
•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTM<l>MKAT AHAJIMJA 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
Page 1 of 8 I CTp. 1 HJ 8 

TTpo)lylCT: OMe3® )lCP, KancyJibl C MO)lHCjlltQHPOBaHHbIM BbICB060:lK,1leHHeM, 30 Mr+20 Mr 

Market / PbIHOK : Russia/ Pocc1rn 

Batch No/ 
B2600283 Batch Quantity I 1250000 caps/ 

CepuH .N'2 
: 

O6'beM cepuu 
: 1250000 Kancyn 

Analytical Report No/ 
: 2002FP26000152 

Date of Analysis / 
: 14-02-2026 

AHaJIHTH'leCKHH OT'-leT .N'! )laTa auaJIHJa 

Date of Manufacture / 
08-12-2025 Date of Expiry / 30-11-2028 

)laTa npOH3B0,1lCTBa 
: 

ro,!leH )lO 
: 

Mfg. License No./ ' 
TTpOH3B0,1lCTBeHHaH JIHQeH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JU1-N2(002687)-(Pf-RU) 
.N'! 

Analysis performed according ND/ AHaJiuJ npoBe)leH no H)l: JUl-N2(002687)-(Pf-RU)-071223 

S.No/ 
.N'! 

Test /TeCT Result/ PeJyJibTaT 

1 Description/ OnucaHue Hard transparent colorless gelatin 
capsules 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. / 

Tsep,!lble )KeJlaTI-IH0Bbie np03pa4Hble 
6ecuseTHb1e KancyJJhI pa.3Mepa 1 c 
MapK11pOBKOH qepHoro useTa 

« ~ DR. REDDY'S» Ha Kpb1weI.JKe 
KancyJTbl 11 MapK11pOBKOH KpacHoro 
usern «OMEZ-DSR» Ha Kopnyce 
Kancynh1. CoL1ep)K11Moe Kancyn: 
cqiep11I.JecK11e nenneTbI 6enoro 11 
Kop11I.JHesoro UBeTa. 

Remarks : The Product confirms to ND/ 

TTpnMe'laHue: ITpoAyKT cooTBeTcTByeT Tpe60BaH11J1M H.U 

Prepared by I Checked by I TTpoeepeHo: Checked by (AQA) I 
n o.11roToeneHo: A. Su mitha - Quality TTpoeepetto (AOK): 
D. Latha - Quality control- control- Team Member M. Nanaji - Quality 

Specification/ CneuucJ>uicauuH 

Hard transparent colorless gelatin capsules 
size 1 with a black imprint 

11 ~ DR. REDDY'S II on the capsule 
cap and a red imprint II OMEZ-DSR II on 
the capsule body. Capsule contents: white 
to grayish-white and brown to yellowish 
brown spherical pellets. / 

Tsep;::{ble )KeJlaTl1H0Bbie npo3paI.JHbie 
6ecuseTHb1e KancyJJhI pa3Mepa 1 c 
MapK11pOBKOH I.JepHoro useTa 

« ~ DR. REDDY'S» Ha Kpb1weI.JKe 
KancyJJhl 11 MapK11pOBKOH KpacHoro UBeTa 
«OMEZ-DSR» Ha Kopnyce KancynhI. 
CoL1ep)K11Moe Kancyn: cqiep11I.JecK11e 
nenneTbl OT 6enoro AO ceposaTo-6enoro 11 
OT K0p11I.JHesoro L{0 )KeJTT0BaT0-
K0p114HeBoro useTa. 

Conclusion : APPROVED / 

3aKJIIO'leuue: O)lOliPEHO 

Approved by: Quality 
As urance/ Authorized person / 
OD.o6peHo: O6ecneI.JeH11e 

Team Member (g- Assurance- Team Member KaI.Jec-rsa/OTBeTCTBCHHOe 1111uo: 

~ 
• S. Haneef - Qua1~ ty Assurance- Team 

--,J-f Member _ 

Date /,[{am: tQ-,.-{) )....-1P~ IDate /Llarn: [~.-02..- 2.,0 is II Date /LlaTa: '9-D :l.-2.0~ Date /,[{am: L9 ...-{J ~~ 



. •·· Dr. Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTM<l>MKAT AHAJIMJA 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
Page 2 of 8 / CTp. 2 u1 8 

