
•·· Dr.Reddy's ~~• CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHA.JIH3A 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg I 
Page 1 of8 I CTp. l HJ 8 

IIPOllYKT: OMeJ® l{CP, KancyJJhl c MOllHllmuuposaum,rM Bb1cso60,imeuueM, 30 Mr+20 Mr 

Market/ PblHOK : Russia / PoccIDI 

Batch No I 
B2501959 

Batch Quantity/ 1250000 caps / 
Cepusi .N'!! . 

: 
O6beM ceptttt 

: 1250000 Kancyn 

Analytical Report No I 
: 2002FP25001595 

Date of Analysis / 
: 30-06-2025 

AuaJJUTM'IeCKUH OT'IeT .N'!! .LJ:aTa auaJJuJa 

Date of Manufacture/ 
19-05-2025 

Date of Expiry / 
30-04-2028 

.LJ:aTa npOUJBOllCTBa 
: 

rol{eH llO 
: 

Mfg. License No./ 
IlpoHJBOllCTBeHHaSI JJHUeHJUSI : 63/RR/AP/96/F/R MA number:/ HoMep PY : JITI-NQ(002687)-(Pf-RU) 

.N'!! 
Analysis performed according ND/ Auamn npoBel{eH no Hl{: JITI-N!!(002687)-(Pf-RU)-071223 

S.No/ 
.N'!! 

1 

Test/TeCT 

Description / Onucauue 

Result/ PeJyJJbTaT 

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. / 

TBepllbie )l(eJiaTHHOBhle np03paqm,1e 
6ecQBeTHI,Ie KaIICYJibI paJMepa 1 c 
MapKttpOBKOH qepHoro QBeTa 

« 4' DR. REDDY'S» Ha KpbIIrreqKe 
Kancym,r M MapKMpO~KOM KpaCHOro 

QBeTa «OMEZ-DSR» Ha Kopnyce 
Kancym,r. CoLtep)l(HMOe Kancyn: 
cq,epwqecKtte neJIJieTbI 6enoro H 
KopwqHeBoro QBeTa. 

Remarks : The Product confirms to ND/ 
IIpnMeqaune: TipOJJ:YKT COOTBeTcTByeT Tpe6oBaHIDIM H,n: 
Prepared by/ TioLtroTOBJieHo: Checked by/ TipOBepeHo: 
D. Latha- Quality control- Team A. Suamitha- Quality control- Team 
Member 

'£J--
Member C/1-

Print Date I ,l1;aTa: 30-06-2025 Print Date I ,n:ara: 30-06-2025 

Specification / Cneu;mJmKau;usr 

Hard transparent colorless gelatin capsules 
size 1 with a black imprint 

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

TBep.ri:1,re )l(eJiaTHHOBble np03paqm,re 
6ecQBeTm,re KancyJibr paJMepa 1 c 
MapKHpOBKOH qepHoro QBeTa 

(( ~ Ul<.. J.<.bUU \I) s» Ha KpbirrreqKe 
KancyJihI H MapKHpOBKOH KpaCHoro QBeTa 
«OMEZ-DSR» Ha Kopnyce Kancynhr. 
CoLtep)l(HMOe Kancyn: cq>epwqecKtte 
nenneTbI OT 6enoro llO cepoBaT0-6enoro H 
OT KOpwqueBoro llO )KeJITOBaTo­
KOpwqueBOro UBeTa. 

Opinion : APPROVED 
3aKmoqeuue: Ol{OliPEHO 
Approved by: Manager/Executive I 
O.ri:o6peHo: MeHe.n)l(ep I PyKoBo,nttTeJib 
V. Prashanth - Quality Assurance- Team 
Member 

tf))l_l,~ 
Print Date I ,l1;aTa: 30-06-2025 



•·· Dr. Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKA T AHA.JIII3A 

Page 2 of 8 / CTp. 2 HJ 8 
Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
IlpOJlYKT: OMe3® )],CP, KancyJibl C MO.llHcl>HUHPOBaHHhIM BhICB060,KJleuneM, 30 Mr+20 Mr 

Market / PMHOK : Russia / PoccIDI 

Batch No/ 
B250I959 

Batch Quantity/ 1250000 caps/ 
Cepm1 .N"!! 

