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

CEPTIIct>IIKAT AHAJIIIJA 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
npo)ly1u: OMe3® llCP, (1loMnepHJJ:OH+OMenpa30JI) KancyJlbl C MOJJ:H<l>HUHPOBaHHblM BblCBo6mKJJ:eHHeM, 30 Mr+20 Mr 

Market/ PblHOK : Russia/ Poccm1 

Batch No/ 
82602056 

Batch Quantity / 1250000 caps / 

CepuH ,N"g 
: 

O6beM cepHH 
: 

1250000 Kancyn 

Analytical Report No/ 
: 2002FP2600I597 

Date of Analysis / 
: 30-07-2026 

AttaJ1HTw-1ecKHH OT'-leT ,N"g )laTa aHaJIH3a 

Date of Manufacture/ 
26-05-2026 

Date of Expiry/ 
30-04-2029 : : 

llaTa npoHJBOJJ:CTBa foJJ:eH JJ:O 

Mfg. License No./ 
npoH3BOJJ:CTBeHHaH JIHUeH3HH : 63/RR/ AP/96/F/R MA number:/ HoMep PY : JU1-N1(002687)-(Pf-RU) 
,N"g 

Analysis performed according ND/ AttaJIH3 nposeJJ:eH no H)l: Jin-.N"!(002687)-(Pf-RU)-071223 
Artworks of primary package approved:/ MaKeTbl nepswrnou ynaKOBKH yTsepm)leHbI: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbl BTOpH'IHOH ynaKOBKH yTsepJK)leHbl: 07.12.2023 
PL aooroved: / JIB yTsepmJleH: 26.11.2025 

S.No 
I ,N"g 

2 

Test/ TeCT 

Description / Onucattue 

Identification / 
lf)leHTHIJ>HKaUHH 
Omeprazole I OMenpa3on 
Domperidone / )],0Mnep11aoH 

HPLC/ B:J)KX 

Result/ Pe1yJ1bTaT 

Hard transparent colorless gelatin 

capsules size I 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. / 

TBepJJ:bie )l(eJ1anrnoBb1e npo3pa4Hbie 
6ecuBeTHbie KancynbI pa3Mepa I c 
MapK11pOBKOH 4epHOfO UBeTa 

« ~ DR. REDDY'S» Ha KpbIWe'-1Ke 
KancyJlbl 11 MapK11pOBKOH KpaCHOfO UBeTa 
«OMEZ-DSR» Ha Kopnyce Kancynbl. 
CoJJ:ep)l(11Moe Kancyn: ccpep114ecK11e 
neJ1J1eTbI 6enoro 11 KOp114HeBoro UBeTa. 

Pa~e I of9 / CTJ>, I HJ 9 

Specification / Cneuml>uKaUHH 

Hard transparent colorless gelatin capsules 
size I 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. / 

TBepJJ:bie )l(eJ1aTl1HOBbie npo3pa4Hble 
6ecuBeTHbie KancynbI pa3Mepa I c 
MapKHpOBKOH 4epHOfO UBeTa 

(( ~ DR. REDDY'S» Ha KpbIWe'-IKe 
KancyJlbl 11 MapKI1pOBKOH KpaCHOfO UBeTa 
«OMEZ-DSR» Ha Kopnyce Kancynb1. 
Coaep)l(HMOe Kancyn: ccpep114ecK11e 
nenneTbI OT 6enoro ao cepoBaTo-6enoro 11 
OT KOp114HeBOfO L(O )l(eJ1TOBaTO­
KOp114HeBoro UBeTa. 

The retention times of the main peaks in The retention times of the main peaks in the 
the chromatogram oftest solution comply chromatogram of test solution should 
with the retention times of omeprazole comply with the retention times of 
and domperidone peaks m the omeprazole and domperidone peaks in the 
chromatogram of standard solution. / chromatogram of standard solution (section 
BpeMeHa yaep)l(11BaHl1ll OCHOBHbIX ITl1KOB Assay). / BpeMeHa yaep)l(11BaH11ll 
Ha xpoMaTorpaMMe 11CITbITYeMOfO OCHOBHbIX ITl1KOB Ha xpoMaTorpaMMe 

Remarks: The Product confirms to ND/ Conclu~on:APPROVED/ 
3aKJ110'leuue: O)],O6PEHO npuMe'laHue: TipoayKT COOTBeTCTByeT Tpe6oBaH11llM H)], 

Prepared by I Checked by I TipoBepeHo: 
TioaroTOBJleHo: A. Susmitha - Quality 
D.Latha - Quality control- control- Team Member 

Team Member ~ cg__ 
Date /LlaTa: 31-07-2026 Date /LlaTa: 31-07-2026 

Checked by (AQA) I 
TipoBepeHo (AOK): 
Siva Sankaru Kummari -
Quality Ass )\rance- Team 

Member ~ 

Date I )],aTa:1 31-07-2026 

Approved by: Qua! ity 
Assurance/ Authorized person/ 
Oao6peHo: O6ecne'-leH11e 
Ka4eCTBalOTBeTCTBeHHOe J111UO: 
S. Haneef - Quality A,ssurance-
Team Member Y..., 



