CERTIFICATE OF ANALYSIS

Dr.Reddy’s €3¢

CEPTHOHEKAT AHAJM3A

Product : Razo, Enteric-coated tablets 20 mg

|Batch No./ Cepust Ne : C2308635

Date of Manufacture / Jlara nponssoacrsa : 06/2023 i

Ne Test / MokasaTenn Result / PesynbraTn

Rounﬁ, biconvex, light yellow coated
tablets with red ink imprinted "RB20"
on the one side. The cross section is

1 |Description / Onucanue

the core white. / Kpyrabie,
JBOSIKOBLINYKJble TAOACTKH,
NOKPbLITbIE 000N0UKOI CBETIO-
JKETOrO UBETA, C MAPKMPOBKOH
kpacHoro 1geta «RB20» na ogHol
cropore. Ha nonepeurom paspese
sapo denoro useTa

2 |Identification By HPLC /
TTopnunnoctrn BOAX

Complies as prescribed/
CooTBeTCTBYET

Average weight of coated 206.98 |Fg_/206.98 Mr
tablets / Cpeausis macca

TAa0J1eTOK

Page 10f6/Crp. 1n3 6

IMpoaykT: Pa3o®, TabaeTKi, NOKPHITLIC KHIIETOPACTBOPUMOIi 000a0uKOii, 20 Mr |
'Batch Quantity /
|Obbem cepnn:
Analytical Report No / Auasmnrnuecknii oruer Ne : 890001677305  Date of Analysis / lara anannsa: 31/07/2023
Date of Expiry / Cpok roanocts : 05/2026

Analysis performed accord_ing ND / Ananns nposenen no H/: JIT1-002666-1 91022

1500000 Tablets
1500000 Tagnerox

Specification / Hopma

Round, biconvex, light yellow to ye]low\:
coated tablets with red ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /
Kpyravie, ABOSKOBBIMYK/blE  TabNETKH,
NOKpbITbIE 060NOUKON OT CBeTJ]O—N(eJ]TOFO!
JI0 OKEJITOro  LBeTa ¢ MapKUpPOBKOM
kpacHoro upera «RB20» wHa opuoii
|cTopone. Ha nonepeuiiom paspese sapo ot
Henoro a0 noutu GesIoro HUBETA.

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
IRabeprazole sodium standard preparation
(section Assay). /

BpeMst yaep)KMBaHUs OCHOBHOTO MHKa Ha
XpOMarorpaMMe HCMbITYEMOrO  pacTBopa,
JIOJDKHO COOTBETCTBOBATH BPEMEHH
YIEPIKUBAHWS  OCHOBHOTO  MUKa  Ha
XpoMaTorpaMMe pacTBOpa CTaHAAPTHOI'O
obpaszua pabenpazona HaTpus (paznen
«KonnuecTrenHoe onpeaeneHuey).

212.68 mg = 5% (202.05 - 223.31 mg)/
212,68 Mr+ 5 % (o1 202,05 Mr oo
22331 mr)

Remarks : The Product confirms to ND/
Npumenanne: [lpoaykT coorsercTiyeT Tpebosannsm HJ1L

57

.—Q“ )
C : >_;),Q—C:f/

Prepared by/ [ Checked by

[ToarotoraeHo: Iiposepero;
Date/ Hara: 3\“0‘4"?:@ 1% Date/ Jlara: 21->.0208

Opinion : APPROVED
Zakmoueune: OJOBPEHO
Approved by: Manager

Menepxkep no 066(:}'1‘%““0 KavectTsa

Date/ Hara: U - 2622




Qe
y °® CERTIFICATE OF ANALYSIS
Dr. Reddy S ‘.‘ CEPTUOUKAT AHAJIMA3A

Page2 of 6/ Ctp. 2 u3 6

Product : Razo, Enteric-coated tablets 20 mg
IpoaykT: Pazo®, TabaeTKH, NOKPLITHIC KHIICUHOPACTBOPUMOIE 060/10UK0¥, 20 MT

Batch No./ Cepus Ne : C2308635 !Batch Quantity / 1500000 Tablets

~ |O6bem cepun: 1500000 Tadaerok
Analytical Report No / Asaanynucexnii orer Ne : 890001677305 [Date of Analysis / Tava anasnsa: 31/07/2023
Date of Manufacture / /lara nponssoactsa : 06/2023 Date of Expiry / Cpoxk roanocrn : 05/2026

