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

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
Pa2e 1 of 7 / C rp 1 nJ 7 

Ilpo.u.yKT: OMe3® .l{CP, KancyJibI c MO.U.Hlbnu;upoeauublM Bb1ceo60,imeuueM, 30 Mr+20 Mr 

Market / PblHOK : Russia I PoccIDI 

Batch No/ 
: B2502947 

Batch Quantity / 1250000 caps/ 
Cepusr .N'!! O6'beM cepuu 

: 
1250000 Karrcyn 

Analytical Report No / 
: 2002FP25002342 

Date of Analysis / : 15-10-2025 
AuaJIHTnqecKuii oTqeT .N'!! .l{aTa auaJiuJa 

Date of Manufacture/ 
: 01-01-2025 

Date of Expiry / 31-12-2027 
.l{aTa npOH3B0.U.CTBa ro.u.eu .u.o 

: 

Mfg. License No./ 
IlpOH3B0.U.CTBeHHaSI JIHQeHJHSI : 63/RR/AP/96/F/R MA number:/ HoMep PY : JIII-N!!(002687)-(Pr-RU) 
.N'!! 
Analysis performed according ND/ AuaJIHJ npoee.u.eu no H.l{: JIII-N!!(002687)-(Pf-RU)-071223 

S.No/ 
.N'!! 

Test/ TecT Result/ PeJyJibTaT Specification / Cneu;HIJ>HKau;usr 

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. / 

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 

TBep.u.1,ie :>KenanrnoBMe np03paqm.re brown spherical pellets. / 

6ecIJ,BeTm.re Kancyn1,1 PaJMepa 1 c TBep.u.1,re :>KenaTHHOBbre np03paqm.re 
Map1eupoBKoii qepuoro IJ,Be'!'a 6· 1 ecIJ,BeTHbre Kancyn1,1 pa3Mepa c 
« r--y DR. REDDY'S» ua KpbIIIJeqKe MapKupOBKOH qepHoro IJ,BeTa 

Karrcyn1,r H MapKHpOBKOii Kpacuoro « ~ DR. REDDY'S» ua Kp1,rmeqKe 
IJ,BeTa «OMEZ-DSR» Ha Kopnyce 
Kancyn1,r. Co.u.ep:>KHMoe Kancyn: 
cqiepffqeCKHe nenneTbI 6enoro H 
KOpffqHeBoro IJ,BeTa. 

Kancyfilr H MapKHpOBKOii Kpacuoro IJ,BeTa 
«OMEZ-DSR>> Ha Kopnyce Kancyfilr. 
Co.u.ep:>KHMoe Kancyn: cqiepffqeCKHe 
nenneThI OT 6enoro .u.o cepoBaTo-6enoro H 
OT KOpffqHeBoro .u.o :>KeJITOBaTO­
KOpffqHeBoro U:BeTa. 

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

IlpuMeqaHue: Ilpo.QYKT cooTBeTcTByeT TPe6oBaHIDIM H.D: 3aKJIIO'lenne: O,l(OBPEHO 

Prepared by / Checked by / IJpoBepeuo: Checked by (AQA):/ Apprcived by: Quality 
IIo.u.rornBneuo: K. V. V. Satyanarayana - IlpoBepeuo (AOK): Assurance/Authorized person/ 
D. Latha - Quality control- Quality control- Tean1 V. Prashanth - Quality O.u.o6peuo: O6ecne'leHHe 
Team Member 

¼r- Member d-- Assurance- Team Member Ka'ieCTBa!OTBeTCTBeHHoe nHu:o: 

~ 
S. Haneef f ua lity Assurance- Team 
Member ,.,,.--

loate /.D:aTa: 16-10-2025 lloate /.l{aTa: 16- 10-2025 IIDate /,n:aTa: 16-10-2025 lloate /,n:aTa~ 16-10-2025 

- . 

