Dr.Reddy’s Q’:‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Page 1 of 10/ Ctp. 1 13 10

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykr: Omes” ICP, kancyisl ¢ MoaAR¢HIHPOBAHHBIM BbICBOGO:AeHHeM, 30 Mr+20 Mr

JlaTa npou3BoacTBa

Togen go

Market / Poinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepust Ne g DeR028E0 OGbem cepuu 1250000 kancyn
Analytical Repourt No / . 2002FP24001786 Date of Analysis / . 31-07-2024
ApanutHyeckii oTuer No JlaTa anaaunza

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

Mfg. License No. /

JuueH3us Ne

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

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

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

Analysis performed according ND / Auanu3 nposenen mo HJI:

Result / Pe3yapTat

Specification / Cnenndukauns

S.No/
No Test/ Teer
1 Description /
Onucaune

Hard transparent colorless gelatin
capsules size 1 with a black imprint
ol ¢ DR. REDDY’S” on the
capsule cap and a red imprint “
OMEZ-DSR” on the capsule body.
Capsule contents: white and brown
spherical pellets. /

Tsepaple xenaTMHOBbBIE NMPO3payHble
GecLiBETHBIE Kamcylbl pasmepa 1 ¢
MapKHpOBKOH YEPHOTO uBeTa

« Y DR. REDDY’S» Ha
KpBIILEYKE KaNCyJbl 1 MapKHPOBKO
kpacHoro uerta «OMEZ-DSR» Ha
kopnyce kamcynsl. ComepkUMoe
Kancyn:  cepuueckue — MENIETh
6e110ro 1 KOpUYHEBOIO 1[BETA.

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

Trepable JKENaTUHOBBIE NPO3PAYHBIE
OecuBeTHbIe KalcCynbl pa3Mepa | ¢
MapKUPOBKOM YEPHOro BETA

« 7Y DR.REDDY’S» Ha KpBbILLIEYKE
Kancyiabl W MapKHUPOBKOH KpacHOro
usera «OMEZ-DSR» Ha kopmyce
KarncyJnel. Coaepxxumoe Kancym:
chepuueckue meieTsl OT Oenaoro 1o
cepoBaTo-0€eJIoro ¥ OT KOPUYHEBOTO 10
JKEJTOBAaTO-KOPUYHEBOT'O LIBETA.

Remarks : The Product confirms to ND/
I pnmeyanne: [IponykT cootBeTcTBYET TpeGoBanusam HJJ

Opinion : APPROVED
3aknwuenue: OJJOBPEHO

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

Member g

Checked by / ITposepeHo:
T. Venkata Ramana - Quality
control- TeanﬂMember

19

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

Member M

Print Date / {ata: 31-07-2024

Print Date / Jata: 31-07-2024

Print Date / [Tata: 31-07-2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Page 2 of 10/ C1p. 2 u3 10

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JICP, kancy.ibl ¢ MoqudHIHPOBAHHBIM BbICBOOOKAeHHEM, 30 MI+20 Mr

Market / Poinox : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne e DEREE CO O0bem cepuu 1250000 xancyn
Analytical Repovrt No/ . 2002FP24001786 Date of Analysis / . 31-07-2024
AHaJInTHYEeCKHIi oT4yeT Ne JlaTa aHanu3a

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

JlaTa npou3BoaCTBA T'onen g0

Mfg. License No. /

IIponseoacTBeHHAs : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PI™-RU)
JuneH3usa Ne

Analysis performed according ND / Ananm3 npoBegen mo HJI:
JITT-Ne(002687)-(PI'-RU)-071223

