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On the “System Repeatability” Specified in the Operating
Conditions for HPLC Assay in JP Monographs

Shozo Iwagami*, Haruo Yamashita* and Satoshi Okada®

The system repeatability tests in the operating conditions for the HPLC assay by absolute
calibration method are specified in 9 monographs in JP13 (Part 1). The reasonableness of the
specified system repeatablity, expressed in relative standard deviation(%), is discussed in
consideration with the specified content and also the probability of Type 1 error(g). For
simplification, it was assumed that the varience due to the analytical system(q 2) is equal to that
“due to other error sources(s2). Based on the above considerations, it was concluded that the
present specification of system repeatability(s o) in JP monographs is not always reasonable and
some of them should be reexamined following to the described considerations in the text.
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Table.1 System Repeatability Specified in the Monographs Listed in the JP XIII (Part I)
Specification of system repeatability
Monograph Speciﬁ(e ‘(?lb ;mwm Detection Number of .
method measurement Specified R.S.D.(%)
Calcium Folinate 95.0 - 102.0 % UV 254nm 6 Peak Area X 2.0 %
Carbidopa = 980 % UV 280nm 6 Peak Area = 10%
Chlorpropamide Tablets 95 - 105 % UV 240nm 6 Peak Area = 15%
Methotrexate 94.0 - 102.0 % UV 302nm 6 Peak Area =25%
Sodium Iopodate Capsules 93 - 107 % Uv 254nm 6 Peak Area =15%
Sucralfate 340 - 430 % Refractive Index 6 Peak Area = 20 %
Tocopherol 96.0 - 102.0 % UV 292nm 5 Peak Height =< 08 %
Tocopherol Acetate 96.0 - 102.0 % UV 284nm 5 Peak Height = 0.8 %
Tocopherol Calcium Succinate 96.0 - 102.0 % UV 284nm 5 Peak Height < 08 %
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