Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

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

pogyxr: Omes® JCP, kancyasl ¢ MOTUGHUIPOBAHNBLIM BbicBodoaytentem, 30 Mr+20 mr

~Page10f10/Crp. 11310

Market / PeiHOK : Russia / Poccus

Batch No / ) ——— Batch Quantity / 1250000 caps/
Cepust Ne et OGnem cepuu " 1250000 kancyn
Analytical Repovrt No/ . 2002FP24001700 Date of Analysis / . 20-07-2024
AHaIATHYECKHIT oT49eT Ne JlaTta anaausa L
Date of Manufacture / . 15-06-2024 Date of Expiry / . 31-05-2027

JlaTa npoU3BOACTBA TI'onen no -
Mfg. License No. /

ITpousBoacTBEHHASI : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PT'-RU)
JulieH3usg Ne

|JILT-Ne(002687)-(PT-RU)-071223

Analysis performed according ND / Anasu3 nposegen no HJI:

Result / PeayabTat

Specification / Cneundukanus

N Test/ Tect
1 | Description/
Onucanue

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 and brown
spherical pellets. /

Teepabic KeNaTHHOBbIE MPO3payHbIe
becupeTHBIC Karcynsl pasMepa 1 ¢
MapKupoBKOH YepHOTO BeTa

« 7Y DR. REDDY’S» ma
KpBILIEUKE KATCyJbl U MapKHPOBKOH
kpacHoro upera «OMEZ-DSR» Ha
kopnyce kamcynbl.  Comepxumoe
Kancysi:  chepudecKkde — MeJUIeTbl
6eJIoro U KOPUYHEBOTO 1[BETA.

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 >KENATHHOBBIE MPO3pPaAUHbIE
GecliBeTHble Kancylbl pasMepa 1 ¢
MapKHPOBKOH YEepHOTO BeTa

« 7Y DR.REDDY’S» na KpbILIeUke
Kancysisl ¥ MapKUpPOBKOH KpacHOTo
ugera «OMEZ-DSR» Ha kopnyce
kancynel.  CofepkuMoe  Kalcyls:
chepuueckie MemieTsl OT OGenoro 1o
CepoBaTo-0€J10ro  OT KOPUIHEBOTO 110
KENTOBATO-KOPUYHEBOrO [IBETA.

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoayxr cooTBeTcTBYeT TpeboBanusm HJI

Opinion : APPROVED
3axnmouenne: OJOBPEHO

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

Checked by / Ilposepeno:
T. Venkata Ramana - Quality

control- Teaml,[:cmber

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBogurens
Ajay Kumar- Quality Assurance- Team
Member a
<]

Print Date / [lara; 23-07-2024

Print Date / Jlata: 23-07-2024

Print Date / laTa: 23-07-2024




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIA3A

Page 20f10/ (f'r:lj, 2 u3z 10

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
I ponyxr: Omes® ICP, kancy/ibt ¢ MOAHGHIMPOBAHHBIM BhICBOOOKAEHHEM, 30 Mr+20 mMr o )
Market / Poinok : Russia / Poccus
Batch No / . B2402378 Batch Quantity / : 1250000 caps /
Cepust Ne O06bem cepun 1250000 xancyn
Amnalytical Repourt No/ . 2002FP24001700 Date of Analysis / . 20-07-2024
| AHAIHTHYECKHI 0TYeT Ne Jarta aHaau3a
Date of Manufacture / 180 Date of Expiry / o Bty

&, IpONEB0NETER : 15-06-2024 Tonex 10 : 31-05-2027 |
Mfg. License No. /
ITpouzBoacTBEeHHAA : 63/RR/AP/96/F/R MA number:/ Homep PV : JIII-Ne(002687)-(PI'-RU)
JALeH3As Ne
Amalysis performed according ND / Ananus nposenen mo H/I:
JITT-Ne(002687)-(PT-RU)-071223 -

2 | Identification /
NpenTnduxanus
Omeprazole
Domperidone /
Owmenpaszon
HoMnepuaon

The retention times of the main peaks
in the chromatogram of the sample
preparation correspond to retention

times of Omeprazole and
Domperidone  peaks in  the
chromatogram of the standard

preparation under assay. / BpemeHna
yIEPKUBaHUsI OCHOBHBIX THKOB Ha
XpOMaTOI'paMMe HCTIBITYEMOrO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
yIAEPKHBAHUSA MWKOB OMenpa3ofia U
JIOMIIEpUIOHA HA XpOMaTorpaMme
CTaHJapTHOro  pacTBopa  (pasmen
«KoniuecTBeHHOE onpeieneHne).