I 



CERTIFICATE OF ANALYSIS 
CEPTU:<I>HKAT AHAJIU:3A 

Page 2 of7 / CTp. 2 03 7 
Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
Ilpo,nyKT: 0Me3® )lCP, KancyJibl c Mo.nmlrnu:upoBannhIM BbICBo6o,imeuneM, 30 Mr+20 Mr 

Market / PblHOK 

Batch No/ 
CepnH .N'!! 

Analytical Report No/ 
AuaJIHTH'leCKHH OT'leT X!! 
Date of Manufacture/ 
)laTa npOH3B0,llCTBa 
Mfg. License No./ 

: Russia / PoccID1 

: B2502947 

: 2002FP25002342 

: 01-01-2025 

Batch Quantity / 
O6'beM cepuu 
Date of Analysis / 
)laTa auaJIH3a 
Date of Expiry / 
ro.neu .no 

: 1250000 caps / 
1250000 Kancyn 

: 15-10-2025 

: 31-12-2027 

Ilpou3Bo,ncreeuuaH Jinu:eu3uH : 63/RR/AP/96/F/R 
X!! 

MA number:/ HoMep PY : JITI-}f2(002687)-(Pf-RU) 

Analysis performed according ND/ AnaJin3 npoee,neu no H)l: JIIl-.N2(002687)-(Pf-RU)-071223 

2 

3 

4 

Identification / 
H,neurmjrnKau:nH 
Omeprazole 
Domperidone I 
OMenpa30JI -· 
.r(oMnepu,nou 

Average weight of the net 
content/ Cpe,nnHH Macca 
co,nep*nMoro KancyJI 

Water content/ 
Co,nep*auue BOAbl 

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. / BpeMena Assay). / BpeMeua yAep)KHBaHIDI 
yAep)KHBaHIDI OCHOBHbIX TIHKOB Ha OCHOBHbIX TIHKOB 
xpoMarnrpaMMe 11cn1,11yeMoro pacTBopa HCnhrryeMoro 

ua xpoMaTorpaMMe 
pacTBopa AOJl)l(Hbl 

COOTBeTCTBYJOT BpeMeHaM yAep)KHBaHIDI COOTBeTCTBOBaTb BpeMeHaM YAep)KHBaHIDI 
TIHKOB OMenpa30Jia H AOMnepMOHa Ha TIHKOB OMenpa3oJia H AOMnepMOHa Ha 
xpoMaTOrpaMMe crn~apTHoro pacTBopa xpoMarnrpaMMe crn~apTttoro pacTBopa 
(paJAeJI «KonwrecTBeirnoe (pa3,nen «KonWiecTBeHHoe 
onpeAeJiettue» ). onpe,nenettue» ). 

373 .24 mg/ 373,24 Mr 

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

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

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

5 Uniformity of dosage units/ O,nuopo,nHOCTb ,no3upoBaHHhIX e,nuuuu: 

Omeprazole I OMenpa30JI 

Domperidone I 
.r(oMnepMOH 

Remarks : The Product confirrns to ND/ 

8.1 / 8,1 

6.8 I 6,8 

IlpnMe'lanue: IlpOAJKT cooTBeTcTByeT Tpe6oaaHID1M H.r( 

Prepared by I Checked by / Ilpoaepetto: Checked by (AQA) I 
Ilo,nroTOBJietto: K. V. V. Satyanarayana - IlpoaepeHO (AOK): 
D. Latha - Quality control- V. Prashanth - Quality 

Acceptance value (AV) should be less than 
or equal to 15.0 I IloKa3aTeJib 
npHeMJieMOCTH (AV) AOJI)KeH 6b!Th ue 
6onee 15,0. 

Acceptance value (AV) should be less than 
or equal to 15.0 I IloKa3aTeJib 
npHeMJieMOCTH (AV) AOJI)KeH 6b!Tb He 
6onee 15,0. 

