Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Page 1 of 5/Cyp.1 u35

Product : Razo, Enteric coated tablets 20 mg
Hpoaykr: Pa3o®, TabneTkn, NOKpbITblEe KHIIEYHOPACTBOPHMOIi 06010uKO¥, 20 Mr

Batch No./ Cepusa Ne : C2203621

Batch Quantity /
O0bem cepun:

1500000 Tablets
1500000 TaGaerok

Analytical Report No / Ananutuuecknii oraer Ne : 890001583663

Date of Analysis / laTa ananunza: 06/04/2022

Date of Manufacture / lara npousBoacrtsa :02/2022

Date of Expiry / Cpok roanoctn : 01/2025

Analysis performed according ND / Auanus nposeaen no HJI: JIT1-002666-131120

Ne

Test / Ilokaszarennb

Result / PesynbraTsl

Specification / Hopma

1

Description / Onucanne

Round, biconvex, light yellow coated
tablets with red ink imprinted
«RB20» on the one side. The cross
section is the core white. / Kpyrnsle,
JIBOSIKOBBINYKJIble TaONETKH,
MOKPbITbIE 0DOJIOUKOH CBETNO-
JKENTOro UBETA, C MAPKUPOBKOH
kpacHoro ugera «KRB20» Ha oaHo#
cTopone. Ha nonepeuHom paspese
s4po Oenoro LBera.

Round, biconvex, light yellow to yellow-
coated tablets with ink imprinted
«RB20» on the one side. The cross section

red

is the core from white to off-white. /

Kpyrable, NBOSKOBBINMyKIble  TableTkH,
NMOKpPbITbIE 000JOUYKOH OT CBETJIO-XKEITOrO
10 uBera ¢

KpacHoro «RB20»

ctopore. Ha nonepeuHoM paspese 44po oT

JKENTOTO MapKUPOBKOH

LBETA Ha OnOHOM

Benoro 10 nNouTu Gesloro UBeTA.

Identification By HPLC /
TTopaunnocr, BOKX

Complies as prescribed /
CootBeTCcTBYET

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 yaep>xuBaHus
OCHOBHOTO MKKa Ha XpoMaTorpamme
MCMLITYEMOr0 PacTBOpPa AOKHO
COOTBETCTBOBATH BPEMEHH YAECP>KHBAHUS
OCHOBHOIO NUKA Ha XpoMarorpamme
pacTBopa craHaapTHOro obpasua
pabenpazona HaTpus (pasaen
«KonnuecTBeHHOE ONpeaeeHUen).

3 |Average weight of coated 210.26 mg/ 210,26 mr 212.68 mg + 5% (202.05 -223.31 mg) /
tablets / Cpeausist macca 212,68 mr £ 5 % (or 202,05 mMr no
TabJeTok 223.31 mr)

Remarks : The Product confirms to ND/
Ipumeuanne: Ipoaykr cooTBeTcTBYET TpedboBanuam HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/

fChecked by

Approved by: Manager

Metie piep no odecneyeHnio KauecTea

Zre o4 2D Rar L (oot
Date/ JlaTa:
ate/ JlaTa ’ (/ , 209 2

ﬂonromanwo:%

Date/ Jlara: ’)¢/’ LoDz

I‘lpmwmnﬁ‘\ —0

Date/ JlaTa: 19 ~(1~ 2002
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CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

Page2 of S/ Ctp.2 35

Product : Razo, Enteric coated tablets 20 mg
Ipoaykr: Pa3o®, TaGeTKH, NOKPbIThIE KHIIEYHOPACTBOPHMOIi 06010uK0ii, 20 Mr

Batch No. / Cepusa Ne : C2203621

Batch Quantity / 1500000 Tablets
O6bem cepun: 1500000 Ta6.seroxk

Analytical Report No / Anaanutnuecknii oruer Ne : §90001583663

Date of Analysis / lata ananusa: 06/04/2022

Date of Manufacture / lara npousgoacrsa :02/2022

Date of Expiry / Cpox rognoctn : 01/2025

Analysis performed according ND / Anaan3s nposenen no HJI: JIT1-002666-131120

Ne Test / Iloka3zarens Result / Pe3yabraThi Specification / Hopma
4 |Dissolution / PacTBopenue Unit-1/Eaunnua-1 2% In 0.1M hydrochloric acid solution — not
Ui hvnmes? 2% more than 10% of the labeled a1n9unt of
. - CisH0N303SNa (Rabeprazole sodium) is
itk MpHATEES 3% dissolved in 2 hours. / B 0,1 M pacrsope
Unit-4/Ennnvua-4 2% XJIOPHCTOBOAOPOAHOH KUCIOThI — He Gonee
Unit-5/Eqnnnua-5 204 10 % oT HOMWHaANBHOIO COnEepIKaHuUs
= CisH20N303SNa  (pabGenpazona  HaTpus)
Unit-6/Eannunua-6 1%
yepe3 2 4.
Unit-1/Eannuua-1 96% In buffer solution pH 8.0 — not less than
Unit-2/Eqnnnia-2 95% 75% (Q) of the labeled amount of
= = CisH20N303SNa (Rabeprazole sodium) is
Umt—3/EmiHMua-3 o dissolved in 60 minutes. / B GydepHom
Unit-4/Eaunnua-4 96% pactope pH 8,0 — He menee 75 % (Q) or
UniI-S/ELlPlHMLla—S 939, HOMUWHAJILHOI'O COAEPXKAHUA
— CisH20N303SNa  (pabenpazona  Hatpus)
Unit-6/EanHnua-6 92%
yepe3 60 MUH.
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanue: Ipoaykt coorBeTcTBYET TpeGoBaHUAM HJL 3akarwuenune: OJOBPEHO
Prepared by/ /QQQD Checked by Approved by: Manager
]—]ODFOTOBHEHOZS Ef?&ﬁ [Mposepen: ™ O Menezurep 1o obecnietenyio KavecTsa

