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

CEPTM<l>MKAT AHAJIM3A 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
Page 1 of 8 / CTp. 1 u1 8 

ITPO!lYICT: OMe1® )lCP, KanCVJibl C MO!lHcl>HUHPOBaHHblM BblCB060iK)leHHeM, 30 Mr+20 Mr 

Market/ P1>1HOK : Russia I Pocc1u1 

Batch No/ 
B2600385 

Batch Quantity / 1250000 caps / 
Cepmr .N2 

: 
O6'heM cepuu 

: 
1250000 KancyJI 

Analytical Report No / 
: 2002FP26000262 

Date of Analysis / 
: 20-02-2026 

AnaJIHTH'-tecKuu OPreT N2 .LlaTa auaJiu1a 
Date of Manufacture / 

17-12-2025 
Date of Expiry / 

30-11-2028 
.LlaTa npOHlBOJlCTBa 

: 
ro)leH !lO 

: 

Mfg. License No./ 
ITpou1Bo!lCTseuuaH Jiuueu1uH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JH1-N2(002687)-(Pf-RU) 
.N! 
Analysis performed accordin2 ND/ AuaJIHl npoBe!leH no H.Ll: Jlfl-N2(002687)-(Pf-RU)-071223 

S.No I 
Test /TeCT Result/ Pe1yJILTaT 

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,ru,1e )KeJiaTHHOBble npo1pa<1Hb1e 

6ecuseTHh1e KancyJihl pa3Mepa 1 c 
MapKHpOBKOH 4epHoro useTa 

« ~ DR. REDDY' S» Ha Kph1we4Ke 
KancyJihl H MapKHpOBKOH KpacHoro 
UBeTa «OMEZ-DSR» Ha Kopnyce 
KancyJihI. Conep)f(HMoe KancyJI: 
cqiepu4ecK11e neJIJieThI 6eJioro u 
Kop114Hesoro useTa. 

Remarks : The Product confirms to ND/ 

ITpuMe'lanue: TTponyKT coorneTcrnyeT Tpe6osaHH51M H.U 
Prepared by I Checked by I TTposepeHo : Checked by (AQA) / 
n o.urOTOBJieHO: A. Susmitha - Quality nposepeHo (AOK): 

Specification / CneumjmKauuH 

Hard transparent colorless gelatin capsules 
size 1 with a black imprint 

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

Tsepnb1e )f(eJiaTHHOBble np03pa4Hbie 
6eCQBeTHble KancyJihl pa3Mepa 1 c 
MapKHpOBKOH 4epHoro useTa 

« ~ DR. REDDY'S» Ha Kpb1we4Ke 
KancyJihl 11 MapKHpOBKOH Kpacttoro useTa 
«OMEZ-DSR» Ha Kopnyce KancyJihI. 
Conep)f(HMoe KancyJI: cq>ep114ecK11e 
neJIJieThl OT 6eJioro no ceposaTo-6eJioro u 
OT KOpH4Hesoro no )f(eJITOBaTO­
KOp114Hesoro useTa. 

Conclusion : APPROVED / 

3aKJ110'leuue: O,llO6PEHO 

Approved by: Quality 
Assurance/ Authorized person / 

D. Latha - Quality control- control- Team Member Aham adullah Mohammad - O.no6peHo: O6ecne4ett11e 
Team Member Quali ty Assurance- Team Ka4eCTsalOTBeTCTBeHHOe JIHQO: 

W-- C&- Member ~ S. Haneef - Qua~· y Assurance- Team 
Member _ 

IDate /.[larn:21 --t,'l.--.2..9¼ IIDate /.[lam~~ ~VO~ 11Da te /,llaTa: 2 l--02:--J.e;u, IIDate /Jlarn: ~ .> -t5?-.4.ol~ I 



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

CEPTlf<l>HKAT AHAJilf3A 
Pag:e 2 of 8 / CTD. 2 HJ 8 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg I 
IlDOllVKT: 0Me3® )],CP, KaDCVJibl C MOllHcbHUHPOBaHHblM BblCB06mKlleHHeM, 30 Mr+20 Mr 