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

CEPTM <l>MKA T AHAJIM3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg I 
Tlpo)J;ytIT: OMe3® ,lJ.CP, (,l1.oMnepui:i:ott+OMenpa30JI) Kancym,I C MOL!:H<l>HUHPOBaHHblM BblCB060:iK)J;eHHCM, 30 Mr+20 Mr 

Market/ PblHOK : Russia/ Pocc11J1 

Batch No/ 
B2602056 

Batch Quantity / 1250000 caps / 
CepuH .N'2 

: 
O6'beM cepun 

: 
1250000 Kancyn 

Analytical Report No/ 
: 2002FP26001597 

Date of Analysis / 
: 30-07-2026 

AttaJIHTHlfCCKHH OTlfeT .N'2 ,l],aTa attaJin1a 

Date of Manufacture / 
26-05-2026 

Date of Expiry / 30-04-2029 
,lJ.aTa npOH3B0)J;CTBa 

: 
ro)leH )lO 

: 

Mfg. License No./ 
IlpOH3BO)lCTBCHHaH JIHUeH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : J1TI-N2(002687)-(Pf-RU) 
.N'2 
Analysis performed according ND/ AttaJIH3 npoBe)leH no H,l],: JIIT-.N'2(002687)-(Pr-RU)-071223 
Artworks of primary package approved:/ MaKeTbt nepsntJttoii ynaKOBKH yTBep:lKLl:eHbt: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbl BTopntJHoii ynaKOBKn yTsep:iK/leHbl: 07.12.2023 
PL annroved: / JIB VTBep:lK)J;ett: 26.11.2025 

Page 2 of 9 / CTp. 2 n1 9 
pacTBopa COOTBeTCTBYIOT BpeMeHaM 11crrhnyeMoro pacTBopa )lOJI)KHbl 
y Aep)K11Bamrn Ill1KOB 0Menpa1ona 11 COOTBeTCTBOBaTb BpeMeHaM y )lep)K11BaHl1l1 
)lOMnep11)lOHa Ha xpoMaTorpaMMe nl1KOB oMenpa3oJia 11 )lOMneptt/lOHa Ha 
CTaH)lapTHOrO pacTBopa. xpoMaTorpaMMe CTaH)lapTHOro pacTBopa 

(pa3)leJI «Kom14ecTBeHHOe onpe)lenem,e» ). 

3 Average weight of the net 370.38 mg/ 370,38 Mr 369.0 mg ± 10% (between 332.1 to 
content/ Cpe/lHHH Macca 405.9 mg) I 369,0 Mr ± 10 % ( OT 332, 1 )lO 
CO)lep:iKnMoro KancyJI 405,9 Mr) 

4 Water content/ 1.1%/1,1% Not more than 4.0 % / He 6onee 4,0 % 
Co)le pmattue BO/lbl 

5 Uniformity of dosage units/ Oi:i:ttopO/lHOCTb )l03nposattHbIX e)lnttnu 

Omeprazole / OMenpa3oJI 10.3 I 10,3 Acceptance value (AV) should be less than 
or equal to 15.0 I TioKa3aTeJib 
np11eMJieMOCTl1 (AV) )lOJI)KeH 6bITb He 
6onee 15,0. 

Domperidone / JloMnep11/lOH 6.0 I 6,0 Acceptance value (AV) should be less 
than or equal to 15.0 I TioKa3aTeJib 
np11eMneMOCT11 (AV) /lOJI)KeH 6b1Tb He 
6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMetJattne: TipO/lYKT COOTBeTCTByeT Tpe6oBaHl1l1M HJl 3aKJIIOlfettne: O,lJ.OliPEHO 
Prepared by / Checked by/ TipoBepeHo: Checked by (AQA) / Approved by: Quality 
Ilo)lrOTOBJieHo: A. Susmitha - Quality IlpoBepeHo (AOK): Assurance/ Authorized person / 
D.Latha - Quality control- control- Team Member Siva Sankaru Kummari - OAo6peHo: O6ecne4eH11e 
Team Member 

W- q- Quality A 'SL~iance- Team Ka4eCTBaiOTBeTCTBeHHOe Jl11UO: 

Member ~~ S. Haneef- Quali1· ~ Assurance-
Team Member 

Date /.[lam: 31-07-2026 Date /.[laTa: 31-07-2026 Date /)lam: '3 1-07-2026 Date / JlaTa: \ 1 ~_51,.c,'"Z.1::J 



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

CEPTM<l>MKAT AHAJil13A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
npoJJ.yKT: OMe3® ,llCP, (,lloMnepH}lOH+OMenpaJOJI) KancyJibl C MOJJ.HcbHllHPOB3HHblM BblCB060,K}leHHeM, 30 Mr+20 Mr 

Market / PhrnOK : Russia/ Poccw1 

Batch No/ 
B2602056 

Batch Quantity / 1250000 caps / 
CepHH .N"2 

: 
O6'heM cepun 

: 
1250000 Kancyn 

Analytical Report No/ 
: 2002FP26001597 

Date of Analysis / 
: 30-07-2026 

AuaJIHTH'leCKHH OT'leT .N"2 ,llaTa auaJIHJa 
Date of Manufacture / 

: 26-05-2026 Date of Expiry / 30-04-2029 
llaTa npoHJBOJlCTBa fo}leu }lo 

: 

