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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOUNKAT AHAJIU3A

Page 1 of 8/ Cip. I 13 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipeayrt: Ones” ACP. kancynbl ¢ MOARGIUIDOBAHKLIM BbicBOGOKAeHIeM, 30 Mr+20 mr

‘Market / Puinok

: Russia / Poccus

|Batch No / oA Batch Quantity / 1250000 caps /

| : B2403143 _ .

| Cepuisi Ne Oobem cepnn 1250000 kancyn
i -+ N .

!Alml}tlcal Repoultl\o/ . 2002FP24002323 Date of Analysis / . 28-09-2024

AHaJIHTHYECKHI oTUeT No JlaTa anann3za

Date of Manufacture : 23-08-2024 Date of Expiry / : 31-07-2027

Jara npoussoacraa

Togen oo

No

Mfg. License No. /
IMpousBoncTBednasi inuenzusa : 63/RR/AP/96/F/R

MA number:/ Homep PY

: JITI-Ne(002687)-(PT-RU)

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

N g g
: .N':) g Test / TecT Result / PesyabTar Specification / Cneundunkxauns
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. /

Teepavie
GecuBeTHbIE
MapKHpPOBKON

.
« Y DR. REDDY’S» na KpbILIEYKe
Kancyjibl M MapKHPOBKOH KpacHOro
useta «OMEZ-DSR» Ha kopmyce
KarncyJbl. Conepxumoe KancyJ:
chepuueckHe  memnersl  Genoro W
KOPHUYHEBOTO LIBETA.

JKENIATUHOBLIE  MpO3payHble
Karncysmsl  pasmepa | ¢
4epHOro LBeTa

size 1 with a black

n 7Y 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

KEeNaTHHOBbIE
KarcyJibl
YEPHOro

Teepasie

GecuseTHbIE

MapKHpOBKOMH
-

« Y DR. REDDY’S» Ha kpbliueuke
Kancyfnbl U MapKUpPOBKOH KpacHOro LiBeTa
«OMEZ-DSR» Ha KkopIiyce Kamncybl.
Conepxxumoe  KancyJ: cdepuueckue
nejuieTsl oT 6enoro oo cepopato-6enoro u
OT  KOpPUYHEBOrO 10 JKEJITOBATO-
KOPHYHEBOTO LIBETA.

npo3payHble
pasMepa 1 ¢
LBETA

Remarks : The Product confirms to ND/
Ilpumevanne: Ilpoaykt coorBercrByeT TpeboBaHusm HJ1

Opinion : APPROVED
3akauenue: OJJOBPEHO

Prepared by / [ToarorosneHo:
CH. Prasad- Quality control- Team

Member @F;

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

Member I—%ﬁ,,

Approved by: Manager/Executive /
OpobpeHo: Menemxep / PykoBonurens
V. Prashanth- Quality Assurance- Team
Member

Print Date / JTata: 29-09-2024

Print Date / Harta: 29-09-2024

Print Date / Jata: 29-09-2024
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHUO®PUKAT AHAJIU3A

Page2 of 8/ Crp.2 u3 8

!—Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ilpoaykr: Omes® JCP, Kancyabl ¢ moaudhuipoBaHHbIM BhicBOGoKAeH TeM, 30 mr+20 mr

|Market / Poinok

: Russia/ Poccus

Batch No / B2403143 Batch Quantity / . 1250000 caps /
Cepusa Ne SRS O6bem cepnu © 1250000 xancyn
Analytical Repourt No/ 2002FP24002323 Date of Analysis / . 28-09-2024
Anaaurudecknii oryer No JaTa avanusa

Date of Manufacture / 23-08-2024 Date of Expiry/ . 31-07-2027
Jata npon3BoacTsa ToaeH no

Mfg. License No. /

IponsBoacTBenHas anuenzusa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII1-No(002687)-(PT-RU)
Ne

Analysis performed according ND / Ananus nposeaen no H/I:

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

2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
Naentudpnxauns 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
Homnepuaon preparation under assay. / Bpemena | Assay). /  Bpemena  ynep:kuBaHus

yOepKHMBaHHS OCHOBHBIX [MKOB Ha | OCHOBHbIX TMHKOB Ha XpOMarorpamme
XpoMaTorpaMme MCMLITYEMOT0 PacTBOpa | HCMBLITYEMOTO pacTBOpa JIOJI’KHB!
COOTBETCTBYIOT BPEMEHaM YAEPKUBaHUs | COOTBETCTBOBATL BPEMEHaM YAEP)KUBaHHS
NUKOB OMeEMNpa3ojla W AOMIIepHAOHa Ha | MMKOB OMENpa3osiia U JOMIEpHIOHA Ha
XpoMaTorpaMme CTaHIapTHOTO pacTBOpa | XpoMaTrorpaMMe CTaHOApTHOro pacTBOpa
(pazmen «KonuuectreHHoe | (pasaen «KoanuecteHHOE
orpeneneH1e» ). onpezaeseHue»).

