@
. Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTHPUKAT AHAJIM3A

Page10f6/Ctp. 1u36

Product : Razo, Enteric-coated tablets 20 mg
Ipoaykr: Pa3o®, TabeTkn, HOKPLITHIE KAMIEIHOPACTBOPUMOi 0601049K0#, 20 MI

Batch No. / Cepus Ne : C2407983

(01118

Batch Quantity /

1500000 Tablets

€M CepHH: 1500000 Ttaénerox

X;lalytical Report No / Ananurnyecknii oruer Ne : 890001746937

Date of Analysis / lara anaansa: 30/06/2024

Date of Manufacture / lata npou3ssoacrsa : 05/2024

Date of Expiry / Cpox roagnoctn : 04/2026

uzm. Ne 1 o1 29.06.2023

Analysis performed according ND / Ananu3 nposeaen o H/I: JITT-002666-191022, amend Ne 1 dt 29.06.2023 /

|

Ne Test / IloxazaTean

Result / Pe3ynbTarsi

Specification / Hopma

1 |Description / Onucanue

Round, biconvex, yellow coated
tablets with red ink imprinted "RB20"
on the one side. The cross section is
the core white. / Kpyribie,
JBOSTKOBBIMTYKJTbIE TaONETKH,
TIOKPBITbIE 000JIOYKOH XKEATOro
L[BEeTa, C MAPKHUPOBKO# KPacHOTo LIBET
«RB20» na omHoli ctopoHe. Ha
HOTNIEPEYHOM pazpese aapo Oenoro
LBETA.

Round, biconvex, light yellow to yellow-
coated tablets with red ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /
Kpyrnible, OBOSKOBHIMYKSble TablETKH,
MOKPBITEIE OOOMOYKON OT CBETIIO-KENTOrO
JO OKENTOro LBeTa C MapKHPOBKOM
kpacHoro uBera «RB20» Ha oxHoii
cropoHe. Ha nonepeyHoM paspese sapo ot
Gejtoro o nouty Oenoro LBeTa.

|Identification By HPLC /
ToaauuuocTh BOMX

Y

Complies as prescribed/
CootsercTByeT

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
NMHKa Ha XpOMaTorpaMme HCHBITYEMOro
pacTBopa  HOMKHO  COOTBETCTBOBATH
BpPEMEHH YNEep)KMBaHHUA OCHOBHOTO ITHKa
Ha XpoMarorpamme pacTBOpa
cTaHgapTHoro  ofpasua  pabemnpasona
HaTpus (paznen «KonnuecTBeHHOE
onpefeneHue).

Average weight of coated
tablets / Cpennssa macca
TabaeToxk

s

209.09 mg /209,09 mr

212.68 mg+5 % (202.05 -223.31 mg) /
212,68 Mr+ 5 % (ot 202,05 Mr go
223,31 mr)

Remarks : The Product confirms to ND/
Iprmveuyanne: [Tpoaykr coorBercTByeT TpeboBaHusm HJL

Opinion : APPROVED
3axaouenne: OJOBPEHO

Prepared by/
IMoaroroeneHo:

HL

Checked by
IIpoBepeHo:

Lo

Approved by: Manager
Menemxep no obecreyeH o KayecTsa

Date/ [laTa: .2 o0& 20 Zy

Date/ [lata: 3 0 0b-202Y

Date/ Jara: 20-0 6L,




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJMN3A

Page2 of 6/ C1p. 2 m3 6

Product : Razo, Enteric-coated tablets 20 mg
ponyxr: Pa3o®, Ta6/ieTKH, NOKPBHITHIC KHIIEYHOPACTBOPUMOii 060/1049K0ii, 20 Mr

Batch No. / Cepus Ne : C2407983

(0178

Batch Quantity /

1500000 Tablets

eM cepum: 1500000 Ta6aerox

Analytical Report No / Anajarnaeckuii oruer Ne : 890001746937

Date of Analysis / lata anammsa: 30/06/2024

Date of Manufacture / {ata npoussoacrsa : 05/2024

Date of Expiry / Cpok roanoctn : 04/2026

[13m. Ne 1 o1 29.06.2023

Analysis performed according ND / Ananuz nposenen mo H/I: JI1-002666-191022, amend Ne 1 dt 29.06.2023 /

