Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Page10ofS/Crp.1 n35

Product : Razo, Enteric-coated tablets 10 mg
IlponykT: Pazo®, Tabnerku, noKpbIThlie KHINEYHOPACTBOPUMOIi 000J104K0i, 10 Mr

Batch No. / Cepus Ne : C2300628

Batch Quantity /
Oo0bem cepun:

700000 Tablets
700000 rTabnerok

Analytical Report No / Ananntuyecknii oruer Ne : 890001642695

Date of Analysis / [laTta ananuza: 03/02/2023

Date of Manufacture / Jlata npon3soactsa : 12/2022

Date of Expiry / Cpok roanoctu : 11/2025

Analysis performed according ND / Ananns nposenen no HJ: JIT1-002666-191022

| Ne

Test / HoxazaTenn

Result/ PesyanTatsl .

. Specification / Hopma

1 [Description / Onncanne

Round, biconvex, brownish-pink
coated tablets imprinted "RB10" with
black ink on the one side. The cross
section is the core white. / Kbyfﬁﬁle,
JIBOSIKOBbINYKJIble TAOJIETKY,
NOKpbITbIE 000IOUKOH KOPUYHEBATO-

PO30BOrO 1IBETA, C MAPKUPOBKOM .

yepHoro ugerta «RB10» Ha ogHOH
ctopoHe. Ha nonepeunom pazpese

sapo Genoro usera.

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. /

Kpyribie, nBOsIKOBBINYKIIblE — TabneTkw,
NOKPBITbIE 00ONOUKOH OT pO30BOro 10
KOPUYHEBATO-PO30BOIO BeTa c
MapkupoBKOW uyepHoro useta «RB10» Ha
onHo¥ ctopoHe. Ha monepeunom paspese
aapo ot Genoro Ao MoyTH Henoro LseTa

Identification By HPLC /
ITopnnnnocrs BOKX

Complies as prescribed/
CooTBeTcTBYET

The retention time of the major peak in the
chromatogram of the test preparation
should correspond to the retention time of
the main peak in the chromatogram of
Rabeprazole sodium standard preparation
(section Assay). /

‘Bpems—ynep>xuBaHus OCHOBHOrO nuKa Ha
XpOMaTorpaMMe HCNBITYEMOro pacTBopa
JIOJKHO COOTBETCTBOBATH BpeMEHH
yAEpXHBAHMS ~ OCHOBHOrO ~ nukKa  Ha
XpOMaTOrpaMMe pacTBOpa CTaHAApPTHOrO
obpaslia pabenpazona Hatpus (pazzen
«KonnuecTpeHHoe onpeaeneHue»).

Average weight of coated
tablets / Cpeanssi macca
TabJieTok

107.85 mg/ 107.85 mr

109.30 mg = 7.5% (101.10 - 117.50 mg) /
109,30 mr+ 7,5 % (o1 101.10 Mr no
117,50 mr)

Remarks : The Product confirms to ND/
I pumeyanne: IlpoaykT cooTBeTcTBy4T TpeboBaHuam HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by/

> C Checked by

V=
ﬂonrOTOBneHo:W

I[TpoBepeHo: :f‘ g ),
.'_ / g

Approved by: Manager
Menepkep no odecnguen g, KauecTsa
HEZLKEP N0 Of ),

Date/ Jlara:

o0>-02 ,_292\_% Date/ [JaTa:

07-02-2023

Date/ ara: O%— o9 . ”7»03;%
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Product : Razo, Enteric-coated tablets 10 mg
IIpoayxkr: Pazo®, TabeTkn, NOKpbIThIE KHIIEYHOPACTBOPUMOIi 06010uK0#, 10 Mr

