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

CEPTlf<l>HKAT AHAJIIBA 

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

Ilpo11yKT: OMe1® )].CP, KaUCVJlbl C MOllHd>HUHDOBaHHbIM BblCB060'.llmeuueM, 30 Mr+20 Mr 

Market/ PMHOK : Russia/ Poccm, 

Batch No/ 
B2601061 

Batch Quantity / 1250000 caps/ 
CepuH .N"2 

: 
O6'beM cepuu 

: 
1250000 Kancyn 

Analytical Report No/ 
: 2002FP26000790 

Date of Analysis / 
: 11-04-2026 

AuaJJHTH'1ecKuii or-1eT .N"2 )laTa auaJ1u1a 

Date of Manufacture / 
17-12-2025 

Date of Expiry / 
30-11-2028 

)].aTa np0H3B0/lCTBa 
: 

ro11eu 110 
: 

Mfg. License No./ 
Ilpou1B0/lCTBeuuaH JJHUeHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JITI-N2(002687)-(Pf-RU) 
.N"2 
Analysis performed according ND/ AuaJJHl npose11eu no H)].: JITI-N2(002687)-(Pf-RU)-071223 

S.No/ 
Test/ TecT Result/ Pe1yJ1bTaT 

1 Description/ Onucauue 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/lble )KeJJaTl1HOBhle npo3pa11HbJe 
6ecuseTHb1e KancyJJhl pa3Mepa 1 c 
MapK11pOBKOW 11epHoro UBeTa 

« ~ DR. REDDY'S» Ha Kphnne11Ke 
KancyJJhl 11 MapK11pOBKOW KpacHoro 
usern «OMEZ-DSR» Ha Kopnyce 
Kancynh1. Co.uep)K11Moe Kancyn: 
ccpep1111ecK11e nenneTbI 6enoro 11 
KOp1111HeBoro UBeTa. 

Remarks : The Product confirms to ND/ 

IlpuMe11auue: Tipo,uyKT cooTBeTcTsyeT Tpe6osaHl1HM HA 

Prepared by / Checked by/ TiposepeHo: Checked by (AQA) / 
Tio.uroTosneHo: A. Susmitha - Quality flpoeepeHO (AOK): 

Specification/ CneuuclrnKaUHH 

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 II on 
the capsule body. Capsule contents: white 
to grayish-white and brown to yellowish 
brown spherical pellets. / 

Tsep,Uble )KeJJaTl1HOBble npo3pa4Hble 
6ecuseTHhie KancyJJhI pa3Mepa 1 c 
MapK11pOBKOW 11epHoro UBeTa 

« ~ DR. REDDY' S» Ha Kpb1we11Ke 
KancyJJhl 11 MapK11pOBKOH KpaCHOfO useTa 
«OMEZ-DSR» Ha Kopnyce KancyJlb1. 
Co.uep)K11Moe Kancyn: ccpep1111ecK11e 
nenneTbI OT 6enoro .uo ceposaTo-6enoro 11 
OT KOp114Hesoro .uo )KeJJTOBaTO­
KOp1111HeBoro useTa. 

Conclusion : APPROVED I 

3aKmo11eu11e: O)1.OliPEHO 

Approved by: Quality 
A surance/Authorized person/ 

D. Latha - Quality control- control- Team Member Amel Ashokrao Rakshale - O.no6peHo: O6ecne11eH11e 
Team Member 

~ 
Quality A✓ssurance- Team Ka'leCTBa!OTBeTCTBeHHOe J111uo: 

I O _/! Member S. Haneef - Qu1~ ·ty Assurance- Team 

~ Member _ 

IDate / Aarn: 18-04-2026 IIDate /llarn: 18-04-2026 I Date /J:J:arn: 18-04-2026 I Date / Aarn: J__ (J ,..-0 l{ -'be 2--6 
I 



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

CEPTl1<1>11KAT AHAJll13A 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
Page 2 of 8 / CTp. 2 H3 8 

IlPOLlVKT: OMe3® )lCP, KancyJJbl C MOLlHlliHIIHPOBaHHblM BblCB06mKLteHHeM, 30 Mr+20 Mr 

