Sterile Millex® Filter Unit

Fore Sire Rating: 010 um
Catalogue Number: SLVV023RS

Lot Number: ROMN39756
Expiry Date: 2012 09
Sterilizalion Date: 2009 09
Membrane Type: Durapore(PVDF)

Good Manufacturing Practice

e Standards under the
Hegulation and 150 13485
Standard for Medical Device production.

CE Marking

a Millipore
facility whose Quality Managemeant Sys i
approved by ceredited registering body to the
(50 9001 Qualily Systems Slandard.

Component Materials Toxicity

Companent malerials were lested for

tability

5 lor

By

Rey NA06

Quality Assurance Lot
Release Criteria

This manutacturing lol w d, tested and
releascd by Quality Assurance to the following ,
specification: |

Bacterial Endotoxins

An aguenus extraction rom the unit conlains less [
than or ac lo 2.15 EL/LUnit as det ned [
using the Lirmulus Amcbocyle Lysate (LAL) Test,

Integrity

Each unit is tesled during the ranutacturing
pracess o ensure dafact tfrec mambrane. Prior Lo
releasa, samples are lested to mecl a water
bubhle point spedilication of = 7.3 1751(5.03 bar)

by & method thal

Brevundimonas diminuta HIMA bacte
lenge tesl.

Housing Burst _
Samples meel 3 minimum housing burst of
150 psi (10.34 bar)

Water Flow Rate

Samples exhibit o water llow rate grealer than or
equalto 24 ml per minute at 30 (2.07bar)
W Zaum filtered RO water al 950

Sterility

1 slerilized by GAMMA
N a validaled sterilization cycle and
stablished dose as por AAMI

Quality Assurance Audit
Criteria

Toxicity

Non-toxic ws per the
Tast.

renil USE Mouse Satety

Downstream Particles

Samp
per unit.

AW No more than 50 par
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