' Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJTHU3A

Page1of9/Crp.1u39

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® ICP, kancy/ibl ¢ MOAMUIHPOBAHHBLIM BEICBOGOMAEHHEM, 30 Mr+20 Mr

Market / Poinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne 0T Oo6bem cepuu * 1250000 xancyn

Analytical Repo:'t No/ . 2002FP25001798 Date of Analysis / . 31-07-2025

AHanuTHuecknii oTyeT Ne JaTa aHasuza

Date of Manufacture / . 30-05-2025 Date of Expiry / . 30-04-2028

Jata npou3BoAcTBa Tonen go

Mfg. License No. /

IlpouszBoacTBeHHasi munen3usi : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI'-RU)

No

Analysis performed according ND / Ananus nposenen mo HJI: JIIT-Ne(002687)-(PI'-RU)-071223

S'Jl:.f i Test / Tect Result / PesynbTaT Specification / Cnennduxanus
1 Description / Onucanne | Hard transparent colorless  gelatin | Hard transparent colorless gelatin capsules

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. /

Teepmsie
OecCIBETHEIE
MapKHpPOBKOH

« “Y DR. REDDY’S» Ha KpBILICYKE

KeJJATUHOBBIE  IpO3padHBIe
Kancynel pasmepa 1 ¢
YEepHOI0 1BETa

size 1 with a black

n 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. /

imprint

Trepavre
OeclIBETHBIE
MapKHPOBKOH

ACTATHHOBBIE  TIPOU3PAUYHbIS
Kancymsl pasmepa 1 ¢
YEpHOTO nBeTa

IToarorosneno: Ch. Prasad -
Quality control- Team

Member C%

D. Latha - Quality control-||[Tposepexo (AOK): V.
Team Member

Prashanth - Quality

Vo

g

Assurance- Team Member

Kalcylnhl ¥ MapKUPOBKOM KpacHOTo P ~y DR. REDDY’S» Ha Kpblmeuke
o «OMEEZ'DSR» . Kopnyce. KancyJsbl 1 MapKUpOBKOH KpacHOTo LiBeTa
KarcyJsl. OACPKEMOS Kaleyl: | «OMEZ-DSR» Ha KOpIyce KamCyJbl.
chepuyeckue memneThl  6e1oro  u ComepxkumMoe  Karcyr:  cepHueckue
RORMAHCHOLD HESTa. MIeIIETHl OT 0eIoro 10 cepoBaTo-6eIoro u
OT  KOPHYHEBOTO  JIO  JKEJITOBATO-
KOpMYHEBOTO I(BETA.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: IIpoaykT cooTBeTCTBYET TpeGoBanuaM H]T 3akmouenue: OJOBPEHO
Prepared by / Checked by / ITposepeno: ||Checked by (AQA)/ Approved by: Quality

Assurance/Authorized person /
Opnobpeno: ObecneueHue
kagecTBa/OTBeTCTBeHHOE JTUIT0: CH.
Venkateswara Rao - Quality Assurance-
Team Member (X,

Date /[Tata: 31-07-2025

Date /[lata: 31-07-2025

Date /lara: 31-07-2025

Date /JTata: 31-07-2025




' Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A
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Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JICP, kancysibl ¢ MORHGHIMPOBAHHBIM BhICBOGOXACHHEM, 30 Mr+20 Mr

Market / Prinok : Russia / Poccus

Batch No/ ] Batch Quantity / . 1250000 caps /

Cepus Ne SHB25022118 O0bem cepun 1250000 xancyn
Analytical RepO“rt No/ + 2002FP25001798 Date of Analysis / . 31-07-2025
AnanuTHdyeckmii oTuyeT Ne JlaTa ananuza

Date of Manufacture / . 30-05-2025 Date of Expiry / . 30-04-2028

JaTa npou3BoacTea I'ogen mo

Mfg. License No. /

IIponzBoacTBeHnas nuneH3us: : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT-RU)
Ne

Analysis performed according ND / Ananus nposenen no HJI: JITT-Ne(002687)-(PT-RU)-071223