Ilpo,uyirr: OMe1® llCP, KancyJibl c MOJlmlmu:upoBaHHbtM Bbtcso60:iK,ueuueM, 30 Mr+20 Mr 

Market / PbIHOK : Russia/ Poccm1 

Batch No/ 
B2600283 

Batch Quantity / 1250000 caps/ 

CepuH .N'! 
: 

O6'beM cepuu 
: 

1250000 Kancyn 

Analytical Report No / 
: 2002FP26000152 

Date of Analysis / 
: 14-02-2026 

AuaJIHTH'leCKHH OT'leT .N'! )laTa auaJiu1a 

Date of Manufacture / 
08-12-2025 

Date of Expiry / 
30-11-2028 

)laTa DPOH3B0JlCTBa 
: 

ro,ueH JlO 
: 

Mfg. License No./ 
IlpOH3B0JlCTBeHHaH JIHU:eH]HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JITI-N2(002687)-(Pf-RU) 

.N'! 
Analysis performed according ND/ AnaJim npoBe,ueu no Hll: JITI-N2(002687)-(Pf-RU)-071223 

2 Identification / The retention times of the main peaks in The retention times of the main peaks in 
11,ueHTmlntKau:uH 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 
OMenpa3oJI in the chromatogram of the standard chromatogram of standard solution (section 
,[{oMnepH,llOH preparation under assay. I BpeMeHa Assay). I BpeMeHa yJlep:anrnaH11H 

yJlep:arnsamrn OCHOBHblX DHKOB Ha OCHOBHblX 0HKOB Ha xpoMaTorpaMMe 
xpoMaTorpaMMe HCnbITyeMoro pacTBopa 11cnbnyeMoro pacTBopa )lOJI)l(Hbl 
COOTBeTCTBYIOT speMeHaM y,llep)l(HBaHHH COOTBeTCTBOBaTb BpeMeHaM yJlep)l(HBaHHH 
nHKOB OMenpa30Jia 11 )lOMnepHJlOHa Ha OHKOB 0Menpa3ona 11 )lOMnepH)lOHa Ha 
xpoMaTorpaMMe cmH,llapTHOro paCTBOpa xpoMaTorpaMMe CTaH,llapTHOrO pacTBopa 
(pa3Jlen «KOJIJ11•1eCTBeHHOe (pa3,lleJI «KOJIJ11!eCTBeHHOe 
onpeJleJieH11e» ). onpe,lleneH11e» ). 

3 Average weight of the net 375.28 mg/ 375,28 Mr 369.0 mg± 10 % (between 332.1 to 405.9 
content / CpeJlHHH Macca mg) I 
co.uep:iKHMoro KancyJI 369,0 Mr± 10 % (OT 332,1 )lO 405,9 Mr) 

4 Water content/ 1.2% w/w I 1,2 % w/w Not more than 4.0 % w/w / He 6onee 4,0 % 
Co.uep:iKauue BOJlbl 

5 Uniformity of dosage units I O,uuopo.uuocTb .uo1upoBaHHbtX e.uuuuu: 

Omeprazole I OMenpa3oJI 7.3 / 7,3 Acceptance value (AV) should be less than 
or equal to 15.0 I TioKa3aTeJib 
np11eMJieMOCTl1 (AV) )lOJI)l(eH 6bITb He 

9.4 /9,4 6onee 15,0. 

Domperidone / Acceptance value (AV) should be less than 
,[{oMnepHJlOH or equal to 15.0 I TioKa3aTeJib 

np11eMJieMOCTl1 (AV) )lOJI)l(eH 6b1Tb He 
6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 

IlpnMe'laHue: TipOJlYKT COOTBeTcTByeT Tpe6oBaHHHM H,[{ 3aKJIIO'lenue: O)lOliPEHO 

Prepared by / Checked by / TiposepeHo: Checked by (AQA) I Approved by: Quality 
TIOJlfOTOBJieHO: A . Susmitha - Quality TiposepeHo ( OK): Assurance/ Authorized person / 
D. Latha - Quality contTOl- control- Team Member M. Nanaji - Quality OJlo6peHo: O6ecne'!ett11e 
Team Member q- Assurance- Team Member Ka4eCTBalOTBeTCTBeHHOe n11uo: 

~ 
• 

S. Haneef- Qual ' y Assurance- Team -,Jy 
Member 

Date I ,[{am:t Q_..--0').._~ !Date /,[{am~-OL- u, ~ I I Date/ ,[{am: / g-c,--U:)) .. -1, I Date/ ,[{am: I 01..-0.R. ,_'iDLb 



