CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIHU3A

__Dr.Reddy’s t.‘

Product : Razo, Enteric coated tablets 20 mg
Ipoaywr: Pazo®, Tabierkn, NOKpbITLHIE KHINETHOPACTBOPUMON 060.101K0ii, 20 Mr

ti Batch Quantity /
Oo0bem cepuin:

Batch No. / Cepusi Ne : C2112385

Pagelof5/Crp.1 w35

1500000 Tablets
1500000 Ta6aeTox

Rj?lylicalicporl No / Ananaranuecknii oruer Ne : 890001553634

Date of Manufacture / Jlara nponssoacrsa :10/2021

Date of Analysis / /lata anaansa: 05/11/2021
Date of Expiry / Cpox roauocru : 09/2024

_Analysis performed according ND / Anasin3 nposeaen no HJ: JII1-002666-131120

Ne | Test / Tokaszareib

Result / PeaynnraTil

Specification / Hopma |

1 |Description / Onncanne

Round, biconvex, light yellow coated

tablets with red ink imprinted
«RB20» on the one side. The cross
section is the core white. / Kpyrusie,
JIROSKOBBITYKJIbiE TaOJIETKH,
NOKpbiTEIC 000104YKOH CBETIIO-
KEJITOrO 11BeTa, C MapKUPORKOH
KpacHOro uBeTa «RB20» na oaHo#
cropoHe. Ha nonepeyHoM paspese
anpo Genoro usena.

Round, biconvex, light yellow to ;/elloT
coated tablets with red ink imprinted
«RB20» on the onc side. The cross section
is the core from white to off-white. /
Kpyrnbie, /[BOSKOBBINYKIbIE  TabIeTKH,
TNOKPbITbIE 0BOJIOUKON OT CBETIIO-KENTOTO
10 OKENToro 1Bera C  MapKUPOBKOM
KPacHoro «RB20» nHa oxHOMU

CropuoHe. Ha HOTIEPEIHOM pa3pesc AApo OT

uBera

6eoro 70 MoYTH Oesioro LpeTa.

2 |Identification By HPLC /
Mopamunocts BOKX

Complies as prescribed /
CoOOTBETCTBYET

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). / Bpemsa ynep>xuBaHus
OCHOBHOTO TIMKa Ha XpoMaTorpaMme
HCIILITYEMOTO PacTBOpa JOJDKHO
COOTBETCTBOBATH BPEMEHH YECP)KHBAHU
OCHOBHOTO NIMKa Ha XpoMaTorpamme
pacTBOpa CTaHAapTHOrO obpasua
pabenpasona HaTpua (paszen
«KonuuecTBeHHOE OnpeielIeHHe).

3 |Average weight of coated
tablets / Cpeansin Mmacca
Ta6J1eTOK

204.74 mg /204,74 mr

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

4 |Dissolution / PacTsopenne

Unit-1/Equnuua-] ‘ 0%

“1In 0.1M hydrochloric acid solution — not
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Batch Quantity /
|O0Bem cepuu:

1500000 Tablets
1500000 Tagaerok

Analytical Report No / AnamuTuuecknii oruer Ne : 890001553634

Date of Analysis / JlaTa ananu3a: 95/11/2021__

Date of Manufacture / Jlara npon3soacrsa :10/2021

Analysis performed according ND / Ananu3 nposenen no HJI: JI[1-002666-131120

[Ne|  Tes

Test / IToxazarenanb

Date of Expiry / Cpox rognocrn : 09/2024

Result / Pe3yabTaTsl

Specification / Hopma

Unit-2/Eprnnna-2 0% more than 10% of the labeled amount of
Unie=3/Equnnnas 395 |CisH2N303SNa (Rabeprazole sodium) is
. dissolved in 2 hours. / B 0,1 M pacrsope
Unit-4/Equrmnia-4 0% XJIOPUCTOBOJIOPOJIHON KUCIIOTEI — He 6Gosee
Unit-5/Eanamua-5 2% 10 % OT HOMHHAJIBHOTO COAEpIKAHMA
Unit-6/Eqniina-6 4% Ci18H20N303SNa  (pabenpaszona  Hatpus)
yepes 2 4.
‘Unit-1/Egunnua-1 89% In buffer solution pH 8.0 — not less than
Uinie2 Eauana2 87% 75% (Q) of the labeled amount of
: CisH20N303SNa (Rabeprazole sodium) is
Umt'B/Eﬂ”H"Ba__3_ 87% dissolved in 60 minutes. / B 6ydepHom
Unit-4/Epvnuna-4 89% pacteope pH 8,0 — ne menee 75 % (Q) or
Unit-5/Eananua-5 90% HOMMHAJIBHOTO COAEPIKAHUS
Unit-6/Enmnimact T CisHaoN3O3SNa  (pabenpasona  HaTpus)

yepes 60 mMuH.