Market / PbrnoK : Russia / Pocc11H 

Batch No/ 
B2601061 

Batch Quantity / 1250000 caps/ 
Cepmr .N"2 

: 
O61>eM cepuu 

: 
1250000 Kancyn 

Analytical Report No/ 
: 2002FP26000790 

Date of Analysis / 
: 11-04-2026 

AuaJJHTH'feCKHH OT'feT .N"2 )laTa auanu3a 

Date of Manufacture / 
17-12-2025 

Date of Expiry / 
30-11-2028 

)laTa npOH3B0LlCTBa 
: 

roLteH LIO 
: 

Mfg. License No./ 
IlpoH3BOLtcrneuuaH nuueuJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JU1-N~(002687)-(Pr-RU) 
.N"2 

Analysis performed according ND/ AuaJJH3 npoBeLteH no H)l: JITI-N~(002687)-(Pf-RU)-071223 

2 

3 

4 

Identification / 
11.lleHTH<l>mcauuH 
Omeprazole 
Domperidone / 
OMenpa3on 
,UoMnep11LlOH 

Average weight of the net 
content/ CpeLtHHH Macca 
co,11;ep:1KHMoro icancyn 

Water content/ 
Co,11;ep:1Kauue BOJJ;bI 

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 
m the chromatogram of the standard chromatogram of standard solution (section 
preparation under assay. / BpeMeHa Assay). I BpeMeHa yL1ep)K11BaH11l! 
yL1ep)Ki1BaHJ1ll OCHOBHbIX I111KOB Ha 
xpoMaTorpaMMe 11cnbITyeMoro pacrnopa 
COOTBeTCTBYIOT speMeHaM y.llep)K11BaHl1ll 
nl1KOB OMeI1pa30Jia 11 LlOMnep11.llOHa Ha 
xpoMaTorpaMMe CTaHnapTHoro pacrnopa 
(pa3,llen «Kon1111ecTBeHHoe 
onpe.lleJ1eH11e» ). 

371.34 mg I 371.34 Mr 

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

OCHOBHbIX Ill1KOB Ha xpoMaTorpaMMe 
l1CCTbITYeMoro paCTBOpa LlOJl)KHbl 
COOTBeTCTBOBaTb speMeHaM ynep)Kl1BaHl1ll 
Ill1KOB OMenpa30Jla 11 JlOMnep11LtOHa Ha 
xpoMaTorpaMMe cTaHJJ:apTHoro pacrnopa 
( pa3)leJI «KOJil14eCTBeHHOe 
onpe.ueJieH11e» ). 

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

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

5 Uniformity of dosage units / O,11;uopo,11;uocTb Ll03Hposauub1x eLtHHHII 

Omeprazole / OMenpa30JI 

Domperidone / 
,UoMnepM.llOH 

Remarks : The Product confirms to ND/ 

7.9 I 7,9 

2.3 I 2,3 

IlpHMC'faHue: TipO.llYKT COOTBeTCTByeT Tpe6osaHl1llM H.Ll 

Prepared by / Checked by/ TiposepeHo: Checked by (AQA) / 
no.llfOTO BJieH0: A. Susmitha - Quality TipoaepeHo (AOK): 

Acceptance value (AV) should be less than 
or equal to 15.0 / floKa3aTeJib 
np11eMJ1eMocT11 (AV) .llOJl)l(eH 6bITb He 
6oJiee 15,0. 

Acceptance value (AV) should be less than 
or equal to 15.0 I IToKa3aTeJib 
np11eMJieMOCT11 (AV) LtOJI)KeH 6bITb He 
6oJiee 15,0. 

Conclusion : APPROVED I 

3aKJJIO'fCHne: O)lO6PEHO 

Approved by: Quality 
Assurance/ Authorized person / 

D. Latha - Quality control- control- Team Member Amol A hokrao Rak hale - OJJ:o6peHo: O6ecne11em1e 

Te,m Membcr l/xJ.--
C&-

Quality A urance- Team Ka11ecTaa/OTBeTCTBeHHOe Jl11UO: 

