Dr. Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTHUO®UKAT AHAJIM3A

Page 1 of 8/ Crp. 1 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® ICP, xancyibl ¢ MOAHGHIMPOBAHHBIM BLICBOGOMIeHHEM, 30 Mr+20 Mr

Market / Poinok : Russia / Poceus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne + B2404012 O0bem cepun © 1250000 kancyn
Analytical Repovrt No/ . 2002FP24003003 Date of Analysis / . 25-12-2024
AHanuTHYeCKHii oTueT No JlaTa ananusa

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

JlaTa npou3BOACTBA Togen g0

Mfg. License No. /

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

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

S.No/

Ne Test / Tect Result / PesynasTar Specification / Cnennguxauns
1 Description / Onncanue Hard transparent colorless gelatin | Hard transparent colorless gelatin capsules
capgules size 1 with a black imprint | 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. /

TBepAble  KENATHHOBEHIE
6ecIBeTHBIC KalCyJbl pa3Mepa
MAapKUPOBKO1 YEPHOTO

-
« 7Y DR. REDDY’S» ua KPBILIEUKE
Kancynel W MapKHpOBKOM  KpacHOro
useta «OMEZ-DSR» Ha kopmyce
KaITCyJIbl. Cogpepxumoe KarcyJr:
chepuyeckde  meneTHl  Genoro
KOPHYHEBOI'O LIBETA.

MPO3padHEIE
1 ¢
Bera

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. / ‘

JKEJJATUHOBEIE
KarncyJiel — pasMepa
YEpPHOTO

Trepasle
6ecLBETHBIC
MapKHPOBKOMH

-

« 7Y DR. REDDY’S» na KphbIIIeYKe
Karcyyibel ¥ MapKHPOBKOH KpPacHOTO LiBeTa
«OMEZ-DSR» Ha Kopliyce KamcCyJbl
ComepxuMoe  Kancynm:  chepudeckue
nemieTsl ot 6enoro o ceposaro-6eynoro U
OT  KOPHUYHEBOTO 1O  KEITOBAaTo-
KOPHUYHEROTO L(BETA.

MpO3pavHBIe
1 ¢
1BETa

Remarks : The Product confirms to ND/
Ilpumeuanne: IponykT cootBeTcTBYeT TpeboBanusam H]I

Opinion : APPROVED
3aknouenune: OTOBPEHO

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

Member | Eg E

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

Member

Approved by: Manager/Executive /
OnoGpeHo: Menemxep / PykoBoautens
V. Prashanth - Quality Assurance- Team

Member M

Print Date / lata: 30-12-2024

Print Date / Tata: 30-12-2024

Print Date / Hata: 30-12-2024




Dr. Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Page 2 of 8/ Ctp. 2 uz 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® JICP, kancyas! ¢ MoaupHUHPOBAHHBIM BRICBOGOKACHHEM, 30 Mr+20 Mr

Market / PoiHok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepnsi Ne : B2404012 O0bem cepuu 1250000 xancyn
Analytical Repo“rt No/ : 2002FP24003003 Date of Analysis / . 25-12-2024
AHaTUTHYeCKHi oTueT Ne Jlara anajnusa

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

JlaTa npousBoacTBa T'ogen no

Mfg. License No. /

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

Analysis performed according ND / Anasns nposeaen 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
HUpentudnxaunsa 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
Omenpa3zon in the chromatogram of the standard | chromatogram of standard solution (section
JomMnepunox preparation under assay. / BpeMeHa | Assay). / BpeMena  yaepxuBaHus

