GMP
( )
HVJ-E
50
GMP
3 26
1Q Installation Qualification 0OQ Oper
ational Qualification
3 6 GMP

GMP

GMP




GMP

24

GMP

GMP

26

GMP

GMP

26

Installation Qualification

0oQ
Qualification
TK

GMP

TK

21

1Q

Operational

PMDA



12

26

24

GMP

10L

50

12

GMP

222

222

10

222

21

50L

444

30

GMP

HVJ-E

5 10L 50L

26

1Q Installation Qualification
OQ Operational
Qualification

HVJ-E

26



TK

12

GMP

21

GMP

222

24

GMP

HVJ-E

IQ
Installation Qualification
0oQ Operational
Qualification

PQ Process Qualification
GMP

26
26
GMP
GMP
1Q/0Q



25 6 75 150
49 6 147 294
12 222 444 10




