Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A

Page 10f10/ Cxp. 1 n3 10

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IIpoaykr: Omes™ JICP, kancyiibi ¢ MoAMGUIMPOBAHHBLIM BbicBOOOXKIeHHeM, 30 Mr+20 Mr

Market / Pbinok : Russia / Poccus

Batch No / Batch Quantity / 1250000 caps /
: B2400816 ;

Cepus No - O0bem cepnn 1250000 xancyn

Analytical Repourt No/ . 2002FP24000887 Date of Analysis / . 11-04-2024

AHanuTHYeckHii oTyeT No ~ |Mara anaauza -

Date of Manufacture / . 02-03-2024 Date of Expiry / . 28-02-2027

JaTa npousBoacTBa - ~_|T'ogen no -

Mfg. License No. /

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

JHueH3Hus Ne

Analysis performed according ND / Anann3s nposenes no H/I:
|JITT-Ne(002687)-(PI'-RU)-071223

= |

S.No/
Ne

1 Description /
Onucanue

Test / Tecr

Result / PesyabTaTt

Specification / Cnennguxanus

Hard transparent colorless gelatin
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. /

TBepable kenaTHHOBbIE MPO3payHbIE
fecliBeTHbIe Kamncyiabl pa3mepa | ¢
MapKUPOBKOH YepHOro BeTa

« “Y DR, REDDY’S» Ha
KpbILLEYKEe Kancyibl U MapKHPOBKOH
KkpacHoro useta «OMEZ-DSR» Ha
Kopnyce kancynbl. ConepxumMoe
Kancyna:  cdepuyeckue  NeENEThI
6en0ro n KOPUUHEBOTO LIBETA.

Hard transparent colorless gelatin
capsules size I 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. /

TBepable >KENaTUHOBBIC TMpPO3payHble
becuBeTHble Kamcynbl pa3Mepa 1 ¢
MapKKpOBKOH YEPHOTo uBeTa

« 7Y DR. REDDY’S» Ha kpblilieuke

Kancylibl ¥ MapKHWpPOBKOH KPacHOro
uBeta «OMEZ-DSR» Ha kopnyce
kancyabsl.  Coxepikumoe KancyJi:

cthepuueckne nemtetsl ot Henoro Ao
CepoBaTo-6€10r0 U OT KOPUYHEBOTO 110
JKENTOBATO-KOPHUYHEBOI'O L[BETA.

Remarks : The Product confirms to ND/
IIpumeuanne: Ilpoaykr coorseTcTBYeT TpeboBanusiM HJJ

Opinion : APPROVED
3axkmwouenne: OJOBPEHO

Prepared by / [loarotosnexo:

Member

D. Latha- Quality control- Team

Ly

Checked by / I1posepeHo:
K.V.V. Satyanarayana- Quality

control- Team Membe%
S ——

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

Print Date / JIara: 17-04-2024

Print Date / ara: 17-04-2024

Print Date / Jlata: 17-04-2024
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

S - Page 2 of 10/ Crp. 2 u3 10
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykt: Omes® JICP, kancyab! ¢ MogudHUEPOBAHHBIM BICBOGOKIeHHEM, 30 Mr+20 mr -
Market / PoiHok : Russia / Poccusi
Batch No / - Batch Quantity / 1250000 caps / o
Cepnsi Ne ) B240016 - Oonem cepun © 1250000 xancyn
Analytical Repourt No / . 2002FP24000887 Date of Analysis / . 11-04-2024
AHaauTHYecKuil oTueT Ne HdarTa anaanza -
Date of Manufacture / . 02-03-2024 Date of Expiry / . 28-02-2027
JlaTa npou3BoacTBa I'onen no
Mfg. License No. /
IIpouzBoacTBeHHAR : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PI'-RU)
JvneH3us Ne
Analysis performed according ND / Ananu3 nposeaen no HJL:
JITT-Ne(002687)-(PT"-RU)-071223

2 Identification /
Npenrnduxanns
Omeprazole
Domperidone /
Owmenpazon
HomnepraoH

The retention times of the main peaks
in the chromatogram of the sample
preparation correspond 1o retention

times of  Omeprazole and
Domperidone  peaks in  the
chromatogram of the standard

preparation under assay. / Bpemena
YyIAEpPXKUBaHMSI OCHOBHbIX MHUKOB Ha
Xpomarorpamme UCIILITYEMOTO
pacTBopa COOTBETCTBYIOT BpeMeHaM
YIACP)KUBaHHUs NMYKOB OMeNpasona M
JOMIEpUIOHa Ha XpoMaTorpamme
CTaHOApTHOTO  pacTBopa  (paszgen
«KoJsimuecTBeHHOE Onpenerenrey).