3 Average weight of the net 373.15mg/ 373,15 mr 369.0 mg = 10 % (between 332.1 to 405.9
content / Cpeansis macca mg) /
COJePKHMOr0 Karcy.Ji 369,0 mr + 10 % (ot 332,1 mo 405,9 mr)

4 Water content / 1.4% w/w / 1,4% w/w Not more than 4.0 % w/w / He 6onee 4,0 %
CoaepxaHne BOABI

5 Uniformity of dosage units / OqHopoAHOCTH A03MPOBAHHLIX eIMHITLL

Omeprazole / Omenpazon

Domperidone /
Jomnepuaox

8.8/8%8

8.0780

Acceptance value (AV) should be less than
or equal to 150 / [Ilokasarenb
npuemyiemoct (AV) gomkeH ObiTb He
oonee 15,0.

Acceptance value (AV) should be less than
or equal to 150 / Tloxa3sarens
npuemniemoctH (AV) noskeH ObITb He |
bonee 15.0. '

Remarks : The Product confirms to ND/
Ilpumeuanmne: [lponykr cootBeTcTByeT TpeGoBaHusim HJI

Opinion : APPROVED
3akmovenne: OJIOBPEHO

Prepared by / IloaroTosneHo:
CH. Prasad- Quality control- Team
Member

(

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

Member i g

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoauTensb
V. Prashanth- Quality Assurance- Team

Member LMQ

Print Date / Jarta: 29-09-2024

Print Date / Jlata: 29-09-2024

Print Date / [lata: 29-09-2024
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Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3 A

Page3 of 8/ Cip.3u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes™ JCP, kancyani ¢ Moal(HUIIPOBAHNbIM BblcBoGoxkaernem, 30 mr+20 mir

Market / Peiok : Russia / Poccust

Batch No / Batch Quantity / 1250000 caps /
. ’) 2 2 .

Cepusa Ne ? B2403143 Ob6vem cepun © 1250000 xancyn

Analytical Report No / . 2002FP24002323 Date of Analysis / . 28-09-2024

AHannTHYeckdii oruer No Jata anannza

Date of Manufacture / . 23-08-2024 Date of Expiry / . 31-07-2027

JaTta npoussoacTea lNopen g0

Mfg. License No. /

IpousBoacTBeHHas auneH3ns : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT-RU)
Ne

Analysis performed according ND / Anann3s nposeanen no H/I:
JITT-Ne(002687)-(PT-RU)-071223

6 Impurities / [Ipumecn

Omeprazole / Omenpaszoina: Omeprazole / Ovenpazona:

Impurity | / npumecs [ 0.01%/0,01% Not more than 0.50 % / He 6onee 0,50 %
Impurity 2 / npumecs 2 Not detected / He oBHapyseHa Not more than 0.50 % / He 6onee 0,§O %
Impurity 3 / npumecs 3 Not more than 0.50 % / He 6onee 0,50 %
Impurity 4 / npumecs 4 Less than LOQ (LOQ = 0.013%) / Huxe|Not more than 0.50 % / He 6onee 0,50 %
Impurity 5 / npumecsh 5 npejena KOJWYECTBEHHOTO onpeaeseHus | Not more than 0.50 % / He 6onee 0,50 %
Domperidone / (TIKO = 0,013%) Domperidone / Jounepudona:
Hosnepuoona: Not more than 0.50 % / He 6onee 0,50 %

3%557021)"‘"/ Fomit of Detection (MO ~INot more than 0.50 % / He Gosee 0,50 %
Impurity B / npumecs B (ﬁO = 0,007%) p by Not more than 0.50 % / He 6onee 0,50 %
Impurity C / npumecs C ’ Not more than 0.50 % / He 6onee 0,50 %
Impurity D / npumecs D Less than LOQ (LOQ = 0.010%) / Huxe|Not more than 0.50 % / He Gonee 0,50 %

