| Dr.lReddy’s Q':‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 1 of 10/ Ctp. 1 u3 10

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykt: Omes® JICP, kancyibl ¢ MogudHIHPOBAHHBIM BhICBOGOXKIeHHeM, 30 Mr+20 mr

JHUIeH3Husa Ne

Market / Peinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepusi Ne B Oo6bem cepun 1250000 xancyn
Analytical Repovrt No/ - 2002FP24001713 Date of Analysis / . 22.07-2024
AHanuTHYecKkHii oTyeT No JaTa aHaJIH3a

Date of Manufacture / . 15-06-2024 Date of Expiry / . 31-05-2027

JlaTa npou3BoacTBa T'ogen xo

Mfg. License No. /

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

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

Analysis performed according ND / Ananu3s nposenen no HJI:

Onucanue

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. /

TBepasle XxenaTHHOBBIE MpO3pavuHbie
OecupeTHble Karcynbl pasMepa | ¢
MapKHPOBKO# 4EepHOTo 1BeTa

« Y  DR. REDDY’S» Ha
KPBILIEUKE KANCyNbl U MapKUPOBKOMH
kpacdHoro npeta «OMEZ-DSR» ua
kopmyce Kancyiel.  Copmepxumoe
Kancyn:  cepuyeckHe  MeJUIEThI
6emoro 1 KOPUIHEBOTO LIBETA.

S'Jl;{f / Test/ Tect Result / PesynbTaTt Specification / Cnenudukanusa
1 Description / 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. /

Trepable XENaTUHOBBIE TPO3PAUHBIC
OeclBeTHbIE Karcy:abl pasmepa | ¢
MapKHpPOBKO# YEpPHOro uBeTa

« 7Y DR.REDDY’S» na KpbILLEYKE
Kancyibl W MAapKHPOBKOW KpacHOTO
useta «OMEZ-DSR» nHa Kkopmyce
kancynel.  Cogepxumoe  Kamlcyn:
cepryeckre mneers! oT Oenoro Ao
CepoBaTo-0en0ro ¥ OT KOPUUHEBOIO A0
JKEJITOBATO-KOPUYHEBOTO LBETA.

Remarks : The Product confirms to ND/
Ilpumeuanmne: [IpoaykT cooTBeTCTBYCeT Tpebopanusm HJ

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / [Tonrotosnexo:
Latha. D- Quality control- Team

Member %

Checked by / TIposepeno:
T. Venkata Ramana - Quality
control- Team Member

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykoroautens
Ajay Kumar- Quality Assurance- Team
Member

n

Print Date / lata: 23-07-2024

Print Date / Jlata: 23-07-2024

Print Date / Tata: 23-07-2024




| Dr.JReddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIN3A

Page 2 of 10 / Ctp. 2 u3 10

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

Ipoayxt: Omes® JCP, kancyipl ¢ MoAHGUIEPOBAHHLIM BBICBOOOKIeHHEeM, 30 Mr+20 Mr
Market / Prinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne + B2402379 O6bem cepun " 1250000 kamncyn
Analytical Repovrt No/ . 2002FP24001713 Date of Analysis / . 22-07-2024
AHanuTHYecKHH oT4yeT No JlaTa aHa/H3a

Date of Manufacture / . 15-06-2024 Date of Expiry / . 31-05-2027
Jarta npousBoiacTea I'onen no

Mfg. License No. /

IIpousBoacTBeHHAS : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PI'-RU)
JuneH3ust No

Analysis performed according ND / Ananu3 npoeegen no HJI:

JIII-No(002687)-(PI"-RU)-071223

2 | Identification / The retention times of the main peaks | The retention times of the main peaks
Haenrudnkanns in the chromatogram of the sample | in the chromatogram of test solution
Omeprazole preparation correspond to retention | should comply with the retention times
Domperidone / times of  Omeprazole and | of omeprazole and domperidone peaks
Owmenpazon Domperidone peaks in  the|in the chromatogram of standard
HoMmepuaon chromatogram of the standard | solution (section Assay). / BpemeHa

