Dr.Reddy’s ‘,’:‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Pagel of 8/Crp.1u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykt: Omes® ICP, kancyJbl ¢ MOAHHINPOBAHHBIM BbICBOGOKAeHHEeM, 30 Mr+20 Mr

Market / Poinox : Russia / Poccus

Batch No / . B2500197 Batch Quantity / : 1250000 caps /

Cepus Ne O6bem cepumn 1250000 kancyn

Analytical Repovrt No/ . 2002FP25000106 Date of Analysis / . 31-01-2025

AnanuTnyecknii oTaeT Ne JlaTa ananuza

Date of Manufacture / . 30-10-2024 Date of Expiry / . 30-09-2027

JlaTa npou3BoAcTBa TI'onen oo

Mifg. License No. /

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

Ne

Analysis performed according ND / Anasus nposenen o HJI: JIIT-Ne(002687)-(PT-RU)-071223

S'Jli? d Test / Tect Result / PesyasTart Specification / Cnennduxanys
1 Description / Onncanue Hard transparent colorless gelatin | Hard transparent colorless gelatin capsules

caps.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. /

JKEJIATHHOBBIE  MPO3payHbIe
RAICYABL  pasmepa 1
YEepHOTo LBETa

Teepapie
GocBCTHBIC
MapKHUPOBKOH

U
« 7Y DR. REDDY’S» ma KpHILIEYKE
Kalcynsl M MapKUpOBKOH KpacHOro
uBera «OMEZ-DSR» Ha xoprmyce
KarcyJIbl. Conepxumoe Kancy:
chepudyecke memnerhl  Genoro M
KOPHUYHEBOTO IIBETA.

[V

size 1 with black imprint

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. / |

a

Trepnrie
OeclLIBETHRIE
MapKHUPOBKOH

« “Y DR. REDDY’S» Ha KpHIILIEYKe
KarcyJibl 1 MapKHPOBKO#H KpacHOTO LiBeTa
«OMEZ-DSR» Ha Kopmyce KancyJbl.

JKENaTUHOBBIE  IPO3payHbIe
Karcyisl pa3smepa 1 ¢
YEepHOTO LIBeTa

Copnepxumoe  Karcyd: cthepudeckue
TMeJUIeTH OT Genoro no cepoBaro-6enoro u
oT KOpPUYHEBOT'O hi (o) JKeJITOBaTO-

KOpPHUYHCBOT'O LIBETA.

Remarks : The Product confirms to ND/
ITpumeuanne: Ipomyxt cootsercTByeT Tpebosanusm HJT

Opinion : APPROVED
3axmouenne: OJJOBPEHO

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

Member Z

Checked by / ITporepeHo:

K.V.V. Satyanarayana- Qualify
control- Team Member A_,,_

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

Print Date / lata: 31-01-2025

Print Date / Hata: 31-01-2025

Print Date / Tara: 31-01-2025




Dr.Reddy’s Q':"

CERTIFICATE OF ANALYSIS
CEPTHONKAT AHAJIU3A

Page2 of 8/ Crp.2 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® JICP, kancybl ¢ MOAHGHIHPOBAHHLIM BbIcBoGoKaenueM, 30 Mr+20 mr

Market / Prinox : Russia / Poccust

Batch No / . B2500197 Batch Quantity / : 1250000 caps /

Cepusa Ne Ob6nem cepun 1250000 xancyn
Analytical Repovrt No/ . 2002FP25000106 Date of Analysis / . 31-01-2025
AHaanTHYyeckHii oTueT Ne JlaTa aHanH3a

Date of Manufacture / . 30-10-2024 Date of Expiry / . 30-09-2027

JlaTa npon3BoACTBa T'open a0

Mfg. License No. /

IIponssoacreennas Juuenzusa : 63/RR/AP/96/F/R MA pumber:/ Homep PY  : JIII-Ne(002687)-(PT-RU)
Ne

Analysis performed according ND / Auann3s nposenen mo HJI: JIITI-Ne(002687)-(PT-RU)-071223

