br. Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Pagelof 7/Crp.1u3 7

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® JICP, kancyJibl ¢ MogudHIMPOBAHHBIM BEICBOGOKIeHHEM, 30 Mr+20 mr

Market / PoiHok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepnsi Ne : B2502946 O06beM cepuu * 1250000 xancyn

Analytical Repourt No/ . 2002FP25002415 Date of Analysis / . 17-10-2025

AHanuTH4YecKHi oTyeT No JlaTa anasm3a

Date of Manufacture / . 01-05-2024 Date of Expiry / . 30-04-2027

Jara npousBogcTea Topen mo

Mfg. License No. /

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

Ne

Analysis performed according ND / Anajus nposeaen no HJI: JITT-Ne(002687)-(PT'-RU)-071223

S'JI;I.:) J Test / Tect Result / Pe3ynbTat Specification / Cnennduxanus
1 Description / Onucanne | Hard transparent colorless  gelatin | Hard transparent colorless gelatin capsules

Y

Teepavle
fecrBeTHbIE
MaprIpOBKOH-

caps.ules size 1 with a black imprint
DR. REDDY’S” on the capsule
cap and a red imprint “ OMEZ-DSR” on
the capsule body. Capsule contents:
white and brown spherical pellets. /

KEJNATUHOBBIE
KarcyJsl
- 4EpHOTO

« 7Y DR. REDDY’S» na KpBIIIEUKE

1pOSPUYHbIE
pasmepa 1 ¢
[BETA

size 1 black

" 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. /

with a imprint

Trepabie
GeclBeTHBIC
MapKHUpOBKOi1

KENATHHOBHIE  I[PO3PAYHbIE
Kancymsl pasmepa 1 ¢
4EpHOTO 1BeTa

Kancymsl M MAapKUpOBKOH  KpacHoro | . -~y DR. REDDY’S» Ha kpeumeuke
1BeTa «OM%Z'DSR» Ha KOpHny.: KancyJisl ¥ MapKHUPOBKON KpacHOTO HBETa
KarcylbL OACPKAMOE 6 Kaneyr: | «\OMEZ-DSR» Ha KOpHyce KamCymbl.
chepuueckde  HEUIETHI GNIOTO M | Conenyumoe  Kamcym: | ChepHecKHe
KOpHHEBOTO NBETA. MeJUIETHl OT GeNoTo A0 cepoBaTo-0eI0ro U
OT  KOPMYHEBOTO  JIO0  JKEJITOBATO-
KOPHYHEBOTO IIBETA.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
pumeuanue: IIpoaykT cooTBeTCTBYET TpeboBaHusM HJT 3akmouenne: OJJOBPEHO
Prepared by / Checked by / ITposepeno: |[Checked by (AQA)/ Approved by: Quality
[MoarorosneHo: K.V.V. Satyanarayana- [Tposepeno (AOK): Assurance/Authorized person /

D. Latha - Quality control-

Team Member | g,

Quality co;?czl- Team

Member ;
7, —

V. Prashanth - Quality

Assurance- Téam Member

i)

Ono6peno: Obecneuenue
kauecTsa/OTBETCTBEHHOE JIMLIO:

S. Haneef - Quality Assurance- Team
Member /[N _—

Date /JTata: 17-10-2025

Date /Hara: 17-10-2025

\
Date /Mlata: 17-10-2025

Date /[aTa: 17-10-2025




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page2 of 7/ Crp.2 u3 7

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

Hpoayxr: Omes® JCP, kancynbl ¢ MOgHGHIHPOBAaHHLIM BbICBOGOKAEHHEM, 30 Mr+20 mr

Market / PeiHoK : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepusa Ne E Ba0250 O6beM cepuu " 1250000 xancyn
Analytical Repo“rt No/ . 2002FP25002415 Date of Analysis / . 17-10-2025
AHaJdHUTHYecKHii oTdeT No JlaTa aHann3a

Date of Manufacture / . 01-05-2024 Date of Expiry / . 30-04-2027
JlaTa nponsBoacTBa T'onen no

Mfg. License No. /

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

Analysis performed according ND / Anasnn3s nposenex no HJ: JITT-Ne(002687)-(PI'-RU)-071223

