@ CERTIFICATE OF ANALYSIS
) @& @ CEPTU®UKAT AHAJIM3A
Dr" Bgddy S ‘.’ - Page 10 6/Crp. 1u36

Product: Razo, Enteric-coated tablets 20 mg
Mpoaykr: Pa3o®, Ta6.aeTKH, NOKPBITbIE KHIIETHOPACTBOPHMO#i 060/10UK0#, 20 Mr

Batch No. / Cepun Ne : C2304068 Batch Quantity / 1500000 Tablets

- O6bem cepun: 1500000 rTaGaerok
Analytical Report No / Anaaurnuecknii oruer Ne : 890001659125 [Date of Analysis / [laTa ananuza: 22/04/2023 |
Date of Manufacture / JIara npounssoactsa : 03/2023 Date of Expiry / Cpox rognocty : 02/2026

"Analy-s_ish perforr_ned according ND / Ananu3 nposeaen no H/I: JIT1-002666-1 91022

Ne “Test / TlokazaTeb [ Result 7ﬂ3yﬂbTaTbl Specification / I_‘IO_[);I;_

1 |Description / Onucanue Round, biconvex, yellow coated Round, biconvex, light yellow to yellow-
tablets with red ink imprinted "RB20" |coated tablets with red ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /

Kpyrnble, J1BOSKOBbINYK/IblE  TabneTkw,
' NOKpbITble 000NOUKON OT CBETJI0-)KEJITOrO

on the one side. The cross section is
the core white. / Kpyrasle,
JBOSKOBBINYKIble TaAONETKH,

TIOKPBITbIC 000I0UKOH KENTOro N0  KENTOro LBeTa €  MapKHPOBKOIA
LBETA, C MAPKUPOBKON KPACHOIo UBET |kpacHoro ipera «RB20» na oanoit
«RB20» Ha onno# ctopone. Ha cTopoHe. Ha nonepeyHoM paspese sapo ot
HULEPEYHUM paspese supo Oenul v Genoro no nouri Henoro usera.
LBeTA.
"2 |1dentification By HPLC/ Complies as prescribed/ The retention time of the major peak in the|
Hoanunnocts BOXKX CooteeTcTByeT 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). /

Bpemsi yaep>xrBaHusi OCHOBHOIO TMWKa Ha
XpOMAaTorpaMMe MCIbITYEMOro pacTBopa
JOMKHO COOTBETCTBOBATH BpEMEHU
ylepXKHWBaHWg  OCHOBHOTO  MWKa  Ha
XpoMartorpamme pacTBopa CTaHAapTHOro
obpazua pabenpaszona HaTpus (paszzen
«KonnuecTBeHHoe onpenenenune»).

3 | Average weight of coated 210.33 mg /210,33 mr 212.68 mg + 5% (202.05 —223.31 mg) /
tablets / Cpeansin macca 212,68 mr =5 % (o1 202,05 mr go
TabJ1IeTOK 223,31 mr)

4 Dissolution/PaCTBOpeHne_ Unit-1/Ennnuua-1 3% In 0.1M hydrochloric acid solution — not|

S 0, 3
Unit-2/Eannnua? 2% more than 10% of the labeled amount of
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipameuanne: Tpoaykr C¢)caT'|;eTc3‘B);F'|'Tpe6oggHy|ﬂM HJ 3akmouenne: OJJOGPEHO
Prepared by/ <2 Checked by Approved by: Manager
[oarorosneno: ? [MpoBepengr s /) MeHemxep 1o obecneyeHHIo KayecTra
j _ J ) ; S~
Date/ dara: 25,0% -2 o)-4| Date/ Ilaﬁf: Date/ [lara:
ag vy -0
25 ~0U~2023
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\Product : Razo, Enteric-coated tablets 20 mg

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIN3A
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\Iponykr: P Pa3o®, TabeTKn, NOKPLITHIE KHIIEYUHOPACTBOPHMOI1 06010 K0ii, 20 MT
|Batch No. / Cepust Ne : C2304068

Ng

Batch Quantlty/

|O0Bbem cepuu:
nalxtlcal Report No / Ananntnueckni otuer Ne : 890001659125 Date of Analysis / IlaTa ananmsa: 22/04/2023

\Date of Manufacture / Jara nponssoactna : 03/2023

1500000 Tablets
1500000 Tagaerok

‘Date of Expiry / Cpok roqnocrs : 02/2026
Analysns performed according ND / Anajns nposeueu no H/;: JIT1-002666-191022

