Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page1of8/Crp. 1 138

|Product:

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

| ‘
{TTpoaykr: Omez” ACP, kancyJsbi ¢ mogidniHpoBaHHbIM BbicBoboxaeHeM, 30 mr+20 mr
I

|Market / PoiHOK

: Russia/ Poccus

Batch No / Batch Quantity / 1250000 caps /
- R740314D .

Cepns Ne P B2403142 O6bem cepun © 1250000 xancyn
{ Analytical Repourt No/ . 2002FP24002307 Date of Analysis / . 28-09-2024
AHannTH4YecKuii oTyeT No Jara ananausa

Date of Manufacture / . 29.08-2024 Date of Expiry / . 31-07-2027
JlaTa nponszeoacrea TFoaen o

Mfg. License No. /

Mpoussoacreennan qnueHsus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIT1-Ne(002687)-(PT'-RU)
Ne

Analysis performed according ND / Anaan3s nposeges no H/I:

JITI-Ne(002687)-(PT-RU)-071223

S';{‘? / Test / Teer Result / PesyabTaTt Specification / Cneundukauns
1 Description / Onucanue Hard transparent colorless gelatin | Hard transparent colorless gelatin capsules

capsules size ] 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. /

»KENaTHHOBbIE
Karncybl
YEepHOTo

Taepasbie
OecuBeTHbIE
MapKHpPOBKOH

&
« Y DR. REDDY’S» Ha kpblieuke
Kancynabl W MapKHUpOBKOH KpacHOTro
ugera «OMEZ-DSR» nHa  kopnyce
KarcyJibl. Conepxxumoe KarncyJ:
chepuueckue  rmesuletel  Gemoro M
KOPHUYHEBOIO LIBETA.

nMpo3payHble
pasmepa | ¢
LBeTa

size 1 with a black imprint

Y

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

JKEJIATHHOBLIC
KariCcyJibl
YEPHOro

Teepasie
GecLiBeTHbIE
MapKHpPOBKOH

»

« “Y DR. REDDY’S» na KpbILIeYKe
KancyJjasl U MapKHpPOBKOH KpacHOTO LBETa
«OMEZ-DSR» Ha Kkopnyce Kancynsl.
ConepkuMmoe  Kancylr: chepuueckue
nenneTsl ot 6enoro no cepoparo-6enoro U
OT  KOpPUYHEBOrO [0 KEJTOBATO-
KOPWUYHEBOTO L(BETA.

Mpo3pauHble
pasmepa 1 ¢
LBETA

Remarks : The Product confirms to ND/
ITpumeuanune: [ponykr coorBeTcTBYET Tpeboanusam HJJ

Opinion : APPROVED
3akawuenune: OJOBPEHO

Prepared by / IloaroTosneHo:
CH. Prasad- Quality control- Team

Member Cga)

Checked by / TIposepeHo:
Latha. D - Quality control- Team

Member l g

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens
V. Prashanth- Quality Assurance- Team

Member ; 0

Print Date / Jlara: 29-09-2024

Print Date / data: 29-09-2024

Print Date / JlaTa: 29-09-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page2 of 8/ Crp. 2 n3 8

|Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoayxr: Omes® JCP, kancyabl ¢ MoandHUNPOBAHHBLIM BbICBOGOKAEH eM, 30 Mr+20 mr

Market / Poinok

: Russia / Poccus

| Batch No / Batch Quantity / 1250000 caps /

< R2403142 o
Cepug Ne : B2403i42 O0bem cepun © 1250000 xancyn
Analytical Repourt No / . 2002FP24002307 Date of Analysis / . 28.09-2024
AHajqnTHyecKnit ordeT Ne Jlara aHajn3a
Date of Manufacture / . 29-08-2024 Date of Expiry / . 31-07-2027
JlaTa nponsBoacTBa Tlonen no
Mfg. License No. /
ITpousBoacTBenHas auueHsusa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIT1-Ne(002687)-(PT'-RU)
Ne

