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Dr.Reddy’s ":"

CEPTUOUKAT AHAJIU3ZA

CERTIFICATE OF ANALYSIS

Pagelof 8/ Crp. 1138

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoayxr: Omes® JICP, kancy/ibl ¢ MOAU(HIHPOBAHHLIM BLICBOOOKAEHHEM, 30 Mr+20 MT

Market / PoiHOK : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne ¢ B2301959 O6bem cepun © 1250000 xancyn

Analytical Repourt No/ . 2002FP25001595 Date of Analysis / . 30-06-2025

AdajauTH4yecKnii oTueT Ne HaTa ananuza

Date of Manufacture / . 19-05-2025 Date of Expiry / . 30-04-2028

Jarta npousBoacTaa T'ogeH no

Mfg. License No. /

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

Ne

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

S..I;I‘(:) 4 Test / Tect Result / PesyabTaT Specification / Cnenngukxauus
1 Description / Onucanne Hard transparent colorless gelatin | Hard transparent colorless gelatin capsules

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. /

Teepapie
fecLiBeTHBIE  KaICYJEL
MAapKHpOBKOMH YEPHOTO

-
« Y DR. REDDY’S» na KpHBIIIEYKe
KAICYNsl M MApKMPORKOH KpacHOTo
uBera «OMEZ-DSR» ©Ha kopmyce
KallCyJIbL. Coxnepxmmoe Kancyir:
chepuyeckue  DeNNETHl  Oeloro W
KOPUYHEBOI'O 11BETA.

KEJaTUHOBBIC  TNPO3payHbIE
pasmMepa 1 ¢
BeTa

size 1 with black

» “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. /

a imprint

Tepapie
OeCIBETHEIE
MapKHpOBKOH

KEJATHHOBBIE  TNPO3padHbIC
Karcynel pasmMepa 1 ¢
YEpPHOT0 IBETA

D
« 7Y DR REDDY'S» Ha KpBILICYKE
Karcyjibl ¥ MapKHpPOBKOU KpacHOTO IBETa
«OMEZ-DSR» Ha Kopllyce KaICyJsl.
Cozepxumoe  Kamcyrm:  chepudeckue
meJuTeTsl OT 6eNoro o cepoBaTo-0enoro
OT  KOpWYHEBOro A0  KEITOBaTo-
KOpHUYHEBOTO HBETA.

Remarks : The Product confirms to ND/
Ipumeyadue: IIpomyKT cooTBETCTBYET TpeboBanusiM HJI

Opinion : APPROVED
3akmouenune: OJIOGPEHO

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

Member ?

Checked by / IIposepeHo:
A. Suamitha- Quality control- Team

Member Cé’_,

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

Member - iQ

Print Date / JaTa: 30-06-2025

Print Date / JTara: 30-06-2025

Print Date / lata: 30-06-2025




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page2 of 8/ Ctp.2 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoayxr: Ome3® ICP, kancynbl ¢ MOAH(GHIHPOBAHHBIM BbICBOGOKAEHHEM, 30 MIr+20 Mr

Market / Peisok : Russia / Poccus

Batch No / . B2501959 Batch Quantity / . 1250000 caps /

Cepns Ne ’ O6bem cepun * 1250000 xancyn
Analytical Repourt No/ . 2002FP25001595 Date of Analysis / . 30-06-2025
AHaauTnyeckuii oTueT Ne Jata anajausa

Date of Manufacture / . 19-05-2025 Date of Expiry / . 30-04-2028

JlaTa npoH3BoACTBA I'ogen no

Mfg. License No. /

IlponsBoacTBeHHas Juuensust : 63/RR/AP/96/F/R MA number:/ Homep PY  : JITI-Ne(002687)-(PT'-RU)
Ne

Analysis perf(;rmed according ND / Ananus nposenen no H/T: JITI-No(002687)-(PI"-RU)-071223

