® -
Dr.Reddy’s q;"

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

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

Page 10f 10/ Crp. 1 u3 10

Hpoaykr: Omes" JICP, kancyJibl ¢ MOinQ i POBAHEBIM BbicBOOOKAeHHEeM, 30 mr+20 mr
Market / Pbinox : Russia / Poccus
Batch No / . Batch Quantity / 1250000 caps/
. : B2401383 .
|Cepus Ne - |O6bem cepun - 1250000 kancyn

Analytical Report No /
Anaamrnveckni oT4eT Ne

: 2002FP24001033

JlaTa aHann3a

Date of Analysis/

: 29-04-2024

'Date of Manufacture /
Jata npon3BoaACTBa
Mfg. License No. /
IIpon3BoacTBenHas
Juien3us Ne

. 21-03-2024 Date of Expiry / . 28-02-2027
Tonen no =
. 63/RR/AP/96/F/R MA number:/ Homep PV : JI-Ne(002687)-(PT-RU)

"'Analysis performed_ac_cording ND / Ananu3 nposeaen no HJI:

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

S'JI:QO / Test _/ Tect
1 Description /
Onucanue

]

Result / PesynbsTaT

Specification / Cnenndpuxanus

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. /

Teepable xenaTHHOBbIE MPO3payHbIE
OecuBeTHbIe Kancynel pasmepa 1 c
MapKHpPOBKOH 4YepHOTo BeTa

« 7Y DR, REDDY’S» na
KpbILLIEYKE Karcynbl ¥ MapKHPOBKOH
kpacnoro useta «OMEZ-DSR» Ha
kopryce  kancynel.  Conepxumoe
Kancyn:  cdepuueckue  MeJUIeThl
6es0ro 1 KOPUUHEBOFO TIBETA.

Hard _traﬁsparent coloriess gelatin'
capsules size | with a black imprint

" “Y DR. REDDY’S " on the
capsule cap and a red imprint " OMEZ-
DSR " on the capsule body. Capsule
contents: white to grayish-white and
brown to yellowish brown spherical
pellets. /

TBepable »xenaTHHOBLIE MPO3pauHble
becLBeTHble Kamcyasl pasmepa 1 ¢
MapKHUpPOBKO#H YepHOro nBeTa

« 7Y DR. REDDY’S» na KpbILIEYKE

Kancyibl ¥ MapKUPOBKOH KpacHOro
useta «OMEZ-DSR» Ha «kopnyce
kancyabl.  Coaepxumoe  Karncys:

cepryeckie nesieTel OT 6eforo Ao
cepoBaTo-6€/10ro U OT KOPUYHEBOTO A0
’KEITOBATO-KOPUYHEBOIO LIBETA.

Remarks : The Product confirms to ND/
IIpumeuaune: Ilponyxt coorBercrByet TpeboBanusam H/Q

Opinion : APPROVED
3akmrouyenue: OJIOBPEHO

Prepared by / [Toarotrosneno:

Member

2

D. Latha- Quality control- Team

Checked by / IlposepeHo:
A. Susmitha- Quality control-
Team Member

P

Approved by: Manager/Executive /
Opno6peno: Menemxep / PykoBoaures

K. Narayana Swamy- Quality M

Print Date / Tata: 30-04-2024

Print Date / Jlata: 30-04-2024

Assurance- Team Member
Print Date / {ata: 30-04-2024




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIU3A

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

Page 2 of 10/ Crp, 2 u3 10
o322

Tpoaykr: Omes® JCP, kancybl ¢ MoAR(HUNPOBAHHBIM BbICBOOOKAEHHEM, 30 Mr+20 Mr o |
Market / Peinok : Russia / Poccns <‘
'Batch No / . B2401383 'Batch Quantity / 1250000 caps /

