Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHUOPUKAT AHAJIM3A

Pagelof 6/Cip.1u3 6

[Product :_iazo, Enteric-coated tablets 20 mg
Hpoayr: Pa3o®, TabieTkH, NOKPHIThIE KHIIEYHOPAacTBOPHUMOTi 060104K0i, 20 Mr

Batch No. / Cepus Ne : C2404385

Batch Quantity /-
O6nbem cepnn:

1500000 Tablets
1500000 raduaerox

Analytical Report No / AsaanTuyecknii order Ne : 890001731379

Date of Analysis / Jlata ananu3za: 13/04/2024

Date of Manufacture / lata npoussoacrsa : 02/2024

Date of Expiry / Cpox roanoctn : 01/2026

uzm. Ne 1 o1 29.06.2023

Analysis performed according ND / Anann3s nposeaen no HJI: JI[1-002666-191022, amend Ne 1 dt 29.06.2023 /

Ne Test / Iloxazarean

Result / PesyabTaTsl

Specification / Hopma

1 |Description / Onucanue

Round, biconvex, light yellow coated
tablets with red ink imprinted"RB20"
on the one side. The cross section is
the core off-white. / Kpyrnsie,
JIBOSKOBEIMYKJTBIE TAOIETKH,
MOKPBIThIE 000JI0YKOMN CBETIO-
JKENITOTO 1IBETa, C MAPKHPOBKOH
kpacHoro 1geta «RB20» Ha ogHoM
cTopoHe. Ha monepeuHom paspese
siApO MouTy O6eNoro 1BeTa.

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. /
Kpyrnvle, nBOSKOBBINYKJIBIE TablieTkH,
NOKpbITbIE 0D0N0YKOI OT CBETJIO-XKENTOro
IO OKENTOro 1iBeTa € MapKHPOBKOM
kpacHoro usera «RB20» Ha opno#
cTopoHe. Ha nonepeuHoM pa3spese spo oT
Gesioro 00 noyTH HEnoro LBeTa.

Identification By HPLC /
IHomnnnnocrs BIKX

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).|// Bpemst ynep>kMBaHHS OCHOBHOTO
N¥Ka Ha XpOMaTOrpaMMe HCMBITYEMOTO
pacTBOpa  JOJDKHO  COOTBETCTBOBATH
BpEMEHU YIECPXKHBaHMSI OCHOBHOTO TMHKa
Ha XpomaTorpamme pacTeopa
cranpaptHoro  obpasua  pabenpazona
HaTpHs (pa3nen «KonuuecTsenxoe
onpeaescHue»).

Average weight of coated
tablets / Cpeanss macca
TabjeTox

206.93 mg /206,93 mr

212.68 1ﬂg_:l: 5% (202.05-223.31 mg)/
212,68 Mmr+ 5 % (ot 202,05 mr no
223,31 mr)

IIpumeuanne: [lponyxT cooTBeTCT

Remarks : The Product confirms to ND/

ByeT TpebosaHusam HJI

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by/

> )/&-./C')L
HOHFOTOBMHLVW

[>Checked by

Hpompen—xo:@

s

e

Approved by: Manager
Menemxep no odeciieHcHAIO KayecTsa
A

&k

Date/ Jlata: ) 5,04 - oL L,

Date/ Hata:
15-0ce~202¢s

=

Date/ Jlara: -
RN TOWS 2004




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Page2 of 6 / C1p. 2 u3 6

Product : Razo, Enteric-coated ta

blets 20 mg

IIpoaykT: Pa3o®, Tab/eTKH, NOKPBIThlE KHLIEYHOPACTBOPHMOIi 060J104K0ii, 20 Mr

Batch No./ Cepusa Ne : C2404385

Batch Quantity /
O6Bem cepun:

1500000 Tablets
1500000 TaGaerox

Analytical Report No / Avanutugeckuii oruer Ne : 890001731379

Date of Analysis / lara anannza: 13/04/2024

Date of Manufacture / lara npon

3soacrTea : 02/2024

Date of Expiry / Cpok rognocrn : 01/2026

u3m. Ne 1 o1 29.06.2023

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

Ne Test / Ilokazarenn

Result / PesyabraThbi

Specification / Hopma

4 |Dissolution / PacrBopenne

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

— = = more than 10 % of C18H20N303SNa
Unft CIETHEHES Ao (Rabeprazole sodium) label claim in 2 h. /
Unit-3/Enunnua-3 4% B 0,1 M pacTBOpe XJIOPHCTOBOAOPOAHOM
Unit-4/Enynnna-4 3% KMCIIOTBE  — He ©Oomee 10% ot

