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

CEPTH<l>HKAT AHAJIH3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
IIpOJlYKT: OMe3® .LJ:CP, (.Ll:0Mnepn,flOH+OMenpa10JI) KaDCYJibl C MOJlHd>HUHPOBaHHbIM BbICB060lKL{eHHeM, 30 Mr+20 Mr 

Market/ PbIHOK : Russia/ Pocc11.SI 

Batch No I 
B2601721 

Batch Quantity/ 1250000 caps / 
: : 

Cepun N2 O6heM cepuu 1250000 Kancyn 

Analytical Report No I 
: 2002FP26001518 

Date of Analysis / : 30-06-2026 
AttaJIHTH'leCKHH OT'leT N2 llaTa attaJiu1a 

Date of Manufacture/ 
21-04-2026 

Date of Expiry/ 31-03-2029 : : 
.LJ:aTa DPOH3B0,'lCTBa fo!leH !lO 

Mfg. License No./ 
IIpOH3B0,'lCTBeHHaH JIHQeH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JITI-N2(002687)-(Pf-RU) 

N2 

Analysis performed according ND/ AttaJIHl npoBe,'leH no H.L(: JIII-N2(002687)-(Pf-RU)-071223 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaKOBKH yTseplK,lleHbI: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbI BTOpH'IHOn ynaKOBKH yTseplK!lettbI: 07.12.2023 
PL approved:/ JIB VTBeplK,flett: 26.11.2025 

S.No 
I N2 

Test/TeCT Result/ Pe1yJibTaT 

Description / Onucattue Hard transparent colorless gelatin 

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. / 

Tsep,Uble )KeJlaHIHOBbie npo3paLIHbie 
6ecuseTHbie KancynhI pa3Mepa 1 c 
MapKHpOBKOH qepHoro UBeTa 

« l"'y' DR. REDDY'S» Ha Kpb!rneLIKe 
Kancynhl H MapKHpOBKOH KpacHoro QBeTa 
«OMEZ-DSR» Ha Koprryce KancynhI. 
Co,uep)KHMoe Kancyn: ccpepttLiecKHe 
nenneTbI 6enoro H KOpHLIHesoro useTa. 

Remarks : The Product confirms to ND/ 
IIpnMe'laHHe: Tipo.uyKT COOTBeTCTByeT Tpe6osaHHHM H,LJ, 
Prepared by / Checked by / TiposepeHo: Checked by (AQA) I 
Tio,uroTOBJleHo: A.Susmitha - Quality TiposepeHo (AOK): 
L.Ramesh control- Team Member M. Nanaji - Quality 

Paee 1 of 10 / CTp. 1 01 10 

Specification / CneuucjmKauun 

Hard transparent colorless gelatin capsules 
size 1 with a black imprint 

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

Tsep,Uble )KeJlaTHHOBbie rrpmpaLIHbie 
6ecuseTHbie KancynhI pa3Mepa 1 c 
MapKHpOBKOH '-IepHoro UBeTa 

(( l"'y' DR. REDDY'S» Ha Kpblllie'-IKe 
Kancynbl H MapKHpOBKOH KpacHoro UBeTa 
«OMEZ-DsR» Ha Kopnyce Kancynh1. 
Co.uep)KHMOe Kancyn: ccpeptt'-IeCKHe 
nenneThI OT 6enoro no ceposaTo-6enoro H 
OT KOpH'-IHeBoro .uo )KeJlTOBaTO-
KOpHLIHesoro useTa. 

Conclusion : APPROVED / 
3aKJIIO'lettue: O.11:OliPEHO 
Approved by: Quality 
Assurance/ Authorized person/ 
O,uo6peHo: O6ecne'-leHHe 

- Quality control- Team 

~ 
Assurance- Team Member Ka'-leCTBa/OTseTCTBeHHOe JlHUO: 

Member &-- ~ P. Rama Rao - Quality 
Assurance- Team Member 

Date /,LJ,arn: 30-06-2026 Date /,LJ,arn: 30-06-2026 Date /,lJ,aTa: 30-06-2026 Date /,LJ,arn: f?__. '10~06°1.0'LJ. 



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

CEPTII<l>IIKAT AHAJIII3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
Ilpo,llyKT: OMe1® )ICP, ()10MnepH,llOH+OMenpa10JI) KaUCYJibl C MOJlHd>HQHJ)OBaHHblM BblCB060lK,lleHHeM, 30 Mr+20 Mr 

Market / PbIHOK : Russia / Pocc,rn 

Batch No I 
B2601721 

Batch Quantity / 1250000 caps/ 
CepuH .N'2 

: 
O6'beM cepuu 

: 1250000 Kancyn 

Analytical Report No I 
: 2002FP26001518 

Date of Analysis / 
: 30-06-2026 

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

Date of Manufacture / 
21-04-2026 

Date of Expiry / 31-03-2029 
)laTa npOH3B0,llCTBa 

: 
ro,lleH ,llO 

: 

Mfg. License No./ 
IlpOH3B0,llCTBeHH3H JIHQeHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JlIT-N!!(002687)-(Pr-RU) 
.N'! 
Analysis performed according ND/ AuaJIHJ npose,lleH no H)l: JIIl-.N'2(002687)-(Pr-RU)-071223 
Artworks of primary package approved: / MaiceTbI nepsuquoii ynaicosicu yTsepm.a:eub1: 07.12.2023 
Artworks of secondary package approved:/ MaiceTbl srnpuquoii ynaicosicu yTsep,i.,lleHbI: 07.12.2023 
PL approved: / JIB yTBepm.a:eu: 26.11.2025 

