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CONVENTION
CLEAN AREAS FOR MANUFACTURE OF STERILE PRODUCTS
Final Filter Arr Max. permitted glumber of |Max.permuitted Nearest Equivalent
Conde Efficiency |  Changes m“‘gﬁ%ego‘;‘efﬁ‘”‘” No. of viable Standard Classification

{as determined per hour organisms US Fed. BS VDI

by BS 3928)" bom o Sm | pew® | saom | swe | 2083, Bl
A flow of
Unidirec- 0.3m/s
tional air 99.997 | (vertical) or 3,500 0 |lessthanl 100 1 -
flow work 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 3,500,000 | 20,000 500 100,000 3 6

* Bs 3928:Method for Sodium Flame Test for Air Filters, British Standards Institution, London, 1969.
* This condition should be achieved throughout the Clean Room when unmanned and recovered within
a short “clean up” period after personnel have left. The condition should be maintained in the zoneim-

mediately surrounding the product whenever the product is exposed:

* Mean values obtained by air sampling methods.
* US Federal Standard 209 B.
S BS 5295: Environmental Cleanliness in Enclosed Spaces, British Standards instiution, London, 1976.

# Verein Deutscher ingenieure 2083, P1.