YAEpKUBaHHA OCHOBHEIX IIMKOB Ha | OCHOBHEIX IIHKOB Ha XpOMAarorpamme
XpOMAaTOrpaMMe MCHEBITYEMOI'O PacTBOpPa | UCIBITYEMOIO pacTtBopa JIOIDKHBL
COOTBETCTBYIOT BPEMEHaM yIEPXHBAHHUS | COOTBETCTBOBATh BPEMEHAM YICP)KHBaHHS
MUKOB OMEMNpasoia H JOMIEPHAOHA Ha | MIMKOB OMEINpasoia M IOMIEpUIOHA Ha
XpOMaTOrpaMMe CTaHAAPTHOIO PacTBOpa | XpOMaTOrpaMMe CTAaHAAPTHOTO pPacTBOpa
(paznen «KomnuecteenHoe | (pasnen «KonuuectreHHOE
ONpeJEIICHHEY ). onpenaesicHUe).

3 Average weight of the net 369.77 mg/ 369,77 mr 369.0 mg £ 10 % (between 332.1 to 405.9
content / Cpegnas Macca mg) /
COAEPKMMOro0 KarncyJ 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 %
CopepaxaHne BOIbI

5 Uniformity of dosage units / OgHopoaHoCTE H03HPOBAHHLIX €XHHHIL
Omeprazole / Omenpazon 49/49 Acceptance value (AV) should be less than

or equal to 15.0 / [Tlokasarens
npuemieMoctd (AV) nomxkeH OBITH He
6oxee 15,0.
Domperidone / Acceptance value (AV) should be less than
JoMnepuaon or equal to 150 / TIlokasarens
737173
npuemieMoctT (AV) mopkeH OBITE He
bonee 15,0.

Remarks : The Product confirms to ND/
Ipumedyanne: IIpoaykT cooTBeTCTBYET TpeGoBanusam HIT

Opinion : APPROVED
3akmoyenue: OJIOGPEHO

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

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

Member g

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBogurens
V. Prashanth - Quality Assurance- Team

Member \)’M\Q

Print Date / lata: 30-12-2024

Print Date / Jlara: 30712-2024

Print Date / Hata: 30-12-2024




Dr. Reddy’s ".'..'.

CERTIFICATE OF ANALYSIS
CEPTHOHNKAT AHAJIM3A

Page3 of 8/ Crp. 3 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoayxr: Omes® JICP, kancynnl ¢ MOARGHIHPOBAHHBLIM BLICBOGOMKIeHHEM, 30 Mr+20 mr

Market / Poinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepusa Ne : B2404012 O6bem cepun © 1250000 xancyn

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

AHaanTuyeckuii oTyer Ne Jara anaausa

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

JlaTa npou3BoACTBa T'onen go

Mfg. License No. /

IlpouszBoacTBeHHas anueH3usa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT-RU)

Ne

Analysis performed according ND / Ananus nposenen mo HJI: JITT-Ne(002687)-(PI'-RU)-071223

6  |Impurities / Ilpumecu
Omeprazole / Omenpasona: 3 Omeprazole / Omenpazona:
Impurity 1 / npumecs 1 Not detected / He oBHapyxeHa Not more than 0.50 % / He 6onee 0,50 %
Impurity 2 / npuMecs 2 Nt detoctad. / Not more than 0.50 % / He 6onee 0,50 %
Impurity 3 / npumecs 3 ot detected / He oGHapysicera Not more than 0.50 % / He 6onee 0,50 %
Impurity 4 / mpumecs 4 0.03% / 0,03% Not more than 0.50 % / He 6onee 0,50 %
Impurity 5 / npumecs 5 Not detected / ne obHapyxeHa Not more than 0.50 % / He 6onee 0,50 %
purity p >
Domperidone / Less than LOQ (LOQ = 0.010%) / Huxe|Domperidone / Jomnepudona:
Homnepudona: npefena “konuuecTReHHOro onpenesenus |Not more than 0.50 % / He 6onee’0,50 %
Impurity A / nmpumecs 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 0
Impurity D / nmpumecs D Not more than 0.50 % / He 6onee 0,50 %
Impurity F / npumecs F d Not more than 0.20 % / He 6onee 0,20 %
Any individual unidentified Not detected / e obrapyxena Not more than 2.5 % / He 6onee 2,5 %
impurity / JIroGas Not detected / He 0OHapy>keHa
eIUHUYHAS . .
HeUJIeHTHDHIMPOBAHHAS 0.15%/0,15%
IpuMecs Not detected / He obHapy:xeHa
Total impurities /
CymMa npumeceit Not detected / He oGnapyxena
0.2% /0,2%
7  |Residual solvents/ OcTaTouHbIe OPraHHYECKNE PACTBOPHUTENH

