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

CEPTH«l>HKAT AHAJIH3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
Ilpoi.yKT: OMe1® J(CP, (J(oMnepui.ou+OMenpa10J1) KancyJILt c Moi.mlmu:upoBaHHblM BblCB060:1Ki.euueM, 30 Mr+20 Mr 

Market/ PLIHOK : Russia/ Pocci,ui 

Batch No/ 
82602055 

Batch Quantity/ 1250000 caps/ 
CepuH N2 

: 
O6beM cepuu 

: 
1250000 Karrcyn 

Analytical Report No/ 
: 2002FP26001527 

Date of Analysis / 
: 30-06-2026 

AuaJiuTuqecKuu oTqeT N2 J(aTa auaJ1u1a 
Date of Manufacture/ 

26-05-2026 
Date of Expiry/ 

30~04-2029 
.[{aTa npOH3B0ilCTBa 

: 
foi.eu ilO 

: 

Mfg. License No./ 
Il pOH3B0ilCTBeHHaH J1HU:eH3HH : 63/RR/ AP/96/F/R MA number:/ HoMep PY : J1IT-N2(002687)-(Pf-RU) 
N2 

Analysis performed according ND/ AuaJIH3 npoBei.eu no HJ(: JIU-N2(002687)-(Pf-RU)-071223 
Artworks of primary package approved:/ MaKeTbl nepBuquou ynaKOBKH yTBep,KileHbl: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbl BTopuquou ynaKOBKH yTBep:1Ki.enL1: 07.12.2023 
PL approved:/ JIB yTBep,Kileu: 26.11.2025 

S.No 
I N2 

Test /TeCT Result/ Pe1yJ1LTaT 

1 Description / Onucauue 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. / 

Teep,-ble iKeJiaTl1HOBbie rrpo3pa4Hble 
6eCllBeTHbie KarrcyJibl pa3Mepa 1 c 
MapK11pOBKOH qepH0f0 llBeTa 

« f"'y" DR. REDDY'S» Ha Kpb11IIe4Ke 
KarrcyJibl 11 MapK11pOBKOH KpaCH0f0 llBeTa 
«OMEZ-DSR» Ha Koprryce KarrcyJibI. 
CoAepiK11Moe Karrcyn: cqiep114ecK11e 
rrenneTbr 6enoro 11 K0p114Heeoro UBeTa. 

Remarks: The Product confirms to ND/ 
IlpuMeqauue: ITpoAyKT cooTBeTCTByeT Tpe6oeaH[,UIM Hll 
Prepared by / Checked by I ITpoeepeuo: Checked by (AQA) / 
fTO)].fOTOBJieHO: A.Susmitha - Quality ITpoeepeuo (AOK): 

Page 1 of 10 / CTp. 1 u1 10 

Specification / Cneu:mlmKau:uH 

Hard transparent colorless gelatin capsules 
size 1 with a black imprint 

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

Teep)].ble iKeJiaTl1HOBble rrpo3pa4Hble 
6eCl..lBeTHbie KarrcyJibl pa3Mepa 1 c 
MapK11pOBKOH 4epHOro llBeTa 

« f"'y" DR. REDDY'S» Ha Kpb1llle4Ke 
KancyJibl 11 MapK11pOBKOH KpacH0fO llBeTa 
«OMEZ-DsR» Ha Kopnyce KancyJibI. 
CoAepiK11Moe Kancyn: cqiep114ecK11e 
nenneTbI OT 6enoro AO cepoeaTo-6enoro 11 
OT K0p114Heeoro )].0 iKeJITOBaT0-
K0p114HeBoro UBeTa. 

Conclusion : APPROVED/ 
3aKmoqeuue: OJ(OliPEHO 
Approved by: Quality 
Assurance/ Authorized person / 

L.Ramesh control- Team Member Siva Sankaru Kummari - OAo6peHo: O6ecne4eu11e 
- Quality control- Team 

~ 
Quality Assu~:ance- Team Ka4eCTBa!0TBeTCTBeHHOe Jll1ll0: 

Member &- Member , P. Rama Rao - Quality 
-;fr Assurance- Team Member 

Date /)laTa: 30-06-2026 Date /.[{aTa: 30-06-2026 Date /)lam: i0-06-2026 Date /llarn: ~ '1o -oi:.-1.0 U, 



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

CEPTH<l>HKA T AHAJIH3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
Ilpo)lyKT: OMe3® JJ:CP, ()];oMnepu)lOH+OMenpa30JI) KancyJibl C MO.llHcbHUHP0B3HHblM BblCBo6mK)leHHeM, 30 Mr+20 Mr 

Market / PhlHOK : Russia / PoccHJI 

Batch No/ 
B2602055 

Batch Quantity / 1250000 caps/ 
CepuH .N'! 

