Dr. Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Pagel1 of9/Crp.1u3z9

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Iponykr: Omes® TCP, kancyJibl ¢ MOTMGHIHUPOBAHHEBLIM BhICBOGOKAeHHeM, 30 Mr+20 Mr

Ne

Market / PoiHok : Russia / Poccust

Batch No / . Batch Quantity / . 1250000 caps /

Cepusi Ne e O6bem cepun * 1250000 xancyn
Analytical Repo:‘t No/ . 2002FP25001798 Date of Analysis / . 31-07-2025
AHaJIUTHYeCKHii oT4eT No JlaTa ananu3a

Date of Manufacture / . 30-05-2025 Date of Expiry / . 30-04-2028

JlaTa npoun3BoAcTBa Togen no

Mfg. License No. /

IIpousBoacTBeHHas JauneH3us : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII-Ne(002687)-(PT-RU)

Analysis performed according ND / Anasinz npogsenen no HJI: JITI-Ne(002687)-(PT'-RU)-071223

S'JI;I.‘? / Test / Tect Result / PesyabTat Specification / Cnenupuxanus
1 Description / Onucanue Hard transparent colorless gelatin | Hard transparent colorless gelatin capsules

cap§ules size 1 with a black imprint
“X DR, REDDY’S” on the capsule
cap and a red imprint < OMFZ-NSR” nn
the capsule body. Capsule contents:

white and brown spherical pellets. /

Teeparie
OGeCIBETHEIC  KarCyJIbl
MapKHUpPOBKOM YEPHOTO

« 7Y DR. REDDY’S» Ha KpBIIIEYKE

JKETIATHHOBBIE  NPO3padHbIE
pasmepa 1 ¢
1BeTa

size 1 with a black imprint

» “Y pDR. REDDY’S " on the capsule
tap and 4 red imprint " OMEZ-DSR " on
the capsule body. Capsule contents: white
to grayish-white and brown to yellowish
brown spherical pellets. /

Trepavie
GeClBeTHbIE
MapKHpOBKOH

JKENIATMHOBBIE  TIPO3padHbIe
Kancyasl pasmepa 1 ¢
YEpHOTO 1BeTa

IToxrorosneno: Ch. Prasad -
Quality control- Team
Member

D. Latha - Quality control-
Team Member

Prashanth - Quality

=l I

[Tposepeno (AOK): V.

Assurance- Team Member

Kancynbl W MapKHpOBKOH —KpacHoOro | —~y DR. REDDY’S» Ha Kphimedke
meera  «OMEZ-DSR»  na KOpl'che' KamncyJisl 1 MapKUPOBKO#M KpacHOTo IBeTa
KarCyIbl. Cozepxmsoe KafeylL: | «OMEZ-DSR» Ha KOpIyce KalCyJbl.
chepirieckie  meIETH  Gemoro M CogepxuMoe  xamcylr:  cepuueckue
KOPHIHEBOTO HBCTA. MeJUIeTH OT Genoro o cepoBaTo-6es1oro u
OT  KOPHYHEBOIO  JIO  JKEJITOBAaToO-
KOPUYHEBOTO LIBETA.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanme: IlpoaykT cooTBeTCTBYET TpeboBaumsM H]T 3axmouenne: OJOBPEHO
Prepared by / Checked by / Ilpogepeno: ||[Checked by (AQA) / Approved by: Quality

Assurance/Authorized person /
Onobpeno: OGecniedeHUE
kauectBa/OTBeTCTBEeHHOE MULO: CH.