2

Identification /
Wnentnduxanus
Omeprazole
Domperidone /
Omempazon  —
JoMnepuroH

The retention times of the main peaks in
the chromatogram of the sample
preparation correspond to retention times
of Omeprazole and Domperidone peaks
in the chromatogram of the standard
preparation under assay. / Bpemena
YIep)KWBaHHA OCHOBHBIX IIHKOB Ha
XpoMaTorpaMMe HCIBITYEMOIO PacTBOpa
COOTBETCTBYIOT BPEMEHAM yIepKHBaHUA
IMMKOB OMempaszojla W IOMIlepUIOoHa Ha
XpoOMaTorpaMMe CTaHIAPTHOTO PacTBoOpa

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
chromategram of standard solution (section
Assay). / BpeMeHa  ynep:KHUBaHHA
OCHOBHBIX TIMKOB Ha XpOMaTOrpamme
HCIBITYEMOTO pacTeopa IOJDKHBI
COOTBETCTBOBATh BPEMEHAM YJepKHBaHHA
[IMKOB OMempas3olla W JOMIICPHIOHA Ha
XpoMarorpaMMe CTaHJAapTHOTO pacTBopa

(pazzden «Komriédrseinoe”| (pasuen " "«KonH4eCTBEHHOE
OTIpeJieTIeHHE> ). ONpPEIETIEHUEN). '

3 Average weight of the net 374.42 mg / 374,42 Mr 369.0 mg + 10 % (between 332.1 to 405.9
content / Cpennsis Mmacca mg) /
COIEPKUMOr0 KarcyJ 369,0 mr + 10 % (ot 332,1 no 405,9 mr)

4 |Water content / 0.9% w/w / 0,9% w/w Not more than 4.0 % w/w / He 6omnee 4,0 %
Coaep:xaHue BOABI

5 Uniformity of dosage units / OgHopoaAHOCTBb 103HPOBAHHBIX €THHMIY

Omeprazole / Omenpazon

Domperidone /
Jomnepunod

62/62

114/11,4

Acceptance value (AV) should be less than
or equal to 150 / Ilokasarens
npuemieMoctH (AV) nomkxeH OBITH He
6onee 15,0.

Acceptance value (AV) should be less than
or equal to 15.0 / Ilokasatens
npuemiieMoctd (AV) nobkeH OBITE He
6omnee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanne: [IpoaykT coorBeTcTBYET Tpebopanuam HJJ

Conclusion : APPROVED /

3akmwouenne: OJJOBPEHO

Team Member g

Prepared by / Checked by / Iposepeno: [|Checked by (AQA) /

[ToarorosneHo: K.V.V. Satyanarayana- INposepeno (AOK):

D. Latha - Quality control- |(Quality control; Team V. Prashanth - Quality.
Member d)_.—-—'f“’ Assurance- Team Member

i)

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: Obecneuenue
kayecTa/OTBETCTBEHHOE JIMIIO:

S. Haneef - Quality Assurance- Team
Member

Date /Jlata: 17-10-2025

Date /Hata: 17-10-2025

Date /[JaTa: 17-10-2025

e
Date /JTata: 17-10-2025




Dr. Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page3of 7/ Crp.3 u3 7

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

Hpoaykr: Omes® ICP, kancyJisl ¢ MOIHGHIMPOBAHHLIM BhIcBOGOKAeHNEM, 30 Mr+20 Mr

Market / PoiHok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepust Ne : B2502946 O0Bem cepun " 1250000 xancyn
Analytical Repo:‘t No/ . 2002FP25002415 Date of Analysis / . 17-10-2025
AnasMTHYecKHIi oTdeT Ne JlaTa aHanu3a

Date of Manufacture / . 01-05-2024 Date of Expiry / . 30-04-2027
JlaTa npou3BoACTBA Tomen o

Mfg. License No. /

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

Analysis performed according ND / Auasiu3 nposegen mo HJI: JITT-Ne(002687)-(PI'-RU)-071223

6 |Impurities / IlpumecH

Omeprazole / Omenpasona:
Impurity 1 / mpumecs 1
Impurity 2 / nmpuamecs 2
Impurity 3 / nprmecs 3
Impurity 4 / mpumecs 4
Impurity 5 / npumecs 5
Domperidone /
 [Tomnepuoona:

Impurity A / npumecs A

. |Impurity B / mpumecs B .
Impurity C / mpumecs C
Impurity D / npumecs D
Impurity F / npumecs F
Any individual unidentified
impurity / Jro6as

€ IMHIYHas
HeUAeHTH(ULIMpOBaHHAs
npUMech

Total impurities /

CyMMa npumecei

Less than LOQ (LOQ = 0.010%) / Humxe
npeneNa KOJMMYECTBEHHOTO OMpPEeNeNeHns
(ITKO = 0,010%)