2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
HaenTudnkanus 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
Homriepunox preparation under assay. / Bpemena | Assay). / Bpemena  ynepXuBaHHS
YIOCp)KUBaHUA OCHOBHBIX IIMKOB Ha | OCHOBHBIX IIHMKOB Ha XpOMaTorpaMme
XpOMAaTorpaMMme HCIBITYEMOr0 PacTBOpa | HCIBITYEMOIO pacTBopa JIOJDKHBI
COOTBETCTBYIOT BpEMEHaAM YICp)KMBaHMA | COOTBETCTBOBATh BpEMEHaM YIEPKHBaHUA
IMMKOB OMENpasojla W IOMICpUIOHa Ha | MHKOB OMeNpaszolla U OOMIIEpHIOHA Ha
XpoMaTorpaMme CTaHIapTHOTO PacTBOpa | XpOMarorpaMMe CTaHIapTHOTO pacTBOpa

: (paznen «KonuyecteeHnoe | (paszaen «KonuuectBeHHOE
ompeneneHue»). onpeneneHue»).

3 Average weight of the net 374.40 mg/ 374,40 mr 369.0 mg + 10 % (between 332.1 to 405.9
content / Cpeqnsia Macca mg) /
€OIep:KHMOr0 Karcy.J1 369,0 mr + 10 % (ot 332,1 no 405,9 mr)

4 Water content / 1.2% wiw / 1,2% w/w Not more than 4.0 % w/w / He 6onee 4,0 %

Conepkanue BoabI

5 Uniformity of dosage units / OaHopoaHOCTH AO3MPOBAHHBIX eANHUL

Omeprazole / OMenpazon 7.6/17,6 Acceptance value (AV) should be less than
or equal to 15.0 / Tloka3zarens
npuemiieMoctd (AV) gomkeH OBITH He

6oxee 15,0.
Domperidone / Acceptance value (AV) should be less than
HommnepnnoH 8.8/8.8 or equal to 150 / IlokazaTens
’ ’ npremiaemoctt (AV) momxeH OBITH He

6omee 15,0.

Remarks : The Product confirms to ND/
ITpumeuanne: IIpogykxT cooTReTCTBYET TpeboBaHusaM H]T

Opinion : APPROVED
3aknwyenue: OJOBPEHO

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

Member g

Checked by / IlpoBepeHo:
A. Suamitha- Quality control- Team

Member
-

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

Member \JW«@

Print Date / Tara: 30-06-2025

Print Date / Jata: 30-06-2025

Print Date / Jata: 30-06-2025




Dr.Reddy’s ":°

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page3of 8/ Crp.3 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoayxr: Omes® JICP, kancyabl ¢ MOTHGHUNPOBAHHBIM BhICBOOOKAeHHEM, 30 Mr+20 mMr

Market / PoiHok : Russia / Poccus

Batch No / . B2501959 Batch Quantity / . 1250000 caps /

Cepns Ne ) O6Bem cepum 1250000 kancyn
Analytical Repourt No/ . 2002FP25001595 Date of Analysis / . 30-06-2025
AnanuTHYecKui oTyeT No JlaTa ananusa

Date of Manufacture / . 19-05-2025 Date of Expiry / . 30-04-2028

JlaTa npousBoacTBa T'open po

Mfg. License No. /

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

Analysis performed according ND / Asanns nposenen no HJI: JITT-Ne(002687)-(PT-RU)-071223

6 |Impurities / XIpumecn

Omeprazole / Omenpazona:
Impurity 1 / npumecs 1
Impurity 2 / nprmecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5 / npumecs 5
Domperidone /
Jomnepuoona:

Impurity A / mpumecs A
Impurity B / npumecs B
Impurity C / nmpumecs C
Impurity D / mpumecs D
Impurity F / npumecs F
Any individual unidentified
impurity / JIrobas
eIUHAYHAs
HEHICHTUPUIMPOBaHHASA
IIPHUMECH

Total impurities /

CymMma npuMeceit

0.01%/0,01%

Not detected / He oGHapysxeHa
0.04% / 0,04%

Not detected / He oOHapykeHa

Not detected / He 06HapyxeHa

0.05%/0,05%
Not detected / He o6HapyxeHa

0.01%/0,01%
0.16% /0,16%

Not detected / He oGHapyxeHa

0.01%/0,01%

0.3% /0,3%

Omeprazole / Omenpaszona:

Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Domperidone / Jlomnepudona:

Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6omnee 0,50 %
Not more than 0.50 % / He 6omnee 0,50 %
Not more than 0.20 % / He 6omee 0,20 %
Not more than 2.5 % / He 6onee 2,5 %

7  |Residual solvents/ OcTaTo4yHble OpraHUyYecKHe PACTBOPHTE/IH

a) Methanol/
MertaHon

b) Methylene chloride /
MeTuneHxnopun

6 pg/capsule / 6 Mxr/kamncyna

Not detected / He 0OHapyxeHa

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

He 6Gonee 221 MKr Ha Kamncyiry

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoxykT cooTBeTcTBYET TpeboBanusam HJL

Opinion : APPROVED
3akawuenmne: OJOBPEHO

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

Member

Checked by / IlposepeHo:
A. Suamitha- Quality control- Team

Member @/

Approved by: Manager/Executive /
Omobpeno: Menemxep / PykoBogutens
V. Prashanth - Quality Assurance- Team

Member M

Print Date / Jlata: 30-06-2025

Print Date / [lata: 30-06-2025

Print Date / fata: 30-06-2025




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS
CEPTUOMKAT AHAJIM3IA

Page 4 of 8 / Ctp.4 u3z 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoayxr: Omes® JICP, kancyabl ¢ MOnTHQHINPOBAHHBIM BhicBoOoxAcHHEeM, 30 Mr+20 Mr

Ne

Market / PoiHok : Russia/ Poccus

Batch No / . B2501959 Batch Quantity / . 1250000 caps /

Cepns Ne ) O6nem cepun © 1250000 xamncyn
Analytical Repourt No/ . 2002FP25001595 Date of Analysis / . 30-06-2025
AHanuTnyeckui oryer No Jara ananunsa

Date of Manufacture / . 19-05-2025 Date of Expiry / . 30-04-2028

JlaTa npousBoacTBa - _. T'open no

Mfg. License No. /

IIpousBoacTBeHHas iuueH3us : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT-RU)

Analysis performed according ND / Ananus nposenen no HJI: JI[I-Ne(002687)-(PI'-RU)-071223

8 Dissolution / PacTBopeHune

a) Omeprazole /
Owmenpazon

i. Acid stage (0.1N
HCl)/
B 0,1 M pacrBope
XJIOPUCTOBOAOPOIHO
¥ KHCTOTBHI

ii. Buffer stage (pH 6.8
phosphate buffer) /

B 6ydepe pH 6,8

5%, 0%, 7%, 8%, 5%, 6%

100%, 93%, 95%, 91%, 92%, 92%

In a 0.1 M hydrochloric acid solution - not
more than 15 % of the label amount of
omeprazole (Ci7H19N303S) after 2 hours. /
B 0,1 M pacteope XJI0pOBOIOPOAHON
KHACOTHI — He fonee 15 % ot
(haKTHIEeCKOTO COREPKAHUA

omemnpazona (C17H1sN30sS) uepes 2 4.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(C]7H19N303S) after 30 minutes./

B 6ydepe pH 6,8 — e Mernee 70 % (Q)

OT HOMHHANIBHOTO CONEP)KaHMS
omenpasona (Cy7H19N30;8) uepes

30 MuH.

Remarks : The Product confirms to ND/
ITpumedanue: IIpogykT coOTBETCTBYET TpeboBaHmsIM HJ

Opinion : APPROVED
3axmoyenue: OJIOBPEHO

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

Member g

Member

Checked by / IIpoBepeHo:
A. Suamitha- Quality control- Team

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoauress
V. Prashanth - Quality Assurance- Team

Member mu Q

Print Date / Tata: 30-06-2025

Print Date / Jata: 30-06-2025

Print Date / lara: 30-06-2025
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’ Qo. CERTIFICATE OF ANALYSIS
DI‘. Reddy S L CEPTUDUKAT AHAJIM3A

PageSof 8/ Crp.5u3 8

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

IIponykt: Omes® JICP, KAncyJbl ¢ MOAH(GUIMPOBAHHLIM BbIcBOOOKAeHHeM, 30 Mr+20 mr

Market / PoiHOK : Russia / Poccus

Batch No / . B2501959 Batch Quantity / . 1250000 caps /

Cepus Ne ) O6bem cepum * 1250000 xancyn
Analytical Repo“rt No / . 2002FP25001595 Date of Analysis / . 30-06-2025
AHaJluTHYeCKHH oTueT Ne JlaTra aHaju3a