Venkateswara Rao - w Assurance-

Team Member

Date /Jata: 31-07-2025

Date /ara: 31-07-2025

Date /Iara: 31-07-2025

Date /Hara: 31-07-2025
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Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® JICP, xancybl ¢ MOAMQHUHPOBAHHBLIM BhICBOGOKAeHHEM, 30 Mr+20 mr
Market / PeiHok : Russja/ Poccus
Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne s De0eis O6nem cepun * 1250000 xancyn
Analytical Repovrt No/ . 2002FP25001798 Date of Analysis / . 31-07-2025
AHaJJHTHYECKHIi oTyeT No JaTa anannsa
Date of Manufacture / . 30-05-2025 Date of Expiry / . 30-04-2028
JaTta npon3BoacTBa Topen no
Mfg. License No. /
IpouzBoacTBeHHas anuensust : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIIT-Ne(002687)-(PI'-RU)
Ne
Analysis performed according ND / Ananus nposenen no HJI: JITT-No(002687)-(PT-RU)-071223
2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
HNaenTHdpukanus 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
Omenpazon in the chromatogram of the standard | chromatogram of standard solution (section
Jomnepunon preparation under assay. / BpemeHa | Assay). / Bpemena  yAepXHBaHU
YOEpXKUBaHMSA OCHOBHBIX DIHKOB Ha | OCHOBHBIX IIHKOB Ha XpOMaToOrpamme
XpOMAaTorpaMMe MCIBITYEMOTO PacTBOpa | MCHBITYEMOTO pacTBopa JOJKHBI

COOTBETCTBYIOT BPEMCHAM YACPKUBAHUA | COOTBETCTBOBATHL BPEMEHAM YIACPXKUBAHUA
IIMKOB OMEIpasojla U AOMIICpHAOHA Ha | MHKOB OMEIMpasoja W OOMIICpUIOHA Ha
XpoMaTtorpaMme CTaHNAPTHOIrO PacTBOpa | XpoMaTorpaMMeE CTaHOApTHOI'O pacTBOpa

(paspmen * «KonmuectBeHHoe | (pa3zen «KonrHgecTBeHHOE
OTIpeNIeTIeHHEY ). OTpeeNIeHNEY ).

3 Average weight of the net 368.40 mg/ 368,40 Mr 369.0 mg + 10 % (between 332.1 to 405.9
content / Cpeansst macca mg) /
COAEPAKUMOro Kamncy.J1 369,0 Mr £ 10 % (o1 332,1 mo 405,9 mr)

4 |Water content / 1.2% wiw / 1,2% w/w Not more than 4.0 % w/w / He Gonee 4,0 %

Conep:xaHue BOJbI

5 Uniformity of dosage units / OqnopoaHocTh JO3HPOBAHHBIX €XHHHI

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanne: [ponykr coorsercTByeT Tpedoanuam HJL 3axnwuenne: OJJOGPEHO
Prepared by / Checked by / Iposepeno: |[Checked by (AQA) / Approved by: Quality
[Moxrorosneno: Ch, Prasad -|[D. Latha - Quality control-||{[Iposepeno (AOK): V. Assurance/Authorized person /
Quality confrol- Team Team Member Prashanth - Quality Onobpeno: ObecneyeHue
Member ' Assurance- Team Member ||kagectBa/OTBeTcTBeHHOE JMn0: CH.
Venkateswara Rao - Quality Assurance-
M Team Member |\~
N
Date /[laTa: 31-07-2025 Date /Iata: 31-07-2025 Date /Jlata: 31-07-2025 Date /ITata: 31-07-2025
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Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykt: Omes® JICP, kancyirbl ¢ MOaH(GHIHPOBAHHLIM BEICBOGOKAeHMEM, 30 Mr+20 mMr

Market / PeiHOK : Russia / Poccus

Batch No / ] Batch Quantity / . 1250000 caps /

Cepust Ne ; Paoleris O6neM cepun © 1250000 xancyn
Analytical Repovrt No/ - 2002FP25001798 Date of Analysis / . 31-07-2025
AHajgnTHYecKHi oT4eT Ne JlaTa ananuza

Date of Manufacture / . 30-05-2025 Date of Expiry / . 30-04-2028

JlaTa npon3BoAcTBa ToneH go

Mfg. License No. /

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

Analysis performed according ND / Ananus nposeaen no HJI: JIII-Ne(002687)-(PT-RU)-071223

Omeprazole / Omerpazomn

Domperidone /
JoMIepuaoH

5.8/5,8

£0/80

Acceptance value (AV) should be less than
or equal to 15.0 / TIlokazarens
mpuemieMocTd (AV) momkeH OBITH He
oonee 15,0.