"Analysis performed according ND / Anaans ;poseuen no HJI: JIT1-002666-191022

Ne Test / [lokazarenn Resuit/ Pe3_lebTaTbl Specification / Hopma
4 |Dissolution / PactBopenne Unit-1/Epunnua-1 1% In 0.1M hydrochloric acid solution — not
Unit2/Emminias 0% more than 10% of the labeled amount of
. ol Sy ° Ci18H20N303SNa (Rabeprazole sodium) is
Unit-3/Eannnua-3 1% dissolved in 2 hours. / B 0,1 M pactsope
Unit-4/Eanuuna-4 6% XJIOPUCTOBOIOPOAHON KUCNOThI — He Donee
! 10 % OT HOMHHANBHOTO COAEPKAHUS
Unit-5/Eanhnna-5 0% CisH20N303SNa  (pabenpasonia  natpus)
Y Rt
Unit-6/Eannnna-6 6% SRS

Average / Cpean. snavenue: 2 %

Unit-1/Eaunurna- | 84% In buffer solution pH 8.0 — not less than

. S 75% (Q) of the labeled amount of
Unit-2/Epnnnua-2 85% CisH20N3O3SNa (Rabeprazole sodium) is
Unit3/Eannmiac 0% dissolved in 60 minutes. / B GydepHom

pacreope pH 8,0 — ne menee 75 % (Q) ot
Unit-4/E;1MHm1Z1-Z T W HOMHWHANBLHOTO ColePXKaAHNS
CisHN3O3SNa  (pabenpazona  narpus)
uepes 60 MuH.

Unit-5/E aunnua-5 85%

Unit-6/Eamnnuna-6 ' 85%

Average / Cpent. 3HaueHue: 86 %

5 |Related substances by HPLC / PoncTBenuble npumecn, BIXKX

Rabeprazole N-oxide / Not detected / e o6HapysKeHa not more than 0.5% / ne Gosee 0.5 %
Pabenpazona N-okcua

Rabeprazole Sulfone / . i not more than 0.5% / ne Gonee 0.5 %
Pabenpazona cynbpon 0.07%/0,07%

Rabeprazole Methoxy not more than 0.5% / ne donee 0.5 %
analogue / PaGenpasosta

Not detected / ne obnapykena
METOKCH aHanor py d

Remarks : The Product contirms to ND/ Opinion : APPROVED

| Hpnmeuanne: poaykr coorserctayer TpedoBannsam HJL » ~| 3akmiouenne: OJOBPEHO
Prepared by/ Checked by Approved by: Manager
Toarorosneno: 44@ [TporepeHo: f Menepxep no 06ec[_|il|cm-||o KauecTsa

. s

Date/ [ara: g\ﬁoq,_wq_g Date/ Hara: g'.a’;._%@ Date/ Hava: gl_o,)'_%'gg




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS
CEPTHOPHKAT AHAJIN3A

{Product : Razo, Enteric-coated tablets 20 mg

Ne

IMponykr: Pazo®, raé/ieTkn, NOKPhITbIE KHILETHOPACTBOPHUMOIi 0607101k 0ii, 20 Mr

Batch Quantity /
|O6Bem cepuu:

Batch No./ Cepusn Ne : C2308635

Page3of 6/ Crp. 3uz 6

1500000 Tablets

1500000 Tagnerox |

Analytical Report No / Anumnucekuii orver Ne : 890001677305 |Date of Analysis / lana anasmsa: 31/07/2023 |

Date of Manufacture / Jlata npoussoacrsa : 06/2023

|Date of Expiry / Cpoxk roantoern : 05/2026 |
— = — | .
Analysis performed according ND / Auaaus nposeaen no HJL: JI[1-002666-191022

_Test / IlokazaTenb

Result / Pe3_y.J]l:TaTbl

Rabeprazole Chloro analogue /
PabGenpazona xynopo ananor

Pabenpazona cynwpua

;Rabeprazole Related
compound A / Pabenpazona
POACTBEHHAs ITpUMeECh A

Rabeprazole Related
compound C / Pabenpazona
poacTeeHHas npumecs C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / Hpumecs npu
RRT 1,37 (macca m/z=310
UMKHA3001)

Specified Impurity at

about RRT 1.51

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

[Gensznmuaazona agayxr)

Rabeprazole Sulphide /

Not detected / He 0DHapy»ceHa

0.03%/0,03%

1
|
|
|
|

INot detected / ne obnapyskena

Below LOD (LOD = 0.02 %) /
Hwxe npenena obnapysenus (110 =
0,02 %)

