Dr.Reddy’s Q5¢

Product : Razo, Enteric-coated tablets 20 mg
Mpoaykr: Pazo®, Tab/1eTKH, NOKPLITbIE KHIIEUHOPACTBOPHMOIi 06010uKOi, 20 M1
Batch Quantity /
Ob6bem cepun:
'Date of Analysis / lata anaansa: 25/02/2023

Batch No./ Cepust Ne : C2301073

|Analytical Report No / AnannTHueckuii oruer Ne : 890001647689

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIU3A

Page10f5/Crp. 1 m3 5

1500000 Tablets
1500000 Tagaerox

Date of Manufacture / /lata npou3BoacTsa :

12/2022

Date of Expiry / Cpok rognoctn :  11/2025
_Knalysis perform;d acc;)rding_ND / Ananu3 nposenen no HJI: JIT1-002666-191022 :

. Ne Test / Iokazareian

Result / PesyunraThl

1 |Description / Onucanue

Identification By HPLC /

:Hou.nummcn; BYKX

"Averag_e wEght of coated
tablets / Cpeansia macca
TabNeToK

Specification / Hopma

Round, b?convei, light yellow coated
tablets with red ink imprinted «RB20»
on the one side. The cross section is the
core white. / Kpyrnete,
NBOSIKOBBIYKJIbi€ TaONETKH, NOKPbITbIE
000JI0UKOH CBETJI0-XKENTOrO LBETa, C
MapKHpOBKOH KpacHoro LseTa «RB20»
Ha oJiHOM cTopoHe. Ha nmonepevunom
paspese sapo Gestoro usena.

Complies as prescribed/
CooTseTCcTBYET

211.48 mg/211.48 mr

‘Remarks : The Product confirms to ND/
Ipumeuanne: Ilpoaykt cooTBeTcTBYET TpedORatusm HJI

Round, biconvex, light ye]low_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, ABOSKOBBIITY KJIbie
TabeTKH, NOKPBIThIe 0007104KOH OT
CBETJIO-XKENTOTO JI0 )KEJITOrO LIBETa C
MapKHpOBKOH KpacHoro usera « RB20»
Ha OuHLM cropude. Ha nonepeunom
paspese sapo ot 6enoro A0 no4tu denoro
LiBETA.

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 ynepkrBaHKs OCHOBHOTO NHKa Ha
XpOMATOTpaMMe MCIIBITYEMOIO pacTBOpa
NOJKHO ~ COOTBCTCTBOBATB ~ BPCMCHM
yaep>KMBaHUs ~ OCHOBHOTO  MWKa  Ha
XpOMAaTorpaMMe pacTBOpa CTAHAAPTHOIO
obpa3ua pabenpazona HaTpus (pasnen
«KonnuectenHoe onpeneneHmen).

1212.68 mg + 5% (202.05 —223.31 mg) /

212,68 mr £ 5 % (or 202,05 mr no
223,31 mr)

| Opinion : APPROVED
3axawouenne: OJIOBPEHO

Prepared by/
INMoarotosneno:

Checked by

ﬂpoucpuum /\70

Approved by: Manager

[\r’h.‘llt.‘,’l}i\'t']'l 10 OOECITEUCHHID KaUeCTRa

Fecto(9) Ron L Mo ottred

Date/ Hara:

Date/ lara:

Pg -02 ~2023

Date/ Jlara: 2——% 09/6,2’02’3




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Page2 of 5/Crp. 2 u3 5

Batch No./ Cepus Ne : C2301073

Product : Razo, Enteric-coated tablets 20 mg
MpoaykTr: Pazo®, TabeTKH, NOKPbHITbIE KHINEYHOPACTBOPUMOii 060101K0i, 20 M

Batch QuantitT/
O6bem cepHH:

1500000 Tablets
1500000 Ta_6J'|eT()K

_Analy_tical Report No / Anannrnuecknii oruer Ne : 890001647689

Date of Analysis / lata ananusa: 25/02/2023

Date of Manufacture / Jlara npou3BoacTBa :

