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

CEPTH<l>HKAT AHAJIH3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
flpo.11.y1n: OMe3® llCP, (lloMnepu.11.ou+OMenpaJoJI) KancyJibI c Mo.11.uit>uuupoeauHbIM BhlCB06mK.11.euueM, 30 Mr+20 Mr 

Market/ Pi.rnoK : Russia/ Poccm1 

Batch No I 
82601720 

Batch Quantity/ 1250000 caps / 
CepuH .N"2 

: 
O6beM cepuu 

: 
1250000 KancyJI 

Analytical Report No I 
: 2002FP26001381 

Date of Analysis / 
: 30-06-2026 

AuaJiuTuqecKuii oTqeT .N"2 llaTa auaJiu3a 

Date of Manufacture / 
13-04-2026 

Date of Expiry / 
31-03-2029 

llaTa npouJeo.11.cTea 
: 

ro.11.eu .11.0 
: 

Mfg. License No./ 
npoU3B0.IJ.CTBeHHaH JIUUeH3UH : 63/RR/ AP/96/F/R MA number:/ HoMep PY : JII1-NQ(002687)-(Pf'-RU) 

.N"2 

Analysis performed according ND/ AuaJiu3 npoee.11.eu no Hll: Jlfl-.N"2(002687)-(Pr-RU)-071223 
Artworks of primary package approved:/ MaKeTbI nepeuquoii ynaK0BKH yTeep,K.1J.eHb1: 07.12.2023 
Artworks of secondary package approved: / MaKeTbI BTopuquoii ynaK0BKH yTeepm.11.eub1: 07.12.2023 
PL approved:/ JIB yrnepm.11.eu: 26.11.2025 

S.No 
/ .N"2 

Test /TeCT 

Description / Onucauue 

Result/ PeJyJibTaT 

Hard transparent colorless gelatin 

capsules size I with a black imprint .. ry­
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,nh!e )KeJiaTJ1HOBhle rrpo3pa'1Hhle 
6ecuseTHhie KarrcyJihI pa3Mepa I c 
MapK11pOBKOH qepHoro UBeTa 

« r-y, DR. REDDY'S» Ha Kphllne'IKe 
KarrcyJihl H MapKHpOBKOH KpacHoro UBeTa 
«OMEZ-DSR» Ha Koprryce KancyJihl. 
Co.11.ep)KHMOe KarrcyJI: ccpep11qecK11e 
rrem1eTh1 6eJioro 11 KopH'IHesoro useTa. 

Remarks: The Product confirms to ND/ 
flpuMe'laHue: I1po,nyKT cooTBeTCTByeT Tpe6osaHHHM HU 
Prepared by / Checked by/ ITposepeHo: Checked by (AQA) / 

Pai!e 1 of 10 / CTJJ. I 03 10 

Specification / CneuuclmKauuH 

Hard transparent colorless gelatin capsules 
size 1 with a black imprint 

11 r-y, 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,nhle )KeJlaTHHOBhie npo3pa'1Hhle 
6ecuseTHhie KarrcyJihI pa3Mepa 1 c 
MapK11pOBKOH qepHoro QBeTa 

« r-y, DR. REDDY'S» Ha Kph1we'IKe 
KarrcyJihl H MapKHpOBKOH Kpacttoro useTa 
,,OMEZ-DSR» Ha l\uµuy(;t: l\a1J(;yJ1b1. 

Co.nep)KHMoe KarrcyJI: ccpep11qecK11e 
rreJIJieThl OT 6eJioro .no ceposaTo-6eJioro 11 
OT KOp11'1HeBoro .no )KeJlTOBaTO­
KOpH'IHeBoro UBeTa. 

Conclusion : APPROVED/ 
3aKJIIO'leuue: OllOliPEHO 
Approved by: Qua I ity 

ITo,nrOTOBJleHo: A.Susmitha - Quality ITposepeHo (AOK): Siva Assurance/ Authorized person / 
L.Ramesh control- Team Member Sankaru Kummari - O.no6petto: O6ecrreqem1e 
- Quality control- Team 

~ 
Quality AssLr ance- Team Ka'leCTBa!OTBeTCTBeHHOe Jl11U0: 

Member ©.-. Member f P. Rama Rao - Quality 
~;) Assurance- Team Member 

Date /)lam: 30-06-2026 Date /)lam: 30-06-2026 Date /Llam: 30-06-2026 Date / .[{am: J-<i..._ '30 .-aG,-wu 



•·· _Dr.Raddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH«l>IIKAT AHA.JIH3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
Ilpo,[lyKr: OMe3® )lCP, (lloMnepH,[lOH+OMenpa30JJ) KancyJJbl C MO!lH!l>HQHPOBaHHblM BblCB06mK,[leHHeM, 30 Mr+20 Mr 

Market / PblHOK : Russia/ Pocc1,rn 

Batch No/ 
B2601720 

Batch Quantity / 1250000 caps/ 
CepuH .N"2 

: 
O61.eM cepuu 

: 
1250000 Kancyn 

Analytical Report No/ 
: 2002FP260013 81 

Date of Analysis / 
: 30-06-2026 

AuaJJHTH'lecKnii OT'leT .N"2 )laTa auaJJu3a 

Date of Manufacture / 
13-04-2026 

Date of Expiry / 
31-03-2029 

)laTa npOH3B0,[lCTBa 
: 

ro,[leH ,[lO 
: 

