Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Page 1 of 5/ Crp. 1 u3 5

Product : Razo, Enteric-coated tablets 20 mg
IIpoaykT: Pazo®, TabieTkn, NOKPBITHIE KHIIEYHOPACTBOPUMOii 0060J10uKOii, 20 Mr

Batch No./ Cepus Ne : C2212562

Batch Quantity /
" |O6bem cepun:

1500000 Tablets
1500000 TaGueTox

Analytical Report No / Ananurnueckunii oryer Ne : 890001634961

Date of Analysis / laTa anaausa: 23/12/2022

Date of Manufacture / /Iara nponssoactsa: 11/2022

Date of Expiry / Cpok roanoctn : 10/2025

Analysis performed according ND / Ananu3 nposenen no HJL: JI1-002666-191022

No Test / Iloxka3zaTeinb

Result / PezyabTaThi

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. / Kpyrasle,
JBOSKOBBITYKJIbIE TAOJETKH,
NOKpbITBIe 000N0YKOH CBETIIO-
JKENITOrO 1BETA, C MAPKHPOBKOH
kpacHoro ugera «RB20» na onHoii
cTopone. Ha nonepeyHom paspese
sapo 6enoro upera.

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, nBOAKOBbIMyKJIbIE TabneTKH,
NOKpPbITbIE 0DONOUYKON OT CBETIO-XKENTOTO
no upera c
KpacHoro upera «RB20»
cTopoHe. Ha nonepeunom paspese aapo ot
6enoro no noutn H6enoro uBeTa.

JKENTOrO MapKHPOBKOH

Ha OJHOH

ldentification By HPLC /
Iopannnocts BIXKX

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 yaep>kMBaHHS OCHOBHOTO NHKa Ha|
XpOMaTOrpaMMe MWCMBLITYEMOTO pacTBOpa
JIOJDKHO COOTBETCTBOBATH BpEMEHH
YAEP)KWBAHHA  OCHOBHOrO ~TMWKa = Ha
XpoMaTorpamMme pacTBopa CTaHIApTHOTO
obOpa3ua pabenpazona Hatpus (pazaen
«KonunuecTBeHHOE onpeaeneHunes).

Average weight of coated
tablets / Cpeansia macca
T20.J1€TOK

209.75 mg / 209,75 mr

8§ mg £ 5% (202.05-223.31 mg)/
8 mr+ 5% (ot 202.05 mr no
I mr)

.6
.6
3

Remarks : The Product confirms to ND/

IlIpumeuanne: INpoaykT cooTBeTCT

ByeT TpeboBaHnam HJJ

Opinion : APPROVED
3akmouenne: OJJOGPEHO

Prepared by/
INoarotosneno:

;(’

")Checked by

lposepeno: N —~L

Approved by: Manager
MeHeakep no odecedcHio KayecTsa
= / t

Date/ [larta: %#Z'ZQ%V

Date/ Hara: Qe (2 -2

Date/ Hara: ')‘;:\ NI ¥k
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Page 2 of 5/C1p.2 w3 5

[Product : Razo, Enteric-coated tablets 20 mg
IpoayxT: Pa3zo®, TabneTkn, NOKPHIThIE KHIIEYHOPACTBOPHMOIi 06010uK0#, 20 Mr

Batch No./ Cepus Ne : C2212562

Batch Quantity /
O61vem cepun:

1500000 Tablets
" 1500000 TadneTor

Analytical Report No / Ananutuueckuii oruer Ne : 890001634961

Date of Analysis / laTa anannza: 23/12/2022

Date of Manufacture / lata npoussoacrsa : 11/2022

Date of Expiry / Cpok rognocrn : 10/2025

Analysis performed according ND / Ananus nposenen no HJI: JI[1-002666-191022

Ne Test / HHokazartenn

Result / PesynsraTsi

Specification / Hopma

4 |Dissolution / PacTBopenne

Unit-1/Eannuua-| 3% In 0.1M hydrochloric acid solution — not

— y 5 more than 10% of the labeled amount of
U“ft 2T . Ci1sH20N;03SNa (Rabeprazole sodium) is
Unit-3/Eannnua-3 3% dissolved in 2 hours. / B 0,1 M pactBope
Unit-4/Eannnua-4 3% XJTOPUCTOBOAOPOHOM KHCIIOTHI — He Gonee

: 10 % OT HOMMHAIBLHOIO COJIEpPIKaHHA
Unit-5/Ennnnua-5 4% CisH2oN3O3SNa  (pabenpazona  HaTpus)
Unit-6/EanHuua-6 3% epeat

Average / CpenH. 3Hauenue: 3%

Unit-6/Ennnunua-6

Unit-1/Eaunuua-1 92% In buffer solution pH 8.0 — not less than
_ ~ 75% (Q) of the Ilabeled amount of
Unit-2/Eannnua-2 95% C3H20N303SNa (Rabeprazole sodium) is
: dissolved in 60 minutes. / B 6ydepHom