Member ~ S. Haneef - Qua.~tty Assurance- Team 
Member _ 

!Date/ ,UaTa: 18-04-2026 IIDate /,UaTa: 18-04-2026 I Date / llaTa: 18-04-2026 

-

joate / ,llaTa: ;2_0..-0'-t .-~ 
I 



' ... 
Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>WKAT AHAJIJ.13A 

Pa2e 3 of 8 / CTo. 3 HJ 8 
Product: Omez DSR, modified-release capsules, 30 mg+20 mg I 
ITpo,11;yKT: OMe1® )1.CP, K3UCVJJbl C MOJJ:Hd>HUHDOBaHHblM BblCB06m11:,:ieuneM, 30 Mr+20 Mr 

Market/ Pbluoic : Russia/ Poccm1 

Batch No/ 
B2601061 

Batch Quantity / 1250000 caps / 
Cepus .N"2 

: 
O61.eM cepun 

: 1250000 Kancyn 

Analytical Report No/ 
: 2002FP26000790 

Date of Analysis / 
: 11-04-2026 

AuaJJHTl-l'leCKHH OT'teT .N"2 .L{aTa auaJJu1a 

Date of Manufacture / 
: 17-12-2025 

Date of Expiry / 30-11-2028 
)1.aTa npoHJBOLICTBa ro,:ieu LIO 

: 

Mfg. License No./ 
ITpoHJBOLICTBeuuas JJHUeHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JU1-N!!(002687)-(Pf-RU) 
_N"g 

Analysis performed accordin2: ND/ AuaJJHJ noose,:ieu no H)J.: JIIT-N!!(002687)-(Pf-RU)-071223 

6 Impurities/ ITpnMecu 

Omeprawle I 0Menpa3011a: 
Impurity 1 / npHMecb 1 
Impurity 2 / np11Mecb 2 
Impurity 3 / np11Mecb 3 
Impurity 4 / np11Mecb 4 
Impurity 5 / npHMeCb 5 

Domperidone I 
)JoMnepuoona: 
Impurity A / np11Mecb A 
Impurity B / np11Mecb B 
Impurity C / np11Mecb C 
Impurity D / np11Mech D 
Impurity F / np11Mecb F 

Omeprazole I 0Menpa3ona: 
0.01 %/ 0,0 I% Not more than 0.50 % / He 6onee 0,50 % 

Less than LOQ (LOQ = 0.010%); Hl-oKe Not more than 0.50 % / He 6onee 0,50 % 
npenena KOJJHYecTBeHHoro onpeneneHHll Not more than 0.50 % I He 6onee 0,50 % 
(ITKO = 0,010%) Not more than 0.50 % / He 6onee 0,50 % 

Not more than 0.50 % I He 6onee 0,50 % 
Domperidone I )JoMnepuoona: 0.06% I 0,06% 

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

Below Limit of Detection (LOD = Not more than 0.50 % / He 6onee 0,50 % 
0.003%) / HH)Ke npenena o6Hapy)KeHHJI Not more than 0.50 % / He 6onee 0,50 % 
(ITO= 0,003%) Nol more than 0.50 % I He ooJtee 0,50 % 

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

0.03% I 0,03% 

Not detected/ He o6Hapy)KeHa 

Less than LOQ (LOQ = 0.012%) I H11)Ke 
npenena KOJJHYeCTBeHHoro onpeneneHHJI 
(ITKO = 0,012%) 

0.12% I 0,12% 

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

Not detected / He o6Hapy)KeHa 

Any individual unidentified 0_03% / 0,03% 
impurity/ Jl106aJ1 
e,UHHH'-IHaJI 
HeH,UeHTHCpHU,HpOBaHHaJI 
npHMeCb 

Total impurities/ 
CyMMa np11Mecei1 

0.2% /0,2% 

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

ITpnMe'lauue: ITponyKT cooTseTcTByeT Tpe6osaHHJIM H.U 3aKJJIO'leHue: O)1.OliPEHO 

Prepared by / Checked by / ITposepeHo: Checked by (AQA) / Approved by: Quality 
nonroToanetto: A. Susmitha - Quality ITpoaepeHo (AOK): A surance/Authorized person / 
D. Latha - Quality control- control- Team Member Amel Ashokrao Rakshale - Ono6peHo: O6ecneYeHHe 
Team Member ('7j _ Quality Ass;,uran e- Team Ka•1ecTaa!OTseTCTBeHHOe n111.1,o : 