Dl KRS : 19-05-2025 Date of Expiry / : 30-04-2028

JlaTa npou3BoacTBa T'onen oo

Mfg. License No. /

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

Analysis performed according ND / Ananus nposeaen mo HJI: JITI-Ne(002687)-(PI'-RU)-071223

b) Domperidone /
JloMnepunoH

i. after 1 hour/4epes 14 26%, 26%, 24%, 26%, 27%, 28%
ii. after 4 hours / uepe3 4 9 67%, 59%, 59%, 67%, 64%, 66%
iii. after 8 hours / yepes 8 9 81%, 78%, 72%, 77%, 78%, 81%

lv. aftet 12 houts / uepes 85%, 83%, 78%, 79%, 83%, 86%
124

In 0.1M hydrochloric acid solution /

B 0,1 M pacTBOope XJIOpOBOJAOPOIHOM
KHCJIOTBI:

between 15 % and 40 % / oT 15 % no 40 %
between 30 % and 70 % / ot 30 % nme 70 %
between 55 % and 95 % / oT 55 % 10 95 %

not less than 70 % / He menee 70 %

of the labeled amount of Domperidone
(C22H24CIN50;) / 0T HOMUHAILHOTO
COZlepKaHus JOMIIEPHIOHA
(C22H24CIN;s0O3)

9 |Assay/ KoaudecTBeHHOe onpeqeieHHE

A. Omeprazole / 20.44 mg /20,44 mr
Owmenpazon (102.2% / 102,2%)

A. From 180mg to 22.0mg of
C17H19sN30sS (Omeprazole) per
capsule (90.0 to 110.0 % of the label
claim) / Ot 18,0mMr mo 22,0wmr
C17H19N303S (omempason) B Karcylne
(ot 90,0 10 110,0 % OT HOMMHAJIEHOTO
conepKaHu).

Remarks : The Product confirms to ND/
IIpumeuanmne: IIpogykT cooTBeTcTBYET TpeboBaHMAM H]I

Opinion : APPROVED
3axmwyenue: OJJOGPEHO

Prepared by / IloarorosneHo: Checked by / [IpoeepeHo:
D. Latha- Quality control- Team A. Suamitha- Quality control- Team

Member Z Member @

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

Member uw.o

Print Date / Jara: 30-06-2025 Print Date / Jata: 30-06-2025

Print Date / Jlata: 30106-2025
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Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 6 of 8/ Crp. 6 n3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JICP, kancyJibl ¢ MOAHGHIHPOBAHHBIM BLICBOOONIEHHEM, 30 Mr+20 M

Market / Poinok : Russia / Poccus

Batch No / . B2501959 Batch Quantity / : 1250000 caps /

Cepnsa Ne O6bem cepun 1250000 xancyn
Analytical Repourt No/ . 2002FP25001595 Date of Analysis / . 30-06-2025
AHanuTHYecKHi oT4eT Ne JaTta ananmza

Date of Manufacture / . 19-05-2025 Date of Expiry / . 30-04-2028

JlaTa npou3BoOaCTBA T'open oo

Mfg. License No. /

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

Analysis performed according ND / Ananus nposeged no HJI: JITI-Ne(002687)-(PI'-RU)-071223

