Qe
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHATHU3A

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

Ilpoaykr: Omes"” JICP, KAICYJ/bl ¢ MOAR(HLIHPOBAHHLIM BblICBOGOKAEHHEM, 30 Mr+20 mr

Page 1 of 10/ Crp. 1 u3 10

Market / PbiHOK : Russia / Poccus
‘Balch No / . 'Batch Quantity / 1250000 caps /
. : B2401385 :
|Cepust Ne B | O6nem cepun 1250000 xancyn
[Analytical Repourt No/ . 2002FP24001370 Date of Analysis / . 07-06-2024
[AHajuTHYecKHii oT4eT No _|[laTa aHanu3za -
Date of Manufacture / . 03-04-2024 Date of Expiry / . 31-03-2027
{laTa npousBoaCTBa |Loaen po
Mfg. License No. /
ITpousBoacTBeHHAas : 63/RR/AP/96/F/R MA number:/ Homep PY : JI[1-Ne(002687)-(PI™-RU)

[nuen3ns Ne

| Analysis performed according ND / Ananus nposenen no H:

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

S.No /|

%

] Description /
Onucanue

Test/ Teer

Result / PesyabTar

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. /

Teepable KenaTUHOBbIE TIPO3payHbIe
becuBeTHbIE Kancynsl pasmepa 1 ¢
MapK1pOBKO#i YepHoro BeTa

« “Y DR, REDDY’S» Ha
KpbILLIEUKE KAICYJibl 1 MapKHPOBKOH
kpacHoro 1uBera «OMEZ-DSR» Ha
xopnyce kancynsl. Coxepxumoe
kancya:  chepuueckde — NesneTbl
6enoro 1 KOpUYHEBOTO 1IBETA.

Specification / Cneundnxauns

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 to grayish-white and
brown to yellowish brown spherical
pellets. /

Teepable >xenaTWHOBBIE TIPO3payHbIe
OecLiBeTHble Kalcyibl pasmepa | ¢
MapKHUpPOBKOH YEPHOro BeTa

« 7Y DR.REDDY’S» Ha KpblLIeuKe
Kancynbl ¥ MapKHpPOBKOH KpacHOTro
ugera «OMEZ-DSR» Ha kopnyce
kancynnl.  CoaepxuMoe  Kancyn:
cthepuueckue nennetsl oT 6enoro Ao
cepoBaTo-0€s10r0 M OT KOPUUHEBOTO 110
XKETOBATO-KOPHYHEBOTO LIBETA.

Remarks : The Product confirms to ND/
Ilpumeuanwne: [IpoayxT coorBercTBYET TpebOBaHUAM HJI

Opinion : APPROVED
3akmouenne; OJOBPEHO

Prepared by / [logrotrosnexo:
Durga Raju. Thota- Quality
control- Team Member

ThHP—

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

Member

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoautenn
Ajay Kumar- Quality Assurance- Team
Member n

L)

Print Date / Jlata: 07-06-2024

Print Date / JTata: 07-06-2024

Print Date / Jlata: 07-06-2024




Qo
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATNIA

Page 2 of 10/ Crp. 2 u3 10

Product: OmeszSR, modified-release cap_sules, 30 mg+20 mg /
Mpoaykr: Omes” JICP, kaueyiibl ¢ MOAHGHUKPOBARNIBIM BbIcBoGOAeHHeM, 30 Mr+20 Mr

Market / PbiHOK

Batch No/

Cepust Ne

Analytical Report No /
'AHannTHuecKui oTyer Ne
Date of Manufacture /
JaTa npon3soacTsa

: B2401385

: 2002FP24001370

: 03-04-2024

: Russia / Poccus

_|Obbem cepuu

|/laTa anasinsza

'Batch Quantity /

Date of Anal&sis /

T'open no

Date of Expiry /

_ 1250000 caps /
" 1250000 xancya

: 07-06-2024

: 31-03-2027

Mfg. License No. /

IIpoussoacTBeHHAsA
aunensus Ne
Analysis performed according

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

JIM-No(002687)-(PT-RU)-071223

MA number:/ Homep PY : JIIT-Ne(002687)-(PI'-RU)

