Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIM3A

Page1of 6 /Crp. 1 u3 6

Product : Razo, Enteric-coated tablets 20 mg
IponykT: Pa3zo®, TabsieTkn, NoKPhITbIe KHIIEYHOPACTBOPAMOK 000101K0H, 20 Mr

Batch No. / Cepus Ne : C2401630

Batch Quantity /
Oo0nem cepun:

1500000 Tablets
1500000 Tadaerox

Analytical Report No / Ananu

THyeckui oryer Ne : 890001722439

Date of Analysis / laTta ananuza: 29/02/2024

Date of Manufacture / lata n

pomnsBoacTBa : 12/2023

Date of Expiry / Cpox rognoctn : 11/2025

u3m. Ne 1 01 29.06.2023

Analysis performed according ND / Ananu3s nposegen no HJI: JI[1-002666-191022, amend Ne 1 dt 29.06.2023 /

Ne Test / Ilokazartein

Result / PeaynbTaThl

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. / Kpyrngie,
JIBOSIKOBBINTYKJIble TaOJETKH,
MOKPBITBIE 0O0IOUKOH KETTOro
1[BeTa, C MApKUPOBKOH KPacHOro LBeT
«RB20» Ha ogHo# cTopoHe. Ha
TIoNepeyHoM pazpese saapo Henoro
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. /
Kpyrnble, [BOSKOBBIIyKJIblE TabIeTKH,
MOKPBITbIE 000JIOYKOH OT CBETIIO-XKEITOr0
0O OKENTOr0 1iBeTa C MapKHUpPOBKOH
kpacHoro uBeta «RB20» Ha onHo#
ctopoHe. Ha nonepe4Hom paspese sApo OT
6es10ro 10 NoYTH Henoro IBeTa.

Identification By HPLC /
ITopnunnocrs BIKX

Average weigﬁt of coated
tablets / Cpeansisi macca
TabaeToK

=

Complies as prescribed/
CooTBercTByeT

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 ynep>kuBaHHs OCHOBHOIO
nMKa Ha XpoMaTorpaMMe MCIbITyeMOTo
pacTBopa  AOJDKHO  COOTBETCTBOBATh
BPEMEHHW YNEP)KUBAHHSA OCHOBHOIO ITHKa
Ha XpomarorpamMme pacTtBOpa
craHpaptHoro  obpasua  pabenpasona
HaTpus (pa3nen «KonuuecteHnoe
oTIpeneieHue» ).

207.80 mg /207,80 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/
IIpnmeuanne: Ilponykt coorBeTcTBYeT TpeboBannsaM HIQ

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by/

;),f./-«‘ "Checked by

Approved by: Manager

IMoarororneno: @&4”62 - IIposepeno: Menemxkep no obecrnieueHNIO kKauecTsa
o S/
Date/ [laTa: 2909 - W Date/ [lara: 20 -0 ~1oU Date/ [lara: LT LY




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Page 2 of 6 / Ctp. 2 n3 6

Product : Razo, Enteric-coated tablets 20 mg

HponykT: Pa3o®, rabaeTkn, noKpbIThie KHIIEYHOPACTBOPUMOH 000/104K0#, 20 Mr

Batch No./ Cepusa Ne : C2401630

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 Ta6aerok

Analytical Report No / Anagntuueckuii oruer Ne : 890001722439

Date of Analysis / [laTta ananuza: 29/02/2024

Date of Manufacture / lara npoussoactsa : 12/2023

Date of Expiry / Cpox rognocts : 11/2025

Analysis performed according ND / Ananu3 nposenen mo HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /

u3M. Ne 101 29.06.2023

Ne Test / Tloxaszarean

Result / PesynabTaTsl

Specification / Hopma

4 |Dissolution / PacTBopenne

Unit-1/Epnnnna-1 3% In 0.1 M hydrochloric acid solution — not

. . : more than 10 % of CI8H20N30O3SNa
Uit/ B2 0% | (Rabeprazole sodium) label claim in 2 b. /
Unit-3/Eannnna-3 2% B 0,1 M pacTBOpE XJIOPUCTOBONOPOIHOM
Unit-4/Equanna-4 1% Kucnotel — He bomee 10% ot

