Dr. Réddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 1 of 8/ Crp.1u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Tpoaykr: Omes® JICP, kancyinl ¢ MoguHUMPOBAHHLIM BEICBOGOKAeHHEM, 30 Mr+20 Mr

Market / PoiHoK : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne : B2404012 Obbem cepnn " 1250000 kancyn
Analytical Repo“rt No/ . 2002FP24003003 Date of Analysis / . 25.12-2024
AHanutnuecknii oTuer Ne JlaTta aHanu3a

Date of Manufacture / . 30-10-2024 Date of Expiry / . 30-09-2027

JlaTa npon3BoaCTBa TI'onen no

Mfg. License No. /

IpouspoacTBenHast nuuensusa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JITI-Ne(002687)-(PI'-RU)
No

Analysis performed according ND / Anasus mposeaen mo HJI: JITI-Ne(002687)-(PT'-RU)-071223

S'JI;J.‘? 4 Test / Tecr Result / PesyabTaT Specification / Cnenuduxanus
1 Description / Onucanune Hard transparent colorless gelatin | Hard transparent colorless gelatin capsules

cap§ules 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. /

Trepapic
fecuBeTHBIE  KaTCYJIBI
MapKHPOBKOH ~ YEepHOTOo

Y
« TY DR. REDDY’S» ma KpHIIIeYKe
Kafncysibl W MapKUpPOBKOH KpacHOIro
useta «OMEZ-DSR» Ha kopmyce
KarcyJsl. Conepxxumoe KarcyJI:
chepuueckne  memieTsl  Oemoro U
KOPHUYHEBOTO I[BETA.

NCTATUHOBBIC  MPO3PAYHBIC
pazmepa 1 ¢
LIBETa

size 1 with black imprint

n 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. /

a

JKEJNaTHHOBEIE
Karcynsl  pasMepa
YEPHOTO

Mpo3pavHbie
1 ¢
1BeTa

Teeparie
OecliBeTHRIE
MAapKUPOBKOU

J

« Y DR. REDDY’S» Ha Kpbliieuke
KarcyJibl 1 MapKHUPOBKO# KpacHOTO LBETa
«OMEZ-DSR» Ha koplyce KalcCynsl.
ComepxuMoe  Kalcyl: chepuueckue
IeJUIeTH OT GeNoro 10 cepoBaTo-0eNoro u
oT KOpUYHEBOTO OO JKENTOBATO-
KOPHYHEBOTI'O 1IBETA.

Remarks : The Product confirms to ND/
IIpameuanune: ITpoaykt cootBercTByeT TpeGosanmsam HIT

Opinion : APPROVED
3axmouenne: OJJOBPEHO

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

Member g

Checked by / IlpoBepeno:
N.V. Krishna - Quality control- Team

Member
A

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykoBoaureinb
V. Prashanth - Quality Assurance- Team

Member WMO

Print Date / [Tata: 30-12-2024

Print Date / Jlara: 30-12-2024

Print Date / Jara: 30-12-2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Page2 of 8/ Crp.2u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoayxkr: Omes® ICP, xancyabl ¢ MoauGHUMPOBAHHBIM BbICBO6OKACHNEM, 30 MIr+20 Mr

Market / Poinox : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepust Ne % B2404012 Oo6BeM cepun * 1250000 xarnicyn
Analytical Repovrt No/ + 2002FP24003003 Date of Analysis / . 25.12-2024
AHaauTH4yeckuii oTuer No JaTa anann3za

Date of Manufacture / - 30-10-2024 Date of Expiry / . 30-09-2027

JlaTa mpousBoxcTBa TomeHn g0

Mfg. License No. /

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

Ne

Analysis performed according ND / Anann3 nposenen mo HJI: JITI-Ne(002687)-(PT'-RU)-071223

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

YIOEpIXKHBaHHA OCHOBHBIX @MKOB Ha | OCHOBHBIX @HMKOB Ha XpoMarorpamme
XpOMAaTorpaMMe HCHBITYEMOT'0 pacTBOPa | HCHBITYEMOrO pacTBOpa JIOJDKHBI
COOTBETCTBYIOT BPEMEHAM YIEPXKHBaHHA | COOTBETCTBOBATh BPEMEHaM yAEp KHUBaHHs
MHKOB OMENpa3oyiia ¥ OOMIIEPHAOHA Ha | MMKOB OMENpa3ojia M AOMIEPHAOHA Ha
XpoMaTorpaMMe CTaHAapTHOTO PacTBopa | XpoMaTorpaMMme CTaHAAPTHOTO pacTBopa
(paznen «KonuuectrenHoe | (pazmen «KonuuectBeHHoe
onpeneneHue» ). ONpEACICHHEY ).