: HOMHHANBHOIO conepKaHus
Unit-5/Eqnnnua-5 2% CisH2N303SNa  (pa6enpazona HaTpus)
Unit-6/Ennnunna-6 3% EpE:

Average / Cpenn. 3nauenme: 3%

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

sodium) label claim in 60 min. / B

6ydeprHom pacteope pH 8,0 — He MmeHee
75 % (Q) OT HOMMHANLHOIO COJIEPKAHMS

CisH20N303SNa  (pabenpaszona  Harpus)
yepes 60 MUH.

Unit-1/Eannauna-1 : 91%
Unit-2/Envnnua-2 92%
Unit-3/Ennunna-3 93%
Unit-4/Eannnua-4 90%
Unit-5/Eaunuua-5 91%
Unit-6/EnnHnna-6 91%

Average / CpenH. 3HaueHue: 91%

5 |Related substances by HPL.C

/ PoacrBennnie npumecn, BOJKX

Rabeprazole N-oxide /
Pa6enpazona N-okcua

Not detected / He 0OHapy»eHa

Rabeprazole Sulfone /
Pabenpasona cynbdon

0.10%/0,10%

Rabeprazole Methoxy analog /
PaGenpazona merokcu ananor

Not detected / He oOHapyxKeHa

Rabeprazole Chloro analog /
Pabenpazona xnopo ananor

Not detected / He oOHapyxeHa

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

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

'not more than 0.5% / ne Gonee 0,5%

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

I pumeyanne: [Npoaykr coorseret

Remarks : The Product confirms to ND/
Bye1 Tpedosanmam HJ|

Opinion : APPROVED
3akmouenne: OJIOBPEHO

Prepared by/

. .ﬁ,/g)"”ﬂ Checked by
= = Tlposepeno:

Approved by: Manager

IToaroroBneHo: Menemxkep no o0ecneueH IO KauecTpa
Date/ [lara: ) G- »@4, 2 c2 4 Date/ Jara: Date/ JlaTa: ,:‘
15 -0t ~z02ty J el S =a,
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Dr. Reddy S ‘.0 CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJM3A

Page30f6/Crp-3nu3 6

Product: Razo, Enteric-coated tablets 20 mg

IIpoaysr: Pa3zo®, TabieTkH, MOKPHLITble KHIIEYHOPACTBOPUMOI 060J10uK0i, 20 MIr

Batch No. / Cepnst Ne : C2404385

Batch Quantity /
Oo6bem cepun:

1500000 Tablets
1500000 Tabaerox

Analytical Report No / Auanurnuecknii oruer Ne : 890001731379

Date of Analysis / lata ananusa: 13/04/2024

Date of Manufacture / Jlata npoussoactsa : 02/2024

Date of Expiry / Cpox rognoctn : 01/2026

Analysis performed according ND / Ananus nposeaen no HJ/I: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /

n3M. Ne 1 01 29.06.2023

Ne Test / Iloka3zaTennb Result / PesyabTaThl

Specification / Hopma

PaGenpazona cynedun

poacTBeHHas npuMecb A 0,019 %)

Rabeprazole Related

0,02 %)

Specified Impurity at
about RRT 1.37

Imidazole) / [lpyumecs npu
RRT 1,37 (macca m/z=310
MMM 330i1)

Specified Impurity at

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

GeH3uMuIazona aanyKT)

Individual unidentified
impurity/ Ennnuunas
HenaeHTHULUMPOBaHHAS
IpUMeCh

Rabeprazole Sulphide / 0.03%/0,03%

Rabeprazole Related Below LOD (LOD = 0.019 %) / Huxe
compound A / Pabenpasona  |npenena o6Hapyxenns (IO =

compound C / Padenpazona |Below LOD (LOD =0.02 %) / Hwxe

poacTBeHHas npuMech C npenena obnapyxenns (IO =

(Mass m/z=310 Not detected / He 06HapyxeHa

about RRT 1.51 Not detected / He o6Hapy>xeHa

Below BDL (BDL= 0.1%) / Huxe
nopora peructpauuu (ITP =0,1%)