Conclusion : APPROVED / 

3aKJIIO'leuue: O)l0:6PEHO 

Approved by: Quality . 
Assurance/ Authorized person I 
O,no6peuo: O6ecneqeHHe 

Team Member 

W-
Quality contrd eam 
Member Assurance- Team Member KaqecTBa!OTBeTCTBeHHOe JIHUO: 

,J'rkft!J 
S. Haneef-f uality Assuranc-e- Team 
Member / 

loate /.r(arn: 16-10-2025 IIDate /.r(arn: 16-10-2025 I Date /.r(arn: 16~10-2025 Date /.r(arn: 16-10-2025 I 



Product: 

CERTIFICATE OF ANALYSIS 
CEPTU<l>IIKAT AHAJIII3A 

Omez DSR, modified-release capsules, 30 mg+20 mg/ 
Page 3 of7 I CTp. 3 HJ 7 

IlPOlIVKT: 0Me3® )(CP, KaUCVJibl C MOlIHcf>HUHPOBaHHbIM BbICBO0O:lKlleHHeM, 30 Mr+20 Mr 

Market/ PbIHOK : Russia I PoccIDI 

Batch No/ 
: B2502947 

Batch Quantity / 1250000 caps/ 
CepuH.M! O6'beM cepuu 

: 
1250000 Kancyn 

Analytical Report No / 
: 2002FP25002342 

Date of Analysis / 
: 15-10-2025 

AuaJIHTnqecKuii OT'leT .N'!! )(aTa auaJIHJa 

Date of Manufacture/ 
: 01-01-2025 

Date of Expiry / 31-12-2027 
lllaTa npouJBO,IICTBa ro1IeH lIO 

: 

Mfg. License No./ 
IlpoHJBOlICTBeuuaH JIHQeHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JIII-N!!(002687)-(Pr-RU) 
.N'!! 
Analysis performed according ND/ AnaJIHJ npoee1IeH no H)(: JIII-N!!(002687)-(Pr-RU)-071223 

6 Impurities/ IlpuMecu 

Omeprawle I OMenpa:JoJla: Omeprazole I OMenpa:JoJla: 
Impurity 1 / npHMeCb 1 0.01%/ 0,01% Not more than 0.50 % / He 6onee 0,50 % 
Impurity 2 / npHMecb 2 Not detected l_ue o6uap)')KeHa Not more than 0.50 % / He 6onee 0,50 % 
Impurity 3 I npHMecb 3 0.04% I 0,04% Not more than 0.50 % / He 6onee O~ O % 
Impurity 4 / npHMeCb 4 Less than LOQ (LOQ = 0.020%) / HIDKe Not more than 0.50 % / He 6onee 0,50 % 
Impurity 5 I npHMeCb 5 npenena KOJIWieCTBeHHoro onpe,z:i:eneHIDI Not more than 0.50 % / He 6onee 0,50 % 
Domperidone I (IIKO = 0,020%) Domperidone I ,lf oMnepuoona: 
/JOAtllepUOOIIO." Less than LOQ (LOQ = 0.010%) / HIDKe Not more than 0.50 % / He 6onee 0,50 % 
Impurity A I npHMecb A npe,z:i:ena KOJIWiecrneuuoro onpe,z:i:eneHIDI Not more than 0.50 % / He 6onee 0,50 % 
Impurity B I npHMecb B~ . (IIKO = 0,010%) Not more than 0..50 % / He 6onee 0,50 % 
Impurity C I npHMecb C Not more than 0.50 % / He 6onee 0,50 % 
Impurity D I npHMeCb D 0.03% I 0,03% Not more than 0.50 % / He 6onee 0,50 % 
Impurity F I npHMecb F Not detected I ue o6uapy)Keua Not more than 0.20 % / He 6onee 0,20 % 
Any individual unidentified Less than LOQ (LOQ = 0.012%) / HIDKe Not more than 2.5 % / He 6onee 2,5 % 
impurity I J1106aH npe1IeJia KOJIWieCTBeHHOro onpeneneHIDI 
emrnWIHaH (IIKO = 0,012%) 
ueu,n:eHTHq>HUttpOBaHHaH 0.10% I 0,10% 
npHMeCb Less than LOQ (LOQ = 0.013%) / HIDKe 
Total impurities/ npe,z:i:ena KOJIWiecrneuuoro onpe,z:i:eneuIDI 
C)'MMa npHMeceii (TIKO = 0,013%) 