Analysis performed according ND / Auanu3s nposeaen no H/L:
JIT1-Ne(002687)-(PI'-RU)-071223

2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
Naentudukauus the chromatogram of the sample | the chromatogram of test solution should
Omeprazole preparation correspond to retention times | comply with the retention times of
Domperidone / of Omeprazole and Domperidone peaks | omeprazole and domperidone peaks in the
Owmenpazon in the chromatogram of the standard | chromatogram of standard solution (section
HomnepunoH preparation under assay. / Bpemena | Assay). /  Bpemena  yaepxHBaHUS

yIOepXKUBaHHWS OCHOBHBIX [MUKOB Ha | OCHOBHBIX MUKOB Ha XpOMaTorpamme
XpOMaTOrpaMMe MCIbITYEMOr0 PacTBOPA | UCTIBITYEMOTrO pacTteopa IOJDKHBI
COOTBETCTBYIOT BpeMeHaM YAep)KUBaHHs | COOTBETCTBOBATE BPEMEHAM YAEPIKUBAHUS
NUKOB OMeMNpa3ofia W OOMIMEpHAOHa Ha | MHKOB OMENpas3ona M JOMIEPUAOHA Ha
XpOMaTorpaMMe CTAHIAPTHOrO PacTBOpa | XpoMaTorpaMme CTaHAAPTHOTO pacTBOpa
(pasmen «KonnuectBeHHoe | (pasgen «KonuuecreHHoe
OTpeaeneHue). OMpeAeneHHeEy ).

3 Average weight of the net 376.46 mg/ 376,46 mr 369.0 mg = 10 % (between 332.1 to 405.9
content / Cpeansisi macca mg) /
COEePKUMOro Kamncyna 369,0 mr + 10 % (ot 332,1 oo 405,9 mr)

4 Water content / 1.3% w/w / 1,3% wiw Not more than 4.0 % w/w / He Gonee 4,0 %
CopnepxaHue BOAbI

5 Uniformity of dosage units / OaHopoanocTh 703U POBAHHBIX ¢AMHHIL

Omeprazole / Omenpazon

Domperidone /
Jomnepuaon

9.7/9,7

4.8/4.8

Acceptance value (AV) should be less than
or equal to 150 / Tlokasarens
npuemnemoctd (AV) pomkeH ObITh He
Oonee 15,0.

Acceptance value (AV) should be less than
or equal to 150 / [Tlokazarensb
npuemnemoctd (AV) pnofmkeH OBITH He
6onee 15,0.

Remarks : The Product confirms to ND/
ITpumeuanne: IIponykT cooTBeTCTBYET TpebosaHuam HJT

Opinion : APPROVED
3axkmwuenue: OJJOBPEHO

Prepared by / IToarotosneHo:
CH. Prasad- Quality control- Team

Member @

Checked by / IlpoBepeHo:
Latha. D - Quality control- Team

Member ! g 3

Approved by: Manager/Executive /
OpnobpeHo: Menemxep / PykoBoaurens
V. Prashanth- Quality Assurance- Team

Member M‘w

Print Date / Jara: 29-09-2024

Print Date / lata: 29-09-2024

Print Date / Jlara: 29-09-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 3 of 8/ Crp.3 u3 8

|Product: Omez DSR, modified-release capsules, 30 mg+20 mg / I
MpoayxT: Omes™ JICP, kancysni ¢ MoanduuipoBaHHLIM BbICBOGomaeHnem, 30 mr+20 mr .