B. Domperidone / 29.43 mg /29,43 mMr B. From 27.0 mg to 33.0 mg
JomriepunoH (98.1%/ 98,1%) C22H24CINsO,  (Domperidone)  per
capsule (90.0 to 110.0 % of the label
claim) / Or 27,0mMr mo 33,0mr
C22H24CIN502 (IlOMIICpI/UIOH) B
kancyne (ot 90,0 mo 110,0% or
HOMHHATIFHOTO COIEPKAHHUSA).
10 |Microbial limits / Mukpo6uosiornyeckasi 4McTOTa
a) Total aerobic microbial Less than 10 CFU/g / a) Not more than 103 CFU/g/
count / O61mee gucIO Megee 10 KOE/r He Gonee 10° KOE/r -
aspoBHBIX
MHKPOOPTraHU3MOB
b) Total combined yeasts Less than 10 CFU/g / b) Not more (han 102 CFU/g /
and mould count / Menee 10 KOE/r He 6onee 102 KOE/r
Ob61ee gucno
OPOXKEBBIX U
IDIECHEBBIX IrpubOB
¢) E. coli Absentin 1 g/ c) Shall be absent in 1g/
OtcyrctByeTB 1 T OtcyTtcTBHE B 1 T
11 Package / YnmaxoBka 10 capsules in a (PVC/AI/PA) |10 capsules in a (PVC/AIPA)
foil/aluminum foil blister. 3 blisters and | foil/aluminum foil blister. 1, 3, 8, 10
patient information leaflet (package | blisters and patient information leaflet

insert) in a carton. / ITo 10 xamcyn B
omuctepe w3 (IIBX/AJI/IIA) donera /
amoMuHueBo# ¢oneru. Ilo 3 Ommucrepa
BMeECTe C MICTPYKIHEH o
MEIVIMHCKOMY TPHMEHEHHO (JIHCTKOM-
BKJIAJBIIEM) B IAYKY KapTOHHYIO.

(package insert) in a carton. / Ilo 10
kancyn B Onucrepe u3 (IIBX/AJI/IIA)
doneru / amomunuesoii ¢onsru. Ilo 1, 3,
8, 10 GnrcTepoB BMecTe ¢ HHCTpYKUMEH 110
MENUIMHCKOMY TNPUMEHCHHIO (JIUCTKOM-
BKJIAJBIIIEM) B TIAYKY KapTOHHYIO.

Remarks : The Product confirms to ND/
ITpumeuyanue: [IpoxykT cooTBeTCTBYET TpeboBauusam HJ{

Opinion : APPROVED
3akmoyenue: OJJOBPEHO

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

Member g

Checked by / I[IpoBepeHo:
A. Suamitha- Quality control- Team

Member ij(

£

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

Member
e

Print Date / Tara: 30-06-2025

Print Date / ata: 30-06-2025

Print Date / Jlata:' 30-06-2025




Dr.Reddy’s Q‘:’.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 7 of 8/ Ctp. 7u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykt: Omes® JICP, kancyirl ¢ MOgupUUMPOBaHHBIM BbIcBoGOKAeHHEM, 30 Mr+20 Mr

Market / Poinox : Russia / Poccns

No

Batch No / . B2501959 Batch Quantity / 1250000 caps /

Cepnsa Ne ) O61em cepun 1250000 xancyn
Analytical Repovrt No/ . 2002FP25001595 Date of Analysis / . 30-06-2025
AHaJUTHYECKHid oTyeT Ne JlaTa anaam3a

Date of Manufacture / . 19-05-2025 Date of Expiry / . 30-04-2028

JlaTa npou3BoAcTBa T'onen no

Mfg. License No. /

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

Analysis performed according ND / Ananus nposeaes no HJ/L: JITT-Ne(002687)-(PI'-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.

* — HOpMBI B CHeLMUKALNY [IPEICTaBIeHb Ha CPOK IomHOcTH. IIpy BhIycke mpenapaT IPOBEpsAeTcs B COOTBETCTBHU CO
criennduKalyel Ha BRUIYCK, TIO3TOMY B cepTH(UKaTe aHaN3a Ha Ipernapar MOryT ObITh YKa3aHbl Oolee CTpOTrHe HOPMEI,

YEM B HACTOALIEM HOPMAaTHBHOM JOKYMEHTEC IO Ka4Y€CTBY.

API name / HaumenoBauune APC:

Omeprazole / Omenpason

Domperidone /JTomnepunon

INN / MHH:

Omeprazole / OMenpazon

L Domperidone / JoMepunox

Homep cepuu cyGecTaHIMH
npousBoautess I'JID:

API manufacturer batch number / 0000123594
Homep cepun npoussoautens ADPC: OME/00125
FP Manufacturer API Batch number / .

