Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUD®HKAT AHAJM3A

Page 1 of 8/ Cyp. 1 13 8

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

Jlpoaywr: QMe's" ACP, xancyabl ¢ moandUNPOBANHBLIM BbicBobowaeHnen, 30 mr+20 mr

Market / Poinox :

Russia / Poccus

Batch No / Batch Quantity / 1250000 caps /

. R2403443 J
Cepna Ne 8 B2403443 Ob6bem cepin 1250000 xancyn
| i < p
|Analytical RepoultNo/ . 2002FP24002654 Date of Analysis / . 31-10-2024
Ananntnuecknii oruer Ne JaTta aHanansa
Date of Manufacture / . 28-09-2024 Date of Expiry / . 31-08-2027
JlaTa npon3BoacTea Iogen no
Mfg. License No. /
IMponsBoacTBednas aunensusa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JITI1-Ne(002687)-(PI'-RU)
Ne

JIT1-Ne(002687)-(PI'-RU)-071223

Analysis performed according ND / Ananu3s nposeaen no HA:

S"I:.‘? 4 Test / Tecr Result / PesyabTat Specification / Cneunduxauiis
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. REDDY’S” on the capsule | v ™Y

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

Teepavie  sxenaTHHOBbIE
OeClUBETHLIE KarCyJibl
MapKUPOBKOH 4EepHOro

-
« “Y DR, REDDY’S» ma KpBILIEYKE
Kancynbl W MapKHPOBKOH KpacHOro
usera «OMEZ-DSR» Ha xopnyce
KancyJbl. Coaepxumoe KancyJ:
chepuyeckMe  memieTel  0enoro U
KOPHUYHEBOIO LIBETA.

Npo3payHble
pasmMepa | ¢
LBeTa

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. /

JeJaTUHOBLIE
KancyJisl
YEepHOro

Trepnble
GecuBeTHbIE
MapKHpOBKOH

-
« “Y DR. REDDY’S» na KphbilledKe
KancyJ/bl U MapKHUpOBKOH KpacHOTo LBETa
«OMEZ-DSR» Ha Kopnyce KarcyJbl.
Comepxumoe  kancyl:  chepuueckue
reseTsl 0T 6es1o0ro N0 cepoBaTo-6ey0ro 1
OT  KOPUYHEBOrOo N0  JKEJITOBaToO-
KOPUYHEBOTO LIBETA.

npo3payHble
pasmepa 1 ¢
uBeTa

Remarks : The Product confirms to ND/
ITpumeuanne: Ipoaykt coorBercrByeT TpeboBaHuam HJJ

Opinion : APPROVED
3axknwuenne: OJOBPEHO

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

==,

Checked by / I'lpoBepeHo:
Latha. D - Quality control- Team

Member g

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoauTess
V. Prashanth- Quality Assurance- Team

Member
4 N\O

Print Date / Jata: 31-10-2024

Print Date / Jara: 31-10-2024

Print Date / lata: 31-10-2024 \_




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIN3A

Page2 of 8/ Cip. 2 13 8

Product:

Omez DSR, modified-release capsules, 30 mg+20 mg /
IMponyir: Omes” JCP, kancyas! ¢ Moandiunposalibv BoicBodoxaeHnenm, 30 ar+20 mr

Market / Puiiok

: Russia/ Poccus

Batch No / . B2403443 Batch Quantity / 1250000 caps /

|Cepusa Ne i |O0bem cepun 1250000 kancyn

Analytical Repovrt No/ . 2002FP24002654 Date of Analysis / . 31-10-2024 |
AHajauTHYecKii oryer No JaTta ananusa

Date of Manufacture / . 28-09-2024 Date of Expiry/ . 31-08-2027 |
Jata npousBoacTBa loaen oo !
Mfg. License No. / '
IpousBoacTBeHHas auuensnsa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JITT-Ne(002687)-(PI'-RU)

Ne

Analysis performed according ND / Anaan3 nposeaes no HJI:
JITT-Ne(002687)-(PI'-RU)-071223

