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Aseptic processing Product pathway

The sterile Product pathway must assure all connections and enter of the barrier technology do not 
compromise sterility.

Not just integrity (in-place) of the sterilising filter is critical to assure sterility but also the 
pathway from the filter to the Point of Fill (line integrity test methods are available).

https://www.symmetric.events/event/aseptic-processing-in-manufacture-of-sterile-products-and-atmp/
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Technical solution applied to PUPSIT 
for Isolator barrier

Annex 1 & PUPSIT: GMP Regulatory expectation & QRM

Key decisions related to PUPSIT Barrier
integration impact complexity of design 
and operations:

1. Product Filter Inside or Outside the Barrier Isolator?
2. SIP or Single use systems?

Images courtesy of Merck
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A technical solution for PUPSIT 
integration in Isolator barrier

Images courtesy of Merck
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