0.04%/0,04%

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

Specification / Hopma

not more than 0.5% / ne Gonee 6,5 %

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

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

not more than 0.5% / ne Gonee 0.5 %

not more than 0.5% / ne 6onee 0.5 %

Not detected / He oGHapykeHa

‘Remarks : The Product confirms to ND/
Hpumevanue: Ipoaykr cootsercrpyer Tpebopanusm HJJ

Prepared by/
[MoaroTtosiieno:

o

Date/ Jlara: Q) g} LOLT

Opinion : APPROVED
Zaxarouenne: OJJOBPEHO

Checked by
Ipogrepetio:

/ﬂ?"
5

Approved by: Manager
Merieuiep 1o odectigieiinio KauecTna

M

Date/ Jlarta:

2)->-2014

Date/ Jlarta: 21"97“10? 2




’ ...’ CERTIFICATE OF ANALYSIS
Dr.Red dy S Ne CEPTUOUKAT AHAJIN3A

Pagedof 6/Crp. 4n3 6
Product : Razo, Enteric-coated tablets 20 mg
Iponykr: Pazo®, Tabnerkn, noKpLITHIE KNUIEYHOPACTBOPHMOIT 060s10uKOii, 20 Mr

Batch No. / Cepus Ne : C2308635 !Batch Quantity / 1500000 Tablets
|O6bem cepuu: 1500000 ragnerok
Analytical Report No / Anasmrnuecknii oruer Ne : 890001677305 [Date of Analysis / Jara anaanza: 31/07/2023
Date of Manufacture / Jlata nponszpoactna : 06/2023 IDate of Expiry / Cpok roasoctn : 05/2026
_Analysis performed according_ND / Anajiuz npoBeaeH 1o HIl_:JIﬁ-—002666—] 91022 _
‘Ne|  Test/Mokasateas || Result / Pe3y.anaTbl— ) Specification / Hopma ]
- [ _ R —
Maximum unknown not more than 0.2% / ne 6onee 0,2 %
L N TR Below BDL (BDL= 0.1 %) / Huxe
Ennnaununas | nio
nopora peructpaunu (I1P =0,1 %)
HEUJIEHTU(PULIMPOBAHHAS \
[pUMeECH .
Total impurities / Cymma - 0.1 %/0,1% inot more than 2.0% / ne 6onee 2.0 %
npumecen |
[ [
6 ;Residual Solvents content/ | 1435 ng/tab / 1435 mxr na tabnerxy |Isopropanol — not more than 2621 ng per
' 'OcTaTounble opragutecxKue tablet / U3onponanon — ne 6onee
. ' PACTBOPHTEH 2621 mkr Ha TabneTky ‘
| |
| 7 :Uniformity of dosage units / | 5.4/5.4 ~ |The acceptanceTa_lue (AV) should be not|
Opnopoanocre more  than 15.0. /  Tlokasarens
103U POBANISE npuemsieMoctn (AV) nomken ObITb 1—1ei
| _ - dosee 15,0. |
8 [Microbial limits / MUKpo6HOIOrHIecKAasl THCTOTA '
‘a) Total acrobic microbial | 'Not more than 1000 Cru/g/
20un(ts/ Obmee vucio | Less than 10 CFU/g / He 6onee 1000 KOE/r
a3pOOHbIX MUKPOOPraHU3MOB Menee 10 KOE/L
!_ o |
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g / '
mould count / O6uiee uuncno Metnee 10 KOE/r He 6onee 100 KOE/r I
JPOIOKEBLIX H MJIECHEBbLIX |
rpubos
c) E. coli B Absent in lg/ |Shall be absent in lg/ )
Remarks : The Product confirms to ND/ Opinion_:APPROVED - i
| Hpumeuanne: [fpoayxr coorsercrryeT Tpedosanuam HJL 3akmouenne: OJIOBPEHO

Prepared by/ Checked by O / Approved by: Manager

TloaroTosneho: (@_ Iposepelio: gﬁV Menepkep no obecrieuctinio KauecTBa

3 - e A
Date/ JlaTa: 2](‘0(;}'—7’07’; Date/ Jlara: 2 =) 3| Date/ Jata: g,;’)~'w’?$




CERTIFICATE OF ANALYSIS

@ »
Dr.Reddy’s €z¢

Product : Razo, Enteric-coated tablets 20 mg

CEPTUPUKAT AHAJIM3A

TpoayxT: Pazo®, Taduaerkn, nokpbIThlie KIewnopacTsopimoii 06oa0ukoii, 20 mr
'Batch Quantity /
_ - Oo6bem cepun:
Analytical Report No / Anaanrinueckuii oruer Ne : 890001677305 |Date of Analysis / Jata anannsa: 31/07/2023
Date of Expiry / Cpok roanocrn : 05/2026

