Dr.ﬁeddy’s ‘?..’

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 1of 7/Crp. 1 u3 7

Product: Omez DSR, modified-
| IIpoayker: Omes® JICP, kancyas

release capsules, 30 mg+20 mg /
1 € MOAHPHUHPOBAHHBIM BbicBOGOMACHHEM, 30 MIr+20 Mr

o

Market / Peinox : Russia / Poccus

Batch No / ) Batch Quantity / . 1250000 caps /

Cepust Ne ¥ B2502945 Ob6bem cepun " 1250000 kancyn
Analytical Report No / : 2002FP25002296 Date of Analysis / : 30-09-2025
AHAJIHTHYECKHIT 0TyeT No Jara ananuza

Date of Manufacture / : 01-05-2024 Date of Expiry / : 30-04-2027

Hata npouseoacrea Togen oo

Mifg. License No. /

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

Analysis performed according ND / Anaans nposenex nmo HJI: JITI-Ne(002687)-(PT-RU)-071223

S';)O / Test / Teer Result / Pesynbrar Specification / Cneundnkanns —I
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. /

TBepneie  xematnuOBHIE Npo3payHeIe
GecuseTHbe  KamcyuEl pasmepa 1 ¢
MapKHpPOBKO# YEPHOTO 1BeTa

« Y DR. REDDY’S» Ha KpHILIEYKe
KalCylsl W  MapkWpoBKOM  KpacHoro

size | with a black

" 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. /

imprint

Teepapie
OecrBeTHEIE
MapKHpPOBKOiI1

« Y DR. REDDY’S» na KphIlIeyke

KEJAaTHHOBEIE  MpO3pauHbie
Kaflcynel  pasmepa 1 ¢
4epHOro LBeTa

IMoaroroeneno:
B. Satyanarayana - Quality
control- Team Member

D. Latha- Quality control-
Team Member

Y2

[Nposepero (AOK):
V. Prashanth - Quality
Assurance- Team Member

Y

uBera - «OMEZ-DSR»  ma KOpHyC‘? Kancynsl ¥ MapKMpOBKOM KpacHOTO IBeTa
KRNICYIIBI. Conepimoe Kancyu: «OMEZ-DSR» Ha KOpIlyce  KanCyiibL
Chepuueckne  memneTsl  Genmoro 1| ONlepKHMOE  KamCym:  cipepuueckio
KOPMMHEBOTO UBeTa. IEIIETE! OT 6e10ro 10 cepoBaTo-6e10ro u
OT  KOPHYHEBOIO 10  JKENTOBATO-
KOPMHYHEBOTO I{BETA.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: IMpomyxr COOTBETCTRYET TpeGoBaHuam HJJ 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Hposepeno: ||Checked by (AQA)/ Approved by: Quality

Assurance/Authorized person /
Ono6pero: O6ecnegenne
KayecTBa/OTBETCTBEHHOE JIHIIO:

S. Haneef - Quality Assurance- Team
Member %‘

Date /Ilata: 30-09-2025

Date /J{ata: 30-09-2025

Date /Tara: 30-09-2025

Date /[lata: 30-09-2025




Dr.Reddy’s “5.'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Page2 of 7/Crp.2 m3 7

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Ome3® ICP, kancyas! ¢ MoagudHIHPOBAHHBIM BBICBOGOKIeHHEM, 30 Mr+20 Mr
Market / PoiHok : Russia / Poccust
Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne = B2302280 O6bem cepun * 1250000 xancyn
Analytical RepO“rt No / . 2002FP25002296 Date of Analysis / . 30-09-2025
AHaanTHyecknii oTyeT No JaTa ananuza
Date of Manufacture / . 01-05-2024 Date of Expiry / . 30-04-2027
Jarta npousBoacTBa Toaen no
Mfg. License No. /
IpousBoacTBeHHast smuen3us : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII-Ne(002687)-(PI'-RU)
No
Analysis performed according ND / Auanus nposegen o HJ/I: JITI-Ne(002687)-(PI'-RU)-071223

