Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Page10f8/Crp.1u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IMpoaykt: Omes® JICP, kancynl ¢ MOAH(HIHPOBAHHLIM BhicBoOoXaennem, 30 Mr+20 mr

Market / Poinok : Russia/ Poccus

Batch No / ’ Batch Quantity / . 1250000 caps /

Cepus Ne 7 3 B2600385 O6bem cepun © 1250000 kancyn

Analytical Repovrt No / . 2002FP26000262 Date of Analysis / . 20-02-2026

AHaNUTHYECKHIT oTueT No JlaTa anannsa

Date of Manufacture / ¢ 17-12-2025 Date of Expiry / . 30-11-2028

JlaTta npou3BoAcTBAa Togen po

Mfg. License No. /

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

No

Analysis performed according ND / Anasns nposeaed mo HJI: JITTI-Ne(002687)-(PT-RU)-071223

S'ﬁ: 4 Test / Tect Result/ PesyabTaT Specification / Cneunduxauus
1 Description / Onncanne Hard transparent colorless gelatin | Hard transparent colorless gelatin capsules

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 and brown spherical pellets. /

Teepabie  KeNaTMHOBBIE  MPO3IPAMHbBIE
fecuBeTHbiE Kamncynael pasmepa 1 ¢
MapKHpPOBKOH YEPHOTO LBETa

« 7Y DR. REDDY’S» na KpbILIEYKE

size 1 with a 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, /

imprint

Teepabie
fecuBeTHbIE
MapKHPOBKOMH

’KENaTUHOBBIE  INPO3payHbIE
Kancynsl pasmepa 1 ¢
4EepHOTO LBeTa

D. Latha - Quality control-
Team Member

-

control- Team Member

P

—

Ahamadullah Mohammad -
Quality Assurance- Team

Member 4 : E[

KarcyJsl Hu MapKHpOBKOﬁ KpaCHOro « '\i' DR. R.EDDY,S» Ha Kpblmel{Ke
HEETA «OMECZ'DSR» Ha Kopnyce': Karncyibl i MapKUpPOBKOH KpPacHOTO LIBETA
i A EpiMOS Kaneyr: | «OMEZ-DSR» ua KOpryce KaricyJibl.
chepuieckue  memneTsl  Genoro M Conmepxxumoe  Kancyn:  chepudeckue
KapiiiHesora fiseha. nemneTsl ot 6enoro 1o cepoBaro-6e10ro u
OT  KOPHYHEBOrO A0  JKENTOBATO-
KOPHUYHEBOTO UBETA.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: IIpoxykt cooTBeTcTBYET TpeboBanusm HJJ 3akmoyenue: OJJOBPEHO
Prepared by / Checked by / ITpoeepeno: ||Checked by (AQA) / Approved by: Quality
[Moaroroenexo: A. Susmitha - Quality [Mposepeno (AOK): Assurance/Authorized person /

Onobpeno: Obecrieuenune
kauecTBa/OTBETCTEEHHOE JTMLO!

S. Haneef - Quality Assurance- Team
Member

|t

Date /lara: 2/ -0 ,)_,_,),o)/(a

Date /[latagg | 020 26

Date /flata: 2 F02=)p)¢

Date /Jlata: 2.5 —5’2,.-?024




| Dr.Reddy’s Q’.’-’

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

Page2 of 8/ Crp.2u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® JICP, kancy.asl ¢ MoAM(GHLHPOBAHHLIM BbicBOGOKAeHHEM, 30 Mr+20 mMr

Market / PoiHok

: Russia / Poccns

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne + B2600385 O6nem cepuu * 1250000 kancyn

Analytical Repovrt No / . 2002FP26000262 Date of Analysis / . 20-02-2026

AHannTnyeckuii oTuyer No N Jara anaausa ~
Date of Manufacture / . 17-12-2025 Date of Expiry / . 30-11-2028

