Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

Page1of 6 /Crp.1nu36

]P;duct : Razo, Enteric-coated tablets 10 mg

IpoaykT: Pazo®, rabnerkn, noKpbIThle KHIIEUHOPACTBOPHMOIil 060/109K0il, 10 M1

Batch No. / Cepusn Ne : C2406462

700000 Tablets
700000 TaGnerok

Batch Quantity /
Ob6bem cepuu:

_Analytical Report No / Ananurnyecknii otuer No : 890001739183

Date of Analysis / JlaTa anaanza: 23/05/2024

Date of Manufacture / lata npousBoacrsa : 02/2024

Date of Expiry / Cpox roanoctn : 01/2026

usm. Ne 1 o1 29.06.2023

Analysis performed according ND / Ananu3s nposenen no HJI: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /

Ne|

1 Escription / Onucanne

Test / IllokazaTean

Result/ Pe;mTaTbl

Specification / Hopma

Round, biconvex, brownish-pink

coated tablets imprinted "RB10" with
black ink on the one side. The cross
section is the core white. / Kpyrasle,

JABOSIKOBBIITYKIIbIE TabneTku 5

NIOKPLIThIE 0O0IOUKOH KOPUUHEBATO-

PO30BOTO LIBETA, C MAPKUPORKOMH
yepHoro userta «RB10» Ha oaHo#

CTOpOHE. Ha Nnonepe4yHoOM paspese

sapo 6enoro upera.

2 |Identification By HPLC /
Iopaunnocts BIKX

Complies as prescribed/
CooTBeTcTBYET

3 | Average weight of coated
tablets / Cpeansisi macca
TabjaeTok

108.02 mg /108,02 mr

Round, biconvex, pink to brownish-pink
coated tablets with black ink imprinted
«RB10» on the one side. The cross section
is the core from white to off-white. /
Kpyrnbie, NBOSKOBBIMTYKJIblE  TaONeTKH,
TIOKpbITbIE  00O0JIOUKOH OT pPO30BOro J0
KOPUYHEBATO-PO30BOTO uBeTa c
MapkHpoBkod uepHoro 1peTa «RB10» na
oHO# cTopoHe. Ha momnepeuHom paszpese
A1po oT 6enoro 1o NoyTH 6enoro uBeTa.

The retention time of major peak in the
chromatogram of test solution should

correspond to the retention time of major
'peak in the chromatogram of Rabeprazole
sodium reference standard solution (section
Assay).

Bpems yaep:kuBaHHs OCHOBHOIO THKa Ha
XpoMaTorpaMMe MCIbITYEMOrO pacTBOpa
TOJIKHO COOTBETCTBOBATH BpEMEHH
yOEPKUBAHHS ~ OCHOBHOIO  MWKa  Ha
XpoMaTorpaMme pacTBopa CTaHAapTHOTO
obpazua pabenpazona HaTpus (pasnen
«KonuuecTBEHHOE OIpe/IENeHUEN).

10930 mg+ 7.5 % (101.10 - 117.50 mg) /
109.30 mr 7.5 % (o1 101,10 mr no
117,50 mr)

4 | Dissolution / PactBopenne

Unit-1/Epunnua-1 | 0%

In 0.1 M hydrochloric acid solution — not|
more than 10 % of Ci;sH2N;O;3;SNa

Unit-2/Eanunua-2 J 4%

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykr coorBeTcTBYeET TpeboBannam HJI

Opinion : APPROVED
3akawuenne: OJOBPEHO

Prepared by/

IMoaroroBneHo: g 4)

Checked by
[1porepeno:

gi

Approved by: Manager
MeneKep 10 odeciicHeH 10 KayecTBa

G-

Date/ Jlara: 2,9 <201

Date/ Harta; 23:"9 wdf—

Date/ Hata: 23 0¥ ~ 20 2




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHPUKAT AHAJIM3A

Product : Razo, Enteric-coated tablets 10_mg-
IMpoayxT: Pazo®, Tabierkn, NOKpbIThIE KillIeYHOpPacTBOPHMOii 06010uK0H, 10 Mr

Page2 of 6/ C1p. 2 u3 6

Batch No./ Cepun Ne : C2406462

Batch Quantity /

O0bem cepun: 700000 Tabnerok

Analytical Report No / Ananntuuecknii oruer Ne : §90001739183

Date of Analysis / JlaTta anaan3za: 23/05/2024 |

Date of Manufacture / lata npon3ssoacrsa : 02/2024

Date of Expiry / Cpox roanoctu : 01/2026

Analysis performed according ND / Apann3 nposenen no HJI: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /
nsm. Ne 1 o1 29.06.2023