2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
Hpentudukanus 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
JoMnepunox preparation under assay. / Bpemena | Assay). / Bpemena  ymep:kuBaHUA

yOEpKHUBaHUS OCHOBHBIX IHKOB Ha | OCHOBHBIX IIHKOB Ha XpOMaTOrpaMme
XpOMATOrpaMMe HCIBITYEMOTO PacTBOpa | HUCIBITYEMOTO pacTBOpa INOIDKHEL
COOTBETCTBYIOT BpeMeHaM y[epKHBaHHS | COOTBETCTBOBATE BPEMEHAM yNEPXKHBaHHA
[IMKOB OMENpa30jia M JOMIEpHIOHa Ha | MMKOB OMeEMNpa3oia M AOMIEPHAOHAa Ha
KPOMATOTPaMMe CTAIIAAPTHOTO PACcTBOpa | XPOMATOTPAMMe CTAIAAPTIOTO PAcTBOpa
(paznen «KonuuecteenHoe | (pasgen «KonuuecTeeHHOe
ornpeesicHHe» ). onpeneneHue» ).

3 Average weight of the net 371.65 mg/ 371,65 mr 369.0 mg + 10 % (between 332.1 to 405.9
content / Cpeansisi Mmacca mg) /
COJep’KHMOro Kamncya 369,0 mr + 10 % (ot 332,1 mo 405,9 mr)

4 Water content / 1.2% wiw / 1,2% wiw Not more than 4.0 % w/w / He Gonee 4,0 %
CoaepxaHHe BOJBI

5 Uniformity of dosage units / OqHopoaHoCTh N03HPOBAHHLIX AHHHII
Omeprazole / Omenpa3zon 5.1/5,1 Acceptance value (AV) should be less than

or equal to 150 / TIlokasatens
npuemnemoctd (AV) gomkeH OBITH He

oomee 15,0.
Domperidone / Acceptance value (AV) should be less than
HoMnepunox 6.8/6.8 or equal to 15.0 / Iloxa3arens
) i npuemnemoctd (AV) HomkeH OBITH He

6onee 15,0.

Remarks : The Product confirms to ND/
TIpumeuanue: [Ipoaykt coorBercTByeT TpeboBanmsam HJ{

Opinion : APPROVED
3axnovenue: ONOBPEHO

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

Member g

Checked by / IIpoBepeHo:
K.V.V. Satyanarayana- Qualjty
control- Team Member

Approved by: Manager/Executive /
Opo6peno: Menemxep / PykoBoautens
V. Prashanth - Quality Assurance- Team
Member

M\

Print Date / Jata: 31-01-2025

Print Date / IJata: 31-01-2025

Print Date / lata: 31-01-2025




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUONKAT AHAJIN3A

Page3 of 8/ Crp.3u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoayxr: Omes® JICP, kancyanl ¢ MOTHGHIHPOBAHHLIM BbICBOGOKIeHHEM, 30 Mr+20 Mr

Market / PoiHOK ¢+ Russia / Poccust

Batch No / . B2500197 Batch Quantity / : 1250000 caps /

Cepus Ne O6nem cepun 1250000 kancyn
Analytical Repovrt No / . 2002FP25000106 Date of Analysis / . 31-01-2025
Ananutudyecknii oTuer Ne JlaTa aHaausa

Date of Manufacture : 30-10-2024 Date of Expiry / : 30-09-2027

JlaTa npon3BoAcTBa TI'ogen oo

Mfg. License No. /

IpousBoacTBeHHas JuueH3ust : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI™-RU)
Ne

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

6  |Impurities / IIpumecu
Omeprazole / Omenpazona: Omeprazole / Omenpasona:
Impurity 1 / npumecs 1 Not detected / He obHapyeHa Not more than 0.50 % / He 6onee 0,50 %
P
Impurity 2 / mpumecs 2 Not detected / He o6Hapyxena Not more than 0.50 % / He 6onee 0,50 %
Impurity 3 / npumecs 3 0 o Not more than 0.50 % / He 6onee 0,50 %
I ity 4/ 4 iy N han 0.50 % / He 6 0,50 %
Imp urfty s/ HREIMESE Less than Limit of Detection (LOD = SUNIGIE than 0'50 t; / He 60nee 0’5 0 0/°
mpurlty. MPUMECH 5 0.007%) / Hike mpemena oGHapyxeHHs Not morc‘et an 0. o / He 6onee 0, o
Domperidone / (I10 = 0,007%) Domperidone / Jomnepudona:
Homnepudona: - Not more than 0.50 % / He Gonee 0,50 %
Impurity A / mpumechk A Less than LOQ (LOQ = 0.010%) / Hixe Not more than 0.50 % / He 6onee 0,50 %
Impurity B / npumecs B Not more than 0.50 % / He 6onee 0,50 %
] mpefieNia KOJIMYECTBEHHOTO OMNpPENCIICHHS

