Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Page1of6/Crp. 136

Product : Raz;Ent;ic-_c;)a_ted tablets 20 mg
HpoayxT: Pazo®, Ta6aeTkH, NOKPbITHIE KHIIEYHOPACTBOPHMOH 000J104K0H, 20 Mr

Batch No. / Cepuns Ne : C2405994

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 Tabaerox

Analytical Report No / Ananntrnuecknii oruer Ne : 890001740406

Date of Analysis / laTa ananunza: 29/05/2024

Date of Manufacture / lara npoussoacrsa : 03/2024

Date of Expiry / Cpok rognocru : 02/2026

m3Mm. Ne 1 0129.06.2023

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

Ne Test / Iloka3zarennb

Result / Pe3ysibTaThl

Specification / Hopma

1 |Description / Onucanue

2 |Identification By HPLC /
opaunnocts BIXKX

Round, biconvex, light yellow coated
tablets with red ink imprinted"RB20"
on the one side. The cross section is
the core white. / Kpyrunbie,
JIBOSIKOBBIMYKJIbIE TAOJIETKH,
MOKPBIThIE 060/104KO# CBETIO-
JKEJITOTO LIBETA, C MAPKUPOBKOH
kpacHoro ugerta «RB20» na ogHo#
cTopoHe. Ha nonepeunom paspese
anpo 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, [BOSKOBBITYKIIbIE —TabNETKH,
MOKpPBITbIE 060IOUKOI OT CBETIIO-XKENTOrO
JIO OKENTOro 1BeTa C MapKHPOBKOM
kpacHoro 1uBera «RB20» wHa onnoili
cTopoHe. Ha nonepeuHom paspese s1apo oT
6eJioro 10 noutH Heaoro LBeTa.

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>kuBanHs OCHOBHOTO
nvka Ha XpoMarorpamMme HCIbITYEMOTo
pacTBopa  JIOIDKHO  COOTBETCTBOBATH
BpPEMEHH YIEpXHBAaHUS OCHOBHOIO THKa
Ha Xpomarorpamme pacTBopa
cTanfjaptHoro  obpasua  pabenpasosa
HaTpus (pazmen «Konnuecrsensoe
ornpeneneHue»).

3 | Average weight of coated
tablets / Cpennsasi macca
Tabnerok

205.84 mg /205,84 mr

212.68 mg+ 5 % (202.05 - 223.31 mg) /
212,68 mrx 5 % (ot 202,05 mr no
223,31 mr)

Remarks : The Product confirms to ND/
IIpumeuanue: Ilponyxt coorBeTcTBYET TpebosaHnsam HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

|
Prepared by/ f Checked by P /62253[ Approved by: Manager
IoaroToBneno: QJ/ ITpoBepeHo: W Menemwkep no obecrneyeHHIo kauecTsa
x 5
Date/ [ata: 30 DL- ZOZ‘?/ Date/ Hara: _Zb 0~ %{ Date/ Jara: 3) 05Ny




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Page 2 of 6/ C1p. 2 u3 6

Product : Razo, Enteric-coated tablets 20 mg
Ilpoayxr: Pazo®, Ta6aeTku, NOKPbiThIe KHIIEUHOPACTBOPHMOH 060,104K0H, 20 Mr

Batch No. / Cepus No : C2405994

Batch Quantity /
O0bem cepun:

1500000 Tablets
1500000 TaGaerox

Analytical Report No / Ananuruueckuii oruer Ne : 890001740406

Date of Analysis / JlaTa anaauza: 29/05/2024

Date of Manufacture / JIara nponuszsoacrsa : 03/2024

Date of Expiry / Cpok rognoctn : 02/2026

n3Mm. Ne 1 01 29.06.2023

Analysis performed according ND / Ananns nposeaen no HJ/I: JI[1-002666-191022, amend Ne 1 dt 29.06.2023 /

Ne Test / IloxazaTennb Result / PesyabTaThl Specification / Hopma
4 |Dissolution / PacTBopenue Unit-1/Eannvua-1 3% In 0.1 M hydrochloric acid solution — not
Unit-2/Eannnna T more than 10 % of CI18H20N30O3SNa
likibit ° (Rabeprazole sodium) label claim in 2 h. /
Unit-3/Eannuua-3 1% B 0,1 M pacTBOpe XJIOpHCTOBOAOPOAHOM
Unit-4/Exuanna-4 1% kucnotst — He bonee 10% ot
: HOMMWHAIBHOTO CORepKaHus
Unit-5/Enunnna-5 2% CisH2N3;O3SNa  (pabenpasona  HaTpus)

