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L

%D:\ [ ] ZL—Fa(Crass 100)

[ ] ZL—FB (Class 10,000)
[ ] ZL—Fc (Class 100,000)
| | " |- [ ] #L—FD(Class 100,00048 )
. —

1 CPC401
1
28 L/
G4 min 2.8
L 1m3 1,000L
1 0.5 pm
5.0 pm
1
ISO
14644-1 I /m
0.5pm 5.0pm 0.5pm 5.0pm
A 5 3,520 20 3520 20
B 7 3,520 29 352,000 2,900
C 8 352,000 2,900 3,520,000 29,000
D 3,520,000 29,000
4. 1 1
CPC401 1
CPC401 1



30 Pa
20 Pa 2
35 Pa 20 Pa
2 — /m3
0.5 pm
1
0 38869.3 8127.2
1 10954.1 9540.6
2 12014.1 15547.7
5 pm
1
0 3886.9 353.4
1 1060.1 706.7
2 1766.8 1766.8
1060.1 1766.8
0 1
0.5
pm 38869.3 5.0
pm 3886.9
1 2 1
0.5 pm
10954.1 12014.1

5.0 pm



353.4 353.4
I
g F Y@ {8/ rd) N=

3 / m3
0.5 pm (N=3)
1 1
1 3180.2 | 9187.3| 2826.9
2 10247.3 | 12014.1| 24735 -
3 2826.9| 4240.3| 3533.6 353.4
AL F FYE B/ m) 5418.1| 8480.6| 2944.7 -
SE 1973.3| 1854.9 254.5
5 pm (N=3)
1 1
1 0.0 1766.8 0.0
2 1060.1 | 1413.4 353.4
3 0.0 353.4 706.7 0.0
AL FF1E B/ m) 353.4| 1177.9 353.4
SE 288.5 346.7 166.6
S5um Pl F 0.5um Pl
m1nE mEFTEF w1791% m1nE mEFEE w1niE
8480.6

5418.1
- 29447

g FYfE ({8 rri) N=

/ m3
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6% 0.1% 6% 2
A B 70 C
D 2 1 76.9~81.4vol%
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FDA* Guidance for Industry, Sterile Antiseptics"
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PIC/S_GMP “Recommendation on the J Antiseptic

Validation of Aseptic Processes” . Disinfectant
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C D
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(1) CPC (1
(2)
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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
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3 / m3
1 2 3
0.5 pm 1413.4 3886.9 706.7 2002.3
5.0 ym 0.0 0.0 0.0 0.0
1 2 3
0.5 pm 4593.6 3180.2 2120.1 3298.0
5.0 pm 0.0 0.0 0.0 0.0
1 2 3
0.5 pm 3180.2 2120.1 3180.2 2826.8
5.0 pm 0.0 0.0 0.0 0.0
1 2 3
0.5 pm 7067.1 3886.9 3180.2 4711.4
5.0 ym 353.4 0.0 353.4 235.6
1 2 3
0.5 pm 1060.1 706.7 0.0 588.9
5.0 pm 0.0 0.0 0.0 0.0

5.0 pm
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action level



5. cabinet CO2
CPC
CO2
CPC
CO2
CPC
1SO14644-1
1)
CO2
DMEM
CO2

70%




3
(2)
6% 01%
75%
®3)
G4
SCD
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(1)
121 20 121 20

57.5
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HV-50

A3) ACE test / | H3723 /
Lot:130503 / Exp.2014.11.03

4)



(5)

No.

ORFVAEGRMA | @A —hIL—TFB @A —hIL—TLB  @BeRAMLA

Ofi% = OFH
(FME-TAY)




(1)

2 2
2
No.
2 250 30
(2
(6) NDS-420
(3
1



No.
ACE test / / H6302 /
250 Lot:130207 / Exp.2014.08.07
30
(4)
1
2
5)
35.0 3
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CPC
CPC
2
MIRROR
2
CPC
CPC,QC
2015/02/1~2015/02/28
7
CPC Cell processing room,
QC room
(1) CPC 1
CPC area 1|22+ 3 50%z+ 15% 16~20 m2 | 35 Pa 5
Processing
Room
CPC area 2|19+ 3 50%= 15% 16~20 m2 | 35 Pa QC 2
Processing
Room and
QC room
2 CPC 6 22 19
Cell processing room, QC room 2
1 QC
)
1 2 CPC
1 15
16~20 m2

35 Pa, 0 Pa
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URS DQ, 1Q, 0Q, PQ
URS
Qualification
Qualification

Qualification URS




DQ

URS
DQ Design Qualification
URS
1Q Installation Qualification
HP
OQ Operational Qualification
PQ Performance Qualification
DQ
2. URS DQ DQ QA
URS IQ 0Q PQ
DQ 4. 1Q Installation Qualification
1Q DQ
QA URS
URS
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URS 5. 0Q Operational Qualification
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2
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250
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