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

6 |Impurities / Ilpumecn

Remarks : The Product confirms to ND/

IIpumedanne: IIpogykT cooTBETCTBYET TpeboBanusaM HJ{

Conclusion : APPROVED /

3axmovenne: OJOBPEHO

Quality control- Team Team Member

Member Qgt | \é,ﬁ,

Prepared by / Checked by / ITposepeno: [|Checked by (AQA)/
ITonrotosneno: Ch. Prasad -|(D. Latha - Quality control-||[Tposepero (AOK): V.

Prashanth - Quality

0

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: ObecnedcHUe

Assurance- Team Member [|kauecTsa/OTBeTcTBeHHOE NMULI0: CH.

Venkateswara Rao - Quality Assurance-
Team Member | A~

Date /[lata: 31-07-2025 Date /[lata: 31-07-2025

Date /[ara: 31 -0>—?.025 Date /Tara: 31-07-2025




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIU3A

Page40f9/Crp.4u39

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JICP, kancyJibl ¢ MoAH(HIHPOBAHHLIM BLICBOGOKIeHHEM, 30 Mr+20 mr

Market / PoiHok : Russia / Poccus

Batch No / ] Batch Quantity / . 1250000 caps /

Cepus Ne s 2022 O6beM cepun * 1250000 kancyn
Analytical Repourt No/ . 2002FP25001798 Date of Analysis / . 31-07-2025
Ananurngecknii order Ne Jlara anannza

Date of Manufacture / . 30-05-2025 Date of Expiry / . 30-04-2028

JlaTa npon3BoACTRA TogeH g0

Mfg. License No. /

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

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

Omeprazole / Omenpazona:

Impurity 1 / npamecs 1

Not detected / He o6Hapyxena

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 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %-
Not more than 0.50 % / He 6onee 0,50 %
Domperidone / Jomnepuoona:

Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6omee 0,50 %
Not more than 0.50 % / He 6omnee 0,50 %
Not more than 0.50 % / He 6omee 0,50 %
Not more than 0.50 % / He 6omee 0,50 %
Not more than 0.20 % / He 6omnee 0,20 %

Impurity 2 / npumecs 2 Not detected / He oGHapyxeHa

Impurity 3 / mpumecs 3 0.07%/0,07%

Impurity 4 / mpumecs 4 Not detected / He 06HapyxeHa

Impurity 5 / mpumecs 5 Less than LOQ (LOQ = 0.010%) / Hmxke
Domperidone / npefeNia KOMMYECTBEHHOI0 ONpeAcIeHUs
| lomnepudona: (ITKO = 0,010%)

Impurity A / npumecs A

Impurity B / nprimvecs B 0.05% / 0,05%

Impurity C / mpumecs C Not detected / He o6HapyxeHa

Impurity D / mpumecs D 1Not detected / He 0OHapy)eHa

Impurity F / npumecs F 0.15%/0,15%

Any individual unidentified |Not detected / He 0OHapyxeHa

impurity / Jio6as

eIVHUTHASL Not detected / He oOHapyxena
HEUJeHTU)UIpOBaHHAsA

MpUMeECh

Total impurities / 0.3%/0,3%

Cymma nipuMeceit

Not more than 2.5 % / He 6oxnee 2,5 %

7  |Residual solvents/ OcTaTo4Hble OpranuyecKne pacTBOPHTEH
a) Methanol / 5 pg/capsule / 5 Mxr/kancyia a) Not more than 1107 pg per capsule /
MertaHon He 6onee 1107 Mxr Ha Kancyiy
b) Methylene chloride / Not detected / e o6HapyxeHa b) Not more than 221 pg per capsule /
Metunenxnopun He Gonee 221 MKr Ha Kancyixy
8 Dissolution / PacTBopenue

Remarks : The Product confirms to ND/

Ipumeuanne: Ipoxykr coorBercryeT Tpebosannsm HJT

Conclusion : APPROVED /

3axnwuenne: OJOBPEHO

Prepared by /
[MoprotoeneHo: Ch. Prasad -
Quality control- Team

Member 09(

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

\Kr

Checked by (AQA)/
IMposepeno (AOK): V.
Prashanth - Quality
Assurance- Team Member

i)

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneueHne
kauectBa/OTBeTcTBeHHOE MUno: CH.
Venkateswara Rao - Quality-Assurance-
Team Member \/}

%

Date /[Tata: 31-07-2025

Date /[ata: 31-07-2025

Date /Tata: 31-07-2025

Date /Hara: 31-07-2025




Dr. Reddy’s Q%.'