Market/ PblHOK : Russia/ Poccm1 

Batch No/ 
B2600385 

Batch Quantity/ 1250000 caps/ 
CepuH .N'2 

: 
O6beM cepun 

: 
1250000 Kancyn 

Analytical Report No/ 
: 2002FP26000262 

Date of Analysis / : 20-02-2026 
AHaJIHTH'ieCKHH OT'leT .N'2 )],aTa aHaJiuJa 

Date of Manufacture / 
17-12-2025 

Date of Expiry / 
30-11-2028 

)laTa npOHJBOllCTBa 
: 

ro,ri;eH llO 
: 

Mfg. License No./ 
IlpoHJBOllCTBeHHaH JIHUeHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JITI-N2(002687)-(Pf-RU) 
.N"2 

Analysis performed according: ND/ AHaJIHJ npoBelleH no H)],: JITI-N2(002687)-(Pf-RU)-071223 

2 

3 

4 

5 

Identification / 
lf)leHTH<!iHKaQHH 
Omeprazole 
Domperidone / 
OMenpa30JJ 
,[{oMnepH.!lOH 

Average weight of the net 
content/ CpellHHH Macca 
COllep,tcHMOro KancyJI 

Water content/ 
Collep,tcaHue BOllbI 

The retention times of the main peaks in The retention times of the main peaks in 
the chromatogram of the sample the chromatogram of test solution should 
preparation correspond to retention times comply with the retention times of 
of Omeprazole and Domperidone peaks omeprazole and domperidone peaks in the 
in the chromatogram of the standard chromatogram of standard solution (section 
preparation under assay. / BpeMeHa Assay). I BpeMeHa ynep:iImsaH11ll 
ynep:>KHBaHHll OCHOBHblX ITHKOB Ha OCHOBHblX ITHKOB Ha xpoMaTorpaMMe 
xpoMaTorpaMMe HCITblTyeMoro paCTBOpa HCITbITyeMoro paCTBOpa .!lOJl:>KHbl 
COOTBeTCTBYIOT BpeMeHaM ynep:>KHBaHHll COOTBeTCTBOBaTb BpeMeHaM ynep:>KHBaHHll 
ITHIH1R ()M~np::nnrrn H ,Tl,OMTT~pH,Tl,OH::'t H::'t 

xpoMaTorpaMMe cmHnapTHOro pacrnopa 
(pa3.!leJJ «Kon111-1ecrneHHoe 
onpenenett11e» ). 

371.34 mg I 371.34 Mr 

1.1% w/w / 1,1 % w/w 

TTJofl(()R OM~TTp::'t'~()Tl::'t J,f ,Tl,OMTT~pH,Tl,OH::'t H::'t 

xpoMaTorpaMMe cTaHnapTHOro pacrnopa 
(pa3.!leJJ «Kon111-1ecrneHHOe 
orrpenenett11e» ). 

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

Not more than 4.0 % w/w / He 6onee 4,0 % 

Uniformity of dosage units / O1lHOp01lHOCTb ll03HpOBaHHblX e)lHHHU 

Omeprazole / OMenpa3oJJ 

Domperidone / 
,[{oMnepH.!lOH 

7.9/7,9 

2.3 I 2,3 

Acceptance value (AV) should be less than 
or equal to 15.0 I floKa3aTenb 
np11eMJ1eMOCTl1 (AV) .!lOJl:>KeH 6b[Tb He 
6onee 15,0. 

Acceptance value (AV) should be less than 
or equal to 15.0 I floKa3aTeJJb 
np11eMJ1eMOCTl1 (AV) .!lOJl:>KeH 6b1Tb He 
6onee 15,0. 

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

IlpnMe'laHne: flpO.!lYKT COOTBeTcrnyeT Tpe6oBaHHllM H,[{ 3aKJIIO'leHne: O)lOliPEHO 

Prepared by I Checked by I TipoaepeHo: Checked by (AQA) I Approved by: Quality 
non,r OT0BJJeHO: A. SusmiU,a - Qual ity TipoliepeHo (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member Ahamadullah Mohammad - Ono6peHo: O6ecneLJeH11e 
Team Member 

~ 
Quali ty As ·urance- Team KaLJeCTBalOTBeTCTBeHHOe Jrnuo: 

LRt- Member J-~~ S. Haneef - Qual1r· Assurance- Team 
Member 

jnate /)],am: 2-,,l ~v2-,£>){, I !Date /)],aTa:J> ~ oa ~ ,;20 2.~!Date /)],am: '.Ll-o :l:--J-.<J J-.6 I Date / ,[{aTa: 0~cJL.-~~ 



I ' • 

Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTMcJ>HKAT AHAJIH3A 
Page 3 of 8 / Crp. 3 HJ 8 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
Ilpo,llyKT: OMe3® )],CP, KanCVJlbl C MO.llHd>HUHPOBaHHblM BblCB06o:lK,lleHHeM, 30 Mr+20 Mr 

Market / PMHOK : Russia/ Poccm, 

Batch No/ 
B2600385 

Batch Quantity / 1250000 caps/ 
CepuH N! 