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). / Bpemehna
YIOEPKUBAHUSL OCHOBHBLIX THKOB HAa
Xpomarorpamme UCITBITYEMOIO
pacTBopa JOJKHBI COOTBETCTBOBATDH
BpEMEHaM  YAEp)KHBAHUS  THKOB
oMenpaszonia W JOMIEpPUJIOHA  Ha
XpomarorpamMme CTaHApTHOTO
pactBopa (pazgmen «KonuuecTBeHHoe
onpeneneHue»).

3 Average weight of the
net content / Cpeausisi
mMacca CoaepKIMOoro
KarncyJi

370.40 mg / 370,40 mr

369.0 mg = 10 % (between 332.1 to
405.9 mg) /
369,0 mr £ 10 % (ot 332,1 no 405,9
Mr)

Remarks : The Product confirms to ND/
IIpnmeuanue: [Iponykr coorBercTByeT TpebosaHusiM HJJ

Opinion : APPROVED
3akmouenune: OJJOPEHO

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

Member g

Checked by / [1poBepeHo:
K.V.V. Satyanarayana- Quality

control- Team Member !

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoanTelnb
V. Prashanth- Quality Assurance- Team

Member UMP

Print Date / Jlata: 17-04-2024

Print Date / Jlata: 17-04-2024

Print Date / [lara: 17-04-2024




®.
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUD®HUKAT AHAJIU3A

Page 3 of 10/ Cyp. 3 u3 10

Product: Omez i)SR, modified-release

capsules, 30 mg+20 mg /

IIponykr: Omes® ICP, kancyanl ¢ MOTudHLIHPOBAHHLIM BbIcBoOOKkAeHNeM, 30 Mr+20 Mr
poay Lr, A p

Market / PoiHOK : Russia / Poccus

|Batch No / . B2400816 [Batch Quantity / 1250000 caps /
Cepus Ne B ) |O6Bbem cepun © 1250000 kancyn
|Analytical ReportNo/ . »,050p94000gg7 ~ [Date of Analysis/ : 11-04-2024
AHaJUTHYecKHii oTueT No |daTa ananusa N

Date of Manufacture / . 02-03-2024 Date of Expiry / . 28-02-2027

JlaTa npousBoacTBa T'onen o -

Mfg. License No. /

IIpon3sBoacTBeHHAsS : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PI'-RU)
JIHIeH3Ust Ne

Analysis performed according ND / Ananu3 nposeaen no HJI:

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

Water content /
Coaepxanue Boabl

4

1.1 % wiw / 1,1% wiw

Not more than 4.0 % w/w / He Gonee
4,0 %

Uniformity of dosage units / OqgHopoqHOCTH 103UPOBAHHBIX €IHHULY

Omeprazole /
Owmenpazon

Domperidone /
Jlomnepuaon

83

39

Acceptance value (AV) should be less
than or equal to 15.0 / Ilokasarenb
npuemieMoctd (AV) nomkeH ObiTh He
donee 15,0.

Acceptance value (AV) should be less
than or equal to 15.0 / Iloka3zatens
npuemaeMoctu (AV) nomkeH ObITh He
6onee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanue: [Iponyxt cootBercTBYeT TpebGoBaHusmM HJL

Opinion : APPROVED
3axmouenune: OJOBPEHO

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

Member | E

Checked by / I[TpoepeHo:
K.V.V. Satyanarayana- Quality
control- Team Member

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosonutens
V. Prashanth- Quality Assurance- Team

Member Mp

Print Date / Jlata: 17-04-2024

Print Date / Jlata: 17-04-2024

Print Date / [lata: 17-04-2024




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHATHU3A

Page 4 of 10/ Cyrp. 4 3 10

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

Hpouykr: Omes”™ JICP, kancyJibl ¢ MOAHPHIHPOBAHILIM BRICBODOXKAeHnEM, 30 Mr+20 Mr