2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
Hpenrndukxanus the chromatogram of the sample | the chromatogram of test solution should
Omeprazole preparation correspond to retention times | comply with the retention times of
Domperidone / of Omeprazole and Domperidone peaks | omeprazole and domperidone peaks in the
Owmenpazon in the chromatogram of the standard |- chromatogram of standard solution (section
Jomnepunon preparation under assay. / BpemeHna | Assay). / Bpemena  ymoepxXuBaHEA

YOCPXKMBaHHA OCHOBHEIX IIMKOB HA | OCHOBHBIX ITHKOB Ha XpOMAaTOrpamme
XpOMaTorpaMMe HCIBITYEMOr0 PacTBOpa | HCIBITYEMOTO pacTBopa JOJDKHBI
COOTBETCTBYIOT BPEMEHAM YIEP)KHBAHHA | COOTBETCTBOBATh BPEMEHAM YAEPKHBAHUA
MWKOR OMENPA30Na ¥ AOMIEPHIOHA HA | MMKOB OMeIpa3oia ¥ IOMIEpPUAOHA Ha
XpoMaTorpaMme CTaHIapTHOTO pacTBOPA | XpOMATOrpaMMe CTaHOAPTHOTO PacTBOpA
(pazzen “KomuuectBeHHOE | (pazaen «KonmuectBeHHOE
ONpeneNICHUEe» ). ONpeIETCHUE).

3 Average weight of the net 368.40 mg/ 368,40 Mmr 369.0 mg + 10 % (between 332.1 to 405.9
content / Cpennsist Macca mg) /
COAEPKUMOr0 KarncyJ 369,0 mr £ 10 % (ot 332,1 1o 405,9 mr)

4 |Water content / 1.2% wiw / 1,2% w/w Not more than 4.0 % w/w / He 6omnee 4,0 %
ConepxaHue BOAbI

5 Uniformity of dosage units / OnHOPOAHOCTL J03MPOBAHHEIX €AHHNLL

Remarks : The Product confirms to ND/

Ilpumeuanne: IIpoaykT cooTBeTcTBYET TpeGoBanusaM HJT

Conclusion : APPROVED /

3axmouenue: OJJOBPEHO

Prepared by /
IToaroropxeno: Ch. Prasad -
Quality control- Team

Member @(,

Chec

D. Latha - Quality control-
Team Member

Checked by (AQA) /
[Tposepeno (AOK): V.
Prashanth - Quality

ked by / IIpoBepero:

Sl

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneucHue
kagecTBa/OTBeTcTBeHHOE NMHno: CH.
Venkateswara Rao - Quality Assurance-

Team Member | A

Date /JTata: 31-07-2025

Date

/Mata: 31-07-2025

Date /Jlata: 31-07-2025

Date /[arta: 31-07-2025




]
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A
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Product: Omez DSR, modified-release capsules, 30 mg+20 mg /

Ipoaykt: Omes® JCP, kancyibl ¢ MOAHGUIHPOBAHHLIM BhICBOG0XKAeHHEM, 30 Mr+20 mr

Market / Poinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepust Ne 4 B2502278 O6nem cepun 1250000 xamncyn
Analytical Repovrt No/ . 2002FP25001798 Date of Analysis / . 31-07-2025
AHanuTH4ecKHii oTueT Ne Jara aHannsa

Date of Manufacture / . 30-05-2025 Date of Expiry / . 30-04-2028
JlaTa npou3BoACTBA Togen no

Mfg. License No. /

ITpouseoncTBeHHas auuensust : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII-Ne(002687)-(PT-RU)
Ne

Analysis performed according ND / Ananus nposenes mo HJ: JITT-Ne(002687)-(PT-RU)-071223

Omeprazole / Omenpazon

Domperidone /
JoMnepuaoH

5.8/5,8

8.0/8,0

Acceptance value (AV) should be less than
or equal to 150 / Tlokazarens
npuemneMoctd (AV) IokeH OBITE He
6onee 15,0.

Acceptance value (AV) should be less than
or equal to 150 / Tlokasarens
mpueMneMoctd (AV) noxeH OHITH He
6onee 15,0.