Impurity C / npumecs C (TIKO = 0,010%) 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 more than 0.20 % / He 6onee 0,20 %
Any individual unidentified |0.03%/0,03% Not more than 2.5 % / He 6onee 2,5 %
impurity / JTto6as
€ IMHMYHAS Not detected / He oGHapyxeHa
HePI}IeHTI/I(bPIuPIpOBaHHaﬂ Not detected / ue oﬁHapyxceHa
MpUMeCh
Total impurities {’ 0.15%/0,15%
Cymma npumeceit

Not detected / He oGHapyxeHa

Not detected / He oOHapyxeHa

0.2% /0,2%

7  |Residual solvents/ OcTaTo4HbIe OpraHn4ecKHe pacTBOPHTEIH

Remarks : The Product confirms to ND/
Ipumeuanne: ITponykrt coorBercTByeT Tpeboranusam HL

Opinion : APPROVED
3axmoyenne: OIOBPEHO

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

Member

vy

Checked by / IIpoBepeHo:
K.V.V. Satyanarayana- Quality,
control- Team Member CZL—/‘

Approved by: Manager/Executive /
Ono6peHo: Menemxep / Pykorogurens

V. Prashanth - Quality Assurance- Team
Member \/M('@

Print Date / ara: 31-01-2025

Print Date / Jlata: 31-01-2025

Print Date / Jlata: 31-01-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 4 of 8/ Crp. 4 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® IICP, xancynbl ¢ MOAHGHIMPOBAHHBIM BLICBOGOKACHHEM, 30 MT+20 Mr

Market / PoiHok : Russia/ Poccus

Batch No / ] Batch Quantity / _ 1250000 caps /

Cepus Ne et O6bem cepun * 1250000 xamcysn
Analytical Repovrt No/ . 2002FP25000106 Date of Analysis / . 31-01-2025
AnanuTndecknii oraer No JlaTa anHanmn3a

Date of Manufacture / . 30-10-2024 Date of Expiry / . 30-09-2027

JlaTa mpou3BoOACTBA Tomen xo

Mfg. License No. /

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

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

a) Methanol /
MeraHon

b) Methylene chloride /
Metunenxnopun

4 pg/capsule / 4 Mxr/xancyna

Not detected / He obHapyxeHa

Not more than 1107 pg per capsule /
He 6onee 1107 Mxr Ha KamncyJty

a)

b) Not more than 221 pg per capsule /

He 6onee 221 MKT Ha Kancyny

Dissolution / PacTBopenne

a) Omeprazole /
- Owmemnpason

i, Acid stage (0.IN
HCI)/
B 0,1 M pactBope
XJIOPUCTOBOAOPOIHO
¥ KHCIOTHI

Buffer stage (pH 6.8
phosphate buffer) /
B 6ydepe pH 6,8

1%, 4%, 1%, 2%, 5%, 1%

93%, 96%, 97%, 98%, 96%, 95%

Ina 0.1 M hydrochloric acid solution - not
more than 15 % of the label amount of
omeprazole (Ci7H19N303S) after 2 hours. /
B 0,1 M pacTBOpe XI0pOBOIOPOAHOM
KMCJIOTH — He 6onee 15 % ot
(akTHyeckoro comepkaHus

omenpazoia (C;7HisN3O3S) uepes 2 u.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(C17H19N303S) after 30 minutes./

B 6ydepe pH 6,8 — ne menee 70 % (Q)

OT HOMHHAJIEHOTO COIEP>KaHHS
omenpasoa (C17HisN30;:S) uepes

30 muH.

b) Domperidone /
JoMmnepunon

In 0.1M hydrochloric acid solution /

B 0,1 M pacTBOpe XJIOPOBOAOPOAHOM

Remarks : The Product confirms to ND/
ITpumeuanne: IIpoaykr coorBercTByeT Tpebopanusm HJL

Opinion : APPROVED
3axmouenue: OJIOGPEHO

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

Member E;

