Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Page 1 of 8/ Crp. 1 u38

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Npoaykr: Omes® ICP, kancyasi ¢ MoanduuHpoBakHbiM BbicBoGomaennem, 30 mr+20 mr

Market / Poinok : Russia / Poccns
Batch No / . Batch Quantity / 1250000 caps /
Cepusi Ne | SAA0RES O6bem cepuu © 1250000 xancysn

Date of Analysis/

Ne

eAmAlyica [Repor o ¥ : 2002FP24002057 : 31-08-2024
AHaJauTH4ecknii oTuet Ne JaTta anauanza

Date of Manufacture / . 03-08-2024 Date of Expiry / . 31-07-2027

JlaTa mpoH3BOACTBA Togen o

Mfg. License No. /

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

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

Analysis performed according ND / Anaaus nposenen no H/I:

S.No/

No Test / Tecr

Result / PesynbTar

Specification / Cneunduxauus

1 Description / Onncaunue

Hard transparent colorless gelatin
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. /

Teeparie
OecLBETHBIE KancCyJbl
MapKUpPOBKO#H YEPHOTro

»
« Y DR. REDDY’S» Ha kpbliieuke
Kancyasl M MapKUpOBKOH KpacHOro
useta «OMEZ-DSR» Ha  xopnyce
KarcyJibl. Conepxumoe Karncyn:
chepuyeckde  mesuleTel  G6enmoro
KOPHUYHEBOTO LIBETA.

JKEJIATUHOBBIE  MTPO3pauHbIe
pasmepa | c
1BeTa

Hard transparent colorless gelatin capsules
size 1 with a black imprint

T 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. /

Teepasle  KSNaTHHOBBIE  MpO3payHble
OecupeTHBlE Kancynsl pasmepa 1 ¢
MapKHUPOBKOit YEepHOTO LBera

-
« Y DR. REDDY’S» Ha KpBILIEYKE
Karcy/bl U MapkKMpOBKOH KpacHOTo LBETA
«OMEZ-DSR» Ha wxopryce KarcyJsl.
Conepxumoe  xarncyn:  chepuueckue
MesuIeThl OT 6enoro o cepopato-6enoro u
OT  KOpHYHEBOTO 1O JKEJTOBATO-
KOPUYHEBOTO LIBETA.

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykT cooTBeTcTBYET Tpeboranusam HL

Opinion : APPROVED
3aknmwodenne: OJIOBPEHO

Prepared by / [logroroeneno:
Latha. D- Quality control- Team

Member g T

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

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

Print Date / Tata: 31-08-2024

Print Date / {lata: 31-08-2024

Print Date / Jara: 31-08-2024




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page2 of 8/ Crp.2 n3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Npoaykr: Omes® JICP, kancy.si ¢ MOAMPUIHPOBAHHBIM BbICBOOOKAeHHeM, 30 Mr+20 mr

Market / PbiHok

: Russia/ Poccus

Ne

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne 5 B2402796 O6bem cepun " 1250000 kancyn
Analytical Repovrt No/ . 2002FP24002057 Date of Analysis / . 31-08-2024
AHanuTH4yecknii oTyeT Ne Jara ananuza

Date of Manufacture / . 03-08-2024 Date of Expiry / . 31-07-2027

[Jata nponsBoacraa T'ogen no

Mfg. License No. /

IIpousBoacTBenHas auuen3us : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII1-Ne(002687)-(PT-RU)

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

Analysis performed according ND / Ananu3 nposegen no H:

2 Identification /
Naentndurxanus
Omeprazole
Domperidone /
Owmenpazon

JomnepunoH

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. / Bpemena
YIOEPKMBaHUS OCHOBHBIX MMKOB Ha
XPOMAaTOrpaMMe MCHBITYEMOTO PacTBOpa
COOTBETCTBYIOT BPEMEHaM YIEepIKHBAHUS
NMKOB OMempasofia W AOMIIepHIoHA Ha
XpoMaTorpaMMe CTaHZAPTHOTO pacTBopa

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  ynepHBaHHA
OCHOBHBIX TIHKOB Ha XpoMarorpamme
HUCOBITYEMOTO pactBopa JOMKHBbIL

COOTBETCTBOBATh BPEMEHaM YAEPKHUBaHUs
NUKOB OMeNpasosia W AOMIEPHUAOHA Ha
XpoMarorpaMMe CTaHAApTHOTO pacTBOpa

(pazmen «KonuuectrenHoe | (pazgen «KonnuectreHHoe
OTpeaeNiCHHE» ). OMpeneeHue).