Jlata npon3BoacTBa T'ogen no

Mfg. License No. /

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

Ne

Analysis performed according ND / Ananus nposeaen no HJL: JITI-Ne(002687)-(PI'-RU)-071223

2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
Upentudnxanus 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
Owmenpazon in the chromatogram of the standard | chromatogram of standard solution (section
HomnepunoH preparation under assay. / Bpemena | Assay). /  BpemeHa  ynep>kuBaHus

YOEpKMBaHUS OCHOBHBIX (IMKOB HAa | OCHOBHBLIX THKOB Ha XpoMaTorpamme
XpOMATOrpaMMe HCIILITYEMOr0 PacTBOpa | UCIBITYEMOTO pacteopa OTKHBI
COOTBETCTBYIOT BpEMEHaM YACPXKMBAHMs | COOTBETCTBOBATh BPEMEHAM YyISpPKUBAHHS
MUKNR AMENPARNTA W JOMTIEPUINHA HA | THKNR OMETPARNTA W IOMIEPHINHA  HA
XpOMaTorpaMMe CTaHIaPTHOTO PACTBOpA | XpOMATOrpaMMe CTaHAapTHOrO pacTBOpa
(pazgen «KonuuectseHHoe | (pazzesn «KonuyectBeHHOE
OTpeneneHue»). ONpENeNneHUE»).

3 Average weight of the net 371.34 mg/371.34 mr 369.0 mg = 10 % (between 332.1 to 405.9
content / Cpeausa macca mg) /
COAePKUMOTO KANCY 369,0 mr = 10 % (ot 332,1 oo 405,9 mr)

4 |Water content / 1.1% w/w / 1,1 % w/w Not more than 4.0 % w/w / He 6onee 4,0 %
CoaepskaHue BO/bI

5 Uniformity of dosage units / OaHopoaHOCTH 103MPOBAHHBIX €IHHHIY
Omeprazole / Omenpazo 797179 Acceptance value (AV) should be less than

or equal to 150 / Tloka3sarens
npuemiemocT (AV) pmomkeH ObITh He

23423 Gosee 15,0.
Domperidone / Acceptance value (AV) should be less than
Jomnepuaox or equal to 150 / [loka3arens
npuemsiemoctd (AV) momkeH ObITb He

Gonee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanne: [Ipoaykr cooTsercrByeT Tpebopanusm HJJ

Conclusion : APPROVED /

3akmouenue: OJJOBPEHO

Prepared by /
[MoarotoeneHo:

D. Latha - Quality control-
Team Member

g

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

@

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

Member é {“ %

Ahamadullah Mohammad -
Quality Assurance- Team

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecneuenne
kauecTBa/OTBETCTBEHHOE JIULLO:

S. Haneef - Quality Assurance- Team
Member g

Date /Hata: 24 02254

Date /[lata: ] | O~ 202 (}|Date /lara: Ll0 20024

Date /ZiaTa: 2/3 fd’l.f()foz‘g




Dr. Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Page3of 8/ Crp.3u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykr: Omes® JCP, kancy.sl ¢ MOANGUUHPOBAHHBIM BhIcBoGOxkIeHHeM, 30 Mr+20 mr

Market / Poinox

: Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne B O6bem cepun 1250000 kancyn
Analytical Repourt No/ . 2002FP26000262 Date of Analysis / . 20-02-2026
AHanutnyeckuii oryer No Jata anaansza

Date of Manufacture / . 17-12-2025 Date of Expiry / . 30-11-2028

JlaTa npou3BoACTBA Togen xo

Mfg. License No. /

IpousBoacreennan auuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JI[1-Ne(002687)-(PI'-RU)
Ne

Analysis performed according ND / Anasnus nposened no HJI: JITI-Ne(002687)-(PI"-RU)-071223

6

Impurities / [Ipumecu

Omeprazole / Omenpaszona:
Impurity 1/ npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5 / mpumecs 5