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

PageSof 9/ Crp.5mu3 9

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykr: Omes® JICP, kancyJibl ¢ MOAH(HIHPOBAHHLIM BLICBOOOKIeHHEM, 30 Mr+20 Mr

Market / Poitox : Russia / Poccus

Batch No / ] Batch Quantity / . 1250000 caps /

Cepusi Ne : B2502278 O06bemM cepun * 1250000 xancyn
Analytical Repo“rt No/ . 2002FP25001798 Date of Analysis / . 31-07-2025
AHanuTH4YecKMii oTUeT Ne JaTa aHannza

Date of Manufacture / : 30-05-2025 Date of Expiry / : 30-04-2028

JlaTa IpoH3BOACTBA T'omen no

Mfg. License No. /

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

Analysis performed according ND / Ananu3s nposenen no HJI: JITT-Ne(002687)-(PT'-RU)-071223

a) Omeprazole /
Omernpazon

HCl) /

¥ KMCJIOTHI

ii.

i. Acid stage (0.1N

B 0,1 M pacTsope
XJIOPHCTOBOZIOPOTHO

Buffer stage (pH 6.8
phosphate buffer) /
B 6y¢epe pH 6,8

0%, 0%, 0%, 0%, 0%, 0%

103%, 96%, 97%, 96%..94%, 101%

In a 0.1 M hydrochloric acid solution - not
more than 15 % of the label amount of
omeprazole (C17H1sN305S) after 2 hours. /
B 0,1 M pacTBOpE XJIOPOBOAOPOAHOMR

KHCIIOTHI — He 6ostee 15 % oT
(akTHgecKoTO CoNepIKaHMIA
oMemnpazona (C17HsN3OsS) uepes 2 4.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(C17H19N30;5S) after 30 minutes./

B 6ydepe pH 6,8 — ne Menee 70 % (Q)

OT HOMHHAITBLHOTO CONePIKaHMA
omenpaszona (Ci7H19N303S) gepes

30 MuH.

b) Domperidone /

HomnepuaoH

1i.

i. after 1 hour/uepe3 1 1

after 4 hours / yepe3 4 4

18%, 18%, 18%, 19%, 17%, 17%,
26%, 22%, 23%, 23%, 23%, 21%
Average(L1+L2): 20%
41%, 43%, 39%, 45%, 39%, 40%,
60%, 50%, 49%, 51%, 51%, 48%
Average(L1+L2): 46%

In 0.1M hydrochloric acid solution /

B 0,1 M pacTBOpe XJIOpOBOAOPOJHON
KHUCTIOTBI:

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

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

Remarks : The Product confirms to ND/

Ipumeuanue: IIpomykT cooTBeTCcTBYET TpeboBaHsIM H]I

Conclusion : APPROVED /

3axnouenne: OJOBPEHO

Prepared by /
[Moarorosnero: Ch. Prasad -
Quality control- Team

Member Q%

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

N

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

Assurance- Team Member

W)

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecnieycHne
kagectBa/OTBeTCTBeHHOE JMio: CH.
Venkateswara Rao - w Assurance-

Date /JlaTa: 31-07-2025

Date /JTata: 31-07-2025

Date /[lata: 31-07-2025

Team Member
Date /JTata: 31-07-2025




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 6 0of 9/ Crp.6u3 9

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykr: Omes® ICP, kaneyJibl ¢ MOTHGHIMPOBAHHBIM BhICBOGOKIeHHEM, 30 Mr+20 Mr

Ne

Market / PeiHoK : Russia / Poccus

Batch No / ] Batch Quantity / . 1250000 caps /

Cepus Ne 302208 Oo0bem cepun 1250000 xamcyn
Analytical Repovrt No/ . 2002FP25001798 Date of Analysis / . 31-07-2025
AHaJnTU4YecKHuii oTdeT No Jata aHanun3a

