Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page ] of 8/ Crp. 11138

Npoaykr: Oares ' JCP. kaieyiin ¢ 3oaBdGRIIPORE1TGM BLIcBoboxaeHem, 30 Mi—-20 w1

Market / Puidor

: Russta 7 Poccus

'Batch No / Dt Batch Quantity / 1250000 caps /
, B2403443 ~ ‘ -
Cepust Ne Ob1em cepuny 1250000 xancyn
| 5 -+ N 03]
Analytical Repoult No/ . 2002FP24002654 iDate of Analysis/ . 31-10-2024
|ApannTnyecknii otyer Ne |daTa anannsa
| Date of Manufacture / . 28-09-2024 :Date of Expiry / . 31-08-2027
| laTa npon3BoacTBA C T T |Tooen no ) -
Mfg. License No. / :
Mpoussoacreennasn auuensns : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI'-RU)

Ne

JIT1-Ne(002687)-(PT-RU)-071223

Analysis performed according ND / Anani3 npopeaen no H)I:

S. . .
J]:J.:) d Test / Tect Result / PesyabTaT Specification / Cneunduxauns
1 Description / Onncanue Hard transparent colorless  gelatin | Hard transparent colorless gelatin capsules

cap§ules size 1 with a black imprint
“Y  DR. REDDY’S” on the capsule
cap and a red imprint “ OMEZ-DSR” on
the capsule  body. Cupsule  conents:
white and brown spherical pellets. /

KeJIATUHOBbIE
Karcy bl
Y4epHOro

Teepabie
OecuBeTHbIE
MapKHPOBKOH

.
« Y DR. REDDY’S» ua KpbILIEYKe
Kancyibl M MapkUpPOBKOH KpacHOTO
uBeta «OMEZ-DSR» Ha Kopmyce
KancyJsl. Coxnepxumoe Kancy.r:
chepuyeckue  memneTsl  Gemoro U
KOpWUYHEBOTO LIBETA.

npo3pauHble
pazmepa | ¢
uBeTa

size | 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
to grayish-white and brown to yellowish
brown spherical pellets. /

JKESIATUHOBLIE
KarncyJsl
YEpHOro

Teepable
OecugeTHbIE
MapKUpOBKOH

»

« "X DR. REDDY’S» Ha KpbILUEYKE
KancyJ/bl U MapKUpOBKOH KpacHOro LBETa
«OMEZ-DSR» Ha Kopryce KancyJel.
Copepxumoe  Karcyii: chepuueckue
nejuieThl ot Genoro 10 cepoBaro-6en0ro
oT KOPHUHEBOrO  JI0  JKEJITOBaTO-
KOpUYHEBOTO UBETA.

Npo3payHbIE
pasmepa 1 ¢
uBeTa

Remarks : The Product confirms to ND/
TMpumeuanue: [poaykT coorBeTcTBYET TpeboBanuam HJ,

Opinion : APPROVED
3axmouenune: OJIOBPEHO

Prepared by / Tloaroropnexo:
M. Brahmaji- Quality control-
Team Member

Checked by / TTpoeepeHo:
Latha. D - Quality control- Team

Member ! §

Approved by: Manager/Executive /

Ono6Gpeno: Meunemiep / PykoBoauresns
V. Prashanth- Quality Assurance- Team
Member

)

Print Date / Jata: 31-10-2024

Print Date / lara: 31-10-2024

Print Date / [lata: 31-10-2024




Dr. Réddy’s 1'3'

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page2of 8/ Cip.2 113 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Tpoaywr: Oaies” JCP. kaneyiin1 ¢ MoaudiunposansbiM BbicBobORAcHNeM, 30 mr+20 mr

Market / Poiiok

: Russia/ Poccus

fBatch No / . 3403443 Batch Quantity / 1250000 caps /

|Cepnst N e OGvem cepin 1250000 kancyn
!Analytlcal Repo“rt No/ . 2002FP24002654 Date of Analysis / . 31-10-2024
AHannTHyeckuii oTyeT Ne |1ata ananusa

Date of Manufacture / . 28-09-2024 |Date of Expiry / . 31-08-2027

JlaTa npoH3BOACTBA |Tonen ao

Mfg. License No. /

ITpousBoacTBeHnas annensns : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIIT-Ne(002687)-(PI-RU)
Ne

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

2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
Upentudukauns 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
Homnepunon preparation under assay. / Bpemena | Assay). / Bpemena  ynepxupaHHA