Domperidone /
Jlomnepuoona:
Impurity A / npumecs A
Impurity B / npumecs B
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npumecs F

Any individual unidentified
impurity / Jlro6as
eqMHUYHAs
HCHACHTHOHLUMPOBAITHAS
NpHUMEChH

Total impurities /
Cymma npumeceit

0.01%/ 0,01%

Less than LOQ (LOQ = 0.010%) / Huxe
npenena KOJWYECTBEHHOTO ONpPEAesieHus

(ITKO = 0,010%)

0.06% / 0,06%

Not detected / He oGHapy>kena

Less than LOQ (LOQ = 0.010%) / Huxe
npefena KOJIMYECTBEHHOrO OnpeaeeHus
(IKO = 0,010%)

0.03%/0,03%

Not detected / He oGHapykeHa

Less than LOQ (LOQ = 0.012%) / Hixke
npefesia KOJIMYECTBEHHOTO OTPEHC/ICHUs
(TIKO = 0,012%)

0.12%/0,12%

Not detected / He obuapyxeHa

0.03%/0,03%

0.2%/0,2%

Omeprazole / Omenpaszona:

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 %
Wot more than 0.30 % / He Bonee 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 6oinee 0,50 %
Not more than 0.20 % / He 6onee 0,20 %
Not more than 2.5 % / He Gogee 2,5 %

Remarks : The Product confirms to ND/

Ilpumeyanme: [IpoaykT cooTBeTCTBYET TpeboBanuam HJ

——
Conclusion : APPROVED /

3axkmouenue: OJOBPEHO

Prepared by /
[MoaroroeneHo:

D. Latha - Quality control-
Team Member

Gy

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

@

Checked by (AQA) /
IpoeepeHo {AOK):

Ahamadullah Mohammad -
Quality Assurance- Team

Member &ﬁ rn-';r,

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecrieueHue
kauecTea/OTBETCTBEHHOE JIMLO:

S. Haneef - Qualjty Assurance- Team

2 Member

Date /[lata: 2 o)~ 06

Date /[lata;2 | 2-30 16

Date /[arta: dﬁ%%

Date /[ata: 'Lﬁ ) Ao L4




Dr. Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page4 of 8/ Crp.4m3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IMpoaykt: Omes® ICP, kancyabi ¢ Moau(pUUHPOBAHHLIM BbicBOOOMKAeHHEeM, 30 Mr+20 Mr

Market / PoiHok

: Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepusn Ne ¥ B2600385 O6bem cepuu * 1250000 karnicyn
Analytical Repourt No/ . 2002FP26000262 Date of Analysis / . 20-02-2026
AHanuTHuyecKmii oTuet Ne JlaTa anaan3za

Date of Manufacture / . 17-12-2025 Date of Expiry / . 30-11-2028

JlaTa npousBoacTBa T'oaen no

Mfg. License No. /

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

Analysis performed according ND / Anasiuz nposeaen mo HJI: JITTI-Ne(002687)-(PI™-RU)-071223

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

93%, 96%, 92%, 94%, 92%, 94%

7  |Residual solvents/ OcTaTouHble OpraHn4ecKHe pacTBOPUTENH
a) Methanol / 5 pg/capsule / 5 mxr/kancyna a) Not more than 1107 pg per capsule /
MeraHon He 6onee 1107 Mkr Ha kancymny
b) Methylene chloride / e e b) Not more than 221 pg per capsule /
MeTtuieHxnopua He 6onee 221 Mkr Ha kancyny
8 Dissolution / PacTBopeHue
a) Omeprazole/
Owmenpazon
i. Acidstage (0.1N 3%, 4%, 5%, 6%, 6%, 7% In a 0.1 M hydrochloric acid solution - not
HCI)/ more than 15 % of the label amount of
B 0,1 M pactBope omeprazole (C17H19N3038S) after 2 hours. /
XJIOpPUCTOBOAOPOIHO B 0,1 M pacTtBOpe XJ10pOBOAOPOIHOM
1 KUCJOTBI KUCNOTHI — He Gonee 15 % ot

thakTHUEeCKOro coaepxaHus
omenpazona (C17H9N303S) uepes 2 u.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(Ci17H19N3038S) after 30 minutes./

