CERTIFICATE OF ANALYSIS

Dr.Reddy’s ":’.

IP]'()Jucl : Razo, Enteric-coated tablets 20;1g :

CEPTUHOPUKAT AHAJIM3A

~ Pagelof6/Crp. 1136

Tpoaykr: Pazo®, TabaeTki, NOKPHLITHIC KHIICTHOpAacTBOPNMOii 060/10UKO0ii, 20 Mr

Batch No./ Cepnst Ne : €C2308634

Analytical Report No / Anamwrnuecknii oruer Ne :_89_0001677079
Date of Manufacture / lara nponszsoacrsa : 06/2023

Emlysis perform_ed_ ac_cording ND / Anaau3 nposeuéu no HJI: JIT1-002666-191022

Batch Quantity /
O6bem cepnn:

1500000 Tablets
1500000 Tadaerok

Date of Analysis / Jlata anaymsa: 31/07/2023
Date of Expiry / Cpox roanocrtn : 05/2026

Ne Test / HoxaszaTean

Result / PesyabTaTnbl

Specification / Hopma

1 |Description / Onucanue

2 |(Identification By HPLC /
Iopamunocrs BIKX

Round, biconvex, light yellow coated
tablets with red ink imprinted "RB20"
on the one side. The cross section is
the core white. / Kpyrnbie,
JIBOSIKOBbBINYKJIbIE TAONETKM],
MOKPBITbIE 0OOJOUKOH CBETIO-
JKEJITOrO 11BETa, C MapPKUPOBKOM
kpacHoro 1geta «RB20» na onHo#
cTopoHe. Ha nonepeuHom pazpese
aapo Henoro useta

Round, biconvex, light yellow to yella)v—
coated tablets with red ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /
Kpyraeie, ABOAKOBLINYKIbIE — TaOIETKH,
NOKPbITHIE 000NOYKON OT CBETII0-)KENTOTO
JO  OKEATOI'0  LUBETa € MapKHPOBKOM
kpacHoro usera «RB20» wa oanoi
cropone. Ha nonepeunom paspese sapo ot
0es10ro /10 NoYTH 0eIoTO UBeTA.

Complies as prescribed/
CooTBeTCTBYET

3 | Average weight of coated
tablets / Cpeansist macca
TA0JIeTOK

208.16 mg /208,16 mr

The retention time of the major peak in the
chromatogram of the test preparation
should correspond 1o the retention time of
the main peak in the chromatogram of
Rabeprazole sodium standard preparation
(section Assay)./

Bpems ynep>kuBaHWs OCHOBHOI'O NMKa Ha
XPOMATOrpaMMe  HCMLITYEMOrQ  pacTBopa
JOJKHO COOTBETCTBOBATD BPEMEHH
YAEPHKMBAHKS  OCHOBHOIO  TIMKa  Ha
XpomarorpaMme pacTBopa CTaHAAPTHOrO
obpazua pabenpasona Hatpus (pasaen
«KomnuecTBeHHOE ONpeaesteHre»).

1212.68 mg + 5% (202.05-223.31 mg)/

212,68 mr+ 5 % (o1 202,05 mr ao
22331 mr)

Remarks : The Product confirms to ND/

Tpumenanne: [poaykr coorserersyer tpedosarmsim HJJ

—— ]

Opinion : APPROVED
L 3akaouenne: OJJOGPEHO

Prepared by/
Hoarorosaetio:

L

Date/ JlaTa: g\hon}ci@ 7_/1 N

Date/ Jlarta:

Checked by
[1poseperio:

Approved by: Manager
MeHejukep 1o odecneueHHIo KauecTra

R-8

g o) 2022

Date/ Jlava;
ot S W 2 Wl B B §
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y 0 CERTIFICATE OF ANALYSIS
Dr. Reddy S ‘ o CEPTUDUKAT AHAJA3A

_ Page2 of 6/Cip. 2n3 6
Product : Razo, Enteric-coated tablets 20 mg N
MpoaykT: Pazo®, TabaeTKn, NOKPbLITbIE KHIIEHOPACTBOPHMOIi 060/10UKOii, 20 Mr

Batch No./ Cepnst Ne: C2308634 Batch Quantity / 1500000 Tablets
O0bem cepun: 1500000 Tagnerox |
Analytic_al Rep;r; No / Anannruuecknii oruer Ne : 890001677079 | Date of Analysis / lara anaaunsa: 3 1/07/2023 |
Date of Manufacture / Jlata npounssoacrsa : 06/2023 Date of Expiry / Cpok roanocrn : 05/2026

