..
Dr.Reddy’s €:¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Page 1 of 10/ (?J'[;.Ln&

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

Tpomyxr: Omes” ICP, kaneyJibl ¢ MognHIMPOBAHHBIM BbicBOOOKIeHHeM, 30 Mr+20 mMr - _
Market / Phinok : Russia / Poccus

Batch No / . B2402379 Batch Quantity / . 1250000 caps /

Cepust Ne ) O0bemM cepun * 1250000 xarncyn
Analytical Repo:‘t No/ . 2002FP24001713 Date of Analysis / . 22-07-2024
AHajauTH4eckuii oTyer Ne JaTta aHanuza

Date of Manufacture / . 15-06-2024 Date of Expiry / . 31-05-2027

JlaTa npou3BoACTBa Toxen o

Mfg. License No. /

IIpousBoacTBEeHHAS : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PT"-RU)
Junensus Ne -
Analysis performed according ND / Ananu3 nposeaen o HJ:

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

S.No/

No Test / Tect

Result / PesyabTaT

Specification / Cnenndpuxanus

1 Description /

Onucanue

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 XenaTMHOBLIE MPO3padHBIE
GeclBeTHbIE Kamncyisl pasmepa 1 ¢
MAapKHPOBKOH YEPHOTO LBeTa

o
« 7Y DR. REDDY’S» Ha
KpBIIIEYKE KalCyJbl ¥ MapKHPOBKOH
kpacHoro nsera «OMEZ-DSR» Ha
kopnyce kancynbl. Conepxumoe
Kancyna:  cdepuyeckhe  MeslieThl
6e0ro U KOPUUHEBOrO BETA.

Hard transparent colorless gelatin
capsules size 1 with a black imprint

" 7Y 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. /

Teepaple >kenaTWHHOBBIE MPO3PAUHEIE
6ecuBeTHBIE Karcynbl pasMmepa 1 ¢
MapKHPOBKOI YepHOTO BeTa

« 7Y DR. REDDY’S» na kpeimeuke
Kancynbl W MapKUPOBKOW KpacHOTro
usera «OMEZ-DSR» Ha xopnyce
kancynel.  Comepkumoe  Kamcyir:
chepuyeckue nemwieThl OT 0€noro a0
€epoBaTo-6€J10ro U OT KOPUUHEBOTO 10
HKEJITOBATO-KOPHYHEBOT'O LIBETA.

Remarks : The Product confirms to ND/
ITpumeuanue: [1poaykt cootBeTcTBYeT TpeboBanusm HJT

Opinion : APPROVED
3akmouenne: OJJOGPEHO

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

Checked by / ITIpoBepeHo:
T. Venkata Ramana - Quality
control- Team yember

(0o

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBogutens
Ajay Kumar- Quality Assurance- Team
Member A

Print Date / [lata: 23-07-2024

Print Date / Jara: 23-07-2024

Print Date / Jlata: 23-07-2024
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
B - Page2 of 10/ Crp. 2 u3 10

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® JICP, kancysini ¢ MoIMpUUMPOBAHHBIM BbLICBOGOKIeHHEM, 30 MI+20 Mr o
Market / Pruinok : Russia / Poccus
Batch No / ] Batch Quantity / 1250000 caps /
Cepus Ne § SEADE O6bem cepuu * 1250000 kancyn
Analytical Repourt No / . 2002FP24001713 Date of Analysis / . 22.07-2024
AHaquTHYeCKUl 0T4eT No JlaTa ananu3a
Date of Manufacture / . 15-06-2024 Date of Expiry / . 31-05-2027
JlaTa npou3BOACTBA Cogen g0
Mfg. License No. /
IIpousBoacTBeHHAS : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PI'-RU)
JHIeH3us Ne -
Analysis performed according ND / Anann3 nposeaen mo H:
JI11-Ne(002687)-(P1'-RU)-071223