B 6ydepe pH 6,8 — He menee 70 % (Q)

OT HOMUHANBHOTO COAEPKAHHUS
omernpasona (Ci7H9N303S) uepes

30 MuH.

Remarks : The Product confirms to ND/

IIpumeuanue: I[ponykr cooTBeTcTByeT TpeboBanusam HJJ

-Conclusion : APPROVED /1

3axkmiouenune: OJOBPEHO

Prepared by /
[ToarorosneHo:

D. Latha - Quality control-
Team Member

g

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

(Y~

Checked by (AQA) /
INpoeepero (AOK):
Ahamadullah Mohamm

Member d {“ wu{,f

Quality Assurance- Team

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecrnieuenue
kauecTBa/OTBETCTBEHHOE JIULO:

S. Haneef - QualiZAssurance- Team

ad -

Member

Date /[lata: ¢} -0 220

Date /ﬂam:&(,—ﬂ.,gug‘io 28

Date //lara:

21-02="200

Date /Jata: 250 2 20U




Dr. Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

PageSof8/Crp.5uz 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® JICP, KancyJbl ¢ MoanpUIHpoBaHHBIM BbICBOGOKAeHHeM, 30 Mr+20 mr

Market / Peinox

: Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne ) B26003§5 O6bem cepun * 1250000 kancyn
Analytical Repovrt No/ . 2002FP26000262 Date of Analysis / . 20-02-2026
AHaauTnyeckmii otuer Ne Jara anannza

Date of Manufacture / . 17-12-2025 Date of Expiry / . 30-11-2028
JlaTa npon3BoACTBA Toaen xo

Mfg. License No. /

Ne

IlpouszsoacTeennan suuenszusn : 63/RR/AP/96/F/R

MA number:/ Homep PY

: JIT1-Ne(002687)-(PT-RU)

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

b) Domperidone /
HomnepunoH

124

1. after 1 hour/uepe3z 1 u

it. after 4 hours / uepe3 4 u

iii. after 8 hours / yepes 8 u

iv. after 12 hours / uepe3

18%, 17%, 18%, 18%, 17%, 17%
20%, 19%, 18%, 19%, 18%, 19%
Average (L1+L2): 18%

37%, 34%, 37%, 36%, 35%, 35%
41%, 40%, 36%, 40%, 39%, 39%
Average (L1+L2): 37%

59%, 56%, 57%, 55%, 56%, 54%
64%, 60%, 57%, 63%, 60%, 63%
Average (L1+L2): 59%

75%, 69%, 70%, 68%, 72%, 66%
77%, 70%, 78%, 75%, 75%, 78%
Average (L1+L2): 73%

In 0.1M hydrochloric acid solution /

B 0,1 M pacTBope XJ10poBOAOPOIHOMH
KHUCHOThIL:

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

between 30 % and 70 % / o1 30 % a0 70 %

between 55 % and 95 %/ o1 55 % 00 95 %

not less than 70 % / e menee 70 %

of the labeled amount of Domperidone
(C22H24CINsO3) / 0T HOMHUHaNLHOTO
COAEpIKAHUS JOMIIEPHIOHA
(C22H24CIN;5O»)

Remarks : The Product confirms to ND/

[Ipumeuanue: IlponyxT coorBetcTBYeT TpeboBauusam HJT

Conclusion : APPROVED /

3akawueune: OJOBPEHO

Prepared by /
[MoarotoBneHo:

D. Latha - Quality control-
Team Member

WLp

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

Q.