: 
O6beM cepHH 

: 
1250000 KarrcyJI 

Analytical Report No/ 
: 2002FP26000262 

Date of Analysis / 
: 20-02-2026 

AHaJIHTH'lecicuu OT'leT N! )],aTa aHaJIHJa 
Date of Manufacture / 

17-12-2025 
Date of Expiry / 

30-11-2028 
,llaTa npOH3B0,lCTBa 

: 
ro,leH ilO 

: 

Mfg. License No./ 
IlpoHJBOilCTBeHHaH JiuueHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JlTT-NQ(002687)-(Pr-RU) 
N! 
Analysis performed according ND/ AHaJIHJ npoBeileH no H,ll: JlTT-NQ(002687)-(Pr-RU)-071223 

6 Impurities/ IlpuMecu 

Omeprawle I OMenpa:10/la: 
Impurity 1 / rrp11Mecb 1 
Impurity 2 / rrp11Mecb 2 
Impurity 3 / rrp11MeCh 3 
Impurity 4 / np11Mecb 4 
Impurity 5 / np11Mech 5 

Domperidone I 
j(oMnepuoona: 
Impurity A/ np11Mecb A 
Impurity B / np11Mecb B 
Impurity C / np11Mecb C 
Impurity D / rrp11Mech D 
Impurity F / np11Mecb F 

Omeprawle I OMenpa:10/la: 
0.01 %/ 0,01 % Not more than 0.50 % / He 6oJiee 0,50 % 

Less than LOQ (LOQ = 0.010%) / HmKe Not more than 0.50 % / He 6oJiee 0,50 % 
npeneJia KOJIHqecTBeHHoro onpeneJieHHJI Not more than 0.50 % / He 6oJiee 0,50 % 
(TTKO = 0,010%) Not more than 0.50 % / He 6oJiee 0,50 % 

Not more than 0.50 % / He 6oJiee 0,50 % 
Domperidone I j(oMnepu0ona: 0.06% I 0,06% 

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

Less than LOQ (LOQ = 0.010%) I HmKe Not more than 0.:50 % / He ~011ee 0,:50 % 
npeneJia KOJIHqecTBeHHoro onpeneJieHHJI Not more than 0.50 % / He 6oJiee 0,50 % 
(TTKO = 0,010%) Not more than 0.50 % / He 6oJiee 0,50 % 

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

0.03% I 0,03% 

Not detected I He o6Hapy)KeHa 

Less than LOQ (LOQ = 0.012%) I H11)Ke 
npeneJia KOJI11qecTseHHoro onpeneJieH11J1 
(TTKO = 0,012%) 

0.12% I 0,12% 

Not more than 0.20 % / He 6oJiee 0,20 % 
Not more than 2.5 % / He 6oJiee 2,5 % 

Not detected I He 06Hapy)KeHa 

Any individual unidentified 0_03% / 0,03% 
impurity/ Jl106aJ1 
e,UHHW-IHaJI 
HCH,llCHTHqJIH.(HpOBaI I Hall 
np11MeCb 

Total impurities/ 
CyMMa np11Meceti 

0.2%/0,2% 

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

IlpuMe'laHue: TTponyKT cooTBeTcTByeT Tpe6osaHHJIM H,U 3ateJIIO'leHue: O.L(OliPEHO 

Prepared by/ Checked by/ TTposepeHo: Checked by (AQA) / Approved by: Quality 
TTon,roTOBJieHo: A. Susmitha - Quality TTposepeHo (AOK): Assurance/Authorized person/ 
D. Latha - Quality control- control- Team Member Ahamadullah Mohammad - Ono6peHo: O6ecneqett11e 
Team Member Quality Assurance- Team KaqecTBa/OTBeTcTBeHttoe JI11uo: 