: 
O6beM cepuu 

: 
1250000 Kancyn 

Analytical Report No/ 
: 2002FP25001595 

Date of Analysis/ 
: 30-06-2025 

AuaJIHTHlfeCKHH OTlfeT .N"!! )],aTa auaJiuJa 

Date of Manufacture/ 
19-05-2025 

Date of Expiry / 30-04-2028 
,l{aTa IlPOHJBO.llCTBa 

: 
ro,IJ;eH ,IJ;O 

: 

Mfg. License No. / 
IlpoHJBO,IJ;CTBeuuaSI JIHUeHJHSI : 63/RR/AP/96/F/R MA number:/ HoMep PY : JIII-N!!(002687)-(Pr-RU) 
.N"!! 
Analysis performed according ND/ AuaJIHJ npoee,1J;eu no H)],: JIII-N!!(002687)-(Pr-RU)-071223 

2 

3 

4 

Identification / 
ll,!J;euTn4>uKauuH 
Omeprazole 
Domperidone I 
OMenpaJOJI 
.D:oMnepu,n:oH 

Average weight of the net 
content/ Cpe,!J;HHH Macca 
CO,!J;epJKHMOro KancyJI 

Water content/ 
Co,1J;ep,rcauue BO,IJ;hI 

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). / BpeMeHa y,n:ep)l(MBamrn 
y.n:ep)l(MBaHIUI OCHOBHI,IX IlMKOB Ha OCHOBHI,IX IlMKOB ua xpoMaTorpaMMe 
xpoMmorpaMMe MCilhiyYeMoro pacrnopa MCilhiyYeMoro pacrnopa ,IJ;OJI)l(HI,I 
COOTBeTCTBYJOT BpeMeHaM y.llep)l(MBaHIDI COOTBeTCTBOBaTh BpeMeHaM y,n:ep)l(MBaHIDI 
IlHKOB OMenpaJOJia M .llOMrrepM.llOHa Ha UMKOB OMenpaJOJia M ,!J;OMnepH,!J;OHa Ha 
xpoMaTorpaMMe cTau.n:apTuoro pacrnopa xpoMaTOrpaMMe cTau.n:apTHOro pacrnopa 
(paJ,n:en «KonMlfecrne"'irnoe (paJ,n:en «KoJIWiecrneHHOe 
onpe.n:eneHMe» ). onpe.n:eneHMe» ). 

374.40 mg I 374,40 Mr 

1.2% w/w / 1,2% w/w 

369.0 mg± 10 % (between 332.1 to 405.9 
mg) I 
369,0 Mr± IO% (oT332,l .n:o 405,9 Mr) 

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

5 Uniformity of dosage units/ O,!J;HOpO,!J;HOCTh ,IJ;03HpOBaHHhIX e.llHHHU 

Omeprazole I OMenpaJoJI 

Domperidone I 
.r:t:oMnepM)J,OH 

7.6 / 7,6 

8.8 / 8,8 

Remarks : The Product confirms to ND/ 
IlpHMelfaHMe: Ilpo.n:yKT COOTBeTcTByeT Tpe6oBaHIDIM H.D: 
Prepared by / Ilo,n:roTOBJieHo: Checked by/ IlpOBepeHo: 
D. Latha- Quality control- Team A. Suamitha- Quality control- Team 
Member 

tS/4--
Member q-

Print Date / .D:aTa: 30-06-2025 Print Date/ .D:aTa: 30-06-2025 

Acceptance value (AV) should be less than 
or equal to 15.0 / IloKaJaTeJih 
rrpHeMJieMOCTM (AV) .llOJI)l(eH 6bITh He 
6onee 15,0. 

Acceptance value (AV) should be less than 
or equal to 15.0 I IloKa3aTeJih 
npHeMJieMOCTM (AV) .llOJI)l(eH 6bITb He 
6onee 15,0. 