2 | Identification / The retention times of the main peaks | The retention times of the main peaks
HUaenTnduxanus 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
Jomnepunos chromatogram of the standard | solution (section Assay). / Bpemena

preparation under assay. / BpeMeHa | yoepXHUBaHUS OCHOBHBIX TIHKOR Ha
YIAEPKMBaHHS OCHOBHBIX MHKOB Ha | XpoMaTorpamme HCIIBITYEMOTO
XpoMarorpamme HCTBITYEMOTO | pacTBOpa MAOJDKHBI COOTBETCTBOBATh

pacTBOpa COOTBETCTBYXOT BpEMEHaM | BpeMeHaM  YAEP)KHBAHHUS  [HKOB
YAEPXKHMBaHUS MHKOB OMeINpa3oja M | OMenpa3ona W JOMIIEPUOOHA  HA

JIOMIIEpUJIOHA HA XpOMaTtorpaMme | XpoMaTorpamMme CTaHJapTHOTO
CTaHAapTHoro pactBopa (paszen | pactBopa (paszaen «KosmuecTseHHOE
«KonnuecTBeHHoe onpejiefieHuney). onpezneneHney).
3 | Average weight of the 370.98 mg/ 370,98 mr 369.0 mg = 10 % (between 332.1 to
net content / Cpennsis 405.9 mg) /
Macca coep:KuMoro 369,0 Mr £ 10 % (ot 332,1 mo 405,9
KancyJ Mr)
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipameuanue: ponykT coorBercTBYeT TpeboBanusam HJI 3akmouenne: O/IOGPEHO
Prepared by / ITonrotrosneHo: Checked by / IlpoeepeHo: Approved by: Manager/Executive /
Latha. D- Quality control- Team | T. Venkata Ramana - Quality Onobpeno: Menemxkep / PykoBoauTensb
Member control- Team Member Ajay Kumar- Quality Assurance- Team
"%/ Member »
Qo )
Print Date / [lata: 23-07-2024 | Print Date / Jlata: 23-07-2024 Print Date / JTara: 23-07-2024




@
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Page 3 of 10/ Crp. 3 3 10

[poayxr: Omes® JICP, kancybl ¢ MOAHQHIHPOBAHHBIM BhicBoGozAeHIem, 30 Mr+20 Mr

Analysis performed according ND / Anann3 nposeaen no HJI:

Market / PoiHok : Russia / Poccus

Balch No / . Batch Quantity / . 1250000 caps /

|Cepusi Ne 3 BECUESID O6BeM cepun " 1250000 xancyn
Analytical Repourt No/ . 2002FP24001713 Date of Analysis / . 22-07-2024
AHauTHYECKHIi 0TYeT No JlaTa anaansa

Date of Manufacture / . 15-06-2024 Date of Expiry / . 31-05-2027

JlaTa NpoM3BOACTBA T'ogen o

Mfg. License No. /

IIpon3BoacTBeHHAs! : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PI-RU)
Junensng Ne

JITI-Ne(002687)-(PI™-RU)-071223

4 |Water content / 1.3% w/w / 1,3% w/w
Coaep:xanue Bo/bl

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

5 Uniformity of dosage units / OAHOPOAHOCTb J03MPOBAHHDBIX eAHHHII

Omeprazole / 3.9/3,9
Omenpason

Domperidone /

Jommnepuaon 77777

Acceptance value (AV) should be less
than or equal to 15.0 / ITokazarens
npuemiaeMoctd (AV) nomkeH ObITh He
6oiee 15,0.

Acceptance value (AV) should be less
than or equal to 15.0 / Ilokasartens
npuemyieMocti (AV) gomkeH ObITh He
ooJee 15,0.

Remarks : The Product confirms to ND/
[pumeuanne: ITpoaykt cootBercTBYeT TpeboBanusM HJI

Opinion : APPROVED
3axnwuenne: OJIOBPEHO

Prepared by / TloarorosnieHo: Checked by / ITpoeepeHo:
Latha. D- Quality control- Team | T. Venkata Ramana - Quality

Member z control- TeamiMember

1%

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoputens
Ajay Kumar- Quality Assurance- Team
Member 8

Print Date / ata: 23-07-2024 | Print Date / Tata: 23-07-2024

Print Date / JTata: 23-07-2024
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A

