- Dr.Reddy’s Qf'

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

Page 1 of 6/Cip. 1136

Product : Razo, Enteric-coated tablets 20 mg
Ipoaykr: Pa3o®, TabieTKH, MOKPHITHIE KHHIEYHOPACTBOPAMON 0601049K0i, 20 Mr

Batch No. / Cepun Ne : C2405991

Batch Quantity /
O6nem cepun:

1500000 Tablets
1500000 TaGaerox

Analytical Report No / Anajgurudyecknii oruer Ne : $90001738021

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

Date of Manufacture / /Iata npoussoacrsa : 03/2024

Date of Expiry / Cpoxk roanoctn : 02/2026

Analysis performed according ND / Auanu3 nposegen no HJI: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /
u3M. Ne 1 ot 29.06.2023

Ne

Test / Ilokazarejn

Result / Pe3syabTaThi

Specification / Hopma

1 |Description / Onucanne

Round, biconvex, light yellow coated
tablets with red ink imprinted"RB20"
on the one side. The cross section is
the core white. / Kpyrisble,
JIBOSIKOBBUTYKJTbIE TaOJIETKHY,
TOKPBITEIE 000JI0YKOM CBETIIO-
JKEJITOTO 1IBETa, C MAPKHPOBKOM
KpacHoro useta «RB20» Ha omHoIf
cropoHe. Ha nonepeynom paspese
apo 6enoro 1BeTa.

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. /
Kpyrnele, [OBOSKOBBINYKIBIE TableTKH,
TOKPBIThIE 00ONMOUKOH OT CBETIIO-XENTOro
IO DOKEITOTO [BETa C MapKHPOBKOM
kpacHoro uBerta «RB20» Ha onuoii
cropoHe. Ha nmonepeynoM pazpese s1po oT
6enoro 1o mouTH 6eoro NBeTA.

Identification By HPLC /
TTognmuuaocTr BIAKX

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»KUBaHHs OCHOBHOT'O
NMKa Ha XpOMaTorpamMe HCITBITYeMOIO
pacTBopa  JODKHO  COOTBETCTBOBATh
BpPEMEHH YIEp)KHBaHHUS OCHOBHOTO IIHMKa
Ha Xpomarorpamme pacTBopa
craHpaptHoro  ofpasua  pabempasona
HaTpuUs (paznen «KonnuectBeHHOE
OTIPELICIIEHHER).

Ta0JIeTOK

Average weight of coated
tablets / Cpegnsia Mmacca

208.01 mg /208,01 mr

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

Remarks : The Product confirms to ND/
IIpumeuanne: [TponykTt coorBercTBYeT TpeboBanusm HJT

Opinion : APPROVED
h 3axmouenne: OJJOBPEHO

Prepared by/ Checked by Approved by: Manager
IToaroroBnexo: ITpoBepeHo: Meunemxkep no obecrneyeHrIo KauecTBa
Date/ [ara: Date/ Jlata: 16-C5 ~ 202 4 Date/ Mara: 1&) oS Aot
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CERTIFICATE OF ANALYSIS

CEPTHDPHUKAT AHAJIN3A

Page2 of 6/ C1p. 2 m3 6

Product : Razo, Enteric-coated tablets 20 mg
Ipoaykt: Pa3o®, Ta6/1eTKH, IOKPHITHIE KHIIEYHOPACTBOPAMOi 060.109K0#, 20 M

Batch No. / Cepust Ne : C2405991

Batch Quantity /
Oo0nbem cepun:

1500000 Tablets
1500000 rabGaerox

Analytical Report No / ApannTnyecknii oruer Ne : 890001738021

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

Date of Manufacture / lata nponssoactsa : 03/2024

Date of Expiry / Cpok rognocrn : 02/2026

u3M. Ne 1 ot 29.06.2023

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

Average / Cpenn. 3Hayenue: 2%

Ne Test / IToka3zarean Result / PesyabTaThr Specification / Hopma
4 | Dissolution / PacTBopenne Unit-1/Eannnna-1 4% In 0.1 M hydrochloric acid solution — not
Unit-2/Eminntad 7 more than 10 % of CI8H20N30O3SNa
: M ° (Rabeprazole sodium) label claim in 2 h. /
Unit-3/Enununa-3 2% B 0,1 M pacTBOpe XJIOPMCTOBOAOPOIHOMN
Unit-4/Equauna-4 3% kucnotel — He Gomee 10% or
. HOMHHAJTBHOTO COJIepKaHusl
Unit-5/Egunnna-5 2% CisH20N303SNa  (pabenpazona HaTpus)
Unit-6/Equuuua-6 0% aepes 2 ¥.

