Dr. Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIN3A

Page10of6/Crp. 1 m3 6

Product : Razo, Enteric-coated tablets 20 mg

ITpoaykt: Pa3o®, TabieTku, HOKPHIThIE KHINEYHOPACTBOPHMO# 060.1049K0i, 20 MT

Batch No. / Cepus Ne : C2405990

Batch Quantity /
Oo6bem cepum:

1500000 Tablets
1500000 TradGaerox

Analytical Report No / Anasutuuecknii oruer Ne : 890001737999

Date of Analysis / lata anaan3za: 15/05/2024

Date of Manufacture / lata nponssoacrsa : 03/2024

Date of Expiry / Cpok rognocrn : 02/2026

Analysis performed according ND / Ananu3s nposenen mo HJI: JITI-002666-191022, amend Ne 1 dt 29.06.2023 /

u3M. Ne 1 o1 29.06.2023

Ne Test / Iloxa3zartenn

Result / PesyabTarsi

Specification / Hopma

1 |Description / Onucanune

Round, biconvex, light yellow coated
tablets with red ink imprinted"RB20"

on the one side. The cross section is
the core white. / Kpyriwte,
JBOSKOBBIITYKJIbIE TaOETKH,
HOKpPBIThIE 06010YKO#H CRETIIO-
JKEIITOro 1BETa, C MApKHPOBKOM
KpacHoro nseta «RB20» Ha onHoi
cropone. Ha nonepedynom pazpeze
saapo 6enoro peTa.

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, nABOSKOBBINMYKJIbIE TabNeTKH,
TOKPBITBIE 00OMOYKOM OT CBETIIO-’KENTOrO
JO OKENTOro 1BeTa C MapKHPOBKOM
KpacHoro 1uBerta «RB20» ma ogHoit
cropone. Ha nonepeuHoM paspese sipo ot
6es1oro 10 MoYTH GeJIoro LBETa.

2 |Identification By HPLC /
IopaunuoeTs BOXKX

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»uBaHHS OCHOBHOTO
NHKa Ha XPOMAaTOrpaMMe HCTBITYeMOro
pacTBOopa  JO/DKHO  COOTBETCTBOBATH
BPEMEHH YIOEP>KHMBAHUS OCHOBHOIO ITHKA
Ha Xpomarorpamme pacTtBopa
cTaHmapTtHoro  obpasua  pabenpasona
HATpHUS (pa3men «KonnyecrseHHOE
onpencicHUe»).

3 | Average weight of coated
tablets / Cpennss macca
TabaeTox

1

206.37 mg /206,37 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/

Opinion : APPROVED

IIpnmeuanne: I[Iponykr cootBeTcTBYET TpeboBanusam HJI v _33a1c.moqenne: OJOBPEHO
Prepared by/ Checked by /":?7 2| Approved by: Manager
INoxrorosneHo: IIpoBepeHo: (;’3‘// Menemxep no obecneyeHnIo Ka4yecTBa
Date/ Jlata: | 805~ L\ Date/ Hata: {5~ 29% Date/ [ara: b moX- 220




Dr.Reddy’s ‘,‘.

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

Page2 of 6 /Crp. 2 u3 6

Product : Razo, Enteric-coated tablets 20 mg
ITponykT: Pazo®, Tab1eTKH, NOKPLITHIE KHIIEYHOPACTBOPHMO¥ 000.J1049K0#H, 20 Mr

Batch No. / Cepus Ne : C2405990

Batch Quantity /
OobBem cepun:

1500000 Tablets
1500000 TaGaerox

Analytical Report No / Ananuruyeckuii oruer Ne : 890001737999

Date of Analysis / lata ananu3a: 15/05/2024

Date of Manufacture / lata nponssoactsa : 03/2024

Date of Expiry / Cpoxk rognocts : 02/2026

u3M. Ne 1 ot 29.06.2023

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

[ Ne Test / Ilokazarens Result / Pe3ynsTaTni Specification / Hopma
4 |Dissolution / PacTBopenne Unit-1/Eqununa-1 2% In 0.1 M hydrochloric acid solution — not
Unit-2/Ennnia2 3% more than 10 % of C18H20N30O3SNa
. AL ° (Rabeprazole sodium) label claim in 2 h. /
Unit-3/Epunnna-3 1% B 0,1 M pactBOpe XJIOPHCTOBOZOPORHOM
Unit-4/E quanua-4 2% KHCJIOTHL — He ©Oomee 10% ot
: HOMMHAIBHOTO cofepKaHust
Unit-5/Equanua-5 4% CisH20N303SNa  (pabenpazona  HaTpus)
Unit-6/Exunnna-6 3% gk