0.02% I 0,02% 

0.2%/ 0,2% 

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

IlpHMeqauue: IlpoeyKT coorneTcrnyeT Ype6oBaHIDIM H.[{ 3aKJiwqeuue: O)(OliPEHO 

Prepared by / Checked by/ Ilposepeuo: ChecketJ-by{AQAfl 
,-

Approved by: Quality 
- - -- • 

Ilo,z:i:roTOBJieuo: K . V. V. Satyanarayana - IlpoBepeuo (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- Qual ity cond Team V. Prashanth - Quality O,z:i:o6peuo: O6ecneqeuue 
Team Member 

L&/-
Assurance- Team Member Ka'!ecrna/OrneTCTBeHHOe JIHUO: Member 

el)k1() 
S. Haneef1;uality Assurance- Team 
Member ./ 

loate /,[J:aTa: 16-10-2025 IIDate /):(am: 16-10-2025 I Date /):(aTa: 16-10-2025 Date /):(aTa: 16-10-2025 



CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
Page 4 of 7 I CTO. 4 Hl 7 

IlDOIIVKT: OMe3® .IlCP, KaDCVJibl C MOIIH<!>HUHPOBaHHblM BblCB06o~euneM, 30 Mr+20 Mr 

Market / PLIHOK 

Batch No/ 

Analytical Report No I 
AuaJIHTH'leCKHH OT'leT .N"!! 

Date of Manufacture/ 
.IJ:aTa DDOH]BOIICTBa 
Mfg. License No. / 

: Russia / PoccIDI 

: B2502947 

: 2002FP25002342 

: 01-01-2025 

Batch Quantity / 
O61>eM cepnn 

Date of Analysis / 
.IJ:aTa auaJIHla 

Date of Expiry / 
roIIeH IIO 

1250000 caps/ 
: 

1250000 Kancyn 

: 15-10-2025 

: 31-12-2027 

IlpoHlBOIICTBeuuaH JIHUeHlHH : 63/RR/AP/96/F/R 
X!! 

MA number:/ HoMep PY : JITI-N!!(002687)-(Pr-RU) 

Analysis performed according ND/ AuaJIHl npoBeIIeH no H,n:: JITI-N!!(002687)-(Pr-RU)-071223 

7 

8 

Residual solvents/ OcTaTO'IHbie opraunqecKne pacTBOpHTeJIH 

a) Methanol/ 
MeTIUioJI 

b) Methylene chloride / 
Mern.TieIDUiopn.n: 

Di,;,;olution / P110Tnope111111 
a) Omeprazole / 

OMerrpa30Jl 

1. Acid stage (0.lN 
HCI)/ 
B 0, 1 M pacTBope 
XJIOpHCTOBO,n:opo.n:Ho 
H KRCJIOThl 

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

4 µg/capsule / 4 MKr/Kancyna 

Not detected/ He o6ttapy)l(etta 

2%, 0%, 1%, 3%, 4%, 6% 

94%, 100%, 97%, 92%, 97%, 97% 

Remarks : The Product confirms to ND/ 

OpnMe'laune: Ilpo.n:yKT cooTBeTCTByeT TPe6oaaHIDIM H)l 

-

Prepared by / Checked by I Tiposepetto: Checked by (AQA) / • 
Ilo,n:roTOBJieHo: K. V. V. Satyanarayana - IlpoaepeHo (AOK): 
D. Latha - Quality control- Quality control- Team V. Prashanth - Quality 

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

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

In a 0.1 M hydrochloric acid solution - not 
more than 15 % of the label amount of 
omeprazole (C17H19N3Q3S) after 2 hours. / 
B 0, 1 M pacTBope XJiopoBo,n:opoIIHOH 
KHCJIOThl - He 6onee 15 % OT 
q>aKTWiecKoro co,n:ep)l(aHIDI 
oMerrpa3oJia (C17H19N3O3S) '1epe3 2 'I. 