3 Average weight of the net 369.77 mg/ 369,77 mr 369.0 mg + 10 % (between 332.1 to 405.9
content / Cpeansisi Macca mg) /
€0JepaKHMOro KaICyJa 369,0 Mr £ 10 % (ot 332,1 no 405,9 mr)

4 |Water content / 1.1% w/w / 1,1% w/w Not more than 4.0 % w/w / He Gonee 4,0 %
CouaepsxaHue BoAbI

5 Uniformity of dosage units / OnHopoagHOCTE H03UPOBAHHBIX € HHUII

Omeprazole / Omenpa3zon

Domperidone /
JoMnepunon

49/49

737173

Acceptance value (AV) should be less than
or equal to 150 / [TIlokasaTens
npuemnemoctd (AV) pomkeH OBITH He
6oxee 15,0.

Acceptance value (AV) should be less than
or equal to 150 / [TIlokasartens
npuemneMoctd (AV) nmomxeH OBITE He
6osee 15,0.

Remarks : The Product confirms to ND/
IIpnmeuanue: IponykT cooTBeTcTBYET TpeboBaumsam HIJ

Opinion : APPROVED
3axmouenue: OJIOBPEHO

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

Member

.

Checked by / Ilposepeno:
N.V. Krishna - Quality control- Team

Member

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosogurens
V. Prashanth - Quality Assurance- Team

Member UWfp

Print Date / Tata: 30-12-2024

Print Date / Jlata: 30-12-2024

Print Date / [lata: 30-12-2024




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUDOHNKAT AHAJIM3A

Page 30f8/Crp.3 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JICP, kancysnl ¢ MoAndHIHPOBAHHBIM BLICBOGOMXKAEHHEM, 30 Mr+20 mr

Market / PoiHOK : Russija/ Poccust

Batch No / . Batch Quantity / . 1250000 caps /

Cepnsi N + B2404012 O0Bem cepun * 1250000 xancyn

Analytical Repovrt No/ . 2002FP24003003 Date of Analysis / . 25-12-2024

AHanuTH4yecKuii oTueT Ne JlaTa aHaJIH3a

Date of Manufacture / . 30-10-2024 Date of Expiry / . 30-09-2027

JlaTa npoM3BOACTBA T'open oo

Mfg. License No. /

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

Ne

Analysis performed according ND / Ananus nposeaen no HJI: JITT-No(002687)-(PI'-RU)-071223

6 |Impurities / Ilpumecu
Omeprazole / Omenpazona: Omeprazole / Omenpasona:
Impurity 1 / npumecs 1 Not detected / He oGHapyxkeHa Not more than 0.50 % / He 6onee 0,50 %
Impurity 2 / npumecs 2 N Not more than 0.50 % / He 6onee 0,50 %
t detected / 6. )
Impurity 3 / npumecs 3 i+ e Not more than 0.50 % / He 6onee 0,50 %
Impurity 4 / npumecs 4 0.03%/0,03% Not more than 0.50 % / He 6onee 0,50 %
Impurity 5 / npumeck 5 Not detected / He oGHapyxeHa Not more than 0.50 % / He 6onee 0,50 %
Domperidone / Less than LOQ (LOQ = 0.010%) / Hivke|Domperidone / Jomnepuoona:
,.:’Immapndmm: HpEUEd  RUIMYECTBEHHUL'Y Uupehe“eum Mot more than 0.50 94 / ITo 601100 0,50 9%
Impurity A / npumecs A (TIKO = 0,010%) Not more than 0.50 % / He 6onee 0,50 %
Impurity B / npuMecs B Not more than 0.50 % / He 6onee 0,50 %
Impurity C / npumecs C Not more than 0.50 % / He 6onee 0,50 %
: 0.03%/0,03% o )
Impurity D / npumecs D Not more than 0.50 % / He 6onee 0,50 %
Impurity F / npumecs F d 4/ 6 Not more than 0.20 % / He 6onee 0,20 %
Any individual unidentified Not detected / He obHapyxketa Not more than 2.5 % / He 6onee 2,5 %
impurity / JlroGast Not detected / He o6Hapysena
eIMHUYHAS ) )
HeuACHTH(ULMPOBaHHAS 0.15%/0,15%
M Not detected / e o6Hapy»xeHa
Total impurities /
CymMa npumeceit Not detected / He obHapyxeHa
0.2% /0,2%
7  |Residual solvents/ OcTaTounble OpraHA4YeCKHE PACTBOPHTEH