Unit-6/Ennnnna-6 2% depes 2 8

Average / CpenH. 3HaueHue: 2%

Unit-1/Epununa-1 88% In buffer solution pH 8.0 — not less than 75
- ~ % (Q) of C18H20N30O3SNa (Rabeprazole

Unit-2/Epununa-2 90%  |sodium) label claim in 60 min. / B
: 6ydepHom pactope pH 8.0 — ne meHee
= - 0,

RS mga=s e 75 % (Q) OT HOMWHaJILHOIO CONEp>KaHUs

Unit-4/Equnanna-4 91% CigH2N3O3SNa  (pabenpasona  HaTpus)
. yepes 60 MuH.

Unit-5/Ennuuna-5 88%

Unit-6/Ennunua-6 91%

|Related substances by HPLC .

Average / CpenH. 3Hauenue: 90%

/ PoacTBennble npumecn, BOXKX

Rabeprazole N-oxide /
PaGenpazona N-okcun

"Rabeprazole Sulfone /
PaGenpazona cynbhon

Rabeprazole Methoxy analog /
Pabenpazona METOKCH aHalor

Below LOD (LOD = 0.008 %) / Huxe
npeaena obnapyxenus (110 =
0,008 %)

0.11%/0,11%

Not detected / He oOHapy»xeHa

not more than 0.5% / ne 6onee 0.5%

not more than 0.5% / ue 60ﬂee_0,ﬁ)

not more than 0.5% / e Gonee 0,5%

Remarks : The Product confirms to ND/
Ilpumeuanue: INponykr coorBercTByeT TpeboBanusm HJI

Opinion : APPROVED
Zaxkmouenne: OJOBPEHO

Paitih|
Prepared by/ Checked by ' L2 5F=" | Approved by: Manager
p 5,2 P g
IMTonrotosneno: [1poBepeHo: %/ Menemkep no odecneueH o Ka4ecTsa
' s
Date/ [laTa: ‘30'@ 1 % %Z‘/ Date/ [laTa: 2@ » ‘g__W Date/ Jdata: Ty -pY -V
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Dr. Reddy S ‘.’ CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Page3of 6/ Crp. 3 u3 6 )

Product : Razo, Enteric-coated tablets 20 mg
IpoayxT: Pazo®, ra6nerkn, noOKpbITbIE KHLIEYHOPACTBOPHMOIT 060/10uK0i, 20 MT

Batch No. / Cepus Ne : C2405994 Batch Quantity / 1500000 Tablets
Oo6vem cepnn: 1500000 TaGmerox

Analytical Report No / AnajimTuueckuii oruer Ne : 890001740406 |Date of Analysis / lata anannsa: 29/05/2024

Date of Manufacture / lara npon3zBoacrsa : 03/2024 Date of Expiry / Cpok roanoctn : 02/2026

Analysis performed according ND / Auanu3 nposenen no H: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /
u3m. Ne 1 ot 29.06.2023

No Test / Iloka3zaTesanb Result / Pe3yabTaThl Specification / Hopma

Rabeprazole Chloro analog/  |Not detected / ne o6HapysKkeHa not more than 0.5% / ne 6onee 0,5%
Pabenpazona xnopo ananor

Rabeprazole Sulphide / 0.03%/0,03% not more than 0.5% / ne 6onee 0,5%
Pabenpazona cynsug

Rabeprazole Related Not detected / He oGHapyxeHa not more than 0.5% / ne 6onee 0,5%
compound A / Pabenpazona
pOACTBEHHas npuMech A

Rabeprazole Related Below LOD (LOD = 0.02 %) / Hinxe not more than 0.5% / ne Gonee 0,5%
compound C / Pabenpasona npezena o6Hapysxenns (M0 =
poacTeeHHas npumech C 0,02 %)

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

about RRT 1.37

(Mass m/z=310
Imidazole) / [tpumecs npu
RRT 1,37 (macca m/z=310
HMHAA3011)