2 | Identification / The retention times of the main peaks | The retention times of the main peaks
Unentudnxanus 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
Owmernpazon Domperidone  peaks in  the|in the chromatogram of standard
Homnepuaon chromatogram of the standard | solution (section Assay). / BpemeHa

preparation under assay. / BpemeHa | ynepKuBaHHs OCHOBHBIX NHMKOB Ha
yIEpPKUBaHHSL OCHOBHEIX INMHKOB Ha | Xpomarorpamme HCIBITYEMOTO
XpoMarorpamme UCTILITYEMOTO | pacTBOpa JAOJDKHBI  COOTBETCTBOBATH
pacTBOpa COOTBETCTBYIOT BpPEMEHaM | BpeMeHaM  YACD)KMBAHHS  ITHKOB
yICpKUBaHHSI MMKOB OMeNpas3oia M | OMenpa3oja M JOMIEPUIOHA Ha
JOMIIEpHIOHAa Ha XpOMarorpaMmme | XxpoMmaTorpamme CTAHAApTHOTO
CTaHAApPTHOrO  pacTBopa (pasnen | pacTBopa (pasgen «KonuuecTBeHHOE
«Konu4ecTBeHHOE OMpeNeIICHUEY). OIpeAEIeHUEN ).

S Average weight of the 372.74 mg/ 372,74 mr 369.0 mg = 10 % (between 332.1 to
net content / Cpennas 405.9 mg) /
Macca CoAep:KUMOro 369,0 mr + 10 % (ot 332,1 mo 405,9
KamncyJ MT)

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykt cooTBeTcTRYeT TpeboBaHusam HJT

Opinion : APPROVED
3axmwuenne: OJTOBPEHO

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

.

Checked by / [IposepeHo:
T. Venkata Ramana - Quality

control- Team member

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

Member Ll)‘("{)

Print Date / Jata: 31-07-2024

Print Date / Hata: 31-07-2024

Print Date / JTata: 31-07-2024




Dr.Reddy’s Q‘:'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Page 3 of 10 / Ctp. 3 u3 10

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

IpoaykT: Omes”™ JICP, kancyJibl ¢ MoaudHIHPOBAHHBIM BbicBoGoKIeHHeM, 30 Mr+20 mr
Market / PoiHok : Russia / Poccus

Batch No/ ] Batch Quantity / . 1250000 caps /
Cepus Ne g D02 Q6bem cepun 1250000 kancyn
Analytical Repourt No/ . 2002FP24001786 Date of Analysis / . 31-07-2024
AnaguTtHyeckuii orgyer No JlaTa aHaJau3a

Date of Manufacture / . 18-06-2024 Date of Expiry / . 31-05-2027
JlaTta npon3BogacTBa I'ogen 1o

Mfg. License No. /

IIpousBoacTBeHHAR : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PI"-RU)
Jnen3usa Ne

Analysis performed according ND / Ananu3s nposegen mo HJI:

JII-No(002687)-(PI'-RU)-071223

4 |Water content /
ConepxxaHue Boabl

1.4% wiw / 1,4% wiw

Not more than 4.0 % w/w / He 6onee
4,0 %

5 Uniformity of dosage units / OmHopoAHOCTH A03MPOBAHHBIX €HHHI

Omeprazole /
Omenpazon

Domperidone /
Homnepuaon

7.4/74

8.6/8,6

Acceptance value (AV) should be less
than or equal to 15.0 / Tlokazatens
npuemieMoctd (AV) noibkeH ObITH He
6onee 15,0.

Acceptance value (AV) should be less
than or equal to 15.0 / Tlokasatens
npuemieMoctd (AV) nokeH ObITh He
6onee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanne: [TponykT cooTBeTcTRYET TpebOBaHUIM HJJ

Opinion : APPROVED
3axmiouenne: OTOBPEHO

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

Member Z

Checked by / TIposepeno:
T. Venkata Ramana - Quality

control- Team Z/jember

Approved by: Manager/Executive /
Opobpeno: Menemxkep / PykoBoauTens
V. Prashanth- Quality Assurance- Team

Member UMO

Print Date / Jata: 31-07-2024

Print Date / JTata: 31-07-2024

Print Date / Jlata: 31-07-2024




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Page 4 of 10/ Ctp. 4 13 10

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

Ilpogykr: Omes® JACP, xancyibl ¢ MOAH(QHUHPOBAHHLIM BhICBOGOMAenneM, 30 Mr+20 Mr
Market / Peinok : Russia / Poccus