YOEPXKHUBAIHA  OCIHOBILIX IIHKOB HA | OCHOBHEIX TIMKOR Ha XpOMAaTOorpamme
XpOMATOrpaMMe HCILITYEMOTrO pacTBOpa | MCTILITYEMOro pacTBOpa JIOJIKHBI
COOTBETCTBYIOT BPEMEHAM YJEPKMBaHHUs | COOTBETCTBOBATb BPEMEHAM YIEP)KHBAHHS
NUWKOB OMEMNpasofa W JOMIEepHIOHa Ha | MMKOB OMEMNpa3ona W AOMIEpUAOHA Ha
XpomarorpaMMe CTaHOapTHOTO pacTBOpa | XpomarorpaMMe CTaHAAPTHOTO pacTBopa
(pazmen «KonunuectrenHoe | (pazgen «KonuuectseHHoE
ornpeaeneHue). ompeneNieHHeEN).

3] Average weight of the net 369.82 mg/ 369,82 mr 369.0 mg + 10 % (between 332.1 to 405.9
content / Cpeansisi macca mg) /
COOEPKUMOro Karmncya 369,0 mr = 10 % (ot 332,1 no 405,9 mr)

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

5 Uniformity of dosage units / O1HOpPOAHOCTH J03UPOBAHHLIX €AUHHLL

Omeprazole / Omenpazon

Domperidone /
JomnepuaooH

3.6/3,6

5.8/5.8

Acceptance value (AV) should be less than
or equal to 150 / [Tlokasarens
npuemiemoctd (AV) pomkeH OBITH He
donee 15,0.

Acceptance value (AV) should be less than
or equal to 15.0 / Tlokasarens
npuemnemocty (AV) nomken ObITb He
Oonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanue: [Iponykr coorseTcTByeT TpeboBanusam HIL

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by / ITonrotoenexo:
M. Brahmaji- Quality control-

Team Member

~=

Checked by / IlpoeepeHo:
Latha. D - Quality control- Team

Member k&,'

Approved by: Manager/Executive /
OpnobpeHo: Menemxkep / PykoBoauTens
V. Prashanth- Quality Assurance- Team

Memb
ember ‘w

Print Date / Tata: 31-10-2024

Print Date / HJarta: 31-10-2024

Print Date / fata: 31-10-2024




Dr. Réddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 3 of 8/ Crp. 313 8

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

Tpoayxy: Omes ' JICP, kancyini ¢ aoan(GuLIPOBANHLIM BLICBOGowAcHeM. 30 Mr+20 mr

Market / Poinor

: Russia/ Poccusa

Batch No /

Batch Quantity /

1250000 caps /

. ’) il 2
| Cepnist Ne 8 B2403443 |O6ben cepun 1250000 kancyn
| M - \J =
Analytical Repoult No/ . 2002FP24002654 Date of Analysis / . 31-10-2024
Anaantnyecknii oruer Ne Jarta ananuza
Date of Manufacture / . 28-09-2024 Date of Expiry / . 31-08-2027
JlaTa npoH3BOACTBA T'onen no
Mfg. License No. /
MpoussoacTeennas aunensns : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIITI-Ne(002687)-(PI'-RU)
Ne
Analysis performed according ND / Ananus nposeaen nmo HJ:
JITT-Ne(002687)-(PI'-RU)-071223

6

Impurities / IIpumecn

Omeprazole / Omenpazona:
Impurity 1 / npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5 / npumecsk 5
Domperidone /
fomnepuoona:

Impurity A / npumecs A
Impurity B / npumecs B
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npumecs F
Any individual unidentified
impurity / JTrobas
eIUHHYHAs
HeuaeHTUhHUHPOBAHHAS
npUMech

Total impurities /

Cymma npumeceit

Not detected / He oOHapyxeHa
Not detected / He o6Hapy»xeHa
Less than LOQ (LOQ = 0.013%) / Huxe
npenena KOJWUECTBEHHOrQ OMpeAeTeHHs

(TIKO =0,013%)
Not detected / He o6HapyxeHa

Less than LOQ (LOQ = 0.010%) / Huxe
npenena KONHWYECTBEHHOTo OnpeneneHus
(TTKO = 0,010%)

0.02%/0,02%

Not detected / He oOHapykeHa

Less than LOQ (LOQ = 0.012%) / Hinke
ripeaena KOJNMYECTBEHHOTO ONpeAeneHHMs
(TIKO = 0,012%)

