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ISO 14644-7

“Separative device is a generic term defined as “equipment using constructional
and dynamic means to create assured levels of separation between the inside and
outside of a defined volume”. As example for industrial specific applications the
following devices are to be mentioned: LF units, enclosures, glove boxes, isolators
and minienvironments.”

b8 122 B M HARTE, € O8N “ Bt S5 ABi TR, ERUE X 45
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“A barrier isolator is a decontaminated unit supplied with HEPA filtered air that
provides uncompromised continuous isolation of its interior from the external
environment, including surrounding cleanroom air and personnel.”

B% = 45 & T HEPATE JE 2 I BRTS B o0, e PN 35 4 A Bl v = 2 SO N R E Y
) DB B AN W 228 =

FDA Aseptic Guidance Appendix 1: Aseptic Processing Isolators
FDATC TR R B 1: Jow N TR 2 2

“Aseptic processing using isolation systems seperates the external cleanroom
environment from the aseptic processing line, and minimizes its exposure to
personnel.”
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PDA TR34

An isolator is sealed or is supplied with air through a microbially retentive filtration
system (HEPA minimum) and may be reproducibly decontaminated (1). When
closed it uses only decontaminated (where necessary) interfaces or Rapid Transfer
Ports (RTPs) for materials transfer. When open, it allows for the ingress and/or
egress of materials through defined openings that have been designed and
validated to preclude the transfer of contamination. It can be used for aseptic
processing activities, for containment of potent compounds, or simultaneously for
both asepsis and containment.
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Tf: hourly leak rate HF/NftjR=x

F = hourly leakage of the containment enclosure under normal working conditions
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V = volume of the containment enclosure®% [4EH 2 [a] AT
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VHP (Vaporized/Vaporous Hydrogen Peroxide)
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VPHP (Vapor Phase Hydrogen Peroxide)
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HPV (Hydrogen Peroxide Vapor)
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