Dr. R;eddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page1 of 8/ Crp. 1 u3 8

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

Hpoaykt: Omes® [ICP, kancyabl ¢ MoaudHIHPOBAHHLIM BhicBoGo:kaeHHeM, 30 Mr+20 mr

Market / PoiHOK : Russia / Poccus

Batch No / . B2500138 Batch Quantity / . 1250000 caps /
Cepus Ne ) O0nem cepun © 1250000 xancyn
Analytical Repo“rt No/ . 2002FP25000096 Date of Analysis / . 31-01-2025
AHanurndecknii oTuer Ne JlaTa ananmn3za

Date of Manufacture / . 12-12-2024 Date of Expiry / . 30-11-2027
JlaTa Npon3BOACTEA T'ogen no

Mfg. License No. /

HpouseoacTBeHHas nuuen3usa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI-RU)
Ne

Analysis performed according ND / Ananu3 nposeaen no HJI: JITI-No(002687)-(PI'-RU)-071223

S.No/

N Test / Tect

Result / Pe3yabTar

Specification / Cnenudukxanus

1 Description / Onncasue

Hard transparent colorless gelatin
cap§ules 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. /

Trepipie
GecLBeTHBIE KalCyJIBI
MapKHpPOBKOH YEPHOro

.
« Y DR. REDDY’S» ua KpBILIEYKE
Kalcynsl ¥ MapKUpPOBKOH KpacHOro
useta «OMEZ-DSR» Ha Kkopmyce
KarcyJbl. Cozepxxumoe Karcyn:
chepuyeckue  MeJUIETHl  0€IOro U
KOPUYHEBOTO LIBETA.

JKENIATUHOBBIE  IPO3payHBIE
pasmepa 1 ¢
LBeTa

Hard transparent colorless gelatin capsules
size 1 with a black imprint

n 7Y 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./  ~

Toopavio
OecLBETHEIC
MapKHUPOBKOM

Y

« “Y DR. REDDY’S» Ha KpBIIICYKE
Kancynsl 4 MapKHUpOBKO# KpacHOTO IIBeTa
«OMEZ-DSR» Ha KopIyce€ KancyJsl
Conepkumoe  Kamcynm:  chepuueckue
MeJUTETHl OT Genoro o cepoBaro-6enoro u
OT  KOPUYHEBOrO0 OO  JKENTOBATO-
KOPUYHEBOTO I[BETA.

JCOTNOTHIIODLIO
KATICYJIbI
YepHOro

HIPOJParIILIo
pazmepa 1 ¢
1BeTa

Remarks : The Product confirms to ND/
ITpumeuanue: [Iponykr coorBercTByeT TpeboBanusam HJT

Opinion : APPROVED
3axmouyenne: OJJOBPEHO

Prepared by / ITonroroesneHo:
D. Latha- Quality control- Team

Member L&L

Checked by / IIpoBepeno:

K.V.V. Satyanarayana - Qualit
control- Team Member /Lé

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoourens
V. Prashanth - Quality Assurance- Team

Member mM.O

Print Date / Hata: 31-01-2025

Print Date / [ara: 31-01-2025

Print Date / [lata: 31-01-202%




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page2 of 8/ Crp.2 uz 8

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

Ipoaykt: Omes® ICP, kancyJibl ¢ MoanduuHpoBaHHbIM BhicBOGoXkaeHHeM, 30 Mr+20 mr

Market / Poinok : Russia / Poccus

Batch No / - B2500138 Batch Quantity / . 1250000 caps /
Cepnsa Ne ) O6bem cepuu * 1250000 xancyn
Analytical Repo“rt No/ . 2002FP25000096 Date of Analysis / . 31-01-2025
AHanuTH4YecKnii oTdeT No Jarta anaauza

Date of Manufacture / . 12-12-2024 Date of Expiry / . 30-11-2027
JlaTa npou3BoacTBA T'ogen oo

