@
Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTHOHIKAT AHAJIN3A

Page1of5/Crp. 135

Product : Razo, Enteric coated tablets 20 mg
TIponykr: Pa3o®, TabieTkn, NOKPbIThIE KHIIEYHOPACTBOPUMOi# 060j104K0#, 20 Mr

Batch No. / Cepus Ne : C2110682

_A__nalytical Report No /A_ﬂannTuqecKnﬁ oruer Ne : 890001543256

Date of Manufacture / lata npon3poacrsa :07/2021

Batch Quantity /

O6nem cepun: a
Date of Analysis / JlaTa ananusa: 08/09/2021

1500000 Tablets
1500000 I@HCTOK

Date of Expiry / Cpok rogHocTH : 06/2024

Rnalysis performed according ND / Ananu3 nposeen no HJI: JII1-002666-131120

-.N"_)

Test / IlokazaTenn

Result / PesyabTaThl

Specification / Hopma

1 [Description / Onncanne

" 2 |Identification By HPLC /
Tloaaunnocrr BOAKX

3 Average weight of coated
tablets / Cpeanss macca
TabJ1eTOK

Round, biconvex, yellow coated
tablets with red ink imprinted
«RB20» on one side. The cross
section is the core white. / Kpyrusie,
JIBOSKOBBITYKJIbIE TabJISTKH,
NOKPBITHIE 0O0JIOUKOI )KENTOro
LBETA, C MAPKUPOBKOI KpacHOTO
upera «RB20» Ha ogHoM cTOpOHE.
Ha nonepeuHom paspese s11po
GeJioro uBeTa.

Complies as prescribed /
CooTBeTcTBYET

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. /
Kpyrnsie, OBOAKOBBIIYKIBIE  TabGIeTKU,
TIOKPBIThIe 00OJIOYKOH OT CBET/I0-)KEATOro
o

KpacHOro

JKENITOro  LBeTa ¢
«RB20» OJHOU

cropoHe. Ha nonepeuHom paspese sapo ot

MapKHPOBKOH

LBeTa Ha

oenoro A0 noytv 6enoro UBeTa.

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 ynep>kuBaHus
OCHOBHOI'O NHKa Ha XpoMaTorpamMe
MCILITYEMOrO pacTBOpPa JOKHO
COOTBETCTBOBATH BPEMEHH yREpKUBAHUA
OCHOBHOIO NHKa Ha XpoMaTorpamme
pactBopa craHaapTHoro ofpasua
pabenpasoa HaTpus (pazaen
«KonunuecTrennoe onpeaeneHue»).

209.63 mg /209,63 mr

' 4 |Dissolution / PacTBopenne

1%

Unit-1/Eannuna-1 ‘

212.68 mg £ 5% (202.05 —223.31 mg) /
212,68 mr £ 5 % (or 202,05 mMr mo
223,31 mr)

In 0.1M hydrochloric acid solution — not

Remarks : The Product confirms to ND/
ITpumeuanne: [1poaykt cooTBeTcipyeT Tpebosanmam HJI

_Prepared by/

OHZ

, O
HOLII‘OTOBﬂeHuQ 4;&3({-’f

Date/ [lara:

o9 Cq- oM

Opinion : APPROVED -
Zakmouenne: OJOBPEHO
Checked by Approved by: Manager
[TposepeHo: MeHekep no 06ecnc-}¥m-nn KauecTBa
Date/ lata: | Date/ Jlara: -
A 03-0%- Lot/ o 09 -09-202f




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page2 of S/Cip. 2u3 5 )

Product : Razo, Enteric coated tablets 20 mg
Hpoayxr: Pazo®, TabieTKH, NOKPbITHIE KHNIETHOPACTBOPUMOii 000/104K0#, 20 Mr