Analysis performed according ND / Anann3 nporenen mo H/L: JIN-002666-191022

Ne Test / IlokazaTean Result/ PesyabTaTsl Specification / Hopma
" 4 | pissolution /Pac_TBope}me Unit-1/Enqnnnua-1 1% In 0.1M hydrochloric acid solution — not
Unit-2/Ermnna 89 more than 10% of the labeled amount of
1_ AT - C1sH20N303SNa (Rabeprazole sodium) is
Unit-3/Eannnua-3 1% dissolved in 2 hours. / B 0,1 M pacrBope
Unit-4/Epnnnna-4 | 2% XJIOPUCTOBOAOPOAHON KHCIIOTbI — He Gostee
: {10 % OT HOMMWHAJILHOTO CoAepKaHus
Unit-5/Ennnna-5 8% CisHoN3O3SNa  (pabenpazona  Hatpus)
Unit-6/Egununa-6 3% Juepes 2.
Average / CpenH. 3nauenue: 4 %
Unit-1/Eannnna-1 - 87%  |In buffer solution pH 8.0 — not less than
: . 175% (Q) of the labeled amount of
Unit-2/Enunnuia-2 89% CisH20N303SNa (Rabeprazole sodium) is
——— i tdissolved in 60 minutes. / B 6ydepHom
_ n 0N/, R
Unit-3/Eannnua-3 0% 'pactBope pH 8.0 — ne menee 75 % (Q) or
Unit4/Eannnna-d | 89%  |HOMMHANbHOTO coepIKaHms

CisH»N3O03SNa  (pabenpazona  nartpus)

| Unit-5/Eaunnua-S | 85% tepes 60 M.

| [
[ Unit-6/Eamnnnua-6 87%

[ Average / Cpenn. 3nauenue: 88 %
| |

| 5 |Related substances by HPLC / Poncrpenupie npumecn, B35KX

Rabeprazole N-oxide / Not detected / He 06HapyskeHa not more than 0.5% / ue Gonee 0,5 %
Padenpazona N-okcun ’

Rabeprazo_le Sulfone / ] . . 'not more than 0.5% / He Gonee 0,5 %
PaGenpasona cynbgpon 0.07%/0,07%

Rabeprazole Methoxy 'not more than 0.5% / e Gonee 0,5 %
analogue / Pabenpazona

Not detected / He oGHapyskeHa
METOKCH anasor

Remarks : The Product confirms to ND/ Opinion : APPROVED
IMpnmeuanue: flpoaykt cootsercryet Tpedosanmsm HJ| ~ | 3akmouenne: OJLJOBPEHO
Prepared by/ Checked by / Approved by: Manager
[MoaroroBaeHo: Q@ [Tpoepeno: W Metmeskep no 06ecneae;l:1'ro KauyecTra
Date/ Jata: Y o Date/ Hara: _4_02__2, Date/ Hara: h
UN\-04710722 817 )~ >~ Lol 2
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y °@ CERTIFICATE OF ANALYSIS
Dr.Red dy S ‘.0 CEPTUDHUKAT AHAJIM3A

Product : Razo, Enteric-coated tablets 20 mg
Ilpoaykr: Pazo®, Tabaerkn, NOKPbLITHIE KHUIETHOPACTBOPHMOIi 060101uK0i, 20 Mr

Page3 of 6/ Crp. 3uz 6

Batch No. / Cepust Ne : C2308634 Batch Quantity / 1500000 Tablets

_ - - O6Bem cepuu: 1500000 Tagaerok
|Analytical Report No / Anaamrnuecknii oruer Ne : 890001677079 [Date of Analysis / Jlava anasnsa: 31/07/2023
Date of Manufacture / Jlara nponspoacrsa : 06/2023 Date of Expiry / Cpox roanocri : 05/2026

mAnalysis performed according ND / AHaans nposeaen no H/A: JIF1-002666-191022

N Test / TlokasaTen Result / PesyabTaTh! Specification / Hopma

Rabeprazole Chloro analogue /|Not detected / ne oGHapyKeHa not more than 0.5% / ue 6onee 0,5 %
PabGenpazona xnopo aHanor

Rabeprazole Sulphide / : Below LOQ (LOQ = 0.027 %) / Huke |0t more than 0.5% / ue Gonee 0,5 %

Pabenpasona cyabpun npeaena KOSMUECTREHHOTO

onpeaenenust (ITKO = 0,027 %)

Rabeprazole Related not more than 0.5% / ne 6onee 0,5 %
compound A / PaBenpazona
poJcTBEHHAs IPUMECH A Not detected / ne 06Hapy>l<eHa

Rabeprazole Related Below LOD (LOD — 0.02 %) / not more than 0.5% / He 6onee 0,5 %
compound C / Pabenpasona Hwxe npepena obnapyxenus (11O =
poacTeeHHas npumeck C 0,02 %)

|
Specified Impurity at 'not more than 0.5% / ne Gonee 0,5 %
about RRT 1.37 0.04%/0,04%