Batch No / i Batch Quantity / . 1250000 caps /
Cepus Ne : BoA0o080 O6neM cepun © 1250000 kancyn
Analytical Repovrt No/ . 2002FP24001786 Date of Analysis / . 31-07-2024
ARajnnTHyeckuii oryer No JlaTa aHanusa

Date of Manufacture / . 18-06-2024 Date of Expiry / . 31-05-2027
JlaTa npou3BoACTBa T'onen no

Mfg. License No. /

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

Analysis performed according ND / Ananau3 npoeenen nmo HJI:

JITT-Ne(002687)-(PI™-RU)-071223

6

Impurities / Ilpumecu

Omeprazole /
Omenpazona:

Impurity 1 / npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5 / npumecs 5
Domperidone /
Homnepuoona:
Impurity A / mpumech A
Impurity B / npumecs B
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npumecs F
Any individual
unidentified impurity /
Jlrobas enuHU4HAS
HEeUAECHTUGHLMPOBAHHAS
npuUMech

Total impurities /
Cymma npumeceit

0.01%/0,01%

Not detected / He oGHapyKeHa

0.02% /0,02%

Not detected / He oGHapyxeHa

Less than LOQ (LOQ = 0.010%) /
Hmwxe rmpenena  KONMUYECTBEHHOrO
onpeaenenus (IIKO = 0,010%)

Not detected / He 06HapyxeHa

Not detected / He 0GHapykeHa

Less than LOQ (LOQ = 0.012%) /
Huxe mnpenena  KOJNHYECTBEHHOrO
onpeaenenus (ITIKO = 0,012%)

0.09% / 0,09%

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

0.1% /0,1%

Omeprazole / Omenpazona:

Not more than 0.50 % / He 6omee 0,50
(4]

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

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

I{;ot more than 0.50 % / He 6omnee 0,50
o,

I(;ot more than 0.50 % / He 6o1ee 0,50
o

l/)oomperidone / Homnepuoona:

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

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

I{;ot more than 0.50 % / He 6onee 0,50
[41]

I{;ot more than 0.50 % / He 6ounee 0,50
V]

I(Ioot more than 0.50 % / He 6o1nee 0,50
0,

I<Ioot more than 0.20 % / He 6oiee 0,20
0

Ié)ot more than 2.5 % / He 6onee 2,5 %

Remarks : The Product confirms to ND/
IIpumeuanne: IIpogykT cooTBeTcTBYET TpeboBauusm HJJ

Opinion : APPROVED
3axmouyenne: OJIOBPEHO

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

i

Checked by / ITposepeHo:
T. Venkata Ramana - Quality

control- Team iv;em ber

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

Member U)&MD

Print Date / lata: 31-07-2024

Print Date / JTata: 31-07-2024

Print Date / [Tata: 31-07-2024




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIN3A

Page 5 of 10 / Ctp. 5 u3 10

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

INpoaykr: Omez® JICP, xancy.ibl ¢ MogH(UUHPOBAHABIM BbIcBoGOXKIeHHeM, 30 Mr+20 Mr
Market / Poinok : Russia / Poccust

Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne d BoA02880 O0bem cepun 1250000 xancyn
Analytical Repourt No/ . 2002FP24001786 Date of Analysis / . 31-07-2024
AnanuTHyeckuii oTyet No JaTa anann3za

Date of Manufacture / . 18-06-2024 Date of Expiry / . 31-05-2027
JlaTa npou3eoacTBa T'onen 1o

Mfg. License No. /

IIpousBoacTBeHHAS! : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PI-RU)
JULeH3Husa Ne

Analysis performed according ND / Anann3 nposenen mo H/I:

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

7 |Residual solvents/ QcTaTounLIe opranmiecicie pacTBOPHTIN

a) Methanol /
MetaHon

b) Methylene chloride /
Metunenxnopuna

3 ug/caps / 3 mxr/kancyna

Not detected / He oOHapyxeHa

a) Not more than 1107 pg per capsule
/
He 6onee 1107 Mkr Ha kancyny

b) Not more than 221 pg per capsule /
He Gonee 221 MKr Ha Kancyiy

8 | Dissolution / PacTBopenue

a) Omeprazole /
Omenpason

i. Acid stage (0.IN
HCl)/
B 0,1 M pactBope
XJIOPHCTOBOJOPOA
HOM KUCIIOTHI

ii. Buffer stage (pH
6.8 phosphate
buffer) /

B 6ydepe pH 6,8

5%, 4%, 3%, 1%, 5%, 5%

93%, 94%, 94%, 95%, 94%, 93%

In a 0.1 M hydrochloric acid solution -
not more than 15 % of the label
amount of omeprazole (C7H19N303S)
after 2 hours. /B 0,1 M pactBope
XJIOPOBOAOPOIHOMN

KHCNIOTHI — He Gonee 15 % ot
(haKkTHUeCKOro COACPKAHUS
omernpasona (C7HsN303S) uepes 2 u.

In buffer pH 6.8 - not less than 70 %
(Q) of the label claim of omeprazole
(Ci7HsN303S) after 30 minutes./

B 6ydepe pH 6,8 — e menee 70 % (Q)
OT HOMUHAJILHOTO COCPKaHH S
omernpazona (C17H9N30;3S) uepes

30 MuH.

Remarks : The Product confirms to ND/

IIpumeuanue: [Iponykt cooTBeTcTBYET TpeboBanmsM HJT

Opinion : APPROVED
3akmouenne: OJJTOBPEHO

Prepared by / IloaroToBseHo:

Checked by / ITposepeHo:
Latha. D- Quality control- Team | T. Venkata Ramana - Quality

Member control- Team ﬂember

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

Member U)Mo

Print Date / Iata: 31-07-2024 | Print Date / Jlata: 31-07-2024

Print Date / [lata: 31-07-2024




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHONKAT AHAJIMU3A

Page 6 of 10/ C1p. 6 u3 10

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

HpoaykT: Omes® JICP, kancyJab ¢ MoAH¢HIHPOBAHHBIM BbICBOGOMKIeHIEM, 30 Mr+20 Mr
Market / PeiHok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepusi Ne + B2402380 O0bem cepuu 1250000 kancyn
Analytical Repovrt No / . 2002FP24001786 Date of Analysis / . 31-07-2024
AHajguTHYeCKHI oTueT No JlaTa aHanu3a

Date of Manufacture / . 18-06-2024 Date of Expiry / . 31-05-2027
JlaTa npou3BoacTBa T'open a0

Mfg. License No. /

IlpousBoacTBEHHAN : 63/RR/AP/96/F/R MA number:/ Homep PY : JII1-Ne(002687)-(PI'-RU)
Junen3us No

Analysis performed according ND / Ananau3 nposeien nmo HJT:

JITT-No(002687)-(PI"-RU)-071223

b) Domperidone /
JoMnepuaon

after 1 hour / yepes 1
q

i
ii. after 4 hours / yepes

4y

iii. after 8 hours / yepe3
8y

iv. after 12 hours / uepe3
124

26%, 25%, 25%, 26%, 25%, 27%
55%, 56%, 52%, 58%, 58%, 61%
78%, 80%, 75%, 81%, 82%, 86%

97%, 99%, 95%, 101%, 101%, 105%

In 0.1M hydrochloric acid solution /

B 0,1 M pacTBOpe XJI0pOBONOPOAHOI
KHUCIOTBI:

between 15 % and 40 %/ ot 15 % 1o
40 %

between 30 % and 70 % / ot 30 % 1o
70 %

between 55 % and 95 %/ ot 55 % 5o
95 %

not less than 70 % / ne menee 70 %

of the labeled amount of Domperidone
(C22H24CINsO2) / OT HOMHHATBHOTO
coJiep KaHusl JOMIepuI0Ha
(C22H24CIN;O3)

Assay / KonndecTBeHHOE

onpeacjicHue

A. Omeprazole /
Owmenpazon

20.02 mg /20,02 mr
(100.1% / 100,1%)

A. From 18.0mg to 22.0mg of
Ci7H1oN3O3S  (Omeprazole) per
capsule (90.0 to 110.0 % of the
label claim) / Or 18,0 mMr pmo
22,0 mr C7H1sN303S (omenpasoa)
B Karcyne (ot 90,0 no 110,0 % ot
HOMMHAILHOTO COJIEPIKAHNS).