Batch No. / Cepust Ne : C2110682

Batch Quantity / 1500000 Tablets
O6bem cepuu: 1500000 ragnerox

;_nal—ytical Report No / Ananutuuecknii oruer Ne : 890001543256

Date of Analysis / lata ananu3za: 08/09/2021 |

Date of Manufacture / lara npoussoacrsa :07/2021

Date of Expiry / Cpok rognocrn : 06/2024

Analysis performed according ND / AHann3 ﬂpOBeE;H no H/I: JI[1-002666-131120

Ne Test / IlokazaTean

Result / PesyabTaThl Specification / Hopma
Unit-2/Ennnnna-2 I 1% more than 10% of the labeled amount of
Wit/ B g3 1% CisH20N303SNa (Rabeprazole sodium) is

i —|dissolved in 2 hours. / B 0,1 M pacteope
Unit-4/Eaununa-4 1% XJIOPHCTOBOIOPOJIHOM KHCTIOTEI — He GoJee
Unit-5/Enqnnnua-5 2% 10 % OT HOMMHAJILHOTO  COAEpIKAHUS
Unit-6/Exnnnna-6 1% 1C18H20N303SNa  (pabempa3osnia  Harpus)

——{uepe3 2 4.

Unit-1/Enununa-| 92% In buffer solution pH 8.0 — not less than
" Wi 2 a2 93% 75% (Q) of the labeled amount of
S— e Ci1sH20N303SNa (Rabeprazole sodium) is

Unit-3/Eaunua-3 L dissolved in 60 minutes. / B 6ydeprom

Unit-4/Eaunna-4 91% .paCTBOpC pH 8,0 — ue mcHee 75 % (Q) ot

Unit-5/EannnLa-5 049, |HOMHMHAJLHOTO CONEPIKAHHA

Unic6/Emmmat | S 1Ci1gH20N303S8Na  (pabenpazona narpus)

yepes 60 MuH.

Remarks : The Product confirms to ND/
Ipumeuanne: IpoaykT coorBeTcTBYT TpeboBanusam HJL

Opinion : APPROVED
3akawuenne: OJOBPEHO

Prepared by/ o

[MoaroToBneHo: Q-x -
g

o
riE

,_/

"Checked by
[TpoBepeHo:

S

Approved by: Manager

MeHemxep no o6ec?!g§§|-u-lm KauecrTBa
2. —

Date/ Jlara:

oq-09 724

Date/ Jlara:

09-69- ]

Date/ Hara: 0069202 )




Dr.Reddy’s “5.'

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Page 3 of S/ Crp. 3u3z 5

Product : Razo, Enteric coated tablets 20 mg
IpoaykT: Pa3o®, Tab/1eTKH, NOKPLITbIE KHIIEYHOPACTBOPUMOii 06010uK0H, 20 Mr

Batch No./ Cepusa Ne : C2110682

;\_nalyticgl__i(eport No / AnaauTyecknii oruer Ne : 89000 1_5?3156

Batch Quantity /
| O6bem cepun:

Date of Manufacture / lara npou3ssoacTsa :07/2021

Ne Test / Iloxaszarein

Result / Pe3y.ﬂ:Ta_Tbl

_Speciﬁcation / Hopma |

5

Related substances by HPLC / PoicTBeHnbIE npumecu, BI7KX

Rabeprazole N-oxide /
Pabenpazona N-okcup

Less than LOQ (LOQ= 0.022 %)/
Hwke npenena konuuecTBEHHOTO
onpeaeneans (IIKO= 0,022%)

