Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Page 1 0f6/Crp. 1136

Product : Razo, Enteric-coated tablets 20 mg
IIpoayxr: Pa3o®, TabeTkn, NOKPbIThIe KHIIEYHOPACTBOPUMOIi 000/104K0ii, 20 Mr

Batch No. / Cepust Ne : C2313073

Batch Quantity /
Oo0beM cepun:

1500000 Tablets
1500000 Tabaetox

Analytical Report No / AnasuTuueckuii oruer Ne : 890001695549

Date of Analysis / JlaTa anaansa: 19/10/2023 |

Date of Manufacture / lata npoussoacrsa : 08/2023

Date of Expiry / Cpox rognoctu : 07/2026

Analysis performed according ND / Ananus nposenen no HJI: JII1-002666-191022

Ne Test/ Iloxaszarean

Result / PesyabTaThl

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
white. / KpyrJble, NIBOSKOBbITyKbIE
TabneTky, NOKPbITbIe 060JI0YKOH CBETNO-
KEJITOTO 11BE€Ta, C MAPKUPOBKOM KpacHOTO
uBeTa «RB20» Ha onHoil cTopone. Ha
NonepeyHoM paspese sapo 6enoro upeTa.

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, IBOSKOBBLIMYKJIbIE —TabneTkH,
NIOKPBIThIE 06ONIOUKOHM OT CBETNO-KENATOrO
IO OKeNToro 1LBEeTa C MAapKUpPOBKOH
kpachoro 1uBera «RB20» Ha opHo#H
cropone. Ha nonepeuHom paspese s1po oT
6enoro a0 nouty Oey1oro uBera.

2 |Identification By HPLC /
TMoanmuanoctsr BIJKX

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 ynepKMBaHUS OCHOBHOFO NUKa Ha
XpOMaTorpaMMe HCHBITYEMOIO pacTBOpa
JIOTKHO COOTBETCTBOBATb BpEMEHH
YIEp:KWBaHUA  OCHOBHOTO  MHKa  Ha
XpoMaTorpaMMe pacTBOpa CTaHAapTHOTO
obOpasua pabenpazona HaTpusa (pasaen
«KonuuecTBeHHOE onpeneneHme).

3 | Average weight of coated
tablets / Cpeanss macca
TalJ1eTOK

215.81 mg /215,81 mr

212.68 mg + 5% (202.05-223 31 mg)/
212,68 mr+ 5 % (ot 202,05 Mr 1o
223,31 mr)

Remarks : The Product confirms to ND/
Ilpumeuanne: ITpoaykr coorBereTayer TpeboBanusm HJI

Opinion : APPROVED
3akmwuenne: OJJOBPEHO

Prepared by/

p/‘;p 4
IoaroTosneHo: V
s

Checked by
[IposepeHo:

D

Approved by: Manager
MeHemkep o obecrneyeHHIo Ka4ecTBa

%/

Date/ [ara:

2.4710-9013

Date/ lata: 9 \~})<=207223

Date/ Jlara: N PTIENLY,
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJM3A
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Product : Razo, Enteric-coated tablets 20 mg
NponykT: Pazo®, Tabnerkn, noKpsIThle KHIIEYHOPACTBOPHMOIi 000104K0i1, 20 Mr

Batch No. / Cepus Ne : C2313073

Batch Quantity /
O6BeM cepun:

1500000 Tablets
1500000 Ta6Gaerok

Analytical Report No / ArannTudecknii oruet Ne : §90001695549

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

Date of Manufacture / Jata nponseoactea : 08/2023

Date of Expiry / Cpoxk rognoctn : 07/2026

Analysis performed according ND / Anannz npoeeaen no HJ/L: JI[1-002666-191022

Ne Test / Iloka3aTens Result / PesyasTaThl Specification / Hopma
4 |Dissolution / PacTBopenne Unit-1/Enunnna-1 0% In 0.1M hydrochloric acid solution — not
Unit-2/Eannnia-2 % more than 10% of the labeled amount of
. CisH20N303SNa (Rabeprazole sodium) is
Unit-3/Epnnnua-3 2% dissolved in 2 hours. / B 0,] M pacTsope
Unit-4/E qunmia-4 8% XJIOPUCTOBOJIOPOJHON KHCIIOTEI — He 6oJiee
: 10 % OT HOMHHANLHOTO COAep:KaHus
Unit-5/Enunnna-5 2% CigH2N303SNa  (pabenpaszona HaTpus)
Unit-6/Ennnuna-6 5% Mepeaghy

