Di'. Reddy’s Q,‘:’.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 1 of 8/ Ctp. 1 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoayxr: Omes® JICP, kancynbl ¢ MOAUGHIHPOBAHHBLIM BhLICBOGOMAeHHEM, 30 Mr+20 mr

Market / Poinok : Russia / Poccua

Batch No / . Batch Quantity / . 1250000 caps /

Cepust Ne : B2500402 Oo6beM cepuu * 1250000 xancyn
Analytical Repourt No/ . 2002FP25000256 Date of Analysis / . 14-02-2025
AHajgnTHYecKHil oT4yeT Ne Jara ananmn3za

Date of Manufacture / . 12-12-2004 Date of Expiry / . 30-11-2027

JlaTa nmpon3BoacTBa I'ogeH xo

Mifg. License No. /

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

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

S.No/

Ne Test / Tect

Result / Pe3yabTaT

Specification / Cneuudukanus

1 Description / Onucanne

Hard transparent colorless gelatin
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. /

TBepaple  KeIaTHHOBEHIE
OecLBeTHBIE KalCyJBl pa3Mepa
MAPKUNORKOHT YEPHOTO

\J
« Y DR. REDDY’S» ma KpBbILIEUKe
KalCylel M MapKUPOBKOH KpacHOTo
ueta «OMEZ-DSR» Ha kopmyce
KarCyJbl. Conepxumoe KarcyJr:
chepuueckde  mesleTel  Geyioro W
KOpHYHEBOTO IIBETA.

MPO3payHbIe
1 ¢
TIRETA

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 sphericdl pellets. /

XKCIIaTUHOBBIC
KarcyJbl
YEPHOTro

Tsepasie
8eclBETHEIE
MapKHPOBKOi1

« 7Y DR. REDDY’S» Ha KpHIIIEYKe
Kalcynsl 1 MapKHPOBKOM KpacHOTO LIBETa
«OMEZ-DSR» Ha Kopryce KamncyJsl.

MpOo3payHbIe
pasMepa 1 ¢
1IBE€TA

Cogepxumoe  KamcylX:  cepuuecKue
TeJuIeTEl OT Genoro 10 cepoparo-Genoro u
OT  KOPHMYHEBOTO [0  JKEJITOBATO-

KOPUYHEBOI'O LIBETA.

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipogykt cooTeercTByeT TpeboBanmsam HJT

Opinion : APPROVED
3axmoyenne: OJJOBPEHO

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

Member g

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

Member %

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBonuteinb
V. Prashanth - Quality Assurance- Team

Member W\[)

Print Date / JTara: 14-02-2025

Print Date / {ata: 14-02-2025

Print Date / Jlata: 14-82-2025




Dr.Reddy’s Q,‘:'.

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIM3A

Page2 of 8/ Ctp.2 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JICP, kancysibl ¢ MoaAH(MIUMPOBARHBIM BBICBOGOKAeHHEM, 30 Mr+20 mr

Market / Prinox

: Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepust Ne 5 82500402 O6Bem cepuu © 1250000 xancyn
Analytical Repovrt No/ . 2002FP25000256 Date of Analysis / . 14-02-2025
AHanauTH4YeckHii oTyeT No Jara anaamsa

Date of Manufacture / . 12-12-2024 Date of Expiry / . 30-11-2027

JlaTa mpou3BOACTBa T'ogen xo

Mfg. License No. /

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

Analysis performed according ND / Auann3s nposegen 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
HNaenTndnxanus 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
Owmenpason in the chromatogram of the standard | chromatogram of standard solution (section
Jomnepunon preparation under assay. / Bpemena | Assay). / Bpemena  yaepxuBaHus

yOEpKUBAaHMS OCHOBHEIX IIMKOB HAa | OCHOBHBIX THKOB Ha XpOMaTorpaMme
XpOMaTOrpaMMe HCIBITYEMOr0 PacTBOpa | MCIBITYEMOro pactBOpa JOJDKHEL
COOTBETCTBYIOT BPEMEHAM YIEPIKHBAHHS | COOTBETCTBOBATh BPEMEHAM YAEpP)KHBaHHUS
MHUKOB OMENpazojia M JOMIECPHIOHA Ha | IMKOB OMEMpa3ojia M IOOMIEPHIOHa Ha
XpoMaTorpaMMe CTaHZAPTHOTO pacTBOPAa | XpOMaTorpaMMe CTaHIAPTHOTO pacTBoOpa
(pasmen «KonuuecTsenHoe | (pasmen «KonuuecTBeHHOE
onpeneneHHeY). OIIpeNerIeHHE» ).

