UNCONTROLLED COPY Issued On 13-01-2024

Dr.Reddy’s

CERTIFICATE OF ANALYSIS

CEPTUD®HUKAT AHAJIM3A

Pagelof6/Crp.1 136

Product : Razo, Enteric-coated tablets 20 mg
poaykr: Pa3o®, rabieTkn, NOKPbIThIE KHIIEUHOPACTBOPHMOIl 000/104Koii, 20 Mr

Batch No. / Cepust Ne : C2316109

Batch Quantity /
O06Bem cepun:

1500000 Tablets
1500000 Tabaerox

Analytical Report No / Anaautuyecknii oruer Ne : 890001709195

Date of Analysis / lata anajmsa: 28/12/2023

Date of Manufacture / lata npousBoactsa : 11/2023

Date of Expiry / Cpox roanocrn : 10/2025

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

u3M. Ne 1 o1 29.06.2023

Ne Test / IToxazarean

Result / PesyabTarnl

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. / Kpyrasie,
IIBOSIKOBBIMTYKJIbIE TAOIETKH,
HOKpbITHIE 000JI0YKOH CBETIO-
HKEJITOTO 11BeTa, C MapKHPOBKOH
xpacHoro 1igeta «RB20» Ha onnoi
cropone. Ha nonepeunom paspese
aapo Oenoro LpeTa.

Benoro uBera.

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, NBOSKOBBINYK/bie TalJeTKH,
NMOKPBITBIE 000JIOUKOH OT CBETNO-XENTOTO
JO OKeNToro 1lBeta C  MapKUpOBKOMH
kpacuoro 1usera «RB20» wna oanoi
cropose. Ha nonepeunom paszpese sapo ot
Oenoro o nouty 0esoro LBeTa.

2 {Identification By HPLC /
Hoamuuocrs BIKX

Complies as prescribed/
CoOoTBETCTBYET

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 ynepxupaHHs OCHOBHOTO
nyKa Ha XpoMartorpaMme MCMBITYeMOro
pacTBOpa  JO/DKHO  COOTBETCTBOBATH
BPEMEHU YIEP>KUBAHHUS OCHOBHOIO MUKa
Ha XpoMaTorpamme pacTBopa
CTaHaapTHOro  obOpasua  pabenpasosia
HaTpus (paznen «KonnuectBenHoe
OnpesiesICHUEY ).

3 | Average weight of coated
tablets / Cpeanssa macca
TabjeTok

209.16 mg /209,16 mr

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

4 | Dissolution / PacrBopenue

Unit-1/Epununa-1 I 2%

Remarks : The Product confirms to ND/
Hpumeyanne: Hpoaykr coorsercaBye? Tpebopanusm HJ{

In 0.1 M hydrochloric acid solution — not

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by/

Honromme

[ Checked by
ITpoeepeno:

lg>

Approved by: Manager
Menepkep no obecrneyeHnIo Ka4ecTna

S—

Date/ Hara:

(3e)-P024

Date/ Jlara: 19012051y

Date/ [lara: 13 -G SefLYy




UNCONTROLLED COPY Issued On 13-01-2024

Dr.Reddy’s

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Page2 of 6 /Crp.2 u36

Product : Razo, Enteric-coated tablets 20 mg
Hpoaykr: Pazo®, TabieTku, NOKPHLITHIE KHIIEYHOPACTBOPHUMOIi 060/104KOI, 20 Mr

Batch No./ Cepust Ne : C2316109

Batch Quantity /
O0Bem cepnu:

1500000 Tablets
1500000 Tabnerox

Analytical Report No / Ananurnueckuii oruer Ne : 890001709195

Date of Analysis / lata anannza: 28/12/2023

Date of Manufacture / Jlata npon3soncrna : 11/2023

Date of Expiry / Cpox roanocrn : 10/2025

Analysis performed according ND / Ananns nposeaen mo H/: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /

n3m. Ne | or 29.06.2023

Ne Test / llokazarenn Result / PesyabrarThbi Specification / Hopma
Unit-2/Ennuuia-2 1% more than 10 % of CI18H20N30O3SNa
Unit-3/Equnnna-3 0% (Rabeprazole sodium) label claim in 2 h./
i B 0,1 M pacreope XJOpPHCTOROJAOPOAHOM
Unit-4/Enunuiia-4 0% kuciorsl  — He Gonee  10% ot
Unit-5/Eananna-5 1% HOMUHAJILHOTO cofieprkanus
CisHxN3O3SNa  (pabenpasosia  HaTpus)
Unit-6/Eannnna-6 3% uepes 2 u.
Average / Cpenn. 3nauenne: 1 %
Unit-1/Enunvuna-1 92% In buffer solution pH 8.0 — not less than 75
_ - % (Q) of C18H20N303SNa (Rabeprazole
Unit-2/Ennnnna-2 93% sodium) label claim in 60 min. / B
: Oy(deprom pacteope pH 8,0 — He menee
- - 0
Unit-3/Epnimnia-3 96% 75 % (Q) OT HOMHHAILHOIO COJCPIKAHUS
Unit-4/Eunina-4 92% CisH20N3O3SNa  (pabenpasosnia  narpus)
- yepes 60 MUH.
Unit-5/Ennnnna-5 94%
Unit-6/Eannuna-6 93%
Average / CpenH. 3nauenue: 93 %
5 |Related substances by HPLC / PoactBennsle npumecu, BOXKX
Rabeprazole N-oxide / Below LOQ (LOQ = 0.022 %) / Huxe [P0t more than 0.5% / ne 6onee 0,5%
Pabenpasona N-okcun npenena KOJIMYECTBEHHOIO
onpeaenenus (ITKO = 0,022 %)
Rabeprazole Sulfone / 0.10%/0.10% not more than 0.5% / ne 6onee 0,5%
PaGenpasona cynbgon ' ’
Rabeprazole Methoxy analog / Not detected / He oGHapyskena not more than 0.5% / ne 6osnee 0,5%
Pabenpazona meTokcy aHanor
Not detected / He o6HapykeHa
Rabeprazole Chloro analog / not more than 0.5% / ne 6onee 0,5%
PaGenpasona xyopo aHanor

Remarks : The Product confirms to ND/
ITpumeuanue: Ilpoaykr coorsercrayer Tpebosanusam HJI

Opinion : APPROVED
Zakmouenne: OJIOGPEHO

Prepared by/ ‘ Checked by Approved by: Manager

HO}_‘IFOTOBIIGH /ﬁ/é e ITporepeno: L@ Menepkep no obecneyeHmo KauecTsa
R P

Date/ Jlara: 1Z-0]-902 WA Date/ Jlara: 19 ~ O\~201y | Date/ Jlara: 1301 200y
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Dr.Reddy’s

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page3 of 6/ Crp.3u36

Product : Razo, Enteric-coated tablets 20 mg
IIpoayxr: Pa3o®, TabieTKH, NOKPBIThIE KHIIEMHOPACTBOPUMOii 000109K0ii, 20 MI

Batch No./ Cepust Ne: C2316109

Batch Quantity /
O6bem cepun:

1500000 Tablets

Analytical Report No / Anasntuyeckuii oruer Ne : §90001709195

Date of Manufacture / /lata nponssoactea : 11/2023

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

n3Mm. Ne 1 or 29.06.2023

Ne Test / Ilokazareanb

Result / PesyabTarsl

Specification / Hopma

Rabeprazole Sulphide /
Pabenpasona cynspun

Rabeprazole Related
compound A / Pabenpazoia
POJICTBEHHAs IpUMech A

Rabeprazole Related
compound C / Pabenpasona
poxcTeeHHas npumech C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / [Tpumecs npu
RRT 1,37 (macca m/z=310
HMMHJ1a30.1)

Specified Impurity at

about RRT 1.51

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

OeH3nMua301a alAYKT)

Individual unidentified
impurity/ Ennnununas
HeujeHTH(hHIMpOBaHHAas
NpUMech

Below LOQ (LOQ = 0.027 %) / Huxe
npenena KOJIMUECTBEHHOTO
onpeanenenus (I1TKO = 0,027 %)