Mfg. License No. / 
npoHJBO}lCTBeHHaH JIHQeHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : J1TI-N2(002687)-(Pf-RU) 
.N"2 

Analysis performed according ND/ AuaJIHJ nposeJJ.en no HLt:: JIU-.N"2(002687)-(Pf-RU)-071223 
Artworks of primary package approved: / MaKeTbI nepBH'IHOH ynaKOBKH yTsep,K,leHbI: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbI BTOpH'IHOii ynaKOBKH yTsep,i.JleHbI: 07.12.2023 
PL approved:/ JIB yTBep,KJleu: 26.11.2025 

Page 3 of 9 / CTp. 3 HJ 9 
Impurities / n puMecn 

Omeprazole I O;wenpa30J1a: Omeprazole I Q;wenpa30J1a: 

Impurity 1 / np11Mecb 1 Not detected/ ue 06Hapy)KeHa Not more than 0.50 % / He 6onee 0,50 % 

Impurity 2 / np11Mech 2 
Not detected I He o6uapy)KeHa Not more than 0.50 % / He 6onee 0,50 % 

Impurity 3 / np11Mecb 3 
0.02% I 0,02% Not more than 0.50 % / He 6onee 0,50 % 

Impurity 4 / np11MeCb 4 Not detected I He o6Hapy)KeHa Not more than 0.50 % / He 6onee 0,50 % 

Impurity 5 / npHMecb 5 
Less than LOQ (LOQ = 0.010%) / Not more than 0.50 % / He 6onee 0,50 % 
HmKe npe)lena KOJlH4eCTBeHHOfO 
onpe)leneHm1 (TIKO = 0,010%) 

6 Domperidone I /:o.MnepuooHa: Domperidone I po;wnepuooHa: 

Impurity A/ np11Mecb A 0.02% I 0,02% Not more than 0.50 % / He 6onee 0,50 % 

Impurity B / np11MeCb B Not detected I He o6Hapy)KeHa Not more than 0.50 % / He 6onee 0,50 % 

Impurity C / npHMecb C 
Below Limit of Detection (LOD = 

0.004%) I HmKe npe)lena Not more than 0.50 % / He 6onee 0,50 % 

Impurity D / np11Mecb D 
06Hapy)KeHm1 (TIO= 0,004%) 

0.12% I 0,12% 
Not more than 0.50 % / He 6oJJee 0,50 % 

Impurity F / np11Mecb F Not detected I He o6Hapy)KeHa Not more than 0.50 % / He 6onee 0,50 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
npnMe'laune: Tipo)lyKT cooTBeTcTByeT Tpe6oeaHmIM HLI 3aKJIIO'lenne: OllO6PEHO 
Prepared by / Checked by/ TipoeepeHo: Checked by (AQA) / Approved by: Quality 
Tio)lrOTOBJleHo: A. Susmitha - Quality TipoeepeHo (AOK): Assurance/ Authorized person / 
D.Latha - Quality control- control- Team Member Siva Sankaru Kummari - O)lo6peHo: O6ecne4eH11e 
Team Member 

c2- Quality Asst rance- Team Ka4eCTBa/0TeeTCTBeHHOe JlHUO: 

~ Member ~ S. Haneef- Qualit~ ssurance-

-~ Team Member 
Date/ )larn: 31-07-2026 Date/ )laTa: 31-07-2026 Date/ Llarn. 31-07-2026 Date / Llarn: "\ l _c,-j ~ 9,.o' l--6 



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

CEPTII<l>IIKAT AHAJIII3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
Ilpo,llyKT: OMe3® )lCP, ()loMnepu,llOH+OMenpaJOJI) KancyJihl C MO.llH$HUHPOBaHHblM BblCB060iK,lleHHeM, 30 Mr+20 Mr 

Market / PblHOK : Russia/ Pocc,-rn 

Batch No/ 
B2602056 

Batch Quantity I 1250000 caps/ 
Cepusi .N"2 

: 
O61>eM cepuu 

: 
1250000 Kancy11 

Analytical Report No / 
: 2002FP26001597 

Date of Analysis / 
: 30-07-2026 

AHaJIHTH'leCKHH OT'leT .N"2 )laTa auaJIHJa 

Date of Manufacture / 
26-05-2026 

Date of Expiry / 
30-04-2029 

)laTa npOH3B0,/lCTBa 
: 

ro,lleH ,/lO 
: 

Mfg. License No. / 
IlpOH3B0,/lCTBeHHaH JIHUeHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JU1-J'fa(002687)-(Pr-RU) 

.N"! 
Analysis performed according ND / AHaJIHJ npoBe,/leH no H)l: J1Il-.N"2(002687)-(Pr-RU)-071223 
Artworks of primary package approved: / MaKeTbI nepBH'IHOH ynaKOBKH yTsep,K,lleHbI: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbI srnpH'IHOH ynaKOBKH yTsepm,lleHhI: 07.12.2023 
PL approved:/ JIB yrnep,K,lleH: 26.11.2025 

Page 4 of 9 / CTp. 4 HJ 9 
Any individual unidentified impurity/ Not detected I He o6Hapy)KeHa Not more than 0,20 % / He 6011ee 0,20 % 
J1106all e,/lHHH'-!Hall 
HeH,/leHTHqJHUHpOBaHHall npHMeCh 

Total impurities/ CyMMa np11Mecetl 0,2%/ 0,2% Not more than 2.5 % / He 6011ee 2,5 % 

7 RP'iifhrnl 'iolvl'nh/ OrTnTntt111.1I' oprninn1l'r1.r111' pnrTnnpnTI' flit 

Methanol I MeTaHOJl 4 µg/caps / 4 MKrlKancy11a Not more than 1107 µg per capsule / He 
6011ee 1107 MKr Ha Kancy11y. 