Unit-1/Equanna-1 91%
Unit-2/Equuunua-2 90%
Unit-3/Egunnna-3 93%
Unit-4/Equsuna-4 92%
Unit-5/Enunnna-5 93%
Unit-6/EauHuua-6 90%

Average / CpenH. 3Hadenue: 92%

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 HOMHUHAIBLHOIO COIEPKAHHSA
CisH2N303SNa  (pabempazona Hatpust)
gepes 60 muH.

Related substances by HPLC

/ PogcTBennnie npumec, BIKX

Rabeprazole N-oxide /
Pabenpazona N-okcua

Not detected / He obHapy>xeHa

Rabeprazole Sulfone /
Pa6enpa3zona cynshon

0.11%/0,11%

Rabeprazole Methoxy analog /
Pa6enpasosa MeTokcu anaior

Not detected / He obHapyskeHa

Rabeprazole Chloro analog /

Not detected / He ob6Hapy>keHa

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%

Remarks : The Product confirms to ND/
Ipamesanne: [Ipoaykt cooTBeTcTBYeT Tpebosauusm HJJ

(e
24

Opinion : APPROVED
3axaouenne: OJJOBPEHO

Prepared by/ Checked by oL 2 Approved by: Manager
IMoarotoenewo: léfg ITpoeepeHo: W MeHewxep no obecneyeH o KayecTa
Date/ [lara: 1608 3024y Date/ ara: 160G Zﬁ% Date/ Marta: 1 b:!vf' 202ty
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIA3A

Page3 of 6/ Crp.3u3 6

Product : Razo, Enteric-coated tablets 20 mg
Ipoaykr: Pa3zo®, TabieTkn, IOKPLIThIE KHIIEYHOPACTBOPHMOIi 000J109K0ii, 20 Mr

Batch No. / Cepun Ne : C2405991

Batch Quantity / 1500000 Tablets
O6bem cepun: 1500000 TaGaerox

Analytical Report No / Ananutnuecknii oTger Ne : 890001738021

Date of Analysis / lara anannza: 15/05/2024

Date of Manufacture / lata npoussoacTea : 03/2024

Date of Expiry / Cpox rognoctu : 02/2026

Analysis performed according ND / Ananns nposeaen no HJI: JIIT-002666-191022, amend Ne 1 dt 29.06.2023 /
u3M. Ne | ot 29.06.2023

Ne Test / Ilokazatenn Result / PeyabTaTst Specification / Hopma
Pab6enpazona xnopo axanor
Rabeprazole Sulphide / 0.03%/0,03% not more than 0.5% / He 6onee 0,5%

Remarks : The Product confirms to ND/
[Mpumenanue: Iponykr coorercrayer Tpedosannsam HII A7

Pabenpazona cynbdun

Rabeprazole Related
compound A / Pabenpazona
POACTBEHHas IpuMech A

Rabeprazole Related
compound C / Pabenpazona
poacTBeHHas npumecs C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / [Ipumeck npu
RRT 1,37 (Macca m/z=310
UMHIA30J1)

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

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

OeH3uMHaa30Ia ajIyKT)

Individual unidentified
impurity/ Enunudnas
HEHICHTU(PUIIHPOBAHHAS
npUMech

Not detected / He oOuapyxeHa

Below LOD (LOD = 0.02 %) / Hixe
npegena obHapyxenus (I10 =
0,02 %)

Not detected / He oOHapykeHa

Not detected / He oOHapyxeHa

Below BDL (BDL=0.1%) / Huxe
nopora peructpaunn (I1P =0,1%)

