BS EM 150 14644-1:1999,

Table 1 :Selactad airborme particulate cleanliness classes for cleanrcoms and clean zones

150 FED STD B55295
Classfication Maximum concentration limits [particles / m® of air) for particles equal to 209E 1969
ol and larger than the considered sizes below Mai s Nt
equivalent | eguivaléent
Class Class
0.1 0.2m 0.3 pmn OL5 L Tpm B
150 Class 1 10 2
150 Class 2 100 24 10 4
150 Class 3 1000 237 102 15 B 1 C
150 Class 4 III_IIF}D 2370 100 _35? a3 10 _ [
50 Class5 | 100000 | 23700 10 200 3520 832 29 100 | EF
ISOClass 6 | 1000000 | 237000 | 102000 | 35200 8320 293 | 1000 HIG)
5OClass7 | | 3s2000 | s3zo0 | 2930 10 000 )
150 Class 8 _ | 3520000 | 832000 | 29300 | 100000 K
150 Class 9 1 35200000 | £320000 | 293000

EC GMP ANMEX 1 MAMUFACTURE OF STERILE MEDICINAL PRODUCTS

Alrbarne particulate clasification

B | at rest ] - | in c:pEr-atiﬂn
GH,A;DE Maximu,;m;errnitted number of particles..uf m3 equal to or above
0.5pm Spm 0.5pm SHm
A 3500 0 3500 Q |
B 3500 0 350 000 2000
e C 350 000 " EEIIDU-- 3 500000 20000
B o 3 500 000 20000 not defined | not defined

The particulate conditions given in the tabke for the at rest ate shoukd be achieved in the urnamied stae after a shaort dean up period of
1530 minutes (guidance value), aler compheticn of operation

Recommended limits for microbiological monitoring of clean areas during operation

[ 5 Recommended limits for mict_'ubial containment
GRADE AL Ghb ol ool [
cfu/4 hours cfu/plate cfu/glove
A < <1 <1 <1
B 10 5 a5 5 |
c 100 50 25 - |
D 200 100 50 -