5 |Related substances by HPLC / PoacTeennbie npumecn, BI)XKX
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IIpumevanue: [lpoaykT cooTBeTCTBYET TpeGOBaHUAM HJI

Opinion : APPROVED
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CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

Product Razo, Enteric coated tablets 20 mg

IIpoayxr: Pa3o®, Tabaerkn, NOKPbITbIe KHIIEUHOPACTBOPNMOii 060104K0H, 20 Mr

Batch No. / Cepust Ne : C2112385

i\_llalytical Report No / Anannrnaeckuii oTuer Ne :
Date of Manufacture / lara npon3soactea :10/2021

Batch Quantity /
O6bem cepun:

890001553634

[ No

Test / Ilokaszareib

Result / PeyabTaThl

Rabeprazole N-oxide /
PaGenpaszona N-oxcun

Rabeprazole Sulfone /
Pabenpasona cynbhon

Rabeprazole Methoxy analogue / [

Pa6enpa3ona MCTOKCH aHaJior

Rabeprazole Chloro analogue / |

Pabenpazona xnopo ananor

nipejiesia OOHapyKeHHS
(T10 = 0,008 %)

0.07%/0,07%

Not detected / e oOnapy»xeHa

Not detected / He oOHapy»eHa

Rabeprazole Sulphide /
Pabenpazona cynbdun

Less than LOQ (LOQ= 0.027 %)/

Maximum unknown individual
impurity / Ennnunas
HenaeHTUGpHUMPOBaHHAs
NpUMECh

onpenenennsa (I1IKO= 0,027%)

0.01 % /0,01%

Total impurities / Cymma
npumecen

0.2% /0,2%

Below LOD(LOD—-0.008%)/Huxe

Hixe npeaeiia KoOJIM4eCTBEHHOro

nut more than 0.5% / ve Gonee 0,

~ Page3of5/Crp. 3us 5

1500000 Tablets
1500000 Tadaerox
Date of Analysis / lata anaansa: 05/11/2021

Date of Expiry / Cpox roanoctn : 09/2024
Analysis performed according ND / Ananuz nposenen no HJL: JIT1-002666-131120

Specification / Hopma

[~ 4

J 7o

not more than 0.5% / He 6onee 0,

5%

not more than 0.5% / ve Gonee 0,

5%

not more than 0.5% / ve 6onee 0

5%

not more than 0.2% / ne 6osee 0

not more than 2.0% / ne 6onee 2

Residual Solvents content /
OcTaTouHble OprannuecKne
pacTBopMTeNH

Uniformity of dosage units /
OpxopoanocTs AO3UPOBAHNS

3.8/3,8

1835ug/tab / 1835Mkr Ha TabsieTky

Ha Tabnerky

more than 15.0. /

Bonee 15,0.

not more than 0.5% / ne 6onee 0,

5%

2 %

0%

Isopropanol — not more than 2621 pg}er
tablet / M3onponanon — He bonee 2621 mkr

The acceptance value (AV) should be not
Tlokazarenb
npuemaeMoctu (AV) pomkeH OblTb He

Prepared by/
ﬂourOTOBﬂeHW
' Date/ Jla Jara: OQ"H 20%

Remarks : The Product confirms to ND/
Ilpumeuanne: [poaykr COOTBC’FCM et TpedoBaHuam HJJ

Opinion : APPROVED
Zakmiouenne: ONOBPEHO

Checked by

IlposepeHo: V
o \Dpn%

Approved by: Manager

MeHemKep no obecrneueHmIo KauecTra

Date/ Jlara: /H '(LO”'/)
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Dr.Reddy’s €¢

Product : : Razo, Enterlc ‘coated tablets 20 mg
IIpoaykr: Pazo®, TabaeTky, NoKpbIThle KHIEYHOPACTBOPRMOIi 060J10uK0ii, 20 M1

Batch No./ Cepus Ne : C2112385

Page4of S/Crp. 435

Batch Quantity /
O06bem cepumn:

1500000 Tablets R

Xnalytic:ﬁ Report No / Ananutuuecknii oruer Ne :

890001553634

Datc of Manufacture / Iata npousnoacrsa :10/2021

Date
Datc

1500000 Taéaerox
of Analysis / laTa anannsa: 05/11/2021

of Expiry / Cpox rogiocrs : 09/2024

Analysis performed according ND / Ananu3 l]pOBeIleH no HJL: JIT1-002666- 13 1 120