Market / Poinox : Russia / Poccus

Batch No / . B2400816 |Batch Quantity / : 1250000 caps /

Cepus Ne |O6bem cepun 1250000 kancyn |
Analytical Report No / . 2002FP24000887 Date of Analysis / . 11-04-2024
AnanuTuueckuii otuer Ne T 7T |data anaausa ' - ]
Date of Manufacture / . 02-03-2024 Date of Expiry / . 28.02-2027

Jara npousBogcraa ~ |I'open po - _
Mfg. License No. /

IIpousBoacTBeHHast : 63/RR/AP/96/F/R MA number:/ Homep PY : JII1-Ne(002687)-(PI'-RU)
JIHIeH3Ust Ne S -

Analysis performed according ND / Ananu3s npoeegen no HJI:

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

6

Impurities / Ilpumecn

Omeprazole /
Omenpaszona:

Impurity 1 / npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / nprimecs 4
Impurity 5/ npumecs 5
Domperidone /
domnepuoona:
Impurity A / npumecs A
Impurity B / npumecs B
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npumecs F
Any individual
unidentified impurity /
JIvobas equHUURas
HeuaeHTUGULIHpOBaHHAas
IpUMECH

Total impurities /
Cymma npumecei

0.01%/0,01%
Not detected / He obHapyxeHa
0.03% /0,03%
Not detected / He oGHapyxeHa
Not detected / He obHapyxeHa

Not detected / He obHapykeHa

Not detected / He oGHapyxeHa

Less than LOQ (LOQ = 0.012%) /
Hiwke nmpenena  KONHYECTBEHHOTO
onpeaenenus (ITKO = 0,012%)

0.09% / 0,09%

Not detected / He obGHapyxeHa

Not detected / He obHapyxeHa

0.1% /0,1%

Omeprazole / Omenpazona:

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

I?ot more than 0.50 % / He 6onee 0,50
0,

Tﬁot more than 0.50 % / He 6onee 0,50
0,

§ot more than 0.50 % / He 6onee 0,50
I?ot more than 0.50 % / He 6onee 0,50
0,

l/;omperidone / Jomnepuoona:

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

If;)ot more than 0.50 % / He Gouiee 0,50
0,

I?ot more than 0.50 % / He 6ouiee 0,50
0,

Ié)ot more than 0.50 % / He 6onee 0,50
0,

léot more than 0.50 % / He 6onee 0,50
0,

Iffot more than 0.20 % / He 6onee 0,20
0,

I?ot more than 2.5 % / He 6oulee 2,5 %

Remarks : The Product confirms to ND/
IIpumeyanne: [1poaykt coorsercTBYeT TpeboBaHusam HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

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

LA

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

control- Team Member g

Approved by: Manager/Executive /
OnobpeHo: Menemkep / Pykosoauresb
V. Prashanth- Quality Assurance- Team

Member U)&ﬂp

Print Date / [lata: 17-04-2024

Print Date / Jlata: 17-04-2024

Print Date / JTara: 17-04-2024




Qe
Dr.Reddy’s ‘,’o‘

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJTN3A

o - o Page S of 10/ Crp, 513 10
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Tpoaykr: Omes” JICP, kancy.ist ¢ MoAHGHUHPOBANNLIM BLICBODOXKAeHHEeM, 30 Mr+20 M

Market / PbiHOK

: Russia / Poccus

'Batch No / _ |Batch Quantity / _ 1250000 caps /

|Cepusn Ne - ilaiand 6_ 1O0bem cepun " 1250000 kancyn
[Analytical Report No / . 2002FP24000887 Date of Analysis / . 11-04-2024
|AHauTHYeCKHiT oTyeT No * - JdarTa aHaiusa ) - |
|Date of Manufacture / . 02-03-2024 Date of Expiry / . 28-02-2027

JaTa npousBoacTsa T'onen go -

Mfg. License No. /

IIpou3BoacTBeHHAsI : 63/RR/AP/96/F/R MA number:/ Homep PY : JII1-Ne(002687)-(PI'-RU)
Junensus Ne

Analysis perforn_led according ND / Auanns npOBene_H no H/I:
JIT1-Ne(002687)-(PI'-RU)-071223

