Sterile Millex® Filter Unit

Pore Size Rating: 045 um

Catalogue Number: SLHAD33SS

Lot Number: ROJN25226

Expiry Date: 201207

Sterilization Date: 2009 07

Membrane Type: MF-Millipore
(Mixed Ccllulose
Esters)

Good Manufacturing Practice

tactured ina M

wra

CQuality Syslermn Regulation and 180 13485
andard Medical Davice production.

CE Marking

Product is CE muarked in accordance with
EC directive 93/M42/FFC 1093

1SO 9001 Quality Standard

This product was manutactured in a Millipore
y whose Qualily Management System is
approved by an accradiled registoring body to the

150 9001 Qualily Systems Standard,

Component Materials Toxicity

Componcnt materals were lesled tor
biocampatability and meet the requirements for
150 10983 (Cxternal communicaling devices,

, 2, less than or equal to 24 hour
Us1? Class VI

Rev 04/06

Quality Assurance Lot
Release Criteria

This manulacturing lot was sampled, testod and
released by Quality Assurance lo the tollowing
ication:

Bacterial Endotoxins

An agqueous extraction from the unit conlains less
than or equal to 2.15 EU/URI 93 determinacd
g the Limulus Amebocyte Lysalks (1LAL) Test.

Integrity

Each s lested during the manufactur
process to ensure defect froo membrane, Prior to
ase, samples are tested to medl g water
bubble point specilication of » 30 psi(2.07 bar)
and particle challenge tested by 2 melhod that
sla illy carrclates (o the

f

Brevundimonas duninuta HIMA bacle
challengs test.

Housing Burst
es meet a mir
150 pai (10.34 bar)

um heusing burst of

Water Flow Rate

Samples axhibil 3 water flow rale greater than or
cqual 1o 180 mi per minute at 30 psi (2.07han)
with 0.22pm filtered RO walgr at 250

Sterility

% product has been sterilized by

Ethylena Oxide (EO) in a validaled sterilization

cycle according to 150 11134 standard. Spore

strips (Baciflus atrophaesus 10") incorporated in
the lot have been shown to be sle

Maximum EQ residue limits meat the (.S,
Federal guideline for devices cont
{ & vivo ).

Quality Assurance Audit
Criteria

Toxicity
Non-toxic as per th

Bioburden

Samples show no more than 50 microorganis
per unit prior Lo sterilization.
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