. HOMMHAJIEHOTO cozmepIKanus
Unit-5/Epunnna-5 0% C1sH2N303SNa  (pabenpasona Hatpus)
Unit-6/Ennnuua-6 2% 1Epesi 2,

Average / Cpenn. 3Hauenue: 1 %

In buffer solution pH 8.0 — not less than 75
% (Q) of C18H20N30O3SNa (Rabeprazole

sodium) label claim in 60 min. / B

6ydeprnom pacteope pH 8,0 — ne menee
75 % (Q) OoT HOMWHAJIBHOIO COJaEp>KaHUs

Ci1sH20N3O3SNa  (pabenpa3sona Hatpus)

gyepes 60 MUH.

Unit-1/Eagunauna- 1 92%
Unit-2/Eqnnnna-2 92%
Unit-3/Epmnanua-3 92%
Unit-4/Ennnuna-4 92%
Unit-5/Eannanna-5 93%
Unit-6/Eannuna-6 93%

Average / CpenH. 3nadenue: 92 %

5 |Related substances by HPLC

/ PopcTBennnie npumecn, BOXKX

Rabeprazole N-oxide /
Pabenpazona N-okcun

Rabeprazole Sulfone /
Pabenpazona cynsdon

Rabeprazole Methoxy analog /
Pabenpazona meTokcH aHajor

Rabeprazole Chloro analog /

0.03%/0,03%

0.13%/0,13%

Not detected / He obHapyxeHa

Not detected / He obnapy»eHa

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

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykr cootserc: |p3 eT TpeboBaHusam HJ|

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by/ , &7 Checked by Approved by: Manager

[NoaroroBneno: /B//é/:,%g/ [TpoBepeHo: é@ Menemxep no obecneyeHnIo KayecTra
>

Date/ [ara: 292 - o) 4 Date/ lara: 'qu-OZr-wuf Date/ Jara: AR NS,
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Dr. Reddy’s ".. CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page30f6/Cip.3u3 6

Product : Razo, Enteric-coated tablets 20 mg
IIpoaykT: Pazo®, TabsieTkH, NOKPHIThIE KHIIEYHOPACTBOPUMOii 06010uKo0i, 20 Mr

Batch No. / Cepus Ne : C2401630 Batch Quantity / 1500000 Tablets
Oobbem cepun: 1500000 TaGnerox

Analytical Report No / Ananutnuecknii order Ne : 890001722439 |Date of Analysis / laTa ananusa: 29/02/2024 ]

Date of Manufacture / Jlata npouspoacta : 12/2023 Date of Expiry / Cpox rongnoctn : 11/2025

Analysis performed according ND / Ananns nposenen no HJI: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /
n3m. Ne 1 o1 29.06.2023

Ne Test / Iloka3zaTens Result / PeayabTarsl Specification / Hopma

Pabenpazona xnopo aHanor

Rabeprazole Sulphide / Below LOQ (LOQ = 0.027 %) / Huxe [not more than 0.5% / He 6onee 0,5%

PaGenpa3zona cynsdugn npenena KOJIMYECTBEHHOI 0
onpenenenus (IIKO = 0,027 %)

Rabeprazole Related not more than 0.5% / ne 6onee 0,5%
compound A / Pabenpa3sona

POACTBCHHAsA ITPUMECH A

Not detected / He o6Hapy»xeHa

Rabeprazole Related Below LOD (LOD = 0.02 %) / Huwke|not more than 0.5% / ue 6oaee 0,5%
compound C / Pa6enpasona  |Dpedena  obuapyxenuns (IO =

pojacTBeHHas npumech C 0,02 %)

Specified Impurity at not more than 0.5% / ue 6onee 0,5%
about RRT 1.37

(Mass m/z=310 Not detected / He obHapyxkeHa

Imidazole) / [lpumect npu
RRT 1,37 (macca m/z=310
UMM1a300)

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

about RRT 1.51
(Mass m/z=458 Benzo

imidazole adduct) / IIpumecn
npu RRT 1,51 (macca
m/z=458

O6eH3MKa301a aJIYKT)