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

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

Total impurities / Cymma

0.1 %/0,1 %

not more than 2.0% / "e 6oaee 2,0%

Opinion : APPROVED
P3axmouenne: OJJOBPEHO

Prepared by/

IToarorosieHo: [/@

Checked by

S
ITpoBepeHo: 7 j//

Approved by: Manager
MeHemkep Mo 0OecneueHHIO KayecTa

23

Date/ HaTa: 1 G“OSFW’H

Date/ [lata: 18 -05~2024

Date/ Hara: 1 InoS‘~ Yonin
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Page 4 of 6/ Crp. 4u3 6

Product : Razo, Enteric-coated tablets 20 mg
Hpoaykr: Pa3o®, Tab1eTKH, HIOKPHITHIE KHIIEYHOPACTBEOPAMO# 060.1049K0i, 20 Mr

Batch No. / Cepusi Ne : C2405991

Batch Quantity /
Ob6bem cepun:

1500000 Tablets
1500000 Tabaerox

Analytical Report No / AnaanTauecknii otger Ne : §90001738021

Date of Analysis / lata anann3za: 15/05/2024

Date of Manufacture / Iata npoussoacrsa : 03/2024

Date of Expiry / Cpox rognocru : 02/2026

u3M. Ne 1 ot 29.06.2023

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

Ne Test / lokazatenn Result / PesyabTaTnl Specification / Hopma

npumecei

6 |Residual Solvents content/ | 1946 pg/tab / 1946 mkr Ha Tabnetky |Isopropanol —not more than 2621 pg per
OcTarouHble OPraHuYECKHE tablet / U3onponanon — ve Gonee
PacTBOPHTETH 2621 mkr Ha TabaeTKy

7 |Uniformity of dosage units / 3.9/3,9 The acceptance value (AV) should be not
Onnopoanocts more  than 15.0. !/ TlokazaTtensn
J03HPOBAHHS npuemsteMocTd (AV) nomkeH ObITh He

Gounee 15,0.

Microbial purity / Muxpoouon

OrHYeCKasi YHCTOTa

a) Total aerobic microbial
count / O6ee yKcIo
a3poOHBIX MHKPOOPTraHU3MOB

10 CFU/g /
10 KOE/r

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

b) Total combined yeasts and
mould count / Obiuee umcio
JPOOKEBBIX H TUTECHEBBIX
rpubor

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

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

c) E. coli

Absentin 1g/
OtcyrcTByeT B 11

Shall be absent in 1g/
JoymKkHBI OTCYTCTBOBATh B 1 I

Ipumeuanne: [TpoaykT cooTBETCTE

Remarks : The Product confirms to ND/

yeT TpeboBaHusM HJT = o

-

Opinion : APPROVED
Zaxknwuenne: OJOBPEHO

160820ty

Prepared by/ Checked by , 4| Approved by: Manager

[oarotosieHo: L@ IIposepero: W/ Meunemxep o obecneyeHrIo KayecTsa
. . . T

Date/ Jlara: Date/ [ara: 16-C5~ 202_4 Date/ Hara: Yo moss 202
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CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIM3A

Page50f6/Crp. 5u36

Product : Razo, Enteric-coated tablets 20 mg
Ipoayxr: Pazo®, TabjeTKH, HOKPBIThIE KHIIEYHOPACTBOPHMO 060/109KO0#, 20 M

Batch No. / Cepust Ne : C2405991

Batch Quantity /
Ob6BeM cepun:

1500000 Tablets
1500000 Taduerox

Analytical Report No / AnajquTuueckuii oTyer Ne : 890001738021

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

Date of Manufacture / lara npoussoacrsa : 03/2024

Date of Expiry / Cpok rognocrn : 02/2026

06.2023

Analysis performed according ND / Auanu3z nposeaen no HJI: JITI-002666-191022, amend Ne 1 dt 29.06.2023 /
u3M. Ne 1 ot 29.