3 Average weight of the net 366.44 mg/ 366,44 mr 369.0 mg + 10 % (between 332.1 to 405.9
content / Cpeansisa macca mg) /
COAEPHKUMOro KamcyJa 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 6osiee 4,0 %

ConepxaHue BoabI
5 Uniformity of dosage units / OaHOpOAHOCTH 103MPOBAHHBIX €MHHHMII

Omeprazole / Omenpazon

Domperidone /
HomnepunoH

6.8/6,8

55/55

Acceptance value (AV) should be less than
or equal to 15.0 / Tloxasarens
npuemsiemoct (AV) pomkeH ObITh He
6onee 15,0.

Acceptance value (AV) should be less than
or equal to 150 / [Tlokasaress
npuemnemMoctd (AV) pomkeH ObITb He
oonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: Iponykt cooTBeTcTByeT TpeboBaHMsimM HJT

Opinion : APPROVED
3axmaouenne: OJOBPEHO

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

Member g

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

J

Approved by: Manager/Executive /
Opno6peHo: Menemxep / PykoBonutesns
V. Prashanth- Quality Assurance- Team

Member
vy’

Print Date / Tata: 31-08-2024

Print Date / Jara: 31-08-2024

Print Date / Jlata: 31-08-2024




Dr.Reddy’s Q%.‘

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Page3of 8/ Crp.3u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Npoaykr: Omes® JICP, kancysibi ¢ MogHbHUNPOBAHHLIM BbICBOGOKACHHEM, 30 Mr+20 M

Market / PoiHok

: Russia / Poccus

1250000 caps /

Batch No / . Batch Quantity /

Cepusa Ne el O6bem cepun 1250000 kancyn
Analytical Repovrt No/ . 2002FP24002057 Date of Analysis / . 31-08-2024
AHaAUTHYECKHI oTUeT No JlaTa ananusa

Date of Manufacture / . 03-08-2024 Date of Expiry / . 31-07-2027

JlaTta npoussoacTBa T'onen no

Mfg. License No. /

IIpousBoacTeenHas auuensnus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JITI-Ne(002687)-(PI'-RU)
Ne

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

Analysis performed according ND / AHanu3 nposeaen no HJI:

6 |Impurities / lIpumecn

Omeprazole / Omenpaszona:
Impurity 1/ mpumecs 1
Impurity 2 / npumecs 2
Impurity 3 / mpumech 3
Impurity 4 / npumecs 4
Impurity 5 / mpumecs 5
Domperidone /
Homnepuoona:

Impurity A / npumecs A
Impurity B / mpumecs B
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npumecs F
Any individual unidentified
impurity / JTro6as
eAUHUYHA
HEeUAEHTUHLIUPOBaHHAs
npHUMech

Total impurities /

CymMa npumeceit

Less than LOQ (LOQ = 0.010%) / Huxe
npenesia KOJIMYECTBEHHOTO OIpeNeeH s
(ITKO = 0,010%)

Less than Limit of Detection (LOD =
0.003%) / Hwke npenena oGHapyXeHus
(ITO = 0,003%)

0.02%/0,02%

Less than LOQ (LOQ = 0.020%) / Huxe
npenena KONMWYEeCTBEHHOro ONpencicHuUs
(JIKO = 0,020%)

Less than LOQ (LOQ = 0.010%) / Huxe
npefena KONUYECTBEHHOro ONpeaesiCHUs
(ITKO = 0,010%)

Not detected / He o6Hapy:xeHa

Not detected / He oOHapyxeHa

Less than LOQ (LOQ = 0.012%) / Huxe
npejena KOJMMYEeCTBEHHOro Onpene/eHus
(ITKO =0,012%)