Opinion : APPROVED 
3aKJIIOlfeuue: O)1,OliPEHO 

Approved by: Manager/Executive I 
O.n:o6peHo: Mette,n:)l(ep I PyKOBO.llMTeJih 
V. Prashanth - Quality Assurance- Team 
Member 

tf\M,0 
Print Date/ .D:aTa: 30-06-2025 



•·· Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTU<l>UKAT AHAJIU3A 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
Pa2e 3 of 8 I CTp. 3 H3 8 

IlPOHYKT: OMe3® ,IJ.CP, KaUCVJibl C MOHHcl>HUHPOBaHHblM BblCB060,K,lleHHeM, 30 Mr+20 Mr 

Market I PhIHOK : Russia / PoccIDI 

Batch No I 
: 82501959 

Batch Quantity / 1250000 caps / 
Cepusi .N!! O6beM cepuu 

: 1250000 Kancyn 

Analytical Report No I 
: 2002FP2500l595 

Date of Analysis / 
: 30-06-2025 

AHaJIHTH'1ec1rnii OT'leT .N!! ,lJ.aTa aHaJIH3a 

Date of Manufacture/ 
: 19-05-2025 

Date of Expiry/ 30-04-2028 
,lJ.aTa DPOH3BOHCTBa roHeHHO 

: 

Mfg. License No. / 
IIpoH3BOHCTBeHHaH JIHQeH3HSI : 63/RR/AP/96/F/R MA number:/ HoMep PY : JIIT-.N!!(002687)-(Pf-RU) 
}(! 

Analysis performed accordin2 ND/ AHaJIH3 npoBeHeH no H,IJ.: JIIT-.N!!(002687)-(Pr-RU)-071223 

6 Impurities/ IIpuMecu 

Omeprawle I 0Menptl3o!la: Omeprazole I 0Menptl3o!la: 
Impurity 1 / npUMec1, 1 0.01%/0,01% Not more than 0.50 % / He 6onee 0,50 % 
Impurity 2 / npUMeCb 2 Not more than 0.50 % / He 6onee 0,50 % 
Impurity 3 / np11Mec1, 3 Not detected I He 0°6Hapy)l(eHa Not more than 0.50 % / He 6onee 0,50 % 
Impurity 4 / npUMec1, 4 0.04% I 0,04% Not more than 0.50 % / He 6onee 0,50 % 
Impurity 5 / npUMeCb 5 Not more than 0.50 % / He 6onee 0,50 % 
Domperidone I Not detected I He o6Hapy)KeHa Domperidone I jf oMnepuiJoua: 
,lf oMnepuiJoua: Not more than 0.50 % / He 6onee 0,50 % 
Impurity A / npUMec1, A Not detected I He o6Hap~eHa Not more than 0.50 % / He 6onee 0,50 % 
Impurity B / npUMeCb B . Not more than 0.50 % / He 6onee 0,50 % 
Impurity C / npUMec1, C Not more than 0.50 % / He 6onee 0,50 % 
Impurity D / npUMec1, D 0.05% I 0,05% Not more than 0.50 % / He 6onee 0,50 % 
Impurity F / npUMec1, F Not more than 0.20 % / He 6onee 0,20 % 
Any individual unidentified Not detected I He o6Hapy)KeHa Not more than 2.5 % / He 6onee 2,5 % 
impurity / JI106a» 
eH:UHWIHaH 0.01%/0,01% 

He:UHeHT:U~HUHpOBaHHaH 0.16% I 0,16% 
npUMeCb 
Total impurities / Not detected I He o6Hapy)l(eHa 
C)'MMa npUMeceii 

0.01%/0,01% 

0.3% /0,3% 

7 Residual solvents/ OcrnTO'IHhle opraHu'lecKue pacTBOpHTeJIH 

a) Methanol I 6 µg/capsule / 6 MKr/Kancyna a) Not more than 1107 µg per capsule/ 
MeTaHon He 6onee 1107 MKr Ha Karrcyny 

b) Methylene chloride / 
Not detected I He 06Hapy)KeHa 

b) Not more than 221 µg per capsule / 
MeT:uneHXJiopuH He 6onee 221 MKr Ha Karrcyny 