3 Average weight of the net 37439 mg/ 374,39 mr 369.0 mg + 10 % (between 332.1 to 405.9
content / Cpegusisi Macca mg) /
COJepPKMMOro KancyJ 369,0 mr+ 10 % (ot 332,1 o 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 %
Coaep:xaHue BOABI

5 Uniformity of dosage units / OnHOpOAHOCTL AO3HPOBAHHBIX € THHHUL
Omeprazole / Omenpazon 9.7/9,7 Acceptance value (AV) should be less than

or equal to 15.0 / [Tloxa3arens
npuemieMoctd (AV) nomxeH OHTH He

6omee 15,0.
Domperidone / Acceptance value (AV) should be less than
HoMnepunon 6.1/6.1 or equal to 150 / Tlokasarens
) g npuemieMoctd (AV) nmomkeH OBITH He

6onee 15,0.

Remarks : The Product confirms to ND/
Ilpumeuanue: IlpoaykT cooTBeTCcTBYET TpeboBanusam H]I

Opinion : APPROVED
3axawdenne: OJJOBPEHO

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

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

Member %

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

Member W!dp

Print Date / JTata: 14-02-2025

Print Date / Hata: 14-02-2025

Print Date / [{ata: 14-02-2025




@
Dr.Reddy’s Q:.'

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Page30f8/Crp.3 m3 8

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

ITpoaykr: Omes® ICP, kancy.iui ¢ MoAN(HIHPOBAHHBLIM BbICBOOOKIeHHEeM, 30 Mr+20 mr

Market / PeiHox : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne § BAS00Ete O6bem cepun * 1250000 xarncyn
Analytical Repo“rt No/ . 2002FP25000256 Date of Analysis / . 14-02-2025
AHaJuTHYECKHi oTueT No Jarta anannza

Date of Manufacture / . 12-12-2024 Date of Expiry / . 30-11-2027
JlaTa mpou3BOACTBA Tonen no

Mifg. License No. /

IIpon3BoacTBeHHas auuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI-RU)
Ne

Analysis performed according ND / Anajns nposenen mo HJI: JITI-No(002687)-(PI-RU)-071223

6  |Impurities / Ipumecu

Omeprazole / Omenpasona:
Impurity 1 / npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5 / npumecs 5
Domperidone /
Homnepuoona:

Impurity A / npumecs A
Impurity D / mpumcer D
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npumecs F
Any individual unidentified
impurity / JioGas
€IMHHYHASL
HeHIeHTH(ULIIPOBaHHAS
MPUMECH

Total impurities /

Cymma npumeceit

Less than LOQ (LOQ = 0.010%) / Hixe
npefena KONUYECTBEHHOrO ONpeieIeHuUs
(IIKO = 0,010%)

Not detected / He oOHapy>xeHa
0.04% / 0,04%

Less than LOQ (LOQ = 0.020%) / Hmxe
mpeneNia KOJMYECTBEHHOTO ONpENCS/ICHHS
(IIKO = 0,020%)

Less than LOQ (LOQ = 0.010%) / Huxe
npenena KOJIWYECTBEHHOrO OIpeIeNeHus
(IIKO = 0,010%)

0.05%/ 0,05%
Not detected / He oOHapyxeHa

0.01%/0,01%
0.15%/0,15%

Less than LOQ (LOQ = 0.013%) / Huxe
npefena KOJMHYECTBEIIOr0 OIpeaenelts
(IIKO =0,013%)

