen no

Mfg. License No. /

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

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

7  |Residual solvents/ OcTaTo4yHble OpraHn4ecKue pacTBOPHTENH
a) Methanol / 4 pg/capsule / 4 Mkr/kamncyna a) Not more than 1107 pg per capsule /
MertaHon He 6onee 1107 MKr Ha Kamncymny
b) Methylene chloride / b) Not more than 221 pg per capsule /
Metunenxnopun, p g/eapsule /3| sxr/sancy: He Goxiee 221 mxr Ha Kancyny
8 Dissolulion / Pacisupenne
a) Omeprazole /
Owmenpazon
i. Acid stage (0.1N 4%, 7%, 7%, 8%, 9%, 5% In a 0.1 M hydrochloric acid solution - not
HCI)/ more than 15 % of the label amount of
B 0,1 M pacteope omeprazole (C;i7H;9N30;3S) after 2 hours. /
XJIOPUCTOBOZOPOIHO B 0,1 M pactBOpe XJI0pOBOAOPOAHOM
# KUCIIOTHI KHCJIOTH — He Gonee 15 % ot
takTHYeCKOro CofepKaHU
omenpa3zofa (Ci7Hi1oN3038) uepes 2 u.
ii. Buffer stage (pH 6.8
phosphate buffer) / 95%, 91%, 87%, 90%, 88%, 90% In buffer pH 6.8 - not less than 70 % (Q) of

B 6ydepe pH 6,8

the label claim of omeprazole
(C17H19N303S) after 30 minutes./

B 6ydepe pH 6,8 — He meHee 70 % (Q)
OT HOMHHAJILHOT'O COAEPKAHHUSA
omenpaszona (Ci7HisN303S) uepes

30 muH.

Remarks : The Product confirms to ND/
Ilpumeuanue: IpogykT coorBeTcTBYeT TpebopanusM HJI

Opinion : APPROVED
3axmouenne: OJIOGPEHO

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

Member C?

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

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

\

Print Date / JTara: 20-12-2024

Print Date / [{ata: 20-12-2024

Print Date / Jlata: 20-12-2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

PageS5of8/Crp.5us 8

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

Hpoaykr: Omes® ICP, kancyasl ¢ MOAHGHINPOBAHHBIM BbIcBOOOKIeHHEM, 30 MIr+20 mMr

Market / Poinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne A B2d03620 Ob6nem cepun © 1250000 xancyn
Analytical Repo“rt No/ . 2002FP24002662 Date of Analysis / . 19-12-2024
AnanuTnyeckuii oTuet Ne JaTa aHAJIH3A

Date of Manufacture / . 28-09-2024 Date of Expiry / . 31-08-2027
JlaTa mpou3BOACTBA Tonen no

Mfg. License No. /

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

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

b) Domperidone /

Homrepuaon

1. after 1 hour/gepe3 1 u

ii. after 4 hours/uepe3 4 u

iii. after 8 hours / uepez 8 u

after 12 hours / yepes
124

iv.

26%, 23%, 27%, 26%, 23%, 27%

57%, 50%, 62%, 57%, 54%, 60%

79%, 73%, 83%, 81%, 75%, 82%

89%, 85%, 93%, 93%, 88%, 93%

In 0.1M hydrochloric acid solution /

B 0,1 M pacTBOpe XJI0pOBOAOPOAHOM
KHCJIOTBI:

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

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

between 55 % and 95 % / ot 55 % 1m0 95 %

not less than 70 % / He menee 70 %

of the labeled amount of Domperidone
(C22H4CIN5O3) / 0T HOMHHANBHOTO
COAepKaHus JOMIIEPHAOHA

(C22H24CIN5O2)
9 |Assay / KonuuecTBeHHOE OnpeaeieHHe
A. Omeprazole / 19.66 mg / 19,66 mMr A. From 180mg to 220mg of
Omenpazon (98.3% / 98,3%) Ci17H1oN305S (Omeprazole) per

capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mMr mo 22,0mr
C17H19N305S (oMmenpa3on) B Kamcylne
(ot 90,0 no 110,0 % oT HOMMHAILHOTO
COICpIKaHMA).

Remarks : The Product confirms to ND/

Ilpumeuanme: ITponykt coorBercTRYeT TpeboBaHusaM HJ

Opinion : APPROVED
3axkmoyenue: OJJOBPEHO

Member C';?