In buffer pH 6.8 - not less than 70 % (Q) of 
the label claim of omeprazole 
(C17H19N3O3S) after 30 minutes./ 
B 6yqiepe pH 6,8 - He MeHee 70 % (Q) 
OT HOMHHaJihHOro co,n:ep)l(aHID! 
oMenpaloJia (C17H19N3Q3S) '1epe3 
30 MHH. 

Conclusion : -APPROVED I 

3aKJI10<1em1e: O,ll;OEPEHO 

Approved 6y.:-Qualify ·: 
Assurance/Authorized person/ 
O,n:o6peHo: O6ecne'leHRe 

Team Member 

~ 
Member d Assurance- Team Member KaqecTBa/OTBeTCTl}eHHOe JIHQO: 

-

U½J{) S. Haneefi Quality Assurance- Team 
Member / 

loate !)];am: 16-10-2025 IIDate /,ll;arn: 16-10-2025 I Date /,ll;aTa:' 16-10-2025 IDate /,D;aT: : 16-10-2025 

. 

I 



CERTIFICATE OF ANALYSIS 
CEPTHcJ>HKAT AHAJIH3A 

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

Pa2e 5 of7 / CTp. 5 01 7 

IIDOJJ.VKT: OMe3® .lJ:CP, KaDCVJILI C MOJJ.UlbHU:HDOBaHHblM BblCB060iK)leHneM, 30 Mr+20 Mr 

Market / PLIHOK 

Batch No/ 
CeonH .N'!! 

Analytical Report No/ 
AnaJIHTH'leCKHH OT'leT .N'!! 

Date of Manufacture/ 

.LI:aTa DD0HJBOJJ.CTBa 

Mfg. License No. / 

: Russia / PoccID1 

: B2502947 

: 2002FP25002342 

: 01-01-2025 

Batch Quantity / 
O6beM cepuu 

Date of Analysis / 
.lJ:aTa auaJ1n1a 

Date of Expiry / 
roJJ.eH JJ.O 

: 1250000 caps/ 
1250000 Kancyn 

: 15-10-2025 

: 31-12-2027 

IIpOHJBOJJ.CTBeHHaH JIHU:eHJHSI : 63/RR/AP/96/F/R 
.N'!! 

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

Analysis performed according ND/ AuaJIHJ npoBeJJ.eH no ff.LI:: nn-N2(002687)-(Pr-RU)-071223 

b) Domperidone / 
.ll:oMnepH,n:OH 

i. after 1 hour/ qepe1 1 q -24%, 24%, 26%, 23%, 23%, 28% 

ii. after 4 hours I qepe1 4 q 61 %, 61 %, 66%, 63%, 58%, 68% 

iii. after 8 hours I qepe1 8 q 85%, 86%, 92%, 87%, 87%, 90% 

iv. al"cer 12 hours/ Liepe3 9~%, 97%, 103%, 97%, 99%, 100% 
12 q 

9 Assay / KoJIH'leCTBenuoe onpeJJ.eJienHe 

A. Omeprazole / 20.51 mg/ 20,51 Mr 
OMenpaJOJI (102.6% / 102,6%) 

B. Domperidone / 
.n:oMnepH,D:OH 

30.71 mg/ 30,71 Mr 
(102.4% I 102,4%) 