7  |Residual solvents/ OcTtaTouHble OpraHuyecKkne pacTBOPUTEH

a) Methanol / S pg/caps / S mkr/kancyna la) Not more than 1107 pug per capsule
MeraHon /

b) Methylene chloride / He 6onee 1107 Mxr na kancyny

M Not detected / He obHapykeHa
€THIEHXJIOPU

b) Not more than 221 pg per capsule /
He 6onee 221 Mkr Ha kancyny

8 | Dissolution / PacTBopenue
a) Omeprazole /

Owmernpaszon
i. Acid stage (0.1N 0%, 2%, 4%, 3%, 2%, 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 (C17H;9N303S)
XJIOPUCTOBOAOPOS after 2 hours. /B 0,1 M pacTtBope

HOW KHCIOTbI XJIOPOBOAOPOAHOH
KHUCNOThLI — He 6onee 15 % oT
(hakTHuECKOro cColepKaHus

omcnpasona (C/11iyNsO58) ucpes 2 u.

ii. Buffer stage (pH
6.8 phosphate 100%, 98%, 97%, 95%, 95%, 98% | In buffer pH 6.8 - not less than 70 %
buffer) / (Q) of the label claim of omeprazole

B 6ydepe pH 6,8 (Ci7H/9N303S) after 30 minutes./

B 6ydepe pH 6,8 — He menee 70 % (Q)
OT HOMHUHAJILHOIO COAEPIKaH M
omenpazona (C7H;sN3O;3S) uepes

30 MUH.

Remarks : The Product confirms to ND/
IIpnmedanue: [IpoaykT cooTBeTcTBYeT TpebosaHusim HJL

Opinion : APPROVED
3axmouenne: OJOBPEHO

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

Member | g

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

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoauresib
V. Prashanth- Quality Assurance- Team

Member
Uy

Print Date / Jlata: 17-04-2024

Print Date / ata: 17-04-2024

Print Date / Jlata: 17-04-2024




& o
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page 6 of 10/ Crp. 6 u3 10

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

Mponykr: Oves” ACP, kancyiibl ¢ MoAR(UIHPOBAHHBLIM BbICBOGOKACHHEM, 30 MI+20 Mr B
Market / Peinok : Russia / Poccus

— 1 .

Batch No/ . B2400816 Batch Quantity / : 1250000 caps /

Cepns Ne - o Ob6bem cepun 1250000 kancyn |
Analytical Repourt No/ . 2002FP24000887 Date of Analysis / . 11-04-2024
AHanuTHdeckuii oruer Ne JaTa aHajH3a -

Date of Manufacture / . 02-03-2024 Date of Expiry / . 28-02-2027

Jara npousBoacTaa T'oxen g0 -

Mfg. License No. /

IIpounzsoacTBeHHAs! : 63/RR/AP/96/F/R MA number:/ Homep PY : JII1-Ne(002687)-(PI'-RU)
JuueH3nst Ne o
Analysis performed according ND / Ananus nposegen no HJI:

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

b) Domperidone /
JlomnepuaoH

i. after I hour/ uepes 1
y

ii. after 4 hours / uepes
44

iii. after 8 hours / yepes
8y

iv. after 12 hours / uepe3
124

27%, 26%, 25%, 25%, 25%, 26%

54%, 57%., 54%, 53%, 53%, 57%

78%, 84%, 78%, 78%, 79%, 83%

92%, 99%, 93%, 94%, 93%, 97%

In 0.1M hydrochloric acid solution /

B 0,1 M pacTBope XJ10pOBOJOPOAHOI
KHCJIOThI:

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

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

between 55 % and 95 % / ot 55 % 10
95 %

not less than 70 % / He meHee 70 %

of the labeled amount of Domperidone
(C2H24CINsO;) / OT HOMHUHAJILHOTO
coliepXKaHus IOMMNEPHUI0HA
(C12H24CINsO»)

Assay / KosinyecTBeHHO®E

OIIpeacJICeHNe

A. Omeprazole /
Owmenpazon

20.35 mg/ 20,35 mr
(101.7% 7/ 101,7%)

From 180mg to 22.0mg of
C17H1sN3O3S  (Omeprazole) per
capsule (90.0 to 110.0% of the
label claim) / Or 18,0Mr no
22,0 vr C17H19N3O3S (omenpazon)
B kancyne (ot 90,0 no 110,0 % or
HOMMHAJILHOTO COACPIKAHUS).