Test/ Hoxa3aTeJ1b

Result / PesyabTaThl

Specification / Hopma

Average / CpenH. 3Hauenue: 3 %

Unit-3/Ennnuua-3 2%
 Unit-4/Eannuua-4 4%

Unit-5/Eaunuua-5 3%

Unit-6/Eannunna-6 6%

C13H20N303SNa (Rabeprazole_ godiumﬁs
dissolved in 2 hours. / B 0,1 M pacrsope
XJIOPUCTOBOIOPOIHOM KUCIOTHI — He Gonee

10 % oOT HOMMWHANLHOIO COAEPIKAHUS
CisH20N303SNa  (pabenpasona  HaTpus)
uepes 2 u.

| |
Average / CpeaH. 3nauenue: 89 %

Unit-1/Eannnua-| 91%
Unit-2/Ennnuna-2 89%
Unit-3/Eannnua-3 89%

~ Unit-4/Eannuna-4 89%
Unit-5/Eannnua-5 89%
Unit-6/Eaunnua-6 89%

In buffer solution pH 8.0 — not less than
75% (Q) ot the labeled amount
CisHzN303SNa (Rabeprazole sodium) is
tdissolved in 60 minutes. / B 6ypepHom
pactBope pH 8,0 — ne menee 75 % (Q) ot
HOMHUHAIBHOTO coepIKaHus
CisH2N3O3SNa  (paGenpazona  Hatpwusi)
uepes 60 MUH.

of

Related substances by HPLC

Rabeprazole N-oxide /
Pabenpazona N-okcua

Rabeprazole Sulfone /
PaGenpa3ona cynbgoH

/ Poacreennnie npnmecu, BOXKX
Below LOD (LOD: 0.008%)/
Huxe npeneita obHapyskeHUs

(110 : 0.008 %)
0.08%/0,08%

Rabeprazole Methoxy
analogue / Pabenpasona
METOKCH aHanor

Rabeprazole Chloro analogue /
Pabenpazona xnopo aHanor

Not detected / He obHapyKeHa

Not detected / He oGHapyxeHa

Rabeprazole Sulphide /
Pabenpazona cynbdpun

Less than LOQ (LOQ =
Hwxe npeaena

0.027 %) /
KOJIMUCCTBEHHOIO

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

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

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

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

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

Remarlis : The Product confirms to ND/
IIpumeuanue: lpoayxr COOTBeTCTByeT TpeHoaHusam H/JL

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/
[ToarotorseHo:

e

~1 Checked by

I CDCHET N
poxsqu&ﬁ/ a N\~

Approved by: Manager
MeHeakep no odecneHenHio KauecTsa

>

Date/ JlaTa:

R Date/ ﬂﬁT/zi: N
254 Z@L""i R5-0U 2623

Date/ Jlara: AL by VL3




. @ CERTIFICATE OF ANALYSIS
) @i CEPTHO®PUKAT AHAJIU3A
Dr. R_ed_dy S ‘,. Page 3 of 6 / CTp. 3 u3 6 _

_ProductTRaz_o, Enteric-coated tablets 20 mg
Hpoaykt: Pazo®, Tabnerkn, NOKPLITbIE KHIIEYHOPACTBOPHMOii 06010uK0i, 20 MI

Batch No./ Cepns Ne : C2304068 Batch Quantity / 1500000 Tablets

_ - - O0bem cepun: 1500000 Tagaerok
Analytical Report No / Anaantnuecknii oruer Ne : 890001659125 | Date of Analysis / lata anasimsa: 22/04/2023 |
Date of Manufacture / Jlata nponssoacrsa : (03/2023 Date of Expiry / Cpox roanoctn : 02/2026

Xnaiysis performed according ND / Auanns nposeaen no HJI: JITT-002666-191022

Ne Test / IlokazaTenn Result / PezyabTaThl Specification / Hopma

Rabeprazole Related onpenenenus (IMKO = 0,027 %) not more than 0.5% / ne 6onee 0,5 %

compound A / Pabenpasona  INot detected / He o6HapyskeHa
pOLCTBEHHas ipuMech A

Rabeprazole Related not more than 0.5% / he 6onee 0,5 %
compound C / Pabenpazona

Not detected / He obHapyskeHa
poacTBeHHas npumech C

S_pecjﬁed impurity T : : not more than 0.5% / ne 6onee 0,5 %
about RRT 1.37 0.01%/0,01%
(Mass m/z=310