[ (JI) W Member JP. J S. Haneef- Qualify Assurance-Team 

!:======~===-==::==========: O'l'"~ Member X _ 
!Date /,uarn: if ,-,o :J_--i,,O')..{, I I Date /,uaTa~ / ,-W~.u> J,.f, IIDate /,uarn: ~ 7gl Date /,uarn: '2..-,,_3 --cJL,5lo L;{, 



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

CEPHfcI>MKAT AHAJIM3A 

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

ITPO.llYIIT: OMe1® t{CP, KaDCYJJhl C MOLlHcl>HUHPOBaHHblM BblCB060m.lleHHeM, 30 Mr+20 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No/ 
: B2600385 

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

: 
1250000 Kancyn 

Analytical Report No / 
: 2002FP26000262 

Date of Analysis / 
: 20-02-2026 

AnaJJHTH'leCKHH OT'leT .N"2 t{aTa anaJJu1a 
Date of Manufacture / 

17-12-2025 
Date of Expiry / 

30-11-2028 
t{aTa npoHJBO.llCTBa 

: 
ro.lleH .llO 

: 

Mfg. License No. / 
ITpoHJBO.llCTBennaH JJHUeHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : J1TT-N2(002687)-(Pf-RU) 
.N"2 
Analysis performed according ND/ AnaJJHl npoBe.lleH no Ht{: J1TT-N2(002687)-(Pf-RU)-071223 

7 

8 

Residual solvents/ OcTaTO'IHbte opranu'lecKue paCTBOpHTeJJu 

a) Methanol / 
MernttoJJ 

b) Methylene chloride/ 
Menrnettxnop11,1l 

Dissolution / PaCTBopenue 
a) Omeprazole / 

OMenpa3oJJ 

1. Acid stage (0.1 N 
HCl)/ 
B 0, 1 M pacTBope 
XJJOpHCTOB0,1l0p0,1lHO 
H KHCJIOTbl 

ii. Buffer stage (pH 6.8 
phosphate buffer) / 
B 6ycpepe pH 6,8 

5 µg/capsule / 5 MKrlKancyna 

Not detected / tte o6ttapy)l(eHa 

3%, 4%, 5%, 6%, 6%, 7% 

93%, 96%, 92%, 94%, 92%, 94% 

Remarks : The Product confirms to ND/ 

OpnMe'lanue: TTpOAYKT cooTBeTCTByeT Tpe6osatt11~M H)l 

Prepared by / Checked by / TTposepetto: Checked by (AQA) / 
TToAroTosneHo: A. Su mitha - Quality nposepetto (AOK): 

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

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

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 xnoposo,1lopo,1lttow 
KHCJIOTbl - He 6011ee 15 % OT 
cpaKTl14eCKOrO CO.llep)l(aHHll 
0Menpa3011a (C11H19N3O3S) 4epe3 2 4. 

In buffer pH 6.8 - not less than 70 % (Q) of 
the label claim of omeprazole 
(C11H19N3O3S) after 30 minutes./ 
B 6ycpepe pH 6,8 - He MeHee 70 % (Q) 
OT HOMHHaJibHOro CO.llep)l(aHHll 
0Menpa3011a (C11H19N3O3S) 4epe3 
30 MHH. 

Conclusion : APPROVED / 

3aKJJIO'lenue: Ot{O6PEHO 

Approved by: Quality 
Assurance/ Authorized person / 

D. Latha - Quality control- control- Team Member Ahamadullah Mohammad - OLto6petto: O6ecne4ett11e 
Team Member 

Ci--
Quality Assurance- Team Ka4eCTBalOTBeTCTBeHHOe 1111uo: 

(Z Member 
a¼H~ 

S. Haneef - Qualil Assurance- Team 
- Member t.Jr"T 

Date /)lam: 2-, ' ~ z._,---),? vb I Date I /J..a-ra:rJ_/rOi, - ,J}.() iJj IIDate / )laTa: .1.l---o?-,:-~'U; I Date /)lam: 1---3~0 ?--.-'W2.{, 



' Dr. Reddy's ~r-
Product: 

CERTIFICATE OF ANALYSIS 
CEPTWl>MKAT AHAJIM3A 

Omez DSR, modified-release capsules, 30 mg+20 mg/ 
Page 5 of 8 I CTp. 5 u1 8 

Ilpo.uv1rr: OMe3® JJ:CP, KanCYJlbl C MO.UH4>nunpoBaHHblM BblCBo6om.ueuneM, 30 Mr+20 Mr 