Remarks : The Product confirms to ND/
Ipumeuanue: ITpoaykT cooTreTcTBYeT TpeboBanuam HJI

Opinion : APPROVED
3axkmouenne: ONOBPEHO

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

Member g ,

Checked by / IIpoBepeHo:
N.V. Krishna - Quality control- Team

Member

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykoponurens
V. Prashanth - Quality Assurance- Team

Member MMQ

Print Date / Tata: 30-12-2024

Print Date / Jlata: 30-12-2024

Print Date / JTata: 30-12-2024




Dr. Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
Page4 of 8/ Crp. 4 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JICP, kancyninbl ¢ MOAHGHIHPOBAHELIM BhICB0OGOmAeHHEM, 30 Mr+20 Mr
Market / Prinox : Russia/ Poccusa
Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne + B2404012 O6neM cepun © 1250000 xancyn
analyticaliREPOTGNGY : 2002FP24003003 Date of Analysis / : 25-12-2024
AnamMTHdeckHii oTueT Ne JlaTa anamu3a
Date of Manufacture / . 30-10-2024 Date of Expiry / . 30-09-2027
JaTa npou3BoOACTBA Tomen no
Mfg. License No. /
IIpousBoacTBeHHas nHueH3usa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI-RU)
Ne

Analysis performed according ND / Anann3s nposeaen mo HJI: JITT-Ne(002687)-(PI™-RU)-071223

a) Methanol /

4 yg/capsule / 4 mxr/kancyna

a) Not more than 1107 pg per capsule /

Meranon He Gonee 1107 Mkr Ha kancysny
b) Methylene chloride / Not detected / ne obHapyxena b) Not more than 221 pg per capsule /
Merunenxyiopun He 6onee 221 Mkr Ha Kancyny
8 Dissolution / PacrBopenue
a) Omeprazole /
Owmenpazon
i. Acid stage (0.1N 1%, 0%, 0%, 0%, 0%, 4% In a 0.1 M hydrochloric acid solution - not
HCl)/ more than 15 % of the label amount of
B 0,1 M pactBope omeprazole (C;7H;oN30s8) after 2 hours. /
XJIOPUCTOBOJIOPOAHO B 0,1 M pactBOpE XJI0pOBOIOPOIHOM
11 KUCJIOTEI KHCIIOTH — He Gonree 15 % ot

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

90%, 91%, 90%, 92%, 91%, 91%

axrHyeckoro conepxkaHusa
omenpazona (C17H;9N30;5S) gepes 2 u.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(C17H19N5058) after 30 minutes./

B 6ydepe pH 6,8 — ne menee 70 % (Q)

OT HOMHMHAJILHOTO COJEpKaHHMs
omenpazona (C;7H;sN303S) uepes

30 MuH.

b) Domperidone /
Jomnepunon

In 0.1M hydrochloric acid solution /

B 0,1 M pacTBOpe XJIOPOBOJOPOIHOM

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykT coorBeTcTBYET TpeOopanusam HJI

Opinion : APPROVED
3aknouenne: OJOGPEHO

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

Member g

Checked by / IIpoeepeHo:
N.V. Krishna - Quality control- Team

Member

Approved by: Manager/Executive /
OpoGpeno: Menemkep / PykoBonutensb
V. Prashanth - Quality Assurance- Team