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

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

Print Date / Jlara: 31-01-2025

Print Date / Jarta: 31-01-2025

Print Date / Jlata: 31-01-2925




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page Sof 8/ Crp.5u3 8

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

Ipoaykr: Omes® JICP, kancyinl ¢ MOAHPUUMPOBAHHBIM BLICBOGOXKAEHHEM, 30 MT+20 Mr

Market / Peinox : Russia / Poccus

Batch No / ] Batch Quantity / . 1250000 caps /
Cepusa Ne e O6vem cepun © 1250000 xancyn
Analytical Repovrt No/ . 2002FP25000106 Date of Analysis / . 31-01-2025
AHaJIHTHYEeCKHI oTyeT Ne JlaTa ananusza

Date of Manufacture / . 30-10-2024 Date of Expiry / . 30-09-2027
JlaTa npon3BoacTBa Togen no

Mfg. License No. /

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

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

i. after 1 hour/uepe3 14

ii. after 4 hours / uepe3z 4 u

iii. after 8 hours / uepes 8 u

after 12 hours / uepes
124

iv.

30%, 26%, 24%, 28%, 30%, 27%

68%, 57%, 55%, 61%, 69%, 64%

89%, 84%, 79%, 81%,91%, 87%

94%, 88%, 88%, 94%, 97%, 95%

KHCJIOTHI:

not less than 70 % / ne MeHee 70 %

of the labeled amount of Domperidone
(C22H24CINsOz) / 0T HOMHHAJIBHOTO
COOEPKaHKA TOMIIEPHIOHA

between 15 % and 40 % / ot 15 % 10 40 %

between 30 % and 70 % / ot 30 % mo 70 %

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

(C22H24CINsO2)
Assay / KosinuecTBeHHOE Onpee/ieHne
A. Omeprazole / 19.76 mg / 19,76 mr A. From 180mg to 220mg of
OwMenpazon (98.8% / 98,8%) C17H19N305S (Omeprazole) per

capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mMr po 22,0 Mr
Ci17H1oN303S (omempazon) B Karcyne
(ot 90,0 go 110,0 % OT HOMUHAIIBHOTO

COIEpIKaHHUA).

Remarks : The Product confirms to ND/

IIpnmeuanue: ITpoaykT cooTBeTcTBYeT TpeboBanusam H]T

Opinion : APPROVED
3axmouyenue: OJJOBPEHO

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

Member LL%;,—

Checked by / IIpoeepeHo:

K.V.V. Satyanarayana- Quali
control- Team Member C),?'/-/

Approved by: Manager/Executive /
Opo6peno: Menemxkep / PykoBoautens
V. Prashanth - Quality Assurance- Team
Member LD

Print Date / Tara: 31-01-2025

Print Date / JJara: 31-01-2025

Print Date / Jata: 31-01-2025




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Page 6 of 8/ Ctp. 6 uz 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Tlpoayxr: Omes® JICP, kancysibl ¢ MoaAMGHUNPOBAHHLIM BbicBOG0KAeHnEM, 30 Mr+20 mr

Market / Puinok : Russia/ Poccus
Batch No / . Batch Quantity / . 1250000 caps /
Cepusa Ne + B2500197 O6bem cepuu © 1250000 xancyn
Analytical Repourt No/ . 2002FP25000106 Date of Analysis / . 31-01-2025
AnajguTHYecKHii oTgeT Ne JlaTa ananusza
Date of Manufacture / . 30-10-2024 Date of Expiry / . 30-09-2027
JlaTa nmpon3BoAcTBa T'open no
Mfg. License No. /
IlponseoacTBeHHas nuueHzuna : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI-RU)
Ne
Analysis performed according ND / Anasu3 nposexen mo HJI: JITT-Ne(002687)-(PI'-RU)-071223
B. Domperidone / 31.03 mg /31,03 mr B. From 27.0 mg to 33.0 mg
Homnepunon (103.4% / 103,4%) C2;H24CINsO;  (Domperidone)  per

‘capsule (90.0 to 110.0 % of the label
claim) / Or 27,0mr 1o 33,0wmr
C22H24CIN5O; (moMIIepuIoOH) B
kancyne (or 90,0 mo 110,0% or
HOMHHAJIBHOTO CONCPIKAHMUS).