The retention times of the main peaks
in the chromatogram of test solution
should comply with the retention times
of omeprazole and domperidone peaks
in the chromatogram of standard
solution (section Assay). / Bpemena
YAEpXHUBaHHS OCHOBHBIX ITMKOB Ha
XpoMaTorpamme HCIIBITYEMOT0
pacTBOpa JIOMDKHBI COOTBETCTBOBATD
BpEMEHAM  YAEP)KUBAHHS  INHKOB
oMenpasosia ¥ JOMIEPHAOHA Ha
XpoMaTorpamMme CTAaHAAPTHOTrO
pactBopa (pasgen «KonuuecTBeHHoe
oripe/iesieHUER).

3 | Average weight of the
net content / Cpeansist
Macea Coaep:KUMOro
KamncyJ

367.83 mg/ 367,83 mr

369.0 mg + 10 % (between 332.1 to
405.9 mg) /
369,0 mr £ 10 % (ot 332,1 no 405,9
MT)

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykt cooreTcTBYET TpeboBanuam HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

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

Member g

Checked by / ITposepeHo:
T. Venkata Ramana - Quality

control- Team MJmher

Approved by: Manager/Executive /
OpnoGpeHo: Menemxep / PykoBoauTens
Ajay Kumar- Quality Assurance- Team
Member N

Print Date / Jlata: 23-07-2024

Print Date / Jlata: 23-07-2024

Print Date / Hara: 23-07-2024




@
Dr.Reddy’s ‘,’.‘

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJM3A

~ Page3of10/ Crp.3mn3 10 _

[Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoykr: Omes® JICP, kancyis ¢ MoangumuupoBaHABIM BbicBoGoKAeHHEM, 30 Mr+20 Mr

Market / PoiHoOK

: Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

|Cepns Ne | BEaHE OGbem cepHu * 1250000 kancyn
Analytical Repourt No/ . 2002FP24001700 Date of Analysis / . 20-07-2024
|AHAIHTHYECKHH oTYeT Ne JlaTa aHasin3a

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

JIaTa npon3BOJICTBA T'onen 0

Mfg. License No. /

IIpousBoacTBEHHAS : 63/RR/AP/96/F/R MA number:/ Homep PY : JII1-Ne(002687)-(PT'-RU)
JuleH3us Ne

Analysis performed according ND / Ananus nposenen no H/L:
JIIT-Ne(002687)-(PI™-RU)-071223

4 |Water content /
CogepxxaHue BOIbI

Not more than 4.0 % w/w / He 6onee
4,0 %

1.2% wiw / 1,2% wiw

5 | Uniformity of dosage units / OTHOPOAHOCTH J03MPOBAHHBIX €XHHHI

Omeprazole / 747174 Acceptance value (AV) should be less
Owmernpazon than or equal to 15.0 / Iloxasarens
npuemiemoctd (AV) pomkeH ObITh He
6oinee 15,0.
Acceptance value (AV) should be less
Domperidone / 31/3.1 than or equal to 15.0 / ITokasatens

Homnepuaon npuemieMocTd (AV) nomkeH ObITh He

6oinee 15,0.