Checked by (AQA)/
Tposepeno (AOK):
Ahamadullah Mohammad -
Quality Assurance- Team

Member W

Approved by: Quality
Assurance/Authorized person /
Opobpeno: Obecneuenue
kauecTBa/OTBETCTBEHHOE JTULIO:

S. Haneef - Quality Assurance- Team
Member 1

Date /lata{ -0 L—2224

Date /Jlata: )f-p2~ 20 26

Date /ata; 21702209

Date /Jlara: '2‘,} 6L o )/L
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Page 6 of 8/ Crp. 6 n3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykt: Omes® ICP, kancyas ¢ Mogu MINPOBAHHBIM BLICBOGOKAeHeM, 30 Mr+20 Mr

Market / Peinok

: Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne + Bag003ss OGnem cepuu 1250000 xancyn
Analytical Repovrt No/ . 2002FP26000262 Date of Analysis / . 20-02-2026
AHaauTn4decKuii oTuer No Jara anaau3za

Date of Manufacture / . 17-12-2025 Date of Expiry / . 30-11-2028
JlaTa npousBoacTBa Tlogen go

Mfg. License No. /

No

IMpoussoacTeennas guuenHsus : 63/RR/AP/96/F/R

MA number:/ Homep PY

+ JIT-Ne(002687)-(PT-RU)

Analysis performed according ND / Anaau3s nposegen mo HJI: JITT-Ne(002687)-(PT-RU)-071223

9 |Assay/ KonnuecTBeHHOe onpeaeenune
A. Omeprazole / 19.86 mg /19,86 mr A. From 180mg to 220mg of
Owmernpa3zon (99.3%/ 99,3%) Ci17Hi9N3058 (Omeprazole) per
capsule (90.0 to 110.0 % of the label
claim) / Ot 18,0mr go 22,0wmr
Ci17H1sN3O3S (omenpason) B kamcyse
(ot 90,0 no 110,0 % oT HoMHHAIBLHOTO
coaepKanus).
B. Domperidone / 29.10 mg /29,10 mr B. From 27.0 mg to 33.0 mg
HomnepunoH (V7.0% / 97,0%) CaaHagCINsU2  (Domperidone)  per
capsule (90.0 to 110.0 % of the label
claim) / Or 27,0mr go 33,0wmr
C22H24CINsO2 (momniepuoH) B
kancyne (ot 90,0 go 110,0% or
HOMHHAJIBHOTO COZIEPIKaHUS).
10 [Microbial limits / Mukpo6uonoruyeckan 4yncrora
a) Total aerobic microbial Less than 10 CFU/g/ a) Not more than 10° CFU/g/
count / Obuiee yncio Menee 10 KOE/r He 6onee 10° KOE/r
a’pOoOHbIX
MHUKPOOPTaHH3MOB
b) Total combined yeasts Less than 10 CFU/g/ b) Not more than 10> CFU/g /
and mould count / Menee 10 KOE/r He 6onee 102 KOE/r
Obuee yucno
JAPONOKEBLIX H
MJIECHEBBIX IPHOOB
¢) E. coli Absentinl g/ ¢) Shall be absentin 1g/
OrcyrcteyeTB 11 OrcyterBue B 1 1

Remarks : The Product confirms to ND/

Ipumeuyanmne: IlponyxT coorBercTByeT TpeGoanusam HJJ

Conclusion : APPROVED /

Jaxmiouenne: OJOBPEHO

Prepared by /
INoaroToBneHo:

D. Latha - Quality control-
Team Member

| t%g/

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

23

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

Member

Ahamadullah Mohammad -
Quality Assurance- Team

Approved by; Quality
Assurance/Authorized person /
Onobpeno: Obecneuenue
kavecTea/OTBETCTBEHHOE TULIO:

