Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

Product: Omez DSR, modified-release capsule;, 30 mg+2ﬂng /

Mpoaykt: Omes” JICP, kancyJsl ¢ MOANGHIHPOBAHHBIM BhicBOOOKACHHEeM, 30 Mr+20 Mr

Market / Puiniok 2

Russia / Poccus

‘Batch No /
Cepus Ne -
Analytical Report No /
'Ananurndecknii otyer Ne
Date of Manufacture /
|daTa npon3BoacTBa

: 2002FP24001372

B2401646

|laTa anajin3a

{Mfg. License No. /
| IIpousBoACTBEHHASA :
{auuensus Ne

|Batch Ql;antity/
|O6bem cepun
Date of Analysis /

. 1250000 caps/_ N
" 1250000 kancyn

: 08-06-2024

16-04-2024 DSE,of Expiiy : 31-03-2027
. Lopen no .
63/RR/AP/96/F/R IMA number:/ Homep PY : JII1-Ne(002687)-(PI'-RU)

Analysis performed accordiné ND / Ananns npOBeneﬁ no HJI:

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

S.No / Test/ Tecr
No
1 Description /
Onucanne

‘ Result / PesyabTat

" Hard transparent  colorless  gelatin
capsules size |1 with a black imprint
Sy 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 NPO3payuHbIe
OecuBeTHbie Karcyibl pasmepa | ¢
MapKHpOBKOH YepHOro BeTa

« Y DR REDDY’S» Ha
KPbILIEYKE Karcy/bl 1 MapKHpPOBKOIi
kpacHoro usera «OMEZ-DSR» na
kopnyce  karcyinbl.  Coaepxnmoe
Kancyia:  cepuyeckue  MNenseTbl
6enoro 1 KOPUHHEBOrO LIBETA.

Specification / Cnennduxanus

Hard transparent coloriess 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. /

Teepable >KENaTUHOBbIE NPO3payHbie
OecuBeTHbie Kamncynabl pasmepa 1 ¢
MapKHpOBKO#i 4epHOro 1BETA

« 7Y DR.REDDY’S» na KpblilleuKe

Kancysbl W MapkMpOBKOI KpacHOro
useta «OMEZ-DSR» Ha «kopnyce
kancynsl.  Copepxumoe Kancys:

cepuueckre nesmerbl or 6enoro a0
€epoBaTo-6e10ro U OT KOPUUHEBOTO J10
EJTOBATO-KOPHUHEBOTO 1IBETA.

Remarks : The Product confirms to ND/
Ilpumeuanue: [poaykr coorseTcTByeT TpeboBanuam H/I

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Tloarorosneno:
Brahmaji. M- Quality control-

Team Member =

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

Member Lg’di/

Approved by: Manager/Executive /
Onob6peHo: Menenmxep / PykoBoanTtesb
Ajay Kumar- Quality Assurance- Team
Member n

P

Print Date / HaTta: 10-06-2024

Print Date / Jlata: 10-06-2024

Print Date / lara: 10-06-2024




Dr.Reddy’s €&¢

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

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJTU3A

Page 2 of 10/ C'rp. 2 n3 10

HpoaykT: Omes® JICP, KAncyJbl ¢ MOAUHIMPOBAHHBIM BbicBOGOXKAEHHEM, 30 Mr+20 mr

Market / PbiHOK : Russia / Poccus

'Batch No / |Batch Quantity / 1250000 caps / o
: B2401646 : R

Cepna Ne O6nem cepuu 1250000 xancyn

Analytical Repourt No / . 2002FP24001372 Date of Analysis / . 08-06-2024

AHaauTHnYecKuit oTueT No Jara anajusza

Date of Manufacture / . 16-04-2024 Date of Expiry / . 31-03-2027

JlaTta npon3BoaCTBA T'oaen g0

Mfg. License No. /

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

aunensua Ne

Analysis performed according ND / Ananu3 nposeaen no HJ/L: )

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

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

preparation under assay. / Bpemena | yaepkuBaHWsi OCHOBHBIX [IMKOB Ha
YIEpXKUBAHUS OCHOBHbIX IHKOB Ha | Xpomarorpamme UCTIBITYEMOrO
xpomarorpamme UCIBITYEMOIO | paCTBOpa JIOMKHbI  COOTBETCTBOBATH
pacTBopa COOTBETCTBYIOT BpeMeHaM | BpeMEHaMm  yAep)KMBaHUS TTHKOB
yIepKMBaHUs THKOB OMemnpasofia W | oMenpasojia M AOMNEPWIOHA  Ha
JOMMEPHJIOHA Ha XpOMaTorpaMmme | Xpomarorpamme CTaHJapTHOTO
CTaHAapTHOro pactBopa (pazaen | pactBopa (pazzsen «KonnyecrsenHoe
«KonnuecrseHHoe onpeaencHuey). OTIpeIC/ICHUED ).

