Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3IA

Page1of7/Crp.1u37

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ilpoaykr: Omes® JICP, xancynel ¢ MOAHGUITHPOBAHHLIM BLICBOOOKIEHHEM, 30 Mr+20 mr

Market / PoiHOK : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepusa Ne : BASOEHT O6bem cepuu © 1250000 xancyn

Analytical Repovrt No/ . 2002FP25002342 Date of Analysis / . 15-10-2025

AnanurH4yeckHii oTyeT Ne JlaTa aHaJau3a

Date of Manufacture / . 01-01-2025 Date of Expiry / . 31-12-2027

Jara npou3BojacTBa T'onen xo

Mfg. License No. /

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

Ne

Analysis performed according ND / Ananus nposenen no HJ: JITI-Ne(002687)-(PI'-RU)-071223

S’JI:.‘? # Test/ Teer Result / Pe3yabTaT Specification / Cnnennduxamnus
1 Description / Onucanne Hard transparent colorless gelatin | Hard transparent colorless gelatin capsules

capsules size 1
LJ

“fY

Trepavie

MapKHPOBKOI1

DR. REDDY*S” on the capsule
cap and a red imprint “ OMEZ-DSR” on
the capsule body. Capsule contents:
white and brown spherical pellets. /

XKENAaTHHOBBIE
GeclBeTHBIE KalCYJbI

« Y DR. REDDY’S» Ha KpbIIIeYKe

with a black imprint

Mpo3payvHLIe
pasmMepa 1 ¢

YEPHOIr o nBeTa

size 1 with a black imprint

n 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. /

Trepaplie
OecLBETHEBIE
MapKHpOBKOi

XENaTHHOBLIE  IPO3payHbe
Kancyasl pasmMepa 1 ¢
4EPHOTO 1BETA

KancyJiiel H MapKPIpOBKOﬁ KpacHOro « "Y DR. REDDY’S» Ha KpBIIIEYKe

upera  «OMEZ-DSR»  na  xopmyce Karncynbl ¥ MapKHPOBKOH KpacHOTQ IBETa

XarcyJbL. oL KalCyIL: | «\OMEZ-DSR» Ha Kopmyce KamncCylibL

chepudyeckne meieTsl  Oemoro U Comepxumoe Kancy: chepuecke

KOpHHHCBOTO LBCTA. IICJUIETHL OT 0enoro A0 cepoBaro-6enoro u
OT KOpPUYHEBOTO Io JKeJITOBATO-
KOPHYHEBOTO L[BETA.

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

ITIpumevanme: ITpomgykT coorBeTcTBYeT TpeboBanusaM HJT

3akmwouenne: OJOBPEHO

Prepared by /
TToarorosiieHO:
D. Latha - Quality control-

Team Member 7
7
YA

Checked by / TIposepeno:

K. V.V, Satyanarayana -
Quality control- Team
Member

—

e

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

sy

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecneuenue
kadecTsa/OTBETCTRBEHHOE JIHIIO:

S. Haneef Quality Assurance- Team
Member

_~

Date /ITata: 16-10-2025

Date /IlaTa: 16-10-2025

Date /Tarta: 16-10-2025

[z

Date /Jlata: 16-10-2025




Dr. Réddy’s Q‘:‘.

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIN3A

Page2 of 7/ Crp.2 u3 7

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

Ipoaykr: Omes® JCP, kancyisl ¢ MoaudHIHPOBAHHLIM BhICBOGOKAeHHEM, 30 Mr+20 mr

Market / PoiHok : Russia / Poccus

Batch No / _ ] Batch Quantity / 1250000 caps /
Cepus Ne : B2502947 O6nem cepun * 1250000 xancyn
Analytical Repo:'t No/ . 2002FP25002342 Date of Analysis / . 15-10-2025
AHaJHUTHYECKHH oTUeT Ne JlaTa aHa/H3a

Date of Manufacture / . 01-01-2025 Date of Expiry / . 31-12-2027
JlaTa npousBoaCTBA I'onen oo

Mifg. License No. /

IpousBoacTBeHHas annensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT'-RU)
No

Analysis performed according ND / Ananns nposeaen mo HJI: JITI-Ne(002687)-(PI'-RU)-071223