ND / Ananus nposejex mo H:

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

preparation under assay. / Bpemena | yAepXUBaHHs OCHOBHbIX TIMKOB Ha
yIACPKUBAHWS OCHOBHBIX TNHKOB Ha | XpoMarorpamme UCTBITYEMOTO
XpomarorpaMme UCHBITYEMOTO | pacTBOpa JOJKHBI COOTBETCTBOBATH
pacTBOpa COOTBETCTBYIOT BpEMEHaM | BpeMeHaM yIep>XHUBaHMs1 THKOB
yOepKUBaHUST MUKOB OMenpasosia M | oMenpazona W JOMIIEpHIOHA Ha
JIOMIEpPHAOHA Ha XpoMaTorpamme | XxpoMarorpamMmme CTaHAapPTHOTO
cTaHnapTHOro  pacteopa  (pazjien | pactsopa (pasaen «KonuuectBeHHoe
«KonuuecTBeHHOE ONpeaeneHme). OTIpEJIENIEHHED ).

3 Average weight of the 372.58 mg/ 372,58 mr 369.0 mg £ 10 % (between 332.1 to
net content / Cpenusis 405.9 mg) /
Macea coAepKUMOoro 369,0 mr = 10 % (ot 332,1 no 405,9
Kameya MT)

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoaykr coorsercTyeT TpeboBaHusM HJL

Opinion : APPROVED
3akniouenne: OJJOBPEHO

Prepared by / IlonrotosieHo:
Durga Raju. Thota- Quality
control- Team Member

YH—

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

Member Lz%f,;

Approved by: Manager/Executive /
Onobpeno: Meunenxep / PykoBoauTtens
Ajay Kumar- Quality Assurance- Team

Member //Lﬁ)

Print Date / Jlata: 07-06-2024

Print Date / Jlata: 07-06-2024

Print Date / Jlata: 07-06-2024




Dr.Reddy’s ":'.

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

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A

Page 3 of 10/ C1p. 3 u3 10

Market / PoiHOK : Russia / Poccus

Batch No / + B2401385 'Batch Quantity / 1250000 caps /

|Cepusi Ne. ) ’ O6bem cepun " 1250000 kancyn
|Analytical Repourt No/ . 2002FP24001370 |Date of Analysis / . 07-06-2024
ABajauTHuyeckni oruer Ne B JlaTa aHa/IM3A4 B

Date of Manufacture / . 03-04-2024 Date of Expiry / . 31-03-2027

JlaTa npoH3BOJACTBA Togen no -
Mfg. License No. /

Ilpon3BoacTBeHHAsN : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PI'-RU)
Jnnen3us Ne

Analysis performed_according ND / Ananns nposeaen mo H/L:
JIN-Ne(002687)-(PI'-RU)-071223

4 ‘Water content /
ConepskaHne Boabl

11% wiw / 1,1% wiw

[Not more than 4.0 % w/w / He 6onee |
4.0 %

Uniformity of dosage units / QanopoaHoCThL 103UPOBAHHBIX €THHHUI]

JomnepnjioH

Omeprazole / 51751 Acceptance value (AV) should be less
Owmenpa3zon than or equal to 15.0 / Tlokasartenn
npueMieMocTH (AV) nonxkeH ObITh He
6onee 15,0.
Acceptance value (AV) should be less
Domperidone / 9.3/93 than or equal to 15.0 / Ilokasarens

npuemaeMocti (AV) nomxkeH ObITb He
6onee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: Ilponykr coorsercryer rpebosanusm HJJ

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by / [loaroTosneHo:
Durga Raju. Thota- Quality
control- Team Member

YH—

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

Member L‘%”

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykosoauTtens
Ajay Kumar- Quality Assurance- Team

Member n
{

Print Date / lata: 07-06-2024

Print Date / Jlata: 07-06-2024

Print Date / lata: 07-06-2024




Dr.Reddy’s ":'.