10

Microbial limits / Muxpo6nosornyeckasi 44cTOT2

a3pOoOHEIX
MHUKpPOOPTraHH3MOB

b)
and mould count /
O61mee yncno
LPONOKEBBIX H
MIECHEBEIX TPUOOB

a) Total aerobic microbial
count / Uormee uucio

Total combined yeasts

Less than 10 CFU/g/
Menee 1U KUE/T

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

a) Not more than 10°> CFU/g /
He bonee 107 RUB/T
b) Not more than 10? CFU/g /

He 6omnee 10° KOE/r

¢) E.coli Absentin1 g/ c) Shall be absent in 1g/
OrcyrctByeTB 1 1 OrcyrctBue B 1 1
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, 8, 10
patient information leaflet (package | blisters and patient information leaflet

insert) in a carton. / ITo 10 kamncyn B
omucrepe w3z (IIBX/AJUIIA) doxsru /
amomunueror ¢oneru. ITo 3 Ommcrepa
BMecTe c HUHCTpYKIHeit o
MEIULHHCKOMY TPUMEHEHHUIO (JIMCTKOM-
BKJIAJIBIIIEM) B [TAYKY KAPTOHHYIO.

(package insert) in a carton. / Ilo 10
karncyn B Omucrepe u3 (IIBX/AJI/IIA)
¢donsru / amomununesoit donsru. Io 1, 3,
8, 10 6nmrcTepoB BMeCTE ¢ HHCTPYKLMEH 1O
MEIHULUHCKOMY TPUMEHEHHI0 (JIUCTKOM-
BKJIA/IBILIEM) B TAYKY KapPTOHHYIO.

* 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/
IIpumeuanue: [IponykTt coorBercTBYeT TpeboBanmam HJI

Opinion : APPROVED
3akmouenune: OJJIOGPEHO

Prepared by / Iloarotosneno:

Member

D. Latha- Quality control- Team

-

Checked by / IIpoBepeHo:

K.V.V. Satyanarayana- Quality
control- Team Member d/,,

Approved by: Manager/Executive /
Opo6peno: Menemxep / PykoBoaurens
V. Prashanth - Quality Assurance- Team

Member U\}L(}P

Print Date / Jlata: 31-01-2025

Print Date / lata: 31-01-2025

Print Date / [lata: 31-01-2025




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHUOHUKAT AHAJIM3A

Page 7 of 8 /Crp. 7n3 8

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

Hpoaykr: Omes® JICP, kancysibl ¢ MOAHGHIIMPOBAHHLIM BhIcBoGOKAeHHeM, 30 Mr+20 Mr

Market / PoiHok : Russia/ Poccus

Batch No / . B2500197 Batch Quantity / _ 1250000 caps /
Cepus Ne i O6nbem cepun " 1250000 kancyn
Analytical Repourt No/ . 2002FP25000106 Date of Analysis / . 31-01-2025
Ananurndecknii oruer Ne JlaTa aHaiu3sa

Date of Manufacture / . 30-10-2024 Date of Expiry / . 30-09-2027
JIaTa MpoOH3BOACTBA TI'open no

Mfg. License No. /

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

Analysis performed according ND / Ananu3s nposeaen mo HJI: JITI-Ne(002687)-(PT-RU)-071223

* — HOpMBI B crielUKaliy MpeACcTaBJicHbl HA CPOK ronHOCTH. IIpH BRIMyCKe Mperapar NMpoBepseTcs B COOTBETCTBHH CO
crienrduKanye Ha BBITYCK, HO3TOMY B cepTudUKaTe aHaNM3a Ha IpenapaT MOryT OBITh yKa3aHbl 6ojiee CTPOTHE HOPMEI,

YEM B HACTOALIEM HOPMAaTUBHOM JOKYMECHTE IO KAYECTBY.

API name / HaumeHnoBanue A®C:

Omeprazole / Omenpazon

Domperidone /JomnepHaoH

INN / MHH:

Omeprazole / Omenpason

Domperidone / JommepunoH

API manufacturer batch number /

0000118176, 0000118305

nponspoauteas ['JID:

Homep cepnu nponssogurens ADC: OME/00424
FP Manufacturer API Batch number / .
Homep cepnu cyGcTaHIuK FBRA00498 FBRHO00033

API Manufactured by & country /
Iponssoanteas APC, crpana:

Srini Pharmaceuticals Ltd, India

MIpunu ®apmacerotukaic Jita, Munus

Vasudha Pharma Kem Ltd, India /
Bacynxa ®apma Kem Jitn, UHaus

/

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

HaumeHnoBaHHe, agpec, THUEH3US s
IIpousBoacTBeHHAs MaoLaaKa /
IInomagka KOHTpOJS KadecTBa /
IInowagka BoIMycKa

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) /

J-p Penpu’ ¢ JIabopatopuc JITx.