2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
Hnenrnduxanus 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
Owmemnpazon  — in the chromatogram of the standard | chromatogram of standard solution (section
HomnepunoH preparation under assay. / Bpemena | Assay). / BpemeHa  ynmepKuBaHUA

YOCpKHMBAaHUS OCHOBHBIX IIMKOB HA | OCHOBHBIX IIMKOB Ha XpOMarorpamme
XpOMAaTOrpaMMe HCIBITYEMOTO PacTBOpa | UCTIHITYeMOTO pactBOpa JOJDKHBI
COOTBETCTBYIOT BpEMEHaM YJEepXKUBAHWA | COOTBETCTBOBATH BPEMEHAM YAep KHUBaHUA
IIMKOB OMeIpa3oia M JOMIEPHAOHA Ha | IMKOB OMelpa3ojia W AOMIEpUIOHA Ha
XpoMaTorpaMme CTaHIapTHOTO PAacTBOPa | XpOMaTrorpaMMe CTaHAApTHOTO pacTBopa

* (pazmen «KonmuecTBenHoe | (pasnmen " «KonudecTBeHHOE
OIpeNieieHUe» ). OTIpe/IETICHUEN ).

3 Average weight of the net 373.24 mg /373,24 mr 369.0 mg + 10 % (between 332.1 to 405.9
content / Cpegusia Mmacca mg) /
COAEPKHMOro KancyJ 369,0 mr + 10 % (ot 332,1 no 405,9 mr)

4 Water content / 1.1% w/w /1,1 % w/w Not more than 4.0 % w/w / He 6onee 4,0 %
Conepxanne BOAbI

5 Uniformity of dosage units / OnHopoaHOCTb JO3MPOBAHHLIX €XHHHL
Omeprazole / Omenpazon 8.1/8,1 Acceptance value (AV) should be less than

or equal to 150 / Ilokazarens
npuemneMoctd (AV) nomkeH OBITh He

6.8/6,8 6onee 15,0.
Domperidone / Acceptance value (AV) should be less than
JloMniepunoH or equal to 150 / Tlokasatens
npuemneMoctd (AV) pmomkeH OBITH He

6oiee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanue: IIpoaykr cooTBeTcTBYET TpeboBanmam HJJ

Conclusion : APPROVED /

3akaouenue: OJIOBPEHO

Prepared by /
IToaroToBneHo:

D. Latha - Quality control-
Team Member 7

{/
X '7
S

Checked by / IlpoeepeHo:
K. V. V. Satyanarayana -
Quality control- Team
Member

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

A

)

Assurance- Team Member

Approved by: Quality - -
Assurance/Authorized person /
Ono6peno: Obecnieuenne
xayecTBa/OTBETCTBEHHOE JIULIO:

S. Haneef - Quality Assurance- Team
Member -

Date /[lata: 16-10-2025

Date /[lata: 16-10-2025

t
Date /[ara: 16-10-2025

Date /Jlata: 16-10-2025




Dr.Reddy’s Q‘:’.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page3of 7/ Ctp.3u3 7

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

Iponykr: Omes® JICP, kancyJibl ¢ MOTHMHIHPOBAHHBIM BLICBOGOKACHHEM, 30 Mr+20 Mr

Market / Poinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne 1 82302643 Oo6nem cepuu * 1250000 xancyn
Analytical Repo:‘t No/ . 2002FP25002342 Date of Analysis / . 15-10-2025
AHaJuTHYeCKHii oTyeT N JlaTa anaju3a

Date of Manufacture / . 01-01-2025 Date of Expiry / . 31-12-2027
JlaTa npou3BoACTBA Toxen xo

Mfg. License No. /

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

Analysis performed according ND / Anasiu3s npoeeaen no HJI: JIIT-Ne(002687)-(PT-RU)-071223

6

Impurities / Ilpumecn

Omeprazole / Omenpazona:
Impurity 1 / npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / nmpumecs 3
Impurity 4 / npumecs 4
Impurity 5 / mpamecs 5
Domperidone /

| Jomnepudona:

Impurity A / npuMecs A
Impurity B / mpumecs B.
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / mpumecs F
Any individual unidentified
impurity / JTro6as
eIUHUIHAsA
HEeUAEeHTUPUIIMPOBaHHAs
MPUMECh

Total impurities /

CymMa mpuMecei

|(TIKO = 0,010%)