Impurities / Ilpumecu

Remarks : The Product confirms to ND/

[pumeuanne: IIpoaykT cooteTcTBYET TpeGoBanuam HJJ

Conclusion : APPROVED /

3axaiouenne: OJOBPEHO

Prepared by /
IMoarorosneno: Ch. Prasad -
Quality control- Team

Member @ﬁ)

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

Checked by (AQA) /
[Tposepeno (AOK): V.
Prashanth - Quality

0

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneucHue
kauectBa/OTBeTCcTBeHHOE THLO: CH.
Venkateswara Rao - Quality Assurance-
Team Member (I

Date /[lata: 31-07-2025

Date /ata: 31-07-2025

Date /Jlata: 31-07-2025

Date /Jata: 31-07-2025




' Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page4 of 9/ Crp. 4139

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

Mpoayxr: Omes® JICP, kancyibl ¢ MoARGHIMPOBAHHLIM BbIcBOGOXKAeHHEM, 30 Mr+20 M

Market / PeiHoKk : Russia / Poccust

Batch No / . Batch Quantity / . 1250000 caps /
Cepusi Ne P B2502278 OGnem cepun " 1250000 xancyn
Analytical Repo:‘t No/ . 2002FP25001798 Date of Analysis / . 31-07-2025
AHanuTHdecknii oT4er No Jarta anannsa

Date of Manufacture / . 30-05-2025 Date of Expiry / . 30-04-2028
JlaTa mpon3BoicTBa T'ogeH go

Mfg. License No. /

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

Analysis performed according ND / Ananus nposened mo HA: JITI-Ne(002687)-(PI-RU)-071223

Omeprazole / Omenpasona:
Impurity 1 / npumecs 1
Impurity 2 / mpumecs 2
Impurity 3 / mpumecs 3
Impurity 4 / npumecs 4
Impurity 5 / mpumecs 5
Domperidone /

| Homnepudona:

Impurity A / mpvecs A
Impurity B / npumMecs B
Impurity C / nmprmech C
Impurity D / npumecs D
Impurity F / npumecs F
Any individual unidentified
impurity / Jlro6as
eIMHIYHAs
HenneHTHGUIMPOBAaHHAS
mpuMech

Total impurities /

CyMMa npumMeceit

Not detected / He 06Hapyx*eHa
Not detected / ne oO6HapyxeHa
0.07%/0,07%

Not detected / ve 06HapyxeHa

Less than LOQ (LOQ = 0.010%) / Hmxe
npegena KOMUYECTBEHHOTO OIpeeieHus

(TIKO = 0,010%)

0.05% / 0,05%
Not detected / ve o6HapyxeHa
Not detected 7 He oOHapyxkeHa
0.15%/0,15%
Not detected / He 0OHapykeHa

Not detected / He o6HapyxeHa

0.3%/0,3%

Omeprazole / Omenpasona:

Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6oxaee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Domperidone / lomnepudoona:

Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6omee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.20 % / He 6omnee 0,20 %
Not more than 2.5 % / He 6onee 2,5 %

7  |Residual solvents/ OcTaTo4HbIe OpraHuyeckue pacTBOPUTEIH
a) Methanol/ 5 pg/capsule / 5 Mxr/kancyna a) Not more than 1107 pg per capsule /
MeTaHon He 6osee 1107 MKr Ha kancyny
b) Methylene chloride / Not detected / He o6Hapyxena b) Not more than 221 pg per capsule /
MetuneHxnaopun He 6onee 221 MKr Ha Kancyixy
8 Dissolution / PacTBopenne

Remarks : The Product confirms to ND/

IIpumevanne: IIpogykT cooTBETCTBYET TpeboBanusM HJT

Conclusion : APPROVED /

3axkmouenue: OJJOBPEHO

Prepared by /
[Tonrotoeneno: Ch. Prasad -
Quality control- Team

Member W

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

Checked by (AQA) /

Prashanth - Quality

g

ITposepeno (AOK): V.

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecrieueHue
kauectBa/OTBeTcTBeHHOE NUI0: CH.