' ' ••· Dr. Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTtt<l>ttKAT AHAJll13A 
Page 3 of 8 / CTp. 3 HJ 8 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
Ilpo11yKT: OMe3® .[l,CP, K3DCVJibl C MOIIHd>HUHPOBaHHblM BblCB06m1rneuneM, 30 Mr+20 Mr 

Market / PLIHOK : Russia / Poccm1 

Batch No/ 
: B2600283 

Batch Quantity I 1250000 caps/ 
CepnH N2 O6beM cepHH 

: 1250000 Kancyn 

Analytical Report No/ 
: 2002FP26000152 

Date of Analysis / 
: 14-02-2026 

AuaJIHTH'leCKHH 0T'leT N2 .[l,aTa auaJiuJa 
Date of Manufacture / 

08-12-2025 
Date of Expiry / 

30-11-2028 
LlaTa npou1so11cTsa 

: 
ro11eu /IO 

: 

Mfg. License No./ 
TTpou1so11crneuuaH JIHUeHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : J1TT-N2(002687)-(Pf-RU) 
.N'! 
Analysis performed according ND/ AuaJIHJ npose11eu no HLI: J1TT-N2(002687)-(Pf-RU)-071223 

6 Impurities/ IlpnMecu 

Omeprawle I O,wenpa3ona: 
Impurity 1 / np11Mecb 1 
Impurity 2 / np11Mecb 2 
Impurity 3 I np11Mecb 3 
Impurity 4 / np11Mecb 4 
Impurity 5 / np11Mecb 5 

Domperidone I 
J(0Mnepuoo11a: 
Impurity A / np11MeCb A 
Impurity B / np11Mecb B 
Impurity C / np11MeCb C 
Impurity D / np11Mecb D 
Impurity F / np11Mecb F 
Any individual unidentified 
impurity I J1106all 
e1111Hwrnall 
He1111eHT11~11u11posaHHall 
np11MeCb 

Total impurities/ 
CyMMa np11Mecei1 

Omeprazole I O,wenpll3ona: 
Below Limit of Detection (LOD = Not more than 0.50 % / He 6onee 0,50 % 
0.003%) I H11)Ke npe,uena o6Hapy)KeHHll Not more than 0.50 % / He 6onee 0,50 % 
(TTO = 0,003%) Not more than 0.50 % / He 6onee 0,50 % 

Not more than 0.50 % / He 6onee 0,50 % 
Less than LOQ (LOQ = 0.010%) I HH)Ke Not more than 0.50 % / He 6onee 0,50 % 
npe11ena KOJIH'-!ecTBeHHoro onpe11eneH11ll Domperidone / J(oMnepuooua: 
(TTKO = 0,010%) Not more than 0.50 % / He 6onee 0,50 % 

0.05%; 0,05% Not more than 0.50 % / He 60J1ee 0,50 % 
Not more than 0.50 % / He 6onee 0,50 % 

Not detected/ He o6Hapy)KeHa Not more than 0.50 % / He 6onee 0,50 % 
Not more than 0.50 % / He 6onee 0,50 % 

Less than LOQ (LOQ = 0.010%) I H11)Ke Not more than 0.20 % / He 6onee 0,20 % 
npe,uena KOJ111L1ecTBeHHoro onpe,ueneHHll Not more than 2.5 % / He 6onee 2,5 % 
(TTKO = 0,010%) 

0.03% I 0,03% 

Not detected/ He o6Hapy)KeHa 

Below Limit of Detection (LOD = 

0.004%) I H11)Ke npe,uena o6Hapy)Kemrn 
(TTO = 0,004%) 

0.13%/0,13% 

Not detected/ He o6Hapy)KeHa 

Not detected / He o6Hapy)KeHa 

0.2% I 0,2% 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 

TTpnMe'lauue: TTpo,uyKT cooTBeTcTByeT Tpe6osaHHllM H)l 3aKmoqeuue: OLIOliPEHO 

Prepared by / Checked by/ TTposepeHo : Checked by (AQA) / Approved by: Quality 
TTo,uroTosneHo: A. Susmitha - Quality nposepeHo (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member M. Nanaji - Quality O,uo6peHo: O6ecne'-leH11e 
Team Member 

~ 
Assurance- Team Member Ka'-!eCTsa/OTBeTCTBeHHOe n11uo: 

~ 
. 

