Dr.Reddy’s €&¢

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

- B Page 10f10/Crp. 1 u3 10 _
|Product: Omez DSR, modified-release capsules, 30 mg+20 mg / '
:HEOZlyKI‘Z_O_Me3® JCP, kancyJibl ¢ Moau(pHIUPOBAHHBIM BbicBOOOKAERUEM, 30 Mr+20 mr

:Market / PpiHOK : Russia / Poccus

'Batch No / gy Batch Quantity / 1250000 caps / |
|Cepus Ne - T O6nem cepuu " 1250000 kancyn .
Analytical Report No / . 2002FP24001048 Date of Analysis / . 30-04-2024 |
AHanuTHueckuii oruer Ne * T Jarta anannza ) - )

Date of Manufacture / . 21-03-2024 Date of Expiry / . 28-02-2027

|laTa npoM3BOACTBA T'ogen o -

Mfg. License No. /

TIpou3BoACTBEHHAS : 63/RR/AP/96/F/R MA number:/ Homep PY : JII1-Ne(002687)-(PT-RU)
[unen3us Ne B

| Analysis performed according ND / Anaau3 nposeen no HJI: |
JIT-Ne(002687)-(PI-RU)-071223

S'JI:.(? d Test/ Tect Result / PesyabTaT Specification / Cneunpunkanus |
1 .Description/ Hard transparent colorless gelatin | Hard transparent colorless gelatin
Onucanne capsules size 1 with a black imprint | capsules size 1 with a black imprint
“"Y DR REDDY'S” on the |« ¥ DR REDDY’S " on the
capsule cap , and a red imprint * capsule cap and a red imprint " OMEZ-
OMEZ-DSR” on the capsule body. | pnqR v o the capsule body. Capsule
Capsule contents: white and brown | .o neents: white to grayish-white and
spherical pellets. / brown to yellowish brown spherical
Teepabie XkenaTHHOBbIE mpo3paunble | pellets. /
GecupeTHbIe L UEYIE] "PASMERd e Teepable >KeNnaTHHOBbIE MPO3paUHbLe
MapKFPOBKo” UEPHORO UBCTA | GecupeTHble Kamcynel pasmepa 1 c
« Y DR. REDDY’S» Ha | MapKMpOBKOH 4epHOro 1BeTa
KpbilIeuKe KarCyllbl ¥ MapKUPOBKOH | Y DR REDDY’Sy Ha Kpbileuke
kpactioro ueta «OMEZ-DSR» Ha | \ancynyi w mapkupoBkoii  kpachoro
kopiyce  kancynsl.  Conepxumoe uBeta «OMEZ-DSR» Ha kopnyce
Kancyn:  cdepuyeckie  MeNjeThl Kancymbl.  CoZepKiMOe  Kancyn:
Genoro 1 xopUuHEBOTO UBETA. cheprueckie NenneThl oT 6enoro 10
CepoBaTo-0eJI0ro U OT KOPUUHEBOTO 10
JKENTOBATO-KOPUYHEBOTO LIBETA.
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumeuyanne: [Ipoaykt cooreTcTBYET TpedOoBanusam HJL 3axmouenne: OJOBPEHO
Prepared by / [loarotoBnexo: Checked by / T1posepeto: Approved by: Manager/Executive /
M. Brahmaji- Quality control- D. Latha - Quality control- Team Opnobpeno: Meunemxkep / PykoBoaureib
Team Member Member V. Prashanth- Quality Assurance- Team
~=r L&P Member ]
Print Date / Tata: 30-04-2024 | Print Date / Jlata: 30-04-2024 Print Date / [lata: 30-04-2024




Dr.Reddy’s “:’

[Product: Omez DSR, modified-release capsules, 30 mg+26 mg_/

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Page 2 of 10/ Crp. 2 u3 10

'II oaykr: Omes® JICP, kancyiibl ¢ MoanHIKHPOBAHHbIM BbICBOOOKIEeHHEM, 30 Mr+20 mr
(11poAy! ZML ST O, €) p 3000

Market / Poinok : Russia / Poccus

Batch No / . B2401384 Batch Quantity / 1250000 caps /

Cepus Ne o ) O06Bem cepuu 1250000 xancy.a
Analytical Report No / . 2002FP24001048 Date of Analysis / . 30-04-2024

