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I 2. E8lE & Work Stations for the Microbially Controlled Environment
Particles Microorganisms
Class > 0.5um Air Sample Plate
/eu ft Jcu ft sq, ft. week ¢ 9cm, 1hr
100 100 0.1 1,200 0.5
10,000 10,000 0.5 6,000 2.5
100,000 100,000 2.5 30,000 12.3
E 3. Clean Areas for Manufacture of Sterile Products
Final Filter ) Max. permitted number| Max. permit- Nearest Equivalent
Efficiency Arr of particles pér m?® |ted No. of via- Standard Classification
Grade Changes
(as determined| equal to or above . ? |ble organisms| US Fed. BS VDI
by Bs 3928)! per hour 0.5um 5um |perm3?® Std. 209B¢} 5295° | 2083.PLS®
A flow of
Unidirec- 0.3m/s
tional  air 99.997 (verical) 3,500 0 ’ less than 1 100 1 -~
flow work or 0.45m/s
station (horizontal)
B 99.995 5—-20 3,500 0 -5 100 1 3
C 99.95 5-20 350,000 2,000 100 10,000 2 5
D 95.0 5—-20 13,500,000 | 20,000 500 100,000 3 6

1. BS 3928 : Method for Sodium Flame Test for Air Filters, British Standards Institution, London,
1969.

2. This condition should be achieved throughout the €88 when unmanned and recovered within a

short “clean up” period after personnel have left. The condition should be maintained in the zone im-

mediately surrounding the product is exposed.

3. Mean values obtained by air sampling methods.
4. US Federal Standard 209B.
5. BS 5295 : Environmental Cleanliness in Enclosed Spaces, British Standards Institution, London,

1976. ,
6. Verein Deutscher Ingenieure 2083, P1.
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