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? °@ CERTIFICATE OF ANALYSIS
g D r. Reddy S ‘.‘ CEPTUOUKAT AHAJIM3A

Pagel1of 7/Crp.1n37

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

Ipoaykr: Omes® ICP, kancysisl ¢ MoAN(HIHPOBAHHLIM BhICBOGOKIeHEM, 30 Mr+20 Mr

Market / Poinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepust Ne : B2501960 O6neM cepun * 1250000 xancyn
Analytical Repo“rt No/ - 2002FP25001788 Date of Analysis / . 31-07-2025
Ananutnyeckuii oryet No Jara ananusza

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

JlaTta mpon3BoacTBa T'onen no

Mfg. License No. /

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

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

S'JI;? 4 Test / Teet Result / PesyabraT Specification / Cneunduxauns

1 Description / Onucanne Hard transparent colorless gelatin | Hard transparent colorless gelatin capsules
capsules size 1 with a black imprint | size 1 with a black imprint

“’Y DR. RED.DY,S” on the capsule " '-Y DR. REDDY’S " on the capsule
cap and a red mprin “ OMEZ-DSR” on cap and a red imprlnt " OMEZ-DSR " on

thﬁ. cap(siule body}.l _Calisullel contents: | 4, capsule body. Capsule contents: white
white and brown spherical pellets. / to grayish-white and brown to yellowish

TBepmble XeNnaTMHOBBIE Mpo3paumsie | brown spherical pellets. /
GecuBeTHEIE Kamcylbl pasMepa 1 ¢

N TRep/IWEe  WeNmATHHORKE  TIPORPAYHRIE
MapKHPOBKOH 9EepHOr'o 1BeTa

) GecuBeTHEIE Kamcynsl  pasMepa 1 ¢
« TY DR. REDDY’S» Ha kpeimeuxe | MAPKUDOEKOf 4epHOro IBETA

Kancynsl ¥ MapKHPOBKOH — KpacHOTo | Y DR. REDDY’S» Ha kphimedxe
mera  «OMEZ-DSR»  Ha Kopnym? KalcyJbl 1 MapKMpPOBKOH KpacHOTO IIBeTa
ISaTICHTEr. Conepinmoe Kaneyl | «OMEZ-DSR» Ha KopIyce KamcCybl.
chepryeckie MemneTel  Oenoro Conepumoe Karncy: chepuueckie
KOpHIHEBOTO LBETA. TenyeTsl 0T 6enoro 10 cepoBaTo-0eI0ro 1
OT  KOPHYHEBOTO A0  JKENITOBATO-
KOPUYHEBOTO LBETA.

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

ITpumeuanne: [Ipoaykt coorsercTByeT TpeGoBanuam HJI 3axmwoyenne: OIOBPEHO

Prepared by / Checked by / ITpoepeno: ||Checked by (AQA) / Approved by: Quality g

[Moaroroeneno: Ch. Prasad -|(D. Latha - Quality control-||[[Tposepeno (AOK): V. Assurance/Authorized person /¢

Quality control- Team Team Member Prashanth - Quality Onobpeno: O6ecniedeHue

Member &' Assurance- Team Member ||(kauectsa/OTtBercTBeHHOE Auno:; P. Rama
WD Rao - Quality Assurance- Team Member

- T
Date /Jlata: 31-07-2025 Date /Iara: 31-07-2025  (|Date /Hata: 31-07-2025 Date /[JaTa: 31-07-2025
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? o@® CERTIFICATE OF ANALYSIS
' Dr’ Reddy S ‘.. CEPTHOHUKAT AHAJIN3A
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Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykr: Omes® ICP, kancysibl ¢ MOTNGUIMPOBAHHLIM BLICBOGOXKIeHHEM, 30 Mr+20 Mr
Market / PeiHOK : Russia / Poccus
Batch No / . B2501960 Batch Quantity / . 1250000 caps /
Cepus Ne . O6bem cepun " 1250000 xancyn
Analytical Repo:‘t No/ - 2002FP25001788 Date of Analysis / . 31-07-2025
AHaJIuTH4YeCKHiT oTUeT Ne JaTa ananuza
Date of Manufacture / . 19-05-2025 Date of Expiry / . 30-04-2028
JlaTa npousBoacTea Toaen oo
Mfg. License No. /
IIpousBoacTeeHHas aunensnsa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI'-RU)
Ne
Analysis performed according ND / Anann3 nposegen no HJ; JII-Ne(002687)-(PI'-RU)-071223
2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
HUnenrudukanus 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
OMenpaszon - in the chromatogram of the standard | chromatogram of standard solution (section
HoMnepunon preparation under assay. / Bpemena | Assay). / BpemMeHa  yJepxuBaHHS
YOEPXMBAHUA OCHOBHBIX IIMKOB HA | OCHOBHBIX IIMKOB Ha XpOMarorpamme
XpOMaTorpaMMe HCIBITYEMOTO PAaCTBOpPa | MCIBITYEMOTO pacTBopa JIOIDKHBI