Mifg. License No. /

IlpousBoacTeennas guuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT-RU)
Ne

Analysis performed according ND / Ananu3 nposegen mo HJI: JITT-Ne(002687)-(PT-RU)-071223

2 Identification /
NnenTuduxanus
Omeprazole
Domperidone /
Owmernpazon
Homnepunon

The retention times of the main peaks in
the chromatogram of the sample
preparation correspond to retention times
of Omeprazole and Domperidone peaks
in the chromatogram of the standard
preparation under assay. / BpemeHna
YIOCPKHBaHHUS OCHOBHBIX IIMKOB Ha
XpOMaTOrpamMMe HCIBITYEMOTO PacTBopa
COOTBETCTBYIOT BpeMeHaM yIep KHUBaHHsA
TIMKOB OMeNpa3ona M JOMIEpHIOHA Ha
VPOMATOTPAMME CTAHJAPTHOTD PACTROPA

The retention times of the main peaks in
the chromatogram of test solution should
comply with the retention times of
omeprazole and domperidone peaks in the
chromatogram of standard solution (section
Assay). / BpeMeHa  yIepikuBaHHUA
OCHOBHBIX THKOBE Ha XpOMaTorpamme
HCHEBITYEMOTO pacrBopa JIOJDKHBI
COOTBETCTBOBAThH BPEMEHaM yIACPIKHBAHHS
MUKOB OMENpasofia M IOOMIEpHOOHA Ha
YPOMATOIPAMME  CTARAPTHOTN  PACTROPA

(pazmen «KonuyecteenHoe | (pasgen «KonuuecTeeHHOE
OTIPEHCIICHHUE). ONIPEHEIICHHUEY ).

3 Average weight of the net 369.20 mg / 369,20 mMr 369.0 mg + 10 % (between 332.1 to 405.9
content / CpegHsist Macca mg) /
COEPKUMOr0 KamcyJi 369,0 mr + 10 % (ot 332,1 mo 405,9 mr)

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

CoaepxaHue BOABI
5 Uniformity of dosage units / OgHopoaHOCTEL 103MPOBAHHBIX eXMHHUILL

Omeprazole / Omenpazon

Domperidone /
Homniepunon

7.6/76

9.7/9,7

or equal to 150 /

6onee 15,0.

or equal to 150 /

Gounee 15,0.

Acceptance value (AV) should be less than
ITokazarens
npuemiieMoctd (AV) nomkeH OBITE He

Acceptance value (AV) should be less than
[Tokasarens
npuemneMoctd (AV) nomkeH OBITE He

Remarks : The Product confirms to ND/
Hpumeuanne: Iponykr coorBercrryeT Tpebopaumsam HII

Opinion : APPROVED
3aknwuenne: OJJOBPEHO

Prepared by / IloarorosieHo:
D. Latha- Quality control- Team

Member

-

Checked by / IIposepeHo:
K.V.V. Satyanarayana - Quality

control- Team Member d/’

