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Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Pagelof6/Crp.1u36

'Product : Razo, Enteric-coated tablets 20 mg

IponykT: Pa3zo®, rabaeTkn, NOKPbLIThIE KHLIEYHOPACTBOPUMOIi 060on0uKo0ii, 20 Mr
= et —

Batch No./ Cepust Ne : 2405993

Batch Quantity /
O06bem cepun:

1500000 Tablets
1500000 Ta6nerox

_Analytical Report No / Ananuruuecknii otyet No : 890001737245

Date of Analysis / lara anaanza: 21/05/2024

Date of Manufacture / lara npoussoacrsa : 03/2024

Date of Expiry / Cpoxk roanocru : 02/2026

Analysis performed according ND / Ananu3 nposeaen no HJI: JI[1-002666-191022, amend Ne 1 dt 29.06.2023 /
nsm. Ne 1 or 29.06.2023

Ne

Test / Iloxaszarean

Result / Pe3yabraThbl

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. / Kpyrnbie,
IBOSIKOBBIMYKJbIE TabNeTKH,
NOKPLIThIE 060M0UKOH CBETNO-
JKENITOro 1IBETa, ¢ MapKUPOBKOH
kpacHoro ugeta «RB20» Ha ogHoit
ctopone. Ha nonepeuHom paspese
sapo Genoro uBera.

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, OBOSKOBBLIMyKIblE TabneTKu,
MOKPbIThIE 0OONOUKOH OT CBETIIO-KEITOrO
0O OKeNTOro 1LBeTa C MapKHPOBKOM
kpacnoro usera «RB20» Ha oxHo#l
cropoHe. Ha nonepeuHom paspese sapo ot
Gesnoro oo no4ty Hesioro uBera.

Identification By HPLC /
TTopamunocrs BOKX

Complies as prescribed/
CooTBeTcTBYET

The retention time of major peak in the
chromatogram of test solution should
correspond to the retention time of major
peak in the chromatogram of Rabeprazole
sodium reference standard solution (section
Assay).|/ Bpems ynep>KMBaHHsS OCHOBHOTO
nMuKa Ha XpoMaTorpaMme HCIbITYeMOro
pacTBOpa  JO/KHO  COOTBETCTBOBATHL
BPEMCHHW YAEP)KMBaHHA OCHOBHOIO TIHKa
Ha XpomMaTorpamme pacTtBOpa
cTaHpaptHoro  obpa3ua  pabenpaszona
HaTpus (pazgen «Konnuecteentoe
onpeaencHHen).

Average weight of coated
tablets / Cpeansis macca
Tabaerox

208.44 mg /208,44 mr

2.68 mg+ 5% (202.05-22331 mg)/
2,68 mr£5 % (ot 202,05 mr o
3,31 mr)

Remarks : The Product confirms to ND/
Hpumeuanue: [lpoaykr coorBeTcTBYET TpedboBanuam HJT

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by/
IMoarorosnexo:

bl

Checked by
ITpoeepeHo:

9

Approved by: Manager
MeHemkep o obecrieMeHiio KauecTsa

Q{L,L’\,-?.-

Date/ Mara:

{30 S 20

Date/ Hata: .23,95-,“,94,

Date/ Jlara: 2% -0 ~202Y




Dr.Reddy’s Q:'."'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page2 of 6/ Crp. 2 13 6

|Product : Razo, Enteric-coated tablets 20 mg
IpoayxT: Pazo®, TaGyieTkn, NOKPHITbIe KHLIeYHOPAcTBOpPUMOii o6on04Ko#, 20 mr

Batch No./ Cepus Ne : C2405993

Batch Quantity /
Oo6bem cepun:

1500000 Tablets
1500000 TadGaerox

Analytical Report No / Ananuruuecknii oruer Ne : 890001737245

Date of Analysis / lara ananuza: 21/05/2024

Date of Manufacture/ILa_Ta nponszpoactea : 03/2024

Date of Expiry / Cpox rognocrtn : 02/2026

Analysis performed according ND / Ananu3 nposeaen no H/I: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /
usm. Ne 1 ot 29.06.2023