Date of Manufacture / . 30-05-2025 Date of Expiry / . 30-04-2028

Jdata npou3BoACTBa I'open no

Mfg. License No. /

IponseoacTeenHas juuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII-Ne(002687)-(PT'-RU)

Analysis performed according ND / Ananus nposegen mo HJL: JIIT-Ne(002687)-(PT-RU)-071223

124

iii. after 8 hours / uepe3 8 u

iv. after 12 hours / uepe3

69%, 67%, 55%, 71%, 62%, 63%,
88%, 77%, 75%, 77%, 82%, 78%
Average(L1+L2): 72%
82%, 78%, 66%, 80%, 75%, 75%,
97%, 82%, 91%, 83%, 95%, 92%
Average(L1+L2): 83%

between 55 % and 95 % / o1 55 % 10 95 %

not less than 70 % / e menee 70 %

of the labeled amount of Domperidone
(C22H24CINsO7) / OT HOMUHATBHOTO
CofiepXKaHusA TOMIIEpHIOHA

(C22H24CINsO2)
9 |Assay/ KonndecTBeHHOE onpefeieHHe

A. Omeprazole /- 19.75 mg / 19,75 mMr A. From- 180mg to 220mg of
Owmertpasol (98.8% / 98,8%) C17H19N30s5S (Omeprazole)  per
capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mMr mo 22,0wMr
C17H19N305S (oMemnpazon) B xarcyde
(ot 90,0 1o 110,0 % oT HOMHHAJIBLHOIO

COEPKAHUA).
B. Domperidone / 30.50 mg/ 30,50 mr B. From 27.0 mg to 33.0mg
Homnepunox (101.7% / 101,7%) C2H24CINsO,  (Domperidone) per

capsule (90.0 to 110.0 % of the label
claim) / Or 27,0mMr mo 33,0mr
C2H24CIN5O; (moMriepHIOH) B
kancysne (or 90,0 mo 110,0% ot
HOMMHAJILHOTO COICPKAHUS).

10

Microbial limits / Mukpo6uoJiornyeckasi 4McToTa

Remarks : The Product confirms to ND/

ITpumeuanue: IIpoxykT cooTBeTCTBYET TpeboBarmsIM H]T

Conclusion : APPROVED /

3axiaouenne: OQJJOBPEHO

Prepared by /
IToarorosneno; Ch. Prasad -
Quality control- Team

Member Q@
\

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

Checked by (AQA) /
[Ipoeepeno (AOK): V.
Prashanth - Quality
Assurance- Team Member

viy)

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecneyenne
kauectea/OtBeTcTBeHHOE NMML: CH.
Venkateswara Rao - Quality Assurance-

Team Member LA

Date /[Iara: 31-07-2025

Date /[Tata: 31-07-2025

Date /[{ata: 31-07-2025

Date /MaTa: 31-07-2025




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A
Page70f9/Crp.7u3 9

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® ICP, kancyanbl ¢ MoangHOMPOBAHHLIM BhicBoGoMeHHeM, 30 Mr+20 mr
Market / PuiHOK : Russia / Poccus
Batch No/ . Batch Quantity / . 1250000 caps /
Cepus Ne : [B2S02208 O6bem cepun * 1250000 xancyn
Analytical Repo“rt No/ . 2002FP25001798 Date of Analysis / . 31-07-2025
AHaJIHTHYeCKHH oT4YeT No Jara ananusa
Date of Manufacture / : 30-05-2025 Date of Expiry / . 30-04-2028
JlaTa npou3BOACTBA TI'onen po
Mfg. License No. /
IpousBoacTeennas aunensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI'-RU)
Ne
Analysis performed according ND / Ananu3s npoeeaen no HJI: JITT-Ne(002687)-(PI'-RU)-071223

a) Total aerobic microbial
count / Obmee gucio
a’pOOHBIX
MHUKpPOOPTaHU3MOB

'b) Total combined yeasts
and mould count /
O6miee yncino
IPOXOKEBBIX U
TUICCHEBBIX IpUOOB