Methylene chloride/ Mem11eHx11op11.ll Not detected/ He o6Hapy)KeHa Not more than 221 µg per capsule / He 
6011ee 221 MKr Ha Kancy11y. 

8 Dissolution/ PacTsopeHue 
Omeprazole / OMenpa3011 1 %, 0%, 0%, 0%, 0%, 0% In a 0.1 M hydrochloric acid solution - not 

more than 15 % of the label amount of 
In a 0.1 M hydrochloric acid omeprazole (C11H19N3O3S) after 2 hours./ 
solution / B 0, 1 M pacTBope B 0, 1 M pacTBope XJ1opoeo,llopo.llHOH 
x11opoeo,uopo,UHOH KHCJ10Thl KHCJ10Thl - He 6011ee 15 % OT 

cpaKTH4eCKOro co,uep,KaHHll 
0Menpa3011a (C11H19N3O3S) 1tepe3 2 4. 

Omeprazole / OMenpa3011 101 %, 97%, 94%, 92%, 99%, 99% In buffer pH 6.8 - not less than 70 % (Q) of 
the label claim of omeprazole 

Buffer stage (pH 6.8 phosphate (C11H19N3Q3S) after 30 minutes./ 
buffer) I B 6ycpepe pH 6,8 B 6ycpepe pH 6,8 - He MeHee 70 % (Q) 

OT HOMHHaJlhHOro co,uep)KaHHll 
0Menpa3011a (C11H19N3O3S) 1tepe3 
30 MHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHue: flpo,uyKT cooTBeTCTByeT Tpe6oeaHH»M H,[{ 3aKJIIO'lenue: O)lO6PEHO 
Prepared by / Checked by/ flpoeepeHo: Checked by (AQA) / Approved by: Quality 
flo,uroToe11eHo: A. Susmitha - Quality flpoeepeHo (AOK): Assurance/ Authorized person I 
D.Latha - Quality control- control-Team Member Siva Sankaru Kummari - O,uo6peHo: O6ecne1teHHe 
Team Member 

~ ~ 
Quality A~z;;·s ranee-Team Ka4eCTBa/0TeeTCTBeHHOe m,1uo: 
Member S. Haneef - Qualitl Assurance-

Team Member 
Date /)laTa: 31-07-2026 Date I )],aTa: 31-07-2026 Date /)laTa: 31-07-2026 Date I )],aTa: ''\ \ __oe)_s.o u 



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

CEPTH<I>HKAT AHAJIH3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
CTPO.llVK'f: OMe3® )lCP, ()loMnePH.llOH+OMenpa30JJ) KancyJJbl C MO.llHll>HLIHPOBaHHblM BblCB060iK.lleHHeM, 30 Mr+20 Mr 

Market / PbrnoK : Russia / Pocc1-rn 

Batch No/ 
: B2602056 

Batch Quantity / 1250000 caps / 
CepuH N2 O61.eM cepuu 

: 
1250000 Kancy11 

Analytical Report No / 
: 2002FP26001597 

Date of Analysis / 
: 30-07-2026 

AuaJJHTH'leCKHH OT'leT N2 )lara auaJJnJa 

Date of Manufacture / 
: 26-05-2026 

Date of Expiry / 
30-04-2029 

)lara DPOH3B0.llCTBa fo.lleH .llO 
: 

Mfg. License No. / 
CTpOH3B0./lCTBeHHaH JIHQeH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JU1-N2(002687)-(Pf-RU) 

N2 

Analysis performed according ND/ AuaJJH3 npoBe.lleH no H)l: JICT-N2(002687)-(Pf-RU)-071223 
Artworks of primary package approved: / MaKeTbl nepsuquou ynaKOBKH yrsep,K,lleHbl: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbJ sropuquou ynaKOBKH yrsep,ic.lleHL1: 07.12.2023 
PL approved:/ JIB yrsep,K,lleu: 26.11.2025 

Domperidone / ,[(0Mnep11.110H 

after l hour/ 4epe3 1 lJ 

after 4 hours / 4epe3 4 lJ 

after 8 hours / 4epe3 8 lJ 

after 12 hours I 4epe3 12 'i 

20%, 21%, 23%, 21%, 20%, 18% 

47%, 49%, 49%, 51%, 51%, 42% 

73%, 75%, 72%, 78%, 78%, 67% 

84%,89%,85%, 89%,91%, 79% 

Remarks : The Product confirms to ND/ 
fipHMe'laHHe: TipO.llYKT CO0TBeTCTB er T e6osaHH.RM H.ll 
Prepared by I Checked by/ TiposepeHo: 
no.11.roTos11eHo: A. Susmitha - Quality 