Impurity A / npumMecs A

Impurity F/ npumecs F npenesia KOJW4ECTBEHHOTO OTpeaeSieHHs Not more than 0.20 % / He 6onee 0,20 %
Any individual unidentified |(TTKO = 0,010%) Not more than 2.5 % / He 6onee 2,5 %
impurity / JTroGas

eNMHNYHAs Not detected / He obHapyxeHa

HENIEHTHHLMpOBaHAs Less than LOQ (LOQ = 0.014%) / Huxe

IPHMECE npefena KoJMHMECTBEHHOTO OTMpPeNe/eHHs

Total impurities / (TIKO = 0,014%)

Cymma npumMeceit
Not detected / ne oOHapyxena

0.12%/0,12%

Less than LOQ (LOQ = 0.013%) / Huxe
npefena KOJUYECTBEHHOTO OTNpeNe/eHus
(ITKO = 0,013%)

Not detected / He obHapyxeHa

iO.l% /0.1%
|

Remarks : The Product confirms to ND/ Opinion : APPROVED
ITpumeudanue: [IponykT cooTBeTCTBYET TpeOOBaHusiM HJI 3akawuenue: OJJOBPEHO

Prepared by / IloarorosneHo: Checked by / [IposepeHo: Approved by: Manager/Executive /
CH. Prasad- Quality control- Team | D. Latha - Quality control- Team OnobpeHo: Menemxkep / PykoBoaurens

Member C@ Member gi V. Prashanth- Quality Assurance- Team

} Member

Print Date / Dara: 29-09-2024 Print Date / Jarta: 29-09-2024 Print Date / Jara: 29-09-2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Page 4 of 8§/ Crp. 413 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
[TpoayxT: Omes™ JACP, xancyaw ¢ Moandnuuposannbim BoicBobomaenem, 30 mr+20 mr

i
|Market / Poinok

: Russia / Poccus

Batch No / . B2403143 Batch Quantity / 1250000 caps / |
Cepus Ne T ) O6bem cepin 1250000 kancyn |
Analytical Report No / 2002FP24002323 Date of Analysis / . 28-09-2024 '
AHanuruyecknii oryeT No JlaTa anaau3za

Date of Manufacture / 23-08-2024 Date of Expiry/ . 31-07-2027

JaTta nponssoncraa loaen a0 i o

Mfg. License No. /

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

Ne

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

Analysis performed according ND / Ananus nposeaen no HJI:

7

Residual solvents/ OcraTouHble opraHnyeckie pacTBOPHUTENH

a) Methanol/
MeTaHon
b) Methylene chloride/

Metunenxnopun

2 pg/caps / 2 mxr/kancyna

Not detected / He 06HapyxkeHa

a) Not more than 1107 pg per capsule /
He 6onee 1107 mkr va kancyny
b) Not more than 221 pg per capsule /

He 6onee 221 MKr Ha Kancyny

Dissolution / PactBopenue

a) Omeprazole /
Owmenpazon

i. Acid stage (0.IN
HCI) /
B 0,1 M pactBope
XJIOPUCTOBOJOOPOAHO
# KHCJIOTBI

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

0%, 0%, 0%, 0%, 0%, 1%

92%., 92%, 90%, 91%, 94%, 92%

In a 0.1 M hydrochloric acid solution - not
more than 15 % of the label amount of
omeprazole (C17H sN5O;S) after 2 hours. /
B 0,1 M pacTBope xJ10p0oBOAOPOIHOH
KHUCIOTHI — He Bonee 15 % or
(dakTHUeCcKOro comepKaHUL

omenpazona (Ci7H1oN30sS) uepes 2 u.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(C17Hi9N30;8) after 30 minutes./

B 6ydepe pH 6,8 — He menee 70 % (Q)

OT HOMHHAJILHOFO COAEPKAHUS
omenpazona (C7H;9N3O;S) uepes

30 MuH.

Remarks : The Product confirms to ND/
IIpumeuanne: IponykT coorBercTBYET TpebopanusamM HJJ

Opinion : APPROVED
Jakmwuenune: OJJOBPEHO

Prepared by / IloaroTosnexo:
CH. Prasad- Quality control- Team
Member

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

Member %

Approved by: Manager/Executive /
OnobpeHo: Menemskep / PykoBoautens
V. Prashanth- Quality Assurance- Tiﬁn