1 O Microbial limits / M11Kpo6uoJ1orn'tecKaS1 -..ucTOTa 

Remarks: The Product confirms to ND/ 

In 0.lM hydrochloric acid solution I 

B 0, 1 M pacrnope XJioposo,n:opoJJ.noii 
KHCJIOTl>I: 

between 15 % and 40 ¾+oT 15 % ,n:o 40 % 

between 30 % and 70 % / OT 30 % ,n:o 70 % 

between 55 % and 95 % I OT 55 % ,n:o 95 % 

noL le88 Lhan 70 % / He MeHee 70 % 
of the labeled amount ofDomperidone 
(C22Ri4ClNsO2) / OT HOMHHaJil>uoro 
co,n:ep)KaHIDI ,n:oMnepH,n:oua 
(C22H24ClNsO2) 

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 ,n:o 22,0 Mr 
C11H19N3O3S (oMenpaJoJI) B Kancyne 
(OT 90,0 .n:o 110,0 % OT HOMHHaJII,HOro 
co,n:ep)KaHIDI). 

B. From 27.0 mg to 33.0 mg 
C22H24CJNsO2 (Domperidone) per 
capsule (90.0 to 110.0 % of the label 
claim) / OT 27,0 Mr ,n:o 33,0 Mr 
C22H24ClNsO2 (,n:oMnepH,n:ou) B 
Kancyne (oT 90,0 ,n:o 110,0 % OT 
HOMHHaJil>HOro co,n:ep)KaHIDI). 

Conclusion: APPROVED-I 

IlpnMettau11e: ITpo.n:yKT cooTBeTcrsyer TPe6osaRIDIM H.l( 3aKmo'leHue: O,U:O6PEHO 

Prepared by/ Checked by/ ITposepeuo: Checked by (/\QA)_/ Approved by: Quality ... 
IToworosne1:10: K. V. V. Satyanarayana - IlposepeHO (AOK): Assurance/Authorized person/ 
D. Latha - Quality control- Quality contrdol- Team V. Prashanth - Quality O.no6peuo: O6ecneqeuHe 
Team Member ~ - _ Member Assuran ,IM.ce.4)- Team Member 1<a'l{ecrea/OTBeTCTBe1-moe nHu:o: 

~ S. Haneeifi - Quality Assurance- Team 
Member "/.. / 

I I Date /.ll:aTa: 16-10-2025 I !=D=a=te=/~,n:=ar~a=: ~1=6-=l=0=-2=0=25=::::::: ::=D=a=te=/=,n:=a;~a=: =l =6-=l=0-=2=0=25========:I lnate /,n:aTa: 16-10-2025 



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

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
Pa~e 6 of 7 I CTP 6 Ul 7 

IIPO!lVKT: OMe1® )lCP, KancyJJ1:.1 c MO!lndmu.uposauu1:,1M s1:,1cso60,imeuueM, 30 Mr+20 Mr 

Market/ P1:.rnoK 

Batch No/ 
Cepusi .N'!! 

Analytical Report No/ 
AuaJJuTn'lecKun OT'leT .N'!! 

Date of Manufacture / 
J{aTa DPOU3B0JlCTBa 
Mfg. License No./ 

: Russia / PoccIDI 

: B2502947 

: 2002FP25002342 

: 01-01-2025 

Batch Quantity / 
O61>eM cepuu 
Date of Analysis / 
j(aTa auaJJu1a 
Date of Expiry / 
roJJ.eHJJ.O 

: 1250000 caps/ 
1250000 Kancyn 

: 15-10-2025 

: 31-12-2027 

IlpouJBOJlCTBeuuaB JJuu.euJuSI : 63/RR/AP/96/F/R 
.N'!! 