Remarks : The Product confirms to ND/
Ilpumeuanue: [IponykT cooTBeTcTBYET TpedoBanusm HJJ

Opinion : APPROVED
3akmouenne: OJJOBPEHO

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

Member 2

Checked by / TIposepeHo:
T. Venkata Ramana - Quality

control- Teaﬂ Member

Approved by: Manager/Executive /
Omnobpeno: Menemxkep / PykoBoauTens
V. Prashanth- Quality Assurance- Team

Member Ump

Print Date / lata: 31-07-2024

Print Date / Jlata: 31-07-2024

Print Date / JTata: 31-07-2024




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIA3A

Page 7 of 10/ Ctp. 7 u3 10

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

Npoaykr: Omes® JICP, kancybl ¢ MOAHGHINPOBAHHBIM BEICBOGOKIeHHEM, 30 Mr+20 Mr
Market / PeiHok : Russia / Poccus

Batch No/ ] Batch Quantity / . 1250000 caps /
Cepnst Ne e Botozsen O6BeM cepun 1250000 xamncyn
Analytical Repovrt No/ . 2002FP24001786 Date of Analysis / . 31-07-2024
AHamuTHYecKHi 0oTUeT Ne JlaTa aHam3a

Date of Manufacture / . 18-06-2024 Date of Expiry / . 31-05-2027
JarTa mpoussoacTea T'open go

Mfg. License No. /

IIpousBoacTBEHHASI : 63/RR/AP/96/F/R MA number:/ Homep PV : JIII-Ne(002687)-(PI'-RU)
JuneH3us Ne

Analysis performed according ND / Ananu3s npoeenen mo HJI:

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

JomnepuaoH (100.5% / 100,5%)

B. Domperidone / 30.15mg/ 30,15 mr B.

From 270mg to 33.0mg
CHCINsO, (Domperidone) per
capsule (90.0 to 110.0% of the
label claim) / Ot 27,0wMr g0
33,0 mMr C2H24CINsO,
(momnepunon) B kamcyne (ot 90,0
go 110,0% ot HOMHHANBHOIO
COIEpKaHus).

10 |Microbial limits / Mukpofuooruyeckas 44cTOTa

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

Ob1uee uucno

a3poOHBIX

MUKPOOPTaHHU3MOB
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanne: [Iponykr coorBeTcTBYET TpebOBaHusaM H]I 3axawuenne: OJIOBPEHO
Prepared by / [TogrororneHo: Checked by / ITposepeHo: Approved by: Manager/Executive /
Latha. D- Quality control- Team | T. Venkata Ramana - Quality Onobpeno: Menemxep / PykoBoaureb

Member control- Team Member V. Prashanth- Quality Assurance- Team
I—Q/ & Member LW‘@

Print Date / Jata: 31-07-2024 | Print Date / JTata: 31-07-2024 Print Date / JTata: 31-07-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Page 8 of 10/ C1p. 8 3 10

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JCP, kancy.bl ¢ MoaudHIHPOBAHHBIM BbICBoGOMAeHHeM, 30 Mr+20 Mr

J_'[aTa MMpPOU3BOACTBA

T'open g0

Market / Peinox : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepua Ne § DLRUZ50 O0bem cepun 1250000 xancyn
Analytical Repourt No/ . 2002FP24001786 Date of Analysis / . 31-07-2024
AHanuTH4YecKkuii oTuer No Jata aHam3a

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

Mfg. License No. /

JuneHsus Ne

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

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

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

Analysis performed according ND / Ananu3 npopegen no H/I:

b) Total combined
yeasts and mould
count / Ob1iiee 4nucio
JIPONOKEBBIX U
TIIECHEBBIX 'pHOOB