Market / Poinox : Russia / Poccus
Batch No / | Batch Quantity / 1250000 caps /
- R2403142 o
Cepus Ne S Obbem cepun © 1250000 kancyn
Analytical Repovrt No/ . 2002FP24002307 Date of Analysis / . 28-09-2024
AnanuTuyecknii oruer Ne JlaTa anannza
Date of Manufacture / . 29.08-2024 Date of Expiry / . 31-07-2027
Jlata npouspoacrsa Togen a0
Mfg. License No. /
IpouszBoacreennas anuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII1-N2(002687)-(PI'-RU)
Ne
Analysis performed according ND / Ananns nposeaen no H/I:
JITI-Ne(002687)-(PT-RU)-071223
6 Impurities / [Ipumecu
Omeprazole / Omenpazona: Omeprazole / Omenpazona:
Impurity 1 / npumecs | 0.01%/0,01% Not more than 0.50 % / He 6onee 0,50 %
Impurity 2 / npumecs 2 Not detected / 6 Not more than 0.50 % / He 6onee 0,50 %
Impurity 3 / npumecs 3 RN ¢ e Not more than 0.50 % / He 6onee 0,50 %
Impurity 4 / npumecs 4 0.03%/0,03% Not more than 0.50 % / He 6onee 0,50 %
Impurity 5 / npumecs 5 Less than LOQ (LOQ = 0.020%) / Hunke|Not more than 0.50 % / He Gonee 0,50 %
Domperidone / npenena KOJIHUECTBEHHOTO ONpeAeNneHns Domperidone / Jomnepuoona:
fomnepuodona: (TTKO = 0,020%) Not more than 0.50 % / He 6onee 0,50 %
Impurity A / npumecs A Not more than 0.50 % / He 6osee 0,50 %
Impurity B / npumecs B Less than LOQ (LOQ = 0.010%) / Huxe|Not more than 0.50 % / He Gonee 0,50 %
Impurity C/ npumecs C Npeiena KONMYECTBEHHOrO OMNpEaeneHUA | Not more than 0.50 % / He Sonee 0,50 %
Impurity D / npumecs D (ITKO = 0,010%) Not more than 0.50 % / He 6onee 0,50 %
Impurity F / npumecs F Not detected / He oBHapysKeHa Not more than 0.20 % / He 6onee 0,20 %
Any individual unidentified HE ObHapyeH Not more than 2.5 % / He 6onee 2,5 %
impurity / JIro6as Less than LOQ (LOQ = 0.014%) / Huxe
COUHHUYHAs npeaesia KONMMYECTBEHHOrO ONpeAeeHUs
HeUOeHTHULIMPOBAaHHAS (ITKO = 0,014%)
NpUMech
Total impurities / Not detected / He o6HapyxeHa
Cymma npumeceii 0.11%/0,11%
Less than LOQ (LOQ = 0.013%) / Huxe
npenenia KOJIMYECTBEHHOro OmnpeaeneHus
(TIKO = 0,013%)
Not detected / He oOHapy» eHa
0.1% /0,1%
Remarks : The Product confirms to ND/ Opinion : APPROVED
ITpumeuanue: Ilponyxr coorBetcTByeT Tpebopanusm HJ 3akmouenne: OJOBPEHO
Prepared by / [logrotorneHo: Checked by / ITpogepeno: Approved by: Manager/Executive /
CH. Prasad- Quality control- Team | Latha. D - Quality control- Team Onobpeno: Menemxkep / PykoBonureib

Member Member V. Prashanth- Quality Assurance- Team
@1@ L%ﬂ/_ Member \,M\O

Print Date / Jara: 29-09-2024 Print Date / ata: 29-09-2024 Print Date / Jlata: 29-09-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Page4of 8/ Crp. 4113 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
MpoayxTt: Omes® JICP, kaneyanl ¢ MoandHUNPOBAHHBIM BhicBoboKAeHIeM, 30 Mr+20 mr

Market / Poisiok

: Russia / Poccus

i 2
Batch No / . B2403142 Batch Quantity / ; 1250000 caps /
Cepusa Ne O6bem cepun 1250000 kancyn
Analytical Repovrt No/ . 2002FP24002307 Date of Analysis / . 28.09-2024
AHanuTHYecKKiH oTyeT Ne Jata anaansa
Date of Manufacture / . 29.08-2024 Date of Expiry / . 31-07-2027
JlaTa npou3BoACTBA I'omeH oo
Mfg. License No. /
IMpon3eoacreennas auuensns : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIIT-Ne(002687)-(PT'-RU)
No