Average / Cpenn. 3Hauenue: 4 %

Unit-1/Enunanna-1 89% In buffer solution pH 8.0 — not less than
. - 75% (Q) of the labeled amount of]
Unit-2/Eannnna-2 92% C1sHxN303SNa (Rabeprazole sodium) is
: dissolved in 60 minutes. / B OydepHom
- . o
O (e rAnAs L pactBope pH 8,0 — ne menee 75 % (Q) ot
Unit-4/E/:mHHua-4 91% HOMUWHANBbHOIO coaepxKaHus
_ - CisH2N30O3SNa  (paGenpazona Hatpus)
Unit-5/Equnnna-5 92% yepes 60 MHH.
Unit-6/Enuunua-6 93%

Average / CpenH. 3Hauenue: 92 %

Related substances by HPLC

/ PoacTBennble npumecn, BIKX

Rabeprazole N-oxide /
Pabenpazona N-okcun

Rabeprazole Sulfone /
Pabenpazona cynbdon

Rabeprazole Methoxy
analogue / Pabernpazona
METOKCH aHajor

Below LOQ (LOQ = 0.022 %) / Hwxe
npezena KOJMYECTBEHHOTO ONpele/eHus
(ITKO = 0,022 %)

0.06%/0,06%

Not detected / He 0OnapykeHa

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

not more than 0.5% / ne donee 0.5 %

not more than 0.5% / ne 6onee 0.5 % |

Remarks : The Product confirms to ND/
IIpumeuanue: Ilponyxr cooTBeTCTBYET TpeboBaHMsM HI

Opinion : APPROVED
Sakmouenue: OJOBPEHO

repared by | Checke roved by: Manager

Prepared by/ , 2| Checked by Approved by: Manag

IloarorosneHo: (%ﬁ% IIpoeepeHo: @_ Menenxep no odecneyeHH 1o kauecTsa
)l

Date/ Jlara: 0 - 16-0e22.2 Date/ [laTa: QA= 202 Date/ JlaTa: ALY
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Product : Razo, Enteric-coated tablets 20 mg
Ipoaykr: Pa3o®, Ta61eTKH, NOKPHITHIE KHIHEYHOPACTBOPUMOK 060J104K0ii, 20 Mr

Batch No. / Cepun Ne : C2313073

Batch Quantity /
Oo0bem cepuu:

1500000 Tablets
1500000 Tabaerox

Analytical Report No / Ananutnuecknii oruer Ne : 890001695549

Date of Analysis / JlaTa anaanza: 19/10/2023

Date of Manufacture / Jlara npoussoacrsa : 08/2023

Date of Expiry / Cpoxk roanoctn : 07/2026

Analysis performed according ND / Ananu3 nposenes no HJI: JII1-002666-191022

Ne

Test / ITokazarenn

Result / PesyabTaThl

Specification / Hopma

Rabeprazole Chloro analogue /
Pabenpazona xjiopo aHanor

Rabeprazole Sulphide /
Pabenpazona cynbdun

Rabeprazole Related
compound A / Pabenpazona
POICTBEHHAs IpUMeECh A

Rabeprazole Related
compound C / Pabenpasona
poncreeHHas npumech C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / Tlpumecs npu
RRT 1,37 (Macca m/z=310
WMM/Ia301)

Specified Impurity at
about RRT 1.51
(Mass m/z=458 Benzo

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

OensuMHIa30Na aiayKT)

Not detected / He obHapyskeHa

Below LOQ (LOQ = 0.027 %) / Huxe
npejena KOJINYECTBEHHOT O
onpepnenenuns (ITKO = 0,027 %)