0.07%/0,07%

Less than Limit of Detection (LOD =
0.004%) / Humxe npenena obHapyxeHMs
(ITO = 0,004%)

Not detected / He oOHapyskeHa

0.1% /0,1%

Omeprazole / Omenpazona:

Not more than 0.50 % / He Gosee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He Gonee 0,50 %
Not more than 0.50 % / He Gonee 0,50 %
Not more than 0.50 % / He Gonee 0,50 %
Domperidone / Jlomnepuoona:

Not more than 0.50 % / He Gonee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He Gonee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He Gonee 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/

Ipumeuanue: [Iponykt coorBeTcTByeT Tpebosanuam HJI

Opinion : APPROVED
3akmouyenune: OJJOGPEHO

Prepared by / ITonrotosneHo:
M. Brahmaji- Quality control-

Team Member
=r.

Checked by / TTposepeHo:
Latha. D - Quality control- Team

Member

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBoaurens
V. Prashanth- Quality Assurance- Team

Member
] M‘D

Print Date / [lara: 31-10-2024

Print Date / Jara: 31-10-2024

Print Date / Jlata: 31-10-2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page40f 8/ Crp. 413 8

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

Market / Puinox

: Russia / Poccus

Bateh No/
Cepusi Ne

: B2403443

Batch Quantity /
Obbem cepun

1250000 caps /
1250000 xancyn

Analytical Report No /

Date of Analysis /

| . : 2002FP24002654 : 31-10-2024
|ARaJHTHYeCKITH oT4deT No Jara anannsa

Date of Manufacture / . 28-09-2024 iDate of Expiry / . 31-08-2027

Jlata npon3BoacTBa |Fopen go

Mfg. License No. /

IpoussoacTBenHas anuensns : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII1-Ne(002687)-(PI'-RU)

Ne

JITT-Ne(002687)-(PT-RU)-071223

Analysis performed according ND / Ananu3 nposeaes no H/:

7 Residual solvents/ OcTaTouHble OpraHH4ecKHe paCTBOPHTENH

a) Methanol / 5 pg/caps / 5 mkr/kancyna a) Not more than 1107 pg per capsule /
MeTanon He 6onee 1107 MKr Ha kancymny
b) Methylene chloride / b) Not more than 221 pg per capsule /
Metunnenxnopun 6 ngfcaps /6 mr/xancyna He Gonee 221 mkr Ha kancyny
8 Dissolution / PacTeopenue
a) Omeprazole /
Owmenpazon
i. Acid stage (0.1N 4%, 6%, 8%, 7%, 7%, 8% In a 0.1 M hydrochloric acid solution - not
HCl) / more than 15 % of the label amount of
B 0,1 M pactBOpe omeprazole (C;7H;oN3O;3S) after 2 hours. /
XJIOPUCTOBOJOPOAHO B 0,1 M pacTBOpe XN0pOBOJOPOIHOM
H KHCJIOTSI KHCIIOTEI — He bonee 15 % oT

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

96%, 97%, 97%, 100%, 95%, 95%

(dakTH4ecKoro coaepixaHus
omenpazona (C,7Hi1sN3058S) uepes 2 u.

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 — He meHee 70 % (Q)

OT HOMHHAJILHOI'O COAEP KaHUS
omenpazona (Ci7Hi9N3OsS) uepes

30 MuH.

Remarks : The Product confirms to ND/
IMpumeuanne: [TpoaykT coorBercTByeT TpeboBanuam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / [loarotosnexo:
M. Brahmaji- Quality control-
Team Member

~X.

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

Member \ g

Approved by: Manager/Executive /
Onobpeno: MeHemxep / PykosoauTens
V. Prashanth- Quality Assurance- Team

Member \ m{\

Print Date / [lata: 31-10-2024

Print Date / JaTta: 31-10-2024

Print Date / Jlata: 31-10-3024




Dr. Réddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJINU3A

PageSof 8/ Cip. 5113 8

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

Tpoayyr: Osmes ' ICP, kaneyas! ¢ MoanBUIPOBANNELIM BrIcBoSomaensen, 30 mr-20 s S
Market / Poivok : Russia/ Poccus