' AnaanTuvecknii oruer N © 777 |TaTa aHaau3a )

Date of Manufacture / . 21-03-2024 Date of Expiry / . 28-02-2027

JaTa npoH3BoACTBA SO TI'onen o -
Mfg, License No. /

IIpousBoacTBeHHast : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PT-RU)
JuneH3us Ne

JIT1-Ne(002687)-(PT-RU)-071223
[ 2

Identification /
Npentuduraunsn
Omeprazole

Analysis performZd according ND / Ananus nposeaen no HJ:

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

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). / BpemeHa
YOEePKUBaHUS OCHOBHBIX THKOB Ha
XpoMarorpamme HCNBITYEMOTro
pacTBopa JOJDKHBI COOTBETCTBOBATb
BpeMeHaM  yJep)KUBaHUs MTUKOB
oMenpazona W JOMIEPUIOHA Ha
XpoMaTorpaMmme CTaHJIAPTHOTO
pactBopa (pazpmen «KojnuecTBeHHOE
OnpeAeNeHUEN).

Domperidone / times of Omeprazole and

Owmenpason Domperidone peaks in the

JlomnepuaoH chromatogram of the standard
preparation under assay. / Bpemena
yIepKUBAHUS OCHOBHLIX THKOB Ha
XpoMarorpamme UCITBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpPEMEHAM
yIAepKWBAHUS MHKOB OMernpasofla M
JOMIIEPUAOHA HA XpoMaTorpammMe
CTaHjapTHOrO  pacTBopa  (pasael
«KonuyecTBeHHOE OnpeaeseHue»).

3 | Average weight of the 370.44 mg/ 370,44 mr

net content / Cpexnsis

Macea COAepKUMOro

KaIncyJ

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

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoaykr coorBercTyeT TpeboBaHuam HJI

Opinion : APPROVED
3axmouenue; OJJOBPEHO

Prepared by / [loarotosneHno:
M. Brahmaji- Quality control-
Team Member

T

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

Member L&F/.

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

Member
1y

Print Date / Jlata: 30-04-2024

Print Date / Jlata: 30-04-2024

Print Date / ara: 30-04-2024




[ X3
Dr.Reddy’s ‘_’o‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Omez DSR, modified-release capsules: 30 mg+20 mg /
Ipoaykr: Omes® JICP, kancy.ibi ¢ MOgH(HIHPOBAHHBIM BLICBOGONKAeHHEM, 30 Mr+20 mr

Page 3 of 10/ Crp.3 u3 10

Market / Poinok : Russia / Poccus
|Batch No / Batch Quantity/ 1250000 caps /

: B2401384 -
|Cepus Ne N | O0bem cepun 1250000 xancyn
[Analytical Report No / . 2002FP24001048 Date of Analysis / . 30-04-2004
AHaMHTHYeCcKHIf oruer No =~ - JlaTa anaJiusa o -
Date of Manufacture / . 91-03-2024 Date of Expiry / . 28-02-2027
JlaTa nmpou3BoACTBa I'ogen no S
Mfg. License No. /
ITpou3sBoacTBeHHAsN : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PT'-RU)

annensust Ne

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

Analysis performed according ND / Ananns np_osei;{_;m_ HA:

4 [Water content /
Conep:xanue BOJbl

1.2% w/w / 1,2% w/w

Not more than 4.0 % w/w / He 6onee
4.0 %

5 Uniformity of dosage units / OaHOpOAHOCTE JO3UPOBAHHBIX €]

HHHIL

Omeprazole /
Owmenpazon

Domperidone /
Homriepnaon

72

9.0

Acceptance value (AV) should be less
than or equal to 15.0 / Tlokasarenn
npuemnieMoctd (AV) IomkeH ObITh He
6onee 15,0.

