Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 1 of 8/ Crp. 1 u3 8

capsules size 1

rr'-Y

white and brown

Trepasie

MapKHUpPOBKO

KEJIaTHHOBBIC
6ecIBETHEIC Karcyisl

with a black imprint

DR. REDDY’3" vu e vapsule
cap and a red imprint “ OMEZ-DSR” on
the capsule body.

Capsule contents:
spherical pellets. /

IIpo3pavHble
pasmepa 1 ¢

YECPHOTO uBeTa

« 7Y DR. REDDY’S» na KpBIIIEYKe

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

Hponykt: Omes® ACP, kancyJibl ¢ MoauUIMPOBAHHBLIM BHICBOOOKIEeHHEM, 30 Mr+20 Mr

Market / PoiHox : Russia / Poccus

Batch No / - B2503388 Batch Quantity / . 1250000 caps /

Cepusa Ne ) O6bem cepun * 1250000 xancyn

Analytical Repo:‘t No/ . 2002FP25002644 Date of Analysis / . 25.11-2025

Ananutnyeckuii oruer Ne JlaTa ananusa

Date of Manufacture / . 01-01-2025 Date of Expiry / . 31-12-2027

JlaTa mpou3BOACTBA T'ogen no

Mfg. License No. /

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

Ne

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

S';? / Test / Tect Result / PesyabTat Specification / Cnenuduxanus
1 Description / Onucanne Hard transparent colorless gelatin | Hard transparent colorless gelatin capsules

size 1 with a black

» 7Y 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. /

imprint

JKENaTUHOBBIE  IPO3PavYHBIE
Karcymel pasMepa 1 ¢
9EepHOro BeTa

Teepasie
OecIBeTHRIC
MapKUPOBKOM

D. Latha - Quality control-
Team Member

control- Team Member

R

V. Prashanth - Quality

iy

Assurance- Team Member

Kalcynab! M MapKHpOBKOH  KpacHOIo | -y DR. REDDY’S» Ha Kpbimeuke
e «OM]%Z'DSR» . Kopnyce? KarcyJisl 1 MapKUpOBKOH KpacHOro LBeTa
KarCyJbL. OACPKHMOE Kallcy: | «(OMEZ-DSR» Ha KOpIyce KaICyJbl.
chepiieckHe  MewleT  Genoro  m ComepxuMoe  Kalcyll:  cdepuyeckue
EORHEECEOFOIRECTS. IEJUIETEI OT OENIoTo JI0 CepoBaTo-0enoro u
OT  KOpPHYHEBOTO [0  ENTOBATO-
KOpWUYHEBOI'O LIBETA.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: [poaykr coorsercTayet Tpebosarusam HJI 3axmouenne: OJIOBPEHO
Prepared by / Checked by / ITposepeno: |[Checked by (AQA) / Approved by: Quality
[ToxroroeieHo: A. Susmitha - Quality I[posepeHo (AOK): Assurance/Authorized person /

Onobpeno: OdecniedeHue
kauectea/OTBETCTBEHHOE JIUIIO:

S. Haneef - Quality Assurance- Team
Member g

Date /fata: .t —{1 200

Date /Hata: 96 -{{~ 2024

|Date /I[a'ra:‘ 6\%’{/: ZM

/
Date /Jlara: 72.%——6—#9:6;%"

ATA 28

&/\\/




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page2 of 8/ Crp.2 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JICP, kancysibi ¢ Monu¢HIMPOBAHHLIM BEICBOGOKAeHHEM, 30 Mr+20 Mr

Market / PoiHOK : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepusi Ne P BeD SIS O6beM cepuun 1250000 xamcysn
Analytical Repourt No/ . 2002FP25002644 Date of Analy51s / . 25.11-2025
AbganuTHYecKHii oTdeT Ne JlaTa anajan3a

Date of Manufacture / . 01-01-2025 Date of Expiry / . 31-12-2027

JlaTa npousBoncTea Conex no

Mifg. License No. /

IIpousBoncTeennast unensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII-Ne(002687)-(PI'-RU)
Ne

