@
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

Page 1 of 6/ C1p. 113 6

Product : Razo, Enteric-coated tablets 20 mg
IpoayxT: Pazo®, Ta6aeTkH, IOKPbITbIE KHIIEYHOPACTBOPHMOH 060J101K0H, 20 Mr

Batch No. / Cepus Ne : C2313074

Batch Quantity /
Oo6bem cepun:

1500000 Tablets
1500000 Taodaerox

Analytical Report No / AnannTnuecknii order Ne : 890001695560

Date of Analysis / Jlata ananusa: 19/10/2023

Date of Manufacture / lata npou3spoacrsa : 08/2023

Date of Expiry / Cpox rognoctn : 07/2026

Analysis performed according ND / Auanus npoBeaed no HJI: JIT1-002666-191022

Ne

Test / IlokazaTenn

Result / PeaynbTaTsl

Specification / Hopma

1

Description / Onncanne

Round, biconvex, light yellow coated
tablets with red ink imprinted «kRB20» on
the one side. The cross section is the core
white. / Kpyrible, 1BOSKOBBITYKJIblE
TabNeTKH, TOKPBITEIE 0060I0UKOMH CBETIIO-
XeJITOro LBeTa, C MapKUPOBKOH KpacHOTO
uBeta «RB20» Ha onHo¥ cropoHe. Ha
MOTIEPEYHOM pa3pese 8apo OeJIoro UBeTa.

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, [OBOSKOBBLITYKIIbIE — TabneTku,
NOKpPbITbIE 000JIOUKON OT CBETJIO-KENTOrO
0O OJKeNToro 1BeTa ¢ MapKUpPOBKOMW
kpachoro upera «RB20» Ha oaHol
cTopoHe. Ha nonepeyHoM paspese siapo oT
©enoro 10 nouTH 6enoro useTa.

Identification By HPLC /
Topaunnocts BIAKX

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 ynepkMBaHWs OCHOBHOTO Nuka Ha
XpoMarorpaMMe HCHbITYEMOIO pacTBOpa
DOTKHO COOTBETCTBOBATD BpPEMEHH
yACp)KWBaHWSl ~ OCHOBHOTO  MNHKa  Ha
XpomarorpamMMe pacTBopa CTaHAApTHOTO
obpasua pabenpazona natpus (paszen
«KonunuecTBeHHOE onpeaeneHuey).

Average weight of coated
tablets / Cpeansia macca
Ta0J1eTOK

205.89 mg /205,89 mr

212.68 mg + 5% (202.05 - 223.31 mg) /
212,68 mr+ 5 % (ot 202,05 mMr 10
223,31 mr)

Remarks : The Product confirms to ND/
IIpumeuanne: [TpoaykT cooTsercTpyveT TpeboBanram H/I

Opinion : APPROVED
3akmoyenne: OJOBPEHO

Prepared by/
[ToarotoBsneno

157
, (2 1Checked by
(gw/ IIposepeHo:

.

Approved by: Manager
Menezkep no 06ecneiueHHIo KayecTsa

V

Date/ Jlara:

2.1-10~ 9022

Date/ Hata: A AD PZ@')/_Z

Date/ Jlara: UAs-Ao3
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Page 2 of 6/ C1p. 2 u3 6

Product : Razo, Enteric-coated tablets 20 mg
IIpoayxT: Pazo®, TaGeTKH, NOKPBIThIE KHIIEYHOPACTBOPUMOI 060.104K0i, 20 Mr

Batch No./ Cepusa Ne : C2313074

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 radaerox

Analytical Report No / Anaautug

eckuii otuer Ne : 890001695560

Date of Analysis / /lara anannsa: 19/10/2023

Date of Manufacture / lara npou3zsoacrsa : 08/2023

Date of Expiry / Cpok rognocts : 07/2026

Analysis performed according ND / Ananns nposeaen mo HJI: JII1-002666-191022

Ne Test / Iloxa3zarens Result / PesyabTaThl Specification / Hopma
4 |Dissolution / PacTBopennue Unit-1/Epvnnna-1 2% In 0.1M hydrochloric acid solution — not
Unit-2/Eavnmad 1% more than 10% of the labeled amount of
: AvRHL ° CisH20N3;05SNa (Rabeprazole sodium) is
Unit-3/Eqnnnua-3 6% dissolved in 2 hours. / B 0,1 M pactsope
Unit-4/E unnna-4 1% XJIOPUCTOBOAOPOAHON KUCIOTHI — He Gollee
s 10 % OT HOMMHAJIBHOIO COJAEPYKaHUs
Unit-5/Eqnnnua-5 2% CisH20N303SNa  (paGenpasona Harpus)
Unit-6/Eannnua-6 2% PEREI.

