Dr.Reddy’s ‘g‘.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Page 1 of 8/ Crp. 113 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
{Tpoayxr: Omes®™ ICP, kancyabl ¢ MoAMGHINPOBAHHLIM BbicBOGOKAEHHEM, 30 MTr+20 Mr
[

[Market / Poinox : Russia/ Poccus

: i 2

B‘atch No / . B2403105 Batch Quantity / A 1250000 caps /
Cepus Ne O6bem cepun 1250000 kancyn
Analytical Repovrt No/ . 2002FP24002291 Date of Analysis / . 28-09-2024
AHaanTndeckuil oryer No JlaTa ananusa

Date of Manufacture / . 23-08-2024 Date of Expiry/ . 31-07-2027
Jata npon3BoacTBa T'open no

Mfg. License No. /

ITpouseoacTBennas auuensusa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JITI-Ne(002687)-(PT-RU)
Ne

Analysis performed according ND / Ananus nposeaen no H/I:

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

: S'JI;J.‘? / Test / Teer Result / PesyabTaT Specification / Cneunduxauns
1 Description / Onucanue Hard transparent colorless gelatin | Hard transparent colorless gelatin capsules
capsules size 1 with a black imprint | size | with a black imprint
“"Y DR REDDY’S" on the capsule |« Y pp REDDY’S " on the capsule
cap and a red imprint “ OMEZ-DSR” on cap and a red imprint " OMEZ-DSR " on
th}el' capsule body. Ca;lnsul]el co/ntents: the capsule body. Capsule contents: white
white and brown spherical pellets. to grayish-white and brown to yellowish
TBepable kenaTWHOBBIE npospauHkle | brown spherical pellets. /
6CCLlBeTHbIev kancynel pasmepa 1 ¢ Teepable  KEMaTHHOBLIE — MpO3pauHble
MapKI:lp OESOH HERHOID HBCTA | GecuperHble Kancynsl pasmepa | ¢
« “Y DR. REDDY’S» Ha Kpblllleuke | MapKHUPOBKO# 1EpHOTO uBeTa
KAMCYILI 1 MApKHpOBKOIl  1pacnoro N Y UK. KEDUY'S» Ha Kpbileuke
usera  «OMEZ-DSR»  ha Kopnycc? KarncyJsisl U MapKHpOBKOM KpacHOTO LiBETa
Karcybl. Conepxumoe kancyml: | «OMEZ-DSR» Ha KOpIyce KarcyJkl.
chepuyeckue  nemieThl  Genoro W Conepxwumoe  Kamcyn:  cepuueckHe
D HCECROMIECTEs neuteTs OoT Genoro Ao cepoparto-6enoro U
OT  KOPUUHEBOTrO A0  JKenTOBaToO-
KOPUYHEBOIO L1BETA.
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanne: Ilpogykr coorsercTByet TpeboBanusam HJI 3axmouvenue: OJJOGPEHO
Prepared by / ITonroroenexo: - Checked by / Iposepeno: Approved by: Manager/Executive /
CH. Prasad - Quality control- Team | Latha. D - Quality control- Team OnobpeHo: Menemxep / PykoBoaurens
Member Member V. Prashanth- Quality Assurance- Team
Member Ump
Print Date / [lata: 28-09-2024 Print Date / lata: 28-09-2024 Print Date / Jlata: 28-09-2024 A
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Dr.Reddy’s €z¢

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Page2 of 8/ Cip.2 113 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykt: Omes® ACP, kancyJibi ¢ MoandIIUHPOBAHHBIM BhlcBoGOMRAeHHEM, 30 Mr+20 mr

Market / PoiHok

: Russia/ Poccus

| i 2

Batch No / . B2403105 Batch Quantity / 1250000 caps /

Cepns Ne O6bem cepnu 1250000 xancyn
Analytical Repourt No/ . 2002FP2400229 ] Date of Analysis / . 28-09-2024
AHanuTHYeCKH oTyeT Neo JlaTa ananusa

Date of Manufacture / . 23-08-2024 Date of Expiry / . 31-07-2027

JaTta nponssoacrTaa IN'open no

Mfg. License No. /

IMpousBoacTBeHHas auuensns : 63/RR/AP/96/F/R MA number:/ Homep PY  : JI[1-Ne(002687)-(PI'-RU)
Ne