: 
O6beM cepuu 

: 
1250000 Karrcyn 

Analytical Report No/ 
: 2002FP26001527 

Date of Analysis / 
: 30-06-2026 

AuaJIHTH'leCKHH OT'leT .N'! ,llaTa auaJin3a 

Date of Manufacture / 
26-05-2026 

Date of Expiry / 
30-04-2029 

)(aTa DPOH3B0.llCTBa 
: 

ro)leH )lO 
: 

Mfg. License No./ 
IlpOH3B0)lCTBeHHaH JIH[leH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JII1-NQ(002687)-(Pr-RU) 

.N'! 
Analysis performed according ND/ AnaJin3 npose)leH no H.IJ:: JIIl-.N'!(002687)-(Pr-RU)-071223 
Artworks of primary package approved: / MaKeTbI nepBH'IHOH ynaKOBKH yrnep,K)leHbI: 07.12.2023 
Artworks of secondary package approved:/ MaKeThI BTopuqnou ynaKOBKH yTsep'.lK.lleHhI: 07.12.2023 
PL approved: / JIB vrnep,KJleH: 26.11.2025 

2 

3 

Identification / 
1-l)leHTHct,nKa[lHH 
Omeprazole / OMerrpa:mn 
Domperidone / ,[{0Mrrep11p;oH 

HPLC/B3)KJ( 

Average weight of the net 
content / Cpe.11:HHH Macca 
co)lep'.lKHMoro KancyJI 

Page 2 of IO / Crp. 2 HJ IO 
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. I chromatogram of standard solution (section 
BpeMeHa y.uep)l(11BaHl1SI OCHOBHblX ITl1KOB Assay). / BpeMeHa y.uep)l(11BaHl1» 
Ha xpoMaTorpaMMe 11CITblTYeMoro OCHOBHblX ITl1KOB Ha xpoMarorpaMMe 
pacrsopa COOTBeTCTBYIOT BpeMeHaM 11CITbITYeMoro pacrsopa .uomKHbl 
y.uep)l(i1BaH11» ITl1KOB OMerrpaJona 11 COOTBeTCTBOBaTb speMeHaM y.11:ep)l(l1BaHl1H 
)lOMrrep11)lOHa Ha 
craH.uaprHoro pacTBopa. 

358.47 mg /358,47Mr 

rr11KOB oMerrpaJona 11 .11:0Mrrep11.u0Ha Ha 
xpoMaTorpaMMe CTaH.uapTHOro paCTBOpa 
(paJ.uen «Konw-1ecrseHHoe onpe.11:eneH11e» ). 

369.0 mg ± 10 % (between 332.1 to 
405.9 mg) I 369,0 Mr± 10 % (or 332,1 .uo 
405,9 Mr) 

4 Uniformity of dosage units / O)lHOpO)lHOCTb )l03HpOBaHHblX e)lHHHl.l 

Omeprazole / OMerrpaJon 5.5 I 5,5 

Domperidone / ,[(0Mrrep11.11:ott 4.8 / 4,8 

Remarks : The Product confirms to ND/ 
IlpnMe'lanue: ITpo.11:yKT cooTBeTcTByer rpe6osatt11HM H.[( 

Prepared by/ Checked by/ ITposepeHo : 
ITo.urorosnetto: A.Susmitha - Quality 
L.Ramesh control- Team Member 
- Quality control- Team 
Member ~ 

Date / ,[(ara: 30-06-2026 Date/ ,Uara: 30-06-2026 

Checked by (AQA) / 
ITposepeHo (AOK): 
Siva Sankaru Kummari -
Quality A• surance- Team 

Membe~ ;a 

Date /,[(ara: 30-06-2026 

Acceptance value (AV) should be less 
than or equal to 15.0 I IloKaJarenb 
rrp11eMneMOCTl1 (AV) .uon)l(eH 6b!Tb He 
6onee 15,0. 

Acceptance value (AV) should be less 
than or equal to 15.0 I IToKa3arenb 
rrp11eMneMocr11 (AV) .11:on)l(eH 6hITh 
He 6onee 15,0. 

Conclusion : APPROVED / 
3aKJIIO'lenue: OJJ:OliPEHO 
Approved by: Quality 
Assurance/ Authorized person I 
O.uo6petto: O6ecrre'lett11e 
Ka'lecrsa/OrsercrseHttoe nm.1,0: 
P. Rama Rao - Quality 
Assurance- Team Member 
Date /,[(ara: 1"L )O - o e, -'LO LI. 



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

CEPTH«l>HKAT AHAJIH3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
IlpoL{yIIT: OMe3® .[{CP, (.[{oMneouL{OH+OMenpa30JI) KaUCVJibl C MOL{HWHIIHDOBaHHblM BblCBo6mKL{eHUeM, 30 Mr+20 Mr 

Market / PbrnoK : Russia / Poccllil 

Batch No/ 
: B2602055 

Batch Quantity / 1250000 caps/ 

CepuH N2 O61>eM cepuu 
: 

1250000 KancyJJ 

Analytical Report No/ 
: 2002FP26001527 

Date of Analysis / 
: 30-06-2026 

AnaJIHTH'tecKuii OT'leT N2 .[{aTa anaJiuJa 

Date of Manufacture / 
: 26-05-2026 

Date of Expiry / 30-04-2029 
.[{aTa DPOH3BOHCTBa roL{eH L{O 

: 

Mfg. License No./ 
Il pOH3BOHCTBeHHaH JIHIIeH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JITI-N2(002687)-(Pr-RU) 

N2 

Analysis performed according ND/ AnaJIH3 nposel{en no H.[{: JIIl-N2(002687)-(Pr-RU)-071223 
Artworks of primary package approved:/ MaKeTbl nepsuqnoii ynaKOBKH yTsep,K)leHb1: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbl BTopuqnoii ynaKOBKH yTsepmHeHbl: 07.12.2023 
PL approved:/ JIB yrnep,K)len: 26.11.2025 

5 Dissolution / PaCTsopenue 
Omeprazole / OMenpa3oJJ 

In a 0.1 M hydrochloric acid 
solution / B 0,1 M pacTBope 
XJIOpOBOAOpOAHOM Kl1CJ10Tbl 