JIT1-Ne(002687)-(PT-RU)-071223

Analysis performed according ND / Ananus nposeaen no H/:

7

Residual solvents/ OcTaTouHble OPraHU4ecKMe PACTBOPUTENH

a) Methanol /
Mertanon
b) Methylene chloride /

MeTtuneHxnopun

3 pg/caps / 3 mxr/kancyna

Not detected / He oOHapyskeHa

a) Not more than 1107 pg per capsule/
He 6onee 1107 mMkr Ha kancyny
b) Not more than 221 pg per capsule /

He 6onee 221 MKr Ha Karncyny

Dissolution / PacTrBopenne

a) Omeprazole /
Owmenpazon

i. Acid stage (0.1N
HCI)/
B 0,1 M pactBope
XJIOPUCTOBOAOPOAHO
W KUCTIOTBE

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

0%, 0%, 0%, 0%, 0%, 0%

93%, 8§9%, 88%, 87%, 93%, 88%

In a 0.1 M hydrochloric acid solution - not
more than 15 % of the [abel amount of
omeprazole (Cy7H;9N30;38) after 2 hours. /
B 0,1 M pacTBOpE XJIOpOBOAOPOAHOM
KHCNOThI — He GoJee 15 % ot
($aKTUUECKOro COREPKAHHA

omenpazona (Ci17H;9N3038) uepes 2 u.

In buffer pH 6.8 - not less than 70 % (Q) of
the lahel claim of nmeprazole
(Ci7H19N3058) after 30 minutes./

B 6ydepe pH 6,8 — He meHee 70 % (Q)

OT HOMUHAJIBHOTO COAEPKAHUS
omenpazona (C7H9N305S) yepes

30 muH.

Remarks : The Product confirms to ND/
Tpumevanne: [IpoaykT coorBercTBYET TpeboBaHusM HJJ

Opinion : APPROVED
3akmovenne: OJJOBPEHO

Prepared by / TTonrotroenexo:
CH. Prasad- Quality control- Team

Member w
l

Checked by / ITpogepeHo:
Latha. D - Quality control- Team

Member | E 3

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBoaurens
V. Prashanth- Quality Assurance- Team

Member W\Q

Print Date / Jlata: 29-09-2024

Print Date / Harta: 29-09-2024

Print Date / Jlata: 29-09-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Page50f8/Crp.5u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
[IpoayxT: Omes® JICP, kancyabl ¢ MoandHUIPOBAHRBIM BbicBOGOXkAeHeM, 30 MT+20 Mr

Market / Poinox

: Russia/ Poccus

Batch No /

Batch Quantity /

1250000 caps /

Jlara npousBoAcTBa

TIogen ao

. R2403142 .
Cepus No - B2403142 O6bem cepun © 1250000 xancyn
Analytical Repourt No/ . 2002FP24002307 Date of Analysis / . 28-09-2024
AHaJUTHYecKHni oTuer No JaTa aHanu3a
Date of Manufacture / . 20.08-2024 Date of Expiry / . 31-07-2027

Mfg. License No. /

Ne

IMpoussoacTBennan suunensus : 63/RR/AP/96/F/R

MA number:/ Homep PY

s JIT-Ne(002687)-(PT-RU)

JITT-Ne(002687)-(PT-RU)-071223

Analysis performed according ND / Anaau3 nposeaen no H/:

b) Domperidone /

JlomnepunoH

i. after 1 hour/uepe3 1 u

ii. after 4 hours/uepez 4 u

iii. after 8 hours / uepe3 8 u

iv. after 12 hours / uepe3
124

30%, 25%, 28%, 25%, 23%, 26%

62%, 56%, 58%, 56%, 51%, 57%

87%, 79%, 84%, 80%, 74%, 81%

100%, 92%, 98%, 93%, 86%, 93%

In 0.1M hydrochloric acid solution /

B 0,1 M pacTBOpe XJ0pOBOAOPOAHOI
KUCJIOTbI:

between 15 % and 40 % /ot 15 % no 40 %

between 30 % and 70 % / o1 30 % 10 70 %

between 55 % and 95 %/ or 55 % 10 95 %

not less than 70 % / ve menee 70 %

of the labeled amount of Domperidone
(C22H24CINsQO3) / 0T HOMHUHANBLHOTO
coeprKanms OMIEepUIOHa