L 9 ,, '-ts-" Member S. Haneef - Qua~~ty Assurance- Team 
-ts;:F--- Member l ::===========:::==========: 

loate / .D:arn: 18-04-2026 !loate / .D:arn: 18-04-2026 IIDate /Jlan: /).....O .-OLt r't,::,'2.-6 Date/ )lam: 18-04-2026 



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

CEPTH<l>HKAT AHAJll13A 

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

Ilpot1,yKT: OMe1® llCP, Kancym,, c Mot1.ncl>m.-1uposauub1M Bb1cso6om.ueuneM, 30 Mr+20 Mr 

Market / PbIHOK : Russia/ Poccm1 

Batch No/ 
: B260l061 

Batch Quantity / 1250000 caps/ 
CepnH .N"! O6beM cepuu 

: 1250000 Kancyn 
Analytical Report No/ 

: 2002FP26000790 
Date of Analysis / 

: 11-04-2026 
AuaJIHTH'leCKHH OT'leT .N"! llaTa auaJ1n1a 
Date of Manufacture / 

17-12-2025 Date of Expiry / 30-11-2028 
)laTa npou1so.ucTBa 

: 
ro.ueu .uo 

: 

Mfg. License No./ 
TTpou1sot1,crneuuaH J1Hl(eu1nH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JITT-N2(002687)-(Pf-RU) 
.N"2 
Analysis performed according ND/ AuaJinl nposet1.eu no Hll: JITT-N2(002687)-{Pf-RU)-071223 

7 

8 

Residual solvents/ OcTaTO'IHbie oprauuqecKne pacTBopnTeJiu 

a) Methanol / 
MeTatto11 

b) Methylene chloride/ 
Menrnettx11op11.u 

Dissolution/ PacTsopeuue 
a) Omeprazole / 

OMerrpa1on 

1. Acid stage (0.lN 
Hr!)! 
B 0, 1 M pacTBope 
x11op11CTOBO.UOPO.UHO 
W KHCJJOTbl 

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

5 µg/capsule / 5 MKr/KaITcyna 

Not detected I He o6ttapy)Ketta 

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

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

Remarks : The Product confirms to ND/ 

TTpnMe'laHne: TTpo.uyKT COOTBeTcTByeT Tpe6osaHHHM H,U 

Prepared by / Checked by I TTposepe1:10 : Checked by (AQA) / 
TTo.uroTosnetto: A. Susmitha - Quality rlposepetto (AOK): 

a) Not more than 1107 µg per capsule / 
He 6011ee 1107 MKr Ha KaITcyny 

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

In a 0.1 M hydrochloric acid solution - not 
mnrf' thim l 'i % nfthf' lllhf'l llmrnmt nf 
omeprazole (C17H19N3O3S) after 2 hours./ 
B 0, 1 M pacTBope xnoposo.uopo.uttoii 
KHCJJOTbl - He 6011ee 15 % OT 
cpaKTW-leCKOro co.uep)KaHHH 
0MeITpa1011a (C17H19N3O3S) qepe1 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 Mettee 70 % (Q) 
OT HOMl1HaJlbHOro co.uep)KaHHH 
0MeITpa1011a (C11H19N3O3S) qepe1 
30 MHH. 

Conclusion : APPROVED / 

3aKJ110'leu11e: O.LJ:OliPEHO 

Approved by: Quality 
A urance/Authorized person / 

D. Latha - Quality control- control- Team Member Amo! Ashokrao Rakshale - O1106pe1m: O6ecne1.Jem1e 

Toom Membec ~ Quality As,;;7uranc ' Team Kal.feCTBa/0ToeTCTBeHH0e JlHUO: 

Cj- Member S. Haneef - Qu1! ty Assurance- Team 
Member , _ 

IDate /LlaTa: J 8-04-2026 IIDate /.l],arn: 18-04-2026 llnate /)lan1: I 8-04-2026 I Date / )laTa: !)_O .-Ol{_,-Y.og,{, 



Product: 

CERTIFICATE OF ANALYSIS 
CEPTM(J>MKAT AHAJIMJA 

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

flponyKT: OMe1® lICP, KancyJibI c Monml>HunposaHHbIM Bb1cso60,KneHneM, 30 Mr+20 Mr 

