3. rotation monitor

CPC
rotation monitor
6% 0.1% 6% 2
A B 70 C
D 2 1 76.9~81.4vol%
CPC Cell
Processing Center
CPC
PIC/S_GMP Annexl “Manufacture of 1
Sterile Medicinal Products” USP "<1072> Disinfectants and
FDA* Guidance for Industry, Sterile Antiseptics"
Drug Products Produced by Aseptic
Processing” . Cleaning Agent
PIC/S_GMP “Recommendation on the J Antiseptic

Validation of Aseptic Processes” . Disinfectant




Decontamination

. Sanitizing Agent
. Sporicidal Agent
. Sterilant
CPC
AB,CD
1
2
6%
0.1%
6%
A B 70
C D
2 1 76.9~81.4v0l%
AB,C,D
2
(1) CPC (1
(2)




3

0O0S Out of .
Specification
(2)
2
A 1 3
13.8 5 5 12
B 3.5 1 1 3
2
C 11.6 3 3 8
2.7 1 1 2
5.6 2 2 3
D 8.4 3 3 6
3.6 1 1 2
5.6 1 1 2
CPC QA




QA

OOS Out of Specification



