DrReddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOPHMKAT AHAJIM3A

Product = Razo, Enteric coated tablets 20 mg
poaykr * Pazo®, Tabuerkn, NOKPLITLIE KINIEIHOPACTBOPIMOiT 06oa04K0ii, 20 M

_ Pagelof5/Crp. 1us5

Batch No-/Cepnsa Ne : C2114731

Au llvllull Repﬂrt No / Anaautnuecknii oruer Ne : 890001562910

Batch Quantlty /
O0nem cepnn:

1500000 Tablets
1500000 rTaguerok

Date of Analysis / lata ananmsa: 22/12/2021

Date of [VI-!hnhu.lure / laTa npousBoacrsa :11/2021

Date of Expiry / Cpok roanoctu : 10/2024

Analysns Performed according ND / Anaans nposeaen no HJ: JII1-002666-131120

Ne Test / Iloxaszarens

—

1 |Des cripti(;/ Onucanne

Result/ PesyabTaThl

Round, biconvex, yellow coated
tablets with red ink imprinted
«RB20» on the one side. The cross
section is the core white. / Kpyrsie,
JIBOSIKOBBINTYIUJIbIE TabNIETKH,
NOKPBITEIE 000710UKOH CBETIO-
JKEJITOrO 11BETa, C MAPKUPOBKOIA
KkpacHoro 1geTa «RB20» na onnon
cTopone. Ha nonepeunom paspese
aapo Genoro 1BeTa.

Specification / Hopma

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. /
Kpyrnble, 1BOSKOBBLINYKIbIE  TabGneTKH,
NOKpBITbIE 0O0JIOUKOH OT CBETIIO-KENTOro
Jile) uBeTa C
KpacHOro «RB20» OaHOH

cropoHe. Ha nonepe4yHom pazpese sapo oT

JKENTOro MapKUpPOBKOH

nBera Ha

OeJioro 10 nouTy OeJ1Ioro LBeTA.

2 |Identification By HPLC /
IToaunnocts BOKX

3 |Average weight of coated
tablets / Cpeanss macca
TabJ1eToK

Complies as prescribed /
CooTBeTCTBYET

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>xkuBaHus
OCHOBHOTO MUKa Ha XpoMaTorpamme
HCTILITYEMOTO PacTBOpPa IOIKHO
COOTBETCTBOBATH BPEMEHH YI€PKUBAHU
OCHOBHOTO IMHKa Ha XpoMaTorpamMe
pacTBopa cTaH1apTHOro obpasna
pabenpasona HaTpus (paszen
«KonuvecTBeHHOE onpeaeneHrey).

208.02 mg /208,02 mr

212.68 mg + 5% (202.05 —223.31 mg) /
212,68 mr = 5 % (ot 202,05 mr go
223,31 mr)

Remarks : The Product confirms to ND/
Ilpumeyanue: Ipoaykr coorsereipyer Tpebosannam HJL

“Opinion : APPROVED
3axkmouenune: OJOBPEHO

Prepared by/ Q,C)L’ - Checked by Approved by: Manager
ﬂ0ﬂr0T0BneHo:§7.’W IpoBepeno: ﬂg Mene e 1o 00eCneHeHn KauecTsa

‘ —Ped@gg_“) R £ Neceloe ﬁ
Date/ Jlata: Qgﬁzr@a/; Date/ [ara: Date/ Jlara:
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Dr.Reddy's ‘.:..

