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

CEPTII«l>IIKAT AHAJIII3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
nPO/lYKT: OMe3® )],CP, ()],oMnepH)lOH+OMenpa30JJ) KaUCYJlbl C MO/lHiJIHllHPOBaHHblM BblCB060:iK/leHHeM, 30 Mr+20 Mr 

Market/ PblHOK : Russia/ Poccm, 

Batch No/ 
82602178 

Batch Quantity/ 1250000 caps / 
CepuH .N2 

: 
O6beM cepuu 

: 
1250000 KancyJJ 

Analytical Report No/ 
: 2002FP26001692 

Date of Analysis / 
: 31-07-2026 

AnaJJUTUlfeCKHH OTlfeT .N2 )],aTa anaJJnJa 

Date of Manufacture/ 
09-06-2026 

Date of Expiry/ 
31-05-2029 

)],aTa npOU3B0/lCTBa 
: 

folleH /lO 
: 

Mfg. License No./ 
npOH3B0/lCTBeHHaH JJHUeH3UH : 63/RR/AP/96/F/R MA number:/ HoMep PY : J1TT-.N2(002687)-(Pf-RU) 

.N2 
Analysis performed according ND/ AnaJJuJ npoBe/leH no H)],: J1n-.N2(002687)-(Pf-RU)-071223 
Artworks of primary package approved:/ MaKeTbl nepBUlfHOH ynaKOBKH yTsep:lK!leHhl: 07.12.2023 
Artworks of secondary package approved: / MaKeTbl BTOpH<tHOH ynaKOBKH yTsep:iK/leHbl: 07.12.2023 
PL approved:/ JIB yTBep'.lK/leH: 26.11.2025 

S.No 
I .N2 

2 

Test I TecT 

Description / Onncanue 

Identification / 
l1)leHTH4'UKaUHH 
Omeprazole / OMenpa:3011 
Domperidone / ,[{oMnepH.L\OH 

HPLC/ B3)KX 

Result/ Pe1yJJbTaT 

Hard transparent colorless gelatin 

capsules size I 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./ 

Tsep.L\hle ,Ke11anrnosb1e npo3pa4Hhie 
6ecuseTHh1e Kancy11h1 pa3Mepa I c 
MapKHpOBKOH 4epHoro UBeTa 

« '""Y'" DR. REDDY'S» Ha Kph1we4Ke 
KancyJlhl H MapKHpOBKOH KpacHoro useTa 
«OMEZ-DSR» Ha KOpnyce Kancy11h1. 
Co.L1ep)KHMoe Kancy11: cqiepn4eCKHe 
ne1111e-rh1 6e11oro H KOpH4Hesoro useTa. 

Page 1 of 9 / CTp. 1 01 9 

Specification/ Cneuu4'nKaunH 

Hard transparent colorless gelatin capsules 
size I with a black imprint 

" ~ DR. REDDY"S "Ull llit:: l:a!J!>Ult:: l:al-' 

and a red imprint " OMEZ-DSR " on the 
capsule body. Capsule contents: white to 
grayish-white and brown to yellowish 
brown spherical pellets. / 

Tsep,L\ble )KeJlaTHHOBhJe npo3pa4HhJe 
6ecuseTHhie Kancy11hl pa3Mepa I c 
MapKHpOBKOH 4epHoro useTa 

(( r-y DR. REDDY'S» Ha Kph!We4Ke 
KancyJlhl H MapKHpOBKOH KpaCHOro useTa 
«OMEZ-DsR» Ha Kopnyce Kancy11h1. 
Co.L1ep)KHMOe Kancy11: cqiepn4ecKne 
ne1111eThI OT 6e11oro .LIO ceposaTo-6e11oro H 
OT KOpH4HeBoro .LIO )KeJ1TOBaTO­
KOpH4HeBoro use-ra. 

The retention times of the main peaks in The retention times of the main peaks in the 
the chromatogram oftest solution comply chromatogram of test solution should 
with the retention times of omeprazole comply with the retention times of 
and domperidone peaks m the omeprazole and domperidone peaks in the 
chromatogram of standard solution. / chromatogram of standard solution (section 
BpeMeHa y.L1ep)KHBaHHll OCHOBHhIX ITHKOB Assay). / BpeMeHa y.L1ep,KHBaHHll 
Ha xpoMaTorpaMMe HCIThITyeMoro OCHOBHhlX ITHKOB Ha xpoMaTorpaMMe 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
3aKJJIO<tenne: O)lOJiPEHO npnMelfanue: TTpO.LIYKT COOTBeTCTByeT Tpe6osaHHllM H,[{ 

Prepared by/ Checked by / TTposepeHo: 
TTo.L1roTOBJ1eHo: A. Susmitha - Quality 
D. Latha - Quality control- control- Team Member 
Team Member 

Date /Llarn: 31-07-2026 Date /Llarn: 31-07-2026 

Checked by (AQA) / 
TTposepeHo (AOK): 
Ahamadullah Mohammad 
- Quality ssurance- Team 
Member ~~ 