preparation under assay. / BpeMeHa | yaepXMBaHUSI OCHOBHBIX ITHKOB Ha
yIEepKUBAHUSI OCHOBHBIX TMHKOB Ha | XpoMaTorpamme UCTIBITYEMOTO
Xpomarorpamme UCHEBITYEMOro | pacTBOpa JAOJDKHBI  COOTBETCTBOBATH
pacTBOpa COOTBETCTBYIOT BpPEMEHaM | BpeMeHaM  YAEpXHBaHHS  MHKOB
yIEpXKUBaHUS THKOB OMENpa3ona M | oMenpaszoia W JIOMIEPUIOHA Ha
JOMIEpPUAOHA HA XpOMATOrpaMMe | XpoMaTorpamme CTAHAPTHOTO
CTaHAApTHOrO pacTBopa (pasaen | pacteopa (pasmen «KonuuecTBeHHOE
«KonnuecTBReHHOE OnpeneneHue» ). OIpeIeNICHUEY).

3 Average weight of the 370.98 mg/ 370,98 mr 369.0 mg = 10 % (between 332.1 to
net content / Cpennsis 405.9 mg) /
Maccea coep:KHMOro 369,0 Mr £ 10 % (ot 332,1 mo 405,9
KaIcyJl MT)

Remarks : The Product confirms to ND/
ITpumeuanne: IIpoaykT cooTBeTcTBYET TpeboBaHuaM HJ[

Opinion : APPROVED
3akmouenne: OJJOBPEHO

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

Checked by / ITposepeno:
T. Venkata Ramana - Quality
control- Tea? Member

e

Approved by: Manager/Executive /
Onobpeno: Menenkep / PykoBoautens
Ajay Kumar- Quality Assurance- Team

Member A
ez)

Print Date / Jlata: 23-07-2024

Print Date / JTata: 23-07-2024

Print Date / JTara: 23-07-2024




| Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 3 of 10/ Ctp. 3 n3 10

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

Iponykr: Omes® JICP, kancy.an! ¢ MoauHIHPOBAHELIM BhicBoGokIeHneM, 30 Mr+20 mr
Market / PoiHok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne 3§ 82402970 Ob6bem cepun 1250000 xancyn
Analytical Repo:‘t No/ . 2002FP24001713 Date of Analysis / . 22-07-2024
AHanuTH4YecKuii oTdeT Ne JlaTa aHaJIH3A

Date of Manufacture /5 46 5554 Date of Expiry / : 31-05-2027
JlaTa npousBojcTBa Tomen mo

Mfg. License No. /

IIponseoacTBeHHAR : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PI'-RU)
Junen3us No

Analysis performed according ND / Ananu3 nposegen mo H/:

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

4 |Water content/ 1.3% w/w / 1,3% w/w  |Not more than 4.0 % w/w / He Gonee
Copnep:xaHue BoAbI 4,0 %

5 Uniformity of dosage units / OqHOpogHOCTE N03UPOBAHHBIX €IHHHUILY

Omeprazole / 3.9/3,9 Acceptance value (AV) should be less

Owmenpazon than or equal to 15.0 / Ilokazarens
npreMiIeMocTH (AV) H0KEH ObITh He
Goiee 15,0.

Acceptance value (AV) should be less

Domperidone / than or equal to 15.0 / Iloka3arens

HdomnepunoH LAk npueMieMocT (AV) HomxeH ObITh He
ooxnee 15,0.
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ilpumedanue: Ilpoaykt cooTBeTcTBYET TpeboaHusM HJ{ 3axmouenue: OJJOBPEHO
Prepared by / Iloarotosiexo: Checked by / I1posepeHo: Approved by: Manager/Executive /
Latha. D- Quality control- Team | T. Venkata Ramana - Quality Onobpeno: Menemxkep / PykoBoaurens
Member control- Team Member Ajay Kumar- Quality Assurance- Team
Z Member N
Print Date / [lata: 23-07-2024 | Print Date / Jlata: 23-07-2024 Print Date / JTata: 23-07-2024




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Page 4 of 10 / Ctp. 4 3 10

Product: Omez DSR, modified-
IMpoaykr: Owmes® JICP, KaIcyJibl ¢ MOTH(HIHPOBAHHLIM BhIcBoOOxKIeHHeM, 30 Mr+20 mr

release capsules, 30 mg+20 mg /

AnanuTHYecKHii oT4eT Ne

JlaTa aHaJn3a

Market / Peinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne 1 B2402379 O0bem cepuu * 1250000 xancydn
Analytical Report No / . 2002FP24001713 Date of Analysis / . 22.07-2024

