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organisms, viruses, toxins or cell culfures having all the following character_istics:' )

~ a. total ﬂltra,_t'ioﬁ area equal to or greater than 1 square metre; and |
- b. having any of thé fbllmﬁing,cha’raif:tt:éﬁsﬁcsﬂ : _' - o . e |
- i:.capabl_e'of-being *'steﬁﬂzqql' or disinfeciec{-in-situ; or o -
L ugihg Idisp_osable or single!-use fittration oomponents
h (N;B; Tﬁi,_s_; cohtrol excl'ude'ss" re,ﬁerse.'bsmos‘i‘_s gqﬁ_iﬁm’en_t, as speciﬁqd by the ménufac_tui‘er.)

t’:;éa's (tangentialy flow filtration components (ag modules, elements, cas;settes. cartridges, unis or|

plates) with filtration area equal to or greater than 0.2 square metres for each coniponent and - .
designed for use in cross (tangential) flow filtration equipment as’ specified above.

| Technical note: In this control, "sterilized denotes the elimination of all viable microbes from the | .

| equipment through the use of either physical (eg steam) or chemical-agents. 'Disinfected’ denotes

- | the destruction of potential micrebial infectivity in the equipment through the use of chemical
‘agents with a germicidal effect. . 'Disinfection’ and ‘sterilization’ are distinct-from ‘sanitizatien’, the . | '

latter referring to cleaning procedures designed to lower the microbial content of equipment without

- | necessarily achieving elimination of ali microbial infectivity or viability. o o -
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