(Mass m/z=310
Imidazole) / Tlpumecs npu
RRT 1,37 (macca m/z=310
UMKIA30J1)

Specified Impurity at not more than 0.5% / ve 6oace 0,5 %
about RRT 1.51 Not detected / He oOnapy)xeHa
(Mass m/z=458 Benzo
imidazole adduct) / Ilpumecs
npv RRT 1.51 (macca
m/z=458

OeH31MMUAa301a AJULYKT)

Remarks : The Product confirms to ND/ Opinion : APPROVED
Tpnmenanne: |lpoaykr coorserctyeT Tpebosanmam H/JI _| 3akmouenne: OJJOGPEHO

Prepared by/ Checked by ‘a_;;--r/!Approved by: Manager
IToaroToBneHo: 4/;6}) [Tposepeno: [2%/ Metieiep no obecnedennio KauecTsa

Date/ Jata: B\hoqfwrl/& Date/ JlaTa: 3-,,(94;4‘__5 Date/_I[aTa:__ 1\_’_“:_ 1021




TlpoaykT: Pa3o®, TadeTkH, IOKPHITHIE KHIIENOPACTBOPHMOIT 06on0oukoi, 20 mr
Batch No./ Cepus Ne : C2308634

Dr.Reddy’s €¢

"Product : Razo, Enteric-coated tablets 20 mg

Date of Manufacture / Jlata nponssoactga : 06/2023

CERTIFICATE OF ANALYSIS

CEPTUHO®UKAT AHAJIU3A

Batch Quantity /
O6bem cepun:
Analytical Report No / Anasmrnuecknii oruer Ne : 890001677079 |Date of Analysis / lara anannza: 31/07/2023

Paged0f6/Cip. 436

1500000 Tabplets
1500000 ragnerox

Ne

6

7

—Tesf/ IokasaTennb

Maximum unknown
individual impurity /
Ennnnynas
HenaeHTH(DUILIMpOBaHHAas
npuMech

Date of Expiry / Cpok roanocrn : 05/2026

;\nalysis performed ac_cording ND / Ananus nposenen no H/L: JIT1-002666-191022

Result / PesyabTarsl

Specification / Hopma

Below BDL (BDL= 0.1 %) / Huxe
nopora pervcrpaunn (IP =0,1 %)

Total impurities / Cymma
npumecei

'|

0.1 %/0,1%

Residual Solvents content /
Ocrarotunbie oprannueckKue
PACTBOPHTEIH

|not more than 2.0% / ne Gonee 2,0 %

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

1582 pg/tab / 1582 mKr Ha TEG?TK}/

EUniformity of dosage units /
5011110p011u0cn> |
AO3HPOBAHNS

5.2/5.2

Isopropanol — not more than 2621 ng per
tablet / MIzonponanon — ve 6onee
2621 mur 11a Tabnerky

The acce_ptance value (AV) should be not
more  than 15.0. /  Tlokazarens
npuvemnemocty (AV) faomkeH OblITh e

Gonee 15,0.

Microbial limits / Mukpo6uoJiornueckas 1HCTOTA

a) Total aerobic microbial
count / O0uiee umucno
a3pO0OHBIX MUKPOOPraHU3MOB

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

b) Total combined yeasts and
mould count / Obuiee umncio
JPO3OKEBBIX U MIECHEBBIX
rpubos

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

o) E. coli

Absent in lg/
OrcyTrerByeT B IT

[Not more than 1000 CFU/g /

e Gonee 1000 KOE/r

Not more than 100 CFU/g /-
He 6onee 100 KOE/T

Shall be absent in 1g/
Jlomknbl oTcyTeTBoBath B 1 1

Remarks : The Product confirms to ND/
HMpumeyanne: [1poaykr coorsercTByeT Tpebosanusam HJl

Prepared by/
[Toarorosneno;

g

Date/ Jlama: q\ 1020

P

Opinion : APPROVED
3axkmouenue: OJOBPEHO

Checked by
[TpoepeHo:

S

Approved by: Manager
Menejvkep No odecreyecHUIO KavecTsa

<

Date/ Jara:

3-8

Date/ Hara:
TY~Y N w2a
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y °® CERTIFICATE OF ANALYSIS
Dr. Reddy S ‘ e CEPTUOUKAT AHAJIU3A

Product : Razo, Enteric-coated tablets 20 mg
Mpoaykr: Pazo®, Ta6neTKH, NOKPHITHIE KHLIEYHOPACTBOPUMOIi 06010UKOI, 20 M1

Page 6 0f 6/ C1p. 6n3 6

Batch No./ Cepna Ne : C2308634 iBatch Quantity / 1500000 Tablets
- - |O6bem cepnn: 1500000 Tagaerox

Analytical Report No / Ananurnuecknii oTuer Ne : 890001677079 |Date of Analysis / Jlata ananu3za: 31/07/2023