Date of Manufacture /
JlaTa npon3BoAcCTBA

: 15-06-2024

Tonen go

Date of Expiry /

: 31-05-2027

Mfg. License No. /
IIpou3BoacTBeHHAs
jgunensusa Ne

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

MA number:/ Homep PV : JIII-Ne(002687)-(PI'-RU)

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

Analysis performed according ND / Anann3 nposenen mo H/I:

6 |Impurities / IlIlpamecn

Omeprazole /
Omenpazona:

Impurity 1/ npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5 / mpumecs 5
Domperidone /
Homnepudona:
Impurity A / npumecs A
Impurity B / npumecs B
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npumecs F
Any individual
unidentified impurity /
JIrobas enuHryHas
HEHACHTHQULHPOBAHHAS
TIPHMECH

Total impurities /
CymMa npuMeceit

0.01%/0,01%
Not detected / He oOHapyxeHa
0.02% / 0,02%
Not detected / He 0o6HapyxeHa
Not detected / He oOHapyxeHa

Not detected / He oOHapyxeHa

Not detected / He oOHapyxeHa

Less than LOQ (LOQ = 0.012%) /
Hmwxke nmpemena  KOMMYECTBEHHOrO
onpenenenns (IIKO = 0,012%)

0.09% / 0,09%

Not detected / He oOHapyxeHa
Not detected / He oOHapyxeHa

0.1% /0,1%

Omeprazole / Omenpazona:

Not more than 0.50 % / He 6osiee 0,50
[v)

Ié)ot more than 0.50 % / He 6onee 0,50
o,

If;)ot more than 0.50 % / He 6onee 0,50
0

I(;ot more than 0.50 % / He 6onee 0,50
o

I?ot more than 0.50 % / He 6onee 0,50
1)

l/)oomperidone / Jomnepuoona:

Not more than 0.50 % / He 6onee 0,50
0,

g’ot more than 0.50 % / He 6onee 0,50
)

I?ot more than 0.50 % / He 6onee 0,50
[t

I(;ot more than 0.50 % / He 6onee 0,50
o,

If;ot more than 0.50 % / He 6onee 0,50
0

I?ot more than 0.20 % / He 6onee 0,20
0

Ié)ot more than 2.5 % / He 6onee 2,5 %

Remarks : The Product confirms to ND/
Ilpnmeuanue: [Ipoaykt cooTBeTcTBYeT Tpeboranusam HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

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

Member | g

Checked by / IlpoepeHo:
T. Venkata Ramana - Quality

control- Teamzember

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoaurens
Ajay Kumar- Quality Assurance- Team
Member N

Print Date / [Tara: 23-07-2024

Print Date / Jlata: 23-07-2024

Print Date / JTata: 23-07-2024




| Dr.lReddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page 50f 10 / Ctp. 5 u3 10

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JICP, kancy.is! ¢ MOAHHINPOBAHHBIM BhICBOGOKAEHHEM, 30 Mr+20 Mr

Market / PoiHok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne el OGbeM cepun " 1250000 kancyn
Analytical Repourt No/ . 2002FP24001713 Date of Analysis / . 22.07-2024
Avanurndecknii oTueTt Ne JlaTa aHanu3a

Date of Manufacture / . 15-06-2024 Date of Expiry / . 31-05-2027

JlaTa npouszBoacTBa Tonen xo

Mfg. License No. /

IMpouzBoacTBeHHAS : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PI"-RU)
Jaunen3us Ne

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

Analysis performed according ND / Anann3 nposenen mo HJI:

HOM KUCJIOTBI

Buffer stage (pH
6.8 phosphate
buffer) /

B 6ydepe pH 6,8

ii.

