.. . ®
Dr.Red dy’s Q'.. CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page 1 of 6/ C1p. 1 u3 6

Product : Razo, Enteric-coated tablets 20 mg
HpoaykT: Pazo®, TabneTkn, MOKPbITbIe KHIIEYHOPACTBOPUMOH 000104Ko0ii, 20 Mr

Batch No./ Cepus Ne : C2404505 Batch Quantity / 1500000 Tablets
O6bem cepun: 1500000 Tadaerok

Analytical Report No / AnaianTnyecknii oruer Ne : 890001731378 |Date of Analysis / laTa ananuza: 12/04/2024 |

Date of Manufacture / lata npousgoactsa : 02/2024 Date of Expiry / Cpok rognoctn : 01/2026

Analysis performed according ND / Anann3 nposegen nmo H/: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /
usm. Ne 1 ot 29.06.2023

No Test / IloxazaTenn Result / Pe3yabTaThl Specification / Hopma

1 |Description / Onucanne Round, biconvex, light yellow coated [Round, biconvex, light yellow to yellow-

tablets with red ink imprinted"RB20" |coated tablets with red ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /
Kpyrnbie, BOSKOBBITYKIIbIE —TabJIETKH,
HOKpPBITBIE 060JI0YK0H OT CBETNO-KENTOrO

on the one side. The cross section is
the core off-white. / Kpyrbte,
JABOSIKOBBIMTYKITbl€ TAONETKH,

MOKpBIThIE 000JI0YKOM CBETNO- [0 OKeNTOro ILBeTa ¢ MAapKHPOBKOM
JKEJITOTO LIBETa, ¢ MAPKUPOBKOH kpacHoro ~ nBera «RB20» Ha opaHol
kpacHoro useta «RB20» Ha onnoi cTtopoHe. Ha nonepeuHom paspese sapo oT
cTopone. Ha nonepeuHoM paspese OeJioro 10 no4yTH OeJoro 1BeTa.

AApO MOYTH OeJioro LBeTa.

2 |Identification By HPLC / Complies as prescribed/ The retention time of major peak in the
IMognunnocts BOJKX CoOoTBeTCTBYET 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>kHBaHHS OCHOBHOIO
nyKa Ha XpoMmarorpamme MHCIBITYEMOro
pacTBopa  [OJDKHO  COOTBETCTBOBATH
BPEMEHH YJEPXKMBAaHWSI OCHOBHOIO THKa

Ha XpoMaTorpaMmme pacTBopa
cTaHAapTHoro  obpasua  paGenpasona
HaTpusl (paznen «KonuuectBeHHoe
onpenesneHue»).

3 | Average weight of coated 209.75 mg /209,75 mr 212.68 mg £ 5 % (202.05 —223.31 mg) /
tablets / Cpeansis macca 212,68 mr= 5 % (ot 202,05 mr no
Ta0JIeTOK 223,31 mr)

Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanue: [lpogykxr cooTBeTcTBYET TpeboBanusm HJJ + | 3akmouenne: OJOBPEHO

Prepared by/ kﬁ Checked by 22| Approved by: Manager
[Moarotosnexo: (:/léf L [MposepeHo: C%‘/ Meuemxep no nﬁcgrequmo KauecTsa

) 3
i —':”L‘:‘

Date/ Jlara: ,3/0 [’ - 2@?{% Date/ Hata: ,3_04 ~002/ Date/ [lara: A T o - 202y




Dr.Reddy’s ‘_‘:‘7

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJNIU3A

Page2 of 6/ C1p. 2 3 6

Product : Razo, Enteric-coated tablets 20 mg .
IpoayxT: Pazo®, TabieTkn, NOKpbIThIe KHIIEYHOPACTBOPUMOH 060/104K0H, 20 Mr

Batch No./ Cepust Ne : C2404505

Batch Quantity /
O06bem cepuu:

1500000 Tablets
1500000 Tab6nerok

Analytical Report No / Ananntnuecknii oruer Ne : 890001731378

Date of Analysis / JaTa anannza: 12/04/2024

Date of Manufacture / lata nponssoacrsa : 02/2024

Date of Expiry / Cpox roanocrn : 01/2026

uzM. Ne 1 ot 29.06.2023

Analysis performed according ND / Anann3s nposeaen mo HJI: JI[1-002666-191022, amend Ne 1 dt 29.06.2023 /