Remarks : The Product confirms to ND/
Ilpumeyanne: [Tponykr cooTBeTcTBYET TpeboBanmsM HJ{

Opinion : APPROVED
3akawuenne: OJOBPEHO

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

Member g

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

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

Member M

Print Date / Tara: 30-12-2024

Print Date / JTara: 30-12-2024

Print Date / [lata: 30-12-2024




Dr. Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 4 of 8 /Crp. 4u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
poaykr: Omes® JICP, kancynbl ¢ Moan(HIHPOBAHHLIM BhICBOGOMAeHHEM, 30 Mr+20 Mr

Market / PoiHOK : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus No + B2404012 O0beM cepun " 1250000 xancyn
Analytical Repovrt No/ . 2002FP24003003 Date of Analysis / . 25.12-2024
AHaJgnTudeckuii oruer Ne JaTa ananusa

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

JlaTa npou3BoACTBA Tonen no

Mfg. License No. /

TIponspoacrBenHas auuen3usa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI-RU)
Ne

Analysis performed according ND / Anann3s nposeaen mo HJI: JITI-Ne(002687)-(PT-RU)-071223

a) Methanol /
MertaHon

b) Methylene chloride /
Merunenxnopun

4 pg/capsule / 4 Mxr/kamncyna

Not detected / He 06HapyxeHa

a) Not more than 1107 pg per capsule /
He 6onee 1107 MKT Ha Kancyiy

b) Not more than 221 pg per capsule /
He Gonee 221 Mkr Ha Kancyiy

8 Dissolution / PacTBopenue

a) Omeprazole /
Owmenpa3son

i. Acid stage (0.IN
HCI)/
B 0,1 M pactBope
XJIOPUCTOBOIOPOAHO
U KHCTIOTHI

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

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

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

In a 0.1 M hydrochloric acid solution - not
more than 15 % of the label amount of
omeprazole (Ci7Hi1oN30s8S) after 2 hours. /
B 0,1 M pactBope XIOpOBOAOPOIHOHN
KHcoTel — He Gonee 15 % ot
(akTHYECKOTO COmEpKaHMA

omenpasona (C17HisN30;S) uepes 2 4.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(C17H1oN30s8) after 30 minutes./

B 6ydepe pH 6,8 — He meHee 70 % (Q)

OT HOMHHAJIBHOTO COJEpKaHuUA
omenpasona (Ci17Hi9N303S) uepes

30 MuH.

b) Domperidone /
HomnepuaoH

In 0.1M hydrochloric acid solution /

B 0,1 M pactBope XJ10pOBOAOPOIHOM

Remarks : The Product confirms to ND/
Ipumeyanne: IIpoaykt coorBercTBYeT Tpeboanuam HJT

Opinion : APPROVED
3axmouenne: OJOBPEHO

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

Member l g '

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

Approved by: Manager/Executive /
OnoGpeno: Menemkep / PykoBoaurens
V. Prashanth - Quality Assurance- Team

Member L{M\Q

Print Date / {ata: 30-12-2024

Print Date / Jlata: 30-12-2024

Print Date / Hara: 30-12-2024




Dr. Reddy’s ":‘7

CERTIFICATE OF ANALYSIS
CEPTUONKAT AHAJIN3A

Page5of 8/ Crp.5u3z 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Tpoayxt: Omes® ICP, xancyabl ¢ Moau¢HUMpPOBaHHBIM BbIcBOGOKAeHneM, 30 MIr+20 Mr