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

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

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

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

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

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

Total impurities / Cymma
nprumecen

0.1 %/0,1 %

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

Remarks : The Product confirms to ND/

Opinion : APPROVED

Ilpnmeuanne: Ilpoaykr coorBeT¢TpyeT TpeGoBanusm HJJ 3akaouenue: OJJOBPEHO
Prepared by/ Y QC“% Checked by Approved by: Manager
Hoaroroneno g Zy- IpoBepeHo: @ 2 Menemkep no obecrneyeHno KauecTra
Date/ Mara: | 504207 /| Date/ Jlata: Date/ [ara:

52024 (S5-0U ~9024/ Lotz
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Dr.Red dy’s ‘.0. CERTIFICATE OF ANALYSIS

CEPTHOPHUKAT AHAJIM3A

Page 4 of 6 / Ctp. 43 6

Product :—T('azo, Enteric-coated tablets 20 mg
ITpoayikr: Pazo®, TabeTKH, NOKPbITHIE KHIIEYHOPACTBOPHMOii 060/109K0#, 20 Mr

Batch No. / Cepusi Ne : C2404385 Batch Quantity / 1500000 Tablets
O6beM cepun: 1500000 TaGaerox

Analytical Report No / Ananutnyecknii oruer Ne : 890001731379 |Date of Analysis / JaTta anannsa: 13/04/2024

Date of Manufacture / JJara npoussoacrsa : 02/2024 Date of Expiry / Cpox rognoctn : 01/2026

Analysis performed according ND / Ananns nposeaen o H/I: JI[1-002666-191022, amend Ne 1 dt 29.06.2023 /
usm. Ne 1 o1 29.06.2023

Ne|  Test/okasareas Result / PesyabTaTbi Specification / Hopma
6 |Residual Solvents content/ | 1532 pg/tab /1532 mkr Ha Tabnetky |Isopropanol —not more than 2621 pg per
OcTarouyHble OprannvecKne tablet / I3onponaHon — He 6onee
pacTBopuTeNH 2621 mkr Ha TabneTKy
7 |Uniformity of dosage units / 3.8/3,8 The acceptance value (AV) should be not
OanopoaHoCTb more than 15.0. d TTokazarens
JA03HPOBAHNA npuemnemMoctTd (AV) pomkeH OBTE He
__ oonee 15,0.
8 |Microbial purity / Mukpo6nonorudeckasi 4ucrora
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / Obuiee uncno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPTraHU3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / Obiee yncno Menee 10 KOE/r He 6onee 100 KOE/r
APOAOKEBBIX W TIECHEBBIX
rpu6oB
c) E. coli Absentin 1g/ Shall be absent in 1g/
OtcyrcTByeT B 11 JlomxHel oTcyTcTBOBaTH B 1 T
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpnmeuanue: JlponykT cooTseTcTBYET TpeboBannsm HJJ 3aknwuenne: OJOBPEHO
Prepared by/ . Q@_..é— ’Checked by Approved by: Manager
I"lourOTOBnenn%gfi;.,f' [IposepeHo: z A ﬁﬁ Menemkep 1o obecneyeHuto KauecTna
Date/ [lara: ] %, 20 Date/ JlaTa: | Date/ Jlara: .
t ~
24 15 -0t 20244 € o~ o2t




Dr.Reddy’s Q’:"

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page S of 6 / Crp. Su3 6 )

[Product : Razo, Enteric-coated tablets 20 mg
ITpoayxT: Pazo®, TabeTku, NOKpbIThIE KHIIEYHOPACTBOPHMOI 000104K0H, 20 MI

Batch No. / Cepusi Ne : C2404385

Batch Quantity /
Oo6bem cepnn:

1500000 Tablets
1500000 Tadaerok

Analytical Report No / Ananntuueckuii otuer Ne : 890001731379

Date of Analysis / laTa anannza: 13/04/2024

Date of Manufacture / llata npon3soactea : 02/2024

Date of Expiry / Cpok rognocru : 01/2026

u3M. Ne 1ot 29.06.2023

Analysis performed according ND / Ananu3s nposeaen no HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /

Ne Test / Iloxazarenn

Result / PesynbTaThl

Specification / Hopma

9 |Assay / KoauuecTBeHHOE

193 mg/ 19,3 mr

18.0mg to 22.0 mg of CigH20N303;SNa

/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Ilo 15 Tabnerox B Gnuctepe

onpenejeHne (Rabeprazole sodium) (90 to 110 % of the
labeled amount)  per  tablet /

Or 18,0 MI' A0 22,0 Mr C13H20N303SNa

(pabenpazona Hatpus) (ot 90 no 110 %

OT HOMHWHANBLHOTO  COHEpXKaHHA) B

TabneTke. .

10 |Packaging / Ynakoska 15tablets in a (PVC/AI/PA) foil|15tablets in a (PVC/AI/PA) foil

/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/ Tlo 15 Ttabnerok B Onucrepe U3

w3 (IIBX/AJI/TIA)  donmern /[ (TIBX/AJVITA) ¢doneru / amoMuHUEBO#
ATIOMMHHEBOH donermy. Io| poneru. Ilo 1 nnm 2 Gnncrepa BMeEcTe C
2 6nvcTepa BMeCTE€ C MHCTPYKLMEH| MHCTPYKLMEH MO NPHMEHEHUIO B Mauky
no NPUMEHEHHIO B NayKy | KAPTOHHYIO.
KapTOHHYIO.

11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTBeTCTBYET TpEOOBAHUSIM B cootsercTeun ¢ HJI

12 |Storage conditions / At temperature below 25 °C. / I1pu Temnepatype He Bbilue 25 °C.

Xpanenue
13 [Shelf life / Cpok rognoctn 2 years /2 rona R

Remarks : The Product confirms to ND/
ITpuveuanne: JIpoayKT cooTBeT¢TBYET Tpebopanusm HJI

Opinion : APPROVED
Zaxkmwuenue: OJOBPEHO

Prepared by/

S22
ﬂoarommeno;{??z <

L

,/Checked by

Hposepeno:@,\/

Approved by: Manager
Menemxep no obecneteHnIo KauecTsa

%

Date/ [lara:

| GOA 202 4

Date/ Hata:
19 O -202¢

Date/ :
ate/ Jlata | Co 224
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Dr.Red dy’s ‘.0. CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Page 6 of 6 / C1p. 6 u3 6

Product : Razo, Enteric-coated tablets 20 mg
IpoaykT: Pa3zo®, TabneTky, NOKpbITLIE KHIIEYHOPACTBOPUMOIi 00010uKOii, 20 mr

Batch No./ Cepus Ne : C2404385 Batch Quantity / 1500000 Tablets '
O6bem cepuu: 1500000 TaGuerox

Analytical Report No / Ananutuuecknii otyer Ne ;: 890001731379 |Date of Analysis / laTta ananausa: 13/04/2024

Date of Manufacture / lata npoussoactsa : 02/2024 Date of Expiry / Cpok rognoctn : 01/2026

Analysis performed according ND / Anajun3s nposeaen no H: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /
msm. Ne 1 01 29.06.2023

API name / naumeHoBanune APC: Rabeprazole sodium / Pabenpaszon Hatpus
INN / MHH: Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepnn npounzsoaurens APC:

FP Manufacturer API Batch number /
Homep cepun cy6eranumnn npouspopurens I'JID:

ACQH002487, ACQH002489

FCQA02987, FCQA02988

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
IIpon3sonurensy A®C, cTpaHa: J-p Pennu’c Jlabopatopuc Jlta., Unans.
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ilpumeyanue: IlpoayxT cootBercTBYET TpeboBaHUAM HJI 3axmoyenne: OJJOBPEHO
Prepared by/ O’Q("‘ Checked by Approved by: Manager
IonroroBnexo: /QJ? Ilporepeno: @ Y Menemxkep 0o obecneY4eHHI0 KavecTsa
J-"' : A e C_‘." :
Date/ Jara: | GCA )24 Date/ Jlata: Date/ Jlara:
) : { o\ Ao
g 15 ~ots ~207¢, SO