Mfg. License No./ 
IlpOH3B0,[lCTBeHH3H JJUQeH3UH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JU1-N2(002687)-(Pf-RU) 
.N"2 
Analysis performed according ND / AuaJJn3 npose,[leu no H)l: JIIl-.N"2(002687)-(Pr-RU)-071223 
Artworks of primary package approved:/ MaKeTbt nepsuquoii ynaKOBKU yTBep,K,lleHbt: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbt BTopuquoii ynaKOBKn yTsepm,llenbl: 07.12.2023 
PL aooroved: / JIB VTBep,K,lleu: 26.11.2025 

2 

3 

Identification / 
11,[leHTUcJ>UK3U:UH 
Omeprazole / OMenpa1on 
Domperidone / .D:0Mnep11.uoH 

HPLCIB3}KJ( 

Average weight of the net 
content / Cpe,llHHH Macca 
co,llepmnMoro KancyJJ 

P~gf' 2 of 10 / C':TJl. 2 ,n 10 
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.uep)KHBaHmt ocHOBHbIX n11K0B Assay). I BpeMeHa y.uep)K11BaHm1 
Ha xpoMaTorpaMMe HCnbITyeMoro OCHOBHbIX nHKOB Ha xpoMaTorpaMMe 
paCTBOpa COOTBeTCTBYIOT BpeMeHaM HCnbITyeMoro paCTBOpa .UOJI)l(Hbl 
y.uep)KHBaHHH nHKOB OMenpa30Jia 11 COOTBeTCTBOBaTb speMeHaM y.uep)KHBaHHH 
.UOMnepH.UOHa Ha 
CTaH,UapTHOrO pacTBopa. 

368.49 mg /368,49Mr 

nHKOB OMenpa30Jia H .UOMnepH.UOHa Ha 
xpoMaTorpaMMe cTaH.uapTHoro pacTBopa 
(pa1.uen «Konw,ecTBeHHOe onpe.uenem1e»). 

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

4 Uniformity of dosage units / O,[lHOpO,[lHOCTb ,[l03Hp0B3HHblX e,[lHHHU: 

Omeprazole / OMenpa1on 10.4 / 10,4 

Domperidone / Ll:oMnepH.UOH 4.6 I 4,6 

Remarks : The Product confirms to ND/ 
IlpnMe'lanue: ITpo.uyKT cooTBeTcTByeT Tpe6oaaHHHM Hll 
Prepared by/ Checked by I ITpoaepeHo: 
ITo.uroTOaneHo: A.Susmitha - Quality 
L.Ramesh control- Team Member 
- Quality control- Team 
Member @.. 

Date /Llarn: 30-06-2026 Date /Llarn: 30-06-2026 

Checked by (AQA) / 
ITpoaepeHo (AOK): Siva 
Sankaru Kummari -
Quality As ,L '8-nce- Team 
Member J 

~ 
Date /Llarn: 0-06-2026 

Acceptance value (AV) should be less 
than or equal to 15.0 I IToKa3aTeJib 
npHeMJieMOCTH (AV) .UOJI)KeH 6bITb He 
6onee 15,0. 

Acceptance value (AV) should be less 
than or equal to 15.0 I IToKa3aTeJib 
npHeMJieMOCTH (AV) .UOJI)KeH 6bITb 
He 6onee 15,0. 

Conclusion : APPROVED / 
3aKJJto'lenue: O)lOliPEHO 
Approved by: Quality 
Assurance/ Authorized person/ 
O.uo6peHo: O6ecne'leHHe 
Ka'leCTsa/OTseTCTBeHHOe JIHL{O: 
P. Rama Rao - Quality 
Assurance- Team Member 



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

CEPTII<l>IIKAT AHAJIIIJA 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
Ilpo,uyKT: OMe3® .L{CP, (1loMnepu,uoH+OMenpaJoJ1) KancyJ1bl c Mo.umt>uunposaHHbIM Bblcso601K,ueHneM, 30 Mr+20 Mr 

Market / PbIHOK : Russia/ Poccm1 

Batch No/ 
: B2601720 

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

: 
1250000 Kancyn 

Analytical Report No/ 
: 2002FP26001381 

Date of Analysis / 
: 30-06-2026 

AHaJlHTH'leCKHH OT'leT .N"! ,Ll;aTa aHaJ1nJa 

Date of Manufacture / 
: 13-04-2026 

Date of Expiry / 
31-03-2029 

.L{aTa UPOH3B0,UCTBa ro,ueH ,UO 
: 

Mfg. License No./ 
TI poHJBO,UCTBeHHaH JIHUeHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JITI-NQ(002687)-(Pr-RU) 

.N"2 
Analysis performed according ND/ AHaJIHJ npose,ueu no H.LJ;: JITI-.N"2(002687)-(Pr-RU)-071223 
Artworks of primary package approved: / MaKeTbI nepsnquou ynaKOBKH yTsep~eub1: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbl srnpnquou ynaKOBKH yTsep1K,ueub1: 07.12.2023 
PL approved: / JIB yTBep~eu: 26.11.2025 

5 Dissolution / PacTRopeuue 
Omeprazole / OMenpa30JJ 

In a 0.1 M hydrochloric acid 
solution / B 0,1 M pacTBope 
xnoposo.uopO.UHOH KHCJlOThl 