Product: Omez DSR, modified-

CERTIFICATE OF ANALYSIS

CEPTHDHUKAT AHAJTH3A

Page 4 0of 10/ Crp. 4 u3 10

release capsules, 30 mg+20 mg /

Mpoaykt: Ome3” JICP, kancyJibl ¢ MOAHDHINIPOBAHILIM BLIcBOOoKICHEM, 30 Mr+20 mr

Market / PoiHok

+ Russia / Poceus

Batch No /

Cepusi Ne

Analytical Report No /
AHaMUTHUECKHH oTueT No
Date of Manufacture /
|JaTa npou3BoACTBA

: B2401385

: 03-04-2024

: 2002FP24001370

[Batch Quanlity
'O6bem cepun

/ 1250000 caps /

" 1250000 kancyn

| laTa ananusa

Date of Analysis /

: 07-06-2024

|FoneH ao

Date of Expiry /

: 31-03-2027

Mfg. License No. /
IIpounsBoxcTBeHHAsI
Jinen3nst Ne

: 63

/RR/AP/96/F/R

'Analysis performed according N
!Hﬂ—NQ(_OOl687)-(PF—RU)—O7]223

D / Ananns npOBeneH no H:

6

Impurities / Ilpumecn

Omeprazole /
Omenpusoaa:

Impurity 1 / npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5/ npumech 5
Domperidone /
Jlomnepudona:
Impurity A / npumecsb A
Impurity B / npumecs B
Impurity C / npumece C
Impurity D / npumecs D
Impurity F / npumecs F
Any individual
unidentified impurity /
JIro6as enuHUUHaA
HEWJIEHTUNIPOBAHHAS
MpUMech

Total impurities /
Cymma npumeceit

MA number:/ Homep PY : JII1-Ne(002687)-(PI'-RU)

0.01%/0,01%

Not detected / He oOnapyxeHa

0.02% / 0,02%

Not detected / He obHapyxeHa

Less than Limit of Detection (LOD =
0.003%) / Huxe npeaena
o6Hapyxenus (11O = 0,003%)

Not detected / He obHapyxeHa

Not detected / He o6HapyxeHa

Less than LOQ (LOQ = 0.012%) /
Hwxe rmpelena  KOJIHYECTBEHHOTO
onpeaeneuus (IMKO = 0,012%)

0.09% / 0,09%
Less than LOQ (LOQ = 0.013%) /
Huxe nmpeacina KOJMUYECTBCHHOI'O

onpeneneHus (I11KO = 0,013%)
Not detected / He o6HapyXxeHa

0.1% /0,1%

'Omeprazole / Onenpazoaa:

Not more than 0.50 % / He 6ounee 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 / Jomnepuoona:

Not more than 0.50 % / He 6ousee 0,50
%

Not more than 0.50 % / He 6ousee 0,50
%

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

Not more than 0.50 % / He 6ouiee 0,50
%

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

Not more than 0.20 % / He 601ee 0,20
%

Not more than 2.5 % / He 6onee 2,5 %

Remarks : The Product confirms

ITpumeuannue: ITpoaykr coorercTByeT TpeboBaHusam HJ

to ND/

Opinion : APPROVED
Zakirouenne: OJJOBPEHO

Prepared by / Ilonrotosneno:
Durga Raju. Thota- Quality
control- Team Member

Vhi—

Checked by / [1posepeHo:
Latha. D - Quality control- Team

Member L@/

Approved by: Manager/Executive /
Ono6peno: Menenxep / PykoBoaurens
Ajay Kumar- Quality Assurance- Team