FBSA00117 FBSHO00005

API Manufactured by & country /
IlpousBoautens APC, crpana:

Srini Pharmaceuticals Ltd, India /
Ipunu ®apmacsrotukanc Jita, Maamsa

Vasudha Pharma Kem Ltd, India /
Bacynxa ®@apma Kem Jlta, Magus

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HaumeHoBaHue, apec, JULEH3HS LIS
IIpousBoacTBeHHAd MiIowIaaKa /
ILnomagka KOHTPOJISA KayecTBa /
IInowmaaka BeIMycKa

Dr. Reddy's Laboratories Ltd., Formulation Tech Ops — II, Survey No. 42p, 43,
44p, 45p, 46p, 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal
Malkajgiri District - 500090, Telangana State, India (license No.

63/RR/AP/96/F/R) /

II-p Pennu' ¢ Jlabopartopuc JIta., ITpoussoacteeHHOE noapasaencHue-II,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bavynamwiu Buuamx,
Bauynamnu Maugan, Mexaan Mankamkrapu Juctpuxr - 500090, mrat

Tenanrana, Uaaus (JTunensus 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
requitements to the medicinal quality and with the specifications in the Marketing Authotizatlon dossler 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/
ITpumeuanne: IIpoxykT cOOTBETCTBYET Tpebopanuam H]I

Opinion : APPROVED
3akarouenne: OJOBPEHO

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

Member Member .
o -

Checked by / IIpoBepeHo:
A. Suamitha- Quality control- Team

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoguTtens
V. Prashanth - Quality Assurance- Team
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1/ o) CERTIFICATE OF ANALYSIS
Dl'. Reddy S ‘-’ CEPTH®UKAT AHAJIU3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® ICP, kancyJibl ¢ MogupHUHPOBAHHLIM BhICBOOOKAeHHEM, 30 Mr+20 Mr

Page 8 of 8/ Crp.8 13 8

Market / Poinok : Russia / Poccus

Batch No / . B2501959 Batch Quantity / . 1250000 caps /

Cepusi Ne ) O6bemM cepun © 1250000 xarncyn
Analytical Repovrt No/ . 2002FP25001595 Date of Analysis / . 30-06-2025
AHanuTHYeckuii oTyer No Jara anannsa

Date of Manufacture / . 19-05-2025 Date of Expiry / . 30-04-2028

JlaTa npou3BOACTBA T'onen no

Mfg. License No. /

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

Analysis performed according ND / Ananu3s nposeaen o H/I: JITI-Ne(002687)-(PI'-RU)-071223

3akniouenue 0 cooTBeTcTBHH: «HacToAmmuMm s MOATBEpXHAI0, YTO NpPHUBEICHHAs Bble HHAOpPMALMs SBISETCS
JIOCTOBEPHOH M TOUHOM. JTa cepus NMPOLYKUMHM MPOU3BeNeHa (BKIIIOUas YIakoBKY (MapKUpOBKY) M KOHTPOJIb KadyecTBa) Ha
BBINIEYKA3aHHOH TPOU3BOACTBEHHON IUTomanke (IUIOMIaAKax) B TMOJHOM COOTBETCTBMH ¢ TpeboBaHusAMu IlpaBun
HaJulexaulei Ipou3BOACTBeHHON mpakTUkH EBpasuiickoro saxoHommdeckoro cotoza (Ne GMP/EAEU/RU/00573-2022 ot 23
ceHTsabps 2022) M TpeOOBaHMAMH KOHTPOJA KadecTBA JIEKAPCTBEHHBIX CPEACTB, @ TakKe B COOTBETCTBMU CO
crienupUKaLIAMHY, COAEPXKAIIUMHUCS B PETHCTPALMOHHOM JOChE CTPaHBI-HMIOPTepa. 3alKCH 10 NPOU3BOIACTBY, YIaKkOBKE U
aHaIu3y NPOBEPEHBI, U YCTAHOBJIEHO MX COOTBETCTBUE TpeOoBaHUAM IIpaBui Hasexalleld NPOM3BOACTBEHHOH IpaKTHUK
EBpasuiickoro 3kOHOMHYECKOTO COF03a.

Remarks : The Product confirms to ND/ Opinion : APPROVED
ITpumeyanne: IIpogykT cooTBeTCTBYET TpeboBanmsiM HJT 3akmoyenne: OJJOBPEHO
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