0.16%/0,16%
Less than LOQ (LOQ = 0.013%) / Huxe
npenena KOJMYECTBEHHOTO ONpeesIeHus
(TTKO = 0,013%)

Not detected / He o6HapyxeHa

0.2% /0,2%

Omeprazole / Omenpazona:

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

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

Remarks : The Product confirms to ND/
IIpnmeuanne: IlpoaykT cooTBercTBYET TpeboBaHusam H]I

Opinion : APPROVED
3akmouyenune: OJJOBPEHO

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

Member E

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

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

Member W\ﬂ

Print Date / Tata: 31-08-2024

Print Date / Jlata: 31-08-2024

Print Date / [lata: 31-08-2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Page 4 of 8/ Crp.4u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoayxr: Omes® ICP, kancyabl ¢ MOAMGHIHPOBAHHBIM BbICBOBOKAEHHeM, 30 MI+20 mMr

Market / PoiHox : Russia/ Poccus
Batch No / Batch Quantity / 1250000 caps /

: B2
Cepus Ne e OGnem cepuu 1250000 karnicyn
Analytical Repo“rt No / . 2002FP24002057 Date of Analysis / . 31-08-2024
AHanuTH4YecKH oTueT Ne Jlara anaanza
Date of Manufacture / . 03-08-2024 Date of Expiry / . 31-07-2027
JlaTa npoH3BoaCTBA T'ogen o
Mfg. License No. /
IIpousBoacTBenHas auuensnsa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JITI-Ne(002687)-(PT'-RU)
Ne

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

Analysis performed according ND / Ananus npoBenen no H/I:

7

Residual solvents/ OcTaTouHble OpraHn4YeckHe pacTBOPHTEIN

a) Methanol /
Metanon

b) Methylene chloride /
MeTunenxiopun

4 pg/caps / 4 mxr/kancyna

Not detected / He obHapyskeHa

a) Not more than 1107 pg per capsule /
He Gonee 1107 Mkr Ha kancyny
b) Not more than 221 pg per capsule /

He 6onee 221 Mkr Ha kancyJsy

Dissolution / PacTBopeHue

a) Omeprazole/
Owmenpason

i. Acid stage (0.1N
HCI)/
B 0,1 M pacrBope
XJIOPUCTOBOJOPO/IHO
U KUCIJIOTBI

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

0%, 5%, 0%, 1%, 1%, 1%

95%, 91%, 97%, 92%, 93%, 91%

In a 0.1 M hydrochloric acid solution - not
more than 15 % of the label amount of
omeprazole (C;7H,5N50sS) after 2 hours. /
B 0,1 M pacTBOpe XJIOpOBOIOPOIHOH
KHCHOTBI — He 6onee 15 % ot
takTHYECKOrO colepKaHUs

omernpazona (C7HioN3OsS) uepes 2 u.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(Ci7H19N50;5S) after 30 minutes./

B 6ydepe pH 6,8 — He menee 70 % (Q)

OT HOMMHAJILHOTO COACPKaHUS
omenpazona (C,7H;9N30sS) uepes

30 muH.

Remarks : The Product confirms to ND/
IMpumeuanne: Ipoaykr coorBercTByeT TpeboBanuaM HJ

Opinion : APPROVED
3axkmouenune: OJJOBPEHO

Prepared by / I[ToarorosneHo:
Latha. D- Quality control- Team

Member L‘Q’/

Checked by / ITpoeepeHo:

K.V.V. Satyanarayana - Qualit
control- Team Member \

Approved by: Manager/Executive /
Onobpeno: MeHemxkep / PykoBoauTens
V. Prashanth- Quality Assurance- Team
Member

Print Date / {ata: 31-08-2024

Print Date / Tata: 31-08-2024

Print Date / lata: 31-08-2024




@
Dr.Reddy’s €:¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page5of 8/ Crp.5u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
TMpoaykr: Omes® ICP, kancyJibl ¢ MoaAHHUMPOBAHHLIM BbIcBOGONAeHHEM, 30 Mr+20 mr