0 %, 2 %, 2 %, 4 %, 0 %, 1 % 

Omeprazole / OMenpa3oJJ 97 %, 96 %, 97 %, 96 %, 93 %, 96 % 

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

Domperidone / ll0Mnep11.non 

after 1 hour/ qepe3 1 q 

after 4 hours I qepe3 4 q 

after 8 hours / qepe3 8 q 

after 12 hours I qepe3 12 q 

Remarks : The Product confirms to ND/ 

20 %, 20 %, 20 %, 22 %, 22 %, 21 % 

45 %, 51 %, 46 %, 52 %, 54 %, 53 % 

68 %, 79 %, 68 %, 75 %, 81 %, 80 % 

80 %, 92 %, 80 %, 85 %, 90 %, 94 % 

IlpnMe'lanne: TIPOAYKT cooTBeTcTByeT Tpe6osaHllilM Hll 
Prepared by / Checked by/ ITposepeno: Checked by (AQA) / 
ITOAfOTOBJJeHo: A.Susmitha - Quality ITposepeno (AOK): 

Pa!!e 3 of 10 / CTp 3 03 10 

In a 0.1 M hydrochloric acid solution - not 
more than 15 % of the label amount of 
omeprazole (C17H19N3O3S) after 2 hours. I 
B 0, 1 M pacTBope XJiopoBoAopoAHOM 
Kl1CJ10Tbl - He 6oJJee 15 % OT 
q>aKTJ1'-leCKOro COAep)KaHJ1H 
oMenoaJoJJa (C17H19N3O3S) qepe3 2 q_ 
In buffer pH 6.8 - not less than 70 % (Q) of 
the label claim of omeprazole 
(C11H19N3Q3S) after 30 minutes./ 
B 6yqiepe pH 6,8 - ne Mettee 70 % (Q) 
OT HOM11HaJJbHOro COAep)KaHlrn 
oMenpa3oJJa (C11H19N3O3S) qepe3 
30 Ml1H. 
In 0.lM hydrochloric acid solution / B 
0, 1 M pacTBope xJJopoBOAOpoAHOM 
Kl1CJ10Tbl: 

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 Mettee 70 % 
of the labeled amount of Domperidone 
(C22H24ClNsO2) / OT HOMl1HaJJbHoro 
COAep)KaHllil 
(C22H24CINsO2) 

AOMnep11AOHa 

Conclusion : APPROVED/ 
3aKJIIO'lenue: O.[{O6PEHO 
Approved by: Quality 
Assurance/ Authorized person / 

L.Ramesh control- Team Member Siva Sankaru Kummari - OAo6peno: O6ecneqem1e 
- Quality control- Team a-- Quality Ax s ranee- Team Ka4eCTBaiOTBeTCTBeHHOe J1111.(0: 
Member ~ Member P. Rama Rao - Quality 

r Assurance- Team Member 
Date /llaTa: 30-06-2026 Date /llaTa: 30-06-2026 Date /llaTa: 30-06-2026 Date/]laTa: (K__<?,o--of>,....-,.o'L-~ 



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

CEPTII<l>IIKAT AHAJIII3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
Ilpo,llyKT: OMe3® l{CP, flloMnepH,llOH+OMenpaJOJI) KaUCVJlbl C MOLlHll>HQHPOBaHHblM BblCB060:lK,lleHHeM, 30 Mr+20 Mr 

Market / PLIHOK : Russia/ Pocc1,rn 

Batch No/ 
: B2602055 

Batch Quantity / 1250000 caps/ 
CepuH N2 O6oeM cepuu 

: 
1250000 Kancyn 

Analytical Report No/ 
: 2002FP26001527 

Date of Analysis / 
: 30-06-2026 

AnaJiuTuqecicuii oTqeT N2 ,UaTa anaJIHJa 

Date of Manufacture / 
: 26-05-2026 

Date of Expiry / 
30-04-2029 

llaTa npouJBOLlCTBa ro,lleH ,llO 
: 

Mfg. License No./ 
IlpOH3B0,llCTBeHHaH JIHl{eHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JITI-N~(002687)-(Pr-RU) 

.N2 
Analysis performed according ND/ AnaJIHJ npose,lleH no H,U: JID-N2(002687)-(Pr-RU)-071223 
Artworks of primary package approved: / MaKeTLI nepsu<1noii ynaKOBKH yTsep,K,lleHLI: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbI srnpu<1noii ynaKOBKH yTsep:lK,lleHL1: 07.12.2023 
PL aooroved: / JIB yTBep,KJlen: 26.11.2025 

S.No 
Test/ TeCT Result/ Pe1yJILTaT Specification / CneQuct,uKaQHH 

I N2 
6 Impurities / IlpuMecu 

Omeprazole I 0Menpmolla: Omeprazole I OMenpmoJ1a: 
1.0.01 %/0,01 % 

Impurity l / npwMf:'Cb 1 Not morf:' th,m 0.50 % I H~ finrrPP 0,"iO % 

2. Not detected/ He o6Hapy)l(eHa 
Impurity 2 / rrpHMeCh 2 Not more than 0.50 % / He 6onee 0,50 % 

Impurity 3 / rrpHMecb 3 
3.0.02%/0,02% 

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

Impurity 4 / rrpHMecb 4 
4. Not detected/ He o6Hapy)l(eHa 

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

5.Below LOQ (LOQ = 0.010%) I 
Impurity 5 / rrpHMeCh 5 HH)l(e rrpe,lleJJa KOJIH4eCTBeHHOro Not more than 0.50 % / He 6onee 0,50 % 

orrpe,lleJJeHHll (TIKO = 0,010 %) 
Domperidone I /(oMnepuooHa: Domperidone I /(oMnepuooHa: 

