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EU-GMP Annex1, PIC/S GMP Annex1
ISO 14644-1:2015

( /m3) ( /m3)

0.5 m 5 m0.5 m 5 m 0.5 m 5 m

A 3 520 20 3 520 20 5 3 520

6 35 200 293

B 3 520 29 352 000 2 900 7 352 000 2 930

C 352 000 2 900 3 520 000 29 000 8 3 520 000 29 300

D 3 520 000 29 000 9 35 200 000 293 000

JP17

https://www.pmda.go.jp/files/000230315.pdf

CO2

RP Evo 10

CO2



�
(2.83L/min)

�
(28.3L/min)

KA-03

KC-31M

KA-02

KA-05



RP Evo 10

�
(21CFR Part.11 )

� ID/

�

� CSV

�
� ( ) ID( ) ( )

� CSV

RP Evo 10



�
5.4.3

9

e.g. 8



CPC

2020 2 18

1978
1986
1989
1997 ISO9001
2005
2009 ISO/IEC17025
2013
2016



Soft 

SOP 

Hard System







CPC



CPC



CPC