Remarks : The Product confirms to ND/
Ilpumeuanue: [IponykT coorBeTcTBYET TpeboBaHusaM HJI

Opinion : APPROVED
3axmouenue: OJIOBPEHO

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

Member L_gp/_

Checked by / IIpoBepeHo:
T. Venkata Ramana - Quality

control- Teara Member

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

Print Date / Tata: 23-07-2024

Print Date / Tata: 23-07-2024

Print Date / Jlata: 23-07-2024




&~
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
- - Page 4 of 10/ Crp. 4 w3 10
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
[1pogykr: Omes® JICP, kancyabl ¢ moanduumposannsiv shicsobosaenuem, 30 mr+20 mr -
Market / Prinok : Russia / Poccus
Batch No / ) i , Batch Quantity / 1250000 caps /-
Cepusi Ne + B2402378 O6bem cepuu * 1250000 kancyn
Analytical Repo:'t No/ . 2002FP24001700 Date of Analysis / . 20-07-2024
AHanTHYECKHI oTyer No Jdara anannsa
Date of Manufacture / . 15-06-2024 Date of Expiry / . 31-05-2027
JlaTa npou3BOACTBA T'oxen 1o
Mfg. License No. /
IIpousBoacTBeHHAs : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PI'-RU)
THLeH3HA Ne
Analysis performed according ND / Ananns nposeaen no HJI:
JIT1-Ne(002687)-(PI'-RU)-071223

6 |Impurities / IIpumecn

Omeprazole /
Omenpaszona:

Impurity 1/ npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / npumech 3
Impurity 4 / npumecs 4
Impurity 5 / nprumecs 5
Domperidone /

| Tomnepuoona:
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 equHUyHas
HenaeHTHHULUPOBaHHAS
puMech

Total impurities /
CymMa npumeceit

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

Not detected / He obHapyxeHa

Not detected / He oOHapyxeHa

Less than LOQ (LOQ = 0.012%) /
Hixe mpenena  KOMMYECTBEHHOTO
onpenenenus (TIKO = 0,012%)

0.10%/0,10%

Not detected / He o6HapyxeHa
Not detected / He obHapyxeHa

0.1% /0,1%

Omeprazole / Omenpas*wu;

Ejot more than 0.50 % / He 6ouee 0,50
ﬁot more than 0.50 % / He 6omee 0,50
Ié’ot more than 0.50 % / He 6ouee 0,50
0

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

l/)oomperidone / Jomnepuoona:

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

§ot more than 0.50 % / He 6osee 0,50
I?ot more than 0.50 % / He 6onee 0,50
0

§’Ot more than 0.50 % / He 6o1ee 0,50
I?ot more than 0.50 % / He 6onee 0,50
0

§)Ot more than 0.20 % / He 6onee 0,20
I?ot more than 2.5 % / He Gouee 2,5 %

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoaykT coorBeTcTBYET TpebobBanuam HJL

Opinion : APPROVED
3axmwouenue: OJJOBPEHO

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

Member g

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

L

Approved by: Manager/Executive /
Onobpeno: Meuemxep / PyxoBonutens
Ajay Kumar- Quality Assurance- Team
Member I

Print Date / [Tata: 23-07-2024

Print Date / JTata: 23-07-2024

Print Date / JTata: 23-07-2024




[ X
Dr.Reddy’s ‘..o.

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IpoaykT: Omes™ JICP, kancyiibi ¢ MOAHPHIBPOBAHHBIM BbIcBoOOKAeHHeM, 30 Mr+20 Mr

Page Sof 10/ Crp. 5 u3 10

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

Analysis performed according ND / Anayiu3 nposejeH mo H,f[:

Market / Pe1HOK : Russia / Poccus

Batch No / . Batch Quantity / _ 1250000 caps/
Cepus Ne 3 SEDeiE O6nem cepuu " 1250000 xancyn
Analytical Repovrt No/ . 2002FP24001700 Date of Analysis / . 20-07-2024
AHanuTnyeckuii oruet No |daTa anayu3a

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

Jata npou3BoacTBa TI'opeH o

Mfg. License No. /

IIpousBoacrBeHHas : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PI"-RU)
Juuen3nsa Ne