Member Uﬁ

Print Date / JJara: 29-09-2024

Print Date / Tata: 29-09-2024

Print Date / Jlata: 29-09-2024 i




Dr. Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Page Sof 8/ Cip. 5u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
|MpoaykT: Omes™ JCP, kancyabl ¢ MoanduunpoBaHubiM BblcBoGokaAeHeM, 30 Mr+20 mr

[Market / Poirox : Russia/ Poccus
\ i 2 |
Batch No / . B2403143 Batch Quantity / : 1250000 caps / I
Cepus Ne O6bem cepun 1250000 xancyn [
Analytical Repo“rt No/ . 2002FP24002323 Date of Analysis / . 28-09-2024
AHaJuTHYeCKHIT oTueT No JlaTa anannza
Date of Manufacture / . 23-08-2024 Date of Expiry / . 31-07-2027
JlaTa npou3BoACTBA T'oaen oo
Mfg. License No. /
TlpouseoacreeHHas nuuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI'-RU)
No
Analysis performed according ND / Anannus nposenen no HI:
JIT]-Ne(002687)-(PT-RU)-071223

b)

iii.

Domperidone /
HomnepuaoH

after 1 hour/ uepes 1 u

i. after 4 hours/uepesz 4 4

after 8 hours / yepe3 8 u

. after 12 hours / uepes

124

25%. 28%. 29%. 27%, 27%. 28%

54%, 60%, 61%, 59%, 60%, 61%

79%, 82%, 84%, 80%, 83%, 86%

92%, 96%, 96%, 92%, 93%, 98%

In 0.1M hydrochloric acid solution /

B 0,1 M pacTBope X10pOBOAOPOAHOMH
KHCIOTbI:

between 15 % and 40 % /or 15 % no 40 %

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

between 55 % and 95 %/ o1 55 % 100 95 %

not less than 70 % / ve menee 70 %

of the labeled amount of Domperidone
(C22H24CINsO2) / 0T HOMHHAIBHOTO
coJeprkaHus OMIIepUaoHa

Owenpazon

(C22H24CIN5O5)
9 |Assay / KonnuecTBeHHOE onpegenenue
A. Omeprazole/ 19.36 mg/ 19,36 mr A. From 180mg to 22.0mg of
(96.8% / 96,8%) Ci7H1aN: 058 (Omeprazole) per

capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mMr pgo 22,0 wmr
Ci7HigN:OsS (omenpason) B kancyne
{or 90,0 no 110,0 % oT HOMHHaILHOrO
| coaepKaHus).

Remarks : The Product confirms to ND/
IIpumeyanue: [IpoaykT cooTBeTcTBYeT TpeboBanuaM HJL

Opinion : APPROVED
3axmwuenue: OJJOGPEHO

Member

Prepared by / Iloarorosneno:
CH. Prasad

- fEua]ity control- Team

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

Member E i

Approved by: Manager/Executive /
Onobpeno: Menemiep / Pykosoaurens
V. Prashanth- Quality Assurance- Team
Member

Print Date / Jata: 29-09-2024

Print Date / Jarta: 29-09-2024

Print Date / Hata: 29-09-2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page 6 of 8/ Crp. 6 13 8

[Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
HNpoayxt: Omes® ACP, kancys! ¢ MoanGHUHPOBAHHLIM BbICBOGOKAeH EM, 30 Mr+20 mr

Market / PoiHok : Russia/ Poccns

' ity 25
IBatch No / . B2403143 Batch Quantity / : 1250000 caps /
|Cepnian Ne Obbem cepnn 1250000 kancyn
Analytical Repourt No/ . 2002FP24002323 Date of Analysis / . 28-09-2024
AHaanTH4yeckuii oruer Ne JaTa aHaan3za
Date of Manufacture / . 23-08-2024 Date of Expiry / . 31-07-2027
JlaTa npon3BoacTBa IN'open no
Mfg. License No. /
IMponszeonacrBenHas auuensusa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIIT-Ne(002687)-(PT-RU)
Ne
Analysis performed according ND / Ananu3 npoeeaen no H/I:
JITT-Ne(002687)-(PI'-RU)-071223

B. Domperidone / 30.90 mg /30,90 mr B. From 27.0 mg to 33.0 mg
Jomnepuaon (103.0% / 103,0%) " C:HxCINsO»  (Domperidone)  per
capsule (90.0 to 110.0 % of the label
claim) / Ot 27,0mr mo 33,0wmr
C2H24CINsO» (momnepunoH) B
kancyne (ot 90,0 mo 110,0% or
HOMMHAJILHOTO COIEPKAHHU).