MA number:/ HoMep PY : JIII-.N!!(002687)-(Pr-RU) 

Analysis performed accordin2 ND/ AuaJJuJ nposeJJ.eH no H)l: nn-.N2(002687)-(Pr-RU)-071223 

a) Total aerobic microbial 
count I O6mee YfHCJIO 
a3p06HhIX 
MHKpOOpraHlllMOB 

-
b) Total combined yeasts 

and mould count / 
O6mee 'IHCJio 
]lpO)IOKeBbIX ll 
DJiecuea1,1x rpH6oa 

c) E. coli 

11 Package/ YnaKOBKa 

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

Less than IO CFU/g 7 
Meuee 10 KOE/r 

Absent in 1 g I 
~OTC)'TCT:syeT a 1 r 

10 capsules in a (PVC/Al/PA) 
foil/aluminum foil blister. 3 blisters and 
patient information leaflet (package 
insert) in a carton. I no 10 KancyJI a 
6JIHCTepe HJ (IIBX/An/IlA) q>oJI1,rn / 
aJIIOMHHHeBOH qlOJibrH. no 3 6JIHCTepa 
BMecTe c HHC'fPYKIJ.HeH no 
Me.D:HUHHCKOMY npHMeueumo (JIHCTKOM­
BKJiaJJ.bIIIIeM) B naYfKY KapTOHH)'IO. 

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

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

c) Shall be absent in lg/ 
• OTCYTCTBHe a 1 r 

IO capsules in a (PVC/Al/PA) 
foil/aluminum foil blister. 1, 3, 8, IO 
blisters and patient information leaflet 
(package insert) in a carton. I no IO 
KancyJI B 6JIHCTepe H3 (IIBX/AllillA) 
q>oJI1,m / amoMHHHeaoii q>OJibrH. no 1, 3, 
8, 10 6JIHCTepoB BMeCTe c HHCTJ)YKUHeH no 
MeJlHUHHCKOMy npHMeHeHHJO (JIHCTKOM­
BKJiaJJ.bIIIIeM) B naYfKY KapTOHH)'IO. 

* 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 cneuHq>HKao.nH npeJJ.CTaBJieHhI ua cpoK rQJJ.HOCTll. npll BhmycKe npenapaT npoaep11eTCH B COOTBeTCTBHll co 

cneuHq>HKauHeH ua BhIIlYCK, n03TOMY B cepTHqlHKaTe auanma Ha npenapaT MOryT 6bITI, YKaJaHhI 6oJiee CTJ)OrHe HOpMbI, 

YfeM B uaCTOHIIl.eM HOpMaTHBHOM JJ.OKyMeHTe no KaYJecTBy. 

I API name/ HanMeuosauue A<l>C: Omeprazole / OMenpaJOJI Domperidone /,lloMnepH;D.OH 

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

IlpnMe'lauue: npoJJ.YKT cooTBeTcTByeT rpe6oaaHIDIM H.ll 3aKJJJOtfeuue: O,lJ;OliPEHO 
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D. Latha - Quality control- Quality con~trol- Team V. Prasbanth - Quality OJJ.o6peuo: O6ecneqeuHe 
Team Member L&f- Member Assurance- Team Member KaYJeCTBa/OrseTCTBeHHOe JIHUO: 

,J'kl'(J 
S. Hanee:i Quality Assurance- Team 
Member / 

loate /,llaTa: 16-10-2025 lloate /,llaTa: 16-10-2025 I Date /,D;aTa: 16-
1

10-2025 
V 

Date /,llaTa: 16-10-2025 



Product: 

CERTIFICATE OF ANALYSIS 
CEPTH(J)HJCAT AHAJIH3A 

Omez DSR, modified-release capsules, 30 mg+20 mg/ 
Pa2e 7 of 7 / CTP 7 H3 7 

Ilpo.n:yKT: OMe3® .l(CP, Kancym,I c MO.ZJ:Hcl>HU:HPOBaHHblM BbICBo6o~euueM, 30 Mr+20 Mr 

Market / PbIHOK : Russia / PoccIDI 

Batch No/ 
: B2502947 

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

: 
1250000 Karrcyn 

Analytical Report No/ 
: 2002FP25002342 

Date of Analysis / 
: 15-10-2025 

AuaJIHTH'leCKHH OT'leT .N'!! ,l(aTa auaJiu3a 

Date of Manufacture/ 
: 01-01-2025 

Date of Expiry / 
31-12-2027 

.l(aTa DPOH3B0.ZJ:CTBa ro.n:eu .no 
: 