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

2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
HUnenTudpukanus 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
Owmcnpazon in thc chromatogram of thc standard | chromatogram of standard solution (section
Jomniepunon preparation under assay. / Bpemena | Assay). / Bpemena  yzaepxuBaHMA

VIOEP)KHBAHHA OCHOBILIX IHKOB IIA | OCIIOBILIX IHKOB HA XPOMAaTOrpaMme
XpOMATOrpaMMe HCIBITYEMOTO PacTBOpa | HCIBITYEMOTO pacTBopa JIOTKHBI
COOTBETCTBYIOT BpEMEHaM YIep)KHBaHUA | COOTBETCTBOBATh BPEMEHAM yICPKHBAHUS
[IMKOB OMENpa3oia W AOMIEpHIOHA Ha | MMKOB OMeMpas3ola M JOMIEDHIOHA Ha
XpOMATOrpaMMe CTAHOAPTHOTO PacTBOpa | XpOMaTorpaMMe CTaHIAPTHOIO pPacTBOpa
(pasmen «KonmuectBerHOE | (paszaen «KonmaectseHHOE
OTIpEJICNICHUEY ). OMpeREIECHUEN).

3 Average weight of the net 376.78 mg /376,78 mr 369.0 mg £+ 10 % (between 332.1 to 405.9
content / Cpeansst Macca mg) /
COIEePIKUMOTr0 KaICy.J1 369,0 mr £ 10 % (ot 332,1 1o 405,9 mr)

4 Water content / 1.1% w/iw/ 1,1 % w/w Not more than 4.0 % w/w / He 6onee 4,0 %

Conep:xanve BOABI

5 Uniformity of dosage units / OAHOpOAHOCTL JO3MPOBAHHBIX CAHHHL

Omeprazole / Omenpazon 5.0/5,0 Acceptance value (AV) should be less than
or equal to 15.0 / [TIlokasarens
upuemiemocin (AV) pomkxeH ObIIp He

79/19 6onee 15,0.
Domperidone / Acceptance value (AV) should be less than
Homnepunos or equal to 150 / [Ilokasarens
npremueMoctd (AV) momkxeH OBITE He

6onee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanue: Ipoxykt coorBeTcTBYeT TpeGopanwmsiM H]L

Conclusion : APPROVED /

3axmovenne: OJOBPEHO

Prepared by /
[ToaroToBneHo:

Checked by / Ilposepero:
A. Susmitha - Quality
control- Team Member

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

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecnedecHue

D. Latha - Quality control-
Team Member

Le -

@

Assurance- Team Member

)

kayecTBa/OTBETCTREHHOE JIULIO:
S. Haneef - Qnality Assurance- Team
Member

Date /[lata: o {1204

Date /JTata: J-{( - 20 3¢

Date /)_IaTa.: QE? 4 /»Q&M/

Date /Jlara: :‘zq,/[\ /;1_0025




Dr.Reddy’s "':0'

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3IA

Page3 of 8/ Crp.3u3 8

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

Ipoaykr: Omes® JICP, kaneyibl ¢ MOAHGMIMPOBAHHBIM BhICBOOONAeHHEeM, 30 Mr+20 mr

Market / Peinok : Russia / Poccus

Batch No/ . Batch Quantity / . 1250000 caps /
Cepus Ne e 00nemM cepum * 1250000 xancyn
Analytical Report No/ . 2002FP25002644 Date of Analysis / . 25-11-2025
AunanutnHyeckuii oTyeT Ne JMata anajamsa

Date of Manufacture / . 01-01-2025 Date of Expiry / . 31-12-2027
JlaTa npou3BOACTBA T'ogen go

Mfg. License No. /

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

Analysis performed according ND / Auasn3 nposeaen mo HJI: JITI-Ne(002687)-(PT-RU)-071223