Market/ PMHOK : Russia/ Poccm, 

Batch No/ 
: B2600385 

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

: 
1250000 Kancyn 

Analytical Report No/ 
: 2002FP26000262 

Date of Analysis / 
: 20-02-2026 

AuaJIHTH',tecKuii OT'-leT .N'2 Jl:aTa auaJIHJa 

Date of Manufacture / 
17-12-2025 

Date of Expiry / 30-11-2028 
,LJ:aTa npOH3B0,llCTBa 

: 
ro.ueu .uo 

: 

Mfg. License No./ 
IlpOH3B0,llCTBeuuaH JIHQeH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JU1-N2(002687)-(Pf-RU) 
.N'! 
Analysis performed according ND/ AuaJIHJ npoBe.ueu no HJJ:: JITI-N2(002687)-(Pf-RU)-071223 

b) Domperidone / 
.ll:oMnepH.UOH 

1. after 1 hour/ qepe3 1 lJ 

ii. after 4 hours / qepe3 4 lJ 

iii. after 8 hours/ qepe3 8 lJ 

iv. after 12 hours/ qepe3 
12 4 

Remarks : The Product confirms to ND/ 

18%, 17%, 18%, 18%, 17%, 17% 

20%, 19%, 18%, 19%, 18%, 19% 

Average (LI+L2): 18% 

37%, 34%, 37%, 36%, 35%, 35% 

41 %, 40%, 36%, 40%, 39%, 39% 

Average (LI+L2): 37% 

59%, 56%, 57%, 55%, 56%, 54% 

64%, 60%, 57%, 63%, 60%, 63% 

Average (Ll+L2): 59% 

75%, 69%, 70%, 68%, 72%, 66% 

77%, 70%, 78%, 75%, 75%, 78% 

Average (Ll+L2): 73% 

In 0.IM hydrochloric acid solution/ 

B 0, 1 M pacTBope xnoposo.uopo.uHoH 
KHCJIOTbI: 

between 15 % and 40 % / OT 15 % .uo 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 HOMHHaJibHOro 
co.uep)KaHHll )lOMnepH)lOHa 
( C22H24ClNsO2) 

Conclusion : APPROVED I 

TipnMetJauue: Tipo,uyKT cooTBeTcTByeT Tpe6osaHHllM H.ll: 3aKJIIO'feuue: OJJ:O6PEHO 
,:=========,;======= ==;~=======~ 
Prepared by / 
Tio.uroTOBJieHo: 
D. Latha - Quality control­

Checked by I Tiposepetto: Checked by (AQA) I 
A. Susmitha - Quality Tiposepetto (AOK): 
control- Team Member Aharnadu ll ah Mohammad -

Approved by: Quality 
Assurance/ Authorized person / 
O.uo6peHo: O6ecneLieH11e 

Team Member Quality Assurance- Team KaLiecTBa/OTBeTCTBeHHoe n11uo: 
~ Q ~ 0 Member j (} .. . J S. Haneef- QualiW Assurance-Team 
"--6#'- ~ ~<¥"' Member X 

1:=====~=====:::==== ======::::=========::=====::::::.!;::!:.,:::::::t:::::==:;== ==il 
IDate /,n:arn:'2,,( _o i--l-#X. lloate /LlaTII: -'/'1)..2-,-----'<) .2-h IIDate /,n:arn: 21--v ).:-.2.v'.t{; I Date /,n:arn: 1,,.,) --<J z_/io'J{i 



' ' .. 
Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIHJA 

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

Ilpo)lyKT: OMe3® .L{CP, KancyJJhl C MO)lH(j>uu:upoBaHHblM BblCB060JK)leHHeM, 30 Mr+20 Mr 

Market / PbIHOK : Russia / PoccHll 

Batch No/ 
: B2600385 

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

: 1250000 Karrcyn 
Analytical Report No / 

: 2002FP26000262 
Date of Analysis / 

: 20-02-2026 
AHaJJHTH<teCKHH OT<teT .N"! .L{ara aHaJJHJa 

Date of Manufacture / 
: 17-12-2025 Date of Expiry / 30-11-2028 

.L{ara npOH3B0)lCTBa ro)leH )lO 
: 

Mfg. License No./ 
fl pOH3B0)lCTBeHHaH JJHU:eHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : J1IT-N!!(002687)-(Pf-RU) 
.N"! 