Ne Test / IlokazaTesb Result / Pe3yabTaTsl Specification / Hopma
4 |Dissolution / PacTBopenne Unit-1/Epusvua- 1 0% In 0.1 M hydrochloric acid solution — not
= 2 = more than 10 % of CI18H20N30O3SNa
Unft 2/Enprnua-2 e (Rabeprazole sodium) label claim in 2 h. /
Unit-3/Enununua-3 2% B 0,] M pactBope XJIOPHUCTOBOOPOIHOM
Unit-4/Eaunnna-4 2% kucinorel — He ©Gonmee 10% ot
- { HOMHHAIBHOTO COZlepIKaHuUs
Unit-5/Ennanua-5 3% CisH20N3;03SNa  (pabenpasona  HaTpus)
Unit-6/Equuuua-6 3% HEpes 2 48

Average / CpenH. 3HaueHue: 2%

Unit-1/EanHuua-1 88%
Unit-2/Enqunuua-2 89%
Unit-3/Eaununua-3 91%
Unit-4/Epvnnua-4 88%
Unit-5/Eaunuua-5 88%
Unit-6/Equnnua-6 91%

Average / CpenH. 3HaueHue: 89%

In buffer solution pH 8.0 — not less than 75
% (Q) of C18H20N303SNa (Rabeprazole
sodium) label claim in 60 min. / B
OydpepHom pactBope pH 8,0 — He meHee
75 % (Q) OT HOMHHAIBHOTO COJepKaHHI
CigH2oN303SNa  (pabenpazona HaTpus)
yepe3 60 MUH.

Related substances by HPLC / Poacreennnie npumecu, BIJKX

|

Rabeprazole N-oxide /
Pabemnpa3zona N-okcun

Rabeprazole Sulfone /
Pabenpazosna cynbhoH

Rabeprazole Methoxy analog /
Pa6enpa3zona MeTokcu aHaior

Rabeprazole Chloro analog /

Below LOD (LOD = 0.008 %) / Huxe
npenena obHapyxenus (110 =
0,008 %)

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

0.12%/0,12%

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

Not detected / He obHapyxeHa

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

Not detected / He obHapyxeHa

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

IIpumeuanme: IIpoaykT cooTBETCT

Remarks : The Product confirms to ND/

ByeT TpeboBanusam H/J

Opinion : APPROVED
3akmouenue: QJJOGPEHO

Prepared by/ Checked by Approved by: Manager
[MToaroTosseHo: é:ﬁ_ IposepeHo: Menemxkep no obecrneyeHuo KauecTra
Date/ Mara: 207 L~ Q‘Ozy Date/ JlaTa: A6 Ob-r0LY Date/ Hara: 20-0 §- 10U




Dr.Reddy’s Q;

CERTIFICATE OF ANALYSIS

CEPTHOPHUKAT AHAJIU3A

Page3 of 6 /Crp. 3 u3 6

F;oduct : Razo, Enteric-coated tablets 20 mg
IpoaykT: Pazo®, TabiieTKH, NOKPHIThIE KHIIEYHOPACTBOPHMOH 060,109K0ii, 20 Mr

Batch No. / Cepus Ne : C2407983

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 Tadaerox

Analytical Report No / AnannTnyeckuii orger Ne : 890001746937

Date of Analysis / laTta anaymsa: 30/06/2024

Date of Manufacture / JIata npoussoacrsa : 05/2024

Date of Expiry / Cpox rogaoctn : 04/2026

Analysis performed according ND / Ananus nposenen no HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /
usm. Ne 1 ot 29.06.2023

[ N

Test / Tloxa3zaTeinn

Result / PesyabraTsl

Specification / Hopma

Pabenpa3ona xyiopo anajior

Rabeprazole Sulphide /
Pabemnpasona cynstdun

Rabeprazole Related
compound A / Pabenpazona
POACTBEHHAs IPUMECh A

Rabeprazole Related
compound C / Pabenpazona
poncTeeHHas npumecs C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / [Tpumeck npu
RRT 1,37 (macca m/z=310
UMUAA30M)

Specified Impurity at

about RRT 1.51

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

OeHzuMUIa30Ia aAYKT)

Individual unidentified
impurity/ EquauyHas
HeuaeHTHOUUUpOBaHHAs
npuUMech

0.05%/0,05%

Not detected / He oGHapy»keHa

Below LOD (LOD = 0.02 %) / Huxe

npeaena obHapyxenus (10 =
0,02 %)