Average / Cpenn. 3Hauenue: 3%

In buffer solution pH 8.0 —not less than 75
% (Q) of C18H20N303SNa (Rabeprazole

sodium) label claim in 60 min. / B

6ydepHom pactBope pH 8,0 — He meHee
75 % (Q) OT HOMHHANBHOTO COJEPIKAHUS

CisH2N303SNa  (pabGenpaszona HaTpusi)
yepes 60 MuH.

Unit-1/Enunnna-1 91%
Unit-2/EnuHuna-2 90%
Unit-3/Enunuua-3 93%
Unit-4/Eaunuua-4 91%
Unit-5/Enuanua-5 91%
Unit-6/Equnnua-6 91%

Average / Cpenn. 3Hauenue: 91%

Related substances by HPLC

/ PogcrBeHHb1e npamecu, BOKX

Rabeprazole N-oxide /
Pa6emnpazona N-okcun

Not detected / He oOHapyxeHa

Rabeprazole Sulfone /
Pabenpazona cynsdoH

0.10%/0,10%

Rabeprazole Methoxy analog /
Pabenpazona meTokcH aHasior

Not detected / He obHapyxeHa

Rabeprazole Chloro analog /

Not detected / He obHapysKeHa

not more than 0.5% / e 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% / ue 6omnee 0,5%

Remarks : The Product confirms to ND/
Ipumeuanne: [IponykT cooTBeTcTBYET TpeboBaHusam HJI

+ _-3axnwaenne: OJOBPEHO

Opinion : APPROVED

Prepared by/ Checked by > =%| Approved by: Manager

IMoaroroesneHo: L@_ IMposepeHo: W Menemxep 1o o6ecreueHHI0 KadyecTBa
. . i ~

Date/ Jlara: \ b G20 Y Date/ [lara: | -G~ W Date/ [ara: bbroS- Yon




@

Dr.Reddy’s Q;.

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIM3A

Page3 of 6/ C1p.3n3 6

Product : Razo, Enteric-coated tablets 20 mg
Hpoayxr: Pa3o®, Tad/eTKH, NOKPHIThIE KHIIEYHOPACTBOPHMOI 060/109K0H, 20 MI

Batch No. / Cepus Ne : C2405990 Batch Quantity / 1500000 Tablets
O6bem cepun: 1500000 raGaerox

Analytical Report No / Anaautuueckunii oruer Ne : 890001737999 |Date of Analysis / lata anannsa: 15/05/2024

Date of Manufacture / lata npoussoacrsa : 03/2024 Date of Expiry / Cpox rognoctn : 02/2026

Analysis performed according ND / Ananu3 nposeaen no HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /
n3m. Ne 1 01 29.06.2023

Ne Test / Ilokazarenn Result / Pe3yabTaTnl Specification / Hopma

PaGenpasosna xopo aHanor  |Below LOQ (LOQ = 0.027 %) / Huske

Rabeprazole Sulphide / npeaena KOJIMHECTBEHHOTO | ot more than 0.5% / He Gonee 0,5%
PaGenpasona cynbhuz onpenenenus (ITKO = 0,027 %)

Rabeprazole Related not more than 0.5% / "e 6omnee 0,5%
compound A / Pa6enpasona | ot detected / e obHapy:xena

POACTBEHHAA IPHAMECH A

Rabeprazole Related not more than 0.5% / He 6onee 0,5%
compound C / Pa6enpazona |Below LOD (LOD = 0.02 %) / Huxe
poacTBeHHas npumech C npenena odnapyxenus (IO =

0,02 %)
Specified Impurity at not more than 0.5% / ne 6onee 0,5%
about RRT 1.37
(Mass m/z=310 Not detected / He obHapyxeHa

Imidazole) / IIpumecs npu
RRT 1,37 (macca m/z=310
HAMHIa305)

Specified Impurity at not more than 0.5% / ne 6onee 0,5%
about RRT 1.51 Not detected / He obHapyxeHa
(Mass m/z=458 Benzo
imidazole adduct) / [Ipumech
mpua RRT 1,51 (macca
m/z=458

