Sterile Millex® Filter Unit

Fore Size Rating:  0.22 um
Catalogue Number: SLGS03358B
Lol Number: R9INT1095
Expiry Date; 2012 07
Slerilization Date: ™ 2009 07
Membrane Type: MF-Millipore

(Mixed Cellulose
Eslers)

Good Manufacturing Practice

This product was ma red in a Millipore
ty that meets FDA Davice Good
Suring Practice Standards under the

CE Marking

IProduct ia CE marked in ,..._.
EC directive 93/42/CCC 1001

dance with

IS0 9001 Quality Standard

This product was manufactured in a Millipore
facility whose Qualily Management System is
Appraved by an accrodited registaring body to the
0 9001 Quality Systems Standard.

Component Materials Toxicity

Cornponent materials were tested for
Liocompatability and meel the requirements for
150 10993 (External o icaling devices,
slood path indircct, less 101 equal to 24 hour

aontact duration) and the currenl USE Class VI
udl Test tor Plagtics.

1y
Rey 04/06

Quality Assurance Lot
Release Criteria

This manufacturing amplod, lesled A
released by Quality Assurance to the following
ation:

Bacterial Endotoxins

An agueous extraction from the unit conts
than or equal o 215 ELAURIt as determined
uging the Limulus Amcbocyle Lysale (1LAL) Test,

Integrity

Each unit i5 lesled during the manutacturing
procoss to ensure defscl free mambrane. Prior to
release, samples are tested |3 waler
i(3.45 har}
hallenge tested by a mathod that
stati Slly correlates to the

Bravundimaonas diminwta HIMA bacterial
challenge test.

Housing Burst
Samples meal am
150 psi (10.34 bar)

v housing burst of

Water Flow Rate

Samples oxhibit a- waler flow rate greater than or
ler 2t 30 psi (2.07bar)
ered RO water at 25°C

zed by
Qxide (EO) in a validated sto
cycle according to 150 11135 standard. Spore
(Bacillus atrophaets 10%) incorporaled in
hiave: been shown to be sterilc.

Maximum EQ residue limits meet the U.S.
Federal guideline for deviees contacting blood
{ ex vivo ).

Quality Assurance Audit
Criteria

This product was designed and manufactured to
meet the tollowing characteriatics that =
confirmed by testing on an audit basis.

Toxicity

Nan-toxic a5 per lhe currenl USSR Mouse Satety
lest

Downstream Particles

Samples show no more than 50 particles =10 pm
pEr Lnit.

Bioburden

ow no mare than 50 microorganisms
Lo slerilizalion

Joe Bergin

QA Manager - Mi

i,

are [refand B.V.