Not detected / He 06HapyxeHa

0.3% /0,3%

Omeprazole / Omenpasona:

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 Gonee 0,50 %
Not more than 0.50 % / He Gonee 0,50 %
Domperidone / lomnepudona:

Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / ITe Gonee 0,50 %6
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6o5ee 0,50 %
Not more than 0.20 % / He Gonee 0,20 %
Not more than 2.5 % / He 6onee 2,5 %

Remarks : The Product confirms to ND/
IIpumeuanune: [Iponykrt coorBercTByeT TpebopaHuam H]

Opinion : APPROVED
3axmouyenne: OJIOBPEHO

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

Member | g

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

Member /g

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

Member y \M\p

Print Date / JTata: 14-02-2025

Print Date / ata: 14-02-2025

Print Date / Jlata: 14~02-2025




Dr.Reddy’s Q‘:'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 4 of 8 /Crp.4u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JICP, kancyibl ¢ MoandHUNPOBaHHbIM BLICBOG0XkAeHHEM, 30 Mr+20 Mr

Market / PuiHok : Russia / Poccus

Batch No/ . Batch Quantity / . 1250000 caps /

Cepust Ne + RES00E02 O6bem cepru * 1250000 kancyn
Analytical Repovrt No/ . 2002FP25000256 Date of Analysis / . 14-02-2025
AHaauTHYecKnii oTyeT Ne JaTa anannza

Date of Manufacture / . 12-12-2024 Date of Expiry / . 30-11-2027

JaTta npouszBoacTBa T'ogen no

Mfg. License No. /

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

Analysis performed according ND / Auanus nposenen no HJ: JITI-Ne(002687)-(PT-RU)-071223

7  |Residual solvents/ OcTaTouHble OpranHyecKue pacTBOPHTEIIH
a) Methanol / 6 ng/capsule / 6 mxr/kancyna a) Not more than 1107 pg per capsule /
MeraHnon He 6onee 1107 Mkr Ha kancyny
b) Methylene chloride / b) Not more than 221 pg per capsule /
MertuneHxopun Not detected / ne oGHapyxena He 6onee 221 MKr Ha Karcyny
8 Dissolution / PacrBopenue
a) Omeprazole/
Owmenpason
i. Acid stage (0.IN 0%, 0%, 1%, 0%, 0%, 1% In a 0.1 M hydrochloric acid solution - not
HCl)/ more than 15 % of the label amount of
B 0,1 M pacrBope omeprazole (C17Hi19N30s8) after 2 hours. /
XJIOPUCTOBOIOPOAHO B 0,1 M pacTBOpe XJIOpOBOAOPOAHOM
M KHCJIOTHI KHCJIOTH — He 6onee 15 % ot

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

98%, 98%, 97%, 100%, 96%, 96%

(axTHUeCcKOro cogepxKaHus
omenpazona (Ci7H;9N30;8) uepes 2 4.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(C17H19N3038) after 30 minutes./

B 6ydepe pH 6,8 — e meree 70 % (Q)

OT HOMHMHAJIEHOTO COJCPIKAHUS
omenpazona (C17H1sN30;:S) gepes

30 muH.

Remarks : The Product confirms to ND/

Ipumeuanne: IIpogykT coorBeTcTRyeT TpeGoranuam HJT

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / [Tonrotoeneno: Checked by / ITposepeno:
D. Latha- Quality control- Team N.V. Krishna~ Quality control- Team
Member Member

/b

Approved by: Manager/Executive /
OnobpeHo: MeHemxkep / PykoBomures
V. Prashanth - Quality Assurance- Team

Member M‘D

Print Date / Ilata: 14-02-2025

Print Date / [lata: 14-02-2025

Print Date / [lata: 14-02-2025




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Page Sof 8/ Crp.5u3 8

i. after 1 hour/u4epe3 14

. after 4 hours / yepes 44

iii. after 8 hours / uepes 8 u

after 12 hours / uepes
124

iv.