0 %, 0 %, 0 %, 0 %, 0 %, 0 % 

Omeprazole / OMe11pa30J1 103 %, 101 %, 97 %, 102%, 100%, 100% 

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

Domperidone / .[(oM11ep11)loH 

after 1 hour/ 4epe3 1 lf 

after 4 hours / qepe3 4 lf 

after 8 hours / 4epe3 8 q 

after 12 hours/ qepe3 12 lf 

Remarks : The Product confirms to ND/ 

27 %, 25 %, 28 %, 25 %, 28 %, 27 % 

60 %, 54 %, 61%, 55 %, 63 %, 66 % 

80 %, 72 %, 77 %, 74 %, 82 %, 82 % 

85 %, 81 %, 85 %, 80 %, 86 %, 87 % 

IlpuMe'lau11e: Tipo,uyKT cooTBeTcTsyeT Tpe6osaHHllM HLI 
Prepared by / Checked by/ TiposepeHo: Checked by (AQA) / 

Page 3 of 10 / CTp. 3 HJ 10 

In a 0.1 M hydrochloric acid solution - not 
more than 15 % of the label amount of 
omeprazole (C11H19N3O3S) after 2 hours./ 
B 0, 1 M pacTBope XJ1oposo,uopo,uHoii 
KHCJlOThl - He 60J1ee 15 % OT 
qiaKTH'-leCKOro co,uep)KaHHll 
0Me11pa30J1a (C17H19N3Q3S) 4epe3 2 lf. 

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 - He MeHee 70 % (Q) 
OT HOMHHaJJhHOfO CO)lep)KaHHll 
0Me11pa30J1a (CnH19N3O3S) 4epe3 
30 MHH. 
In 0.lM hydrochloric acid solution / B 
0,1 M pacTBope XJ1oposo,uopo,uHoii 
KHCJlOThl: 

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

between 30 % and 70 % / OT 30 % .uo 70 % 

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

not less than 70 % / He MeHee 70 % 
of the labeled amount of Domperidone 
(C22H24ClNsO2) / OT HOMHHaJJhHOro 
co,uep)KaHHll 
(C22H24ClNsO2) 

,UOM1Tep11,u0Ha 

Conclusion : APPROVED / 
3aKJIIO'leuue: O.L{OliPEHO 
Approved by: Quality 

ITo,uroTOBJleHo: A.Susmitha - Quality ITposepeHo (AOK): Siva Assurance/ Authorized person / 
L.Ramesh control- Team Member Sankaru Kummari - O,uo6peHo: O6ec11e'leH11e 
- Quality control- Team 

~ 
Quality As:r rance- Team Ka'leCTBa!OTseTCTBeHHOe JlHUO: 

Member CB- MembeJ~ P. Rama Rao - Quality 
Assurance-Team Member 

Date /)lam: 30-06-2026 Date /Liam: 30-06-2026 Date /Liam. 30-06-2026 Date /Liam: /'i....~c:, r0r:,-zou; 



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

CEPTII<l>IIKAT AHAJIH3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
Ilpoi.vKT: OMe3® )1.CP, ()loMnepui.ou+OMenpa3oJI) KancyJILI c Moi.mjrnuuposaunLIM sb1cso6omi.euueM, 30 Mr+20 Mr 

Market / PLIHOK : Russia/ Pocc1rn 

Batch No/ 
: B2601720 

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

: 
1250000 Karrcyn 

Analytical Report No/ 
: 2002FP26001381 

Date of Analysis / 
: 30-06-2026 

AuaJIHTuqecKuii oTqeT N! )laTa auaJiu3a 
Date of Manufacture / 

13-04-2026 
Date of Expiry / 31-03-2029 

)laTa npOH3B0ilCTBa 
: 

roi.eu ilO 
: 

Mfg. License No./ 
IlpOH3B0ilCTBeuuaH JIHUeH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JU1-N2(002687)-(Pr-RU) 
.N'! 
Analysis performed according ND / AuaJiu3 nposei.eu no H)l: JIIl-N2(002687)-(Pr-RU)-071223 
Artworks of primary package approved:/ MaKeTbI nepsuquoii ynaKOBKH yTsep~eHLI: 07.12.2023 
Artworks of secondary package approved:/ MaKeTLI srnpuquoii ynaKOBKH yTsepmi.euLi: 07.12.2023 
PL annroved: / JIB VTBep~eu: 26.11.2025 

Page 4 of IO / CTp. 4 H3 IO 
S.No 

Test/TeCT Result/ PeJyJILTaT Specification / Cneumt>uKauuH I N2 

6. Impurities / IlpuMecu 
Omeprazole I OMenpa3ofla: Omeprazole I OMenpa30J1a: 

Impurity 1 / np11Mecb 1 0.01 %/0,01 % Not more than 0.50 % / He 6onee 0,50 % 

Impurity 2 / np11MeCb 2 Not detected/ He o6Hapy)l(eHa Not more than 0.50 % / He 6onee 0,50 % 

Impurity 3 / np11Mecb 3 0.02%/0,02% Not more than 0.50 % / He 6onee 0,50 % 

Impurity 4 / np11MeCb 4 Not detected / He o6Hapy)l(eHa Not more than 0.50 % / He 6onee 0,50 % 

Impurity 5 / np11Mecb 5 Not detected/ He o6Hapy)l(eHa Not more than 0.50 % / He 6onee 0,50 % 