Mfg. License No. I 
IlpOH3B0.ZJ:CTBeHHaH JIHU:eH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JIII-N2(002687)-(Pf-RU) 

.N'!! 
Analysis performed accordin!!: ND/ AuaJIH3 npoBe.n:en no H.l(: JIII-N2(002687)-(Pf-RU)-071223 

INN/MHH: Omeprazole I 0MennaJoJI Domperidone I ,[{oMrrepu,11.ou 
API manufacturer batch number/ 
HoMep cepuu npoH3BO.ZJ:HTeJIH AcJ>C: OME/00325 0000123090 

FP Manufacturer API Batch number/ -
HoMep cepuu cy6crnnu:uu FBSA00145 FBSH00003 
DDOH3B0.ZJ:HTeJIH r Jl<I>: 
API Manufactured by & country I Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India / 
Tlpou:mo11uTeJih AcJ>C, cTnaua: lllpUHH <l>apMaCbIOTHKaJIC JlT.D., l'.IH,D.IDI Bacy,ll,Xa <l>apMa KeM Jir.n., Hu.n:IDI 
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.-
HauMeHoBanue, a.n:pec, nuu:en3HH .ZJ:Jist 63/RR/AP/96/F/R) I 
IlpOH3B0.ZJ:CTBeHHaH DJIOIQa.n:Ka / .U-p PeMu'c Jla6oparopuc Jir,u., IIpoH3BO,D.CTBenuoe rro.n.pa3,ueneu0e-II, 
IIJIOIQa.n:Ka KOHTpOJIH Ka<teCTBa / YqacTKH N2 42p, 43, 44p, 45p, 46p, 53, 54 u 83, EaqyrraJIJIH BHJIJia,U)I{, 
IIJIOIUa.n:Ka BbmycKa EaqynaJIJIH Mau.n.an, Me.n.qan ManKa,U)l{rupu ,n:ucrpHKT - 500090, mrar 

Tenauraua, Hu,um1 (Jlm.leH3IDI 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». 

3aKJIIO'leHue O COOTBeTCTBHH: «HaCTOHJUHM 11 IlO,UTBep)l{,UaIO, qro npHBe,ueuua11 Bblllie HHCpopMaU:IDI 11BJI1!eTC11 
,llOCTOBepHOH H roquoH. 3Ta cepIDI npo,uyKIIHH rrpOH3Be,ueua (BKJIIOqaSI yrraKOBKY (MapKHpOBKY) H KOHTJ)OJII, KaqecTBa) Ha 
BMllieyKaJaHHOfl: npOH3BO,llCTBeHHOH IlJIOIIJa,UKe (ITJiorn;a,uKax) B IlOJIHOM COOTBeTCTBHH C rpe6oBaHIHIM11 IIpa1rnJ1 
Ha)J)le)l{arn;eH npOH3BO,llCTBeHHOH npaKTHKH EBpa3HHCKOro 3KOHOMffqeCKOro COI03a H rpe6oBaHIDIMH KOHTJ)OAA KaqecTBa 
JieKapcTBeHHbIX cpe,ucTB, a TaK)l{e B COOTBeTCTBHH co crre11mp0KaU:IDIMH, co,uep)l{alIJ,HMHCH B perucrpaIIHOHHOM ,llOCbe 
crpaHbI-HMITOpTepa. 3an0c0 no npOH3B0,llCTBY, yrraKOBKe H auan03y npoBepeHbI, H ycTaHOBJieHO HX COOTBeTCTBHe 
rpe6oBaHIDIM IIpaBHJI Ha,llJie)l{a111eH npOH3B0,llCTBeHHOH npaKTHK EBpa3HHCKOro 3KOHQMuqecKoro COI03a». 

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