Rabeprazole Sulfone /
Pabenpazona cynsboH

Pabenpazona meTokcH anasnor

Rabe_praz:)le Methoxy analogue /

0.08%/0,08%

Below LOD (LOD =0.01%) / Husxe

R—abgprazo]e Chloro analogue /
Pabenpazona xnopo ananor

Rat@razo]e Sulphide /
Pabenpasona cynebun

npenena oOHapyKeHus
(TI0=0,01 %)

|Not detected / ne obnapyskena

Maximum unknown individual
impurity / Expanunas
HeneHTUDULIMPOBAHHAS
nprMechb

Total impurities / Cymma
npuMecei

0.04% /0,04%

0.05 % /0,05%

0 0,3% /0,3%

Residual Solvents content /
OcraTouHbIE OPraHUuYecKUe
PACTBOPHTEIH

2141 pg/tab / 2141 MKkr Ha Ta6n—eTK§ “

Remarks : The Product confirms to ND/

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

1500000 Tablets
1500000 Tadaerox |
Date of Analysis / [lata ananusa: 08/09/2021

Date of Expiry / Cpok roasocTn : 06/2024 '

Analysisterformed according ND / Anann3 nposeaen no HJI: JII1-002666-131120

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

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

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

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

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

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

'Isoi)ropanol — not more than 2621 Eper
tablet / izonponanon — He 6onee 2621 mkr

Ha TabneTKy

[ Opinion : APPROVED
3akmouenne: OJOBPEHO

ngmellanne_: HpogykT COOTBETCTBYET Tpebosanuam HJI

07} 102

Prepared by/ o2 ._--)Checkecl by Approved by: Manager

. : o =2 3
ﬂonrmosnem%;:;aﬁf - ITporepeHo: Menemxep no obeciieteHnio KauecTsa
Date/ JlaTa: Date/ [ara: Date/ Hara: 0qva-202(




‘Dr.Reddy'’s "’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

~ Pagedof5/ (;‘11!: 4us s

Product : Razo, Enteric coated tablets 20 mg

IIpoaykT: Pazo®, Ta6ieTKH, NOKPBITbIE KNIEYHOPACTBOPUMON 060104K0ii, 20 Mr

Batch No. / Cepust Ne : C2110682

Analytlcal Report No / Ananurnuecknii oruer Ne :

1890001543256

Batch Quantity /
|O6Bem cepun:
Date of Analysis / lara anaansa: 08/09/2021

1500000 Tablets
1500000 Ta_ﬁ_r]e'r()](

Date of Manufacture / Jara npousBoacTBa :07/2021

Date of Expiry / Cpox roanocTn : 06/2024

Analysns performed according ND / Ananus nposenen no HJI: JIIT-002666-131120

Ne Test / Iloxaszarean

Result / PesyabTaThl

Specification / Hopma

7 |Uniformity of dosage units /
OnHopoaHoCTb 103NPOBAHUS

4.1/4,1

8 [Microbial limits / MukpotuoJjiorudeckas 4acrora

The acceptance value (AV) should be not
more  than 15.0. / INokaszaTens
npuemnemMoctm (AV) nomxen 6bITh He
6osee 15,0.

a) Total aerobic microbial count /
Ob1ee yucno aspobHBIX
MHMKpPOOPraHW3MOB

b) Total combined yeasts and
mould count / O6mee uncno
APOJNOKEBBIX W TIECHEBBIX MPHOOB

¢) E. coli

9 |Assay / KoanuecrBennoe
onpeaesjenne

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

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

Absent in 1g/
OTtcyrctRyer B 11

20.4 mg /20,4 mr

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

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

Shall be absent in 1g/
JomkHb! otcyTcTBOBaTH B 1 T

18.0 mg to 22.0 mg of C;gHN303;SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Ot 18,0 mr no 22,0 mr C sH2N303SNa
(pabenpazona Hatpus) (ot 90 no 110 %
OT  HOMMWHANBLHOTO  coaep)kaHHs) B
TabneTke.