Cepnst Ne T OGbem cepun " 1250000 kancyn _'
| Analytical Report No / . 2002FP24001033 Date of Analysis / . 90.04-2024 |
AHanHTHYeCKHA oTueT Ne ~ 77 7 "7 |JlaTa aHasm3a C T B ,
Datc of Manufacturc / . 21-03-2024 Date of Expiry / . 28-02-2027

JlaTta nponseoacTBa I'onen no |
Mfg. License No. /

IIpousBoacTBenHas : 63/RR/AP/96/F/R MA number:/ Homep PY : JI1-Ne(002687)-(PI'-RU)
aunensud No ] S S

Analysis performed according ND / Ananu3 nposeaen no HJL:

| JITT-Ne(002687)~(PI'-RU)-071223 B

2 | Identification / The retention times of the main peaks

| HUpentudpukanus in the chromatogram of the sample
Omeprazole preparation correspond to retention
Domperidone / times of Omeprazole and
Owmernpazon Domperidone peaks in the
JomnepuaoH chromatogram of the standard

preparation under assay. / BpemeHa
YAEPKHBAHUSI OCHOBHbIX MHUKOB Ha
XpoMarorpamme UCMbITYEMOro
pacTBOpa COOTBETCTBYIOT BpeMeHaM
YIAEPKUBaHUSI MHUKOB oMernpasona M
JOMMEPUAOHA Ha  XpoMaTorpamme
CTaHIapTHOro  pactBopa  (paszen
«KonnuecTBeHHOE onpeaeneHne).

The retention times of the main peaks |
in the chromatogram of test solution
should comply with the retention times
of omeprazole and domperidone peaks
in the chromatogram of standard
solution (section Assay). / Bpemena
YAEPXKUBaHUS OCHOBHbIX TIUKOB Ha
XpoMarorpamMme UCTIBITYEMOIQ
pacTBOpa JOJDKHBI COOTBETCTBOBAThH
BpeMeHaM YIAEPKNBAHUS THKOB
oMenpasona M JOMNEPHNIOHA Ha
Xpomarorpamme CTaHAapTHOr0
pactBopa (pazaen «KonnuecTBeHHoe
OnpeaeneHuey).

3 | Average weight of the 371.82 mg/ 371,82 mr
net content / Cpegnss
Macca coJep>KHMOro

369.0 mg = 10 % (between 332.1 to
405.9 mg) /
369,0 mr = 10 % (ot 332,1 mo 405,9

KaueyJ M)
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanue: IIpoaykT cooTBeTcTBYeT TpeboBanusm HJI 3akauenue: OJOBPEHO
Prepared by / Ilogrorosneno: Checked by / IposepeHo: Approved by: Manager/Executive /
D. Latha- Quality control- Team A. Susmitha- Quality control- | Ono6peto: Menemxep / PykoBogurens

Member Team Member K. Narayana Swamy- Quality
Q, Assurance- Team Member /u%

Print Date / JTara: 30-04-2024 | Print Date / Jlata: 30-04-2024 Print Date / Jlata: 30-04-2024




Dr.Reddy’s Q':

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
- - S - Page 3 of 10/ Crp. 3 u3 10
Product: Omez DSR, modified-release capsules, 30 mg+20 mg / [
IIpoaykt: Omes” ACP, kancyJibl ¢ MOAUGHIHPOBAHHBIM BbicBODOMKIeHneM, 30 Mr+20 mr -
Market / PoiHok : Russia / Pocens
'Batch No / ~ |Batch Quantity / 1250000 caps / o
| : B2401383 -
Cepus No |O6bem cepun 1250000 kancyn -
Analytical Repourt No / . 2002FP24001033 'Date of Analysis / . 29-04-2024 |
AHanuTH4eckuni oTueT No JdaTa ananusa - o B |
Date of Manufacture / . 21-03-2024 Date of Expiry / . 28-02-2027
JlaTa NpoU3RO/ICTRA Tofen 10 -
Mfg. License No. /
ITpousBoncTBeHHAS : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PT-RU)
JIHCH3Ns Ne !
Analysis performed according ND / Ananu3 nposeaed no H/: |
JITI-Ne(002687)-(PI'-RU)-071223 - - B J
' 4 |Water content / i 1.1 % wiw / 1,1% w/w [Not more than 4.0 % w/w / He Gonee
Coaep:xaHue BoAbl 4,0 %

5 Uniformity of dosage units / OqHopoaHoCTh 103MPOBAHHBIX € HHHUI

Omeprazole / 11.3 R Acceptance value (AV) should be less

Owmenpason than or equal to 15.0 / Ilokazatens
npuemaeMmoct (AV) nobkeH ObiTb He
6onee 15,0.

