
CERTIFICATE OF ANALYSIS 
CEPTH<I>HKAT AHAJIH3A 

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

npo)J.yKT: OMe3® .UCP, KancyJJbl C MOJJ.Hd>HUHPOBaHHblM BblCB06mK)J.eHHeM, 30 Mr+20 Mr 

Market / PblHOK : Russia/ PocCl1$1 

Batch No/ 
B2600363 

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

: 
O6i.eM cepuu 

: 1250000 Kancyn 
Analytical Report No/ 

: 2002FP26000242 
Date of Analysis / 

: 13-02-2026 
AHaJJHTH'feCKHH OT'feT .N'! .llaTa anamna 

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

.llaTa npOHJBO)J.CTBa 
: ro)J.eH )J.0 : 

Mfg. License No./ 
1Ipou1so)J.crnennaS1 JJHUeHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JIO-NQ(002687)-(Pf-RU) 
.N'! 
Analysis performed according ND/ AnaJJHJ npose)J.eH no H.U: JIO-NQ(002687)-(Pf-RU)-071223 

S.No / 
Test/ TeCT Result/ Pe1yJJbTaT 

1 Description/ Onucanue 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. / 

Tsep11b1e )l(eJJaTl1H0Bble npo3pa'-1Hhle 
6ecuseTHbie Kancym,, pa3Mepa 1 c 
MapK11pOBKOH '-IepHoro UBeTa 

« ry- DR. REDDY'S» Ha Kph1rne'-IKe 
KancyJJbl 11 MapK11pOBKOH KpacHoro 
useTa «OMEZ-DSR» Ha Kopnyce 
KancynhI. Co11ep)l(11Moe Kancyn: 
ccpep11'-IecK11e nenneTbl 6enoro 11 
K0p11'-1Hesoro UBeTa. 

Remarks : The Product confirms to ND/ 

np11MelfaHHe: f1po11y11., C00TBeTCTByeT Tpe6osaHl1$1M H,U 

Prepared by I Checked by I OposepeHo: Checked by (AQA) I 
O011rOTOBJJeHo: A. Susmitha - Quality OposepeHo (AOK): 
D. Latha - Quality control- control- Team Member M. Nanaji - Quality 

Specification/ CneumlmKaQHSI 

Hard transparent colorless gelatin capsules 
size I with a black imprint 

11 ry- 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. / 

Tsepllble )l(eJJaTl1H0Bble npo3pa'-1Hble 
6ecuseTHbie KancynhI pa1Mepa I c 
MapK11pOBKOH '-IepHoro UBeTa 

« ry- DR. REDDY'S» Ha KpbIWe'-IKe 
KancyJJbl 11 MapK11pOBKOH KpaCH0fO UBeTa 
«OMEZ-DSR» Ha Kopnyce Kancynb1. 
Co11ep)l(11Moe Kancyn: ccpep114ecK11e 
nenneThI OT 6enoro 110 ceposaTo-6enoro 11 

OT K0p11'-1Hesoro 110 )l(eJJT0BaTO­
K0p11'-1HeBoro useTa. 

Conclusion : APPROVED I 

3aK.1u-0tteH11e: O.ll.OliPEHO 

Approved by: Quality 
Assurance/Authorized person/ 
OJ106petto: O6ecne'-leH11e 

Team Member 

CQ-
Assurance- Team Member Ka•1ecTsa/0TseTCTBe~1Hoe n11uo: 

~ ~ S. Haneef - Quai ty Assurance- Team 
Member 

loate /,UaTa: L~---v ~---i.Pl-i lloate /,UaTa: /R.-fJ2 -?,ov{, IIDate /,UaTa:/ 8--o 1...-2-0-U, I Date /.flaTa: \q...-01~ ~?.Ao 



I 

Dr.R~ddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg I 
Pa2e 2 of 8 / CTp. 2 n3 8 

flpo.uyKT: OMe3® J(CP, KanCYJlbl C MO.UHlbHUHPOBaHHblM BblCB060:lK,UeHHeM, 30 Mr+20 Mr 