Not detected / ne o6Hapy»xeHa

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

about RRT 1.51
(Mass m/z=458 Benzo

imidazole adduct) / Ilpumeck
npu RRT 1,51 (macca

m/z=458

OeH3uMHaa301a AJTYKT)

Individual unidentified Below BDL (BDL= 0.1%) / Huxe not more than 0.2% / ne Gonee 0,2%

impurity/ Exunnunas nopora peructpauuu (INP =0,1%)

HeHIEeHTHPULIMPOBaHHas

[mpumecs

Total impurities / Cymma ©0.1%/0,1 % not more than 2.0% / ve 6onee 2,0%
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanne: [Ipoaykt coorBeTcTBYET TpeboBaHusam HJ ¢ Baxmwuenne: OJJOBPEHO

- A
]}?Irepared by/ . »15 Checked by' ﬂ/}pﬁ/" ApprO\ied by: Manager
OArOTOBNEHO: ¢ /). [NposepeHo: : MeHemKkep nNo obecneyeH IO KauyecTsa

Date/ Jlata: L_BOQS: 20!;('/ Date/ JlaTa: 20,0\5—,2044 Date/ Jara: 3y 0¥ AN
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Dr. Reddy S ‘.‘ CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Page40f6/Crp. 4 u3 6

Product : Razo, Enteric-coated tablets 20 mg
Hpoaykr: Pazo®, TabueTkn, NOKpbIThIe KHIIEYHOPACTBOPHMOT 0607109K0#, 20 Mr

Batch No. / Cepunsa Ne : C2405994 Batch Quantity / 1500000 Tablets
Oo0bem cepnn: 1500000 Ta6aerox

Analytical Report No / Ananntnuecknit oruer Ne : 890001740406 |Date of Analysis / JlaTa ananusa: 29/05/2024 |

Date of Manufacture / JJata nponssoacrsa : 03/2024 Date of Expiry / Cpox roanoctu : 02/2026

Analysis performed according ND / Ananns nposeaen no HJL: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /
n3m. Ne | o1 29.06.2023

Ne Test / IToxazarennb Result / Pesyabrarhi Specification / Hopma
B TIpUMECEN
|6 |Residual Solvents content / 1416 pg/tab / 1416 mxr na Tabnetky |Isopropanol —not more than 2621 ng per
OcraTtounble oprasuveckKne tablet / 3onpomnanon — He 6onee
pacTBOpMTenH 2621 mxr Ha TabneTky
7 |Uniformity of dosage units / 3.0/3,0 The acceptance value (AV) should be not
OanopoanocTts more  than 15.0. /  Tlokazarens
JO3HPOBAHHS npuemnaeMoctd (AV) nomkeHn ObiTb He
6onee 15,0.
8 |Microbial purity / Mukpo6unojornieckas yucrora
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
count / Obuiee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOoOHBIX MHKPOOPTaHH3MOB
b) Total combined yeasts and * Less than 10 CFU/g/ Not more than 100 CFU/g/
mould count / Obuiee uncno Menee 10 KOE/r He 6onee 100 KOE/r
JIPONOKEBBIX U MIIECHEBBIX
rpubos
¢) E. coli Absent in 1g/ Shall be absent in 1g/
OrcyTcTBYyeT B IT JloykHBI OTCYTCTBOBAaTH B 1 T
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumeuanne: [1poaykT coorsercTByeT TpeboBanmsam HJI __| 3aknouenne: OJOBPEHO
Prepared by/ Checked by s ,@/a.:ﬁi Approved by: Manager
[Noaroroneno: [lposepeno: ij/{:/// MeHeasep no obecnev4eHno KaHecTBa
p
Date/ [ara: 20D - Q’Og(f Date/ Jlara: 90,.525 ~207 6 Date/ Hata: 3y 65N
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Page 5 of 6/ C1p. 513 6

Product : Razo, Enteric-coated tablets 20 mg
Iponyxt: Pazo®, Tabnerku, NOKPbITbIe KHIIEYHOPACTBOPUMOi 0605104K0#, 20 mMr