Member [/8

Print Date / laTa: 07-06-2024

Print Date / JTara: 07-06-2024

Print Date / Jarta: 07-06-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A

- Page 5of 10/ Crp. Su3 10
[Product: Omez DSR, modified-release capsules, 30 mg+20 mg / |'
IIpoayxr: Omes® JICP, KaICyJibl ¢ MOAH(PHIHPOBAHHBIM BbicBOGOKAEHHEM, 30 mMr+20 mr

Market / PbiHOK : Russia / Poccus
Batch No / . B2401385 |Batch Quantity / 1250000 caps / -
Cepust Ne T O6bem cepun 1250000 kancyn
Analytical Repourt No / . 2002FP24001370 Date of Analysis / . 07-06-2024
AHanuTHYecKHii oTyeT Ne =~ Jata anannsa -
Date of Manufacture / . 03-04-2024 Date of Expiry / . 31-03-2027
JlaTa npoun3BoacTBa T"oaen o
Mfg,. License No. /
IIpousBoacTBennan : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PT-RU)
|muneH3ug No -
Analysis performed according ND / AnaJsiu3 nposegenr no HJI:
JII1-Ne(002687)-(PT-RU)-071223
7  |Residual solvents/ OcTaTo4HBIC OPraHH4YecKHe PACTBOPHTEH |
"a) Methanol / | 4 pg/eaps / 4 mxr/kancyna "a) Not more than 1107 ug per capsule '
MeTtaHnosn /
b) Methylene chloride / S ; He 6onee 1107 mkr Ha kancyay
MeTuneHxnopu R CEIEgieCH (S COlaRMPREHE, b) Not more than 221 pg per capsule /
He 6onee 221 Mkr Ha kancysy
8 Dissolution / PacTtBopenne
a) Omeprazole /
Owmenpaszon
i. Acid stage (0.1N 0%, 0%, 0%, 0%, 0%, 0% In a 0.1 M hydrochloric acid solution -
HCl)/ not more than 15 % of the label
B 0,1 M pacrBope amount of omeprazole (C7H9N1O3S)
XJIOPUCTOBOLOPOA after 2 hours. / B 0,1 M pacTBope
HOW KKCNIOTEHI XJIOPOBOAOPOAHON
KHCIOThl — He 6onee 15 % ot
(haKkTHUECKOTo colepKaHns
omenpasoJia (Ci17H19N303S) uepes 2 u.
ii. Buffer stage (pH
6.8 phosphate 93%, 93%, 93%, 95%, 90%, 91% In buffer pH 6.8 - not less than 70 %
buffer) / (Q) of the label claim of omeprazole
B 6ydepe pH 6,8 (C17HsN30;8) after 30 minutes./
B 6ydepe pH 6,8 — e menee 70 % (Q)
OT HOMUHAJIBHOTO COAEpP)KaHUs
omenpasona (C7H9N3OsS) uepes
30 MuH.
Remarks : The Product confirms to ND/ Opinion : APPROVED
ITpumeuanue: I1poaykt cooTBeTcTBYET TpeboBaHnsam HJL 3aknwuenne: OJJOBPEHO
Prepared by / Ilonroroineno: Checked by / T1posepeHo: Approved by: Manager/Executive /
Durga Raju. Thota- Quality Latha. D - Quality control- Team Ono6penio: Menemxep / PykoBoaurens
control- Team Member Member Ajay Kumar- Quality Assurance- Team
/W/ L&i_/ Member _,3
Print Date / JTata: 07-06-2024 | Print Date / Jlata: 07-06-2024 Print Date / Jlata: 07-06-2024




Dr.Reddy’s “:

CERTIFICATE OF ANALYSIS

CEPTHU®HUKAT AHAJIM3A

Page 6 of 10/ Crp, 6 u3 10

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoayxr: Ome3® JICP, kaney.ist ¢ MoaR(uuupoBanubivM BbicBoGoxaeniem, 30 mr+20 mr