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

Impurity B / rrp11MeCh B Not detected / He o6Hapy)l(eHa Not more than 0.50 % / He 6onee 0,50 % 
Below LOQ (LOQ = 0.012%) / 

Tmp111ity 1, / npnMe~h 1. HmlfP npP,ri;Pm't l(()fTJ.14Pr.TRPHHnrn Nnt mnre th;m O "iO % / He onnee O,SO % 
onpe)leJJeHHll (TIKO = 0,012 %) 

Impurity D / rrp11MeCh D 0.12%/0,12% Not more than 0.50 % / He 6onee 0,50 % 

Impurity F / rrpHMecb F Not detected/ He o6Hapy)l(eHa Not more than 0.50 % / He 6onee 0,50 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpuMe<1anue: TIPOilYKT cooTBeTCTBYeT Tpe6oaaHJ.1llM HU 3aKJIIO<fenue: O1lO6PEHO 
Prepared by I Checked by I TipoaepeHo: Checked by (AQA) I Approved by: Quality 
Tio)lroTOBJJeHo: A.Susmitha - Quality TipoaepeHo (AOK): Assurance/ Authorized person / 
L.Ramesh control-Team Member Siva Sankaru Kummari - OAo6petto: O6ecrre4eHHe 
- Quality control- Team 

~ 
Quality Ass ~·rance- Team Ka4eCTBal0TBeTCTBeHHOe JIHUO: 

Member (5)..-- MemberJ,;a- P. Rama Rao - Quality 
Assurance- Team Member 

Date /Llarn: 30-06-2026 Date /Llarn: 30-06-2026 Date /Llarn: 30-06-2026 Date /Llarn: R._7,r, r06 -U:,/1.-6 



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

CEPTH<l>IIKAT AHAJIH3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
Ilpoi.yIIT: OMe3® )lCP, ()loMnepui.ou+OMenpaJOJI) KancyJibl C Moi.ncl>HUHPOBaHHblM BblCB06o;rci.euueM, 30 Mr+20 Mr 

Market/ PLIHOK : Russia / Poccm1 

Batch No/ 
: B2602055 

Batch Quantity / 1250000 caps / 
CepuH N2 O61,eM cepuu 

: 
1250000 Kancyn 

Analytical Report No/ 
: 2002FP26001527 

Date of Analysis / 
: 30-06-2026 

AuaJIHTH'leCKHii OT'leT .N"2 )laTa auaJIHJa 

Date of Manufacture / 
: 26-05-2026 

Date of Expiry / 
30-04-2029 

)laTa npOH3BOi.CTBa foi.eu i.o 
: 

Mfg. License No./ 
IlpOH3Boi.cTBeHHaH JlHQeHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : J1fl-N2(002687)-(Pr-RU) 
.N"2 
Analysis performed according ND/ AuaJJHJ nposei.eu no HJ{: JIIl-.N"2(002687)-(Pf-RU)-071223 
Artworks of primary package approved: / MaKeTbl nepBH'IHOii ynaKOBKH YTBep~euLr: 07.12.2023 
Artworks of secondary package approved:/ MaKeTLI BTopnquou ynaKOBKH yrnep;rci.eubl: 07.12.2023 
PL aooroved: / JIB yrnep~eu: 26.11.2025 

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

Test/ TeCT Result/ PeJyJILTaT Specification/ CneuucJ>utcauuH 
/ .N"2 

Any individual unidentified Not more than 0.20 % / He 6onee 0,20 % 
impurity/ Jiio6aH e.1:umw-rnasi Not detected/ ue o6ttapy)f(etta 
ue11.ueuT11qnui;11posaHHaH np11Mecb 

Total impurities / CyMMa np11Mecej:j 0.2%/0,2 Not more than 2.5 % / He 6onee 2,5 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'lanue: TTpo.uyKT coorneTCTByeT Tpe6osaHHHM Hll 3aKJIIO'leuue: O)lOliPEHO 
Prepared by I Checked by / TTpoaepeuo: Checked by (AQA) / Approved by: Quality 
TTO./lfOTOBJieHO: A.Susmitha - Quality TTpoaepeuo (AOK): Assurance/ Authorized person / 
L.Ramesh control- Team Member Siva Sankaru Kummari - O.uo6peuo: O6ecne4eu11e 
- Quality control- Team 

~ 
Quality As ~ 1rance- Team Kal!eCTaa/OTaeTCTBeHHOe JIHUO: 

Member G- Member ' P. Rama Rao - Quality --~, Assurance- Team Member 
Date / llarn: 30-06-2026 Date /Jlarn: 30-06-2026 Date/ llarn. 30-06-2026 Date / )lam: }L ::io---oG ---1..01....-6 



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

CEPTII<l>IIKA T AHAJIII3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
IlPO/lYKT: OMe1® llCP, UloMnepH/lOH+OMenpa10JI) icancyJibl c MO/lHcl>uu:npoBaHHbIM BbtcB060:ite,lleuueM, 30 Mr+20 Mr 