S. Haneef - Qt~ ity Assurance- Team -,l:f Member 

Date / .Uarn: ( Q-,....o '"l--2.-P/4IDate / Ltam: !R--Vt-z..o l.h IIDate /,[(aTa: I B"--0 .2..-"2-D'U I Date / ,llarn: 1 q .-e; 2- -Uo Lt 



•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTM<l>MKAT AHAJIMJA 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
Page 4 of 8 / CTp. 4 u1 8 

TIPOJlVKT: OMe3® .llCP, KancyJJbl C MO,[lHlt,Hl.{HpOBaHHblM BblCB060'.lK,[leHUeM, 30 Mr+20 Mr 

Market / PLrnoK : Russia / Poccm1 

Batch No I 
: B2600283 

Batch Quantity / 1250000 caps/ 
CepuH .N'2 O6-LeM cepuu 

: 
1250000 Kancyn 

Analytical Report No I 
: 2002FP26000152 

Date of Analysis / 
: 14-02-2026 

AttaJJHTH'leCKuii OT'leT .N'2 )laTa attaJJu1a 

Date of Manufacture / 
: 08-12-2025 

Date of Expiry / 
30-11-2028 

)laTa npOH3B0,[lCTBa ro,[leH ,[lO 
: 

Mfg. License No./ 
TipOH3B0,[lCTBeHHaH JJHQeHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : J1fl-N2(002687)-(Pf-RU) 
.N'!! 

Analysis performed according ND/ AttaJJuJ npoBe,[leH no H)l: J1fl-N2(002687)-(Pf-RU)-071223 

7 Residual solvents/ OCT3TO'IHble opraHH'leCKHe paCTBOpHTeJJH 

a) Methanol/ 5 µg/capsule / 5 MKr/Kancyna a) Not more than 1107 µg per capsule/ 
Merntton He 6onee 1107 MKr Ha Kancyny 

b) Methylene chloride/ 
Not detected I He o6ttapy)Ketta 

b) Not more than 221 µg per capsule / 
Menrnettxnop11Jl He 6onee 221 MKr Ha Kancyny 

8 Dissolution/ PacTsopettue 
a) Omeprazole / 

OMenpa3on 

i. Acid stage (0.lN 0%, 2%, 0%, 2%, 2%, 3% In a 0.1 M hydrochloric acid solution - not 
HCI)/ more than 15 % of the label amount of 
B 0,1 M pacTBope omeprazole (C17H19N3O3S) after 2 hours./ 
XJ10p11CTOBO,ll0p0,llHO B 0,1 M pacTBope xnopoBo.uopo.uttoi1 
H Kl1CJ10Tbl Kl1CJ10Tbl - He 6onee 15 % OT 

q>aKTJ11-1ecKoro co.uep)KaH11» 
0Menpa3ona (C17H19N3O3S) 4epe3 2 'I. 

ii. Buffer stage (pH 6.8 
phosphate buffer)/ 96%, 96%, 100%, 96%, 93%, 98% In buffer pH 6.8 - not less than 70 % (Q) of 
B 6yqiepe pH 6,8 the label claim of omeprazole 

(C17H19N3Q3S) after 30 minutes./ 
B 6yqiepe pH 6,8 - He Mettee 70 % (Q) 
OT HOMHHaJlbHOrO co.uep)KaHJ1H 
OMenpa3ona (C17H19N3O3S) '!epe3 
30 MHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 

ITpuMe'laHue: flpo.uyKT COOTBeTCTByeT Tpe6oBaHJ1HM H,ll 3aKJJIO'lettue: O)lO6PEHO 

Prepared by / Checked by I flpoBepeHo: Checked by (AQA) I Approved by: Quality 
no11rOTOBJ1eHO: A. Susmitha - Quality flpoBepetto (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member M. Nanaji - Quality O1106peHo: O6ecne'lett11e 
Team Member q-- Assurance- Team Member Ka•1eCTBaiOTBeTCTBeHHOe J111UO: . 