Domperidone I ,4oMnepuooHa: Domperidone I ,4oJwnepuooHa: 

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

Impurity B / np11Mecb B Not detected / He o6Hapy)l(eHa Not more than 0.50 % / He 6onee 0,50 % 

Impurity C / np11Mecb C Not detected / He o6Hapy)l(eHa Not more than 0.50 % / He 6onee 0,50 % 

Impurity D / np11Mecb D 0.12%/0,12% Not more than 0.50 % / He 6onee 0,50 % 

Impurity F / np11MeCb F Not detected / He o6Hapy)l(eHa Not more than 0.50 % / He 6onee 0,50 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpuMeqauue: Tipo.nyKT coorneTcrnyeT Tpe6osaH11.siM Hll 3aKmoqeuue: O)1.OliPEHO 
Prepared by / Checked by/ TiposepeHO: Checked by (AQA) / Approved by: Quality 
Tio.nrOTOBJieHo: A.Susmitha - Quality TiposepeHo (AOK): Siva Assurance/ Authorized person / 
L.Ramesh control- Team Member Sankaru Kummari - O.no6peHo: O6ecneqem1e 
- Quality control- Team q- Quality Assurance- Team KalJeCTBa/OTseTCTBeHHOe JIHUO: 
Member &- MemberL_

1 
P. Rama Rao - Quality 
Assurance- Team Member 

Date /llaTa: 30-06-2026 Date /llaTa: 30-06-2026 Date /llaTa:)30-06-2026 Date /llaTa: )~"1.c,-eG,-'U>u, 



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

CEPTM<l>MKAT AHAJIM3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
IIPOJJ:YIIT: OMe3® .l(CP, (.l(oMnepuii:on+OMenpaJOJI) KancyJibl C MOJJ:Hcl>m.-1upoBaHHblM BblCB060)KJJ:eHHeM, 30 Mr+20 Mr 

Market/ PblHOK : Russia / Poccllil 

Batch No/ 
: B2601720 

Batch Quantity / 1250000 caps/ 
CepuH .N"2 O6heM cepuu 

: 
1250000 Kancyn 

Analytical Report No I 
: 2002FP26001381 

Date of Analysis / 
: 30-06-2026 

AHaJIHTH<teCKHii OT<teT .N"2 .l(aTa anaJiuJa 

Date of Manufacture / 
13-04-2026 

Date of Expiry / 
31-03-2029 

.l(aTa DPOH3B0JJ:CTBa 
: 

roii:en JJ:O 
: 

Mfg. License No./ 
IlpOH3BOJ1:CTBeHHaH JJH(-leHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JITI-NQ(002687)-{Pr-RU) 
.N"2 
Analysis performed according ND/ AuaJJHJ nposeii:eu no H.l(: JIII-.N"2(002687)-(Pr-RU)-071223 
Artworks of primary package approved: / MaKeTbt nepsu<tuoii ynaKOBKH yTsep)KJJ:eHbt: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbI srnpu<tnoii ynaKOBKH yTBep)Kii:enbl: 07.12.2023 
PL annroved: / JIB yTBep)K~eu: 26.11.2025 

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

Test/TeCT Result/ PeJyJJbTaT Specification/ Cne1-1ucj>uKa1-1uH 
I X2 

Any individual unidentified Not more than 0.20 % / He 6onee 0,20 % 
impurity I J1106aH e,!l11H11<tHaH Not detected / He o6uap}')KeHa 
HeH,!leHTl1<pl11.{HpOBaHHaH rrp11MeCb 

Total impurities I CyMMa np11Meceti 0.2%/0,2 Not more than 2.5 % / He 6onee 2,5 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe<tauue: Tipo,!lyKT cooTBeTcTByeT Tpe6osau11HM Hll 3aKJIIO<teuue: O)lO6PEHO 
Prepared by I Checked by I Tiposepeuo: Checked by (AQA) I Approved by: Quality 
Tio,!lrOTOBJJeHo: A.Susmitha - Quality Tiposepeuo (AOK): Siva Assurance/ Authorized person / 
L.Ramesh control- Team Member Sankaru Kummari - O)lo6peuo: O6ecne4eu11e 
- Quality control- Team 

~ 
Quality As urance- Team Ka'leCTBalOTBeTCTBeHHOe Jl11UO: 

Member [&.... Member --t P. Rama Rao - Quality 
7J Assurance- Team Member 

Date !)],aTa: 30-06-2026 Date !)],aTa: 30-06-2026 Date !)],aTa: 30-06-2026 Date !)],aTa: /2.-'JC>-CJG -t-oZ-b 



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

CEPTH<l>HKAT AHAJIH3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
IIPOllVK"T: OMe3® llCP, (lloMnepH)J.OH+OMenpa30JI) KaDCVJlbl C MO/l.Hd>HUHPOBaHHblM BblCB060iK)J.eHHeM, 30 Mr+20 Mr 

Market / PblHOK : Russia / PoccIDI 

Batch No/ 
: B2601720 

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

: 1250000 KarrcyJI 

Analytical Report No/ 
: 2002FP26001381 

Date of Analysis / 
: 30-06-2026 

AuaJIHTH'fecicuii OT'feT N2 llaTa auanu3a 

Date of Manufacture / 
: 13-04-2026 

Date of Expiry / 31-03-2029 
llaTa nponlBO/J.CTBa ro)J.eH /J.O 

: 