—

700000 Tablets N

Average / CpeaH. 3Hauenue: 2%

Unit-3/Enunnna-3 4% (Rabeprazole sodium) label claim in 2 h.
Unit—4/EﬂnHMua-4— R 0% /
B 0,1 M pacTBOpe XJIOpUCTOBO0POAHOMN
Unit-5/Eannuna-5 1% KWcIoTHl — He Oonee 10%  or
- HOMHKHAIBHOTO conepKaHus
Unit-6/Ennnnuia-6 1% CisHaoN3O3SNa  (pabenpazon  natpus)

—iyepe3 2 u.

In buffer solution pH 8.0 — not less than 75
% (Q) of CisH2N303SNa (Rabeprazole

sodium) label claim in 60 min.

C13H20N303SN8
{uepe3 60 MuH.

(pabemnpazon

Unit-1/Enunmua-1 85%
Unit-2/Eannuua-2 81%

- Unit:3/Eaunnna-3 | 86%
Unit-4/Eannnua-4 84%
Unit-5/Enmnuua-5 86%
Unit-6/Eannnua-6 87%

Average / CpefiH. 3naueHue: 85%

Related substances by HPLC

/ PoncTeennble npumMecH, BIYKX

Rabeprazole N-oxide/
Pabenpazona N-oxcun

Rabeprazole Sulfone/
Patenpazona cynbdoH

Rabeprazole Methoxy analog/
Pa6enpasona meTokcu ananor

Rabeprazole Chloro analog/
Pa6enpazona xsnopo ananor

Not detected / He oOHapysKeHa

0.12%/0.12%

Not detected / He obHapyikeHa

Not detected / He oOHapysKeHa

Inot more than 0.5% / ne Gonee 0,5%

/ B 6ydepnom pacteope pH 8,0 — He meHee
75 % (Q) OT HOMHMHAJILHOTO COAEpIKAHUS
HaTpus)

not more than 0.5% / He 6onee 0,5%

not more than 0.5% / ne 6onee 0,5%

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

Opinion : APPROVED
3akmouenne: OJJOGPEHO

Prepared by/ Checked by Approved by: Manager

IMonrotoBnexo: //}M [Mpoeepeto: § MeHeokep o obecrieyeHito KayecTsa
(7

Date/ [ara: (LE'OS\' ,ZO‘Z,L} Date/ Hata: QS‘QSZLDX{' Date/ Hara: ';,';r'bs 02 Y




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHUPUKAT AHAJIM3A

Product : Razo, Enteric-coated tablets 10 mg
HpoayxT: Pazo®, TaGjeTKH, NOKPLITbIE KHLETHOPACTBOPHMOIi 0007104K0i1, 10 Mr

Batch No./ Cepna Ne : C2406462

‘Batch Quantity /
O6bem cepun:

700000 TaGaerox

Analytical Report No / Ananumnueckuii oruer Ne : §90001739183

Date of Analysis / laTa anaausa: 23/05/2024

Date of Manufacture / lata npoussoactsa : 02/2024

Date of Expiry / Cpok rognoctu : 01/2026

u3m. Ne 1 o1 29.06.2023

Analysis_})_a‘}'ormed according ND / Ananns nposeaen no HJ/I: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /

Rabeprazole Sulphide/
Pabenpazona cynshun

Rabeprazole Related
compound A/

Pabenpazona poacTBeHHAs
npumecb A

Rabeprazole Related
compound C/
Pabenpasona poacreeHHas
npumecs, C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / Ilpumecs npm
RRT 1,37 (macca m/z=310
MMM 12307)

Specified Impurity at
about RRT 1.51

(Mass m/z=458 Benzo
imidazole adduct) / Ilpumech
npu RRT 1,51 (macca
m/z=458

feH3MMHAa3051a a/UYKT)

Individual unidentified
impurity / EnnHuunas
HeMAEHTU(PULMPORAHHAS
NpHMeEChH

0.04%/0,04%

0.06%/0,06%

not more than 0.5% / ne 6onee 0,5%

Page3of6/Crp.3m36

700000 Tablets

not more than 0.5% / ne 6onee 0,5%

Below LOD (LOD = 0.02%) / Huxe
npenena odnapyxenns (110 = 0,02%)