6 |Impurities / Ilpumecn
Omeprazole / Omenpasona: Omeprazole / Omenpasona:
Impurity 1 / nmpumecs 1 0.01%/ 0,01% Not more than 0.50 % / He 6onee 0,50 %
Impurity 2 / npumecs 2 Not detected / He oOHapyx*eHa Not more than 0.50 % / He 6onee 0,50 %
Impurity 3 / mpumecs 3 0.03% /0,03% Not more than 0.50 % / He 6onee 0,50 %
Impurity 4 / mpamecs 4 Not detected / we ofHapyxeHa Not more than 0.50 % / He 6onee 0,50 %
Impurity 5 / mpumecs 5 Less than LOQ (LOQ = 0.010%) / Hmxe |Not more than 0.50 % / He 6omee 0,50 %
Domperidone / npefiela KOJHMYECTBEHHOro omnpenenenys | Domperidone / Jomnepudona:
| Jomnepudona: (ITKO = 0,010%) Not more than 0.50 % / He 6omee 0,50 %
Impurity A / npumecs A Not more than 0.50 % / He 6onee 0,50 %
Impurity B / npymMece B 0.05% / 0,05% Not more than 0.50 % / He 6onee 0,50 %
Impurity C / mpumecs C Not detected / He o6HapyxeHa Not more than 0.50 % / He 6onee 0,50 %
Impurity D / mpumecs D 0.01%/0,01% Not more than 0.50 % / He 6onee 0,50 %
Impurity F / npamecs F 0.15%/0,15% Not more than 0.20 % / He 6onee 0,20 %
Any individual unidentified |Not detected / He o6HapyeHa Not more than 2.5 % / He 6onee 2,5 %
impurity / Jro6as Not detected / He 06Hapy»xeHa
e TMHUTHAsA
HeMIEHTUQUIIMPOBAHHASL 0.2%/0,2%
IpUMECh
Total impurities /
Cymma npumeceit

7  |Residual solvents/ OcTaTouHble OPraHHYeCcKUE PACTBOPHTEIH

a) Methanol/
Mertanon

b) Methylene chloride /
Metunenxnopun

6 pg/capsule / 6 Mkr/kamncymna

Not detected / He 0OHapyxkeHa

a) Not more than 1107 pg per capsule /
He 6omee 1107 MKT Ha KaImcyiry

b) Not more than 221 pg per capsule /
He 6omee 221 MKr Ha Karcy.ry

Remarks : The Product confirms to ND/

IMpumeuanne: [IpoaykT cooTBeTCTBYET Tpe6oBanusaM HJT

[Conclusion : APPROVED /

Jaxmouenne: OJJOBPEHO

Prepared by /
IToaroroBieHo:

D. Latha - Quality control-
Team Member

Checked by / IIporepeHo:
A. Susmitha - Quality
control- Team Member

Q@

Checked by (AQA)/
ITposepero (AOK):

)

V. Prashanth - Quality
Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Opobpeno: Obecrieuenue
kauecTBa/OTBETCTBEHHOE JIMILO:
S. Haneef - Quality Assurance- Team
Member

Date /[Tata: ».{, ~| o

Date /[lata: 6| 2024

Date /ITata: 4{ ;,‘2{/1/{

Date /[ara: ;{4 = /200‘25/




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 4 of 8/ Crp. 4 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
HponykTt: Omes® ICP, kancybl ¢ MOAN(UIEPOBAHHBIM BLICBOGOKAeHHEeM, 30 Mr+20 Mr

Market / PeiHok : Russia / Poccus

Batch No / . B2503388 Batch Quantity / . 1250000 caps /

Cepus Ne O61beM cepun 1250000 xaricyn
Analytical Repo:'t No/ . 2002FP25002644 Date of Analysis / . 25-11-2025
AHaJIMTHYECKHii oTUeT Ne Jlara anann3za

Date of Manufacture / . 01-01-2025 Date of Expiry / . 31-12-2027

JlaTa npousBoacTBa Togen no

Mfg. License No. /

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

Analysis performed according ND / Anann3 nposeaex no HJI: JITI-Ne(002687)-(PI'-RU)-071223

