@
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 1of6/Crp.1m36

Product : Razo, Enteric-coated tablets 20 mg
IpoaykT: Pa3o®, Ta61eTkn, NOKPHITHIC KHILEYHOPACTBOPUMOii 060104K0#, 20 Mr

Batch No. / Cepus Ne : C2311735

Batch Quantity /
O0Bem cepun:

1500000 Tablets
1500000 Ta6eTox

Analytical Report No / AnasiuTuieckuii oTyer Ne : 890001691398

Date of Analysis / Jlata ananusa: 30/09/2023

Date of Manufacture / Jlata nponssoacrsa : 07/2023

Date of Expiry / Cpox roanoctn : 06/2026

Analysis_performed according ND / Auanus nposegen mo HJL: JIT1-002666-191022

Ne Test / MokazaTenn

Result / Pe3yabTarTbl

Specification / Hopma

1 |Description / Onucanne

Round, biconvex, yellow coated
tablets with red ink imprinted "RB20"
on the one side. The cross section is

the core white. / Kpyrable,
JBOAKOBBIMYKJTbIE TabJIEeTKH,
MOKPbITbIE ~ OOOJIOYKOM  JKeNTOro

11BETa, C MAPKUPOBKON KPacHOTO LIBET
«RB20» Ha opdo¥ cropone. Ha
nonepeyHom paspeze aapo  Gernoro
LBETA.

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. /
Kpyrnsie, OBOSKOBBEITYKIbIe TabjeTKH,
NOKPBITbIE 000NOYKON OT CBET/IO-XKENTOTO
JO KENTOro 1LBeTa C  MapKHPOBKOM
kpachoro 1ugera «RB20» wna opHoil
cropoHe. Ha nonepeynoM paspese sapo ot
6enoro 0o moury Genoro 1BeTa.

2 |Identification By HPLC /
IMoanmuunoctsr BOXKX

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 yaepskvMBaHHS OCHOBHOTO NHKa Ha
XpomaTorpaMme MCHBITYEMOTO pacTBOpa
JOTKHO COOTBETCTBOBAaTh BpEeMEHH
yAEpXKUBAaHUSI ~ OCHOBHOIO  NMKa  Ha
XpoMmarorpamme pacTBOpa CTaHAAPTHOIO
obpazua pabenpazona Hatpus (pasznen
«KonnyecrrenHoe onpeneneHue).

3 | Average weight of coated
tablets / Cpennsis macca
TabJeToK

207.80 mg /207,80 mr

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

Remarks : The Product confirms to ND/
Hpumeuanne: [IpoaykTt cooTBeTcTBYET TpeOOoBaHMsIM H]J

Opinion : APPROVED
3axawuenne: OJOBPEHO

Prepared by/ Checked by %€ | Approved by: Manager
IToarorosneno: J:”*j/ TlpoBepeHo: %/ Menemkep no obecrieHeHHIO Kadec By
Date/ Hara: 3 0= 1012 Date/ [lara: @0_07‘*2044 Date/ [lata: = 04,2072




Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page2of 6 /Crp.2m36

Product : Razo, Enteric-coated tablets 20 mg
IMponyxr: Pazo®, TabieTku, MOKPHIThIEe KHIEYHOPACTBOPHMON 000J10uK0il, 20 MP

Batch No. / Cepust Ne : C2311735

Analyti:aﬁleport No / Anaantuueckuii oruer Ne : 890001691398

Batch Quantity /
O0bem cepum:

1500000 Tablets
1500000 Tta6nerox

Date of Analysis / [lata anannsa: 30/09/2023

Date of Manufacture / Jlara npousBoactsa : 07/2023

Date of Expiry / Cpok roqnoctn : 06/2026

Analysis performed according ND / Anann3 npoBenen no HJL: JII1-002666-191022

Average / Cpen. 3Hauenue: 2 %

Ne Test / llokazaTeanb Result / PeaynabTaThl Specificatml / Hopma
4 |Dissolution /_PaCTBopelme Unit-1/Epunnna-1 1% In 0.1M hydrochloric acid solution — not
Unit-2/Ensmma-2 % more than 10% of the labeled amount of]
: Ci18H20N3O3SNa (Rabeprazole sodium) is
Unit-3/Eannnna-3 3% dissolved in 2 hours. / B 0,1 M pacrsope
Unit-4/Eapnnna-4 1% XJIOPUCTOBOJIOPOAHOM KMCIOTHI — He Bonee
— 10 % oOT HOMMHAIBHOIO COAEpIKAHHA
Unit-5/Exuanna-5 4% CisH20N303SNa  (pabenpazona  Hatpus)