Pae:e 2 of IO / CTp. 2 u1 IO 
2 Identification / The retention times of the main peaks in The retention times of the main peaks in the 

H,lleHTHct,HKaQHH the chromatogram oftest solution comply chromatogram of test solution should 
Omeprazole / OMenpa1on with the retention times of omeprazole comply with the retention times of 
Domperidone I .D,oMnepHJlOH and domperidone peaks Ill the omeprazole and domperidone peaks in the 

HPLC/B3)[{}{ 
chromatogram of standard solution. I chromatogram of standard solution ( section 
BpeMeHa yaep:arnsaHHll OCHOBHblX UHKOB Assay). I BpeMeHa yaepi1msaHHll 
Ha xpoMaTorpaMMe HCUbITyeMoro OCHOBHblX UHKOB Ha xpoMaTorpaMMe 
paenmpa t:00'l'Bt!'l't:'l'BYIO'l' speMeHaM Ht:llbl'l'Yt!M0l'0 pat:'l'Hopa ,/..l0JDKHbl 
yaepJKHBaHHll UHKOB 0Menpa1ona H COOTBeTCTBOBaTh speMeHaM yaepJKHBaHHll 
)lOMnepH,llOHa Ha xpoMaTorpaMMe UHKOB oMenpaJona H )lOMnepH,llOHa Ha 
CTaH,llapTHOro paCTBOpa. xpoMaTorpaMMe CTaH,llapTHOro pacTBopa 

(p33,lleJI «KOJIH'IeCTBeHHOe onpe,lleJieHHe»). 

3 Average weight of the net 374.64 mg /374,64Mr 369.0 mg ± 10% (between 332.1 to 
content / Cpe,llHHH Macca 405.9 mg) I 369,0 Mr± lO % (oT 332,1 ao 
co,llep,i.uMoro icancyJI 405,9 Mr) 

4 Uniformity of dosage units/ O,llHOpO,llHOCTb ,ll03Hp0B3HHblX e)lHHHQ 

Omeprazole I OMenp330JI 3.5 I 3,5 Acceptance value (AV) should be less 
than or equal to 15.0 I IToKa3aTeJib 
npHeMJieMOCTH (AV) )lOJIJKeH 6bITb He 
6onee 15,0. 

Domperidone I .D,oMnepHJlOH 5.8 / 5,8 Acceptance value (AV) should be less 
than or equal to 15.0 I IToKa3aTeJib 
npHeMJieMocrn (AV) aonJKeH 6bnh 
He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpuMe'lanue: ITpoayKT cooTBeTCTBYeT Tpe6osaHHl!M Hll 3aKJIIO'lenue: OllOiiPEHO 
Prepared by / Checked by/ ITposepeHO: Checked by (AQA) I Approved by: Quality 
IToarOTOBJleHo: A.Susmitha - Quality ITposepetto (AOK): Assurance/ Authorized person I 
L.Ramesh control- Team Member M. Nanaji - Quality Oao6peHo: O6ecne4em1e 
- Quality control- Team 

~ 
Assurance- Team Member Ka4eCTBalOTBeTCTBeHHOe JIHUO: 

Member Q_ -,Ji P. Rama Rao - Quality 
Assurance- Team Member 

Date /llarn: 30-06-2026 Date /llarn: 30-06-2026 Date /llarn: 30-06-2026 Date fllarn: 1L3C>-CX:,l.cl 1:.. 



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

CEPTII<l>IIKAT AHAJIII3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
IlpOLIYIIT: OMe1® .UCP, (.UoMnepHL10H+OMenpa10JI) KaUCVJlbl C MOLIHdlHQHPOBaHHbIM BbICB06mKLieHHeM, 30 Mr+20 Mr 

Market / PbIHOK : Russia/ Poccm1 

Batch No/ 
: B2601721 

Batch Quantity / 1250000 caps/ 

CepuH .N"2 O6heM cepuu 
: 1250000 KarrcyJJ 

Analytical Report No/ 
: 2002FP26001518 

Date of Analysis / 
: 30-06-2026 

AHaJIHTH"leCKHH OT"leT .N"2 .UaTa aHaJIH33 

Date of Manufacture / 
21-04-2026 

Date of Expiry / 
31-03-2029 

.UaTa DPOH3BOLICTBa 
: 

foLieH LIO 
: 

Mfg. License No. / 
II pOH3BOLJCTBeHHaH JlHQeH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : J1Il-NQ(002687)-(Pr-RU) 

.N"2 
Analysis performed according ND/ AHaJIHl npoBeLieH no H.U: JITI-.N"2(002687)-(Pf-RU)-071223 
Artworks of primary package approved:/ MaKeTbI nepBH"IHoii ynaKOBKH YTBep;KLJeHbI: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbI BTOpH"IHOii ynaKOBKH yTBep:iKL1eHb1: 07.12.2023 
PL approved:/ JIB yTBep;KLJeH: 26.11.2025 

5 Dissolution / PacTBopeHue 
Omeprazole / OMerrpa3oJJ 

In a 0.1 M hydrochloric acid 
solution / B 0,1 M pacTsope 
XJJOpOBOAOpO/lHOW KHCJJOTbl 