7

Residual solvents/ OcTaTounble opraHuuecKUe PACTBOPHTEH

a) Methanol /
Metanon

b) Methylene chloride /
Mertunenxnopun

5 pg/caps / 5 Mkr/kancyJa

Not detected / He oOHapyxeHa

a) Not more than 1107 pg per capsule
/
He 6onee 1107 mxr Ha kancyny

b) Not more than 221 pg per capsule /
He 6onee 221 MKr Ha Karcyny

Dissolution / PacrBopenie

a) Omeprazole /
Owmenpason

i. Acid stage (0.1N
HCI)/
B 0,1 M pacteope
XJIOPUCTOBOAOPOA
HOM KUCJIOTHI

Buffer stage (pH
6.8 phosphate
buffer) /

B 6ydepe pH 6,8

3%, 3%, 4%, 0%, 0%, 0%

95%, 93%, 95%, 91%, 91%, 96%

In a 0.1 M hydrochloric acid solution -
not more than 15 % of the label
amount of omeprazole (C7H9N303S)
after 2 hours. / B 0,1 M pacrtBope
XJIOPOBOLOPOJHOM

KHCJIOTh! — He 6onee 15 % oT
taxTHUeCcKOro cofepKaHus
omernpasona (C17HsN3OsS) uepes 2 u.

In buffer pH 6.8 - not less than 70 %
(Q) of the label claim of omeprazole
(Ci7H1sN3038S) after 30 minutes./

B 6ydepe pH 6,8 — 1e menee 70 % (Q)
OT HOMUHAJILHOTO COJIePXKaHUs
omenpazona (C17H9N3Os3S) uepes

30 MuH.

Remarks : The Product confirms

IIpumevanue: IIponykt cootBeTcTBYeT TpeboBanusam HJJ

to ND/

Opinion : APPROVED
3akmouenne: OJJOBPEHO

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

Member g

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

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyxoBoautens
Ajay Kumar- Quality Assurance- Team
Member A

Print Date / [Tata: 23-07-2024

Print Date / [Tata: 23-07-2024

Print Date / Jlata: 23-07-2024
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJITU3A

Page 6 of 10 / C'rp. 6 u3 10

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

Hpoaykr: Omes” JICP, kancyiibi ¢ MOPHIBPOBAHIBIM BLICBOOOKAeHHeM, 30 Mr+20 mr

Market / Poinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps / B

Cepus Ne - J Ee IS - O0bem cepun " 1250000 kancyn

Analytical Repovrt No/ . 2002FP24001700 Date of Analysis / . 20-07-2024
AHanuTHYeCKHii oTueT No JaTta anaaunza

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

JlaTa npon3BoAcCTBA I'open no -

Mfg. License No. /

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

Analysis performed according ND / Ananus npOBeneii no HA:
JIT1-Ne(002687)-(PI-RU)-071223

b) Domperidone /
Homnepuaon
y
44
8u

124

i. after 1 hour/ uepes 1

ii. after 4 hours / uepes

iii. after 8 hours / uepes

iv. after 12 hours / uepes

28%, 24%, 26%, 25%, 25%, 24%

63%, 56%, 57%, 54%, 54%, 55%

89%, 82%, 83%, 79%, 84%, 84%

100%, 93%, 94, 91%, 91%, 94%

In 0.1M hydrochloric acid solution /

B 0,1 M pacTBOpe XJ10pOBOIOPOIHOM
KUCTOTBHI:

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

between 30 % and 70 % / o1 30 % no
70 %

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

not less than 70 % / He Menee 70 %

of the labeled amount of Domperidone
(C12H24CIN5O3) / 0T HOMUHATIBHOTO
COAePXKAHUS IOMIIEPUIOHA
(C22H24CIN;5O,)

9 |Assay / KoinuyecTBeHHOE

onpeaeJicHue

A. Omeprazole /
Owmenpason

19.91 mg/ 19,91 mr
(99.5% / 99,5%)

A. From 18.0mg to 22.0mg of
Ci7HisN3O03S  (Omeprazole) per
capsule (90.0 to 110.0% of the
label claim) / Ot 18,0mMr g0
22,0 mr C17H19N30sS (omenpaszon)
B Kancyne (ot 90,0 no 110,0 % ot
HOMHMHAJILHOTO COAEPXKAHHUA).