Batch No. / Cepua Ne : C2300628

Batch Quantity / 700000 Tablets
O0bem cepun: 700000 TaGserok

Analytical Report No / Ananurnuecknii otyer Ne : 890001642695

Date of Analysis / laTa ananuza: 03/02/2023

Date of Manufacture / lata nponssoactea : 12/2022

Date of Expiry / Cpok roanoctn : 11/2025

Analysis performed according ND / Anann3 nposeaen no HJ[: JI[1-002666-191022

_No Test / Iokazarein

_Result / PesyabTaTtnl

Specification / Hopma __

4 |Dissolution / PacTBopenne

In 0.1M hydrochloric acid solution — not
more than 0% of the labeled amount of

CisH20N303SNa (Rabeprazole sodium) is

-|dissotved in 2 hours.”/ B-0,1 M pactBope

XJIOPUCTOBOAOPOAHON KUCIOThI — He BoJee
10 % oT HOMHHanbLHOrO coAepKaHus

CisH20N3;O3SNa  (pabenpazona  natpus)

Unit-1/Enunnna-1 5%
Unit-2/Ennnnna-2 4%.
Unit=3/Eamanna-3-- |~ - 2% -
Unit-4/Ennnnua-4 3%
Unit-5/Epununa-5 5%
Unit-6/EauHnna-6 6%

yepe3 2 4.

Average / CpenH. 3HaueHue: 4 %

In buffer solution pH 8.0 — not less than
75% (Q) of the labeled amount of

CisH20N303SNa (Rabeprazole sodium) is

dissolved in 60 minutes. / B OydepHom
pacteope pH 8,0 — He menee 75 % (Q) ot

HOMHWHANbLHOIO COoAEpKaHuA

CisH20N3;O3SNa  (pabenpazona  natpus)
yepe3 60 MUH.

Unit-1/Enunnna-1 82%
Unit-2/Enunnna-2 82%
Unit-3/Enunnna-3 81%
Unit-4/Ennnuua-4 83%
Unit-5/Eannuna-s 84%
Unit-6/Eqnnnua-6 | 81%

Average / CpenH. 3Hauenue: 82 %

S |Related substances by HPLC

/ Poacreennble npumecu, BOXKX

Rabeprazole N-oxide /
Padenpasona N-okcua

Rabeprazole Sulfone /
Pabenpasona cynbhoH

Rabeprazole Methoxy
analogue / Pabenpasona
METOKCH aHanor

Less than LOQ (LOQ: 0.022 %)/

Hiwxe npenena KoaMYeCTBEHHOIO
onpenenenus (ITKO: 0,022%)

0.10%/0.10%

Not detected / He oOHapyskeHa

not more than 0.5% / ve 6onee 0.5 %

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

not more than 0.5% / ue 6onee 0.5 %

Remarks : The Product confirms to ND/
Hpnameuanne: [1poaykT cooTBeTcryyeT TpeboBanuam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/
Tloarotosneno:

Checked by

[MposepeHo: @ /)

Approved by: Manager

Menenuep no odecneyeHio 1(€|LICLW

Date/ [lara:

e»-02-2024

Date/ Jara: 07 ~02 - 2023

Date/ Jlata: o %?_ O -20 1.3
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Product : Razo, Enteric-coated tablets 10 mg
IIpoayxT: Pazo®, TabaeTky, nOKpbIThbIe KHIIEYHOPACTBOPUMOii 0060.,10uK0ii, 10 Mr

Page3of 5/Crp.3 u3 5

Batch No. / Cepus Ne : C2300628 Batch Quantity / 700000 Tablets
O6beM cepun: 700000 Tabaerok

Analytical Report No / Anaautnuecknii oruer Ne : 890001642695 |Date of Analysis / lata ananu3za: 03/02/2023

Date of Manufacture / lata npon3soacrsa : 12/2022 Date of Expiry / Cpok rognoctn : 11/2025

tAnalysis performed according ND / Ananu3z nposeaer no HJI: JIT1-002666-191022

| Ne |, Test / Iloka3zaTenb Result / PesynsTaTh! _Specification / Hopma

Rabeprazole Chloro analogue / not more than 0.5% / ne 6onee 0,5 %
PaGerpazona xnopo aHanor - “Not defected / ne obnapykena = | T