Ne Test / Ilokazartean

Result / PesyabTaTthl

Specification / Hopma

4 |Dissolution / PacrBopenne

Unit-1/Eaunuvua- | 2% In 0.1 M hydrochloric acid solution — not

= 5 > more than 10 % of CI8H20N30O3SNa
Unit-2/Eauimua-2 4% (Rabeprazole sodium) label claim in 2 h. /
Unit-3/Epunnua-3 5% B 0,1 M pacTBOpe XJIOPUCTOBOAOPOAHOM
Unit-4/Equnnna-4 5% KUCJIOTBI — He 6Oonee 10% ot

: HOMHHA&JILHOTO Conep)KaHusl
Unit-5/Ennnnua-5 2% C1sHxoN3;O3SNa  (paGenpasona  narpus)
Unit-6/Ennnnua-6 3% Hepes 2 4.

Average / CpenH. 3H

aueuue: 4%

In buffer solution pH 8.0 — not less than 75
% (Q) of C18H20N30O3SNa (Rabeprazole

16ydepnom pactsope pH 8,0 — ne meHee

| C13H20N303SNa

sodium) label claim in 60 min. / B

75 % (Q) OT HOMHHAJILHOTO COAEP KAHHUS
(pabenpazona HaTpus)
yepes 60 muH.

Unit-1/EnuHuna-] 89%
Unit-2/Ennaunua-2 90%
* Unit-3/Exnnmua-3 91%
Unit-4/Enunnna-4 | 89%
'~ Unit-5/Eannnua-5 91%
Unit-6/Exqnnnua-6 92%

Average / Cpean. 3navenne: 90%

Related substances by HPLC

/ Poncreennpie npumecn, BOXKX

Rabeprazole N-oxide /
Pa6enpazona N-okcun

Rabeprazole Sulfone /
PaGenpasona cynb(oH

PabGenpasona MeTOKCH aHaiIOr

-R—abeﬁazz)le Methoxy analog /

0.11%/0.11%

Not detected / He oOHapykeHa

Not detected / He oOHapy»keHa

Rabeprazole Chloro analog / lNot detected / He 0OHapysKeHa

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%

Remarks : The Product confirms to ND/
IIpumeuanne: [1poaykT coorsercTByer TpeboBaHuam HJ

Opinion : APPROVED
3axkmouenne: OJJIOGPEHO

Prepared by/ Checked by \ Approved by: Manager
Ionrorosneno: # [lposepeHo: 3§ Menenmxep no obecneueHuIo KauecTsa
aat 4
Date/ [lara: o Jo%Y| Date/ JlaTa: 10 Date/ Jara: ' ~3004
7% 0S5 9205 -1~ 930S
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page3 of 6 /Crp. 3 13 6

Product : Razo, Enteric-coated tablets 20 mg
IpoayxT: Pazo®, Ta61eTKH, NOKPbITbie KHIIEMHOPACTBOPHMO¥ 060104K0#H, 20 Mr

M3M

r—

Batch No./ Cepust Ne : C2405993

Batch Quantity /
Ob6vem cepnu:

1500000 Tablets
1500000 Tab6gerox

_An_zilﬂé;l—ileport No / Ananunrnuecknii order Ne : 890001737245

Date of Analysi_s / Hara ananuza: 21/05/2024

Date of Manufacture / lara npoussoacrsa : 03/2024

Date of Expiry / Cpox rogsocTta : 02/2026

- Ne 107 29.06.2023

_Analysis performed according ND / Ananu3s nposenen no HJI: JI[1-002666-191022, amend Ne 1 dt 29.06.2023 /

Test / IlokazaTeib

Result / PesynsTaThl

Specification / Hopma

Pabenpasona xn0opo ananor

Rabeprazole Sulphide /
PaGenpazona cynbhun

Rabe_pra_zo]e Related
compound A / Pabenpa3zona
ponCTBEHHAs IpUMech A

Rabaaﬁe Related
compound C / Pabenpazona
poacTBeHHas npumech C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / TTpumeck npu
RRT 1,37 (macca m/z=310
WMKJa30)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo
imidazole adduct) / [Ipumech
npu RRT 1,51 (macca
m/z=458

OEH3UMUAA30J1a aAAYKT)

| Individual unidentified
impurity/ EnuHnynas
HeuaeHTH(PUUMPOBaHHAS
npuMech

Less than LOQ (LOQ: 0.027 %)/
Hwske npenena koiM4ecTBEHHOTO
onpenenenns (I11KO: 0,027%)