OeH3uMHIa3051a aJTYKT)

— = - 5 5
¥nd1v1fiual unidentified Below BDL (BDL=0.1%) / Huske not more than 0.2% / ue 6onee 0,2%
impurity/ Enuauunas

— )
HeHIeHTHUIHpOBAHHAS niopora peructpauuu (ITP =0,1%)

MPUMECH
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpameuanne: [Tpogykr cooTBeTcTRYET TpeboBanusm HJ + | 3akmouenne: OJOBPEHO
Prepared by/ Checked by y 0,5*?" Approved by: Manager
IToaroroBieHo: ITposepeHo: " Menempkep o 06eceueHnr0 KauecTBa

Date/ Hdarta: / 6 D207y Date/ [aTa: ,6’»05_ 20% Date/ Jlata: \b;-ox'ﬂ Y
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page40f6/Crp. 413 6

Product : Razo, Enteric-coated tablets 20 mg
Iponykr: Pa3o®, Tad/1eTKH, HOKPHITbIE KHUIEYHOPACTBOPHMOH 060/109K0#H, 20 Mr

Batch No. / Cepus Ne : C2405990

Batch Quantity /
Oo6nem cepun:

1500000 Tablets
1500000 Tabaerok

Analytical Report No / AuannTuyeckmii oryer Ne : 890001737999

Date of Analysis / [lata ananausa: 15/05/2024

Date of Manufacture / Jlata npoussoacrsa : 03/2024

Date of Expiry / Cpok rognoctn : 02/2026

Analysis performed according ND / Anann3s nposegen no H/I: JITI-002666-191022, amend Ne 1 dt 29.06.2023 /

u3M. Ne 1 ot 29.06.2023

Ne Test / Iloxkazarean

Result / Pe3yabTaThi

Specification / Hopma

Total impurities / Cymma
puMecen

0.1 %/0,1 %

not more than 2.0% / e 6omnee 2,0%

Residual Solvents content /
OcTaTo4HbIE OpraHHYeCKHE
PACTBOpHTEH

1292 pg/tab / 1292 mxr Ha Tabnetky

Isopropanol — not more than 2621 pg per
tablet / M3onponanon — He boinee
2621 Mxr Ha TabneTky

Uniformity of dosage units /
OanopomnocTts
JO3HPOBAHHUS

2.5/2,5

The acceptance value (AV) should be not
more than 15.0. / Ilokxasarens
npuemiiemoctd (AV) nomxeH ObITh He
6onee 15,0.

Microbial purity / Mukpo6nojioruyeckasi Y4HCTOTA

a) Total aerobic microbial
count / O61uee YHucio
a3po6HBIX MUKPOOPTraHU3IMOB

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

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

b) Total combined yeasts and
mould count / Obee uyncio
IPOOKEBBIX U [UIECHEBBIX
rpuboB

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

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

¢) E. coli

Absentin 1g/
OtcyTtcTByeT B 1T

Shall be absent in 1g/
JIOJDKHBI OTCYTCTBOBATh B 1 T

Remarks : The Product confirms to ND/

Opinion : APPROVED

IIpumeuanue: [Ipogykt cooTBeTcTBYET TpebosaHusm HII ' _~D3akmouenne: OJIOGPEHO
Prepared by/ Checked by /ﬂ/‘?/ﬁ ~ | Approved by: Manager
IMoarorosneHo: (@ HposepeHo:g;gﬁ/ Menemkep no obecreyeHUo KauecTsa
Date/ [ara: ,G ~OF <10y Date/ [ara: | be 52024 Date/ [ara: !br‘vy_’ PPUN




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

PageS5of6/Crp. 5n3 6

Product : Razo, Enteric-coated tablets 20 mg
Ipoayxt: Pa3o®, Tab1eTKH, NOKPBITHIE KHIIEIHOPACTBOPUMOii 060/109K0i, 20 Mr

Batch No. / Cepus Ne : C2405990

Batch Quantity /
O6nem cepun:

1500000 Tablets
1500000 TaGmerox

Analytical Report No / Ananntnuecknii order Ne : 890001737999

Date of Analysis / lata anann3a: 15/05/2024

Date of Manufacture / lara npon3Boactsa : 03/2024

Date of Expiry / Cpok rognoctn : 02/2026

Analysis performed according ND / Anaan3s nposegen no HJI: JITT-002666-191022, amend Ne 1 dt 29.06.2023 /
usm. Ne 1 ot 29.06.2023

Ne Test / Ilokazarein Result / PesyansTaTsl Specification / Hopma
9 |Assay / KosingecTBennoe 19.7 mg/ 19,7 mr 18.0mg to 22.0mg of CisHaoN303SNa
onpeaesenne (Rabeprazole sodium) (90 to 110 % of the
labeled amount) per tablet  /
Or 18,0 mr mo 22,0 mr CisHaoN3O3SNa
(pabemnpazona Hatpus) (ot 90 mo 110 %
OT HOMHHAIBHOTO  COAEpXKaHWsi) B
Tabyerke.

10 |Packaging / YnaxoBka 15 tablets in a (PVC/AI/PA) foil|15tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and|/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton| patient information leaflet in a carton pack.
pack. / Tlo 15 Tabnetrok B 6muctepe|/ Ilo 15 Tabnetok B Onucrepe u3
w3  (IIBX/AJVITIA)  domeru /| (TIBX/AJI/TIA) ¢onbru / amoMUHHEBOR
TFOMHUHHEBOH donbry. ITo| ponbru. ITo 1 unu 2 Gnmucrepa BMecTe C
2 6aucTepa BMeCTe C HHCTPYKLMEHW | HHCTPYKUHEH MO0 NPHMEHEHHIO B TAayKy
no MPUMEHEeHHIO B nayKy | KapTOHHYIO.

KapTOHHYIO.

11 |{Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTBeTcTBYET TPEOOBaHHUIM B coorBerctBuu ¢ HIT

12 |Storage conditions / At temperature below 25 °C. / Ilpu Temneparype He BoiLue 25 °C.

XpaHenne
13 |Shelf life / Cpox rognocTs | 2 years / 2 roga

Remarks : The Product confirms to ND/
IMpuameuanne: IIpoayxr cooreercTeyet Tpeborannsm HJL

Opinion : APPROVED
3 /’3‘1]\1[0‘[8[]“8 OJNOBPEHO

Prepared by/ Checked by =221 Approved by: Manager
[ToarorosneHo: [TposepeHo: Q{ = Menemxkep no o?gil}iqeﬂmo Ka4yecTsa
Date/ [lara: 16 08 -10M U Date/ [lata: | 8-aS-2024 Date/ [ara: W ;“,-, Yok
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Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIM3A

Page 6 of 6 / C1p. 6 u3 6

[Product : Razo, Enteric-coated tablets 20 mg

ponyxr: Pazo®, Tab/ieTKH, NOKPLITHIE KHIIEYHOPACTBOPHMOH 060/109K0H, 20 MI

Batch No. / Cepus Ne : C2405990

Batch Quantity / 1500000 Tablets
Ob6bem cepun: 1500000 Ta6aeTox

Analytical Report No / Anajguraueckuii orger Ne : 890001737999

Date of Analysis / lata ananu3a: 15/05/2024

Date of Manufacture / lata nponssoacrsa : 03/2024

Date of Expiry / Cpox rognocts : 02/2026

n3M. Ne 1 o1 29.06.2023

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

API name / Hanmenosanne APC:

Rabeprazole sodium / Pabenpazon HaTpust

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepnn npouzBoaurens ADC:

ACQH002671, ACQH002672

FP Manufacturer API Batch number /

Homep cepun cy6eranunn nponssoautens I'JID:

FCQA02989, FCQA02990

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

Dr. Reddy's Laboratories Ltd., India
J-p Penau’c Jlaboparopuc JIta., Unaus.

Remarks : The Product confirms to ND/

Ilpumeuanne: [Ipoayxt coorBeTcTByeT TpeboBaHusam HJI

Opinion : APPROVED
« A 3akawuenne: OJOBPEHO

Prepared by/ Checked by
TToAroTOBNEHO: L@‘ IIpoBepeHo:

> =T Approved by: Manager
% Menemxep 1o oG&t;riE:eHmo KauecTsa

Date/ [arta:

|broS-202Y

Date/ Jlara:

{ Ec5-200. 4 Date/ ara: 16 ,_‘O{, YoMy