Mfg. License No./ 
IlpOH3B0/J.CTBeHHaH JIHUeH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JHl-N!!(002687)-(Pr-RU) 
N2 
Analysis performed according ND/ AuaJIHl npose)J.eH no H,l(: JIII-N2(002687)-(Pr-RU)-071223 
Artworks of primary package approved: / MaiceTbl nepBH'IHOii ynaicosicu yTsep~eubl: 07.12.2023 
Artworks of secondary package approved:/ MaiceTbI BTOpH'IHOH ynaicoBKH yTsepiK1J.eHb1: 07.12.2023 
PL approved: / JIB yTBep~eu: 26.11.2025 

Pa2e 6 of 10 / CTp. 6 Hl 10 
S.No 

Test/ Tecr Result/ PelyJibTaT Specification / Cneum1>uicaQHH I N2 

Residual solvents/ OcTaTO'IHble opraHH'lCCKHe pacTBop1nem1 
Methanol / MeTaHOJI 3 µg/caps / 3 MKr/Karrcyna Not more than 1107 µg per capsule/ He 6oJiee 

1107 MKr Ha Karrcyny. 

Methylene chloride / Not detected / He o6ttapy)Ketta Not more than 221 µg per capsule / He 6oJiee 
Menrnettx1Iop11.u 221 MKr tta KarrcyJiy. 

8 Water content/ Co1J.epiKanue 1.0 %/ 1,0 % Not more than 4.0 % / He 6oJiee 4,0 % 
B0/J.bl 

9 Microbial limits / Mmcpo611onorn<1ecicaH 'IHCTOTa 
Total aerobic microbial count/ Less than 10 CFU/g / Not more than 103 CFU/g / 
O6wee 'IHCJIO a3p06HblX Mettee 10 KOE/r He 6oJiee 103 KOE/r 
MHKpoopraHl13MOB 

Total combined yeasts and mould Less than 10 CFU/g / Not more than 102 CFU/g / 
count / O6wee 'IHCJIO .UPO)K)KeBblX Mettee 10 KOE/r He 6oJiee 102 KOE/r 
1'1 IIJleCHellblX rp1160B 

E.coli Absent in 1 g / Shall be absent in lg / OrcyTcTs11e B 1 r 
OTCYTCTByeT s 1 r 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIPHMC'f3IIHC: npo..uvKT C00TBeTCl'syeT Tpe6oeaHHiIM H.U 3aicmoqeuue: OllOliPEHO 
Prepared by / Checked by / Ilposepetto: Checked by (AQA) / Approved by: Quality 
Ilo.uroTOBJietto: A.Susmitha - Quality Ilpoeepetto (AOK): Siva Assurance/ Authorized person / 
L.Ramesh control- Team Member Sankaru Kummari - O.uo6petto: O6ecrre•rntt11e 
- Quality control- Team Quality A u~rance- Team Ka'leCTBa/OrseTCTBeHHOe JIHUO: 
Member ©_ q- Member j P. Rama Rao - Quality 

,,J Assurance- Team Member 
Date /f.lan: 30-06-2026 Date /.LJ.aTa: 30-06-2026 Date /)laTa: 0-06-2026 Date /.LJ.aTa: ·Pl--'3<::J-06-rou;. 



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

CEPTU:ct>HKA T AHAJIH3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
Ilpoii;yIIT: OMe1® llCP, (lloMnepuii:ou+OMenpa10J1) KancyJJhl c MOti:nd>uuupoeauuh1M Bb1ceo6omii:euueM, 30 Mr+20 Mr 

Market / PhlHOK : Russia I Poccilll 

Batch No I 
: B2601720 

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

: 1250000 Kancyn 
Analytical Report No I 

: 2002FP26001381 
Date of Analysis / 

: 30-06-2026 
AuaJJHTH'leCKHH OT'leT .N'! llaTa auaJ1u1a 
Date of Manufacture / 

13-04-2026 
Date of Expiry / 31-03-2029 

llaTa npou1eoii;cTea 
: 

roti:eH tJ:O 
: 

Mfg. License No./ 
Il pOH3B0tJ:CTBeHHaH JIHUeH3HH : 63/RR/ AP/96/F/R MA number:/ HoMep PY : JITT-.M1(002687)-{Pr-RU) 
.N'2 
Analysis performed according ND/ AuaJJH3 npoeeii:eu no H)],: JIIl-.N'2(002687)-(Pr-RU)-071223 
Artworks of primary package approved: / MaKeThl nepeuquou ynaKOBKH yTeepmii:eub1: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbI ernpuquou ynaKOBKH yTeepmii:eebl: 07.12.2023 
PL aooroved: / JIB yTBepmii:eu: 26.11.2025 

Page 7 of 10 / C rp. 7 u1 10 
S.No 

Test/ TecT Result/ Pe1yJ1hTaT Specification / CneumfiuKauuH 
I N2 
10 Assay/ KoJJn'leCTeeuuoe onpeti:eJJeuue 

Omeprazole / OMenpa3on 20.59 mg I 20,59 Mr From 18.0 mg to 22.0 mg of C17H19N3O3S 

(102.9 % I 102,9 %) 
(Omeprazole) per capsule (90.0 to 110.0 % of 
the label claim) / OT 18,0 Mr ii:o 22,0 Mr 
C17H19N3Q3S (0Menpa3on) B Kancyne (oT 90,0 
,/J,O 110,0 % OT HOMI1HMbHOro CO,/J,ep)l(aHI1.SI). 