S. Haneef- Qu1t ·ty Assurance- Team LH--- =-#1 Member 

Date/ ,llarn: l 0..-o ~ joate /llaTa : !R-o l - rz_o LAj!oate /)laTa: , e--02.-u,U., I Date /,llarn: !DJ ~ U, 



' ••· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH«l>HKAT AHAJil13A 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
Pa2e 5 of 8 / CTp. 5 HJ 8 

Tipo)lyKT: OMe1® llCP, icancyJibl c MOJlH<l>HUHPOBauub1M BblCBo6om)leHHeM, 30 Mr+20 Mr 

Market/ PblHOK : Russia / Poccm1 

Batch No/ 
: B2600283 

Batch Quantity / 1250000 caps/ 
Cepusi .N'2 O6beM cepHH 

: 
1250000 Kancyn 

Analytical Report No/ 
: 2002FP26000152 

Date of Analysis / 
: 14-02-2026 

AuaJIHTHqecKHH oTqeT .N'2 l{aTa auaJIH3a 
Date of Manufacture / 

: 08-12-2025 
Date of Expiry / 

30-11-2028 
l{aTa npOH3B0)lCTBa ro)leH )lO 

: 

Mfg. License No./ 
TI pOH3B0)lCTBeHHaH JIHQeH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JU1-N2(002687)-(Pf-RU) 
.N'! 
Analysis performed according ND/ AuaJIH3 npose)leu no Hll: JITI-N2(002687)-(Pf-RU)-071223 

b) Domperidone / 
)loMnepH)lOH 

1. after 1 hour/ 4epe3 1 4 

11. after 4 hours / 4epe3 4 4 

iii. after 8 hours / 4epe3 8 4 

iv. after 12 hours/ 4epe3 
12 4 

21%, 20%, 24%, 22%, 19%, 20% 

47%, 46%, 55%, 53%, 45%, 49% 

72%, 72%, 79%, 79%, 69%, 75% 

85%, 82%, 89%, 92%, 82%, 87% 

9 Assay/ KoJIHqecTseuuoe onpe)leJieHHe 
A. Omeprazole / 20.03 mg/ 20,03 Mr 

OMenpa30JJ (100.2% / 100,2%) 

Remarks : The Product confirms to ND/ 

TipHMeqautte: flpo)lyKT COOTBeTCTByeT Tpe6osaHl1llM H)l 

Prepared by / Checked by / n poeepetto: Checked by (AQA) / 
flo)lroTosnetto: A. Susmitha - Quali ty n poeepeHo (AOK): 
D. Latha - Quality control- control- Team Member M. Nanaji - Quality 

In 0.lM hydrochloric acid solution/ 

B 0, 1 M pacTBope xnopoRO/l0p0JlHOH 
KHCJlOTbI: 

between 15 % and 40 % / OT 15 % )lO 40 % 

between 30 % and 70 % / OT 30 % )lO 70 % 

between 55 % and 95 % I OT 55 % )lo 95 % 

not less than 70 % / He Mettee 70 % 
of the labeled amount of Domperidone 
(C22H24ClNsO2) I OT HOMHHMhHOro 
CO)lep:a<aHHll )lOM nepH)lOHa 
(C22H24CINsO2) 

A. From 18.0 mg to 22.0 mg of 
C17H19N3O3S (Omeprazole) per 
capsule (90.0 to 110.0 % of the label 
claim) / OT 18,0 Mr )lO 22,0 Mr 
C11H19N3O3S (oMenpa3oJJ) B Kancyne 
(oT 90,0 )lO 110,0 % OT HOMHHaJlhHOro 
CO)lep)KaHHll). 

Conclusion : APPROVED I 

3aicJ11oqeutte: O)1,OliPEHO 

Approved by: Quality 
Assurance/ Authorized person / 
OJlo6petto: O6ecne1Iett11e 

Team Member 

C9---
Assurance- Team Member Ka4eCTBa!OTBeTCTBeHHOe JlHU0: 

L&f- ~ S. Haneef - Quall~· : y Assurance- Team 
Member 

!Date /.[laTa: t Q.-o 'l----1-P>-4joace /.D,a-ra: I ~'() 2--'2-0 ~Date /./laTa: Je-o l--2-0)-b l Date /)lam: l 9-----o 
_.t,oi(a 



•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTM<l>lfKAT AHAJIMJA 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
Page 6 of 8 / Crp. 6 HJ 8 

Ilpo,llyKT: OMe3® )1.CP, KancyJibl C MOLllfd>HUHPOBaHHblM BblCB06m1rneHHeM, 30 Mr+20 Mr 