Market/ Pb1uoic : Russia / Poccm1 

Batch No/ 
: B2602055 

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

: 
1250000 Kancyn 

Analytical Report No/ 
: 2002FP26001527 

Date of Analysis / 
: 30-06-2026 

AnaJIHTH'-leCKHH OT'-leT .N"! )laTa auaJIH3a 

Date of Manufacture / 
: 26-05-2026 

Date of Expiry / 
30-04-2029 

)laTa npOH3B0/lCTBa fo.lleH llO 
: 

Mfg. License No./ 
fl pOH3B0/lCTBeHHaH JIHU:eHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : J1TT-N!!(002687)-(Pr-RU) 
.N"! 
Analysis performed according ND/ AuaJIHl npoBe,lleH no H)l: JITI-.N"2(002687)-(Pf-RU)-071223 
Artworks of primary package approved:/ MaiceTbt nepBH'-IHOH ynaicoBKH yTBep,K,lleubI: 07.12.2023 
Artworks of secondary package approved: / MaiceTbl BTopuquou ynaicoBKH yTsep:ite,lleHbI: 07.12.2023 
PL aooroved: / JIB YTBep,KJleu: 26.11.2025 

Page 6 of IO / CTp. 6 u1 IO 
S.No 

Test/ TecT Result/ Pe1yJibTaT Specification / Cneu:mt,uicau:nH 
/ .N"! 

Residual solvents/ OcTaTO'-IHb1e opraunqecicue paCTsopIrrenu 
Methanol / MeTaHOJI 3 µg/caps / 3 MKrlKancyna Not more than 1107 µg per capsule/ He 6onee 

1107 MKr Ha Kancyny. 

Methylene chloride / Not detected / He o6Hapy)KeHa Not more than 221 µg per capsule / He 6onee 
Me-rnneHXJIOPM/l 221 MKr Ha Kancyny. 

8 Water content/ Co.uep:iteauue 1.1 % / 1,1 % Not more than 4 .0 % / He 6onee 4,0 % 
BO.Ubl 

9 Microbial limits/ Mmcpo611onoruqecicaH '-IHCTOTa 
Total aerobic microbial count I Less than 10 CFU/g / Not more than 103 CFU/g / 
O6mee lJMCJIO a.3p06HblX MeHee 10 KOE/r He 6onee 103 KOE/r 
MHKpoopraHM3MOB 

Total combined yeasts and mould Less than 10 CFU/g / Not more than 102 CFU/g / 
count / O6mee lJMCJIO llPO)K)KeBblX MeHee IO KOE/r He 6onee I 02 KOE/r 
H nnecHeBblX rp1160B 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
flpm~1e'fa1me: n oo.o.YKT cooTBeTCTBye-r-rpe6osaHI-OIM HD 3aicmoqeuue: O)lOliPEHO 
Prepared by I Checked by I TTpoBepeHo: Checked by (AQA) I Approved by: Quality 
TTO/lfOTOBJleHo: A.Susmitha - Quality TTposepeHo (AOK): Assurance/ Authorized person / 
L.Ramesh control- Team Member Siva Sankaru Kummari - O!lo6peHo: O6ecnetJem1e 
- Quality control- Team ell-- Quality Assi rance- Team KatJecTBa/OTBeTCTBeHHOe JIHL(O: 
Member 0-- Member_j~ P. Rama Rao - Quality 

Assurance-Team Member 
Date /JlaTa: 30-06-2026 Date /Llarn: 30-06-2026 Date /Llarn: 30-06-2026 Date / )laTa: f,£._ ~"' -"'" _ u,; J... 



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

CEPTH<l>HKA T AHAJIH3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
IlpOL(VKT: OMe3® )lCP, ()loMnepUL(OH+OMenpa30J1) KancyJibl C MOLlHd>HIIHPOBaHHbIM BbICB06mKL(eHUeM, 30 Mr+20 Mr 

Market / PbIHOK : Russia / Poccasi 

Batch No I 
B2602055 

Batch Quantity / 1250000 caps/ 
CepuH .N"2 

: 
O6beM cepuu 

: 
1250000 Kancyn 

Analytical Report No I 
: 2002FP26001527 

Date of Analysis / 
: 30-06-2026 

AuaJIHTHlfeCKHH OTlfeT .N"! )laTa auaJiu3a 

Date of Manufacture / 
26-05-2026 

Date of Expiry / 
30-04-2029 

)laTa npOH3B0L(CTBa 
: 

rol(eH L(O 
: 

Mfg. License No./ 
IlpoH3B0L(CTBeHHaH JIHIIeH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JITI-N2(002687)-(P1-RU) 

.N"! 
Analysis performed according ND / AuaJIH3 nposel(eH no H)l: JITI-.N"2(002687)-(Pr-RU)-071223 
Artworks of primary package approved: / MaKeTbI nepsuquou ynaKOBKH yTsep:lKLleHbI: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbI srnpuquou ynaKOBKH yTsepmlleHbI: 07.12.2023 
PL approved:/ JIB yrnep'.IKL(eu: 26.11.2025 

S.No 
/ .N"! 

Test/ TeCT Result/ PeJyJibTaT 

Assay/ KoJiulfeCTBeuuoe onpel(eJieuue 
Omeprazole / OMenpa3oJI 

Domperidone / ,[{oMnepHLlOH 

11 Package/ Onucauue ynaKOBKH 

12 Labeling/ MapKuposKa 

Remarks : The Product confirms to ND/ 

20.12 mg I 20,12 Mr 

(100.6 % I 100,6 %) 

30.10 mg I 30,10 Mr 

(100.3 % I 100,3 %) 

IO 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 113 (nBX/ AJI/TTA) 
!pOJlhfHlaJJIOMHHHeBOH !pOJlhfH. no 3 
6n11cTepa BMecTe c HHCTpyKu11eii no 
Me.UHUHHCKOMY np11MeHeHHIO (JJHCTKOM­
BKJla.llhlllleM) B na'-IKY KapTOHHYJO. 