2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
Nnaentnduxauns 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
JomnepunoH preparation under assay. / Bpemena | Assay). /  BpemeHa = ynepxkHBaHUS

yIAepKMBaHHA  OCHOBHBIX TIMKOB Ha | OCHOBHBIX THKOB Ha XpOMaTOrpaMme
XpOMaTorpaMMe UCMBITYEMOro pacTBOpa | UCHBITYEMOTrO pacTBopa JOSTKHBI
COOTBETCTBYIOT BpEMEHaM YACPKUBaHUs | COOTBETCTBOBATh BPEMEHAM yIep KUBaHUsA
NMUKOB OMenpa3ofia W NOMNEepPHOOHAa Ha | IHKOB OMeNpaszona M JOMMEPUAOHA Ha
XpomarorpaMMe CTaHIapTHOrO PAacTBOpa | XpOMaTorpaMMme CTaHAApTHOTO pacTeopa
(paznen «KonnuectBenHoe | (pasgen «KonnyecreeHnoe
OonpeneNeHre»). onpenesieHrey).

3 Average weight of the net 369.82 mg/ 369,82 mr 369.0 mg + 10 % (between 332.1 to 405.9
content / Cpeanss macca mg) /
COEePKUMOro KarncyJa 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 %
Cogep2xcaHne BoAbI

5 Uniformity of dosage units / OanopoanocTL 1031 PoOBAIIILIX eXHHHIY

Omeprazole / OMenpazon

Domperidone /
Homnepunon

3.6/3,6

5.8/58

Acceptance value (AV) should be less than
or equal to 150 / Tloka3arens
npuemnemoctd (AV) OomkeH ObITb He
6onee 15,0.

Acceptance value (AV) should be less than
or equal to 150 / [Tloka3arens
npuemMaemocti (AV) nomkeH OblTb He
oounee 15,0.

Remarks : The Product confirms to ND/
Ilpumeuanue: Ilponykr coorseTcTBYyeT Tpeboanusm HJL

Opinion : APPROVED
3axaouenne: OJJOBPEHO

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

<z

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

Member g

Approved by: Manager/Executive /
OnobpeHo: MeHemxep / PykoBoautenb
V. Prashanth- Quality Assurance- Team
Member

Print Date / lata: 31-10-2024

Print Date / Jlata: 31-10-2024

Print Date / laTa: 31-10-2024




Dr. Reddy’s Q':".

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page3of 8/ Cip. 3113 8

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

IMpoayir: Omes" JICP. kaneyasl ¢ MoAN{ILIPOBAHHLIM BLICBOGOKRACHIEM, 30 Mr-20 amr

Market / Poinox

: Russia / Poccus

Batch No/ e Batch Quantity / 1250000 caps /

: B2403443 - )
Cepua No O6bem cepni 1250000 kancyn
Analytical Repo:'t No / . 2002FP24002654 | Date of Analysis / . 31-10-2024
AHainTHuecknii oryer Ne |AaTta anannsa
Date of Manufacture / . 28-09-2024 Date of Expiry / . 31-08-2027
JaTa nponzsoacTea INoaen no
Mfg. License No. /
IIpousBoacTeeHHas anuensns : 63/RR/AP/96/F/R MA number:/ Homep PY  : JITI-Ne(002687)-(PI'-RU)
Ne

Analysis performed according ND / Ananus nposeaen no HJ;:

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

6 Impurities / IIpumecu

Omeprazole / Omenpaszona:
Impurity 1 / npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5 / npumecs 5
Domperidone /
Homnepudona:

Impurity A / npumecs A
Impurity B / npumecs B
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npumecs F
Any individual unidentified
impurity / Jlrobas
eRMHUYHASA
HEUAECHTUDHULIUPOBAHHAS
NpHUMeECh

Total impurities /

Cymma npumecei

Not detected / He obHapysxeHa

Not detected / He 0BHapyxena

Less than LOQ (LOQ = 0.013%) / Huxe
npefena KOJIMYECTBEHHOTO OMNpeaeieHus
(TTIKO = 0,013%)

Not detected / He obHapyxeHa

Less than LOQ (LOQ = 0.010%) / Huxe
npenena KOJMHYECTBEHHOTO OTpeneicHHs!