Team Member

Date /[Tata: 31-07-2025

Date /[Tata: 31-07-2025

Date /Iata: 31-07-2025

Date /Jlata: 31-07-2025

Venkateswara Rao - Quality Assurance-




' Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A
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Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykr: Omes® JICP, kancyJisI ¢ MoaHGUIHPOBAHHLIM BbICBOOOKAeHHEeM, 30 Mr+20 Mr
Market / Peinok : Russia / Poccus
Batch No/ ] Batch Quantity / . 1250000 caps /
Cepus Ne £ SE0eeils O6nem cepun * 1250000 xancyn
Analytical Repo“rt No/ « 2002FP25001798 Date of Analysis / . 31-07-2025
AHanuTHYECKAI oTueT No Jara ananunza
Date of Manufacture / . 30-05-2025 Date of Expiry / . 30-04-2028
JlaTa npon3BoacTBa Toxen go

|Mfg. License No. /
IIpousBoacTBenHast auuensust : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI'-RU)
Ne
Analysis performed according ND / Auanns nposegen no HJI: JITI-Ne(002687)-(PI’-RU)-071223

a) Omeprazole/
Owmenpazon

Acid stage (0.1N
HCI)/ _
B 0,1 M pactBope

i

¥ KHCITOTHI

Buffer stage (pH 6.8
- phosphate buffer) /
B 6y¢epe pH 6,8

ii.

XJIOpUCTOBOOOPOTHO

0%, 0%, 0%, 0%, 0%, 0%

103%, 96%, 97%, 96%, 94%, 101% .

In a 0.1 M hydrochloric acid solution - not
more than 15 % of the label amount of
omeprazole (C17H19N30sS) after 2 hours. /
B 0,1 M pacTBOpe XIIOpOBOAOPONHOI
KHCIOTHI — He Oonee 15 % ot
(akTIIecKOro CoxepKaHUA
omenpazona (C7H19N303S) uepes 2 1.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(C17H19N3038) after 30 minutes./

B 6ydepe pH 6,8 — He meree 70 % (Q)

OT HOMUHAJIBHOTO COJEPXKAHUS
omenpazona (C17Hi19N30:S) gepes

30 MuH.

b) Domperidone /

Jomnepunox

ii. after 4 hours / uepes 4

after 1 hour / yepe3 1 4

18%, 18%, 18%, 19%, 17%, 17%,
26%, 22%, 23%, 23%, 23%, 21%
Average(L1+L2): 20%
41%, 43%, 39%, 45%, 39%, 40%,
60%, 50%, 49%, 51%, 51%, 48%
Average(L1+L2): 46%

q

In 0.1M hydrochloric acid solution /

B 0,1 M pactBOpE XIOPOBOAOPOIHOM
KHCJIOTHI:

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

between 30 % and 70 % / ot 30 % mo 70 %

Remarks : The Product confirms to ND/

ITpumeyanne: IlpogykT cootBeTcTBYET TpeOoBaHMaM H]T

Conclusion : APPROVED /

Jaxnwuenne: OJIOGPEHO

Prepared by /
[Toarotosneno: Ch. Prasad -
Quality control- Team

Member W

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

Checked by (AQA)/
[Tposepeno (AOK): V.
Prashanth - Quality

i

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
OnoGpeno: ObecrieueHue
kauectBa/OTBeTCTBEeHHOE J1uio: CH.
Venkateswara Rao - Quality Assurance-
Team Member

-

Date

Date /fara: 31-07-2025

/Hara: 31-07-2025

Date /Iata: 31-07-2025

Date /ITata: 31-07-2025




'Dr.lReddy’s Q%.'.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Page 6 of 9/ Ctp. 6 n3 9

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JCP, kancy/ibi ¢ MOTHOHIMPOBAHHLIM BHICBOGOMKIeHHEM, 30 Mr+20 Mr
Market / PriHoKk : Russia / Poccua
Batch No / . Batch Quantity / . 1250000 caps /
Cepusa Ne ¥ B2502278 O0neM cepun * 1250000 xancyn
Analytical RepOj't No / . 2002FP25001798 Date of Analysis / - . 31-07-2025
Ananutnyeckmii otyer Ne Jara anannza
Date of Manufacture / - 30-05-2025 Date of Expiry / . 30-04-2028
JlaTa npou3BOACTBA TI'open no
Mfg. License No. /
Ilpouseoacreennas anuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT-RU)
Ne