Not detected / He o6HapyxeHa
0.03%/0,03%

Less than LOQ (LOQ = 0.020%) / Hmxe
mpenena KOJMYECTBEHHOTO OIPEACNICHIs
(IIKO = 0,020%)

Less than LOQ (LOQ = 0.010%) ./ Hmxe
npeleNia KOJMIECTBEHHOTO OIPSHAENICHNS
(IIKO = 0,010%)

0.02% / 0,02%

Not detected / He oOHapyxeHa

Less than LOQ (LLOQ = 0.012%) / Hwxe
mpenena KOJUYECTBEHHOTO ONpeAeNeHNs
(IIKO = 0,012%)

0.09% / 0,09%

Less than LOQ (LOQ = 0.013%) / Huwxe
npenena KONHYECTBEHHOTO OIpeleIeHUs
(IIKO = 0,013%)

0.02% / 0,02%

0.1%/0,1%

Omeprazole / Omenpasona:

Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He Goxee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Domperidone / Jlomnepudona:

Not more than 0.50 % / He 6o1ee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.30 %./ He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He Gonee 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/

[Ipumeuanue: [Iponykt cooTBeTcTBYET TpeboBaHusaM HJJ

Conclusion : APPROVED /

Zakmiouenue: OJJOBPEHO

Prepared by /
IToaroroyeHo:
D. Latha - Quality control-

Team Member g

Checked by / ITposepeHo:
K.V.V. Satyanarayana-
Quality control- Team
Member

Checked by (AQA) /
[Tposepeno (AOK): ..
V. Prashanth - Quality

DA

)

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /.
Opnobpeno: ObecniedeHne
kadecTBa/OTBETCTBEHHOE JTHLIO:

S. Haneef - Quality Assurance- Team

Member A -

Date /ata: 17-10-2025

Date /Hara: 17-10-2025

Date /Jlata: 17-10-2025

Date /[lata: 17-10-2025




- ; . .
Dr.Red dy’s ".. CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page4of 7/ Crp. 4mu3 7

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

Ipoaykr: Omes® JICP, kancyabl ¢ MoanduuuMpoBaHHBIM BhICBOGOXIeHHEM, 30 Mr+20 Mr

Market / Peinok : Russia / Poccus

Batch No / ] Batch Quantity / . 1250000 caps /
Cepusa Ne : B2502946 O0BeM cepHH " 1250000 kancyn
Analytical Repovrt No/ . 2002FP25002415 Date of Apalysis / . 17-10-2025
AHaJmTHYeCKHii oTyeT No JlaTa aHann3a

Date of Manufacture / . 01-05-2024 Date of Expiry / . 30-04-2027
JaTa npousBoacTBa T'ogen o

Mfg. License No. /

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

Analysis performed according ND / Ananu3 nposegen no H: JITI-Ne(002687)-(PT-RU)-071223

7  |Residual solvents/ OcTraTouHble OpraHn4ecKHe pacTBOPUTEIH

a) Methanol / 4 pg/capsule / 4 MKI/Kancyma a) Not more than 1107 pg per capsule /
Metanon He 6onee 1107 MkT Ha Xarcyiry
b) Methylene chloride / Not detected./ ie.obnapyxena ~1b) Not more than 221 pg per capsule /
Mertunenxnopun He 6onee 221 MKT Ha Kancyy
8 Dissolution / PacTBopenne
a) Omeprazole /
Owmenpaszon
i. Acid stage (0.1N 3%, 2%, 0%, 0%, 0%, 0% In a 0.1 M hydrochloric acid solution - not
HCI)/ more than 15 % of the label amount of
B 0,1 M pactBope omeprazole (C17H1sN303S) after 2 hours. /
XJIOPUCTOBOAOPOIHO B 0,1 M pacTBOpE XNOPOBOIOPOIHOM
¥ KUCIIOTHI KHCJIOTHI — He Gonee 15 % ot

(hakTHIECKOTO CoNepIKaHUs

omenpaszona (Ci7HsN3O;3S) gepes 2 1.

ii. Buffer stage (pH 6.8
phosphate buffer) / 94%, 104%, 101%, 102%, 101%, 97% | In buffer pH 6.8 - not less than 70 % (Q) of
B Oypepe pH 6,8 the label claim of omeprazole

(C17H19N303S) after 30 minutes./

B 6ydepe pH 6,8 — ve Mmenee 70 % (Q)