Market / PbIHOK : Russia/ Poccm, 

Batch No/ 
: B2601061 

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

: 1250000 Kancyn 

Analytical Report No / 
: 2002FP26000790 

Date of Analysis / : 11-04-2026 
AH8JIHTH'leCKHU OT'leT .N"! llaTa aHaJiu1a 
Date of Manufacture / 

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

llaTa npoHJBOLlCTBa foneH no 
: 

Mfg. License No./ 
flpOH3B0LlCTBeHHaH JIHQeHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : J1fI-NQ(002687)-(Pf-RU) 
.N"2 

Analysis performed according ND/ AHaJIHl nposeneH no Hll: J1TI-NQ(002687)-(Pf-RU)-071223 

b) Domperidone / In 0.lM hydrochloric acid solution I 
,[{oMnep11LlOH 

B 0, 1 M pacTBope xnopoBOLlOPOLlHOH 
K11CJ10Tbl: 

I. after 1 hour/ 4epe3 1 " 18%, 17%, 18%, 18%, 17%, 17% between 15 % and 40 % / OT 15 % no 40 % 

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

Average (Ll+L2): 18% 

ii. after 4 hours/ 4epe3 4 " 37%, 34%, 37%, 36%, 35%, 35% between 30 % and 70 % / OT 30 % no 70 % 

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

Average (Ll +L2): 37% 

iii. after 8 hours / 4epe3 8 " 59%, 56%, 57%, 55%, 56%, 54% between 55 % and 95 % / OT 55 % no 95 % 

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

Average (Ll +L2): 59% 

iv. after 12 hours/ 4epe3 75%, 69%, 70%, 68%, 72%, 66% not less than 70 % / He MeHee 70 % 
12 4 

77%, 70%, 78%, 75%, 75%, 78% 
of the labeled amount ofDomperidone 
(C22H24ClNsO2) I OT HOMHHaJJbHoro 

Average (Ll +L2): 73% conep)KaHJ1ji LlOMnep11noHa 
( C22H24ClNsO2) 

9 Assay/ KoJIH'-leCTBeHHoe onpeneJieHne 

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

npuMe'-laHue: TTpoJlyKT cooTeeTcTByeT Tpe6oea1-111j!M HLl 3aKJ11o'le1111e: O.ll,OliPEHO 

Prepared by / Checked by/ TTpoeepeHo: Checked by (AQA) / Approved by: Quality 
TTonroToeJJeHo: A. Susmitha - Quality TTpoBepeHo (AOK): A urance/ Authorized person / 
D. Latha - Quality control- control- Team Member Amol Ashokrao Rakshale - OLl06peHo: O6ecne'1em1e 

TeamM,mbec r---&t-- Quality Asr/urance- earn Ka'!eC1'Ba/0TBeTCTBeHHOe JlHUO '. 

CA- Member S. Hanee f - Q t ity Assurance- Team 
Member ..-, 

Date / ,[{aTa: 18-04-2026 IDate /,[{aTa: 18-04-2026 II Date/ ,[{aTa: 18-04-2026 IIDate /,[{aTa: i O ,.-0.{ 'l.o ¾i I 



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

CEPTH«l>HKAT AHAJIH3A 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
Page 6 of 8 / CTp. 6 u1 8 

ITPOJ:lYKT: OMe3® .L(CP, KancyJibl C MOJ:lHil>HUHPOBaHHblM BblCB06o:lKJ:leHHCM, 30 Mr+20 Mr 

Market / PblHOK : Russia / Pocc1-rn 

Batch No/ 
: B2601061 

Batch Quantity / 1250000 caps / 

CepuH N2 O6'beM cepuu 
: 

1250000 Kancyn 

Analytical Report No / 
: 2002FP26000790 

Date of Analysis / 
: 11-04-2026 

AHaJIHTH'leCKHH OT'leT .N'! ,L(aTa anaJ1u1a 
Date of Manufacture / 

: 17-12-2025 
Date of Expiry / 

30-11-2028 
.llaTa npoHJBOJJ.CTBa rot1.eH J).0 

: 

Mfg. License No./ 
ITpou1sot1.cTsennaH J1uuen1uH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JU1-N1(002687)-(Pr-RU) 
.N'! 
Analysis performed according ND/ AnaJIHl npoBeJ:leH no H1l: JITI-N!!(002687)-(Pf-RU)-071223 