Acceptance value (AV) should be less
than or equal to 15.0 / Iloka3sarens
npuemieMoctd (AV) monxkeH ObIiTh He
oonee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanne: IpoayxT cooTBeTcTBYET TpeboBanusam HJ

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by / Iloarorosnexo:
M. Brahmaji- Quality control-
Team Member

=

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

i

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

Member
| vl

Print Date / lata: 30-04-2024

Print Date / lata: 30-04-2024

Print Date / Jlata: 30-04-2024




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3IA

[Product: Omez DSR, modificd-relcase capsules, 30 mg+20 mg /

Page 4 of 10/ Crp. 4 3 10
|

6

Impurities / Ilpumecu

Omeprazole /
Omenpazoaa:

Impurity 1 / npumecs |
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5 / npumecs 5
Domperidone /
Homnepuoona:
Impurity A / mpumMech A
Impurity B / npumecs B
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npumecs F
Any individual
unidentified impurity /
Jliobas exvHNUHAas
HeUAeHTHOUIMPOBAHHAS
npUMech

Total impurities /
Cymma npuMeceit

0.01%/0,01%
Not detected / He obHapyxeHa
0.03% /0,03%
Not detected / He 0bHapyxeHa
Not detected / He obHapyxeHna

Not detected / He oOHapyxeHa

Not detected / He oOHapyxeHa

Not detected / He o6napyxeHa

0.06% / 0,06%

Less than LOQ (LOQ = 0.013%) /
Humxe npellena  KOJWYECTBEHHOTO
onpenenenus (ITKO = 0,013%)

Not detected / He o6napyxeHa

0.1% /0,1%

Mpoayxr: Omes® ACP, kancy.ibt ¢ MOAN(HIHPOBAHHEIM BbicBoO0KAeHHEM, 30 MI+20 mr

Market / Peinok : Russia / Poccus

Batch No / = Batch Quantity / 1250000 caps /
Cepnst Ne ) - Oo6nem cepun " 1250000 kancyn
Analytical Repourt No/ . 2002FP24001048 Date of Analysis / . 30-04-2024
AHanuTHveckHii oTyer Ne B Jara anajusa B B
Datc of Manufacture / . 21-03-2024 Date of Expiry / . 28-02-2027

JlaTa npou3BoACTBA I'open no -
Mfg. License No. /

IlpousBoacTBeHHAs : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PI-RU)
Jgunen3ust Ne

Analysis performed according ND / Auanu3 nposeaen no HJI:

JITTI-Ne(002687)~(PI-RU)-071223

_O_meprazole / Omenpasona:

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

I<Ioot more than 0.50 % / He 6onee 0,50
0

I{rot more than 0.50 % / He 6oxee 0,50
1)

l‘ﬁot more than 0.50 % / He 6onee 0,50
v)

Iﬁ)ot more than 0.50 % / He 6oxnee 0,50
1)

I/)Omnperidfme / Homnepudona:

ljot more than 0.50 % / He 6onee 0,50
I\Fot more than 0.50 % / He 6o1ee 0,50
V]

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

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

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

§)ot more than 0.20 % / He 6onee 0,20
Tﬁ)ot more than 2.5 % / He 6onee 2,5 %

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoayxt cooteTcTBYeT TpeboBaHusm HJL

Opinion : APPROVED
3axmouenue: OJJOGPEHO

Prepared by / Iloarorosnexo:
M. Brahmaji- Quality control-

Team Membegr ~

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

Member L—ge(,’,

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

Member
A

Print Date / JlaTa: 30-04-2024

Print Date / Jlata: 30-04-2024

Print Date / Jlata: 30-04-2024




Dr.Reddy’s "&.'

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoayxr: Omes JICP, kancyibi ¢ MOAHPHIMPOBAHHBLIM BbICBOOOKAeHHEM, 30 Mr+20 Mr

Page S of 10/ Crp, 5 n3 10
P s

Market / PoiHok : Russia / Poccus

Batch No / . B2401384 Batch Quantity / . 1250000 caps /
Cepnsa Ne mE O0bem cepun " 1250000 kancyn
Analytical Report No / Date of Analysis /

|AHAIHUTHYeCKHIT oTueT Ne

: 2002FP24001048

JlaTa aHajusa

: 30-04-2024

Date of Manufacture /
/laTta nponsBoacTBa

: 21-03-2024

Tonen go

Mfg. License No. /
IIpoun3BoacTBeHHAs
Jaunen3us Ne

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

Date of Expiry /

MA number:/ Homep PY : JII1-No(002687)-(PT'-RU)

: 28-02-2027

Analysis performed according

ND / Ananu3 nposeaen no H/L:

JIT1-No(002687)-(PI-RU)-071223

7

a) Methanol/
MeTaHon

Metunenxnopun

Dissolution / PacTBope
a) Omeprazole /
Owmenpazon

i. Acid stage (0.1N
HCl)/
B 0,1 M pacreope
XJIOPUCTOBOAOPOA
HOW KMCJIOThI

Buffer stage (pH
6.8 phosphate
buffer) /

B 6ydepe pH 6,8

b) Methylene chloride /

Residual solvents/ OcTaTouHble OpraHnvecKue pacTBOPUTE/IH

's pg/caps / 5 mxr/kancyna

Not detected / He oGHapyxena

'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 kancyny

HHe

1%, 4%, 0%, 0%, 1%, 0%

92%, 94%, 92%, 93%, 92%, 95%

In a 0.1 M hydrochloric acid solution -
not more than 15 % of the label
amount of omeprazole (C17H19N303S)
after 2 hours. / B 0,1 M pacTtBope
XJIOPOBOAOPOJHOH

KMCNOTL! — He Bonee 15 % ot
(hakTHYeCcKOro conepiaaHus
omernpazona (C7H9N30;S) uepes 2 u.

In buffer pH 6.8 - not less than 70 %
(Q) of the label claim of omeprazole
(C7HsN3038) after 30 minutes./

B 6ydepe pH 6,8 — He Mmenee 70 % (Q)
OT HOMHHAJILHOTO COZICPIKaHHU S
omeripazona (C7H9N30;S) uepes

30 MuH.

Remarks : The Product confirms to ND/
IIpumeyanne: [Iponykt cootBeTcTBYET TpeboBannam HJ

Opinion : APPROVED
3aknouenue: OJJOBPEHO

Prepared by / [loxrorosnexo:
M. Brahmaji- Quality control-
Team Member

<=

Checked by / I1poeepeno:
D. Latha - Quality control- Team

Member L@,

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

Member
W

Print Date / Jlata: 30-04-2024

Print Date / JTara: 30-04-2024

Print Date / Jlata: 30-04-2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

S Page 6 of 10/ Crp. 6 u3 10
Product: Omez DSR, modified-release capsules, 30 mg+20 mg / '
Tpoayxr: Omes” JCP, kancy bl ¢ MoaAH(UINPOBAHHEIM BhICBOGOKACHHEM, 30 MI+20 Mr ) |

Market / Poinok : Russia / Poccus
BatchNo/ . Batch Quantity / 1250000 caps /
: B2401384 :
|Cepusi Ne - O6nem cepun 1250000 kancyn
|Analytical Report No / . 2002FP24001048 Date of Analysis / . 30-04-2024
| AHaauTuyeckuii oraer No © - Jarta ananuza ) - ) |
Date of Manufacture / . 91-03-2024 Date of Expiry / . 28.02-2027
Jarta npoussojcrsa - B TI'ogen no
Mfg. License No. /
IpoussoacTBeHnast : 63/RR/AP/96/F/R MA number:/ Homep PY : JIIT-Ne(002687)-(PT-RU)
JuieH3usn Ne

Analysis_performed according ND / Anaau3 npoBeaen no H/L:
JIT1-Ne(002687)-(PI'-RU)-071223

b) Domperidone / In 0.1M hydrochloric acid solution /

Homnepunox B 0,1 M pacTBOpe X510pOBOAOPOAHOIH
KUCOTbI:

i. after 1 hour/ uepe3 1 25%, 27%, 24%, 27%, 23%, 23% between 15 % and 40 % / ot 15 % no
y 40 %

ii. after 4 hours / uepes 55%, 55%, 60%, 60%, 52%, 52% between 30 % and 70 % / ot 30 % no
4y 70 %

iil. after 8 hours / uepes 78%, 84%, 84%, 86%, 75%, 73% between 55 % and 95 % / ot 55 % no
8u 95 %

iv. after 12 hours / yepe3 | 92%, 98%, 90%, 100%, 90%, 87% | not less than 70 % / He menee 70 %
124 of the labeled amount of Domperidone

(C22H14CINsO;) / oT HOMUHAJILHOTO
coNepKaHus IOMIEPHIOHA

(C22H24CIN;O»)
9 |Assay / Konn4ecrBeHHoOe onpefie/leHHe
A. Omeprazole / 19.51 mg/ 19,51 mr A. From 18.0mg to 22.0mg of
Owmenpazon (97.6% / 97,6%) Ci7H9N3OsS  (Omeprazole) per

capsule (90.0 to 110.0 % of the
label claim) / Or 18,0mr go
22,0 mr Ci7H19N1OsS (omenpason)
B kancyne (ot 90,0 no 110,0 % or
HOMUHAJILHOT'O COAEPXKAHHS).