OT HOMHHAJIEHOTO CONEPIKaHus

omenpazona (C17H1aN30sS) dyepes

30 MuH.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: IIpomykT cooTBeTCTBYET TpeboBanusaM HJI 3akmodenne: OJJOBPEHO
Prepared by / Checked by / ITposepeno: ||Checked by (AQA)/ Approved by: Quality
[MoarorosneHo: K.V.V. Satyanarayana- ITposepeno (AOK): Assurance/Authorized person /
D. Latha - Quality control- ||Quality control-,Team V. Prashanth - Quality .. ||Ono6peno: O6ecneyenne
Team Member Member ( Assurance- Team Member ||xauecTra/OTBETCTBEHHOE NHIIO:
L%/ Q/“‘ S. Haneef - Quality Assurance- Team
M Member —
] i
Date /lata: 17-10-2025 Date /Jlara: 17-10-2025  ||Date /MTara: 17-10-2025 Date /ITata: 17-10-2025




Dr. Reddy’s ‘{0

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A
PageSof 7/ Crp.5m3 7
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hponyxr: Omes® ICP, kancyJisl ¢ MOIMHUHPOBAHHLIM BbICBOGOMkAeHHEM, 30 Mr+20 Mr
Market / PuIHOK : Russia / Poccua
Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne : 2002040 Oo6bem cepun * 1250000 xamncyn
Analytical Report No/ . 2002FP25002415 Date of Analysis / . 17-10-2025
AHanuTH4yecknii oryer Ne JlaTa aHaim3a
Date of Manufacture / . 01-05-2024 Date of Expiry / . 30-04-2027
JlaTa mpou3BOACTBA ToneH oo
Mfg. License No. /
IlponspoacreeHHas qunensust : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIOI-Ne(002687)-(PI'-RU)
Ne
Analysis performed according ND / Auanu3 nposenen no HJI: JIII-Ne(002687)-(PT-RU)-071223

b) Domperidone /

JloMnepunon

i. after 1 hour /gepe3 1 u
ii. after 4 hours / yepe3 4 1
iii. after 8 hours / uepe3 8 u

iv. after 12 hours / gepe3
124

- 27%, 25%, 22%, 23%, 28%, 25% -
67%, 62%, 57%, 60%, 69%, 58%
91%, 88%, 83%, 86%, 94%, 84%

101%, 98%, 95%, 96%, 104%, 96% -

In 0.1M hydrochloric acid solution /

B 0,1 M pactBope xnopOBonoﬁonﬂoﬁ
KHCIIOTHI:

between 15 %-and 40 % 40T 15 % no 40 %
between 30 % and 70 % / ot 30 % no 70 %
between 55 % and 95 % / oT 55 % mo 95 %

not less than 70 % / He menee 70 %

of the labeled amount of Domperidone
(C2Hx:CIN;sO;) / 0T HOMHHAJIBHOTO )
colepKaHus JOMIEPUAOHA
(C2H24CINsO3)

Assay / KonndecTBeHHOe onpejejieHue

A. Omeprazole /
Owmenpazon

20.06 mg /20,06 Mr
(100.3%/ 100,3%)

A.

From 18.0mg to 220mg of
C17H1sN301S (Omeprazole) per
capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mMr mo 22,0Mr
Ci7H1sN303S (oMmempason) B Karcyne
(or 90,0 mo 110,0 % oT HOMHHATEHOTO
CONepIKaHM).

B. Domperidone /
Homnepunox

29.47 mg /29,47 Mr

(98.2% / 98,2%)

From 27.0 mg to 33.0mg
C22H24CIN50, (Domperidone) per
capsule (90.0 to 110.0 % of the label
claim) / Or 27,0mMr mo 33,0Mr
C22H24CIN5O2 (ZoMnepuIoH) B
kancyne (ot 90,0 no 110,0% ot
HOMHHAJIBHOTO COMCPIKaHUA).

