'l Dr'.'Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 1 of 10/ Ctp. 1 u3 10

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

Hpoaykr: Omes® JCP, kancyJisl ¢ MoAH(HIHPOBAHHBIM BhICBOGOKAEHHEM, 30 Mr+20 Mr
Market / Peinox : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepusa Ne | Betadyd Oo6nem cepuu 1250000 kancyn
Analytical Repo:‘t No/ . 2002FP24001822 Date of Analysis / . 31-07-2024
AHanuTHYeCKHI oTueT No JlaTa aHayim3a

Date of Manufacture / . 18-06-2024 Date of Expiry / . 31-05-2027
JlaTa npoH3BoACTBA Togen g0

Mfg. License No. /

IlpousBoncTBeHHas : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PI'-RU)
JuneH3usa No

Analysis performed according ND / Anann3 nporegen no HJI:

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

“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 xenaTHHOBbIE NMPO3payHbIE
OecuBeTHBIE Karcynbl pasmepa 1 ¢
MapKHpPOBKOH YEPHOIo uBETa

« Y DR REDDY’S» na
KPBILIEUKE Kancyjabl U MapKUPOBKOU
kpacHoro upera «OMEZ-DSR» Ha
kopnyce kancynel. Copmepxumoe
Rauuyit.  ubepudeekue HRILIE b
0enoro U KOPUYHEBOrO LIBETA.

S'Jl;{:)/ Test/ Tect Result / PesyabsTaT Specification / Cnenuduxanus
1 Description / Hard transparent colorless gelatin | Hard transparent colorless gelatin
Onucanne capsules size 1 with a black imprint | 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 to grayish-white and
brown to yellowish brown spherical
pellets. /

TBeprpie >KeNaTHHOBBIE TNPO3payHbIE
OccuBeTHBIE Kalcyybl pasmepa 1 ¢
MapKUPOBKOH YEepHOro uBera

« 7Y DR.REDDY’S» na KpBILLEYKe
Kancynsl ¥ MapKUpPOBKOW KpacHOTro
useta «OMEZ-DSR» Ha kopmyce
kancynel.  CogepxumMoe  Kamncyln:
cepuueckie neyieTsl 0T Oenoro no
cepoBaro-0e0ro ¥ OT KOPUYHEBOI'O 10
JKEJNTOBATO-KOPHYHEBOI'O [|BETA.

Remarks : The Product confirms to ND/
IIpumeyanue: IIpoaykT cooTBeTCTBYET Tpeboranusim HJT

Opinion : APPROVED
3akmwuenune: OJIOBPEHO

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

Member : g

Checked by / IIposepeno:
T. Venkata Ramana - Quality
control- Team Member

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens
Ajay Kumar- Quality Assurance- Team
Member 0

cA

Print Date / lata: 06-08-2024

Print Date / Jlata: 06-08-2024

Print Date / JTata: 06-08-2024




Dr:'Reddy’s Q%.‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Page 2 of 10/ Ctp. 2 u3 10

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykr: Omes® JICP, kancy.ibl ¢ MonudHIHPOBAHHBIM BHICBOGOKIeHHEM, 30 Mr+20 Mr

Market / Poinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepust Ne s e O6BeM cepHH * 1250000 xancyn
Analytical RepOft No/ . 2002FP24001822 Date of Analysis / . 31-07-2024
AHajsiuTHYecKuii oTueT No HaTta anajnza

Date of Manufacture / . 18-06-2024 Date of Expiry / . 31-05-2027

Jlata npon3BoacTBa I'open no

Mfg. License No. /

IIponspoacTBeHHAs : 63/RR/AP/96/F/R MA number:/ Homep PY : JII1-Ne(002687)-(PI'-RU)
JnueH3ust Ne

Analysis performed according

ND / Ananu3 npoeenen no H/I:

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

2 Identification / The retention times of the main peaks | The retention times of the main peaks
Nnenrudpuxanmnn 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
Owmenpason Domperidone  peaks in  the |in the chromatogram of standard
JomMnepunox chromatogram of the standard | solution (section Assay). / Bpemena

preparation under assay. / BpemeHa | yiep)XUBaHUsl OCHOBHBIX THKOB Ha
YIAEP)KUBaHHUSI OCHOBHBIX ITHKOB Ha | XpOMaTorpamme UCTILITYEMOTO
Xpomarorpamme HCTBITYEMOTO | PACTBOPA JAOJDKHBI COOTBETCTBOBATH
pacTBOpa COOTBETCTBYIOT BpPEMEHaM | BpeMeHaM  YICP)KHBaHHS  I[TUKOB
yIOep>KMBaHUs THMKOB OMENpa3oja W | oMenpazona | JAOMIepHOHa Ha
JIOMIEPHIOHA HA XPOMAaTOrpaMMe | XpoMarorpamme CTaHAAPTHOIO
CTaHAapTHOrO  pacTBopa  (pasgjen | pacteopa (pasaen «KomuuecTBeHHOE
«KonuuecTBeHHOE ONpeaeneHue»). OIIpEAEIIEHUEY).

3 Average weight of the 369.89 mg/ 369,89 mr 369.0 mg £ 10 % (between 332.1 to
net content / Cpeauns 405.9 mg) /
Macca CoAePKHMOro 369,0 mr = 10 % (ot 332,1 mo 405,9
Kalcy.J M)

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBaHusM HJT

Opinion : APPROVED
3akmouenne;: OJOBPEHO

Prepared by / [ToarotoBneHo:

Member

e

Latha. D- Quality control- Team

Checked by / ITpoepeHo:
T. Venkata Ramana - Quality
control- Team Member

(1

Approved by: Manager/Executive /
Opobpeno: Menemxkep / Pykoroaurens
Ajay Kumar- Quality Assurance- Team
Member A

e~

Print Date / Jlata: 06-08-2024

Print Date / [Jata: 06-08-2024

Print Date / Jlata: 06-08-2024




" Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 3 of 10/ Ctp. 3 m3 10

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

IIpoayxr: Omes® ICP, KancyJbl ¢ MOARGHUIHPOBAHHBIM BhIcBOOOKAeHHeM, 30 Mr+20 mr
Market / PoiHok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne o BeH0Zt O0nem cepun " 1250000 kancyn
Analytical Report No / . 2002FP24001822 Date of Analysis / . 31-07-2024
Ananutnueckuii oryer Ne ’ JlaTta aHanu3a )

Date of Manufacture / . 18-06-2024 Date of Expiry / . 31-05-2027
JlaTa npou3BoACTBA I'omen oo

Mfg. License No. /

IIpoussoacTBeHHAS : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PI'-RU)
Junen3us Ne

Analysis performed according ND / Ananu3z nposenen no H/I:

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

4 |Water content / 1.3% w/w / 1,3% w/w  |Not more than 4.0 % w/w / He 6onee
CogepxaHne BO/bI 4.0 %

5 Uniformity of dosage units / OaHopogHOCTE 103HPOBAHHBIX €IUHHI

Omeprazole / 6.2/6,2 Acceptance value (AV) should be less

Owmenpazon than or equal to 15.0 / Ilokasarens
npueMiieMocTH (AV) nomxkeH ObITh HE
6oiee 15,0.

Acceptance value (AV) should be less

Domperidone / than or equal to 15.0 / Ilokasartens

Homnepunox 246 A0 npuemieMoctd (AV) nomxeH ObITH HE
Oonee 15,0.
Remarks : The Product confirms to ND/ Opinion : APPROVED
ITpumeuanne: IponykT cooTBeTcTBYeT TpeboBannam HJJ 3axmouenne: OJJOBPEHO
Prepared by / [Toarotosneno: Checked by / ITposepero: Approved by: Manager/Executive /
Latha. D- Quality control- Team | T. Venkata Ramana - Quality Onobpeno: Menemxep / PykosoauTtens

Ajay Kumar- Quality Assurance- Team

Member control- Team Member
i Member )

Print Date / Jlata: 06-08-2024 | Print Date / lata: 06-08-2024 Print Date / Jlata: 06-08-2024




' Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Page 4 of 10/ Ctp. 4 u3 10

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

HpoaykTt: Ome3® JCP, kancyibl ¢ MOAH(HIHPOBAHHBLIM BbICBOGOKAeHHEM, 30 Mr+20 Mr
Market / Poinox : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepust Ne e LAt O6bem cepun " 1250000 kancyn
Analytical Repovrt No/ . 2002FP24001822 Date of Analysis / . 31-07-2024
AHanuTn4yeckHuii oruer No JlaTa aHaJH3a

Date of Manufacture / . 18-06-2024 Date of Expiry / . 31-05-2027
Harta npon3BoacTea T'onen no

Mifg. License No. /

IIponseoacTBeHHas: : 63/RR/AP/96/F/R MA number:/ Homep PV : JIII-Ne(002687)-(PI'-RU)
JueH3na Ne

Analysis performed according ND / Ananu3s nposeaen mo HJI:

JITI-Ne(002687)-(PI™-RU)-071223

6 |Impurities / IIpumecn

Omeprazole /
Omenpazona:

Impurity 1 / npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / mpumech 4
Impurity 5 / npumecs 5
Domperidone /
Homnepudona:
Impurity A / npumecs A
Impurity B / npumecs B
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npumecs F
Any individual
unidentified impurity /
JIro6as equHuYHAsS
HEUACHTUQULIMPOBAHHAS
npHMech

Total impurities /
Cymma nipuMeceit

0.01%/0,01%

Not detected / He 0OHapykeHa
0.03%/0,03%

Not detected / He oOHapyxeHa

Less than LOQ (LOQ = 0.010%) /
Huwxe rmpemena  KOJNMYECTBEHHOTO
onpenenenus (IIKO = 0,010%)

Not detected / He oOHapykeHa

Not detected / He oOHapykeHa

Less than LOQ (LOQ = 0.012%) /
Hwxe nmnpenena  KONHYECTBEHHOTO
onpeaenenus (IIKO = 0,012%)

0.11%/0,11%

Not detected / He oOHapyskeHa
0.02% /0,02%

0.1% /0,1%

Omeprazole / Omenpazona:

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

I{;ot more than 0.50 % / He 6onee 0,50
[}]

ﬁot more than 0.50 % / He 6onee 0,50
o,

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

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

1/)Oomperidone / Homnepuoona:

Not more than 0.50 % / He Gonee 0,50
[v)

Téjot more than 0.50 % / He 6osee 0,50
1)

]ﬁot more than 0.50 % / He Gosnee 0,50
0,

I(;ot more than 0.50 % / He 6onee 0,50
o

got more than 0.50 % / He 6onee 0,50
1)

I?ot more than 0.20 % / He 6onee 0,20
0,

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

Remarks : The Product confirms to ND/
Ilpumeuanne: [Tpoaykt coorBetcTByeT TpeboBanusm HJ

Opinion : APPROVED
3axawuenne: OJIOBPEHO

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

Member ! g

Checked by / ITpoeepeno:
T. Venkata Ramana - Quality

control- Team ﬁember

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

A

Print Date / JTata: 06-08-2024

Print Date / lata: 06-08-2024

Print Date / JlaTa: 06-08-2024




" Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Page 5 of 10/ Ctp. 5u3 10

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IpoayxT: Omes® JICP, xancybl ¢ MOTH(HINPOBAHHBIM BbICBOGOKIEHHEM, 30 MI+20 M

Market / PoiHok : Russia / Poccus

Batch No / ; Batch Quantity / . 1250000 caps /

Cepus Ne s Dt O6bem cepuu © 1250000 kancyn
Analytical Repourt No/ . 2002FP24001822 Date of Analysis / . 31-07-2024
AHaJHTHYeCKHI oTyeT No JlaTa anannsa

Date of Manufacture / . 18-06-2024 Date of Expiry / . 31-05-2027

JlaTa npousBoacTBa T'ogeH 1o

Mfg. License No. /

IIpousBoacTBeHHAR : 63/RR/AP/96/F/R MA number:/ Homep PY : JII1-Ne(002687)-(PI'-RU)
Junen3usd No