3 | Average weight of the 375.07 mg/ 375,07 mr 369.0 mg = 10 % (between 332.1 to |
net content / Cpeausis 405.9 mg) h
Macea CoxepKUuMOoro 369,0 mr = 10 % (ot 332,1 no 405,9
KamnceyJa MT)

Remarks : The Product confirms to ND/
Ipumeuanue: [1pojykr coorsercTByeTt TpeboBanusam HJL

Opinion : APPROVED
3axmouenue: OJOGPEHO

Prepared by / Iloarororneno:
Brahmaji. M- Quality control-

Team Membs@a

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

Member Lt%_/—

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurtens
Ajay Kumar- Quality Assurance- Team

Member n
Ly

Print Date / lata: 10-06-2024

Print Date / Jlata: 10-06-2024

Print Date / Jlara: 10-06-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Page 3 of 10/ Crp, 3 u3 10

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoayxr: Omes” JCP, kancy.ibi ¢ Moan(GUUUPOBAHHBIM BbicBoGoxaeHuem, 30 Mr+20 mr

Markel / PoiHOK : Russia / Poccust

Batch No / . B401646 ‘Batch Quantity / 1250000 caps /

(Cepusn Ne T | O06Bem cepun © 1250000 xancyn |
|Analytical Repourt No/ . 2002FP24001372 Date of Analysis / . 08-06-2024
|AHanuTHYecKHil oTueT No Jara anannsa B |
Date of Manufacture / . 16-04-2024 Date of Expiry / . 31-03-2027 ‘
JaTa npon3BoacTBa T'ogen no -

Mfg. License No. /

IIpousBoacTBeHHAs : 63/RR/AP/96/F/R MA number:/ Homep PY : JII1-Ne(002687)-(PI'-RU)
Jauuen3us Ne o
Analysis performed according ND / Ananu3s nposegen no H/:

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

[ 4 |Water content/ 1.2% wiw / 1,2% wiw [Not more than 4.0 % w/w / He 6onee |
Coaepxanne BOAb 4.0% '

5 Uniformity of dosage units / OXHOPOAHOCTD AO3HPOBAHHBIX eIHHHIL

Omeprazole / 4.1/4,1 Acceptance value (AV) should be less

Owmernpazon than or equal to 15.0 / Ilokazarens
npuemieMocTtd (AV) nomkeH ObITh He
bonee 15,0.

Acceptance value (AV) should be less

Domperidone / than or equal to 15.0 / Iloka3atens

Homnepuaon 79179 npriemneMoctd (AV) nomkeH ObiThb He
oonee 15,0.
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ilpumeuanue: [Iponykr coorsercTyeT TpeboBaHuam HJJ 3axurouenune: OJJOBPEHO
Prepared by / [Toarotosnexo: Checked by / ITposepeno: Approved by: Manager/Executive /
Brahmaji. M- Quality control- Latha. D - Quality control- Team Opobpeno: Menepkep / PykoBoauteis
Team Member =0 Member Ajay Kumar- Quality Assurance- Team
) L%f/' l\/fer)l;ber Qr\ ’
VJ
Print Date / Jlata: 10-06-2024 Print Date / Jlata: 10-06-2024 Print Date / JTata: 10-06-2024




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIM3A

Market / PoiHOK

Product: Omez DSR, modified-
Hpoaykr: Ow1e3® JCP, xancyJibl ¢ MOAH(DHIHPOBAHHBLIM BLICBODOKICHHEM, 30 Mr+20 mr

release capsules, 30 mg+20 mg /

: Russia / Poccus

Page 4 of 10/ Crp. 4 u3 10

S : e B
Batch N(: / . B2401646 ‘Batch Quantity / : 1250000 caps /

Cepusi Ne | O0bem cepun " 1250000 kancyn
Analytical Repovrt No/ . 2002FP24001372 Date of Analysis / . 08-06-2024
AHajnTHYecKH il oTueT No Jarta anann3a -
Date of Manufacture / . 16-04-2024 Date of Expiry / . 31-03-2027