(ITKO = 0,010%)
0.02% / 0,02%

Not detected / He oGHapyskeHa

Less than LOQ (LOQ = 0.012%) / Huxe
npenena KOJIMYECTBEHHOTO OfpedesieHus
(ITKO = 0,012%)

0.07%/0,07%

Less than Limit of Detection (LOD
0.004%) / Hwxke npepena obHapyxeHHUs
(TTO = 0,004%)

Not detected / He o6HapyxeHa

0.1% /0,1%

Omeprazole / Omenpazona:

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 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Domperidone / Jomnepuoona:

Not more than 0.50 % / He Gonee 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 0.50 % / He 6onee 0,50 %
Not more than 0.20 % / He 6onee 0,20 %
Not more than 2.5 % / He 6osiee 2,5 %

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoayxT cooTBeTCTBYET Tpeboranuam HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

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

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

Member E

Approved by: Manager/Executive /
Opobpeno: Menemxep / Pykosonurens
V. Prashanth- Quality Assurance- Team

Member \ hwo

Print Date / [Jata: 31-10-2024

Print Date / lata: 31-10-2024

Print Date / [lata: 31-10-2022




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page40f8/Cip. 4113 8

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

ITpoayrT: Omes " [ICP. kaney.anl ¢ Mo poBAaHHLIM BbIcBoGokAcHeM, 30 Mr+20 wr

Market / Poinok

: Russia/ Poccua

Batch No/

Batch Quantity /

1250000 caps /

.« RI4024473
Cepna Ne p B2403443 O6bem cepun 1250000 xancyn
5 - N 31
IAnalytlcal Repoultl\o/ . 2002FP24002654 Date of Analysis / . 31-10-2024
|ABaHTHYeCKH oTueT No Jdara anannza
|Date of Manufacture / . 28-09-2024 Date of Expiry/ . 31-08-2027
[data npousBoacTBa I'ogen no
Mfg. License No. /
IMponsBoacTBeHHas auueHsus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JITI-Ne(002687)-(PT-RU)
Ne

Analysis performed according ND / Anaaus nposeanen no H/L:
JIT1-Ne(002687)-(PT-RU)-071223

7 Residual solvents/ OcTaTounble opraHuuecKHe pacTBOPHTEIH

a) Methanol / 5 pg/caps / 5 mxr/kancyna a) Not more than 1107 pg per capsule /
MeTtaHon He 6onee 1107 mkr Ha kancyJy
b) Methylene chloride / b) Not more than 221 pg per capsule /
Metunenxnopva 6 pg/eaps / 6 mir/iancyna He Gonee 221 MKr Ha KancyJmy
8 Dissolution / PacTBopenne
a) Omeprazole/

i

ii.

Omenpazon

Acid stage (0.1N
HCIl)/

B 0,1 M pacrBope
XJIOPUCTOBOAOPOAHO
f KMCNOThI

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

4%, 6%, 8%, 7%, 7%, 8%

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

In a 0.1 M hydrochloric acid solution - not
more than 15 % of the label amount of
omeprazole (Ci7H;oN;0;8) after 2 hours. /
B 0,1 M pactBope xJI0pOBOJAOPOOHOMN
KUCIOTHI — He Gonee 15 % or
(hakTHUECKOTO COAEpKAHMA

omernpazona (Ci7H1gN3Os8) yepes 2 u.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(Ci7H9N30;S) after 30 minutes./

B 6ygdepe pH 6,8 — ne menee 70 % (Q)

OT HOMHHAJTLHOTO COASPIKAHUS
omenpazona (Cy7HoN30OsS) qepes

30 MuH.

Remarks : The Product confirms to ND/
ITpumeuanune: [lponykr coorsercTBYET TpeboBanusam HJJ

Opinion : APPROVED
3akmouenne: OJOBPEHO

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

=

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

Member g

Approved by: Manager/Executive /

Onobpeno: Menenxep / Pykosoantesns
V. Prashanth- Quality Assurance- Team
Member

uyf)