'Batch No/ . B403443 Batch Quantity / 1250000 caps /

|Cepuia Ne T |O6bem cepin 1250000 kancyn
!Analytlcal Repourt No/ ) . 2002FP24002654 Date of Analysis / . 31-10-2024

| AranuTdecknii oTyeT Ne Jata anaansa

Date of Manufacture / . 28-09-2024 Date of Expiry / . 31-08-2027

laTa npoun3BoacTsa Tonen no

Mfg. License No. / |

IpousBoacTBenHas tuuensus @ 63/RR/AP/96/F/R MA number:/ Homep PY  : JIIT-Neo(002687)-(PT-RU)
Ne

JITT-Ne(002687)-(PI"-RU)-071223

Analysis performed according ND / Ananus nposeaen no H/:

b) Domperidone /
JomnepnaoH

after 1 hour / uepes 1 u

ii. after 4 hours/uepe3 4 u

iii. after 8 hours / uepes 8 u

. after 12 hours / uepes
12y

32%, 34%, 28%, 28%, 30%, 30%

66%, 66%, 66%, 68%, 68%, 68%

77%, 80%, 77%, 80%, 80%, 77%

97%, 106%, 95%, 98%, 100%, 98%

In 0.1M hydrochloric acid solution /

B 0,1} M pacTtBope Xj10pOBOAOPOAHOM
KHCJIOTbI:

between 15 % and 40 % / ot 15 % 10 40 %

between 30 % and 70 %/ ot 30 % no 70 %

between 55 % and 95 % / ot 55 % 50 95 %

not less than 70 % / He menee 70 %

of the labeled amount of Domperidone
(C22H24CINsO2) / 0T HOMMHANBHOTO
COIEPKaHU NOMIMEPUIOHA
(C22H24CIN5O2)

Assay / KoinuecTBeHHOE ompeaceHue

A. Omeprazole/
Owmenpazon

20.17 mg /20,17 mr
(100.9% / 100,9%)

From 180mg to  22.0mg of
Ci7HsN50sS (Omeprazole) per
capsule (90.0 to 110.0 % of the label
claim) / Ot 18,0mMr npo 22,0wmr
Ci17H9N30sS (omenpason) B kancyne
(o1 90,0 oo 110,0 % oT HOMHHaILHOTO
coaepKaHus).

Remarks : The Product confirms to ND/
IMpumeuanne: Iponykt cooTBercTByeT

Tpebosanusm HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / TTonrotosneHo:
M. Brahmayji- Quality control-

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

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykoonurens

Team Member Member V. Prashanth- Quality Assurance- Team
<=z Member @
Print Date / Hara: 31-10-2024 Print Date / Jata: 31-10-2024 Print Date / Jara: 31-1 0-2024




Dr. Réddy’s Q‘:'.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIII3A

Page 6 of 8/ Cip. 61138

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Npoayrr: Omes ' JICP, kaneyan! ¢ Moasdismposanisiy soicsodomaenen, 30 Mr+20 mr

Market / Poinok : Russia / Poccus
Batch No / Batch Quantity / 1250000 caps /

. o] 2 2 J .
|Cepnst Ne P BRE |O6bem cepun © 1250000 xancyn
Analytical Repovrt No/ . 2002FP24002654 Date of Analysis / . 31-10-2024
AHnaanTivecknii oTuer Ne Jara aHanm3a
Date of Manufacture / . 28-09-2024 Date of Expiry/ . 31-08-2027
JaTa npon3zsoacTBa Tonen no
Mfg. License No. /
IMponssoacreennas guuensns : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII1-Ne(002687)-(PT-RU)
Ne
Analysis performed according ND / Ananus nposeaex no H/:
JITI-Ne(002687)-(PI'-RU)-071223

B. Domperidone / _ 29.94 mg /29,94 mr B. From 27.0 mg  to 33.0 mg
HomnepuaoH (99.8% / 99,8%) C»HaCINsO.  (Domperidone)  per
capsule (90.0 to 110.0 % of the label
claim) / Or 27,0mr no 33,0wmr
C5>H24CINsO- (momnepHaoH) B
kancyne (ot 90,0 go 110,0% ot
HOMHHAJILHOTO CONEPMHaHNs).