Ne Test / IloxazaTe/n Result / Pe3yabTaTsi Specification / Hopma
9 | Assay / KosimuecTBenHoe 19.8 mg/ 19,8 Mr 18.0mg to 22.0mg of CisHzN3O3SNa
onpeaeieHue (Rabeprazole sodium) (90 to 110 % of the
labeled amount) per  tablet /
Ot 18,0 mr mo 22,0 mr CisHyoN3O3SNa
(pabenpazona nHarpusi) (ot 90 mo 110 %
OT HOMHHAJIBHOTO  COACPKAHHS) B
TabneTke.

10 |Packaging / YnaxoBka 15 tablets in a (PVC/AI/PA) foil| 15 tablets 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. / ITo 15 tabnerox B Omucrepe|/ ITlo 15 tabnerok B Onmcrepe u3
w3  ([IBX/AJI/TIA)  ¢oneru /| (IIBX/AJI/TIA) donsru / amoMHHHEBOM
ATIOMMHHUEBOH ¢onsru. ITo| ponpru. Ilo 1 unu 2 6nucrepa BMecTe C
2 6iMcTepa BMecTe C HHCTPYKUHEH| HHCTpYKIMEH MO NPHMEHEHHIO B MavKy
no NPHMEHEHHIO B [a4yKy | KAPTOHHYIO.

KapTOHHYIO.

11 (Labeling / MapxupoBxa Complies as prescribed / According to ND /
CootBercTBYeT TpeOOBAHHAM B cootserctBru ¢ HJ|

12 |Storage conditions / At temperature below 25 °C. / [Ipu Temnepatype He BbiLie 25 °C.

Xpanenne
13 |Shelf life / Cpok rognocrs |2 years /2 roja

Remarks : The Product confirms to ND/
IIpumevanne: ITpogykr cooTseTcTByeT TpebGopanusM HJI '

Opinion : APPROVED
Jakmouenne: OJJOBPEHO

Prepared by/ Checked by ___~——{ Approved by: Manager

p -
MMoarotosineno: L@ [Iposepeno: W MeHnemxep o oGecn)lzleHm KadecTBa
Date/ Jlara: 16,08 oty | Date/ Jara: ) 8 -0S—2022] Date/ Jlata: I :ﬁ_ P
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Page 6 of 6/ Crp. 6 13 6

Product : Razo, Enteric-coated tablets 20 mg

IIpoaykr: Pa3o®, TabaeTKH, NOKPHIThIE KHINEYHOPACTBOPHMOi 060.109K0iH, 20 MT

Batch No. / Cepus Ne : C2405991

Batch Quantity / 1500000 Tablets
O6Bem cepun: 1500000 Ta6aerox

Analytical Report No / Anasintayeckuii otuer Ne : 890001738021

Date of Analysis / TaTa ananusza: 15/05/2024

Date of Manufacture / {aTa npoussoacrsa : 03/2024

Date of Expiry / Cpoxk rogaoctn : 02/2026

u3M. Ne 1 o1 29.06.2023

Analysis performed according ND / Anasans nposenen mo HI: JITT-002666-191022, amend Ne 1 dt 29.06.2023 /

API name / HaumeHoBaHue ADC:

Rabeprazole sodium / Pabenpazon Hatpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun nponssogurens ADC:

ACQH002680, ACQH002715

FP Manufacturer API Batch number /

Homep cepnn cyOcTranunn npoussoantesn I'JID:

FCQA02991, FCQA02992

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

Dr. Reddy's Laboratories Ltd., India
H-p Pennu'c Jlaboparopuc JIta., Mumus.

Remarks : The Product confirms to ND/

IIpumeqanne: [Tponykr cooTBeTcTBYeT TpeOoBarusm HJT

Opinion : APPROVED
« —| 3axmouenne: OJJOBPEHO

Prepared by/ Checked by , = _. | Approved by: Manager
Ioaroroenexo: IIposepeno: /(Zf Z Menemkep 1o obecriedeHUIO KauecTa
= }
. - 0
Date/ Jlara: | 6,rOS- 200 Date/ Jlata: | 6~c5-20 2;7 Date/ [lata: TR PPV