Market / Poinok

|Batch No /

Cepun No

'Analytical Report No /
|AnanuTnyeckuii oTyer Ne

: B2401385

: 2002FP24001370

¢ Russia / Poccust

'"Batch Quantity
|O6bem cepun

JlaTa aHaJn3a

|JIT1-Ne(002687)-(PI'-RU)-071223

Date of Manufacture / . 03-04-2024 Date of Expiry /
JarTa npon3BoACTBa I'onen no

Mfg. License No. /

IIpousBoacTBeHHAsA : 63/RR/AP/96/F/R

Junensust Ne

Analysis performed?ccording ND / Ananu3 nposegen mo HJ:

Date of Analysis /

MA number:/ Homep PY :

1250000 caps /
1250000 kancyn

: 07-06-2024

/

: 31-03-2027

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

| b) Domperidone /
JlomnepnaoH

i. after 1 hour/uepe3 |
Yy

ii. after 4 hours / uepes
4y

iii. after 8 hours / yepes
8y

iv. after 12 hours / uepe3
124

25%, 28%, 27%, 23%, 24%, 25%

53%, 53%, 55%, 55%, 59%, 54%

81%, 81%, 79%, 77%, 719%, T7%

95%, 94%, 90%, 91%, 92%, 92%

In 0.1M hydrochloric acid solution/ |

B 0.1 M pacTBope x10p0oBOAOPOAHOII
KMCIIOThI:

between 15 % and 40 % / oT 15 % no
40 %

between 30 % and 70 % / ot 30 % no
70 %

between 55 % and 95 % / ot 55 % 1o
95 %

not less than 70 % / He menee 70 %

of the labeled amount of Domperidone
(C22H24CINsO3) / 0T HOMUHATILHOTO
cofiepkaHus NOMIEepUIOHa
(C22H24C]N502)

onpeaeneHne

Assay / KoninyecrBennoe
A. Omeprazole /
Owmenpazon

19.72 mg/ 19,72 mr
(98.6% / 98,6%)

A. From 18.0mg to 22.0mg of
Ci7H9N305S  (Omeprazole) per
capsule (90.0 to 110.0 % of the
label claim) / Or 18,0 mMr nmo
22,0 mvr Ci7Hi19N3O3S (omenpason)
B kancyne (ot 90,0 1o 110,0 % or
HOMHUHAJILHOIO COACPIKaHUS).

Remarks : The Product confirms

Ilpumeuanne: [1ponykT coorBeTcTBYeT TpedoBaHuam HJJ

to ND/

Opinion : APPROVED
3axawdyenne: OJJOBPEHO

Prepared by / [Toarorosnexo:
Durga Raju. Thota- Quality
control- Team Member

ey /.

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

Member

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyxoBonurens
Ajay Kumar- Quality Assurance- Team
Member N

A

Print Date / [lata: 07-06-2024

Print Date / Jlata: 07-06-2024

Print Date / Jlata: 07-06-2024




E
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTU®IIKAT AHAJTM3A

Page 70f10/ Crp. 7 n3 10

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
TIpojywr: Omes”® JICP, kancyJibl ¢ MoAH¢HINPOBAHHBIM BbicBOOOKAennem, 30 Mr+20 mr -
Market / PbiHOK : Russia / Pocens
Batch No/ [Batch Quantity / 1250000 caps /

: B2401385 p :
Cepusa Ne O0bem cepuu 1250000 xancyn
Analytical Repourt No / . 2002FP24001370 |Date of Analysis / . 07-06-2024
AHannTuuecknii oryeT Ne |laTa anau3a
Date of Manufacture / . 03-04-2024 Date of Expiry / . 31-03-2027
JlaTa npou3BoACTBA B T'oaen a0 - -
Mfg. License No. /
Ipon3BoacTBEHHAA : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PI'-RU)
Juncnzus Ne - -
Analysis performed according ND / Ananu3s nposegen no H/:

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

B. Domperidone / | 30.42 mg /30,42 mr ‘ B. From 27.0mg to 33.0mg
lomnepnaoH (101.4% / 101,4%) C12H-4CINsO,  (Domperidone) per
capsule (90.0 to 110.0 % of the
label claim) / Ot 27.0mMr g0
33,0 Mr C22H24C1N502
(nomnepunoH) B kancyne (ot 90,0
g0 110,0% oT HOMHHaNbLHOIO
colepKaHus).
10 |Microbial limits / MukpoGuo/ioruyeckass Y9CToTa
a) Total aerobic Less than 10 CFU/g/ a) Not more than 10" CFU/g/
microbial count / Menee 10 KOE/r He 6onee 10° KOE/r
O61wee yucio
a3poOHBIX
MHKPOOPraHH3MOB
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ilpumeuanue: [Ipoaykr cootBeTcTByeT TpeboBannsam HJI 3axmouenne: OJOBPEHO
Prepared by / IloarorosiseHo: Checked by / ITpoeepeHo: Approved by: Manager/Executive /
Durga Raju. Thota- Quality Latha. D - Quality control- Team Onobpeno: Menemxep / PykoBoautess
control- Team Member Member Ajay Kumar- Quality Assurance- Team
Y H— LﬁQ&ﬂ” Member ( AW
Print Date / Jlata: 07-06-2024 | Print Date / [lata: 07-06-2024 Print Date / lata: 07-06-2024




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTURHKAT AHAJIHMZA

Page 8 of 10/ Ctp. 8 u3 10

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes” JICP, Kaincy.ibl ¢ MOAHGHINIPOBAHNBIM BbICBODOK/ICHHEM, 30 mr+20 mr

Market / Puinox : Russia / Poccus
Batch No /

o) 2
Cepns Ne B2401385

Analytical_Report No/
 AHAJIMTHYECKHIf oTueT Noe
Date of Manufacture /

: 2002FP24001370

| O6bem cepun

JlaTa anaJju3a

‘[Batch Quantity /

Date of Analysis /

. 1250000 caps /
" 1250000 xkancya

: 07-06-2024

Date of Expiry /

: 31-03-2027

: 03-04-2024
JlaTa npou3BoACTBA T'oseH oo
Mfg. License No. /
IlponsBoacTBeHHAsS : 63/RR/AP/96/F/R MA number:/ Homep PY :

Juuensus Ne

JI-Ne(002687)-(PT-RU)

Analysis performed according ND / Anasins nposeaen no HA:

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

Total combined
yeasts and mould
count / Odiuee uncao
JIPONOKEBBIX U
nAecHeBbIX rpubOB

c) E coli

E

11 | Package / YnakoBka

110

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

Absentin 1 g/
OrcyteTByeT B 1 1

b) Not more than 10> CFU/g /

He 6onee 10> KOE/r

c¢) Shall be absentin 1g/
OrcyrcrBue B | 1

capsules in a (PVC/AI/PA)
foil/aluminum foil blister. 3 blisters

and patient information leaflet
(package insert) in a carton. / ITo 10
Karcyn B 6nnctepe n3
(IBX/AJI/TIA) donbru /
anromuHueBoit  ¢onbru.  llo 3
GucTepa BMeCTe ¢ MHCTPYKIKEl no
MeIULUHCKOMY IPUMEHEHHIO
(nuCTKOM-BKNAAbILIEM) B MNAYKy
KapTOHHYIO.

10 capsufes_ in a
foil/aluminum foil blister. 1, 3, 8, 10

blisters and patient information leaflet

(package insert) in a carton. / [To 10
kancyn B 6auctepe n3 (IIBX/AJI/TIA)
donbru / amomunumesolt gonpru. o 1,
3, 8 10 OnucrepoB BMecTe
MHCTpYKUWER 1O

B MauKy KapTOHHYIO.

(PVC/AI/PA)

C

MEIUIMHCKOMY
TIPUMEHEHNIO  (TMCTKOM-BKJ1a/1blLIEM)

* 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.