Date /D,arn: 31-07-2026 

Approved by: Quality 
Assurance/ Authorized person / 
O.L106peHo: O6ecne4eHne 
Ka4eCTBa/0TseTCTBeHHOe JlHUO: 
P. Rama Rao - Quality 'R­
Assurance- Team Member 



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

CEPTII<l>lfKAT AHAJilf3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
Ilpo.uyKT: OMe3® )],CP, ()],oMnepu.uott+OMenpa30JI) KancyJibl C MO.UHIJ>HllHPOBaHHblM BblCB060JK.UeHHeM, 30 Mr+20 Mr 

Market / PblHOK : Russia / Poccm1 

Batch No/ 
B2602178 

Batch Quantity / 1250000 caps / 

CepuH .N"! 
: 

O6beM cepuu 
: 

1250000 Karrcyn 

Analytical Report No/ 
: 2002FP26001692 

Date of Analysis / 
: 31-07-2026 

AttaJIHTH'·leCKHH OPleT .N"! )laTa attaJIHJa 

Date of Manufacture / 
09-06-2026 

Date of Expiry / 
31-05-2029 

)laTa npOH3B0.llCTBa 
: 

ro.ueH .llO 
: 

Mfg. License No./ 
Il pOH3B0.llCTBeHHaH JIHQeH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : Jlfl-NQ(002687)-(Pf-RU) 

.N"2 

Analysis performed according ND/ AttaJiu3 npoBe.uett no H)l: JIIl-.N"2(002687)-(Pr-RU)-071223 
Artworks of primary package approved:/ MaKeTbl nepBHlfHoii ynaKOBKH YTBep,K,lettbl: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbl BTOpttlfHOii ynaKOBKH yTBep1K.uettb1: 07.12.2023 
PL aooroved: / JIB yTBepJK.uett: 26.11.2025 

Pa~e 2 of 9 / Crp. 2 HJ 9 
pacTBopa COOTBeTCTBYJOT BpeMeHaM 11CflblTYeMoro pacTBopa ;::r_omKHbl 
y ;::r_ep:llmBaHl1ll ITl1KOB oMerrpa3oJJa 11 COOTBeTCTBOBaTb apeMeHaM y.uep)K11BaHl1ll 
.u0Mrrep11.u0Ha Ha xpoMaTorpaMMe fll1KOB oMenpa3oJJa 11 .u0Mnep11.u0Ha Ha 
CTaH.uapTHoro pacTBopa. xpoMaTorpaMMe CTaH.uapTHOro pacTBopa 

(pa3.uen «KoJ111lfeCTBeHHOe orrpe.ueneH11e»). 

3 Average weight of the net 377.67 mg/ 377,67 Mr 369.0 mg ± 10% (between 332.1 to 
content / Cpe.UHHH Macca 405.9 mg) I 369,0 Mr± 10 % (oT 332,1 no 
co.uepJKuMoro KancyJI 405,9 Mr) 

4 Water content/ 1.2% I 1,2% Not more than 4.0 % / He 6onee 4,0 % 
Co.uepJKattue BO.Ubl 

5 Uniformity of dosage units I O.uttopo.uttoCTb .uoJupoBaHHblX e.uuttuQ 

Omeprazole / OMerrpa30JJ 9.1 / 9,l Acceptance value (AV) should be less than 
or equal to 15.0 I IToKaJaTeJJb 
rrp11eMJ1eMOCTl1 (AV) .UOJJ)KeH 6b!Tb He 
6onee 15,0. 

Domperidone / )loMrrep11.uoH 8.5 / 8,5 Acceptance value (AV) should be less 
than or equal to 15.0 I IToKa3aTeJJb 
rrp11eMJ1eMocT11 (AV) .UOJJ)KeH 6hnh He 
6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMelfaHue: ITpo.uyKT COOTBeTCTByeT Tpe6oBaHl1llM H)l 3aKJIIOlfenue: O)lOliPEHO 
Prepared by / Checked by/ ITpoaepeHo: Checked by (AQA) / Approved by: Quality 
ITo.uroTOBJJeHo: A. Susmitha - Quality ITpoaepeHo (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member Ahamadullah Mohammad O.uo6peHo: O6ecrretJeH11e 
Team Member 

~ 
- Quality A urance- Team KalJeCTBa!OTBeTCTBeHHOe Jl11UO: 

~ Member c;Jl~ P. Rama Rao - Quality "f?._ 
Assurance- Team Member 

Date /)lam: 31-07-2026 Date/ LlaTa: 31-07-2026 Date /Llarn: 31-07-2026 Date / Llarn: 31--0'}- -U,4, 



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

CEPTH<l>HKAT AHA.JIH3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
TTpo11yKT: OMe3® lICP, (110Mnepn11on+OMenpa30JI) KancyJibI c Mo11mlrnunposaHHblM Bb1cso60.K11enneM, 30 Mr-+20 Mr 

Market/ PMHOK : Russia / Poccm1 

Batch No/ 
B2602178 

Batch Quantity / 1250000 caps / 
CepnH ,N'g 

: 
O61>eM cepnn 

: 
1250000 Kancyn 

Analytical Report No/ 
: 2002FP26001692 

Date of Analysis / 
: 31-07-2026 

AnaJIHTH'leCKHH 0T'leT ,N'g llaTa anaJIH3a 
Date of Manufacture / 

: 09-06-2026 
Date of Expiry / 

31-05-2029 
,llaTa DP0H3B0llCTB3 rol(eH !(0 

: 