10

Microbial limits / MukpoOuosoruyeckas 4YucToTa

Remarks : The Product confirms to ND/

INpumeuanne: Ipoaykr coorseTcTBYeT Tpebopanuam HJI

Conclusion : APPROVED /

3axmouenne: OJIOGPEHO

Prepared by /
[ToaroroBnexo:
D. Latha - Quality control-

Team Member g

Member ﬂ\,

Checked by / Iposepeno:
K.V.V. Satyanarayana-
Quality control-,Team

Checked by (AQA) /
Iposepeno (AOK):
V. Prashanth - Quality

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /.
Onobpeno: ObecnieucHue
kauecTBa/OTBETCTBEHHOE JIHLIO:

S. Haneef - ® ality Assurance- Team
Member )\ -

Date /JTara: 17-10-2025

Date /Iara: 17-10-2025

Date /[lara: 17-10-2025

Date /[ara: 17-10-2025




Dr.Reddy’s €&¢

CERTIFICATE OF ANA

LYSIS

CEPTUDONKAT AHAJIM3A

Page 6of 7/ Crp. 6 u3 7

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Iponykt: Omes® JICP, kancysibl ¢ MoAMGHIHPOBAHHLIM BLICBOGOKAeHHEM, 30 Mr+20 Mr

Market / PuiHOK : Russia / Poccusa

Batch No / . Batch Quantity / . 1250000 caps /

Cepusi Ne e Daln O0nem cepun 1250000 xancyn
Analytical Repourt No/ . 2002FP25002415 Date of Analysis / . 17-10-2025
AHanTHYEeCKHIT oTUeT Ne JlaTa anajausa

Date of Manufacture / . 01-05-2024 Date of Expiry / . 30-04-2027

JlaTa Npou3BoACTBa Toxen no

Mfg. License No. /

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

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

a) Total aerobic microbial
count / O6Imiee 4UCIIo

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

a) Not more than 10° CFU/g /
*© ~ He 60nee 10° KOE/r

patient information leaflet

BMECTE c HHCTPYKIMeH

BKJIQ[IBIIIEM) B TAYKy KAPTOHHYIO.

(package
insert) in a carton. / Ilo 10 kxamcyn B
onucrepe u3 ([IBX/AJVIIA) domsru /
amomunueBoil ¢onsru. Ilo 3 6mucrepa

Imo

MCAUIAHCKOMY TTPUMCHCHUIO (J'IPICTKOM-

a’pobHBIX
MHKPOOPTaHU3MOB
| b) Total combined yeasts Less than 10 CFU/g /7 b) Not more than 102 CFU/g /
and mould count / Menee 10 KOE/r He 6onee 102 KOE/r
O0mee gKcno
JPOXIKEBBIX U
TIECHERRIX TPHOOR
¢) E. coli Absentin1g/ ¢) Shall be absentin 1g/
‘ OrcytctByeTB I T "OtrcyTcTBHE B 1 T ”
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

blisters and patient information leaflet
(package insert) in a carton. / Ilo 10
kancyn B Onucrepe u3 (IIBX/AJI/IIA)
¢oysru / amomunueBoit Qonsru. Ilo 1, 3,
8, 10 6rmucTepoB BMecTe ¢ HHCTPYKIIHEH 110
MEIULHUHCKOMY TIPIMECHEHUIO (JIMCTKOM-
BKJTafpIIeM) 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.
* _ HOpMBI B crielMUKaliy IIpeacTaBieHsl Ha cpok rogHoctd. [Ipu BEIMycke mpemapaTt MpoOBEpseTcs B COOTBETCTBHHU CO
crnienndyKalyei Ha BBITYCK, IO3TOMY B cepTH(MKATe aHajy3a Ha MpemapaT MOTYT OBITh yKa3aHBl 605ee CTpPOrHE HODMEL,
9YeM B HAaCTOAIIEM HOPMATHBHOM JIOKYMEHTE TI0 KauecTBY.

Remarks : The Product confirms to ND/

INpumeuanne: Ipoaykr coorBeTcTBYET TpebosanuaM HJI

|Conclusion : APPROVED /

3akmouenne: OJJOBPEHO

Prepared by /
IToaroToBneHo:
D. Latha - Quality control-

Team Member g

Checked by / ITIposepeno: ||Checked by (AQA)/
K.V.V. Satyanarayana- [Tpoeepeno (AOK):
Quality control;ﬁeam V. Prashanth - Quality

| Member A Assurance- Team Member

puf

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecriedeHne
kauecTBa/OTBETCTBEHHOE THIIO!
S. Haneef - Quality Assurance- Team
Member g .