Member
U

Print Date / lata: 30-12-2024

Print Date / Jlata: 30-12-2024

Print Date / Jlata: 30-12-2024




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTUONKAT AHAJIM3A

Page Sof 8/ Crp.5u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoayxr: Omes® JICP, kancysibl ¢ MoagndbHIHpOBaHHBIM BEICBOGOMAeHHEeM, 30 Mr+20 Mr

Market / PoiHok : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne 24T OGBem cepun * 1250000 xancyn
Analytical Repovrt No/ . 2002FP24003003 Date of Analysis / . 25.12-2024
AHajauTHYecKHii oTdeT No JlaTta ananu3a

Date of Manufacture / . 30-10-2024 Date of Expiry / . 30-09-2027

JlaTa NpoHu3BOACTBA T'open o

Mfg. License No. /

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

Analysis performed according ND / Anaanz nposexen no HJI: JITT-Ne(002687)-(PT-RU)-071223

i. after 1 hour/uepe3z 1 u

. after 4 hours / yepe3 4 4

iii. after 8 hours / uepes 8 u

after 12 hours / uepe3
124

iv.

31%, 31%, 32%, 32%, 31%, 33%,
27%, 29%, 27%, 27%, 27%, 26%
Average (L1+L2): 29%

67%, 73%, 74%, 70%, 72%, 74%,

65%, 65%, 64%, 66%, 64%, 63%
Average (L1+L2): 68%

90%, 94%, 97%, 90%, 94%, 94%,

88%, 90%, 88%, 88%,88%, 87%
Average (L1+L2): 91%

97%, 98%, 101%, 96%, 101%, 100%,
97%, 97%, 95%, 95%, 96%, 95%
Average (L1+L2): 97%

KHCIIOTBI:

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

between 30 % and 70 % / ot 30 % mo 70 %

between 55 % and 95 % / o1 55 % mo 95 %

not less than 70 % / ne menee 70 %

of the labeled amount of Domperidone
(C22H24CIN5O») / 0T HOMUHABHOTO
conep KaHys IOMIEePUIOHA
(C22H24CIN5O2)

Assay / KontnuecTBeHHOE ONpeaeieHUue

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykT cooTeeTcTBYET TpeGoranusam HJ

Opinion : APPROVED
3axmouenue: OJIOBPEHO

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

Member g

Checked by / IIposepeHo:
N.V. Krishna - Quality control- Team

Member /g:

Approved by: Manager/Executive /
Opobpeno: Menemxkep / PykoBoautesn
V. Prashanth - Quality Assurance- Team
Member

Print Date / Tata: 30-12-2024

Print Date / Jlara: 30-12-2024

Print Date / Jlata: 30-12-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUONKAT AHAJIM3A

Page 6 of 8/ Crp. 6 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® ICP, kancysl ¢ Moan¢pHUHPOBAHHBIM BLICBOGOKIeHHEM, 30 Mr+20 Mr

Market / PeiHoKk : Russia / Poccust

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne : B2404012 O6bem cepun © 1250000 xancyn
Analytical Repourt No/ . 2002FP24003003 Date of Analysis / . 25.12-2024
Ananntnyeckuii oTuer Ne Hdara aHaau3a

Date of Manufacture / . 30-10-2024 Date of Expiry / . 30-09-2027

JaTa npoussoicTBa Toxen go

Mfg. License No. /

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

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

A. Omeprazole /
Owmenpazon

19.62 mg/ 19,62 Mr
(98.1% / 98,1%)

A. From

180mg to 220mg of
C17H19N303S8 (Omeprazole) per
capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mMr pmo 22,0mr
Ci7H1o0N303S (oMmempazon) B Karcyie
(ot 90,0 no 110,0 % oT HOMUHAJILHOTO

C22H24CIN50O, (moMnepunoH)
karncyne (ot 90,0 mo 110,0 %
HOMMHAJIEHOTO COAEPAAHUS).