Vuacrtku Ne 42p, 43, 44p, 45p,

, [IpousBogcTBeHHOE noapazaencHue-11,
46p, 53, 54 u 83, bauynayuu Bunnamxk,

Bauynasun Mangan, Menuan Mankamkriupu ductpukr - 500090, mrar
Tenanrana, Uanus (JIunensus No 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».

3axuouenne o cooTBercrBumM: «HacrosimmuM s NOOTBepXKAal0, YTO MpHBeNeHHAs Bhe HHGOPMaLMs SABISETCA
JOCTOBEPHOM U TOYHOM. ITa cepHsi MPOAYKIMH MpPoU3BeieHa (BKIIOYas YNaKoRKy (MapKHpOBKY) U KOHTpPOJB KauecTBa) Ha

Remarks : The Product confirms to ND/

IIpumeuanne: Ilpoaykt cooTBeTcTBYET TpeGoBanusam HJJ

Opinion : APPROVED
3axmouenue: OJJOBPEHO

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

Member L‘{%P/

Checked by / ITpoBepeHo:
K.V.V. Satyanarayana- Q
control- Team Member

-

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykoonurens

V. Prashanth - Quality Assurance- Team
Member m}w@

Print Date / Jlata: 31-01-2025

Print Date / Hata: 31-01-2025

Print Date / Jata: 31-01-2025
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CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIM3A

Page 8 of 8/ Crp. 8 u3 8

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

Ipoaykr: Omes® JICP, kancysnl ¢ MOAH(HIHPOBAHHBIM BbicBoGoxaeHnem, 30 Mr+20 mr

Market / PoiHok : Russia/Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne ] Oo6nem cepuu © 1250000 xancyn
Analytical Repourt No/ . 2002FP25000106 Date of Analysis / . 31-01-2025
AnanmaTHyeckuii oTuer Ne JlaTa aHanu3a

Date of Manufacture / . 30-10-2024 Date of Expiry / . 30-09-2027
JlaTa mpon3BOACTBA Togen no

Mfg. License No. /

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

Analysis performed according ND / Auann3 nposegen mo HJI: JITI-Ne(002687)-(PI'-RU)-071223

BHIIEYKA3aHHOH TNpPOM3BOACTBEHHON IUIOWEAKe (TUIOIAAKax) B INOJHOM COOTBETCTBMM C TpebosaHuamu IlpaBmi
Hajlexanieit Ipou3BOACTBEHHOMN npakTHkH EBpasuiickoro sxonomudeckoro corwosa (Ne GMP/EAEU/RU/00573-2022 ot 23
ceHTAOps 2022) M TpeGOBAaHMAMM KOHTPONS KAauyecTBA JIGKADCTBEHHBIX CPEICTB, 4 TAKEe B COOTBETCTBHH CO
cnetuUKaIKsIMHU, COTEPKAIMMUICA B PETHCTPALMIOHHOM JIOChE CTPAHBI-MMIIOPTEPa. 3aluCH T10 NPOU3BOACTBY, YIIAKOBKE U
aHanusy TpOBEPEHE], W YCTAHOBJIEHO MX COOTBETCTBME TpeGoBaHuAM IIpaBui HalUlexalleH MpPOM3BOACTBEHHOM MPAaKTHUK
EBpazuiickoro 3KOHOMHYECKOTO COK3a».

Remarks : The Product confirms to ND/ Opinion : APPROVED

Ipumeuanue: ITpoaykt coorBercTByeT TpeboBaHusam HJJ 3axmouenue: OJOBPEHO

Prepared by / TloarotorneHo: Checked by / ITpoBepeno: Approved by: Manager/Executive /

D. Latha- Quality control- Team K.V.V. Satyanarayana- Quality OnoGpeno: Menemxep / PykoBoautesis

Member control- Team Member é’l_,_,/ V. Prashanth - Quality Assurance- Team
!&f/_ Member M

Print Date / Jlata: 31-01-2025 Print Date / Tata: 31-01-2025 Print Date / lata: 31-01-2025




