Sterile Millex® Filter Unit

. Pore Size Rating: 0.45 pm __
' Gatalogue Number: SLHA033SB ]
Lot Numbet: ROHND8734
Expiry Date: 2012 06 _
Sterilization Date: 200908 |
Membrane Type: MFE-Millipore _
(Mixed Cellulose |
Esters)

Good Manufacturing Practice _,_

Thia product was manufactured in a Millipore
Facility that meets FDA Device Good
panutacturing Practice grandards undes the:
Quality System Ragulation and 150 11486
slandard for Medical Davice production.

GCE Marking _

Product is CE marked in accordance with
EC direolive gu/4MEEC 1993

|SO 9001 Quality Standard

This product was manufactured in a Millipare
facility whoss Quaily Management System i5
approved by an aceredited registering body to the
150 0001 Quality Systems Standard.

Component Materials Toxicity

Companent materials were tested tor
hiocompatability and meet the requirements for
150 10093 (External communicating devices,
mioad path indirect, |ags than or egual to 24 hour
contast duration) and fhe current USP Class Vi i
pinlogical Test for Plastics.

(doraar of Millipore
Ated comprny

Rev 0406

Quality Assurance Lot
Release Criteria

This manufacturing ot was aampled, tusted and
released by Qualily Agsurance 101 the Tollowing
mcﬁ.hc.:ﬂ.;._c_,,..

Bacterial Endotoxins

AN Agueous extraction from the unit containg les
Wan or equal to 2 15 EL/Unit as determinad
using the Limulug Amebacyte Lysale (LAL) Test

Integrity

Each unitis tuated during the manufactuning
process to ensure dotect free memprane. Frior o
release, samples arc jesled o meet 8 water
pubtile point spac Jcation of 2 30 pai (2.07 bar)
and particle challenge tesiad by # _.__0:.5,1 that
stalistically corrolates to the "
Breyvundimonas diminuita HIMA hacterial
chalienge lest.

Housing Burst

gamples mect 8 minimum housing fburst of
150 psi (10,34 bar)

Water Flow Rate

Samplos cxhibit 8 water flow rate groater than ar
equal lo 180 ml per minute @t 30 psi {7.07har)
with 0.22pm filterad RO water at 25°C

Sterility

This product has wean sterilized by

Ethylens Oxide (EQ)ina vatidated sterilization
cyale according 10 150 11135 standard. Spore
sirips (Bacillls atrophaeus 10%) incorporated in
the lot have been shiown o b sterile.

Maximum EQ rasidue limits macl the U.5.
Faderal guidetine for devices contacting blood
{ &% vivo ).

Quality Assurance Audit
Criteria

Thia product was designed and ranuiaciured 19
mect he following characleristivs thal aie
confirmed by leshing on an audil bags.

Toxicity

Mon-foxio as Per Ihe current LSP Mouse Safely
Tasl,

Downstream Particles

samples show no ymare: thian 50 particles =40 pm
per umt.

Bioburden

gamples show no yare than 50 mjeronrgs
per unil prior 1o steflizalian.
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