* — HopMmbl B cneurduKauuMy TpeACTaBieHbl Ha Cpok rogHocTd. Ilpu Bbimycke npenapar npoBepseTcs B
COOTBETCTBMM €O creuMduKalueil Ha BbIYCK, MOTOMY B ceprudHKkaTe aHaiu3a Ha Npenapar MoryT ObiTh
yKasaHbl 6oJlee CTPOrHe HOPMbI, Y€M B HACTOSLLEM HOPMATUBHOM JIOKYMEHTE 1O KauecTBy.

[ API name /_Hal/l_MC_HOBaHHe ADC: |

Omeprazole / Omenpason

[ _Dompm epH/0H

|

Remarks : The Product confirms to ND/
ITpumedanne: [Ipoaykt coorBeTcTByeT TpeboBanusm HII

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / [loaroTtosneno:
Durga Raju. Thota- Quality
control- Team Member

T H—

Checked by / [IposepeHo:
Latha. D - Quality control- Team

Member L&P/

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurtens
Ajay Kumar- Quality Assurance- Team
Member 0
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Print Date / JaTa: 07-06-2024

Print Date / Jlara: 07-06-2024

Print Date / HaTa: 07-06-2024




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIHM3A

Page 9 of 10/ Crp. 9 u3 10

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

IIpoaykr: Omes® JCP, kancyJibl ¢ MOAH(PHIHPOBAHHBIM BbICBOOOKIEHHEM, 30 mr+20 mr -
Market / Peisok : Russia / Poccust

'Batch No / ) . B2401385 [Batch Quantity / 1250000 caps/
{Cepus Ne ) s | Obnem cepun " 1250000 kancyn
Analytical Repourt No / . 2002FP24001370 \Date of Analysis / . 07-06-2024

| AHannTHYecKnii oTyeT Ne [JaTa ananusa B -
Date of Manufacture / . 03-04-2024 Date of Expiry / . 31-03-2027

Jara npon3BojcTBa |Fonen o B
Mfg. License No. /

IIponsBoacTBeHHasA : 63/RR/AP/96/F/R MA number:/ Homep PY : JI[1-Ne(002687)-(PI'-RU)
Juuen3uss Ne -
Analysis performed according ND / Ananms nposeaen no HJI:

JTT1-Ne(002687)-(PI™-RU)-071223 -

INN / MHH: Omeprazole / Omenpazon Domperidone / HomniepuaoH ‘
API manufacturer batch number /

HoMep cepun nponspojanTe.Is OMLE/00423 0000114839

ADC: - —
FP Manufacturer API Batch

L FBQA00561 FBRH00003 & FBRH00008

Homep cepnn cyGcTaHnum
npouspoaures [JID:
API Manufactured by & country / Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India /

IIpousoautens ADC, cTpana: Ipunn d)aplhfli;;};)mxanc JIth, Bacynxa ®apma Kem JIta, naus
Name, address, authorization No| Dr. Reddy's Laboratories Ltd., Formulation Tech Ops — 11, Survey No.
for FP manufacturing site / 42p, 43, 44p, 45p, 46p, 53, 54&83, Bachupally Village, Bachupally
Control site / Release site / Mandal, Medchal Malkajgiri District - 500090, Telangana State, India
HaumeHoBaHuUe, agpec, JMICH3US (license No. 63/RR/AP/96/F/R) /

aas IHponssoacreennas wiomwaaka | J-p Perum'c Jlaboparopuc Jita., [lpoussoncreennoe noapasaenerue-Il,
/ TInomaaxka KOHTPOJISI KavecTBa / Vuactkn Ne 42p, 43, 44p, 45p, 46p, 53, 54 n 83, bauynannu Buanaak,

Inomagka BeIMyCcKa Bauynannun Mangasn, Meauan Mankamkrupu Juctpukr - 500090, wrat
Tenanrana, MUuans (Jluuensus 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