0.01%/ 0,01%

Not detected / He oGHapyxeHa

0.04% / 0,04%

Less than LOQ (LOQ = 0.020%) / Hmxe
mpefena KONHWYECTBEHHOTO OTPEIeIeHI
(ITIKO = 0,020%)

Less than LOQ (LOQ = 0.010%) / Hizke
mpenena KOIMYECTBEHHOTO OIPENeNeHUs

0.03% /0,03%

Not detected / He 06HapyxeHa

Less than LOQ (LOQ = 0.012%) / Huxe
npefienia KOJMYECTBEHHOrO OIpPENEICHUST
(IIKO = 0,012%)

0.10% / 0,10%

Less than LOQ (LOQ = 0.013%) / Huxe
mpefeNa KOJWYeCTBEHHOTO OmNpelesieHus
(ITKO =0,013%)

0.02%/0,02%

0.2%/0,2%

Omeprazole / Omenpazona:

Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6omee 0,50 %
Not more than 0.50 % / He 6omee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Domperidone / /{lomnepudona:

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 6onee 0,20 %
Not more than 2.5 % / He 6onee 2,5 %

Remarks : The Product confirms to ND/

IIpumeuanne: [IpogykT cooTeTcTBYET TpebopanusaM HJI

Conclusion : APPROVED /

3axmouenne: OMNOBPEHO

Prepared by / Checked by / Ipoeepeno: |[Checked by (AQA)/ Approved by: Quality
[ToarorosieHo: K. V. V. Satyanarayana - |[[IpoBepeno (AOK): Assurance/Authorized person /
D. Latha - Quality control- ||Quality control~ Team V. Prashanth - Quality Omo6peHo: ObecneucHue
Team Member Member d Assurance- Team Member |(|kauectBa/OTBETCTBEHHOE JIMLO:
L&;ﬁ.. I S. Haneef 4)Quality Assurance- Team
CDME Member -

Date /Jlata: 16-10-2025

Date /[lara: 16-10-2025

Date /[Tata: 16-10-2025

=

Date /JTata: 16-10-2025




Dr. Réddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page4of 7/ Crp.4n3 7

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoayxt: Ome3® ICP, kancyisl ¢ MOAU(BHIHPOBAHHLIM BbIcBOGOMIeHHeM, 30 Mr+20 Mr

Market / PoiHoK : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepusi Ne F BRLEE O0bem cepuu * 1250000 xarcyn
Analytical Repovrt No/ . 2002FP25002342 Date of Analysis / . 15-10-2025
AHaJInTHYeCcKuii oTyeT Ne JlaTa ananu3a

UL SRR : 01-01-2025 L eeleg o & : 31-12:2027

JlaTa npou3BOACTBA T'onen no

Mfg. License No. /

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

Analysis performed according ND / Ananns npoBeaen mo HJI: JII-Ne(002687)-(PI'-RU)-071223

¥ KHCIOTBI

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

ii.

7  |Residual solvents/ OcTaTo4yHble OpraHH4YecKHe pacTBOPHTEIH
a) Methanol / 4 pg/capsule / 4 Mxr/kancymna a) Not more than 1107 pg per capsule /
MeTtaHon He 6onee 1107 MKr Ha Kancymy
b) Methylene chioride / Not:deected ¢ no ebuapyme ~|b) Not more than 221 pg per capsule /
Metunenxsopug He 6onee 221 Mxr Ha Kancymy
] Dissolution / PacTnopenie
a) Omeprazole /
Owmemnpaszon
i. Acid stage (0.IN 2%, 0%, 1%, 3%, 4%, 6% In a 0.1 M hydrochloric acid solution - not
HCD)/ more than 15 % of the label amount of
B 0,1 M pactBope omeprazole (Ci7H19N303S) after 2 hours. /
XJIOPUCTOBOIOPOIHO B 0,1 M pacTBOpe XITOpOBOAOPOAHOM

94%, 100%, 97%, 92%, 97%, 97%

KHCIOTHI — He 6onee 15 % ot
(akTHIeCcKOro conepKaHus
omenpazona (Ci7H19N305S) gepes 2 4.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(C17H19N305S) after 30 minutes./

B 6ydepe pH 6,8 — e Menee 70 % (Q)