Domperidone / JJ:0Mnep11L1,0H 28.39 mg I 28,39 Mr From 27.0 mg to 33.0 mg C22H24ClNsO2 

(94.6 % I 94,6 %) 
(Domperidone) per capsule (90.0 to 110.0 % of 
the label claim) / OT 27,0 Mr ,/J,O 33,0 Mr 
C22H24CINsO2 (L\OMnep11L1,oH) B Kancyne (oT 
90,0 ,/J,O 110,0 % OT HOMI1HMbHOro 
co,11,ep)l(aHilll). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMeqauue: TTpo,11,yKT cooTBeTcTByeT Tpe60BaH11.S1M H,[l 3aKJJIO'leuue: OllOliPEHO 
Prepared by I Checked by I TTpoBepeuo: Checked by (AQA) I Approved by: Quality 
TTo,/J,rOTOBJleHo: A.Susmitha - Quality TTpoBepeuo (AOK): Siva Assurance/ Authorized person / 
L.Ramesh control- Team Member Sankaru Kummari - OL1,06peuo: O6ecne4eu11e 
- Quality control- Team 

~ 
Quality A u~1nce- Team Ka'leCTBa!OTBeTCTBeHHOe J111I..(O: 

Member &- Member _j P. Rama Rao - Quality 
-;,:) Assurance- Team Member 

Date /llarn: 30-06-2026 Date /Llarn: 30-06-2026 Date /Llarn: 0-06-2026 Date /llaTa: ,~'!,o-<:,E,--Wl..G 



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

CEPTM<l>MKAT AHAJIM3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg I 
Ilpoi:i;yKT: OMe1® llCP, (lloMnepui:i;ou+OMenpa10J1) icancyJibl c Moi:i;u4>m:,1uposauubtM Bbtcso6omi:i;euueM, 30 Mr+20 Mr 

Market/ PblHOK : Russia/ Poccrnt 

Batch No/ 
B2601720 

Batch Quantity / 1250000 caps/ 
CepuH N2 

: 
O61.eM cepuu 

: 1250000 Kancyn 
Analytical Report No/ 

: 2002FP26001381 
Date of Analysis / 

: 30-06-2026 
AuaJIHTH'fecicuu OT'feT N2 l{aTa auaJiuJa 

Date of Manufacture / 
13-04-2026 

Date of Expiry / 31-03-2029 
l{aTa DPOHJBO)lCTBa 

: roi:i;eu )lO 
: 

Mfg. License No./ 
IlpoHJBO)lCTBeHHaH JlHl,leHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JU1-N2(002687)-(Pr-RU) 
N2 

Analysis performed according ND/ AuaJIHJ nposei:i;eu no Hl{: JIU-N2(002687)-(Pr-RU)-071223 
Artworks of primary package approved: / MaiceTht nepsuquoii ynaKOBKH yTsepmi:i;eHbt: 07.12.2023 
Artworks of secondary package approved:/ MaiceTbt srnpuquou ynaicosicu yrnepmi:i;eubt: 07.12.2023 
PL approved: / JIB yrnepmi:i;eu: 26.11.2025 

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

Test/ TeCT Result/ Pe1yJ1hTaT Specification / Cne1,1uct,uica1.-1uH 
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 / Ilo 10 Kancyn B 6m1cTepe 113 (ITBX/Afl/ITA) 
carton. I Ilo 10 Kancyn B q>OJ1bfl1/amoMl1Hl1eBOW q>OJTbfl1. Ilo 1, 3, 8, 10 

61111cTepe 113 (ITBX/ AJI/ITA) 61111cTepoB BMeCTe C 11HCTPYKU11ew no 
q>OJJbfl1/aJJ!OMl1Hl1eBOW q>OJJbrl1. Me)l11U11HCK0MY np11MeHeH1110 (1111CTKOM-
Ilo 3 6J111cTepa BMeCTe C BKJJa)lbl!lleM) B naYKY KapT0HHyIO. 
11HcTpyKu11ew no Me/ll1U11HCK0MY 
np11Meueu1110 (1111CTKOM-
BKJTa)lbI!lleM) B naYKY 
KapT0HHyIO. 

12 Labeling/ Mapicuposica Complies / CooTBeTcTByeT See Section 1.3 .2 of Module 1 of registration 
uussier. / CM. !JU3)..(eJt 1.3.2, MU)..(ym1 1 
per11cTpau11ouuoro Jl0Che. 

