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- 0.5um (m3%) 0.5um (m3%) Air sample Settle plates (diam. 90mm)
[=]

o

(At Rest) (in operation) cfu/ms3 cfu/4 hours(b)
A 3,500 3,500 <1 <1
B 3,500 350,000 10 5
C 350,000 3,500,000 100 50
D 3,500,000 T8 gis 200 100

Clean Area 0.5 m Microbiological Microbiological Settling
ISO Classification particles/m3 Active Air Action Plates Action Levels®®
(0.5 um Levels® (cfu/m3) (diam. 90mm; cfu/4hours)
particles/ft3)

5 100 3,520 1e e

6 1,000 35,200 7

7 10,000 352,000 10

8 100,000 3,520,000 100 50

Guidance for Industry (Sterile Drug Products Produced by Aseptic Processing-CGMP) 2004.9
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ZONE
KGMP
1 1A
2 1B
2
B 3
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2 FHFY

P ZYFY (B FAH)

22 NE0| AF0 === X|(LAF, Clean
Booth)
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pass box

AlR SHOWER ]

BAROMATIC
CLEAN BOOTH DAMPER
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S ALZ 0F (2]
4 — HVAC SYSTEM A|Z(1)

3X)|

— CLEAN &I

WEIGHING BOOTH HEPA FILTER PASS BOX RELIEF DAMPER
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- ZAE0FD)
»  — HVAC SYSTEM AI2(2)

3 DUCT &K EXHAUST DUCT &K1
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- ZAE0H3)

- Utility Al&

+ UTILITY &dl &kl

+ UTILITY t{ & &KX

+ 8 X HHIISE A, SA
# AIS Al USER?} &9l 2 &I
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1A b HAND DRYER
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S ALZ0F (5)

- &J| &4

—&H JI=0l 21 HOI0 Al
Xl S USERQI &9 = A3

+ CONTROL MIO &2di

— M =0l o o
AH JIZ0 I HOIM Al COLTROL

PANEL &X]

+ A% 4|

- &H JI=0l 21 HOH0 Al
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- ZAE0HE)

’ - XIS MIOi

[Tybical M P Tecysie Bisgram |

+ Control and Monitoring Station p——

+ In-Touch (HMI) 1NN
+ In-SQL (Data Base)
« Application Server (21 CFR Part 11) |
+ Local Control Station |t
« Siemens S-7 PLC) " E%E
+ Validation I
- AS GAMP4 i
« 21 CFR Part 11 Compliance UL
Qualification
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-, SME0HT

3 — T.AB &!Al (Testing, adjusting, and Balancing)

OXIE XH2H
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World-class comprehensive
Engineering leader of the 215t Century
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