Remarks : The Product confirms to ND/
ITpumeuanne: [Ipoaykr cooTeTcTBYeT TpeGoBanusm HJ

Opinion : APPROVED
3akiaouenune: OJOBPEHO

Member

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

pr

Checked by / Iposepeno:
T. Venkata Ramana - Quality

control- Team Temher

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoaurens
Ajay Kumar- Quality Assurance- Team
Member ~

Print Date / Tata: 23-07-2024

Print Date / JTata: 23-07-2024

Print Date / Jlata: 23-07-2024
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

[Product: Omez DSR, modified-release capsules,_30 mg+20 mg /

Page 7 of 10 / Cyp. 7 u3 10

MMpoaykr: Omes” JICP, kancy.ibl ¢ MoadGuIHPOBAHHBIM BhICBOGOKAeHHEeM, 30 Mr+20 mr - B
Market / PoiHok : Russia / Poccust

Batch No / ) Batch Quantity / _ 1250000 caps /

Cepnsa Ne oy O6bem cepun * 1250000 kancyn

Analytical Report No / . 2002FP24001700 Date of Analysis / . 20-07-2004
Ananutnyeckuii oryer Ne Hata anaan3a )

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

JaTta npousBoacTBa T'ogen go

Mfg. License No. /

IIpoun3BoacTBeHHAN : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PT'-RU)
JuneH3us Ne o
Analysis performed according ND / Anann3 nposegen mo HJI;

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

B. Domperidone /
Homnepuaox

30.78 mg/ 30,78 mr
(102.6% / 102,6%)

B. From 27.0mg to 33.0 mg
C22H24CINsO, (Domperidone) per
capsule (90.0 to 110.0 % of the
label claim) / Ot 27,0Mr no
33,0 MI C22H24C1N502
(mommepumon) B kancyie (ot 90,0
go 110,0% or HOMHHAILHOTO
COIEPIKAHUS).

10

Microbial limits / MukpoGuoJjioruyeckas YHCTOTA

a) Total aerobic
microbial count /
OO61ee yucio
a’pOOHBIX
MHUKPOOPraHU3MOB

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

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

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykr coorsercTByeT TpebGosanusam HJJ

Opinion : APPROVED
3axmyenne: OJJOBPEHO

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

Member g

Checked by / ITporepeHo:
T. Venkata Ramana - Quality

control- Team al:jlber

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBoautens
Ajay Kumar- Quality Assurance- Team
Member n

s

Print Date / Tata: 23-07-2024

Print Date / JTata: 23-07-2024

Print Date / lata: 23-07-2024
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 8 of 10/ Crp. 8 u3 10

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

Hpoayxt: Omes® JICP, kancyibl ¢ MoAnGHUHPOBAHHBIM BbicBoOoKAeHHeM, 30 Mr+20 mr ]
Market / PeiHok : Russia / Poccus

Batch No / ] Batch Quantity/ 1250000 caps /

Cepns Ne § Bealends ~ |O0bem cepun " 1250000 xancyn
Analytical Repovrt No/ . 2002FP24001700 Date of Analysis / . 20-07-2024
AHanuTHYecKHui oTyer No JaTta anasmn3a

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

JlaTa npou3zBoJcTBa - TI'open mo

Mfg. License No. /

IIpon3BoacTBeHHAsI : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PI'-RU)
JIuneH3us Ne .. -
Analysis performed according ND / Anasu3 npoBeaen mo HJI:

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

b) Total combined Less than 10 CFU/g/ b) Not more than 10> CFU/g /
yeasts and mould Menee 10 KOE/r He 60nee 10° KOE/r
count / Obiiee uncio
IPO}CKEBBIX U
MJIECHEBBIX IpubOB

¢) E. coli Absentin1 g/ ¢) Shall be absentin 1g/
OrcyrerByer B 1T OrcytctBUe B 1 1