Market/ PbIHOK : Russia/ Poccirn 

Batch No/ 
: B2600283 

Batch Quantity / 1250000 caps/ 
CepnH .N'2 O6'beM cepuu 

: 1250000 Karrcyn 

Analytical Report No/ 
: 2002FP26000152 

Date of Analysis / 
: 14-02-2026 

AHaJIHTH'leCKHH OT'leT .N'2 ,UaTa anaJIHJa 
Date of Manufacture / 

: 08-12-2025 
Date of Expiry / 30-11-2028 

.UaTanpOH3B0,llCTBa fo,lleH .llO 
: 

Mfg. License No./ 
IlpouJBO.llCTBennaH JinuenJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : Jin-NQ(002687)-(Pf-RU) 
.N'2 
Analysis performed according ND/ AnaJiuJ npose.lleH no H,U: J1n-NQ(002687)-(Pf-RU)-071223 

B. Domperidone / 
)loMITep11AOH 

30.22 mg I 30,22 Mr 
(100.7% I 100,7%) 

10 Microbial limits / MuKpo6uoJioruttecKaH ttncToTa 

11 

r1) Tntr1l r1r:mhir mir.mhir1l T f''-'- thr1n 10 1FTTfg f 
count I O6ruee L111cno MeHee 10 KOE/r 
a3p06HblX 
M11KpoopraHl13MOB 

b) Total combined yeasts 
and mould count / 
O6ruee L111cno 
!lPO)l()l(eBb1x 11 
ITJJecHeBblX rp1160B 

c) E. coli 

Package/ YnaKOBKa 

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

Absent in 1 g / 
OTcyTcTByeT B 1 r 

10 capsules m a (PVC/AI/PA) 
foil/aluminum foil blister. 3 blisters and 
patient information leaflet (package 
insert) in a carton. / no 10 KaITcyn B 
t'IJJHCTepe 113 (nBX/ AJ1/ITA) (j)0JlbrH / 
amOMl1Hl1eBOH qJOJlbrH. no 3 6Jll1CTepa 
BMecTe c 11HcTpyKu11eti ITO 
Me)lHUHHCKOMY rrp11MeHeHHIO (JJHCTKOM­
BKJla)lblilleM) B rraLfKY KapTOHHyIO. 

Remarks : The Product confirms to ND/ 

IlpnMettanue: nponyKT COOTBeTCTByeT Tpe6oBaHJ1HM H)l 

Prepared by / 
nonrOTOBJleHO: 

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

Checked by (AQA) I 
npoBepeHO (AOK): 
M. Nanaji - Quality 

B. From 27.0 mg to 33.0 mg 
C22H24CINsO2 (Domperidone) per 
capsule (90.0 to 110.0 % of the label 
claim) / Or 27,0 Mr AO 33,0 Mr 
C12H24CINsO2 (.llOMITepH.llOH) B 
KaITcyne (oT 90,0 AO 110,0 % OT 
HOMl1HaJlbHOro CO)lep)l(aHl1l1). 

r1) Nnt mnrF thr1n 103 CFTT/e f 
He 6onee 103 KOE/r 

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

c) Shall be absent in 1 g / 
OrcyTCTBHe s 1 r 

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. / no 10 
KaITcyn B t'ln11c-repe H3 (nBX/ AJ1/TTA) 
qJOJlbrH / aJJIOM11HHeBOH qJOJlbrH. no 1, 3, 
8, 10 6n11cTepos BMecTe c HHCTPYKUHeti ITO 
Me)l11U11HCKOMY rrp11MeHeHJ1IO (Jl11CTKOM­
BKJla)lb[WeM) B rraLfKY KapTOHHyIO. 

Conclusion : APPROVED/ 

3aKJIIOttenue: O,UOliPEHO 

D. Latha - Quality control­
Team Member CJ- A urance- Team Member 

Approved by: Quality 
Assurance/ Authorized person/ 
O.llo6peHo: O6ecrreLfeH11e 
KaLfeCTBalOTBeTCTBeHHOe Jl11UO: 
S. Haneef - Quality

11
Assurance- Team 

Member J.. 
:=========:::::::: 

Date /LlaTa: r ~2--v~ IDate /.llaTa: ( g ,-e 1 - 2.t:>~loate/,llaTa, 8-0'l.-U)·l-,61 Date /)lam: 