- Rabeprazole Sulphide £~ - . | - - . .|not more than 0.5% / ue.Gonee 0.5 % -
Pabenpazona cynsdun 0.03%/0,03%
Rabeprazole Related™ ©~ ~  |Léss than LOQ (LOQ: 0.058 %)/ not more than 0.5% / He 6onee 0,5 % -
compound A / Pabenpazona Hwxe npenena konnvecTBEHHOTro
pOIACTBEHHAS TpUMeECh A onpenenenus (IKO: 0,058%)
Rabeprazole Related Below LOD (LOD: 0.02%)/ not more than 0.5% / ne 6onee 0,5 %
compound C / Pabenpazona |, 0 npenena oGHapysKeHus

poACTBEHHasA MpUMECH C (nO . 0,02 %)

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

.about RRT 1.37. _ o _ 0.03%/0,03% -
(Mass m/z=310

Imidazole)/ Ilpumecs npu
RRT1;37 (Maceam/z=31+0—
UMUAA3011)

Specified Impurity at not more than 0.5% / ne 6onee 0,5 %
about RRT 1.51 Not detected / He oOHapykeHa
(Mass m/z=458 Benzo
imidazole adduct) / ITpumech
npu RRT 1,51 (macca
m/z=458

OGeH3nummunazona annyKT)

Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumeuanue: [ponykT cooTBeTcTRYET Tpebosatuam HJJ 3axarouenne: OJJOBPEHO
Prepared by/ M Checked by Approved by: Manager
ﬂonromsnmo%%/ [poBepeHo: N O Menemkep no odecnedeHHIO KauecTea

: _— ) Floiola) Bani Qeeoth
Date/ Hara: O; _02,_% 2 Date/ [lara: 07 69 2023 Date/ Jara: O %.-O 2720722
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CEPTUDPHUKAT AHAJIU3A

Page 4 of 5/ Ctp. 4 u3 5

Product : Razo, Enteric-coated tablets 10 mg
Iponyxr: Pa3zo®, rabiieTkn, NOKPbITbIe KHIIEYHOPACcTBOPAMOIi 060.J101K0#, 10 Mr

Batch No. / Cepus Ne : C2300628

Bat

O6bem cepun:

700000 Tablets
700000 Tabnerox

ch Quantity /

Analytical Report No / Ananurnuecknii oruer Ne : 890001642695

Dat

e of Analysis / laTta anaanza: 03/02/2023

Date of Manufacture / lata nponssoacrsa : 12/2022

Date of Expiry / Cpox roanoctu : 11/2025

Analysis performed according ND / Ananus nposenen no HJI: JI[1-002666-191022

Ne | = _ Test/IlokazaTenn. . .

Result / PesynbTaThl . _ .

. Specification / Hopma

Maximum unknown
individual impurity /
Eantivunas

‘| HemneHTHdNUMpoBaHHas -
NIpUMECH '

BDL %/ p-eFI/ICT};)aLIHI/l %

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

Total impurities / Cymma
npuMecei

0.2%/0,2%

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

Residual Solvents content /
OcTaTouHble Oprannyeckue
PACTBOPHTENH

987 pg/tab / 987 mkr Ha TabneTky

Isopropanol — not more than 1379 pg per
tablet / MizonponaHon — He 6onee
1379 Mxr Ha Tabnertky

Uniformity of dosage units /
OanopoanocTb
1031 POBaHUsI

2.712,7

The acceptance value (AV) should be not
more  than 150. / Tlokasarenn
npuemnemocth (AV) pomken ObiTb He
6onee 15,0.