11 | Package / YnakoBka 10 capsules in a (PVC/AI/PA)|10 capsules in a (PVC/AI/PA)
foil/aluminum foil blister. 3 blisters | foil/aluminum foil blister. 1, 3, 8, 10
and patient information leaflet | blisters and patient information leaflet
(package insert) in a carton. / ITo 10 | (package insert) in a carton. / ITo 10
Kancyn B 6mucrepe n3 | kancyn B 6avctepe u3 (IIBX/AJI/TIA)
(IIBX/AJI/TIA) donsru /| donbru / anmtomunuesoit dosbru. Io 1,
amoMunneBol  goasru. Ilo 3|3, 8, 10 OGuucrepoB BMecTe ¢
6aucTepa BMECTE C MHCTPYKIMEH MO | MHCTPYKLUHENH N0  MEAHIMHCKOMY

MEIULIUMHCKOMY NIPUMEHEHHUIO | TPUMEHEHNIO  (JIMCTKOM-BKJIA/IBIILIEM )
(IMCTKOM-BKJIaJbIlIEM) B HaykKy | B MaYkKy KAPTOHHYIO,
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 creUM(pUKALMU TpENCTaBICHbI Ha CPOK TOAHOCTH. IIpu BbIyCKe MNpenapaT MpoBEpAeTCs B
COOTBETCTBMU CO crneuupuKanuell Ha BHIMYCK, NMO3TOMY B cepTHU(dMKaTe aHaIM3a Ha MpenapaT MOIYT ObiTh
yKasaubl 6osiee CTPOrHe HOPMBI, 4EM B HACTOSLIEM HOPMATHBHOM JOKYMEHTE 110 KAYECTBY.

| API name / HaumenoBaune A®C: | Omeprazole / OMenpazon _[' Domperidone /Jomnepunou j
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanue: ITponykt coorBercTByeT TpeboBanusam HJI 3axmouenune: QJJOBPEHO
Prepared by / [ToaroroeneHo: Checked by / IIposepeHo: Approved by: Manager/Executive /
Latha. D- Quality control- Team | T. Venkata Ramana - Quality Onobpeno: Menemxep / PykoBoanrenn
Member control- Team Member Ajay Kumar- Quality Assurance- Team
¢ Member n

L& — | 9

Print Date / [lata: 23-07-2024 | Print Date / Jlata: 23-07-2024 Print Date / [lata: 23-07-2024
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 9 of 10/ Crp. 9 3 10

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

Mpoaykt: Omes® JICP, kancyJibl ¢ MoAgH(UUMPOBAHHBLIM BLICBOGOXKIeHHEM, 30 MI+20 Mr N
Market / Puinoxk : Russia / Poccus

Batch No / hAn ) Batch Quantity / _ 1250000 caps /
Cepus Ne # e O6bem cepun " 1250000 kancyn
Analytical Repourt No/ . 2002FP24001700 Date of Analysis / . 20-07-2024
AHanuTH4ecKui oT4yeT No Jarta anann3a c

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

JaTa npou3BoAcTBa T'ogeH fo

Mfg. License No. /

IIponsBoacTeenHast : 63/RR/AP/96/F/R MA number:/ Homep PY : JII1-Ne(002687)-(PT'-RU)
Jauensusa Ne - -

Analysis performed according ND / Anann3s nposeaen mo HJI:

JIL1-Ne(002687)-(PL-RU)-071223 -

INN / MHH:

Omeprazole / Omenpazon

Domperidone / JloMmepuaoH

API manufacturer batch number /

0000114839 & a

Homep cepuu cy6cTanmun
npoussogutes I'JID:

Howmep cepun npousBoguTes OME/00523 0000104851
ADC:

FP Manufacturer API Batch

number / FBQAO00730 FBRHO00008 & FBQHO00014

API Manufactured by & country / Srini Pharmaceuticals Ltd, India /
Ipusu ®apmacerotukainc Jita,
Wnpus

IIpounssBoaureab ADC, crpana:

Vasudha Pharma Kem Ltd, India /
Bacynxa ®apma Kem JItn, Uunus

Name, address, authorization No | Dr. Reddy's Laboratories Ltd., Formulation Tech Ops — II, Survey No.
for FP manufacturing site / 42p, 43, 44p, 45p, 46p, 53, 54&83, Bachupally Village, Bachupally