Remarks : The Product confirms to ND/ Opinion : APPROVED 
IIpuMe'laHue: IlpOHYKT cooTBeTCTBVeT Tpe6oaaHIDIM H.U 3aKJIIO'leHue: O,IJ.OliPEHO 
Prepared by I IloHroTOBJieHO: Checked by I IlpoaepeHO: Approved by: Manager/Executive / 
D. Latha- Quality control- Team A. Suamitha- Quality control- Team OHo6peHo: MeHell)Kep I PyKoBOHHTen1, 
Member 

·0¾-
Member 

~ 
V. Prashanth - Quality Assurance- Team 
Member \JW() 

Print Date I )];aTa: 30-06-2025 Print Date I )];aTa: 30-06-2025 Print Date I )];aTa: 30-06-2025 



••· Dr. Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTHct>HKAT AHA.JIH3A 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
Page 4 of 8 I CTp. 4 u3 8 

IIpo,11;yKT: OMe3® )(CP, Kancym,1 c MOAttcl>m1upoBaHHhIM BhICBo6o,imeuueM, 30 Mr+20 Mr 

Market/ PhIHOK 

Batch No/ 
Cepust N!! 

: Russia / PoccIDI 

: B2501959 
Batch Quantity / 
O6beM cepHH 

1250000 caps/ 
: 1250000 Kancyn 

Analytical Report No/ 
AuaJIHTH'-leCKHii OT'-leT N!! 

: 2002FP25001595 
Date of Analysis / 
)(aTa anaJiu3a 

: 30-06-2025 

Date of Manufacture/ 
)(aTa npOH3BOJJ:CTBa 
Mfg. License No./ 

: 19-05-2025 
Date of Expiry / 
roAeH AO 

: 30-04-2028 

IIpOH3BOACTBeHHaH JIHl)eH3HSI : 63/RR/AP/96/F/R 
N!! 

MA number:/ HoMep PY : JIIl-.N!!(002687)-(PI'-RU) 

Analysis performed according ND/ AuaJIH3 npoBeAeH no H)(: JIIl-.N!!(002687)-(Pr-RU)-071223 

8 Dissolution / PacTBopeuue 
a) Omeprazole I 

OMenpa30JI 

i. Acid stage (0.lN 
HCi)/ 
B 0, 1 M pacrnope 
XJIOpHCTOBOAOPOAHO 
H KHCJIOThl 

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

5%, 0%, 7%, 8%, 5%, 6% 

100%, 93%, 95%, 91 %, 92%, 92% 

Remarks : The Product confirms to ND/ 
1IpnMe1-1auue: IlPOAYKT coorneTcrnyeT Tpe6oBaHIDIM H)( 
Prepared by/ IloAroTOBJJeuo: Checked by/ IlpoBepetto: 
D. Latha- Quality control- Team A. Suamitha- Quality control- Team 
Member 

~ 
Member cg_. 

Print Date I )];aTa: 30-06-2025 Print Date I )];aTa: 30-06-2025 

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 pacrnope XJiopoBOAOPOJJ:HOH 
KHCJIOThl - He 6oJiee 15 % OT 
cpaKTH'IeCKOro co-11:ep)l<aHIDI 
oMenpaJOJia (C17H19N3Q3S) 1-1epe3 2 1-1. 

In buffer pH 6.8 - not less than 70 % (Q) of 
the label claim of omeprazole 
(C17H19N3O3S) after 30 minutes./ 
B 6ycpepe pH 6,8 - He Mettee 70 % (Q) 
OT HOMHHaJihHOro co-11:ep)l(aHIDI 
oMenpaJoJia (C17H19N3O3S) 1-1epe3 
30 MHH. 

Opinion : APPROVED 
3aKJI101-1euue: O)(OEPEHO 
Approved by: Manager/Executive / 
O,11;06petto: Mette,n;)l(ep I PyKoBOAHTeJih 
V. Prashanth - Quality Assurance- Team 
Member UW() 
Print Date I ,n:aTa: 3'0-06-2025 



•·· Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTH<l>HKA T AHAJIH3A 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg I 
Page 5 of 8 I C-rp. 5 u3 8 

IIPOJlYICT: OMe3® )lCP, KancyJILI C MOJlHd>HU:HPOBaHHLIM BhJCB060iK)leHHeM, 30 Mr+20 Mr 