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

Batch No./ Cepnst Ne : C2308635

Date of Manufacture / Jlata uponssoacrsa : 06/2023

PageSof6/Crp. su3 6

1500000 Tablets
1500000 rTagnerox

Ne ‘ Test / Hokazatens Result/ Pesyabrarsi
[
' OrcyreTByeT B 1T

9 |Assay / KoanuecrBennoe 19.4 mg /19,4 mr
onpejenenne

10 |Packaging / YnakoBka 15 tablets in a (PVC/AI/PA)  foil

faluminum foil blister. 2 blisters and
paticnt information leaflet in a carton
pack. / Tlo 15 Tabnerok B Onncrepe
wi  (IIBX/AJVITA)Y  donern /
ANIOMUHHUEBOH donbru. Ilo
2 OnMcTepa BMECTE ¢ HMHCTpyKUMEH
1o NPUMEHEHHIO B nayky
KapTOHHYIO.

Specification / Hopma

Jlomxhbl oTcyTecTBOBaTL B | I

18.0 mg to 22.0 mg of Ci3sHyN303SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Ot 18,0 mr go 22,0 mr CisH>0N3O3SNa
(pabenpazona natpus) (ot 90 no 110 %

OT  HOMHUHAIBHOTO  COHACp>KaHus) B
Tabnerke.
15tablets in a (PVC/AI/PA)  foil

/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/" Mo 15 Tabnetok B Onucrepe w3
(IIBX/AJI/TIA) ¢onbru / antOMUHHEBON
donbru. o 1 nnaum 2 dauctepa Bmecre ¢
MHCTPYKLWEH NO MPUMEHEHUIO B Mauky
| KAPTOHHYIO.

__
11 i],al)eling / MapknpoBka

Complies as prescribed / According to ND /
CoorsercTByer TpeOOBAHUIAM B cootsercTBumn ¢ HJI
i2 |Storage condiiions / Al iemperature beiow 25 °C. / [Ipu Temnepartype He Bbtine 25 °
Xpanenue
13 |Shelf life / Cpok roasioctn 3 years/3 rona

Remarks : The Product confirms to ND/
Hpumeuanne: llpoaykt coorsercipyer tpeboBanmsm HJI

1 P Checked by

lposepero:
Date/ [lara: L\~ 201

-

Prepared by/
[NoaroroeneHo:

Date/ Jlarta:

Opinion : APPROVED
3axaiouenne: OJOBPEHO
Approved by: Manager

Meneukep 1o 060;325:-““}0 Kauecrsa

£

2| w)-2023




Qe
y @ CERTIFICATE OF ANALYSIS
. Dr. Reddy S Q.’ CEPTHUDUKAT AHAJIU3A

Page 6 of 6/ Crp. 63 6

Product : Razo, Enteric-coated tablets 20 mg
HpoayxT: Pa3o®, TabjieTkn, NOKpHITbIC KHIIEUHOPACTBOPUMOI 06oa0uKoii, 20 mr

Batch No./ Cepust No : C2308635 Batch Quantity / 1500000 Tablets
T - . |O6nbem cepuu: 1500000 Tagaerox
Analytical Report No / Ananutuueckuii oriuer Ne : 890001677305 | Date of Analysis / Jlava amaimsa: 31/07/2023
Date of Manufacture / JlaTa npoussoacrsa : 06/2023 Date of Expiry / Cpox rommoctu : 05/2026

Analysis performed according ND / Aranus npOI_seaeH no H/I: JIT1-002666-191022

API name / nanmenosanne ADC: Rabeprazole sodium / PaGenpason natpus

INN/ MHH: Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun nponzpoautens APC:

ACOHO004966,ACOH005019

FCOA02402,FCOA02403

FP Manufacturer API Batch number /
Homep cepnu cyéeTanunu npoussoantens IJId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
IIponspoantens A®C, crpana: H-p Pepan’ ¢ Jladoparopuc Jlta., Unaus.
Remarks : The Product confirms to ND/ Opinion : APPROVED
Hpumeuanne: Npoaykr coorBercreyet TpeGosanusm HJJ _. | 3akmouenune: OJOBPEHO -
Prepared by/ Ned Approved by: Manager

A Checked by ==
Moarotoeneno: @ ITposeperio: ‘gy MeHeprep no 00eciigieHIo KadecTpa
|

Date/ Jlata: 1_\.-0‘}#'?,011 Date/ Jlata: 121»4 >~ e)2 | Date/ Jlata: _m'__p,):?;o:g -