92%, 90%, 95%, 93%, 90%, 91%

7 |Residual solvents/ OcTtaTouHbIe OpraHHYecKHEe PACTBOPHTEIIH
a) Methanol / 4 pg/caps / 4 mxr/kancyJa a) Not more than 1107 pg per capsule
MertaHon /
b) Methylene chloride / Not deteoted / ; He 6onee 1107 MKr Ha Kanicyny
MeTunenxaopun ot detected / He obHapyxeHa b) Not more than 221 pg per capsule /
He 6onee 221 MKr Ha Kancyy
8 Dissolution / PactBopenne
a) Omeprazole /
Owmenpazon
i. Acid stage (0.1N 0%, 1%, 1%, 2%, 4%, 4% In a 0.1 M hydrochloric acid solution -
HCl)/ not more than 15 % of the label
B 0,1 M pacteope amount of omeprazole (C7H19N303S)
XJIOPUCTOBOAOPOA after 2 hours. / B 0,1 M pactBope

XJIOPOBOAOPORHON

KHCJIOTH — He 6onee 15 % ot
(haKTUHECKOro COACPXKAHHUS
omenpasona (Ci7HisN30sS) yepes 2 u.

In buffer pH 6.8 - not less than 70 %
(Q) of the label claim of omeprazole
(C17H1sN303S) after 30 minutes./

B 6ydepe pH 6,8 — He menee 70 % (Q)
OT HOMHHAJILHOTO COAEPXKaHHS
omeripaszona (C17H19N30sS) gepes

30 MuH.

Remarks : The Product confirms

Ipumeuanue: [TpoaykT cooTBeTCTBYET TpeboBanusam HJI

to ND/

Opinion : APPROVED
3axmouenne: OJJOGPEHO

Prepared by / [loarotroBneHo:
Latha. D- Quality control- Team

Member Lg;i’_,

Checked by / IIposepeto:
T. Venkata Ramana - Quality
control- Team Member

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBonurens
Ajay Kumar- Quality Assurance- Team
Member n

e

Print Date / JTata: 23-07-2024

Print Date / JaTta: 23-07-2024

Print Date / lara: 23-07-2024




| Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Page 6 of 10 / Ctp. 6 13 10

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykr: Omes® ICP, kancybl ¢ MOAR(UIHPOBAHHBIM BbICBOOOMAeHHEM, 30 Mr+20 Mr

Market / Puinok : Russia / Poccus

Batch No / ] Batch Quantity / . 1250000 caps /

Cepus Ne g Dl O6bem cepHu 1250000 karcyn
Analytical Repovrt No/ . 2002FP24001713 Date of Analysis / . 22-07-2024
AHanuTHYecKHH oTyeT Nt JlaTa aHaan3a

Date of Manufacture / . 15-06-2024 Date of Expiry / . 31-05-2027

JlaTa npon3BoaCcTBa T'onen no

Mfg. License No. /

IIpou3BoacTBeHHAN : 63/RR/AP/96/F/R MA number:/ Homep PY : JIIT-Ne(002687)-(PI'-RU)
aumeH3zus Ne

Analysis performed according ND / Ananu3s nposenex mo H/:

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

b) Domperidone /
Homnepuaon

after 1 hour / yepes 1
q

i.
ii. after 4 hours / yepes

4y

iii. after 8 hours / uepes
84

iv. after 12 hours / yepe3
124

24%, 24%, 33%, 27%, 26%, 26%
51%, 51%, 68%, 60%, 57%, 58%
75%, 73%, 91%, 83%, 82%, 82%

87%, 84%, 101, 94%, 94%, 94%

In 0.1M hydrochloric acid solution /

B 0,1 M pactBope xJIOpOBOAOPOAHOMH
KUCJIOTBI:

between 15 % and 40 % / ot 15 % 10
40 %

between 30 % and 70 % / ot 30 % 10
70 %

between 55 % and 95 % / ot 55 % 10
95 %

not less than 70 % / He menee 70 %

of the labeled amount of Domperidone
(C22H24CINsO2) / 0T HOMHHANBHOIO
ColepKaHUs IOMIepUIOHA
(C22Ha4CINsOy)

Assay / KoinuecTBeHHOE

OIIpEaCJICHHE

A. Omeprazole /
Omenpazon

19.63 mg / 19,63 mr
(98.1% / 98,1%)

A. From 18.0mg to 22.0mg of
C17H9N303S  (Omeprazole) per
capsule (90.0 to 110.0% of the
label claim) / Ot 18,0Mr mo
22,0 mr C7H19N3O3S (omenpasour)
B karncyne (ot 90,0 mo 110,0 % ot

HOMUHANIBHOTO COMIEPAKAHNUS).