Page 4 of 10/ Crp. 4 u3 10

[Product: Omez DSR, modified-release capsules, 30 mg—-l-20 mg /

Mpoaykt: Omes® JICP, kancyJnl ¢ MoanGHUMPOBAHHLIM BhicBoOOXKAeHHEM, 30 Mr+20 mMr -
Market / Peinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne gD O6beM cepuu 1250000 kamncysn
Analytical Repourt No/ . 2002FP24001713 Date of Analysis / . 29-07-2024
AHanuTHYECKHH oTYeT No Jarta aHannsa

Date of Manufacture / . 15-06-2024 Date of Expiry / . 31-05-2027

JaTa npou3BoacTBa I'oaen o

Mfg. License No. /

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

Analysis performed according ND / Ananu3 nposeaen mo HJI:

JITT-Ne(002687)-(PI™-RU)-071223

Impurities / Ilpumecu

Omeprazole /
Omenpaszona:

Impurity 1/ npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity S / npumecs 5
Domperidone /
omnepuoona:
Impurity A / npumMecs A
Impurity B / npumecs B
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npumecs F
Any individual
unidentified impurity /
Jliobas enuHUuHAS
HEeHACHTHULIMPOBAaHHASL
npuMech

Total impurities /
CyMmMa npumMeceii

0.01%/0,01%
Not detected / He oOHapyxeHa
0.02% /0,02%
Not detected / He oGHapyxeHa
Not detected / He o6Hapysxena

Not detected / He oGHapyxeHa

Not detected / He oGHapyxeHa

Less than LOQ (LOQ = 0.012%) /
Huxe npemena  KoOMMYECTBEHHOrO
onpenenenus (IIKO = 0,012%)

0.09% /0,09%

Not detected / He 0bHapyxeHa
Not detected / He o6Hapy»xeHa

0.1% /0,1%

Omeprazole / Omenpazona:

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

},{;Ot more than 0.50 % / He 6onee 0,50
Iffot more than 0.50 % / He 6onee 0,50
V)

§Ot more than 0.50 % / He 6omnee 0,50
I?ot more than 0.50 % / He Gouee 0,50
1)

l/)oomperidone / Jomnepuoona:

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

§)ot more than 0.50 % / He 6ounee 0,50
I?ot more than 0.50 % / He Gonee 0,50
V)

Ié’ot more than 0.50 % / He Gomnee 0,50
o,

Ié)ot more than 0.50 % / He 6ounee 0,50
1)

If;ot more than 0.20 % / He 6ounee 0,20
1)

Iffot more than 2.5 % / He 6onee 2,5 %

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykT coorBeTcTBYET TpeGoBanusaM HJT

Opinion : APPROVED
3akmouenune: OJJOGPEHO

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

Member Z

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

oo

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

Print Date / [Tata: 23-07-2024

Print Date / [lata: 23-07-2024

Print Date / Jata: 23-07-2024
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CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 l;lg_-l-ZO mg /
Mpoaykr: Omes” JICP, kancyinl ¢ MOgudHIMPOBAHHLIM BbICBOOOKAeHHEM, 30 Mr+20 Mr

Page 50f 10/ Crp. 5u3 10

Market / PoiHOK : Russia / Poccus

Batch No / , [Batch Quantity / 1250000 caps /

Cepus Ne 4 BE0e D _ |O06nem cepuu © 1250000 kancyn
Analytical RepOj't No/ . 2002FP24001713 Date of Analysis / . 22-07-2024
AHaJauTHYecKuii oTyer Ne _ |[aTa anajausa

Date of Manufacture / . 15-06-2024 Date of Expiry / . 31-05-2027

JlaTa npon3BOACTBA T'open no

Mfg. License No. /

ITpou3sBoacTBeHHAst : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PI'-RU)
aunen3zna Ne -

Analysis performed according—ND / Ananmz nponenei{ nmo H/I:
JITT-Ne(002687)-(PI'-RU)-071223