Analysis performed according ND / Anann3 nposeaen o H/I:
JITT-Ne(002687)-(PT-RU)-071223

2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
Upentuduxanns 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
Owmenpazodt in the chromatogram of the standard | chromatogram of standard solution (section
HomnepunoH preparation under assay. / Bpemena | Assay). /  Bpemena  ynepuuBaHus

YOEPKUBaHHWA OCHOBHBIX THKOB Ha | OCHOBHBIX TIHKOB Ha XpomaTorpamme
XpOMaTorpaMMe HCIBITYEMOro pacTBopa | HCHBITYEeMOro pacTBopa IOJDKHBI
COOTBETCTBYIOT BpEMEHaM YAEP>KHBaHHs | COOTBETCTBOBATH BPEMEHAM YAEPXHBAaHUSA
MMKOB OMEMpa3zoyia W NOMIIEPHIOHA Ha | MMKOB OMeENpasofa K [AOMIEpPHAOHA Ha
XpoMaTorpaMMe CTaHJapTHOrO PacTBOpa | XpoMaTorpamMMme CTaHAApTHOTO pacTBoOpa
(pasnen «KonuuecrsenHoe | (pasmen «KonunuyecteeHHOE
QNPEOCACHHEN ), QUIPEAENEHNEN ),

3 Average weight of the net 378.47 mg/ 378,47 mr 369.0 mg + 10 % (between 332.1 to 405.9
content / Cpeansiga macca mg) /
COQEPIKUMOTro Kamncey. 369,0 Mr = 10 % (ot 332,1 no 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 %
ConepiaHue BOIbI

5 Uniformity of dosage units / OqHopoaHocTh A03NPOBAHHBIX €NHHUIL

Omeprazole / Omenpazon

Domperidone /
Jomnepuaox

5.0/5,0

45/45

Acceptance value (AV) should be less than
or equal to 150 / Tloka3zarens
npuemnemoct (AV) pomkeH OblTb He
donee 15,0.

Acceptance value (AV) should be less than
or equal to 150 / llokasaTens
npuemnemoctd (AV) nomkeH ObITb He
oonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanne: [TpoaykT coorBeTcTBYET TpeboBaHuam HJI

Opinion : APPROVED
Jaknwuenue: OJJOBPEHO

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

Member

o
l

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

Member L%L_,_

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

Member WQ

Print Date / [lata: 28-09-2024

Print Date / lata: 28-09-2024

Print Date / lata: 28-09-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page3of 8/Crp.3 u3 8

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

TTpoaykT: Omes™ NCP, xancybi ¢ MOAHGHUHPOBAHHLIM BbICBOBONKIEHIIeM, 30 Mr+20 Mr

Market / Poinok : Russia/ Poccus

| i 2
Batch No / . B2403105 | Batch Quantity / : 1250000 caps /
Cepusa Ne |_061>eM cepiH 1250000 kancyn
Analytical Repovrt No/ . 2002FP2400229 ] Date of Analysis / . 28-09-2024
AHaauTH4YecKHii oTueT No JaTa aHanuza
Date of Manufacture / . 23-08-2024 Date of Expiry/ . 31-07-2027
JlaTa npoussoacTea Iogen no
Mfg. License No. /
HpouspoacTeennas aunensns : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII1-Ne(002687)-(PT-RU)
Ne
Analysis performed according ND / Ananus nposeaen no H/I:
JIT1-Ne(002687)-(PT'-RU)-071223

6

Impurities / IIpumecn

Omeprazole / Omenpazona:
Impurity 1 / npumecs |
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5 / npumecs 5
Domperidone /
Homnepudona:

Impurity A / npumMecs A
Impurity B / npumecs B
Impurity C / npumecs C
Impurity D / mpumecs D
Impurity F / npumecs F
Any individual unidentified
impurity / JTroGas
eAMHUYHASA
HeuJeHTUPHULIMPOBAHHAS
MPUMECh

Total impurities /

CymMma npumeceit

0.01%/0,01%

Not detected / He oGHapy»eHa

Less than LOQ (LOQ = 0.013%) / Huxe
npenena KOMHYECTBEHHOTO OMNpene/eHus
(TIKO = 0,013%)

Less than Limit of Detection (LOD =
0.007%) / Hmxe npemena oOHapyxXeHUs
(ITO = 0,007%)