Analysis performed according ND / Ananu3s nposegen no HJI:
JITI-Ne(002687)-(PI-RU)-071223

7  |Residual solvents/ OcTtaTounble opraHHYecKHe PACTBOPHTEIH
a) Methanol / 3 pg/caps / 3 mxr/kancyna a) Not mare than 1107 pg per capsile
Meranon /
b) Methylene chloride / ot dotoctad / ; He 6onee 1107 mkr Ha kancyny
Metuneuxnopun ot detected 7 He obHapyxeHa b) Not more than 221 pg per capsule /
He 6o5ee 221 Mkr Ha Kancyny
8 Dissolution / PacTrBopenne

a) Omeprazole /
Owmenpazon

i. Acid stage (0.IN
HCIl)/
B 0,1 M pactBope
XJIOPHCTOBOIOPOX
HOU KHMCJIOTBI

ii. Buffer stage (pH
6.8 phosphate
buffer) /

B 6ydepe pH 6,8

4%, 7%, 5%, 0%, 1%, 2%

92%, 96%, 89%, 92%, 90%, 94%

In a 0.1 M hydrochloric acid solution -
not more than 15 % of the label
amount of omeprazole (Ci7H9sN303S)
after 2 hours. / B 0,1 M pactrope
XJIOpOBOAOPOIHOM

KHCJIOTHL — He Bonee 15 % ot
(haKTHIECKOTO CONSPAKAHIST
omernpazoa (C17HsN301S) uepes 2 u.

In buffer pH 6.8 - not less than 70 %
(Q) of the label claim of omeprazole
(C17H1sN305S) after 30 minutes./

B 6ydepe pH 6,8 — e menee 70 % (Q)
OT HOMHHATBHOIO COMIEP)KAHMUS
omenpazona (Ci7H9N303S) uepes

30 MuH.

Remarks : The Product confirms to ND/
IIpumeuanmne: [IponyKT cooTBeTCTBYET TpeboBanuam H]T 3

Opinion : APPROVED

akaodenue: OJJOBPEHO

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

-

Checked by / I[TposepeHo:
T. Venkata Ramana - Quality

control- Team Mjmber

Approved by: Manager/Executive /

Opnobpeno: Menemkep / PykosoauTens
Ajay Kumar- Quality Assurance- Team
Member

[

Print Date / JTata: 06-08-2024

Print Date / Tata: 06-08-2024

Print Date / JTata: 06-08-2024




" Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Page 6 of 10/ Ctp. 6 u3 10

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

Hpoaykr: Omes® JICP, kancy bl ¢ Moau(pUIHPOBANEBIM BhICBOGOKAeHHEM, 30 Mr+20 Mr
Market / Peinox : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepusi Ne s DA O0bem cepun 1250000 kancya
Analytical Repovrt No/ . 2002FP24001822 Date of Analysis / . 31-07-2024
AHanuTHyeckuid oTueT Ne JlaTa anain3a

Date of Manufacture / . 18-06-2024 Date of Expiry / . 31-05-2027
JaTta npon3BoacTBa I'onen o

Mfg. License No. /

IlpousBoacTBeHHas1 : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PI™-RU)
Junensus Ne

Analysis performed according ND / Ananu3 nposexen mo H/I;

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

b) Domperidone /

JlomnepuaoH

after 1 hour / yepes 1
yq

. after 4 hours / uepes
4y

after 8 hours / uepes
84

after 12 hours / uepes
124

iii.

iv.

22%, 23%, 24%, 24%, 26%, 24%
48%, 52%, 51%, 55%, 55%, 54%
2%, T7%, 76%, 80%, 77%, 80%

93%, 95%, 94%, 96%, 96%, 99%

In 0.1M hydrochloric acid solution /

B 0,1 M pacTBOpe XJTIOPOROAOPOIHOH
KUCJIOTBI:

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

between 30 % and 70 % / ot 30 % 110
70 %

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

not less than 70 % / e menee 70 %

of the labeled amount of Domperidone
(C22H24CIN;5O2) / oT HOMHHAIBHOTO
COZiepXaHus JOMIEPUI0HA
(C22H24CIN5Oy)

Assay / I{onn4ccTBeHHOE

Oonpenc/ieHue

A. Omeprazole /
Owmenpaszon

19.41 mg/ 19,41 mMr
(97.1%/ 97,1%)

A. From 18.0mg to 22.0mg of
Ci7H(9N3O3S  (Omeprazole) per
capsule (90.0 to 110.0% of the
label claim) / Or 18,0 mMr mo
22,0 mr Ci17H1sN3O3S (omenpason)
B kancyne (ot 90,0 no 110,0 % or
HOMHHATIBHOTO COJIePXKAHUS).