8 Dissolution / PacTBopeHHe

a) Omeprazole/
Owmerpaszon

i. Acid stage (0.IN
HCIy /
B 0,1 M pactBope
XJIOPUCTOBOIOPOHO
¥ KHCIIOTBI

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

3%, 2%, 0%, 2%, 3%, 4%

97%, 100%, 95%, 97%, 94%, 93%

In a 0.1 M hydrochloric acid solution - not
more than 13 %6 ol the label waount vf
omeprazole (C17H19N3038) after 2 hours. /
B 0,1 M pacTtBope XxJ10pOoBOIOpOIHOM
KHCIIOTH — He 6onee 15 % oT
daxTIgeckoro conepKaHus
omMenpazona (C17H1sN3OsS) uepes 2 1.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(C17H19N305S) after 30 minutes./

B Oydepe pH 6,8 — ue Meree 70 % (Q)

OT HOMHHAJIBHOT'O COZEp)KaHuA
omenpazona (C17H19N30;:S) uepes

30 MuH.

Remarks : The Product confirms to ND/

Ilpumeuanue: [IpogykT cootBeTcTBYeT TpeOoBanusM H]I

Conclusion : APPROVED /

3akmrouenne: OJJOBPEHO

Prepared by /
IoaroToBneHo:

D. Latha - Quality control-
Team Member

Checked by / IIpoBepeHo:
A. Susmitha - Quality
control- Team Member

G

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

)

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Omobpeno: ObecniedeHue
kagecTBa/OTBETCTBEHHOE JIHLIO:

S. Haneef - Quality Assurance- Team

Member e

Date /Jlata: g l—{}-2-4"

Date /ata:26-(( - 20 2 |

Date /[ata: i{l 1), 27 q/ ||Date fﬂa‘ra:‘ ;2:,} -\ fglolf




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS
CEPTHOMKAT AHAJIM3A

PageS5of8/Crp.5n3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JICP, kancynbl ¢ MOARGUUMpPOBaHHLIM BhICBOG0KIeHHEM, 30 Mr+20 Mr

Market / Puinok : Russia / Poccus

Batch No / . B2503388 Batch Quantity / : 1250000 caps /

Cepus Ne O0beM cepun 1250000 xancyn
Analytical Repovrt No/ . 2002FP25002644 Date of Analysis / . 25-11-2025
AnaJiuTHYeCKHI oT9eT Ne JlaTa aHann3a

Date of Manufacture / . 01-01-2025 Date of Expiry / . 31-12-2027

JlaTa npousBoacTBA T'onen a0

Mfg. License No. /

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

Analysis performed according ND / Ananu3 nposeaen mo HJI: JIIT-Ne(002687)-(PI'-RU)-071223

b) Domperidone /

Jomnepunox

iii.

iv. after 12 hours / uepe3

124

i. after 1 hour/vepes 1 1

ii. after 4 hours /4gepe3 4 1

after 8 hours / gepe3 8 a

21%, 24%, 28%, 27%, 21%, 25%
26%, 23%, 24%, 23%, 24%, 23%
Average (L1+L2): 24%

66%, 64%, 75%, 72%, 67%, 69%
64%, 61%, 59%, 56%, 64%, 60%
Average (L1+L.2): 65%

93%, 82%, 94%, 92%, 90%, 90%
90%, 87%, 86%, 80%, 87%, 82%
Average (L1+L2): 88%

107%, 92%, 104%, 102%, 100%, 102%
102%, 101%, 100%, 93%, 99%, 94%
Average (L1+L2): 100%

In 0.1M hydrochloric acid solution /

B 0,1 M pacTBOpe XJI0POBOACPOTHON
KHCIIOTBI:

between 15 % and 40 % / ot 15 % mo 40 %

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

between 55 % and 95 % / ot 55 % 10 95 %

not less than 70 % / e menee 70 %

of the labeled amount of Domperidone
(C2H24CIN50O3) / 0T HOMHHAIBHOTO
coJepXKaHus IOMIIepHIOHA
(CarHa4CIN5OQ2)

9 |Assay/Konu4yecTBeHHOe onpegesieHHe

Remarks : The Product confirms to ND/

IIpumeuanue: IIpoaykt cooTBeTCTBYET TpeGoBanmam HJT

Conclusion : APPROVED /

3axnouenne: OJOBPEHO

Qo

Prepared by / Checked by / ITIposepeno: [|Checked by (AQA)/
[ToaroTosneHo: A. Susmitha - Quality [Tpoeepero (AOK):