Remarks : The Product confirms to ND/ Opinion : APPROVED

Ipumeuanue: [1poaykT cooTseTcTBYET TpeboBanusm HJI 3axmouenne: OAOBPEHO

Prepared by / [loarotosneHo; Checked by / ITpoeepeno: Approved by: Manager/Executive /

Durga Raju. Thota- Quality Latha. D - Quality control- Team Ono6peno: Menenxep / PyxoBonutens

control- Team Member Member - Ajay Kumar- Quality Assurance- Team
b L%,, Member A

Print Date / JTara: 07-06-2024 | Print Date / Jata: 07-06-2024 Print Date / Jlata: 07-06-2024




[ 1)
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CLPTHOHICAT AHAJTH3A

Page 10 of 10/ Crp. 10 u3 10

'Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoayxt: Ome3® ICP, xancy.bl ¢ MOAHPHIHPOBAHHBIM BhICBOOOXK/IenHeM, 30 Mr+20 Mr

'Market / Poino : Russia / Poccus

'Batch No / . B2401385 Batch Quantity / 1250000 caps /

Cepnst Ne e O0bem cepnn " 1250000 kameyn
Analytical Repourt No / . 2002FP24001370 Date of Analysis / . 07-06-2024

[ AHanuTHYeCKHH OT4eT Ne JaTta ananusa - -
IDate of Manufacture / . 03-04-2024 Date of Expiry / . 31-03-2027

ﬂ_aTa NPOU3BOACTBA F'ogen g0

Mfg. License No. /

ITpousBoacTBeHHAsS : 63/RR/AP/96/F/R |MA number:/ Homep PY : JII1-Ne(002687)-(PTI'-RU)

|inuen3ust Ne
| Analysis performed according ND / Anaaus nposenen no HJI:
JI[1-Ne(002687)-(PI'-RU)-071223
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».

3akiilouenue 0 cooTBeTCTBUH: «HacTosuM s NOATBEPkKAA0, YTO MPUBEACHHAs Bbillie MHQOPMALIUs ABASETCS
JOCTOBEPHON M TOYHOW. DTa cepus MpoAYKUMK npou3BeleHa (BK/Itoyasi yNakoBKY (MapkHpOBKY) U KOHTpOJb
KAuecTBa) Ha BbILIEYKA3aHHOM [POW3BOACTBEHHON nioulaake (MIOLWIAAKAX) B MOJHOM COOTBETCTBUM C
TpeGosaHnaMu TlpaBun Haanexaileld NPOM3BOACTBEHHON NpakThik EBpasuiickoro 3KOHOMHUYECKOro coro3a (Ne
GMP/EAEU/RU/00573-2022 ot 23 centsbps 2022) ¥ TpeOGOBAHMAMU KOHTPOJSL KadeCTBA JICKAPCTBEHHBIX
CPEACTB, & TaKkkKe B COOTBETCTBUHM CO crneuuduKkauisiMi, CodepkaliiMICa B PEFUCTPALIHOHHOM JIOChE CTPaHbI-
uMnoprepa. 3anucu MO TNPOU3BOACTBY, YNAKOBKE W aHAJIM3y IPOBEPEHBI, U YCTAHOBJIEHO HX COOTBETCTBHE
Tpebosanusam [1paBnn Hafanexanieil Mpon3BOACTBEHHON NpakTHK EBpa3uiickoro 3KOHOMHUUYECKOT0O COHO3a».

Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumeuanue: [ponykr cooTBeTcTBYET Tpebosannsm HIJ 3akniouenue: OJJOGPEHO
Prepared by / TloarorosneHo: Checked by / I[IposepeHo: Approved by: Manager/Executive /
Durga Raju. Thota- Quality Latha. D - Quality control- Team Onobpeno: Menenxep / PykoBoaurens
control- Team Member Member Ajay Kumar- Quality Assurance- Team
Lg’%’— Member n

TH— )

Print Date / ata: 07-06-2024 Print Date / Jlata: 07-06-2024 Print Date / Jara: 07-06-2024