COOTBETCTBYKOT BpEME€HAM YICPXKHBaHUSA | COOTBETCTBOBAaTh BPEMEHAM YACpKHUBaHUA
IIHKOB OMCIIpA30jla U ROMIICpUIOHA HA | IMKOB OMEIpa3ojia M JOMIICpHAOHA Ha
XpoMaTorpaMMe CTaHIapTHOI'O pacTBOpa | XpOMaTorpaMMe CTaHAAapTHOT'O pacTBOpa

(paspen «Konnuéersennoe | (paspen «KonuyectseHHoe
OIMpeNIeIeHUEY ). OTpeNeNICHHE ).

3 Average weight of the net 376.20 mg/ 376,20 Mr 369.0 mg + 10 % (between 332.1 to 405.9
content / Cpeansisi Macca mg) /
COJEPKHUMOr0 KamncyJ 369,0 mr £ 10 % (ot 332,1 mo 405,9 mr)

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

ConepxaHune Boabl

5 Uniformity of dosage units / OqHOpoaAHOCTH NO3UPOBAHHBIX €AHUHHULI

Omeprazole / Omenpazon 6.9/69 Acceptance value (AV) should be less than
or equal to 15.0 / [Iloka3zarens
npueMieMoctTd (AV) nomkeH OBITH He

6onee 15,0.
Nomperidone / Acceptance value (AV) should be less than
Jomrrepruion 57/57 or equal to 150 / [Ilokasatens
) ’ npuemnemoctd (AV) nomkeH ObITh He
6omnee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanne: IponykT cootBeTcTBYET TpeGoBanusM HJT 3akmoyenue: OJJOBPEHO
Prepared by / Checked by / ITpoeepeno: |[Checked by (AQA)/ Approved by: Quality ﬁ
[Noaroroeneno: Ch. Prasad -|[D. Latha - Quality control- ||{[Tposepero (AOK): V. Assurance/Authorized person /
Quality control- Team Team Member Prashanth - Quality Opobpeno: ObecnedyeHune
Member N0 l_é", Assurance- Teapn Member |[xagecTBa/OTBeTCcTBEeHHOE NULIO: P. Rama
( 1O\ Rao - Quality Assurance- Team Member
* T
Date /Iara: 31-07-2025 Date /Jlata: 31-07-2025  ||Date /Hdara: 31-07-2025 Date /[Tata: 31-07-2025




CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIU3A
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Product: Omez DSR, modified-release capsules, 30 mg+20 mg /

ITpoaykt: Omes® JICP, kancy/isl ¢ MOTH(HIHPOBAHHBIM BLICBOGOKAEHHEM, 30 Mr+20 Mr

Market / Poinox : Russia / Poccus

Batch No / . B2501960 Batch Quantity / . 1250000 caps /
Cepusi Ne ) O0bem cepun 1250000 xancyn
Analytical Repo;t No/ . 2002FP25001788 Date of Analysis / . 31-07-2025
AHaauTHYeCKHIi oTYeT No JaTa ananuza

Date of Manufacture / : 19-05-2025 Date of Expiry / . 30-04-2028
JlaTta npousBoacTBa T'oaen no

Mifg. License No. /

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

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

6 |Impurities / Ilpumecn

Omeprazole / Omenpasona: Omeprazole / Omenpazona:

Impurity 1 / npumecs 1 Not detected / He o6HapyxeHa Not more than 0.50 % / He 6onee 0,50 %
Impurity 2 / mpumech 2 Not detected / He 06HapyxeHa Not more than 0.50 % / He 6onee 0,50 %
Impurity 3 / npumecs 3 0.03%/0,03% Not more than 0.50 % / He 6onee 0,50 %
Impurity 4 / npumecs 4 Not detected / He 06HapyxeHa Not more than 0.50 % / He 6onee 0,50 %
Impurity 5 / npumecs 5 Less than LOQ (LOQ = 0.010%) / Hwxe |Not more than 0.50 % / He Gonee 0,50 %
Domperidone / mpefena KOJNHYECTBEHHOro onpencneHus |Domperidone / Jomnepuoona:
Tomnepuoona: (ITKO =0,010%) Not more than 0.50 % / He 6onee 0,50 %
Impurity A / npumecs A Not more than 0.50 % / He 6onee 0,50 %
Tmpurity B / npumecs R 0 05% / 0,N5% Net morc than 0.50 % / He 6once 0,50 %
Impurity C / mpumecs C Not detected / He 0OHapyxeHa Not more than 0.50 % / He 6oxnee 0,50 %
Impurity D / npumecs D Not detected / He 0OHapyxeHa Not more than 0.50 % / He 6onee 0,50 %
Impurity F / npumecs F 0.16%/0,16% Not more than 0.20 % / He 6onee 0,20 %
Any individual unidentified |Not detected / He oGnapyxeHa Not more than 2.5 % / He 6onee 2,5 %
impurity / Jlro6as

€IUHAYHAS Not detected / He oOHapyxeHa

HeUIeHTN(OUIHPOBAHHAS

NpUMech

Total impurities / 0.2%/0,2%

CyMMa npumeceii

7  |Residual solvents/ OcTaTo4HbIe OPraHHYeCKHE PACTBOPHTEIH

a) Methanol / 5 pg/capsule / 5 Mxr/kancyna a) Not more than 1107 pg per capsule /
Mertanon He 6onee 1107 Mxr Ha kancyry

b) Methylene chloride / Not detected / se oBHapyxeHa b) Not more than 221 pg per capsule /
MeTunenxnopun He 6osee 221 Mxr Ha Kancymiy

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

IIpumeyannue: Ilpoaykr cooTBeTCcTRYET TpeboBanmsam HJT 3axmouenne: OJOBPEHO

Prepared by / Checked by / IIposepeno: ||[Checked by (AQA) / Approved by: Quality =
IMoaroroeneno: Ch. Prasad -{|D. Latha - Quality control- ||[TIposepeno (AOK): V. Assurance/Authorized person /
Team Member Prashanth - Quality Onobpeno: Obecnedyenue

kauecTBa/OTBETCTBEHHOE Iuo: P. Rama

Quality contrgl- Team
Member &fj

Assurance- Teap Member

Rao - Quality Assurance- Team Member

Date /[ata: 31-07-2025

Date /[Mara: 31-07-2025

LS
Date /JTata: 31-07-2025

Date /[ara: 31-07-2025
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Product: Omez DSR, modified-release capsules, 30 mg+20 mg /

Ipoaykr: Omes® JICP, kancy/isi ¢ MoaHGHIHPOBAHHBIM BhICBOGOXKIEHHEM, 30 MI+20 Mr

Market / PoiHok : Russia / Poccusa

Batch No / - B2501960 Batch Quantity / . 1250000 caps /
Cepus Ne ) O6bem cepun * 1250000 xancyn
Analytical Repo:'t No/ . 2002FP25001788 Date of Analysis / . 31-07-2025
AHajuTHYecKkHii oTyeT No JlaTa anainsa

Date of Manufacture / . 19-05-2025 Date of Expiry / . 30-04-2028
JlaTa npousBoAcTBa T'open go

Mfg. License No. /

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

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

8 Dissolution / PacTBopenne
a) Omeprazole /

Owmenpazon
i. Acid stage (0.IN 0%, 0%, 0%, 0%, 0%, 0% ~|Ina 0.1 M hydrochloric acid solution - not
HCl)/ more than 15 % of the label amount of
B 0,1 M pactrope omeprazole (C7H19N3038) after 2 hours. /
XJNOPUCTOBOAOPOIHO B 0,1 M pacTBOpe XI0pOBOAOPOAHOMN
# KHCJIOTBI KHUCTOTH! — He 6onee 15 % ot

daxTHgeckoro conepxaHus

omernpasona (C17Hi19N30;3S) uepes 2 4.