Market / PoiHoK : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne : B2404012 O6nem cepun © 1250000 karicyn
Analytical Repoﬁrt No/ . 2002FP24003003 Date of Analysis / . 25.12-2024
AHanuTn4yecKuii orger Ne Jlara anaanza

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

JlaTa npon3BOACTBA T'open oo

Mfg. License No. /

IIponseoacTBeHHan quueH3usa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI™-RU)
Ne

Analysis performed according ND / Anaaus nposeaen o HJI: JITT-Ne(002687)-(PT'-RU)-071223

i. after 1 hour/uepe3z 1 u

ii. after 4 hours/ uepe3 4 u

iii. after 8 hours / wepe3 8 u

iv. after 12 hours / uepes
124

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%

KHCJIOTBI:

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

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

between 55 % and 95 % / ot 55 % 1m0 95 %

not less than 70 % / ne Menee 70 %

of the labeled amount of Domperidone
(C22H24CIN5O3) / 0T HOMUHANIBHOT'O
COAepKAHUA JOMITEPHIOHA
(C22H24CINsO2)

9 |Assay/ KosuuecTBeHHOe onpenesieHue

Remarks : The Product confirms to ND/
Hpumeuanne: [Ipoaykt cooTBeTcTBYeT TpeGoBanuam H]J

Opinion : APPROVED
3akmouenne: OJOBPEHO

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

Member g

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

Member

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

Member UWQ

Print Date / JTata: 30-12-2024

Print Date / Tara: 30'51 2-2024

Print Date / ata: 30-12-2024




Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3IA
Page 6 of 8/ Ctp. 6 u3 8
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoayxr: Omes® JICP, kancybl ¢ MogHGUIMPOBAHHBIM BbicBoOOKAeHHEM, 30 Mr+20 Mr
Market / Poinok : Russia/ Poccus
Batch No / . Batch Quantity / . 1250000 caps/
Cepust Ne : B2404012 O6nem cepuu © 1250000 xancyn
Analytical Repovrt No/ : 2002FP24003003 Date of Analysis / . 25.12-2024
AHanuTHYecKMi oTueT Ne JlaTa ananu3a
Date of Manufacture / . 30-10-2024 Date of Expiry / . 30-09-2027
JlaTa nmponsBoacTBa T'ogen no
Mfg. License No. /
IpouseoacTBenHas auuenzusa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI'-RU)
No
Analysis performed according ND / Anasns nposegen no HJ: JITI-Ne(002687)-(PI'-RU)-071223
A. Omeprazole / 19.62 mg /19,62 Mr A. From 180mg to 220mg of
Owmenpazon (98.1%/ 98,1%) Ci7HisN305S  (Omeprazole) — per

capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mMr mo 22,0wmr
Ci17HisN305S (omemnpason) B karmcyne
(ot 90,0 mo 110,0 % OT HOMHHATLHOTO

coJiepXKaHHU).
B. Domperidone / 30.70 mg /30,70 Mr B. From 27.0 mg to 33.0 mg
JoMrepruaoH (102.3% / 102,3%) CH24CINsO,  (Domperidone)  per

capsule (90.0 to 110.0 % of the label
claim) / Or 27,0mMr pmo 33,0mMr
C22H24CIN5O, (zomnepuaoH) B
xancyne (or 90,0 mo 110,0% ot
HOMHHAJIEHOTO CONCPIKAHMUS).