¢) E. coli

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

Absentin 1 g/
OrcyrctByerB 1 T

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

¢) Shall be absent in 1g/
OrcyrctBUe B |

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. / ITo 10
Karcyn B onucrepe U3
(TIBX/AJI/TIA) donbru /
amromMuHneBod  gomeru.  Ilo 3
OnucTepa BMECTe C MHCTpYKLUHMeEH Mo
MENUIMHCKOMY MPUMEHEHHIO
(nMCTKOM-BKJIaJbIIEM) B  MAUKY
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. / Ilo 10
kancyn B 6aucrepe u3 (IIBX/AJI/IIA)
¢donbru / amomunneBoit goneru. Io 1,
3, 8§ 10 OnucrepoB BMecTe ¢
HHCTPYKIEH M0  MEAHLIHCKOMY
MPUMEHEHHIO  (JINCTKOM-BKJIQJIBIILIEM )
B NAYKy 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 creud$pUKalMU OpEJCTaBIEHbl HAa CPOK romHoctu. Ilpu BeIMycKe mpenapar MNpOBEpsETCs B
COOTBETCTBMH €O crenudukankeil Ha BbITYCK, MO3TOMY B CepTH(HKATe aHaNKM3a Ha Mpenapar MOTYT ObITh
yKa3aHsl 6oJiee CTPOrie HOPMBI, UM B HACTOSILEM HOPMATHRHOM JOKYMEHTE 0 Ka4eCTBY.

| API name / HaumenoBauue A®C: | Omeprazole / Omenpazon

Domperidone /JTomnepuaoH
P P

Remarks : The Product confirms to ND/
IIpamedanue: IIpoaykT cooTBeTCTBYET TpeboBaHuaM HL

Opinion : APPROVED
3axmouenne: OJJOBPEHO

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

Member g

Checked by / [IposepeHo:
T. Venkata Ramana - Quality

control- Teara Member

Approved by: Manager/Executive /
Onob6peno: Menemxep / PykoBoauTens
V. Prashanth- Quality Assurance- Team

Member 9

Print Date / Jata: 31-07-2024

Print Date / Jlata: 31-07-2024

Print Date / [lata: 31-07-2024
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Page 9 of 10/ Ctp. 9 n3 10

Product: Omez DSR, modified-release

capsules, 30 mg+20 mg /

Ipoaykr: Omes” [JCP, kancy.isi ¢ MoAH(HIHPOBAHHBLIM BbICBOGOMIeHHEM, 30 Mr+20 Mr

JuneH3us Ne

Market / Poinox : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne  BoAEEaD O6bem cepuu " 1250000 xancyn
Analytical Repourt No/ . 2002FP24001786 Date of Analysis / . 31-07-2024
AHanuTHYecKHH oT4yeT No JlaTta aHanu3a

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

Jlara npou3BoacTBa T'open no

Mfg. License No. /

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

JII-Ne(002687)-(PI"-RU)-071223

Analysis performed according ND / Ananus nposenen no HJI:

Homep cepun cyoeTanunu
npoussoauTesasa I'JIdD:

INN / MHH;: Omeprazole / Omemnpazon Domperidone / Jomnepugon
API manufacturer batch number /

Homep cepuu nponspogurens OME/00623 ROOOIEESEE

ADC:

FP Manufacturer API Batch

number / FBQA00731 FBRH00009

API Manufactured by & country /
Ipoussogurtens ADC, crpana:

Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India /

[punu (Dapll\jllizl;rgmxanc JIra, Bacynxa ®apma Kewm JItn, Muaus

Name, address, authorization No
for FP manufacturing site /
Control site / Release site /
HaumenoBaHnue, anpec, JHLIEH3HS
s IIpou3Bo/icTBEHHAS MIOIIAAKA
/ Hlnomaaka KOHTPOJIS Ka4ecTBa /
Ilnomaaka BBIMyCKa

Dr. Reddy's Laboratories Ltd., Formulation Tech Ops — II, Survey No.
42p, 43, 44p, 45p, 46p, 53, 54&83, Bachupally Village, Bachupally
Mandal, Medchal Malkajgiri District - 500090, Telangana State, India
(license No. 63/RR/AP/96/F/R)/