0 %, 0 %, 1 %, 1 %, 0 %, 0 % 

Omeprazole / OMerrpa10J1 94 %, 96 %, 94 %, 101 %, 99 %, 99 % 

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

Domperidone / )loMrrepHAOH 

after 1 hour/ <1epe3 1 q 

after 4 hours / <1epe3 4 q 

after 8 hours / 4epe3 8 'l 

after 12 hours/ <1epe3 12 q 

Remarks : The Product confirms to ND/ 

27 %, 24 %, 26 %, 25 %, 24 %, 24 % 

56 %, 52 %, 58%, 52 %, 51 %, 51 % 

75 %, 72 %, 75 %, 74 %, 69 %, 70 % 

83 %, 80 %, 81 %, 83 %, 81 %, 79 % 

IlpuMe"laHue: IlpOAYKT cooTBeTcTsyeT Tpe6osaHHJIM H)l 
Prepared by / Checked by/ IlposepeHo: Checked by (AQA) / 
IloAroTOBJJeHo: A.Susmitha - Quality IlposepeHo (AOK): 
L.Ramesh control- Team Member M. Nanaji - Quality 

Pa2e 3 of 10 / CTp. 3 u1 10 

In a 0.1 M hydrochloric acid solution - not 
more than 15 % of the label amount of 
omeprazole (C11H19N3Q3S) after 2 hours./ 
B 0, 1 M pacTBope XJJoposoAopoAHOw 
KHCJJOTbl - He 6oJJee 15 % OT 
q>aKTH<ieCKOro COAep)l(aHHJI 
0Merrpa10J1a (C17H19N3U3S) qepe3 :l <1. 
In buffer pH 6.8 - not less than 70 % (Q) of 
the label claim of omeprazole 
(C17H19N3O3S) after 30 minutes./ 
B 6yqiepe pH 6,8 - He MeHee 70 % (Q) 
OT HOMHHaJJbHOro COAep)l(aHHJI 
0Merrpa10J1a (C11H19N3O3S) <1epe3 
30 MHH. 
In O. lM hydrochloric acid solution / B 
0,1 M pacTBope XJJOpOBOAOPOAHOW 
KHCJJOTbl: 

between 15 % and 40 % / OT 15 % AO 40 % 

between 30 % and 70 % / OT 30 % AO 70 % 

between 55 % and 95 % / OT 55 % AO 95 % 

not less than 70 % / He MeHee 70 % 
of the labeled amount of Domperidone 
(C22H24ClNsO2) I OT HOMHHaJJhHOro 
COAep)l(aHHJI 
(C22H24CINsO2) 

AOMITepHAOHa 

Conclusion : APPROVED / 
3aKJIIO"leHue: O.UOliPEHO 
Approved by: Quality 
Assurance/ Authorized person / 
OAo6peHo: O6ecrreY:eH11e 

- Quality control- Team 

~ 
Assurance- ,earn Member Ka4eCTsa/OTBeTCTBeHHOe JJHl.(O: 

=,J-f Member C9--- P. Rama Rao - Quality 
Assurance- Team Member 

Date / )lam: 30-06-2026 Date /)lam: 30-06-2026 Date /)lam: 30-06-2026 Date /[lam: .R-'J.0--oG~t..oU, 



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

CEPTH<l>HKAT AHAJIH3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg I 
Ilpo)lyKT: OMe1® llCP, (lloMnepu)lou+OMenpuoJI) KancyJibt c MOAHil>m,1uposanHLIM Bbtcso6oJK)leHHeM, 30 Mr+20 Mr 

Market/ PMHOK : Russia/ PoccIDT 

Batch No/ 
: B2601721 

Batch Quantity / 1250000 caps/ 
CepuH .N"2 O6-beM cepHH 

: 1250000 KancyJI 
Analytical Report No / 

: 2002FP26001518 
Date of Analysis / 

: 30-06-2026 
AHaJIHTH'leCKHH OT'leT ,N"g l{aTa aHaJIH3a 
Date of Manufacture / 

21-04-2026 Date of Expiry / 31-03-2029 
llaTa nponJBO)lCTBa 

: 
ro)leH )lO 

: 

Mfg. License No./ 
IlpOH3B0)lCTBeHHaH JlHQeH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : J1TT-NQ(002687)-(Pr-RU) 
,N"g 

Analysis performed according ND/ AuaJIHl npoBe)leH no Hll: J1Il-.N"2(002687)-(Pr-RU)-071223 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaKOBKH yTsep,KJlettbl: 07.12.2023 
Artworks of secondary package approved: / MaKeTbt BTOpH'IHon ynaK0BKH yTBepJK)lettbl: 07.12.2023 
PL approved: / JIB YTBep,KJleH: 26.11.2025 

Page 4 of 10 / CTp. 4 HJ 10 
S.No 

Test/TeCT Result/ Pe1yJibTaT Specification / CneQnlt,nKaQHH 
/ ,N"g 

6 Impurities / IlpnMecu 
Omeprazole I OMenpa3ona: Omeprazole I OMenpa3ona: 

Below LOQ (LOQ = 0.010%) I 
Impurity 1 / npuMecb 1 HH)Ke npe,lleJia KOJIHYeCTBeHHOro Not more than 0.50 % I He 6onee 0,50 % 

onpe,lleneHHll (TTKO = 0,010 %) 
Impurity 2 / npuMeCL 2 Not more than 0.50 % I He 6onee 0,50 % 

Impurity 3 / np11MeCb 3 
Not detected / He o6ttapy)KeHa 

Not more than 0.50 % I He 6onee 0,50 % Below LOQ (LOQ = 0.013%) I 

Impurity 4 / npuMeCb 4 
HH)Ke npe,lleJia KOJIHYeCTBeHHOro 

Not more than 0.50 % I He 6onee 0,50 % onpe)leJieHttll (TTKO = 0,013 %) 

