‘Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page 10f6/Crp. 1 136

Product : Razo, Enteric-coated tablets 20 mg_
IpoayxT: Pa3o®, rabiieTkn, NOKPbITbIe KHLIEYHOPACTBOPHMOIi 060109K0H, 20 Mr

Batch No. / Cepus Ne : C2404256

Batch Quantity /
Oo0bem cepun:

1500000 Tablets
1500000 TaGaerox

Analytical Report No / Ananntnueckuii oruer Ne : 890001731381

Date of Analysis / /lata ananu3za: 12/04/2024

Date of Manufacture / Jlata npousBoacrtsa : 02/2024

Date of Expiry / Cpoxk rognocrn : 01/2026

l]/]3M. Ne 1 01 29.06.2023

Analysis performed according ND / Auann3 nposeaen no HJ: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /

Ne Test / Iloka3arenn

Result / PesynbTaThbl

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 off-white. / Kpyrusle,
JIBOSKOBBITYKJIbIE TaONETKH,
NOKpbIThle 0607109KO0H cBETNO-
JKENTOro LBETa, C MApKUPOBKOH
KpacHoro ngeta «RB20» na oxHoii
cropoHe. Ha nonepednom paspese
SApo o4ty 6esoro LBeTa.

Round, biconvex, light yellow to yellow-
coated tablets with red ink imprinted
«RB20» on the one stde. The cross section
is the core from white to off-white. /
Kpyrnele, [JOBOSKOBBITYKJIBIE TabneTkw,
DOKpBITEIE 0000YKOH OT CBETJIO-KENTOro
10 OKeNTOro 1BeTa C MapKUPOBKOM
kpacnoro 1uBeta «RB20» Ha opnoti
cropoHe. Ha nonepeunom paspese sapo ot
6enoro 0o noyuTtH Heoro UBETa.

Identification By HPL.C /
Tloganunocte BOXKX

Average weight of coated
tablets / Cpeansisa macca
TabJerok

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>xuBaHHs OCHOBHOIO
NMKa Ha XpOMaTrorpamMe HCIbITYEMOTO
pacTBopa  NOMKHO  COOTBETCTBOBATb
BPEMEHH YIEpP)KHBaHHsI OCHOBHOIO MuKal
Ha Xpomarorpamme pacTBopa
craHpaptHoro  obpasua  pabenpaszona
HaTpHs (pasnen «KonnyecrseHHoe
onpesieIeHueR).

~205.97 mg /205,97 mr

212.68 mg+ 5 % (202.05 - 223.31 mg) /
212,68 mr=+ 5 % (ot 202,05 mr no
223,31 mr)

Remarks : The Product confirms to ND/
IIpumeuanne: Ilponykrt cooTBeTcTBYET TpeboBanuam HJI

(%]

12

Opinion : APPROVED
Jakmouenne: OJOBPEHO

Prepared by/ //7& 4 /7 Checked by WW" e Approved by: Manager

[loaroroeneno: "4 7/~ IIpoesepeno: 5 Menemxep no nﬁcc‘; EUEHMIO Ka4yecTBa
b o

Date/ [lara: 1129 u « 20 ’Zb( Date/ Jlata: | B4 -Po74| Date/ Jlara: ,\3’_'0(/” 2024




Dr.Reddy’s ¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Page2 of 6/ Crp. 2 u3 6

Product : Razo, Enteric-coated tablets 20 mg
Ipoaykr: Pazo®, Taberku, NoKPbIThIE KHIIEYHOPACTBOPHMOIE 06010uKOi1, 20 Mr

Batch No. / Cepus Ne : C2404256

Batch Quantity /
Oo0nbem cepun:

1500000 Tablets
1500000 radGaerok

Analytical Report No / Ananurnuecknii oruer Ne : 890001731381

Dat

e of Analysis / laTta ananu3a: 12/04/2024

Date of Manufacture / Jlara npoussoacrea : 02/2024

Dat

e of Expiry / Cpok ropnoctn : 01/2026

n3M. Ne 1 ot 29.06.2023

Analysis performed according ND / Ananu3 nposenen no HJ/I: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /

Ne Test / Iloka3aTens Result / PeyabraTbl Specification / Hopma
4 |Dissolution / PacrBopenue Unit-1/Eaynnna-1 0% In 0.1 M hydrochloric acid solution — not
Unit-2/Eannna2 0% more than 10 % of CI18H20N30O3SNa
(Rabeprazole sodium) label claim in 2 h. /
Unit-3/Enunnna-3 1% B 0,1 M pacTBope XJIOpHCTOBOAOPOAHOM
Unit-4/Equnnna-4 5% kucnotel — ne bomee 10% ot
HOMMHaJILHOTO conep)kaHusl
Unit-5/Enunnua-5 4% CisHoN3O3SNa  (pabenpasona natpus)
Unit-6/Eaunnna-6 3% uepes 2 4.