Market / PLIHOK : Russia / Pocc,rn 

Batch No/ 
B2600363 

Batch Quantity / 1250000 caps/ 
CepHH N2 

: 
O61.eM cepun 

: 
1250000 Kancyn 

Analytical Report No/ 
: 2002FP26000242 

Date of Analysis / 
: 13-02-2026 

AuaJIHTHttecicnn oTtteT N2 J(aTa auaJIH3a 

Date of Manufacture / 
17-12-2025 

Date of Expiry / 
30-11-2028 

,llaTa npOH3B0,UCTBa 
: 

ro.ueu .uo 
: 

Mfg. License No./ 
flpoH3Bo.ucrneuuaH JIHUeHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : J1TT-N!!(002687)-(Pf-RU) 
N2 

Analysis performed according ND/ AuaJIH3 npoBe,ueu no HJ(: J1TT-N!!(002687)-(Pf-RU)-071223 

2 

3 

4 

Identification / 
11,ueHTHcl>HKaUHH 
Omeprazole 
Domperidone / 
OMenpa3on 
,UoMnepH.QOH 

Average weight of the net 
content / Cpe,uHHH Macca 
co,uep:iKnMoro icancyJ1 

Water content / 
Co,uep:iKaHHe BO.Ubl 

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 ynep)l(HBaHI1.1I 
ynep)l(HBaHHSI OCHOBHblX nHKOB Ha OCHOBHbIX nHKOB Ha xpoMaTorpaMMe 
xpoMaTorpaMMe HCnbITyeMoro pacTBopa 
C0OTBeTCTBYIOT BpeMeHaM ynep)KHBaHHSI 
nHKOB OMenpa30JJa H noMnepH)lOHa Ha 
xpoMaTorpaMMe cTaHnapTHoro pacTBopa 
(pa3nen «Konw-1ecTBeHHoe 
onpeneJJeHHe» ). 

376.97 mg I 376,97 Mr 

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

HCITbITyeMOfO paCTBOpa nomKHbl 
C00TBeTCTB0BaTh BpeMeHaM y~ep)KHR<IHHSI 
rrHKOB oMenpa3oJJa H n0Mrrep11n0Ha Ha 
xpoMaTorpaMMe cTaHnapTHoro paCTsopa 
(pa3nen «Konw1ecTBeHHOe 
orrpeneneHHe» ). 

369.0 mg± 10 % (between 332.1 to 405.9 
mg) I 
369,0 Mr± 10 % (oT 332,1 no 405,9 Mr) 

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

5 Uniformity of dosage units / O.uuopo.uuocTL ,uo3npoBaHHL1x e.unuuu 

Omeprazole / OMenpa30JJ 

Domperidone / 
,UoMrrep11noH 

Remarks : The Product confirms to ND/ 

10.0 I 10,0 

8.3 I 8,3 

npuMelfaHue: TTponyKT COOTBeTCTByeT Tpe6osaHHJIM H)l 

Prepared by / Checked by / TTposepeHo: Checked by (AQA) / 
TTonroTOBJJeHo: A. Susmitha - Quality TTposepeHo (AOK): 
D. Latha - Quality control- control- Team Member M. Nanaji - Quality 

Acceptance value (AV) should be less than 
or equal to 15.0 I TToK33aTeJJb 
npHeMJJeMOCTH (AV) nomKeH 6b!Tb He 
6onee 15,0. 

Acceptance value (AV) should be less than 
or equal to 15.0 I TToKa3aTeJJb 
np11eMJ1eMOCTH (AV) .QOJJ)l(eH 6bITb He 
6onee 15,0. 

Conclusion : APPROVED / 

3aicmotteune: O,llO6PEHO 

Approved by: Quality 
A surance/ Authorized per on / 
Ono6peHo: O6ecne•1eHHe 

Team Member 

Cl-
Assurance- Team Member Ka•1eCTsa!OTBeTCTBeHHOe JJHUO: 

Lk-
. S. Haneef - Qualil Assurance- Team e+H Men1ber -

Date /,UaTa: Lf--r:n ...... -1A-{. joace /)laTa: {frz>i 2,o t,(, IIDate /)laTa: I a-01--w.z._.f, I Date /)laTa: l 01.--0, ___ '° J1fa 



