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Dr.Red dy’s ".. CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIN3A

Pagelof 7/ Crp.1u3 7

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

HpoaykT: Omes® JCP, kancyJibl ¢ MOAUGHIIMPOBAHHBIM BbIcBOGOzKIeHHEM, 30 Mr+20 Mr

Market / Poinok + Russia / Poccus

Batch No / - B2501960 Batch Quantity / . 1250000 caps /

Cepus Ne ) O0beM cepun * 1250000 xancyn

Analytical Repovrt No/ . 2002FP25001788 Date of Analysis / . 31-07-2025

AHannTHYecKkuii oTyeT No Jara apanusa

Date of Manufacture / . 19-05-2025 Date of Expiry / . 30-04-2028

JlaTa npoM3BOJCTBa I'onen o

Mfg. License No. /

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

Ne

Analysis performed according ND / Anasius nposeaes mo HJI: JITI-Ne(002687)-(PT-RU)-071223

S'Jl;{f / Test / Tect Result / PesynbTar Specification / Cnennduxanus
1 Description / Onucanue Hard transparent colorless gelatin | Hard transparent colorless gelatin capsules

capsules size 1 with a black imprint | size 1 with a black imprint
“W - DR. REDDY’S” on the capsule " 'Y DR. REDDY'’S " 61'1 the capsule

cap and ared imprint “ OMEZ-DSR” on cap and a red annnt " OMEZ-DSR " on
th;. capsu;e body}.l Qa;fsule co/ntents: the capsule body. Capsule contents: white
white and brown spherical pellets. to grayish-white and brown to yellowish

TBepIble >KeNaTHHOBBIE mpo3paumbie | brown spherical pellets. /
OecLBEeTHBIE Kancyibl pasmepa 1 ¢

N TBeplple  >KENAaTHHOBBIE  IPO3PAuHELIE
MapKUpOBKOH YEpHOTO nBeTa

N OeclBeTHBIE KallCynel pasMmepa 1 ¢
« TY DR. REDDY'S» ma Kpbligy ke MOPIGIPODIO; "IOpIIOTO 1IDOTA

Kalcynsl W MAapKHPOBKOH KpacHOro | ~y DR. REDDY’S» Ha Kpbimeuxe
mera «OMEZ-DSR»  Ha  xopryce KaIiCyJibl 1 MapKHPOBKOM KpacHOro LBeTa
KaricyJel. Cozepaxmmoe KallCyl: | «OMEZ-DSR» Ha KOpITyce€  KalCyJIEL.
cpepuaeckue  mejeTsi  Genoro M |~ ONEpXEMOE  KAICYN:  CepHHecKHe
EOPMTHEEOND| HESTE nesers ot 6esoro Ko cepoBaro-6e10ro U
OT  KOpDWYHEBOIO  JI0  JKEJITOBATO-
KOPHUYHEBOI'O IIBETA.

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

Mpumeuanne: [Tpoayxr cooTBeTcTBYET TpeboBaHusiM HI 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Ilpoeepeno: [|Checked by (AQA)/ Approved by: Quality

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

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

Member :/% ‘[,,, Assurance- Team Member ||kauectea/OTBeTcTReHHOE MU0 P. Rama
X Rao - Quality Assurance- Team Member

§ B
Date /[Iara: 31-07-2025 Date /JlaTa: 31-07-2025 Date /[ata: 31-07-2025 Date /JlaTa: 31-07-2025
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Dr. Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJM3A

Page2 of 7/ Crp.2 n3 7

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykr: Omes® ICP, kancy/ibl ¢ Moad(HINPOBAHHLIM BhICBOG0IeHHeM, 30 Mr+20 Mr

Market / Poinox : Russia / Poccus

Batch No / ) Batch Quantity / . 1250000 caps /

Cepus Ne 5 B2501960 O0bem cepun © 1250000 xancyn
Analytical Repo:‘t No/ . 2002FP25001788 Date of Analysis / . 31-07-2025
AHaJuTHYECKHIT oTyeT Ne JaTa aHam3a

DRtCol Mannachiecy : 19-05-2025 DRteI0 Py : 30-04-2028

JlaTa npou3BoacTBa Tonen go

Mfg. License No. /

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

Analysis performed according ND / Anamus nposenen mo HJ: JIII-Ne(002687)-(PT-RU)-071223