D. Latha - Quality control- [|control- Team Member V. Prashanth - Quality
Team Member Assurance- Team Member

—— )

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecneyenne
kauecTBa/OTBETCTBEHHOE JIULIO:

S. Haneef - Quality Assurance- Team
Member

e d

Date /Jata: bt 2%

Date /Tata: D¢ ~|| - 20 25

Date /lIaT;\ii NS ',Q,Q'f‘

Date /Jlata: 0‘2 :[,,H#;]\O,Zg




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 6of 8/ Crp. 6 n3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IponykT: Omes® ICP, xancyibl ¢ MOAH(HINPOBAHHBIM BLICBOGOKIeHHEM, 30 Mr+20 Mr

Market / PeiHoK : Russia / Poccust
Batch No/ - B2503388 Batch Quantity / . 1250000 caps /
Cepus Ne ) O0beM cepHH * 1250000 xancyn
Analytical RepoIt No/ . 2002FP25002644 Date of Analysis / . 25.11-2025
AHATIMTHYECKHH 0TYeT No JlaTta ananusa
Date of Manufacture / . 01-01-2025 Date of Expiry / . 31-12-2027
JlaTa mpon3BoACTBA Toxen ao
Mfg. License No. /
Ipoussoacreennas aunensns : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT-RU)
Ne
Analysis performed according ND / Ananus nposenen no HJI: JITI-Ne(002687)-(PI'-RU)-071223
A. Omeprazole / 20.23 mg/ 20,23 Mr A. From 180mg to 22.0mg of
Owmerpazon (101.1%/ 101,1%) C17H19N30sS8 (Omeprazole) per
capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mMr mo 22,0wmr
C17H1sN303S (oMempason) B Karcylie
(ot 90,0 mo 110,0 % 0T HOMHHANBEHOTO
COAEPMATINS).
B. Domperidone / 30.23 mg/ 30,23 mr B. From 27.0 mg to 33.0mg
HomneprnoH (100.8% / 100,8%) CHxCINsO2  (Domperidone)  per
capsule (90.0 to 110.0 % of the label
claim) / Ot 27,0mMr go 33,0mr
C22H24CIN5O, (moMnepupoH) B
kancyre (ot 90,0 mo 110,0% ot
HOMHHAJIBHOTO COJEPKaHIU).
10 |Microbial limits / Mukpo6uonornyeckas YucTOTa
a) Total aerobic microbial Less than 10 CFU/g / a) Not more than 10> CFU/g /
count / O0mmee 9mciIo Memnee 10 KOE/r He 60nee 10° KOE/T
a3po6HBIX
MUKPOOPTaHU3MOB
b) Total combined yeasts Less than 10 CFU/g / b) Not more than 102 CFU/g /
and mould count / Memnee 10 KOE/T He 60nee 102 KOE/r
Ob1mec gicno
JPOAOKEBBIX
IUIECHEBBIX I'pHOOB
¢) E. coli Absentinl g/ ¢) Shall be absent in 1g/
OtcytrctByeTB 1 T OtcytcTBUe B 1 T

Remarks : The Product confirms to ND/

Ipumeuanne: ITponykr coorpercTByeT Tpebopanmam HJL

Conclusion : APPROVED /

3axmouenne: OJJOBPEHO

Prepared by /
ITogroroBneHo:

D. Latha - Quality control-
Team Member

Checked by / IIpoBepeHo:
A. Susmitha - Quality
control- Team Member

Cd—

Checked by (AQA)/
[Iposepeno (AOK):

V. Prashanth - Quality
Assurance- Team Member

e

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecnieueHne
kauecTBa/OTBETCTBEHHOE JIIIO:

S. Haneef - Quplity Assurance- Team
Member =

Date /[lata:p {, —} 224

Date /[lata: )4 -[[- 20 2X]