Unit-6/Enunuia-6 2% | P e

Unit-1/Eaununa-1 88% In buffer solution pH 8.0 — not less than
I - 75% (Q) of the labeled amount of
Unit-2/Enunnna-2 90%  |C,sH,N30:SNa (Rabeprazole sodium) is
. dissolved in 60 minutes. / B GydepHom
= = 0,
Uinit3lEmatvnass s pactBope pH 8,0 — He MeHee 75 % (Q) ot
Unit-4/Eqununa-4 88% HOMMHAJIBHOTO coJiepaHus
A - Ci1sH20N3O3SNa  (pabemnpazona  narpus)
Unit-5/Ennnuua-5 83% yepes 60 MHH.
Unit-6/Eaunnua-6 84%

Average / CpenH. 3Hauenue: 86 %

Related substances by HPLC /

Poagcreennnie npumecu, BOKX

Rabeprazole N-oxide /
PaGenpazona N-oxcua

Rabeprazole Sulfone /
Pabenpazona cynsgpoH

Rabeprazole Methoxy
analogue / Pabenpazona
METOKCH aHanor

0.03%/0,03%

0.07%/0,07%

Not detected / He 0OHapyeHa

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

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

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

IIpnmeuanne: [IpoaykT cOOTBETCTB

Remarks : The Product confirms to ND/

yeT TpeboBaHusM HJJ

Opinion : APPROVED
3akmiouenne: OJJOBPEHO

Prepared by/ Checked by __Q,a;.»-px Approved by: Manager
Iloarorornexo: M ITpoeepeno: 7 Menemixep no obecrneuernuto KauecTpa
Date/ [dara: 7 5-09. AN Date/ [ata: 3&_07 2.4 Date/ Jlara: 0. 09 ro VT




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product : Razo, Enteric-coated tablets 20 mg
Ipoaykr: Pazo®, Tab/1eTKH, NOKPLITbIE KHIEYHOPACTBOPUMOii 060104 KOi, 20 Mr

Page3 of 6/Crp.3us6

Batch No. / Cepun Ne : C2311735

Xnalytical Report No / AHannTHYeCKHIi 0THeT Ne : 890001691398 |

Batch Quantity /
Oo6nem cepun:

1500000 Taglets

Date of Manufacture / lata npoussoacrsa : 07/2023

Analysis performed according ND / Ananns nposexen no HJI: JI[1-002666-191022

Ne

Test / IloxazaTenn

Rabeprazole Chloro analogue /
Pabenpazona xsopo ananor

Rabeprazole Sulphide /
Pa6enpazona cynbdug

Rabeprazole Related
compound A / Pabenpazona
POACTBEHHAsl NpUMech A

Result / PezyabTaThl

Specification / HopMa_

Not detected / He oOHapyskeHa

Below LOQ (LOQ = 0.027 %) / Huxke
npeaena KOJINYECTBEHHOTO
onpenenenus (ITKO = 0,027 %)

Not detected / ne oOHapyskeHa

Rabeprazole Related
compound C / Pabenpazona
poacTeenHas npumech C

Below LOD (LOD = 0.02 %) /
Huxe npenena obnapysxenus (110 =
0,02 %)

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / llpumecs npu
RRT 1,37 (macca m/z=310
HMKJ1a301)

Specified Impurity at
about RRT 1.51

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

OeH3uMHIA30M1a aITYKT)

0.01%/0,01%

Not detected / ne oOHapyxena

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

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

1500000 Tagnerox
Date of Analysis / Jlata anaausa: 30/09/2023
Date of Expiry / Cpok roanoctu : 06/2026

[not more than 0.5% / He Gonee 0,5 %

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanne: Ilponykr coorsercTByeT TpeboBannsm HJ