Checked by (AQA) I 
TTposepeHp (AOK): 

Page 5 of 9 / Crp. 5 HJ 9 
In 0.lM hydrochloric acid solution / B 
0, 1 M pacTBope x11oposo.11.opo.11.Hoi1 
K11CJI0Tbl: 

between 15 % and 40 % / OT 15 % .110 40 % 

between 30 % and 70 % / OT 30 % .110 70 % 

between 55 % and 95 % I OT 55 % .110 95 % 

not less than 70 % / He MeHee 70 % 
of the labeled amount of Domperidone 
(C22H24ClNsO2) / OT H0MHHaJlhHoro 
co.11.ep»caHH.R 
(C22H24CJNsO2) 

.11.oMnepu.11.oHa 

Conclusion : APPROVED / 
3aKJJJO'lenue: OllOliPEHO 

D.Latha - Quality control- control- Team Member Siva Sankaru Kummari -

Approved by: Quality 
Assurance/ Authorized person I 
O.1106peHo: O6ecne4em-1e 
KalJCCTBa!OTBeTCTBCHHOe iIHU,0 : Team Member 

Date /)lam: 31-07-2026 Date / ,[(am: 31-07-2026 

Quality Ass 
Member 

Date /)lam: 31-07-2026 

S. Haneef - Quality 
Team Member 
Date I )laTa: > \ 



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

CEPTM<l>MKAT AHAJIM3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
npo)).yKT: OMe1® )lCP, ()loMnepH,[1.0H+OMenpa10JI) KancyJibl C MO)).HcjJHUHPOBaHHblM BblCBo6mK)).eHHeM, 30 Mr+20 Mr 

Market/ PMnoic : Russia I PoccHll 

Batch No/ 
B2602056 

Batch Quantity / 1250000 caps/ 
CepuH .N"2 

: 
O6beM cepuu 

: 
1250000 Kancy11 

Analytical Report No/ 
: 2002FP26001597 

Date of Analysis / 
: 30-07-2026 

AnaJIHTH'lecicuii 0T'leT .N"2 )laTa anaJiu1a 

Date of Manufacture / 
: 26-05-2026 

Date of Expiry / 
30-04-2029 

)laTa IlJ)0H3B0)).CTBa ro)).eH )).0 
: 

Mfg. License No./ 
npoHJBO)).CTBeHHaH JlHQeHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JIIT-N~(002687)-(Pf-RU) 
.N"2 

Analysis performed according ND/ AnaJiu1 npoBe)).eH no H)l: JHI-.N"2(002687)-(Pr-RU)-071223 
Artworks of primary package approved: / MaiceTbl nepBH'IHOii ynaicoBKH yTBep,K,[1.eHbl: 07.12.2023 
Artworks of secondary package approved:/ MaiceTbl Brnpuqnoii ynaKOBKH yTBep:iK)).eHhl: 07.12.2023 
PL approved: / JIB yTBepJK)).en: 26.11.2025 

Page 6 of9 / CTp. 6 u3 9 
S.No 

Test/ TeCT Result/ Pe1yJ1hTaT Specification/ Cneumt,uicauuH I N2 

9 Assay/ KoJIH'leCTBennoe onpe)).eJienue 
Omeprazole / OMenpa3011 19.98 mg/ 19,98 Mr From 18.0 mg to 22.0 mg ofC11H19N3O3S 

(99.9% I 99,9%) 
(Omeprazole) per capsule (90.0 to 110.0 % of 
the label claim) / OT 18,0 Mr )).0 22,0 Mr 
C11Il1yN3O33 {u1v1c:111-'d3UJ1) ll ll.dll\.,ym:; (ut 90,0 
)).0 110,0 % OT H0Ml1HaJlbH0r0 C0,[1.ep)l(aHHll). 

Domperidone / .[(0Mnep11.uott 30.92 mg I 30,92 Mr From 27.0 mg to 33.0 mg C22H24ClNsO2 

(103.1%/ 103,1%) 
(Domperidone) per capsule (90.0 to 110.0 % of 
the label claim)/ OT 27,0 Mr .uo 33,0 Mr 
C22H24ClNsO2 (.u0Mnep11.uott) B Kancy11e (oT 
90,0 .uo 110,0 % OT H0MHHaJlbH0ro 
co.uep)l(att11J1). 