Acceptance value (AV) should be less

Domperidone / than or equal to 15.0 / TlokazaTens

Homnepuaon = npuemnemoct (AV) nomkeH ObITH He
6onee 15,0.
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ilpumeuanne: Ilponykr coorBercrByet TpeboaHusm HJI 3aknmouenue: OJOBPEHO
Prepared by / [Togrotosnexo: Checked by / IlposepeHo: Approved by: Manager/Executive /
D. Latha- Quality control- Team A. Susmitha- Quality control- | Onobpeno: Menemxep / PykoBoauTelih

Member Team Member K. Narayana Swamy- Quality /uég_
L&(; @, Assurance- Team Member 7

Print Date / Jata: 30-04-2024 | Print Date / Jata: 30-04-2024 Print Date / Jlata: 30-04-2024




®e
Dr.Reddy’s €z®

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIMU3A

Product: Omez DSR,Tnodiﬂed-relez;se capsules, 30 mg+20 mg /
Mpoayxr: Omes® JICP, kancyJibi ¢ MOAH(IIHPOBARABLIM BhICBOOOAICHHEM, 30 Mr+20 Mr

Pa;n- 40f10/ (‘l‘l)_ 4_ng 10

Market / Poinok : Russia / Poccns

Batch No /- . B2401383 'Batch Quantity / . 1250000 caps / _
Cepusa Ne ’ 7 |O6bem cepnn " 1250000 kancyn
Analytical Report No / . 2002FP24001033 Date of Analysis / . 20.04-2024
AnaauTHyeckuii oryer Ne " 7 - JaTa aHajn3a C T B
Date of Manufacture / . 21-03-2024 Date of Expiry / . 28.02-2027

|JlaTa poM3BoOACTBA [Toged jo B

Mfg. License No. /

ITpousBoacTBEHHAs : 63/RR/AP/96/F/R MA number:/ Homep PV : JII1-Ne(002687)-(PT-RU)

JauueHsnst Ne

Analysis performed accordi_ng ND / Anann3 nposegen no HJ:

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

6

Impurities / Ilpumecn

Omeprazole /
Omenpaszoaa:

Impurity 1/ npumecs |
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5 / npumecs 5
Domperidone /
\domnepuoona:
Impurity A / npumecs A
Impurity B / npumecs B
Impurity C / mpumecs C
Impurity D / npumecs D
Impurity F / npumecs F
Any individual
unidentified impurity /
Jlobast enuHuuHas
HeuneHTU(GHUUKNpPOBaHHAS
nprumech

Total impurities /
Cymma npumecei

0.01%/0,01%
Not detected / ne obHapyxeHa
0.03% / 0,03%
Not detected / He obHapyxeHa
Not detected / He obHapyx)eHa

Not detected / He oOHapyxeHa

Not detected / He 06HapykeHa

Not detected / He o6HapysxeHa

0.09% / 0,09%

Less than LOQ (LOQ = 0.013%) /
Hwke npefena  KOJAHYECTBEHHOrO
onpeaenerus (IKO =0,013%)

Not detected / He o6HapyxeHa

0.1% /0,1%

\Omeprazole / O.Menp(l;()mT:
Not more than 0.50 % / He 6os1ee 0,50
[+]

T{Fot more than 0.50 % / He 6onee 0,50
)]

Iffot more than 0.50 % / He 6ouee 0,50
[v)