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by/ Checked by ;;J-‘;’P Approved by: Manager
[MoaroTtoeneHo: M [IpoBepeHo: %/ Menekep no obecneuermio xauecTpa
Date/ JlaTa: 20— 141l Date/ Hara: 2(7~oﬁ -9Qo) 3 | Date/ [lara: 3 0-09 .7




Dr. Re d d y’s ‘.:.. CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Pagedof6/Crp.4uz6

Product : Razo, Enteric-coated tablets 20 mg
IIpoayxT: Pa3o®, TabyieTKH, NOKPHITHIE KAIIEYHOPACTBOPHMOIi 060/109K0i, 20 Mr

Batch No./ Cepus Ne : C2311735 Batch Quantity / 1500000 Tablets

- O6beM cepun: 1500000 raGaerox |
Analytical Report No / Anaautnuecknii oruer No : 890001691398 |Date of Analysis / lata anaansa: 30/09/2023
Date of Manufacture / lata npouzBoactsa : 07/2023 Date of Expiry / Cpok rognoctn : 06/2026

Analysis_ performed according ND / Ananu3 npogsejen no ﬁI[: JIT1-002666-191022

Ne Test / IlokazaTenn Result / PesyabTaThl Specification / Hopma
Maximum unknown Below BDL (BDL= 0.1 %) / Huke|not more than 0.2% / ne Gonee 02%
individual impurity / nopora perucrpauuu (ITP =0,1 %)

Envnnunas
HeMACHTHOUIMPOBAHHAS
NpHMEChH

Total impurities / Cymma 0.1 %/0,1% not more than 2.0% / e Gonee 2,0 %

npuMecen

6 |Residual Solvents content / 1294 pg/tab / 1294 mxr Ha Tabnetky |Isopropanol — not more than 2621 pg per

OcTraTouyHble OprannyecKue tablet / isonponianon — He 6oJiee
pacTBOpHTE/IH 2621 MKT Ha TaOneTKy
7 |Uniformity of dosage units / 3.3/3,3 The acceptance value (AV) should be not
Onnopoanocrts more  than 150. /  Tlokasatenb
A03UPOBAHHAS npuemiiemoctdt (AV) nomxeH ObITH He
6onee 15,0.

8 |Microbial limits / Muxpob6nonornyeckasi YHcTOTA

a) Total aerobic microbial Not more than 1000 CFU/g /

count / Ob1uee uncno Less than 10 CFU/g / He 6onee 1000 KOE/r

a3pOoOHBIX MHKPOOPTaHHW3MOB Menee 10 KOE/r

b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g/

mould count / Obiiee uncno Menee 10 KOE/r He 6onee 100 KOE/r

JPOOKEBBIX M [UIECHEBBIX

rpuboB

¢) E. coli I Absent in 1g/ Shall be absent in 1g/

OtcytcTRyeT R IT JlomxHhel oTCYTCTRORATH B | T

Remarks : The Product confirms to ND/ Opinion : APPROVED

IIpumeqanue: IlpoaykT coorseTcTBYET TpeboBanuaM HJL ,,\3alcnloqeilne: OJOBPEHO

o

Date/ ara: 1 0-04 LD Date/ Jlara: QO—Gﬁ’ 2 o-4 | Date/ lata: 4 4,09.7072

Prepared by/ Checked by p " Approved by: Manager
[MoaroTtosneno: IpoBepeHo: Menepxep no odecriedeHnIo kauecTna




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIM3A

Page S of 6/ Crp. Sus 6

Product : Razo, Enteric-coated tablets 20 mg
IpoaykT: Pa3o®, raGjeTku, NOKPbITbIe KHIIEYHOPACTBOPHUMOIi 060J10uK0ii, 20 MIr

Batch No./ Cepus Ne : C2311735

Analjytical laport No / Anaantuuecknii oryer Ne : 890001691398

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 raGaerox

Date of Manufacture / lata npousBoactsa : 07/2023

Date of Analysis / lata anaausa: 30/09/2023
Date of Expiry / Cpok roanocrn : 06/2026