Average / Cpenn. 3HaueHue: 2 %

Unit-1/Eaunnna-1 88% In buffer solution pH 8.0 — not less than
- - 75% (Q) of the labeled amount of]

Unit-2/Enninua-2 93% Ci1sH2N305;SNa (Rabeprazole sodium) is
: dissolved in 60 minutes. / B OydepHom

= - 0,

Unit-3/Eunnua-3 89% pacteope pH 8,0 — ne menee 75 % (Q) ot

Unit-4/Eqnnnua-4 91% HOMMHANBLHOTO coaep kaHHs
: CisH20N303SNa  (pabenpazona Hatpus)

Unit-5/Eannanna-5 96% yepes 60 MUH.

Unit-6/Enunnna-6 92%

Average / CpenH. 3Hauenne: 92 %

Related substances by HPLC

/ PoacrBennble npumecu, BIKX

Rabeprazole N-oxide /
Pa6Genpazona N-okcua

Below LOQ (LOQ = 0.022 %) / Huxe
npegena KonM4eCTBEHHOTO ONpeleneHus
(ITKO = 0,022 %)

Rabeprazole Sulfone /
Pabenpazona cynbdon

0.06%/0,06%

Rabeprazole Methoxy
analogue / Pabenpasona
METOKCH aHanor

Not detected / He obHapy>keHa

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

'hot more than 0.5% / 1e Gonee 0,5 %

'not more than 0.5% / 1e 6onee 0,5 %

C
Fare

Remarks : The Product confirms to ND/
I pumeuanue: [IponykT coorBeTcHEVET TpeboBanusm HJI

Opinion : APPROVED
Jakmouenne: OJOBPEHO

=

Prepared by/ /g/C‘/ “Checked by Approved by: Manager

IoaroroBneHo: \W I[1poBepeHo: &@_ Menemkep no obecneyeHnIo Ka4ecTsa
- %/’

Date/ Jlara: 2NAO ~) )2 Date/ [ara: ‘Z/lﬁf@"wu Date/ [aTa: B S5
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CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJU3A
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Product : Razo, Enteric-coated tablets 20 mg
MpoayxT: Pazo®, TabieTkn, NOKPHITbIE KHEYHOPACTBOPHUMOI 060101K0#, 20 Mr

Batch No. / Cepns Ne : C2313074

Batch Quantity / 1500000 Tablets
O0BLeM cepnu: 1500000 Taénerox

Analytical Report No / Ananntuaecknii oruer Ne : 890001695560 |Date of Analysis / lara anannza: 19/10/2023

Date of Manufacture / Jlara npounssoacrsa : 08/2023 Date of Expiry / Cpok roanocru : 07/2026

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

Ne

Test / IlokazaTennb

Result / PesynbraThl Specification / Hopma

Rabeprazole Chloro analogue /
PaGenpazona x10po aHanor

Not detected / He o6Hapy>keHa not more than 0.5% / ne 6onee 0,5 %

Rabeprazole Sulphide /
Pabenpazona cynbdna

Below LOQ (LOQ = 0.027 %) / Huke|NOt more than 0.5% / ue 6onee 0,5 %
npenena KOJINYECTBEHHOT O
onpenenchus (IMKO = 0,027 %)

Rabeprazole Related
compound A / Pabenpazona
POJICTBEHHAs IPUMECH A

Rabeprazole Related
compound C / PaGenpazona
poacTBeHHas npumech C

Below LOD (LOD = 0.02 %) / Huxe

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

Not detected / He oOHapyskeHa

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

npenena  oOnapyxenns (IIO =
0,02 %)

