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High Performance Liquid Chromatography

ERFHEIEME “Shim-pack MAqC-ODS 1”
o.L461 M E 4L R

Determination of Impurities in Pharmaceuticals by Newly Developed "Shim-pack MAQC-ODS I" Column
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Analysis of Famotidine in Accordance with the Japanese
A THRERERE, FEERERRMNEFXHRF. BFER Pharmacopoeia Sixteenth Edition
BFHAFGE, SR IEERNTERNEEK. BERREES HAVRIE A ARHAEH/ORMEITTIREIT TERE T 2.
[B]R% o i {E A EIEAY Shimpack VP-ODS &itidE. B 1 AEEETH
T & By &%+ Shim-pack MAQC-ODS T 2 AT #HTRRE F 32 it g4; =1 RASWEME; B2 ABENGIZE. fERRIR
) ODS Bifit. REBENERBFIAFTINEHTEMSRIEL WAARTE, HEEETRESIZER 100 mg/L.
AYRRERE), BRI, #EBTERAIERNRERNESR DITPEERE T FIERRIRRE AL 6 T,
MUEYSH L o R .
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Bid LO/MS SRR, MRERSRERBNEFIERL Analytical Conditions
Col . Shim-pack VP-ODS
METXILH, LOMS MEQQTRLRBMEY. 3#E, MR e (150 mom L 46 mm LD, 5 )
FREMSEES, HFIEREABRENEFNRFS Y S Mobile Phase  : Dissolve 2 g of sodium 1-heptane sulfonate in 900 mL
of water, adjust to pH 3.0 with acetic acid, and add
EEFH, FEHITKEEREL. water to make 1000 mL. To this solution add 240 mL
of acetonitrile and 40 mL of methanol.
fERARICH 48K Shim-pack MAqC-ODS 1 i#1T43#, i@ Flowrate : 0.45 mL/min
*Adjust the flow rate so that retention time of
& Co-Sense for LC/MS B &IFALIE ARG 3T R ANHEHH TR EL AL 28, I famotidine is about 6 minutes.
BefB 1T LO/MS SIE . ColumnTemp. : 25°C
Detection : SPD-M20A at 254 nm
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Chromatogram of Famotidine
(Analysis in accordance with the Japanese Pharmacopoeia sixteenth edition)



No.L461

{8/ Shim-Pack MAqC-ODS I i#1T3%
BE TS

Analysis of Famotidine Using Shim-pack MAGC-ODS I
£ Shim-pack MAqC-ODS | BE{TZRE T M2 HT. B2 A%
Hrstt.
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Analytical Conditions

Column

Mobile Phase

Time Program

Flowrate

Column Temp. :

: Shim-pack MAqC-ODS 1

(150 mm L. x 4.6 mm |.D., 5 um)

:A) 10 mmol/L Phosphate (Sodium) Buffer (pH 2.5)

B) Acetonitrile

: BConc.8% (0min) = 8% (5min) = 50% (12 min)

= 8% (12-20 min)

: 1.0 mL/min

25°C

Detection : SPD-M20A at 254 nm
K% . B 3 FfER Shim-Pack MAQC-ODS I I ER. El 4 K InjectionVol. : 5pL
£/ Shim-Pack VP-ODS W T4ER . AT HEEEE T HRER
18, SHTEHRIERIESA 0.5 mL/min, HftFZHS5% 1 #E.
Lb#iE 3 58 4 /740, BF{ER Shim-Pack MAqQC-ODS T AT #
ITHREEIERR, FULEEMEAS BN T ELZHERK.
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Chromatogram of Famotidine (1000 mg/L) Using Shim-pack MAqC-ODS 1
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Chromatogram of Famotidine (1000 mg/L) Using Shim-pack VP-ODS
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