JdaTta npousBoJcTBA N |T'ones no -
Mfg. License No. /

IIponsBoacTBEeHHAS : 63/RR/AP/96/F/R [MA number:/ Homep PY : JII1-Ne(002687)-(PT-RU)

|ipuen3us Ne

Analysis performed according ND / Ananuns npOBeneﬁ no HJ:

JIN-Ne(002687)-(PI™-RU)-071223
6

- Impurities i Ilpumecn

Omeprazole /
Onenpaszoaa:

Impurity | / npumecs |
Impurity 2 / nprmech 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5 / npumecsk 5
Domperidone /
Homnepudona:
Impurity A / npumech A
Impurity B / npumecs B
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npumecs F
Any individual
unidentified impurity /
Jliobast ennHU4Has
HeneHTu hMupoBaHHas
npuMech

Total impurities /
Cymma npumecei

0.01%/0,01%

Not detected / He obHapyxeHa

0.02% / 0,02%

Not detected / He obHapyxeHa

Less than Limit of Detection (LOD =
0.003%) / Huxe npejena
obnapyxenus (I1O = 0,003%)

Not detected / He oOHapyxeHa

Not detected / He obHapyxena

Less than LOQ (LOQ = 0.012%) /
Huxe npedena  KOIMYECTBEHHOrO
onpenenerns (11KO = 0,012%)

0.06% / 0,06%
Hwxe npenena  KOMMYECTBEHHOIO

onpeneneuns (IKO =0,013%)
Not detected / He oOHapyxeHa

0.1% /0,1%

Less than LOQ (LOQ = 0.013%) /

' 0_111epr(lzole / Omenpaso.ia:
Not more than 0.50 % / He 6onee 0,50
0

{]oot more than 0.50 % / He 6onee 0,50
g’ot more than 0.50 % / He 6onee 0,50
V]

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

l/;omperi(lone / Homnepuoona:

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

?é)ot more than 0.50 % / He 6o.ee 0,50
0

I'Iﬁ)ot more than 0.50 % / He 6onee 0,50
o,

Tf?ot more than 0.50 % / He 6onee 0,50
(1]

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

T?ot more than 0.20 % / He 6onee 0,20
(1]

Tf;ot more than 2.5 % / He 6onee 2.5 %

Remarks : The Product confirms

ITpumeuanue: Ilpoaykt cooTBeTcTBYET Tpebosanuam HJI

to ND/

Opinion : APPROVED
3akaiouenue: OJJOBPEHO

Prepared by / [lonrorosneHo:
Brahmaji. M- Quality control-

Team Membe%a

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

Member
K-

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoautenb
Ajay Kumar- Quality Assurance- Team
Member n

<]

Print Date / Jata: 10-06-2024

Print Date / Jlata: 10-06-2024

Print Date / Jlata: 10-06-2024




@
Dr.Reddy’s ‘}‘

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Page Sof 10/ Crp. 5 u3 10

Product: Omez DSR, modificd-release capsules, Z’mng+20 mg /
Opoaykr: Omes® JICP, kancyisl ¢ mogaduupoBannbiM BoicBoboxaennem, 30 mr+20 mr

