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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Page 1of 6 /C1p. 143 6

ﬁoduct : Razo, Enteric-coated tablets 20 mg
Hpoayxr: Pazo®, Tab/1eTKH, NOKPHITbIE KHIIEYHOPACTBOPUMOH 060J109KOiH, 20 Mr

Batch No. / Cepusi Ne : C2407988

Batch Quantity /
O61em cepun:

1500000 Tablets
1500000 TaGaerokx

Analytical Report No / Auasarudeckuii orger Ne : 890001746991

Date of Analysis / JlaTa ananuza: 30/06/2024

Date of Manufacture / lata npoussoacrsa : 05/2024

Date of Expiry / Cpok roqnocru : 04/2026

u3M. Ne | or 29.06.2023

Analysis performed according ND / Anasu3 nposeaen no HJI: JI[1-002666-191022, amend Ne 1 dt 29.06.2023 /

Ne Test / HHoxa3zaTein

Result / PesyasTarsi

Specification / Hopma

1 |Description / Onucaune

Round, biconvex, light yellow coated
tablets with red ink imprinted "RB20"
on the one side. The cross section is
the core white. / Kpyrubre,
JIBOSIKOBBIMTYKJIble TaONETKH,
MOKpBITbIE 000N0YKOH CBETIO-
JKEJITOTO LIBETa, C MAPKUPOBKOM
KpacHoro ugeta «RB20» Ha ogHoi
cropoHe. Ha monepe4yHoM paspese
snpo Genoro uBeTa.

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, [OBOSKOBBINYKJbIE TabneTku,
TIOKPBITBIE 000JIOYKOH OT CBETIIO-KEITOTO
JO OKEeNTOro IBETa C MapKUPOBKOM
KpacHoro uBeta «RB20» wHa oxuoi
cropone. Ha nonepeunoM paspese sapo or
0enoro A0 MoyTH 6€0ro UBETa.

Identification By HPL.C /
TIMopmuuanocTs BIXKX

Complies as prescribed/
CooTtBeTcTBYET

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 ynepxHBaHHSI OCHOBHOTO
NMUKa Ha XpoOMaTorpaMMme HUCIIBITYEeMOTO
pacTBopa  JOJDKHO  COOTBETCTBOBATb
BpEeMEHH YyIEep>KUBaHHS OCHOBHOIO [TMKa
Ha Xpomarorpamme pacTBopa
cranmaptHoro  obpasua  pabenpasona
HaTpHUs (paznen «KonudectseHHoe
OnpeneNneHue»).

3 | Average weight of coated
tablets / Cpeansia macca
Tabaerok

210.17 mg /210,17 mr

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

Remarks : The Product confirms to ND/
Ilpumeuanne: IIpoaykr cooTsercTByeT TpeboBaHusm HJI

Opinion : APPROVED
3akarwyenne: OJOBPEHO

Prepared by/ Checked by Approved by: Manager

IToaroroeneHo: ?5 ye ITpoBepeHo: @ Menemkep 1o obecrieyeHHIo KayecTsa
-— ‘\’-—’L\

Date/ [larta: 30”06" 2&%_, Date/ JlaTa: 30P06“"0L‘4 Date/ Hara: 30-0 hrsvyy
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Page2 of 6/ Crp. 2 u3 6

Product : Razo, Enteric-coated tablets 20 mg
ITponykt: Pa3zo®, Tab/ieTKH, IOKPbHITHIE KHINEIHOPACTBOPHMO 060.109K0i, 20 M

Batch No. / Cepus Ne : C2407988

Batch Quantity /
Oo6Bem cepumn:

1500000 Tablets
1500000 raoaerox

Analytical Report No / Amasmtrueckuii oraer Ne : 890001746991

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

Date of Manufacture / Jata npounssoacTsa : 05/2024

Date of Expiry / Cpok rognocrn : 04/2026

[uam. Ne 1 ot 29.06.2023

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

Ne Test / Iloxa3zarein

Result / Pe3yabTaTel

Specification / Hopma

4 | Dissolution / PacTBOpenue

Unit-1/Eauunia-1 2% In 0.1 M hydrochloric acid solution — not

= : = more than 10 % of C18H20N303SNa
Unft ST - (Rabeprazole sodium) label claim in 2 h. /
Unit-3/Enunvua-3 3% B 0,1 M pactBOpe XJIOPMCTOBONOPOLHOM
Unit-4/Equanna-4 1% KucioTel — He Gomee 10% or