cozepKaHus).
B. Domperidone / 30.70 mg /30,70 Mr B. From 27.0 mg to 33.0 mg
Jomnopiraon (102.396 / 102,3%) C..HuCIMNsO;  (Domporidono)  por

capsule (90.0 to 110.0 % of the label
claim) / Or 27,0mr pmo 33,0mr

B
OoT

10 |Microbial limits / Muxpo6uoornyeckast Y4uCTOTA

a) Total aerobic microbial
count / Obmee yncio
a’po6HBIX
MHKPOOPTaHH3MOB

b) Total combined yeasts
and mould count /
Obuiee uncio
JPOMOKEBBIX H
IJIECHEBBIX IPHOOB

¢) E. coli

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

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

Absentinl g/
OrcytcrByeTB 1 1

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

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

¢) Shall be absentin 1g/
OrcyrctBue B 1

Remarks : The Product confirms to ND/

IIpumeuanne: IIponykT cootBeTcTBYeET TpeboBanuam HJT

Opinion : APPROVED
3akayenne: OMOBPEHO

Prepared by / IlogroroeneHo: Checked by / IIposepeHo:
D. Latha- Quality control- Team N.V. Krishna - Quality control- Team
Member Member

Lt —

P

Approved by: Manager/Executive /
Onobpeno: MeHemxkep / PykoBoauTeb
V. Prashanth - Quality Assurance- Team

Member U_W

Print Date / Jarta: 30-12-2024

Print Date / ata: 30-12-2024

Print Date / lata: 39-12-2024




S .
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Page 70of 8/ Ctp. 7n3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IMpoaykr: Omes® JICP, kancynsl ¢ MoaubHIMPOBAHHBIM BbicBo00xkaeHHeM, 30 Mr+20 Mr

Market / Peinok : Russia/ Poccns

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne : B2404012 O6bem cepuu * 1250000 kancyn
Analytical Repovrt No/ - 2002FP24003003 Date of Analysis / . 25-12-2024
AnanunTHyecknii oTuer No Jara aHanuza

Date of Manufacture / . 30-10-2024 Date of Expiry / . 30-09-2027

JlaTa npoH3BOACTBa T'omen no

Mfg. License No. /

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

Analysis performed according ND / Ananu3z nposener no HJI: JITT-Ne(002687)-(PI'-RU)-071223

11 | Package / Ynakoska

10 capsules in a (PVC/AI/PA)
foil/aluminum foil blister. 3 blisters and
patient information leaflet (package
insert) in a carton. / ITo 10 kamcyn B
6mucrepe uz (IIBX/AJI/ITIA) donsru /
amomunueroii ¢oneru. ITo 3 6mucrepa
BMECTE c MHCTPYKIHEH 1o
MEIULIMHCKOMY TPUMEHEHHIO (JIMCTKOM-

BKJIAZBIIIEM) B MAYKY KApPTOHHYIO.

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
karicyn B Omucrepe uz (IIBX/AJIIIA)
¢donbru / amomunueroit goneru. Ilo 1, 3,
8, 10 GnucTepoB BMECTE ¢ MHCTPYKLIMEH 1O
MEIULIHHCKOMY TPUMEHEHHIO (JINCTKOM-
BKIAfIblIeM) B 1a4Ky 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.

* — HopMHI B crienGUKalMH NPEICTaBIeHs! Ha CPoK rogHocTy. IIpu Belycke Npenapar NpoBepAeTCs B COOTBETCTBUH CO
cneuuduKanyeil Ha BEIIYCK, IOSTOMY B cepTHdHKaTe aHalM3a Ha Mpenapar MOryT ObITh yKasaHbI 00Jiee CTPOTHE HOPMEL,
YeM B HaCTOSIIEM HOPMAaTHBHOM JAOKYMEHTE [0 Ka4eCTRy.