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

124

iii. after 8 hours / gepe3 8 u

iv. after 12 hours / gepe3

69%, 67%, 55%, 71%, 62%, 63%,
88%, 77%, 75%, 77%, 82%, 78%
Average(L1+L2): 72%
82%, 78%, 66%, 80%, 75%, 75%,
97%, 82%, 91%, 83%, 95%, 92%
Average(L1+L2): 83%

between 55 % and 95 % / o1 55 % 10 95 %

not less than 70 % / He Menee 70 %

of the labeled amount of Domperidone
(C22H24CIN5QO3) / OT HOMUHANEHOTO
coJIepaHuA JOMIICpHAOHA

(C22H24CINsO3)
9 |Assay/ Konn4ecTBeHHOe onpefiesieHHE
A. Omeprazole / 19.75 mg/ 19,75 mr A. From 180mg to 220mg of
Owmernpazon (98.8% / 98,8%) C17H19N305S (Omeprazole)  per

capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mMr mo 22,0 mMr
C17H19N303S (omempazon) B kamcyie
(ot 90,0 mo 110,0 % oT HOMUHAITBHOTO
COIEp)KaHusA).

B. Domperidone /
JoMnepunox

30.50 mg /30,50 mr
(101.7%/ 101,7%)

From 27.0 mg to 33.0 mg
C»H2CINsO,  (Domperidone) per
capsule (90.0 to 110.0 % of the label
claim) / Or 27,0mMr mo 33,0mr
C2H24CINsO, (moMmmepunoH) B
kancynre (or 90,0 mo 110,0% or
HOMWHATRHOTO COTENKAHNA).

10

Microbial limits / MukpoGHosoruyeckasi YHCTOTA

Remarks : The Product confirms to ND/

ITpumeuanue: IlpogykT cooTBeTcTBYeET TpebOBaHMAM HJ

Conclusion : APPROVED /

3akawuenue: OJJOBPEHO

Prepared by /
[ToarorosiaeHo: Ch. Prasad -
Quality control- Team

Member W

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

Checked by (AQA) /
IIpoeepeno (AOK): V.
Prashanth - Quality
Assurance- Team Member

la

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneueHue
kauectBa/OTBeTcTBeHHOE Nuno: CH.
Venkateswara Rao - Quality Assurance-
Team Member

Date /MTata: 31-07-2025

Date /ata: 31-07-2025

Date /[Mara: 31-07-2025

Date /[data: 31-07-2025




' Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page70f9/Crp.7u3 9

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IpoaykT: Omes® TICP, kancynbl ¢ MOAH(HIHPOBAHELIM BLICBOOOKAEeHHEeM, 30 Mr+20 Mr

Market / Poinox

: Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne MB2502278 O0beM cepuu * 1250000 xancyn
Analytical Repo:'t No/ . 2002FP25001798 Date of Analysis / . 31-07-2025
AHaJIHTHYECKHIT oTueT Neo JaTta ananusa

Date of Manufacture / : 30-05-2025 Date of Expiry / : 30-04-2028

JlaTa npousBoacTBa T'onen o

Mfg. License No. /

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

Analysis performed according ND / Ananns nposeaen no HJI: JITI-Ne(002687)~(PI-RU)-071223

a) Total aerobic microbial
count / Obmee yucio

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

a) Not more than 10° CFU/g /
He Gonee 10° KOE/r

insert) in a carton. / ITo 10 xamcyn B
6mucrepe u3z (IIBX/AJI/ITA) ¢onsru /
amoMuHueBoit ¢omsru. Ilo 3 Gmuctepa
BMECTE c WHCTPYKIHEH o
MEIULMHCKOMY NPUMEHEHHIO (JIMCTKOM-
BKJIaJbIMIEM) B IIa9Ky KapTOHHYIO.

a’poOHBIX
MHUKPOOPTaHU3MOB
b) Total combined yeasts Less than 10 CFU/g / b) Not more than 102 CFU/g /
and mould count / Menee 10 KOE/r He Gonee 102 KOE/r
O0mee uncno
JIPOCOKEBBIX U
IUIECHENLIX TPHGOD
¢) E. coli Absentin 1 g/ c) Shall be absent in 1g/
OtcyrctBYeTB 1 17 OrcyrctBHEB 1 T
11 | Package / YnakoBka 10 capsules in a (PVC/AVPA) |10 capsules in a (PVC/Al/PA)
foil/aluminum foil blister. 3 blisters and | foil/aluminum foil blister. 1, 3, 8, 10
patient information leaflet (package | blisters and patient information leaflet