Impurity 5 I npuMeCb 5 
Not detected I He o6ttapy)KeHa 
0.01 %,/0,01 % Not more than 0.50 % I He 6onee 0,50 % 

Domperidone I j{o.MnepuooHa: Domperidone I /{o.MnepuooHa: 

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

Impurity B / npuMecb B Not detected I He o6Hapy)Ketta Not more than 0.50 % I He 6onee 0,50 % 
Below LOQ (LOQ = 0.012%) / 

Impurity C / np11Mecb C HmKe npe)leJia KOJIH4eCTBeHHOro Not more than 0.50 % I He 6oJiee 0,50 % 
onpe)le.neHHS! (TTKO = 0,01? %) 

Impurity D / npuMeCb D 0.11 %/0,11 % Not more than 0.50 % I He 6onee 0,50 % 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpHMe'laHHe: TTpo.llyKT cooTBeTCTByeT Tpe6osaHIDTM Hll 3aKJito'leHHe: O)lOEPEHO 
Prepared by/ Checked by I TTposepeHo: Checked by (AQA) / Approved by: Quality 
TTo)lrOTOBJieHo: A.Susmitha - Quality TTposepeHo (AOK): Assurance/ Authorized person I 
L.Ramesh control- Team Member M. Nanaji - Quality OAo6peHo: O6ecneYeuue 
- Quality control- Team Assurance- Team Member Ka4eCTBalOTBeTCTBeHHOe JIHL(O: 
Member ~ Cy- ~ 

P. Rama Rao - Quality 
~ Assurance- Team Member 

Date /llaTa: 30-06-2026 Date /.D.aTa: 30-06-2026 Date /.D.aTa: 30-06-2026 Date / LlaTa: .fi---.Jo-06 - {.,OU:, 



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

CEPT:U<l>:UKAT AHAJI:U3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg I 
Ilpoi.vKT: OMe1® )lCP, ()loMnepui.on+OMenpa10JJ) KancyJJLI c Moi.uct,uu:uposaHHbIM Bb1cso60:1Ki.enueM, 30 Mr+20 Mr 

Market/ PLIHOK : Russia/ Pocc1rn 

Batch No I 
: B2601721 

Batch Quantity / 1250000 caps/ 
Cepust .N"! O6-beM cepuu 

: 
1250000 KancyJI 

Analytical Report No I 
: 2002FP26001518 

Date of Analysis / 
: 30-06-2026 

AnaJJHTHlleCKHH OTlleT _N"g )laTa anaJJu1a 

Date of Manufacture / 
: 21-04-2026 

Date of Expiry / 
31-03-2029 

)laTa DPOH3B0.[{CTB3 roi.en AO 
: 

Mfg. License No./ 
IlpOH3B0,[{CTBeHH3H JJHU:eHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JU1-NQ(002687)-(Pr-RU) 
.N"! 
Analysis performed according ND/ AuaJJHJ nposei.en no H)l: JIIl-.N"!(002687)-(Pr-RU)-071223 
Artworks of primary package approved:/ MaKeTbI nepsu<1uofi ynaKOBKH yTsep:1KAeHL1: 07.12.2023 
Artworks of secondary package approved:/ MaKeTLI srnpu<1uofi ynaKOBKH yTBep:1Ki.eubl: 07.12.2023 
PL aooroved: / JIB VTBep:lKL{en: 26.11.2025 

Page 5 of 10 / CTp. 5 u1 10 
S.No 

Test/ TeCT Result/ Pe1yJJLTaT Specification / Cneu:u4>uKau:ust I .N"! 
Any individual unidentified Not more than 0.20 % / He 6oJiee 0,20 % 
impurity/ J1106a» e,1wrnw-rna» Not detected I He o6Hapy)KeHa 
He11i.eHnlqJ111 . .(11pOBaHHa» np11MeCh 

Total impurities/ CyMMa np11Mecei:i 0.1 %/0,1 Not more than 2.5 % / He 6oJiee 2,5 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe<tauue: ITpoi.yKT cooTBeTcTByeT Tpe6oaaH11»M Hll 3aKJJIO<teuue: O)lOliPEHO 
Prepared by / Checked by I ITpoaepeHo: Checked by (AQA) / Approved by: Quality 
IToJJ:rOTOBJieHo: A.Susmitha - Quality ITpoaepeHo (AOK): Assurance/ Authorized person / 
L.Ramesh control- Team Member M. Nanaji - Quality O,no6peHo: O6ecne4eH11e 
- Quality control- Team q Assurance- Team Member Ka4eCTBa/0TaeTCTBeHHOe Jll11.(O: 

Member &- -;Jt' P. Rama Rao - Quality 
Assurance- Team Member 

Date /llarn: 30-06-2026 Date /llaTa: 30-06-2026 Date /llarn: 30-06-2026 Date /llarn: ½.- -:SCH?~ ~i,ol-6 



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

CEPTil<l>IIKAT AHAJIIl3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
Ilpo,llyKT: OMe3® J(CP, (J(oMnepH,llOH+OMenpa30JJ) KancyJJbl C MO,llHWHUHDOBaHHblM BbICB060JK,lleHHeM, 30 Mr+20 MJ" 

Market / PblHOK : Russia / Poccm, 

Batch No/ 
: B2601721 

Batch Quantity / 1250000 caps/ 
CepuH .N"2 O6beM cepuu 

: 1250000 Karrcyn 

Analytical Report No/ 
: 2002FP26001518 

Date of Analysis / 
: 30-06-2026 

AuaJJHTH'leCKHH OT'leT .N"! J(aTa auaJJu3a 

Date of Manufacture / 
: 21-04-2026 

Date of Expiry / 
31-03-2029 

J(aTa DPOH3B0,llCTBa ro,lleH ,llO 
: 