Mfg. License No./ 
TTpOH3B0l(CTBeHH3H JIHQeH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JIIT-N2(002687)-(Pf-RU) 
,N'g 

Analysis performed according ND/ AnaJIH3 nposel(eH no H,ll: JITT-N!(002687)-(Pr-RU)-071223 
Artworks of primary package approved: / MaKeTbl nepsuqnoii ynaK0BKH yTBep,KAeHbI: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbI BTopnqnoii ynaK0BKH yTsep.KAettbl: 07.12.2023 
PL approved:/ JIB YTBCP.KAen: 26.11.2025 

Paee 3 of 9 / CTp. 3 H3 9 
6 Impurities/ TTpnMecn 

Omeprazole I 0.Menpa301ia: Omeprazole I 0.1wenpa30J1a: 

Impurity l / np11MeCb 1 Not detected I He o6ttapy)KeHa Not more than 0.50 % / He 6onee 0,50 % 

Impurity 2 I np11MeCb 2 
Not detected/ 11c 0611npymc1m Not more than U . .'.,U % I He bonee U,.'.,U % 

Impurity 3 / np11MeCb 3 
0.02% I 0,02% Not more than 0.50 % / He 6onee 0,50 % 

Impurity 4 / np11Mecb 4 Not detected I He o6Hapy)KeHa Not more than 0.50 % / He 6onee 0,50 % 

Impurity 5 / np11Mecb 5 
Less than LOQ (LOQ = 0.010%) / Not more than 0.50 % / He 6onee 0,50 % 
H11)Ke npeAena Konw-1eCTBeHHoro 
onpeneneHHll (ITKO = 0,010%) 

Domperidone I ,l(o.MnepuooHa: Domperidone I ,l(o.MnepuooHa: 

Impurity A/ np11Mecb A 0.02% I 0,02% Not more than 0.50 % I He 6onee 0,50 % 

Impurity B / np11MeCb B Not detected I He o6Hapy)KeHa Not more than 0.50 % / He 6onee 0,50 % 

Impurity C / rrp11Mecb C 
Less than LOQ (LOQ = 0.012%) I 
HmKe npenena KOJlH'leCTBeHHOrO Not more than 0.50 % / He 6onee 0,50 % 

orrpeneneHHll (ITKO = 0,012%) 

Impurity D / np11Mecb D 
0.16% I 0,16% 

Not more than 0.50 % I He 6onee 0,50 % 

Impurity F / rrp11MeCb F Not detected I He o6Hapy)KeHa Not more than 0.50 % / He 6onee 0,50 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TTpuMe'lanue: ITponyKT coorneTcrnyeT Tpe6oeaHHllM HLI 3aKmo'lenue: O11O6PEHO 
Prepared by / Checked by/ ITpoeepetto: Checked by (AQA) / Approved by: Quality 
ITonroToenetto: A. Susmitha - Quality ITpoeepeHo (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member Ahamadullah Mohammad Ono6petto: O6ecne11ett11e 
Team Member 

lff-
- Quality A surance- Team Ka'leCTBa!OTBeTCTBeHHOe J111l.lO : cg_ Member ~~ P. Rama Rao - Quality ~ 

Assurance- Team Member 
Date I LiaTa: 31-07-2026 Date I LlaTa: 31-07-2026 Date /LiaTa: 31-07-2026 Date /LiaTa: ;,~o".l---wu. 



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

CEPTU<I>UKAT AHAJIU3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
Tipo)lyKT: OMeJ® )l.CP, ()l.oMnepu.11.ou+OMenpaJOJI) icancyJibl C MOJlHif>HLIHPOBaHHblM BblCB060)K)leHHeM, 30 Mr+20 Mr 

Market / PbIHOK : Russia / Poccm1 

Batch No I 
: B2602178 

Batch Quantity/ 1250000 caps / 
CepuH N2 O6'beM cepuu 

: 
1250000 Kancyn 

Analytical Report No/ 
: 2002FP26001692 

Date of Analysis / 
: 31-07-2026 

AuaJIHTH"lecicuu OT"leT N2 )l.aTa auaJiuJa 

Date of Manufacture / 
09-06-2026 

Date of Expiry / 
31-05-2029 

)l.aTa npoHJBOD.CTBa 
: 

ro.11.eu .11.0 
: 

Mfg. License No./ 
TipOHJBOD.CTBeHHaH JlHQeHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JJTI-N2(002687)-(Pr-RU) 

N2 

Analysis performed according ND/ AuaJIHJ npose)leH no HJ].: JITI-N2(002687)-(Pr-RU)-071223 
Arhvorks of primary package approved:/ MaiceTbt nepBH"IHOH ynaKOBKH yTBep,KJleubt: 07.12.2023 
Arhvorks of secondary package approved:/ MaiceTbt BTOpH"IHOH ynaicosicu yTsep,KJleHbl: 07.12.2023 
PL aooroved: / JIB yTBep,KJleu: 26.11.2025 

Page 4 of 9 / C rp. 4 HJ 9 
Any individual unidentified impurity/ Not more than 0.20 % / He 6onee 0,20 % 
Jl106a» e.u11u114ua» 

Not detected / ue o6uapy)Ketta 
He11.ueHTHq>111 . .\11pOBaHHaH np11MeCb 

Total impurities/ CyMMa np11Mece11 0.2% / 0,2% Not more than 2.5 % / He 6onee 2,5 % 

7 Residual solvents/ OcTaTO"IHbte oprauu"lecicue pacTsopuTeJiu 

Methanol / Mernuon 3 µg/caps / 3 MKrlKancyna Not more than 1107 µg per capsule / He 
6onee 1107 MKr ua Kancyny. 

