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This part of ISO covers the classi cation of air cleanliness in This standard speci es the classi cation of air cleanliness in

terms of particle concentration in cleanrooms and clean zones. Only particle populations having cumulative distributions

based ISO CLEANROOM STANDARD maximum particles/m3 equivalent FED STD E ≥ μ m CLASS ≥ μ ≥ μ μ m1 μ ≥5 μm

ISOISOISOISOISOISOISOISOISO,,, 1,,,,,,,,,,, 3,,,, It is based on light scattering airborne particle counters and covers particle

sizes from 0,1 µm toµm INTERNATIONAL STANDARD © ISO ISO (E)Scope This part of ISO covers the classi cation of air

cleanli-ness in cleanrooms and associated controlled environments exclusively in terms of concentration of airborne

particles. It also speci es the standard method of testing to determine classi cation, including selection of sampling This

standard speci es the classi cation of air cleanliness in terms of particle concentration in cleanrooms and clean zones. It is

based on light scattering airborne particle counters INTERNATIONAL STANDARD © ISO ISO (E)Scope This part of ISO

covers the classi cation of air cleanli-ness in cleanrooms and associated ISO CLEANROOM STANDARD maximum

particles/m3 equivalent FED STD E ≥ μ m CLASS ≥ μ ≥ μ μ m1 μ ≥5 μm ISOISOISOISOISO The revised version of this

part of addresses the ≥ISOµm particle limits for ISO Classin the sterile products annexes of the EU, and WHO GMPs by

way of an This document speci es classes of air cleanliness in terms of the number of particles expressed as a

concentration in air volume. DRAFT INTERNATIONAL STANDARD ISO/DIS © ISO – All rights reservedScope. It also

speci es the standard method of testing to determine cleanliness class, including selection of sampling locations This part

of ISO speci es ISO classes of air cleanliness in terms of particle concentration in air volume.
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