Market / PLIHOK : Russia / PoccIDI 

Batch No/ 
: B2501959 

Batch Quantity / 1250000 caps/ 
CepuH .N'!! O61,eM cepuu 

: 1250000 KancyJJ 

Analytical Report No/ 
: 2002FP25001595 

Date of Analysis / 
: 30-06-2025 

AuaJ1nTn'lec1rni,i OT'leT .N'!! )laTa auaJ1H3a 

Date of Manufacture / 
: 19-05-2025 

Date of Expiry/ 30-04-2028 
)laTa DPOH3B0)lCTBa ro)leH )lO 

: 

Mfg. License No./ 
IIpoH3BO)lCTBeuuasi JIHU:eH3HSI : 63/RR/AP/96/F/R MA number:/ HoMep PY : nTI-.N!!(002687)-(Pr-RU) 
.N'!! 
Analysis performed according ND/ AuaJIH3 npoBe)leH no H)l: nTI-.N!!(002687)-(Pr-RU)-071223 

b) Domperidone I 
,[(oMnepliJlOH 

1. after 1 hour / qepe3 1 q 

11. after 4 hours / qepe3 4 q 

iii. after 8 hours ( qepe3 8 q 

iv. after 12 hours/ ttepe3 
12 q 

26%, 26%, 24%, 26%, 27%, 28% 

67%, 59%, 59%, 67%, 64%, 66% 

81 %, 78%, 72%, 77%, 78%, 81 % 

85%, 83%, 78%, 79%, 83%, 815% 

9 Assay / KoJIH'leCTBeuuoe onpe)leneuue 
A. Omeprazole / 20.44 mg/ 20,44 Mr 

0Menpa30JI (102.2% / 102,2%) 

Remarks : The Product confirms to ND/ 
IIpnMe'lanne: Ilpo.nyKT coorneTcrnyeT rpe6oBaHIDIM Hll 
Prepared by/ Ilo.n:roTOBJieHo: Checked by/ IlpoBepeHo: 
D. Latha- Quality control- Team A. Suamitha- Quality control- Team 
Member 

~ 
Member 

~ 
Print Date / )lam: 30-06-2025 Print Date / ,[(am: 30-06-2025 

In O. lM hydrochloric acid solution/ 

B 0, I M pacrnope xnopoBo.n:opo)lHOM 
KHCJIOThJ: 

between 15 % and 40 % / OT J.5 % JlO 40 % 

between 30 % and 70 % / OT 30 % .n:0 70 % 

between 55 % and 95 % / OT 55 % JlO 95 % 

not ltss than 70 % / H~ M~H~~ 70 % 
of the labeled amount ofDomperidone 
(C22H24ClNs02) / OT HOMHHaJILHoro 
CO)lepX<aHID! )lOMnepHJlOHa 
(C22H24ClNs02) 

A. From 18.0 mg to 22.0 mg of 
C11H19N3Q3S (Omeprazole) per 
capsule (90.0 to 110.0 % of the label 
claim) / OT 18,0 Mr .no 22,0 Mr 
C11H19N3Q3S (0Menpa3011) B Kancy11e 
(OT 90,0 JlO 1 l0,0 % OT HOMHHaJihHOro 
CO)lepX<aHIDI). 

Opinion : APPROVED 
3aKJ110'leune: O)lOliPEHO 
Approved by: Manager/Executive / 
0.n:o6peHo: MeHe.n:)Kep / PyKOBOJJ:HTeJih 
V. Prashanth - Quality Assurance- Team 
Member w-0 
Print Date I ,[(am: 30106-2025 



•·· Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
Page 6 of8 / CTp. 6 HJ 8 

IIPOJlYKT: OMe3® )lCP, KancyJJbl C MOJlHd>HI.(HPOBaHHblM BblCB060'.lK,JleHHeM, 30 Mr+20 Mr 