Prepared by / IloaroroBneHo: Checked by / IIposepeHno:
CH. Prasad- Quality control- Team | Latha. D - Quality control- Team
Member

o

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

Member U\""-“P

Print Date / [Tara: 20-12-2024

Print Date / Hara: 20-12-2024

Print Date / JlaTa: 20-12-2024




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page 6 of 8/ Crp. 6 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IIpoaykr: Omes® JICP, kancyabl ¢ MOAHGHIMPOBABHBIM BBICBOGOMKAeHHeM, 30 Mr+20 mr

I[a'ra ODpOoH3BOACTBA

Tomen mo

Market / Poinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepns Ne : B2403629 Ob6bem cepun * 1250000 xancyn
Analytical Repourt No/ . 2002FP24002662 Date of Analysis / . 19-12-2024
AnanuTnyeckuii order Ne Jara ananuza

Date of Manufacture / . 28-09-2024 Date of Expiry / . 31-08-2027

Mfg. License No. /

IlpouseoacreeHHas aunensust : 63/RR/AP/96/F/R

MA number:/ Homep PY

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

No
Analysis performed according ND / Ananus nposeaes no HJI: JITI-Ne(002687)-(PT-RU)-071223
B. Domperidone / 30.36 mg /30,36 mr B. From 27.0 mg to 33.0mg
JloMnepuioH (101.2%/ 101,2%) CHoCINsO,  (Domperidone)  per

capsule (90.0 to 110.0 % of the label
claim) / Or 27,0mMr mo 33,0wMr
C2oH24CIN5O, (moMnepunoH) B
kancyne (or 90,0 mo 110,0% ot
HOMMHAJILHOTO COJEep KaHus).

10

Microbial limits / Muicpo6ioiornacckas YHCTOTA

a) Total acrobic microbial
count / O6mee 4ucIIO

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

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

insert) in a carton. / Ilo 10 xancyn B
6mucrepe u3 (IIBX/AJI/TIA) donsru /
amomunneBoil doneru. ITo 3 Gmucrepa
BMECTE c HHCTpYKLHEH mno
MEIMIMHCKOMY IPHMEHCHHIO (JIMCTKOM-
BKJIJBIIEM) B ITa4Ky KapTOHHYIO.

a’pOOHEIX
MHKpPOOPTaHU3MOB
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 10 KOE/r
Obmmee uncno
IPOXOKEBBIX U
TUIECHEBBIX I'PHOOB
¢) E. coli Absentin 1 g/ ¢) Shall be absent in 1g/
OrcyrcrByeTrB I T OtcyrctBUe B 1 T
11 Package / YnakoBka 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

(package insert) in a carton. / Ilo 10
kancyn B Omucrepe u3 (IIBX/AJVITA)
doneru / amomunueroii doneru. Ilo 1, 3,
8, 10 GnucrepoB BMecTe ¢ HHCTPYKUMEH 1O
MEIULMHCKOMY TNPUMEHEHHIO (JIMCTKOM-
BKJIABILIEM) 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/
Hpumeuanue: IpoaykT coorBercTByet Tpebopanmam HJI

Opinion : APPROVED
3axmouenne: OJOBPEHO

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

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

Member g

Approved by: Manager/Executive /

Onob6peno: Menemxep / PykoBoaurens
V. Prashanth- Quality Assurance- Team
Member

W)

Print Date / JTata: 20-12-2024

Print Date / Jarta: 20-12-2024

Print Date / Jlata: 20-12-2024




Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJN3A
Page 7 of 8/ Ctp. 7u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ilpoaykr: Owme3® ICP, xancyabl ¢ MOAMGHIMPOBAHHBIM BbICBOGOMAeHHEM, 30 Mr+20 mMr
Market / Poisox : Russia / Poccun
Batch No / ) Batch Quantity / . 1250000 caps /
Cepus Ne 2 B2403629 O6beM cepuH * 1250000 xancyn
Analytical Repovrt No/ . 2002FP24002662 Date of Analysis / . 19-12-2024
Ananutnyeckni otuer Ne JlaTa aHanau3za
Date of Manufacture / . 28-09-2024 Date of Expiry / . 31-08-2027
JlaTa npon3BoaCTBA T'ogen no
Mfg. License No. /
IlpousBoacTBennast iuuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT-RU)
No
Analysis performed according ND / Anaau3s nposeaen no HJI: JITI-Ne(002687)-(PT-RU)-071223

* — HOPMEI B CI'ICI.II/Iq)I/IKaI.lI/II/I NpEeACTABJICHBEI HA CPOK I'OOHOCTH. HpI/I BBIITYCKE Mpernapar npoBepsaeTcss B COOTBETCTBHH CO
CHCHPI(bHKaLII/ICI?I Ha BBINYCK, MO3TOMY B cepTH(anaTe aHaJli3a Ha npenapatr Moryr GBITE YKa3zaHBbI Gosiee CTPOTHE HOPMEI,
YEM B HACTOAIIEM HOPMaTHBHOM OOKYMEHTE 10 Ka4€CTBY.