Remarks : The Product confirms

Ilpumeuanue: IlponykT cootBercTBYeT TpeboBaHmsaM HJJ

to ND/

Opinion : APPROVED
3akmouenne: OJJOBPEHO

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

Member l g

Checked by / IlposepeHo:
T. Venkata Ramana - Quality

control- Team b@zber

Approved by: Manager/Executive /
Opno6peno: Menemkep / PykoBoaurens
Ajay Kumar- Quality Assurance- Team

Member A

Print Date / [Jata: 06-08-2024

Print Date / Jlata: 06-08-2024

Print Date / JTata: 06-08-2024




" Dr’.‘Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page 7 of 10/ Ctp. 7 n3 10

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
MpopyxT: Omes® ICP, kancysibl ¢ MOTH(HIUHPOBAHHLIM BbICBOGOKAEHHEM, 30 Mr+20 Mr

JmneHn3usa Ne

Market / PoiHok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepust Ne Lk O6bem cepun " 1250000 kancyn
Analytical Repovrt No / - 2002FP24001822 Date of Analysis / . 31-07-2024
AHanuTHYECKHIT oTueT No JlaTa aHaJH3a

Date of Manufacture / . 18-06-2024 Date of Expiry / . 31-05-2027

Jata npon3BoacTBa T'ogen no

Mfg. License No. /

IlpousBoacTBenHast : 63/RR/AP/96/F/R MA number:/ Homep PY : JII-Ne(002687)-(PI"-RU)

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

Analysis performed according ND / Ananu3 nposegen mo HJI:

B. Domperidone /
Homnepuaox

30.30 mg /30,30 mr
(101.0% / 101,0%)

From 270mg to 33.0mg
C»H4CINsO, (Domperidone) per
cdpsule (90.0 w 110.0% of (he
label claim) / Ot 27,0mMr no
33,0 MI C22H24C1N502
(nomnepunoH) B kancyne (ot 90,0
g0 110,0% oT HOMMHAJIBHOTO
COJIEPKAHUSA).

10

Microbial limits / MuUKpoGHOIOrHYeCKAS YHCTOTA

a) Total aerobic
microbial count /
Oo1ee yucno
a3poOHBIX
MHUKpPOOPraHH3MOB

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/
IIpumeuanue: [1poaykT cooTBeTCTBYET TpeboBanusam HJ

Opinion : APPROVED
3axkmogyenue: OJJOBPEHO

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

Member ( g

Checked by / IIpoBepeHo:
T. Venkata Ramana - Quality
control- Team Member

Approved by: Manager/Executive /
OnoGpeno: Menemxkep / PykoBoauTens
Ajay Kumar- Quality Assurance- Team
Member Al

e

Print Date / Jlata: 06-08-2024

Print Date / JTata: 06-08-2024

Print Date / Jlata: 06-08-2024




" Di.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page 8 of 10/ C1p. 8 m3 10

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

Ipoaykt: Omes® JCP, kancy.ibl ¢ MOAH(HIMPOBAHHBIM BhICBOOOKIeHHEM, 30 Mr+20 Mr
Market / Puinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepusa Ne : 512402414 O0nemM cepun © 1250000 kancyn
Analytical Repourt No/ . 2002FP24001822 Date of Analysis / . 31-07-2024
AHanuTHYeCKHi oT4eT No Jara anaausa

Date of Manufacture / . 18-06-2024 Date of Expiry / . 31-05-2027
JlaTa npon3BoJcTBa I'opeH mo