Iﬁ’ot more than 0.50 % / I1e 6onee 0,50
0

Ié)ot more than 0.50 % / He 6osee 0,50
(1]

1/;0mperidone / Homnepuoona:

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

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

Ifi)ot more than 0.50 % / He 6oaee 0,50
0,

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

I?ot more than 0.50 % / He 6oJiee 0,50
V)

I?ot more than 0.20 % / He 6onee 0,20
1)

got more than 2.5 % / He 6osee 2,5 %

Remarks : The Product confirms to ND/
IIpumeuanue: [Tpoaykt cooTseTcTBYeT TpebGoBanusm HJI

Opinion : APPROVED
3akaruenue: OJOBPEHO

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

e —

Checked by / ITposepeHo:
A. Susmitha- Quality control-
Team Member

-

Approved by: Manager/Executive /
Onobpeno: Meunemxep / Pykoonurens

K. Narayana Swamy- Quality
Assurance- Team Member /\%

Print Date / Jlara: 30-04-2024

Print Date / Jata: 30-04-2024

Print Date / Jlata: 30-04-2024




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIM3A

Page S of 10/ Crp. 5 u3 10

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

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

IlpoaykT: Omes" JICP, kancy/ibl ¢ MOAU(HIMPOBAHHBIM BbiCB0OOKAEHHEM, 30 Mr+20 mr -

Market / Poinok : Russia / Poccus

Batch No / . ) Batch Quantity / 1250000 caps / |
: B2401383 :

Cepus Ne o O0bem cepuH 1250000 xancyn |

Analytical Repovrt No / . 2002FP24001033 Date of Analysis / . 29-04-2024

AnanuTnveckuii oryer Ne ~~ |Jdara ananu3a |

Date of Manufacture / . 21-03-2024 Date of Expiry / . 28-02-2027

JlaTa npousBojacTBa - _|Tonen po B

Mfg. License No. /

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

| Inuens3ust Ne |

Analysis performed according ND / Ananu3s npoBeaen no HJI:

7

Residual solvents/ OcTaToyHble OpraHnyeckne pacTBOPHTEIH

a) Methanol/
MeTanon

b) Methylene chloride /
Merusenxiopua

7 ug/caps / 7 mkr/kancyna

Not detected / He obHapy>keHa

a) Not more than 1107 pg p_er ca_psu]e
/
He 6onee 1107 MKr Ha kamncyny

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

Dissolution / PacTBopenue

a) Omeprazole /
Owmenpazon

i. Acid stage (0.1N
HCI)/
B 0,1 M pactsope
XJIOPUCTOBOAOPOJ
HO KHCJIOTbI

Buffer stage (pH
6.8 phosphate
buffer) /

B 6ydepe pH 6,8

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

93%, 97%, 91%, 91%, 90%, 87%

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 pacteope
XJ10pPOBOAOPOAHON

KHCNoTbl — He Bonee 15 % ot
thakTUueckoro conepxatmus
omenpazona (Ci7HisN3O38S) uepes 2 u.

In buffer pH 6.8 - not less than 70 %
(Q) of the label claim of omeprazole
(C|7H|9N303S) after 30 minutes./

B 6ydepe pH 6,8 — ne menee 70 % (Q)
OT HOMHHAJILHOTO COAEPXKAHMUS
omenpasona (C,7HsN30sS) uepes

30 MHUH.

Remarks : The Product confirms

IIpnmeuanue: [Iponykt coorBercTyet TpeboBanusiM HJI

to ND/

Opinion : APPROVED
3akmouenue: OJIOBPEHO

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

Member | g

Checked by / I1poeepeHo:
A. Susmitha- Quality control-
Team Member

G-

Approved by: Manager/Executive /
Onobpeno: Menemiep / PyxkoBoaurens

K. Narayana Swamy- Quality /\ﬂég

Assurance- Team Member

Print Date / Jlata: 30-04-2024

Print Date / Jara: 30-04-2024

Print Date / Jata: 30-04-2024




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Market / PuiHok

[Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
TIpoaykr: Omes® JICP, kancy.ibl ¢ MoAHGHIHPOBAHHBIM BbICBOGOXKAEHHEM, 30 MI+20 Mr