2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
HnenTudnxannn 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

| Omemnpazon in the chromatogram of the standard | chromatogram of standard solution (section
JoMnepunoH preparation under assay. / BpemeHna | Assay). / BpeMena  yzmepXKuBaHHA
YACPKUBAaHMA OCHOBHBIX IIMKOB Ha | OCHOBHBIX IIMKOB Ha XpoMarorpamme
XpOMaTorpaMMe HCHBITYEMOIO PacTBOpA | MCIIBITYEMOIO pacTBopa IOJIKHBI
COOTBETCTBYIOT BpEMEHAM YACPKMBAHUA | COOTBETCTBOBATH BPEMEHAM YICPKHBAHUS
NMHKOB OMENpa3ojia U IOMIOCPHIOHA Ha | MAKOB OMENpa3ona M JAOMIIEpUIOHA Ha
XpOMaTOrpaMMe CTaHOApPTHOTO PAacTBOpA | XpOMATOrpaMMe CTaHOApTHOIO pacTBOpa
(paszmen ) «KomnuaectBeHHoe | (pasnen «KonmyectBeHHOE
OIpeIeNoIIo) ), OTIPOIQJIOIIIION ).

3 Average weight of the net 376.20 mg/ 376,20 mr 369.0 mg £ 10 % (between 332.1 to 405.9
content / Cpegusia Macca mg) /
COIEPIKAMOr0 KarcyJi 369,0 mr + 10 % (or 332,1 1o 405,9 Mr)

4 Water content / 1.2% wiw / 1,2% w/w Not more than 4.0 % w/w / He 6onee 4,0 %
Conepxanne BOAbI

5 Uniformity of dosage units / OxHOpoAHOCTH 103HPOBaHHBIX eAHHHIY

Omeprazole / OMenpason

Domperidone /
HomnepunoH

6.9/69

5.7/5,7

Acceptance value (AV) should be less than
or equal to 150 / [Ilokasarems
npuemieMmoctd (AV) nomkeH OBITH He
6onee 15,0.

Acceptance value (AV) should be less than
or equal to 150 / Iloxa3arens
npuemiieMoctd (AV) pomkeH ObITH He
6onee 15,0.

Remarks : The Product confirms to ND/

ITpumeuanue: IIpogykr cooTBeTcTBYeT TpeGoBanmaM H/]T

Conclusion : APPROVED /

3axmoyenne: OJOBPEHO

Prepared by /
[Moarorosneno: Ch. Prasad -

Quality control- Team
Member @9

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

Team Member \\&/

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

Assurance- T’Eﬂm Member

Approved by: Quality
Assurance/Authorized person/ /.
Onodpeno: ObecnicueHue

Rao - Quality Assurance- Team Member

Date /JTara: 31-07-2025

Date /[data: 31-07-2025

Date /[Tara: 3 1\-\07-2025

Date /data: 31-07-2025

kauectBa/OTBETCTBEHHOE JHIO: P. Rama
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Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page3 of 7/Crp.3 uz 7

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

Mpoayxr: Omes® ICP, Kancyibl ¢ MOAH(QHIHPOBAHHLIM BbIcBODOKAEHHEM, 30 Mr+20 mr

Market / Poinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepun Ne 6 B2S0I860 O6beM cepun " 1250000 karicyn
Analytical Repo“rt No / : 2002FP25001788 Date of Analysis / . 31-07-2025
AHaJIMTHYeCKHiT oTyeT Ne Jata anamsa

Date of Manufacture / . 192052025 Date of Expiry / . 30-04-2028
JaTa npoussoactTea TI'onen mo

Mfg. License No. /

IlpousBoncTBenHas nunensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIT1-Ne(002687)-(PT-RU)
Ne

Analysis performed according ND / Auanns nposesen no HA: JITT-Ne(002687)-(PI'-RU)-071223