10 Microbial limits / Muicpo6uoJioruqecicaH 'IHCT0Ta 
Total aerobic microbial count/ Less than 10 CFU/g / Not more than 103 CFU/g / 
O61.l(ee 411CJl0 a3p06HblX Mettee 10 KOE/r He 6011ee 103 KOE/r 
M11KpoopraHl13M0B 

Total combined yeasts and mould Less than 10 CFU/ g / Not more than 102 CFU/g I 
count I O61.l(ee 411c110 .up0)l()l(eBbIX Mettee 10 KOE/r He 6011ee 102 KOE/r 
11 n11ecHeBbIX rp1160B 

E. coli Absent in 1 g / Shall be absent in lg/ 0TcyTcTs11e s 1 r 
OTCYTCTByeT s 1 r 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
npuMe'lanue: TTpo.uyKT C00TBeTCTByeT Tpe6osaHl1llM H.[( 3aKJIIO'lenue: O)lO6PEHO 
Prepared by / Checked by/ TTposepetto: Checked by {AQA) I Approved by: Quality 
TT0.ur0Tos11etto: A. Susmitha - Quality TTposepetto (AOK): Assurance/ Authorized person I 
D.Latha - Quality control- control- Team Member Siva Sankaru Kummari - O,uo6petto: O6ecne4ett11e 
Team Member 

%- cg_ Quality Assur 1nce- Team Ka4eCTBa/0TseTCTBeHHOe 1111uo : 

Member ~ S. Haneef- QualiL surance-
----'1~ Team Member _ 

Date/ .[(am: 31-07-2026 Date/Llarn: 31-07-2026 Date /Llarn: H-07-2026 Date /Llarn: 3 \ _cq__<i,o'UJ 



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

CEPTII <I> IIKA T AHAJill3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
Ilpo.uyKT: OMe3® )lCP, ()loMnepu.uou+OMenpaJOJI) KanCYJibl C MO.UHlt,HUHPOBaHHbIM BbICB060JK,lleHHeM, 30 Mr+20 Mr 

Market / PbIHOK : Russia / Poccw, 

Batch No/ 
B2602056 

Batch Quantity / 1250000 caps/ 
CepuH N2 

: 
O6beM cepuu 

: 1250000 Kancyn 
Analytical Report No/ 

: 2002FP26001597 
Date of Analysis / 

: 30-07-2026 
AuaJIHTH'IecKuii OT'IeT N2 )laTa auaJIHJa 
Date of Manufacture / 

26-05-2026 Date of Expiry / 30-04-2029 
)laTa npOHJBO.llCTBa 

: 
ro.ueu .llO 

: 

Mfg. License No./ 
IlpouJBO,llCTBeuuaH JIHQeHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JU1-N2(002687)-(Pf-RU) 
N2 
Analysis performed according ND / AuaJIHJ npose.ueu no H)l: JITT-N2(002687)-(Pr-RU)-071223 
Artworks of primary package approved: / MaKeTbI nepsH'rnou ynaKOBKH yTsep,K,lleHbI: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbI BTopuquou ynaKOBKH yTsep1K.ueubI: 07.12.2023 
PL approved:/ JIB YTBep'.)K,lleu: 26.11.2025 
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11 Package / Onucauue ynaKOBKH 10 capsules m a (PVC/AL/PA) foil/ IO capsules in a (PVC/AL/PA) foil/ aluminum 

aluminum foil blister. 3 blisters and foil blister. I, 3, 8, 10 blisters and patient 
patient information leaflet (package 

insert) in a carton. / no IO KancyJJ s information leaflet (package insert) in a carton. 
6JJHCTepe 113 (nBX/AJI/nA) I ITo IO Kancyn B 6m1cTepe 113 (ITBX/ AJ1/ITA) 
cpOJJbrH/a,110MHHHeBOH cpOJJbrH. no 3 QlOJlbfl1!aJJIOMI1HHeBOH QlOJlbrH. flo I, 3, 8, 10 
6JJHCTepa BMeCTe C HHCTpyKUHeii no 6JJHCTepoB BMeCTe C 11ucTpyKu11e11 no 
Me.UHUHHCKOMY npHMeHeHHIO (,lHCTKOM-

Me,ll111..\11HCKOMY npHMeHeHHIO (JJHCTKOM-BK,1a.ub1weM) B naYKY KapTOHHYIO-
BKJJa,[lb!WeM) B na4KY KapTOHHy!O. 

12 Labeling/ Map1mposKa Complies / CooTBeTcTByeT See Section 1.3 .2 of Module 1 of registration 
dossier. I CM. pa3.uen 1.3.2, MO.UYJJll 1 
perHCTpau_110HHOro .UOCbe. 

13 Storage/ YcJIOBHH xpaueHHH At temperature below than 25 °C. / flpH TeMnepaType ue Bb1we 25 °C. 

14 Shelf-life (storage period)/ 3 years. / 3 ro.ua. 
Cpoi.: ro.uuocTu ( cpoK 
xpaueuuH) 

* Limits m thts specification are shelf-life. When a product is released, it is tested according to the release specification, so more stnngent 

limits may be specified in the certificate of analysis./* - HOpMbI s cneumti11Kau1111 npeJlCTaBJJeHbI Ha cpoK ro)lHOCTH. TTp11 BbmycKe npenapaT 

nposeplleTCll B COOTBeTCTBHH co cneumtmKau11eii Ha BbIITYCK, ITO)TOMY B cepTHcjJHKaTe aHaJJH3a Ha npenapaT MOryT 6b1Tb YKa3aHbl 6onee 

CTporne HOpMbl, 'leM B HaCTOl!l.l.\eM HOpMaTHBHOM JlOKyMeHTe no Ka'leCTBy. 