Page 6 of 10/ Crp, 6 u3 10

: Russia / Poccus

Batch No /
Cepusa Ne
Analytical Report No /
AnanuTnveckuii oTyer Ne
Date of Manufacture /

: B2401383

: 2002FP24001033

|O6bem cepun

|Batch Quantity /

1250000 caps /
1250000 kancyn

JlaTa aHa/n3a

Date of Analysis /

1 29-04-2024

Date of Expiry /

: 28-02-2027

JHIen3usa Ne

: 21-03-2024
JlaTa npoH3BOJACTBA Tonen ao
Mifg. License No. /
IIpon3BoacTBeHHASsN : 63/RR/AP/96/F/R MA number:/ Homep PY :

JITT-Ne(002687)-(PI"-RU

)

JIT1-No(002687)-(PT-RU)-071223

Analysis performed according ND / Ananms l'lpOBeJ:(eH“ no HA:

b) Domperidone /
Homnepunon

i. after I hour/uepe3 1
Ll

ii. after 4 hours / yepe3
44

iii. after 8 hours / yepes
8y

iv. after 12 hours / uepes
124

24%, 25%, 24%, 28%, 22%, 25%

49%, 53%, 50%, 59%, 46%, 53%

74%, 79%, 73%, 86%, 68%, 78%

91%, 96%, 90%, 103%, 85%, 96%

| In 0.1M hydrochloric acid solution /

KHCJIOThIL

between 15 % and 40 % /ot 15% 1
40 %
between 30 % and 70 % / ot 30 % 1
70 %
between 55 % and 95 % /ot 55 % 1
95 %

not less than 70 % / He menee 70 %
(C22H24CINsO3) / oT HOMHHANBHOTO

COZepXKaHUsT IOMIEPH/IoHa
(C22H24CINsO)

B 0,1 M pacTBope X10pOBOAOPOLHOMN

0

0

(0]

of the labeled amount of Domperidone

|

Assay / KosinuecTBeHHOE

onpee/ieHue

A. Omeprazole /
Owmenpazon

20.00 mg /20,00 Mr
(100.0% / 100,0%)

A. From 180mg to 22.0mg

of

Ci7H19N3O3S  (Omeprazole) per
capsule (90.0 to 110.0% of the
label claim) / Ot 18,0mMr no
22,0 mr Ci7H19N303S (omenpason)
B kancyne (ot 90,0 no 110,0 % ot

HOMUHAJBHOTO COJiePIKaHus).

Remarks : The Product confirms

to ND/

IMpumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBannsam HJJ

Opinion : APPROVED
3akmouenne: OJOBPEHO

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

Member LE%__‘

Checked by / ITpoepeHo:
A. Susmitha- Quality control-
Team Member

Q-

Approved by: Manager/Executive /

Onobpeno: Menenxep / PykoBoanTens

K. Narayana Swamy- Quaiityn ! Q

Assurance- Team Member

Print Date / Jlata: 30-04-2024

Print Date / JTara: 30-04-2024

Print Date / Jlata: 30-04-2024




Dr.Reddy’s Q5¢

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Page 7 of 10/ Crp. 7 m3 10

Product: Omez DSR, mod—iﬁed-raase_ca_psules, 30 m_g+_20 mg /
Mpoaykr: Omes® JICP, kancy ibl ¢ MOAH(HIHPOBAHHBIM BhIcBoGOMkAeHneM, 30 Mr+20 Mr