Print Date / Jarta: 31-10-2024

Print Date / Jata: 31-10-2024

Print Date / Jata: 31-10-2024




Dr. Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUO®HNKAT AHAJIU3A

PageSof8/Cip. 53 8

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

Hpoavir: Omes® 1CP, kancyan! ¢ moandGiunpoBanubiy BoIcBoomaer e, 30 mr-20 mr o 1

|Market / PoiHox

: Russia/ Poccus

Batch No /
. o} - -
Cepus Ne : B2403443

Batch Quantity /
O6bem cepnt

1250000 caps /
1250000 kancyn

Analytical Report No/
AHanuTH4YecKnii otyer No

Date of Analysis /

: 2002FP24002654 [ Nata anann3a

: 31-10-2024

Date of Manufacture / . 28-09-2024
JlaTa npousBoacTBa

| Date of Expiry /

: 31-08-2027

Ne

Mfg. License No. /
Ipon3BoacTBeHHAA JULIEH3NA :

63/RR/AP/96/F/R MA number:/ Homep PY  : JI[1-Ne(002687)-(PT'-RU)

Analysis performed according ND / Ananu3 nposenen no H/I:
JIT1-Ne(002687)-(PT'-RU)-071223

b) Domperidone /
HomnepuaoH

i. after | hour/uepe3 1 u 32%, 34%, 28%, 28%, 30%, 30%

ii. after 4 hours/ uepe3z 4 4 66%, 66%, 66%, 68%, 68%, 68%

iii. after 8 hours / uepes 8 u 77%, 80%, 77%, 80%, 80%, 77%

iv. after 12 hours / uepes 97%, 106%, 95%, 98%, 100%, 98%

124

In 0.1M hydrochloric acid solution /

B 0,1 M pacTeope XJOpOoBOAOPOIHOM
KHCNOTbL:

between 15 % and 40 % / ot 15 % no 40 %

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

between 55 % and 95 % / ot 55 % 10 95 %

not less than 70 % / e mexee 70 %

of the labeled amount of Domperidone
(C22H24CIN50O») / OT HOMHHANBHOTO
colepraHmsa AOMIEpUIOHa
(C22H24CIN5O2)

ASSR_V / KanuuecTReHHONR onpefeneHne

A. Omeprazole /
Owmenpazon

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

A. From 180mg to 22.0mg of
Ci7H1gN50sS (Omeprazole) per
capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mr pmo 22,0wmr
C17H19N:OsS (omenipazosn) B kancyne
(o1 90,0 no 110,0 % ot HOMHHATLHOTO
COAEPHAHHSA).

Remarks : The Product confirms to ND/
TIpumeuanne: [Iponykr cooreercTeyet TpeboBaHusam HJ{

Opinion : APPROVED
Zaxawuenne: OJOBPEHO

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

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

Approved by: Manager/Executive /
Ono6Gpeno: Meunemxep / PykoBoauTenb
V. Prashanth- Quality Assurance- Team

Member D

Print Date / JTata: 31-10-2024

Print Date / Jara: 31-10-2024

Print Date / ara: 31-10-2024




Dr. Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIU3A

Page 6 of 8 / Ctp. 6 113 8

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

IlpoayxT: Omes ' ICP, kaneyan! ¢ MomhuunpoBaHi by BuicBoboaaAennem. 30 mr-20 mr

\Market / PolHok

: Russia/ Poccus

Batch No / Batch Quantity / 1250000 caps /
- ") bl ha]

Cepus Ne + B2403443 Ob6bem cepun 1250000 kancyn
|Analytical Repourt No/ . 2002FP24002654 Date of Analysis / . 31-10-2024
AHaJIHTHYecKHii oTueT No Jara anannza

. g |
Date of Manufacture / . 28-09-2024 Date of Expiry / . 31-08-2027
|JaTa npon3BoacTBa |Tonen g0
Mfg. License No./
TIponspoacTBenHan nuuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JITI-Ne(002687)-(PT-RU)
Ne