Remarks : The Product confirms to ND/ 
IlpuMe'lauue: flpo.u KT cooTBeTcTByeT T e6osattHllM Hll 
Prepared by / 
flo.uroTosneuo: 
D.Latha - Quality control­
Team Member 

Date fllarn: 31-07-2026 

Checked by I flposepeuo: 
A. Susmitha - Quality 
control- Team Member 

Date fllarn: 31-07-2026 

Checked by (AQA) / 
flposepeuo (AOK): 
Siva Sankaru Kummari -
Quality As u.r 
Member 

Date /1larn: 3 -07-2026 

Conclusion : APPROVED / 
3aKJIIO'leuue: OllOliPEHO 
Approved by: Quality 
Assurance/ Authorized person I 
O.uo6peuo: O6ecne4eu11e 
Ka4eCTBa/0TseTCTBeHHOe JJHU.O: 
S. Haneef - Quali A surance­
Team Member 
Date fllarn: '> \ 



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

CEPTU<l>UKAT AHA.JIU3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
Ilpo,llylCT: OMe1® )lCP, ()loMnepH,llOH+OMenpaJOJI) KaDCYJibl C MO,llH(j>HQHPOBaHHblM BblCB060'.lK,lleHHeM, 30 Mr+20 Mr 

Market/ PM HOK : Russia I Poccm1 

Batch No I 
B2602056 

Batch Quantity / 1250000 caps / 
Cepm, .N'! 

: 
O6beM cepuu 

: 1250000 KancyJ1 
Analytical Report No I 

: 2002FP26001597 
Date of Analysis / 

: 30-07-2026 
AttaJIHTH'leCKHH OT'leT .N'! )laTa attaJiu1a 

Date of Manufacture / 
26-05-2026 Date of Expiry / 30-04-2029 

)laTa npOHJBO,llCTBa 
: 

fO,lleH ,llO 
: 

Mfg. License No. / 
IlpOHJBO,llCTBeHHast JIHQeHJHH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JU1-.N2(002687)-(Pf-RU) 
.N'! 
Analysis performed according ND/ AttaJIHJ npoBeJJ:eH no H)l: JIO-.N'!(002687)-(Pf-RU)-071223 
Artworks of primary package approved: / MaKeTbI nepBH'IHOH ynaKOBKH YTBep,KJJ:ettbI: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbt BTOpHIIHOH ynaKOBKH yTsepm,lleHbI: 07.12.2023 
PL aooroved: / JIB YTBep,KJJ:ett: 26.11.2025 
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API name/ HauMettoBattue A<l>C: Omeprazole / OMenpa30Jl Domperidone I LloMnepHJJ:OH 
INN /MHH: Omeprazole / OMenpa30Jl Domperidone I LloMnepHJJ:OH 
API manufacturer batch number / 

OME/00226 
0000125863,0000130822,0000123594 

HoMep cepuu npoHJBOJJ:HTeJJst A<l>C: & 0000133972 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHUHH FBTA00167 FBTH00002 & FBTH00005 
DpOHJBO,llHTeJIH f JI<J>: 
API Manufactured by, address & Vasudha Pharma Chem Limited, Unit-II, 
country/ Plot No. 79, Jawaharlal Nehru Pharma City, 
IlpouJBOJJ:HTeJib A<l>C, aJJ:pec u 

Srini Pharmaceuticals Ltd, Survey 
Thanam Village, Parawada Manda!, 

cTpatta: Anakapalli - 531 019, Andhra Pradesh, 
No.247, Choutuppal (V), 

India/ 
Nalgonda District, India/ 

Bacy,uxa <DapMa KeM J111M11Te.u, 
WpHHH <DapMaCblOTHKaJlC 11T .u, 

Y'laCTOK .N2 247, 4oyrrynn3Jl (B), 
TTpo113BO.UCTBeHHOe no.upa3,ueJ1eH11e - II, 

y'laCTOK .N2 79, L()KaBaxapJ1an Hepy ct>apMa 
OKpyr HanrOH)la, 11H!l11il 

C11T11, TxaHaM B11nna,u)K, TTapaBana 
MaH!laJl, AHaKanann11 - 531 019, AHnxpa 

TTpanew, 11H!lHil 
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 
HauMeHOBaHHe, a,llpec, JIHQeHJHH ,llJIH 63/RRIAP/96/F!R) I 
llpOHJBO,llCTBeHHast DJIOIQa,llKa / ,Ll-p l'e!l!lH • c Jla6oparnp11c JITn., I lpo113B0JJ:CTBeHHoe noJJ:pa3neneH11e-ll, 
IlJIOIQa,llKa KOHTpOJJH KaIJeCTBa / Y'laCTKH .N2 42p, 43, 44p, 45p, 46p, 53, 54 11 83, 6a4ynann11 B11nnaJJ:)K, 
IlJJoIQaJJ:Ka BbmycKa 6a4ynanJ111 MaHnan, Me.u'lan MaJ1Ka!l)KrHp11 L(11cTp111CT - 500090, wTaT 

TenaHraHa, 11H.UHil (J111ueH3Hil .N2 63/RR/ AP/96/F/R) 

Remarks : The Product confirms to ND/ 
Il HMe'laHue: TT O.UYKT COOTBeTCTByeT T e6oBaHHilM HL( 