2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
UnenTuhnkanus 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
Owmenpaszon in the chromatogram of the standard | chromatogram of standard solution (section
JomrnepunoH preparation under assay. / BpemeHna | Assay). / BpeMeHa  yAepXuUBaHUA

YIOSPKUBaHHA OCHOBHBIX IIHKOB Ha | OCHOBHBIX MHKOB Ha XpoMaTorpamme
XpOMaTorpaMMe UCIBITYEMOTO pacTBOpa | HCIBLITYEMOTO pactBopa JOJIKHBI
COOTBETCTBYIOT BpEMEHAM YIEPKHMBaHUA | COOTBETCTBOBAThH BPEMEHAM yICpP)KHBAaHHS
NMKOB OMEMNpa3oia ¥ AOMIEPHAOHA HA | IMKOB OMeMNpasona M [IOMIEpUOOHa Ha
XpOMAaTorpaMMe CT2HAApTHOTO pacTBOpa | XpoMaTorpaMMme CTaHIApTHOTO pacTBOpa
(pazmen “KonmgectBeHHoe | (pasaen «KonwmuecteeHHoe |~
onpenesieHUE). OmpeNeNeHuey ).

3 Average weight of the net 37543 mg/ 375,43 mr 369.0 mg + 10 % (between 332.1 to 405.9
content / CpeaHsast Macca mg) /
CONEPKMMOro0 KancyJs 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 %
Coaep:xaHue BOAbI

5 Uniformity of dosage units / OqHOPORHOCTE J03MPOBAHHBIX eXHHHUII
Omeprazole / OmMenpason 8.1/8,1 Acceptance value (AV) should be less than

or cqual to 15.0 / [Iloxasarcin
npuemnemoctd (AV) momkeH OBITH He

5.8/5,8 6oxee 15,0.
Domperidone / Acceptance value (AV) should be less than
Homnepunox or equal to 150 / Tloka3arens
npuemineMoctd (AV) pomkeH ObITh HE

6onee 15,0.

Remarks : The Product confirms to ND/

ITpumeyanne: IlpogykT cooTBeTCTBYET TpeGoBanmam HJT

Conclusion : APPROVED /

3akmovenne: OJOBPEHO

Prepared by /

[ToarororneHo:
B. Satyanarayana - Quality
control- Team Me

ber

>

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

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

Uig)

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneucHue
kagecTBa/OTBETCTBEHHOE JIUIIO:

S. Haneef - Quality Assurance- Team
Member

-

Date /JTata: 30-09-2025

Date /Tara: 30-09-2025

Date /J]ata: 3d—09-2025

Date /Ilata: 30-09-2025




Dr. ﬁeddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page3of 7/Crp.3u3 7_

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Iponyxr: Omes® JICP, kancyas! ¢ MoAHGHIHPOBAHHLIM BbICBOGOKAeHHEM, 30 MIr+20 mMr

Market / Peinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne SMB2502945 O0bem cepun © 1250000 xamcyn
Analytical Repo:‘t No/ . 2002FP25002296 Date of Analysis / . 30-09-2025
AHanuTHYeCKHIi oTuer No JlaTa ananu3a

Date of Manufacture / . 01-05-2024 Date of Expiry / . 30-04-2027

Jara npousBogcTBa Conex no

Mfg. License No. /

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

Analysis performed according ND / Auanus nposegen no HJI: JITI-Ne(002687)-(PT-RU)-071223

6 |Impurities / IIpumecu

Total impurities /
Cymma nmpumMeceit

Omeprazole / Omenpasona:

Any individual unidentified

Impurity 1 / npumecs 1 0.01%/ 0,01%

Impurity 2 / npumecs 2 Not detected / He 06HapyxeHa

Impurity 3 / mpumecs 3 0.03%/0,03%

Impurity 4 / mpumecs 4 Less than LOQ (LOQ = 0.020%) / Huxke
Impurity 5 / mpumecs 5 IpeAena KOJNHWYECTBEHHOTO OTNpPEleIeHUs
Domperidone / (IIKO = 0,020%)

Homnepudona: Less than LOQ (LOQ = 0.010%) / Hinkxe
Impurity A / mpumecs A npenena KOMHYECTBEHHOTO OIpeHeieHUsA
Impurity B / npxMecs B (ITKO = 0,010%)