I ' ••• 

Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTM<l>HKAT AHAJIMJA 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
Page 3 of 8 / CTp. 3 HJ 8 

flpo.11ytrr: OMe3® llCP, KancyJJbl c MOllHil>nuuposaHHblM BblCB060:1Kt1eHHeM, 30 Mr+20 Mr 

Market / PbrnoK : Russia / Pocc1rn 

Batch No/ 
: B2600363 

Batch Quantity I 1250000 caps/ 
CepuH .N'2 O6beM cepuu 

: 1250000 KancyJI 

Analytical Report No/ 
: 2002FP26000242 

Date of Analysis / 
: 13-02-2026 

AHaJJHTH'leCKHii OT'leT .N'2 1laTa aHaJJHJa 

Date of Manufacture / 
: 17-12-2025 

Date of Expiry / 
30-11-2028 

1laTa npOH3B0.[ICTBa ro,[leH llO 
: 

Mfg. License No./ 
flpOH3B0.[ICTBeHHaH JIHUeH3HSI : 63/RR/AP/96/F/R MA number:/ HoMep PY : JU1-N2(002687)-(Pf-RU) 

.N'2 

Analysis performed according ND/ AHaJJH3 npose.11eH no Hll: JITT-N2(002687)-(Pf-RU)-071223 

6 Impurities/ npuMeCH 

Omeprawle I O,uenpll30J1a: Omeprazole I O,uenpa3olla: 
Impurity 1 / npnMeCb 1 0.01 %/ 0,01 % Not more than 0.50 % / He 6oJiee 0,50 % 
Impurity 2 I np11MeCb 2 Less than LOQ (LOQ = 0.010%) / H11)Ke Not more than 0.50 % / He 6oJiee 0,50 % 
Impurity 3 / np11Mecb 3 rrpe,ueJia KOJil14eCTBeHHOrO onpe,ueJieH11ll Not more than 0.50 % / He 6oJiee 0,50 % 
Impurity 4 / rrpHMecb 4 (TTKO = 0,010%) Not more than 0.50 % / He 6oJiee 0,50 % 
Impurity 5 / np11Mecb 5 0.05% I 0,05% Not more than 0.50 % / He 6oJiee 0,50 % 
Domperidone I Not detected/ He o6Hapy)KeHa Domperidone I /{oMnepudona: 
j(oMnepu{)ona: Less than LOQ (LOQ = 0.010%) / HH)Ke Not more than 0.50 % / He 6oJiee 0,50 % 
Impurity A/ rrpHMecb A rrpe,ueJia KOJI114eCTBeHHoro onpe,ueJieHHll Not more than 0.50 % / He 6oJiee 0,50 % 
Impurity B / np11Mecb B (TTKO = 0,010%) Not more than 0.50 % / He 6oJiee 0,50 % 
Impurity C / rrp11Mecb C Not more than 0.50 % / He 6oJiee 0,50 % 
Impurity D / np11Mecb D 0.03% I 0,03% Not more than 0.50 % / He 6oJiee 0,50 % 
Impurity F / np11MeCb F Not detected/ He o6Hapy)KeHa Not more than 0.20 % / He 6oJiee 0,20 % 
Any individual unidentified Less than LOQ (LOQ = 0.012%) / H11)Ke Not more than 2.5 % / He 6oJiee 2,5 % 
impurity / Jlio6all rrpe,ueJia KOJil14eCTBeHHOfO orrpe,ueJieHHll 
e,Ul1Hl14Hall (TTKO = 0,012%) 
HeH,ueHT11qJ11UHpOBaHHaSI 0.12% I 0, 12% 
np11MeCb Not detected/ He o6Hapy)KeHa 
Total impurities/ Not detected/ He o6Hapy)KeHa 
CyMMa rrp11Meceti 

0.2% I 0,2% 

7 Residual solvents/ OcTaTO'IHb1e opraHn'lecKne pacTsopnTeJJn 

a) Methanol/ 4 µg/capsulc / 4 MKrlKarrcyJia a) Not more than 1107 µg per capsule/ 
MemHOJI He 6oJiee 1107 MKr Ha KancyJiy 

b) Methylene chloride/ 
Not detected / He o6Hapy)KeHa 

b) Not more than 221 µg per capsule/ 
MeT11JieHxJiop11,u He 6oJiee 221 MKr Ha KancyJiy 