ii. Buffer stage (pH 6.8 . -
phosphate buffer) / 95%, 101%, 95%, 98%, 98%, 98% In buffer pH 6.8 - not less than 70 % (Q) of
B 6ydepe pH 6,8 the label claim of omeprazole

(Ci7H19N30;38) after 30 minutes./

B 6ydepe pH 6,8 — He menee 70 % (Q)

OT HOMHUHAJIBHOTO COIEPIKaHUA

oMenpasona (C17H1sN30;3S) gepes

30 MMH.
b) Domperidone / In 0.1M hydrochloric acid solution /
Hlownepunon B 0,1 M pactBOpe XJIOpPOBOIOPOIHOM
KHCIIOTHI:
i. after 1 hour/ gepe3 1 4 16%, 21%, 22%, 19%, 19%, 17% between 15 % and 40 % / ot 15 % m0 40 %

ii. after 4 hours / uepe3 4 u 46%, 48%, 58%, 43%, 46%, 42% between 30 % and 70 % / ot 30 % mo 70 %
iii. after 8 hours / yepe3 8 u 68%, 70%, 78%, 63%, 72%, 70% between 55 % and 95 % / ot 55 % mo 95 %

iv. after 12 hours / uepes 79%, 80%, 87%, 73%, 81%, 81% not less than 70 % / ne Menee 70 %
124 of the labeled amount of Domperidone

(C22H54CINsO,) / 0T HOMHHAIEHOTO

COJIEpKaHNsA AOMIIEPUIOHA

(C22H24CIN5O2)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeyanne: [Iponykr coorsercTByet TpebGoBanmam HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Ilposepeno: |[Checked by (AQA)/ Approved by: Quality
[Moarorosneno: Ch. Prasad -||D. Latha - Quality control- ||[Tpoepeno (AOK): V. Assurance/Authorized person /
Quality control- Team Team Member Prashanth - Quality Opnobpeno: Ob6ecnedcHNe
Member Assurance- Team Member ||kasecrsa/Orsercreentoe auno: P. Rama
LAl Rao - Quality Assurance- Team Member
Date /ata: 31-07-2025 Date /lata: 31-07-2025  ||Date /MTara: 31-07-2025 Date /Mara: 31-07-2025
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A
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Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykr: Omes® JICP, kancyibl ¢ MOAHMHIMPOBAHHBLIM BLICBOGOKACHHEM, 30 Mr+20 Mr
Market / Prinoxk : Russia / Poccusa
Batch No / - B2501960 Batch Quantity / . 1250000 caps /
Cepust No ) O6beM cepuu 1250000 xancyn
Analytical Repovrt No/ + 2002FP25001788 Date of Analysis / . 31-07-2025
AHaJnTHYecKH# oTueT Ne HMara aHanu3a
Date of Manufacture / . 19-05-2025 Date of Expiry / . 30-04-2028
JlaTa mpou3BOACTEA Togen no
Mfg. License No. /
IIpon3BoacTBeHHas Junen3usi : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT'-RU)
Ne
Analysis performed according ND / Ananu3s nposenen mo H: JITI-Ne(002687)-(PT-RU)-071223
9 |Assay/ KonndecrBeHHOe onpeje/ieHHe
A. Omeprazole / 19.86 mg / 19,86 mr A, From 180mg to 220mg of
Owmenmnpazon (99.3%/ 99,3%) C17H19N30sS (Omeprazole)  per
capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mMr mo 22,0 mMr
C17H19N303S (oMempason) B Kamncyne
(ot 90,0 mo 110,0 % oT HOMHHATILHOTO
colepKaHus).
B. Domperidone / 30.41 mg /30,41 mr B. From 27.0 mg to 33.0mg
JomnepunoH (101.4%/ 101,4%) C»H24CINsO,  (Domperidone) per
. capsnle (90.0 to 110.0 % of the label
claim) / Ot 27,0mMr pmo 33,0Mr
C22H24C1N502 (I[OMl'IepI/IIlOH) B
kancynre (ot 90,0 mo 110,0% ot
HOMMHATBHOTO CONEpKaHMs).
10 |Microbial limits / MukpoGuoJiorayeckas Y4cToTa
a) Total aerobic microbial Less than 10 CFU/g / a) Not more than 10° CFU/g /
count / O6ee YUCIIO Mesnee 10 KOE/r He 6onee 10° KOE/r
a3po6HBIX
MUKPOOPTraHU3MOB
b) Total combined yeasts Less than 10 CFU/g/ b) Not more than 10> CFU/g/
and mould count / Mesnee 10 KOE/T He Gonee 102 KOE/r
Obmee yucio
JPOOKEBBIX H
TJIECHEBBIX IrpuboOB
¢) E. coli Absentin 1 g/ c) Shall be absent in 1g/
OtcyrctByeTR I T OrcyrctBHEB I T