Analysis performed according ND / Anann3 nposenen nmo HJI: JII1-002666-191022

Ne Test / Ilokazarenn

Result / PesyabTaTbl

Specification / Hopma

9 |Assay / KoanuecTrBennoe

onpeacacHue

19.4 mg/ 19,4 mr

18.0mg to 22.0mg of C;sHN;0;SNal|
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Or 18,0 mr no 22,0 mr CygHyN303SNa
(pabenpazona Hatpua) (ot 90 go 110 %

/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Ilo 15 tabnerox B Gnucrepe
n3  (IIBX/AJUIIA)  doasrn  /
ANIOMUHHUEBOH dhonsra. Mo
2 bnMcTepa BMeCTE€ C MHCTpPYyKIMel
no TTPUMEHEHHUIO B nauky
KapTOHHYIO.

OT HOMHUHAJILHOTO  COAEpKaHWA) B
TabseTKe.
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 Tabnetok B Oaucrepe U3
(ITIBX/AJUTIA) donbru / anoMHHHEBON
¢oneru. Ilo 1 wnu 2 6nucrepa BMecte ¢
HMHCTPYKLIMEH MO TNPUMEHEHMIO B TauKy
KapTOHHYIO.

11 |Labeling / Mapxuposka Complies as prescribed / According to ND /
CooTBeTcTRYET TPeOOBAHHAM B cooreercTeun ¢ HJJ
12 |Storage conditions / At temperature below 25 °C. / Tlpu Temneparype He Bbiiie 25 °C.
Xpaunenue
13 [Shelf life / Cpok rognocru 3 years /3 rona

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykr coorsercTByeT TpebGoBanuam HJJ

\

Opinion : APPROVED
3axmouenne: OJJOGPEHO

JRYS P P ¥

Prepared by/ Checked by > Approved by: Manager
IloarorosneHo: M ITpoBepeno: : MeHenkep no obecrieueHUIo KauyecTsa
Date/ Jlara: Date/ [lara: Date/ Jlata: . p9.72022

%0-0q-9013




CERTIFICATE OF ANALYSIS

@
Dr.Reddy’s €3¢

CEPTUO®UKAT AHAJIM3A

Producﬁazo, Enteric-coated tablets 20 mg

Page60f 6/ Crp.6uz 6

IponyxT: Pazo®, TabneTkn, NOKPLITbIE KHIIEMHOPACTBOPUMOT 000104K0ii, 20 Mr

Batch No./ Cepus Ne : C2311735

Batch Quantity /
O6wbeMm cepun:

1500000 Tablets
1500000 Tag_r]e"r()](

| Analytical Report No / Ananutnueckuii oraer Ne : 890001691398 |Date of Analysis / Jlata anaausa: 30/09/2023
Date of Manufacture / [lara npoussoacrsa : 07/2023

Date of Expiry / Cpok roanoctu : 06/2026

_Analysis performed according ND / Ananus nposeaen no H/L: JII1-002666-191022 -

1

API name / naumenosanue ADC:

Rabeprazole sodium / Pa6enpa3zon narpus

INN / MHH:

Rabeprazole / PaGenpazon

API manufacturer batch number /
Homep cepun npoussoauresns ADC:

ACOHO005166

FP Manufacturer API Batch number /

API Manufactured by & country /
IIponszsoautens A®PC, crpana:

Homep cepun cy6cTanuuu npouzsoautens ['JID:

FCOA02406

Dr. Reddy's Laboratories Ltd., India
-p Pennu’ ¢ Jlabopatopuc Jitn., Munus.

Remarks : The Product confirms to ND/

IIpnmeuanne: [Iponykr coorBercTByeT TpeGoBanuam HJJ

Opinion : APPROVED
| 3akmouenue: OJJOBPEHO

Prepared by/ Checked by = Approved by: Manager

INoarorosneHo: M ITpoBepeHo: (%} MeHekep no obecrieueHio KayecTsa
=

Date/ [ara: U5 24100 Date/ [lara: z0 ,5,7 9D Date/ Jlata: 0. 09 .02