Analysis performed according ND /
JIT1-Ne(002687)-(PI'-RU)-071223

AHanns nposeaex no H/I:

B. Domperidone / 29.94 mg /29,94 mr B. From 27.0 mg to 33.0 mg
JomnepuaoH (99.8%/99,8%) C>»HwCINsO->  (Domperidone)  per
capsule (90.0 to 110.0 % of the label
claim) / Or 27,0mr no 33,0wmr
C2H2CINsO- (noMnepuaoH) B
kancyne (or 90,0 no 110,0% ot
HOMWHAJILHOTO COAEp KaHu).
10 |Microbial limits / Mukpotuosorudyeckasi 4ucToTa
a) Total aerobic microbial Less than 10 CFU/g/ a) Not more than 10° CFU/g /
count / Ob1uee yucno Menee 10 KOE/r He 6onee 10° KOE/r
a3po6HbBIX
MHKPOOPTraHU3MOB
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 102 KOE/r
O6uee yucio
IPOXOKEBBIX U
[UIECHEBBIX TPUOOB
c) E. coli Absentinl g/ ¢) Shall be absent in 1g/
OrcytctByerB 1 1 OrcyrerBue B 1 1
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, 8, 10
patient information leaflet (package | blisters and patient information leaflet
insert) in a carton. / TTo 10 kancyn B | (package insert) in a carton. / [lo 10
6nucrepe un3 (IMBX/AJI/TTIA) doabru / | kancyn e Gnucrepe w3 (IIBX/AJI/TIA)
amomuHueBoit donsru. Ilo 3 Gnucrepa | donweru / amomunueroit doasru. Io 1, 3,
BMECTE c WHCTpYKLMEH no | 8, 10 Gnuctepos BMECTE C HHCTPYKLIMEHN TIO
MEAULIMHCKOMY TMPUMEHEHHIO (JIMCTKOM- | MEIMLMHCKOMY MPHUMEHEHHIO (JIMCTKOM-
BKJIAZIBILIEM) B MAYKY KAPTOHHYIO. BKJIAZIbILIEM ) B [IAYKY 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 specifie

d in the certificate of analysis.

Remarks : The Product confirms to ND/
IIpumeuanne: IlpoaykT cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akaouyenune: OJJOBPEHO

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

~z=

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

Member é

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

Print Date / Jara: 31-10-2024

Print Date / Jara: 31-10-2024

Print Date / Jlata: 31-10-2044




Dr. Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 70f8/Cip. 7138

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoayxr: Omes’ [ICP, kancyabl ¢ MOAHGIIIIIPOBAHIBLIM BolcBoGomwaentiem, 30 mr-20 mr

Market / Polnok : Russia/ Poccis
- _ ity 25 :

Batch No/ . B2403443 Batch Quantity / ; 1250000 caps /
Cepns Ne | O6bem cepun 1250000 kaneyn
Analytical Repourt No / . 2002FP24002654 Date of Analysis / . 31-10-2024

| AHamuTnuecknii oryer Ne JlaTa avanusa

Date of Manufacture / . 28-09-2024 Date of Expiry / . 31-08-2027
| laTa npon3BoacTBA T'ogen a0

|Mfg. License No. /

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

Analysis performed according ND / Anasns nposeaen no H/I:
JITI-Ne(002687)-(PT-RU)-071223

* — HOpMBI B cneUM(HKALMK NPEACTaBeHbl HA CPOK TOIHOCTH. [1py BBIMyCKE MpenapaT MpoBEPSETCs B COOTBETCTBHH CO
cneunduKalMel Ha BBITIYCK, NO3TOMY B cepTH(MKaTe aHanu3a Ha npenapar MOryT ObITb ykazaHbl G0jee CTPorMe HOpMbl,
4eM B HACTOSILLEM HOPMATHMBHOM AOKYMEHTE MO KauecTBY.

