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=) (Functionality testing of
delivery system)

( ) tip cap removal force(
) piston release force( ) piston

travel force( ) power injector
function force
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(N)

(N)

A 1 ml PP 9.4 1.5
B 5ml COP 34.0 25.0
C 10 ml PP 35.2 3.9
D 20 ml PP 46.1 13.6
E 5ml COP 20.0 16.0
F 5ml Glass 18.3 18.2
G 5ml Glass 16.7 18.2
H 5mli Glass 19.3 15.7
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¢ 1) Tsuji, k., and S. J. Harrison. 1978. Dry-heat
destruction of lipopolysaccharide: dry—heat

destruction kinetics. Appl. Environ. Microbiol. 36:710-
714

¢ 2) Tsuji, k., and A. R. Lewis 1978. Dry—heat
destruction of lipopolysaccharide: dry—heat
destruction mathematical approach to process
evaluation. Appl. Environ. Microbiol. 36:715-719
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logY = 2 + B(10Cx — 1)
Y
B, C
X (min)
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PIC/s E.j

= 91
911

9.1.2 106 cfu/mi

14

PIC/s, RECOMMENDATION ON THE VALIDATION OF ASEPTIC
PROCESSES (Pl 007-2, 1 July 2004)

http.//www.picscheme.org/
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EPharma Solutions Co., Ltd.

0.shirokizawa@ph-s.com