A. Omeprazole / 
OMenpa30JJ 

B. Domperidone / 
.ll:OMrrep11)lOH 

19.86 mg/ 19,86 Mr 
(99.3% I 99,3%) 

29.10 mg I 29,10 Mr 
(97.0% I 97,0%) 

10 Microbial limits/ MuKpo6uoJiornqecKaH 'IHCTOTa 
a) Total aerobic microbial Less than 10 CFU/g / 

count/ O6mee 4HCJJO MeHee 10 KOE/r 
a3p06HhIX 
MHKpoopraHl13MOB 

b) Total combined yeasts 
and mould count / 
O6mee q11cno 
ilPO)K)KeBhIX 11 
rrnecHeBhIX rp116os 

c) E.coli 

Remarks: The Product confirms to ND/ 

Less than 10 CFU/g / 
Mettee 10 KOE/r 

Absent in 1 g / 
OTcyTcTByeT s 1 r 

ITpHMC'laHue: Tipo)lyKT C0OTBeTcTByeT Tpe6osaHHl1M H.[( 

Prepared by / Checked by/ TiposepeHo: Checked by (AQA) / 
Tio.urOTOBJJeHo: A. Susmitha - Quality nposepeHo (AOK): 

A. From 18.0 mg to 22.0 mg of 
C11H19N3O3S (Omeprazole) per 
capsule (90.0 to 110.0 % of the label 
claim) / OT 18,0 Mr J:lO 22,0 Mr 
C11H19N3Q3S (oMenpa3oJJ) s Karrcyne 
(OT 90,0 )lO 110,0 % OT HOMl1HaJJhHOro 
CO)lep)KaHml). 

B. 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 )lO 33,0 Mr 
C22H24ClNsO2 (!loMrrep11)loH) B 

Karrcyne ( OT 90,0 )lO 110,0 % OT 
HOMHHaJJhHOro CO)lep)KaHml). 

a) Not more than 10:r CFU/g / 
He 6onee 103 KOE/r 

b) Not more than 102 CFU/g / 
He 6onee 102 KOE/r 

c) Shall be absent in lg/ 
OTcyTcTs11e s 1 r 

Conclusion : APPROVED / 

3aKJIIO'lenue: O.L(OliPEHO 

Approved by: Quality 
A surance/Authorized person / 

D. Latha - Quality control- control- Team Member Amo! Ashokrao Rakshale - O.!lo6pe1m: O6ecne•1eH11e 

TorunM,mboc l&- <l-- Quality As,s;7urance- Team Ka•1ecTsa/OTseTCTBe1moe m1uo: 
Member .s. Haneef - Qu1~ 1ty As ·urance- Team 

Member _ 
-

Date/ .[(am: 18-04-2026 ioate /.[laTa: l 8-04-2026 IIDate /.[laTa: 18-04-2026 I Date / .[(aTa: J?__Q r<J--t r Q.oi{, 



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

CEPTH<l>MKAT AHAJil13A 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
Page 7 of 8 / CTp. 7 n1 8 

TIPO.llYKT: OMe1® lICP, icancyJibl c MO.llmlm11nposauHblM BblCB06oJK.lleHneM, 30 Mr+20 Mr 

Market / PbrnOK : Russia / Poccm1 

Batch No I 
: B260106l 

Batch Quantity / 1250000 caps / 
CepnH .N'! O6'LeM cepnn 

: 
1250000 Kancyn 

Analytical Report No I 
: 2002FP26000790 

Date of Analysis / 
: 11-04-2026 

AuaJIHTH'leCKHH OT'leT .N2 llaTa auaJin1a 
Date of Manufacture / 

17-12-2025 
Date of Expiry / 

30-11-2028 
llaTa npoHJBO.llCTBa 

: 
fo.lleu .llO 

: 

Mfg. License No./ 
ITpon1B0.llcTseuuaH JIHIJeHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : J1TT-N!!(002687)-(Pf-RU) 
.N2 
Analysis performed according ND/ AuaJIHJ npoBe.lleH no H.ll.: J1TT-N!!(002687)-(Pf-RU)-071223 

11 Package/ Ynaicosica IO capsules m a (PVC/AI/PA) 
foil/aluminum foil blister. 3 blisters and 
patient information leaflet (package 
insert) in a carton. I no 10 Kancyn B 
6nHcTepe 113 (TTBX/ AJ1/TTA) cponbrn / 
aJIIOM11Hl1eBOH q>OJlbrH. no 3 6Jll1CTepa 
BMecTe c HHCTpyKu11ei1 no 
Me,U11U11HCKOMY np11MeHeHl1IO (J111CTKOM­
BKJ1a,UbJllleM) B na'-IKY KapTOHHylO. 

