Sterile Millex® Filter Unit

Pore Size Rating:  0.22 um
Catalogue Number: SLGV033RS
Lot Number: R9HN11093
Expiry Date: 201207
Sterilization Date: 2008 07
Membrane Type: Durapore(PVDF)

Good Manufacturing Practice

Hhis product was manufactured in & Millipore
Facility that meets FDA Device (Good
dcluring Practice Standards under the
ly System Regulation and 150 13485
1ard 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 manufactured in a Mil
facility whose Quality Managemant System is
approved by an accredited registering body to the
150 9001 Quality Systems Standard.

Component Materials Toxicity

Component materiales were testad for
biocompatability and meet the requirements for
150 10993 (Cxternal communicaling devices,
hlood path indirect, less than or cqual to 24 hour
conlagl duration) and the current USP Class VI
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Quality Assurance Lot
Release Criteria

This manufacturing lot was sampled, tested and
released by Quality Assurance to the following
specification:

Bacterial Endotoxins

An aqueous extraction from the unit contains leas
than or equal to 2,15 EU/Unit as determined
using the Limulus Amehocyle Lysate (LAL) Tesl

Integrity

Each unit is tested during the manufacturing
procass to ensure defect free membrane. Prior to
release, samples are tested to meat a water
bubble point specification of = 50 psi{3.45 bar)
and particle challenge lested by a method that
slatistically correlales Lo he

Bravundimonas dirinula HIMA bacterial
challenge test.

Housing Burst

Samples meet a minimum housing burst of
150 psi (10.34 ban

Water Flow Rate

Samples exhibit a water flow rate greater than or
aqual kb 40 ml per minute at 30 psi (2.07bar)
with 0.22pum filterad RO water at 25°C

Sterility

This product has bean starilized by GAMMA
irradiation in a validated slerilizalion cycle and
meets an established dose as per AAMI
validation guidelines.

Quality Assurance Audit
Criteria

This praduct was designed and manufactured to
meet the following characteristica that arc
confirmed by testing on an audit basis

Toxicity
Naon-toxlc as per the current USP Mouse
Tost.
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Downstream Particles
Samplas show ne
per uf

rex than B0 particles =10 ypm
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