Date of Manufacture / Jlata nponsBoacrsa : 06/2023 Date of Expiry / Cpox roanocrn : 05/2026

Analysis performed according ND / Anaan3s nposeaen no H/: JII1-002666-191022

API name / nanmenonanne AQC: Rabeprazole sodium / Pabenpaszon narpus
INN/MHH: Rabeprazole / Pabenpazon
API manufacturer batch number / ACOH005019

Homep cepun nponzsoautens APC:

FP Manufacturer API Batch number /

FCOA02403
Homep cepun cybcranunu nponssojanrens I'JID: €O
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
ponseoaurens AD®C, crpana: J-p Pennu’c Jlabopatopuc Jita., UHans.
“Remarks : The Product confirms to ND/ Opinion : APPROVED )
I pumeuanne: INpoaykr coorsercrayer tpedoBaHnam HJL ~~| 3akmouenne: OIOBPEHO
Prepared by/ Checked by / Approved by: Manager
[loarorornetio: Lg:) [1poBepeHo: ]ZM MeHewkep no odecneveHHIo KauecTsa
. N ey - Pl g .‘+
Date/ Hara: N\~ 0-} -1 Date/ Jlara; 3’,.(:9 921 4 | Date/ Jlata: A~ ~
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? o @ CERTIFICATE OF ANALYSIS
Dr‘ Reddy s Q-. CEPTHODHMKAT AHAJIH3A

PageSof 6/ Crp. 5u3 6

Product : Razo, Enteric-coated tablets 20 mg -

Mpoaykr: Pazo®, radierkn, nOKphITHIE KHIIEUHOPACTBOPHMOii 06010uK0i, 20 Mr -

Batch No./ Cepun Ne : C2308634 ‘Batch Quantity / 1500000 Tablets

f ~ |O6bem cepun: 1500000 ragacrox |

Analytical Report No / Anasmrnuecknii otuer Ne : 890001677079 |Date of Analysis / Jlata anannza: 31/07/2023

Date of Manufacture / lara npoussoacrsa : 06/2023 Date of Expiry / Cpox roanocrn : 05/2026

_Analysis performed according ND / Anajis npo;;eneu 1o H;: JIIT-002666-191022 - *

[ Ne Test / Moxazatens Result / Pesynbrarsi Specification /Hop_n;a ]

9 Assay / Koamnueersennoe 19.4 mg/ 19,4 mr . 18.0mg to 22.0mg of C1sHN;03SNa
onpejesnenue (Rabeprazole sodium) (90 to 110% of the|

labeled amount) per tablet /|

Ot 18,0 mr no 22,0 mr CisH->N3O3:SNa
(pabenpazona natpus) (or 90 no 110 %
OT  HOMHWHANLHOTO  coaepskanusi) B
TabJeTke. |

| L - |
10 |Packaging / ¥Ynakonka 15 tablets in a (PVC/AVPA) foil| 15 tablets ina  (PVC/AI/PA)  foil

‘/aluminum foil blister. 2 blisters and|/aluminum foil blister. | or 2 blisters and
| patient information leaflet in a carton| patient information leaflet in a carton pack.
[pack. / Tlo 15 Tabnetok B Gauctepe|/ Tlo 15 Tabnetok B Onucrepe wu3

w3 (TNIBX/AJUTIA)  domeru /| (TIBX/AJU/TTIA) donsru / anromuHUeBON
ANOMUHACBON thonsru. [lo| honbru. Ilo 1 wnm 2 Gaucrepa smecrte ¢
2 Gnuctepa RMECTe ¢ WHCTPYKLMEH| MHCTPYKLMEH 110 NPUMEHEHMIO B nauky
no NpUMEHEHUIO B NauKy| KapTOHHYIO.
KapTOYIO.
|
I
11 |Labeling / Mapknposka Complies as prescribed / According to ND / '
CooTeeTcTBYET TpeboBaHUsIM B coorsercTeun ¢ HJJ
|
l_
12 |Storage conditions / At temperature below 25 °C. / Tlpn Temnepatype e Boiine 25 °C.
Xpanenie
13 |Shelf life / CI)OKT‘OLUIOCTII 3 y_vcars /3 rona :

Remarks : The Product confirms to ND/ Opinion : APPROVED
[lpumeuanne: [lpoaykT cooTsetcTBYET TpeboBanusim HJI A~3akmouenne: OJOBPEHO

Prepared by/ Checked by 0/ Approved by: Manager
[Toaroronneno: @ [Tpoeepetio: ‘{}V MeHepxep no obecneueynio kavuecTea

Date/ Jlara:

- - 1 ]
g\%%wt& Date/ Jlara: 3’,09(%2 Date/ Jlara: Ty~ P22