Methylene chloride / Mern11euxnop11.u 1 µg/caps / 1 MKr/Kancyna 
Not more than 221 µg per capsule / He 
6onee 221 MKr ua Kancyny. 

8 Dissolution/ PaCTsopeuue 
Omeprazole / OMenpa30JI 3%, 0%, 0%, 7%, 6%, 5% In a 0.1 M hydrochloric acid solution - not 

more than 15 % of the label amount of 
In a 0.1 M hydrochloric acid omeprazole (C11H19N3O3S) after 2 hours . I 
solution / 8 0, 1 M pacrnope 8 0, 1 M pacrnope xnopoeo.uopo.uuoii 
XJIOpOBO.UOpOAHOH KHCJIOTbl KHCJIOTbl - He 6onee 15 % OT 

cpaKTH4eCKOro co.uep)KaHHH 
oMenpaJoJia (C 17 H1 9N3O3S) 4epe3 2 4. 

Omeprazole / OMenpa3oJI 99%, 93%, 95%, 93%, 94%, 92% In buffer pH 6.8 - not less than 70 % (Q) of 
the label claim of omeprazole 

Buffer stage (pH 6.8 phosphate (C17H19N3Q3S) after 30 minutes./ 
buffer)/ 8 6ycpepe pH 6,8 8 6ycpepe pH 6,8 - He Mettee 70 % (Q) 

OT HOMHHaJibHOro coaep)Kattml 
oMenpaJoJia (C 17H19N3O3S) 4epe3 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipuMe"laHHe: TTDO.UYKT COOTBeTCTByeT Tpe6oeaHHj!M H,[( 3aKJIIO"leuue: O)1.OliPEHO 
Prepared by I Checked by I TTpoeepeuo: Checked by (AQA) I Approved by: Quality 
TToaroToeneuo: A. Susmitha - Quality TTpoeepeuo (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member Ahamadullah Mohammad O.uo6peuo: O6ecne4eu11e 
Team Member 

~ 
- Quality A urance- Team Ka4eCTBa/0TeeTCTBeHHOe Jll11_\0 : 

cg_ Member J,t'n~ P. Rama Rao - Quality 1Z-
Assurance- Team Member 

Date / llarn: 31-07-2026 Date /llarn: 31-07-2026 Date /llarn: 31-07-2026 Date / )],am : '; I ..-o':}---1,0u, 



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

CEPTII<l>IIKAT AHAJIIIJA 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
IlPO/lYKT: OMe3® 11,CP, ()loMnePH/lOH+OMenpa30J1) Kancym., C MO/lHd>HI.IHPOB8HHblM BblCB06omaeuueM, 30 Mr+20 Mr 

Market/ PMHOK : Russia / Poccm, 

Batch No/ 
: B2602178 

Batch Quantity/ 1250000 caps / 
CepuH .N"2 O61.eM cepuu 

: 
1250000 Kancyn 

Analytical Report No/ 
: 2002FP26001692 

Date of Analysis / : 31-07-2026 
AuaJIHTH"leCKHH OT"leT .N"2 11,aTa auaJ1u1a 
Date of Manufacture / 

: 09-06-2026 
Date of Expiry / 31-05-2029 

.llaTa npOH3B0/lCTBa fO!leH /lO 
: 

Mfg. License No./ 
fl pOH3BO/lCTBeHHaH JIH[leH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JU1-NQ(002687)-(Pf-RU) 
.N"2 
Analysis performed according ND/ AuaJinl npose)J.eH no Hl],: Jlfl-.N"2(002687)-(Pf-RU)-071223 
Artworks of primary package approved: / MaKeTbl nepBH"IHOH ynaKOBKH yrsep,KileHM: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbl BTOpH"IHOH ynaKOBKH yTsepm1J.eHM: 07.12.2023 
PL approved:/ JIB vrnep,KJleu: 26.11.2025 