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ipumeuanue: Ilpoaykt coorBercrByeT TpeGosanusm H]I

3axmovenne: OJJOBPEHO

Prepared by /
Ioarotoeneno: Ch. Prasad -
Quality control- Team
Member

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

Team Member g

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

Assurance~member

Approved by: Quality )
Assurance/Authorized person / ){
Ono6peno: Obecneuenne
kauecTea/OTBeTcTBEHHOE NHIE: P. Rama
Rao - Quality Assurance- Team Member

Date /[Tata: 31-07-2025

Date /ara: 31-07-2025

Date /Jlara: 3 1»09~2025

Date /[lara: 31-07-2025
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CEPTUOUKAT AHAJIM3A
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Product: Omez DSR, modified-release capsules, 30 mg+20 mg /

Ipoaykt: Omes® JICP, kancysibl ¢ MOAH(HIHPOBAHHBIM BhICBOGOXKIeHHEM, 30 Mr+20 Mr

Market / Peinok : Russia / Poccus

Batch No / - B2501960 Batch Quantity / . 1250000 caps /
Cepust Ne ) O6Bem cepuu 1250000 xancyn
Analytical Rep0ft No/ . 2002FP25001788 Date of Analysis / . 31-07-2025
AHaJIMTHYECKHIA oTyeT Ne JaTa ananusa

Date of Manufacture / . 19-05-2025 Date of Expiry / . 30-04-2028
Jara npousBoacTaa TomeH oo

Mfg. License No. /

IIpousBoacTBeHHan Junensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI'-RU)
No

Analysis performed according ND / Anayn3 nposenen mo HJI: JIII-Ne(002687)-(PT-RU)-071223

(PVC/AI/PA) | 10 capsules in a (PVC/AI/PA)
foil/aluminum foil blister. 1, 3, 8, 10
blisters and patient information leaflet

11 | Package / YnakoBka 10 capsules in a
foil/aluminum foil blister. 3 blisters and

patient information leaflet (package

insert) in a carton. / Tlo 10 xamcyn B
omucrepe nz (IIBX/AJI/TIA)- donbru /
amoMuHKeBOit ¢onbru. Ilo 3 6muctepa
BMECTE c HHCTpYKLHe 1o
MEIULHHCKOMY TPUMEHEHHIO (JINCTKOM-
BKJIaJIbIIIEM) B IAYKY KapTOHHYIO.

(package insert) in a carton. / Ilo 10
xkancyn B Onucrepe u3z (IIBX/AJIIIA)
¢doneru / amomunneBoit ¢onsru. Io 1, 3,
8, 10 6nmcTepoB BMecTe ¢ MHCTPYKIIHEH MO
MEIULIHCKOMY INPUMEHECHHIO (JIMCTKOM-
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
mare stringent limits may be specified in the certificate of analysis.
* — HOpMHI B crieNU(UKALMH NIPEACTABICHHI Ha CPOK rogHocTH. IIpH BHIMyCKe Tpenapar HpoBEpAETCd B COOTBETCTBHM CO
cnenupukanueli Ha BBINYCK, MOITOMY B CepTHUKATE aHATH3A HA MPENapaT MOTYT GBITh yKasaHbl 6OJi€e CTPOTHE HOPMBI,
4eM B HACTOAIIEM HOPMAaTHBHOM JIOKYMEHTE 110 Ka4eCTBY.

