Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIU3A

Page1 of S/Crp.1mu35

Product : Razo, Enteric-coated tablets 20 mg
Ilpoaykr: Pazo®, TabneTku, NOKPbITbIE KNIEUHOPACTBOPUMOIT 06010uK0i, 20 Mr

Batch No. / Cepus Ne : C2212564

Batch Quantlty/
‘O6nem cepun:

1500000 Tablets
1500000 rabsierox ~

Analytical Report No / Anaanrnueckuii otuer Ne : 890001634963

Date of Analysis / laTa ananun3za: 23/12/2022

Date of Mamufacture / Jlata nponssoncrea = 11/2022

Date of Expiry / Cpok roagnoctn : 10/2025

Analysis performed according ND / Ananus nposeagen no HJI: JI1-002666-191022

Ne Test / IloxazaTenn

Result / PesyabTatsl

Specification / Hopma

1 |Déescription / Onucanne

Round, biconvex, light yellow coated
tablets with red ink imprinted «RB20»
on the one side. The cross section is
the core white. / Kpyrasie,
JBOSKOBbINYKJble TaONeTKH,
NOKPbITbIE 0D0JIOUKOH CBETNO-
JKENTOrO LIBETA, C MAPKUPOBKOM
kpacHoro useta «RB20» Ha oaHoi
cTopore. Ha nonepeutom pazpese
aApo 6enoro 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. /
Kpyrisle, TabneTkn,
NOKpbITEIE 00ONOYKOH OT CBETIIO-XKENTOTO
JO OKeNToro 1BeTa C  MapKWPOBKOM
kpacHoro 1Bera «RB20» Ha
cropoHe. Ha nonepeuHoM pazpese sapo oT

OeJioro 10 NoyTH O6€I0ro LUBeTAa.

JABOSIKOBLINYKJILIE

OJIHOM

2 |Identification By HPLC /
Tlopmunnocte BOKX

Com_pl ies as prescribed/

CooTBeTCcTBYET

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 ynepkuBaHWsi OCHOBHOTO IMMKa Ha
XpOMaTorpaMme MCTbITYEMOro pacTsopa
[NODKHO . COOTBETCTBOBATH BpEMEHH
yOCPIKMBaHWs ~ OCHOBHOTO  TWKa  Ha
XpoMaTorpaMMe pacTBOpa CTaHAApTHOro
obpaszua padenpazona HaTpus (pasznen
«KonnuecTeeHHoe onpeaeneHuey).

3 | Average weight of coated
tablets / Cpeanss macca
TabaeTok

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

Remarks : The Product confirms to ND/

Ilpumeuanne: [poaykT cooTBeTegsyeT TpedoBaHuam HJL

Opinion : APPROVED
3axmawuenne: OJOBPEHO

Prepared by/ &C))‘ Checked by Approved by: Manager
IMoaroToeneHo: _sz-/”-- FpoBepeHu; Ny ~2 MeHeKep no odecneueH g KauecTsa
Date/ [laTa: 2 A,f 2@/)4/ Date/ I[HTZ;Z 2UL-(2 - 209D Date/ Mara: MAL-022




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Page2 of 5/Crp-2 n3 5

Product : Razo, Enteric-coated tablets 20 mg
IponykT: Pazo®, TabsieTKH, NOKPBLITbIE KNLIEYHOPACTBOPHMOii 060J104K0ii, 20 MT

Batch No./ Cepusa Ne : C2212564

Batch Quantity /
06BeM cepun:

1500000 Tablets
1500000 TaGaerox

Analytical Report No / Anannruuecknii oruer Ne : 890001634963

Date of Analysis / Jlata anann3za: 23/12/2022

~|Date of Manufacture / Aata nponssoacrsa :11/2022 -

Date of Expiry / Cpok rognoctn : 10/2025

Analysis performed according ND / Anann3 nposepen no HJI: JITT-002666-191022

Ne Test / Iloka3zarens Result / Pe3yabTaThI Specification / Hopma
4 |Dissolution / Pacteopenne Unit-1/Enunnnila-1 4% In 0.1M hydrochloric acid solution — not
Unit2/Eaninnas 2% more than 10% of the labeled amount of]
. ARHL i CisH2N3;03SNa (Rabeprazole sodium) is
Unit-3/Enunnua-3 4% dissolved in 2 hours. / B 0,1 M pacTsope
Unit-4/Eannnua-4 3% XJIOPUCTOBOAOPOJHON KHCJIOTHI — He Gonee
i 10 % OT HOMMHANLHOTO COAepXKAHHA
Unit-5/Equnnua-5 % C1sH20N303SNa  (pabenpaszona  naTpus)
Unit-6/Ennnnna-6 -~ 4% SRSy

Average / CpenH. 3HaueHue: 4%

Unit-1/EanHuna-1 88% In buffer solution pH 8.0 — not less than
_ 75% (Q) of the labeled amount of]
Unit-2/Ennnnua-2 90% C1sH2N303SNa (Rabeprazole sodium) is
= dissolved in 60 minutes. / B OydepHom
RULEAS e L pactBope pH 8,0 — He menee 75 % (Q) ot
Unit-4/Eqnnnua-4 91% HOMHWHAJILHOIrO coaepxaHms
. CisH20N303SNa  (pabGenpazona Hatpus)
Unit-5/Eannuna-5 88% yepes 60 MuH.