Domperidone / ,lloMnep11.llOH 

uftcr 1 hour/ 'icpc3 1 'i 

after 4 hours / 'iepe1 4 'i 

after 8 hours / 'iepe1 8 'i 

after 12 hours I 'iepe1 12 'i 

32%, 30%, 33%, 31 %, 35%, 32% 

33%, 33%, 37%, 30%, 31%, 31% 

Average (Ll+L2): 32% 

68%, 67%, 71%, 71%, 71%, 70% 

67%, 68%, 78%, 65%, 69%, 69% 

Average (Ll+L2): 69% 

92%, 90%, 94%, 94%, 92%, 91 % 

87%, 90%, 98%, 89%, 95%, 90% 

Average (Ll+L2): 92% 

101%, 99%, 102%, 101%, 99%, 96% 

93%, 93%, 102%, 96%, 101 %, 96% 

Average (Ll+L2): 98% 

Remarks : The Product confirms to ND/ 
IlpnMe"lauue: ITponyKT cooTBeTCTByeT Tpe6osaH11nM H,ll 
Prepared by / Checked by/ ITposepeHo: Checked by (AQA) / 
ITonroTosneHo: A. Susmitha - Quality ITposepeHo (AOK): 

Page 5 of9 / CTp. 5 u1 9 
30 MWH . 
In 0.1 M hydrochloric acid solution / B 
0, 1 M pacrnope xnoposoaopO.llHOH 
KWCJIOTbl: 

between 15 % ond ~o % / OT 15 % .llO ~o % 

between 30 % and 70 % / OT 30 % no 70 % 

between 55 % and 95 % / OT 55 % .llO 95 % 

not less than 70 % / He MeHee 70 % 
of the labeled amount of Domperidone 
(C22H24ClNsO2) I OT HOMWHaJ!bHOro 
L:U,Ut:p:1KaH11ll 

(C22H24ClNsO2) 
.UUMUep11.uoHa 

Conclusion : APPROVED/ 
3aKJIIO"leuue: O)lO6PEHO 
Approved by: Quality 
Assurance/ Authorized person I 

D. Latha - Quality control- control- Team Member Ahamadullah Mohammad Ono6peHo: O6ecne'ieHwe 
Team Member 

~ cg__ - Quality~rance- Team Ka'ieCTBa/OTseTCTBeHHOe JIJ,!UO: 
Member ~ P. Rama Rao - Quality rg__ 

Assurance- Team Member 
Date /,llaTa: 31-07-2026 Date /,llaTa: 31-07-2026 Date /,llaTa: 31-07-2026 Date /LlaTa: '3 1,-Q ~r l,O L(, 



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

CEPTII<l>MKAT AHAJIM3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
llpo,lyKT: OMe3® ,l],CP, (,l],oMnepH,lOH+OMenpaJOJI) KancyJibl C MOilH<l>HUHPOBaHHblM BblCB060JK,leHHeM, 30 Mr+20 Mr 

Market / PLIHOK : Russia/ Pocc11J1 

Batch No/ 
B2602178 

Batch Quantity / 1250000 caps/ 
CepuH N2 

: 
O6'heM cepuu 

: 
1250000 KancyJI 

Analytical Report No/ 
: 2002FP26001692 

Date of Analysis / 
: 31-07-2026 

AHaJIHTH'lecKHii OT'leT N2 ,lJ,aTa aHaJ1u1a 

Date of Manufacture / 
: 09-06-2026 

Date of Expiry / 
31-05-2029 

,lJ,aTa npOHJBOilCTBa roi.eH il0 
: 

Mfg. License No./ 
llpOH3B0ilCTBeHHaH JIHIJ,eHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JU1-NQ(002687)-(Pf-RU) 

N2 
Analysis performed according ND/ AHaJIHJ npoBei.eH no H,l],: JIIT-N2(002687)-(Pr-RU)-071223 
Artworks of primary package approved: / MaKeTLI nepBH'IHOii ynaKOBKH yTBep,K,leHLI: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbl BTOpH'IHOH ynaKOBKH YTBep1KileHLI: 07.12.2023 
PL approved: / JIB YTBep,K,leH: 26.11.2025 

Page 6 of 9 / CTp. 6 HJ 9 
S.No 

Test I TeCT Result/ Pe1yJ1LTaT Specification / CneumjmKau,uH 
I N2 

9 Assay / KoJIH'leCTBeHHoe onpei.eJieHHe 
Omeprazole / OMenpa1011 20.37 mg I 20,37 Mr From 18.0 mg to 22.0 mg ofC11H19N3Q3S 

(101.8% / 101,8%) 
(Omeprazole) per capsule (90.0 to 110.0 % of 
the label claim)/ OT 18,0 Mr i.o 22,0 Mr 
C11H19N3O3S (0Menpa1011) s Kancy11e (oT 90,0 
ilO 110,0 % OT ttOMHttaJlbttOro co.uep)KattiUI). 

Domperidone / )J:OMnep11nott 30.80 mg I 30,80 Mr From 27.0 mg to 33.0 mg C22H24ClNsO2 

(102.7% I 102,7%) 
(Domperidone) per capsule (90.0 to 110.0 % of 
the label claim)/ OT 27,0 Mr no 33,0 Mr 
C22H24ClNsO2 (n0Mnep11nott) B Kancy11e (oT 
90,0 no 110,0 % OT ttOMHttaJlbttOro 
co.uep)Katt11.si). 