Impurity C / mpumecs C

Impurity D / npumecs D 0.03%/ 0,03%

Impurity F / npumecs F Not detected / He 0OHapykeHa

0.02% / 0,02%

impurity / JIrobas 0.11%/0,11%

€IVHHUYHAs Not detected / He o6Hapyx)eHa
HEMJICHTUGHUIUPOBaHHAS Not detected / He 0OHapyxeHa
MIPUMECH

0.2%/0,2%

Omeprazole / Omenpasona:

Not more than 0.50 % / He 6oxee 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 6omnce 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Domperidone / Jomnepudona:

Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6omnee 0,50 %
Not more than 0.50 % / He 6oxaee 0,50 %
Not more than 0.50 % / He 6oxaee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.20 % / He 6o1ee 0,20 %
Not more than 2.5 % / He 6omnee 2,5 %

7  |Residual solvents/ OcTaTouHble OprasnyecKHe pacTBOPHTEIH

a) Methanol/
Meranon

b) Methylene chloride /
Metunenxnopun

Not detected / He o6HapyxeHa b)

5 pg/capsule / 5 Mxr/kancyna a)

Not more than 1107 pg per capsule /
He 6onee 1107 Mxr Ha Karncyy

Not more than 221 pg per capsule /
He 6onee 221 MKr Ha KalcyTy

Remarks : The Product confirms to ND/

Ipumeuanue: IlpoaykT cooTBeTcTBYET TpeboBaHusM H]T

Conclusion : APPROVED /

3axmouenne: OJOBPEHO

Prepared by /
IToarorosneno:

B. Satyanarayana - Quality
control- Team Member

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

g —

Checked by (AQA)/
[Tposepeno (AOK):

V. Prashanth - Quality
Assurance- Team Member

thiu0

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecneuenue
kauecTBa/OTBETCTBEHHOE JIULIO:

S. Haneef - Quality Assurance- Team
Member

Date //Tata: 30-09-2025

Date /[Tata: 30-09-2025

7
Date /Iara: 30-09-2025

Date //Tara: 30-09-2025




Dr. keddy’s ":"

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Paged4of 7/ Crp. 43 7

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

Ipoayxr: Ome3® JICP, kancy.anl ¢ MoguGHUHPOBAHHEIM BLICBOOOKIeHHEM, 30 Mr+20 Mr

Market / PoiHok : Russia / Poccua

Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne : B2502945 O6beM cepuu " 1250000 xamncyn
Analytical Repourt No/ . 2002FP25002296 Date of Analysis / . 30-09-2025
AHAJHTHYECKMI oTyeT No JlaTra ananu3za

Date of Manufacture / . 01-05-2024 Date of Expiry / . 30-04-2027
Jlara npon3BoaCTBA Togen no

Mfg. License No. /

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

Analysis performed according ND / Anasnns nposenes no HJI; JITI-Ne(002687)-(PI'-RU)-071223

ii.
iii.

iv.

Jomnepunox

after 1 hour / uepe3 1 u
after 4 hours / yepe3 4 4
after 8 hours / yepes 8 u

after 12 hours / yepes
124

23%, 22%, 26%, 25%, 24%, 25%
48%, 54%, 55%, 53%, 53%, 53%
68%, 75%, 77%, 75%, 76%, 74%
77%, 83%, 84%, 82%, 84%, 85%

8 Dissolution / PacTBopenne
a) Omeprazole /
Owmenpazon
i. Acid stage (0.1N 4%, 6%, 1%, 0%, 0%, 1% In a 0.1 M hydrochloric acid solution - not
HCI)/ more than 15 % of the label amount of
B 0,1 M pactBope omeprazole (C17H19N30sS) after 2 hours. /
KNOPUCTOBONOPOAHO B U,1 M pacTsope XTOpOBOIOPOIHON
# KHCTOTHI KHCIOTHI — He 6onee 15 % ot
(akTHIECKOTO CONMEepIKAHHA
omenpazona (C17HisN3OsS) uepes 2 1.
ii. Buffer stage (pH 6.8 E .
phosphate buffer) / 96%, 98%, 98%, 100%, 96%, 100% In buffer pH 6.8 - not less than 70 % (Q) of
B 6ydepe pH 6,8 the label claim of omeprazole
(C17H19N3058) after 30 minutes./
B 6ydepe pH 6,8 — ve Menee 70 % (Q)
OT HOMUHAIBHOTO COAEPXKaHUA
omenpasona (C17H9N3OsS) yepes
30 muH.
b) Domperidone / In 0.1M hydrochloric acid solution /