33%, 32%, 30%, 32%, 33%, 30%

69%, 68%, 64%, 68%, 70%, 65%

83%, 77%, 76%, 78%,84%, 80%

90%, 86%, 85%, 88%, 90%, 85%

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® ICP, kancyisl ¢ MoanduUMpPOBaHHLIM BbICBOGOKIeHHEM, 30 Mr+20 Mr
Market / Poinok : Russia / Poccus
Batch No / . Batch Quantity / . 1250000 caps /
Cepusi Ne ¥ B2500402 O6bem cepun * 1250000 kancysn
Analytical Repo“rt No/ . 2002FP25000256 Date of Analysis / . 14-02-2025
AHaJnTHYecKHii oTyeT Ne Jara ananm3za
Date of Manufacture / . 12-12-2024 Date of Expiry / . 30-11-2027
JlaTa npou3BoacTBa T'omen mo
Mfg. License No. /
IlpousBoacTBenHas qunensus : 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)-(PT-RU)-071223
b) Domperidone / In 0.1M hydrochloric acid solution /
Homnepunon

B 0,1 M pacTBOpe XNIOpPOBOJAOPOIHOM
KHUCJIOTHI:

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

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

between 55 % and 95 % / ot 55 % 50 95 %

not less than 70 % / e menee 70 %

of the labeled amount of Domperidone
(C22H24CINsO7) / 0T HOMUHAIBHOTO
COZlep>KaHud JOMIIEPHUI0OHA

(C22H24CIN5O2)
9 |Assay / KonmnuecTBeHHOE onipegesienne
A. Omeprazole / 20.11 mg /20,11 mr A. From 180mg to 220mg of
Owmenpa3zon (100.6% / 100,6%) C17H19N503S (Omeprazole) per

capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mMr mo 22,0mMr
Ci17H19N30sS (omenpaszon) B Kamcysie
(ot 90,0 1o 110,0 % OT HOMHHAJIBEHOTO
colepKaHus).

Remarks : The Product confirms to ND/

IIpumeuyanne: IlponykT coorBeTcTByeT TpeGoBauuam HJ|

Opinion : APPROVED
3akmouyenue: OJJOBPEHO

e

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

4

Approved by: Manager/Executive /
OnobpeHo: MeHemxkep / PykoBogurels
V. Prashanth - Quality Assurance- Team

Member L WD

Print Date / lata: 14-02-2025

Print Date / JTata: 14-02-2025

Print Date / Jlata: 1402-2025




Dr. Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 6 of 8/ Crp. 613 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JICP, kancyabl ¢ Moau¢HUNPOBaHHLIM BICBOGOMIeHHEM, 30 Mr+20 mr

Market / Peinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepns Ne R B2a00d02 Oo6nem cepun © 1250000 xancyn
Analytical Repo“rt No/ . 2002FP25000256 Date of Analysis / . 14-02-2025
Ananurndeckuii oTyet Ne Jlara aHaau3a

Date of Manufacture / . 12-12-2024 Date of Expiry / . 30-11-2027

JlaTta npon3sBoacTBa Topen go

Mfg. License No. /

IIpousBoacTBeHHas duuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT-RU)
No

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

B. Domperidone /
Jomnepunon

29.81 mg /29,81 mr
(99.4% / 99,4%)

B. From 27.0 mg to 33.0 mg
C»HzCINsO,  (Domperidone)  per
capsule (90.0 to 110.0 % of the label
claim) / Or 27,0mr gpo 33,0wmr
C22H24CINs O, (moMIiepuIOH) B
karncyine (ot 90,0 mo 110,0% or
HOMUHATIEHOTO COJICPIKaHUS).

