Dr.Reddy’s Q,'.

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Page10f6/Ctp. 1u3 6

Product : Razo, Enteric-coated tablets 20 mg
Iponykr: Pa3zo®, TabieTkn, IOKPHITHIE KAIIEYHOPACTBOPUMOI 000,109K0iH, 20 MI

Batch No. / Cepusi Ne : C2407984

Batch Quantity /
Oo6nem cepun:

1500000 Tablets
1500000 Ta6aeror

Analytical Report No / AnannTrueckuii oruer Ne : 890001746938

Date of Analysis / lata anaan3a: 30/06/2024

Date of Manufacture / JIata npoussoacrsa : 05/2024

Date of Expiry / Cpok rognoctn : 04/2026

Analysis performed according ND / Ananns nposegen no HJI: JI[1-002666-191022, amend Ne 1 dt 29.06.2023 /
(h3m. Ne 1 or 29.06.2023

Ne

Test / IToka3zarenan

Result / Pe3yanTaThl

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. / Kpyribre,
ZIBOSIKOBBIMYKJIble TaOJIETKHY,
MOKPHITLIE 0OOJIOUKOM HKENTOTO
L(BETA, C MAPKUPOBKOM KPACHOIO L[BET
«RB20» Ha onmHoii cTopone. Ha
HoTIepevYHOM paspese 1apo 6enoro
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. /
Kpyrnvle, nABOSKOBEIMYKIbIE  TabNETKH,
TIOKPBITEIE 060JI0YKOH OT CBETIO-KEITOTO
JIO DKeNTOro I[BeTa C MapKHPOBKOM
KpacHoro 1Bera «RB20» wa opHoil
cropore. Ha nonepeunom paspese sapo ot
0enoro 4o NnoyTH H6eIoro UuBeTa.

Identification By HPL.C /
TIopuaunocTe BOKX

Complies as prescribed/
CooTBETCTBYET

The retention time of major peak in the
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>kvBaHUSA OCHOBHOTO
NMka Ha XpOMaTrorpamme HCIbITYEMOro
pacTBOpa  MJODKHO  COOTBETCTBOBATH
BPEMEHH YIep>KUBaHUS OCHOBHOIO ITHKa
Ha XpomarorpamMmme pactBopa
cTaHpgapTHoro  obpasua  paGempasona
HaTpUs (pazmen «KonuuecTBeHHOE
oTpeIeNIeHHER).

Average weight of coated
tablets / Cpexnsisa macca
TabaeToK

207.54 mg /207,54 mr

212.68 mg =+ 5 % (202.05—-223.31 mg) /
212,68 mr £ 5 % (ot 202,05 mr mo
223,31 mr)

Remarks : The Product confirms to ND/
IIpumeuanue: ITpoaykt coorBeTcTBYET TpeboBaHusam HJT

Opinion : APPROVED
3axmouenne: OJJOGPEHO

Prepared by/ Checked by » Approved by: Manager
HOL{FOTOBHeHO:gg ‘-‘E IMposepeno: \[4@ MeHemkep o obecreyeHHIO KayecTBa
Date/ Mata: 3o~08~ 209/(( Date/ Jara: 00 G%LU\ Date/ Hara: 2906 -Lown
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
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Product : Razo, Enteric-coated tablets 20 mg
ITpoaykr: Pa3o®, Ta6.1eTKH, HOKPLITHIE KAIIEYHOPACTBOPHMOii 060109K0ji, 20 Mr

Batch No. / Cepust Ne : C2407984

Batch Quantity /
O6bem cepuu:

1500000 Tablets
1500000 Tadaerox

Analytical Report No / Ananutuyecknii oryer Ne : 890001746938

Date of Analysis / Jlara anaamsa: 30/06/2024

Date of Manufacture / Jara npoussoacTsa : 05/2024

Date of Expiry / Cpok rognoctu : 04/2026

Ne 1 o1 29.06.2023

Analysis performed according ND / Anasnns nposegen no HJI: JITT-002666-191022, amend Ne 1 dt 29.06.2023 /
[M3M.