0.02%/0,02%

Not detected / He oOHapycena

Below BDL (BDL= 0.1%) / Hwuxe
nopora perucrpauui (ITP =0,1%)

not more than 0.5% / ne 6onee 0,5%

not more than 0.5% / ne 6onee 0,5%

not more than 0.5% / He Gonee 0,5%

not more than 0.2% / ne 6onee 0,2%

Total impurities / Cymma

npumecei

0.2%/0,2%

not more than 2.0% / ne 6onee 2,0%

Remarks : The Product confirms to ND/
Ipumeuanne: Ilponykr coorsercTayet TpedoBaHuam HJJ

Opinion : APPROVED
3axkmouenne: OJOBPEHO

Prepared by/
ITonrorosineHo:

Checked by
IlpoeepeHo:

7

Approved by: Manager
Menemxep no ofeciiedeHno kKauecTsa

WY

Date/ Hata:

2.2\ - 20l

Date/ Jara: 02052024

Date/ Jara: '\’%,05,7,0")/‘1




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIU3A

Product : Razo, Enteric-coated tablets 10 mg—
HponykT: Pazo®, TadaeTkH, NOKPLITbIe KHIIEYHOPACTBOPHMOIi 060J101K0i1, 10 Mr

~ Pagedof 6/Crp. 4136

Batch No./ Cepns Ne : C2406462

Bat

O6bem cepun:

700000 Tablets
700000 rTad.aerox

ch Quantity /

jAna]vtic;lTl—eport No / Asanntnuecknii oruer Ne : 890001739183

Date of Analysis / JlaTa ananu3za: 23/05/2024

Date of Manufacture / JaTa npoussoactsa : 02/2024

Date of Expiry / Cpox roanoctn : 01/2026

Xnalysis performed according ND / Anannu3 nposexen no HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /

m3m. Ne 1 or 29.06.2023

6 |Residual Solvents content /
OcTaTouHbie OPraHHYecKMe
pacTBOpHUTENIH

1055 pg/tab / 1055 mkr Ha TabneTky

Isopropanol — not more than 1379 pg per
tablet / U3onponanon — ne 6onee
1379 MkKr Ha TabneTky

7 |Uniformity of dosage units /
OnHopoaHOCTL
A03MPOBAHMSI

8.1/8,1

8 [Microbial purity / MukpoGuoJjiorunueckas 4ucTora

Aceptance value (AV) should be not more
than 15.0. / Ilokazarens npuUemieMoOCTH
(AV) nomxen 6b1Th He Honee 15,0.

a) Total aerobic microbial
count / Ob1uee uncno
[ a3pOOHbIX MUKPOOPraHH3MOB

Less than 10 CFLTg/
Menee 10 KOE/r

[Not more than 1000 CFU/g /

He 60onee 1000 KOE/r

b) Total combined yeasts and
mould count / ObLuee uncio
JPOMOKEBBIX U TIJIECHEBBIX

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

H3

no

A

rpubdoB
¢) E.coli Absentin lg/ . Shall be absent in 1g /
| OtcyTctByeT B 1T JomkHbl oTcyTcTBOBaTH B 1 T
9 |Assay / KonnuecTBeHnnoe 9.7mg/9,7 mr 9.0 mg to 11.0mg of C;sH2N303SNa
onpeeieHue (Rabeprazole sodium) (90 to 110 % of the
labeled amount) per  tablet /
Or 9,0 mr no 11,0 mr C;sHyN3035SNa
(pabenpazon Hatpus) (o1 90 no 110 % ot
HOMHWHAJILHOIO COIEPIKaHMUs) B TaONETKe.
10 |Packaging / YnakoBka 15 tablets in a (PVC/A]/PA)—foil' 15tablets in a (PVC/Al/PA) foil

/aluminum foil blister. 1 blister and|/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton
pack. / Ilo 15 Tabnerok B OGnucrepe
(TIBX/AJI/TIA)
aJIlTOMUHUEBOMN
I 6aucTepy BMECTE € MHCTpYKUHWEH
NPUMEHEHHIO B
KapTOHHY!O.

donbru  /
donbru. Io

nauky

patient information leaflet in a carton pack.
/ Tlo 15 Tabnerok B Onucrepe u3
(TIBX/AJI/TTA) donbru / antoMHUHHEBOM
¢donbru. Ilo 1 nnn 2 dnuctepa Bmecte ¢
MHCTPYKUMEH 10 NPHUMEHEHWIO B TauKy
KapTOHHYIO.