Market / PhIHOK : Russia / PoccIDI 

Batch No/ 
: B2501959 

Batch Quantity / 
O6beM cepnn 

1250000 caps/ 
: 1250000 Kancyn 

Analytical Report No/ 
AuaJJHTHl.fecKHH OT'-leT X2 

: 2002FP25001595 
Date of Analysis / 
)laTa auaJJHJa 

: 30-06-2025 

Date of Manufacture/ 
)laTa Ill)OH3B0JlCTBa 

Mfg. License No. / 

: 19-05-2025 Date of Expiry/ 
ro,neu JlO 

: 30-04-2028 

IlpoHJBOJlCTBeuuaH JJHI.(eHJHH : 63/RR/AP/96/F/R 
X2 

MA number:/ HoMep PY : nn-N2(002687)-(Pf-RU) 

Analysis performed according ND/ AuaJJHJ npoBe)leu no H)l: nn-Ns!(002687)-(Pf-RU)-071223 

B. Domperidone I 
)];oMnepHJlOH 

29.43 mg I 29,43 Mr 
(98.1 % / 98,1 %) 

1 O Microbial limits / MnKpo6noJJornqecKaH qucrnrn 
a) Total aerobic microbial Less than 10 CFU/g / 

count I O6111ee qucno MeJiee 10 KOE/r 

11 

33p06HbIX 
MHKpoopraHHJMOB 

b) Total combined yeasts 
and mould count I 
O6mee qucno 
,ll,p0}K}KeBblX H 
IIJieCHeBhIX rpu6oB 

c) E.coli 

Package/ YnaKOBKa 

Less than 10 CFU/g I 
Meuee 10 KOE/r 

Absent in 1 g / 
OTcyrcTByeT B I r 

10 capsules in a (PVC/Al/PA) 
foil/aluminum foil blister. 3 blisters and 
patient information leaflet (package 
insert) in a carton. / Do 10 Kancyn B 
6nHCTepe HJ (TIBX/AlliTIA) q>onbrn: / 
amoMHHHeBoH tpOJihrH. Do 3 6nHCTepa 
DMecTe c HIICTPYKUHett no 
Me,LIHl.(HHCKOMY npHMeHeHHIO (JIHCTKOM­
BKJla,LlhIIIIeM) B na'IKY KapTOHH)'IO. 

Remarks : The Product confirms to ND/ 
IlpHMel.faHne: IIPO.[IYKT COOTBeTCTB veT Tpe6oBaHH~M H)]; 
Prepared by/ Ilo.[lroToaneuo: Checked by / Dpoaepeuo: 
D. Latha- Quality control- Team A. Suamitha- Quality control- Team 
Member 

~ 
Member Q--

Print Date / )];aTa: 30-06-2025 Print Date I )];aTa: 30-06-2025 

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 ,no 33,0 Mr 
C22H24ClNsO2 (.LIOMnepHJlOH) B 
Kancyne (OT 90,0 ,LIO 110,0 % OT 
HOMHHaJlbHOro CO,Llep}KaHIUI). 

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

b) Nol murt: lltau 102 CFU/g / 
He 6onee 102 KOE/r 

c) Shall be absent in lg I 
OTcyrcTBHe B I r 

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. / Do 10 
Kancyn B 6nHcTepe HJ (TIBX/An/TIA) 
tpOJibrH / aJDOMHHHeBOH tpOJihrH. Do 1, 3, 
8, IO 6nncTepos BMecTe c HHCTPYKUHeH no 
Me,LIHl.(HHCKOMy npHMeHeHHIO (nHCTKOM­
BKJla,LlhIIIIeM) B naqey KapTOHH)'IO. 

Opinion : APPROVED 
3aKJJroqeune: O)lOJiPEHO 
Approved by: Manager/Executive I 
O,L106peuo: Meue.[l}Kep I PyKOBO.LIHTenh 
V. Prashanth - Quality Assurance- Team 
Member 

tN.1~ 
Print Date I )];aTa: ' 30-06-2025 



•·· Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Pa2e 7 of8 / CTp 7 03 8 
Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
IIpo)lyKT: OMe3® )J.CP, KaDCYJibl C MO)IHdJHUHPOBaHHl,IM BblCB06o;imeHHeM, 30 Mr+20 Mr 

Market / P1,rnoK : Russia / PoccID! 