•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
Page 7 of 8 / CTp. 7 HJ 8 

IlpO/lYKT: OMe3® )lCP, KanCVJlbl C M01lHd>HUHPOB3HHblM BblCB06o:llrneuneM, 30 Mr+20 Mr 

Market / PbIHOK : Russia / Pocc1-rn 

Batch No/ 
B2600283 

Batch Quantity I 1250000 caps/ 
CepnH .N"2 

: 
O6'beM cepnn 

: 1250000 Kancyll 

Analytical Report No/ 
: 2002FP26000152 

Date of Analysis / 
: 14-02-2026 

AHaJIHTH'leCKHH OT'leT .N"2 )laTa auaJinJa 

Date of Manufacture / 
08-12-2025 

Date of Expiry / 30-11-2028 
)laTa npOH3B0/lCTBa 

: 
ro/leH /lO 

: 

Mfg. License No./ 
IlpoHJBO/lCTBeHHaH JIHUeHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JU1-.N2(002687)-(Pf-RU) 
.N"2 
Analysis performed according ND/ AuaJIHJ npose/leH no H)l: JITT-.N2(002687)-(Pf-RU)-071223 

* 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. 
* - HOpMbl B cneu11qi11Kal._\l1l1 npe/lCTaBJleHbl Ha cpoK fO/lHOCTl1. TTp11 BhmycKe npenapaT rrposep»eTCll B COOTBeTCTBl111 co 
cneu11qi11Kau11ei1 Ha BhmycK, no:noMy s cepT11qi11KaTe aHaJ1113a Ha rrperrapaT MoryT 6h1Th yKaJaHhI 60J1ee CTporne HOpMhl, 
4eM B HaCTOllllleM HOpMaTl1BHOM )lOKyMeHTe ITO Ka4eCTBy. 

API name/ HauMeuosaune A<l>C: Omeprazole I OMenpa3oJl Domperidone I )loMnep11noH 
INN /MHH: Omeprazole / OMenpa3oll Domperidone I )loMnep11noH 
API manufacturer batch number / 
HoMep cepuu npoHJBO/lHTeJIH A<l>C: OME/00425 0000125863 

FP Manufacturer API Batch number / 
HoMep cepHH cy6cTaHUHH FBSA00285 FBSH00016 
npOH3B0/lHTeJIH rJI<I>: 
API Manufactured by & country / Srini Pharmaceuticals Ltd, India/ Vasudha Pharma Kem Ltd, India/ 
IlponJBO/lHTeJib A<l>C, CTpaua: illpl1Hl1 <l>apMaCblOTHKaJlC JIT)l, l1H)ll1ll Bacynxa <l>apMa KeM JIT.ll, l1H.lll1ll 
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 Manda], Medchal 
Release site / Malkajgiri District - 500090, Telangana State, India (license No. 
HanMeHOBaune, a!lpec, JIHQeH3HH /lJIH 63/RR/AP/96/F/R) I 
IlpOH3B0/lCTBeHH3H UJIOIU3/lK3 / )l-p Pen.rll1' C Jla6opaTOp11C JIT)l., TTp0113B0)lCTBeHHOe nonpaJ)leJ1eH11e-II, 
IlJIOIUa/lKa KOHTpOJIH Ka'leCTBa / Y4aCTKl1 .N2 42p, 43, 44p, 45p, 46p, 53, 54 11 83, 6a4yrraJ1J111 B11J1J1a)l)I(, 
IlJioma/lKa Bblnycica 6a4ynaJ1J111 MaH)laJl, Men4aJl ManKa)l)l(rnp11 )l11cTp11KT - 500090, wmT 

TeJ1aHraHa, l1H.ll11ll (Jl11ueH311ll .N2 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». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 

IlpnMetJauue: TTponyKT cooTBeTcTsyeT Tpe6osatt11»M H)l 3aKJIIO'leuue: O.LJ:OliPEHO 

Prepared by/ Checked by/ TTposepetto: Checked by (AQA) / Approved by: Quality 
TTonroTOBJletto: A. Susmitha - Quality flpoeepeHO (AOK): Assurance/Authorized person/ 
D. Latha - Quality control- control- Team Member M. Nanaji - Quality OD.o6peHo: O6ecne4ett11e 
Team Member {J-- Assurance- Team Member K34eCl'Ba/OrneTCTBe1-lliOe Jl11UO: 

l 

S. Haneef- Qualil Assurance- Team 
~ -,Jf Member 

-

!Date /)lam: {~ 'l) L.- w L,t 1/oate /)lam: I ~--D 2--wU:, I Date /)laTa: Date I )lam: L ~ .-ol---"JP~ 
-l Ck&2-- .,,'9,,o}i 



