Sterile Millex® Filter Unit

Pore Size Rating:  0.22 pm
Catalogue Number: SLGP033RB
Lot Number: ROJN15564
Expiry Datea: 2012 07
Sterilization Date: 2009 07
Membrrane Type: Express(PES)

Good Manufacturing Practice

product was manufactured in a Millipore
meels FUA Device (Good
ing Fraclice Slandards under the

CE Marking

Troduct is CE marked in accordance with
#0 directive 93/42/EEC 1993

ISO 9001 Quality Standard

Thiz product was manufaclured in a M
racility whose Quality Management System is
oved by an accredited registering body to the
300 9001 Quislity Systems Standard.

Component Materials Toxicity

Component materials were | o [or
hiocompatability and mect the requirements for
150) 10993 (External communicating devices,
el less Than or equadl to 24 hour
contact duration) and the current USSP Class VI
Biological Test for Plastics.
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Quality Assurance Lot
Release Criteria

e and
IWirig)

ted during the manufacturing

lecl ree membrane, Prior (o
are lested Lo meel a waler

bubble point specification of = 59 psi(4.07 bar)

and particle challenge tested by a mathod that
statistically correlates to the

EBrevundimonas diminuta HIMA bacterial
challenge test,

Housing Burst

Samples meet 2 minimum housing burst of
150 psi (10.34 bar)

Water Flow Rate

Samples cxhibit a water flow rate greater than or
equal 1o 150 ml per minule 3130 (2.07har)

with 0.22um filtered RO water at 25°C

Sterility

product has been sterilized by GAMMA
sle ion cyale and
sC as por AAMI

Quality Assurance Audit
Criteria

Toxicity
Non toxic as per the current USSP Maouse Safety
Test.

Downstream Particles

Shew no morea

10 pm

par unit,
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QA Manager - Millinore Ireland BV,
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