OT HOMHHAIIBHOTO COJIEPIKaHUA
omenpazona (C17H19N303S) uepes

30 MuH.

Remarks : The Product confirms to ND/

[Ipumeyanue: IIpogykT cooTBeTCTBYET TpedoBaHmsamM H]|

Conclusion : APPROVED /

3axmouenne: OJJOBPEHO

Prepared by /
IToarorosneHo:
D. Latha - Quality control-

Team Member t[iaﬁ,

Checked by / Ilposepeno:
K. V. V. Satyanarayana -
Quality control- Team

Member d""

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

0

Assurance- Team Member

Approved by: Quality. - -
Assurance/Authorized person /
Opobpeno: ObecnedeHue
kadecTBa/OTBETCTBEHHOE JIMIIO:

S. Haneefrj Quality Assurance- Team
Member -

Date /[1ata: 16-10-2025

Date /Jlata: 16-10-2025

AY
Date /[lata: 16-10-2025

Date /JTata: 16-10-2025




Dr. Réddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTUOUMKAT AHAJIM3A

Page5of 7/ Crp.5u3 7

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® ICP, kancyJibl ¢ MoAHQHIHPOBAHHLIM BhIcBoOOKAeHHeM, 30 Mr+20 Mr

Market / PoIHOK : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepust Ne 7 # Bao2bs O6bem cepun * 1250000 kancyx
Analytical Repo:’t No/ . 2002FP25002342 Date of Analysis / . 15-10-2025
AHaJIMTHYECKHii oTdeT No Jlara aHanu3za

i e : 01-01-2025 Date of Expiry / : 31-12:2027

JlaTa npou3BOACTBA Togen no

Mfg. License No. /

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

Analysis performed according ND / Anaaus nposenen no HJ: JITI-Ne(002687)-(PI'-RU)-071223

b) Domperidone /

JoMnepuioH

ii.
1v.
124

i. after 1 hour/ugepe3 1 4
ii. after 4 hours / 4epe3 4 1
after 8 hours / uepe3 8 u

after 12 hours / yepes

—24%, 24%, 26%, 23%, 23%, 28%
61%, 61%, 66%, 63%, 58%, 68%
85%, 86%, 92%, 87%, 87%, 90%

95%, 9%, 103%, 9T%, 99%, 100%

In 0.1M hydrochloric acid solution /

B 0,1 M pacTBOpe XJI0pOBOIOPOAHOMH
KUCIIOTHI:

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 %o / He medee 70 %

of the labeled amount of Domperidone
(C22H04CIN5O2) / oT HOMHHATBHOTO
COEpXKaHHs JOMIEPUIOHA

(C22H24CINsO»)
9 |Assay / KonrndecTBeHHOe onpejesieHHe
A. Omeprazole / 20.51 mg /20,51 mr A. From 180mg to 22.0mg of
Owmenpaszon (102.6% / 102,6%) C17H19N30s5S (Omeprazole) per

capsule (90.0 to 110.0 % of the label
claim) / Ot 18,0mMr mo 22,0 mMr
Ci7H1sN303S (oMmempason) B Kamcyine
(ot 90,0 1o 110,0 % OT HOMHHATIEHOTO

coJep KaHH).
B. Domperidone / 30.71 mg /30,71 mr B. From 27.0 mg to 33.0 mg
JlomniepunoH (102.4% / 102,4%) C»H24CINsO,  (Domperidone)  per

capsule (90.0 to 110.0 % of the label
claim) / Ot 27,0mMr mo 33,0wmr
C22H24CINsO, (mommniepunon) B
kancyne (or 90,0 nmo 110,0% ot
HOMHHAJIBHOT'O COJIepKaHu).