IO capsules m a (PVC/Al/PA) 
foil/aluminum foil blister. I , 3, 8, IO 
blisters and patient information leaflet 
(package insert) m a carton. / flo 10 
Kancy JI B 6n11cTepe 113 (TTBX/ AJ1/TTA) 
q>OJlbrH / aJIIOM11Hl1eBOH q>OJlbrH. flo 1, 3, 
8, IO 6nHcTepoB BMecTe c 11HcTpyKu11ei1 no 
Me,U11U11HCKOMY np11MeHeHl1IO (J111CTKOM­
BKJla,UblllleM) B na4KY KapTOHHyIO. 

* 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 cneu11cp11Kau1111 npe.ucTaBJleHbl Ha cpoK f0,UHOCTl1. np11 BbmycKe npenapaT nposeplleTCll B COOTBeTCTBl111 co 

cneu11q>HKau11el1: Ha BbinYCK, noJTOMY B cepT11q>11KaTe aHaJ1113a Ha npenapaT MoryT 6bITb YKaJaHbl 6onee CTporne HOpMbl, 

'-!eM B HaCTO»ll.leM HOpMaTl1BHOM ,llOKyMeHTe no Ka'-!eCTBy. 

API name/ HanMeuosaune A<l>C: Omeprazole / OMenpa30J1 Domperidone /)J:OMnep11,uou 
INN/ MHH: Omeprazole I OMenpa30JI Domperidone / )]0Mnep11,uou 

API manufacturer batch number / 
HoMep cepnn npoHJBO.llHTeJIH A<l>C: OME/00425 0000125863 

FP Manufacturer API Batch number / 
HoMep cepnn cy6cTau11nn FBSA00285 FBSH000I7 
TIPOH3B01lHTeJIH f Jl<J>: 
API Manufactured by & country / Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India / 

noon3 80J.I, IITCJl b A<l>C, CTp~ua_:_ w "1 Hl1 ¢ apMaCblOTl1KaJIC JlT.u, I1H.U11ll Bacy.uxa ¢apMa KeM JlT!l, I1u,u11H 

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. 
HanMeHOB3Hlle, a1mec, JIIIUCHl llH .llJISI 63/RRIAP/96/FIR) I 

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

IlpnMe'laHne: flpo.uyKT COOTBeTCTByeT Tpe6oBaHl151M H)] l3aKJ110'lct111e: Oll.O6PEHO 

Prepared by / Checked by / flpoaepeuo: Checked by (AQA ) I A pproved by: Quality 
fIOJlfOTOBJleHo: A. Susmi tha - Qua.li ty flpoeepeHo (AOK): As urance/ Authorized person / 
D . Latha - Quality control- control- Team Member A rnot Ashokrao Rakshale - OJ106peuo: O6ecne4eu11e 
Team Member cg_ Qual ity A ·urance- T eam Ka<1eCTsa!OTBeTCTBeHHOe Jll11..\0: 

'-&r- Member ~ S. Haneef - Qua1~ :y Assurance- Team 
Member __, 

Date I )Jam: 18-04-2026 !Date /.llaTa: 18-04-2026 IIDate / ,llaTa: 18-04-2026 IIDate /,llarn: ;2._0 ,--OL(,.. w 1/,f, 
I 



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

CEPTH<l>HKAT AHAJIH3A 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 

Page 8 of 8 / CTp. 8 u3 8 

ITpo,11yKT: OMe3® )]:CP, KancyJJLI C MODHd,HUHPOBaHHLIM BblCB060iK,lleHHeM, 30 Mr+20 Mr 

Market / PLIHOK : Russia/ Poccm1 

Batch No/ 
B2601061 

Batch Quantity / 1250000 caps/ 
CepuH .N"2 

: 
O6'LeM cepuu 

: 
1250000 Kancyn 

Analytical Report No/ 
: 2002FP26000790 

Date of Analysis / 
: l l-04-2026 

AHaJJHTH'feCKHH OT'feT .N"! )laTa auaJIH3a 

Date of Manufacture / 
17-12-2025 

Date of Expiry / 
30-11-2028 

.Ll.aTa npOH3B0,!1CTBa 
: 

roneu ,110 
: 

Mfg. License No./ 

ITpOH3B0,!1CTBeHHaH JJHQeH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JlTT-N2(002687)-{Pf-RU) 

.N"! 