Remarks : The Product confirms

IIpumeuanue: [lpogykT coorBeTcTBYET TpeboBanusm H]

to ND/

Opinion : APPROVED
3axkmouenue: OJOBPEHO

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

Member g

Checked by / ITposepeHo:
T. Venkata Ramana - Quality
control- Team Member

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoaurens
Ajay Kumar- Quality Assurance- Team
Member N

e

Print Date / Tata: 23-07-2024

Print Date / [Jata: 23-07-2024

Print Date / JTlata: 23-07-2024




| Dr.lReddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Page 7 of 10/ Ctp. 7 u3 10

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® ICP, kancyabl ¢ MoAHpHIHPOBAHHBIM BbIcBoGoKaenueM, 30 Mr+20 mr

JIMIeH3us Ne

Market / PoiHok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepusi Ne g B O0bem cepuu " 1250000 kancyn
Analytical Repourt No/ . 2002FP24001713 Date of Analysis / . 22.07-2024
AHanuTHYEeCKHH oTYeT No JlaTa aHa/nu3a

Date of Manufacture / - 15-06-2024 Date of Expiry / . 31-05-2027

JlaTa nmpousBoacTBA T'ogen mo

Mfg. License No. /

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

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

Analysis performed according ND / Ananu3 nposenen mo H:

B. Domperidone /
Homnepuaon

3123 mg/31,23 mr
(104.1% / 104,1%)

From 270mg to 33.0mg
C22H24CINsO; (Domperidone) per
capsule (90.0 to 110.0% of the
label claim) / Ot 27,0mMr o
33,0 MI C22H24CIN502
(momnepupoH) B kancyne (ot 90,0
no 110,0% or HOMHMHAIBHOIO
cojiepKaHus).

10 [Microbial limits / Mukpo

OHOJIOTHYECKAA YHCTOTA

a) Total aerobic
microbial count /
Obee uucio
aspoOHBIX

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

MUKPOOPTraHUu3MOB

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

Remarks : The Product confirms

IIpumedanme: IIpoaykT cooTBeTcTBYET TpeOOBaHksIM H]T

to ND/

Opinion : APPROVED
3axmouenue: OJJOBPEHO

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

Member g

Checked by / ITpogepeHo:
T. Venkata Ramana - Quality

control- Team Zember

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosomurenb
Ajay Kumar- Quality Assurance- Team

Member )
C

Print Date / Hara: 23-07-2024

Print Date / JTata: 23-07-2024

Print Date / Jata: 23-07-2024




| Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 8 of 10 / Ctp. 8 u3 10

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoayxr: Omes® JICP, kancy.bl ¢ MoaAuUHIHPOBAHHLIM BhICBOGOsKIeHHEM, 30 Mr+20 M

Market / Peinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepusi Ne + B2402379 O6nemM cepuu * 1250000 xancyn
Analytical Repovrt No/ . 2002FP24001713 Date of Analysis / . 22.07-2024
AHaluTndeckHii oTdeT Ne JlaTa aHaJm3a

Date of Manufacture / . 15-06-2024 Date of Expiry / . 31-05-2027

Jlata npou3BoACTBa T'open no

Mfg. License No. /

IIponsBoacTBeHHAsN : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PI'-RU)
Junen3usa Ne

Analysis performed according ND / Ananu3 nposegen mo HJI:
JITT-No(002687)-(PT-RU)-071223

b) Total combined
yeasts and mould
count / Ob1ee yucno
JPOAOKEBBIX U
MIIECHEBBIX TPUOOB

¢) E. coli

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

Absentin 1 g/
OrcyrctByeTB 1T

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

¢) Shall be absent in 1g/
OrcytctBUE B 1 T

11 | Package / YnakoBka

10 capsules in a (PVC/AI/PA)
foil/aluminum foil blister. 3 blisters
and patient information leaflet
(package insert) in a carton. / ITo 10

Kancya B bnucrepe u3
(TIBX/AJI/TIA) donbru /
amomunueBod  ¢oneru.  Ilo 3

6rucTepa BMeCTe ¢ HHCTpyKuueil mo
MEIULUHCKOMY PUMEHEHHIO
(MCTKOM-BKJIAZbIIEM) B IIQUKy
KapTOHHYIO.