API name / Haumenosanue A®C: Omeprazole / Omenpason Domperidone /lomMnepuaoH
INN / MHH: Omeprazole / Omenpason Domperidone / Jomnepuaon
API manufacturer batch number / 0000118176 &

Homep cepun npoussoanrens ADC: OME/00324 0000118176

FP Manufacturer APl Batch number / FBRH00023 &

Homep cepuu cyGeTanumu FBRA00497 FBRH00024
npoussoauTteas I'JIP:

API Manufactured by & country / Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India/
ITponspoantens A®C, crpana: Hpuuu @apmacetotukanc Jita, Muaus Bacynxa ®apma Kewm JIta, Muaws

Name, address, authorization No for | Dr. Reddy's Laboratories Ltd., Formulation Tech Ops — 11, 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.
HaumeHoBaHue, agpec, THUEH3NA A 63/RR/AP/96/F/R) /

IlpousBoacTBEeHHadA MyioWaaAKa / H-p Pennu’c JlaGopatopuc JIta., [TpousBoacreeHHoe noapazaeneque-11,
Ilnomwaaka KkoHTpoNs KadecTBa / VYuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu Bunnamk,
Ilnomaaka BeIMycka Bauynannu Manpan, Menuan Mankamxrupu Jucrpuxr - 500090, mrat

Tenanrauna, Muaus (JInuenszus Ne 63/RR/AP/96/F/R)

Declaratlon of certlflcatlon: «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.

3axkniouenne o cooTrBeTcTBuM: «HacTtoslum s noaTeepikaatd, 4TO TNpUBENeHHas Bbllle HHQopMauus sBAKETCS
IOCTOBEPHON M TOUHON. DTa cepus NMPOLYKUMH NpousBeneHa (Bkouas yrnakoBky (MapKHpOBKY) W KOHTPOJb KauecTBa) Ha
BLILUECYKA3aHHOH MPOM3BOACTBEHHON mnowlaake (Maowankax) B NOJHOM COOTBETCTBUM ¢ TpeboBanuamu [lpaBun
Hajuiexauled Npou3BOACTBEHHOM npakTvky EBpasuiickoro akoHomuueckoro cotoza (Ne GMP/EAEU/RU/00573-2022 ot 23
centsiopa 2022) wu TpeGOBaHMAMHU KOHTPOJIS KauecTBa JIEKAPCTBEHHbIX CPEACTB, a TakKe B COOTBETCTBHM CO

Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanue: [TponykT coorBercTByeT TpebopaHusm HJI 3axnwyenne: OJOBPEHO

Prepared by / TloarotosneHo: Checked by / IIpoeepeHo: Approved by: Manager/Executive /
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Dr.Reddy’s Q¢
CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIM3A
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‘Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
_Epu,-‘JVKT:_Omes " ACP, ranevabi ¢ Mo npoBaHbiM BricBoGomaeHeM. 30 Mr+20 mr

Market / PoiHox : Russia / Poccus

Batch No / Batch Quantity / 1250000 caps / ]
. ? inl il | .

Cepusa Ne : B2403443 O6bem cepun © 1250000 xancyn

Analytical Repovrt No / . 2002FP24002654 Date of Analysis / . 31-10-2024

AHaNITHYeCKHi oTueT Ne |JaTa ananuza

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

JlaTa nponspoacTBa I'ogen ao

Mfg. License No. /

Nponspoacreennas anuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI"-RU)

Ne

Analysis performed according ND / Auanans nposeaen no H/I;:
JITT-Ne(002687)-(PT-RU)-071223

CreuHPUKALMAMH, COREPXKALIMMUCS B PErHCTPALIMOHHOM NOChe CTPaHBI-WMIIOpTepa. 3aMucK No MPOM3BOACTBY, YIIAKOBKE U
aHANU3y NPOBEPEHLI, U YCTAHOBIICHO MX COOTBETCTBWE TpebosaHMaMm [lpaBun Haanexauleil MPOM3BOACTBEHHON NpaKTHK

EBpazniickoro 3k0HOMHUYECKOro Com3a».

Remarks : The Product confirms to ND/ Opinion : APPROVED
Mpumeuanue: [Ipoaykt cooTBeTcTBYET Tpebopanuam HJI 3akmouenue: OJOBPEHO
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