10

Microbial limits / MukpoGuoJorutieckas 4Y4cToTa

Remarks : The Product confirms to ND/

Ipumeuanue: IIpoxykT cooTBeTcTBYET TpeboBanuaM HJ{

Conclusion : APPROVED /

Zaknouenue: OJJOBPEHO

Prepared by /
[ToarorosneHo:
D. Latha - Quality control-

Team Member LZ

Checked by / IlpoBepeHo:
K. V. V. Satyanarayana -
Quality control- Team
Member

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

Assurance- Team Member

unin)

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecnedeHue
ka4yecTBa/OTBETCTBEHHOE JIULIO:

S. Haneefj- Quality Assurance- Team
Memberg _

Date /Tata: 16-10-2025

Date /[lata: 16-10-2025

T
Date /[lata: 16-10-2025

128
Date /[Jata: 16-10-2025




Dr. Réddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Page 60of 7/ Crp. 6 u3 7

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JICP, kancysibl ¢ MOAHGHUHPOBAHHLIM BblcBOOOXAeHHEeM, 30 Mr+20 Mr
Market / Prinok : Russia / Poccus
Batch No / ) Batch Quantity / . 1250000 caps /
Cepusi Ne i O6bem cepun 1250000 xancyn
Analytical Repo:'t No/ . 2002FP25002342 Date of Analysis / . 15-10-2025
AHaIMTHYECKHH oTdyeT No JlaTa aHanu3a
Date of Manufacture / . 01-01-2025 Date of Expiry / . 31-12-2027
JlaTa npousBoAcTBa Togen no
Mfg. License No. /
ITpousBoacTBeHHas Muuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT-RU)
Ne

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

a) Total aerobic microbial
count / Ob1ee 9uciIo

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

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

BMECTC C

insert) in a carton. / Ilo 10 kamcyn B
6nucrepe u3z (IIBX/AJITIA) donsru /
amoMuHneBol doneru. Ilo 3 Gmucrepa

MeIULUHHCKOMY NMPUMEHEHHIO (JIMCTKOM-
BKJIafbIIIEM) B Ia4Ky KapTOHHYIO.

HHCTPYKLMEH no

a3pOoOHBIX
MHUKPOOPTaHH3MOB
| b) Total combined yeasts Less than 10 CFU/g / b) Not more than 102 CFU/g /
and mould count / Menee 10 KOE/r He 6onee 10> KOE/T
O61uee gncno
IPOXKEBBIX U
IUIECHEBBIX I'pHOOB
¢) E. coli Absentin 1 g/ c) Shall be absent in 1g/
' ‘OrcyrctByeTB 1 T " OrcyrctBHe B 1 T -
11 Package / Ynakogpka 10 capsules in a (PVC/AVPA)| 10 capsules in a (PVC/AI/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. / ITo 10
karcyn B Onuctepe w3 (IIBX/AJI/TIA)
tdoneru / amoMunmreBoi gonsru. Io 1, 3,
8, 10 6amucTepoB BMeCTE ¢ HHCTPYKUMEH 11O
MeTULIUHCKOMY NPUMEHEHIIO (JIMCTKOM-
BKJIABIIIEM) B TaUKy 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 crenM(UKanuK NpeICcTaBieHsl Ha CPoK rogHocTH. [Ipu BeIDycKe Ipemnapar NpoBepseTcs B COOTBETCTBHU CO
cnenu¢uKanyell Ha BBIIYCK, O3TOMY B CepTH(dMKaTe aHalM3a Ha MperapaT MOTYT ObITh yKa3aHbl 60Jiee CTPOrue HOPMBEI,
4eM B HACTOSIIEM HOPMAaTHBHOM JOKYMEHTE IO KaueCTBY.

| API name / HaumenoBanne A®C: I

Omeprazole / Omenpason

| Domperidone /JomnepuaoH

Remarks : The Product confirms to ND/

IIpumeyanne: [IpoaykT cooTBeTCTBYET TpeboBaHusM H]J

Conclusion : APPROVED /

3axmouenune: OJOBPEHO

Prepared by / -
[ToaroToBieHoO:
D. Latha - Quality control-

Team Member L &[
=,

Checked by / ITposepeHo:

K. V. V. Satyanarayana -
Quality con%Team

Member

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

Assurance- Team Member

XA

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecnieuenne
KauecTBa/OTBETCTBEHHOE JUIO:

S. Haneef+ Quality Assurance- Team
Member {2 -

Date /Mara: 16-10-2025

Date /[lata: 16-10-2025

1
Date /Jlata: 16-10-2025

v
Date /[Tata: 16-10-2025




CERTIFICATE OF ANALYSIS

Dr.Reddy’s €¢

CEPTUOHUKAT AHAJIN3A
Page7of 7/ Crp.7n3 7
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® ICP, kancynsl ¢ MOTHGHUHPOBAHHLIM BhICBOGOXAeHHEM, 30 Mr+20 mr
Market / Peinok : Russia / Poccus
Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne e O6beM cepHH © 1250000 xancyn
Analytical Repo“rt No/ . 2002FP25002342 Date of Analysis / . 15-10-2025
AHanuTHYecKuii oTyer Ne Jara ananuza
Date of Manufacture / . 01-01-2025 Date of Expiry / . 31-12-2027
JlaTa npoH3BoaCTBA T'open go
Mfg. License No. /
IpouszBoacTBenHas nuuensust : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI'-RU)
Ne
Analysis performed according ND / Anajans nposenen mo HJ: JITI-Ne(002687)-(PI'-RU)-071223
INN / MHH: ] Omeprazole / OMenpazon Domperidone / [lTomneprnon
API manufacturer batch number /
Homep cepuu nponspoaurtensa ADC: OME/00325 0000123090
FP Manufacturer API Batch number /
Homep cepuu cy6cTaHuumn FBSA00145 FBSH00003
npouspoautens I'JI®:
API Manufactured by & country / Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India /
TMponsroautenn ADC, crpana: Ilpunu ®apmacsotuxaic Jitn, Hamus Bacynxa ®apma Kem JItn, Maans

Dr. Reddy's Laboratories Ltd., Formulation Tech Ops — 11, 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) /

H-p Pexmu ¢ Jlabopatopuc JItx., [IponsBoncTeeHHOE noapasaenenue-II,
Vyactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynmannu Bumnamxk,
Bagynamnu Mangan, Meayan Mankamkrupu Juctpukr - 500090, wrar
Tenanrana, Uaaus (Jlunensus Ne 63/RR/AP/96/F/R)

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

HaumeHoBaHmue, aapec, JTHLUEH3US JJIA
IIpouszBoacTBeHHas MUIoIaaKa /
IInomaaka KOHTPoAst KadecTBa /
Inoiaaka BeIMycKa

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 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».

3ak04yenHe 0 cooTBercTBHHM: «HacToAlMM s NOATBepXKOAr0, YTO NpPHUBENEHHAas Bbllle HHPOpMaUUs SBIAETCA
JOCTOBEPHOH M TOYHOM. OTa cepys NPOLYKIMHU NPOM3BEeNCHA (BKIIIOYas YNakoBKy (MapKHpOBKY) M KOHTPOJb KauecTBa) Ha
BBIIIEYKAa3aHHOH IIPOM3BOJICTBEHHON IUIomafke (IUIOMIAfkax) B IOJHOM COOTBETCTBUM ¢ TpebopaHusaMu Ilpasui
HaJUteXKatied MpOU3BOACTBEHHOM NMpakTHKU EBpasuiickoro 3KOHOMUYECKOro COI03a U TpeOOBaHUAMH KOHTPOJL1 KayecTBa
JIEKapCTBEHHBIX CPEJCTB, @ TAKKE B COOTBETCTBMM €O clieLU(UKAUMAMHU, CONCPXKAIUMHUCI B PErHCTPAlMOHHOM JO0ChE
CTpaHpl-MMIOpTepa. 3amucu IO TNPOU3BOINCTBY, YNAKOBKE M AHANW3y MPOBEPEHbI, M YCTAHOBJIEHO WX COOTBETCTBHE
TpeboBanuaM IlpaBun Haanexamel MPOU3BOACTBEHHOM NpakTHK EBpa3zniickoro 5SKOHOMUYECKOTO COK03aY.

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

Ipumeuanne: [Ipogykt coorBercTByeT TpedoBanuam HJI 3arnouenne: OIOBPEHO

Prepared by /
IToarotosneHo:
D. Latha - Quality control-

Team Member ”
AL

Checked by / IIposepeno:
K. V. V. Satyanarayana -
Quality control- Team
Member

Checked by (AQA) /
Iposepero (AOK):

V. Prashanth - Quality
Assurance- Team Member

i)

Approved by: Quality
Assurance/Authorized person /
Onobpexo: ObecneueHue
kauecTBa/OTBETCTBEHHOE TMLIO:
S. Haneef(l Quality Assurance- Team

Member -

-

Date /Jlata: 16-10-2025

Date /JlaTa: 16-10-2025

v
Date /Iara: 16-10-2025
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Date /[ara: 16-10-2025