= = 0
=3 p A Sk pactBope pH 8,0 — He menee 75 % (Q) ot
Unit-4/En14H14ua-4 949, HOMHUHAIBHOTIO CoAEpXKaHUA
. - CisH2N303SNa  (pabenpasona Hatpus)

Unit-5/Ennuuua-5 96% yepes 60 MuH.
94%

Average / CpenH. 3nauetue: 95%

5 |Related substances by HPL.C

/ PopcTBennnblie npumecn, BOKX

Rabeprazole N-oxide /
Pabenpazona N-okena

Rabeprazole Sulfone /
Pabenpazona cynbdoH

Below LOD (LOD: 0.008%)/
Hwxe npenena obHapyskeHus
(IO : 0.008 %)

0.08%/0.08%

Rabeprazole Methoxy
analogue / Pabenpazona
METOKCH aHanor

Not detected / He obHapyxeHa

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 %

Remarks : The Product confirms to ND/
IHpnmeuanue: Ilpoaykr coorsetcTByeT Tpedosanusam HJI

Opinion : APPROVED
3axkmouenne: OJJOBPEHO

04-12~2002

Prepared by/ %{f’ Checked by Approved by: Manager
INoaroTosneHo: 22 I"lpoaepeHo:Q?J /70 MeHenskep no o6ec?em-u0 Ka4ecTBa

- ) = y - o |
Date/ Jlara: Date/ Jlata: Date/ Jlara: o

QL ~12 ~2022

N7




@e
! ‘00 CERTIFICATE OF ANALYSIS
Dr‘ Reddy S e CEPTUO®UKAT AHAJIU3A

Product : Razo, Enteric-coated tablets 20 mg
IpoayxT: Pa3o®, rabneTkn, NOKPbHITbIE KHIIEYHOPACTBOPHUMOIi 060/104K0ii, 20 Mr

Page 3 of 5/ C1p.3 m3 5

Batch No./ Cepust Ne : C2212562 Batch Quantity / 1500000 Tablets

="= " ) : R - : T Oobem cepun: .~ 1500000 TaGaerox
Analytical Report No / Anaantnueeknii otuer Ne : 890001634961 |Date of Analysis / laTa anannza: 23/12/2022
Date of Manufacture / lara nponssoactsa : 11/2022 “|Date of Expiry / Cpok roanoctn : 10/2025

Analysis performed according ND / Ananu3 nposegen no HJ: JIT1-002666-191022

—

No Test / IlokazaTens Result / PezyabTaTnl Specification / Hopma
Rabeprazole Chloro analogue / not more than 0.5% / ue 6onee 0,5 %
Pabenpazona xnopo ananor Not detected / ne obHapykeHa
Rabeprazole Sulphide / not more than 0.5% / ne 6onee 0,5 %

Less than LOQ (LOQ: 0.027 %)/
Hike npenena KOMTUUECTBEHHOTO
onpenenenus (IKO: 0,027 %)

Pabenpazona cynbthua

Rabeprazole Related . not more than 0.5% / ue 6onee 0,5 %
compound A / Pabenpazona Below LOD (LOD: 0.019%)/

Hwxe npenena obHapyxenus
OLCTBEHHas TpuMech A
poA P (11O - 0,019 %)

Rabeprazole Related Below LOD (LOD: 0.02%)/ not more than 0.5% / ne 6onee 0,5 %

compound C/ Pabenpasona |y, o npenena oGHapyxeHus
poncTeeHHas npumecs C (MO : 0,02 %)

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

about RRT 1.37 0.01%/0,01%
(Mass m/z=310 o '
Imidazole) / [lpumecs npu
RRT 1,37 (macca m/z=310
MMK1a30J1)

Specified Impurity at not more than 0.5% / ne 6onee 0.5 %
about RRT 1.51 Not detected / He oOHapy>keHa
(Mass m/z=458 Benzo
imidazole adduct) / Tlpumecs
npu RRT 1.51 (macca
m/z=458

L OeH3MMMNaz0na anyKT)

Remarks : The Product confirms to ND/ Opinion : APPROVED
| IIpumeuanne: T1poayKT cooTBeTerpyer TpeboBaHnsm H] 3akawuenne: OJOBPEHO
Prepared by/ 1 Checked by Approved by: Manager

TMoarotosneHo:

?ﬂgﬂ '(

ITpoBepeHo: @ ~ MeHemxep no odecrneucHnio Ka4ecTna
% /C/'/

—— i -

Date/ [lara: %‘/Z’ZOM/ Date/ [laTa: L2071 Date/ JlaTa: 9w 172021
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Page4 of 5/Crp.4m3 5

Product : Razo, Enteric-coated tablets 20 mg

MpoaykT: Pazo®, TabeTrkn, moxpbiThie KHIIEYHOPACTBOPHMOii 060104KOil, 20 MT

Batch No./ Cepua Ne : C2212562

Batch Quantity /
“1O6bem cepun:

1500000 Tablets
1500000 TaGJerox

Analytical Report No / AnanuTnuecknii oruer Ne : 890001634961

Date of Analysis / lata ananmsa: 23/12/2022

Date of Manufacture / Jlata npoussoacrsa : 1172022

Date of Expiry / Cpok rognoctn : 10/2025

Analysis performed according ND / Ananns nposenen no HJI: JII1-002666-191022

Ne

Test / Iloxazarean

Result / PesyabTaTtsi

Specification / Hopma

Maximum unknown
individual impurity /
Eannununas
HenaeHTHhHUMpPOBaHHas
npuMech

BDL %/ pérvictpativin %

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

Total impurities / Cymma
npuMecen

0.1%/0,1%

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

Residual Solvents content /
OcTaTouHble OpraunyecKue
pacTBOpHTENH

1716 pg/tab / 1716 mkr Ha TabreTky

Isopropanol — not more than 2621 ng per
tablet / MzonponaHon — He 6onee
2621 mxr Ha TabneTky

Uniformity of dosage units /
OnpHopoaHocTh
103HPOBAHNS

8.4/8,4

The acceptance value (AV) should be not
more  than 15.0. / Tlokasatens
npuemaemoctd (AV) nomxeH ObiTb He
6onee 15.0.

Microbial limits / Mukpo6no/ioruueckas 4ucToTa

a) Total aerobic microbial
count/ ObLuee Yncno
a3pOOHBIX MHKPOOPraHH3MOB

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

Not more than 1000 CFU/g /
He 6oniee 1000 KOE/r -

b) Total combined yeasts and
mould count / O6iee uncno
DRPOZICKEBBIX W MECHEBLIX
rpuboB

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

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

¢) E. coli

Absent in 1g/
OtcyrcTByer B 1T

Shall be absent in 1g/
Jlon:kHe oTcyTcTBOBaTL B 1 T

Remarks : The Product confirms to ND/
Ipimeuanue: Ipoaykt cooTBeTcTBYET TpeboBaHuam HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/ ; (/ Checked by Approved by: Manager

[MoarotosneHo: (¢ 0% ITpoBepeHo; 0\ 2 Meneaxep no odecgueHio kKayecTsa
' Sl —— & =

Date/ Jlata: %,_,24/94 /—| Date/ Jlarta: Ol -2 -200p Date/ [lara: 2L, -2 L
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page 5of 5/Crp.Su3 5

Product : Razo, Enteric-coated tablets 20 mg
MpoayxT: Pazo®, TabneTkH, NOKPHITbIE KHIIEYHOPACTBOPHMOIi 060.104K0if, 20 Mr

Batch No./ Cepusa Ne ; C2212562

Batch Quantity /
Ob6bem cepun:

1500000 Tablets
1500000 "Tabjerox

Analytical Report No / Ananurnuecknii oruer Ne : 890001634961

Date of Analysis / lara ananuza: 23/12/2022

Date of Manufacture / {ata nponssogcrsa : 11/2022

Date of Expiry / Cpok rognoctn : 10/2025

Analysis performed according ND / Ananus nposenen no HJI: JII1-002666-191022

Ne

Test / Iloka3zaTens

Result / PeaynabraTsl

Specification / Hopma

9

Assay / KonnyecTBennoe
onpejejieHne

19.8 mg /19,8 mr

18.0 mg to 22.0 mg of CisH20N303SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per  tablet /
Ot 18,0 mr go 22,0 mr CisH20N303SNa
(pabenpasona Harpws) (ot 90 no 110 %

OT  HOMMWH&IBHOTO  COAGPXKAHHA) B
Tabnerke.
10 |Packaging / YnakoBka 15 tablets in a (PVC/AI/PA) foil| 15tablets in a (PVC/AI/PA) foil

/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Tlo 15 TabneTtok B Gnuctepe
uz  (IBX/AJVTIA)  doasrn  /
anrOMUHUEBOM thonbru. Ilo
2 6aucTtepa BMeECTE C WHCTpyKUWEH

/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/ Tlo 15 Tabnerox B Oaucrepe u3
(NMBX/AJI/TIA) donbru / anoMHHHEBOI
tdonsru. Ilo 1 unn 2 Gnucrepa BmecTe ¢
MHCTPYKUHKEN NO NPUMEHEHHIO B TMayKy

no NPUMEHEHHIO B NavuKy| KapTOHHYIO.
KapTOHHY!O.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTeeTcTBYET TpeOOBaHHAM B cootBetcTBHUM ¢ H]]
12 |Storage conditions / At temperature below 25 °C. / Tlpn TemnepaTtype He Beile 25 °C.
Xpanenpe
13 |Shelf life / Cpox ronnocru 3 years /3 rona

Remarks : The Product confirms to ND/
I pumeuanne: IpoaykT cooTeTgrsyeT TpedoBanuam HJL

Opinion : APPROVED
3akmouenne: OJJOGPEHO

Prepared by/ )Gp( *| Checked by Approved by: Manager

IToaroToenero: - TlporepeHo: m D MeHemKep No odecrigHeH o KayecTsa
— Vo 20—

Date/ [Hara: %,,2,2/0% Date/ ﬂaT;E—J—'?u (2~ 09 Date/ Jlara: 2\ e\ L2027