: - HOMHHAITLHOIO copepIKaHus
Unit-5/Epunniia-5 3% CisH2N303SNa  (paberpasona  Hatpus)
Unit-6/Eqnnnua-6 2% |tepe2

Average / Cpen. 3Hayenue: 2%

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

sodium) label claim in 60 min. / B

OydepHom pactBope pH 8,0 — He meHee
75 % (Q) OT HOMHH&IBHOIO COJEp KAHHUS

CisH20N303SNa  (pabenpaszona HaTpus)
yepes 60 MuH.

Unit-1/Egununa-1 89%
Unit-2/Enununa-2 91%
Unit-3/Enununa-3 89%
Unit-4/Enunnua-4 87%
Unit-5/Eaquunnua-5 91%
Unit-6/Enunuua-6 90%

Average / Cpenn. 3Hauenue: 90%

5 |Related substances by HPLC

/ Popersennnie npumecn, BOJKX

Rabeprazole N-oxide /
Pabenpasona N-okcup

Rabeprazole Sulfone /
Pabenpazona cynbedoH

Rabeprazole Methoxy analog /
Pa6enpazona MeTokcu aHanor

Rabeprazole Chloro analog /

Not detected / He 0OnapysxeHa

0.10%/0,10%

Not detected / He oOHapykeHa

Not detected / He oOHapyxeHa

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

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

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

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

Remarks : The Product confirms to ND/
IIpumeqanne: Ilpoaykt coorBeTcTBYeT Tpeboranusm HJJ

Opinion : APPROVED
3axarouenne: OJJOBPEHO

Prepared by/ Checked by Approved by: Manager

ITonroToBneHo: éﬁlﬁ IlpoBepeHo: lﬁ@ Meuemkep no obecne4eHrIo KauecTBa
4

Date/ [lara: 20D G 20?)\,{ Date/ JlaTa: 10-06-1oLuy Date/ Jlata:  25-0 {go24
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Page 3 of 6 / C1p. 3mu3 6

Product : Razo, Enteric-coated tablets 20 mg
ITpoayxkT: Pa3o®, Ta6.1eTKH, NIOKPLIThIE KHIEYHOPACTBOPHMOi 060.109K0#, 20 MI

Batch No. / Cepus Ne : C2407988

Batch Quantity /
O6nem cepuu:

1500000 Tablets
1500000 TtaGaerox

Analytical Report No / Ananmrngecknii orger Ne : 890001746991

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

Date of Manufacture / Jata npouszsoactsa : 05/2024

Date of Expiry / Cpok rognoctn : 04/2026

(u3m. Ne 1 ot 29.06.2023

Analysis performed according ND / Anann3 nposeaen no HJI: JI[1-002666-191022, amend Ne 1 dt 29.06.2023 /

[ Ne

Test / [Tokazarean

Result / Pe3ynbTarsi

Specification / Hopma

Pabenpasona xnopo ananor

Rabeprazole Sulphide /
Pabenpazona cynsthua

Rabeprazole Related
compound A / Pabenpazona
DOICTBEHHAs IPUMECH A

Rabeprazole Related
compound C / Pa6enpasosna
poacrBeHHas npumech C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / [Tpumecs npu
RRT 1,37 (macca m/z=310
UMHUIA3001)

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

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

6eHzuMKaa3ona aaayKr)

Individual unidentified
impurity/ EnuHuunas
HeHAEeHTH(PULIUPOBaHHASL
npuUMech

Less than LOQ (LOQ: 0.027 %)/

Not detected / ne oOHapyskeHa

Below LOD (LOD = 0.02 %) / Huxe
nipenena obHapyxenus (I10 =
0,02 %)