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

Member 9

Print Date / Tata; 31-01-2025

Print Date / lata: 31-01-2025

Print Date / Jlata: 31-01-3025




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A
Page3 of 8/ Crp.31u3 8
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IIpoaykr: Omes® JICP, KancyJibl ¢ MOAH(GHIHPOBAHHBIM BbICBOOOKACHHEM, 30 Mr+20 mr
Market / Poinox : Russia / Poccus
Batch No/ . B2500138 Batch Quantity / : 1250000 caps /
Cepns Ne O6beM cepuu 1250000 kancyn
Analytical Repourt No/ : 2002FP25000096 Date of Analysis / . 31-01-2025
AHanuTnyecknii oTyeT No Jarta anananza
Date of Manufacture / . 12-12-2024 Date of Expiry / . 30-11-2027
Jlara npousBoacTBa I'ogen o
Mfg. License No. /
IIponspoacrBenHas aunensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI-RU)
Ne
Analysis performed according ND / Ananus nposeaen no HJI: JITI-Ne(002687)-(PI'-RU)-071223
6 |Impurities / Ipnmecn
Omeprazole / Omenpazona: . Omeprazole / Omenpaszona:
Impurity 1/ npumecs | Not detected / He obHapyxeHa Not more than 0.50 % / He 6onee 0,50 %
Impurity 2 / npumecs 2 Not detected / He oOHapyxeHa Not more than 0.50 % / He 6onee 0,50 %
Impurity 3 / npumecs 3 0.02% / 0.02% Not more than 0.50 % / He 6onee 0,50 %
Impurity 4 / npumecs 4 N;)t detect;d/ He o6HApyKeHa Not more than 0.50 % / He 6onee 0,50 %
Impurity 5 / npumecs 5 Not more than 0.50 % / He 6onee 0,50 %
Domperidone / Less than LOQ (LOQ = 0.010%) / Huke Domperidone / Jomnepuoona:
| Jomnepudona: Npeneiaa KOJIMYCCTBCHHOIO OIIPENIeNeHUs | Not more than 0.50°% / He Gonee 0,50 %
Impurity A / npumecs A (IIKO =0,010%) Not more than 0.50 % / He 6onee 0,50 %
Impurity B / mpumecs B Not more than 0.50 % / He 6onee 0,50 %
Impurity C / npumecs C 0.04% / 0,04% Not more than 0.50 % / He 6onee 0,50 %
Impurity D / npumecs D Not more than 0.50 % / He 6onee 0,50 %
Impurity F / npumecs F Not detected / He 06Hapyxena Not more than 0.20 % / He 6oinee 0,20 %
Any individual unidentified |Not detected / ne o6Hapyxena Not more than 2.5 % / He 6onee 2,5 %
impurity / JIrobas
eAUHHYHAs
HeunenTuduimporansas  |0-16%/0,16%
fll.p m;le.m’ ities / Less than Limit of Detection (LOD =
otal impurities - 0.004%) / Hmxe mpemena o0HapykeHUs
Cymma npumeceit (TTO = 0,004%)
Not detected / He o6HapyxeHa
0.2% /0,2%
7  |Residual solvents/ OcTaTouHble OpraHu4ecKne pacTBOPUTEIH

Remarks : The Product confirms to ND/
IIpumeuanue: IlpoaykT coorBeTcTBYeT TpeOGoBanmsim H]I

Opinion : APPROVED
3axkmouenune: OJJOBPEHO

Prepared by / IloaroroeneHo:
D. Latha- Quality control- Team

Member g

Checked by / IIpoeepeHo:
K.V.V. Satyanarayana - Quality
control- Team Member

—Member

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoauteins
V. Prashanth - Quality Assurance- Team

g

Print Date / Jlata: 31-01-2025

Print Date / Hara: 31-01-2025

Print Date / Jlata: 31-01-20%5




Dr. ﬁeddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOUNKAT AHAJIN3A

Page 4 of 8/ Crp.4m3 8

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

Ipoaykr: Omes® ICP, kancysni ¢ MoguGuIHPOBAHHBIM BEIcBoGoKIeHHeM, 30 Mr+20 mMr

Market / PuiHoK : Russia / Poccns

Batch No / . B2500138 Batch Quantity / . 1250000 caps /
Cepnsa Ne ) O61pem cepun * 1250000 xancyn
Analytical Repourt No/ : 2002FP25000096 Date of Analysis / . 31-01-2025
AnaauTnyeckuii oTyer No Jata anasmsza

Date of Manufacture / . 12-12-2024 Date of Expiry / . 30-11-2027
JlaTa npou3BOACTBA T'ogen no

Mfg. License No. /

IIpousBoacrBenHas anuensust : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI'-RU)
No

Analysis performed according ND / Anajau3 nposeaen o HJI: JITT-Ne(002687)-(PT-RU)-071223

a)

b)