Not detected / He oOHapyxeHa

Not detected / ne obHapyxeHa

Below BDL (BDL= 0.1%) / Huxxe
nopora peructpauuu (ITP =0,1%)

not more than 0.5% / "e 6oee O,S‘V:

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

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

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

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

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

Remarks : The Product confirms to ND/
Ilpumeuanmne: [IpomykT cooTBeTcTBYET TpeboBaHusM H]J

Opinion : APPROVED
3akmoyenne: ONOBPEHO

Prepared by/ , Checked by Approved by: Manager

Houromsnmo:éﬁ IIpogepeno: L@ Menemxep no 06&‘-;[}(3‘-16HHIO KayecTBa
L

Date/ [larta: ggofoé‘ r Qozg/ Date/ [laTa: 0 ~O6~2>0ly Date/ ara: 200 b-10U4
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

Page40of 6/Crp. 4u3 6

ﬁoduct : Razo, Enteric-coated tablets 20 mg
IIpoaykT: Pa3zo®, Ta6/ieTKH, NOKPBIThHIE KAIIEYHOPACTBOPHMO# 060109KOi, 20 MI

Batch No./ Cepus Ne : C2407983

Batch Quantity / 1500000 Tablets
Obbem cepun: 1500000 TaGaerox

Xnalytical Report No / AnainnTuyecknii oruer Ne : 890001746937

Date of Analysis / Jlata anaauza: 30/06/2024

Date of Manufacture / lata mpoussoacrsa : 05/2024

Date of Expiry / Cpok rognoctn : 04/2026

u3Mm. Ne | or 29.06.2023

Analysis performed according ND / Auann3s upoBeaen no HJI: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /

'_.NQ

Test / Ilokazarens

Result / Pe3yabTatsl

Specification / Hopma

Total impurities / Cymma
npuMmecei

0.2 %/0,2 %

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

Residual Solvents content /
OcraToYHbIE OpPraHnYecKHe
PACTBOPHTE/H

1313 pg/tab / 1313 mkr na Tabnerky

Isopropanol — not more than 2621 pg per
tablet / M3onponaHon — He Gonee
2621 MKr Ha TableTKy

|

Uniformity of dosage units /
OpnopoaHocTh
AO3HPOBAHHUA

3.8/3,8

The acceptance value (AV) should be not
more than 15.0. / Ilokasarens
npuemnemoctd (AV) pomxeH ObITh He
Gonee 15,0.

Microbial purity / Mukpo6HoJiorudeckasi YHCTOTa

a) Total aerobic microbial
count / OGiLee Ynucio
a3pOOHBIX MHKPOOPTaHH3MOB

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

Not more than 1000 CFU/g/
He 60nee 1000 KOE/r

b) Total combined yeasts and
mould count / O61iee uncio
JIPOMOKEBBIX W TIECHEBBIX
rpuboB

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

Not more than 100 CFU/g /
He 6o01ee 100 KOE/r

¢) E. coli

~ Absentin 1 g/
OtcyrcTyeT B 1T

Shall be absent in 1g/
JoJkHBI OTCYTCTBOBATH B 1 T

Remarks : The Product confirms to ND/
Tlpumeuanne: [IpoaykT cooTBeTCcTBYET TpeboBaHusm HJL

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by/ Checked by Approved by: Manager

IMoaroroeaexo: ;é/;ﬁ, IMpoBepeHo: @ MeHemkep 110 obecrie4eHuIo Ka4ecTBa
\

Date/ Mara: SBopé- 202/(./ Date/ Jlata: ¢y ~0(-20024 Date/ Jlata: 20 -0 b -1




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAIN3A

Page S of 6/ Ctp. Su3 6

[Product : Razo, Enteric-coated tablets 20 mg
IpoaykT: Pa3o®, Tab1eTKH, NOKPBITHIE KHIIEYHOPACTBOPUMOIi 000JI0UKOi, 20 Mr

Batch No. / Cepus Ne : C2407983

(017} 8

Batch Quantity /

1500000 Tablets

€M CepHH: 1500000 Tabénerox

Analytical Report No / Ananurndecknii oryer Ne : 890001746937

Date of Analysis / lata anammsa: 30/06/2024

Date of Manufacture / lata npoussoacrsa : 05/2024

Date of Expiry / Cpox roanoctn : 04/2026

|m3m. Ne 1 o1 29.06.2023

Analysis performed according ND / Anannus npoBenen mo H/I: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /

Test / IToxkasarenn

Result / PesynbTaTsl

Speciﬁcation / Hopma

E
9 |Assay / KonnuecTBenHoe
onpezeseHne

19.7 mg/ 19,7 mr

18.0mg to 22.0 mg of CisHzN303SNa
(Rabeprazole sodium) (90 to 110 % of the

/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / ITo 15 Tabnerok B Gnuctepe

labeled amount) per tablet  /
Or 18,0 mr mo 22,0 mr C;sHyoN3O3SNa
(pabenpazona Hatpus) (ot 90 go 110 %
OT  HOMHHATBHOTO  COJepXKaHHA) B
| TabJeTKe.
10 |Packaging / YmakoBka 15 tablets in a (PVC/AI/PA) foil|15tablets in a (PVC/AI/PA) foil

/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/ Tlo 15 Tabnerok B Onucrepe u3

uz  (TIBX/AJI/TIA)  doneru /| (TIBX/AJI/TIA) donbru / anroMuHHeBO#H
TFOMHHHEBOH ¢donbru. Ilo| ponbru. Tlo 1 unu 2 Gaucrepa BMEcTE C
2 6aMcTepa BMECTE C WHCTPYKLMEH | HHCTPYKLHMEH MO NPHMEHEHHIO B MHayKy
o NIPUMEHEHHIO B nayKy | KApTOHHYIO.
KapTOHHYIO.

11 | Labeling / MapkupoBka Complies as prescribed / According to ND /

_ CootrBeTcTBYET TpeOOBaHUAM B cootserctBuu ¢ HJJ
12 |Storage conditions / At temperature below 25 °C. / [Ipu Temnepatype He Bbile 25 °C.
XpaHnenne
13 |Shelf life / Cpox roqnoctan |2 years /2 ropa

Remarks : The Product confirms to ND/
IIpumeuanme: TTpoaykt cooTBeTcTBYeT Tpebosanusm H/I

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by/ Checked by Approved by: Manager
[MoaroroieHo: M [TposepeHo: [@ MeHemxkep no obecrneyeHHIo KayecTna
Date/ [lara: S0 8~ ,;09/7 Date/ Jata:  3pyrp 62014 Date/ Mara: 260 6-10U
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Dr.Reddy’s €s¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Page 6 0f6/Crp. 6ma6

Product : Razo, Enteric-coated tablets 20 mg

Ipoaykt: Pa3o®, TabieTku, NOKPLITHIE KHMIIeYHOpacTBOpUMOii 000/109K0ii, 20 M

Batch No. / Cepust Ne : C2407983

Batch Quantity / 1500000 Tablets
Oo0Bem cepun: 1500000 TaGaerox

Analytical Report No / Amamnrudeckuii oruer Ne : 890001746937 |Date of Analysis / Jlata ananuza: 30/06/2024

Date of Manufacture / lata npoussogcrsa : 05/2024 Date of Expiry / Cpox roguoctn : 04/2026

usm. Ne 1 ot 29.06.2023

Analysis performed according ND / Asanus nposenen no HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /

API name / HanmeHoBanue ADPC:;

Rabeprazole sodium / Pabenpazon Hatpus

INN/MHH: Rabeprazole / Pabenpazon
API manufacturer batch number /

Homep cepnn nponspoaurens ADC: ACQHI%I88

FP Manufacturer API Batch number / FCRA00062

Homep cepnn cyocranuuu npoussoaurenas LJIPD:

API Manufactured by & country /
Iponseoantens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India
| H-p Penawn’c Jlabopatopuc JIta., Uumus.

Remarks : The Product confirms to ND/

IIpameuanne: Ipoaykr cooTBeTcTBYET TpeboBanusm HJI 3axmouenne: OJJOBPEHO

Opinion : APPROVED

Prepared by/ Checked by

Ioarorosnexo: M ITposepeHo:

Approved by: Manager
",’_@ Menemkep no obecrieueHHIo KauecTBa
©

Date/ MHara: 2o0b- gozy Date/ JlaTa:

Q00 620U Date/ Ilara: 2,0 -0 b1