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

n p11Me'1aHue: ITpo.a.yKT COOTBeTCTByeT Tp e6oeaMM8M H)l 3aKJJIO'leHue: O1lO6PEHO 

Prepared by I Checked by/ TTposepeHo: C hecked by (AQA) / Approved by: Quality 
n onr0TOBJieHo: A. Susmitha - Quality n posepeMo (AOK): As urance/ A uthorized person / 
D. Latha - Quality control- control- Team Member M. Nanaji - Quali ty Ono6peMo: O6ecneLJeHHe 
Team Member 41-- A urance-Team Member Ka•1ecTea/OTBeTCTBeMMOe JIHUO: 

~ ' S. Haneef - Qua!.~- Assurance- Team 

~ Member .,,, 

Date / )lam: l'6"-VL-2--e"4lOate /.[(am: {~i,-'J,,02$ IIDate /JJ,aTa: / _£>-,lh--w'vbl Da te /)lam: \ n-t .----6 1,,- io /A, I 



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

CEPTM<l>MKAT AHAJIM3A 

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

IlpO./lyIIT: OMe3® lICP, KanCVJibl C MO.llHifJHUHPOBaHHblM BblCB060iK.lleHHeM, 30 Mr+20 Mr 

Market / PblHOK : Russia/ Poccm, 

Batch No/ 
B2600363 

Batch Quantity I 1250000 caps/ 
CepuH .N'2 

: 
O6beM cepuu 

: 1250000 Kancyn 
Analytical Report No / 

: 2002FP26000242 
Date of Analysis / 

: 13-02-2026 
AnaJIHTH'-leCKHH OT'-leT .N'2 llaTa anaJinJa 
Date of Manufacture / 

17-12-2025 Date of Expiry / 30-11-2028 
llaTa nponJBO./lCTBa 

: 
ro,lleH .llO 

: 

Mfg. License No./ 
IlpoHJBO./lCTBennaH JiuuenJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : J1TI-N2(002687)-(Pf-RU) 
.N'2 
Analysis performed according ND/ AnaJIHJ npoBe.lleH no Hll: J1TI-N2(002687)-{Pr-RU)-071223 

8 Dissolution/ PaCTBopenue 
a) Omeprazole I 

OMenpa3011 

i. Acid stage (0.1 N 
HCI)/ 

5%, 8%, 1 %, 6%, 5%, 2% 

B 0,1 M pacTBope 
XJJOpHCTOBO./lOpO./lHO 
H KHCJJOTbl 

11 . Buffer stage (pH 6.8 
phosphate buffer) I 98%, 101%, 95%, 95%, 94%, 91% 
B 6ycpepe pH 6,8 

Remarks : The Product confirms to ND/ 

TTpuMe'-lanue: flpoAyKT cooTBeTcTByeT Tpe6osaHHllM H.U 

Prepared by / Checked by / nposepetto: Checked by (AQA) / 
f1o,llrOTOBJJeHo: A. Susmitha - Quali ty flposepeHo (AOK): 
D. Latha - Quality control- control- Team Member M. Nanaji - Quality 

In a 0.1 M hydrochloric acid solution - not 
more than 15 % of the label amount of 
omeprazole (C11H19N3Q3S) after 2 hours./ 
B 0,1 M pacTBope xnopoBoAopoAHOH 
KHCJJOTbl - He 6onee 15 % OT 
cpaKTl1'-leCKOro CO.llep,KaHml 
0Menpa3ona (C17H19N3O3S) 4epe3 2 4. 

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 MeHee 70 % (Q) 
OT HOMl1HaJJbHOro CO.llep,KaHHll 
0Menpa3011a (C11H19N3Q3S) '-1epe3 
30 MHH. 

Conclusion : APPROVED / 

JaKJIIO'-lenue: OlIOliPEHO 

Approved by: Quality 
Assurance/Authorized person I 
OAo6petto: O6ecne4eH11e 

Team Member 

4--
As u.rance- Team Member Ka4eCTBalOTBeTCTBeHHOe nuuo: . 