6  |Impurities / lIpumecn
Omeprazole / Omenpazona: Omeprazole / Omenpazona:
Impurity 1 / nprmecs 1 Not detected / He o6Hapyxena Not more than 0.50 % / He 6onee 0,50 %
Impurity 2 / npumecs 2 Not detected / e 06HapyxeHa Not more than 0.50 % / He 6onee 0,50 %
Impurity 3 / mpumecs 3 0.03%/0,03% Not more than 0.50 % / He 6onee 0,50 %
Impurity 4 / npumecs 4 Not detected / ve o6HapyxeHa Not more than 0.50 % / He 6onee 0,50 %
Impurity 5 / mpumecs 5 Less than LOQ (LOQ = 0.010%) / Huxe |Not more than 0.50 % / He 6onee 0,50 %
Domperidone / HpeJiea KOIUYECTBEHHOro omnpenenenus | Domperidone / Jomnepuoona:
| Homnepuoona: (ITKO = 0,010%) Not more than 0.50 % / He 6oxee 0,50 %
Impurity A / mpumecs A Not more than 0.50 % / He 6oxee 0,50 %
Impurity B / npumecs B 0.05% / 0,05% {Not more than 0.50 % / He 6oiee 0,50 %
Impurity C / npumecs C Not detected / ve oGHapyxeHa Nnt more than 0.50 % / Ho 6000 0,50 %
Impurity D / mpumecs D Not detected / He o6napyxeHa Not more than 0.50 % / He 6oxnee 0,50 %
Impurity F / npumecs F 0.16%/0,16% Not more than 0.20 % / He 6oxee 0,20 %
Any individual unidentified |Not detected / He 00HapyxeHa Not more than 2.5 % / He 6omnee 2,5 %
impurity / JIro6as
€IMHUYHAS Not detected / ne o6napyxena
HeuIeHTHYUIHUPOBaHHAs
IpHMECH
Total impurities / 0.2%/0,2%
CymMa npumeceii

7  |Residual solvents/ Ocratounnie OpraHdYecKHe PacTBOPUTETH
a) Methanol / 5 pg/capsule / 5 Mxr/xancyna a) Not more than 1107 pg per capsule /

Mertason He 6onee 1107 mkr Ha kancysty
b) Methylene chloride / Not detected / He 06Hapyxera b) Not more than 221 pg per capsule /
MeTunerxnopun He 6onee 221 Mxr Ha kancymy

Remarks : The Product confirms to ND/

Ipumeuanne: Ipomyxr COOTBETCTBYET TpeOoBauusm HJJ

Conclusion : APPROVED /

3akaiouenne: OJIOBPEHO

Prepared by /
[Moarorosneno: Ch. Prasad -

Quality confrol- Team
Member &/

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

Team Member g

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

\()

Assurance- Team Member

Approved by: Quality -
Assurance/Authorized person /
OnobpeHo: OGecneyenne

kauecTBa/OTBETCTBEHHOE Juo: P. Rama

Rao - Quality Assurance- Team Member |

Date /Iata: 31-07-2025

Date /Jata: 31-07-2025

N
Date /ITata: 31-07-2025

Date /qata: 31-07-2025

-
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page4 of 7/ Crp. 4m3 7

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hponyxt: Omes® ICP, kancyabl ¢ MOAHOHUHPOBAHALIM BLICBOOOKIEHHEM, 30 Mr+20 Mr

Market / Peinok : Russia / Poccus

Batch No / . B2501960 Batch Quantity / . 1250000 caps /

Cepns Ne 0061eM cepuu 1250000 xancyn
Analytical Repo:'t No/ . 2002FP25001788 Date of Analysis / . 31-07-2025
AnaauTHYecKHil oTyeT No JlaTa ananm3za

Date of Manufacture / . 19-05-2025 Date of Expiry / . 30-04-2028

JlaTa IpoU3BOACTEBA Cogen oo

Mfg. License No. /

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

Analysis performed according ND / Ananns npoBeaen mo HJI: JITI-Ne(002687)-(PT-RU)-071223

8

Dissolution / PacTBopenne

a) Omeprazole /
Owmenpason

HCI) /

1 KHUCIIOTHI

ii.

i. Acid stage (0.1N

B 0,1 M pacrBope
XJIOPUCTOBOJOPOIHO

Buffer stage (pH 6.8 .
phosphate buffer) /
B 6ydepe pH 6,8

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

95%, 101%, 9554, 98%, 98%%, 98%

In a 0.1 M hydrochloric acid solution - not
more than 15 % of the label amount of
omeprazole (C17H1sN305S) after 2 hours. /
B 0,1 M pactBope XJ10pOBOAOPOAHOI

KHCJIOTHI — He Ooiee 15 % ot
(akTIYecKkoro coIepxKaHus
omenpasona (C17H19N305S) gepes 2 4.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole

(C17H19N303 S) after 30 minutes./

B 6ydepe pH 6,8 — ne Menee 70 % (Q)

OT HOMHHAJIBHOIO COZIEPKaHU
omenpa3ona (C,7H19N30;3S) gepes

30 MuH.

b) Domperidone /

JoMrepuaon

ii.

iii.