Market / PbiHoK : Russia / Poccus
Batch No / . B2401383 'Batch Quantity / ~ 1250000 caps /
Cepus Ne ) O0bem cepun " 1250000 kancyn
|Analytical RepOft No/ . 2002FP24001033 {Date of Analysis / . 29.04-2024
|AHaanTHYeCKH i oTueT Ne Harta ananusa - -
\Date of Manufacture / . 21-03-2024 Date of Expiry / . 28-02-2027
JlaTa NpOM3BOACTBA \Tonen 10
Mfg. License No. /
ITpousBoacTBEHHASI : 63/RR/AP/96/F/R MA number:/ Homep PY : JII1-Ne(002687)-(PT-RU)
Junens3Hs Ne - | -
Analysis performed according ND / Ananns nposenen mo H/I:
JIT1-Ne(002687)-(PI-RU)-071223 - _
B. Domperidone / 30.45 mg/ 30,45 mr B. From 270mg to 33.0mg
Jlomnepuaon (101.5% /101,5%) C»H24CINsO2  (Domperidone) per
capsule (90.0 to 110.0% of the
label claim) / Ot 27,0 mr no
33,0 Mr C2H»CINsO,
(nomnepuaoH) B kamncyne (ot 90,0
a0 110,0% oT HOMHHanLHOroO
coaepxaHus).
10 |Microbial limits / MukpoGuoJsora4eckas 4Y4HCTOTA B S
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
Obuiee yucno
a’poOHbIX
MUKPOOPTraHU3MOB
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ilpumeuanne: [Ipoaykr coorBercTByeT TpebosaHuam HJL 3axmiouenue: OJIOBPEHO
Prepared by / [loarorosneHo: Checked by / ITposepeHo: Approved by: Manager/Executive /
D. Latha- Quality control- Team A. Susmitha- Quality control- | Oaobpeno: Menemxep / PyxoBoantenb
Member Team Member K. Narayana Swamy- Quality
L&f__,_ @ Assurance- Team Member w
Print Date / Jlata: 30-04-2024 | Print Date / Jlata: 30-04-2024 Print Date / Jlata: 30-04-2024




Dr.Reddy’s ":‘O

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIMU3A

iP?oduct: Omez DSR, modified-release capsules, 30 mg+20 mg /

[(MpoayxT: Omes® JICP, kancyabl ¢ MOAM(HIMPOBANHBIM BbICBOOOKAeHHEM, 30 mr+20 mMr

Market / PoiHok : Russia/ Poccus

I e —— — T B

B.atch No / . B2401383 Batch Quantity / : 1250000 caps /.
[Cepust No B ~ |O0bem cepun 1250000 kancyn
Analytical Repovrt No / . 2002FP24001033 Date of Analysis / . 29-04-2024

| AHaJIHTHYeCKHH oTueT No Jlara aHajm3a -
Date of Manufacture / . 21-03-2024 Date of Expiry / . 28-02-2027

|daTa npon3BoACTBA |Tojen g0 B
Mfg, License No. /

IIpon3BoacTBeHHAS] : 63/RR/AP/96/F/R MA number:/ Homep PY : JII1-Ne(002687)-(PT-RU)
auneHsus Ne - -

| Analysis performed according ND / Auasnn3 nposeaen mo HJI:

JIT1=-No(DH02687)-(PI-RU )-071223

b) Total combined
yeasts and mould
count / Obuiee 4ncno
JPONOKEBBIX H
nyiecHeBBIX rpubOB

c) E. coli

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

Absentin 1 g/
OtcyteTByeTB 1 T

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

¢) Shall be absentin 1g/
OrcytctBue B I 1

Page 80f 10/ Crp. 8u3 10

11 | Package / Ynakorka

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

Kancyn B Onucrepe 3
(TIBX/AJI/TIA) donbru /
amomuuueroi  ¢doabrun.  [lo 3
GnucTepa BMECTE C MHCTPYKIMEN Mo
MEANLUHCKOMY NPUMEHEHUIO
(nMCTKOM-BKJIaZbILIEM) B MAyKy
KapTOHHYHO.

10 capsules in a

3 8
MHCTpYKUHEH

10 6auctepos
no

BMECTE

B Ma4Ky KapTOHHY!IO.