(C22H24CINsOy)
9 |Assay / KonuuecTBennoe onpeaenenne
A. Omeprazole / 19.70 mg / 19,70 mr A. From 180mg to 220mg of
Owmenpazon (98.5% / 98,5%) C7HsN30sS (Omeprazole) per

capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mMr gmo 22,0wmr
Ci17HsN;0sS (omemnpazon) B Kkancyfe
(o1 90,0 mo 110,0 % OT HOMHHANBLHOFO
coOepaHus).

Remarks : The Product confirms to ND/

Ipumeuanue: [Ipoagykr coorseTcTByeT TpeboBaHusm HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

i

p

Prepared by / [loaroTosneHo: Checked by / IIpoeepeHo: Approved by: Manager/Executive /
CH. Prasad- Quality control- Team | Latha. D - Quality control- Team Onobpeno: Menemxkep / PykosoaouTens
Member Member V. Prashanth- Quality Assurance- Team

Member

LI

Print Date / Jata: 29-09-2024

Print Date / JaTta: 29-09-2024

Print Date / JlaTa: 29-09-2024




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAJIM3A

Page 6 of 8/ Crp. 6113 8

I]Pl'oduct: Omez DSR, modified-release capsules, 30 mg+20 mg /

Tpoayxt: Omes™ JCP, kancyasl ¢ MoandiuIpoBAHHLIM BbicBoGOKAeHIIeM, 30 mr+20 mr

Market / PbiHok

: Russia / Poccus

Batch No / A Batch Quantity / 1250000 caps /
: B2403142 :
Cepusa Ne O0bem cepnn 1250000 kancyn
Analytical Report No / . 2002FP24002307 Date of Analysis / . 28-09-2024
AHanuTnueckuii oTuer No JlaTa ananu3a
Date of Manufacture / Date of Expiry / n
: 29-08-2024 : 31-07-2027
JlaTa npou3BOACTBA T'ogen no
Mfg. License No. /
IMpoussoacTBeHHas anuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JITI-Ne(002687)-(PI'-RU)
Ne

JITT-Ne(002687)-(PI'-RU)-071223

Analysis performed according ND / Anaau3 nposeaen no H/:

B. Domperidone / 30.13 mg /30,13 mr B. From 27.0 mg to 33.0 mg
HomnepunoH (100.4% / 100,4%) C»nH2CINsO>  (Domperidone)  per
capsule (90.0 to 110.0 % of the label
claim) / Or 27,0mr no 33,0wmr
C22H2CINsOs (roMmepuaoH) B
kancyne (ot 90,0 mo 110,0% ot
HOMHHAJLHOTO COAEPIKAHH).
10 |Microbial limits / MukpoGnonornueckas 4uMcrora
a) Total aerobic microbial Less than 10 CFU/g / a) Not more than 10° CFU/g/
count / Obiee uncio Menee 10 KOE/r He 6onee 10° KOE/r
a3pOOHbIX
MHKPOOPraHU3MOB
b) Total combined yeasts Less than 10 CFU/g / b) Not more than 10> CFU/g /
and mould count / Meuee 10 KOE/r He 6onee 102 KOE/r
Obwee uncno
IOpPOMOKEBBIX U
TUIeCHEBBIX 'pUOOB
¢) E. coli Absentin 1 g/ ¢) Shall be absent in 1g/
OrcyTcTByeTB 1 T Orcyrcreue B 1 r
11 Package / YnakoBka 10  capsules in a (PVC/AI/PA)|[10 capsules in a (PVC/AI/PA)
foil/aluminum foil blister. 3 blisters and | foil/aluminum foil blister. 1, 3, §, 10
patient information leaflet (package | blisters and patient information leaflet
insert) in a carton. / ITo 10 kancyn B | (package insert) in a carton. / Ilo 10
6nuctepe us (IIBX/AJI/TIA) donsru / | kancyn B 6Gancrepe uz (IIBX/AJITIA)
amomuHueBol onsru. Mo 3 Gnucrepa | donbru / amomuHueroit goseru. Ilo 1, 3,
BMeEcCTE c HHCTpYKLIMEH no | 8, 10 6iKcTepoB BMECTE C MHCTPYKUKEH NO
MEIHLMHCKOMY MPUMEHEHHIO (JTMCTKOM- | MEAMLIMHCKOMY MPHUMEHEHHIO (JIMCTKOM-
BKJIA[bILIEM) B NAUKY KAPTOHHYIO. BKJIAJbIILIEM) B [TAYKY KAPTOHHYIO.

