Sterile Millex® Filter Unit

Pare Size Rating:  0.45um
Catalogue Number: SLHAQ33SB

Lot Number: RYEN99115

Expiry Date: 2012 05

Sterilization Date: 2009 05

Membrane Type: MF-Millipore
(Mixed Cellulose
Esters)

Good Manufacturing Practice

This producl was manutactured in a Millipore
Facility that meets FDA Device Good
Manulacluring Practice Standards under the
Quality Syslem Regulation and 150 13486
Standard lor Medical Device production.

CE Marking

Froduct is CE marked in accordance with
EC diractive 93/12/EEC 1993

ISO 9001 Quality Standard

This product was manufactured in a Millipore
facility whose Qualily Management System is
approved by an accrodited registering body to the
150 9001 Quality Systems Standard.

Component Materials Toxicity

Componert materials were testod for
hiccompalabilily and meet the requiremenis for
150 10883 (External communicaling devices,
bloed path indirect, less than or cqual to 24 hour
cantact duration} and lhe current USP Class VI
Biclogical Tast for Plaslics.

Millex® is a registered {rademark of Milliporc
Corporation or an affilialed company.
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Quality Assurance Lot
Release Criteria

I'his manufacturing lot was sampled, tested and
released by Quality Assurance 10 the lollowing
specitication:

Bacterial Endotoxins

An aguecus cxtraction from the unit contains less
than or equal to 2.15 EU/Unit as dotermined
using lhe Limulus Amebocyte Lysate (LAL) Test.

Integrity

Each unit is tested during the manufacturing
process (o ensure defect free membrane. FPrior to
rcloase, samples are lesled lo meel a water
bubble point specification of = 30 psi(2.07 bar)
and parlicle ¢hallenge 1ested by a method that
slalistically correlates to the

Brevundimanas diminuta HIMA bacterial
challenga tast.

Housing Burst

Samples meet a minimum housing burst of
150 psi (10.34 bar)

Water Flow Rate

Samgples exhibit a waler llow rale greater than or
equal to 180 ml per minute al 340 psi (2.07bar)
with 0.22um filtered RO water at 25¢C

Sterility

| his product has beon sterilized by

Ethylene Oxide (EQ) in a validated sterilization

cycle according 10 150 11135 standard. Spore

strips (Bacillus atrophaeus 10%) incorporated in
the lot have been shown to be sterile.

Maximum EQ residue limits mest the U.S.
Federal guideline for devices contacting blood
( ex vivo }.

Quality Assurance Audit
Criteria

This product was designed and manufactured to
meet the tollowing characteristics that are
conlirmed by lesting on an audit basis,

Toxicity
MNon-toxic as per the current USP Mouse Safely
Test.

Downstream Particles

Samples shaw o mere than 50 particlas =10 um
por unit.

Bioburden

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

Joe Bergin

; ; ™y
)
rvrﬂ_ﬂ _w.w..,..
...Irr_..-...
QA Manager - Millipare Ireland B.V.

Carrigtwahill
Co. Cork
Ireland