7 [Residual solvents/ OcTaTounbie OpraHu4ecKkHe pacTBOPHTEH
a) Methanol / 4 png/caps / 4 mxr/kancyna a) Not more than 1107 pg per capsule
Meranon /
b) Methylene chloride / ey ; He 6onee 1107 Mkr Ha kancy.y
MeTUNeHXIOPU L ot detected / He obHapyxena b) Not more than 221 pg per capsule /
He 6onee 221 Mkr Ha Karncyny
8 | Dissolution / PacrBopenne )

a) Omeprazole /
Owmenpazon

i. Acid stage (0.1N
HCl)/
B 0,1 M pactBope
XJIOPUCTOBOOPOA
HO# KHUCIIOTBI

ii. Buffer stage (pH
6.8 phosphate
buffer) /

B 6ydepe pH 6,8

0%, 1%, 1%, 2%, 4%, 4%

92%, 90%, 95%, 93%, 90%, 91%

In a 0.1 M hydrochloric acid solution -
not more than 15 % of the label
amount of omeprazole (C17H19N303S)
after 2 hours. / B 0,1 M pactBope
XJIOPOBOJOPOHOM

KUCIOThI — He 6osee 15 % ot
(dhakTudeckoro copepxaHus
omenpaszona (C17H sN3OsS) uepes 2 u.

In buffer pH 6.8 - not less than 70 %
(Q) of the label claim of omeprazole
(Ci7H9N303S) after 30 minutes./

B 6ydepe pH 6,8 — ne menee 70 % (Q)
OT HOMHMHAJILHOTO CO/IEPKaHUS
omemnpazona (C7HsN30;:S) uepes

30 mMuH.

Remarks : The Product confirms

IIpnmeyanne: IIponykt cooTBeTCTBYET TpeboBanusm HJL

to ND/

Opinion : APPROVED
3akmouenue: OJJOBPEHO

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

Member

o

Checked by / ITposepeHno:
T. Venkata Ramana - Quality

control- Teamycmber

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoaures
Ajay Kumar- Quality Assurance- Team
Member N

Print Date / Jata: 23-07-2024

Print Date / JTata: 23-07-2024

Print Date / Jlata: 23-07-2024




Qe
Dr.Reddy’s ‘,‘.‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 6 of 10/ Cp. 6 u3 10

b) Domperidone /
Homnepu 01

i. after 1 hour/yepes 1
q

ii. after 4 hours / uepes
44

iii. after 8 hours / yepe3
8y

iv. after 12 hours / uepe3
124

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

IMpoayxr: Omes® JICP, kancysibl ¢ MoAUGHIMPOBAHHBIM BbIcBoGOXKIeHHEeM, 30 Mr+20 Mr

Market / Poiniok : Russia / Poccus

Batch No / . Batch Quantity / _ 1250000 caps/ 1
Cepusi No RS O0bem cepuu " 1250000 kancyn
Analytical Repourt No/ . 2002FP24001713 Date of Analysis / . 22.07-2024
AHanuTH4YecKHii oTyeT No JaTta anann3za B -

Date of Manufacture / . 15-06-2024 Date of Expiry / . 31-05-2027

JlaTa npou3BoACcTBA T'ogen mo

Mfg. License No. /

IlpousBoacTBeHHan : 63/RR/AP/96/F/R MA number:/ Homep PY : JII1-Ne(002687)-(PI'-RU)
auueHsus Ne B
Analysis performed according ND / Ananus mposegen mo HJI:

JII1-Ne(002687)-(PI-RU)-071223 o o

24%, 24%, 33%, 27%, 26%, 26%

51%, 51%, 68%, 60%, 57%, 58%

75%, 73%, 91%, 83%, 82%, 82%

87%, 84%, 101, 94%, 94%, 94%

In 0.1M hydrochloric acid solution /

B 0,1 M pacTBope XJIOpOBOAOPOAHOI
KUCIIOTBI:

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

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

between 55 % and 95 % / ot 55 % no
95 %

not less than 70 % / e mMenee 70 %

of the labeled amount of Domperidone
(C22H24CIN5sQO2) / 0T HOMHHANBHOIO
COAEpKaHUS JOMTIEPUAOHA
(C22H24CINsO»)

Assay / KonyecTBeHHOE

onpeaeJieHue

A. Omeprazole /
Omenpazon

19.63 mg/ 19,63 mr
(98.1% / 98,1%)

A. From 18.0mg to 22.0mg of
Ci7HioN3O3S  (Omeprazole) per
capsule (90.0 to 110.0% of the
label claim) / Ot 18,0mMr jpo
22,0 mr C17HsN3OsS (omenpason)
B Kancyne (ot 90,0 no 110,0 % or
HOMHHAJIBHOTO COZIEPKAHUS).