iv.
124

i. after 1 hour /4epe3 1 9
after 4 hours / 4epe3 4 a
after 8 hours / gepe3 8 u

after 12 hours / gepez

16%, 21%, 22%, 19%, 19%, 17%
46%, 48%, 58%, 43%, 46%, 42%
68%, 70%, 78%, 63%, 72%, 70%
79%, 80%, 87%, 73%, 81%, 81%

In 0.1M hydrochloric acid solution /

B 0,1 M pacTBope XI0pOBOAOPOAHOM
KHCTOTBI:

between 15 % and 40 % / ot 15 % mo 40 %
between 30 % and 70 % / ot 30 % 10 70 %
between 55 % and 95 % / oT 55 % 10 95 %

not less than 70 % / ne meree 70 %

of the labeled amount of Domperidone
(C22H4CIN50O5) / T HOMUHAIBHOTO
COepXkKaHus NOMIEPUIOHA
(C22H24CINsO3)

Remarks : The Product confirms to ND/

IMpumeuanue: Ipogykr coorsercryer Tpeboannam HJJ

Conclusion : APPROVED /

3aknwuenne: OJJOBPEHO

Prepared by /
IToxrorosineno: Ch. Prasad -

Quality coptrol- Team
Member @T

Checked by / TIpoBepeHo:
D. Latha - Quality control-

Team Member k&r

Checked by (AQA) /
[TpoeepeHo (AOK): V.
Prashanth - Quality
Assurance- T

m Member

Approved by: Quality
Assurance/Authorized person / )
Opobpeno: Obecnieyenue

Rao - Quality Assurance- Team Member

Date /data: 31-07-2025

Date /{ara: 31-07-2025

Date /JTata: 31-07-2025

Date /JTata: 31-07-2025

kadecTBa/OTBETCTBEHHOE JTULIO: P. Rama
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Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

PageSof 7/ Crp.5u3 7 _

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
HponykT: Omes® JICP, kancy/bl ¢ MOTHGHIHPOBAHHLIM BEICBOG0KAeHNEeM, 30 Mr+20 Mr

Market / Poinok : Russia / Poccus

Batch No / . B2501960 Batch Quantity / . 1250000 caps /

Cepust Ne ) O6Bem cepun * 1250000 xancyn
Analytical Report No/ . 2002FP25001788 Date of Analysis / . 31-07-2025
AHaJIUTHYECKHI oTUeT No JMarTa ananuza

Date of Manufacture / . 19-05-2025 Date of Expiry / . 30-04-2028

JlaTa npousBoacTBa T'ogen oo

Mfg. License No. /

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

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

9 |Assay / KonndecTBeHHOe onpeaeleHne

OrcytcTByeTB 1 T

A. Omeprazole / 19.86 mg / 19,86 mr A. From 180mg to 220mg of
Owmenpason (99.3% / 99,3%) Ci7HisN3OsS ~ (Omeprazole) — per
capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mMr mo 22,0Mr
Ci7H1oN303S (omenpason) B Karmcyiie
(ot 90,0 mo 110,0 % oT HOMUHATTLHOTO
coliepXXaHus).
B. Domperidone / 30.41 mg /30,41 mr B. From 27.0 mg to 33.0mg
HomriepunoH (101.4%/101,4%) C2H24CINsO,  (Domperidone)  per
- capsule (90.0 to 110.0 % of the label
claim) / Or 27,0Mr mo 33,0Mr
C2H24CIN5O; (mommepuznoH) B
karncyne (ot 90,0 mo 110,0% ot
HOMHHAITBHOTO COIEPIKaHUSA).
10 |[Microbial limits / Mukpo6uoJsornyeckasi YHCTOTa
a) Total aerobic microbial Less than 10 CFU/g/ a) Not more than 10° CFU/g/
count / Obimee gucno Memnee 10 KOE/r He 6onee 10° KOE/r
a3po0HBIX
MHUKpPOOPTaHH3MOB
b) Total combined yeasts Less than 10 CFU/g / b) Not more than 10> CFU/g /
and mould count / Meree 10 KOE/r He 6onee 10> KOE/r
Obmee gucno
IPOXOKEBBIX H
IUIECHEBBIX TPHOOB
¢) E. coli Absentin 1 g/ ¢) Shall be absent in 1g/

OrcytcTBHE B 1 T

Remarks : The Product confirms to ND/

IIpumeuanue: IIpogykt cooTBeTCTBYET TpeboBaHmsM HJI

Conclusion : APPROVED /

3axmouenune: OJOBPEHO

Prepared by /

Quality contypl- Team
Member &’