(PVC/AI/PA)
foil/aluminum foil blister. 1, 3, 8, 10
blisters and patient information leaflet
(package insert) in a carton. / ITo 10
kancyn B 6aucrepe u3z (IIBX/AJI/IIA)
donwbru / antoMuanesoit donbru. o 1,

C

MEANTUUHCKOMY
NPUMEHEHHIO  (JHCTKOM-BKIAJbILLEM)

* 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.

* _ gopmbl B chneuuduKalMu TPEACTaBlAeHbl HA CPOK TroAHOCTH. Ilpu Bbiycke Dpenapar npoBepsAeTcs B
COOTBETCTBHU €O crieunduKalveil Ha BbIMYCK, MO3TOMY B cepTHdUKATEe aHaln3a Ha MpEnapaT MOryT ObITb
yka3aHb! §osiee CTPOTHe HOPMbI, YeM B HACTOALLEM HOPMATHBHOM JOKYMEHTE 10 KaueCTBY.

‘ API name / Haumenopanue ADC: \

Omeprazole / Omenpason Domperidone /Jlomnepunot

|

Remarks : The Product confirms to ND/
Ilpumeuanue: [1poayKkT cooTBETCTBYET TpeboBaHusm HJI

Opinion : APPROVED
Sakmouenne; OJJOGPEHO

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

Member | g

Checked by / llpoBepeHo:
A. Susmitha- Quality control-
Team Member

&

Approved by: Manager/Executive /
Ono6peno: Menenxep / PyxoBoguTens

K. Narayana Swamy- Quality /u(’—l"ql-é

Print Date / {aTa: 30-04-2024

Print Date / Jata: 30-04-2024

Assurance- Team Member
Print Date / Jlata: 30-04-2024
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CERTIFICATE OF ANALYSIS
CEPTHOPUKAT AHAJIU3A

Page 9 of 10/ Crp. 9 n3 10

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoayxr: Omes® JICP, karneyibl ¢ MOARGHINPOBAHHBIM BLICBODOKACHHEM, 30 mr+20 mr

Market / Ppinok : Russia/ Poccus

Batch No / . B2401383 [Batch Quantity / . 1250000 caps 7
Cepus Ne ) ~ |O6bem cepuu * 1250000 kanevi
Analytical Repourt No/ . 2002FP24001033 Date of Analysis / . 29.04-2024
AHajJATHYeCKMii oTuer No Hata ananusa B

Date of Manufacture / . 21-03-2024 D.ate of Expiry / . 28.02-2027

Jlara npon3BojacTBa INopen go

Mfg. License No. /

IIpou3BOACTBEHHASA : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PI'-RU)

nnensus Ne

Analysis performed according ND / Ananus nposees no HJI:
JITT-No(002687)~(PI-RU)-071223

!I_NN / MHH: I Omeprazole / Omenpazon Domperidone / Howirgpmlon
API manufacturer batch number /
Homep cepust Npou3BOAUTE IR OME/00423 0000114839 & 0000104851
ADC:
FP Manufacturer API Batch
LULLC FBQA00561 FBRH00002 & FBRH00003

Homep cepun cyOGcTaHIuu
npoussoanteas ['JID:

API Manufactured by & country/ | Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India /

Mponzpogurens ADC, cTpana: Illpyun d)apll\//llicil;};)mxanc JITh, Bacyaxa ®apma Kew JITa, Hrus
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
HanmeHnoBaHme, aapec, JHICH3USA (license No. 63/RR/AP/96/F/R) /

s IpoussoacTeennas miomanka | J-p Peanu'c Jlabopatopuc JIta., IlponssoncrseHHoe noapasaeneHue-1I,
/ TInomagKa KOHTPOJIs KayecTBa / Yuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 n 83, bauynannm Bunnanx,