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoayxT coorBeTcTBYET TpeboBanusm HJJ

Opinion : APPROVED
3akmouenne: OJOBPEHO

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

Member | g

Checked by / I1poBepeno:
K.V.V. Satyanarayana- Quality
control- Team Member

Approved by: Manager/Executive /
Onobpeno: Mevemxkep / PykoBoauresb
V. Prashanth- Quality Assurance- Team

Member L/W'\Q

Print Date / Jlata: 17-04-2024

Print Date / [lata: 17-04-2024

Print Date / Jlata: 17-04-2024




Q.
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTU3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes” JICP, kancybl ¢ MOJM(HIHPOBAHHBIM BhicBoboAuiennem, 30 mr+20 mr

Page 7 010/ Crp. 7 u3 10

Market / Poinok : Russia / Poccus

Batch No / . B2400816 Batch Quantity / 1250000 caps/ -
Cepna Ne ) O6bem cepun " 1250000 xancyn B
Analytical Repourt No/ . 2002FP24000887 Date of Analysis / . 11-04-2024
AHANHTHYECKHRIT oTueT No JlaTa aHanu3a

Date of Manufacture / . 02-03-2024 Date of Expiry / . 28-02-2027

HaTa npousBoacTBa T'ogen oo

Mfg. License No. /

IpousBoacTBeHHast : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PI'-RU)
JuneH3ns Ne

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

Analysis performed according ND / Ananu3 nposeneﬁ o H/I:

B. Domperidone /
HomnepuoH

29.98 mg /29,98 mr
(99.9% / 99,9%)

From 27.0mg to  33.0mg
C22H2CINsO, (Domperidone) per
capsule (90.0 to 110.0 % of the
label claim) / Ot 27,0mr po0
33,0 MI° C22H24C|N502
(nomnepugon) B kamncyine (ot 90,0
no 110,0% oT HOMMHaANBHOrO
CONEPHAHMS).

10

Microbial limits / MukpoOHo/iornueckas YMcTOTA

a) Total aerobic
microbial count /
O6mee yncio
a’pobHLIX
MMKPOOPIraHH3MOB

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

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

Remarks : The Product confirms to ND/

IIpumeuannue: Ilpoayxr coorsercTayeT Tpebosannsam HJT

Opinion : APPROVED
3axawuenne: OJJOBPEHO

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

Member ; 3

Checked by / ITposepeno:

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

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosoautens
V. Prashanth- Quality Assurance- Team

Member UWp

Print Date / JaTta: 17-04-2024

Print Date / lata: 17-04-2024

Print Date / Jlara: 17-04-2024




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page 8 of 10/ Crp, 8 u3 10

b) Total combined
yeasts and mould
count / Obulee yncno
JPOXOKEBBIX W
TJeCHEBbIX rpubOB

¢c) E. coli

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

Absentin 1 g/
OrcyrcTBYeTB 1 1

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

¢) Shall be absent in 1g/
OrcyterBue B 1 1

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

Tpoaykr: Omes” JICP, kancyibl ¢ MOARGHIHPOBAHHBIM BbICBOOOKAEHHEM, 30 Mr+20 Mr

Market / PuiHOK : Russia / Poccus

Batch No / . Batch Quantity / 1250000 caps / '
Cepus Ne = B200516 O0bem cepun © 1250000 kancyn
Analytical Report No / . 2002FP24000887 Date of Analysis / . 11-04-2024
AHAINTHYECKHIT oTyeT No JlaTa amaau3a

Date of Manufacture / . 02-03-2024 Date of Expiry / . 28-02-2027

JlaTa npoH3BO/ICTBA I'open no

Mfg. License No. /

IIpoussoacTBeHnAsS! : 63/RR/AP/96/F/R MA number:/ Homep PY : JII1-Ne(002687)-(PI'-RU)
JuneH3ust Ne

Analysis performed according ND / Ananu3 nposeaen no HJI:

JIT1-Ne(002687)-(PI™-RU)-071223

11 | Package / YnakoBka

10 capsules in a (PVC/AI/PA)
foil/aluminum foil blister. 3 blisters
and patient information leaflet
(package insert) in a carton. / Ilo 10

Karcyn B 6ucrepe u3
(TIBX/AJI/TIA) dosbru /
amomuHuesoli  ¢ombru.  Ilo 3

OJcTCpa BMCCTE C MHCTPYKLHEH 1o
MEANLUHCKOMY PUMEHEHNIO
(nUCTKOM-BKNAJbIIEM) B MAYKy
KapTOHHYIO.