Market / Poinok : Russia / Poccus
Batch No / . | Batch Quantity / _ 1250000 caps /
Cepus Ne + 2401646 |O0bem cepun " 1250000 kancyn
Analytical Repourt No / . 2002FP24001372 |Date of Analysis / . 08-06-2024
AHanuTnyeckuii oTuer Ne - | daTa anaynsa B
Date of Manufacture / . 16-04-2024 [Date of Expiry / . 31-03-2027
[/laTa npon3BoacTBa [Foneﬂ ao -
Mfg. License No. /
IlponzBoacTBeHHas : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PT'-RU)
Jgunenszus Ne - | -
Analysis performed according ND / Anaans nposegen no HJI:
JIIT-Ne(002687)-(Pr-RU)-071223
‘ 7  |Residual solvents/ OcTaTouHbI€ OPraHHYeCKHE PACTBOPUTE/IN
a) Methanol / I'4 pg/caps / 4 mxr/xancyna a) Not more than 1107 pg per capsule
MeTaHo /
b) Methylene chloride / ot detected ! ; He Gonee 1107 mkr Ha kancyny
MeTunenxnopua BECeleQSSy HFTQPLiA RIS b) Not more than 221 pg per capsule /
He 6onee 221 mkr Ha karicyny
8 [ Dissolution / PacrBopenne
a) Omeprazole / a
Owmenpaszon
i. Acid stage (0.1N 0%, 0%, 0%, 0%, 0%, 0% In a 0.1 M hydrochloric acid solution -
HCI1)/ not more than 15 % of the label
B 0,1 M pactBope amount of omeprazole (C17H1sN3O3S)
XJIOPUCTOBOZIOPOJL after 2 hours. / B 0,1 M pactBope
HOH KKCIIOTbI XJIOpPOBOJOPOJIHOH
KHCNOTBI — He Gonee 15 % oT
dbaxTHIecKoro conepiaHts
omenpazona (Ci7HsN3O3S) uepes 2 u.
ii. Buffer stage (pH
6.8 phosphate 97%, 94%, 93%, 94%, 91%, 92% In buffer pH 6.8 - not less than 70 %
buffer) / (Q) of the label claim of omeprazole
B 6ydepe pH 6,8 (C17H19N3058S) after 30 minutes./
B 6ydepe pH 6,8 — ve menee 70 % (Q)
OT HOMHWHAJIBHOIO COACPKaHUsA
omenpasona (C7H19N3038) uepes
30 muH.
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumeuanne: [1poaykT coorseTcTBYET TpeboBaHusam HJJ Jaxmouenune: OJJOBPEHO
Prepared by / ITonrotoBneno: Checked by / ITposepeHo: Approved by: Manager/Executive /
Brahmaji. M- Quality control- Latha. D - Quality control- Team Onobpeno: Menemxep / PykoBouurelb
Team Membe@,.a Member Ajay Kumar- Quality Assurance- Team
L%F. Member ~
r
Print Date / Jata: 10-06-2024 Print Date / [Jata: 10-06-2024 Print Date / Jlata: 10-06-2024




Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 m?i—ZO mg /
Mpoaykr: Omes® JICP, kainey bl ¢ MoAR(UIHPOBAHHBIM BhIcBoGO#AeRNEeM, 30 Mr+20 mMr

Page 6 of 10/ Ctp. 6 n3 10

Market / PoiHOK

'Batch No /
Cepust Ne
Analytical Report No /

: Russia / Poccus

: B2401646

: 2002FP24001372

'Batch Q_uantity/
O6nem cepun
Date of Analysis /

1250000 caps /
" 1250000 kancyn

JauneH3Ha Ne

Analysis performed according ND / Ananns HpOBeﬂei_l no HA:

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

'b) Domperidone /
Jlomnepuaon

i. after 1 hour/uepes |
Ll

ii. after 4 hours / vepe3
44

iii. after 8 hours / uepes
8y

iv. after 12 hours / uepe3
124

24%, 25%, 28%, 25%, 25%, 28%

56%, 59%, 56%, 51%, 56%, 55%

77%., 76%, 87%, 81%, 81%, 77%

91%, 89%, 100%, 94%, 95%, 91%

: 08-06-202
'AHaJTHYecKHii oTyeT No JaTta apajnsa dotoes -
Date of Manufacture / . 16-04-2024 Date of Expiry / . 31-03-2027
|JIaTa npon3BoACTBA |F0[1€H 1o - -
Mfg. License No. /
IMpon3soacTBeHHast : 63/RR/AP/96/F/R MA number:/ Homep PY : JIIT-Ne(002687)-(PI'-RU)

In 0.1M hydrochloric acid solution/

B 0.1 M pacTeope XnopoBoaOpo1HOI
KILCJIOThI:

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

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

between 55 % and 95 % / or 55 % 10
95 %

not less than 70 % / He menee 70 %

of the labeled amount of Domperidone
(C22H24CINsO3) / OT HOMUHATILHOTO
coiepIKaHUsI TOMNEPUIOHA

o

(C22H24CINsO2)
9 |Assay/KosHn4ecTBeHHOE oNpefesieHHue
A. Omeprazole / 19.84 mg /19,84 mr A. From 180mg to 22.0mg of
Owmenpazon (99.2% / 99,2%) Ci7H9N3O03S  (Omeprazole) per

capsule (90.0 to 110.0% of the
label claim) / Or 18,0mMr go
22,0 mr C7H9N3O3S (omenpason)
B kancyine (ot 90,0 no 110,0 % or
HOMHHANBLHOrO COACPIKAHUA).