Batch No. / Cepust Ne : C2405994

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 TaGnerox

TAlTa]ytical Report No / Anaautnuecknii oruer Ne : 890001740406

Date of Analysis / Jlata ananusa: 29/05/2024

Date of Manufacture / lata npon3soacrsa : 03/2024

Date of Expiry / Cpok roanoctn : 02/2026

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

n3m. Ne 1 o1 29.06.2023

Ne

Test / Ilokazarens

Result / PesynbraThl

Specification / Hopma

9

Assay / KonnyecTBenHoe
onpenesieHne

19.7 mg/ 19,7 mr

18.0 mg to 22.0 mg of C;sH20N303SNa
(Rabeprazole sodium) (90 to 110 % of the
labeled amount) per tablet /
Or 18,0 mr no 22,0 mr C;sHoN3OsSNa
(pabenpazona Hatpus) (ot 90 no 110 %
OT HOMHH&IBLHOTO  COAEpXKaHus) B
Tabnerke.

Packaging / YnakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Tlo 15 tabnerok B Onucrepe
ws  (TIBX/AJTIA)  donerun  /

aIIOMUHHEBOM doneru. Ilo
2 6aucTepa BMECTE C MHCTpYKLHEH
no NPUMEHEHHIO B nauKky
KapTOHHY!O.

15tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/ Tlo 15 Tabnetox B Onucrepe u3
(TIBX/AJI/TIA) donbry / antoMuHHEBOH
donbru. Ilo 1 unu 2 6aucrepa BMecTe ¢
WHCTPYKLMEH 1O NPUMEHEHMIO B MauKy

KapTOHHYIO.

11

Labeling / MapxnpoBka

Complies as prescribed /
CootBeTcTBYET TpeOOBaHUAM

According to ND /
B coorsercTBuM ¢ HI

12

Storage conditions /
Xpanenue

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

13

Shelf life /_Cpox TFOIHOCTH

2 years /2 rona

Remarks : The Product confirms to ND/
Ipumeuanne: [NponykT cooTBeTcTBYET TpeboBanmam HJI

\ o~
-

Opinion : APPROVED
Sakarwyenne: OJOBPEHO

Prepared by/

[Moarorosneno: ¢ : é )

Checked by

> of
[MpoBepeHo: (%JW

Approved by: Manager

MeHemKep o o6ecnequmo Kadye€CTBa
3

Date/ Jara:

QZoroS'ZOZy

Date/ [laTa: gOng"?QZ/-{

Date/ [ara: 2\ 05 -\LY
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. Dr' Reddy S Q.. CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

~ Page6of6/Crp.6u36

Product : Razo, Enteric-coated tablets 20 mg
Ipoaykr: Pazo®, raéaeTkn, HOKPbIThle KHIIEYHOPACTBOPHUMOIi 060J10uK0ii, 20 Mr

Batch No. / Cepus Ne : C2405994 Batch Quantity / 1500000 Tablets
O6bem cepun: 1500000 Ta6nerox

Analytical Report No / Ananntnuecknii oryer Ne : 890001740406 |Date of Analysis / IaTa ananuza: 29/05/2024

Date of Manufacture / lata nponssoacrsa : 03/2024 Date of Expiry / Cpoxk rognoctn : 02/2026

Analysis performed according ND / Ananu3 nposeaen no HJI: JI[1-002666-191022, amend Ne 1 dt 29.06.2023 /
uzMm. Ne 1 01 29.06.2023

API name / nHanmeHoBanne A®C: Rabeprazole sodium / Pabenpason natpus

INN / MHH: Rabeprazole / Pabenpazon

API manufacturer batch number /

Homep cepun nponszsonurens A®C: G I ZIEE, el COESIN

FP Manufacturer API Batch number / FCRA00060, FCRA00061

Homep cepun cy6crannyun nponzsoautens I'JId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India

IIponseogurtens A®C, crpana: J-p Pennn’c Jlaboparopuc Jita., Unnus.

Remarks : The Product confirms to ND/ Opinion : APPROVED

IIpumeuanne: [poaykr coorseTcTBYET TpeboBaHUsM HJI ¢+ L3akmovenue: OJOBPEHO

Prepared by/ Checked by Z , "} Approved by: Manager

[ToarorosneHo: ,% ) IpoBepeno: & Menepxep no obecnevyeHmo KauecTsa
= >

Date/ [lara: 20 f‘D_('— 20 %/ Date/ JlaTa: LO-05-202 5 Date/ JlaTa: 3 05y,