B 0,1 M pacTtBOpe XJIOPOBOROPOAHOI
KHCJIOTHI:

between 15 % and 40 % / ot 15 % no 40 %
between 30 % and 70 % / ot 30 % mo 70 %
between 55 % and 95 % / ot 55 % 10 95 %

not less than 70 % / ne meHee 70 %

of the labeled amount of Domperidone
(C22H24CINsO7) / 0T HOMHHATEHOTO
COIEpXKaHHs IOMIEepUIoHa

Remarks : The Product confirms to ND/

IIpumeuanue: Ilpoaykt cootBercTBYeT TpeboBanusm HJ|

Conclusion : APPROVED /

3akmoyenue: OJOBPEHO

Prepared by /
[ToarorosneHo:

B. Satyanarayana - Quality
control- Team Member

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

v

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

Assurance- Team Member

il

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: ObecnieueHue
kayecTBa/OTBETCTBEHHOE JIUIIO:

S. Haneef - Quality Assurance- Team
Member

Date /[Tata: 30-09-2025

Date /Hara: 30-09-2025

Date /ara: 30-09-2025

e

Date /[ara: 30-09-2025




Dr. Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
PageS5of7/Ctp.5u3 7
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykt: Omes® JICP, kancyabl ¢ MogngUIMPOBAHHBLIM BbICBOG0KIeHHeM, 30 Mr+20 Mr
Market / PoiHok : Russia / Poccus
Batch No / . Batch Quantity / . 1250000 caps /
Cepus No : B2502945 O6bem cepuu © 1250000 xancyn
Analytical Repo:'t No/ . 2002FP25002296 Date of Analysis / . 30-09-2025
AHaJIMTHYECKHI oTUeT No JlaTa aHanu3a
Date of Manufacture / . 01-05-2024 Date of Expiry / . 30-04-2027
JlaTa npousBoacTBa Tonen g0
Mfg. License No. /
IpouzBoacrBenHas Junensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT-RU)
No
Analysis performed according ND / Ananus nposeaen no HJI: JIII-Ne(002687)-(PI'-RU)-071223
| | (C2;H24CIN5O2)
9 |Assay / KonudecTBeHHOe onpeeseHue
A. Omeprazole / 20.48 mg /20,48 mr A. From 180mg to 22.0mg of
Owmenpazon (102.4% / 102,4%) C17H19N305S (Omeprazole) per

capsule (90.0 io 110.0 % of the label
claim) / Or 18,0mMr mo 22,0wmr
Ci7H19N3UsS (omenpazon) B Karcyse
(ot 90,0 no 110,0 % oT HOMHHAIBEHOTO
COJIepKaHMSA).

B. Domperidone /
HomMnepunox

30.02 mg/ 30,02 Mr B.
(100.1% / 100,1%) -

From 27.0 mg to 33.0mg
C22H24CINsO;  (Domperidone)  per
capsule (90.0 to 110.0 % of the label
claim) / Or 27,0mMr mo 33,0mr
C2H»4CIN5O; (momniepunon) B
xarcyne (ot 90,0 mo 110,0% ot
HOMMHATILHOTO COTEPHKAHUA).