Less than LOQ (LOQ = 0.010%) / Huxe
npenena KOJMWYECTBEHHOrO OmNpeaeseHus
(TTKO = 0,010%)

Not detected / He o6uapyxeHa
Less than LOQ (LOQ = 0.014%) / Huxe
npenena KOJHYECTBEHHOTO OMpEeNeneHHs
(TTIKO = 0,014%)
Not detected / He 06HapyskeHa
0.15%/0,15%
Less than LOQ (LOQ = 0.013%) / Huxe
npenena KOAHYECTBEHHOTO ONpeAe/ieHus
(ITKO =0,013%)

Not detected / He oOHapyskeHa

02% /0.2%

Omeprazole / Omenpasona:

Not more than 0.50 % / He Gonee 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 0.50 % / He 6onee 0,50 %
Domperidone / lomnepuoona:

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 6osee 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/
IIpumeuanue: Ipoaykt cooTBeTcTBYET TpeboBaHuam HJJ

Opinion : APPROVED
3axkmouenne: OJIOBPEHO

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

Member L?

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

Member g

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

Member UW

Print Date / Jata: 28-09-2024

Print Date / JaTa: 28-09-2024

Print Date / Jlata: 28-09-2024 '
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Dr.Reddy’s ';’

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Page 4 of 8/ Crp. 4 n3 8

|Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
| Mpoayxr: Omes®™ JCP, kancysl ¢ ModlipUNHPOBAHHBIM BbicBOGOXAeHHEeM, 30 Mr+20 mr

Market / PeiHok

: Russia/ Poccus

JlaTa npou3BoacTBa

Tonen go

Batch No / . B2403105 Batch Quantity / . 1250000 caps /
Cepusn Ne T O6nem cepun © 1250000 xancyn
Analytical Repovrt No / . 2002FP24002291 Date of Analysis / . 28-09-2024
AHAJUTHYECKHH oTueT No JlaTa ananusa

Date of Manufacture / . 23-08-2024 Date of Expiry / . 31-07-2027

Mfg. License No. /

No

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

MA number:/ Homep PY

: JITI-Ne(002687)-(PT'™-RU)

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

Analysis performed according ND / Ananuz nposeaen no HJI:

7

Residual solvents/ OcTaTouHbIe OpraHHYecKHe PAacTBOPHTENH

a) Methanol /
MeTtaHon
b) Methylene chloride /

MeTuneHxyopun,

3 pg/caps / 3 Mkr/kancyna

Not detected / He ob6HapyxeHa

a) Not more than 1107 pg per capsule/
He 6onee 1107 mkr Ha Kancyny
b) Not more than 221 pg per capsule /

He Gonee 221 MKT Ha Karcysny

Dissolution / PacTBopenne

a) Omeprazole/
Owmenpazon

i. Acid stage (0.1N
HCIl) /
B 0,1 M pactBope
XJIOPUCTOBOAOPOAHO
M KUCNOTHI

Buffer stage (pH 6.8
phosphate buffer) /
B 6ydepe pH 6,8

1%, 0%, 0%, 2%, 0%, 1%

92%, 93%, 89%, 90%, 87%, 93%

In a 0.1 M hydrochloric acid solution - not
more than 15 % of the label amount of
omeprazole (C7H;9N50;S) after 2 hours. /
B 0,1 M pacTtBope xn0opoBOOOpPOXHOM
kuchaoTel — He Oonee 15 % ot
taxTudecKoro coaepxaHus

omenpazona (C17H9N303S) uepes 2 u.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(Ci7H1sN50;S) after 30 minutes./

B 6ydepe pH 6,8 — ue menee 70 % (Q)

OT HOMUHAJIBHOTO COAEPIKAHHS
omenpazona (C;7H;9N:OsS) uepes

30 muH.