Checked by / IIpoeepeno:
IMoarotosneHo: Ch. Prasad -||D. Latha - Quality control-

Team Member L&

Prashanth - Quality

|

Checked by (AQA)/
Iposepeno (AOK): V.,

Assurance- mMember

Approved by: Quality
Assurance/Authorized person /
Opnobpeno: ObecneueHue
kauectsa/OTBeTcTBEHHOE NUNO: P. Rama
Rao - Quality Assurance- Team Member

Date /ara: 31-07-2025

Date /Jlata: 31-07-2025

\
Date /Jlara: 31-07-2025

Date /Jlata: 31-07-2025




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIMN3A

Page 6 of 7/ Crp. 6 u3z 7

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JICP, kancynbl ¢ MOAHGHUUHPOBAHHLIM BEICBOGOXKAEeHHEM, 30 Mr+20 mr

Market / Prinok : Russia / Poccus

Batch No / . B2501960 Batch Quantity / : 1250000 caps /

Cepusi Ne O0BeM cepuu 1250000 xancyn
Analytical Repo:‘t No/ . 2002FP25001788 Date of Analysis / . 31-07-2025
AHaJIMTHYeCKHi oTyeT Ne JlaTa ananu3a

Date of Manufacture / . 19-05-2025 Date of Expiry / . 30-04-2028

J{aTa npoM3BOACTBA T'opmen no

Mfg. License No. /

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

Analysis performed according ND / Ananuns nposeger mo HII: JITI-Ne(002687)-(PT-RU)-071223

11 Package / YnakoBka

10 capsules in a (PVC/AI/PA)
foil/atuminum foil blister. 3 blisters and
patient information leaflet (package
insert) in a carton. / ITo 10 kxamcyn B
6mucrepe u3- (IIBX/AJI/TIA) donsra /
amomunueroit ¢omeru. Ilo 3 Gmuctepa
BMecTe c HHCTpYKIMEH o
MEIHULMHCKOMY NPUMEHEHHIO (JIUCTKOM-
BKJIaIpbIIIEM) B TAYKY KapTOHHYIO.

10 capsules in a (PVC/AI/PA)
foil/aluminum foil blister. 1, 3, 8, 10
blisters and patient information leaflet
(package insert) in a carton. / Ilo 10
karcyn B Onucrepe m3 (IIBX/AJI/ITA)
¢onsru / amomununeroit ¢oneru. Ilo 1, 3,
8, 10 GircTepoB BMECTE ¢ HHCTPYKIMEH IO
MEIULUHCKOMY TIPUMEHEHHIO (JIHCTKOM-
BKJampilieM) B IA9Ky 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.
* — HOPMBI B cTIEUMGUKALUNT MPeICTARIEHR] H2 CPOK ToUHOCTH, IpH BRINYCKS NPEOAPAT HPOBEPILTCH R CONTRATATRUN 0N
cnenuduKalyeil Ha BHIIYCK, MO3TOMY B cepTH(MKATe aHAIN3a Ha IPEHapaT MOTYT OBITH YKa3aHbl 6olee CTPOTHE HOPMBL,
4eM B HACTOSMIEM HOPMAaTHBHOM JOKYMEHTE II0 KadeCTBY.

-

API name / HaumeHoBanne ADPC:

Omeprazole / Omenpason

Domperidone /JloMnepunoH

INN / MHH:

Omeprazole / Omenpa3on

Domperidone / JloMnepuioH

npoussoauTens I'JID:

API manufacturer batch number / 0000123594
Howmep cepun nponsBoauteina ADC: OME/00125

FP Manufacturer API Batch number /

Homep cepun cyGeTaHHMU FBSA00117 FBSHO00005

API Manufactured by & country /
IIpounsBoguteas ADC, cTpana:

Srini Pharmaceuticals Ltd, India /
HIpunu ®apmaceroTukanc Jitn, Hanus

Vasudha Pharma Kem Ltd, India /
Bacymxa ®apma Kem JItn, Muaus

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HaumeHoBanwue, aapec, JMLUEH3HS 1JIA
IIpou3BoacTBeHHas NUIOIIAIKA /
Ilnomaaka KOHTpPOJIsA KadecTBa /
IInomagka BeINycKa

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

JI-p Penmu’ ¢ JTaboparopuc JITn., [IpousBoacTBeHHOE noapasaenenne-II,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynamwin Bumnanxk,
Bauynamu Maunpgan, Meggan Mankakrupn uctpukT - 500090, mrat