10

Microbial limits / MukpodHomornyeckas Y4McTOTA

OtcyrcTBYeTB 1 T

a) Total aerobic microbial Less than 10 CFU/g/ a)
count / Obmiee Yucio Menee 10 KOE/r
a’3po0HBIX
MHKDOOPTaHHAMOR
b) Total combined yeasts Less than 10 CFU/g / b)
and mould count / Menee 10 KOE/r
O61ee uncio
IPOXIKEBBIX H
IUTCCHEBBIX TPHOOB
¢) E. coli Absentin 1 g/ c)

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

Not more than 102 CFU/g /
He 6o0mnee 102KOE/r

Shall be absent in 1g /
OrcytctBHe B 1 T

Remarks : The Product confirms to ND/

IIpumeuanne: TIpomykT coorsercTByeT TpeboBanuam HJI

Conclusion : APPROVED /

3axmoyenne: OJJOBPEHO

Prepared by /
IloaroroBneHo:

B. Satyanarayana - Quality
control- Team Megmer

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

-

Checked by (AQA) /
[Ipoeepeno (AOK):

V. Prashanth - Quality
Assurance- Team Member

i

Approved by: Quality
Assurance/Authorized person /
Ono6peHo: Obecnieuerne
kauecTBa/OTBETCTBEHHOE JIMIIO:

S. Haneef Quality Assurance- Team
Member -

— -

Date /lata: 30-09-2025

Date /ITata: 30-09-2025

Date /[laTa: 30-09-2025

Date /[lata: 30-09-2025




Dr.Reddy’s Q‘:"

CERTIFICATE OF ANALYSIS
CEPTUG®UKAT AHAJIN3A

Page 6of 7/ Crp. 6 3 7

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JCP, kancyJ/ibl ¢ MOTMGHIHPOBAHHLIM BLIcBOOOXKIeHHEeM, 30 Mr+20 mr

Market / Poinok : Russia / Poccus
Batch No / . Batch Quantity / . 1250000 caps /
Cepusi Ne pISER0ZES O6BbeM cepuu * 1250000 xancyn
Analytical Repovrt No / - 2002FP25002296 Date of Analysis / . 30-09-2025
AHanurH4yecKHii oTyer Ne JlaTa anajn3a
Date of Manufacture / . 01-05-2024 Date of Expiry / . 30-04-2027
JlaTa npou3BOACTBA T'onen go
Mfg. License No. /
TIpoussoacTeeHHas Juuensns : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT-RU)
No
Analysis performed according ND / Ananus nposenen mo HJI: JITT-Ne(002687)-(PI-RU)-071223
11 Package / Ynakopka 10 capsules in a (PVC/AI/PA)|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
insert) in a carton. / Ilo 10 xamcyn B
6mucrepe n3 ([IBX/AJI/TIA) donsru /
amomunneBoil ¢onery. Ilo 3 6mucrepa
BMecTe c HUHCTPYKIIHEH 1o
MeIUIMHCKOMY TPUMEHEHHIO (JIHCTKOM-

blisters and patient information leaflet
(package insert) in a carton. / Ilo 10
kanicyn B Omucrcpe u3 (IIBX/AJIIIA)
¢omeru / amomunnesoii ¢oneru. Ilo 1, 3,
8, 10 OnmcTepOBR BMECTE C MHCTPYKILUEH 110
METHLUHCKOMY TIPMMEHEHHIO (JIMCTKOM-

BKJIAJIBIIIEM) B HaUKy KapTOHHYIO.

BKJIaBIIIEM) B TAYKY 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 CHEUM(UKALUN NPEICTABNEHEl Ha CPOK romHOCTH. IIpy BHIMycKe Npenapar IPOBEPAETCA B COOTBETCTBHU CO
cnenu@UKalKell Ha BEIMYCK, TO3TOMY B cepTudUKaTe aHaM3a Ha Nperapar MOTYT OBIThH yKasaHbl (ojlee CTPOTHE HOPMEL,
YeM B HACTOALIEM HOPMATHBHOM JHOKYMEHTE IO Ka4eCTBY.