•·· Dr.Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTlf<I»HKAT AHAJIHJA 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
Pa2e 8 of 8 / CTp. 8 u1 8 

ITPOilYIIT: OMe1® .LJ:CP, icancYJJbt c Moi.mlrnuuposaHHbtM Bbtcso6omi.euueM, 30 Mr+20 Mr 

Market/ PblHOK : Russia / Poccm, 

Batch No/ 
B2600283 

Batch Quantity / 1250000 caps/ 

CepuH .N"2 
: 

O61,eM cepuu 
: 

1250000 KancyJJ 

Analytical Report No/ 
: 2002FP26000152 

Date of Analysis / 
: 14-02-2026 

AuaJJHTH"leCKHH OT"leT .N"2 llaTa auaJJuJa 

Date of Manufacture / 
08-12-2025 

Date of Expiry / 
30-11-2028 

.11:aTa npOH3B0,UCTBa 
: 

ro,ueH ilO 
: 

Mfg. License No./ 
ITpOH3B0,UCTBeHHaH JJHQeHlHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : J1fl-N2(002687)-(Pf-RU) 

.N"2 

Analysis performed according ND/ AuaJJHl npose,ueu no Hll: J1fl-N2(002687)-(Pf-RU)-071223 

3aKJJIOlleHHe O COOTBeTCTBHH: «HaCTOJII..Ql1M JI nOilTBep)K,Uato, 4TO np11se,ueHHaJ1 BbIWe 11HqJOpMaQl1JI JIBJlJ!eTCJI 

,UOCTOBepHOH 11 T04HOH. 3Ta cep11J1 npo,uyKU1111 npo113se,uetta (BKJlto'laJI yrraKOBKY (MapK11pOBKY) 11 KOHTpOJlb Ka'!eCTBa) Ha 

BbIWeyKaJaHHOH rrp0113B0,UCTBeHHOH ITJlOI..Qa,UKe (ITJlOI..Qa,uKax) B ITOJlHOM COOTBeTCTBl111 C Tpe6oBaHl1JIMl1 flpas11J1 

Ha,UJle)KaI..QeH np0113B0,UCTBeHHOH rrpaKTl1Kl1 EBpa311HCKOro 3KOHOM114eCKoro COto3a 11 Tpe6osaHHJIMl1 KOHTpOJJJI Ka'!eCTBa 

JleKapCTBeHHblX cpe,UCTB, a TaK)Ke B COOTBeTCTBl111 co cneu11qi11KaU11JIMl1, co.uep)l{al..QHMHCJI B per11cTpau110HHOM ,UOCbe 

CTpaHbl-HMITOpTepa. 3an11c11 no np0113B0,UCTBY, ynaKOBKe H aHaJJl13y nposepettbl, 11 ycTaHOBJleHO HX COOTBeTCTBHe 

Tpe6osaHHJIM flpaBHJl Ha,UJle)KaI..QeH np0113B0,UCTBeHHOH rrpaKTl1K Espa3HHCKOro 3KOHOMH4eCKOrO COto3a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 

ITpuMellaHHe: flpo,uyKT COOTBeTcTByeT Tpe60B3Hl1l!M H,l], 3aKJJto11euue: O.LJ:OliPEHO 

Prepared by/ Checked by/ flposepeHO: Checked by (AQA) / Approved by: Quality 

n o11r0Tosnetto: A. Susmitha - Quality flposepetto (AOK): Assurance/ A uthorized person/ 

D. Latha - Quality control- control- Team Member M . Nanaji - Quality O1106peHo: O6ecne4ett11e 

T eam Member 

~ 
A s urance- Team Member Ka4eCTsal0TBeTCTBeHHOe n11uo: 

Q_J) 
• S. Haneef - Q ual i~ Assurance- Team 

~ -£>er J\llember _ 

D ate /)],am: t ~<""'"1) )....~Jo ate /llarn:~ e-v 1....- 2-o 1.-4 lloate /ll,na:t H.-02--w~I Date /)],am: l ~ ,_cJL-,-9.t:Jl:£ 