Not detected / He o6HapyxeHa

Below LOD (LOD = 0.02 %) / Huxe
npezaena obHapyxenus (I10 =
0,02 %)

Not detected / He obHapyxeHa

Not detected / He obHapyxeHa

Below BDL (BDL=0.1%) / Huxe
nopora peructpauun (I1P =0,1%)

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

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

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

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

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

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

Remarks : The Product confirms to ND/
Hpnmeuanue: [Npoaykr coorseTcTByeT TpeboBannsam HI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/ Checked by Approved by: Manager

[Moarorosneno: ¢¢L IMporepeHo: C§7 Menenskep no obecreyeHHIo KayecTa
ayy

Date/ Jara: 50K~ 20 ZL1 Date/ Jara: AR Date/ [laTa: 2208 024
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Pagedof 6/Crp. 4n36

Product :—R_azo, Enteric-coated tablets 20 mg
IIpoaykT: Pa3o®, TabneTku, NOKPbITbIe KHIIEYHOPACTBOPHMOT 06010uKOii, 20 Mr

Batch No./ Cepus Ne : C2405993

Batch Quantity /
O6bem cepnn:

1500000 Tablets
1500000 Taod.erox

Date of Analysis / Jara ananuza: 21/05/2024

Kﬁfvtical Report No / Ananntnuecknii oruer No : 890001737245
Date of Manufacture / Jlata npoussoactea : 03/2024

Date of Expiry / Cpox rognocts : 02/2026

u3M. Ne 1 o1 29.06.2023

Analysis performed according ND / Anann3 nposenen no H: JI[1-002666-191022, amend Ne 1 dt 29.06.2023 /

Ne Test / IokaszaTenanb

Result / PesynbTaThbi

Specification / Hopma

Total impurities / Cymma
npuMeceit

6 |Residual Solvents content /
OcTaToyHble OpraHHYecKHe
pacTBOpUTEIH

0.1 %/0,1 %

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

1593 pg/tab / 1593 mxkr va Tabnetky

Isopropanol — not more than 2621 pg per
tablet / M3onponanon — He Gonee
2621 Mkr Ha TabneTky

7 |Uniformity of dosage units /
OnHopoaHoOCTh
A03MPOBAHMS

6.3/6.3

The acceptance value (AV) should be not
more than  15.0. / TIloxasarens
npruemnemoctTd (AV) nomxeH ObiTh He
donee 15,0.

8 |Microbial purity / Mukpo6uosornyeckasi UHCTOTA

a) Total aerobic microbial
count/ Obuiee ynciao
a3po6HBIX MHKPOOPraHu3MOB

mould count / O61ee unucno
JIPOOKEBBIX U MIECHEBLIX
rpuboB

b) Total combined yeasts and B

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

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

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

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

c) E. coli

Absentin 1g/
OtcyTtcTBYeT B IT

Shall be absent in 1g / |
JIoMKHBI OTCYTCTBOBaTH B 1 T

Remarks : The Product confirms to

ND/

IIpumeuanne: [lponykr cooreTcTBYET TpeboBanusm HJJ

Opinion : APPROVED
3axkawuenne: OJOBPEHO

Prepared by/ Checked by Approved by: Manager

IonroTosneHo: [Ipoeepeno: C§' Menenxep no o%;'hunc_qcumo KayecTBa
Y

Date/ Jlata: 220 g\f%?/‘-i Date/ Jlara: 2805 s004- Date/ Jlata: - S0




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIU3A

Page S of 6 / Ctp. S u3 6

'Product : Razo, Enteric-coated tablets 20 mg
IIpoaykT: Pazo®, Tabaerkn, nOKPHIThIE KMIIEYHOPACTBOPUMOi 00010uK0iT, 20 Mr

Batch No. / Cepnsa Ne : C2405993

Batch Quantity /
O0nem cepun:

1500000 Tablets '
1500000 rTabénerox

_Analytical Report No / Auanurnueckuit oryet Ne : 890001737245

Date of Analysis / laTta ananuza: 21/05/2024 :

Date of Manufacture / Jara npoussoacrsa : 03/2024

Date of Expiry / Cpok rognoctn : 02/2026

usM. Ne 1 01 29.06.2023

Analysis performed according ND / Ananus nposegen no HJI: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /

Ne Test / IlokazaTenn

Result / PesynabTaTnl

Specification / Hopma

9 |Assay / KonnuectBenHoe

onpegenenue

19.7 mg/ 19,7 mr

18.0 mg to 22.0 mg of CisH20N3;03;SNa
(Rabeprazole sodium) (90 to 110 % of the
labeled amount) per tablet /
Ot 18,0 mr mo 22,0 mr C,;gH>N3O3;SNa
(pabenpazona narpus) (ot 90 no 110 %

10 |Packaging / ¥YnakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Ilo 15 Tabnerox B Gnucrepe
w3 (IIBX/AJI/IIA)  domeru /
TOMUHUEBOM doneru. Ilo
2 dnuctepa BMeCTE C WHCTpyKlMe
no TIPUMEHEHUIO B nayky
KapTOHHYIO.

OT  HOMHHAJIbHOIO  COHEP)KaHHA) B
Tabnerke.
15tablets in a (PVC/AI/PA) foil

/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/[ Tlo 15 Tabnerokx B Onucrepe wu3
(IIBX/AJUTIA) donbru / anomMuHWeBO#
¢onbru. Ilo 1 unm 2 Gaucrepa BmecTe ¢
MHCTPYKLUHMEH 10 MNPHUMEHEHUIO B MAuKy
KapTOHHYIO.

'I:zigeling / Mapxnpopka

Complies as prescribed /
CooTBeTcTBYET TpeOOBAHUAM

According to ND /
B cooTBetcTBUY ¢ H]T

12 |Storage conditions /

Xpanenue

13 |Shelf life / Cpok roanoctn —

At temperature below 25 °C. / Ilpu Temnepatype He Bbiwwe 25 °C.

276&1‘5 /2 ropa

Remarks : The Product confirms to

TIpumeuanne: IIpoaykT cooreTcTBYeT TpeboBanmsam HJI

ND/

Opinion : APPROVED
Sakmwouenne: OJOBPEHO

Prepared by/ Checked by ‘ Approved by: Manager

TloarorosneHo: [Nposepeno: 4 MeHemiep no oGecriedeHINo KauecTna
M Qd]/u.,—),

Date/ Hara: 4295~ 20 ZL’ Date/ Jlara: 9205~ L2t Date/ JlaTa: Q30¢ 20 1Y
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Dr.Re ddy’s ".. CERTIFICATE OF ANALYSIS

CEPTHDOHUKAT AHAJIN3A

Page 6 of 6 / CTp. 6 13 6

Product : Razo, Enteric-coated tablets 20 mg
Ipoayxr: Pazo®, TabseTkn, NOKPBHITHIE KHIIEYHOPACTBOPHMOIi 060J109KO0i, 20 Mr

Batch No. / Cepust Ne : C2405993 [Batch Quantity / 1500000 Tablets
Ob6bem cepun: 1500000 Tadénerox

Analytical Report No / Ananntnyecknii oruer Ne : 890001737245 | Date of Analysis / JlaTa anannza: 21/05/2024

Date of Manufacture / Jara npoussoactra : 03/2024 Date of Expiry / Cpok roagnoctn : 02/2026

Analysis performed according ND / Ananu3 nposenen no H/L: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /
u3m. Ne 1 01 29.06.2023

API name / nHaumenoBanue APC: Rabeprazole sodium / Pabenpason HaTpus

INN/MHH: Rabeprazole / Pabenpazon

API manufacturer batch number /

Homep cepnn nponssoantenss ADC: PO 2 N CREDI6s

FP Manufacturer API Batch number /

Homep cepun cyocranuun nponssogurens I'JID: FEQEoe e RN 0000

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
IIpoussoautens A®C, crpana: H-p Pennu'c Jladopartopuc JIta., Uunus.
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanne: IIpoayxT cootBeTcTBYET TpeboBaHWsM HJI 3axmouenne: OJOBPEHO
Prepared by/ Checked by _ Approved by: Manager
TloarotosneHo: IposepeHo: C§ Menemkep no obecrieuciinio KauecTsa
, gy
Date/ [ara: 7 LK~ 'ZO'U-, Date/ [lara: 08051029 Date/ Hara: 2205 ~>02H