Remarks : The Product confirms to ND/

Opinion : APPROVED

IIpnmeuyanue: IIponykt coorBercTBYeT TpeboranusM HJT

3akmouenne: OJJOBPEHO

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

Member E

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

Approved by: Manager/Executive /
Onob6peno: Menemxep / PyxoBonutes
Ajay Kumar- Quality Assurance- Team
Member P

Print Date / [lata: 23-07-2024

Print Date / Jlata: 23-07-2024

Print Date / lata: 23-07-2024
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

Page 7 of 10/ Crp. 7 u3 10

Product: Omez DSR, modified-release capsule_s, 30 mg+20_mg /
Mpoaykr: Omes® ICP, kancysibl ¢ MOAH(HUUMPOBAHHBIM BbICBODOXKAeHHEM, 30 Mr+20 Mr

Market / PoiHOK : Russia / Poccnst

Batch No / . Batch Quantity / . 1250000 caps /

|Cepust Ne sBAANSHT O06neM cepun " 1250000 xancyn
Analytical Repourt No/ . 2002FP24001713 Date of Analysis / . 22-07-2024
AnanuTHYecKuii oTuer Ne Jara anannsa

Date of Manufacture / . 15-06-2024 Date of Expiry / . 31-05-2027

JaTa npousBoacTea T'ogen no o

Mfg. License No. /

IIpounsBoacTBeHHASI : 63/RR/AP/96/F/R MA number:/ Homep PY : JIIT-Ne(002687)-(PT'-RU)
JMIeH3us No -

Analysis performed according ND / Ananu3 nposenen mo H/:

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

B. Domperidone /
Jommepuon

31.23 mg/ 31,23 mMr
(104.1% / 104,1%)

B. From 270mg to 33.0 mg
C22H24CINsO, (Domperidone) per
capsule (90.0 to 110.0 % of the
label claim) / Or 27,0mr po
33,0 MTI C22H24C1N502
(momnepupon) B Kancyse (ot 90,0
g0 110,0% oT HOMHWHAILHOIO
COIEpXKaHus).

a) Total aerobic
microbial count /
O6iree yucio
a3pobHbIX
MHUKpPOOPTaHU3MOB

10 |Microbial limits / MukpoOuoorudeckasi 44CTOTa

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/
IIpumeuyanue: IIponykr coorBeTcTBYET TpeboBaHusM HJ|

Opinion : APPROVED
3akiarouenue: OJJOBPEHO

Prepared by / IToaroroeneHo:

Member

Ay —

Latha. D- Quality control- Team

Checked by / I1poBepeHo:
T. Venkata Ramana - Quality

control- Team Zember

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

e«

Print Date / JTata: 23-07-2024

Print Date / Jara: 23-07-2024

Print Date / Jlata: 23-07-2024
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CERTIFICATE OF ANALYSIS

CEPTUHOUHKAT AHAJIM3A

Page 8 of 10 / Crp. 8 m3 10

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

IIpoaykr: Owmes® JICP, KanCyJibl ¢ MOAHGUIHPOBAHHBIM BbicBoOoxAenHem, 30 mr+20 mr -
Market / PpiHOK : Russia / Poccus

Batch No / . Ba(ch Quantity / _ 1250000 caps / T
Cepus Ne + B2402379 Oo6nem cepun " 1250000 kamcyn i
Analytical RepOj't No/ . 2002FP24001713 Date of Analysis / . 22.07-2024
AHanuTHYeCKHIi 0TYeT No Jata aHanusa |
Date of Manufacture / . 15-06-2024 Date of Expiry / . 31-05-2027

JlaTa npou3BoAcTBa T'onen 10

Mfg. License No. /

IlpousBoacTBeHHAS : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PT-RU)
JIHIEeH3HsT Ne -