Mfg. License No./ 
IlpOH3B0,llCTBeHHaH JIHUeH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : J1TI-N!!(002687)-(Pr-RU) 

.N"! 
Analysis performed according ND/ AuaJJH3 npose,lleH no HJ(: JIII-.N"2(002687)-(Pr-RU)-071223 
Artworks of primary package approved: / MaKeTbI nepsuquon ynaKOBKH yTsep,K,lleHbI: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbI srnpuquon ynaKOBKH yTBepJK,lleHbI: 07.12.2023 
PL approved: / JIB yTBep,K,lleu: 26.11.2025 

Pa!!e 6 of 10 / CTp 6 H3 10 

S.No 
Test/ TeCT Result/ PeJyJJbTaT Specification / CneuucfrnKauuH 

/ .N"! 
Residual solvents/ OcTaTO'IHbie opraunctccKue paCTBOpHTe.rtn 
Methanol/MeraHOJI 3 µg/caps / 3 MKr/Karrcyna Not more than 1107 µg per capsule / He 6onee 

1107 MKr Ha Karrcyny. 

Methylene chloride / Not detected I He o6Hapy)KeHa 
Not more than 221 µg per capsule / He 6onee 

MenrneHxnop11n 221 MKr Ha Karrcyny. 

8 Water content/ Co,llepJKauue 1.1 % / 1,1 % Not more than 4.0 % / He 6onee 4,0 % 
B0/lbl 

9 Microbial limits/ MuKpo6uoJJorul.fecKaH 'IHCTOTa 
Total aerobic microbial count/ Less than 10 CFU/g / Not more than 103 CFU/g / 
O6ll(ee 411CJIO a:,po6Hb[X MeHee 10 KOE/r He 6onee 103 KOE/r 
M11KpoopraHl13MOB 

Total combined yeasts and mould Less than 10 CFU/g / Not more than 102 CFU/g / 
count / O6ll(ee q11cno npo)K)KeBblX MeHee 10 KOE/r He 6onee 102 KOE/r 
11 ITJieCHeBbIX rp1160B 

E. coli Absent in 1 g / Shall be absent in lg/ OrcyTcrn11e B 1 r 
OTCYTCTByeT s 1 r 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'laHHe: IlponyKT COOTBeTCTByeT n,e6oBaHJMIM H;l], 3aKJJIO'leuue: OJ(OliPEHO 
Prepared by / Checked by/ TiposepeHo: Checked by (AQA) / Approved by: Quality 
TionroTosneHo: A.Susmitha - Quality TiposepeHo (AOK): Assurance/ Authorized person I 
L.Ramesh control- Team Member M. Nanaji - Quality Ono6peHo: O6ecrreqem,e 
- Quality control- Team 

4 
Assurance- Team Member Ka'IeCTBa!OTBeTCTBeHHOe Jll1L(O: 

Member ~ • P. Rama Rao - Quality -,¼ Assurance- Team Member 
Date I ,Uarn: 30-06-2026 Date /,Uarn: 30-06-2026 Date /,Uarn: 30-06-2026 Date I I(arn: ½.--x, ~0€:ic-1.,c,u; 



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

CEPTH<l>HKAT AHA.JIH3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
Ilpo.uyKT: OMe3® .UCP, (.UoMneDH.llOH+OMenpa30JI) icancyJibl C MO.llHd>HIIHDOBaHHblM BblCB060IK,lleHHeM, 30 Mr+20 Mr 

Market / Pbrnoic : Russia / Poccm1 

Batch No/ 
: B2601721 

Batch Quantity I 1250000 caps/ 
CepnH N2 O6beM cepHH 

: 
1250000 Kancyn 

Analytical Report No/ 
: 2002FP26001518 

Date of Analysis / 
: 30-06-2026 

AuaJIHTH'lecicuii OT'leT N2 )laTa anaJinJa 

Date of Manufacture / 
: 21-04-2026 

Date of Expiry / 
31-03-2029 

)].aTa DDOH3B0.llCTBa ro.ueu .llO 
: 

Mfg. License No. / 
fl pOH3B0.llCTBeHH3H JIHlleH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JU1-N!1(002687)-(Pr-RU) 
.N"! 
Analysis performed according ND/ AuaJIH3 npoBe.ueu no H,U: JIIl-N2(002687)-(Pr-RU)-071223 
Artworks of primary package approved: / MaiceTbl nepBH'IHOii ynaicoBKH YTBep,K,lleHbl: 07.12.2023 
Artworks of secondary package approved: / MaiceTbr BTOpH'IHOH ynaKOBKH yTBep1K.ueub1: 07.12.2023 
PL aooroved: / JIB VTBeD,K,lleu: 26.11.2025 

Page 7 of 10 / CTp. 7 HJ 10 
S.No 

Test/ TeCT Result/ PeJyJibTaT Specification/ Cne11ml>nica11nH I N2 
10 Assay/ KoJIH'leCTBenuoe onpe.ueJieuue 

Omeprazole I OMenpaJoJI 19.98 mg/ 19,98 Mr From 18.0 mg to 22.0 mg of C17H19N3O3S 

(99.9 % I 99,9 %) 
(Omeprazole) per capsule (90.0 to 110.0 % of 
the label claim) / Or 18,0 Mr .llO 22,0 Mr 
(;11H1QN,O,S (oMenpa.1011) B Kancyne (or 90.0 
.llO 110,0 % OT HOM11HaJlbHOro co.uep)l(aHJ,ll!). 