Unit-6/Eayuunua-6 90%

Average / Cpent. 3nauenue: 90%

Related substances by HPLC

/ PopcrBennble npumecu, BIKX

Rabeprazole N-oxide /
Pabenpasona N-okcun

Rabeprazole Sulfone /
Pabenpazona cynbpon

Rabeprazole Methoxy
analogue / Pabenpazona
METOKCH aHanor

Below LOD (LOD: 0.008%)/
Hwxe npenena obHapyseHus
(110 : 0,008 %)

0.10%/0,10%

Not detected / He oGHapyskeHa

not more than 0.5% / ne donee 0.5 %

not more than 0.5% / 1e 6onee 0.5 %

not more than 0.5% / ve 6onee 0.5 %

Remarks : The Product confirms to ND/
Ilpumeuanne: Ipoavkr coorBeTcTBYeT TpeGoaHuam HJI

Opinion : APPROVED
Jakmouenne: OJOBPEHO

Prepared by/
IMoarorosneHo:

Checked by

%
Wﬂposepem.@/\,&

Approved by: Manager
MehemKep no odecneueHinio,KauecTsa

A

Date/ [lara:

24 2 P2+ Date/ [ara:

22U -12-200p

Date/ Jlara: UL~ 207U




Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A

Page3of 5/Crp.3 w35

Product : Razo, Enteric-coated tablets 20 mg
IMponyxT: Pazo®, TaGJieTku, NOKPbLIThIE KNIUEYHOPAacTBOPUMOii 06onoukoii, 20 mr

Batch No./ Cepua Ne : C2212564

Batch Quantity /
Obbvem cepun:

1500000 Tablets
1500000 TaGuieTok’

Analytical Report No / Anannrnueckuii oruer Ne : 890001634963

Date of Analysis / JlaTta anaau3za: 23/12/2022

Date of Manufacture 7 fata npoussoacrsa : 11/2022 -

“|Date of Expiry / Cpox rognoctn : 10/2025

Analysis performed according ND / Ananus npoeenen no HJI: JII1-002666-191022

Ne

Test / IloxazaTenan

Result / Pesyabrarsl

Specification / Hopma

Pabenpazona xy0po aHanor

Rabeprazole Chloro analogue /

Not detected / ne obHapysxeHa

Rabeprazole Sulphide /
Pabenpazona cynsdua

0.03%/0,03%

Rabeprazole Related
compound A / Pabenpazona
pONCTBEHHAs IpUMech A

Below LOD (LOD: 0.019%)/
Hwxe npenena obHapykeHns
(I10: 0,019 %)

Rabeprazole Related
compound C / Pabenpasona
poacTBeHHas rpumecs C

Below LOD (LOD: 0.02%)/
Hwxe npenena obHapyskeHus
(T10 : 0,02 %)

Specified Impurity at
about RRT 1.37 -

(Mass m/z=310
Imidazole) / [lpumeck npu
RRT 1.37 (macca m/z=310
UMK a3071)

0.01%/0.01%

Specified Impurity at
about RRT 1.51
(Mass m/z=458 Benzo

npu RRT 1,51 (macca
m/z=458
OeH3uMK1a300a aAayKT)

imidazole adduct) / [Tpumecs

Not detected / He oOHapyskeHa

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

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

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

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

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

'not more than 0.5% / ne Gonee 0,5 %

Remarks : The Product confirms to ND/
Ilpumeuanne: [lponykT coorBeTcTBYET TpeboBanusm HJJ

Opinion : APPROVED
3axkmwouenne: OJJOGPEHO

Prepared by/

(] Checked by

o2

Approved by: Manager

”Ojll‘OTOBJ;eHOQ?_ﬂ_. [TposepeHo: MeHekep no 0decneUueH IO KaveeTea
Py = /'70 S — s
Dawe/ fara: 94 ryp - 20) 1 Dawel lata: o 15 opoy | Date/ dama: M2~ W~




Dr.Reddy'’s ":'

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Page 4 of 5/ Crp. 4 uz 5

Product : Razo, Enteric-coated tabl

ets 20 mg

IpoayxT: Pazo®, TabieTkn, NOKPbITbIE KHIUETHOPACTBOPHMO¥ 000.104K0ii, 20 Mr

Batch No./ Cepnsa Ne : C2212564

Batch Quantity /
O0bem Cepum:” T

1500000 Tablets
" 1500000 Tadserok

Analytical Report No / Anaantuueckuii oruer Ne : 890001634963

Date of Analysis / Jlara ananusa: 23/12/2022

1Date of Manufacture / {lata npoussoacrea :-11/2022

‘| Date of Expiry / Cpok rogHocTn : 10/2025

Analysis performed according ND / Ananu3 nposenen no H/L: JII1-002666-191022

Ne Test / IloxazaTteasn

Result / PesyabTarhi

Specification / Hopma

Maximum unknown
individual impurity /
EnuHununas
HeuneHTHduUIMpoBaHHas
npuMech

BDL %/ perncrpaunn %

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

Total impurities / Cymma
npuMeceit

0.1%/0,1%

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

Residual Solvents content /
OcTaTounble opranyuuecKne
paCTBOPMTEH

1804 pg/tab / 1804 mkr Ha TabneTky

Isopropanol — not more than 2621 pg per
tablet / U3onponanon — ne 6onee
2621 mxr Ha TabneTky