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

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

b) Total combined
yeasts and mould
count / Ob1iee yucno
JPOXOKEBBIX U
JIECHEBBIX IpUbOB

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/
OtcyrctBHEe B 1 T

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. / Tlo 10

Kancyn B 6nuctepe u3
(IIBX/AJI/TIA) tonbru /
amomunueBoii  doaeru.  Ilo 3
6nictepa BMeCTEe C MHCTPYKLHMEH MO
MEIULMHCKOMY PUMEHEHHIO
(MUCTKOM-BKNAABILIEM) 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. / [To 10
kancyn B 6aucrepe uz (IIBX/AJI/TIA)
doneru / amomunuesoit ¢oneru. Ilo 1,
3, 8 10 6mucTepoB BMeECTE C
HHCTPYKLUHEH 10  MEIULMHCKOMY
NPHMEHEHUIO  (JIMCTKOM-BKJIA/IBILLIEM )
B Ta4YKy 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 crieLuGUKalAM MpeACTaBICHbl Ha CPOK rogHocTH. [Ipy BhIMycke npenapar NpoBepsieTcs B
COOTBETCTBHM CO ClenuduKanyeil Ha BBIMYCK, TMO3TOMY B cepTH(duKaTe aHamu3a Ha Ipenapar MOryt ObITb
yKkazaHb! 60Jiee CTpOrue HOPMBI, 4€M B HACTOSIILIEM HOPMATHBHOM JIOKYMEHTE 10 KaueCTBY.

| API name / Haumenopanue ADGC: |

Omeprazole / OMmernpaszon

| Domperidone /lomnepunon |

Remarks : The Product confirms to ND/
ITpumeuanne: IIpogykT cooTeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akaouenue: OJJOBPEHO

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

Member L&“’I

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

Qo

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoauTensb
Ajay Kumar- Quality Assurance- Team
Member 'a

Print Date / Jlata: 23-07-2024

Print Date / [lata: 23-07-2024

Print Date / JTata: 23-07-2024
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CERTIFICATE OF ANALYSIS
CEPTHUO®UKAT AHAJIM3A

Page 90f10/Cvrp. 9 n3 10

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

Mponykr: Omes® ICP, kancysl ¢ MoguUUHPOBAHHBIM BbICBOGOKIeHHeM, 30 Mr+20 mr I
Market / PeiHok ¢ Russia / Poceust

Batch No / ] : Batch Quantity / 1250000 caps /

Cepus Ne + B2402379 O61bem cepun " 1250000 xamcyn
Analytical Repovrt No/ . 2002FP24001713 Date of Analysis / . 22-07-2024
AHaTHTHYECKHH oTdeT No JlaTta anain3a B

Date of Manufacture / . 15-06-2024 Date of Expiry / . 31-05-2027

JaTta npon3BoAcTBa I'open po T -

Mfg. License No. /

IIpon3BoacTBeHHAs! : 63/RR/AP/96/F/R MA number:/ Homep PY : JII1-Ne(002687)-(PI'-RU)
JHuen3na Ne o
Analysis performed according ND / Anann3s nposeaen nmo HJ:

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

| INN / MHH: Omeprazole / OM_enpason Domperidone / JomnepuaoH
API manufacturer batch number /
Homep cepun npoussoguTtes OME/00523 UOUOREacH)
ADC:
FP Manufacturer API Batch
DY) FBQA00730 FBRH00008 & FBRH00009

Homep cepun cy6eTaHUNH
| npoussoautens I'JIP:
API Manufactured by & country/ | Srini Pharmaceuticals Ltd, India /

Vasudha Pharma Kem Ltd, India /

IIpouseoaurtens A®C, ctpaHa: Ipunu @apln//ii;;lzmxanc Jitn, Bacynxa Gapma Kem JIT, Unnus
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
HaumeHoBaHuUe, apec, TN EH3UA (license No. 63/RR/AP/96/F/R) /

s [poussoacTeennas miomanka | J-p Pennu'c Jlabopatopuc Jitz., [IpousBoacteenHoe noapazaenenue-ll,
/ TLnomagka KOHTPOJIS KavyecTBa / Yuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynamiu Bunnamx,