Domperidone / ,[(0Mnep11.uoH 30.70 mg I 30.70 Mr From 27.0 mg to 33.0 mg C22H24ClNsO2 

(102.3 % I 102,3 %) 
(Domperidone) per capsule (90.0 to 110.0 % of 
the label claim) / Or 27 ,0 Mr .uo 33,0 Mr 
C22H24ClNsO2 (.uoMnep11.uoH) B Kancyne (oT 
90,0 .llO 110,0 % OT HOMHHaJlbHOro 
co.uep:lKaHm1). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe'laHne: Tipo.uyKT COOTBeTCTBYeT Tpe6osaHmIM H)l 3aKJIIO'lenue: OllOliPEHO 
Prepared by / Checked by / TiposepeHo: Checked by (AQA) / Approved by: Quality 
ITo.uroTOBJleHo: A.Susmitha - Quality ITposepeHo (AOK): Assurance/ Authorized person / 
L.Ramesh control- Team Member M. Nanaji - Quality O.uo6peHo: O6ecneYeH11e 
- Quality control- Team a Assurance- Team Member Ka4eCTBa/0rseTCTBeHHOe 1111uo: 
Member ~ -,J-j P. Rama Rao - Quality 

Assurance- Team Member 
Date /,[(am: 30-06-2026 Date /Liam: 30-06-2026 Date /Liam: 30-06-2026 Date /,[(am: 7-L 3t> -c r, - I.Oi..f, 



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

CEPTil<l>IIKAT AHAJIIl3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
Ilpo/lyKT: OMe3® llCP, (.lloMnepHJlOH+OMenpa30JI) KancyJibl C MO/lHcl>HUHPOBaHHblM BblCB0601K/leHHeM, 30 Mr+20 Mr 

Market/ PblHOK : Russia / Pocc1rn 

Batch No/ 
B2601721 

Batch Quantity / 1250000 caps / 
CepuH .N2 

: 
O61,eM cepuu 

: 1250000 Kancyn 
Analytical Report No/ 

: 2002FP26001518 
Date of Analysis / : 30-06-2026 

AuaJIHTH'feCKHH OT'feT .N2 llaTa auaJIH3a 
Date of Manufacture / 

21-04-2026 Date of Expiry / 31-03-2029 
llaTa npoHJBO/lCTBa 

: 
ro/leH /lO 

: 

Mfg. License No. / 
IlpOH3BO/lCTBeuuaH JIHUeH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : J1TT-NQ(002687)-(Pr-RU) 
N2 

Analysis performed according ND/ AuaJIH3 npoBe/leH no H,L(: JIU-N2(002687)-(Pr-RU)-071223 
Artworks of primary package approved: / MaKeTbI nepsuquoii ynaKOBKH yrsep,Kllenbl: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbl BTOpH"rnoii ynaK0BKH yrnep1K)leubl: 07.12.2023 
PL aooroved: / JIB yrnep,KJleu: 26.11.2025 

Page 8 of 10 / CTp. 8 HJ 10 
S.No 

Test/ TeCT Result/ PeJyJibTaT Specification/ Cneuml>nKaUHH I N2 
11 Package/ Onucauue ynaKOBKH 10 capsules in a (PVC/AL/PA) 10 capsules in a (PVC/AL/PA) foil/ aluminum 

foil/ aluminum foil blister. 3 foil blister. 1, 3, 8, 10 blisters and patient 
blisters and patient information information leaflet (package insert) in a carton. 
leaflet (package insert) m a I ITo IO Kancyn B 6m1cTepe 113 (TTBX/AJ1/ITA) 
carton. I flo 10 Kancyn B cpoJJbrH/amoMHHHeBOH cpoJJbrH. flo 1, 3, 8, 10 
6n11cTepe 113 (ITBX/ AJ1/TTA) 6m1CTepOB BMecTe C 11HcTpyKu.11ei1 no 
cponbr11/amoM11tt11eBoi1 cpOJJbrH. Me,UHUHHCKOMY npHMeHeHHIO (JJHCTKOM-
flo 3 6n11CTepa BMeCTe C BKJla,UbIWeM) B nat.fKy KapTOHHy!O. 
11HCTPYKUHei1 no Me.!lHUHHCKOMY 
np11MetteH1110 (JJHCTKOM-
BKJla.!lbIWeM) B na4KY 
KapTOHHy!O. 

12 Labeling/ Map1mpostca Complies / CooTBeTcTByeT See Section 1.3 .2 of Module 1 of registration 
dossier. I CM. pa3,uen 1.3.2, MO.UYJJJI 1 
perncTpaUHOHHOro .!lOCbe. 