Methanol /
Mertanon

Methylene chloride /
Merunenxnopug,

5 pg/capsule / 5 mxr/kancyna

Not detected / He o6HapyxeHa

Not more than 1107 pg per capsule /
He 6onee 1107 MKr Ha Karcyny

a)

Not more than 221 pg per capsule /
He 6onee 221 Mkr Ha Kancyny

b)

Dissolution / PacTBopenue

a) Omeprazole /
Owmemnpason
i. Acid stage (0.IN 1%, 1%, 4%, 1%, 1%, 1% In a 0.1 M hydrochloric acid solution - not
HCl)/ more than 15 % of the label amount of
B 0,1 M pactBope omeprazole (C17HisN3058) after 2 hours. /
XJIOPUCTOBOJOPOAHO B 0,1 M pactBOpe XJ10pOBOAOPOAHOMH
U KUCJIOTHI KUCHOTHI — He 6onee 15 % ot
(pakTHYEeCKOro ComepaHus
omernpazona (C17H19N30:S) uepes 2 4.
ii. Buffer stage (pH 6.8
phosphate buffer) / 94%, 96%, 96%, 93%, 93%, 94% In buffer pH 6.8 - not less than 70 % (Q) of
B 6ydepe pH 6,8 the label claim of omeprazole
(C17H15N30:;8) after 30 minutes./
B 6ydepe pH 6,8 — ve menee 70 % (Q)
OT HOMHUHAJIBHOTO COIEPKaHUS
omemnpazona (Ci7H1sN3038S) uepes
30 muH.
b) Domperidone / In 0.1M hydrochloric acid solution /

HomnepunoH

B 0,1 M pactBope XJI0pOBOIOPOIHOI

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykT coorBeTcTBYeT TpeboBaHusam HIT

Opinion : APPROVED
3akmouenue: OJOBPEHO

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

Lo

Checked by / ITposepeHo:

K.V.V. Satyanarayana - Quality
control- Team Member

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

Member
Ay

Print Date / Tata: 31-01-2025

Print Date / lata: 31-01-2025

Print Date / Jata: 31-01-2025




Dr.ﬁeddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Page Sof 8/Crp.5u3 8

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

Mpoayxr: Omes® ICP, kancynwl ¢ MoauHUIHPOBAHHLIM BhICBOGOKAeHHEM, 30 Mr+20 mr

Market / Poinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepun Ne : B2500138 O61bem cepun * 1250000 kancyn
Analytical Repo“rt No/ . 2002FP25000096 Date of Analysis / . 31-01-2025
AHaauTudecknii oTdyet Ne JlaTa anannsa

Date of Manufacture / . 12-12-2024 Date of Expiry / . 30-11-2027
JlaTa npousBoacTBa T'open no

Mifg. License No. /

IpouseoacTBeHHan JuneH3us : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI™-RU)
Ne

Analysis performed according ND / Anaans nposegen mo H; JITI-Ne(002687)-(PI'-RU)-071223

i. after 1 hour/uepe3 1 u

ii. after 4 hours / uepes 4 u

iii. after 8 hours / uepe3 § u

after 12 hours / yepes
124

iv.

24%, 26%, 23%, 27%, 24%, 25%

59%, 62%, 59%, 65%, 61%, 61%

81%, 84%, 83%, 87%,87%, 86%

90%, 92%, 91%, 93%, 97%, 93%

KHCJIOTEIL:

not less than 70 % / He menee 70 %

of the labeled amount of Domperidone
(C22H24CIN5O5) / 0T HOMHHAIEHOTO
COAEPKAHUA JOMIIEPHIOHA

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

between 30 % and 70 % / ot 30 % 10 70 %

between 55 % and 95 % / ot 55 % no 95 %

(C22H24CIN;sOz)
9 |Assay/ KosntuecTBeHHOe onpeaeieHue
A. Omeprazole / 19.50 mg / 19,50 mr A. From 180mg to 220mg of
Owmenpazon (97.5%/ 97,5%) C17H19N305S (Omeprazole) per

capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mMr mo 22,0 wmMr
Ci17Hi9N30sS (oMenpason) B xamcyine
(ot 90,0 o 110,0 % oT HOMUHANBLHOTO

COmepIKaHus).