10

Microbial limits / Mukpo6Hojiornyeckast 4uCTOTa

a) Total aerobic microbial
count / Ob1ee yucno
a’poOHBIX
MHKpPOOPraHH3MOB

b) Total combined yeasts
and mould count /
OO61ee Yuco
IPONOKEBBIX U

IIJIECHEBHIX IpUOOB

c) E. coli

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

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

Absentin1 g/
OrcyrctByeTrB 1T

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

a)

Not more than 102 CFU/g /
He 6onee 10> KOE/r

b)

Shall be absent in 1g/
OrcyrctBue B 1 r

Remarks : The Product confirms to ND/
Ilpumeuanue: IIponykT cootBeTcTBYeT TpeboBannsam HJL

Opinion : APPROVED
3axmovenne: OJOBPEHO

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

Member g

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

Member

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykoronutens
V. Prashanth - Quality Assurance- Team

Member WMQ

Print Date / lara: 30-12-2024

Print Date / Jlata: 30-12-2024

Print Date / Jata: 30-12-2024




Dr. Réddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 7 of 8/ Crp. 7 n3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoayxr: Omes® JICP, kancyabl ¢ MoAMMHIMPOBAHHBIM BLIcBOGOMAeHHEM, 30 Mr+20 mr

Market / PoiHOK : Russia / Poccus
Batch No / . Batch Quantity / . 1250000 caps /
Cepust Ne : B2404012 O6bem cepun * 1250000 xanicyn
Analytical Repo“rt No / . 2002FP24003003 Date of Analysis / . 25.12-2024
AHanuTH4YecKHii oTyeT Ne JlaTa anannza
Date of Manufacture / . 30-10-2024 Date of Expiry / . 30-09-2027
Jara nponsBoacTBa T'onen no
Mfg. License No. /
IpoussoacTeenHas Juuen3usa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI'-RU)
Ne
Analysis performed according ND / Anasins nposeaen mo HJI: JITT-Ne(002687)-(PT-RU)-071223
11 | Package/ Ymakoeka 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. / ITo 10 kamcyn B
6nucrepe us (IIBX/AJI/TIA) ¢oneru /
amomunueBoil doneru. Ilo 3 Gnucrepa
BMECTe c HHCTpYKIMeH o
MEIOULMHCKOMY IPHUMEHEHHIO (JINCTKOM-
BKJIaABIIIEM) B 14Ky KapTOHHYIO.

blisters and patient information leaflet
(package insert) in a carton. / Ilo 10
karcyn B Omucrepe m3 (IIBX/AJI/TIA)
¢oneru / anromunnenoit gonsra. Ilo 1, 3,
8, 10 GnucTepoB BMecTe ¢ HHCTPYKLIUEH 1o
MEIULHUHCKOMY TPUMEHEHHIO (JINCTKOM-
BKJIaJBILIEM) B TAYKy 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.
* — HOPMEI B crielUHUKalKK NpecTaBiIeHbl Ha CPOK TOAHOCTU. IIpH BEIMyCKe MpemapaT MpoBepsieTcsl B COOTBETCTBHU CO
cnenudukanyeil Ha BBIMYCK, MO3TOMY B CepTU(MKATES aHallM3a Ha MpernapaT MOTYT OBITh yKa3aHbl 6oJiee CTPOTHE HOPMBI,
YeM B HAaCTOSIEM HOPMAaTHBHOM JOKyMEHTE [0 KauecTBYy.

API name / HaumeHnosanue ADC:

Omeprazole / Omenpazon

Domperidone /JomMnepuion

INN /MHH:

Omeprazole / OMenpazon

Domperidone / JloMnepuaoH

API manufacturer batch number /
Homep cepun npoussoanTtelist ADC:

OME/00424

0000118176 & 0000118305

Homep cepumn cyGeranuun
npoussoauTens I'JID:

FP Manufacturer API Batch number /

FBRA00498

FBRHO00033

API Manufactured by & country /
Hpoussoauteas A®C, cTpana:

Srini Pharmaceuticals Ltd, India /
lIpunu ®apmackrotukaic Jitn, Mnous

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

Release site /

Ilnomaaka BeI mycKa

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

HanmeHoBaHuUe, agpec, JNHEeH3HA IS
IIpouzBoacTEEeHHAS MJIOMIAAKA /
Ilnowaaka KOHTpoJIA KayecTBa /