13 Storage/ YcJIOBHH xpauenuH At temperature below than 25 °C. I TTp11 TeMnepaType He Bbiwe 25 °C. 

14 Shelf-life (storage period)/ 3 years. / 3 ro.ua. 
CpoK rn/lHOCTH (cpoK 
xpaueuuH) 

* L1m1ts m this spec1ficat10n are shelf-hfe. When a product 1s released, 1t 1s tested accordmg to the release spec1ficat1on, so more stnngent 

limits may be specified in the certificate of analysis./* - HOpMbl B cneumjrnKau1111 npe.ucraBneHbl Ha cpoK ro.UHOCT11. Ilp11 BbmycKe npenapaT 

npoBeplleTCll B COOTBeTCTBl111 co cneu11cjJ11Kau11efi Ha BbinYCK, DO)TOMY B cepT11cjJ11KaTe aHaJJl13a Ha npenapaT MOfYT 661Tb YKa3aHbl 6orree 

c-rporne IIOPMbl, 4CM B HaCTOlllUCM 11op~tan!BIIOM .UOKyMeHTC no Ka4CCTBy. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpnMe'fauue: flpo,uyKT cooTBeTcTByeT Tpe6oaaHHJIM HLI 3aKJIIO'feuue: OllOliPEHO 
Prepared by / Checked by / flpoaepeHo: Checked by (AQA) I Approved by: Quality 
flo.nroToaneHo: A.Susmitha - Quality CTpoaepeHo (AOK): Assurance/ Authorized person / 
L.Ramesh control- Team Member M. Nanaji - Quality O.no6peHo: O6ecnet.feH11e 
- Quality control- Team Assurance- Team Member Kat.fecTBa/OTBeTCTBeHHOe JlHUO : 
Member C,:1.---- q--,, . 

P. Rama Rao - Quality -,J-j' Assurance- Team Member 
Date /L{aTa: 30-06-2026 Date / .[laTa: 30-06-2026 Date /L{aTa: 30-06-2026 Date / ,llaTa: :g__,'.lC,c-()(,-U>l..~ 



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

CEPTll<l>llKAT AHAJIII3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
IlpO,llVKT: OMe3® .L{CP, (.L{oMnepH,llOH+OMenpa30JI) KancyJibl C MO.llHcliHQHpOBaHHblM BblCB060JK)leHHeM, 30 Mr+20 Mr 

Market / PbrnoK : Russia/ Poccm1 

Batch No I 
: B2601721 

Batch Quantity / 1250000 caps/ 
Cepusr .N'! O6beM cepuu 

: 
1250000 Kancyn 

Analytical Report No I 
: 2002FP26001518 

Date of Analysis / 
: 30-06-2026 

AuaJIHTH'fec1mu OT'feT .N'! .L{aTa auaJiu3a 

Date of Manufacture / 
: 21-04-2026 

Date of Expiry / 
31-03-2029 

.L{aTa DPOH3B0,llCTBa ro,lleH ,llO 
: 

Mfg. License No./ 
fi pOH3B0,llCTBeHHaH JIHUeH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JU1-NQ(002687)-(Pr-RU) 
_N'g 

Analysis performed according ND/ AuaJIH3 npoBe,lleH no H.L{: JIIl-.N'!(002687)-(Pr-RU)-071223 
Artworks of primary package approved:/ MaKeTM nepsuquon ynaKOBKH yTBep,Kll:eHM: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbI srnpuquou ynaKOBKH yTBepJK,lleHM: 07.12.2023 
PL approved: / JIB yTBep,Kll:eu: 26.11.2025 

Page 9 of 10 / CTp. 9 HJ 10 

API name/ HauMeuosauue A<l>C: Omeprazole I OMenpmon Domperidone /.[loMnepH/lOH 
INN/ MHH: Omeprazole I OMenpa30JJ Domperidone / .[l0Mnep11.uou 
API manufacturer batch number / 0000130822,0000132529& 
HoMep cepuu npOH3BO/lHTeJIH A<l>C: OME/00126 0000130822,0000123594, 

0000125863 
FP Manufacturer API Batch number / 
HoMep cepHH cy6cTaHQHH FBTA00061 FBTH0000l, FBTH00002 
DPOH3B0/lHTeJIH r JI(I>: 
API Manufactured by, address & Vasudha Pharma Chem Limited, 
country/ Unit-II, Plot No. 79, Jawaharlal 
IlpoHJBO/lHTeJib A<l>C, a,llpec u Nehru Pharma City, Thanam Village, 
cTpaua: Srini Pharmaceuticals Ltd, Survey Parawada Manda!, Anakapalli - 531 

No.247, Choutuppal (V), Nalgonda 019, Andhra Pradesh, India/ 
District, India/ Bacy)lxa <l>apMa KeM Jl11M11Te.ll, 

llip11Hl1 <l>apMaCblOTHKaJJC JIT.U, ITpo113so.ucTseuuoe no.upa3.ueneu11e -
Y4aCTOK NQ 247, lfoyrrynnan (B), II, y4acTOK NQ 79, Ll)Kasaxapnan 

oKpyr Hanrou.ua, l1u.u1151 Hepy <l>apMa C11T11, TxauaM 
B11nna.u)K, ITapasa.ua Mau.uan, 

AuaKanaJJJJH - 531 019, Au.uxpa 
ITpa.uew, l1u.u1151 

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 
HauMeHOBauue, a,llpec, JIHQeH3HH .UJIH 63/RR/AP/96/F/R) I 
fipOH3B0.UCTBeHHaH DJIOIUa,llKa / Ll-p PeM11'c Jla6opaTOp11c JIT.u., ITpo113so.ucTseuuoe no.upa3.ueneu11e-II, 

Y4aCTKH NQ 42p. 43. 44p. 45p, 46p, 53, 54 11 83 , 6a4ynann11 B11JJJJa.!l)K, 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'fauue: ITpo.uyKT cooTBeTcTByeT Tpe6osaHH51M Hll 3aKJIIO'feuue: O.L{O6PEHO 
Prepared by / Checked by/ ITposepeuo: Checked by (AQA) / Approved by: Quality 
ITo.uroTosneuo: A.Susmitha - Quality ITposepeuo (AOK): Assurance/ Authorized person / 
L.Ramesh control- Team Member M. Nanaji - Quality O.uo6peuo: O6ecne4euwe 
- Quality control- Team Assurance- Team Member Ka4eCTsa/OTBeTCTBeHHOe JlHLl,O : 
Member ©---- q- • P. Rama Rao - Quality -,.I;[ Assurance- Team Member 
Date /.[lam: 30-06-2026 Date I ]lam: 30-06-2026 Date /.[lam: 30-06-2026 Date /.[lam: 'X- '3eJ~M.-uSl..b 