10 Microbial limits / MuKpo6uoJioruqecKaH 'IHCTOTa 
Total aerobic microbial count/ Less than 10 CFU/g / Not more than 103 CFU/g / 
O61I.1ee T.{11CJ10 a3po6ttblX Mettee 10 KOE/r He 6011ee 103 KOE/r 
M11Kpooprattl13MOB 

Total combined yeasts and mould Less than 10 CFU/g / Not more than 102 CFU/g / 
count I O61I.1ee 411c110 npmK)KeBblX Mettee 10 KOE/r He 6011ee 102 KOE/r 
11 n11ectteBblX rp1160B 

E. coli Absent in 1 g / Shall be absent in 1 g / OTcyTcTs11e B 1 r 
OTcyTcTByeT s 1 r 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
llpuMe'laHue: ITponyKT cooTBeTcTsyeT Tpe6osatt11.siM HLl 3aKJIIO'leHue: OllOliPEHO 
Prepared by / Checked by/ ITposepetto: Checked by (AQA) / Approved by: Quality 
ITonroTos11etto: A. Susmitha - Quality ITposepetto (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member Ahamadullah Mohammad Ono6petto: O6ecne4ett11e 
Team Member 

~ 
- Quality A surance- Team Ka4eCTBa/0TseTCTBettttoe 1111uo: 

CV- Member,d"'-~ P. Rama Rao - Quality 1Z--
Assurance- Team Member 

Date /Llarn: 31-07-2026 Date I Llarn: 31-07-2026 Date I Llarn: 31-07-2026 Date / Llarn: -;1~01-~1,.:,u. 



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

CEPTII<l>IIKA T AHAJIII3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
IlPOLIYKT: OMe3® lICP, (1IoMnepuL(OH+OMenpaJOJ1) KanCYJlbl C MOLIHii>HUHPOBaHHblM BblCB060JKL(eHHeM, 30 Mr+20 Mr 

Market / PbrnoK : Russia/ Poccm1 

Batch No/ 
B2602178 

Batch Quantity/ 1250000 caps / 

CepuH .N"2 
: 

O61.eM cepuu 
: 

1250000 Kancy11 

Analytical Report No/ 
: 2002FP26001692 

Date of Analysis / 
: 31-07-2026 

AHaJlHTH'leCKHH OT'leT .N"2 llaTa anaJ1uJa 
Date of Manufacture / 

09-06-2026 
Date of Expiry / 

31-05-2029 
llaTa npouJBOLICTBa 

: 
roL(eH LIO 

: 

Mfg. License No. / 
Il pOH3B0L(CTBeHHaH JlHUeHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : J1n-N2(002687)-(Pf-RU) 

.N"2 
Analysis performed according ND / AnaJ1HJ npoBe)len no Hll: J1Il-.N"2(002687)-(Pr-RU)-071223 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOii ynaKOBKH yTBep'.lK)lettbI: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbl BTopuqnoii ynaKOBKH yTeep-KL1eHbI: 07.12.2023 
PL approved: / JIB YTeep'.lKJlen: 26.11.2025 

11 Package/ Onucanue ynaKOBKH 

12 Labeling/ MapKupoeKa 

10 capsules in a (PVC/AL/PA) foil/ 
aluminum foil blister. 3 blisters and 
patient information leaflet ( package 
insert) in a carton. I no IO Kancyn B 

6JJHCTepe H3 (nBX/ AJl/nA) 
QlOJlbrH/aJJ!OMHHHeBOH QlOJlbrH. no 3 
l'.JJIHL!leµa HMt:Llt: L HHL1µy~um::J.l JIU 

Me/U-IUHHCKOMY npHMeHeHHIO (ilHCTKOM­

BKJla.LlblWeM) 8 na'IKY KapTOHHYIQ. 

Complies/ CooTBeTCTBYeT 
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10 capsules in a (PVC/AL/PA) foil/ aluminum 
foil blister. 1, 3, 8, 10 blisters and patient 
information leaflet (package insert) in a carton. 
I no 10 Kancy11 s 6n11cTepe 113 (nBX/ AJ1/TTA) 
qJOJlbrtt/aJJIOMHHl1eBOH qlOJlbrH. no 1, 3, 8, 10 
61111cTepos BMecTe c 11ttcTpyKu11e11 no 
Me,QHUHHCKOMY npttMeHeHHIO (1111CTKOM­
BKJla,Qb!WeM) B na4KY KapTOHHylO. 

See Section 1.3 .2 of Module I of registration 

dossier. / CM. pa3LleJJ 1.3.2, MOLlYJJSI I 
perttCTpaUHOHHOrO LlOCbe. 

13 Storage/ YcJ10BHH xpanenusi At temperature below than 25 °C. / np11 TeMnepaType He Bb1we 25 °C. 

14 Shelf-life (storage period)/ 
CpoK roL(HOCTH (cpoK 
xpanenusi) 

3 years. / 3 ro,Qa. 