Remarks : The Product confirms to ND/
IHpumeuanne: INpoaykr coorsetcTayer Tpebopannam HJL

Opinion : APPROVED
3akarouenne: OJOBPEHO

Prepared by/

‘epar Y AL hecked by
IToarorosrieHo: ) [1poBepeHo: ;

Approved by: Manager
Menekep no 06ecnct€t*tn-no KauecTBa

Date/ JlaTa:

0607 ,%, Date/ Mlara:

O?@ w02

Date/ JlaTa:

——

099 ~20>)




Dr.Reddy’s ‘

Product : Razo, Enteric coated tablets 20 mg
Hponykr: Pazo®, tadaerkin, NOKPbIThIE KHIIEYHOPACTBOPIMOI 060101K0i, 20 Mr

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Batch No. / Cepusi Ne : C2110682

Analytical Repori No / Ananutuuecknuii oruer Ne

PageSof S/ Crp. 5u3 5

Batch Quantity /
O6nem cepun:

1500000 Tablets
1500000 ragrerox

Date of Manufacture / lata npousBoacrsa :07/2021

: 890001543256

Date of Analysis / )laTa aHajn3a: 08/09/2021

Analysns performed according ND / Ananu3 IlpOBeIleH no H/: JIT1-002666-131120

Date of Explry / Cpok rogHocTn : 06/2024

Ne

Test / Iloxa3zarean

Result / PesyabTaTshl

10

11

Labeling /

Packaging / Ynakoska

MapkupoBka

Specification / Hopma

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Ilo 15 Tabnerok B Gnncrepe m3
(IBX/AJITIA) ¢onbru /
aIFOMUHHEBOM donbru. ITo
2 buincTepa BMeCTe ¢ UHCTPYKIMEH 1O
MIPUMEHEHUIO B NaUKy KapTOHHYIO.

'a)mplies as prescribed /

CootsercTByeT TpeOOBAHNAM

12

13 |Shelf life /

St(;'age conditions / Xpanenue

Cpok roasoctn

At temperature below 25 °C. / Ilpu Temneparype He Bbiuie 25 °C.

2 years (in _boltles), 3 years (in blislersj. /
2 ropa (B 6ankax), 3 roaa (B 6nucTepax).

15 or 30tablets in HDPE bottles with
screw neck equipped with tamper-evident
membrane sealed with plastic screw caps
with liner, bag of desiccator (silica gel) and
polyester cotton swab. Each bottle and
patient information leaflet in a carton pack.
15 tablets in a (PVC/AI/PA) foil /aluminum
foil blister. 1 or 2 blisters and patient
information leaflet in a carton pack. /

ITo 15 vma 30 Ttabnerok B 6aHkax w3

TIOJIM3TUJIEHA  BBICOKOM  IJIOTHOCTH €
BUHTOBOW  TOPJIOBUHOM, CHabXKEHHBIX
meMOpaHOl  JUIS  KOHTpOJIsl  TepBOTO

BCKPBITHAA, YKYMOPEHHBIX TIJIaCTMKOBBIMH
HAaBUHYHMBAEMbIMU KpBILLIKaMHU c
NPOKJIANMKOW W BIIOKEHUEM TaKeTa ¢
BJIATONIOTAIOTUTENEM  (CHJIMKareib) W
TaMInoHa u3 nonuadupHoil Bathl. Kaxcnas

OaHka BMecTe C HWHCTpyKUHed 1o
TIPUMEHEHHIO B NAUKY KapTOHHYIO.
ITo 15Tabnerox B  Onuctepe U3

(TBX/AJI/TIA) doaern / anoMUHHEBOH
¢donbru. Ilo 1 unu 2 Gnuctepa BMmecTe ¢
MHCTPYKUMEN TIO TPUMEHEHUIO B NauKy
KapTOHHYIO.

According to ND /
B cootBeTcTBUU ¢ H]|

_Remarks The Product confirms to ND/

Opinion : APPROVED

Ipumeuanne: [lpoaykr COOTBETCTRYLD Tpebosatmam H/J 3akmouenne: OJOBPEHO
Prepared by/ 2 "hecked by Approved by: Manager
]_IO[U‘OTOBIIGHO? 77X IposepeHo: # MeHekep no 06eci<_uE'!uuuo KauecTsa
Date/ }],a_Ta Date/ Hara: o Date/ [ara: S E

09-05-10/-|