Remarks : The Product confirms to ND/
ITpumeuanne: [Ipoaykt cooTBeTCTBYET TpeGoBaHUsM HJL

Opinion : APPROVED
Zaxawuenne: OJOBPEHO

Prepared by / IlogrorosneHo:
Brahmaji. M- Quality control-
Team Member—=z—-=

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

Member \ g

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoanrtens
Ajay Kumar- Quality Assurance- Team
Member o

<]

Print Date / JTara: 10-06-2024

Print Date / Jarta: 10-06-2024

Print Date / Jara: 10-06-2024




Dr.Reddy’s €&¢

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page 70f 10/ Crp. 7 m3 10

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

Mpoaykt: Omes"™ JICP, kancyibl ¢ MOAHDHUHPOBARNLIM BhIcBODORACHIEM, 30 mr+20 mr -

Market / PeiHOK : Russia / Poccus

= - = . = = |
Batch N? / . B2401646 Batch Quantity / : 1;50000 caps- /.

Cepusi Ne O6Gbem cepun 1250000 kancyn
Analytical Repourt No / . 2002FP24001372 Date of Analysis / . 08-06-2024
AHanuTHueckuii oTuer Ne JaTa anajinza - - N
Date of Manufacture / . 16-04-2024 Date of Expiry / . 31-03-2027

| JiaTa npon3Bo/icTBA Tojen 10 B

Mfg. License No. /

IIpon3BoacTBeHHAs : 63/RR/AP/96/F/R MA number:/ Homep PY : JII1-No(002687)-(PI-RU)
|Huen3us Ne

Analysis performed according ND / Ananns nposeaen no HJI:
JIT1-Ne(002687)-(PT-RU)-071223

' B. Domperidone / ‘ 30.88 mg /30,88 mr B. From 27.0mg to 33.0mg ‘
JloMnepuaoH (102.9% /102.9%) C2,H-4CINsO, (Domperidone) per
capsule (90.0 to 110.0 % of the
label c¢claim) / Ot 27,0mr o
33,0 Mmr C22H24C1N502
(nomnepunon) B kancyne (ot 90.0
no 110,0% oT HOMUHANLHOIO
coliepKaHus).
10 |Microbial limits / Mukpo6noaoruayeckas 4ucToTa -
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
O6uiee ynco
a’pobHbIX
MHUKpPOOPraHU3MOB
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumeuanue: [pogykr cooteTcTBYyeT TpeboBanusam HI 3axaouenue: OJIOBPEHO
Prepared by / Iloaroroaeno: Checked by / TIposepeHo: Approved by: Manager/Executive /
Brahmaji. M- Quality control- Latha. D - Quality control- Team Onobpeno: Menemxep / PykoBoaurens
Team Memberw_c Member Ajay Kumar- Quality Assurance- Team
LL%" Member n
d
Print Date / Jlata: 10-06-2024 | Print Date / JIata: 10-06-2024 Print Date / JlaTa: 10-06-2024




Dr.Reddy’s s

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATN3A

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

Tpoaykr: Omes” JICP, Kancyibl ¢ MOTUGUIIPOBANELIM BLICBOOORICHHEM, 30 Mr+20 Mr

Page 8 0f 10/ C'rp. 8 u3 10

Market / PoiHOK : Russia / Poccus

Batch N(:/ . B2401646 |Batch Quantity / : 1250000 ca}.)s./

Cepna Ne - Obbem cepun 1250000 karncyn
Analytical Repourt No / . 2002FP24001372 ]‘)a_t_e of Analysis / . 08-06-2024
AHaguTHYecKHii oTueT No B JlaTa ananm3a B

Date of Manufacture / . 16-04-2024 Date of Expiry / . 31-03-2027

JaTa npou3BoacTBa I'ogen 1o -
Mfg. License No. /

ITpousBoacTBeHHast : 63/RR/AP/96/F/R MA number:/ Homep PY : JI[1-Ne(002687)-(PI™-RU)
|IH I eH3ns No