10

Microbial limits / MukpoGnonornieckas 4McTOTAa

a) Total aerobic microbial
count / Ob1mee 4yucio
a3po6HBIX
MHKPOOPTraHU3MOB

b) Total combined yeasts
and mould count /
O6mmee uncno
JIPOOKEBBIX U
TJIECHEBBIX I'PpHOOB

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

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

a) Not more than 10> CFU/g /
He Gonee 10° KOE/r

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

¢) E. coli Absentinl g/ c) Shall be absent in 1g/
OrtcytcTByeTB 1 T OrcyrctBue B 1 r
11 Package / YmakoBka 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
insert) in a carton. / Ilo 10 xamcyn B
6mucrepe u3 (IIBX/AJIITA) domsru /
amoMuHUEBOH donern. Ilo 3 Gnucrepa
BMECTE c HHCTpYKIMeit o
MEIULIHHCKOMY NPHMEHEHHIO (JIMCTKOM-
BKJIafipIlIeM) B a4Ky KapTOHHYIO.

blisters and patient information leaflet
(package insert) in a carton. / ITo 10
karcyn B Omucrepe m3 (IIBX/AJI/TIA)
¢oneru / amomunueBoit goneru. Ilo 1, 3,
8, 10 6nmcTepoB BMeCTe ¢ HHCTpYKLUEH 1o
MEAMLIMHCKOMY TNIPUMEHEHHIO (JINCTKOM-
BKJI/IBILIEM) B [IAYKy 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/

Ilpumeuanue: [Iponykt cooTBeTCTBYET Tpeborauusam HJ{

Opinion : APPROVED
3axmouenne: OJOBPEHO

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

Member %

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

4

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosonurens
V. Prashanth = Quality Assurance- Team

Member UM “p

Print Date / Jlata: 14-02-2025

Print Date / Jlata: 14-02-2025

Print Date / Hata: 14-02-2025




Dr. Reddy’s Q':°

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 70of 8/ Ctp. 7n3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® IICP, kancyibl ¢ MOAndHIIMPOBAHHBLIM BbICROGOMIeHHEM, 30 Mr+20 mr

Market / PeiHOK

: Russia / Poccus

Ne

Batch No / . Batch Quantity / . 1250000 caps /

Cepusa Ne % B2500402 O6bem cepun * 1250000 xancyn
Analytical Repo“rt No/ . 2002FP25000256 Date of Analysis / . 14-02-2025
AHanauTHYeCKHI oT4eT Ne Jarta anaau3a

Date of Manufacture / . 12-12-2024 Date of Expiry / . 30-11-2027

JlaTa npou3BoACTBa Topen o

Mfg. License No. /

ITpousBoacTBeHHas aunen3us @ 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT-RU)

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

* — HOpMEI B crelH(HKALMK MPEACTaBIEHBl Ha CPOK TOAHOCTH. [Ipy BEIMYCKE mMpenapaT mpoBepsieTcss B COOTBETCTBHUM CO
crnenpdrkanueil Ha BHITYCK, IO3TOMY B cepTHdUKAaTe aHanW3a HA Mpenapat MoryT OBITh yKazaHbl Gojiee CTPOTHE HOPMEL,
YEeM B HACTOSINEM HOPMAaTUBHOM HOKYMEHTE 110 KauecTBY.

API name / HaumenoBanue ADC:

Omeprazole / Omenpazon

Domperidone /[lomnepyunoH

IIponssoaurens ADC, crpana:

INN / MHH: Omeprazole / Omenpazon Domperidone / omnepuaoH
API manufacturer batch number /

Homep cepun nponssoautenss ADC: OME/00524 0000121625, 0000118305

FP Manufacturer API Batch number / A

Homep cepnu cyGeTaHIIMH FBRA00650 FBRHO00035
npouspoautes I'JI1M:

API Manufactured by & country / Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India /

puun ®apmacerotuxaic JIta, Uanus Bacynxa ®apma Kem JItn, Maaus

Name, address, authorization

Release site /

ILnomagkxa BBIITYCKa

FP manufacturing site / Control site /

HaumeHoBaHHe, agpec, THUEH3HSA JJIsT
IIpousBoAcTBeHHAA IUIOLIAAKA /
Ilnomagka KOHTPOAA KayecTBa /

No for | Dr. Reddy's Laboratories Ltd., Formulation Tech Ops — I, 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) /

J-p Pennu’c Jlabopatopuc JIta., IlpousroacreeHHoe noapasaenenue-11,
Vyactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynanmu Bunnamx,
Bauynannu Mannan, Menquan Mankamxrupu Juctpukt - 500090, wrar

Tenanraua, Mupus (JTuneusus 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 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».