Remarks : The Product confirms to ND/

IIpumeuanne: IIpogykt cooTBeTcTBYeT TpeGOBanmsamM HJT

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / IloaroTopneHo:
D. Latha- Quality control- Team

Member l——%ﬁ/

Checked by / Ilporepeno:
K.V.V. Satyanarayana - Quality
control- Team Member

Approved by: Manager/Executive /
Opnobpeno: Menemxkep / PykoBoaurensb
V. Prashanth - Quality Assurance- Team

Member
iy

Print Date / lata: 31-01-2025

Print Date / Tara: 31-01-2025

Print Date / Jlata: 31-01 -202§
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Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS
CEPTUPNKAT AHAJIM3A

Page 6 of 8/ Ctp. 6 3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoayxr: Omes® JICP, kancysibl ¢ MOAHGHIMPOBAHHBIM BbicBoGokAeHHEM, 30 MI+20 Mr

Market / PoiHOK : Russia/ Poccus

Batch No / . B2500138 Batch Quantity / . 1250000 caps /

Cepusa Ne ) O6bem cepun 1250000 karncy
Analytical Repovrt No/ . 2002FP25000096 Date of Analysis / . 31-01-2025
Ananurndyecknii ordet Ne JlaTa ananu3a

Paooliviangacturey £ 12-12-2024 Date of Expiry / : 30-11-2027

JlaTa npou3BoacTBa TI'ogen oo

Mfg. License No. /

IlpousBoacTBenHast auuen3na : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI-RU)
Ne

Analysis performed according ND / Auann3 nposegen mo HJI: JIIT-Ne(002687)-(PT-RU)-071223

B. Domperidone /
HomnepunoH

29.53 mg /29,53 Mr
(98.4% / 98,4%)

B. From 27.0 mg to 33.0mg
C2oH24CINsO,  (Domperidone) per
capsule (90.0 to 110.0 % of the label
claim) / Or 27,0mr mo 33,0mr
C22H24CINsO; (momnepunoH) B
karncyne (or 90,0 mo 110,0% or
HOMMHANBHOTO CONEPIKaHUS).

10 |Microbial limits / MukpoGnonoruyeckas 4UCTOTA

a’pobHBIX
MHKPOOPTaHH3MOB

and mould count /
Oo01ee yucno
JPONCOKEBEIX U
TUTECHEBBIX TPHOOB

a) Total aerobic microbial
vount / OCwee unuiu

b) Total combined yeasts

Less than 10 CFU/g /
Menee 10 KOE/

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

a) Not more than 10° CFU/g /
I Guuee 10 KOL/A

b) Not more than 10 CFU/g /
He 6onee 102 KOE/r

¢) E. coli Absentinl g/ ¢) Shall be absentin 1g/
OrcyrcTByeTB 1 1 OrcytcrBue B 1 r
11 | Package / Ynakoeka 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, 8, 10

patient information leaflet (package
insert) in a carton. / ITo 10 kamcyn B
6nucrepe u3 (IIBX/AJI/TIA) donsru /
amoMunueBoit ¢oseru. ITo 3 Gmucrepa
BMecTe c HHCTPYKLHEH o
MEIUIHCKOMY TPHMEHEHHIO (JIMCTKOM-
BKJIaJIBIIEM) B MAYKY KaPTOHHYIO.

blisters and patient information leaflet
(package insert) in a carton. / ITo 10
kancyn B Omucrepe u3 (IIBX/AJIIIA)
¢oseru / amomununeroid doneru. Ilo 1, 3,
8, 10 6nucTepoB BMECTE C HHCTPYKLMEH 1O
MEIUIUHCKOMY [PUMCHEHHIO (JIUCTKOM-
BKJIAIBIIIIEM) B IA4Ky 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/
TIpumeyanue: [Iponykt coorBercTByeT Tpeboranusm HJI