* Limits in this specification are shelf-life. When a product is released, it is tested according to the release specification, so
more stringent limits may be specified in the certificate of analysis.

Remarks : The Product confirms to ND/
IIpumedanue: [IpoayxTt coorBeTcTBYET TpebGoBanusm HI

Opinion : APPROVED
3akaouenne: OJOBPEHO

Prepared by / TTogroroeneno:
CH. Prasad- Quality control- Team
Member

Checked by / I1poeepeHo:
Latha. D - Quality control- Team

Member ! g

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoauTens
V. Prashanth- Quality Assurance- Team
Member

Print Date / lata: 29-09-2024

Print Date / Jara: 29-09-2024

Print Date / Jata: 29-09-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Page 70f 8/ Crp. 7n3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes* ACP, kancynsl ¢ MoAKGIUIIPOBAHHBIM BbICBOGOKAeHIeM, 30 Mr+20 Mr
Market / PoiHOK : Russia/ Poccun

1 7 ’)
Batch No / . B2403142 Batch Quantity / : 1250000 caps /
Cepna Ne Oonem cepunl 1250000 kancya
Analytical RepOJ't No/ . 2002FP24002307 Date of Analysis / . 28-09-2024
AHAJIHTHYEeCKHH oTdeT No JlaTa ananu3a
Date of Manufacture / . 29.08-2024 Date of Expiry / . 31-07-2027
JlaTa npon3BOACTBA TI'onen no
Mfg. License No. /
Ipoussoacreennas iuuensun : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIIT-Ne(002687)-(PT'-RU)
Ne
Analysis performed according ND / Anaans nposeaen no H/:
JITT-Ne(002687)-(PT'-RU)-071223

* — HOPMBbI B cleLM$UKALMN NPSACTABJIEHbl HA CPOK rofHocTH. [Ipy BeiNyCKe Mpenapar MpOBEPSETCA B COOTBETCTBUM CO
crieurdukaumeil Ha BBINYCK, MOTOMY B cepTU(MKaTe aHanM3a Ha npenapat MoryT ObITh yka3aHbl 00Jlee CTPOTHE HOPMBI,

YEM B HaCTOALLEM HOPMATHBHOM JOKYMEHTE MO KAHECTBY.

API name / Haumenosanse APC: Omeprazole / Omenpazon Domperidone /JomneplaoH
INN / MHH: Omeprazole / Omenpason Domperidone / JJoMmnepuaoH
API manufacturer batch number / 0000118176, 0000118175
Homep cepuu npoussogurens ADC: OME/00224

FP Manufacturer API Batch number /

Homep cepun cyGcTaHumumn FBRAO00324 FBRH00022
npoussoauteas I'JId:

API Manufactured by & country / Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India /
Ilpoussoantens ADC, crpana: Lpunn @apmacerotukanc JIta, Mnaus Bacynxa ®apma Kem JIta, Maaus