Date/ Jlara: ,;_,/,.QQD/&

Date/ Hdara: ’_;7 ~([-~2022_

Date/ [ara: (&(” N 02 2—
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Page3of 5/Crp.3 mu3 5

Product : Razo, Enteric coated tablets 20 mg
Ipoaykr: Pa3o®, TabeTKH, NOKPBIThIe KHIIeYHOPACTBOPUMOii 06010uKoi, 20 mr

Batch No./ Cepus Ne : C2203621

Batch Quantity /
O61bem cepun:

1500000 Tablets
1500000 rTabGaerox

Analytical Report No / Anasntuaecknii oryer Ne : 890001583663

Date of Analysis / /laTta anannza: 06/04/2022

Date of Manufacture / laTta nponssoacrsa :02/2022

Date of Expiry / Cpoxk rognoctn : 01/2025

Analysis performed according ND / Ananus nposenen no HJI: JII1-002666-131120

Ne Test / Iloxazarenn

Result / Pe3yabTaTsl

Specification / Hopma

5 |Related substances by HPLC / PoacTBennnble npumecu, BOJKX

Rabeprazole N-oxide /
Pabenpazona N-oxcua

Below LOD (LOD: 0.008%)/
Hwke npenena obHapyxeHus
(11O : 0,008 %)

Rabeprazole Sulfone /
PabGenpazona cynabpoH

0.09%/0,09%

Pabenpazona meTokcu aHanor

Rabeprazole Methoxy analogue /

Not detected / ne obHapyxeHa

Rabeprazole Chloro analogue /
Pabenpazona xnopo ananor

Not detected / He o6Hapy>keHa

Rabeprazole Sulphide /
Pa6enpaszona cynbdun

Less than LOQ (LOQ: 0.027 %)/
Huxe npesena KoNHUeCTBEHHOTO
onpenenenus (ITKO: 0,027 %)

Maximum unknown individual
impurity / Ennnnunas
HeUAEHTHPULMPOBAHHAS
npUMech

0.02 % /0,02%

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 0.5% / ne 6onee 0.5 %

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

not more than 0.2% / ne 6onee 0.2 %

Total impurities / Cymma
npumecei

0.2%/0,2%

not more than 2.0% / ne 6onee 2.0 %

6 |Residual Solvents content /
OcTaTounble opranivyeckne
pacrBopuTenH

1901 pg/tab / 1901 mkr Ha TabneTky

Isopropanol — not more than 2621 ug per
tablet / M3onponanon — He Gonee 2621 mkr
Ha TabneTKky

Remarks : The Product confirms to ND/
Ilpnmeuanne: [poaykT cooTBetcTBVET TpeboaHusm HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Checked by

Approved by: Manager

Prepared by/ =
I‘lo,ﬂrmoﬁer-f%ﬁ)w/ad' I[1posepeHo: @ = 7 Mepekep no ooecneyeHHO KauecT
N ) — et d g) R~ et o
Date/ [ara: 121~ Date/ Jlata: {7~ - Date/ JlaTa: .
1 )-op | 7~ 2022 & )00~




CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Qe
Dr.Reddy’s ‘,’0.

Page 4 of 5/ Crp. 43 5

Product : Razo, Enteric coated tablets 20 mg

Hpoayxkr: Pa3o®, TabneTkn, NOKPbIThle KHIIETHOPACTBOPHMOI 060104K0ii, 20 Mr

Batch No. / Cepusa Ne : C2203621

Batch Quantity / 1500000 Tablets
Ob6bem cepun: 1500000 TaGseTok

Analytical Report No / Anasurnuecknii oruer Ne : §90001583663

Date of Analysis / lara ananusza: 06/04/2022

Date of Manufacture / lata nponsBogcTea :02/2022

Date of Expiry / Cpox roanoctn : 01/2025

Analysis performed according ND / Ananuns nposeaen o H/I: JI1-002666-131120

Ne Test / Iloxazatennb

Result / PesyabTaThl

Specification / Hopma

7 |Uniformity of dosage units /
OnHopoaHOCTH 103MPOBAHUS

2.9/2,9

The acceptance value (AV) should be not
more than 15.0. / Tlokasarens
npuemnemoct (AV) nomxeH ObITb He
Gonee 15,0.