Remarks : The Product confirms to ND/
IIpumeuanue: [IponykT coorBeTcTBYeT TpeOoraHnsM HJT

Opinion : APPROVED
3akmouenne: OJJOBPEHO

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

Member [%7

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

Member [ g

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

Member M

Print Date / Tata: 28-09-2024

Print Date / lata: 28-09-2024

Print Date / [lata: 28-09-2024




br. Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Page50f8/Crp.5u3 §

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

Mpoaykr: Omes® ICP, kancy.ib1 ¢ MoANGHUHPOBAHHBIM BbicBOGOKAEHNEM, 30 Mr+20 Mr
i

Market / PoiHoK

: Russia/ Poccus

Batch No / Batch Quantity / 1250000 caps /
« BR2403

Cepus Ne i B240810 O6bem cepnu 1250000 xancyn

Analytical Repourt No / . 2002FP2400229 ] Date of Analysis / . 28.09-2024

AHanuTH4Yecknii oTueT No JlaTa ananuza

Date of Manufacture / . 23-08-2024 Date of Expiry / . 31-07-2027

JaTta npousBoacTea Togen ao

Ne

Mfg. License No. /
IMpousBoacTBeHHas auuensusa : 63/RR/AP/96/F/R

MA number:/ Homep PY

: JIT1-Ne(002687)-(PT-RU)

Analysis performed according ND / Anasus nposeaen no H/I:
JITT-Ne(002687)-(PT'-RU)-071223

b) Domperidone /
Homnepunon

1. after | hour/uepe3 | u

ii. after 4 hours / yepe3 4 u

iil. after 8 hours / uepes 8 u

iv. after 12 hours / yepes
124

31%, 31%, 31%, 32%, 30%, 31%

69%, 68%, 68%, 68%, 63%, 63%

94%, 87%, 91%, 91%, 84%, 86%

107%, 97%, 101%, 102%, 96%, 97%

In 0.1M hydrochloric acid solution /

B 0,1 M pacTBope XJ10pOBOAOPOAHOM
KHCJIOTBI:

not less than 70 % / He Menee 70 %

of the labeled amount of Domperidone
(C22H24CIN5O2) / OT HOMHHANIBHOTO
COIepKaHus JOMIEPHIOHA

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

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

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

Owmenpazon

(C22H24CINsO2)
Assay / KonndecTBeHHOe onpenesieHue
A. Omeprazole / 19.99 mg /19,99 mr From 180mg to 220mg of
(100.0% / 100,0%) C17HigN30s8 (Omeprazole) per

capsule (90.0 to 110.0 % of the label
claim) / Ot 18,0mMr mo 22,0wmr
Ci7HgN;OsS (omenpazon) B kancyne
(o1 90,0 no 110,0 % oT HOMMHANbHOTO

colepxaHus).

Remarks : The Product confirms to ND/

ITpumeuanue: [IpoayxT cootBercTByeT TpebGoaHusam HJI

Opinion : APPROVED
3akawdenne: OJJIOBPEHO

Prepared by / [Toaroroeneno: -
CH. Prasad - Quality control- Team

Member Qf

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

Approved by: Manager/Executive /
Onobpeno: Menenxep / Pykosoourens
V. Prashanth- Quality Assurance- Team
Member

Print Date / lata: 28-09-2024

Print Date / Tara: 28-09-2024

Print Date / lata: 28-09-2024




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Page 6 of 8/ Crp. 6 u3 8

iProduct: Omez

DSR, modified-release capsules, 30 mg+20 mg /

MpoaykT: Omes® JCP, kancyaibl ¢ MOAHGHLUHPOBAKEBLIM BLICBOGOKAEHEM, 30 Mr+20 Mr

IMarket/ Poinok

: Russia / Poccus

JaTa npou3zBoiacTaa

I'ogex oo

Batch No / - Batch Quantity / 1250000 caps /

: B2
Cepusa Ne | BAIe O6bem cepuu 1250000 karncyn
Analytical Repo“rt No/ . 2002FP2400229] Date of Analysis / . 28-09-2024
AHAXHTUYECKHIT oTueT No JlaTa aHaJau3a
Date of Manufacture / . 23-08-2024 Date of Expiry / . 31-07-2027

Mfg. License No. /

Ne

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

MA number:/ Homep PY

+ JIT-Ne(002687)-(PT-RU)

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

Analysis performed according ND / Ananus nposeaen no HI:

B. Domperidone / 30.88 mg /30,88 mr B. From 27.0 mg to 33.0 mg
JomnepunoH (102.9% / 102,9%) C22H24CINsO>,  (Domperidone)  per
capsule (90.0 to 110.0 % of the label
claimy / Or 27,0mr mo 33,0wmr
C22H24CINsOo (momnepuaoH) B
karcyne (or 90,0 mo 110,0% ot
HOMMHAJILHOTO COAEPIKAHUS).
10 |Microbial limits / Mukpobuonornyeckast H4HCTOTA
a) Total aerobic microbial Less than 10 CFU/g/ a) Not more than 10° CFU/g /
count / Ob1uee uncno Menee 10 KOE/r He 60nee 10° KOE/r
a’poOHbIX
MHKPOOPTaHU3MOB
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
Obuwee uucio
LPONOKEBBIX U
TJIECHEBLIX rPHOOB
¢) E. coli Absentin 1 g/ ¢) Shall be absent in 1g/
OrcytctByeTrB 1 T 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 and | foil/aluminum foil blister. 1, 3, 8§, 10
patient information leaflet (package | blisters and patient information leaflet
insert) in a carton. / Ilo 10 kancyn B | (package insert) in a carton. / Tlo 10
6nuctepe u3 (MIBX/AJI/TIA) doneru / | xancyn B Gancrepe w3z (IIBX/AJI/IIA)
amomunMeBoit donsru. 1lo 3 bnuctepa | donbru / anoMuHuesoit doneru. Tlo 1, 3,
BMECTE c MHCTPpYKLHEH no | 8, 10 6GnuctepoB BMeCcTe ¢ MHCTPYKLMEN NO
MEAMLIMHCKOMY MPUMEHEHHIO (IMCTKOM- | MEAHUMHCKOMY T[PUMEHEHHIO (JIMCTKOM-
BKJIAAbIUEM) B NIAYKY KAPTOHHYO. BKJIAAbILIEM) B TTAUKY 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/
Ipumeuanne: [Tponykr cooTsercTByeT TpeboBanram HJL

Opinion : APPROVED
3axardenne: OJJOBPEHO

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

Member (\%

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

Member gz

Approved by: Manager/Executive /
OnobpetHo: Menemkep / Pykosoanrens
V. Prashanth- Quality Assurance- Team
Member

Print Date / lara: 28-09-2024

Print Date / Jlata: 28-09-2024

Print Date / Hara: 28-09-2024




br. Reddy’s ‘g‘

CERTIFICATE OF ANALYSIS
CEPTUOHKAT A HAJ3A

Page 7 of 8/ C1p. 7 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/
]l'lpom*m': Omes”™ 1CP, KATCYJib] ¢ MOANPHUIPOBAHHBIM BLICBOOOKACHHEM, 30 mr+20 mr |

Market / PoiHOK . Russia / Poccud |

3 1250000 caps / |
* 1250000 kancy |

Batch Quantity /
Qobem cepiu

Batch No/
Cepust Ne
Analytical Report No/
ARANNTHUECKHI oTUeT No
Date of Manufacture /
JlaTa npon3BoACTSA
Mfg. License No. /
Tpon3BOACTBEHHAS AUUEH3NUst : 63/RR/AP/96/F/R
No

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

* _ popmbl B crieunduxauiy NpeacTaBeHbl Ha CPOK ropHocTH. [lpy BHIMYCKE nperapat TpoBepAeTCa B COOTBETCTBUH CO

: B2403105

Date of Analysis/
JlaTa aHAAM32

Date of Expiry / . 31-07-2027
Toaen A0 )

. 2002FP24002291 . 28-09-2024

. 23-08-2024

MA number:/ Homep PY HH-N9(002687)—(PF—RU)

cneundrKauneit Ha BbIIYCK, nosTomy B cepTudukarte aHanusa na mpemnapar MoryT 6bITH yKazaHsl bonee CTporne HOPMBI,
yeM B HACTOALLEM HOPMATHBHOM DNOKYMEHTE

1O KaYeCTBY-
API name / HaumenoBaHuUE ADC: Omeprazole / Omenpasos Domperidone /JloMnepHIOH
W Omeprazole / Omenpazos Domperidone / JloMnepuion

API manufacturer patch number /
Homep cepni NpOU3BOANTENS ADC: OME/00224 0000118175

FP Manufacturer API Batch number /

Homep cepnu cyocTaHIMH FBRHO00019

npoOM3BOANTEARA TJD:

Srini Pharmaceuticals Ltd, India/ Vasudha Pharma Kem Ltd, India/
[pou3BOANTENb A®DC, cTpana: [puuu @apMachloTHKANC Jlra, Unaus Bacynxa Papma Kem Jita, Muauns

Name, address, authorization No for Dr. Reddy’s Laboratories Ltd., Formulation Tech Ops — 11, 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.
HaunmenoBaune, aapec, JIUIEH3Uust A5 63!RR!AP!96!F!R}!