Not detected / He oOHapyKeHa

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

0.02%/0,02%

Not detected / He oGnapyxeHa

Below BDL (BDL= 0.1 %) / Hwxe
nopora perucrpaunn (IP =0,1 %)

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

1500000 Tabnerox

Date of Analysis / lara anannza: 28/12/2023
Date of Expiry / Cpox rognoctn : 10/2025

not more than 0.5% / ne 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% / ne 6osnee 0,2%

Total impurities / Cymma
npumecen

0.1 %/0,1%

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

Remarks : The Product confirms to ND/
Ipumeuanne: [ponykr coorBercTryeT TpeboBanusim H/L

Opinion : APPROVED
3axkmouenne: OJJOBPEHO

Prepared by/

HOHFOTOBJIe“W

Checked by
IlposepeHo:

Lo

Approved by: Manager
Menepkep 1o obecneyeHHIo KauecTBa

3/

6‘0 ) - ZO/LA

Date/ Hara:

Date/ Hara: 12-61=2024y

Date/ Jlara: (3 ~01 ey
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Dr.Reddy’s

°

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page4of 6/ Crp. 4136

Product : Razo, Enteric-coated tablets 20 mg
Iponyxr: Pazo®, TaéeTkH, HOKPLITbIE KHIIEYHOPACTBOPHMOi 000104KO#, 20 Mr

Batch No. / Cepust Ne : C2316109

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 Tabaerox

Analytical Report No / Ananuruueckuii oruer Ne : 890001709195

Date of Analysis / lara anannza: 28/12/2023

Date of Manufacture / Jlata nponssoacrsa : 11/2023

Date of Expiry / Cpok rognoctu : 10/2025

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

n3m. Ne 1 o1 29.06.2023

Ne Test / Hoxazarenn

Result / Pe3yjbratnl

Specification / Hopma

6 |[Residual Solvents content /
OcTaTounble OprauuuecKne
pacTBOpHTENH

1473 ug/tab / 1473 mxr va Tabnerky

Isopropanol — not more than 2621 pg per
tablet / Uzonponanon — e 6onee
2621 mKr Ha Tabnerxy

7 |Uniformity of dosage units /
OnanopoanocTs
A03MPOBAHNS

3.1/3,1

The acceptance value (AV) should be not
more  than 15.0. /  Tloxazarens
rpuemieMocTd (AV) nomkeH ObITh He
Gonee 15,0.

8 |Microbial purity / Mukpotuojioruueckas Y4HCTOTA

a) Total aerobic microbial
count / Obuiee yucio
a’pPOOHBIX MUKPOOPraHU3MOB

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 / Obuiee unco
JIPOIIKEBBIX W THIECHEBBIX
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/
OrcyrcTByeT B IT

Shall be absent in 1g/
JlomxHel oTCYyTCTBOBATH B | I

Remarks : The Product confirms to ND/

Hpumeuanne: [poaykr coorBercipyer tpedopanusiv HJI

Opinion : APPROVED
3axmouenune: OJOBPEHO

Prepared by/ l>Checked by
]]onrm‘omlelW I1posepeno:

‘O

Approved by: Manager
Menempkep no obecneyeHuio KayecTsa

3,/4

Date/ Jlara: /3.6)/ ~Q o244

Date/ Hara: 12~0l~ ZOQ__L{

Date/ Hara: V7~ SN




UNCONTROLLED COPY Issued On 13-01-2024

Dr.Reddy’s

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page Sof 6/ Crp.Sn3 6

Product : Razo, Enteric-coated tablets 20 mg
Hpoayxkr: Pazo®, TabsieTKH, NOKPLIThbIe KNIeMHOPACTBOPHMOIi 000J10uK0ii, 20 Mr

Batch No. / Cepust Ne : C2316109

Batch Quantity /
O6bem cepnn:

1500000 Tablets
1500000 Tabnerox

Analytical Report No / Anagntuydecknii otuer Ne : §90001709195

Date of Analysis / lara anannza: 28/12/2023

Date of Manufacture / Jlata npousBoacrTna : 11/2023

Date of Expiry / Cpok rognoctu : 10/2025

usm. Ne 1 01 29.06.2023

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

No Test / Hokaszarens Result / PesynbTaThl Specification / Hopma
9 |Assay / KoauuecTtBenHoe 20.0 mg/ 20,0 mr 18.0 mg to 22.0 mg of CigHN303SNa
onpeaesieHue (Rabeprazole sodium) (90 to 110 % of the
labeled amount) per tablet  /
Ot 18,0 mr no 22,0 mr CigHoN303SNa
(pabenpazosia natpusa) (ot 90 no 110 %
OT  HOMHUHAJIBLHOTO  COAEpPIKaHMusi) B
TabJeTKe.

10 [Packaging / YnakoBka 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 rabnerox B Gmucrepe|/ Ilo 15 Ttabnerok B Onucrepe U3
uz  (IIBX/AJUTIAY  ¢domern /| (IIBX/AJUTIA) donbru / anioMHHUCBOH
aNIOMHHUEBOH (onbru. Ilo| ¢poneru. Ilo 1 wnm 2 Gaucrepa BMecTe C
2 GnMcTepa BMecTe C MHCTPYKUMEH| MHCTPYKLMEH O NPHUMEHEHHMIO B IAuKy
o NPUMEHEHHIO B NauKy | KAPTOHHYIO.

KapTOHHYIO.

11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CoOTBeTCTBYET TpeOOBAHMSIM B coorsercreun ¢ HJ1

12 |Storage conditions / At temperature below 25 °C. / T1pu remnepatype He Buitne 25 °C.

Xpanenne
13 |Shelf life / Cpok roxsocTn 2 years / 2 rosa

Remarks : The Product confirms to ND/
IIpumeuanne: [lpoaykr coorrercpyer Tpedoraunam HJL

Opinion : APPROVED
3axkmoyenune: OJOBPEHO

Prepared by/ / Checked by Approved by: Manager

rlomommleno% ITpoeepeno: ‘%@ Menemxkep no obecneueHHIo Ka4yecTna
o S//J

Date/ /lara: ,3“0/‘,2024 Date/ Jlata: 19 .-yt~ 2024 | Date/ Jlara: 13 -6) NSy
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Dr.Reddy’s

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page 6 of 6/ CTp. 6 M3 6

Product : Razo, Enteric-coated tablets 20 mg

Hponyxr: Pazo®, TabieTkn, HOKPHITbIE KHIIEYHOPACTBOPUMOIi 000J10uK0i1, 20 Mr

Batch No. / Cepust Ne : C2316109

Batch Quantity / 1500000 Tablets
O6bem cepuu: 1500000 rtabJerox

Analytical Report No / AnasuTnyecknii oruer Ne : §90001709195

Date of Analysis / Jlara anannza: 28/12/2023

Date of Manufacture / lata npoussoacrsa : 11/2023

Date of Expiry / Cpok rognocrn : 10/2025

u3M. Ne 1 o1 29.06.2023

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

API name / nanmenopanne AD®C:

Rabeprazole sodium / Pabenpazon natpus

INN / MHH:

Rabeprazole / PaGenpazon

API manufacturer batch number /
Homep cepnn nponssoaurens APC:

ACQHO000039

FP Manufacturer API Batch number /

Homep cepnnu cy6erannnu npouspoautest I'JID:

FCQA00241

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

Dr. Reddy's Laboratories Ltd., India
H-p Pennu’c JlabopaTtopuc Jita., Muaus.

Remarks : The Product confirms to ND/

Hpnrmeuanne: [Iponykr coomégﬁfsye’r Tpeboranusam HJ|

Opinion : APPROVED
3axmouenne: QJJOBPEHO

Prepared by/ ) A2 Checked by
I“lonr*omsnermf [Iposepeno:

b

Approved by: Manager
Menemxep 1o obecneueHuo Ka4ecTsa

Date/ Hara: ) 350, J~Q024 Date/ Jlara:

1301202y

Date/ Hara: 130y S0