8 |Microbial limits / Muxpo6uoioruyeckas 4ucrora

a) Total aerobic microbial count /
O61ee yncno aspobHBIX
MHKpPOOPraHU3MOB

b) Total combined yeasts and
mould count / O01uee yucno
APONOKEBBIX 1 NJIECHEBBIX IPUOOB

c) E. coli

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

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

Absentin 1g/
OtcyteTBYeT B 1T

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/
JonskHbl OTCYyTCTBOBaTL B 1 T

9 |Assay / KonnyecTBeHHoE
onpeaeienne

19.8 mg7 19,8 mr

18.0 mg to 22.0 mg of C;gsH20N;03SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Or 18.0 mr po 22,0 mr Ci;sH20N303SNa
(pabenpazona Hatpus) (ot 90 no 110 %
OT  HOMMWHAlBHOTO  CONepXKaHWsA) B
TabneTxe.

Remarks : The Product confirms to ND/

Ilpumeuanue: IpoaykT cooTBeTepBYLT TpeboBaHuam HJ1

Opinion : APPROVED
3akmouenne: OJJOGPEHO

Prepared by/ ﬂ
HOHFOTOBﬂeHO:W

HChecked by

[1poBepeHo: Z - ‘/\]

~Z

Approved by: Manager
MeHgpRep No_00ecneueH D KaecTsa

F2ototo) Rao~c

Date/ Jlata: 12-1 19292 2|

Date/ Jara:

( 7 —((- 2022

Date/ Jlata: [&_——[1_’)/03_2,/




CERTIFICATE OF ANALYSIS

Dr. Reddy’s ":.. CEPTU®UKAT AHAJIM3A

Page S of 5/Crp.5u3 5

Product : Razo, Enteric coated tablets 20 mg
IIpoayxr: Pa3o®, TabeTKH, N0OKPbITHIE KHIIEYHOPACTBOPUMOI 060J104KO0lH, 20 MT

Batch No. / Cepus Ne : C2203621

Batch Quantity / 1500000 Tablets
OobBem cepun: 1500000 Ta6nerox

Analytical Report No / Anaautuuecknii otuer Ne : 890001583663

Date of Analysis / laTta ananu3za: 06/04/2022

Date of Manufacture / Jlata npoussoacrsa :02/2022

Date of Expiry / Cpok roanocrn : 01/2025

Analysis performed according ND / Ananu3s nposenen no H: JIT1-002666-131120 |

No Test / IlokazaTean

Result / Pe3yabTarsl

Specification / Hopma

10 |Packaging / YnakoBka

15tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Tlo 15 Tabnetok B Gaucrepe u3
(IIBX/AJI/TIA) donbru /
ATOMHUHHUEBOH donbru. Ilo
2 bnucrepa BMeCTe ¢ HHCTPYKLMeEH no
NPUMEHEHUIO B NAaYKy KapTOHHYIO.

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 unu 30 Tabneroxk B OaHkax u3
TIOJIMATUIIEHA  BBICOKOW  TUIOTHOCTH €
BUHTOBOH  TOpJIOBHMHOH,  CHabXEHHbIX
MeMOpaHOHW  [UIS  KOHTpONss  NepBOro
BCKPBITHSl, YKYMOPEHHBIX MNJIACTUKOBLIMH
HaBHHYHMBaEMbIMU KpbILIKaMK c
NpoKIafkoH M BIOXKEHWEM TNakeTa ¢
BJIAaTOTIOTJIOTHTEIEM (cunukarens) n
TamMrioHa U3 nonuddupHoil Batbl. Kaxnas
6aHka BMecTe ¢  MHCTpyKuMeH no
NPHUMEHEHHIO B NAUKY KAPTOHHYIO.

Ilo 15Tabnerok B  Onucrepe w3
(NBX/AJI/TTA) donbru / antoMuHueBoO#M
¢donbru. Ilo 1 unn 2 Gaucrepa BMecTe ¢
MHCTPpYKLUMEH MO MPUMEHEHUI0 B MauKy
KapTOHHYIO.

11 |Labeling / MapknpoBka

Complies as prescribed /

CooTteeTtcTBYeT TpeOOBAHUAM

According to ND /
B cooreTcTBuU ¢ H]]

12 |Storage conditions / Xpanenue

At temperature below 25 °C. / Ilpu Temneparype ne Boiwe 25 °C.

13 |Shelf life /

Cpoxk roanocTu

2 years (in bottles), 3 years (in blisters).
2 rona (B DaHkax). 3 rona (B GincTepax).

/

Remarks : The Product confirms to ND/
IIpumeuanne: Tpoaykr cooteeTcTRy e, TpeboBanuam HJL

Opinion : APPROVED
3aknwuenne: OJOBPEHO

Prepared by/
INoarotosneHo:

———

ﬂtcuked by Approved by: Manager
ITposepeHo: * Meneamep no adECneUeHHIO KaueeTp:
] > ' 2
dH—~ | Ol

Date/ Hara:

19~11-L20) ¢

Date/ Jlata: =

[ D1~ 2022 Date/ [lata: l&»_[ " 2002 —