Analysis performed according ND/ AHaJJHJ npose)leH no H.L{: J1IT-N!!(002687)-(Pf-RU)-071223 

9 Assay/ KoJJH<tecrseHHoe onpe)leJJeHue 
A. Omeprazole / 19.86 mg/ 19,86 Mr A. From 18.0 mg to 22.0 mg of 

OMerrpa3oJI (99.3% I 99,3%) C11H19N3Q3S (Omeprazole) per 
capsule (90.0 to 110.0 % of the label 
claim) I OT 18,0 Mr )lO 22,0 Mr 
C17H19N3Q3S (0Merrpa1on) B Karrcyne 
(OT 90,0 )lO 110,0 % OT HOMlilHaJJbHOrO 
co,uep)KaHH»). 

B. Domperidone / 29.10 mg I 29,10 Mr B. From 27.0 mg to 33.0 mg 
,l(oMrrepH,uott (lJ'/ .U% / l)'/ ,U%) C22H24CINsU2 (Uompendone) per 

capsule (90.0 to 110.0 % of the label 
claim) I OT 27,0 Mr ,uo 33,0 Mr 
C22H24ClNsO2 (,uoMrrepH,uott) B 

Karrcyne (OT 90,0 ,UO 110,0 % OT 
HOMlilHaJJbHOro co,uep)KaHlilll). 

10 Microbial limits / Mui.:po6uoJJoru<1ecKaH <tucrora 
a) Total aerobic microbial Less than 10 CFU/g / a) Not more than 103 CFU/g / 

count I O6w:ee 4HCJJO Mettee 10 KOE/r He 6onee 103 KOE/r 
a3p06HblX 
MHKpoopram13MoB 

b) Total combined yeasts Less than 10 CFU/g / b) Not more than 102 CFU/g / 
and mould count / Mettee 10 KOE/r He 6onee 102 KOE/r 
O6w:ee 4Hcno 
,upmK)Kel3LIX II 
rrnectteBbJX rpH6os 

c) E. coli Absent in 1 g / c) Shall be absent in lg I 
OTCYTCTByeT s 1 r OTCYTCTBl1e a 1 r 

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

IlpuMe<taHue: ITpo,uyKT cooTBeTcTByeT Tpe6osaHHllM H.l( 3aKJJIO<teHue: O.L{OliPEHO 

Prepared by / Checked by / ITposepetto: Checked by (AQA) / Approved by; Quality 
ITonrOTOBJJeHo: A. Susmitha - Quality ITposepetto (AOK): A<:. urance/Authorized person / 
D. Latha - Quality control- control- Team Member AhamaduJlah Mohammad - O.no6pe1-10: O6ecrre4eHHe 
Team Member a-- Quality Assurance- Team KBl.fec-rna/OTBeTCTBeHHOe Jl11UO: 

LO__i1 Member ~ S. Haneef - Qua1l 'ty Assurance- Team 
Do 

- Member 

Date/,l(arn: '2,,( ,..--0 7-/)..P1 I Date / JJ,arn:.;Jfr-(),:J_-:;.1) 1,1. I !Date / !la Ta: .2-/-ol.-.2o:¾ ! Date /JJ,arn: .i (y<J 2- ..io u 
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CERTIFICATE OF ANALYSIS 
CEPTM<l>HKAT AHAJIMJA 

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

ITpOJ:IYKT: OMe3® lICP, KancyJibI c MOLlttilmuuposaunbIM BblCB060,i.i:1enueM, 30 Mr+20 Mr 

Market / PMHOK : Russia / Poccm1 

Batch No/ 
B2600385 

Batch Quantity I 1250000 caps/ 
CepuH N2 

: 
O61>eM cepuu 

: 1250000 Kancyn 

Analytical Report No/ 
: 2002FP26000262 

Date of Analysis / 
: 20-02-2026 

AnaJIHTH<teCKHH OT<teT N2 llaTa auaJIHJa 
Date of Manufacture / 

17-12-2025 
Date of Expiry / 30-11-2028 

)].aTa npOH3B0J:ICTBa 
: 

roi:1en J:10 
: 

Mfg. License No. / 
ITpottJBOLlCTBennaH JIHQeHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JU1-N2(002687)-(Pf-RU) 
N2 

Analysis performed according ND/ AnaJIH3 nposei:1en no Hll: JU1-N2(002687)-(Pf-RU)-071223 

11 Package/ YnaKOBKa 10 capsules in a (PVC/Al/PA) 
foil/aluminum foil blister. 3 blisters and 
patient information leaflet (package 
insert) in a carton. / ITo 10 Kancyn s 
6m1cTepe 113 (ITBX/ AJI/ITA) qionhrn / 
amOMl1Hl1eBOH !pOJlhrH. ITo 3 6Jil1CTepa 
BMeCTe c 11HcTpyKu11eil: no 
Me):1111..(11HCKOMY np11MeHeHl1IO (J111CTKOM­
BKJla)lh!WeM) B na'-IKY KapTOHHylO. 