S. Haneef - Qualjity Assurance- Team
Member /0\

Date /[lara: 2 /07,/1'”% Date /[lara: ol ))—2.0 28

Date /flara; 2022026

Date /[lata: {B,C. Z(%\DL,Q




| Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Page 7of 8/ Crp. Tuz 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IMpoaykt: Omes® ICP, kancy bt ¢ MOAHGUIMPOBAHHBIM BbICBOOOKAeHHEM, 30 Mr+20 Mr

Market / Peruok : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepnsi Ne § SEE Ob6bem cepHH " 1250000 xancyn
Analytical Repovrt No/ . 2002FP26000262 Date of Analysis / . 20-02-2026
AHaauTHYecKuii oTyer No JaTta anaauza

Date of Manufacture / . 17-12-2025 Date of Expiry / . 30-11-2028

JlaTa npousBsoacTBa ToaeH o

Mfg. License No. /

TponsBoacreennan auuensusi : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII[I-Ne(002687)-(PI'-RU)
Ne

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

11

Package / Ynakoska

BMECTEC C

insert) in a carton. / I[To 10 kancyn B
6nucrepe mz (IIBX/AJI/ITA) ¢onbru /
amomuHueroil ¢ossru. Mo 3 Gnucrepa

MEAULITHCKOMY MPUMEHEHHIO (JMCTKOM-
BKJIAJIBILIEM) B [AYKY KAPTOHHYIO.

HMHCTPYKUHEH no

10 capsules in a (PVC/AI/PA) |10 capsules in a (PVC/Al/PA)
foil/aluminum foil blister. 3 blisters and | foil/aluminum foil blister. 1, 3, 8, 10
patient information leaflet (package | blisters and patient information leaflet

(package insert) in a carton. / ITo 10
karcyn 8 Omucrepe u3 ([IBX/AJUITIA)
donbru / amomunueroit donwru. ITo 1, 3,
8, 10 6nucTepor BMECTE C MHCTPYKUUEH MO
MEIHLIMHCKOMY T[IPUMEHEHHIO (JIMCTKOM-
BKJIAALILIEM) B AYKY 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 cneLMUKALMK NpeacTaBieHbl Ha CPoK roaHocTy. Ilpu BeIMycKe npenapar NpoBepseTcs B COOTBETCTBUM CO

cneundukalreil Ha BbIMYCK, MO3TOMY B cepTudHKaTe aHANM3a Ha MPENapar MOryT ObiTh ykazaHbl Goliee CTPOrue HOPMBI,
4eM B HaCTOSIMEM HOPMATUBHOM JOKYMEHTE 0 KaueCTRY.

API name / HaumenoBanue ADC:

Omeprazole / Omenpa3zon

Domperidone /JomnepuaoH

npoussoaurtensn [JId:

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

Homep cepuu npoussoautens ADC: OME/00425 0000125863

FP Manufacturer APT Batch number /

Homep cepuu cyGeTaHunu FBSAQ00285 FBSH00017

API Manufactured by & country /
IMpouseoaureas ADC, cTpaua:

Srini Pharmaceuticals Ltd, India /
Ipunu dapmacetotrkanc JItn, Unans

Vasudha Pharma Kem Ltd, India /
Bacynxa ®apma Kewm Jlta, Unaus

Release site /

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

HanmenoBaHue, aapec, JHUEH3UA AJIH

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/

IMpumeuanmne: [poaykr coorBercTBYeT TpeboBanuam HJI

Conclusion : APPROVED /

3akmodenne: OJOGBPEHO

Prepared by /
[ToarorosneHo:

D. Latha - Quality control-
Team Member

. /.