Opinion : APPROVED
3axmoyenune: OJOBPEHO

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

2

Checked by / IIpoeepeno:
K.V.V. Satyanarayana - Quality
control- Team Member

Approved by: Manager/Executive /
Opobpeno: Menemkep / PykoBoautens
V. Prashanth - Quality Assurance- Team

Member 9

Print Date / Jata: 31-01-2025

Print Date / Jlata: 31-01-2025

Print Date / Nata: 31-01-2025 '
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Dr.Reddy’s Qs
CERTIFICATE OF ANALYSIS
CEPTHO®UNKAT AHAJIU3A

Page 70f 8/ Crp. 7u3 8

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

Mpoayxr: Omes® JICP, kancyanl ¢ MoauHIUPOBAHHLIM BEICBOGONKAeHHeM, 30 Mr+20 Mr

Market / PeiHok : Russia/ Poccust

Batch No / . B2500138 Batch Quantity / . 1250000 caps /
Cepus Ne ’ O6bem cepun © 1250000 kancyn
Analytical Repourt No/ . 2002FP25000096 Date of Analysis / . 31-01-2025
AnanuTuueckmii oTuet Ne Jara ananuza

Date of Manufacture / . 12-12-2024 Date of Expiry / . 30-11-2027
JlaTa npou3BOACTBA Toxen o

Mfg. License No. /

IlponsBoacTBeHHAasi Juuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI-RU)
Ne

Analysis performed according ND / Ananus nposeaen o HJI: JITI-Ne(002687)-(PT-RU)-071223

* — HOPMEI B cneund)mcauun NpeACTaBJI€HEl Ha CPOK IOJHOCTH. HpI/I BBIITYCKE MNPCHapaT NpOBCPACTC B COOTBETCTBUU CO
cneumbnxaunei/i Ha BBINYCK, IIO3TOMY B cep'm(anaTe aHali3a Ha npenapar MoryT OEITE YKa3aHBI Gonee CTpPOruc HOpPMEHEI,
9Y€M B HaCTOALIEM HOPMAaTUBHOM JOKYMEHTE MO KAYECTBY.

API name / HanumenoBanue A®C: Omeprazole / OMenpazon Domperidone /JJoMnepunoH
INN / MHH: Omeprazole / Omenpazon Domperidone / JloMnepunox
API manufacturer batch number /

OME/00424 0000118305

Homep cepun npoussogntenst A®C:

FP Manufacturer API Batch number /

Howmep cepuu cy0cTaHIMH FBRA00498 FBRH00034
upomspoanrean DJIP:

API Manufactured by & country / Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India /
IIpoussoaurtens A®C, crpana: IIpunu ®apmaceiotukaic Jita, Muaus Bacynxa ®apma Kem JItn, MHans

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.
HaunmMeHoBaHHe, axpec, THUEHIUS I 63/RR/AP/96/F/R) /

IlpousBoacTBeHHas1 NJIOLIAAKA / H-p Pennu’ ¢ JTaboparopuc JIta., IlpouzsoacreeHHoe noapasaenexue-11,
ILnowmaaxa KOHTpOJIst KadecTBA / Vwyacrku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynaiwm Bumnamxk,
Ilnomaaka BeIMycKa Bauynanmi Mangan, Menuan Mankamxrupu Juctpukt - 500090, mrat

Tenanrana, Muaus (JInuensus Ne 63/RR/AP/96/F/R)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance
with the GMP requirements of the Eurasian Economic Union (No GMP/EAEU/RU/00573-2022 dt. 23 September 2022) and
requirements to the medicinal quality and with the specifications in the Marketing Authorization dossier of the importing
country. Production, packaging and testing records are verified and their compliance with Good Manufacturing Practice of
the Eurasian Economic Union is established».