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. / ITo 10 
Kancyn s 6n11cTepe 113 (ITBX/ AIDITA) 
!pOJihrH / aJJIOMl1Hl1eBOH !pOJlhrH. ITo 1, 3, 
8, 10 6n11cTepos BMecTe c 11HCTpyKu11efi no 
Me)ll11..(11HCKOMY rrp11MeHeHl1IO (JI11CTKOM­
BKJla)lbIWeM) B na'-IKY KapTOHHylO. 

* Limits in this specification are shelf-life. When a product is released, it is tested according to the release specification, so 
more stringent limits may be specified in the certificate of analysis. 
* - HOpMbl B cneu11<p11Kau1111 npe,UCTaBJleHbl Ha cpoK fO)lHOCTl1. ITp11 BhmycKe npenapaT nposepSieTCSI B COOTBeTCTBl111 co 
cneu11cp11Kau11eH Ha BhmycK, no3TOMY B cepT11!pl1KaTe aHaJJl13a Ha npenapaT MOryT 6bITh yKa3aHbl 6onee CTpor11e HOpMbl, 
'-!eM B HaCTOSIIl.leM HOpMaTl1BHOM )lOKyMeHTe no Ka'-IeCTBy. 

API name/ HanMenosaune A<l>C: Omeprazole / OMenpa30JJ Domperidone/lloMnep11noH 
INN /MHH: Omeprazole / OMenpa3oJJ Domperidone / lloMnep11noH 
API manufacturer batch number / 
HoMep cepuu npottJBOLlHTeJIH A<l>C: OME/00425 0000125863 

FP Manufacturer API Batch number / 
HoMep cepHH cy6cTaHQHH FBSA00285 FBSH00017 
UpOH3B0LlHTeJIH f Jl<I>: 
API Manufactured by & country / Srini Pharmaceuticals Ltd, India/ Vasudha Pharma Kem Ltd, India/ 
IlpouJBOJlHTeJib A<l>C, CTpaua: llip11Hl1 <t>apMaCblOT11KaJIC Jhn, l1H)ll1SI Bacynxa <t>apMa KeM JlTJl, l1H!ll1SI 
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. 
HauMeuosauue, ai:1pec, JIHQeH3HH LlJIH 63/RR/AP/96/F/R) I 

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

IlpttMe<tauue: ITpo,UyKT coorneTcrnyeT Tpe6osaH11SIM Hll 3aKJito<teune: O1IO6PEHO 

Prepared by / Checked by I ITposepeHo: Checked by (AQA) I Approved by: Quality 
nonroTosneHo: A. Susmitha - Quality ITposepeHo (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member Ahamadullah Mohammad - Ono6peHo: O6ecne'-!eH11e 
Team Member q-- Quality Assurance- Team Ka'-IeCTBa!OTBeTCTBeHHOe Jll11..(0: 

~ 
Member ~ S. Haneef - Quall~- y Assurance- Team 

Member 

I Date /llam: .2--( ..--0 z_ ...-,).Ol-{. I !Date /llam:t!) 1,.-0;_ -~ .1,-~ I Date / ,[(am: 2-/-02..-:2£1)-6 I Date I ,[(am: 1---> -e, v io 2-:<:, 
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CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIMJA 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
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fipo,llyKT: OMe3® J(CP, KancyJJbl C MO.llHIIIHU:HPOB3HHblM BblCB06mK,lleHHeM, 30 Mr+20 Mr 

Market/ PblHOK : Russia I Pocc11l! 

