Sterile Millex® Filter Unit

Pore Size Rating:  0.45um

Catalogue Number: SLHAD3355

Lot Number: RIBN74890 |

Expiry Date: 2012 02 W

Sterilization Date: 2009 02

Membrane Type: MF-Millipore |
{Mixed Cellulose
Esters)

Good Manufacturing Practice

This product was manutacturcd in a Millipore
Fagcilily that meets FOA Devicc Good
Manufacturing Praclice Slandards under the
Quality System Regulalion and 150 13485
Standard for Medical Device production.

CE Marking

Product is CE marked in accordance with
EC directive 93/42/EEC 1993

ISO 9001 Quality Standard ,

This product was manufaclured in & Millipore
facility whose Quality Managemeanl Syslem is
approved by an accredited registering body {0 |he
150 9001 Quality Systerns Slandard.

Component Materials Toxicity

Componanl malerials were tested for
biccompatability and meot the requirementls for
120 10993 (External communicaling devices,
blood path indirect, loss than or equal 1o 24 hour
contacl duralion) and the current USP Class VI
Biological Test tor Piastics.

Millex® i a registered trademark of Millipore
Carparation or an aftiliated company.

Rov 04706

Quality Assurance Lot
Release Criteria

This manutacturing lot was sampled, lesled and
released by Quality Assurance 1o the following
specification;

Bacterial Endotoxins

An agueous exiraclion Irom the unit contains less
lhan or equal to 2.15 EW/ Unit as delermined
using lhe Limulus Amebocyte Lysate (LAL) Tesl,

Integrity

Each unit is tested during the manulacluring
process to ensurc defoct froe membrane. Prior to
release, samples are tested 1o moet a water
bubble point specitication of = 30 psi(2.07 bar)
and particle challenge tested by a method that
stalislically correlates to the

Brevundimonas dirminuta HIMA bacterial
challenge tcst.

Housing Burst
Samples mect a minimum housing burst o
150 psi (10.34 bar)

Water Flow Rate

Samples cxhibit a waler flow rale greater than or
equal to 180 ml per minule at 30 psi (2.07bar)
with 0.22um filtered RO water at 25%C

Sterility

This product has been slerilized by

Ethylene Oxide (EQ) in a validated storilization

cycle accarding to 150 11135 standard. Spore

strips (Bagillus alrophasus 10%) incorporated in
the lot have been shown to bo sterile.

Maximum EQ residue limits meet the U.S.
Fedcral guideling lor devices contacting blood
{ ex vivo ).

Quality Assurance Audit
Criteria

This product wag dosigned and manulaclured o
meaat the following characieristics that are
contirmed by testing on an audil basis.

Toxicity
MNon-toxic as per the current USP Mouse Salely
Test,

Downstream Particles

Samplos show ng more than 50 parlicles =10 pm
per unil.

Bioburden

Samples show no more than 50 microorganisms
per unil prior to sterilization.
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