~ ~ S. Haneef - Qua~·ly Assurance- Team 
Member . ,,, 

lnate /,UarnlQ;--1}~-".l-P'l--{, IIDate /,Uarn: /~'V L-'U>i.,&IIDate /,Uarn: f S--o 2-- w l-61 Date /,Uarn: 
-
' 0\ ...-0 

- V)!) ).{, 



' .. 
Or. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>MKAT AHAJil13A 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
Pa!!e 5 of 8 / CTp. 5 HJ 8 

npo)lyICT: OMe3® ,L{CP, KaDCYJJl>I C MO,[lH(j>HQHPOBaHHblM BblCB060iK,[leHHeM, 30 Mr+20 Mr 

Market / PbrnoK : Russia/ Pocc,rn 

Batch No/ 
: B2600363 

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

: 
1250000 KarrcyJI 

Analytical Report No/ 
: 2002FP26000242 

Date of Analysis / 
: 13-02-2026 

AHaJIHTH'leCKHH OT'leT .N"! Ll:aTa aHaJIH3a 

Date of Manufacture / 
17-12-2025 

Date of Expiry / 
30-11-2028 

,L{aTa DPOH3B0,[lCTBa 
: 

ro,[leH ,[lO 
: 

Mfg. License No./ 
npoH3B0,[lCTBeHHaH JIHQeH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JU1-NQ(002687)-(Pf-RU) 
.N"! 

Analysis performed according ND/ AHaJIH3 npoBe,[leH rro HLI:: JU1-NQ(002687)-(Pf-RU)-071223 

b) Domperidone I 
,[{0Mnep11,llOH 

i. after I hour/ 4epe3 1 4 

11. after 4 hours I 4epe3 4 4 

iii. after 8 hours / 4epe3 8 4 

iv. after 12 hours/ 4epe3 
12 4 

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

42%, 39%, 39%, 38%, 43%, 38% 

66%, 63%, 64%, 60%, 66%, 61 % 

82%, 79%, 79%, 72%, 80%, 75% 

9 Assay/ KoJiuqecTBeHHOe orrpe!leJieHue 
A. Omeprazole/ 19.80 mg/ 19,80 Mr 

OMenpa3oJI (99.0% / 99,0%) 

Remarks : The Product confirms to ND/ 

npuMe'laHne: TipoayKT COOTBeTCTByeT Tpe6osaH11l!M H,[{ 

Prepared by I Checked by/ Tiposepetto: Checked by (AQA) / 
TioaroTosJietto: A. Susmitha - Quality Tiposepetto (AOK): 
D. Latha - Quality control- control- Team Member M. Nanaji - Quality 

In 0.lM hydrochloric acid solution/ 

B 0,1 M pacTBope xJiopoBonopoJ1:Hoi1 
KHCJIOTbl: 

between 15 % and 40 % / OT 15 % no 40 % 

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

between 55 % and 95 % / OT 55 % no 95 % 

not less than 70 % / He Mettee 70 % 
of the labeled amount ofDomperidone 
(C22H24ClNsO2) / OT HOMHHaJibHOro 
coaep)KaH11l! n0Mrrep11notta 
(C22H24ClNsO2) 

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 
C11H19N3O3S (oMenpa3oJI) s KarrcyJie 
(oT 90,0 )lO 110,0 % OT HOMl1HaJibHOro 
conep)Katt11ll). 

Conclusion : APPROVED / 

3aKJIIO'leuue: O,L{OliPEHO 

Approved by: Quality 
Assurance/ Authorized person / 
Oao6petto: O6ecne4ett11e 

Team Member 

4-
As urance- Team Member Ka4eCTBalOTBeTCTBeHHOe JI11U.O: 

L-4-- ' S. Haneef - Qu1r ·ty Assurance- Team 

~ Member 

IDate /.[{am: lQ-,-1J 'µ:- 1.")..---g loate /,[{am: tfroi~iio ~ IIDate /,[{aTa: /'l, ,-O)--l..D2.-,/, I Date /.[{am: ' q _...o ~,.... io L{, 



' 
' ... 

Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTM<l>MKAT AHAJ1113A 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
Page 6 of 8 I CTp. 6 H3 8 

Ilpo.uyKT: 0Me3® )lCP, KancyJibl C MO.llHcliHUHPOBaHHblM BblCB06om.uenueM, 30 Mr+20 Mr 

Market / Pbrnoic : Russia/ Poccm1 

Batch No/ 
B2600363 

Batch Quantity / 1250000 caps/ 
CepuH .N'2 

: 
O6'beM cepuu 

: 
1250000 Kancyn 

Analytical Report No/ 
: 2002FP26000242 

Date of Analysis / 
: 13-02-2026 

AHaJIHTH'leCKHH OT'leT .N'! )laTa anaJIHJa 
Date of Manufacture / 

17-12-2025 
Date of Expiry / 

30-11-2028 
)laTa npOH3B0./lCTBa 

: 
ro.uen ./lO 

: 

Mfg. License No./ 
IlpouJso.ucrnennaH JIHUeHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JU1-N2(002687)-(Pf-RU) 
.N'! 

Analysis performed according ND/ AnaJIH3 npose.uen no H)l: JU1-N2(002687)-(Pf-RU)-071223 

B. Domperidone I 
,l],oMnepH./lOH 

30.15 mg I 30,15 Mr 
(100.5% I 100,5%) 

10 Microbial limits / Muicpo6uoJioruqecicaH 'IHCTOTa 

11 

a) Total aerobic microbial Less than 10 CFU/g / 
count I O6mee 411cno MeHee 10 KOE/r 
a.3p06HblX 
M11KpoopraHl13MOB 

b) Total combined yeasts 
and mould count I 
O6mee 4HCJJO 
.upo)K)KeBbIX 11 
nnecHeBhIX rp116oe 

c) E. coli 

Package/ Ynaicosica 

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

Absent in 1 g / 
OTcyTcTByeT B 1 r 

10 capsules m a (PVC/Al/PA) 
foil/aluminum foil blister. 3 blisters and 
patient information leaflet (package 
i11st:1l) i11 a carluu. / TTu 10 Ka11cyJI H 
6n11cTepe 113 (TTBX/ AJl/TTA) cponbrn / 
aJJIOM11Hl1eBOH q>OJJbfl1. TTo 3 6JJHCTepa 
BMeCTe C 11HCTPYKU11ett no 
Me.UHU11HCKOMY np11MeHeH1110 (JJ11CTKOM­
BKJJa)lblWeM) B na4KY KapTOHHylO. 

Remarks : The Product confirms to ND/ 

IlpHMe'lanue: TTpo.uyKT COOTBeTCTByeT Tpe6oeaHHllM H,l], 

Prepared by / 
TTo.uroToeneHo: 

Checked by I nposepeHo: Checked by (AQA) I 
TTposepeHo (AOK): 

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 .uo 33,0 Mr 
C22H24ClNsO2 (.uoMnep11.uoH) B 
Kancyne (oT 90,0 .uo 110,0 % OT 
HOMHHaJJbHOro co.uep)KaHttil). 

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

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

c) Shall be absent in 1 g / 
0TcyTcTe11e B 1 r 

10 capsules in a (PVC/Al/PA) 
foil/aluminum foil blister. 1, 3, 8, 10 
blisters and patient information leaflet 
(package: inserl) in a carlun. / TTu 10 
Kancyn B 6n11cTepe 113 (TTBX/ AJl/TTA) 
q>OJJbrH / aJJIOMl1HHeBOH q>OJJbfl1. TTo 1, 3, 
8, 10 6JJl1CTepoB BMeCTe c 11HCTPYKUHeH no 
Me.U11U11HCKOMY np11MeHeH1110 (JJHCTKOM­
BKJJa)lbtWeM) B na4KY KapTOHHylO. 