Mfg. License No. /

IIpousBoacTBeHHAN : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PI'-RU)
Junen3us Ne

Analysis performed according ND / Ananu3 nposenex mo HJI:

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

b) Total combined
yeasts and mould
count / O0LEe uuenv
JIPOXIKEBBIX U
MJIECHEBBIX TPHOOB

¢) E. coli

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

Absentin 1 g/
OtcyrctByerB I T

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

c) Shall be absent in 1g/
Orcyrcteue B 1 1

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. / TTo 10

Kancyn B onucrepe u3
(IIBX/AJI/TIA) donpru /
amomuHueBol  doneru.  Ilo 3

Omucrepa BMECTE C MHCTPYKLHUEH 110
MEIUIIUHCKOMY HPUMEHEHHIO
(IUCTKOM-BKJIfiblIIeM) 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. / ITo 10
karncyn B 6mictepe u3 (TIBX/AJIMTIA)
doneru / antomuHuesolt poneru. Ilo 1,
3, 8 10 6nucrepoB BMeCTE C
UHCTpYKUMEHd 1O  MEAHUIUHCKOMY
NPUMEHEHNI0  (JIACTKOM-BKIIIBILIIEM)
B MaUKy 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.

* — HOpPMBI B crielUUKAILMK TIPeACTaBNeHbl Ha CPOK TrOAHOCTH. IIpH BhIMycke MpenapaTr NpoBepsieTcs] B
COOTBETCTBHH CO creuudukanueil Ha BbIMyCK, MOITOMY B cepTHukaTe aHanM3a Ha Ipenapatr MOryT ObITbh
yKazaHbl 60Jiee CTPOrue HOPMBI, UEM B HACTOSIIIIEM HOPMATHBHOM JOKYMEHTE MO KAUECTRY.

Omeprazole / Omenpazon | Domperidone /Jlovnepuaon |

Opinion : APPROVED
3akmouenne: OJOBPEHO
Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoaurens
Ajay Kumar- Quality Assurance- Team
Member n

e

Print Date / Jlata: 06-08-2024

| API name / HaumenoBanne A®C: |

Remarks : The Product confirms to ND/

Hpumeuanne: [Ipoaykt coorBeTcTBYET TpeboBaHmsM HJT
Prepared by / IloaroroBneHo: Checked by / ITposepeHo:
Latha. D- Quality control- Team | T. Venkata Ramana - Quality

Member | gé, control- Team mber

Print Date / Jlata: 06-08-2024

Print Date / Jlata: 06-08-2024




" Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 9 of 10/ Ctp. 9 13 10

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

Hpoaykr: Omes® JICP, kancyJibl ¢ MogudHIHPOBAHHBIM BbICBOGOXIeHHeM, 30 Mr+20 Mr
Market / PoiHoKk : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne - Bodozi O0Bem cepun 1250000 xancyn
Analytical Repovrt No/ . 2002FP24001822 Date of Analysis / . 31-07-2024
AHanuTHYecKHH oTueT No Jara anannza

Date of Manufacture / . 18-06-2024 Date of Expiry / . 31-05-2027
JlaTa npon3BoacTBa T'onen no

Mfg. License No. /

ITpouseoncTBeHHAs : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PI"-RU)
JiueH3ust Ne

Analysis performed according ND / Anaan3 npopegex mo HJI:

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

INN / MHH: Omeprazole / Omenpason Domperidone / [Jomnepunon
API manufacturer batch number /

Homep cepuu npousBoauTe.is OME/00623 0000116355 & 0000114839
ADC:

FP Manufacturer API Batch

EEmbER FBQA00731 FBRH00011 & FBRH00009

Howmep cepun cydcTaHmu
npouspoauTesi [JID:
API Manufactured by & country / Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India /

IIpoussoaureib ADC, crpana: [lpuxn (Dapll\gizlz;)mxanc JItn, Bacyxxa dapma Kewm Jta, Huus
Name, address, authorization No | Dr. Reddy's Laboratories Ltd., Formulation Tech Ops — II, 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
HaumeHoBaHue, aapec, THLEH3US (license No. 63/RR/AP/96/F/R) /

anst IlpoussoacTBeHnas muomanka | [-p Penau’c Jlaboparopuc JIta., [IponsBoncTeenHoe noapasaenenue-II,
/ IlomagKka KOHTpoOJIsS KadecTBa / Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu Bunnagx,
IL1omanka BeIIycKA bauynannm Mannan, Meauan Mankamkrupu Juctpukt - 500090, wrar
Tenauraua, Unaus (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

