Sterile Millex® Filter Unit

Fore Size Rating: 045 um
Catalogue Number: SLHAN335S
Lot Number: R9JN11098
Expiry Date; 2012 07
Sterilization Date: 2009 07

Mambrane Type: MF-Millipore
(Mixed Cellulose
Esters)

Good Manufacturing Practice

: product was manufactured in a Millipore

HABG

CE Marking

“roduct is CE marked in accordance with
=0 directive 93/42/CCC 1993

150 9001 Quality Standard

2 product was manulactured in a Millipore

HE0 E00 Quality Systems Sta

Component Materials Toxicity

Component malerials ware tested for

biocompatability and meel It irements for
150 4 (External communicating
blood path indirecl, less than or cqual to 24
contact duration) and the current USP Class V
Hiological Test for

Rev 04/06

Quality Assurance Lot
Release Criteria

This manufacturing lot was sampl
rele
"..;:z

,lesled and
by Quality Assurance Ly the Tollowing
on:

Bacterial Endotoxins

An acile
than ar e
using the Li

15 exlraction trom the unit containg less
lo 2.15 EW/Unit as detormined
5 Amebocyle Lysate (LAL) Test.

Integrity

and particle challenge tested hy o method thal
statistically correlates 1o (he

Crevundimonas dirminuta HIMA bacterial
challenge test.

Housing Burst

Samples maet a minimi
150 psi (10,34 bar)

) burst of

Water Flow Rate

samples exhibit a waler Now rate greater than or
cqual o 180 ml por minute al 30 psi (2.07har)
with 0.22pm fillered RO water at 25°C

Sterility

: product has been sterilised by

Ethylene Oxide (EQ) in a validalsd slerilization

syule deeording to 150 11135 standard, Spore

(Bacillus atrophaaus ._Dmu mnaGorporated in
the lot have beer own 1o be sterile.

Maxirmum EQ residus limits m
Federsl guideline for dovices ¢
{ mxovivo ).

Quality Assurance Audit
Criteria

This product was de
meet he Tollow
confinmerd by te

med and mandfacturcd to
cteristics that arc
Or AN audit basis

Toxicity

Nan-loxic as per the current USP Mouse Salely
Tuosl.

Downstream Particles

Samples
por unil.

10ow no more than 50 particles =10

Bioburden

Samples show no morg than 50 ns
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wire Ireland BV,

Carrigtwohill
o, Cork
Ireland