Batch No/ 
: 82501959 

Batch Quantity I 1250000 caps/ 
Cepust .N:o O6beM cepuu 

: 1250000 Kancyn 

Analytical Report No/ 
: 2002FP25001595 

Date of Analysis / 
: 30-06-2025 

AHaJIHTH'-IeCKHH OT'leT .N'!! )J.aTa aHaJiuJa 

Date of Manufacture / 
19-05-2025 

Date of Expiry / 30-04-2028 
)J.aTa DPOH3B0,[l;CTBa 

: 
ro,[l;eH ,[l;O 

: 

Mfg. License No./ 
IIpoH3B0,[l;CTBeHHaH JIHUeH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JIII-.N!!(002687)-(Pr-RU) 

.N'!! 
Analysis performed according ND/ AHaJIH3 npoBe,!J;eH no H)J.: JIII-.N!!(002687)-(Pr-RU)-071223 

* 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. 
* - HOpMhl B cneu,uqnmaU,HH npe,!l;CmBJieHhI Ha cpoK ro,[l;HOCTH. Ilpu BhlnycKe npenapaT npoBep»eTCH B COOTBeTCTBHH co 

cneu,1HpHKau,ue0 Ha BhinyCK, II03TOMY B cepTH<pHKaTe aHaJIH3a Ha npenapaT MOryT 6b!Th YKa.3aHhI 6onee CTporue HOpMhl, . . 
qeM B HaCTOHil.l,eM HOpMaTHBHOM AOKYMeHTe no KaqecTBy. 

API name/ HanMeHOBaHne A«l>C: Omeorazole I 0Menna.:1on Domoeridone /,[(oMnepH)IOH 
INN/MHH: Omeprazole I 0Menoa.:1on Domperidone / ,[(oMneptt,!J;OH 
API manufacturer batch number/ 0000123594 
HoMep cepuu npomBOAHTeJIH A«l>C: OME/00125 

FP Manufacturer API Batch number/ 
T 

HoMep cepuu cy6cTaHuuu FBSA00117 FBSH00005 
DPOH3B0AHTeJIH r Jl(J>; 

API Manufactured by & country/ Srini Pharmaceuticals Ltd, India / V asudha Pharma Kem Ltd, India / 
IIpouJBOAHTeJib A«l>C, CTpaHa: lllpttHH <l>apMaChJOTHKaJic JlTA, HHAIDI Bacv)].Xa <l>aoMa KeM JlTA, HHAIDI 
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 Mandal, Medchal 
Release site / Malkajgiri District - 500090, Telangana State, India (license No. 
HanMeHOBaHne, a,!l;pec, JIHUeH3HSI ,[l;JISI 63/RR/AP/96/F/R) I 
1IpoH3BOACTBeHHaH DJIOIQa,[l;Ka / ,[(-p PeMtt'c Jia6opaTOpHC JlT,!J;., IlpOH3BO,[l;CTBeHHOe IIO,!l;pa3,!l;eJieHHe-II, 
IIJioIQa,[l;Ka KOHTpOJISI Ka'leCTBa / Y'laCTKH .N!! 42p, 43, 44p, 45p, 46p, 53, 54 u 83, EaqynaJIJIH BHJIJiaA)K, 
IIJioIQa,!J;Ka BbrnycKa EaqynaJIJIH MaH,!J;aJI, MeA'laJI ManKam1<rupu ,[(HCTpHKT - 500090, unaT 

TenaHraHa, HHAIDI (Jiuu,eH3IDI .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/00573-2022 dt. 23 September 2022) and 
requirements to the medicinal quality and with the specifications in the Marketing Authorization dossier of the tmporrlng 
country. Production, packaging and testing records are verified and their compliance with Good Manufacturing Practice of 
the Eurasian Economic Union is established». 