Average / CpenH. 3HaueHue: 2%

Unit-1/Egunuua-1 92% In buffer solution pH 8.0 — not less than 75
. - % (Q) of C18H20N30O3SNa (Rabeprazole
Unit-2/Enunmniia-2 97% sodium) label claim in 60 min. / B
- Oydeprom pactBope pH 8,0 — ne menee
=) _ 0,
Cni/Eesmuass AL 75 % (Q) OT HOMUHANIBLHOTO COAEpPIKAHUS
Unit-4/Eaununa-4 94%, CisH2oN3O3SNa  (pabenpasona  HaTtpusd)
= uepe3 60 MUH.
Unit-5/Enununa-5 96%
Unit-6/Envnnua-6 92%

Average / CpenH. 3Hauenue: 94%

Related substances by HPLC

/ PoacTeennble npumecu, BOXKX

Rabeprazole N-oxide / ‘
Pabenpazona N-okcun

Rabeprazole Sulfone /
Pabenpazona cynsdon

Below LOQ (LOQ = 0.022 %) / Huxe
npeaena KOJIMYECTBEHHOI O
onpenenenus (ITIKO = 0,022 %)

0.09%/0,09%

Rabeprazole Methoxy analog /
PabGenpazona metokcu aHanor

Rabeprazole Chloro analog /

Not detected / He oOHapyKeHa

Not detected / He oGHapyceHa

[not more than 0.5% / He Gonee (IS%

not more than 0.5% / ne Gonee 0,5%

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

not more than 0.5% / ne 6onee 0.5%

Remarks : The Product confirms to ND/
Ipumeuanue: [Iponykr coorBeTrcTBYeT TpeboBanusm HJJ

Bakmiouenne: OJJOBPEHO

Opinion : APPROVED

Prepared by/ B }:\_L f”.‘ Checked by }}ﬂfi’i:Approved by: Manager

INMoarorosneno: "’_,. ;,Tf [IposepeHo: /%p// Menejpkep 110 00ECTgHEHHIO KavecTsa
/ Codl,

Date/ Jlara: (g,@\{(\%zv Date/ [ara: ,3.{)6 ,2024 Date/ Jlara: ‘\%. =
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' Dr.Reddy’s ‘..o.

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : Razo, Enteric-coated tablets 20 mg
Hpoaykr: Pazo®, TataeTku, HOKPLITbIE KAIIEYHOPACTBOPHMOH 0060J101K0H, 20 Mr

Batch No. / Cepns Ne : C2404256

Page 30f6/Crp.3u3 6

'Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 TaGaerok

Analytical Report No / Anagurudeckuii oruer Ne : 890001731381

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

Date of Manufacture / lata npoussoacrsa : 02/2024

Date of Expiry / Cpok ropnocrn : 01/2026

n3M. Ne 1 01 29.06.2023

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

Ne Test / Ilokazarens

Result / PesynabTaThl

Specification / Hopma

Pabenpazona xnopo ananor

Rabeprazole Sulphide /
Pa6enpazona cynedun

Rabeprazole Related
compound A / Pabenpasona
PONCTBEHHAS IPUMECE A

Rabeprazole Related
compound C / Pabenpasona
poncTBeHHas npumech C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / [Tpumech npu
RRT 1,37 (macca m/z=310
HMM1a30J1)

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

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

GeH3UMH1a30J1a A[UIYKT)

Individual unidentified
impurity/ EnnHuynas
HeWAEHTUDULHMPORaHHAS
npumMech

0.05%/0,05%

Not detected / He oOHapyxeHa

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

Not detected / He oGHapy»ceHa

Not detected / He oOHapyskeHa

Below BDL (BDL=0.1%) / Huxe
nopora peructpaumm (I1P =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% / He 6onee 0,5%