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

&—

Checked by (AQA) /
[Tposepeno (AOK):
Ahamadullah Mohammad -
Quality Assurance- Team

Member M

Approved by: Quality
Assurance/Authorized person /
Onobpeuno: ObecneueHue
kauecTBa/OTBETCTBEHHOE HLO:

S. Haneef - Quality Assurance- Team
Member i

Date /Jlata: g4_o 22016

Date /Jata: ) //gp? —20 L4

Date /[lara: 21022024

Date //lara: : % —o) Lol




| Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A
Page 8of 8/ Crp.8u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® JCP, kancybl ¢ MoAnGuUUPOBAHHBLIM BbicBoGOMxAeHHEeM, 30 Mr+20 mMr

Market / PoiHok : Russia/ Poccus

Batch No / ) Batch Quantity / _ 1250000 caps /

Cepusi Ne ¢ B2600383 O0bem cepuu * 1250000 kancyn

Analytical Repourt No/ . 2002FP26000262 Date of Analysis / . 20-02-2026

AHanuTH4yecKnii oTuer No Jarta ananusa

e of Nadiutasfore : 17-12-2025 Date of Expiry / : 30-11-2028

JarTa npousBoacrTea T'ogen no

Mfg. License No. /

ITpousBoacTBenHas muuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIIT-Ne(002687)-(PT'-RU)

No

Analysis performed according ND / Anaaus nposeaen mo HJ: JITTI-Ne(002687)-(PI'-RU)-071223
IpousBoacTBeHHAs MuoIaiKa / [-p Penau’c Jlabopatopuc JIta., [IpouzsoacTeeHHoe noapaszeiaeHue-11,
Ilaomanka KOHTPOJISI KayecTBa / Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu Bunnamxk,
[Mnomanka Beinmycka Bauynanin Maungan, Meauan Mankamkriupu Juctpukr - 500090, wirar

Tenanrana, Munus (Jluuensusa 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».

3aknioyeHne o cooTeeTcTBHM: «HacTosiuMM s NOATBep)KAard, YTO NpPHMBEAEHHAA Bbllle HHPOpPMALMS SBJIAETCS
JIOCTOBEPHOH U TOYHOW. DTa Ccepus NPOLYKUMH Mpou3BeAeHa (BKIOYas ynakoBky (MapKHpOBKY) M KOHTPOJbL KaueCcTBa) Ha
BBIIIEYKa3aHHOM MNpPOM3BOACTBEHHOHW mnomanke (ruiow@ankax) B MOJHOM COOTBeTCTBUMM C Tpebosanusmu IlpaBun
HaJsieXallel MPOM3BOACTBEHHON NMpakTHKU EBpazuiickoro 3kOHOMMYECKOro coro3a U TpeGOBaHWAMM KOHTPONS KayecTBa
JIEKAPCTBEHHBIX CPEICTB, a TalkXKE€ B COOTBETCTBHMH CO CreuuUKALMAMU, COOCPKAIMMHUCA B PETHCTPALMOHHOM JOCHE
CTpaHbl-MMNOpTEPA. 3anmHCH 10 TNPOUIBOJACTBY, YNAaKOBKE W aHa/U3y MPOBEPEHBI, U YCTAHOBIEHO WX COOTBETCTBUE
TpeGoBaHusam [paBun Haanexkawiel NPOU3BOACTBEHHOM NMpakTHK EBpa3sniickoro 3kOHOMNYECKOro CO3a».

[[Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumevanne: [Ipoaykr coorBercTByeT Tpedoranusm HJJ 3akawouenne: OJJOBPEHO
Prepared by / Checked by / [Tposepeno: ||Checked by (AQA) / Approved by: Quality
[ToarotoBneHo: A. Susmitha - Quality [Tposepeno (AOK): Assurance/Authorized person /

D. Latha - Quality control- [|control- Team Member Ahamadullah Mohammad - ||Ono6peno: ObecnedeHue
Team Member Quality Assurance- Team |(kauecTBa/OTBETCTBEHHOE JHLIO:
@ = Member S. Haneef - Qualiy Assurance- Team
tz%”"" A'{/WML Member g-«
Date /I_Ia'ra:.z/{ _o1 29V ||Date /JlaTaa'Z',m .;20}6 Date /lata: 210 2204 ||Date /flara: ?/3 6L -——192/(,