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Batch No./ Cepns No : C2114731

Product #Razo, Enteric coated tablets 20 mg
Tpopykr: Pazo®, TabieTkn, NOKPLITbIE KHIIEYHOPACTBOPHMOIi 060/104K0i, 20 Mr

Batch Quantity /
O6nem cepuu:

Page2 of S/Crp. 2uz5

é_galyticﬁ;i_tho_rt No / AHa;HTl/l‘leCKl/lﬁ_ otuer Ne : 890001562910

Date of Analysis / JlaTa ananmu3a: 22/12/202{__

1500000 Tablets
1500000 '!‘_a_ﬁ,]]_e'ro]q

Date of Manufacture / lata npon3ssoacrsa :11/2021

Date of Expiry / Cpok rognocts : 10/2024

Xnalysis performed according ND / Anann3 nposzueu no HJL: JIT1-002666-131120

! Nao " Test / Iloxazaren

Result / PesyabraTsl

4 |Dissolution / PacTBopenue

Unit-1/Egnuunna-1

2%

Unit-2/Epuunua-2

0%

Unit-3/Eannuua-3

Un it-_4/E):u/1Huua-4

Unit-S/E}lHHl/]_U,a-S

2%
1%
1%

Speciffcation / iloﬁgaa_
In 0.1M hydrochloric acid solution — not
more than 10% of the labeled amount of
Ci18H20N303SNa (Rabeprazole sodium) is
dissolved in 2 hours. / B 0,1 M pacreope
XJIOPUCTOBOJIOPOAHOIM KHUCNOTBI — He Honee
10 % oT HOMMHAJNBHOTO
C13H20N3O3SNa

COACPIKAaHWA

Unit-6/Egunnna-6

0%

(pabenpazora  Hatpus)
yepes 2 4.

Unit-1/Eaunuua-1

94%

In buffer solution pH 8.0 — not less than

Unit-2/Eanunua-2

93%

75% (Q) of the labeled amount of
CisHoN303SNa (Rabeprazole sodium) is

Unit-3/Eannnua-3

92%

dissolved in 60 minutes. / B 6ydepHom

Unit-4/Eannnua-4

Unit-5/Eannnua-5

Unit-6/E}1nHM_ua-6

91%
93%
97%

pactBope pH 8,0 — ne menee 75 % (Q) ot
HOMMHAJILHOTO COZiePKaHUsl

C |8H20N303 SNa
yepes 60 MuH.

(pabenpazona  HaTpus)

Remarks : The Product confirms to ND/

eT TpeboBaHuam HJI

Opinion : APPROVED
3akmouenne: OJIOBPEHO

IIpumevanue: IlpoaykT cooTBeTCLRY
Prepared by/ :

[oaroroBneno: aw
%

“| Checked by

Approved by: Manager

0812200
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[Tpoeepeto: Metiesprep no n-t':ucnctlcgum KavecTna
eetola) Rot (Le oty
Date/ Jlara: Date/ [ara: Date/ [ara:

2212202




Dr.Reddy’s _‘%‘

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Page3 of S/ Crp. 3uz5

Batch NO./ Cepun Ne : C2114731

Ana_iyticﬁ_}]__l{cpgt No / Ananutnuec

Product :Razo, Enteric coated tablets 20 mg
Hpoayxs Paso®, Tabaerkn, NOKpbIThIe KHIIEYHOPACTBOPUMOIi 060104K0li, 20 Mr
Batch Quantity /
Oobem cepun:

1500000 Tablets

kuii oruer Ne : 890001562910

Date of Analysis / lara 2“!2.]']]’]33_1_22/12/2021_—

1500000 Tagaerox B

Date of Manufacture / Jara npouspoacrsa :11/2021

Date of Expiry / Cpok rognocrn : 10/2024

Analysis ‘Performed according ND / Aranu3 nposeaen no HJI: JI[1-002666-131120

.i'e Test / Hoxazatenn

Result / PezyabTaTsl

5 |Related substances by HPLC /

Specification / Hopma

Po,uCTBeHnble_n_pumecn, BIXKX

Rabeprazole N-oxide /
Pa6 enpazona N-okcun

Below LOD (LOD: 0.008%)/
Hwxe npeaena obHapyxeHus
(I10 : 0,008 %)