Microbial limits / Mukpo6unonoruueckasi uncrora

a) Total aerobic microbial
count / Obuee uncno
a3pOOHBIX-MUKPOOPraHW3MOB

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

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

b) Total combined yeasts and
mould count / Obwee yucno
JIPONOKEBBIX U MIECHEBbIX
rpubos

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

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

_cﬁ_ coli

Absentin 1g/
OtcyTtcTBYET B IT

Shall be absent in 1g/
JlomkHbl OTCYTCTBOBaTH B | T

Remarks : The Product confirms to ND/

Opinion : APPROVED
Jakawuenne: OJOBPEHO

Ilpumeuanne: Ilpoaykr cooTBeTCTRNET Tpebosanuam HJI

,QP/Checked by
M ﬂposepeHo@

Prepared by/
[NMoaroTtosaeHo:

s,

—

Approved by: Manager
Menerep no o0ecneyeHo Ka4ecTra

Date/ Jara:

o}-0)-8024

Date/ IlaTaT:__

O7-02-2023

Date/ Jlata: 08 _631-20 7(3
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Page S of S/ Crp.Su3 §

Product : Razo, Enteric-coated tablets 10 mg
IpoaykT: Pazo®, TaGaeTku, nOKpbITHIE KHIIEUHOPACTBOPUMOIi 06010uKo0l, 10 Mr

Batch No. / Cepusn No : C2300628

Batch Quantity /
Obbem cepuu:

700000 Tablets
700000 Tabserok

Analytical Report No / Ananuruuecknii otuer Ne : 890001642695

Date of Analysis / lara anannsa: 03/02/2023

Date of Manufacture / [lata npoussoacrsa : 12/2022

Date of Expiry / Cpok roanocTn : 11/2025

Analysis performed according ND / Ananu3 nposeaen no HJI: JIIT-002666-191022

Specification / Hopma

Ne | Test / IloxazaTens __._ - Result/Pe3yanTaTsl . _
9 |Assay / KonnuecrBennoe 9.9 mg/9,9 mr 90mg to 11.0mg of CisH20N303SNa
onpeaejenne N (Rabeprazole sodium) (90 to 110% of the
labeled amount) per  tablet /
- N Or 9',0 M]:'.'Zl;() 117,0 Mr :C1'8H20N3O3SN5 :

(pabenpazona nHarpus) (o1 90 no 110 % or

HOMMHANBLHOrO COAepIKaHus) B TableTKe.
-10 |Packaging / Ynaxoska 15 tablets in a (PVC/AI/PA) foil| 15tablets in a (PVC/AI/PA) foil

/aluminum foil blister. 1 blister and
patient information leaflet in a carton
pack. / IJo 15 Tabnetok B 6GnucTepe

/ Tlo

15 Tabnetok B Oamncrepe

/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.

M3

w3 (IIBX/AJUTIA)  doneru /| (TIBX/AJI/TIA) donbru / amomuHHeBOM
alltOMHUHHUEBOH donbru. [To| ponbru. Tlo 1 wnu 2 Gaucrepa BMecTe ¢
1 61ucTepy BMeECTe C WHCTpYKLMWelN| MHCTPYKUMEH MO TNPUMEHEHHIO B TMauky
no NPUMEHEHHIO B NauKy | KapTOHHYHO.
KapTOHHYIO.

11 |Labeling / Mapkuposka Complies as prescribed / According to ND /
CooTseTcTBYET TpeHOBAHUAM B coorsetcTBuu ¢ HJ]

12 |Storage conditions / At temperature below 25 °C. / Ilpu Temnepatype He Bbitte 25 °C.

XpaHenne . _
13 |Shelf life / Cpox roanocTn 3 years /3 rona

Remarks : The Product confirms to
Ilpumeuanue: [poaykT cooTeeTcT

ND/
et TpeboBaHusam HJ|

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/
IToarorosineHo:

2] Checked by
c@?y Hposepemm 2]

Approved by: Manager
Meneazkep no obecneueHnio KayecTea

2elofg) Rgmric M2l

Date/ [ara:

eP-O7-902.3

Date/ Jlata:

702 2023

Date/ [laTa: o &‘,-0'1/'-%)3