Conclusion : APPROVED / 

3aKJIIO'lenue: O)lO6PEHO 

D. Latha - Quality control­
Team Member 

A. Susmitha - Quality 
control - Team Member M. Nanaji - Quality 

Assurance- Te.am Member 

Approved by: Quality 
Assurance/ Authorized person/ 
O.uo6peHo: O6ecne4eH11e 
Ka4eCTBalOTBeTCTBeHHOe Jl11UO: 
S. Haneef - Qu"1 ity Assurance- Team 
Member Y... ::=========:::::: 
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Dr. Reddy's ~~• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIMJA 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
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IlpO)lVKT: OMe3® JJ:CP, KancyJibl C MOLlHdiHI-IHPOBaHHblM BblCB060'lK)leHHeM, 30 Mr+20 Mr 

Market / PbIHOK : Russia/ Poccm1 

Batch No/ 
B2600363 

Batch Quantity I 1250000 caps/ 
Ceouu N2 

: 
O6beM cepHH 

: 1250000 KancyJJ 

Analytical Report No/ 
: 2002FP26000242 

Date of Analysis / 
: 13-02-2026 

AuaJIHTH'lecKuii OT'leT N2 JJ:aTa auaJIHJa 

Date of Manufacture / 17-12-2025 Date of Expiry / 30-11-2028 
JJ:aTa npOH3B0)lCTBa 

: 
ro)leH )lO : 

Mfg. License No./ 
IlpOH3B0)lCTBeHHaH JIHUeH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : Jlfl-NQ(002687)-(Pf-RU) 
N2 

Analysis performed according ND/ AuanuJ npose)leu no HJJ:: Jlfl-NQ(002687)-(Pf-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. 
* - HOpMbl B cne1..11-Hp11Kau1111 npe)lCTaBJleHbl Ha cpoK rO)lHOCTH. flp11 BblITYCKe npenapaT nposepl!eTCll B COOTBeTCTBl111 co 
cneump11Kau11ei1 Ha BblITYCK, IT03TOMY B cepTHqJHKaTe aHaJJH3a Ha npenapaT MOryT 6b!Tb yKa3aHbl 6oJJee CTpor11e HOpMbl, 
t.JeM B HaCTOlltneM HOpMaTHBHOM ,llOKyMeHTe no Kat.JeCTBy. 

API name/ HauMeuosauue A<l>C: Omeprazole I OMenpa30JJ Domperidone / .[{oMnepH.IlOH 
INN /MHH: Omeprazole I OMenpa30JJ Domperidone I .[{oMnepH.IlOH 
API manufacturer batch number / 
HoMep cepuu npoHJBOJlHTeJIH A<l>C: OME/00425 0000125863 

FP Manufacturer API Batch number / 
HoMep cepuu cy6cTauuuu FBSA00285 FBSH00016 
D0OH3B0LlHTeJIH r Jl(f>: 
API Manufactured by & country / Srini Pharmaceuticals Ltd, India/ Vasudha Pharma Kem Ltd, India/ 
IlpouJBOLlHTeJib A<l>C, CTpaua: illpHHH <t>apMaCblOTHKaJJC JlT)l, I1H)ll1ii Bacy.Ilxa <t>apMa KeM JlT.Il, I1H.Ill1ll 
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. 
HauMeHOBaHue, 3)lpec, JIHUeH3HH )lJIH 63/RRIAP/96/FIR) I 
IlpOH3B0)lCTBeHH3H UJIOUia)lKa / ,U-p Pe)l.Il11'c Jla6opaTOp11c JlT)l., flp0113B0,llCTBeHHOe ITO,llpa3,lleJJeHHe-II, 
IlJIOUia)lKa KOHTpOJIH Ka'leCTBa / Y4aCTKH NQ 42p, 43, 44p, 45p, 46p, 53, 54 11 83, fa4yrraJJJ111 811JJJ1a)l)K, 
IlJIOUia)lKa BblDYCKa 6a4ynaJJJ111 MaH.IlaJJ, Me!l4aJJ MaJJKa)l)Krnp11 ,U11cTpHKT - 500090, wTaT 

TeJJaHraHa, I1H.IlHH (Jl.11ueH111H 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 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». 