Not detected / He 0OHapyxeHa

Below LOD (LOD = 0.02 %) / Huxe
npenena  obuapyxenus  (I10
0,02 %)

0.01%/0,01%

Not detected / He oOHapy>keHa

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

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

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

Remarks : The Product confirms to ND/
IMpumeuanne: ITpoaykT cooTBETCTRYET TpeboBaHuam HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/ > 1 Checked by Approved by: Manager

INoarorosneno: f?ﬁ/ [1posepeno: Menemkep No obecnevyeHrio KauecTsa
>

Date/ [aTa: 21~tO "20% Date/ lara: 9\ YOL OZJ Date/ Hara: Ao
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Product : Razo, Enteric-coated tablets 20 r_ng
IpoayxT: Pazo®, Ta6aeTky, IOKPLITbIE KHIIEYHOPACTBOPUMOH 060J104K0ii, 20 Mr

Batch No. / Cepusi Ne : C2313073

Batch Quantity /
Qo6beM cepuu:

1500000 Tablets
1500000 TrabGaeTox

Analytical Report No / Anagurnyecknii oruer Ne : 890001695549

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

Date of Manufacture / lata npou3Boactsa : 08/2023

Date of Expiry / Cpox rognoctu : 07/2026

Analysis performed according ND / Anann3 npoegen no HJI: JI1-002666-191022

No Test / Iloka3zaTenn

Result / PesyabTaTsl

Specification / Hopma

Maximum unknown
individual impurity /
Enupuunas
HeuaeHTUhUIIMPOBaHHAS
npUMech

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

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

Total impurities / Cﬁma
TipuMeceit

0.1 %/0,1%

not more than 2.0% / »e 6onee 2,0 %

6 |Residual Solvents content / 1598 pg/tab / 1598 mkr na tabnerky |Isopropanol —not more than 2621 pg per
OcTaTouHble OprannyeckKne tablet / M3onponanon — ne 6onee
pacTBOpHTEH 2621 MKr Ha TabneTKy

7 |Uniformity of dosage units / 6.7/6,7 The acceptance value (AV) should be not
OpHopoanocTh more than 15.0. /  Tloka3arenn
J03HPOBAHMS npuemsieMoctd (AV) pomxeH ObiTb He

6onee 15,0.

8 |Microbial limits / Mukpo6uosiornueckasi 48cToTa

a) Total aerobic microbial
count / Obuiee yncno
a3pOOHBIX MUKPOOPTraHU3MOB

b) Total combined yeasts and
mould count / Obiiee unucno
JPOMOKEBLIX M NNECHEBBIX
rpuboB

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

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

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

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

c) E. coli

Absentin lg/
OtcyTtcrByeT B IT

Shall be absent in 1g/
JIomKHBI OTCYTCTBOBaTh B 1 T

IIpumeuanne: I1ponykT cooTBETCTH

Remarks : The Product confirms to ND/

veT Tpebosannam HJJ

Opinion : APPROVED
3akmouenne: OJJOGPEHO

Prepared by/ o /4@ Checked by Approved by: Manager

[TonrororneHo: ﬂ‘%,ﬁ- -~ TpoBepeHo: Mehemkep no obecneyeH 1o KayecTsa
J"»;,’/ y)

Date/ Jlara: 2.)~ O~ 20% Date/ Jlara: 9 et 0“10(2/,1 Date/ ara: e Mo
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CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A
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Product : Razo, Enteric-coated tablets 20 mg
IIpoaykT: Pazo®, TabneTKH, NOKPLITbIE KHIIEYHOPACTBOPHAMOM 060104K0i, 20 Mr

Batch No. / Cepus Ne : C2313073

Batch Quantity /
O6bem cepuu:

1500000 Tablets
1500000 Tabnerox

890001695549

Date of Analysis / laTa anannza: 19/10/2023

Analytical Report No / AnaanTnuecknii oryer Ne ;
Date of Manufacture / Jlata npou3zsoactsa : 08/2023