API name / HanmenoBanue A@C: Omeprazole / Omemnpazon Domperidone /JJoMnepuaoH
INN / MHH: Omeprazole / Omenpazon Domperidone / JoMnepuaox
API manufacturer batch number / 0000118176

Homep cepun npoussogutens ADC: OME/00324

FP Manufacturer API Batch number / ;

Homep cepuu cydcTaHIHU FBRAO00497 FBRH00024
npoussoauress I'JI@:

API Manufactured by & country / Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India /
Ipounsogutens ADC, crpaHa: lpunu ®apmacerotrkaic Jita, Maous Bacynxa ®apma Kem JItn, Manus

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, JUIEH3NA AN 63/RR/AP/96/F/R) /

Ilpon3BoacTBeHHAs MJIOMIAAKA / O-p Penau' ¢ Jlabopatopuc JIta., [IpousBoacTeeHHOE MoapasaencHue-Il,
Ilnomaaxa KOHTPOJIS KavecTBa / Vuacrxu Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, Bauynannu Bunnanx,
IInomaaka BeIMycKa Bauynamum Mauaan, Menuan Mankamxrupu Juctpukr - 500090, mrar

Tenaurana, Manus (JInuenzus 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».

3axmodenne o coorsercTBuM: «HacrosinuM s NOATBEPXKAAI0, YTO NpPHUBEAEHHAs BhIle HHQOpMAUMsS SABIAETCA
JIOCTOBEPHOM M TOYHOM. DTa CepHA NMPOIyKIUMH HpOU3Be/cHa (BKIKOUas YNakoBKY (MapKHPOBKY) H KOHTPOJIb KauecTBa) Ha

Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanne: Ilpoaykr coorBercTByeT Tpebopanusm H]L 3axmouenue: OJOBPEHO

Prepared by / IloaroroeneHo: Checked by / IIpoBepeHo: Approved by: Manager/Executive /
CH. Prasad- Quality control- Team | Latha. D - Quality control- Team Onob6peno: Menemxep / PykoBogurens

Member Member V. Prashanth- Quality Assurance- Team
Member 4\9
UK

Print Date / Jlata: 20-12-2024 Print Date / [Tara: 20-12-2024 Print Date / Jlata: 20-12-2924




Dr.Reddy’s “5.‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Page 8 of 8/ Crp. 8 uz 8

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

Nponyxr: Omes® NCP, kancy.ibl ¢ MogHGUUMPOBAHHBIM BbIcBOGOKAeHHeM, 30 Mr+20 Mr

Market / Puinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus No 8 B2a05620 O6BemM cepHU * 1250000 xancyn
Analytical Repovrt No/ . 2002FP24002662 Date of Analysis / . 19-12-2024
AHanuTudeckmii order No JlaTa anaausa

Date of Manufactare / : 28-09-2024 Dateot Expiryil : 31082027

JlaTa npon3BOACTBA Tomen a0

Mfg. License No. /

IpouseoacrBennas aunensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT-RU)
Ne -
Analysis performed according ND / Anasnus nposeaes mo HJI: JITT-Ne(002687)-(PT-RU)-071223

BHIIIEYKA3aHHOH TPOM3BOACTBEHHOM IUIomaake (IUIOINAAKax) B IIONHOM COOTBEICTBHH ¢ TpeboBanusmu IJpasun
HaUeKalei IPOM3BOICTBEHHOM NMpakTHkU EBpasuiickoro skoHomu4eckoro cowosa (Ne GMP/EAEU/RU/00573-2022 ot 23
centabps 2022) W TpeOOBaHMAMH KOHTPOJA KauecTBa JICKAPCTBEHHBIX CPEICTB, @ TAKKE B COOTBETCTBHH CO
crieuUKALUAMY, COOEPKALIUMHUCS B PErHCTPAlMOHHOM JOChE€ CTPaHBI-UMIIOPTEpa. 3allkCH [0 IPOM3BOACTRY, YNIAKOBKE H
aHANM3y MPOBEPEHbI, M YCTAHOBIEHO MX COOTBETCTBHE TpeGoBaHMsM IIpaBui Hajnmexamieii MPOW3BOJACTBEHHOH MPaKTHK
EBpazuiickoro 3kOHOMHYECKOI'0 COK03a».

Remarks : The Product confirms to ND/ Opinion : APPROVED
Mpumeuanne: [IponykT coorBeTcTBYeT Tpebosanuam HIT 3axmouenne: OJJOBPEHO

Prepared by / IloaroroeneHo: Checked by / IIpoBepeHo: Approved by: Manager/Executive /
CH. Prasad- Quality control- Team | Latha. D - Quality control- Team Onob6peno: Menenxep / PykoBonurens

Member Cgﬁ) Member V. Prashanth- Quality Assurance- Team
\ L!%_ Member mm@

Print Date / Tata: 20-12-2024 Print Date / Hata: 20-12-2024 Print Date / Jlata: 20-12-2024