Market / Peinox

: Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepna Ne % B2402796 O0bem cepun * 1250000 kancyn
Analytical Repourt No/ . 2002FP24002057 Date of Analysis / . 31-08-2024
AHANUTHYECKHIT 0TYeT No Jata ananusa

Date of Manufacture / . 03-08-2024 Date of Expiry / . 31-07-2027

JlaTa npou3BoacTBa T'ogen ao

Mfg. License No. /

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

Analysis performed according ND / Anaau3 nposenen no H/:

JIT-Ne(002687)-(PI™-RU)-071223

b) Domperidone /
HomnepunoH

after 1 hour/ yepes 1 u

32%, 29%, 33%, 29%, 31%, 32%,
28%, 29%, 31%, 31%, 30%, 28%
Average (L1+L2): 30%

In 0.1M hydrochloric acid solution /

B 0,1 M pacTeope XJIOpOBOJOPOIHOM
KHCJIOTBI:

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

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

ii. after 4 hours / uepe3 4 4 74%, 64%, 71%, 65%, 72%, 68%,
61%, 67%, 68%, 67%, 67%, 65%
Average (L1+L2): 68%
iii. after 8 hours / uepes 8 u 92%, 84%, 89%, 87%, 93%, 89%, between 55 % and 95 %/ ot 55 % 100 95 %
83%, 89%, 91%, 88%, 89%, 88%
Average (L1+L2): 88%
iv. after 12 hours / uepes 97%, 93%, 96%, 98%, 100%, 95%, not less than 70 % / ve menee 70 %
124 o o o o of the labeled amount of Domperidone
98%, 103%, 107%, 103%, 106%, 103% (CxaH4CIN5O5) / OT HOMHUHATBHOTO
Average (L1+L2): 100% conep>xaHusa AOMIIEpUIOHA
(C22H24CIN50O2)
9 |Assay / KosmuecrseHnoe oupegenenue
A. Omeprazole/ 19.90 mg /19,90 mr A. From 180mg to 220mg of
Owmenpazon (99.5% / 99,5%) Ci17H19N5058 (Omeprazole) per

capsule (90.0 to 110.0 % of the label
claim) / Ot 180mMr nmo 22,0wmr
Cy17H9N30sS (omenpaszon) B kancyne
(o1 90,0 o 110,0 % oT HOMHHaJILHOTO
coiepxaHus).

Remarks : The Product confirms to ND/
IIpumeuanue: IlpoayxT coorBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

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

Member Z

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

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

Member
L)

Print Date / Jlata: 31-08-2024

Print Date / lata: 31-08-2024

Print Date / lata: 31-08-2024




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 6 of 8/ Ctp. 6 u3 8

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

Mpoayxr: Omes® ACP, kancyabl ¢ MOAHMHUUHPOBAHHLIM BbICBOGOMXAeHHeM, 30 Mr+20 mr

Market / Peinok : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne £ B2402796 O6bem cepum " 1250000 kamncyn
Analytical Repovrt No/ . 2002FP24002057 Date of Analysis / . 31-08-2024
AHaauTUueckni oTuer No JaTta ananunza

Date of Manufacture / . 03-08-2024 Date of Expiry / . 31-07-2027
JaTta npon3BoacTBa Iogen g0

Mfg. License No. /

IIponspoacTeenHas auuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII1-Ne(002687)-(PT-RU)
Ne

Analysis performed according ND / Ananau3s nposeaen mo H/I:

JITI-Ne(002687)~(PI'-RU)-071223

B. Domperidone /
JomnepuaoH

30.56 mg /30,56 mr
(101.9% / 101,9%)

B. From 27.0 mg to 33.0 mg
C2:H2CINsO,  (Domperidone)  per
capsule (90.0 to 110.0 % of the label
claim) / Ot 27,0mMr go 33,0 mr
C22H24CIN5 O3 (momnepuaoH) B
kanicyne (ot 90,0 nmo 110,0% ot
HOMHWHAJIBHOrO CONEpXKaHUs).