Not detected / He obHapyskeHa

Not detected / He oOHapy»xeHa

Below BDL (BDL= 0.1%) / Hmxe
nopora peructpauuu (ITP =0,1%)

Hwmxe npenena KonuuecTBeHHOTO
onpenenenus (ITKO: 0,027%)

not more than 0.5% / He 6osee 0,5%

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

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

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

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

not more than 0.2% / He 6omnee 0,2%

Remarks : The Product confirms to ND/

Opinion : APPROVED

Ilpnmeyanne: IIponykr cooTBercTByeT TpeboBanusm HJT

3axmogyenne: ONOBPEHO

Prepared by/ Checked by Approved by: Manager

[TonroroesieHo: ?&ﬂ Ipoeepeno: b_@ MeHemxep 1o 00eceUeHHIO Ka4yecTBa
f-5

Date/ Jlata:  eyepBr Boq/({ Date/ Jlata:  Uycpyfedphty | Date/ Jara: 2079 b-sorsy
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Page40f6/Crtp. 4m3 6

Product : Razo, Enteric-coated tablets 20 mg
IIponykr: Pa3zo®, TabJeTKH, NIOKPHITHIE KHIIEYHOPACTBOPHMO# 060J109KOH, 20 Mr

Batch No. / Cepust Ne : C2407988 Batch Quantity / 1500000 Tablets
O0nbem cepun: 1500000 Tab6aerox

Analytical Report No / Amanurrgecknii oruer Ne : 890001746991 |Date of Analysis / laTa anaan3a: 30/06/2024

Date of Manufacture / lara nponssoacrsa : 05/2024 Date of Expiry / Cpox roguoctn : 04/2026

Analysis performed according ND / Ananuz nposenen no HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /
usm. Ne 1 o1 29.06.2023

Ne Test / Iloka3atesn Result / PesynbraTsl Specification / Hopma
Total impurities / Cymma 0.1 %/0,1 % not more than 2.0% / e 6onee 2,0%
npumecei
6 |Residual Solvents content / 1874 ng/tab / 1874 mxr na Tabnetky |Isopropanol — not more than 2621 ug per
OcTaTo4Hbie OpraHHYecKHe tablet / M3onponanon — ve 6oee
PACTBOPHTEH 2621 mkr Ha TabneTky
7 |Uniformity of dosage units / 3.2/3,2 The acceptance value (AV) should be not
OaxopogHocTn more than 15.0. / TTokazarens
A03HPOBAHHUS npueMnemMoctTd (AV) nomkeH ObITh He
Gonee 15,0.
8 |Microbial purity / MukpoGuoiorndeckas 4ucrora
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / O61uee yucio Menee 10 KOE/r He 6onee 1000 KOE/r
a3pO6GHBIX MUKPOOPraHHU3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g/
mould count / O61ee uuciio Menee 10 KOE/r He 6onee 100 KOE/r
JPOXOIKEBBIX W TIIECHEBBIX
rpubos
c) E. coli Absentin 1g/ Shall be absent in 1g/
OtcytcTByeT B 11 Jomxnbl OTCYTCTBOBaTh B | T
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanne: [Iponykr coorBeTcTBYET TpeboBanusm HJI 3aximouenne: OJOBPEHO
Prepared by/ Checked by Approved by: Manager
[ToaroroBneHo: IIpoBepeno: A:&D Menemkep no obecreueHHIO KauecTsa
4
Date/ lata:  Zp "Dév Qoﬂk.’ Date/ Jlara: 1 o0 ey Date/ [Mara: 200§ -to2¢
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page S of 6/ Crp. 5u3 6

ﬁ’?oduct : Razo, Enteric-coated tablets 20 mg
Ilpoayxr: Pa3o®, TabJaeTKH, NOKPLIThIC KHINEYHOPACTBOPHMON 0601049K0i, 20 M

Batch No. / Cepua Ne : C2407988

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 radaerox

Analytical Report No / Ananuruyecknii oruer Ne : 890001746991

Date of Analysis / laTta anammsa: 30/06/2024

Date of Manufacture / {ata nponssoactsa : 05/2024

Date of Expiry / Cpox roanocrn : 04/2026

[u3m. Ne 1 oT 29.06.2023

Analysis performed according ND / Anasus nposenen mo HJI: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /

Neo Test / Ilokazarean

Result / Pe3yabTaTsl

Specification / Hopma

9 |Assay / KoangecTBeHHOE
onpeneJienne

19.6 mg/ 19,6 mr

18.0mg to 22.0 mg of CisHyN30O3;SNa
(Rabeprazole sodium) (90 to 110 % of the
labeled amount) per tablet  /
Ot 18,0 mr mo 22,0 mr CisHxN:O3SNa
(pabenpazona Hatpus) (ot 90 g0 110 %

/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Ilo 15 Tabnerok B Giucrepe

OT  HOMHHANILHOIO  COIEpIKaHWs) B
TabneTke.
10 |Packaging / Ynakoska 15 tablets 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.
/ Tlo 15 Tabnerox B OGiucTepe wu3

w3 (IIBX/AJ/TIA)  doneru /| (TIBX/AJV/ITIA) doneru / antoMuHHEBOI
IMFOMUHUEBOH donbru. Io| donbru. Ilo 1 unu 2 Gnucrepa BmecTe ¢
2 bnucTepa BMeCTe € HHCTPYKUMEH| MHCTPYKLMEH MO NPUMEHEHHIO B MAavKy
no MPUMEHEHHIO B NayKy | KAPTOHHYIO.
KapTOHHYIO.

11 |Labeling / MapxunpoBka Complies as prescribed / According to ND /
CootBeTcTBYET TpebOBaHHIM B coorsercTBuu ¢ H/|

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

XpaHeHnne
13 |Shelf life / Cpok rognocTru 2 years / 2 rona

Remarks : The Product confirms to ND/
IIpnmeuanue: Iponykr coorBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axkmouyenne: OJOBPEHO

Date/ Jlata: 20,1 &-20 9/(,1

Prepared by/ Checked by Approved by: Manager
Iloarororneno: é:ﬂ IIposepeHo: @ Menemkep 1o obecnieueH IO KauecTsa
e
Date/ Jlata: 20r06=L02-U Date/ [Jlara: 200 §~2024
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Page 6 of 6 / C1p. 613 6

[Product : Razo, Enteric-coated tablets 20 mg
IponyxT: Pazo®, Ta6/1eTKH, NOKPBITHIE KHIEYHOPACTBOPHMOIi 060.109KO0i, 20 MT

Batch No. / Cepusi Ne : C2407988 Batch Quantity / 1500000 Tablets
Ob6nem cepun: 1500000 Ta6aerox

Analytical Report No / Anannrudeckuii oruer Ne : 890001746991 |Date of Analysis / lata anaamsa: 30/06/2024

Date of Manufacture / Jata npoussoactsa : 05/2024 Date of Expiry / Cpok rognocts : 04/2026

Analysis performed according ND / Ananus nposenen no HJI: JITT-002666-191022, amend Ne 1 dt 29.06.2023 /
[mam. Ne 1 ot 29.06.2023

API name / HaumenoBanne APC: Rabeprazole sodium / Pabenpason HaTpus ]

INN / MHH: Rabeprazole / Pabenpason

API manufacturer batch number /
Homep cepun npousBogurens ADC:

FP Manufacturer API Batch number /
Homep cepun cy6ctanunn nponssoautens LJID:

ACQH004371, ACQH004440

FCRA00065, FCRA00067

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
IIpoussoautens A®C, crpana: H-p Pennu’c Jlaboparopuc JIta., Uuaus.
Remarks : The Product confirms to ND/ Opinion : APPROVED
ITpumeuanue: IIpoaykr coorBercTByeT TpeboBanusm HJT 3axmwouenne: OJJOBPEHO
Prepared by/ Checked by Approved by: Manager
IloarororneHo: %ﬂ/ IIposepeno: Q‘D Menemxep o obecnieUeHHIO KayecTBa
f
Date/ lata: 200420 W Date/ Ilata: 2006100 Date/ Hara: R0-0brtolep