Ne Test / [Toka3aTesn Result / PesynbTatsi Specification / Hopma
4 |Dissolution / PacrBopenne Unit-1/Eqununa- 1 0% In 0.1 M hydrochloric acid solution — not
N 5 o more than 10 % of C18H20N303SNa
Unft 2/Emaciiua 2 0t (Rabeprazole sodium) label claim in 2 h. /
Unit-3/Equnanua-3 0% B 0,1 M pacTBope XJIOPHUCTOBOJOPOIHOM
Unit-4/Equanna-4 0% kuciaorel — He 6Gomee 10% ot
- HOMUHAJIEHOTO COnepIKaHuUsI
Unit-5/Equnnua-5 0% CisH20N303SNa  (pabenpasona  HaTpus)
Unit-6/Enunuua-6 0% Hepes 2.

Average / Cpenu. 3Hauenue: 0%

In buffer solution pH 8.0 — not less than 75
% (Q) of C18H20N303SNa (Rabeprazole
sodium) label claim in 60 min. / B

OydpepHom pactBope pH 8,0 — He MeHee
75 % (Q) OT HOMHHAIBHOTO COJEPIKAHUL

CisH20N303SNa  (pabenpazona HaTpusi)
yepes 60 MuH.

Unit-1/Eaunuua-1 95%
Unit-2/Equnuua-2 94%
Unit-3/Eaununa-3 94%
Unit-4/Envunua-4 90%
Unit-5/Enununa-5 96%
Unit-6/Equnuua-6 89%

Average / Cpenn. 3HaueHue: 93%

Related substances by HPLC

/ PoacTBennble npumect, BI7KX

Rabeprazole N-oxide /
Pab6enpa3zona N-okcun

Rabeprazole Sulfone /
Pa6enpazona cynsdon

Rabeprazole Methoxy analog /
PaGenpazona MeTokcu aHaor

Rabeprazole Chloro analog /

0.10%/0,10%

Not detected / He oOHapyskeHa

Not detected / He obHapyKeHa

Not detected / He obHapykeHa

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

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

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

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

Remarks : The Product confirms to ND/
Ilpumeuanne: [TpogyKT COOTBETCTR

yer TpebosaHusm HJJ

Opinion : APPROVED
3axnaouenune: OJOBPEHO

Prepared by/
IloarortosieHo:

ap

Checked by
IIpoBepeHo:

P

Approved by: Manager
Menemxkep mo oGecnem@mo KayecTBa

Date/ Jlata: 30,0(6,.*209/(,

Date/ Mara: L0t b POy

Date/ Jara: 20 -0 e A
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Product : Razo, Enteric-coated tablets 20 mg
IlpoxyxT: Pa3o®, TabeTKH, NOKPBITHIE KHIIEYHOPACTBOPHMOl 000109K0l, 20 MI

Batch No. / Cepun Ne : C2407984

Batch Quantity / 1500000 Tablets
O6nbem cepun: 1500000 Taéaerox

Xnaiytical Report No / Ananuruyecknii otger Ne : 890001746938

Date of Analysis / lata ananu3za: 30/06/2024

Date of Manufacture / IaTa npousBogcrsa : 05/2024

Date of Expiry / Cpok roaunocru : 04/2026

u3M. Ne 1 ot 29.06.2023

Analysis performed according ND / Auanuz nposeaen no HJI: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /

VE Test / Iloxa3zaTenn

Result / PesyabTarn!