10 capsules in a (PVC/AI/PA)
foil/aluminum foil blister. 1, 3, 8, 10
blisters and patient information leaflet
(package insert) in a carton. / Ifo 10
karcyn B Giucrepe u3 (IIBX/AJI/TIA)
tdonbru / amomunneBoit gonbru. Io 1,
3, 8, 10 ©OnucrepoB BMecTe C
MHCTPYKLHEH MO  MEOUUHMIICKOMY
NPUMEHEHHIO  (JIMCTKOM-BKJIAABILLEM )
B 124Ky 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.

* — Hopmbl B crenudukaln MpeACTaBieHbl Ha CpPok rogHocTH. [lpr BbiMycke mnpenapaT MpOBEPSAETCS B
COOTBETCTBUM cO creundukanuell Ha BbIMycK, MO3TOMY B cepTUhUKaTe aHaiuW3a Ha npenapar moryr Obilb
ykasaiiul 6osee cTporue HopMbl, UeM B HACTOSILEM HOPMATHBHOM AOKYMEHTE 110 Ka'IECTBY.

| API name / HaumenoBanue A®C: |

Omeprazole / Omenpazon

I Domperidz)ne /JTomriepuaoH

Remarks : The Product confirms to ND/
IMpumeuanue: Ilpoaykr cootBeTcTBYeT TpeboBanusm HIL

Opinion : APPROVED
3axawuyenne: OJJOBPEHO

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

Member | &i :

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

Approved by: Manager/Executive /

Onobpeno: Menemxkep / Pykosonutens
V. Prashanth- Quality Assurance- Team
Member

g

Print Date / Jlata: 17-04-2024

Print Date / [lata: 17-04-2024

Print Date / [lata: 17-04-2024




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 9 of 10/ Crp. 9 u3 10

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

Mpoaykr: Omes"” JICP, kancyibl ¢ MOAHGHUHPOBAHHBIM BLICBODOM/Iennem, 30 Mr+20 Mr

Market / Poinok : Russia / Poccus

| N i -
Batch No / . B2400816 Batch Quantity / ; 1250000 caps /
|Cepnst Ne - O0bem cepun 1250000 xancyn
Analytical Repourt No / . 2002FP24000887 Date of Analysis / C 11-04-2024
AnajuTnyecknii oruer Ne __|Jara anannsa B
[Date of Manufacture / . 02-03-2024 Date of Expiry / . 28.02-2027
|IaTa npon3BoacTBA - T'ogen no

Mfg, License No. /

IIpousBoacTBeHHasI : 63/RR/AP/96/F/R MA number:/ Homep PY : JII1-Ne(002687)-(PI'-RU)
[iunensus Ne

Analysis performed according ND / Ananus HpOBeITe}l no HJ:

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

INN / MHH:

Omeprazole / Omenpason

Dom_peridone / Haw MepuIoH

API manufacturer batch number /
Homep cepnun npousBoauTeNs1
ADC:

OME/00323

0000114839 & 0000104851

FP Manufacturer API Batch
number /

Homep cepuu cyGcTaHnuH
npousBoguteas I'JID:

FBQAO00560

FBRH00002

API Manufactured by & country /
IIponssoantens APC, crpana:

Srini Pharmaceuticals Ltd, India /
[lpunn @apmacerotukanc JITx,
Unpus

Vasudha Pharma Kem Ltd, India /
Bacynxa ®apma Kewm JIta, Uuaus

Name, address, authorization No
for FP manufacturing site /
Control site / Release site /
HaumeHoBaHHe, agpec, THIEH3HS
s [IpousBoACTBEHHAS 1I0LLA/ KA
/ Tlnomaaka KOHTPOJIsi KadecTBa /
Ilnomaaka BhITYCKa