10 |Microbial limits / Mukpo6HoJiornyeckasi YMcTOTa

a) Total aerobic microbial
count / OB1uee yncio

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

a’poOHBIX
MHKpPOOPTaHH3MOB

and mould count /
Ob1ee yKcno
JIPOKIKEBBIX U
TUIECHEBBIX rPUOOB

b) Total combined yeasts

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

a) Not more than 103 CFU/g /
He 6onee 10° KOE/r

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

¢) E. coli Absentinl g/ ¢) Shall be absent in 1g/
OrcyrctByerB I T 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
insert) in a carton. / TTo 10 kancyn B
6nucrepe u3 (IIBX/AJUITA) donbru /
antoMuHueBoit ¢oneru. Ilo 3 Gnucrepa
BMecCTe c HHCTpYyKUMeit no
MEAULIMHCKOMY NPUMEHEeHHIO (JIMCTKOM-
BKJIaJbIIIEM) B [TAYKY KAPTOHHYIO.

blisters and patient information leaflet
(package insert) in a carton. / Ilo 10
karncyn B Gmuctepe uz (I[IBX/AJI/TIA)
doneru / amomunuesoit goneru. Io 1, 3,
8, 10 GnucTepoB BMECTE C MHCTPYKLUMEH 1O
MEAMUHHCKOMY TNpUMeHeHHIO (JINCTKOM-
BKJIa[bILIEM) B MaykKy 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/
Ipumeuanne: [IpogykT cooTBeTcTBYET TpeOoRaHUIM H]{

Opinion : APPROVED
3axawyeaune: OJOBPEHO

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

Member \ g

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

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoaurens

control- Team Member &_V. Prashanth- Quality Assurance- Team

Member

i

Print Date / Tata: 31-08-2024

Print Date / Jata: 31-08-2024

Print Date / Tata: 31-08-2024




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 70f 8/ Ctp. 7n3 8

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

IMpoaykT: Ome3® ACP, kancybl ¢ MoAHGHUHPOBAHHBLIM BbICBOGOXAeHHeM, 30 Mr+20 mr

Market / Poinok : Russia/ Poccus

Batch No / . B2402796 Batch Quantity / ; 1250000 caps /
Cepusi Ne O6bem cepuu 1250000 kancyn
Analytical Repo“rt No/ . 2002FP24002057 Date of Analysis / . 31-08-2024
AHanuTHYecKHi oTueT No JlaTa ananuza

Date of Manufacture / . 03-08-2024 Date of Expiry / . 31-07-2027
Jara npon3sBoacTBa I'ogeH no

Mfg. License No. /

IIponssoacTBenHan aunensnsa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII1-Ne(002687)-(PT-RU)
Ne

Analysis performed according ND / Ananus nposeaen no H/:

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

* — HOopMBI B crieUMdUKaluy MPEACTABIEHEl HA CPOK FOAHOCTH. IIpu BeIMycke Mpemapat MpOBEPSETCss B COOTBETCTBHH CO
cneuudukauyei Ha BBIMYCK, MIO3TOMY B cepTH(UKATE aHaJiM3a Ha rperapar Moryr ObITh yka3aHbl onee CTporhe HOpMBbI,

YE€M B HACTOALLEM HOPMATUBHOM NJOKYMEHTE MO KA4YECTBY.

API name / HanmenoBanue AQC: Omeprazole / Omemnpazon Domperidone /Jomnepuaox
INN / MHH: Omeprazole / Omenpazon Domperidone / JlomnepunoH
API manufacturer batch number / OME/00124

Homep cepuu npoussoaurens AQPC: 0000118175 & 0000116355

FP Manufacturer API Batch number /

Howmep cepun cyGcTaHuNH FBRA00323 FBRHO00018
npoussoautess [JI®:

API Manufactured by & country / Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India /
IIpouspoaurens APC, crpana: L punyu @apmacerotrkaic Jita, Munns Bacynxa ®@apma Kem JIta, Mnaus

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.
HaumeHoBaHue, aapec, JTMLUEH3HA A7 63/RR/AP/96/F/R) /

IIpousBoacTBeHHas nUIoLIAAKA / H-p Penau'c Jlabopatopuc JIta., [IpousBoactBeHHoe noapasaenenue-II,
Ilnomagka KOHTpoOAA KavecTBa / VYuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu Businaax,
Ilnoinaaka Beinycka Bbauynannu Mangan, Menuyan Mankagxrupu Juctpukt - 500090, wrat

Tenanrana, Muous (JIunensus 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».