Tipou3BoacTBEHHAR nomanKa / [l-p Peamu ¢ JlabopaTopHe JTta., [pon3BOACTBCHHOE nonpasaenexue-1l,
[LromaaKa KOHTPOAs Ka4ecTEa / Vuacrku Ne 42p, 43, 44p, 45p, 46p, 53,54 1 83, Bauynanan Buanauxk,
[L10maaKa BbINYCKA Bauynannu Mawaan, Menauan Mankanxripi JIMCTPUKT - 500090, wrat
Tenaurana, Mnana (JIHUeH3HA Ne 63/RR/AP/96/F/R)

Declaration of certification: «l hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packaging/labe\ing and quality control at the above mentioned site(s) in full compliance
with the GMP requirements of the Eurasian Economic Union (No GMP!EAEUIRU!OOS?B-?.UE? dt. 23 September 2022) and
requirements 10 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».

JakiioueHie 0 COOTBETCTBMIL: «Hacroguum § NOATBEPIKAAIO, HTO npuBeleHHas BbIlIC undopmaLmMa  ABNAETCA
HOCTOBEPHOTT 1 TOUHOH. Jra cepHs NPOAYKLHH npon3seeHa (Br0Yas yNaKoBKY (MapKMpOBKY) W KOHTPOIb KavecTsa) Ha
philleYKazaHHoOT NPOM3BOACTBEHHOM nnotlanke  (nnouanxax) B MOMHOM COOTBETCTBUH C tpebosanuamu  Tlpashi
pagiesatied npoaaaoncmeunoﬁ NpPaKTHKH EBpa3uiickoro 3KOHOMHHECKOTQ CO103a (Ne GT\GP{EAEUIRUIOOS'}’B-ZO?,?. ot 23
censnOps  2022) W TpeGoBaHnAMH  KOHTPOI KAYeCTBA JIEKApCTBEHHBIX CPEACTE, a TaKKe B COOTBETCTBUM €O

Remarks : The Product confirms to ND/ Opinion : APPROVED

Tpumeuanue: [poRYKT COOTBETCTBYET T eGoparmam HJ JakjioueHue: OJA0OBPEHO
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJNN3A

Page 8 of 8/ Crp. 813 8

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

Tipoaywr: Omes® JICP, kaneyJibi ¢ MOAHQHUHPOBAHHBIM BLICBODOKAEHHEM, 30 Mr+20 mr
Market / PoiHOK : Russia/ Poccus
i 2
Batch No / . B2403105 Batch Quantity / . 1250000 caps/
Cepus No O6bem cepin 1250000 kancyn =
Analytical Repourt No/ . 2002FP24002291 Date of Analysis / . 28-09-2024
AdaauTnyeckuii oTuer No JlaTa aHaamn3a
Date of Manufacture / . 23-08-2024 Date of Expiry / . 31-07-2027
JlaTa npon3BOACTBA T'oneH a0
Mfg. License No. /
Tpou3BOJCTBEHHAS JULCH3HA : 63/RR/AP/96/F/R MA number:/ Homep PY  : JITI-Ne(002687)-(PI-RU)
Ne
Analysis performed according ND / Ananns npoBeaeH 1o HA:
IE-NE[O(J%S7’}-([’1“-RU)-0?'1223

cneurdUKALMAMH, COAEPHKALUMMHCS B PETUCTPALIHOHHOM N0CHE CTpaHbl-UMIOpTEPa. 3aMKCH MO MPOU3BOACTBY, yNAKOBKE H
aHaJIi3y TPOBEPEHBl, W YCTAHOBJIEHO MUX COOTBETCTBME tpebopanusam Ilpasun HajlexKalleil MPOW3BOACTBEHHOH MpakTHK
ERpa3nilcKOro SKOHOMHUYECKOTO COO3a)).

Remarks : The Product confirms to ND/ Opinion : APPROVED
Mpumeuanne: [poayKT COOTBETCTBYET tpeboeanmam HJL 3akmouenue: OJJOBPEHO
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