Remarks : The Product confirms to ND/ Opinion : APPROVED

Ilpumeuanne: [Iponyxr coorBeTcTBYET TpebobaHusm HJI 3akmouenne: OJOBPEHO

Prepared by / Iloarorosnero: Checked by / I1posepeHo: Approved by: Manager/Executive /

M. Brahmaji- Quality control- D. Latha - Quality control- Team OmnobpeHo: Menemxep / PyxoBoaurens

Team Member Member V. Prashanth- Quality Assurance- Team
L—Lg;{,_ | Member V)

Print Date / [lata: 30-04-2024 | Print Date / [lata: 30-04-2024 Print Date / lata: 30-04-2024




Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product: Omez DSR, modified-release capsulcs: 30 mg+20 mg /
Hpoaykr: Ome3® JACP, kancy/ibl ¢ MOAHGHUIHPOBAHHLIM BLICBOGOKAEHUEM, 30 Mr+20 mr

Page 70f 10/ Crp. 7 u3 10

Market / Puinok : Russia / Poccus

Batch No / . B2401384 Batch Quantity / 1250000 caps / o
Cepust Ne ) - O6bem cepun " 1250000 kancyn
Analytical Repourt No / . 2002FP24001048 Date of Analysis / . 30-04-2024
AHaJINTHYECKHIT oTueT Ne Harta ananusa -

Date of Manufacture / . 21-03-2024 Datc of Expiry / . 28-02-2027

JlaTa mpou3BoacTBa Toaen no N

Mfg. License No. /

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

Analysis performed according ND / Anasnu3 nposegex no H/I:
JIIT-Ne(002687)-(PI'-RU)-071223

B. Domperidone /
JlomnepuaoH

30.89 mg /30,89 mr
(103.0% / 103,0%)

a) Total aerobic
microbial count /
O61uee uucio
aspoOHbLIX
MHKpPOOPIraHHU3MOB

Microbial limits / Mukpo6uoloru4ecKasi YMCTOTa

B. From 27.0mg to 33.0 mg
C»HxuCINSO,  (Domperidone) per
capsule (90.0 to 110.0 % of the
label claim) / Ot 27,0mMr po
33,0 mr C22H2CINsO,
(nomnepuznon) B kancyse (ot 90,0
Ao 110,0% ot HOMHHalbHOTO
COJICPXKAHUS).

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

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

Remarks : The Product confirms to ND/
Ipumeuanne: [Tpoaykt coorsercrByeT TpeboBaHusm HJT

Opinion : APPROVED
3axmouenune: OJJOBPEHO

Prepared by / Iloarotosaeno:
M. Brahmaji- Quality control-
Team Member

=<

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

Member L&,_

Approved by: Manager/Executive /
Ono6peno: Menenxep / PykoBoaurens
V. Prashanth- Quality Assurance- Team

Member
WA

Print Date / lata: 30-04-2024

Print Date / Jlata: 30-04-2024

Print Date / Jlata: 30-04-2024




Dr.Reddy’s ":‘.

JlaTa npou3BOACTBA
Mfg. License No. /

JuieH3ns Ne

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Omez DSR, modified-releasﬂpsules, 30 mg+20 mé /
Mpoaykt: Omes® ICP, kancy bl ¢ MOgHGUIMPOBAHHBIM BhICBOGOAIeHHEM, 30 Mr+20 mi

Page 8 of 10 / Crp, 8 u3 10

IIpon3eoacTBeHHAS! : 63/RR/AP/96/F/R

I'ogen xo

Market / PeiHoOK : Russia / Poccus

'Batch No / B ATESh Batch Quantity / 1250000 caps /
Cepus Ne o T ~ |O6nbem cepun " 1250000 kancyn
Analytical Repourt No / . 2002FP24001048 Date of Analysis / . 30-04-2024
AHajguTHYeCKHi oTueT No Jara anannsa B
Dute uf Manufacture / . 21-03-2024 Date of Lxpiry / . 28-02-2027

MA number:/ Homep PY : JII1-Ne(002687)-(PI'-RU)

b) Total combined
yeasts and mould
count / Obiee uucio
JPOXKEBBIX U
MJeCHEBbIX rpuboB