12/2022

Date of Expiry / Cpok roanocrs :

1172025

Analysis performed aca)r;]iEND / Anaans nposeaen no HJI: JII1-002666-191022

H———

4 |Dissolution / PactBopennue

Related substances by HPLC

Stage | L2

e - 0 0
T Lk % In 0.1M hydrochloric acid solution — not
Unit-2/Eannnua-2 6% 3% |more than 10% of the labeled amount of]
Unit-3/Eavnuna-3 8% 6% |CisHaN303SNa (Rabeprazole sodium) is
= dissolved in 2 hours. / B 0,1 M pactsope
Unit-4/Equnnua-4 8% 7% XJIOPUCTOBOAOPOAHONW  KHCIOTbLI — HE
- - donee 10 % OT HOMWHAALHOIO

- | 0, )
Unit-5/Eannuna->5 8% 5% e——— C1sHaoN;0:SNa

Unit6/Equnuua6|  13% 50, |(palempazona natpus) yepes 2 4.

Average / Cpet. snaucnne: 7%

‘Unit-1/Eannnua-1

88%

In buffer solution pH 8.0 — not less than
75% (Q) of the labeled amount of

] Unit-2/Eamnvua-2

Unit-3/Eannuua-3

Unit—4/E;1anua—4_

92%

94%

C1sH20N303SNa (Rabeprazole sodium) is
—idissolved in 60 minutes. / B Oydepnom
[pactBope pH 8,0 — ne menee 75 % (Q) o1

88%

Unit-5/Egununa-5

Unit-6/Eannnia-6 |

89%

91%

Average / Cpent. 2Hauenne: 90%

/ PogerBennbie npumecu, BOXKX

meprazole N-oxide /
Pabenpasona N-okeua

Rabeprazole Sulfone /
Pabenpazona cynbhon

Rabeprazole Methoxy
analogue / Pabenpasosa
METOKCH analor

0.09%/0,09%

Less than LOQ (LOQ: 0.022 %)/
Huke nipenena KoJIMUECTBEHHOIO
onpeaenenus (I1KO: 0,022%)

Not detected / ne oOHapyskeHna

HOMHHaNBHOTO COUCPIKAHMSI
1C18H20N303SNa  (pabenpasona Hatpus)
yepez 60 MuH.

| not more than 0.5% / ne 60nee_0,5 %

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

not more than 0.5% / He 6onee 0.5 %

Remarks : The Product confirms to NI/

yeT Tpebosanuam HJL

Opinion : APPROVED
3akmwouenne: OJJOBPEHO

Prepared by/

Ilpumeuanne: IpoiyKT cOOTBETCTB
v

¥ Checked by
[oaroTo BJleHOW

[Tposepeno: @

2

——e

Approved by: Manager
Menezkep no odecneueHio Kaueersa
=

Fe (Leohog

Date/ Jlata:

Q&2 -902.4

Date/ Jlara®

Qo po-2023

Date/ Jlata: 2_%‘,09/#2’02'3




Dr.Reddy’s ":‘

Product : Razo, Enteric-coated tablets 20 mg
I poaykT: Pazo®, TabaeTKH, NOKPHIThIE KHHIETHOPACTBOPUMOii 000101KO#, 20 M

Batch No./ Cepust Ne : C2301073

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

Page 3 of 5/ C1p. 3 w3 5

_/_Xnalytical Report No / AnaanTuuecknii oTuer Ne : 890001647689
Date of Manufacture / JlaTa npou3BoacTsna :

Batch Quantity /
O0bem cepun:

1500000 Tablets
150_0000 T:_sl_ﬁﬁ"ro]c

1272022

Date of Analysis / lava ananuza: 25/02/2023

Date of Expiry / Cpox roaHocTH :

