Pellicon® XL Filter

100% Housing Integrity Tested in

Cotalogue Number: PABE300C50
Lol Number; CINN53098 '
Membrane Type: PBMK
Membrane Area: 50 cm?

Good Manufacturing Practices
Ths product was manufaciured in a Millipore fociiity
which meeds or axceeds FDA Device Good
tManufacturing Proclice stardords.

ISO 9000 Quality Standard

Thys product wos manubactored in o Mitipore {axility
whose Quality Management Syste s approved by
cn accradited registering body fo the appropriate
ISK?:-F%J“OOO Quadlity Systems Standord.

Materials

tembwone: Polyethersulfone
Screens: Polypropylens
Housing: Polypropylane

Tasicily: All materdals in flu's peths were feated ond
meel the criterio of the USP Class VI Biological Tests
for Flastics.

100% Integrity Tested in

Manufacturing
Eoch urit must poss the Millipore Infegrity Test based
on oir flow though the membrane of the fittar,

Manufacturing
" Each unit must pass the in-process Housing Integrity
Test.

Quality Assurance Lot Release

Criferia }

Ever‘;_unii is tasted by Monufacturing and released by
- Quualty Assurance 1o the followirg ssecifications:

Integrity
ek wnit exhibited air flow through the membrane
less than or equal 43 ce/min ot 30 csig (2.1 bar)
In‘et aressure.

Feed Channel Air Flow

Each unit exhibired a mepdmurm air low of

2.7 - 4.5 Lfmin of 30 psi (2.7 bag pressure d-op.
The feed channel cir fow iranslates -o o typical wate
eress Jow of 80 — 100 mU/min o 20 psi 3.4 car)
pressurs drop. '

tiflizorz and Pellizon are registerad frademarks of Millihore Corooration.
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Quality Assurance Audit

Criteria

This preduct wos designed and manulacturad o meet
the following specificotions. Performarice s cendirmed
ky testing on cn audit basis.

USP Oxidizable Substances

Eflivent was negative after an RO wiater Hush,

Gravimelric Exfractables
The ax‘roctables leval wes equal to or less than
7.5 mgfdevice after an RG wetar flush.
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Peter Eichsrt
BioPharmaceutical Qualty Manager