Less than 10 CFU/g/
Mewnee 10 KOE/T

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

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

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

¢) E. coli Absentin 1g/ c) Shall be absentin 1g/
OrcytcTRyeTrB 1T OtcyTcTBHE B 1 T
11 Package / YmakoBka 10 capsules in a (PVC/AVPA)| 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 kamcyn B
6nucrepe u3 (IIBX/AJI/IIA) donsru /
amomuaneBoi Qonsru. Ilo 3 Gmucrepa
BMeECTe c HHCTpYKIUeH 1o
MEIULUHCKOMY IIPUMEHEHHUIO (JIHCTKOM-
BKJIAJBINIEM) B IAYKY KAPTOHHYIO.

blisters and patient information leaflet
(package insert) in a carton. / Ilo 10
kancyn B Onucrepe mz (TIBX/AJITIA)
¢donbru / amoMunueBoii ¢ponsru. Ilo 1, 3,
8, 10 6mucTepoB BMeCTe C MHCTPYKIUEH 110
MEJUIIMHCKOMY TPUMEHEHUI0 (IHCTKOM-
BKJIaIbIIIEM) 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.
* — HOpPMEHI B crieLH(pHKaAIMU IIPEACTAaBNEHb Ha CPOK rogHocTy. IIpH BHITyCKe NpenapaT NpoBEPAETC B COOTBETCTBHH CO
cneny¢ukanyeil Ha BBITYCK, IO3TOMY B CepTU(UKaTe aHallM3a Ha IpenapaT MOTyT OBITh yKa3aHbl 0oJjiee CTpOTHE HOPMEI,
YeM B HAaCTOSIIEM HOPMATHBHOM JIOKYMEHTE IO KauecCTRY.

Remarks : The Product confirms to ND/

[Ipumeuyanue: [TpoxykT cooTBeTCcTBYET TpeboranmsaM HIT

Conclusion : APPROVED /

3axmouenne: OJJIOBPEHO

Prepared by /

Quality control- Team
Member

Checked by / ITpoBepeHno:
[MoarorosneHo: Ch. Prasad -||D. Latha - Quality control-
Team Member

Checked by (AQA)/

Prashanth - Quality

k&;, -

[Tposepeno (AOK): V.

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: Obecnegenue
kagecrBa/QreercreenHoe muuo: CH.
Venkateswara Rao - Quality Assurance-
Team Member LN~

Date /Mlata: 31-07-2025

Date /[laTa: 31-07-2025

N
Date /ara: 31-07-2025

Date /[aTa: 31-07-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page8of9/Crp.8mu3 9

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

Hponykr: Omes® JICP, kancyabl ¢ MOTHPHIHPOBAHHBIM BLICBOJOMKIEHHEM, 30 MI+20 Mr

Market / PriHok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne + B2502278 O6bem cepnn © 1250000 xancyn
Analytical Repovrt No/ . 2002FP25001798 Date of Analysis / . 31-07-2025
AHaJIUTUYECKHIi 0TYeT Ne Jarta ananusa

Date of Manufacture / . 30-05-2025 Date of Expiry / . 30-04-2028

JlaTa npoM3BOACTBA T'onen no

Mfg. License No. /

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

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

API name / Hanmenopanne ADPC:

Omeprazole / OMempason

Domperidone /JoMIiepunoH

INN / MHH:

Omeprazole / OMenpason

Domperidone / JoMnepraoH

API manufacturer batch number /

0000123594

Homep cepun cydcTaHIUN
npoussoautess I'JID:

HomMep cepun npousBoaurTens APL: OML/00125
FP Manufacturer API Batch number /
FBSA00117 FBSH00005, FBSH00006

API Manufactured by & country /
IIpouspoauteas APC, crpana:

Srini Pharmaceuticals Ltd, India /
Ipunu @apmacskrotukaic JItn, Mamus

Vasudha Pharma Kem Ltd, India /
Bacymxa @apma Kewm Jita, Unans

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

HaumenoBaHue, aapec, TULIEH3US JJIsI
IpouspoAcTBeHHAA NioLIAAKa /
Ilnomwanka KOHTPOJSA KayecTBa /
Ilnomaaka BeINyCKa

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) /

H-p Pemmu ¢ JTaGopartopuc JItn., [IpousBoacTBeHHOE oapasaeneHue-II,
Vygactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynamunu Buwuamx,
Bauynamu Mangan, Meggan Mankamkrupu Juctpukr - 500090, mrat
Tenanrana, Uuous (JIuuensus 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 (o the medicinal quality and with the specifications in the Marketing Authorization dossier of the imporling
country. Production, packaging and testing records are verified and their compliance with Good Manufacturing Practice of
the Eurasian Economic Union is established».