Analysis performed according ND/ AuaJJH3 np0Be,11eu no H,LI,: JlTT-No(002687)-{Pf-RU)-071223 

ITpOH3BO,llCTBeHHaH OJJOIUa,llKa / 
ITJJOIUa.llKa K0HTpOJJH Ka'feCTBa / 
ITJioma.llKa BLmycica 

.ll-p Pe.ll.llH' c Jla6oparnpHc JlT,u., TTpo1nso.ucTBeHHOe no.upa3,ueneHHe-II, 
Y4aCTKH N2 42p, 43, 44p, 45p, 46p, 53 , 54 H 83, 6a4ynaJIJIH B1rnna.u)I(, 
6a4ynann11 Matt.uan, Me,114aJ1 ManKa.U)l(rHpH )l11cTpHKT - 500090, wTaT 

Tenattrana, Yin.um, (Jlm.-1en311H N2 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 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'feHHe 0 C0OTBeTCTBHH: «HaCTOH[lll1M H nO.UTBep)l()lalO, 4TO np11Be)leHHaH BblWe HH!pOpMaQHH HBJIHeTCH 
.L(uCTulKj)HuH n lu'iHuH. '.)111 cq:m11 111)0.Ltyl\~Pl~l llf.lUPl~r.1.,.L(l.,1'1lt (r.l\JIIV'tlt/1 yt1ltl\Ubl\J' {1v111pKHpon11:y) H I\OIITpom, l<ll'ICCTD!l) !Ill 

BblWeyKa3aHHOH np011380)lCTBeHHOH nJIOII.\a,UKe (nJIOII.\a,UKax) B noJIHOM COOTBeTCTBHH C Tpe6oaaHHHMH TTpaBl1JI 
Ha)lJ1e:11rnmei1 npOH3B0,UCTBeHHOH npaKTHKH Eapa3HHCKOro 3KOHOMH4eCKOfO COI03a 11 Tpe6oaaHHHMH KOHTPOJIH Ka4eCTBa 
JieKapCTBeHHblX cpe)lCTB, a TaK)l(e B COOTBeTCTBl111 co cneu11q>HKaUHHMH, co.uep)l(a[lll1MHCH B perHCTpau110HHOM llOChe 
CTpaHhl-11MnOpTepa. 3an11c11 no np0113B0)lCTBY, ynaKOBKe 11 aHaJ1113Y nposepeHbl, H ycTaHOBJieHO 11X CO0TBeTCTBHe 
Tpe6osaHHHM TTpaBHJI na,uJie)l(a[lleH np0113B0)lCTBeHHOH npaKTHK Espa3HHCK0f0 3KOHOMH4eCK0ro COI03a». 

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

IlpuMeqauue: TTpo,nyKT cooTBeTCTayeT Tpe6osanHHM H.ll 3aKJIIO'feuue: O,Ll,OliPEHO 

Prepared by/ Checked by / rlpoaepeno: Checked by (AQA) / Approved by: Quality 
flOllfOTOBJICHO: A . Su. miIha - Quality rlposepeno {AOK): A urance/Authorized person/ 
D. Latha - Quality control- control- Team Member Amol Ashokrao Rakshale - O)lo6peno: O6ecne4en11e 
Team Member cg_ Quality Assurance- Team K-a"!ecTaa/OrneTcTBenttoe 1111uo: 

LL Member r/ S. Haneef - Qu1~ ty Assurance- Team 

~ Member 

!oate / )laTa: 18-04-2026 II Date /)la-ra.: 18-04-2,026 IIDate / )laTa: 18-04-2026 lloate , .uarn: 9-_0 ~0L{_ ~2--6 I 