Date /data: 17-10-2025

Date /[{ara: 17-10-2025

Date /[Tata: 17-10-2025

f/':-
Date /Jlata: 17-10-2025
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y °® CERTIFICATE OF ANALYSIS
Dr. ReddY S ‘.‘ CEPTH®UKAT AHAJIM3A
Page70of 7/ Crp. 7 u3z 7

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Npoayxr: Omes® JICP, kancynb! ¢ MoauduuupoBaHHLIM BbIcBOGOKIeHHEM, 30 Mr+20 mMr
Market / PoiHoK : Russia/ Poccus
Batch No / . Batch Quantity / . 1250000 caps /
Cepusi Ne + B2502946 O6nbem cepun 1250000 xancyn
Analytical Repo:‘t No/ . 2002FP25002415 Date of Analysis / . 17-10-2025
AHanuTHYeCKHIl oTyeT Ne JlaTa anaausa
Date of Manufacture / . 01-05-2024 Date of Expiry / . 30-04-2027
JlaTa mpou3BoACTBA Togen no
Mfg. License No. /
TpousBoacTeennas auuensusi : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI'-RU)
No
Analysis performed according ND / Ananns nposenen no HJI: JITI-Ne(002687)-(PI'-RU)-071223
API name / HaumeHnoBanue AQC: Omeprazole / OMenpazon Domperidone /JTomMnepunox
INN / MHH: Omeprazole / OMenpazon Domperidone / loMiiepumoH
API manufacturer batch number / '
Homep cepuu nponssoautens AQC: OME/00325 0000123090 & 0000118176
FP Manufacturer API Batch number /
Homep cepun cyGcTaHIMH FBSA00145 FBSH00003 & FBRH00025
npousBoautens I'JID:
API Manufactured by & country / Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India /
Ipoussoautens ADC, crpana: punu ®apmacerotukainc Jita, Hepus Bacymxa ®apma Kem JIita, Unausa

Name, address, authorization No for | Dr. Reddy's Laboratories Ltd., Formulation Tech Ops — II, 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.
HanmeHnoBanue, aapec, THUEH3Us I 63/RR/AP/96/F/R) /

IpousBoacTBeHHAs NIOWAAKa / II-p Pennu’ ¢ JTa6oparopwuc JIta., [IpoussoacTBeHHOE noapasnenenue-11,
Ilnomaaka KOHTPOJIA KayecTBa / Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, Bauynawiu Buinamk,
Ilnowanka BeInycka Bauynamwin Margan, Memgan Mankamkrapy Juctpuxkt - 500090, mrar

Tenanrana, Uaaus (JIunensus 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 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».

3akni0yeHne 0 COOTBeTcTBHM: «HacToAmmMM S MOATBEpXKIald, YTO NPHBEACHHas BhIME HH(OpMAIWMs SBISETCS
JOCTOBEPHO# M TOYHOH. DTa cepHs MPOAYKUMHM MPOM3BE/IeHa (BKIIOYAs YIaKOBKY (MapKHUPOBKY) M KOHTPOJIb KauecTsa) Ha
BHIIEYKA3aHHOHW NPOU3BOICTBEHHOM IUTowanke (IUIOM@AKax) B IIONHOM COOTBETCTBHMH C TpeOoBanuamu IlpaBui
HaJUleKamel MpoOM3BOJCTBEHHOM npakTuky EBpasuiickoro 3KOHOMHUYECKOrO COI3a M TPEOOBAHHMAMH KOHTPONS KadeCTBa
JIEKAPCTBEHHBIX CPEICTB, @ TAKXKEe B COOTBETCTBHU €O CIeUMGHKALAMY, COAESPHAIIMMHUCA B PETHCTPAUHOHHOM JHOChE
CTpaHBI-MMIOOPTEpa. 3amicH N0 NPOM3BOACTBY, YNAKOBKE M aHAIW3y INPOBEPEHBl, U YCTAHOBIEHO HMX COOTBETCTBUC
TpeboBanuaM IIpaBun HamIexamel MPON3BOACTBEHHON MPaKTHK EBPasHHACKOro SKOHOMUYECKOTO COK03aY.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
pumeuanne: [Ipoaykt cooreTcTRyeT TpeboBannam HJI 3akmouenue: OJJOBPEHO
Prepared by / Checked by / IIposepeno: [|Checked by (AQA)/ Approved by: Quality
IMoaroToBneHo: K.V.V. Satyanarayana- [Tposepero (AOK): Assurance/Authorized person /
D. Latha - Quality control- ||Quality control- Team V. Prashanth - Quality Onobpeno: QbecnedeHue

, S. Haneef - Quality Assurance- Team

Team Member t g Member d/" Assurance- Tearn Mémber ||kauecTBa/OTBETCTBEHHOE JIHIIO:
U},WU Member -

\
Date /[Jata: 17-10-2025 Date /fara: 17-10-2025 Date /Tata: 17-10-2025 Date /Hara: 17-10-2025