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

umMHAaz0N)
Specified Impurity at not more than 0.5% / ne Gonee 0.5 %
about RRT 1.5] Not detected / He oGHapy>keHa

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

feH3umuazona aanyKT)

Maximum unknown not more than 0.2% / e Gonee 0.2 %
individual impurity / BDL %/ peructpauun %

Eavnnunasg

HeuaeHTU(GpULIMpOBaHHAS

npUmMech

Total impurities / Cymma 0.1 %/0,1% not more than 2.0% / ne 6onee 2,0 %
npumecei

6 |Residual Solvents content/ | 1596 pg/tab / 1596 mkr Ha tabnerky |Isopropanol — not more than 2621 pg per

OcTtaTounble oprannueckue tablet / M3onponanosn — He 6onee
PACTBOPHTE/IN 2621 mkr Ha TabaeTky
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanue: INpoaykr coorBeTcTRYET TpeboBanuam HJL 3axawuenue: OJIOBPEHO
Prepared by/ Q@Qﬂ'; Checked by Approved by: Manager
ﬂouromsneno:% [Mposepeno: /[ 7 —~ Metemkep no obecrieveHHIo KavecTsa
A — s
Date/ Jara: 25&6 ~ )22 2 Date/ Jlara: Date/ [lara: a b =3
25-0t~2023




@®o CERTIFICATE OF ANALYSIS
9 Y ) CEPTHDHUKAT AHAJIM3A
Dr. ReddY S ‘.‘_ ) Page 406/ CTp. 443 6

Product : Razo, Enteric-coated tablets ZOEg
Ipoaykr: Pazo®, tab/ieTkn, NOKPHITbIE KHIEUHOPACTBOPHMOii 060101KOi, 20 Mr

Batch No./ Cepusa Ne : C2304068 Batch Quantity / 1500000 Tablets

B O6bem cepun: 1500000 TaGaerox
Analytical Report No / AnaanTtiuecknii otuer Ne : 890001659125 | Date of Analysis / laTa ananusa: 22/04/2023
Date of Manufacture / Jlata npoussoacrsa : 03/2023 Date of Expiry / Cpox roanocrtn : 02/2026

Analysis_performed according ND / Ananu3 nposeaen no H/I: JIT1-002666-191022

Ne Test / [lokazaTean Result / PesynbTaTtsl Specification / Hopma
7 |Uniformity of dosage units / 3.9/3,9 The acceptance value (AV) should be not
OanopoanocThb more  than  15.0. /  Tloka3arens
NO3MpoBaHNs npuemnemMoctn (AV) J0MKEH O6bITh He
— ~ L 6onee 15,0. ) )
8 |Microbial limits / MukpoGHoJIOrn1ecKas YHCTOTA B
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g/
count / Obiee umncio Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MHKPOOPraHU3MOB
‘ b) Total combined yeasts and Less than 10 CFU/g / Not ‘more than 100 CFU/g /
| mould count / O6uiee yncno Menee 10 KOE/r |He bonee 100 KOE/r
, LPUICKEBbIX U NNECHEBBIX |
| rpubos [
c) E. coli Absent in 1g/ Shall be absent in 1g/
OtcyTcTtByer B IT JloaicHbE OTCYTCTBOBATL B 1 T
L

Remarks : The Product confirms to ND/ P()—_pirm)n_: APPROVED

Ilpumeuanne: [poaykr COOTBETCTRYET Tpedopanram HJ| 3akmwuenne: OJJIOBPEHO
Prepared by/ ) &M Checked by Approved by: Manager
I W r . ,
ODFOTOBﬂeHO.( " ﬂposepeHc(./ 0\ AL Mehemkep no obecneyeHHIo KavecTna
ﬁ: | P
Date/ aTa: 9 g ) 0/23 | Date/ Jlata: Date/ Jlara: e
. | 25-0¢y 2003 ek




Dr.Reddy’s "'

Product : Razo, Enteric-coated tablets 20 mg
HpoayKT Pazo®, tadaerxn, NOKPHIThHIE Kllllle‘lll()pdCTBopl‘IMOll oﬁono‘mon 20 mr
'Batch Quantlty/
Ob6bem cepuu:

Analytical Report No / Anannrnueckuii oruer Ne : 890001659125 'Date of Analysis / Jlara anannsa: 22/04/2023
Date of Manufacture / lata npon3poacrsa : 03/2023