10 capsules in a (PVC/AI/PA)
foil/aluminum foil blister. 1, 3, 8, 10
blisters and patient information leaflet
(package insert) in a carton. / Ilo 10
karcyn B 6auctepe u3 (IIBX/AJI/TIA)
¢onwru / amomunuesoit donsru. o 1,
3, 8 10 OnuctepoB BMecTe ¢
HHCTPYKI[HEH [0  MEAUIMHCKOMY
MPUMEHEHUIO  (JIMCTKOM-BKJI/IBIILIEM )
B NauKy 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.

* — HOpMBI B crelu(uKauv{ TPEACTaBlIeHbl Ha CPOK rogHOCTH. [IpH BBIMyCKe npenmapar HpoBepseTcs B
COOTBETCTBUM CO CHeLH(HKALKell Ha BBITYCK, MOITOMY B cepTH(dUKATe aHanu3a Ha IpenapaT MOryT OBITh
yKazaHsbl 60Jiee CTporve HOpMBI, YeM B HACTOSILIEM HOPMATHBHOM JOKYMEHTE MO KayecTRy.

rAPI name / Haumenosanne ADOC: |

Omeprazole / Omenpazon

| Domperidone /Jlomnepnaon

]

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHusm HJJ

Opinion : APPROVED
3akmwuenue: OJOBPEHO

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

Member | g; ’

Checked by / I[TposepeHo:
T. Venkata Ramana - Quality
control- Team Member

Approved by: Manager/Executive /

Onobpeno: Menemxkep / Pykosoaurens
Ajay Kumar- Quality Assurance- Team
Member
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L]

Print Date / Hata: 23-07-2024

Print Date / lata: 23-07-2024

Print Date / Tata: 23-07-2024




| Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A
Page 9 of 10/ Ctp. 9 n3 10

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Npoaykr: Omes® JICP, kancy/ibl ¢ MoAHGUIHPOBAHHBIM BbICBOGOKIeHHeM, 30 Mr+20 Mr
Market / PeiHok : Russia / Poccus
Batch No / . Batch Quantity / . 1250000 caps /
Cepnsi N SOl O0BeM cepun 1250000 xancyn
Analytical Repovrt No/ . 2002FP24001713 Date of Analysis / . 22-07-2024
AHannTHYecKH# oTUeT No aTa aHann3a
Date of Manufacture / . 15-06-2024 Date of Expiry / . 31-05-2027
JlaTa npou3BoACTBA Tomen 10
Mfg. License No. /
IIpousBoacTBeHHAS : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PI"-RU)
Junensns Ne
Analysis performed according ND / Ananu3 npoeenen o HJI:
JITT-Ne(002687)-(PI'-RU)-071223

INN / MHH:

Omeprazole / Omenpazon

Domperidone / lomnepuoH

Homep cepun cyGeTaHIMH
nponssoantes I'JIdD:

API manufacturer batch number /

Homep cepun nponsBoaunTeisi OME/00523 0000114839
ADC:

FP Manufacturer API Batch

number / FBQA00730 FBRH00008 & FBRH00009

API Manufactured by & country /
IIponseogutens ADC, cTpana:

Srini Pharmaceuticals Ltd, India /
Ipunu ®apmaceroTikaic JTa,
Nupus

Vasudha Pharma Kem Ltd, India /
Bacynxa ®apma Kewm JIta, Unaus

Name, address, authorization No
for FP manufacturing site /
Control site / Release site /
HaunmeHoBaHue, agpec, JIMIeH3HS
st Ilpon3BoACcTBeHHAN ILUTOIIAKA
/ I1omagKka KOHTPOJIst KadecTBa /
IInomaaka BhITyCKA

Dr. Reddy's Laboratories Ltd., Formulation Tech Ops — II, Survey No.
42p, 43, 44p, 45p, 46p, 53, 54&83, Bachupally Village, Bachupally
Mandal, Medchal Malkajgiri District - 500090, Telangana State, India
(license No. 63/RR/AP/96/F/R) /