Complies / CooTBeTcTByeT 

II HMelfauue: TI OJJ:YKT COOTBeTCTByeT T e6oBaHl151M H.U 

Page 7 of 10 / CTt>. 7 03 10 

Specification/ Cne11ml>nKa11uH 

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 LlO 22,0 Mr 
C11H19N3O3S (0Menpa3on) B Kancyne (oT 90,0 
L(O 110,0 % OT HOMl1HaJibHOro COL(ep)KaHml). 

From 27.0 mg to 33.0 mg C22H24ClNsO2 
(Domperidone) per capsule (90.0 to 110.0 % of 
the label claim) / OT 27,0 Mr LlO 33,0 Mr 
C22H24ClNsO2 (LlOMnepHLlOH) B Kancyne (oT 
90,0 L(O 110,0 % OT HOMHHaJibHOro 
COL(ep)KaHml). 

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 Karrcyn a 6nwcTepe H3 (TIBX/ AJI/TIA) 
q>OJibrH/aJIIOMHHHeBOH q>OJibrH. Tio 1, 3, 8, 10 
6n11CTepoa BMecTe c 11ucTpyKuwei1 no 
Mel(HUHHCKOMY npHMeHeHHIO (JIHCTKOM­
BKJia.!J;b[WeM) B na4KY KapTOHHylO. 

See Section 1.3.2 of Module 1 of registration 
dossier. / CM. pa3.z:i:en 1.3.2, Mo.ri:yn» 1 
perwcTpau11ouuoro .ri:ocbe. 

Conclusion : APPROVED / 
3aKJIIOlfeuue: O)lO6PEHO 

Prepared by / 
Tio.z:i:roTOBJieuo: 

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

Checked by (AQA) / 
Tipoaepeuo (AOK): 

Approved by: Quality 
Assurance/ Authorized person / 
O.z:i:o6peuo: O6ecneqeuwe 
Ka4eCTBa!0TBeTCTBeHHOe JIHUO: 

L.Ramesh 
- Quality control- Team 
Member ~ ~ 
Date f.Uam: 30-06-2026 Date /,[(am: 30-06-2026 

Siva Sankaru Kummari -
Quality A 
Member 

Date /)lam: 30-06-2026 

P. Rama Rao - Quality 
Assurance- Team Member 
Date /,[(aTa: 



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

CEPTll<l>llKA T AHAJill3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
Ilpo.11vKT: OMe3® llCP, (1loMnepu.11on+OMenpa30J1) KancyJibt c MO.llHc!>mu1posaunbtM BLtcso6o3C.llenneM, 30 Mr+20 Mr 

Market/ PbIHOK : Russia / Poccm1 

Batch No/ 
: B2602055 

Batch Quantity / 1250000 caps I 
CepnH .N"2 O6beM cepHH 

: 
1250000 Kancyn 

Analytical Report No/ 
: 2002FP26001527 

Date of Analysis / 
: 30-06-2026 

AnaJIHTH"leCKHii OT"leT N2 l{aTa anaJinJa 

Date of Manufacture / 
26-05-2026 

Date of Expiry / 
30-04-2029 

llaTa nponJBO.llCTBa 
: 

fO.lleH .llO 
: 

Mfg. License No. / 
IlpOH3B0.llCTBeHHaH JIHQeH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : J1TI-N2(002687)-{Pf-RU) 
.N"2 

Analysis performed according ND / AnaJIH3 npose.lleH no H.LJ:: JITT-.N"2(002687)-(Pf-RU)-071223 
Artworks of primary package approved:/ MaKeTbt nepBH"IHOii ynaKOBKH YTBep,K,lleHbt: 07.12.2023 
Artworks of secondary package approved: / MaKeTbt sTopuquoii ynaKOBKH yrnep3C.lleHLt: 07.12.2023 
PL aooroved: / JIB yrnep,KJleu: 26.11.2025 

Pa2e 8 of 10 / CTp . 8 HJ 10 
S.No 

Test/TeCT Result/ PeJyJibTaT I Specification/ CneumflntcaunH 
/ .N"2 
13 Storage / y CJIOBHH xpaueHHH At temperature below than 25 °C. / TipH TeMnepaType He Bbtllle 25 °C. 

14 Shelf-life (storage period)/ 3 years. I 3 ro,na. 
CpoK rG.llHOCTH (cpoK 
xpaneunH) 

* Limits in this specification are shel f- life. When a product is released, i t is tested according to the release specification, so more stringent 

limits may be specified in the certificate of analysis./* - HOpMbI B cne1.111<!i11Kamrn npen CTaeneHbI Ha cpoK ron HoCT11. TTp11 Bbmy cKe npenapaT 

npoeeplleTCll B COOTBeTCTBl111 co cne1.1mp11Ka1.111eH Ha Bbmy cK, nO3TOMY B cepT11<!i11KaTe aH3J1113a Ha npenapaT MoryT 6bITb YK33aHbl 6onee 

c-rporne HOpMbl, 'leM B HaCTOllll{eM HOpMaTl1BHOM JlOKyMeHTe no Ka'lecrny. 

