Pellicon” XL Filter )

Catalogue Number: PXCO10C50
Lol Number: CRANK26072
Membrane Type: PICGC
Membrane Area: 50 cir2

Good Manufacturing Practices
This product was manufactured in o Millipors tacility
which meets or excecds FDA evice (ood
Vianufacturing Practice stondards.

ISO 92000 Quality Standard

“his product was manufactured in o Millipore facility
wnose Guality Monagemant System 13 approved by
un accredited registering body to the uppropriate
15Q 000 Quality Systerms Standard

Materials

Fembrane: Regenerated Cellulose
acreens: Polypnopylene

trousing: Polypropylenc

Toxicity: Ail muderials in fluid paths were tested and
meet the criteria of the USP Class VI Bivlogical Tests
for Plastics.

100% Integrity Tested in

Manufacturing
Euch unit must pass the Millipore Integrity Test based
on air How Ihrough the membrane of the filter

100% Housing Integrity Tested in

Manvufacturing
Each unif must poss the In-process Housing Integrity
Test.

Quality Assurance Lot Release
Criteria

Every unit is Iested by Manufacturing and released by
Clueality Assurance to the following specifications:

Integrity
Soch unit exhibited qir flow through the membrane
less than or equal to 3 cc/inin ar 30 psig (2.1 bar)
inlet pressure.

Feed Channel Air Flow
Fach unit exhibited o moximum air flow of
7.5 - 4.0 Umin of 30 psi (2.1 bar) pressare drop.,

The fecd channel air flow hanslates to o typical water
cross tlow of 35 - 45 ml/min at 20 psi {14 par
pressure drop,

Millipore and Peflicon are registered trademarks of Millipore Corperation.
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Quality Assurance Audit
Criteria

This product wos tesigned and manufactured i e
the lollowing specificotions. Pedormun e 15 conkfirmed
Dy festing or o1 gudi! basi

USP Oxidizable Substances

Effivent was negahve afier an RO water flush,

Gravimetric Exiractables

The axtractables level vy equal to or fess thon
7 omnddevics alter an RO water flush
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Peter bichert
fioPharmaceutical Quality Manager
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