Analysis performed according ND / Ananus leOBeIleH- no HJL:

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

Total combined
yeasts and moulid
count / Qduiee wicio
JIPOAIKEBBIX U
NJIECHEBBIX TPHOOB

c) E coli

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

Absentin 1 g/
OtcyTeTBYeTB 1 ¢

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

¢) Shall be absent in 1g/
OrcytctBue 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. / ITo 10

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

Kancyi B onucrepe u3 | kancyn B 6anctepe u3 (IIBX/AJI/TIA)
(IIBX/AJI/TTIA) dhoneru /| donern / antomuuuesoli gonwru. Ilo 1,
anomunueBo  goabru.  Ilo 3|3, 8§ 10 Onucrepos BMecTe

6ancTepa BMECTE ¢ WHCTPYKUMEH no | MHCTpyKUMEH  No  MEAWLMHCKOMY

MEAHUHUHCKOMY
(MMCTKOM-BKJAJbIIEM) B
KapTOHHY!IO.

NPUMEHEHUIO
mauKy

NPUMEHEHUIO  (IMCTKOM-BKNAbILIEM)
B MavyKy 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.

* _ popmbl B creuubukauny NpeacTaBileHbl Ha cpok roanoctu. [lpu Belllycke TMpenapar npoBepsercs B
COOTBETCTBUM CO cneuuduxauueil Ha BbIMYCK, MO3TOMY B cepTUdMKaTe aHanM3a Ha Npenapar MOTYT ObiTb

YKa3aHbI bonee CTpOrvie HOPMbI, UEM B HACTOSILLIEM HOPMATHBHOM JOKYMCHTE MO Ka4€CTBY.

‘ API name / Hanmenosauue A®C: |

Omeprazole / Omenpason

| Domperidone //lomMriepyaoH _‘

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT cootBeTcTByeT TpeboBanusm HJI

Opinion : APPROVED
Zaxitodenne: OJOBPEHO

Prepared by / IToarorosneHo:
Brahmaji. M- Quality control-
Team Member =

Checked by / ITpoBepeHo:
Latha. D - Quality control- Team
Member

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonurens
Ajay Kumar- Quality Assurance- Team
Member n

e

Print Date / [lata: 10-06-2024

Print Date / Jlata: 10-06-2024

Print Date / J]lata: 10-06-2024




Dr.Reddy’s ‘g’

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJTH3A

Page Y of 10/ Crp. 9 w3 10

Product: Omez DSR, modified-release capsules, 30 nzg 120 mg /
ITpoaykt: Omes" JICP, kancyJibl ¢ MOJHGUIHPOBAHHBLIM BbICBOOOAK/ICHHEM, 30 Mmr+20 mr

Market / PoiHOK : Russia / Poccns

Batch N(:/ . B2401646 TBatch Quantity / : 1250000 caps /

Cepua N B - O6bem cepnu 1250000 kancysnt
Analytical Repovrt No/ . 2002FP24001372 |Date of Analysis / . 08-06-2024
Ananntudeckuit oryer Ne Jata agannsa

Date of Manufacture /. ;¢ o4 5024 Date of Expiry / : 31-03-2027

JlaTa npou3zBoACTBA JToaen o -
Mfg. License No. /

IIpou3BoACTBEHHAR : 63/RR/AP/96/F/R MA number:/ Homep PY : JITTI-Ne(002687)-(PI'-RU)

JHueH3ns Ne |
Analysis performed according ND / Ananus nposeaen no HJ:
JITT-No(002687)-(P[-RU)-071223

' INN / MHH: [ Omeprazole / Omenpazon | Domperidone / [IOMleBmmH
API manufacturer batch number / :
Homep cepun npousBoanTe.Is OME/00423 0000114839
A®C:. || —
FP Manufacturer API Batch
 HHIbEE FBQAO00561 FBRHO00008

Homep cepun cydcTaHunu
npoussoaureis I'JIdD;
API Manufactured by & country / Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India /