¢) E. coli

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

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

Absentin 1 g/
OrcytcTByeT B | 1

b) Not more than 10> CFU/g /

He 6onee 102KOE/r

¢) Shall be absent in 1g/
OtcytcTBUE 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. / [1o 10
KancyJn B Onrcrepe U3
(IIBX/AJI/TIA) ¢donbru /
amomuHueBoii  ¢oabrn.  Ilo 3
fsMcTepa BMECTe C MHCTPYKLMEH 1o
MEJIULTHCKOMY NPUMEHEHNIO
(MMCcTKOM-BKAAAbIIIEM) B MAa4yKy
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. / ITo 10
kancyn B 6nucrepe uz (IIBX/AJI/IA)
donbru / amomunuesolt donsru. I1o 1,
3, 8 10 O6auctepoB BMecTe C
WHCTpYKUMell [0 MEJANLMHCKOMY
NPHMEHEHHNIO  (NUCTKOM-BKJIaJbILLEM )
B M1aUKy 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.

* — HopMmbl B creuyu(MKaluuK MpeACTaBleHbl Ha cpok roAaHocTd. [Ipu Bobimycke mpenapaT MpoBEpsETCs B
COOTBETCTBMM €O crnelM(UKalMeld Ha BbINYCK, [03TOMY B cepTHdMKaTe aHaiW3a Ha [penapaT MOTYT ObITb
yKaszaHbl 6oJiee CTpore HopMbl, 4eM B HACTOSILLIEM HOPMATUBHOM JIOKYMEHTE 110 KAYeCTBY.

LAPI name / Hanmenosanne ADC: ] Omeprazole / Omenpazon

| Doln_peridone /loMnepuaoH

Remarks : The Product confirms to ND/
ITpumeuanne: [Ipoaykr coorsercTByeT TpeboBanusm HJI

Opinion : APPROVED
3akmouenue: ONOBPEHO

Prepared by / [logroroBnexo:
M. Brahmaji- Quality control-
Team Member

=T,

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

Member 1 gé p

Approved by: Manager/Executive /
Ono6peno: Menemxep / PyxoBonutens
V. Prashanth- Quality Assurance- Team

Member Wﬂ(}

Print Date / Jlata: 30-04-2024

Print Date / JTara: 30-04-2024

Print Date / JaTta: 30-04-2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page90f 10/ Crp. 9u3 10

Product: Omez DSR, modified-release capsu_xles: 30 1 mg+20 mg /
Tpoaykr: Omes®” JICP, kancyabl ¢ MoAH(HUIHPOBANHEIM BbICBOGOXK/AeHHEM, 30 MI+20 Mr

[Market / Poinok : Russia / Poccns

'Batch No / . B2401384 Batch Quantity / . 1250000 caps /

[ Cepnst No T - |O0bem cepun " 1250000 kancyn
Analytical Report No / . 2002FP24001048 Date of Analysis / . 30-04-2024
AHANHTHYECKHI oTyeT Ne " Jara aHaunsa ) -

Date of Manufacture / . 21-03-2024 Date of Expiry / . 28-02-2027

JaTa npou3BoACTBA I'oaen no - |
Mfg. License No. /

ITponssoJcTBeHHAas : 63/RR/AP/96/F/R MA number:/ Homep PY : JIIT-Ne(002687)-(PI'-RU)
JuneH3nst Ne

Analysis performed according ND / Auaau3 nposeaen no HJI: ‘
JITT-Ne(002687)-(PI'-RU)-071223 .
| INN / MHH: Omeprazole / Omenpazon Domperidone / ﬂomﬁepnnox—x |
API manufacturer batch number /
Homep cepun mpou3BoaNTE IS OME/00423 0000114839
ADC:
FP Manufacturer API Batch
number / FBQAO00561 FBRH00003
Howmep cepun cyGeTasumu
npousoauTeas I'JIdD: | - -
API Manufactured by & country / Srini Pharmaceuticals Ltd, India / ezl PharmaeT L ia