Rabgp_)ra_zole Sulfone /
Pab enpazona cynbdoH

0.10%/0,10%

Paf enpasona meTokcu ananor

'mgﬁrgole Methoxy analogue /

Not detected / He obHapyxena

"Rabeaazﬁ Chloro analogue /
Pabenpazona xnopo aHanor

Rabgprazole Sulphide /
Pa6enpazona cysnshua

impurity / Ennanunas
HeuaeHTUdULUMpPOBaHHas
npHMech

Maximum unknown individual

Not detected / He oOHapy»xeHa

Less than LOQ (LOQ: 0.027 %)/
Huske npenena KonuyecTBEHHOTO
onpeaenenus (ITKO: 0,027 %)

0.02 % /0,02%

Total impurities / Cymma
npumMece

Residual Solvents content /
OcTaTouHble Oprannyeckne
pacTBOpPUTENH

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

not more than 0.5% / He 6onee_0,5_%

not more than 0.5% / e 60nee_O,_5 %

not more than 0.2% / ue Gonee 0,2 %

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

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

0.2% /0,2%

not more than 2.0% / e Gonee 2,0%

1747 pg/tab / 1747 mkr Ha TabneTky

Isopropanol — not more than 2621 ug per
tablet / M3onponanon — He 6osee 2621 Mkr
Ha TabneTky

ITpumeuanue: [1poayKT COOTBETCTE,

Remarks : The Product confirms to ND/

yeT TpeboBanmsim HJQ

Opinion : APPROVED
3axmouenne: OJOBPEHO

-T’r_epared by/ M
W

L
[,Checked by §

Approved by: Manager

MeIIU.'l}I\’L'P 110 odecneue o KauecTra

‘Date/ Jara:

Date/ [ara:

IMoarororneno:
0212 90M

[TpoBepeHo:
222w ]

Date/ ara:
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Dt.Reddy's Q:‘

P_r_oduct 2Razo, Enteric coated tablets 20 mg

Hpoayky ' Pazo®, Tabierkn, noKpLIThbie KHIICUIOPACTBOPHMOIi 00004Ko0ii, 20 Mr

Page4 of S/ Crp. 4uzs5

Batch No./ Cepua Ne : C2114731

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 TaﬁneTox

gl_alytic_élii_lg)(;rt No / AnaanTtuaeckuii oruer Ne : 890001562910

Date of Analysis / lara ananu3za: 22/12/2021

Date of Manufacture / lara npoussoactsa :11/2021

;\;1:_1]ysis ’i)crformed accordﬂné ND / Ananus nponeue_ﬂ_no_HI[: JITI-002666-131120

Datc of Expiry / Cpok roanocts : 102024

[ Ne Test/ TTokaszaTeib

Result / PezyabTaThl

Specification / Hopma

7 |Uni formity of dosage units /
OaHOPOIHOCTL A03UPOBAHHS

4.4/4,4

The acceptance value (AV) should be not
more than 15.0. / IlokazaTesb
npuemnemoctn (AV) pomxeH ObITH He
oonee 15,0.

8 Mici)_bial limits / Mnkpoﬁuonofﬁqecxaﬂ YHCTOTA

a) Total aerobic microbial count /
O611ee yucno aspobHBIX
MUK POOPraHHU3MOB

b) Total combined yeasts and
mould count/ O6wee uncno
JPOMOKEBBIX W TIECHEBBIX MPHOOB

c) E. coli

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

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

Absentin 1g/
OrcyrcTByer 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/
Homxkne otcyTcTBOBaTH B 1 T

9 |Assay/ KosnuecTBeHHO€
onpeneseHue

20.0 mg /20,0 mr

18.0mg to 22.0mg of CigsHxN3O3SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Or 18,0 mr mo 22,0 mr C;3H20N303SNa
(pabenpazona Hatpua) (ot 90 mo 110 %
OT  HOMWHILHOTO  CONEpXKaHusA) B
TabneTke.