11/2025

.mlysis performed according ND / Ananus nposeanen no HJL: JII1-002666-191022

Rabeprazole Chloro analogue
/ Pabenpazona xyuopo aHanor

PaGenpazona cynbdun

Rabeprazole Related
compound A / Pabenpazona
pPOICTBEHHas NpuMech A

Rabeprazole Sulphide / |

Not detected / He oOnapyxeHa

0.04%/0,04%

Below LOD (LOD: 0.019%)/
Hwoxe npenena o6Hapy>kenus
(TIO : 0,019 %)

Rabeprazole Related
Icompound C / Pabenpazona
poacTeeHHas npumecs C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / 1pumecs npu
RRT 1,37 (Mmacca m/z=310
II/IMI/ILI,EBOH)

Specified Impurity at

about RRT 1.51

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

OeH3MMKAA30Na a/IYKT)

Below LOD (LOD: 0.02%)/
{Huoxe npenena oOHapyskeHust
[(TTO : 0,02 %)

0.02%/0,02%

Not detected / e obnapyxeHa

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

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

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

Remarks : The Product confirms to ND/
Ipumeuanne: [poaykT cooTeeTcpy¢T TpebOBaHnam HJI

Prepared by/
[ToaroToBneHo

222

i

Opinion : APPROVED
3axmouenue: OJOBPEHO

- ("hecked by
ITposepeno:

Approved by: Manager
Mere/rep o 0DCCHeUCHMI KaUecTra

e elo

Date/ Jlara: 28‘92" 202_4

Date/ [laTaE;
28 ~02-2023

Date/ Jlara: 9_%/_02,’2,09,3 _




CERTIFICATE OF ANALYSIS

Dr.Reddy’s ":'.

Batch No. / Cepus Ne : C2301073

Product : Razo, Enteric-coated tablets 20 mg
MpoaykT: Pazo®, Ta6/1eTKN, NOKPLITHIE KHIWEYHOPACTBOPUMOIi 060,101K0i, 20 Mr

0" |Batch Quantity / 1500000 Tablets
O06bem cepuu: [ !
Date of Analysis / Jlara anaiuza: 25/02/2023
Date of Expiry / Cpok roqHocTH :

Analytical Report No / Ananntugecknii oruer Ne : 890001647689
Date of Manufacture / Jlara nponzsoacrsa :

CEPTU®HKAT AHAJIM3A

Page 4 of S/ Crp. 4 u3 5

1500000 TaGaerox

12/2022

Maximum unknown
individual impurity /
Enunnunas
HEWJEHTUHIIMPOBaHHAS
NpUMECH

Total impurities / Cymma
npumece

Residual Solvents content /
OcTaTounbie Opranuueckne
pacTBoOpHUTEH

Uniformity of dosage units / l
OnHopoanocTs
AO3HPOBABHS

a) Total aerobic microbial
count / Obuiee yncno
AAPOOHKRIX MUKPOOPTAHWIMOR

11/2025

Analysis performed according ND / Ananns nposeaen no HJI: JITI-002666-191022

BDL %/ perunctpaunun %

0.1%/0,1%

1936 pg/tab / 1936 mxr Ha Tabnerky

3.4/3.4

Microbial limits / Mukpo6nosiornueckasi UHcTOTa

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

b) Total combined yeasts and
mould count / Ob6ee vucno
JNPOXKIKEBBIX U TUIECHEBbIX
rpubos

)E. coli

not more than 0.2% / He 6onee _0,2 %

not more than 2.0% / ne Gonee 2,0 %

" Isopropanol — not more than 2621 pg per |
tablet / Usonpomnanon — He 6onee
2621 mKr Ha Tabnerky

The acceptance value (AV) should be not|
more than  15.0. / Tlokasatensb|
npuemaemoctt (AV) pomxken ObiTe He
6onee 15,0.