Dr. Reddy's Laboratories Ltd., Formulation Tech Ops — II, 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) /

I-p Pennu’ ¢ JTaboparopuc JIta., IIpousBoacteBeHHOE noapasaenenue-11,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu Bunnamx,
Bauynannu Manpan, Meauan Mankamkrupu Juctpukt - 500090, mrat
Tenanrana, Muaus (JInuensus Ne 63/RR/AP/96/F/R)

Remarks : The Product confirms to ND/
M pumeuanne: [Ipoaykr coorBercTBYeT TpeboBauuamM HII

Opinion : APPROVED
3axmogenue: OJJOBPEHO

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

f—

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

Member
.

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

Member M.Mp

Print Date / Tata: 30-12-2024

Print Date / Jlata: 30-12-2024

Print Date / lata: 30-12-2024




'Dr.l'\"eddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
Page 8 of 8/ Crp. 8 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Npoaykr: Omes® JICP, kancynbl ¢ MOAMPHIHPOBAHHBIM BLICBOGOKAEHHEM, 30 Mr+20 Mr

Market / PyiHox : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepusa Ne : B2404012 O6bem cepun * 1250000 xancyn
Analytical Repovrt No/ . 2002FP24003003 Date of Analysis / . 25-12-2024
AHAJTUTHYIECKHI 0TYeT Ne Jata anasmsza

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

JlaTa npou3BoacTBa TogeH ao

Mfg. License No. /

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

Analysis performed according ND / Ananus nposeaen mo 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».

3akmiouenne o coorsercTBuH: «Hacroammm s MOATBEPXKAI0, YTO TPUBENEHHAs BBILE WHQPOpMaLMs SBISAETCS
IOCTOBEPHOM M TOYHOMH. 3Ta cepHs NMPOLYKIMH Mpou3BeleHa (BKIIFOYas YNakoBKY (MapKUpOBKY) H KOHTPOJIb KayecTBa) Ha
BBILIEYKa3aHHOH MPOM3BOACTBEHHON IUlomagke (IUIOIIaikax) B IIOTHOM COOTBETCTBHM C TpeGoanusmu Ilpasun
HajJexariel Npou3BOICTBEHHOM NMpakTHkH Eppasuiickoro skoHoMuueckoro corosa (Ne GMP/EAEU/RU/00573-2022 ot 23
centabpa 2022) u TpeGoORaHHAMH KOHTPOJIS KAueCTBA JIEKADCTBEHHBIX CPENCTB, & TAKKE B COOTBETCTBUH CO
cieUMPUKAMAMH, COAESPKAMMHCS B PETHCTPALMOHHOM Z0Che CTPAHBI-UMIIOPTEpA. 3aMKCH 10 MPOU3BOCTBY, YIIAKOBKE U
QHaNIM3y NPOBEPEHEl, M YCTAHOBJIEHO HMX COOTBETCTBHE TpeGoBaHWAM IIpaBun Hamnexamneil NpOM3BOJACTBEHHOM MpakTHK
EBpa3uiickoro 3kOHOMHYECKOT'0 COI03a%.

Remarks : The Product confirms to ND/ Opinion : APPROVED
Ilpumeuanue: IlpogykT cooTBeTcTBYET TpeboRaHusM H]I 3axmouenne: OJJOEPEHO
Prepared by / IToarotrorneHo: Checked by / IIposepeHo: Approved by: Manager/Executive /

D. Latha- Quality control- Team N.V. Krishna - Quality control- Team Opobpeno: Menemxep / PyxoBoautesib

Member Member V. Prashanth - Quality Assurance- Team
% /K Member W

Print Date / Jlata: 30-12-2024 Print Date / Jlara: 30-12-2024 Print Date / Ilata: 30-12-2024