3akmoyenue o cooTBercrBuM: «HacTosmmnm s noATBepXaalo, uTO TNpPHUBENEHHAs BblE HHGMOPMAUMS ABIIETCH
JOCTOBEPHOM M TOYHOMH. DTa cepHs MpOAYyKUMMU Npou3BeaeHa (BKIOUas yNakoBky (MapKMpOBKY) U KOHTpOJIb KayecTBa) Ha
BBILIEYKAa3aHHOH MpPOU3BOACTBEHHON muowanke (raomankax) B MOJHOM COOTBETCTBMM ¢ TpebopaHusmu Ilparun
HajIexalleil Npor3BOACTBEHHON npakTUku EBpasuiickoro skoHoMuueckoro cowsa (Ne GMP/EAEU/RU/00573-2022 ot 23
ceHT26ps 2022) u TpeOOBaHMAMM KOHTDOJIS KauecTBa JIEKAPCTBEHHBIX CPEACTB, 4 TaKXKe B COOTBETCTBUH CO

Remarks : The Product confirms to ND/ Opinion : APPROVED
Ilpumeuanwue: [Iponykt cootBercTByeT TpeboaHuam HJL 3akmouenne: ONOBPEHO
Prepared by / IlogroToBieHo: Checked by / TIpoeepeHo: Approved by: Manager/Executive /

Latha. D- Quality control- Team K.V.V. Satyanarayana - Quality Ono6peHo: Menemkep / PykoBoauTenb
é’/,_‘—v . Prashanth- Quality Assurance- Team

Member control- Team Member
Member 1 /mp

Print Date / Jata: 31-08-2024 Print Date / HJarta: 31-08-2024 Print Date / lata: 31-08-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Page 8 of 8/ Crp. 8 u3 8

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

Tpoaykr: Omes® JICP, kancyJbl ¢ Moan(UIUHPOBAHHBLIM BbicBo6oskaeHneM, 30 Mr+20 mr

Market / PoiHok : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepusn Ne : B2402796 O6bem cepun * 1250000 xancyn
Analytical Repourt No/ . 2002FP24002057 Date of Analysis / . 31-08-2024
AHanuTHYeCcKHnH oTueT No JaTa ananusa

Date of Manufacture / . 03-08-2024 Date of Expiry / . 31-07-2027
JlaTa NpoH3BOACTBA I'ogen a0

Mfg. License No. /

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

Analysis performed according ND / Anann3s nposeaen no H/:

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

cnietpuKaUMAMU, COAEPXKAIMMHUCS B PETHCTPAIMOHHOM JOChe CTPaHBI-UMIIOpTEpa. 3aIlMCH N0 MPOHU3BOJCTBY, YIIAKOBKE H
aHaJM3y MPOBEPEHBI, U YCTAHOBJICHO MX COOTBETCTBHE TpeOoBaHUsM IIpaBHN Haianexkalled NPOW3BOJACTBEHHOH NMpaKTHUK

EBpa3uiickoro 3KOHOMHUYECKOT'0 COI03ay.

Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBaHusM HJJ 3axmoyenue: QJIOBPEHO

Prepared by / I[Toarotoenexo: Checked by / TIpoeepeHo: Approved by: Manager/Executive /
Latha. D- Quality control- Team K.V.V. Satyanarayana - Quality Opo6peno: Menemxkep / PykoBoaurtens

Member control- Team Member V. Prashanth- Quality Assurance- Team
L%’ Member W

Print Date / Harta: 31-08-2024 Print Date / ata: 31-08-2024 Print Date / [Jata: 31-08-2024