3akmouyenue o coorsercTBuu: «HacrogmuM s mnoOATBEpKNAl0, YTO INpUBEAEHHad Bhille HHGpOPMAUHMI SABJIACTCA
JIOCTOBEPHOH M TOYHOM. 3Ta cepus NMPOAYKUHMH Npou3Be/ieHa (BKIIFOYas YNakoBKY (MapKHPOBKY) W KOHTpOMNb KauyecTBa) Ha

Remarks : The Product confirms to ND/ Opinion : APPROVED

Ipumeuanue: IlpoaykT coorBeTcTBYET TpeGoBauuam HJT 3axawyenune: OJIOBPEHO

Prepared by / IloarotopieHo: Checked by / IIpoBepeHo: Approved by: Manager/Executive /

D. Latha- Quality control- Team K.V.V. Satyanarayana - Quality Onobpeno: Menemkep / PykoBoaurens

Member control- Team Member V. Prashanth - Quality Assurance- Team
L&',, ] Member W

Print Date / Hata: 31-01-2025 Print Date / Jlata: 31-01-2025 Print Date / Jlata: 31-01 -2025
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CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A
Page 8 of 8/ Ctp. 8 uz 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoayxr: Omes® JICP, KAMNCyJibl ¢ MOANGHIHPOBAHHBIM BhICBOGOKIeHHeM, 30 Mr+20 mr
Market / PeiHok : Russia / Poceus
Batch No / . B2500138 Batch Quantity / . 1250000 caps /
Cepus Ne ) O0bem cepuu * 1250000 xancyn
Analytical Repovrt No/ . 2002FP25000096 Date of Analysis / . 31-01-2025
Ananarnyecknii oraer No Jarta anaaunza

- |Date of Manufacture / . 12-12-2024 Date of Expiry / . 30-11-2027
JlaTa npon3soicTBa TI'ogen go
Mfg. License No. /
IIpouspoacTBenHas auneHsust : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI'-RU)
Ne
Analysis performed according ND / Ananuz nposeaer no HJI: JITI-Ne(002687)-(PI'-RU)-071223

BBHILICYKa3aHHOM INpPOM3BOACTBEHHOH IDIOmMaake (IUIOLIanKaX) B JIOMHOM COOTBETCTBHM C TpeboBaHusaMu Ilpaeun
HaJJiexalell MpOH3BOACTBEHHOM npakTuku EBpasuiickoro axkoHoMudeckoro corosa (Ne GMP/EAEU/RU/00573-2022 ot 23
ceHTaGps 2022) u TpeGOBaHMAMM KOHTpOJS KauyecTBa JIEKAPCTBEHHEIX CPEACTB, a TakkKe B COOTBETCTBHH CO
crnenuQpUKalMAMY, COACPKALIUMUCS B PETHCTPALMOHHOM AOCHE CTPAHBI-UMIOPTEpa. 3aMKMCH MO HPOU3BOACTRY, YIIAKOBKE H
aHayu3y MPOBEPEHEl, M YCTAHOBJIIEHO MX COOTBETCTBHE TpeboBanusM IlpaBun Haanekaumieil NPOH3BOACTBEHHOH IIPAaKTHK
Espasuiickoro 3KOHOMHYECKOTO COO3a».

Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanne: IlponykT cooTBeTcTBYET TpeboBanusaM HJT 3axmouenune: OJIOBPEHO

Prepared by / IToarotorneHo: Checked by / IlporepeHo: Approved by: Manager/Executive /

D. Latha- Quality control- Team K.V.V. Satyanarayana - Quality OnoGpeno: Menemxkep / PykoBoauTens

V. Prashanth - Quality Assurance- Team

Member control- Team Member ﬁ
ﬁ& e | Member MMO

Print Date / JTata: 31-01-2025 Print Date / Jata: 31-01-2025 Print Date / [lata: 31-01-2025"