Uniformity of dosage units /
OnnoponHocTh
HO03HPOBaHMNsI

3.9/3.9

The acceptance value (AV) should be not
more  than 15.0. / Tlokasartens
npuemnemoctd (AV) pomxeH ObiTb He
oonee 15,0.

Microbial limits / MukpoGuojornueckast H1HCTOTa

a) Total aerobic microbial
count / O6iuee ymncio
a3poBHBIX MHKPOOPraHU3MOB

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

b) Total combined yeasts and
mould count / O6uiee uuncno
JPOMNOKEBbLIX YU NIECHEBBIX
rpubos

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

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

~ |Not more than 100 CFU/g/

He 6onee 100 KOE/r

c) E. coli

Absentin lg/
OtcyteTByeT B IT

Shall be absent in 1g/
JlonykHbl oTcyTCcTBOBaTh B 1 1

Remarks : The Product confirms to ND/
IIpnmeuanne: [1poaykT COOTBETCTBY

veT Tpebosanusam HJL

Opinion : APPROVED
3aknwuenne: ONOBPEHO

Prepared by/

]’louromsneHo:W

| Checked by

~L

PA.

l']por;epem)’:g}J

Approved by: Manager
MeHemxep No odecneveHHIO KauecTsa

e—o—"*

Date/ [ara: 941 2201 ]

| Date/ Jara: 5&’ ~(2-2090_

Date/ [Jara: M2 M
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Dr.Reddy’s Q,’o‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Page Sof 5/ Crp.5u3 5

Product : Razo, Enteric-coated tablets 20 mg
ITpoaykr: Pazo®, TabaeTku, nokpbIThIE KHIIeYHOPACTBOPHMOIi 0b60s0uKkoii, 20 mr

Batch No. / Cepusn Ne : C2212564

Batch Quantity /
|Obbem cepiiu:

1500000 Tablets
1500000 TabseTok

Date of Analysis / laTta ananuza: 23/12/2022

Analytical Report No / Ananuruueckuii oruer Ne : 890001634963
Date-of Manufacture / Iara nponzBoacrsa 11/2022 -

-“|Date of Expiry / Cpox roanoctn

: 1072025

Analysis performed according ND / Ananus nposenen no HJI: JIT1-002666-191022

Ne

Test / Ilokazarenn

Result / PesyabTatsi

Specification / Hopma

9

Assay / KonuuecrBennoe

20.0 mg/20,0'mr

18.0 mg to 22.0 mg of CisH20N:O;3;SNa

/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Tlo 15 tabnerok B Gnucrepe

onpeaeJieHue (Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Or 18,0 mr ao 22.0 mr Ci;sHxN3;O;SNa
(pabenpazona natpus) (oT 90 mo 110 %
OT  HOMMWHQILHOTO  COJEpIKAHHA) B
TabneTke.
10 |Packaging / YnaxoBka 15tablets 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 Tabnetok B Oaucrepe u3

us  (IBX/AJVTIA)  doabru /| (TIBX/AJI/TIA) donbru / anoMuHueBoi
anIOMUHYEBOH donbru. IMo| ¢onbru. o 1 nnu 2 Gnucrepa BmecTe ¢
2 6nnctepa BMecTe C MHCTPYKLUMEH| MHCTpYKUMEH NO NPUMEHEHHIO B Mayky
no NPUMEHEHHIO B NayKy| KapTOHHYIO.
KapTOHHYIO.

11 |Labeling / Mapknporka Complies as prescribed / According to ND /
CooTBeTcTBYET TpebOBAHUAM B coorBetcTBum ¢ HJY

12 |Storage conditions / At temperature below 25 °C. / Tlpu Temnepatype He Buiuie 25 °C.

| Xpanenne ___ o N

13 [Shelf life / Cpox roanocrTn 3 years /3 ropa

Re

marks :

The Product confirms to ND/
Tlpumesanne: [Tpoaykr cooteeTcTBYeT TpeboBaHuam HJI

Opinion : APPROVED
3aknwuenne: OJJOBPEHO

Prepared byv/ Checked by Approved by: Manager

loarorosneno: [TposepeHo: Menemkep no o6ecnequni2€ilf:"1 Ba
e v, L .)_.-—-'-""-.-‘_-J' ]

Date/ Mara: Date/ lata: Q4 ~(2 ~9ppo | Date/ Nlara: U AL