Specification / Hopma

Pabenpazona xnopo ananor

Rabeprazole Sulphide /
Pabenpasona cynbdpun

Rabeprazole Related
compound A / Pabenpasona
POICTBEHHAs IPUMECh A

Rabeprazole Related
compound C / Pabenpazona
poacTtBeHHas npumeck C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / [Tpumeck mpu
RRT 1,37 (macca m/z=310
UMHA30:1)

Specified Impurity at

about RRT 1.51

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

OeH3UMHAa301a AIYKT)

Individual unidentified
impurity/ Enyauunas
HEHIEHTH(HULHPOBAHHAS
OpUMech

Less than LOQ (LOQ: 0.027 %)/
Hwxe npenena konvyecTBeHHOro
onpenenenus (ITKO: 0,027%)

Not detected / He 0OHapyskeHa

Below LOD (LOD = 0.02 %) / Huxe
npenena obHapyxenus (IT0 =
0,02 %)

Not detected / He oGHapy» eHa

Not detected / He obHapykeHa

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

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

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

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

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

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

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

Remarks : The Product confirms to ND/
Ipumeuanne: [Tponykr cooTBeTcTBYET TpeOOoBaHMAM HJI

Opinion : APPROVED
3axkmouenne: OJJOBPEHO

Prepared by/
Tloprorossexo: EA

Checked by
IIpoBepeHo: ‘ﬁ)

Approved by: Manager
MeHemkep Mo obecreyeH 0 KayecTBa

®

Date/ Jlara: Y08 2o z(_(

Date/ Jlata: 3OroG-.—?/O’LU\

Date/ [lata: 7006 -1V
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTHU3A
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Product : Razo, Enteric-coated tablets 20 mg
IIpogyxt: Pa3o®, Tab/ieTKH, IOKPHITHIE KHIIEYHOPACTBOPHMOii 0601049K0i, 20 Mr

Batch No. / Cepusi Ne : C2407984

Batch Quantity /
O6nem cepun:

1500000 Tablets
1500000 Tadaerox

Halytical Report No / Auaaurauecknii oraer No : 890001746938

Date of Analysis / lata ananausa: 30/06/2024

Date of Manufacture / lata nponzsoncrsa : 05/2024

Date of Expiry / Cpok rogaocrtn : 04/2026

Analysis performed according ND / Anasnns nposeaen mo HJI: JITT-002666-191022, amend Ne 1 dt 29.06.2023 /

usm. Ne 1 o1 29.06.2023
Ne Test / IlokazaTesnn Result / PesyabTaTsi Specification / Hopma
Total impurities / Cymma 0.1 %/0,1 % not more than 2.0% / ue 6onee 2,0%
npumMmecei
6 |Residual Solvents content/ | 1262 pg/tab/ 1262 mkr Ha Ta6neTky |Isopropanol — not more than 2621 1g per
OcraTo4HbIe OpraHnvYecKHe tablet / U3omponanon — He 6ostee
PACTBOPHTEH 2621 MKr Ha TabneTKy
7 |Uniformity of dosage units / 6.7/6,7 The acceptance value (AV) should be not
OpunopoaHocTh more than 15.0. /  Tlokasarens
A03HPOBAHHS npuemnemMoctd (AV) nomkeH ObITH He
6osee 15,0.
8 |Microbial purity / MukpoGHo/I0rHYecKas YHCTOTA

a) Total aerobic microbial
count / O61niee yuco
23pOOHBIX MUKPOOPTaHU3MOB

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 / O61uee urcao
JIPONOKEBBIX U TUIECHEBBIX
rpubos

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

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

c) E. coli

Absentin 1g/
OtcyrcTByeT B 1T

Shall be absent in 1g/

Homxnsl orcyTcTBoBaTh B 1 T

Remarks : The Product confirms to ND/
IMpumeuanne: [Ipoaykr cootBeTcTBYeT TpebopaHusm HJJ

Opinion : APPROVED
3axkmouenne: OJJOBPEHO

Prepared by/ Checked by Approved by: Manager
INoaroTosnexo: M IIpoBepeHo: Menemkep 1o 06ecneHeHuIo kadecTBa
Date/ Jlara: Date/ [ara: 200 & ~1OA

Date/ Jlata: 20§20 2(/

Sor0b-2024y
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P

roduct : Razo, Enteric-coated tablets 20 mg
Iponykr: Pazo®, Ta61eTKH, NOKPHITHIE KHIIEYHOPACTBOPUMOii 060.10uK0il, 20 Mr

Batch No. / Cepusi Ne : C2407984

Batch Quantity /
Oo6bem cepun:

1500000 Tablets
1500000 TadGnerox

Halytical Report No / Anaantuueckuii oraer Ne : 890001746938

Date of Analysis / Jlata anaiauza: 30/06/2024

Date of Manufacture / Iata npoussoactsa : 05/2024

Date of Expiry / Cpok rognoctn : 04/2026

usm. Ne [ ot 29.06.2023

Analysis performed according ND / Ananus nposenen no HJI: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /

—

Ne Test / Ilokazarenn

Result / PesynbsTaTsl

Specification / Hopma

9 |Assay / KoanuyecTrBennoe

20.9 mg/20,9 mr

18.0 mg to 22.0 mg of C13sH>0N303SNa

onpeaeJieHHe (Rabeprazole sodium) (90 to 110 % of the
labeled amount) per tablet  /
Or 18,0 mr go 22,0 mr CisH»oN303SNa
(pabenpazona Harpus) (o 90 nmo 110 %
OT HOMHUHANBHOIO  COHEpPXKAaHHS) B
Tabnerke.
10 |Packaging / Ynakoska 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

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

pack. / ITo 15 tabnerok B 6amcrepe|/ Ilo 15 Tabnerok B Onucrepe wu3
w3 (IIBX/AJITIA)  donsru /| (TIBX/AJVITIA) donsru / amoMuHHEBOMH
ATFOMUHHEBOT ¢onbru. ITo| doneru. Ilo 1 wnu 2 Gnucrepa BMecTe ¢
2 bnucTepa BMECTE C WHCTPYKUMEH| HHCTpYKLMeH MO TPUMEHEHHIO B MAYKy
no IPUMEHEHHIO B Mavky | KapTOHHYIO.
KapTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTBercTBYET TpeOOBaHHUIAM B coorserctBuu ¢ HJ{
12 |Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Boime 25 °C.
XpaHeHne
Shelf life / Cpox rognocrn |2 years /2 rona

13

Remarks : The Product confirms to

IIpumenanne: Ilpoaykr coorsercTByeT TpebopaHusim HJ|

ND/

Opinion : APPROVED
3axmwuenne;: OJJOBPEHO

Prepared by/ Checked by Approved by: Manager
Hoz[romBneHo:Séﬁ’_ﬂ/ I[TpoBepeHo: MeHemkep no obecneyeHuo KayecTpa
Date/ Jlata: 2008 ~2> 2(/ Date/ [lara: 30‘56“15,1/\4 Date/ [ara: 200 6-LoU4
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CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIU3A
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Product : Razo, Enteric-coated tablets 20 mg

IIpoayxT: Pa3o®, tabaerkn, MOKPLITHIE KHIIEYHOPACTBOPAMOii 000/1049K0¥H, 20 Mr

Batch No. / Cepus Ne : C2407984

Batch Quantity / 1500000 Tablets
Oobbem cepumn: 1500000 Tabserox

Analytical Report No / AHasmurauecknii otaer Ne : 890001746938

Date of Analysis / Jata ananmza;: 30/06/2024

Date of Manufacture / Jata npoussoxcTea : 05/2024

Date of Expiry / Cpox rognoctn : 04/2026

u3m, Ne 1 0129.06.2023

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

API name / HaumenoBanue ADC:

Rabeprazole sodium / PaGenpason HaTpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun npoussoaurens A®C:

ACQHO004311, ACQH004384

FP Manufacturer API Batch number /
Homep cepun cy6ctannun npoussoautens I'JID:

FCRA00061, FCRA00062

API Manufactured by & country /
IIpoussoantenn APC, crpana: [

Dr. Reddy's Laboratories Ltd., India
H-p Pennu ¢ Jlabopatopuc JIta., Uuanus.

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by/ Checked by

[ToaroToBeHo: M T[IposepeHo: @

Approved by: Manager
Menemxep mo obecnedeHHIO KayecTBa

Date/ Jlara: 2008 2024{ Date/ [ara: ZOFDG‘\WLLI Date/ Mara: A0 -0 § eV




