Pellicon® XL Filter

Catalogue Number: PXBC10AS0
Lot Mumber: CONNE1304
Mermbrane Type: PBGC
Membrane Area: 50 cm?2

Good Manufacturing Practices
-This preduct was mamdacturad in o Milligore facility
which meets or exceeds FDA Bevice Good
Manufacturing Practice stenderds,

1SO 2000 Quality Standard

This product was manufactured in a Millipore faeility
wiose Gualily Manegemans System is approved by
an qecradited registering bedy to the appropriate
ISCF 9000 Guality Systamns Standard.

Materials

Meliorane: Polyethersufone
Screans: Polyprogylene
Hzusing: Polypropylene

Toxicty: All moterials in fluid paths were tested and
meet the criterfa of the USP Class VI Biclogicat Tests
for Plastics.

100% Integrily Tested in

Manvfacturing _
Each unit must pass the Millipore integrity Tes: based
an air fiow through the membrane of tha filter.

Millipore and Pellicon are registered trademarks of Milli
P50093 Rev G 06/09

100% Housingﬁ Integrity Tested in

Manufacturing
Each unit must poss the in-process Housing Integrity
Test. '

Quality Assurance Lot Release

Criteria
Every vt is tested by Manufacturing ard released by
Quality Assurance fo the 7ollowing specifications:

Integrity ,
Each unit exhibited air flow througn the membrare
less than or egusl fo 2jce/min al 30 psig (2.1 bar)
inle! pressura. :

Feed Channel Air Flow
Each uni exhibited o maxdmum air flow of
2.5-3.5 /min-at 30 ps’ {2.1 0w pressure drop.

The feed choninel air flgw tronstotes to o typical ware
cross flow of 45 . 60 ml/min af 20 psi (1.4 bar)
pressure drop. |

Pore Corporaticn,

Quality Assurance Audit
Criteria

This product was cesigned and manulfaciured to meet
tha follewing spacifications. Performance is confirmed
by testing on an oudit basis.

USP Oxidizable Substances

Efluent was negolive after ar RO watar flush,

Gravimetric Extractables
The extractables level wos equal o or less flian
7.5 mg/device olter an RO water flush.

WL
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