API name/ HanMeuosauue A<l>C: Omeprazole / OMenpa3on Domperidone /)loMnepHAOH 
INN/MHH: Omeprazole / OMenpa3oJI Domperidone / )loMnep11,noH 
API manufacturer batch number / OME/00126 0000130822,0000132529 HoMep cepnu npOH3BO.llHTeJIH A<l>C: 

FP Manufacturer API Batch number / 
HoMep cepHH cy6cTaHQHH FBTA00061 FBTH0000I 
npOH3B0.llHTeJIH f Jl<I>: 
API Manufactured by, address & Vasudha Pharma Chem Limited, 
country/ Srini Pharmaceuticals Ltd, Suivey Unit-II, Plot No. 79, Jawaharlal 
Ilpon1B0.llHTeJ1b A<l>C, at1.pec u No.247, Choutuppal (V), Nalgonda Nehru Pharma City, Thanam Village, 
cTpana: District, India/ Parawada Manda!, Anakapalli - 531 

illpHHH <l>apMaCblOTHKaJIC J1T,n, 019, Andhra Pradesh, India / 
Y4aCTOK N2 247, t.Joyrrynnan (8), Bacy,nxa <l>apMa KeM JlHMHTe.ll, 

oKpyr HanroH.lla, YIH.llHll TipOH3B0.llCTBeHHOe CTO.llpa3.lleJieHHe -
II, ytJaCTOK N2 79, )l)Kasaxapnan 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpnMe"lanue: ITPO.llYKT cooTseTCTByeT Tpe6osaHHllM H)l 3aKJIIO'lenue: O1{O.liPEHO 
Prepared by / Checked by I TiposepeHo: Checked by (AQA) I Approved by: Quality 
ITo.llroTOBJieHo: A.Susmitha - Quality TiposepeHo {AOK): Assurance/ Authorized person / 
L.Ramesh control- Team Member Siva Sankaru Kummari - 0.uo6peHo: O6ecne4eHHe 
- Quality control- Team 

~ 
Quality A s ~rrance- Team Ka4eCTsa/0TseTCTBeHHOe JIHUO: 

Member ~ Member J: . P. Rama Rao - Quality 

~ Assurance- Team Member 
Date /)lan: 30-06-2026 Date /)lan: 30-06-2026 Date /)laTa: 30-06-2026 Date /)lam: X- 'Ir, A'>r:. .-w-u, 



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

CEPTH<I>HKAT AHAJIH3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
Iloo11yicr: OMe3® .l{CP, (.l{oMnepu11ou+OMenpa30JI) Kancym.1 c Mo11uclmuup0Bauub1M BbtcB060JK11euueM, 30 Mr+20 Mr 

Market / PbIHOK : Russia/ Poccm1 

Batch No/ 
: B2602055 

Batch Quantity / 1250000 caps/ 
Cepm1 .N"2 O6'beM cepuu 

: 1250000 Kancyn 
Analytical Report No/ 

: 2002FP26001527 
Date of Analysis / : 30-06-2026 

AuaJIHTH'leCKHH 0T'leT .N"2 )laTa auaJiuJa 
Date of Manufacture / 

: 26-05-2026 Date of Expiry / 30-04-2029 
)laTa DD0H3B01ICTBa ro11eu 110 

: 

Mfg. License No./ 
IlpOH3B01ICTBeHHaH JIHQeH3UH : 63/RR/AP/96/F/R MA number:/ HoMep PY : J1IT-N!!(002687)-(P1-RU) 
.N"2 
Analysis performed according ND/ AuaJIH3 np0Be11eu no H)l: JIO-.N"2(002687)-(Pf-RU)-071223 
Artworks of primary package approved: / MaKeTbl nepBH'IHOH ynaKOBKH yTBep,K1Ieub1: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbt BT0pH'IH0ii ynaK0BKH yTBep1K11eub1: 07.12.2023 
PL aooroved: / JIB YTBeP*~eu: 26.11.2025 

Pae:e 9 of 10 / CTp. 9 HJ 10 
Hepy <l>apMa C11rn, TxaHaM 

B11nnaJJ.)K, ITapasa.ua MaH.uan, 
AHaKanann11- 531 019, AH11xpa 

ITpa.uew, l1H.UH}l 
Name, address, authorization No for Dr. Reddy's Laboratories Ltd., Formulation Tech Ops - II, Survey No 42p, 43, 
FP m:mnfactnring sitl' I rontrol sitl' I 44p, 4"ip, 46p, "i\ "i4&R\ R,1r.h11p,1lly Vill,1er:, Rar.hupally Mamial, Merlchal 
Release site / Malkajgiri District - 500090, Telangana State, India {license No 
HauMeHOBaHne, a11pec, JIHQeH3HH lIJIH 63/RR/AP/96/F/R) I 
IlpOH3B01ICTBeHHaH DJI0IU31IKa / .[{-p Pe,1u111'c Jla6opaTop11c JlT.u., ITpo113so.11.cTBeHHoe nonpa3.ueneH11e-II, 
Ilnoma11Ka K0HTpOJIH Ka'leCTBa / Y4aCTKH N!! 42p, 43, 44p, 45p, 46p, 53, 54 11 83, 6a4ynann11 B1rnnan)K, 
IlJioma1IKa BbmycKa 6a4ynan1111 MaHllM, Me.u4an ManKa)l)KrHpH .[(11cTp11KT - 500090, WTaT 