(.N‘g Test / Iloka3aTenn Result / Pesyabrarhbl Specification / Hopma
4 |Dissolution / PacTBopenne Unit-1/Enyunua- 1 2% In 0.1 M hydrochloric acid solution — not
Unit-2/E a2 0% more than 10 % of CI18H20N30O3SNa
' hcojadin i (Rabeprazole sodium) label claim in 2 h. /
Unit-3/Enunnua-3 1% B 0,1 M pacTBOpe XNOPHCTOBOAOPOAHON
Unit-4/E qunmna-4 0% Kucinotel — He Gomee  10% ot
: HOMMWH&JILHOTO copepxKaHus
Unit-5/Equnnna-5 2% CysH20N303SNa  (pabenpazona Hatpus)
Unit-6/Eqununna-6 3% ASes 2 6

Average / CpenH. 3naueHue: 1%

In buffer solution pH 8.0 — not less than 75|

% (Q) of C18H20N303SNa (Rabeprazole
sodium) label claim in 60 min. / B

OydepHom pactBope pH 8,0 — He meHee
75 % (Q) OT HOMKHANBLHOIO COAEpIKaHUs

CisH2oN3O3SNa  (pabenpasona natpus)
yepe3 60 MUH.

Unit-1/Epunnua-1 93%
Unit-2/Enunnna-2 93%
Unit-3/Eannuna-3 94%
Unit-4/Enunnna-4 92%
Unit-5/Enununa-5 96%
Unit-6/Epnnuna-6 92%

Average / CpenH. 3Ha4ueHHe: 93%

Related substances by HPL.C

/ PopcrBennble npumecn, BOXKX

Rabeprazole N-oxide /
Pabenpasona N-okcua

Rabeprazole Sulfone /
Pa6enpazona cynbdon

Not detected / He 0OHapykeHa

0.10%/0,10%

Rabeprazole Methoxy analog /
Pabenpazona meTokcu ananor

Rabeprazole Chloro analog /

Not detected / He obHapysxeHa

Not detected / He obHapy»xeHa

not more than 0.5% / we 6onee 0.5%

not more than 0.5% / ue 6onee 0.5%

not more than 0.5% / He 6osee 0.5%

not more than 0.5% / ne 6onee 0.5%

Remarks : The Product confirms to ND/
Ipnmeyanne: IlpoayxT cooTBeTcTBYET TpeboBanuam HJJ

b

Opinion : APPROVED
3akmwuenne: OJOBPEHO

Prepared by/ XN
P erommeno:C W

Ilonrorosneno: ',

Checked by
Tlposepeno:

Approved by: Manager

MeHekep no ofecneteH IO KaluecTsa
i)

—O9

Date/ Jlara: (g,gu,\ e %‘7}

Date/ Hara: ) 2-04 r2e24

Date/ [lara: \Z’Ob\r')ao’bb\




Dr.Reddy’s Q;'."

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Page3 of6/Crp.3u3 6

Product : Razo, Enteric-coated tablets 20 mg
IIponykT: Pazo®, rabieTkn, NOKPbIThIE KHIIEYHOPACTBOPUMOIi 060a10uKo0ii, 20 Mr

Batch No./ Cepus Ne : C2404505

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 Tabnerox

Analytical Report No / AraauTuueckuii oryet Ne : 890001731378

Date of Analysis / lata anaan3za: 12/04/2024

Date of Manufacture / lata npoussoacrsa : 02/2024

Date of Expiry / Cpok roanocrn : 01/2026

n3m. Ne 1 ot 29.06.2023

Analysis performed according ND / Anasnnz nposeaen no HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /

Ne Test / IlokazaTeanb

Result / PesynabTaTsl

Specification / Hopma

Pabenpasona xnopo aHanor

Rabeprazole Sulphide /
Pabenpazona cynsbugn

Rabeprazole Related
compound A / Pabenpaszona
pOICTBEHHas MpUMeCch A

Rabeprazole Related
compound C / PaGenpazona
poacteeHHas npumecs C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / Ilpumecs npu
RRT 1,37 (macca m/z=310
WMUAA30IT)

Specified Impurity at

about RRT 1.51

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

OeH3uMK 30518 A0YKT)

Individual unidentified
impurity/ EananyHas
HeMACHTUPHUMpPOBaHHas
npUMech

Below LOQ (LOQ = 0.027 %) / Huxe
npeaena KOJINYECTBEHHOI O
onpenenenns (I11KO = 0,027 %)