Batch No. / Cepus Ne : C2304068

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIN3A

‘Dat

AnalySIS performed according ND / Ananns nposeren mo HJ/I: JIT1-002666-191022

Ne Test / IlokazaTtenn

9

Assay / KoninuecTtsennoe
ornpeaesjienne

10 Packaging / Ynakorka

11 |Labeling / Mapkuposka

12 St(;rage conditions /

Xpanenue
13

Shelf life / Cpok roanoctu

Page Sof 6/ Crp. Susz 6

1500000 Tablets
1500000 TaGJ]eT()K

e of Expiry / Cpok roanocTs : 02/2026

Result / PesyabTaThl

Speci]'lcation /I;p_mgl

19.7 mg /19,7 mr

18.0 mg to 22.0mg of CisHyoN;0;SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Or 18,0 mr go 22,0 mr CisHy¢N3O3SNa
(pabenpazona narpus) (oT 90 no 110 %

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet tn a carton
pack. / Tlo 15 rabnerok B Giincrepe
w3 (INBX/AJUTIA)  donbrn  /
anIoOMHHHEBOH onbru. Ilo
2 OnucTepa BMECTC € MHCTPYKHLHEH
no TIPUMEHEHHIO B nayxy
KapTOHHYIO.

;(‘omplies as prescribed /

CooiBercr Bycl 1 pL,OL)BdHl/I)lM

At temperature below 25 °C. / [1pu TemnepaType He Bolwwe 25 °C.

OT  HOMHHAAbHOTO  COJAEp’KaHWA) B
TabneTke. - __
15tablets in a (PVC/AV/PA) foil

/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/ Tlo 15 Ttabnerok B Onucrepe u3
(NMBX/AJI/TTIA) ¢onbru / aniomuHueBoil
¢donbru. Tlo 1 niau 2 Gnucrepa BmecTe ¢
MHCTPYKLUMEH NO NPUMEHEHHIO B Mauky
KapTOHHY!O.

'Aum'(linu toND/
B cootBercrsun ¢ HJI

3 years /3 rona

—
]

Remarks : The Product confirms to ND/
ITpumeuanne: [poaykr COOTBeTCTBver TpedoBanmam HJ1

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by/
IMoarorosaeno: f’?ﬁawﬁ

Crﬁj/

Checked bv

l]p%epem@ D)

Approved by: Manager
Metnepkep no odecneyeHuto KavecTna

S/

Date/ Jlara:

2504~ 20) 3

Date/ Jata:
D5 -0 ~20293

Date/ [lara: ACy 3




CERTIFICATE OF ANALYSIS
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\Product : Razo, Enteric-coated tablets 20 mg
|HpoaykT: Pazo®, TabeTkn, NoKpbIThbie KHIIEMHOPACTBOPHMOIi 000/10uKOii, 20 M

|Batch No. / Cepus Ne : C2304068 ;Batch Quantity / 1500000 Tablets
|O6Bem cepun: 1500000 Tabaerok

Analytical Report No / Anaantuuecxnii otuer Ne : 890001659125 | Date of Analysis / [laTa anannsa: 22/04/2023

Date of Manufacture / Jlata nponssoactsa : 03/2023 IDate of Expiry / Cpoxk roanoctn : 02/2026

Analysis performed accor;]ing ND / Ananns nposenen no HJ: JIT1-002666-191022

API name / nanmenoBanne ADC: Rabeprazole sodium / PaGenpason narpus
INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /

HIGHER CepMmIp R o ETE MO ACPHO004962 and ACPH004932
FP Manufacturer API Batch number /
Homep cepun cy6etanunn nponssoaurtens I'JID: REQ002s6 EmiFCRADN2E]
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India

Ipouseoanrens ADC, crpana: J-p Pennn ¢ Jlaboparopuc Jlta., Uhnus.

Remarks : The Product confirms to NIV _Opinion : APPROVED

Hpumeuanne: TIpoaykr coot BETCTEYET 1 PeOOBAHNAM HA 3akmouenue: OJJOBPEHO
Prepared by/ (D, 2P “{} Checked by Approved by: Manager
[Hogrororieno: Nz Z [TpoepeHo: o\ /7 Mehemkep no obecneueHuIo KavyecTsa
[= - |
- — £ ] _ e y
Date/ Jlara: 25-06.9,7 2l Date/ Jlata: Date/ JlaTa:
OS5 -OU ~202R