API name / HanmenoBauue A®C:

Omeprazole / Omenpazon Domperidone /JJoMnepunoH

INN / MHH:

Omeprazole / OMenpazon Domperidone / JloMmnepuaoH

API manufacturer batch number /
Homep cepnu npoussogurens A®C:

OME/00424 0000118176 & 0000118305

FP Manufacturer API Batch number /
Homep cepun cy6eTannuu
npousBoauTes I'JI1dD:

FBRA00498 FBRH00033

API Manufactured by & country /
IIpousBoautens ADC, cTpaHa:

Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India /
Ipunu ®apmacerotukaic Jitn, Uuaus Bacynxa ®apma Kem JIta, Manous

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HanmeHopaHue, agpec, JIUIEH3U JIH
IIpousBoacTBeHHAS MJIOLIAAKA /
Ilnomagka KOHTPOIA KavecTBa /
Ilnomagka BeIMycKa

Dr. Reddy's Laboratories Ltd., Formulation Tech Ops —II, Survey Na. 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 Penau’ ¢ JTaGopatopuc JIta., [IponzsoacTeeHHOE nogpasaencHue-Il,
Vyacrku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, badynamnu Bunnamxk,
Bauynau Mangan, Meguan Mankamkrupu Juctpukr - 500090, mrat
Tenanrana, Mumusa (JIuuenzua Ne 63/RR/AP/96/F/R)

Remarks : The Product confirms to ND/

IIpumeuanne: [Tpoaykt cooTeeTcTBYeT TpeboBanusam HJ|

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / ITogrotosnexo: Checked by / ITposepeHo: Approved by: Manager/Executive /
D. Latha- Quality control- Team N.V. Krishna - Quality control- Team OnmoGpeno: Menemkep / PykoBomutensb
Member Member V. Prashanth - Quality Assurance- Team

e —

Member

A i)

Print Date / Tata: 30-12-2024
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Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIH3A
Page 8 of 8 / Ctp. 8 n3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykr: Omes® JICP, kancyab! ¢ MoandUUHPOBAHHBLIM BbicBOGoKAeHHeM, 30 Mr+20 mr

Market / PoiHOK : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne : B2404012 O6nem cepun © 1250000 kancyn
Analytical Repovrt No / . 2002FP24003003 Date of Analysis / . 25.12-2024
AHanuTHYeCKHii oTyeT Nt JlaTra aHanu3a

Date of Manufacture / . 30-10-2024 Date of Expiry / . 30-09-2027

JlaTa NpoH3BOACTBA Togen o

Mfg. License No. /

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

Analysis performed according ND / Anann3 nposesen no HJI: JITI-Ne(002687)-(PT-RU)-071223

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».

JaK/I0ueHHMe 0 COOTBETCTBHH: «HacToAmHM st MOATBEPIKAAKD, Y1V ubuueueuua» Bbllie  MHPUPMALMN  sBIACILA
JOCTOBEpHOM U TOUHOM. DTa Cepysi NPOAYKLMH NPOU3BeNeHa (BKIIOYas YNakoBKy (MapKHpOBKY) M KOHTPOJb KayecTBa) Ha
BBILIEYKA3aHHOM TNpPOM3BOICTBEHHOH momanke (IUIOM@AKaX) B TOJHOM COOTBETCTBMM C TPeOOBaHUAMM IIpaBun
Haiexaneil NpOM3BOJCTBEHHOM MPakTUKH EBpasuiickoro SKOHOMHYECKOro coro3a (Ne GMP/EAEU/RU/00573-2022 ot 23
cenTabpa 2022) u TpeOOBaHMAMM KOHTPONA KauyecTBa JIEKAPCTBEHHBIX CPEACTB, a Talok€ B COOTBETCTBUM CO
crienuUKALMAMHE, COAEPKAMUMHCS B PETUCTPALOHHOM JIOChE CTPaHBI-UMIIOpTEpa. 3alliCH 10 MPOM3BOACTBY, yNIaKOBKE U
aHaIM3y MPOBEPEHH, M YCTAHOBJEHO X COOTBETCTBHE TpeGoBaHHaM IIpaBun Hainexameil MPOM3BOACTBEHHOH MpPaKTHK
EBpazuiickoro 5kOHOMHYECKOTO COK03a».

Remarks : The Product confirms to ND/ Opinion : APPROVED

IIpumeuanne: [IpoaykT coorBeTcTBYeT TpebGoBaHmam HII Zaxmouenue: OJIOBPEHO
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