Remarks : The Product confirms to ND/

IIpumeyanue: [Npoaykr COOTBCTCTBXGT Tpebosanuam HJJ

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/ ,Checked by Approved by: Manager

[ToaroroBaeHo:; %/ ITpoBepeHo: Menecep no UGLLIIL'ILI!HIU KauecTsa
Poctatsd Rot Necolut

Date/ [ara: 2342_'- Date/ [ara; 2812 Date/ Jlara: 9__3—'7/‘_2/09/'




CERTIFICATE OF ANALYSIS

D' Re d dy S ‘.. CEPTHOHUKAT AHAJIM3A
@

wacSofS/C_p 5m35

Product = Razo, Enteric coated tablets 20 r mg

poayxy = 1 : Pazo®, TabueTku, NOKPHITHLIE KHIIEYHOPACTBOPHMOI 060104K 0, 20 MI

Batch No-/Ceplm Ne: C2114731

Batch Quantity / 1500000 Tablets
O06bem cepnn: 1500000 Ta6aerox

Analytic;lTﬁT:—[mrt No / AnanuTnueckuii oruer Ne : 890001562910

Date of Analysis / /laTa anannza: 22/12/2021

Date of Mlanufacture / lata npoussoncrea :11/2021

Date of Expiry / Cpox roanocr : 10/2024

Analysis Performed according ND / Ananus nposeaen no HJI: JIT1-002666-131120

Ne Test / ToxazaTenn

Result / Pesyanrarni

Specification / Hopma

10 [PacKaging / Ynakoska

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 Gnuctepe u3
(IIBX/AJI/TIA) donbru /
aJlFOMHWHMEBO ¢onery. ITo
2 BiucTepa BMeCTE ¢ MHCTPYKUMEH 110
MPUMEHEHUIO B TIAUKY 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. /

Ilo 15 wnu 30 Ttabnetok B 6ankax w3
NOJNIM3THIICGHA  BBICOKOW  TMJIOTHOCTH ¢
BUHTOBOM  [OpPJOBWHOW,  CHaGKEHHbIX
MEMOpaHOH  JUIi  KOHTPOJst  NEPBOro
BCKPBITHSI, YKYTIOPEHHBIX TJIACTMKOBBIMU
HaBMHYHBaEMbIMH KpbIIKAMU c
APOKJIAZKOW M BIOXKCHWEM nakeTa ¢
BJ1arONOTrJI0TUTEJIEM (cunukarens) n
TaMIoHa M3 nonusdupHoi BaThl. Kaxcnas
Oanka BMecTe C  MHCTpyKuMell  no
NPHUMEHEHUIO B NaYKY KAPTOHHYIO.

Io  15Tabnetox B  Gaucrepe 3
(IIBX/AJVTIA) donern / anoMUHHEBOMH
¢donbru. Ilo 1 unm 2 Gaucrepa BmecTe
MHCTPYKLMEH 110 NMPUMEHEHHUIO B NauKy
KapTOHHY!O.

11 Labt;lﬁlg/MapKupOBl_ca

Complies as prescribed /
CootBeTcTBYET TpeboBaHHIM

According to ND /
B cootBercTBUM ¢ HJ|

12 [Storage conditions / Xpanenue

At temperature below 25 °C. / ]'I_pn Teminepatype He Bbille 25 °C,

13 [Shelf life /
Cpok rogHocTH

2 years (in bottles), 3 years (in blisters).
2 ropa (B 6aHkax), 3 roaa (B Gnucrepax).

/

TIpnmeuanne: I1poayKT COOTBETCTE

Remarks : The Product confirms to ND/

ByeT TpeboBanuam HJI

Opinion : APPROVED
3akmouenne: OJIOGPEHO

Prepared by/ @,C'LL
nOﬂFOTOBﬂeHOW

- Checked by Approved by: Manager
I1poBepeHo: \ Mereuxep no 06LLIIC‘IC‘J|I|IU KavecTra

{exar) Rorr ey

Date/ Jara: 23,/2,, Qo

Date/ [lara: 9344108

Date/ Jlara:

Q_L-\Q_._’z,oL\