Remarks : The Product confirms to ND/

IIpumeuanne: [Tponyxr coorsercTayer Tpebopanuam HJJ

Conclusion : APPROVED /

3akmwyenne: O JOBPEHO

Prepared by /

Quality confrol- Team
Member @

Checked by / ITpoBepeHo:
[Moxarorosneno: Ch. Prasad -{|D. Latha - Quality control-
Team Member

Checked by (AQA) /
[Tporepeno (AOK): V.
Prashanth - Quality
Assurance- Teaﬁl Member

L

Approved by: Quality
Assurance/Authorized person /
Ono6peno: ObecnieueHne
kauecTBa/OTReTcTBeHHOE N11I0: P. Rama
Rao - Quality Assurance- Team Member

Date /Jlata: 31-07-2025

Date /ITaTa: 31-07-2025

Date /Hara: 31-07-2025

Date /Tata: 31-07-2025
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y o® CERTIFICATE OF ANALYSIS
Dr. ReddY S ‘.‘ CEPTUGUKAT AHAJIM3A
Page 70f 7/ Crp. 7n3 7

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

Hpoaykt: Omes® JICP, kancyisi ¢ MOTHGHINPOBAHALIM BhICBEOG0XKTeHUEM, 30 MI+20 MT

Market / Peinox : Russia/ Poccus

Batch No/ - B2501960 Batch Quantity / . 1250000 caps /
Cepusi Ne Ob6neM cepun 1250000 kancyn
Amnalytical Repo:‘t No/ - 2002FP25001788 Date of Analysis / . 31-07-2025
AHaJUTHYECKHIT oTyeT No JlaTa aHanH3a

Date of Manufacture / . 19-05-2025 Date of Expiry / . 30-04-2028
JlaTra npou3BoAcTBa T'onen no

Mfg. License No. /

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

Analysis performed according ND / Anann3s nposenen mo H: JITT-Ne(002687)-(PI'-RU)-071223

| | Tenaurana, Uanusa (JIunensus 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».

-

Bukawyenne 0 covisercisnn:  «Haciouuum s GUATBEPRUAI, Y1V  UPUBCACHHAY  Bbille MHPUPMALMNL  ABIAEICH
IOCTOBEPHOM M TOUHOM. DTa cepus NPOXYKIMH Npou3BeneHa (BKIIIOYas yNakoBKy (MapKMpOBKY) M KOHTPOJIb KadecTBa) Ha
BBINIEYKa3aHHO IPOM3BOACTBEHHOH IUTomanke (IUIOINAAKax) B IIONTHOM COOTBETCTBHU ¢ TpeOoBaHumsamu Ilpasun
HaIUie)xameil IPOM3BOACTBEHHOM MpakTHKH EBpasuiickoro sxoHoMuieckoro cowo3a (Ne GMP/EAEU/RU/00573-2022 ot 23
ceHtsiOps 2022) wu TpeOoBaHMAMM KOHTPONS KadecTBa JIEKAPCTBEHHBIX CPENCTB, a TaKke B COOTBETCTBHM CO
cnenudUKaIAMY, COREPKAIIUMUCA B PETHCTPALOHHOM JIOChE CTPAHBI-UMITOpPTEpPA. 3allUCH MO MPOU3BOACTBY, YIAKOBKE H
aHanu3y IPOBEPEHBbI, H YCTAHOBJIEHO KX COOTBETCTBUE TpeOoBaHIIM IIpaBWi Hazanexallell MPOU3BOACTBCHHOM MPAKTHUK
EBpa3niicKkoro 3K0HOMHIECKOTO COI03a».

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

IIpumeuanue: Ipoxykt coorBeTcTBYET TpeOOoBaHMIM H]L 3akmouenue: OJJOBPEHO

Prepared by / Checked by / IIposepeno: ||[Checked by (AQA)/ Approved by: Quality §

[TonrorosneHo: Ch. Prasad -||D. Latha - Quality control-||[Ipoeepero (AOK): V. Assurance/Authorized person / %

Quality control- Team Team Member Prashanth - Quality OnobpeHo: ObecnieueHUE

Member %}’ __||Assurance- Team Member |(kauectBa/OTsercTBeHHOE MMLO: P. Rama
= Rao - Quality Assurance- Team Member

Date /Jlara: 31-07-2025 Date /[lara: 31-07-2025 |[Date /Hara: 3 1-07-2025 Date /Ifata: 31-07-2025