Hpoussoautenns A®C, cTpana: Ipunn (DapII:/[Ii(}:ll;I};)THKanc Jtn, Bacynxa dapma Kem Jita, Mnus
Name, address, authorization No | Dr. Reddy's Laboratories Ltd., Formulation Tech Ops —1I, S_urvey No.
for FP manufacturing site / 42p, 43, 44p, 45p, 46p, 53, 54&83, Bachupally Village, Bachupally
Control site / Release site / Mandal, Medchal Malkajgiri District - 500090, Telangana State, India
HaumMeHnoBaHue, ajipec, JHIEH3UA (license No. 63/RR/AP/96/F/R) /

nist MpoussoacTBennas miomanka | J-p Penau'c Jlaboparopuc Jlta., lIponssoacteenHoe moapasaenenue-Il,
/ TLnomaaka KOHTpOJIA KayecTsa / Yuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 v 83, bauynamim Bunnanxk,

Inomanka BeIIycKa bauynannn Manpan, Mequan Mankamxrupu Querpukr - 500090, wrar
Tenanrana, Mnaus (Jluuensus 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
Ilpameuanne: [Iponykt coorBeTcTBYET TpebGoBanusm HJJ 3armaouenue: OJJOBPEHO
Prepared by / IloarororneHo: Checked by / [TpoeepeHo: Approved by: Manager/Executive /

M. Brahmaji- Quality control- D. Latha - Quality control- Team Onobpeno: Meuemxkep / PykoBoantens
V. Prashanth- Quality Assurance- Team

Team Member Member
—~=t Lf%’;l Member
WA

Print Date / lata: 30-04-2024 Print Date / JTata: 30-04-2024 Print Date / J]ara: 30-04-202%




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

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

|Ipoayks: Omes® ICP, kancyJibl ¢ Mogu(HUEPOBAHHBIM BbICBOGOKeHHEM, 30 Mr+20 Mr

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

JHIeH3usa No

Market / Pbinok : Russia/ Poceust

Batch No / . B2401384 Batch Quantity / . 1250000 caps /

|Cepust Ne - T Ob6nem cepun " 1250000 xancyn

Analytical Repovrt No/ . 2002FP24001048 Date of Analysis / . 30-04-2024
AHAJINTHYECKHI oT4eT Ne - JaTa anannsa ) _
Date of Manufacture / . 21-03-2024 Date of Expiry / . 28-02-2027

JaTa npon3BoicTBa I'opeH ao -

Mfg. License No. /

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

Analysis performed according ND / Anann3 nposenen no H/I:

| 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».

3akmoueHne 0 cOOTBeTcTBHHU: «HacToslum s moaTBepk/ao, UTO NpUBEAEHHAs Bblllie HHPOPMaLMs sSBJISETCS
JIOCTOBEPHOH W TOYHOW. DTa cepus MpOAYKUKWH TpoW3BedeHa (BKIIOUas YNakoBKY (MapKWpOBKY) M KOHTDPOJb
KauecTBa) Ha BbIIICYKA3aHHOW TNPOW3BOACTBEHHON MOWAAKE (NIOLIAAKAX) B MOJHOM COOTBETCTBHU C
TpeboBaHusiMu [lpasun najiexaluell Npou3BOACTBEHHON mpakTHkyu EBpasuiickoro skoHomuueckoro cotoza (Ne
GMP/EAEU/RU/00573-2022 ot 23 cedtsabps 2022) u TpeGOBaHUSIMU KOHTPONS KauyeCTBa JIeKapCTBEHHbIX
CPEACTB, a TakKe B COOTBETCTBUU CO ClEUU(UKALUSMU, CONSPIKALIMMUCS B PECHCTPALMOHHOM AOChE CTpaHbl-
uMnoprepa. 3alliCH 110 MPOU3BOACTBY, YIIAKOBKE M aHANW3y MPOBEPEHBI, W YCTAHOBIEHO HMX COOTBETCTBHE
Tpedosanvam IlpaBnn HagnexaleH npon3BoACTBEHHOH NpakTHK EBpazuiickoro 3koHOMHUYECKOro coro3an.

Remarks : The Product confirms to ND/
IIpumeuanue: ITponykr coorBercrByeT Tpebosanusm HJ{

Opinion : APPROVED
3axmodenne: OJOBPEHO

Prepared by / IToarorosneHo:
M. Brahmaji- Quality control-
Team Member .

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

Member L%/

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaure)ib
V. Prashanth- Quality Assurance- Team

Member
L)

Print Date / Jlata: 30-04-2024

Print Date / lata: 30-04-2024

Print Date / Jlata: 30-04-202%