Not detected / He o6HapyxxeHa

Individual unidentified Below BDL (BDL= 0.1 %) / Husxe not more than 0.2% / ne 6onee 0,2%

impurity/ EqunuriHas nopora peructpauu (I1IP =0,1 %)
HeUJIEHTUQ UL POBaHHAas

npUMech
Total impurities / Cymma 0.2 %/0,2% not more than 2.0% / ne 6onee 2,0% ]
npumecen

Remarks : The Product confirms to ND/ Opinion : APPROVED

I pumeuanne: Ilponykr coorBeTeipyeT TpeboBannsm HJI 3axnrouenne: OJOBPEHO

Prepared by/ pxﬁz‘/ Checked by Approved by: Manager

Ioaroroeneno: Q—;:)/‘}/ [TpoBepeHo: (,r;@ Menemxep no obecreveHHIO KadecTBa

G5 >

Date/ [ata: 24 D 2044 Date/ ara: 'lCNrO?;*)O”U/{ Date/ Hara: G TN Oy




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page4 of 6 /C1p. 4 u3 6

Product : Razo, Enteric-coated tablets 20 mg
Ipoaykr: Pa3o®, TabyeTkH, NOKPbIThIe KHIIEYHOPACTBOPHMOIi 000/104K0ii, 20 MI

Batch No./ Cepus Ne : C2401630

Batch Quantity /
O6nem cepun:

1500000 Tablets
1500000 Taoaerox

Analytical Report No / Ananutndyeckuii otuer Ne : 890001722439

Date of Analysis / laTta anann3za: 29/02/2024

Date of Manufacture / lata npousBoacrea : 12/2023

Date of Expiry / Cpox rognocrn : 11/2025

Analysis performed according ND / Anann3 nposeaen no HJI: JI[1-002666-191022, amend Ne 1 dt 29.06.2023 /

n3Mm. Ne 1 o1 29.06.2023

Ne Test / IloxkazaTenn

Result / Pe3yabTaThl

Specification / Hopma

6 |Residual Solvents content /
OcTaTo4Hble OprannyecKne
pacTBOpHTeNH

1263 pg/tab / 1263 mxr na Tabnetky

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

Uniformity of dosage units /
OanopogHoCTh
J03HPOBAHMSA

2.5/2,5

The acceptance value (AV) should be not
more than  15.0. /  [Iloka3arens
npuemnemoctd (AV) nomxkeH OBITb He
6osee 15,0.

8 |Microbial purity / Muxpo6zoaorugeckas 4HCTOTa

a) Total aerobic microbial
count / Ob1ee yncno
a’pOOHBIX MUKPOOPTAHU3MOB

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 / O611iee uucio
JPOACKEBBIX U TUISCHEBBIX
rpuboB

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

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

c) E. coli

Absent in 1g/
OtcytcTByeT B 1T

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

Remarks : The Product confirms to ND/
IIpumeuanne: Ilponykr cooTBercrpyeT Tpebosanusm HJQ

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by/
[TogrorosneHo:

Checked by
IIpoBepeHo:

(o

Approved by: Manager
MeHemkep no obecneyeHnIo kauecTsa

3/

Date/ JlaTa: 9GP 024

Date/ Jlara: 0| (_02/,_’)/01(4

Date/ Jara: oS SN




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page S of 6 / C1p. Su3 6

Product : Razo, Enteric-coated tablets 20 mg
IIpoaykT: Pa3o®, Ta6ierku, nOKpbIThle KHUIEYHOPACTBOPHMOIi 000/10UKOH, 20 Mr

Batch No./ Cepus Ne : C2401630

001

Batch Quantity /

1500000 Tablets

€M CepHH: 1500000 TaGnerox

Analytical Report No / Anaguruuecknii order Ne : §90001722439

Date of Analysis / laTa ananun3za: 29/02/2024

Date of Manufacture / lata npouszBogcTa : 12/2023

Date of Expiry / Cpox rognoctn : 11/2025

Analysis performed according ND / Auanuz nposeaen no HJI: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /
m3m. Ne 1 ot 29.06.2023