(package insert) in a carton. / Ilo 10
kancyn B Omucrepe u3 (IIBX/AJI/TIA)
¢donsru / amoMuakeBoit ¢onsru. Io 1, 3,
8, 10 6nucTepoB BMeCTe ¢ HHCTPYKIMEH MO
MEIULUHCKOMY IPHMEHEHHIO (JIHMCTKOM-
BKJIQJBIIEM) B IAYKy 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.
* — HOPMH! B CHeIM(HKALNH NPEICTABIEHE HA CPOK rOAHOCTH. [Ipy BBIMYCKe MpenapaTr MpPOBEPSIETCS B COOTBETCTBHH CO
crennduKanyeil Ha BHIMYCK, IO3TOMY B cepTH(HKaTe aHAM3a Ha IperapaT MOTYT ObITh Yka3zaHel 6oJee CTPOTHE HOPMEIL,
YeM B HaCTOAIIEM HOPMAaTHBHOM JOKYMEHTE TI0 Ka4eCTBY.

Remarks : The Product confirms to ND/

IIpumevanue: IIpogykT cooTBeTCcTBYET TpeboBanmsam HT

Conclusion : APPROVED /

3axawdgenne: OJIOGPEHO

Prepared by /
[Toarorosneno:; Ch. Prasad -
Quality control- Team

Member %)

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

Checked by (AQA) /
[Iposepero (AOK): V.
Prashanth - Quality

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: ObecneueHue
kauectBa/OTBeTcTBeHHOE 1MI0: CH.
Venkateswara Rao - Quality Assurance-

Team Member L~

Date /[lata: 31-07-2025

Date /Iata: 31-07-2025

Date /Hata: 31-07-2025

Date /ITata: 31-07-2025
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Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoayxr: Omes® JICP, kancy/ibl ¢ MoaH$HIMPOBAHHBIM BhICBOOOMAEHAEM, 30 Mr+20 Mr
Market / PoiHok : Russia / Poccus
Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne : B2502278 O01eM cepuu * 1250000 xancyn
Analytical Repovrt No/ . 2002FP25001798 Date of Analysis / . 31-07-2025
AHa/IMTHYeCKHii 0TyeT No JaTa aHanu3a
Date of Manufacture / - 30-05-2025 Date of Expiry / . 30-04-2028
Hdata npon3BoacTBa Togen go
Mfg. License No. /
IIponseoacTeeHHas aunenzusa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT-RU)
Ne
Analysis performed according ND / Ananns nposeaen mo HJ/I: JITI-Ne(002687)-(PI'-RU)-071223
API name / HaumeHoBanue ADC: Omeprazole / Omenpason Domperidone /[loMnepunos
INN/MHH: Omeprazole / Omenpazon Domperidone / JloMniepugon
API manufacturer batch number / 0000123594
Homep cepun nponapoanTens A®C: OME/00125
FP Manufacturer API Batch number /
Homep cepnn cyGecTanumn FBSA00117 FBSH00005, FBSH00006
nponssoaurens I'JIP:
API Manufactured by & country / Srini Pharmaocutionls Litd, India / Vagudha Pharma Kom Ltd, India /
IMpoussoantens ADC, cTpana: 1Ipunn ®apmacsrotukanc Jitx, Muanus Bacymxa ®apma Kem JIta, Mapus

Name, address, authorizatjon No for | Dr. Reddy's Laboratories Ltd., Formulation Tech Qps — II, Survey No. 42p, 43,
FP manufacturing site / Control site / | 44p, 45p, 46p, 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal

Release site / Malkajgiri District - 500090, Telangana State, India (license No.
HaumeHoBaHue, aapec, JHLUEH3US 1JIs1 63/RR/AP/96/F/R) /

IlponsBoacTBeHHAs IIJIoWIAAKa / I-p Pennu’ ¢ JIaboparopuc JItxa., IlponsBoncTeenHoe nompasaeneHue-I,
IInomaaka KOHTpPoOJIs kKadecTBa / Vuaacrku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynamu Bumamk,
Ilnowaaka BuIMycKa Bauynaynmua Mangan, Memaan Mankamkrupu JuctpukT - 500090, mrar