Iponsoantens A®C, crpana: Ulpunu q)apllfli;;};)mxanc JIta, Bacynxa ®apma Kem JItn, Huans
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
HauMeHoBaHHe, aapec, THLEHIHUA (license No. 63/RR/AP/96/F/R) /

aast NlpoussoacTeennas wiomaaka | JI-p Penan’c Jlaboparopuc JiTa., ITpoussoacteerHoe noapasaeneque-ll,
/ Tlomaaka KOHTPOJIS KadecTBa / Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu Bunnanx,
IIiomaaka BbIYCKa Bauynanniv Mangan, Mepdan Mankamxrupu Juctpukt - 500090, wirar
Tenanrana, Uuaus (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

Ipumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusam H/J 3akmouenue: OJJOBPEHO

Prepared by / Iloarotopneno: Checked by / I1posepeno: Approved by: Manager/Executive /

Brahmaji. M- Quality control- Latha. D - Quality control- Team Opno6peno: Menekep / PykoBoaunrens

Team Memb@— Member Ajay Kumar- Quality Assurance- Team
) l’%/" Member N

Print Date / JTara: 10-06-2024 Print Date / Jara: 10-06-2024 Print Date / Jlata: 10-06-2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIHU3A

Page 10 of 10/ C1p. 10 u3 10

Product: Omez DSR, modified-release capsules, 30 mg_l 20 mg /
MpoaykT: Omes” JICP, kancybl ¢ Moan(uuuposannniv BoicBoboxaenneM, 30 mr+20 mr

Market / PuiHok : Russia / Poccus

‘Batch No / . BTG ~ [Batch Quantity / 1250000 caps /-

Cepua Ne ) O0bem cepun " 1250000 kancyn
Analytical RepOft No / . 2002FP24001372 Date of Analysis / . 08-06-2024
AHanuTHYeCKni oTHeT Ne Jara ananu3za -

Date of Manufacture / . 16-04-2024 Date of Expiry / . 31-03-2027

|laTa npou3BOACTBA T'onen no -

‘Mfg. License No. /

ITpon3BoacTBEHHAs : 63/RR/AP/96/F/R MA number:/ Homep PY : JII1-No(002687)-(PI™-RU) |
aunen3ust Ne

'Analysis performed according ND / Ananus nposenen no HJI:
JIT1-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/I0uenne 0 COOTBETCTBUM: «HacToAWIMM 51 MOATBEPKIAI0, YTO NPUBEAEHHAs Bbllle HHOOPMALUA ABASETCS
JIOCTOBEPHOIH M TOUHOMN. DTa cepusi NPOAYKLUWM NpoU3BeAcHa (BKJIOYAs yNnakoBKY (MapKHWpOBKY) M KOHTPOJIb
KauyecTBa) Ha BbILIEYKA3aHHOW MPOW3BOACTBEHHON miowaake (NoLankax) B MMOJHOM COOTBETCTBHH C
Tpebosanuamu [MpaBun Haanexalled MPOU3BOACTBEHHOM MpakTUKK EBpasuiickoro sxonomuueckoro cowosa (Ne
GMP/EAEU/RU/00573-2022 or 23 centsbps 2022) u TpeOoBaHMAMKU KOHTPOJS Ka4deCcTBa JIEKAPCTBEHHBIX
CPEACTB, a TAKKE B COOTBETCTBHH CO CHELUGUKALMAMY, COAEPIKAUMMHUCA B PErHCTPAUMOHHOM J0ChE CTPaHbl-
MMnoprepa. 3anucd MO NPOU3BOACTBY, YMAKOBKE M aHAJIU3y NPOBEPEHbl, W YCTAHOBICHO WX COOTBETCTBUEC
TpeGosanusam [Ipasun naanexalleil Npon3BoJACTBEHHOM MpakTHk EBpa3suiickoro 3kOHOMUUECKOT0 coto3an.

Remarks : The Product confirms to ND/ Opinion : APPROVED
ITpumeuanue: [TpoaykT cooTBETCTBYET TpeGoBaHnsmM H 3axmouenue: OJOBPEHO
Prepared by / [loarorosneno: Checked by / I1posepeHo: Approved by: Manager/Executive /
Brahmaji. M- Quality control- Latha. D - Quality control- Team Onobpeno: Menemxkep / Pykosoagurtens
Team Memberﬁ’& Member Ajay Kumar- Quality Assurance- Team

L&,— Member n

e

Print Date / Jlata: 10-06-2024 Print Date / ara: 10-06-2024 Print Date / JlaTa: 10-06-2024