Conclusion : APPROVED / 
3aKJIIOIJeuue: O)lOliPEHO 

Prepared by/ Checked by/ TTpoBepeHo: 
TTo.urornsneHo: A. Susmitha - Quality 
D.Latha - Quality control- control- Team Member 
Team Member ~ cg__ 
Date /,Uarn: 31-07-2026 Date /L(aTa: 31-07-2026 

Checked by (AQA) / 
TTposepeHo (AOK): 
Siva Sankaru Kummari -
Quality A u 
Member 

Approved by: Quality 
Assurance/ Authorized person / 
O.uo6peHo: O6ecne'leH11e 
KalJeCTsa/OTseTCTBeHHOe JlHUO: 
S. Haneef - Quality ssurance­
Team Member 
Date/LlaTa: 



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

CEPTH<l>HKAT AHAJIH3A 

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg/ 
IlpOAYKT: OMe3® ll,CP, (lloMnepHAOH+OMenpa30JI) KancyJibl C MOllHii>HU:HPOBaHHblM BblCB060iKL1eHHeM, 30 Mr+20 Mr 

Market/ PhlHOK : Russia/ Poccw, 

Batch No/ 
B2602056 

Batch Quantity / 1250000 caps / 

CepuH .N"2 
: 

O61>eM cepuu 
: 

1250000 KancyJJ 

Analytical Report No/ 
: 2002FP26001597 

Date of Analysis / 
: 30-07-2026 

AttaJIUTU'leCKHH OT'leT .N"! ll,aTa ananuJa 

Date of Manufacture / 
26-05-2026 

Date of Expiry / 
30-04-2029 

ll,aTa npOH3B0ACTBa 
: 

roAeH LIO 
: 

Mfg. License No./ 
Il pOH3B0LICTBeHHaH JIHU:eH3HH : 63/RR/AP/96/F/R MA number:/ HoMep PY : JlIT-.N2(002687)-(Pf-RU) 

.N"! 
Analysis performed according ND/ Ananu3 npoBeAeH no HD,: JIIl-.N"2(002687)-(Pr-RU)-071223 
Artworks of primary package approved: / MaKeTbt nepsuqnou ynaKOBKH yTsepiK,lleHbt: 07.12.2023 
Artworks of secondary package approved:/ MaKeTbt srnpuqnou ynaKOBKH yTsep:iKAeHht: 07.12.2023 
PL aooroved: / JIB yTBepiK,llen: 26.11.2025 
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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/02346-2025 dt. 25 September 2025) 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: «HacTOl!I.Q11M ll n01ITBep)l(llalO, 'ITO npI1Be11enHall Bb!We 11HqJOpMal.(11ll llBJll!eTCll LIOCTOBepHOH 
11 T04HOH. 3Ta cepHll npOAYKU1111 np0113Be11eHa (BKJII04al! ynaKOBKY (MapK11pOBKY) 11 KOHTpOJJb KalJeCTBa) Ha BblWeyKa3aHHOH 
np0113B0,llCTBeHHOH nJ101.Qa11Ke (nJJOI.Qa,llKax) B noJJHOM COOTBeTCTBl111 C Tpe6oBaHHl!M11 ITpaBl1J1 Ha,[\Jle)l(aI.QeH 
npoH3BOllCTBeHHOH npaKTHKl1 EBpa311ifcKoro JKOHOM111JecKoro co103a (.N2GMP/EAEU/RU/02346-2025 OT 25 cenrn6pl! 2025) 
11 Tpe6oBaHl151Ml1 KOHTPOJlll Ka4eCTBa JJeKapCTBeHHblX cpe,l\CTB, a TaK)l(e B COOTBeTCTBl111 co cneu11qi11KaU11llMl1, 
co11ep:)l<al.Ql1Ml1Cll B per11cTpau110HHOM llOCbe CTpaHbl-11MnopTepa. 3an11c11 no np0113B0llCTBY, ynaKOBKe 11 aHaJ1113Y nposepeHbl, 
11 ycTaHOBJleHO 11X COOTBeTCTBl1e Tpe6oBaH11llM ITpaBHJl Ha11J1e)l(aI.QeH np0113B0,llCTBeHHOH npaKTl1Kl1 Espa311HCKOro 
3KOHOM114eCKOro COI03a». 

Remarks : The Product confirms to ND/ 
Il HMe'lanue: IT onyKT COOTBeTCTB eT T e6osaHHllM HL{ 

Prepared by / 
ITonroToBJJetto: 
D.Latha - Quality control­
Team Member 

Date /Ll,arn: 31-07-2026 

Checked by/ ITposepeno: 
A. Susmitha - Quality 
control- Team Member 

Date /Ll,arn: 31-07-2026 

Checked by (AQA) / 
ITposepeno (AOK): 
Siva Sankaru Kummari -
Quality As · 
Member 

Date/ L{arn: 31-07-2026 

Conclusion : APPROVED / 
3aKJIIO'lenue: Oll,OliPEHO 
Approved by: Quality 
Assurance/ Authorized person / 
Ono6petto: O6ecne1Jen11e 
Ka4eCTBa/0TseTCTBeHHOe Jll11..(0: 
S. Haneef - Qualit A surance­
Team Member 

Date / )lam: 