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

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

Absent in g/
OtcyrerByeT B 1T

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

Shall be absent in 1g/
JlomkHbl oTcyTCTBOBaTL B | T

Remarks : The 'roduct confirms to_N_l_)/_

Ipumeuanne: [poayxT cooTBeTCTR¥ET TpeOOBaHnaM HJL

Opinion : APTROVED
3akmwouenne: OJOBPEHO

Prepared by/ 3 p?‘_C)-f-/-i],Checked by Approved by: Manager
]'loarmosneno:/géa/'//f ﬂposepeHL(% oy Mernecep 1o O(u,-t,‘l?ctlL~|II:I’-1IH KaMeCTBa
=3 N~ _’%ﬁtg'{é ) Qﬁfm,dkemb%
Date/ [lara: 22 -c0)4 Date/ [lata: Date/ Jlata: 2 2 72 627
2% ~02-92023 2%




Dr.Reddy'’s ‘{0'

|Product : R;(), Enteric-coated tablets 20 mg
IpoaykT: Pa3o®, Ta61eTKH, NOKPLITHIE KHIIEYHOPACTBOPHMOIi 000.,10uK0i, 20 Mr
N ( ~ |Batch Quantity / 1500000 Tablets
O6bem cepun: 150
Date of Analysis / lara ananusa: 25/02/2023
Date of Expiry / Cpox roanocrs : 025

Batch No. / Cepus Ne : C2301073

Analytical Re|;)rt No / AHAARTHIECKUil 0THET No : 890001647689
Date of Manufacture / Jlara npousBoacrsa :  12/2022

CERTIFICATE OF ANALYSI

S

CEPTU®UKAT AHAJIU3A

PageSof S/Crp. Suzs5

1500000 TadGaerox

11/2025

9 |Assay / KosnuecTBeHHOE
onpeaeseHne

10 Packaging / YnakoBka

11 |Labeling / MapkupoBka

12 |Storage conditions /

XpaHenue

13 |Shelf life / Cpox roanoctn

_Analysis performed according ND / Anaaus nposenen no HJI: JIT1-002666-191022

19.2 mg/ 19,2 mr

15 tablets in a

(NMBX/AJV/ITA) toneru

BMECTE c WHCTpYKLMEH
MPUMEHEHHIO B NAUKY KapTOHHYIO.

Complies as prescribed /
' CooTreTcTBYET TpeOOBaHUAM

(PVC/AI/PA) foi
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / ITo 15 tabnerok B 6nucrepe u3

astomuuneBoit ponwru. Io 2 6nucrepa
no

18.0 mg to 22.0mg of CisHyN3O3SNa

labeled  amount)

per tablet

OT  HOMMHAIBHOrO
TabieTkKe.
1{ 15 tablets

COoAepIKaHNA)

(PVC/AI/PA)  foil

in a

~

KapTOHHYIO.

'According toND/
B cootBerctenm ¢ HJ

| At temperature below 25 °C. / T'pu Temneparype He Bblie 25 °C

3 years /3 roma

Remarks : The Product confirms to ND/
Ilpumeuanne: IlpoaykT coorseteTByeT Tpebosannsm H/A

Opinion : APPROVED
3axiouenne: OJJOGPEHO

Checked by

ﬂPOBu‘hchf'—?ﬂ —~

Approved by: Manager

Menekep o o0echedct o Katectsa

Qﬁf\'\/‘-f GL'QM

Prepared by/ g p) -

s o
INoaroroeneno: Bj‘fﬁ//
Date/ JlaTa: R

o) D02 4 Datel Jlata:

P& ~02 -2025

(Rabeprazole sodium) (90 to 110% of the

Or 18,0 mr no 22,0 mr CigsH2oN303SNa
(pabenpasona natpus) (or 90 no 110 %

/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton
pack. / Tlo 15 Tabnerok B OGaucrepe u3
(IIBX/AJVTIA) donbru / antoMuHUeBoi
¢donbru. Ilo 1 unm 2 Gaucrepa Bmecte ¢
MHCTPYKLMEN MO NPUMEHEHUIO B Nauky

Date/ D,aTél: 9__%,/@9’_%222