10 |Microbial limits / MukpoGuosoru4eckasi HucToTa

a) Total aerobic microbial Less than 10 CFU/g / a) Not more than 10° CFU/g /
count / Obee uncno Menee 10 KOE/r He 6onee 10° KOE/r
a’poOHbIX
MMKPOOPTaHH3MOB

b) Total combined yeasts Less than 10 CFU/g / b) Not more than 10> CFU/g /
and mould count / Menee 10 KOE/r He 6onee 10> KOE/r

Ob6uiee yuco
IPOHOKEBBIX U
TIECHEBLIX TPpUOOB

¢) E. coli Absentinl g/ c) Shall be absentin 1g/
OrcyrcreyeTrB 1 T OrtcyrcrBue B 1 1
11 Package / Ynakoska 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 | blisters and patient information leaflet
insert) in a carton. / [To 10 kancyn B | (package insert) in a carton. / ITo 10
omucrepe w3 (MIBX/AJI/TTA) donsru / | kancyn B Gaucrepe u3 ([IBX/AJUTIA)
amomuuuesodt doneru. o 3 Gaucrepa | donbru / amromunueroit goneru. Ilo 1, 3,

BMECTE € HHCTPYKLHeEH no | 8, 10 6a1cTepoB BMECTE C MHCTPYKUMKEH 1O
MEAULIMHCKOMY MPUMEHEHUIO (JIMCTKOM- | MEIMLMHCKOMY TNPUMEHEHUIO (JIMCTKOM-
BKJIaAbILIEM) B MaYKy KapTOHHYIO. BKJIAAbILIEM) B NAYKY 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.

Remarks : The Product confirms to ND/ Opinion : APPROVED
ITprmeuanne: [ponykT cooTBercTBYeT TpeboBannaM HJI 3aknouenne: ONOBPEHO

Prepared by / ITonrotosneHo: Checked by / IIposepeHo: Approved by: Manager/Executive /

M. Brahmaji- Quality control- Latha. D - Quality control- Team OnobpeHo: MeHemxkep / PykoBoautesb
Team Member_ Member V. Prashanth- Quality Assurance- Team

: ALe | Nembe 0

Print Date / Jara: 31-10-2024 Print Date / Jlata: 31-10-2024 Print Date / Jlata: 31-10-2824




Dr. Réddy’s Q‘:’.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIII3A

Page 70f 8/ Cip, 7113 8

Product: Omez DSR, modified-release capsules, 30 mg-20 mg/
Tpoaykr: Oses JICP. kaneyanl € Moanhuuuposaniibiy BhicBodosaenen. 30 mr—20 mr

Market / Poinox : Russia/ Poccus
| Batch No / Batch Quantity / 1250000 caps / )

. R24034472 J #
| Cepusa Ne H B2403443 |O6Bbem cepunt © 1250000 xancya
EArmlytlcal Repovrt No/ . 2002FP24002654 | Date of Analysis / . 31-10-2024 .
| ApannTiyecknii oTyeT Ne |[laTa aHaAaIU3a !
| . | i !
Date of Manufacture / . 28-09-2024 Date of Expiry / . 31-08-2027 |
JlaTa npou3BoacTBAa T'ogen oo |
Mfg. License No. / '
[IponseoacTreennasn auuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JITI-No(002687)-(PT-RU)
Ne
Analysis performed according ND / Ananns nposenen no HA:
JITI-Ne(002687)-(PT-RU)-071223

* — HopMbl B cnieurduKauuy MpeacTaBAeHbl Ha Cpok roaHocTv. IlpH BeiMycke mpenapar npoOBEPAETCS B COOTBETCTBUH CO
cneurdrKaurei Ha BBIMYCK, MOSTOMY B CEpTU(MKATE aHaNM3a Ha Mpenapar MOryT OblTb yKa3aHbl 60Jiee CTPOTHE HOPMBI,

YE€M B HACTOALIEM HOPMATUBHOM AOKYMECHTE 110 KAYECTBY.

| API name / HanmenoBanue ADC: Omeprazole / Omenpazon Domperidone /[Jomnepunon
ININ / MITII. Ounieprazule / Omunpasua Dumpuriduiic / Jomiepruon
API manufacturer batch number / 0000118176 &
Homep cepun npoussoautenas APC: OME/00324 0000118176
FP Manufacturer API Batch number / FBRH00023 &
Homep cepuu cyGcTaHUHHK FBRA00497

FBRH00024

npoussoaurens I'JI@:
API Manufactured by & country / Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India/
Iponzsoanrtens ADC, crpana: WpuHu @apmacsroTukaic Jita, Maaous Bacynxa ®apma Kem Jita, Muoms

Name, address, authorization No for | Dr. Reddy's Laboratories Ltd., Formulation Tech Ops — 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.
HaumeHoBaHMe, aapec, JHIEH3US ANA 63/RR/AP/96/F/R) /

IIpousBoacTBeHHast MyIoLAAKa / H-p Penau’c Jlaboparopuc JIta., [Ipon3BoacTeenHoe noapasaenesue-1l,
Ilnomaaka KOHTPOAs KavyecTBa / VYyactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 v 83, bauynannu Bunnanx,
Ilnowaaka BeIyCKA Bauynannu Maunpan, Menyan Mankamxrupu Juerpukr - 500090, wrar

Tenanrada, Munua (Jluuensua 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».

