Pellicon” XL Filter

Catalogue Number: PXB100C50
Lot Number: CENN54917
Membrane Type: PBHK
Membrane Arsa: 50 emZ

Good Manufacturing Practices

This product wos manufaciured in- a Millizose facility
which meats or exceeds FDA Device Good
tanufacturing Practice stondards.

IS© 9000 Quality Standard

This product was manufactured in o Millipors focility
whaose Quality Monagement System is approved by
amaccredited registering body fo the appropriate
150 2000 Quality Systerns Standard,

Materials

Mérrbrane: Polysthersulfons
Screens: Polypropylene
Housing: Polypropylens

Tozicity: All materials in fluid paths were tested and
maet the criteric of the USP Class Y1 Bislogical Tests
‘or Plastics.

100% Integrity Tested in

Manufacturing
Fach unit must poss the Millipere Integrity Test based
en air flow th-ough the mambrane of *he filter.
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100% Housing Integrity Tested in
Manufacturing
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Quulity Assurance Lot Release
Criteria

Every unit is fested oy Marufacturing end released b
Qlualicy Assurdnca to the following specificctions:

Integrity
Each unit exhibitzd air flow through the membrane
fzss thon or equal to 3 co/min at 30 psig (2.7 bar]
infet pressure,

Feed Channel Air Flow
Each unit exdvhited a maximur air {low of
2.5 - 4.0 L/min ot 30 st (2.1 bar} pressure drop.

The feed channel air flaw franslates fo o lypical wale
cross flow of 50 — 80 ml/min at 20 ps* (1.4 bar)
pressure drop.

pora Corperation.

Quuality Assurance Audit
Criteria

This product was designed and manufacivred o imeet
the following specificctions. Perfarmance is confirmed

" by testing on an qudit basis.

USP Oxidizable Substances
Effluant wos negative ofier an RO water flush.

Gravimetric Extractables
The extrociables level wos egual to or fess than
7.5 mo/device ofter on RO waler flush,

Peter Cichert
BioPharmacevtical Qualily Manager
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