Date /Jlata: ‘)\So A1~ Q,ﬂf'(

Date /ITara: Gj‘(') A\ '3-025
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Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 7 of 8/ Ctp. 7 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® ICP, kancy.ibl ¢ MOTHGHIHPOBAHHLIM BEICBOGOMIeHREM, 30 Mr+20 Mr

Market / PeiHOK : Russia / Poccus

Batch No / . B2503388 Batch Quantity / . 1250000 caps /

Cepust Ne ) O0beM cepun © 1250000 xamcyn
Analytical Repovrt No/ . 2002FP25002644 Date of Analysis / . 25-11-2025
AHaJIMTHYeCKHi oTdeT No JlaTa aHanusa

Date of Manufacture / . 01-01-2025 Date of Expiry / . 31-12-2027

JlaTa mpou3BOACTBA T'onen no

Mifg. License No. /

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

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

11 Package / YnakxoBka

10 capsules in a (PVC/AI/PA)
foil/aluminum foil blister. 3 blisters and
patient information leaflet (package
insert) in a carton. / Ilo 10 xamncym B
omucrepe u3 (IIBX/AJITIA) dombru /
amomunneBoii ¢omeru. Ilo 3 Omucrepa
BMecTe c WHCTPYKIHEH o
MeIUIUHCKOMY TNPUMEHEHHIO (JINCTKOM-
BKJIAIBIIIEM) B IAYKy KAPTOHHYIO.

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. / Ilo 10
kancyn B Onucrepe u3 (IIBX/AJI/ITA)
¢oneru / amomunneBoii ¢onsru. Ilo 1, 3,
8, 10 6mucTepoB BMecCTe ¢ MHCTPYKIUEH 110
METUIMHCKOMY TPHMEHEHHMIO (JIHCTKOM-
BKJI3/IBIOIEM) B TIAYKy 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 crieuudUKalii MpeACTaBIeHE Ha CPOK roAHOCTU. IIpu BHIMyCKe IpernapaT IPOBepsAeTCsS B COOTBETCTBHH CO
cnenuduKanyell Ha BHITYCK, IO3TOMY B cepTU(HKaTe aHaNH3a Ha IpernapaT MOryT ObITh yka3aHbl 0ojiee CTPOTHE HOPMEI,

9YCM B HACTOAIIEM HOPMATUBHOM JOKYMEHTC II0 KAYECTBY.

API name / Haumenosauune ADC:

Omeprazole / Omenpazon

Domperidone /[fomMrepunos

INN / MHH:

Omeprazole / Omenpazon

Domperidone / JloMnepunoH

API manufacturer batch number /
Howmep cepnn npoussoautens ADC:

OME/00325

0000123090 &
0000123090, 0000123594

FP Manufacturer API Batch number /
Homep cepuu cy0cTaHIUH
npousBoaures I'JId:

FBSA00145

FBSH00003 &
FBSH00004

API Manufactured by & country /
IIponseoautens APC, crpana:

Srini Pharmaceuticals Ltd, India /
Ilpunu Papmacerotuxanc Jitn, Mamusa

Vasudha Pharma Kem Ltd, India /
Bacymxa ®apma Kem JIta, Uunys

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

HaumeHnoBaHue, aapec, JUUEH3Us JJIs1

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) /

Remarks : The Product confirms to ND/

IIpumeyanne: IIpogykT cooTBeTcTRYeT TpeboBarvsimM H/J

Conclusion : APPROVED /

3aknouenne: OJJOBPEHO

A

Prepared by / Checked by / ITporepeno: |[Checked by (AQA)/
[ToaroToBneHO: A. Susmitha - Quality I[Tpoeepeno (AOK):

D. Latha - Quality control- ||control- Team Member V. Prashanth - Quality
Team Member Assurance- Team Member

i)

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneueHue
kauecTBa/OTBETCTBEHHOE JIMIO:

S. Haneef - Quajity Assurance- Team
Member =

Date /Jlata: 2t ~1l=)172(" ||Date /Iara: o%-/(- 26 >X ||Date /Jlata: ('Ql LA '&[ﬂ)‘
. £