Ne Test / Iloka3zaTens Result / PesynbTaTshl Specification / Hopma
9 |Assay / Konnuecreennoe 19.8 mg/ 19,8 mr 18.0 mg to 22.0 mg of CisH20N303SNa
onpejejieHne (Rabeprazole sodium) (90 to 110 % of the
Jabeled amount)  per  tablet /
Ot 18,0 mr mo 22,0 Mr CisH2oN3O3SNa
(pabenpazona Hatpus) (ot 90 nmo 110 %
OT  HOMMHAIBHOIO  COACpXKaHHsA) B
TabneTke.
10 |Packaging / Ynakoska 15tablets in a (PVC/AI/PA) foil| 15tablets in a (PVC/AI/PA) foil

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

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

pack. / Ilo 15 tabnerok B Oaucrepe|/ Ilo 15 rabnerox B Onuctepe u3
w3 (TIBX/AJTIA)Y  doneru /| TIBX/AJI/TIA) doneru / antoMHHHEBOH
aIIOMUHHEBOH thonbrn. o| donvru. o 1 wnu 2 6aucrepa BMecTe C
2 6bnucTepa BMecTe C WHCTPYKHMEH | MHCTpYKUMEH no TNPUMEHEHHIO B Madky
no NPHYMEHEHHIO B nayKy | KApTOHHYIO.
KapTOHHYIO.

11 |Labeling / MapxupoBka Complies as prescribed / According to ND /
CooTseTcTBYeT TpeOOBaHUAM B cootserctByun ¢ HI

12 |Storage conditions / At temperature below 25 °C. / I1pn Temnepatype ne Boie 25 °C.

Xpanenue
13 [Shelf life / Cpok rognocTn |2 years /2 ropja

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT cooTBeTgTRYET TpeboBaHusim HJI

Opinion : APPROVED
3axmrouenne: OJOBPEHO

Prepared by/
IMoarorosneHo:

Checked by
IlpoBepeHo:

D

Approved by: Manager
Menemxep no obecneueHMIO kayecTsa

V

Date/ lara:

0902 ~200 4

Date/ Mata: mPO'Z,"M?/H

Date/ Jlara: LA OV Ny
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Dr. Reddy,s q.... CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIA3A

Page 6 of 6 / C1p. 6 u3 6

Product : Razo, Enteric-coated tablets 20 mg

IIpoaykT: Pa3zo®, TabieTku, NOKPBHIThIE KHIIEYHOPACTBOPHMOI 060J104KO0iH, 20 MT

Batch No. / Cepusa Ne : C2401630

Batch Quantity / 1500000 Tablets
Oo61em cepun: 1500000 TaGaerox

Analytical Report No / Anannrnyeckuii oruer Ne : 890001722439

Date of Analysis / Jlara anaausa: 29/02/2024

Date of Manufacture / Jlata npoussoacrsa : 12/2023

Date of Expiry / Cpox roanocrn : 11/2025

Analysis performed according ND / Ananuz nposeien no HJI: JIT1-002666-191022, amend Ne | dt 29.06.2023 /

n3M. Ne 1 ot 29.06.2023

API name / nanmenosanue APC:

Rabeprazole sodium / Pabenpazon HaTtpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Howmep cepnn nponssoautens ADC:

ACPH004945, ACQH000043

FP Manufacturer API Batch number /
Homep cepnn cydcrannnn npousBoautens [JID:

FCQAO00244, FCQA00245

API Manufactured by & country /
Hponzsoanrens A®C, cTpana:

Dr. Reddy's Laboratories Ltd., India
L-p Penpnu'c Jlabopatopuc JItn., MUunus.

Remarks : The Product confirms to ND/
IIpumeuanne: INponyxkr coorTBeTeTByeT TpebGoBaHuam HJI

Opinion : APPROVED
3axmoyenue: OJOBPEHO

IMoaroroBnexo:, IlposepeHo:
&

Prepared by/ %y /p;f’fi’: Checked by
< /

Approved by: Manager
MeHemxep no obecneveHio KauecTra

Date/ [lara: Qq'{yl* 9024 Date/ ara: mmﬁw Date/ [lara: UG ~0L-TRY,