Remarks : The Product confirms to ND/ Opinion : APPROVED 
IIpnMe'laHne: Ilpo,zzyKT coorneTcrnyeT Tpe6osaHID!M H,[( 3aKJIIO'leHne: O)1.OliPEHO 
Prepared by/ Ilo.nrornsnetto: Checked by/ Ilposepetto: Approved by: Manager/Executive / 
D. Latha- Quality control- Team A. Suamitha- Quality control- Team O.no6petto: Mette,!J;)Kep / PyKOBOAHTeJih 
Member 

~ 
Member 

4 
V. Prashanth - Quality Assurance- Team 
Member 

~ 
Print Date I ,[(am: 30-06-2025 Print Date I ,[(am: 30-06-2025 Print Date I ,[(am: 30106-2025 



•·· Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTH$HKAT AHAJIH3A 

Page 8 of 8 / CTo. 8 uJ 8 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
lfoo,11_y1CT: OMe3® Jl:CP, KancyJihl C MOAH«l>unupoBaHHhlM BhlCB060)IC,ll_eHueM, 30 Mr+20 Mr 

Market/ PhlHOK : Russia / PoccIIB 

Batch No/ 
: 8 2501959 

Batch Quantity I 1250000 caps / 

Ceousi X2 O6beM cepnu 
: 

1250000 KancyJJ 

Analytical Report No/ 
: 2002FP2500 I 595 

Date of Analysis / 
: 30-06-2025 

AuaJiuTu11ecKuu OT'IeT X2 DaTa auaJiuJa 

Date of Manufacture/ 
: 19-05-2025 

Date of Expiry/ 
30-04-2028 

.Il:aTa UDOH3B0,ll_CTBa ro,11_eu,11_0 
: 

Mfg. License No./ 
IlpOH3B0,ll_CTBeHHaSI JIUl.(eH3HSI : 63/RR/AP/96/F/R MA number:/ HoMep PY : JIII-N2(002687)-(Pr-RU) 

X2 

Analysis performed accordini? ND/ AuaJiuJ npoBeneu no H.l{: JIII-N2(002687)-(Pr-RU)-071223 

3aKJIIO'leHHe O COOTBeTCTBHH: «HacToJim:HM JI IlO,ll_TBep)K,11_aIO, qTo npHBe,11_eumui: BbIII.Je HHq>OpMaIJ;IDI JIBJrn:eTCH 
,ll_OCTOBepuoii" TO'IHOH. 3Ta cepIIB Ilp0,11_yKl.(HH IlpOH3Be,11_eua (BKIDO'laH ynaKOBKY (MapKHpOBKY) H KOHTPOJII, KaqecTBa) ua 
BbIIIIeyKaJaHHOH npOH3B0,11_CTBeHHOH IlJiom:a,11_Ke (IlJiom:a,11_Kax) B IlOJIHOM COOTBeTCTBHH C TPe6oBaHIDl'MH IlpaBHJJ 
naAJie)Kameu npomBOACTBeuuorr npaKTHKH EBpa.JHttcKoro 3KOHOMH'lecKoro coIOJa (N2 GMP/EAEU/RU/00573-2022 OT 23 
ceurn6pH 2022) 11 TPe6oBaHHHMH KOHTPOAA KaqecTBa JJeKapcTBeHHblX cpe,ll_CTB, a TaK)Ke B COOTBeTCTBHH co 
cneQHq>HKaUIIBMH, co.nep)KamHMHCH B pernCTPaQHOHHOM )l.OCbe CTPaHbI-HMilOpTepa. 3anHCH no npOU3B0,11_CTBY, ynaKOBKe" 
auanmy npoBepeHbI, " ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHHSIM IIpaBHJJ HaAJie)Kamerr IlpOH3B0)l.CTBeHHOH npaKTHK 
EBpa3HHCKOro 3KOHOMH'leCKOro COI03a». 

Remarks : The Product confirms to ND/ Opinion : APPROVED 
Ilp11Me11auue: Ilpo.nyKT cooTBeTcrnyeT Tpe6oBaHIIBM H,[I; 3aKJII011euue: O.Il:OEPEHO 
Prepared by / Ilo.QroTOBJieuo: Checked by/ Ilpoaepeuo: Approved by: Manager/Executive / 
D. Latha- Quality control- Team A. Suamitha- Quality control- Team O.Qo6peuo: Meue,11_)Kep / PyKoBo.QHTeJih 
Member l£J- Member 4 V. Prashanth - Quality Assurance- Team 

Member ~o 
Print Date / ,[l;aTa: 30-06-2025 Print Date I ,Aarn: 30-06-2025 Print Date I _AaTa: 30-016-2025 