13 Storage/ YcJIOBHH xpaueuuH At temperature below than 25 °C. / I1p11 TeMnepaType ue BhI!lle 25 °C. 

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

* L1m1ts m this spec1ficat10n are shelf-life. When a product is released, it is tested according to the release spec1ficat1on, so more stnngent 

limits may be specified in the certificate of analysis./* - HOpMbI B cneu11(lJ11Kau1u1 npe)lCTaBrreHbI Ha cpoK rD/lHOCTH. TT pH BbmycKe npenapaT 

npoBeplleTCll B COOTBeTCTBHH co cneu11(lJHKau11e11 Ha BbIITYCK, ITO)TOMY B cepTH(lJHKaTe aHaITH3a Ha npenapaT MoryT 6b!Tb YKa3aHbl 6orree 

crporne HOpMbl, '!eM B HaCTOlIIUeM HOpMaTJ1BHOM /lOKyMeHTe no Ka'lecrny. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMeYanue: ITpO/lYKT cooTBeTCTByeT Tpe6oBaHrntM HLI 3aicmoqeuue: O.LlOliPEHO 
Prepared by / Checked by/ ITposepeuo: Checked by (AQA) / Approved by: Quality 
ITo)lrOTOBJTeHo: A.Susmitha - Quality ITposepeuo (AOK): Siva Assurance/ Authorized person / 
L.Ramesh control- Team Member Sankaru Kummari - OJlo6peuo: O6ecneqeu11e 
- Quality control- Team q-- Quality Ass ranee- Team Ka4eCTBa!OTBeTCTBeHHOe 111111,0: 
Member &l- Member j ~ P. Rama Rao - Quality 

i) Assurance- Team Member 
Date / Liarn: 30-06-2026 Date/ Liarn: 30-06-2026 Date /,[.(aTa: 30-06-2026 Date /,[lam: /2--.- '3 0-06 --i.v2..-b 



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

CEPTU<l>UKAT AHAJIU3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
IlPO.llYKT: OMe3® lICP, (1loMnepu.lloH+OMenpa10JI) KancyJibt c MO.llHd>HUHPOBaHHblM Bb1cso601K.lleHHeM, 30 Mr+20 Mr 

Market/ PblHOK : Russia / Poccm1 

Batch No/ 
: B2601720 

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

: 
1250000 Kancyn 

Analytical Report No/ 
: 2002FP26001381 

Date of Analysis / 
: 30-06-2026 

AuaJIHTH'leCKHii OT'leT .N2 .L{aTa auaJiu3a 

Date of Manufacture / 
13-04-2026 

Date of Expiry / 
31-03-2029 

llaTa npoH3BO.llCTBa 
: 

fo.lleH .llO 
: 

Mfg. License No./ 
0 pOH3BO.llCTBeHH3H JIHUeH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : J1IT-NQ(002687)-(P1-RU) 
.N! 
Analysis performed according ND I AnaJIH3 npoBe.lleH no H.L{: JIIl-.N2(002687)-(Pf-RU)-071223 
Artworks of primary package approved:/ MaKeTbI nepsnquoii ynaKOBKH yTsep,Kl{enbl: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbl BTopuquoii ynaKOBKH yTsepJK.lleHbt: 07.12.2023 
PL approved:/ JIB YTBepJKlleH: 26.11.2025 

Page 9 of 10 / CTp. 9 H3 10 

API name/ HauMeuosanue A<l»C: Omeprazole / OMenpa3oJI Domperidone / LloMnepunon 
INN/ MHH: Omeprazole / OMenpa3oJI Domperidone / 1I0Mnep11non 
API manufacturer batch number / 0000130822,0000123594, 
HoMep cepuu npoH3BO.llHTeJIH A<l»C: OME/00226 0000125863 
FP Manufacturer API Batch number / 
HoMep cepHH cy6cTaHUHH 

FBTA00167 FBTH00002 
npOH3BO.llHTeJIH f Jl(I): 

API Manufactured by, address & Vasudha Pharma Chem Limited, 
country/ Unit-II, Plot No. 79, Jawaharlal 
Ilpou3BO.llHTeJib A<l»C, a.llpec u Nehru Pharma City, Thanam Village, 
CTpana: Srini Pharmaceuticals Ltd, Survey Parawada Manda!, Anakapalli - 531 

No.247, Choutuppal (V), Nalgonda 019, Andhra Pradesh, India / 
District, India / Bacynxa <t>apMa KeM JluM11Te.ll, 

WpHHH <t>apMaCblOTl1KaJIC JlT.ll, ITpOH3BO.llCTBeHHOe no,llpa3,lleJJeHHe -
Y4aCTOl<.N1! 247, lfoyTTynmut (B), II, y4Ul:'l'OI< .N1! 79, 1I,1muuxaprnw 

oKpyr Hanronna, 11nnusi Hepy <t>apMa CuTH, TxanaM 
81rnna.ll)K, ITapasana Mannan, 

AttaKanannu -531 019, An.nxpa 
ITpanew, 11nm,1si 

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 
HauMenosauue, anpec, JIHUeH3HH .llJIH 63/RR/AP/96/F/R) I 
IlpOH3BO.llCTBennaH ITJIOll(a.llKa / 11-p Pe.ll.llH' c Jla6opaTOpHC JlT.ll., ITpOH3BO.llCTBeHHOe nonpa3,lleJieHHe-II, 

YqacTKH ,N"Q 42p, 43, 44p, 45p, 46p, 53, 54 H 83, 6aqynann11 BHJIJia,ll)K, 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpuMe'laHue: ITpOJlYKT COOTBeTCTByeT Tpe6osaHHl!M H)l 3aKJIIO'leuue: O.L{OliPEHO 
Prepared by / Checked by I ITposepeno: Checked by (AQA) / Approved by: Quality 
ITonroTosneno: A.Susmitha - Quality ITposepeno (AOK): Siva Assurance/ Authorized person / 
L.Ramesh control- Team Member Sankaru Kummari - Ono6peno: O6ecneqenue 
- Quality control- Team 

c&-
Quality A u~ra. nce- Team Ka'leCTBa!OTBeTCTBeHHOe Jll11.-lO : 