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

IlpHMe'laHue: flpO/lYKT COOTBeTCTByeT Tpe6osaHHHM H,U 3aKJIIO'leuue: OJJ:OliPEHO 

Prepared by / Checked by I flposepeHo: Checked by (AQA) I . Approved by: Quality 
n oaroi-osnetto: A. Susmitha - Quality flposepeHo {AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member M. Nanaji - Quality O!lo6peHo: O6ecne4eH11e 
Team Member 

~ 
Assurance- Team Member KalfeCTBa!OTBeTCTBeHHOe JJHUO: 

~ ' S. Haneef - Qu1i ity Assurance- Team -tJf Member 

I Date /,Uarn: l f'\))...---:U,HJ!oate /IJ,ara)e --02-- 20~ II Date /IJ,arn:/ 8-02---U)2,..t, I Date I ,[{am: ' 9 - 0 Q.-t,J) 2.,.(, 
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Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>MKAT AHAJIH3A 

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/ 
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flpO./lyKT: OMe3® llCP, KancyJJbl C MO.llHcliHUHPOBaHHblM BblCBo6mK.lleHHeM, 30 Mr+20 Mr 

Market / PLrnoK : Russia/ Poccm1 

Batch No I 
B2600363 

Batch Quantity / 1250000 caps/ 

CepnH .N'! 
: 

O6'beM cepnn 
: 

1250000 Kancy11 

Analytical Report No I 
: 2002FP26000242 

Date of Analysis / 
: 13-02-2026 

AnaJJHTHtteCKHH OTtteT .N'! llaTa anaJJn1a 
Date of Manufacture / 

17-12-2025 
Date of Expiry / 

30-11-2028 
llaTa npou1BO./lCTBa 

: 
fo.lleH .llO 

: 

Mfg. License No./ 
flpOH3B0.llCTBeHHaH JJHQeH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JITT-NQ(002687)-(Pf-RU) 

.N'! 
Analysis performed according ND/ AnaJiu1 npose,/len no Hll: JITT-NQ(002687)-(Pf-RU)-071223 

3aKJIIOttenue O COOTBeTCTBHH: «HacTOHllHIM » ITO.llTBep)l(.llalO, '!TO npI1Be.lleHHa» BbIWe 1rncpopMal(l1H HBJlHeTCH 

.llOCTOBepHOH 11 TO'IHOH. 3m cep11» npO.llYKl.(1111 np0113Be.lleHa (BKJllO'la» ynaKOBKY (MapK11pOBKY) 11 KOHTpOJlb Ka'leCTBa) Ha 

BbIWeyKa3aHHOH np0113B0.llCTBeHHOH ITJlOII(a,UKe (n11oll(a,UKax) B ITOJlHOM COOTBeTCTBl111 C Tpe6oBaHl1HMl1 TTpaBl1J1 
Ha,UJle)l(all(eH np0113B0.llCTBeHHOH npaKTl1Kl1 EBpa311HCKOfO 3KOHOMl1'1eCKOro COI03a 11 Tpe6oBaHl1HMl1 KOHTpOJlll Ka'leCTBa 

JleKapCTBeHHbIX cpe.UCTB, a TaK)l(e B COOTBeTCTBl111 co cneu11cp11KaQl1HMl1, co.uep)l(all(l1Ml1CH B per11cTpau110HHOM ,UOCbe 
CTpaHbl-11MITOpTepa. 3an11c11 no np0113B0.UCTBY, ynaKOBKe 11 aHaJ1113Y npoBepeHbl, 11 ycTaHOBJleHO 11X COOTBeTCTBl1e 

Tpe6oBaHl1HM TTpaBl1J1 Ha,UJle)l(all(eH np0113B0.UCTBeHHOH npaKTl1K EBpa311HCKOro 3KOHOMl1'1eCKOf0 COI03a». 

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

npnMettanne: TTpo.uyKT cooTBeTcTByeT Tpe60BaH11»M H.U 3aKJIIOttenne: OllOliPEHO 

Prepared by / Checked by/ TTpoeepetto: Checked by (AQA) / Approved by: Quality 
n o,nr oToeneHo: A. Susmitha - Quality TTpoBepetto (AOK): Assurance/Authorized person/ 
D. Latha - Quality control- control- Team Member M. Nanaji - Quality O.uo6petto: O6ecne'!eH11e 
Team Member 

~ 
Assurance- Team Member Ka'!eCTBa!OTBeTCTBeHHOe J111l(O: 

L&--, ' S. Haneef - Quality Assurance- Team 

~ Member (j._ 

I Date / )],am: r~...-o ')_~ >-41 o ate /)],am: /8r02...-?0M i ioate /)],am: /~-D:l---2-DUI Date /)],am: \ q ,.--0 ~~ <),.o),,,(., 