3axaoyeHne o coorBercTBHM: «HacrodmuM s noxaTBep)kgaro, 4TO MpHBEAEHHAas BblNe HHQOpMALMA SBISCTCA
JIOCTOBEPHOM M TOYHOH. DTa cepHs NPOAYKIMH NpOU3BEAcHa (BKIIOYAs yHAaKOBKY (MapKMpOBKY) H KOHTpPOJb KayecTsa) Ha

Remarks : The Product confirms to ND/
IIpumeuanne: ITpoaykT cooTBeTCTBYET Tpeboranusm HJJ

Opinion : APPROVED
3akniouenne: OOBPEHO

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

Member L?%{;_

N.V. Krishna-
Member

Checked by / IIpoBepeHo:

Quality control- Team

&

Approved by: Manager/Executive /
Opnobpeno: Menemkep / PykoBomuteib
V. Prashanth - Quality Assurance- Team

Member o an

Print Date / JTata: 14-02-2025

Print Date / [fara: 14-02-2025

Print Date / Jata: 14-02-2025
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
Page 8 of 8 /C1p.8mu3 8
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoayxt: Omes® JICP, kancyJsl ¢ MoAHGHIHPOBAHHBIM BhICBOGOKAeHHEM, 30 Mr+20 mr
Market / PeiHok : Russia / Poccus
Batch No / . Batch Quantity / . 1250000 caps /
Cepns No + B2500402 O6nem cepuu © 1250000 kancyn
Analytical Repourt No/ . 2002FP25000256 Date of Analysis / . 14-02-2025
AHanuTH4YecKnii oTyeT Ne JlaTa aHanu3a
Date of Manufacture / . 12-12-2024 Date of Expiry / . 30-11-2027
JlaTa nponsBoacTBa T'omen no
Mfg. License No. /
IlponzBoacTBenHas aunenzus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI'-RU)
Ne
Analysis performed according ND / Auaans nposegen mo HJI: JITI-Ne(002687)-(PI'-RU)-071223

BBHILIEYKa3aHHOH TIPOM3BOACTBEHHOMN IUTomanke (IUIOIMaAKax) B IIOJHOM COOTBETCTBMH ¢ TpeGoBanusmu IIpasmn
HaJexalne NpousBoACTBCHHOM NpakTHkK EBpasuiickoro akoHoMudeckoro cowoza (Ne GMP/EAEU/RU/00573-2022 ot 23
ceHTA6ps 2022) W TpeGOBaHMSAMM KOHTPOJIA KAuyecTBa JIGKAPCTBEHHBIX CPENCTB, a4 Takke B COOTBETCTBHH CO
crneuMpUKALAMY, CONEPXKAIMMHUCS B PETHCTPALIMOHHOM NOCKE CTPaHbI-MMIIOPTEpa. 3aNKcK 110 NPOU3BOACTBY, YIAKOBKE H
aHanu3y MPOBEPEHEI, H YCTAHOBJIEHO MX COOTBETCTBHE TpeOoBaHUAM IIpaBui HAIUICKAIMICH NPOM3BOACTBEHHON IPAKTHUK
EBpa3suiickoro 3kOHOMHYECKOTO COI03a».

Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpnmeuanue: IlponykT cooreTcTRYeT Tpeboaumsam HII 3axuouenne: OJIOGPEHO
Prepared by / ITogrotosneno: Checked by / IIposepeno: Approved by: Manager/Executive /

D. Latha- Quality control- Team N.V. Krishna- Quality control- Team Onobpeno: Menemxep / PykoBoaurens

Member i Member V. Prashanth - Quality Assurance- Team
/g] Member E )

Print Date / Tata: 14-02-2025 Print Date / Jlara: 14-02-2025 Print Date / Jlata: 14302-2025