10 |[Microbial limits / MuxkpoGuosornyeckast 4McToTa

a) Total aerobic microbial Less than 10 CFU/g/ a) Not more than 10° CFU/g /
count / O6ee yucno Menee 10 KOE/t He 6onee 10° KOE/r
a3pobHbIX
MUKpPOOPraHU3MOB

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 107 KOE/r

O6uiee unucno
JPOAOKEBBIX
TIIECHEBBIX MPHOOB

¢) E. coli Absentin1 g/ ¢) Shall be absent in 1g/
OrcyrctByeTrB 1 T OrcyrctBue B 1 r
11 Package / YnakoBka 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, §, 10
patient information leaflet (package | blisters and patient information leaflet
insert) in a carton. / Ilo 10 kancyn B | (package insert) in a carton. / Ilo 10
6nucrepe n3 (TIIBX/AJI/TIA) doavru / | kanicyn B Gaucrepe w3 (IIBX/AJI/TIA)
amomunuerod doneru. [lo 3 Gaucrepa | donbry / antomuHuesoit doneru. Ilo 1, 3,

BMECTE c HMHCTpYKLHeN no | 8, 10 6nrcTepoB BMECTE € HHCTPYKUUEH MO
| MEIHUMHCKOMY MPHUMEHEHMIO (JIMCTKOM- | MEAMLMHCKOMY TIPUMEHEHHIO (JTHCTKOM-
' | BKAAIbILIEM) B NAYKY KAPTOHHYO. ] BKJabIlIEM) B Ta4Ky KAPTOHHYIO. |

i i ]
* 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
Mpumeuanue: [NpoaykT coorBercTByeT TpeboraHusm HJL 3akatouenne: OJJOBPEHO

Prepared by / IToaroToBneHo: Checked by / TTpoeepeno: Approved by: Manager/Executive /
CH. Prasad- Quality control- Team | D. Latha - Quality control- Team Ono6peHo: Menemxkep / PykoBoguTensb

Member Member V. Prashanth- Quality Assurance- Team
L%ﬁ,f Member \mo

Print Date / Jara: 29-09-2024 Print Date / Jata: 29-09-2024 Print Date / Jara: 29-09-2024 B




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 70of 8/ Crp. 713 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
MNpoayxr: Omes® JICP, kancy bl ¢ MoANGIIIIPOBAHHBLIM BLICBoGOXAeHIIeM, 30 Mr+20 mr

|Market / Prinok : Russia / Poccus

'Batch No / . B2403143 Batch Quantity / . 1250000 caps /
Cepus Ne C TR O0bem cepin © 1250000 kancyn
Analytical Repourt No / . 2002FP24002323 Date of Analysis / . 28-09-2024
Aunanurnyeckuii otuer Ne JaTta ananusza

Date of Manufacture / . 23-08-2024 Date of Expiry / . 31-07-2027
JlaTta nponseoacrea Ionen no

Mfg. License No. /

IlpousBoacreenuas anuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIIT-Ne(002687)-(PI-RU)
No

Analysis performed according ND / Ananu3s nposeaen no HJ:

JITT-Ne(002687)-(PT"™-RU)-071223

* — HOpMBI B CriELUMdHKALIMKM NPEACTABNEHB! Ha CPOK roAHOCTH. [Ipu Bbimycke rpenapaT MpOBEPSIETCS B COOTBETCTBUU CO
cneundukaureld Ha BbINyCK, MOITOMY B cepTudMKaTe aHanW3a Ha Mpenapar MOryT ObiTbh yKazaHbl 60Jiee CTPOrHE HOPMBbI,

4EM B HACTOAMIEM HOPMATHBHOM AOKYMECHTE N0 Ka4YCCTBY.