Ilnomaaka BbIMycKa Bbauynannu Manpan, Meauan Mankamkrupu JQuctpukt - 500090, wrat
Tenanrana, Uuaus (JIuuexsus Ne 63/RR/AP/96/F/R)

Declaration of certification: «l 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
ITpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBaHusaM HJI 3axmouenue: OJOBPEHO
Prepared by / IloarorosnieHo: Checked by / [TposepeHo: Approved by: Manager/Executive /
Latha. D- Quality control- Team | T. Venkata Ramana - Quality Onobpeno: Menemxkep / PykoBoauresb
Member control- Team Member Ajay Kumar- Quality Assurance- Team

L&Lf Member N
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Print Date / Tata: 23-07-2024 | Print Date / J[lata: 23-07-2024 Print Date / Jlata: 23-07-2024
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 10 0f 10/ Crp. 10 u3 10

Product: Omez DSR, modified-release capmes, 30 mg+_20 mg_ /

Hpoaykt: Omes® JICP, kancy.ini ¢ Mogu(uUMPOBAHHBIM BbICBOGOKAeHHEM, 30 Mr+20 Mr -
Market / PbiHOK : Russia / Poccus

Batch No/ ) | Batch Quantity / 1250000 caps /
Cepus Ne el O0bem cepun * 1250000 kancyn
Analytical Repourt No/ . 2002FP24001713 Date of Analysis / . 22-07-2024
AHajuTHYeCKHIT oTUeT No JlaTa anaju3za

Date of Manufacture/ . 15-06-2024 Date of Expiry / . 31-05-2027

JaTa npoH3BOACTBA TI'ogen ao

Mfg. License No. /

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

Analysis performed according ND / Anann3 npoBegen mo HJI:

JITT-Ne(002687)-(PT"-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».

3akumioueHHe 0 cooTBeTcTBHHU: «HacTosIuM 51 NOATBEPXKAAI0, UTO MPHBEACHHAS BbIllle HHOOPMAUNS SBIAETCS
JOCTOBEPHOH U TOYHOH. DTa cepus NPoLYKUMH IpOU3BEAeHa (BKIOHYAs YyNakoBKY (MapKUpOBKY) H KOHTPOIb
Ka4ecTBa) Ha BbILIEYKA3aHHOH TPOM3BOACTREHHON momma/ike (Momaaxax) B TOJHOM COOTBETCTBUH C
TpeGoBanuamy IlpaBun Hapiexallleil NPOU3BOACTBEHHOM MpakTHKH EBpa3uiickoro skoHoMuueckoro coroza (Ne
GMP/EAEU/RU/00573-2022 ot 23 centsbps 2022) U TpeGOBAHHAMH KOHTPOJS KauecTBa JIEKAPCTBEHHBIX
CPEICTB, a TAlOKe B COOTBETCTBHHU CO CHEUM(UKALMAMH, CONEPXKALIMMHUCS B PETHCTPALIMOHHOM HOChE CTPaHbI-
UMIOPTEpa. 3allUCH MO IPOM3BOACTBY, YNAKOBKE M aHaNM3y MPOBEPEHBI, W YCTAHOBJIEHO HX COOTBETCTBHE
Tpe6oBanusam [paBun Hapnexaieit NpoM3BOACTBEHHOM NMPakTHK EBpa3suiickoro 3kOHOMHYECKOTO COK3ay.

Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeyanne: IIpoaykTt cootBeTcTBYET Tpeboranusm HJJ 3akmoyenue: OJIOGPEHO
Prepared by / IToarotoBneHo: Checked by / ITpoepeHo: Approved by: Manager/Executive /
Latha. D- Quality control- Team | T. Venkata Ramana - Quality Onobpeno: Menemxep / PykoBomutens
Member control- Team Member Ajay Kumar- Quality Assurance- Team

L&)- Member N

e

Print Date / Jata: 23-07-2024 | Print Date / Jata: 23-07-2024 Print Date / Jlata: 23-07-2024