Not detected / He oGHapyxeHa

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

Not detected / He obHapyxeHa

Not detected / ne oGHapyceHa

Below BDL (BDL= 0.1%) / Huxe
nopora peructpauunu (INP =0,1%)

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

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

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

|
Inot more than 0.5% / e 6onee 0,5%

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

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

Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanne: Ilpoaykr coorBeTcTBYET TpeGoBaHuam HJ| + | 3akmouenne: OJOBPEHO
Prepared by/ 0 N Checked by ,/ap"" Approved by: Manager
AW . 2
INoarorosneno: ¥4 = IlpoBepeHo: = MeHemkep no odecneyeHuo KauecTra
7/ >
Date/ [lara: /3 Q (’h 0 L\,, Date/ Jata: 13-04 ,Q/pzz] Date/ Jlara: T ol 2
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| Dr. Reddy’s ".. CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Page40f6/Cip. 436

Product : Razo, Enteric-coated tablets 20 mg
Hpoayxr: Pazo®, TabieTkn, NOKPHITHIE KHIIEYHOPACTBOPUMOIi 06010uKo0ii, 20 Mr

Batch No. / Cepus Ne : C2404505 Batch Quantity / 1500000 Tablets
O0bem cepun: 1500000 TadGaerox

Analytical Report No / AnasnTnuecknii oruer Ne : 890001731378 |Date of Analysis / lata anaaunsa: 12/04/2024 |

Date of Manufacture / lara nponszBoacrsa : 02/2024 Date of Expiry / Cpox roanocrn : 01/2026

Analysis performed according ND / Anannz nposeaeH no_HII: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /
u3M. Ne 1 o1 29.06.2023

No Test / IlokazaTenn Result / PezynbraThl Specification / Hopma
Total impurities / Cymma 0.1 %/0,1 % not more than 2.0% / He 6onee 2,0%
npuMecen

6 |Residual Solvents content / 1752 pg/tab / 1752 mxr Ha tabnetky |Isopropanol — not more than 2621 pg per
OcrartouHble oprannyeckKne tablet / M3onponanon — He Bonee
pacTBOpUTENH 2621 MKr Ha TabJeTKy
7 |Uniformity of dosage units / 5.3/5.3 The acceptance value (AV) should be not
OanopoanocTh more than 15.0. / TTokazarens
1031 pOBaHHA npuemieMoctTd (AV) HokeH ObITH He
oonee 15,0.

8 |Microbial purity / Mukpotuonornyeckasi YucToTa
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / Obiiee uncno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pobHBIX MUKPOOPraHH3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g/
mould count/ Obuee yucno Menee 10 KOE/r He 6onee 100 KOE/r
JIPOOKEBBIX W MJIECHEBbIX
rpuoos
¢) E. coli Absent in 1g/ Shall be absentin 1g/

OtcyTcTRYET B 1T JlonXHb1 OTCYTCTBOBATh B 1 T

Remarks : The Product confirms to ND/ Opinion : APPROVED

IIpnmeuanne: Iponykr cooTBercTBYET TpeboBanmam HJI . 3akaouenne: OJOBPEHO

Prepared by/ A _.-‘/ Checked by ;}/‘”;,V Approved by: Manager

NonroTosneHo: -7‘?j"f' = [MpoBepeHo: W MeHenskep no obecrieteHnto kKauecTpa

- -2,
: : . i
Date/ [lara: f g ) u ~720 Qt( Date/ [laTa: 12 @4»2@24 Date/ [lata: N oM D




Dr.Reddy’s Qf:“

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIA3A

Page50f6/Crp.5u3 6

Product : Razo, Enteric-coated tablets 20 mg
Ipoaykr: Pazo®, ra6ieTKM, NOKPbIThIE KHMIEYHOPACTBOPHMOii 060104KOi, 20 Mr

Batch No. / Cepusa Ne : C2404505

Batch Quantity /
Oo6bem cepun:

