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ISO Maximum Particles/m3 FED STD \WHO
146441 209E GMP
Class 20.1ym | 20.2pum | 20.3um | 20.5pm | 21 um | 25 uym | Equivalent | Equivalent
ISO 1 10 2
ISO 2 100 24 10 4
ISO 3 1,000 237 102 35 8 Class1
ISO 4 10,000 2,370 1,020 352 83 Class10
Class Grade A
ISO5 100,000 | 23,7000 | 102,000 3,5200 8,320 293 100 Grade B
Class
ISO 6 1,000,000 | 237,000 | 102,000 35,200 8,320 2,930 1000
Class
ISO7 352,000 83,200 2,930 10,000 Grade C
ISO 8 3,520,000 | 832,000 | 29,300 | 1SS Grade D
’ ’ ’ ’ 100,000
ISO 9 35,200,000 | 8,320,000 | 293,000 | Room Air
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Settle Plates Settle Plates
Air Sample . Air Sample . USP
Classification | EY CMP | " cpy/mz  [(Pia-90mm)) g, g | (Dia. 90 mm) | gy )
operation US cGMP CFU/4 hours EU GMP CFU/4 hours CFU/m3
US cGMP EU GMP
ISO 5/100 A 1 1 <1 <1 <3
ISO 6/1000 - 7 3
ISO 7/10,000 B 10 5 10 5 <20
ISO 8/100,000 C 100 50 100 50 <100
D 200 100
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USP (1116) USP (1116)
Contact Plates CFU/ CFU/
Classification EU GMP (Dia. 55 mm) contact plate contact plate
operation CFU/plate (24-30 cm?) (24-30 cm?)
EU GMP
Surfaces Floor
ISO 5/100 A <1 3 3
ISO 6/1000
ISO 7/10,000 B 5 5 10
I1SO 8/100,000 25
D 50
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