Dr. Reddy's Laboratories Ltd., Formulation Tech Ops — I, 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) /

I-p Penan'c Jlaboparopuc JIta., [ponssoncteenHoe noapasacieuue-Ii,

Vuacriu Ne 42p, 43, 44p, 45p, 46p, 53, 54 v 83, bauynannu Bunnanx,
Bauynanin Mangan, Menuan Mankamxrupu Juctpukr - 500090, wrat
Tenanrana, Mugns (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

Remarks : The Product confirms to ND/
IIpumeuanue: [IponykT cootBeTcTBYeT TpeboBannsm HJL

Opinion : APPROVED
3akaouenue: OJIOBPEHO

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

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

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBoaurens
V. Prashanth- Quality Assurance- Team
Member

uKp

Print Date / [lata: 17-04-2024

Print Date / Jlata: 17-04-2024

Print Date / ata: 17-04-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

- - - Page 10 of 10 / Crp. 10 u3 10
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
[poaykr: Omes® JACP, kancyJip ¢ MOAR(GUIHPOBARKUBLIM BbicBoGoKAeHHEeM, 30 Mr+20 Mr
Market / PbiHok : Russia/ Poccnsi
Batch No / . B2400816 Batch Quantity / 1250000 caps /
Cepug Ne ) |O6bem cepuu " 1250000 kancyn
Analytical Report No / . 2002FP24000887 Date of Analysis / . 11-04-2024
AHanuTHYecKknii oTyer Ne  ° Hara ananusa o -
Date of Manufacture / . 02-03-2024 Date of Expiry / . 28-02-2027
JlaTa npon3BoACTBA - I'ogen 10 -
Mfg. License No. /
IIpon3BoacTBeHHAS : 63/RR/AP/96/F/R MA number:/ Homep PY : JIIT-Ne(002687)-(PI'-RU)
JHIeH3Hs1 Ne
Analysis performed according ND / Ananu3 nposegen no HJL:
JITT-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».

3aK/I0ueHHe 0 COOTBETCTBHM: «HACTOSALIMM s MOATBEPXKAAIO, YTO MPUBEAEHHAS BbILLE HHGDOPMALIUS SBISETCS
NOCTOBEPHON W TOYHOM, DTa cepus NPOAYKUMU Mpowu3BeAeHa (BKIOYasi ynakoBky (MapKMpPOBKY) M KOHTPOJIb
Ka4ecTBa) Ha BblLIEYKA3aHHOW TNPOM3BOACTBEHHOH mowajke (TUIOLWIaAKax) B TOJHOM COOTBETCTBUM C
TpeGoBanusmu TlpaBun Haanexaiied npou3BoJCTBEHHON npakTHkn EBpasuiickoro sxkoHoMuueckoro coiosa (Ne
GMP/EAEU/RU/00573-2022 ot 23 cenrsbps 2022) u TpeOOBaHUsIMU KOHTPOJS KayecTBa JIEKAPCTBEHHbIX
CpPEJICTB, a TaKKe B COOTBETCTBHH CO CreLU(UKALUSIMHU, COACPIKALIUMHCSA B PETUCTPALMOHHOM JIOChE CTpaHbl-
uMInopTepa. 3anucu 1Mo MpOU3BOACTBY, YNAKOBKE W aHAIM3y NPOBEPEHbI, U YCTAHOBJIEHO MX COOTBETCTBHE
TpebGoBaHusm [1paBuil Haanexallel Npou3BOACTBEHHON NpakTHk EBpazsuiickoro 3kOHOMMUYECKOTO COO3a.

Remarks : The Product confirms to ND/ Opinion : APPROVED

IIpumeuanue: [Iponykr coorBercTByeT TpeGoBannsam HJL 3axmouenne: OJOBPEHO

Prepared by / [loarorosaeHo: Checked by / IIpoBepeHo: Approved by: Manager/Executive /

D. Latha- Quality control- Team | K.V.V. Satyanarayana- Quality OnobpeHo: Meunemkep / PykoBoaurtens

Member control- Team Member CLL,/—' V. Prashanth- Quality Assurance- Team
L&b Member

Print Date / [Jata: 17-04-2024 Print Date / [Tata: 17-04-2024 Print Date / lata: 17-04-2024