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / [lpumeck npu
RRT 1,37 (macca m/z=310
UMMA30J1)

not more than 0.5% / ne 6onee 0,5 %
0.01%/0,01%

Specified Impurity at

about RRT 1.5]

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

feH3uMHaa3ona aJulykT)

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

'Not detected / He 0OHapykeHa

Remarks : The Product confirms to ND/ Opinion : APPROVED
I pumeuanne: [poaykr coorsercipyeT TpeboBanuam HJJ 3akmouenne: OJOBPEHO

IMonrorosneHo:

Prepared by/ ? s a/g,dfjf'hccked by Approved by: Manager
,’—"-’ :

,3:"”/ T[MposepeHo: A@( MeHekep no obecneyeHuio KavecTea

Date/ Hara:

2 1~ 0~Qcp.4 Date/ Jara: =212 Date/ [lara: T AL AR
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Page4 of6/Crp. 4u3z 6

[Product : Razo, Enteric-coated tablets 20 mg
Ipoaykr: Pazo®, Tabnerkn, NOKPbITbie KHIIEYHOPACTBOPUMOH 000109K0i#, 20 Mr

Batch No. / Cepust Ne : C2313074

Batch Quantity /
O06neM cepuu:

1500000 Tablets
1500000 Tadaerox

Analytical Report No / Anasnrndeckuii oraer Ne : 890001695560

Date of Analysis / Jlata ananuza: 19/10/2023 .

Date of Manufacture / [lata nponseoacrtsa : 08/2023

Date of Expiry / Cpok rognocrn : 07/2026

Analysis performed according ND / Ananus nposenen no HJI: JIT1-002666-191022

No

Test / Ilokazareanb

Result / Pe3ynpTaThl

Specification / Hopma

Maximum unknown
individual impurity /
Enunnunag
HeuIeHTUOULIMPOBaHHAS
npumech

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

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

Total impurities / Cymma
npumecei

0.1 %/0,1%

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

6 |Residual Solvents content / 1212 pg/tab / 1212 mkr Ha Tabnetky |Isopropanol —not more than 2621 ug per
OcTtaTounbie oprannyeckue tablet / Msonpomnanon — He 6onee
pacTBOpUTeH 2621 mkr Ha TabneTKy

7 |Uniformity of dosage units / 6.2/6,2 The acceptance value (AV) should be not
OnHopogHOCTD more than 15.0. /  Tloka3atens
A03UPOBAHUSA npuemnemMoctd (AV) pomxeH ObITb He

oonee 15,0.

8 |Microbial limits / MukpoOunosiornyeckasi 44cTOTA

a) Total aerobic microbial
count / Obiee uucno
a3pOOHBIX MHKPOOPraHM3MOB

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

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

b) Total combined yeasts and
mould count / Obuiee uncno
JIPONOKEBBIX U MJIECHEBBIX
rpuboB

¢) E. coli

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

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

Absentin lg/
OtcyrcTByet B 1T

Shall be absent in 1g /
JlomxHb! OTCYTCTBOBaTbH B 1 T

Remarks : The Product confirms to ND/
IMpumeuanne: [TpoaykT coorBeTerpyeT TpeboBanusaM HJJ

Opinion : APPROVED
3axkmouenue: OJOBPEHO

Prepared by/
[loarorosneHo: ik
' £

> €7 1.Checked b
o v b

IIpoBepeHo:

Approved by: Manager
MeHemxkep 1o obecneyeHno KauecTsa

}/‘

Date/ Jara:

2 1109003

Date/ [ata: LA~ 20U

Date/ JlaTa: QA A G -3
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Product : Razo, Enteric-coated tablets 20 mg
IpoaykT: Pazo®, TabiaeTkn, NOKPbITbIE KHIIEYHOPACTBOPHMOIi 060109K0i, 20 Mr

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIM3A

Page 50f6/Crp.5u3 6

Batch No. / Cepust Ne : C2313074

Batch Quantity /
Oo6beM cepuu:

1500000 Tablets
1500000 Tabaerox

Analytical Report No / Ananurnueckuii order Ne : 890001695560

Date of Analysis / lara ananusa: 19/10/2023

Date of Manufacture / [lata npou3soacrsa : 08/2023

Date of Expiry / Cpoxk rognocrs : 07/2026

Analysis performed according ND / Anannus nposegen no H/I: JII1-002666-191022

Ne

Test / IlokazaTenn

Result / Pesynbrarhl

Specification / Hopma

9

Assay / KonuuecTBeHHOE
onpeaeeHne

19.7mg/ 19,7 mr

18.0 mg to 22.0mg of CisH2N303SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Ot 18,0 mMr no 22,0 mr CisH2N30O3SNa
(pabenpasona natpus) (ot 90 no 110 %

10

OT HOMHHAILHOTO  COJNEP>KAaHHA) B
TabneTke.
Packaging / Ynakogxa 15 tablets in a (PVC/AI/PA) foil| 15tablets in a (PVC/AI/PA) foil

/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Tlo 15 Tabnetok B Gnucrepe
n3  (IIBX/AJUTIA)  donbrm  /
aTIOMUHHUEBOM dhonbru. ITo
2 6aucTepa BMeCTe€ C MHCTpyKLHMeEH
o TIPUMEHEHHIO B navky
KapTOHHYIO.

/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/ Tlo 15 Tabnetok B Onucrepe u3
(IIBX/AJVITA) donbru / antoMHHUEBOH
donbrn. IMo 1 nnu 2 6aucrepa BMeCTe ¢
WHCTPYKLIMEH MO TNPHMEHEHHIO B TauKy
KapTOHHY1O.

11 |Labeling / MapxkrpoBka Complies as prescribed / According to ND /
CooTtBeTcTBYET TpeOOBaHUAM B cooreerctBum ¢ H/|
12 |Storage conditions / At temperature below 25 °C. / I1pu Temnepatype He Bbiie 25 °C.
XpaneHue
13 [Shelf life / Cpox roanoctn 3 years /3 ropa )

Remarks : The Product confirms to ND/
IIpumeuanne: [lpoaykr coorBeTcTpyeT TpeboBanuam HA

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by/

G__l
: 7 22

¥ Checked by

Approved by: Manager

IloaroroeneHo ITpoBepeHo: Menemxkep o obecnevyeH 1o kayecTBa
>
Date/ Jlara: 21O -Q022% Date/ [aTa: 2\ L0 2‘3 Date/ JlaTa: oS
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Page 6 of 6/ Ctp. 6 n3 6

Product : Razo, Enteric-coated tablets 20 mg

ITpoaykr: Pazo®, Ta6i1eTKH, NOKPbIThIe KHIIEYHOPACTBOPHUMOii 060109K0ii, 20 Mr

Batch No. / Cepus Ne : C2313074

Batch Quantity / 1500000 Tablets
O0bem cepun: 1500000 Tadnerox

Analytical Report No / Ananntnyecknii oruer Ne : 890001695560

Date of Analysis / lara ananusa: 19/10/2023 |

Date of Manufacture / lata nponsBoncrsa : 08/2023

Date of Expiry / Cpok rognoctn : 07/2026

Analysis performed according ND / Ananuz nposeaen no HJ/L: JII1-002666-191022

API name / naumenopanue ADC:

Rabeprazole sodium / Pabenpa3zon natpus

INN/ MHH:

Rabeprazole / Pabenpazon

‘| API manufacturer batch number /
Howmep cepun nponssoaurens ADC:

ACPHO004932, ACPH004952

FP Manufacturer API Batch number /

Howmep cepun cy6cranumnn nponssoaurens I'JID:

FCQA00237, FCQA002338

API Manufactured by & country /
IIponssoautens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India
H-p Pennu’c Jlaboparopnc JIta., Unnns.

Remarks : The Product confirms to ND/

IIpumeuanne: Ilponyxt cootBeTcTBYET TpebGoBanusm HJI

Opinion : APPROVED
3akmwouenune: OTOBPEHO

P d by/ 2] Checked b
Hrsgfgiosnyeno:g 'aﬁp’cpp HPEZC;CH(})/:
1

Approved by: Manager
Menemkep o obecneyeHHIo KauecTsa

Date/ Jlata: 2 1~ 0,202 2| Date/ [lara:

U AD~21023

Date/ [ara: U AT oD