Ne

8

Test/ ITokasarean

Result / PeayasTaTsi

Specification / Hopma

Microbial limits / Mucpo6noJioruieckas *IHCTOTa

a) Total aerobic microbial count /
O61uee uncio a3poOHbIX
MHMKPOOPTaHH3MOB

b) Total combined yeasts and
mould count / Obiuee urcno
JPOJOKEBBIX H TJIECHEBBIX IPHOOB

c) E. coli

Assay / KoamuecTBenHoe
onpe/jeaeHHe

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

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

Absentin 1g/
OtcytcTBYET B IT

Nol 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/
JlomKHbI OTCYTCTBOBATH B 1 T

20.0mg / 20,0 mMr

18.0mg to 22.0mg of C;gHxN30;SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Ot 18,0 mr pgo 22,0 mr CisHxoN303SNa
(pabenpazona Hatpus) (o 90 no 110 %
OT  HOMMWHAJIIBHOTO  COAepXKaHusd) B
Tabnerke.

‘Remarks : The Product confirms to ND/
IIpnmeuanne: [Tpoaykr coorBercTpyeT TpeGoBaHusm HJT

Op

3axmouenne: OJJOBPEHO

inion : APPROVED

Prepared by/ @‘Q’Q’p Checked by Approved by: Manager
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Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CFPTHOHKAT AHA.TU3A

Product : Rézo, Enteric coated tablets 20 mg
pomyk: Pazo®, TaGieTkn, HOKPBIThIE KHIIEYHOPACTBOPHMOI 060.104K0i, 20 Mr

Page S of 5/ Crp. S5m3 5

Batch No./ Cepus Ne : C2112385

_?&mlylié:ﬂl__l-:l—{;p;rl No / Anaantnuec

xnii otuer Ne : 890001553634

Batch Quantity /
O0nem cepun:

1500000 Tablets
1500000 rTadnerox

Date of Analysis / ,I[a_Ta anann3a:_05_/11/2021_

Date of Manufacture / JIaTa nponzsogcrsa :10/2021

Date of Expiry / Cpox rognoctn : 09/2024

XEI)Tsig’Ee}E;m}d according ND / Anann3s nposeaen no HJI: JII1-002666-131120

Ne

Test / IokazaTen

Result / PesyabTaTsl

Speciﬁczﬁion / Hopma

Pacfa_ging / YnakoBka

11 |Labeling / MapxupoBka

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 6aucrepe u3
(IIBX/AJI/TIA) dbonbru /
aJIFOMHUHHEBOR doneruy., ITo
2 6nncTepa BMECTE ¢ MHCTPYKUHUEH 110
IIPUMEHEHHIO B NaYKy 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 lcaflct in a carton pack. /

Ilo 15 wiu 30 Ttabsetox B 6OaHkax u3

NOJM3TUIEHA  BBICOKOH  TJIOTHOCTH €
BUHTOBOM  TOpJIOBMHOM,  CHab>KeHHBIX
MeMOpaHOH U1 KOHTPOJIS  NEpBOro

BCKPBITHA, YKYNOPEHHBIX TJ1aCTUWKOBbIMH

HaBMHYMBaEMBIMH KpbILIKaMK c
MPOKJIAAKOH M  BAOXEHHEM MakeTa ¢
BJIAronoroTureneM  (Cunukarenb)  w
TaMTnoHa W3 nonnddupHol BaTei. Kaxcnas
Oanka BMeCT€ C  MHCTPYKUMEH no
IPUMEHCHMIO B MAYKY KapTOHHYIO.

Ilo 15T1abnetox B  Onucrepe  u3

(TIBX/AJI/TIA) donbru / antoMMHUEBOM
¢oneru. Ilo 1 uan 2 Gnncrepa Bmecte ¢
WHCTPYKLUMEH MO TNPUMEHEHUIO B NauKy
KapTOHHYIO.

Complies as prescribed /
CootsercTByeT TpeboBaHUAM

12 St(_)rage conditions / XpaHeHnue

AccordingtoND/
B cootBeTcTBHM ¢ H]]

13 (Shelf life /

Cpox rognoctu

At temperature below 25 °C. / Ilpu temnepatype He Bbilie 25 °C.

2 years (in bottles), 3 years (in blisters). /
2 ropa (B 6aHkax), 3 rona (B 6aucrepax).

IIpumeuanne: [1poykT cooTBETCTB

Remarks : The Product conﬂ_rms t;) ND/

yeT TpeboBanusm HJ|

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by/ /Gfﬂb
I‘louromsneno;w

’ Checked by

Ilposepeho: V/W\Wﬁ

Date/ IIE:_C—;é’f/ [ - 20%

Approved by: Manager

MeHL‘,-’UI\'t‘p no obecneveHnio KauecT i
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