Date /Jlara: ?2:]»’\\ 209S
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° CERTIFICATE OF ANALYSIS
Dr.Redd YS Ne CEPTHOUKAT AHAJTH3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykr: Omes® JCP, kancyns! ¢ MOMu¢HUMPOBAHHBIM BICBOGOXAeHneM, 30 Mr+20 Mr

Page8of 8/ Crp. 8 u3 8

Market / Prinok : Russia / Poccust

Batch No / . B2503388 Batch Quantity / ; 1250000 caps /

Cepust Ne O0nem cepun 1250000 karicyn

Analytical Repourt No/ . 2002FP25002644 Date of Analysis / . 25.11-2025

AHaJATHYECKHI oTueT No JlaTa aHanm3a

Date of Manufacture / . 01-01-2025 Date of Expiry / . 31-12-2027

JlaTa npou3BoAcTBa T'ogen no

Mfg. License No. /

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

Ne

Analysis performed according ND / Ananns nposener mo HJL: JITI-Ne(002687)-(PI'-RU)-071223
ITpou3BoACTBeHHAN NIOWIAAKA / II-p Penmu’ ¢ Jlabopatopuc Jita., [IpousBoncTeeHHOE noapasaenenue-11,
Ilnowagka KOHTPOJIsSI KadecTBa / Vuactiku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bagynamm Buwuramx,
ILnomanka BeIIYyCKa Bauymamwin Maugan, Memaan Mankamkrapu J{uctpukt - 500090, mrat

Tenaurana, Uunua (JIunensus Ne 63/RR/AP/96/F/R)

Dcclaration 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 Curasian Iconomic Union and requirements to the medicinal qualily 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».

3aknioyenne 0 COOTBeTcTBHM: «HacTosSmuM s TONTBEp)KHA0, YTO IpUBEAEHHAs BhIIe MHGOPMAIMA SBIAETCA
HAOCTOBEPHOM M TOYHOM. DTa cepus MPOAYKIMM MpouM3BeeHa (BIIFOYAs YIaKoBKy (MapKMpOBKY) M KOHTPOIb KadecTBa) Ha
BBHIIICYKA3aHHOW IIPOM3BOACTBEHHOM IUomanke (IIOManakaX) B IOIHOM COOTBETCTBHM ¢ TpeboBanmamu Ilpasun
HaIJIeXKalleil MpOM3BOICTBEHHOM IpakTHKU EBpa3suifckoro SKOHOMMYECKOTO COI03a M TpeOOBAaHMAMHM KOHTDONA KadecTBa
JIEKapCTBEHHEIX CPEACTB, @ TaKKe B COOTBETCTBUHM CO CHEUHM(HKAIAME, COICPKAIMMUCA B PETMCTPALHOHHOM JOChEe
CTpaHBI-UMIIOPTEpA. 3alKUCH II0 MPOU3BOACTBY, YMAaKOBKE M AHAINW3Y IPOBEPEHBI, M YCTAHOBJIEHO HX COOTBETCTBHE
TpeboBanusM [IpaBun Hamrexamei Npou3BOACTBEHHOM MpakTHK EBpasuiickoro 3KOHOMHUYECKOTO COI03a).

Remarks : The Product confirms to ND/ Conclusion : APPRO\;ﬁ) /
IIpumeuanne: ITpoxyxT cooreercTBYeT Tpedopanuam HJI 3aknwyenne: OJOBPEHO
Prepared by / Checked by / ITpoeepeno: ||Checked by (AQA)/ Approved by: Quality
[ToATOTOBAEHO: A. Susmitha - Quality [Tpoeepeno (AOK): Assurance/Authorized person /
D. Latha - Quality control- ||control- Team Member V. Prashanth - Quality Onobpeno: ObecriedeHue

Assurance- Team Member ||kauectsa/OTBEeTCTBEHHOE JIULO:

Team Member
Lg#,, ﬂ—\ D S. Haneef - Qu?lity Assurance- Team

Lm Member

Date /[lara: - ¢, _4,/;/"5# Date /[lara: JG-(( - 20 24 ||Date /Tara: ag,“,?‘_o'}){ Date /JTara: Q\;}f\\w,;\f) ‘ILB/