Batch No/ 
B2600385 

Batch Quantity / 1250000 caps / 

Cepust .N'2 
: 

O6beM cepuu 
: 

1250000 KancyJJ 

Analytical Report No/ 
: 2002FP26000262 

Date of Analysis / 
: 20-02-2026 

AHaJJHTH'leCKHH OT'leT .N'2 J(aTa auaJJu1a 

Date of Manufacture / 
17-12-2025 

Date of Expiry / 
30-11-2028 

J(aTa npOH3B0,llCTB3 
: 

ro,lleH ,llO 
: 

Mfg. License No./ 
fipOH3B0,llCTBeHH8Sl JIHU:eH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JU1-NQ(002687)-(Pf-RU) 

.N'2 

Analysis performed according ND/ AuaJJHl npoBe,lleH no HJ(: JU1-NQ(002687)-(Pf-RU)-071223 

fipOH3B0,llCTBeHHaH nJJ0IU3,llK3 / 
fiJJOIU3JlK3 KOHTp0JJH Ka'leCTBa / 
fiJJOlU8JlK8 BbmycKa 

.Ll-p PeLU111'c Jla6opaTOp11c JlT.ll., CTpo113so.11cTBeHHoe nonpa3.aeJ1eH11e-II, 
Yt.taCTK11 NQ 42p, 43, 44p, 45p, 46p, 53, 54 11 83 , 6at.tynaJJJJH B11J1J1a.ll)K, 
6at.tynanJ111 MaH.llaJJ, Me.114an MaJJKa.11)Kr11p11 .[l11cTpHKT - 500090, wTaT 

TenaHraHa, I1H!ll1ll (J111ueH311ll NQ 63/RR/AP/96/F/R) 
Declaration of certification: «I hereby certify that the above infonnation is authentic and accurate. This batch of product 

has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance 

with the GMP requirements of the Eurasian Economic Union and requirements to the medicinal quality and with the 

specifications in the Marketing Authorization dossier of the importing country. Production, packaging and testing records are 

verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is established». 

3aKJJIO'leHne O COOTBeTCTBHH: «HacTOl!LQ11M ll TIO.llTBep)K_nalO, 4TO np11se.neHHall Bb!We 11HqJOpMaU11ll llBJllleTCll 
.llOCTOBepHOH 11 T04HOH. 3-ra cepHll npO.llYKUHH np0113Be,JleHa (BKJII04al! ynaKOBKY (MapKHpOBKY) 11 KOHTpOJJb Ka4eCTBa) Ha 
BbIUieyKaJaHHOH np0113BO.llCTBeHHOH nJJOLQa.llKe (nJJOLQa,JlKax) B TIOJIHOM COOTBeTCTBl111 C Tpe6osaH11llMl1 TTpas1rn 
Ha.llJJe)KaLQeH np0113BO.llCTBeHHOH npaKTHK11 EspaJHHCKOro 3KOHOMH4eCKOfO COI03a 11 Tpe6osaHHllMH KOHTPOilll Ka4eCTBa 
JleKapCTBeHHblX cpe.llCTB, a TaK)Ke 8 COOTBeTCTBHH co cneUHqJHKaUHllMH, conep,KaLQl1M11Cll B per11cTpauHOHHOM .llOCbe 
CTpaHbl-HMnopTepa. 3anHCH no npOH3BOJJ:CTBy, ynaKOBKe H aHaJJl13Y nposepeHbl, 11 ycTaHOBJleHO HX COOTBeTCTBHe 
Tpe6osaHHllM TTpaBHJl Ha)lJle,KaLQeH npOH3BO)lCTBeHHOH npaKTHK Espa3HHCKoro 3KOHOMl1'-!eCKOro COI03a». 

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

fipttMe'laHne: TTpOJlYKT COOTBeTCTByeT Tpe6osaHHllM H.Ll 3aKJJIO'leHne: OJ(OliPEHO 

Prepared by I Checked by I TTposepeHo: Checked by (AQA) I Approved by: Quality 
TTO.llfOTOBJleHO: A . Susmitha - Quality npoaepeHo (AOK): Assurance/ Authorized person I 
D. Latha - Quality control- control- Team Member Ahamadullah Mohammad - OJlo6peHo: O6ecne4eHHe 
Team Member Quality Assurance- Team Ka4eCTBaiOTBeTCTBeHHOe n11uo: 

~ ~ Member ~~~ S. Haneef - Quati·, Assurance- Team 
Member 

Date / )lam: '2,,( ..A '1.-/.lPVb I Date / .[lanicl-1--0:2 -~;,6 I I Date / .[lam: !Ll-o ~.2-llU I Date I Llarn: 2---) -cfL - io 'Li, 