API name / HaumenoBanue ADC:

Omeprazole / Omenpason

Domperidone /[loMrepuioH

INN / MHH:

Omeprazole / Omenpason

Domperidone / JomrepraoH

API manufacturer batch number /

Homep cepun cy6ecTanunn
npousBoauresisi IJID:

Howmep cepun nponspoautens A®C: OME/00325 0000118176
FP Manufacturer API Batch number /
FBSA00145 FBRHO00025

API Manufactured by & country /
IIpouseoautenb ADC, cTpana:

Srini Pharmaceuticals Ltd, India /
punu @apmaceroTukaic Jita, Meaus

Vasudha Pharma Kem Ltd, India /
Bacymxa ®apma Kem Jita, Maaus

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

HaunMmenoBaHue, aapec, JNLEH3US 1S

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) /

Remarks : The Product confirms to ND/

IIpumeuanne: IIpoaykt coorBeTcTBYET TpeboBanmsaM HJJ

Conclusion : APPROVED /

Zaxkmouenne: OJOBPEHO

Checked by (AQA) /

Prepared by /
[ToaroroBneHo:

B. Satyanarayana - Quality
control- Team Member

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

-

[TIposepeno (AOK):
V. Prashanth - Quality
Assurance- Team Member

IV

Approved by: Quality
Assurance/Authorized person /
Opnobpeno: ObecnieucHHE
kavyecTBa/OTBETCTBEHHOE NMIIO:

S. Haneef »Quality Assurance- Team
Member ‘&

Date /Jlata: 30-09-2025

Date /Jlata: 30-09-2025

Date /JTata: 30-09-2025

Date /JTata: 30-09-2025




' . [ )
Dr. Reddy’s Q'... CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A
Page70f7/Crp.Tu3 7

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykr: Omes® ICP, kancynbl ¢ Mogn¢UIHPOBAHHBLIM BbIcBOGOKIeHHEM, 30 Mr+20 mr
Market / PoiHOK : Russia / Poccus
Batch No / . Batch Quantity / . 1250000 caps /
Cepns Ne + B2502945 O6nem cepuu * 1250000 xamcyn
Analytical Repovrt No/ . 2002FP25002296 Date of Analysis / . 30-09-2025
AHanuTHYECKHIi oTueT No Jara ananusa
Date of Manufacture / . 01-05-2024 Date of Expiry / . 30-04-2027
JlaTa npoM3BoACTBA Tonen no
Mfg. License No. /
IpouseoacTBenHas auuensust : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI'-RU)
No
Analysis performed according ND / Ananns nposeaen nmo HJI: JIII-Ne(002687)-(PI'-RU)-071223

Ilpon3BoacTBEHHAs MJIOIIAAKa / I-p Pemnu’ ¢ JTabopatopuc Jltn., IIpousBoacTBeHHOE NoApasaenienue-11,

Ilnomaaka KOHTPOJIsI KadecTBa / Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bagynawmm Bunnamxk,

Ilnomwaaka BeIMyCKa Bauyynammm Mangan, Memgan Mankamkrupu Juctpukrt - 500090, mrat

Tenanrana, Munus (JInnensus 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 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».

3akaoueHHe 0 CcOOTBeTcTBUH: «HacTodmmuM s moOTBEpXKIAl0, YTO HpPHUBENEHHAs Bble HHpopMauus sBisgeTcA
JIOCTOBEPHOI M TOYHOM. DTa cepus NPOXYKLNM MPOH3BEAeHa (BKIIOYAT YIIAKOBKY (MapKHPOBKY) H KOHTPOJIb KadecTBa) Ha
BBIIEYKAa3aHHONM IPOM3BOJCTBEHHO!N momanke (IUIoWagKax) B IOJMHOM COOTBETCTBHM ¢ TpeboBaHuaMu [lpaBun
HajIexauei Mpou3BOJCTBEHHOM MpakTHku EBpa3sHiickoro 3KOHOMHYECKOTO COX3a M TpeOOBaHMAMH KOHTPOJII KadecTBa
JIEKapCTBEHHBIX CPEACTB, @ TAKKe B COOTBETCTBMH CO CleUW(PHKALMAMH, COAEPKAIlUMHCA B PETHCTPAllMOHHOM MAOChE
CTpaHBI-MMIIOpTEpa. 3allcH [0 NPOU3BOACTBY, YNAaKOBKE M aHAIM3Y IPOBEPEHBI, M YCTAHOBIEHO HX COOTBETCTBHE
TpeboBanmaM [IpaBui Hamiekalei IPOU3BOACTBEHHOM NpakTHK EBpa3suiickoro 3KOHOMHYECKOTO COK03a).
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