J-p Pennu’c Jlaboparopuc JIta., [TpousBoacteenHoe nogpasaenenue-II,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, Bauynamnu Bunnamx,
Bauynannu Manpan, Menyan Mankamxkrupu JQuctpukt - 500090, wtat
Tenanrana, Uuaus (Jluuensus No 63/RR/AP/96/F/R)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No GMP/EAEU/RU/00573-2022

Remarks : The Product confirms to ND/

Opinion : APPROVED

IIpumeuanne: [Ipoaykr cooTBeTcTBYET TpeGoBanusaM HJI 3axnouenne: OJIOBPEHO
Prepared by / IToarorosneno: Checked by / ITposepeHo: Approved by: Manager/Executive /
Latha. D- Quality control- Team | T. Venkata Ramana - Quality Onobpeno: Menemxkep / PykoBoautenn

Member control- Team Member V. Prashanth- Quality Assurance- Team
*L%/ Member U)M/O

Print Date / lata: 31-07-2024 | Print Date / Jlata: 31-07-2024 Print Date / JTata: 31-07-2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHUOHUKAT AHAJIU3A

Page 10 of 10/ Ctp. 10 13 10

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

Iponyxr: Ome3® JICP, KaMcyJbl ¢ MOIMHIMPOBAHHBIM BbICBOOOKAeHEeM, 30 Mr+20 mr
Market / PoiHoK : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne s BEH02880 O0beM cepun * 1250000 xancyn
Analytical Repourt No/ . 2002FP24001786 Date of Analysis / . 31-07-2024
AHanuTHYecKuii oTyer No JlaTa aHajM3a

Date of Manufacture / . 18-06-2024 Date of Expiry / . 31-05-2027
JlaTa npou3BoACTBA T'onen o0

Mfg. License No. /

IIpon3BoacTBeHHAs : 63/RR/AP/96/F/R MA number:/ Homep PV : JIIT-Ne(002687)-(PI"™-RU)
aunen3usa Ne

Analysis performed according ND / Anannz nposegex no H/I:

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».

3akmoyenne 0 cooTBercTBUHU: «HacTosAlMM s NOATBEPKAALO, UTO NpUBEACHHAS BbIIE HHGOpMaLus ABIsETCS
JOCTOBEPHON ¥ TOYHOH. OTa cepusi NPOAYKLHH NPOM3BEAeHa (BIJIIOYAS YMAkoBKY (MapKHPOBKY) M KOHTpOIb
KayecTBa) Ha BbIIEYKA3aHHOH MPOM3BOACTBEHHOH mIioLIanke (IJIOIAAKax) B TOJHOM COOTBETCTBHU C
TpeboBanuaMu IlpaBun Hazanexaweld NpOU3BOACTBEHHON NMpakTWKU EBpasmiickoro 3KOHOMHUYECKOro coro3a (Ne
GMP/EAEU/RU/00573-2022 ot 23 cenrsbps 2022) u TpeGOBaHMSIMH KOHTPOJS Ka4yecTBa JIeKapCTBEHHBIX
CPENCTB, a TaKKe B COOTBETCTBUHU CO CHELUPHUKALHAMHY, COACPKAIIUMUCS B PETHCTPALHOHHOM JOCHE CTpaHbI-
UMIIOpTEpA. 3alKCH 10 MPOU3BOJCTBY, YNAKOBKE M AHANIM3Y IPOBEPEHBbl, U YCTAHOBJIEHO WX COOTBETCTBHE
TpeboBanusm [paBui HagnexaleH Npor3BOACTBEHHON NPaKTHK EBpa3sniickoro SKOHOMUYECKOTO COI03ay.

Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanne: [Ipoaykr cooTBeTcTBYET TpeboBaHusaM HJT 3axkmouenne: OJOBPEHO

Prepared by / IToaroroBneHo: Checked by / ITposepeHo: Approved by: Manager/Executive /
Latha. D- Quality control- Team | T. Venkata Ramana - Quality Onobpeno: Menemxep / PyxoBoauTtens

Member control- Team lember V. Prashanth- Quality Assurance- Team
l%/ Member UMAD

Print Date / [lata: 31-07-2024 | Print Date / JTata: 31-07-2024 Print Date / Jata: 31-07-2024"