H-p Pennu ¢ JIab6opartopuc JIta., [IpoussoacTeenHoe noapasaeneHue-1l,
Vyactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu Bunnanx,
bauynannu Maunpan, Meauan Mankamkrupu Juctpukr - 500090, mwrar
Tenanrana, Muaus (JIunensus 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

Remarks : The Product confirms to ND/

Opinion : APPROVED

IIpumeuanne: [lpoaykr coorsercTryeT TpeboBanusm HJ|

3axmouenne: OJJOBPEHO

Prepared by / [logroroeneno:
Latha. D- Quality control- Team

Member ngi/

Checked by / IIpoBepeHo:
T. Venkata Ramana - Quality
control- Team Member

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens
Ajay Kumar- Quality Assurance- Team
Member N

Print Date / [lata: 23-07-2024

Print Date / Jlata: 23-07-2024

Print Date / JTata: 23-07-2024




' Dr. Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Page 10 of 10 / Ctp. 10 13 10

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

Iponykt: Omes® JICP, kancy.nl ¢ MoaHGHIHPOBAHHBLIM BbICBOOOKAEHHEM, 30 Mr+20 mr
Market / PoiHok : Russia / Poccus

Batch No / ) Batch Quantity / . 1250000 caps /
Cepus Ne + B2402379 O6bem cepun " 1250000 kamncyn
Analytical Report No / - 2002FP24001713 Date of Analysis / . 22-07-2024
AHanuTHdecknii oryer Ne  ° JaTa ananu3za )

Date of Manufacture / . 15-06-2024 Date of Expiry / . 31-05-2027
JlaTa npou3sBojcTea I'ogen oo

Mfg. License No. /

Ilponsponcreennas : 63/RR/AP/96/F/R MA number:/ Homep PY : JII1-Ne(002687)-(PI™-RU)
JueH3usa Ne

Analysis performed according ND / Ananns nposenen no HJI:

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

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 establishedy.

3axio4uenue o coorseTcTeHH: «HacTOSIMM 51 NOATBEPXkal0, YTO MPHUBEAEHHAs Bbille HHDOPMALHS ABJIAETCS
AOCTOBEPHON M TOYHOW. DTa Cephs MPOAYKLMH NpPOM3Be[ieHa (BKIIOYas YNAKOBKy (MapKMpOBKY) M KOHTDONb
KauecTBa) Ha BbIUIEYKA3aHHOH NPOM3BOACTBEHHOW MUIOmaAKe (MNOMANKAX) B IOJHOM COOTBETCTBHH C
TpeboBaHuamu [lpaBun Hapnexaliell POU3BOACTBEHHOM TpaKTHKK EBpasuiickoro 3KOHOMHYECKOro COK3a (Ne
GMP/EAEU/RU/00573-2022 ot 23 centsabps 2022) u TpeGOBaHHSMH KOHTPOJS KadecTBa JIEKapCTBEHHBIX
CPEACTB, a TaKXKE B COOTBETCTBHH CO CNEUUQUKALMAMY, CONEPKALIUMHCS B PEHCTPALMOHHOM JOCHE CTPAHBI-
MMIIOpTepa. 3anucH MO NPOM3BOACTBY, YNMAKOBKE W aHANIU3y MPOBEPEHbI, M YCTAHOBJIEHO HX COOTBETCTBHE
TpeboBanusm [TpaBu Haanexalel IpoU3BOACTBEHHOM TpakTHK EBPasniickoro 5KOHOMHYECKOrO COK03ay.

Remarks : The Product confirms to ND/ Opinion : APPROVED
ITpumeqanue: ITpoaykT cooTBeTcTBYET TpeGoBanusam HJT 3axmouenue: OJOBPEHO

Prepared by / Iloarotrogneno: Checked by / IlposepeHo: Approved by: Manager/Executive /
Latha. D- Quality control- Team | T. Venkata Ramana - Quality Onobpeno: Menemxep / PykosoauTens

Member control- Team Member Ajay Kumar- Quality Assurance- Team
L&/ Member ~
L

Print Date / [lata: 23-07-2024 | Print Date / [lata: 23-07-2024 Print Date / J[lata: 23-07-2024