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.
HaumeHoBanue, agpec, JTULEH3UA 1J51 63/RR/AP/96/F/R) /

ITpon3BoacTBeHHAS MIOLIAAKA / H-p Penaw'c JIaGopatopuc JIta., [IpousponcteenHoe nogpasneneHue-ll,
Ilaomaxka KOHTPOJIsI KavecTBa / VYuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu Bunnamxk,
IInomaaka BeIMycKa Bauynannu Maunpan, Meayan Mankamkrupu Juctpukt - 500090, wrat

Tenanrana, Mugusa (Jluuenzus Ne 63/RR/AP/96/F/R)

Dcclaration of certification: «I hereby certify that the above information is authentio and acourato. This batoh 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 importing
country. Production, packaging and testing records are verified and their compliance with Good Manufacturing Practice of
the Eurasian Economic Union is established».

3akiiouenue o coorsercTBuM: «HacToAwum s MoATBepkAalo, 4YTO NpPUBEAEHHAs Bbllle HHGOpPMALMA ABASETCS
JOCTOBEPHON ¥ TOYHOM. DTa cepus NMPOAYKLMH NpoU3BefeHa (BK/IOYAs yIAKOBKY (MapKUpOBKY) U KOHTPOJb KadecTBa) Ha
BLILIEYKA3aHHONW NpOM3BOACTBEHHON mniowanke (miowankax) B [ONHOM COOTBETCTBMM ¢ Tpebosanuamu Ilpasun
Haanexauleit TpOW3BOACTBEHHON NpakTHkK EBpasuiickoro akoHomuueckoro corosa (Ne GMP/EAEU/RU/00573-2022 ot 23
ceHTa6ps 2022) u TpeOOBaHUAMMU KOHTpPOJIE KauecTBa JIEKAPCTBEHHBIX CPEACTB, @ TakKke B COOTBETCTBUM €O

Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanmne: [Ipoaykt coorBercTByeT TpeboraHusM HIL 3akaovenne: ONOBPEHO

Prepared by / [ToarotosneHo: Checked by / IIpoepeHo: Approved by: Manager/Executive /
CH. Prasad- Quality control- Team | Latha. D - Quality control- Team Ono6peno: Menemxkep / PykoBoaurens
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Page 8of 8/ Crp.8mu3 8
|

|Product: Omez DSR, modified-release capsules, 30 mg+20 mg / |
[MpoayxT: Omes®™ JICP, kancyaibl ¢ MoandniUuPOBaHHBLIM BhicBoGoAAeH1IeM, 30 MT+20 M !

Market / Prinox : Russia / Poccus

i 2
Batch No / . B2403142 Batch Quantity / 5 1250000 caps /
Cepusi No O0Bem cepHi 1250000 kancyn
Analytical Repovrt No/ . 2002FP24002307 Date of Analysis / . 28-09-2024
AHaJuTHYecKui oTueT No JlaTa ananusa
Date of Manufacture / . 29.08-2024 Date of Expiry / . 31-07-2027
JlaTa npon3BoaCTBA Togen no
Mfg. License No. /
TNpousBoacTBeHHAn Juuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT'-RU)
No
Analysis performed according ND / Ananus nposesen no HJI:
JITI-Ne(002687)-(PT'-RU)-071223

crieLMbUKALHUAMH, CONEPIKALIMMHUCS B PETMCTPALIHOHHOM A0ChE CTPAaHBI-MMNOPTEPa. 3aMicK Mo MPOH3BOACTBY, YMAKOBKE H
aHAJIM3Y TPOBEPEHbl, M YCTAHOBIEHO MX COOTBETCTBUE TpebOBaHMAM IlpaBui Hajnexawed MPOM3BOACTBEHHON MpPaKTHK

EBpa3HﬁCKOFO 3KOHOMHUYECKOTO COHO3a».

Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumeuanue: [Mponykt coorBeTcTBYET TpeboBaHuam HJL 3akuouenne: OJJOBPEHO
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