3akioyenne o coorBercTsun: «HacToswuM s TOATBEpXKIar0, UTO TNPUBEACHHAs BbIlle WHPOPMALMS SBASETCS
NOCTOBEPHOW YW TOUHOM. DTa cepus NPOAyKLUMH Npou3BeaeHa (BK/OUash yNakoBKY (MapKHUPOBKY) M KOHTPOJL KayecTsa) Ha
BbIILEYKA3aHHON MPOM3BOACTBEHHON muomanke (rUowaakax) B TOJHOM COOTBETCTBUM ¢ TpeboaHuamu [lpaBun
Haanexawlel Npou3BOACTBEHHON NpakTuku EBpazuiickoro skoHomuueckoro cotosa (No GMP/EAEU/RU/00573-2022 ot 23
ceHT16ps  2022) u TpeGOBaHMAMM KOHTpPOJIA KayecTBa JIEKapCTBEHHbLIX CPEACTB, a TakkKe B COOTBETCTBHUU CO

Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanmne: [lpoaykT coorBeTcTBYET TpebosaHnsMm HJL 3aknoyenne: ONOBPEHO

Prepared by / [logrotoeneno: Checked by / TlpoeepeHo: Approved by: Manager/Executive /

M. Brahmaji- Quality control- Latha. D - Quality control- Team OpnobpeHo: Menemxep / PykoBoauresb

Team Member ~= Member g V. Prashanth- Quality Assurance- Team

Member hlj[\D
)Y

Print Date / JTara: 31-10-2024 Print Date / {ara: 31-10-2024 Print Date / Jlata: 31-10-2024




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTHUOHKAT AHAJIM3A

Page 8 of 8/ Crp. 8138

Product: Ome7 DSR, modified-release capsules, 30 mg+20 mg /

Mponyrt: Omes* JJCP. kancyasl ¢ MoABGHIUINOBAHEBIN BLICBOGOKACHIIEM, 30 nr-20 w1

Market / Poinok : Russia/ Poccis
:Batch No / Batch Quantity / 1250000 caps /
. B2403443 Y
Cepist Ne 2 B2403443 O6bem cepun 1250000 kancyn
i -+ N 'si |
Analytical Repouit No / . 2002FP24002654 Date of Analysis / . 31-10-2024
AHaaNTHYECKHIT oTUeT Ne | JaTa ananu3a
Date of Manufacture / . 28-09-2024 Date of Expiry / . 31-08-2027
Jlara npou3BoacTBa T'ogen no
Mfg. License No./
MMpouseoacTeensas nuueusna : 63/RR/AP/96/F/R MA number:/ Homep PY  : JITI-No(002687)-(PT-RU)
Ne
Analysis performed according ND / Ananns nposeaen no HJL:
JITT-Ne(002687)-(PT-RU)-071223

CﬂeLqu)HKaU,MﬂMM conepmamnmuca B PErUCTPALMOHHOM 10ChE CTPaHbI- UMTIOpTEpA. 3anucu l'IO NPOU3BOACTBY, YNAKOBKE H

aHaANMU3y MPOBEPEHLI, U YCTAHOBJIEHO HUX COOTBETCTBUE TpC6OBaHl/lﬂM l_[paBl/lJ'l
EBpa3HHCKOF0 3KOHOMMHYECKOro COrO3a».

Haaexaluen ﬂpOH3BOﬂCTBeHHOH NnpakTHUK

Remarks : The Product confirms to ND/
TMpumeuauue: [Tpoaykr cootBercTByeT Tpedosanuam HJT

Opinion : APPROVED
3akntouenne: OJOBPEHO

Prepared by / Iloarotosneno: Checked by / ITposepeHo:
M. Brahmaji- Quality control- Latha. D - Quality control- Team

Team Member Member

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pyxosoaurens
V. Prashanth- Quality Assurance- Team

Member C

Print Date / Tara: 31-10-2024 Print Date / Tara: 31-10-2024

Print Date / Jlara: 31-10-2024