[Inomaaka BeIMyCKa Bauynannu Maunpan, Meadan Mankamkrupu Juctpukt - 500090, wrar
Tenanrana, Uaans (Jinneusns 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
ITpumeuanne: [IpoaykT coOTBETCTBYET TpeboBanusim HJ Zaxnodenne: OJJOBPEHO

Prepared by / [logrorosneso: Checked by / T1posepeno: Approved by: Manager/Executive /

D. Latha- Quality control- Team A. Susmitha- Quality control- | Ono6peno: Menemxkep / Pykosoaurens

Member Team Member K. Narayana Swamy- Quality Aﬂ}ég
e @ Assurance- Team Member

Print Date / Jlata: 30-04-2024 | Print Date / [lara: 30-04-2024 Print Date / Jlata: 30-04-2024
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 10 of 10/ Crp. 10 u3 10

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

Mpoaykr: Omes” JICP, kancy.ibl ¢ MoaudHIHPOBAHHLIM BbICBOGOAeHIEM, 30 Mr+20 Mr -

Market / Poinok : Russia / Poccus

Batch No / . B2401383 Batch Quantity / 1250000 caps / N
Cepug Ne - ) O6nbem cepun " 1250000 kancyn
Analytical Repovrt No / . 2002FP24001033 Date of Analysis / . 29-04-2024
AHanutuyeckuii oTuer Ne ~ |Jarta anaynusa -

Date of Manufacture / . 21-03-2024 Date of Expiry / . 28-02-2027

JlaTa npou3BoACTBA T'onen no - -
Mfg. License No. /

IIpon3ssoxcrBeHHas : 63/RR/AP/96/F/R MA number:/ Homep PY : JIII-Ne(002687)-(PT-RU)
muuen3us No - N

Analysis performed according ND / Ananns nposenen no HJ:

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

dt. 23 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3ak/II04enne 0 cooTBeTCTBHM: «HacTogium g noaTBepxkato, YTO NPUBEACHHas Bbllle MHPOPMAaLIHs sBAsieTCS
JIOCTOBEPHOM 1 TOUHOW. DTa cepus MPOAYKUUM MpPOM3BEAEHA (BKIIOYas yNakoBKY (MapKUpOBKY) H KOHTPOJb
KayecTBa) Ha BbiIEYKA3aHHON MPOM3BOACTBEHHON mJowWagke (IUIOLAaaKax) B MOMHOM COOTBETCTBHU C
TpeboBaHusiMi [IpaBun Haanexallel npou3BoAcTBeHHON npakTHkU EBpasniickoro skoHoMuueckoro corosa (Ne
GMP/EAEU/RU/00573-2022 oT 23 cenTs6ps 2022) v TpeOOBaHUSIMM KOHTPOJIA KayecTBa JIEKAPCTBEHHbIX
CpPEJICTB, & TaKXKe B COOTBETCTBUHM CO cleUMDUKALUAMH, COAECPKAMMUCA B PETHCTPALMOHHOM JI0ChE CTpaHbl-
uMroprepa. 3amucH Mo TMPOU3BOACTBY, YNAKOBKE M aHAN3y INPOBEPEHBI, M YCTAHOBJICHO WX COOTBCTCTBHC
TpeboBaHusam [paBnun HaexaleH Npou3BOACTBEHHONH NpakTUK EBpa3sHilckoro 5KoOHOMHYECKOTo Coo3an.

Remarks : The Product confirms to ND/ Opinion : APPROVED
IMpumeuanue: [Tpoaykt coorBercTByeT Tpebosanusam HJI 3axmouenue: OIOBPEHO
Prepared by / [loarotosnexo: Checked by / Ilposepeno: Approved by: Manager/Executive /
D. Latha- Quality control- Team A. Susmitha- Quality control- | Ono6peno: Menemxkep / PyxosoanTens
Member Team Member K. Narayana Swamy- Quality

(@_ Assurance- Team Member w
Print Date / JTata: 30-04-2024 | Print Date / Jlata: 30-04-2024 Print Date / Jlata: 30-04-2024