1500000 Tablets
1500000 TaGuaerox

Analytical Report No / Anaantnuecknii oryer Ne : §90001731378

Date of Analysis / laTta ananusa: 12/04/2024

Date of Manufacture / /lara npoussoacrea : 02/2024

Date of Expiry / Cpok rognoern : 01/2026

Analysis performed according ND / Anaan3s nposeaen no HJI: JI[1-002666-191022, amend Ne 1 dt 29.06.2023 /

n3m. Ne 1 01 29.06.2023

Ne

Test / Iokazarenb

Result / PesyabTaThl

Specification / Hopma

9 |Assay / KoanuecTBennoe

19.7 mg/ 19,7 mr

18.0mg to 22.0 mg of CisH20N303SNa

onpejaenenne (Rabeprazole sodium) (90 to 110 % of the
labeled amount) per tablet  /
Or 18,0 mr no 22,0 mr CisH2oN3O3SNa
(pabenpaszona Hatpus) (or 90 mo 110 %
OT HOMMHAIBHOTO  COIEpXKaHUs) B
Tabnerke.
10 |Packaging / YnakoBka 15tablets 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

/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.

pack. / Ilo 15 rabnetok B 6nucrepe|/ Ilo 15 Tabnerox B Oamucrepe w3
wz  (IIBX/AJI/TIA)  ¢onern /| (TIBX/AJV/TIA) donbru / anoMHHHEBOH
anfOMMHHEBON ¢donbru. Io| poneru. Ilo 1 unu 2 Gnucrepa BMmecTe C
2 Gnuctepa BMeCTe C WHCTPYKIIMEH| MHCTPYKLKEH MO TNPUMEHEHHIO B MauKy
no PUMEHEHUIO B NayKy | KAPTOHHYIO.
KapTOHHYIO.

11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTBeTcTBYET TpeOOBaHUAM B cootrsercteuu ¢ HJJ

12 |Storage conditions / At temperature below 25 °C. / Ilpu Temnepatype He Bbilue 25 °C.

XpaHnenue
13 |Shelf life / Cpox roasoctn 2 years / 2 rona

Remarks : The Product confirms to ND/
Hpumeuanne: [poavkr cooreercrayer tpeGoBaHdam HJT

* P3armwouenne: OJIOBPEHO

Opinion : APPROVED

Prepared by/ _\ Jé ) Checked by y /()/C”(/? 1 Approved by: Manager
HonarorosneHo: _”j = TlpoBepeHo: W Menemxep no odecnedeHHIo Ka4ecTBa
/= P

Date/ Hara: Date/ : Date/ : Al
ate/ Jlata [gf‘OU"w%'{ ate/ Jlara | 304 902/, Date/ [lata VT 2000
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) D r. Red dy,s q'... CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Page 6 of 6/ C1p. 6 M3 6

[Product : Razo, Enteric-coated tablets 20 mg

HpoaykT: Pazo®, Tab1eTkn, NOKPbITHIE KHIIEYHOPACTBOPHMOH 06010uKO¥, 20 MI

Batch No. / Cepusa Ne : C2404505

Batch Quantity / 1500000 Tablets
Oo6bem cepun: 1500000 TaGaeTok

Analytical Report No / Ananntnyecknii oryer Ne : 890001731378

Date of Analysis / /laTta anannza: 12/04/2024

Date of Manufacture / Jata nponzsoacrsa : 02/2024

Date of Expiry / Cpox ronnocrn : 01/2026

u3m. Ne 1 o1 29.06.2023

Analysis performed according ND / Ananu3z nposeaen no HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /

API name / nanmenopanue A®C:

Rabeprazole sodium / Pabenpaszon naTpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun nponzBoantenss ADC:

ACQH002489, ACQH002671

FP Manufacturer API Batch number /
Homep cepun cy6crannnn nponssoanrens I'JID:

FCQA02988, FCQA02989

API Manufactured by & country /
IIponsBoautens A®C, cTpana:

Dr. Reddy's Laboratories Ltd., India
H-p Pennui ¢ JlaGoparopuc Jlta., Usaus.

Remarks : The Product confirms to ND/
Hpumeganne: [Ipoaver coorsetereyer Tpebosannam H/L *

Opinion : APPROVED
7P 3axmouenne: QJJOBPEHO

Prepared by/ -“'*K /‘ Checked by ﬁéf}ﬁ Approved by: Manager
INoaroroBneHo: ’/,_‘“ I IIporepeno: ff MeHnenxep no oGecrneveHunIo KauecTsa

Date/ Jara; rg"OQF 20 %_( Date/ [ara: [2-’6)4"2/'24 Date/ Hata:

13 o -2 0nn