Tenanrana, Uumusa (JIuuenszus 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 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».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumenanne: Ipoaykr coorsercTpyeT Tpebosaruam HJI 3akatouenune: OJIOGPEHO
Prepared by / Checked by / IIpoepeHo: ||Checked by (AQA) / Approved by: Quality
INoarotoeneno: Ch. Prasad -||D. Latha - Quality control- |{[Iposepeno (AOK): V. Assurance/Authorized person /
Quality control- Team Team Member Prashanth - Quality Ono6peno: ObGecniedeHue
Member Assurance- Team Member [|xauectea/OTBeTCTBeHHOE TMO: CH.
g Venkateswara Rao - Quality Assurance-
Team Member
Date /[data: 31-07-2025 Date /Jata: 31-07-2025 Date /ara: 31-07-2025 Date /Jata: 31-07-2025
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Product: Omez DSR, modified-release capsules, 30 mg+20 mg /

Mpoaykt: Omes® JICP, kancysibl ¢ MoARGUIHPOBAHHBIM BbICBOGOKIeHReM, 30 Mr+20 mMr

Market / Peinox : Russia / Poccus

Batch No / ] Batch Quantity / . 1250000 caps /
Cepust Ne § Soneeas O06beM cepuH * 1250000 xancyn
Analytical Repovrt No/ - 2002FP25001798 Date of Analysis / . 31-07-2025
AHaauTHyecKuii oTyer Ne JlaTa aHanu3a

Date of Manufacture / . 30-05-2025 Date of Expiry / . 30-04-2028
JlaTa nmpou3BoJcTBa Togen no

Mfg. License No. /

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

Analysis performed according ND / Ananus nposenen no HJI: JIII-No(002687)-(PI'-RU)-071223

3aknioyenue 0 cooTBeTcTBHM: «HacTosAmmM s NOATBEPXKAAl0, 9YTO IpPHBENCHHAs Bbille HHGOpMalMs SBIACTCA
JOCTOBEpHOI H TOYHOH. OTa cepys NPOXyKLUM NMPOoH3BeNeHa (BKIOYas yIaKoBKY (MapKUPOBKY) M KOHTPONL KadecTBa) Ha
BBINICYKA38HHOI IPOM3BOINCTBCHHOI Iomankce (TUIolfanxax) B IIOMTHOM COOTBCTCTBHH ¢ TpcOoBanusmu IIpasmn
HaJlTe)xamet Mpou3BOICTBEHHON NpakTUKH EBpasmiickoro skoHoMIreckoro corsa (Ne GMP/EAEU/RU/00573-2022 ot 23
ceHTa0ps 2022) u TpeOOBaHMAMH KOHTpOJSA KadecTBa JIEKAPCTBCHHBIX CPEICTB, a Talke B COOTBETCTBHH CO
crieunpUKaALMAMY, CONEPKAMUMUCS B PETUCTPALIMOHHOM J0ChEe CTpaHBI-MMIOpTepa. 3allCH N0 IPOHU3BOACTRY, YIIAaKOBKE H
aHanu3y IPOBEPEHBI, H YCTAHOBIEHO MX COOTBETCTBUE TpeOopaHusaM IlpaBun Haulexallell MPOM3BOACTBEHHOHN IMPaKTHK
EBpasuiickoro 5kK0HOMHUYECKOTO COHO3aY.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IIpumeuanue: IlpomykT cooTBeTCTBYET TpeboBanuam HJL 3akmouenne: OJOBPEHO

Prepared by / Checked by / TIpogepeno: ||Checked by (AQA)/ Approved by: Quality

IToarorosneno: Ch. Prasad -||D. Latha - Quality control- |[|IIposepeno (AOK): V. Assurance/Authorized person /

Quality control- Team Team Member Prashanth - Quality Onobpeno: ObecriedeHre

Member QZV 9 Assurance- Team Member ||xauectBa/OTtBeTcTBeHHOE Muuo: CH.

tox Venkateswara Rao - Quality Assurance-

( W\ Team Member L/

Date /[ara: 31-07-2025 Date /[ara: 31-07-2025 Date /[Tara: 31-07-2025 Date /[aTa: 31-07-2025