Control site / Release site /
HaumenoBanmne, agpec, THIEH3HA

Mandal, Medchal Malkajgiri District - 500090, Telangana State, India
(license No. 63/RR/AP/96/F/R) /

ans Iponssoacreennas miomagka | JI-p Pennu'c Jlaboparopuc Jltx., [IpoussoacTenHoe moapasaenenue-1l,
/ Ilnomaaka KOHTPOJIA KayecTBa / VYuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, Bauynannmu Bunnamxk,

Ilnomagka BhIMyCKA

bauynannu Manpan, Meauan Mankamkriupu Juctpukt - 500090, mitar
Tenanrana, Muaus (JIuuensus 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/
IIpumeuanne: Ilponykr coorBercTByeT Tpebosanusm HJJ

Opinion : APPROVED
3axmouenue: OJJOGPEHO

Prepared by / IloaroroeneHo: Checked by / ITpoBepeno:

Latha. D- Quality control- Team | T. Venkata Ramana - Quality

Member L—%C,_ control- Team Maner'

Approved by: Managet/Executive /
Onobpeno: MeHemxkep / Pykosogureib
Ajay Kumar- Quality Assurance- Team
Member N

e
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 10 of 10/ Crp. 10 n3 10

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykr: Omes” JICP, kancyiin ¢ MojnpHuupoBannbiM BuicBoboxKAeHHEeM, 30 MT+20 Mr
Market / PoiHOK : Russia / Poccus

. t) -
Batch No / . B2402378 Batch Quantity / : 1250000 caps /
Cepua Ne O6nem cepuu 1250000 kancyn |
Analytical Repovrt No/ . 2002FP24001700 Date of Analysis / . 20-07-2024
AHaJUTHYecKHI1 oTUeT No Jata ananu3za
Date of Manufacture / . 15-06-2024 Date of Expiry / . 31-05-2027
Jarta npoussoJcTBa I'ogen no B
Mfg. License No. /
IIpon3BoacTBeHHAsI : 63/RR/AP/96/F/R MA number:/ Homep PY : JHI-Ne(002687)-(PI-RU)
Jaunen3usa No
Analysis performed according ND / Ananu3 nposeaen mo HJI:
|JITT-Ne(002687)-(PI-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 established».

3akiiouenne o cooTBeTcTBHH: «HacTosINM sl MOATBEPXKAat0, UTO NPUBEAEHHAS Bl KHPOPMALUS SBISETCS
HOCTOBEPHON W TOYHOW. DTa Cepus MPOAYKUMH NMPOM3BeAeHa (BKIIOYas YNakoBKY (MapkMpOBKY) M KOHTPOJb
Ka4yecTBa) Ha BbIIIEYKAa3aHHOM NPOM3BOACTBEHHON Momanke (MIOAAKAX) B TOJTHOM COOTBETCTBHHM C
TpedoBaHmnsMHU [1paBui Hajexaiel Npon3BoACTBEHHON NMpakTHKH EBpasniickoro skoHOMHYeckoro corosa (Ne
GMP/EAEU/RU/00573-2022 ot 23 cenrsibps 2022) u TpcOGOBAHMAMM KOHTPOJS KauecTBA JIEKAPCTBEHHBIX
CPEeICTB, a Talkke B COOTBETCTBHH CO CNEUM(MUKALMAMY, COASPKAIUMNICS B PETHCTPALMOHHOM JOCHE CTPAHBbI-
UMIIOpTepa. 3alUCH 110 NMPOU3BOJACTBY, YNAKOBKE M aHAlM3y MPOBEPEHBI, U yCTAHOBIEHO MX COOTBETCTBHE
TpeboBannamM IlpaBun Hagnexallel Npou3BoACTBEHHOM NpakTHK EBpasuiickoro 3KOHOMUYECKOTO COKO3aY.

Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanne: [Ipoaykr coorBercTByeT TpeGopanusam HJI 3axmouyenne: OJJOBPEHO
Prepared by / TTonroroeneno: Checked by / ITposepeno: Approved by: Manager/Executive /
Latha. D- Quality control- Team | T. Venkata Ramana - Quality Onobpero: Menemxep / PykoBoguTen
Member control- Team Member Ajay Kumar- Quality Assurance- Team

L%‘l/—' Member o
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