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

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

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

IIpumeuanue: [Iponykr coorBerct

Remarks : The Product confirms to ND/

ByeT TpeboBanmsm HJI ’

Opinion : APPROVED

1 3akniouenne: OJOBPEHO

Prepared by/ \ ) Checked by 257 Approved by: Manager

ONrOTOBNEHO: Ao OBEPEHO: S & eHeJpKep No obecrieueHHIO KauecTsa
n (B Mposep el I p o obiecrie
Date/ [fara: 19 Ye wgt/ Date/ Jata: [3-04 »D07.4 | Date/ Nata: L SR




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIM3A

Page 4 of 6/ Crp. 4 u3z 6

Product : Razo, Enteric-coated tablets 20 mg
Ipoayxr: Pazo®, TabieTkn, NOKPbITHIE KNIIETHOPACTBOPHMOii 000104K0ii, 20 Mr

Batch No. / Cepusn Ne : C2404256

Batch Quantity /
Oobbem cepun:

1500000 Tablets
1500000 TaGaerox

Analvtical Report No / AnannTuyecknii oruer Ne : 890001731381

Date of Analysis / laTa anann3a: 12/04/2024

Date of Manufacture / lara nponszgoncrsa : 02/2024

Date of Expiry / Cpok roanocru : 01/2026

Analysis performed according ND / Anaiu3s nposeaen no HJI: JI1-002666-191022, amend Ne 1 dt 29.06.2023 /

u3M. Ne 1 ot 29.06.2023

Ne Test / Iloka3zaTean

Result / PesyabTaThl

Specification / Hopma

Total impurities / Cymma
rnpumecei

0.1 %/0,1 %

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

6 |Residual Solvents content /
OcTaTouHble OpraHuYecKHe
PACTBOpHTEIN

1298 ng/tab / 1298 mkr Ha Tabnerky

Isopropanol — not more than 2621 pg per
tablet / I3onponanon — He 6onee
2621 Mxr Ha TabeTky

7 |Uniformity of dosage units /
OnHopoaHocTh
J03HPOBAHHA

6.7/6,7

The acceptance value (AV) should be not
more  than 15.0. / Ilokasarens
npuemiemoctd (AV) nomxeH OBITE He
6onee 15,0.

8 [Microbial purity / Mukpo6uoJsiornueckas YHCTOTa

a) Total aerobic microbial
count / Ob1ree yucio
aspOOHBIX MHKPOOPraHU3MOB

40 CFU/g /
40 KOEr -

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

b) Total combined yeasts and
mould count / Obiuee uncno
JIPONCKEBBIX U TUIECHEBBIX
rpubor

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

Not more than 100 CFU/g /
He 6o0nee 100 KOE/r

¢) E. coli

Absentin g/
OrcyTtctBYyeT B IT

Shall be absent in 1g/
JloyKHBI OTCYTCTBOBATL B 1 T

Remarks : The Product confirms to ND/

Opinion : APPROVED
3aknouenne: OJJOBPEHO

IIpumeuanne: [Ipoaykr coorBeTcTByeT TpeboBanusm HIJ « o

Prepared by/ 7 ] Checked by = /_7,52/‘“’ Approved by: Manager

INoaroroneHo: f?é_/[‘ TNpoeepeHo: C‘ 51{’/// MeHenxep no O6et.'ll(.’;:1ll_‘Hl/]}O KavecTBa
/ — C_z“‘)_l-

Date/ JlaTa: 1% DY 20 u/ Date/ Jlarta: 12-04-2c24 Date/ Mara: VT ~OME DA




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

Page5of 6/ Crp. Su3 6

Product : Razo, Enteric-coated tablets 20 mg
IponyxT: Pa3o®, TabiaeTku, MOKPbIThIe KHIIEYHOPACTBOPUMOIi 060J104K0i, 20 Mr

Batch No. / Cepust Ne : C2404256

Baté

O6bem cepun:

1500000 Tablets
1500000 Tadnaerox

h Quantity /

_Analytical Report No / Anajurnueckuii otuer Ne : 890001731381

Date

of Analysis / laTta ananuza: 12/04/2024

Date of Manufacture / Jlata nponssoacrsa : 02/2024

Date

of Expiry / Cpok roanoctu : 01/2026

u3M. Ne 1 ot 29.06.2023

Analysis performed according ND / Anann3 nposeaen mo HJI: JITT-002666-191022, amend Ne 1 dt 29.06.2023 /

/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / ITo 15 trabnetox B 6auctepe

Ne Test / Iloxa3zarennb Result / PesynbTaThbl Specification / Hopma
9 |Assay / KonuuecrBenHoe 19.4mg/ 19,4 mr 18.0mg to 22.0 mg of C;3H20N303S8Na
onpeaejenue (Rabeprazole sodium) (90 to 110 % of the
labeled amount) per tablet /
Ot 18,0 mr mo 22,0 mr C;sH20N30O3SNa
(pabenpazona natpus) (ot 90 mo 110 %
OT  HOMHH&IBHOTO  COIEpXKaHus) B

B TabeTke.

10 |Packaging / Ynakoska 15tablets 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.
/ Ilo 15 Tabnerok B OGnuctepe u3

uz3  (IIBX/AJUTIA)  donery /| (TIBX/AJI/TIA) donery / anmomuHueBoit
AJIFOMHUHUEBOMR ¢onbru. Ilo| dponbru. Ilo 1 mnu 2 Gaucrepa BmecTe ¢
2 6aucTepa BMecTe C WHCTPYKLIMEH| HHCTPYKLMEH 10 NPUMEHEHWIO B Nauky
o NPUMEHEHHIO B NayKy| KAPTOHHYIO.
KapTOHHYIO.

11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CootBetcTBYET TpEOOBAHUAM B cootsercTBum ¢ HJ|

12 |Storage conditions / At temperature below 25 °C. / Ilpu TemnepaType He Bbite 25 °C.

Xpanenue
13 |Shelf life / Cpox roanocrn 2 years / 2 rona

Remarks : The Product confirms to ND/ Opinion : APPROVED

IIpumeuanne: IpoaykT coorsercTByeT TpeboBanusm HJI ~~b 3akmouenne: OJJOBPEHO

Prepared by/ _ N /\ Checked by , 22>“"1>| Approved by: Manager

HNoarotosneHo: '\_f;-l"j_'\r B ﬂpOBepeHo:C@J’& Menemkep no o6ecr|e;cnmo KavecTBa
/= 1 4 _*;;

Date/ Jlara: ’ 3 —O\- Q/OW Date/ [lara: (3,_(,)4 ~9p24, Date/ Hara: 1 T ~0 202
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| Dr. Reddy’s ".. CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Page 6 of 6/ C1p. 6 M3 6

Product : Razo, Enteric-coated tablets 20 mg

IIponyxr: Pa3zo®, TabieTku, NOKPLITHIE KHIMIEYHOPACTBOPHMOii 060/109K0#, 20 Mr

Batch No. / Cepus Ne : C2404256

/Batch Quantity / 1500000 Tablets
O6bem cepuu: 1500000 Tabaerox

Analytical Report No / AnannTnyecknii otuer Ne : 890001731381

Date of Analysis / laTa ananuza: 12/04/2024

Date of Manufacture / Jlata npoussoacrsa : 02/2024

Date of Expiry / Cpox roagnocrn : 01/2026

n3m. Ne 1 o1 29.06.2023

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

API name / nanmenosanue ADPC:

Rabeprazole sodium / Pabenpazon natpus

INN /MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun npoussoautens ADC:

ACQH002488

FP Manufacturer API Batch number /
Homep cepun cyocTanuun nponspoaurens I'JIdD:

FCQA02986

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

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

Remarks : The Product confirms to ND/
Ilpumeuanne: Ilponyir coorBercTByeT TpeboBanusm HJI

Opinion : APPROVED

Prepared by/ — g ) ! .| Checked by
IMoarortoneHo: :;Z-_,v- — ITpoBepeHo:

~ 1 3akmouenne: OJOBPEHO

Approved by: Manager
Menemxep no obecneyeHno kayecTna

Date/ Jlara: [g@\,{r‘);o”)/t/ Date/ Jlata: ) -2, -9c) 4, | Date/ Jlara: \‘lfolb\r»o..o')}»\