Date of Expiry / Cpok roanocru : 07/2026

Analy_s}s perfo_rmed according ND / Anann3 nposeaen no HJI: JII1-002666-191022

Ne Test / IlokazaTenn

Result / PesyabTaThl

Specification / Hopma

9 |Assay/ KoanuecTBenHoe

onpepejienue

19.4mg/ 19,4 mr

18.0 mg to 22.0 mg of CisH20N303;SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet  /
Ot 18,0 mr mo 22,0 mr CisHioN30OsSNa
(pabenpazona natpus) (ot 90 no 110 %

/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / ITo 15 tabnerok B Gmuctepe
w3 (IIBX/AJI/TIA)  doneru  /
ATFOMUHHUEBOM donpry. ITo
2 6nucTepa BMECTE C HHCTPYKLMEH
no NPUMEHEHHUIO B nauxky
KapTOHHYIO.

OT  HOMHH&IBHOTO  COJEPXKaHWs) B
TabneTke.
10 |Packaging / YnakoBka 15 tablets 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 Tabnerok B Onucrepe wus
(IIBX/AJVTIA) c¢onbru / amoMUHHEBOMH
¢doneru. Ilo 1 nnu 2 6aucrepa BMecte ¢
WHCTPYKLHMEH MO TNPHUMEHEHHIO B Mauky
KapTOHHYIO.

11 |Labeling / Mapxupopka Complies as prescribed / According to ND /
CooTBercTBYeET TpeOOBaHHAM B cootserctBun ¢ HJ{
12 |Storage conditions / At temperature below 25 °C. / IIpu remnepartype He sbinte 25 °C.
XpaHenne
13 [Shelf life / Cpok ronnoctn |3 years /3 roza _ B

Remarks : The Product confirms to ND/
IIpumeuanne: Ilpoayxr c00TBe;rCTByeT TpeboBaHusm HJI

Opinion : APPROVED
Sakmoyenne: ONOBPEHO

Prepared by/ p Checked by Approved by: Manager

HOIU"OTOBJ'ICHO ﬁ/y TlporepeHo: ﬂ-t Menemkep no obecneyeHUIo Ka4yecTBa
>

Date/ Jlara: o1~ O~ ~)o) 4 Date/ JlaTa: 5 \ A HLOY Date/ Mara: N A 5SS




CERTIFICATE OF ANALYSIS

Dr.Reddy’s Q!‘

CEPTH®HKAT AHATI3A

Page 6 of 6 / CTp. 6 13 6

'Product : Razo, Enteric-coated tablets 20 mg

IpoaykT: Pa30o®, Tabnerkn, IOKPhIThIC KHINEYHOPACTBOPUMON 060.104KOi, 20 mr

Batch No. / Cepus Ne : C2313073

Batch Quantity / 1500000 Tablets
O0beM cepuu: 1500000 TaGaerok

Analytical Report No / Anaantnyecknii oraer Ne : 890001695549

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

Date of Manufacture / Jlara npousBoacrsa : 08/2023

Date of Expiry / Cpok roanoctu : 07/2026

Analysis performed according ND / Ananus nposeaen no HJI: JII1-002666-191022

API name / HaumenoBanue ADC:

Rabeprazole sodium / Pabenpason Hatpus

INN/MHH:

Rabeprazole / Pabenpason

API manufacturer batch number /
Homep cepun npouspoaurens ADPC:

ACOHO005183, ACPH004932

FP Manufacturer API Batch number /

Homep cepun cy6crannun npoussoaurens I'JID:

FCOA02407, FCQA00237

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

Dr. Reddy's Laboratories Ltd., India
J-p Penau'c Jlabopatopuc Jita., Uuaus.

Remarks : The Product confirms to ND/

Ilpumeuanne: [Iponykr coorBercyByeT TpeboBanuam H/J

Opinion : APPROVED
3akawuenne: OJOBPEHO

Checked by

Prepared by/ >C
T1oAroToBNEHO: Jjjy

IIposepeno:

‘o

Approved by: Manager
MeHekep 1o 00eCneueHHIO KauecTBa

Y

Date/ [lata:

2,,{0,2024 Date/ Hara:

1Y 102020

Date/ Hara:

U AN