• Limits in this specification are shelf-life. When a product is released, it is tested according to the release specification, so more stnngent 

limits may be specified in the certificate of analysis.;• - HopMbI s cneuH(p111<au1111 npeJlCTasneHbl Ha cpoK routtocr11. np11 Bhmyc1<e npenapaT 

nposeplleTCll B COOTBeTCTBl111 co cneu11<p111<am1e11 Ha BbinYCK, IlOJTOMY B cepTH<pHKaTe ruramna Ha npenapaT MOrYT 6b!Tb YKaJaHbl 6onee 

crporne HOpMbl, 'leM B HaCTOlll.l.leM HOpMaTHBHOM LlOKYMCHTC no Ka<Jecrey. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpuMe'lanue: npo,QyKT cooTBeTCTBYeT Tpe6osaHHj!M H.U JaKJllO'ienue: OlIOliPEHO 
Prepared by / Checked by/ nposepeHo: Checked by (AQA) / Approved by: Quality 
noLlroTosneHo: A . Susmitha - Quality nposepetto (AOK): Assurance/ Authorized person I 
D. Latha - Quality control- control-Team Member Ahamadullah Mohammad OL106petto: O6ecnelfett11e 
Team Member 

l&{- ~ 
- Quality Assu.rance- Team Kal.feCTBa/OrseTCTBeHHOe JlHUO: 

Member cA,&v,~ P. Rama Rao - Quality JZ-
Assurance- Team Member 

Date /Llam: 31-07-2026 Date /LlaTa: 31-07-2026 Date I }lam: 31-07-2026 Date I .[lam: Jko1--1,o1..b 



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

CEPTH<l>HKAT AHAJIH3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
npo,11y1CT: OMe1® llCP, (lloMnepn,11on+OMenpa10J1) icancym,1 c MOt1ml>nunposannb1M BblCB060:ite,11enneM, 30 Mr+20 Mr 

Market/ PblHOK : Russia/ Poccm1 

Batch No/ 
: ~2602178 

Batch Quantity/ 1250000 caps/ 
Cepnsi .N"2 O6'beM cepnn 

: 
1250000 Kancyn 

Analytical Report No/ 
: 2002FP26001692 

Date of Analysis / : 31-07-2026 
AnaJIHTH'lecicnii OPfeT .N"2 llaTa anaJ1n1a 

Date of Manufacture / 
: 09-06-2026 

Date of Expiry / 
31-05-2029 

llaTa nponJBO.llCTBa fo,11en ,110 
: 

Mfg. License No./ 
n p0H3B0,11CTBeHHaSI JlHUeH3HSI : 63/RR/AP/96/F/R MA number:/ HoMep PY : J1IT-N2(002687)-(Pf-RU) 
.N"! 
Analysis performed according ND/ AnaJIH3 npose,11eu no Hll: J1TI-.N"2(002687)-(Pf-RU)-071223 
Artworks of primary package approved:/ MaiceTbI nepsnqnoii ynaicosicn yTsep:IK.lleHbI: 07.12.2023 
Artworks of secondary package approved: / MaKeTbI BTopnqnoii ynaicoBKH yTsep:ite,11eub1: 07.12.2023 
PL approved:/ JIB YTBepiKJ(en: 26.11.2025 
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API name/ HanMenosanne A<l>C: Omeprazole I OMenpa3on Domperidone I .[(0Mnep11,uoH 
INN/ MHH: Omeprazole / OMenpa3on Domperidone I .[(0Mnep11,uoH 
API manufacturer batch number / 

OME/00226 0000133972 
HoMep cepnn npon1so11nTeJ1si A<l>C: 
FP Manufacturer API Batch number/ 
HoMep cepHH cy6cTaHUHH FBTA00167 FBTH00005 
npOH3B0.llHTeJISI f Jl<J>; 
API Manufactured by, address & Vasudha Pharma Chem Limited, Unit-II, 
country/ Plot No. 79, Jawaharlal Nehru Pharma City, 
npomso,11nTeJ1b A<l>C, a.llpec n 

Srini Pharmaceuticals Ltd, Survey 
Thanam Village, Parawada Manda!, 

cTpana: 
No.247, Choutuppal (V), 

Anakapalli - 531 019, Andhra Pradesh, 
India/ 

Nalgonda District, India/ 
Bacy,11xa <l>apMa KeM J111M11Ten, 

illp11Hl1 <l>apMaCblOTHKaJJC JlT.ll, 
ITpo113soncTBeHHoe nonpa3neneH11e - II, 

Y4aCTOK N2 247, 4oYTTynnan (8), 
ytJaCTOK N2 79, .[()Kasaxapnan Hepy <l>apMa 

OKpyr HanroHna, l-1H.UHll 
C11T11, TxaHaM 811nnan)K, ITapasana 

MaHnan, AHaKanann11 - 531 019, AH.uxpa 
ITpanew, l-1Hnttll 

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 
HaHMCHOBaHHe, a.llpec, JIHUeHlHH .llJIH 63/RR/AP/96/F/R) I 
npOHlBO.llCTBCHHaSI ITJIOIUa.llKa / .[(-p Pen.u11·c J1a6oparnp11c J1Tn., ITpo113soncrneHHoe nonpa3neneHtte-II, 
Tinoiuamca K0HTPOJIH Ka'ICCTBa / Y4aCTKH N2 42p, 43, 44p, 45p, 46p, 53, 54 H 83, oatJynannH 811nnan)K, 
TIJIOIUa.llKa Bbmycica oa4ynann11 MaHnan, Me,utJan ManKan)Krnptt .[(HCTp11KT - 500090, wmT 