Member &- Member j:i)- P. Rama Rao - Quality 
Assurance- Team Member 

Date /Liarn: 30-06-2026 Date /LlaTa: 30-06-2026 Date /Liarn: 0-06-2026 Date / LlaTa: 7-S-"30 --0 6 --rolk, 



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

CEPTII<l>IIKAT AHAJIII3A 

Product: Omez® DSR, (Domperi(Jone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
IIDOAVKT: OMe3® J{CP, (J{oMnepH,[(OH+OMenpa30JI) KancyJibl C MOAHIJ>uuupoBaHHblM BblCB060lK,[leHHeM, 30 Mr+20 Mr 

Market / PMHOK : Russia / PoccID! 

Batch No/ 
: B2601720 

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

: 
1250000 KancyJI 

Analytical Report No/ 
: 2002FP26001381 

Date of Analysis / 
: 30-06-2026 

AnaJIHTH'leCKHH OT'leT .N'2 J{aTa anaJIH3a 

Date of Manufacture / 
13-04-2026 

Date of Expiry / 
31-03-2029 

J{aTa IlPOH3B0,[\CTBa 
: 

ro.uen .uo 
: 

Mfg. License No. / 
II pOH3B0,[\CTBeHH3H JIHUeH3HH : 63/RRI AP/96/FIR MA number:/ HoMep PY : JlTT-NQ(002687)-(Pr-RU) 
.N'2 
Analysis performed according ND/ AnaJiu3 nposei.en no HJ{: JIII-.N'2(002687)-(Pr-RU)-071223 
Artworks of primary package approved: / MaKeTbI nepsuqnoii ynaKOBKH yTseplKAeHbI: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbI BTopuqnoii ynaKOBKH yTseplKi.enM: 07.12.2023 
PL approved: / JIB yTBeplK,,.en: 26.11.2025 

Pa e 10 of 10 / Cr . 10 u3 10 
TT.rtn11111,,.,rn •~OIITpom, ICR'l('l'TDll / 

IIJIO(Ua,[\K3 Bblil CKa 
.6n•1ynaJim1 Mm1,uaJI, Me.u<mJI l\.1amrn.u,1crnp11 ,ll)1cTp111rr 500090, wrnT 

TeJiaHraHa, l1HAHH (Jlm.{eH3H51 NQ 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». / 
3aKmoqeeue O COOTBeTCTBHH: «HacTOSIIl.\11M SI IlO,ll,TBep)l(.D,aEO, 'ITO np11Be.D,eHHaS1 BbIIIIe 11H<popMal_\11SI SIBJrneTCSI 

,ll,OCTOBepHOH 11 TO'IHOH. 3Ta cep11S1 IlpO.D,YKl..\1111 I1p0113Be.D,eHa (BKJIIO'laSI ynaKOBKY (MapK11pOBKY) 11 KOHTpOJib 

Ka'lecrna) Ha BbIIIIeyKa3aHHOH np0113B0.D,CTBeHHOH IlJIOil.\a.D,Ke (IlJIOil.\a.D,Kax) B IIOJIHOM COOTBeTCTBl111 C 
Tpe6oBaHl1SIMl1 TTpaBl1JI Ha.D,Jie)i(all.\eH I1p0113B0,ll,CTBeHHOH rrpaKTl1Kl1 EBpa311HCKOfO 3K0H0Ml1'leCK0fO COI03a 

(NQGMP/EAEU/RU/02346-2025 OT 25 cettrn6pS1 2025) 11 Tpe6oBaHl1SIMl1 KOHTpOJISI Ka'-leCTBa JieKapcTBeHHblX 

cpe.D,CTB, a TaK)l(e B C00TBeTCTBl111 co cneump11Kal_\l1SIMl1, CO.D,ep)l(all.\11Ml1CSI B perncTpau110HHOM ,ll,0Cbe CTpaHbl-

11MII0pTepa. 3arr11c11 no Ilp0113B0)],CTBY, yrraK0BKe 11 attaJil13Y npoBepeHbl, 11 ycTaH0BJieHO 11X COOTBeTCTBl1e 

Tpe6oBaHl1SIM TTpaBl1JI Ha.D,Jie)i(all.\eH rrp0113B0,ll,CTBeHHOH npaKTl1Kl1 EBpa311HCKOro 3K0H0Ml1'-leCK0f0 C0E03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpHMe'lanue: TTpOAYKT cooTBeTcTeyeT Tpe6oeaHHHM HLI 3aKJIIO'lenue: OJ{OliPEHO 
Prepared by / Checked by/ TTpoeepetto: Checked by (AQA) / Approved by: Quality 
TToArOTOBJietto: A.Susmitha - Quality TTpoeepetto (AOK): Siva Assurance/ Authorized person / 
L.Ramesh control- Team Member Sankaru Kummari - Ono6petto: O6ecne4eHHe 
- Quality control- Team 

~ 
Quality Assurance- Team Ka4eCTBalOTBeTCTBeHHOe JIHUO: 

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

Date / )lam: 30-06-2026 Date /)laTa: 30-06-2026 Date/ 11am: 130-06-2026 Date / )lam: 17-- '.JO~b•-!J;)Lb 