Remarks : The Product confirms to ND/

IIpumeuanne: IIpoxyxr cooTBeTcTBYET TpeboBansiM H]T

Conclusion : APPROVED /

Zaxmwuenne: OJOBPEHO

Prepared by /
[MoarotosneHo: Ch. Prasad -
Quality coptrol- Team
Member

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

kﬁ{({f/

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

Y

Approved by: Quality
Assurance/Authorized person /
Opobpeno: ObecniedeHue
kadecrBa/OTeeTrcTBeHHOE nHLO: CH.
Venkateswara Rao - Quality Assurance-
Team Member A

Date /dara: 31-07-2025

Date /[Tara: 31-07-2025

T
Date /[]ata: 31-07-2025

Date /[Tata: 31-07-2025
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CEPTUOUKAT AHAJIN3A
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Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IpoaykT: Omes® JICP, xancyJibl ¢ MoAHGHIHPOBAHHLIM BhICBOOOKAeHHEM, 30 Mr+20 mMr

Market / Poinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne : B2502278 OGnem cepun * 1250000 xamcyn
Analytical RepoIt No/ . 2002FP25001798 Date of Analysis / . 31-07-2025
AHaJIMTHYECKHI oTyeT No Jara anaansza

Date of Manufacture / . 30-05-2025 Date of Expiry / . 30-04-2028

JlaTa npou3BoaCTBA Tonen go

Mfg. License No. /

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

Analysis performed according ND / Ananus npoBeaen no HJI: JT1-Ne(002687)-(PI'-RU)-071223

3aKk/I04eHHe 0 COOTBETCTBUH: «HaCTOSIHlI/]M A HNOATBCPXKIAK, YTO IIPUBCACHHAA BBIIIC an)opmam/m ABJISICTCA
JOCTOBEPHOM M TOYHOM. DTa cepus MPOYKIMH MPOU3BeAcHa (BKIOYas YIaKOBKY (MapKHpOBKY) M KOHTPOJb Ka4uecTBa) Ha
BbIUEYKASAHHON  pOMABOACTEEHHOM molanke (ONOIN@aKaX) B IOJAHOM COOTBETCTBUM ¢ TpebopanusMu IlpaBun
Hauiexameii npou3BoACcTBeHHOM npakTiku EBpaszuiicxoro sxoHommdeckoro corosa (Ne GMP/EAEU/RU/00573-2022 ot 23
ceHTAOpa 2022) u TpeOOBAHMAMH KOHTpPONA KauecTBa JICKAPCTBCHHBIX CDEACTB, a4 TAakKEe B CQOTBETCTBHH €O
CHCHH(I)PIK&HPI}IMI/I, COIECPKAMMMHUCS B PErMCTPAOUOHHOM JOCHE CTPaHbI-UMIIOPTEPA. 3amnmcu mo MMPOU3BOACTBY, YIIAKOBKE U
aHanu3y NPOBEPEHBI, H YCTAHOBJIEHO MX COOTBETCTBME TpeOoBaHMAM IlpaBun Hamiekameil MpOM3BOACTBEHHOM IPaKTHK
EBpasmiickoro 3KOHOMHYECKOTO CO03aY.

Ir
WRemarks : The Product confirms to ND/

IIpumevanne: ITpomykr cooTBeTcTBYeT TpeboBanuam HJ

Conclusion : APPROVED /

3akmouenne: OJJIOBPEHO

Prepared by /
[Mogrotroeneno: Ch. Prasad -
Quality control- Team

Member Cgl'
\

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

Bt

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

i

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneueHue
kauectBa/OTBeTcTBeHHOE muiio: CH.
Venkateswara Rao - Quality Assurance-

Team Member LA

Date /[lata: 31-07-2025

Date /JTata: 31-07-2025

Date /[dara: 31-07-2025

Date /Jlata: 31-07-2025