Remarks : The Product confirms to ND/

Ilpnmeuanne: [1poaykT cooTBeTcTBYET TpeboBaHuam HJT

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/ Checked by Approved by: Manager

INoaroTosneHo: g&é_ IMposepeno: é Menemkep no obectieueHHIO KauecTBa
e,

Date/ Jlata: 2% (05-( Q Ou/ Date/ Jlara: 9R05 102f- Date/ Hara: 03-0C —2024




Dr.Reddy’s “:‘

Product : Razo, Enteric-coated tablets 10 mg
HpoayxT: Pa3o®, rabneTKn, NOKPHITbIE KHIIEYHOPACTBOPHMOH 060/104K0H, 10 Mr

Batch No./ Cepns Ne : C2406462

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

PageSof6/Crp.5u3 6

‘Batch Quantity / 700000 Tablets
O6bem cepnn: 700000 radnerox

Analytical Report No / Ananutuueckuii oruer Ne : 890001739183 |Date of Analysis / lata anann3za: 23/05/2024 |

Date of Manufacture / Jlata npon3soactsa : 02/2024 Date of Expiry / Cpok rognoctn : 01/2026

Analysis performed according ND / Ananus npoeeaen no H/I: JITT-002666-191022, amend Ne 1 dt 29.06.2023 /
u3m. Ne 1 ot 29.06.2023

11 |Labeling / Mapkupogska

Complies as prescribed / According to ND /
CooTBeTtcTBYET TpeOOBAHUAM B cootserctBuy ¢ H/|

12 |Storage conditions /

XpaHenne

At temperature below 25 °C. / Ilpu Temnepatype ne Brie 25 °C.

13 [Shelflife / Cpox rognoctn

2 years /2 rona

Remarks : The Product confirms to ND/ Opinion : APPROVED
ITpnmeyanne: IlpoaykT cooTBetcTBYeT TpeGoBanusm HJI 3akmoyenne: OJOBPEHO
Prepared by/ Checked by Approved by: Manager
IloaroTosneno: IpoBepeHo: C§ Menemxep no obecneyeiiine Ka4ecTsa
qy-—
ara: ' qu . :
Date/ Jlara: 7z 5{)5 ~2-01Y | Date/ [lara: 220 Siorf Date/ [ata: 62 -05~20 Y




CERTIFICATE OF ANALYSIS

Dr.Reddy’s Q¢

CEPTUPUKAT AHAJIU3A

Page 6 of 6/ Crp. 6 136

Product : Razo, Enteric-coated tablets 10 mg

IpopykT: Pazo®, tabaeTky, NOKPHIThIE KHIIEYHOPACTBOPUMOii 000J104K0i1, 10 Mr

Batch No./ Cepust Ne : C2406462

Batch Quantity/ 700000 Tablets
O6bem cepun: 700000 TadaeTok

Xn—alytical Report No / Anaantnyecknii oruer Ne : 890001739183

Date of Manufacture / lata npoussoacrsa : 02/2024

Date of Analysis / JlaTa ananusa: 23/05/2024_;
Date of Expiry / Cpok roanoctn : 01/2026

usMm. Ne 1 or 29.06.2023

Analysis performed according ND / Ananu3 nposenen no HJL: JIT1-002666-191022, amend Ne | dt 29.06.2023 /

API name / nanmenosanue A®C:

Rabeprazole sodium / Pabernpazon HaTpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepnn nponssoaurens ADC:

ACQHO002488, ACQH002487

FP Manufacturer API Batch number /

Homep cepun cy6eranunn npousponutens I'J1®:

FCQA02986, FCQA02987

API Manufactured by & country /
Ilpouzsoanrtens A@C, crpana:

Dr. Reddy's Laboratories Ltd., India
H-p Peaan’c Jlabopartopuc Jlta., Unans.

Remarks : The Product confirms to ND/

I pnmeuanne: [poaykr cooTBeTcTBYET TpeboBanuam HJJ

Opinion : APPROVED
Saxkmouenne: OJOBPEHO

Prepared by/ Checked by Approved by: Manager

ﬂOHFOTOBHeHOZM—I MposepeHo: C7€ MeHezkep no odecrieyeH o KayecTna
= al

Date/ Jlara: 2205~ Q«OZ? Date/ Jlara: 2051024 Date/ Hara: 23“05’7’0))1