Ilpumeuanue: IIpoaykt cooTBeTcTBYET TpeboranusM HJ| 3axmouenue: OJOBPEHO

Prepared by / [ToarotosneHo: Checked by / IlpoeepeHo: Approved by: Manager/Executive /

Latha. D- Quality control- Team | T. Venkata Ramana - Quality Onobpeno: Menemxep / PykoBogurens

Member control- Team,Member Ajay Kumar- Quality Assurance- Team
L&L Member O(r‘\

Print Date / Jlata: 06-08-2024 | Print Date / Jlata: 06-08-2024 Print Date / [fata: 06-08-2024




* Di.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 10 of 10/ Ctp. 10 u3 10

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

Npoayxt: Omes® JICP, kancyibl ¢ MoOAHG(HIMPOBAHHLIM BhICBOOOKAeHHeM, 30 Mr+20 mr
Market / Peinok : Russia / Poccus

Batch No / ) Batch Quantity / . 1250000 caps /
Cepust No ¢ BZIO2ET O6beM cepun 1250000 kancyn
Analytical Repovrt No/ . 2002FP24001822 Date of Analysis / . 31-07-2024
AHanaruyeckHii oTuer Ne JlaTa ananmnsa

Date of Manufacture / . 18-06-2024 Date of Expiry / . 31-05-2027
JlaTa npon3BoacTBa I'onen no

Mfg. License No. /

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

Analysis performed according ND / Anaus nposenen mo HJI:

JITI-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 ot the Eurasian Economic Union 1s established».

3aka0uenne 0 cOOTBETCTBHH: «HacToAIMM s MOATBEPKAAIO, UTO NPHUBEJEHHAs BbILIE MH(OPMALUs SBASETCS
JOCTOBEPHOM M TOYHOM. DTa cepusi MPOAYKLMH IPOU3Be[eHa (BKIIOYas YMAKOBKY (MapKHPOBKY) W KOHTDOJb
KayecTBa) Ha BbILIEYKA3aHHOW NPOM3BOJACTBEHHOHW momanke (MIOLIAAKAX) B MOJHOM COOTBETCTBUH C
TpeboBanuaMH IlpaBun Hajiexalel MpoOM3BOACTBEHHOMN NpakTuku EBpasuiickoro 3koHoMu4eckoro corosa (Ne
GMP/EAEU/RU/00573-2022 ot 23 centsiopst 2022) u TpeGOBAHMSAMM KOHTPOJS KauecTBA JIEKAPCTBEHHBIX
CPEJICTB, & TAKXK€ B COOTBETCTBMM CO creUU(HKALUSIMH, COACPXKAIMMHUCS B PETHCTPALIHOHHOM JIOCHE CTpPaHbI-
HUMIOpTepa. 3anmucd IO NPOM3BOACTBY, YNAaKOBKE M aHAM3y MPOBEPEHbl, H YCTAHOBIEHO HX COOTBETCTBHE
Tpebosanusam I1paBun Haanexaiel Mpou3BOACTBEHHOM MpakTHK EBpa3uiickoro 3kOHOMHYECKOTO COK3a%.

Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanne: [TpoaykT cooTBeTCTRYET Tpebopauuam HJ 3axmouenne: OJJOBPEHO
Prepared by / Iloarorosnexo: Checked by / IIpoBepeHo: Approved by: Manager/Executive /
Latha. D- Quality control- Team | T. Venkata Ramana - Quality Onobpeno: Menenxep / Pykopogutenn
Member Igﬁ_ control- Team Member Ajay Kumar- Quality Assurance- Team

Member N

e

Print Date / [Tata: 06-08-2024 | Print Date / Jlata: 06-08-2024 Print Date / Jlata: 06-08-2024