API name / HanmenoBaumne ADPC:

Omeprazole / Omenpazon

Domperidone /[JoMnepunon

INN / MHH:

Omeprazole / Omenpazon

Domperidone / lomnepuaox

Homep cepuu cydcTaHUHA
npousBoauTes I'JID:

API manufacturer batch number / 0000123594
Homep cepun npousBoantesia ADC: OME/00125
FP Manufacturer API Batch number /

FBSA00117 FBSHO00005

API Manufactured by & country /
Hpouspoantean APC, cTpaHa:

Srini Pharmaceuticals Ltd, India /
IIprnn ®apmacsrorukanc Jita, Uaausa

Vasudha Pharma Kem Ltd, India /
Bacynxa ®apMa Kem JIta, Uuaus

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

HaumenoBaume, agpec, JHIEH3HS IS
IMponspoacTBeHHAs MoWAAKa /
IInomaaka KOHTPOJIS KadecTsa /
IL1ouiaaka BbIycKa

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) /

J-p Pennn c Jlaboparopuc JIta., [IpousBoacTeenHoe noxpasaencHue-11,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynamnu Buwutamxk,
bauynaanu Mannan, Memuan Mankamkrapu Jluctpukrt - 500090, mrat

Remarks : The Product confirms to ND/

INpumeuanne: [Tponykr cootBeTcTBYeT Tpebosanuam HJT

Conclusion : APPROVED /

Jakmouenne: OJOBPEHO

Prepared by /
[Toarorosneno: Ch. Prasad -

Quality contro]- Team
Member

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

Team Member 2

Checked by (AQA)/
[Tpoeepeno (AOK): V.
Prashanth - Quality
Assurance- TearFBMember

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneyeHne
KkauecTBa/OTBEeTCTBEHHOE THLO: P. Rama
Rao - Quality Assurance- Team Member

Date /J{aTa: 31-07-2025

Date /JaTa: 31-07-2025

Date /Jlara: 31-07-2025

Date /Jlata: 31-07-2025
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Product: Omez DSR, modified-release capsules, 30 mg+20 mg /

Hpoaykr: Omes® ICP, kancysisl ¢ MOAH(GHIHPOBAHHBIM BHICBOGOKIEHHEM, 30 Mr+20 mMr

Market / PoiHox : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne it O0beM cepun 1250000 xancyn
Analytical Repo:'t No/ . 2002FP25001788 Date of Analysis / . 31-07-2025
AnajmTnyeckuii otuet Ne JlaTa ananuza

Date of Manufacture / . 19-05-2025 Date of Expiry / . 30-04-2028
JlaTa npou3BoACTBA T'ogen no

Mfg. License No. /

ITponsBoacTBeHHas aunensus : 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

| | Tenanrana, Muans (JInuensus 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 establishedy.

3akoyenne 0 coorBeTcTBUM: «HacTosmMM s DOATBEpXKIAl, 4TO NpPUBENEHHAS BHINE HMHGOPMALWS SBISETCA
AOCTOBEPHOM M TOYHOM. JTa cepus MPOAYKIME NpousBeeHa (BIUTOYas YIIAaKOBKY (MapKUpPOBKY) M KOHTPOJIb KadecTBa) Ha
BBIICYKA3aHHOH TNPOM3BOJCTBEHHOH IUOmanke (IIOMAAKkax) B IOJHOM COOTBETCTBHH ¢ TpeGoBaHMAMH IIpaBin
HaJJIeKaLIeii NPOU3BOACTBEHHOM NpakTHKN EBpasuiickoro skonommaeckoro coroza (Ne GMP/EAEU/RU/00573-2022 ot 23
ceHTsi0ps 2022) M TpeGOBAHMAMM KOHTPOJA KA4yecTBA JIEKAPCTBEHHBIX CPENCTB, a Takke B COOTBETCTBHH CO
CreMPUKALHIMH, COAEPKAIMMUMHCA B PETHCTPALIMOHHOM JI0Che CTPaHBI-MMIOpTepa. 3alMCH 10 TIPOM3BOJICTBY, YIAKOBKE U
aHaNK3y HPOBEPEHBI, U YCTAHOBJICHO MX COOTBETCTBHME TpeGoBaHWAM IlpaBmn Hamnexamiell NPOM3BOACTBEHHON MPaKTHK
EBpazuiickoro 3k0OHOMHYECKOTO COI03ay.

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

Ipumeuanue: [Iponykr coorsercrayet TpeboBanuam HJI 3axmouyenne: OJOGPEHO
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