API name / HanmeHoBanne A®C: Omeprazole / Omenpason Domperidone /JJoMmnepuioH
INN /MHH: Omeprazole / Omenpason Domperidone / Jlomnepnaox
API manufacturer batch number / 0000118175
Homep cepun npoussoautens ADC: OME/00224 &

0000118176, 0000118175
FP Manufacturer API Batch number /
Homep cepun cy6CTaHuuuc FBRA00324 SSREO0DID

& FBRH00022

npoussoauTensi I'JIP:
API Manufactured by & country / Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India/
IIpounssoaurtear APC, crpana: Wpunn Papmackrotrkanc Jita, Unaus Bacyaxa ®@apma Kewm Jltn, Muaus

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.
HanmenoBaHue, agpec, JHUHEH3Us JJist 63/RR/AP/96/F/R) /

IlponspBoacTBeHHAasI TIOWIAAKS / J-p Pennu’c JIaboparopuc JIta., [IponzponcTeeHHoe noapaznenenve-Il,
IInomanka koHTpOIA KavecTBa / VYuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu Bunnamx,
Inomaaka BuINycka Bauynannu Maugan, Menuan Mankamxrupu Juctpukt - 500090, witat

Tenaurana, Muaus (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.

3aka0yeHne o coorBercTBMH: «HacToswuM s TnoaTBep)kIard, YTO TpUBEAEHHas Bbllle HHAOPMALMUA SBISCTCH
IOCTOBEPHOHA W TOUHOH. JTa cepHs NPOAYKUMH MpoH3BeaeHa (BKOUas yNakoBKY (MapKUPOBKY) H KOHTPOJb KauecTBa) Ha
BbIIUEYKA3aHHON TpOM3BONCTBEHHOH muolianake (njowagkax) B I[OJHOM COOTBETCTBUMM ¢ TpeboBaHusmu [IpaBun
Haafexalel npou3BOACTBEHHON npakTHku EBpazuiickoro skoHomuueckoro cotoza (Ne GMP/EAEU/RU/00573-2022 ot 23

Remarks : The Product confirms to ND/ Opinion : APPROVED
Tlpumeyanmne: Ilponykr cooreercTRyeT Tpebosanusm HJL 3akmoyenue: OJIOBPEHO

Prepared by / INoaroroeneno: Checked by / IlposepeHo: Approved by: Manager/Executive /
CH. Prasad- Quality control- Team | D. Latha - Quality control- Team Onobpeno: MeHemxkep / PykoBoautens

Member w Member V. Prashanth- Quality Assurance- Team
( L@;— Member \ Q

Print Date / Tata: 29-09-2024 Print Date / Tata: 29-09-2024 Print Date / Jata: 29-09-2024 \




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 8 of 8/ Cyp. 8 113 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Tpoayir: Omes™ JICP, kancysibi ¢ MoANGHIHPOBAHHBLIM BbICBOGOXKAeHIIEM, 30 Mr+20 mr

Market / Puinok : Russia / Poccus

i 2
Batch No / . B2403143 Bz:tch Quantity / 1250000 caps /
Cepusa Ne O6bem cepuu 1250000 kancyn
Analytical Repourt No/ . 2002FP24002323 Date of Analysis / . 28-09-2024
AHaanTnuyeckuii oruyer Ne JlaTa ananusa
Date of Manufacture / . 23-08-2024 Date of Expiry / . 31-07-2027
JlaTa npou3BoacTBA T'onen oo

Mfg. License No. /

Ne

IMpousBoacTBenHas nuuensunn : 63/RR/AP/96/F/R

MA number:/ Homep PY  : JII1-Ne(002687)-(PI'-RU)

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

Analysis performed according ND / Anaaus nposeagen no H/:

ceHT26ps 2022) u TpeboBaHHAMH KOHTPOJIl KAuyecTBA JIeKapCTBEHHBIX CPEACTB, a TakkKe B COOTBETCTBUM CO

Cﬂeul’ld)l/lKaLlVlﬂMH, conepKaulMMUCA B perucTpallMOHHOM JOCHE CTpaHbI-UMIOPTEPA. 3anucu no NMPOU3BOACTBY, YIIAKOBKE U
dHallu3y TNPOBEPEHBI, W YCTAaHOBJIEHO HUX COOTBETCTBUE Tpe6OBaHH$lM HpaBun HaaneKaluei ﬂpOM3BOHCTBCHHOﬁ TNMpaKTHUK

EBpHSHﬁCKOFO SKOHOMHYECKOTO COHO3a».

Remarks : The Product confirms to ND/
ITpumeuaunne: [lponykr coorBercTBYeT Tpeboranusam HJJ

Opinion : APPROVED
3axmwyenune: OJIOBPEHO

Prepared by / IloaroroeeHo:
CH. Prasad- Quality control- Team
Member

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

Member g

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBonurens
V. Prashanth- Quality Assurance- Team
Member

Print Date / lara: 29-09-2024

Print Date / Hata: 29-09-2024

Print Date / JTata: 29-09-2024