TenaHraHa, l1H!ll1}1 (J1HueH311}1 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 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». / 
3aKJ1I0'1eHHe O COOTBeTCTBHH: «HacTO.HI.I.\11M 51 no,nrnep)l(,D,a!O, '-!TO np11Be,D,eHHaS1 Bblllie I1Hq>OpMau11S1 51BJI51eTC51 
,Ll,OCTOBepHOi-i 11 TO'-IHOW. 3Ta cepI-151 npo,D,yKUI-111 npOI13Be,D,eHa (BKJIIO'-!a51 ynaKOBKY (MapKI1pOBKY) 11 KOHTpOJib 
Ka4ecrna) Ha BbIWeyKa3aHHOt1 npOH3B0,Ll,CTBeHHOt1 CTJIOll.l,a,D,Ke (nJIOll.l,a).tKax) B llOJIHOM WU'J'He'l'C'l'IU-11-1 c 
Tpe6osaHH51MI1 ITpaBl1JI Ha,D,Jie)l(all.l,ei-i npOI13B0,D,CTBeHHOW npaKTI1KI1 EBpa31111CKOrO 3KOHOM!1'-!eCKOro COI03a 
(.N2GMP/EAEU/RU/02346-2025 OT 25 cettrn6p51 2025) 11 Tpe6osaHI151MI1 KOHTpOJISI Ka'-lecrna JieKapcTBeHHbIX 
cpe,D,CTB, a TaK)l(e B COOTBeTCTBI-111 co cneu11<p11KaUI151MI1, CO,D,ep)l(all.l,11MI1C51 B perncTpau110HHOM ,Ll,OCbe CTpaHbl­
HMITOpTepa. 3an11c11 no npOH3B0,D,CTBY, ynaKOBKe 11 aHaJII13Y nposepeHbl, H ycTaHOBJieHO I-IX COOTBeTCTBI-le 
Tpe6oBaHI151M ITpaBHJI Ha,D,Jie)l(all.l,ew np0113B0,Ll,CTBeHHOW npaKTI1KI1 Espa31111CKOro 3KOHOMl1'-!eCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'laHue: ITpoayKT cooTBeTCTByeT Tpe6osaHHRM HL( 3aKJII04eHHe: O.l{OliPEHO 
Prepared by / Checked by I ITposepeHo: Checked by (AQA) / Approved by: Quality 
ITo.uroTOBJJeHo: A.Susmitha - Quality ITpoeepeHo (AOK): Assurance/ Authorized person / 
L.Ramesh control- Team Member Siva Sankaru Kummari - O.uo6peHo: O6ecne'-!em-1e 
- Quality control- Team 

~ 
Quality ASSl ~ranee- Team Ka4eCTBalOTBeTCTBeHHOe JTHUO: 

Member (9...- Member ~~ P. Rama Rao - Quality 
Assurance- Team Member 

Date /L(aTa: 30-06-2026 Date /L(aTa: 30-06-2026 Date /L(aTa: rn-06-2026 Date / flaTa: /'2--- ~l'l Ofc-U)? £: 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
IlDO.JIVKT: OMe3® )lCP. (1IoMnepH.LIOH+OMenpa30JI) KancyJibl C MO.LIHd>HllHDOBaHHblM BblCB06mKJieHHeM, 30 Mr+20 Mr 

Market / PblHOK : Russia/ Pocc11J1 

Batch No/ 
: B2602055 

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

: 
1250000 Kancyn 

Analytical Report No/ 
: 2002FP26001527 

Date of Analysis / 
: 30-06-2026 

AHaJIHTH'feCKHH OT'feT .N"! .l{aTa auaJinJa 

Date of Manufacture / 
: 26-05-2026 

Date of Expiry / 
30-04-2029 

.1laTa DDOH3B0.llCTBa ro.ueu .uo 
: 

Mfg. License No./ 
Il pOH3BOJICTBeHHaH JIHQeH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : J1TI-N!!(002687)-(Pr-RU) 
.N"! 
Analysis performed according ND/ AuaJIH3 npose.ueu no H.l{: JIIl-.N"2(002687)-(Pr-RU)-071223 
Artworks of primary package approved:/ MaKeTbI nepBH'fHOii ynaKOBKH yTsep,imeub1: 07.12.2023 
Artworks of secondary package approved: / MaKeTbl BTOpH'IHOii ynaKOBKH YTBep,icJJ,eHbI: 07.12.2023 
PL aooroved: / JIB vTseo'.IKlleH: 26.11.2025 
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Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMelfaHue: TipoJJ,yKT COOTBeTCTByeT Tpe6oaaHID!M H.U 3aKJIJO'feHue: O.l{OliPEHO 
Prepared by I Checked by I TipoaepeHo: Checked by (AQA) I Approved by: Quality 
Tio.uroTOBJieHo: A.Susmitha - Quality TipoaepeHo (AOK): Assurance/ Authorized person / 
L.Ramesh control- Team Member Siva Sankaru Kumrnari - Ono6peHo: O6ecnelJeH11e 
- Quality control- Team cg-- Quality Ass~;ance- Team KalJeCTaa/OTaeTCTBeHHOe JIHUO: 
Member ~ Member~~ P. Rama Rao - Quality 

Assurance- Team Member 
Date /L{aTa: 30-06-2026 Date /L{aTa: 30-06-2026 Date /llaTa: 30-06-2026 Date /llaTa: 1{_ ,,_0 --06 ~i,c, 1,,~ 