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

CEPTll<l>lIKAT AHAJill3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
IlpoJ(ytIT: OMe3® )lCP, ()loMnepHJJ:OH+OMenpaJOJI) KancyJibl C MOJJ:HrJ,HQHPOBaHHblM BbICB06mKJJ;eHHeM, 30 Mr+20 Mr 

Market / PbrnoK : Russia/ PoccIDI 

Batch No/ 
: B2601721 

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

: 
1250000 Kancyn 

Analytical Report No/ 
: 2002FP26001518 

Date of Analysis / 
: 30-06-2026 

AnaJIHTH'lectcuii OT'leT .N"2 )laTa anaJIHJa 

Date of Manufacture / 
: 21-04-2026 

Date of Expiry / 
31-03-2029 

)laTa IlPOHJBOJJ:CTBa roJ(eH J(O 
: 

Mfg. License No./ 
IlpoHJBOJJ:CTBeHHaSI JIHQeHJHSI : 63/RR/AP/96/F/R MA number:/ HoMep PY : JU1-N2(002687)-(Pr-RU) 
.N"2 

Analysis performed according ND/ AnaJIHJ nposeJ(eH no H)l: JIU-.N"2(002687)-(Pr-RU)-071223 
Artworks of primary package approved: / MatceTbI nepBH'IHOii ynaKOBKH yTBep'lK,lleHbI: 07.12.2023 
Artworks of secondary package approved:/ MatceTbI BTOpH'IHoii ynaKOBKH yTBep:JKJ(eHbI: 07.12.2023 
PL approved: / JIB yTBep'.IKJ(en: 26.11.2025 

Pa e 10 of 10 / CT . 10 HJ 10 
IlJIOI.QaJ(Ka KOHTpOJIH Ka'leCTBa / 
IlJIOI.QaJ(Ka Bbln CKa 

J;a4ynanm1 MaH,uan, Me)l4aIT ManKa)l)KrHpH )lwcTpHKT - 500090, WTaT 
TenaHratta, l1H)lH51 (J11-1ueH3H51 N!! 63/RR/ AP/96/F/R) 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of 
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in 
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/02346-2025 
dt. 25 September 2025) and rcquircmcnt3 to the medicinal quality and with the 3pccification3 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'leuue O COOTBeTCTBHH: «HacTOHII.tHM H IlO.L(TBep)KLl,aIO, qTO npHBe.L(eHHaH Bb!Ille HHq>OpMal.(HR HBJrneTCH 
.L(OCTOBepHOH l1 TQqHoi1. 3Ta cepHH npo.r1yKI..(l1l1 npOH3Be.[\eHa (BKJIIOqaR ynaKOBKY (MapKHpOBKY) l1 KOHTpOJib 
Kaqecrna) Ha BbIIlleyKa3aHHOH npOH3B0.L(CTBeHHOH IlJIOil.la.[\Ke (nJIOI11a.r1Kax) B IlOJIHOM COOTBeTCTBl1l1 C 
Tpe6oBaHHHMl1 IlpaBirn Ha,L(Jie)Kal.ll;eH npOl13B0.L(CTBeHHOH npaKTl1Kl1 EBpa3HHCKOfO 3KOHOMHqecKoro COI03a 
(N2GMP/EAEU/RU/02346-2025 OT 25 ceHrn6pH 2025) w Tpe6oBaHHHMH KOHTpOJIR KaqecTBa neKapcTBeHHblX 
cpe.L(CTB, a TaK)Ke B COOTBeTCTBl1l1 co cnel.(l1!pl1Kal.(l1RMl1, co.r1ep)Kall.ll1Ml1CR B perncTpal.(HOHHOM .L(OCbe CTpaHbl­
HMilOpTepa. 3anl1Cl1 no npOl13B0.L(CTBY, ynaKOBKe l1 aHaJil13Y npoBepeHbl, l1 ycTaHOBJieHO HX COOTBeTCTBHe 
Tpe6oBaHHHM IlpaBHJI Ha.[\Jie)Kall.leH npOl13B0.L(CTBeHHOH npaKTl1Kl1 EBpa3HHCKOfO 3KOHOMHqecKoro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpuMe'lanue: TTpo)lyKT cooTBeTcTByeT Tpe6osaHIDIM Hll 3aKJIIO'lenue: O.L{OliPEHO 
Prepared by / Checked by/ IlposepeHo: Checked by (AQA) / Approved by: Quality 
TTo)lroTosneHo: A.Susmitha - Quality IlposepeHo (AOK): Assurance/ Authorized person I 
L.Ramesh control- Team Member M. Nanaji - Quality O)lo6peHo: O6ecne4eHwe 
- Quality control- Team Assurance- Team Member Ka4eCTsa/OTBeTCTBeHHOe 11111..(0: 

Member ~ q- < 
P. Rama Rao - Quality =t!-r Assurance- Team Member 

Date/ )laTa: 30-06-2026 Date /LlaTa: 30-06-2026 Date /LlaTa: 30-06-2026 Date /)laTa: f'i-- '3CJ--O<o •-(.()' L 