TenaHraHa, l-1Hnttll (JlttueH3Hll N2 63/RR/AP/96/F/R) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npnMe'laHne: ITponyKT COOTBeTCTByeT Tpe6osaHMllM H.[( 3aKJIIOqenne: OllO6PEHO 
Prepared by / Checked by/ ITposepeHo: Checked by (AQA) / Approved by: Quality 
ITo.uroTosneHo: A. Susmitha - Quality ITposepeHo (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member Ahamadullah Mohammad Oao6peHo: O6ecnetJeH11e 
Team Member 

~ ~ 
- Quality Assurance- Team KaYeCTsafOTseTCTBeHHOe m1uo: 
Member ~ P. Rama Rao - Quality "fl_ 

Assurance- Team Member 
Date /.[(am: 31-07-2026 Date /flam: 31-07-2026 Date /)laTa: 31-07-2026 Date /)lam: J 1~0".:1-- l-01-6 



' . 
Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTif <l>IfKAT AHAJIIf3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg I 
ITpo)lyKT: OMe3® llCP, (lloMnepHAOH+OMenpa10JI) i.:ancyJibl c MOilHi!>HUHPOBaHHblM BblCBo6om)leHHeM, 30 Mr+20 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No I 
B2602178 

Batch Quantity / 1250000 caps/ 

CepHH .N"! 
: 

O6beM cepHH 
: 

1250000 Kancyn 

Analytical Report No/ 
: 2002FP26001692 

Date of Analysis / 
: 31-07-2026 

AHaJIHTH'-leci.:uii OT'teT .N"! llaTa aHaJiuJa 

Date of Manufacture / 
09-06-2026 

Date of Expiry / 
31-05-2029 

llaTa npoHJBOilCTBa 
: 

ro)leH ilO 
: 

Mfg. License No. / 
ITpoHJBOilCTBeHH3H JIHQeHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JHl-N2(002687)-(Pf-RU) 

.N"! 
Analysis performed according ND/ AHaJIHJ npoBeAeH no Hll: JIIT-.N"!(002687)-(Pr-RU)-071223 
Artworks of primary package approved: / Mai.:eTbt nepBH'-IHOii ynaKOBKH yTBepJKAeHb1: 07.12.2023 
Artworks of secondary package approved:/ Mai.:eTbt BTOpH'-IHoii ynaKOBKH YTBepmAeHb1: 07.12.2023 
PL aoorovcd: / JIB yTBepJKAeH: 26.11.2025 
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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/02346-2025 dt. 25 September 2025) 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»./ 
3aKJIIO'-leHHe O COOTBeTCTBHH: «HacTOlllllHM ll DOilTBep)l(aaIO, 'lTO npIrneaeHHal1 Bb[We 11HqJOpMaU11ll l!BJllleTCll ilOCTOBepHOH. 
11 TO'IHOH.. 3Ta cep11ll npoayKU1111 rrp0113Be.ueua (BKJllO'lal! yrraKOBKY (MapK11pOBKY) 11 KOHTpOilb Ka'!eCTBa) Ha BbIWeyKa3aHHOH. 
np0113BO.llCTBeHHOH nno111aaKe (nno111aaKax) B JlOJlHOM COOTBeTCTBl111 c Tpe6oBaHl1llMl1 TTpaBl1Jl HaaJ1e)l(a111en 
npo113soacTBeHHOH. npaKTHKl1 Espa311fl.cKoro 3KOHOMl1'leCKoro COI03a (N2GMP/EAEU/RU/02346-2025 OT 25 ceurn6pl! 2025) 
H Tpe6oBaHl1llMl1 KOHTpOilll Ka'leCTBa JleKapcTBeHHblX cpeaCTB, a TaK)l(e B COOTBeTCTBHl1 co cneu11cp11KaUl1llMH, 
co.uep)l(allll1Ml1Cll B per11cTpau110HHOM .llOCbe CTpaHbl-11MnOpTepa. 3an11c11 no np0113BOilCTBY, ynaKOBKe 11 auan113y nposepeHbl, 
Iii ycTaHOBJleHO 11X COOTBeTCTBl1e Tpe6oBaHl1llM TTpaBl1Jl uaaJ1e)l(a111en np0113BOilCTBeHHOH. npaKT11Kl1 Espa311H.CKOfO 
3KOHOMl1'leCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
ITpHMe'-lanue: TTpo.uyKT cooTBeTcTByeT Tpe6osau11J1M H.ll 3aKJIIO'-leHue: O1lO6PEHO 
Prepared by / Checked by/ TTposepeuo: Checked by (AQA) / Approved by: Quality 
TToaroTosneuo: A. Susmitha - Quality TTposepeuo (AOK): Assurance/ Authorized person/ 
D. Latha - Quality control- control- Team Member Ahamadullah Mohammad Oao6peuo: O6ecne'leu11e 
Team Member 

~ 
- Quality Assurance- Team Ka'leCTea/OreeTcTseuuoe m-1uo: 

cil-- Member J•~ P. Rama Rao - Quality !J<__ 
Assurance- Team Member 

Date/ L{aTa: 31-07-2026 Date /L{aTa: 31-07-2026 Date /L{aTa: 31-07-2026 Date / L{aTa: 1111~--v:> l.-(, 




