Sterile Millex® Filter Unit

Pore Size Rating:  0.45 um
Catalogue Number: SLHA0335B
Lot Number: ROJIN1T1097
Expiry Date: 2012 07
Slerilization Date: 2000 07
Membrane Type: MF-Millipore

(Mixed Cellulose
Esters)

Good Manufacturing Practice

This product was manufactured in a Mi
Facility that mects FDA Device Good
Manufacturing Practice Standards under the
Qualily System Regulation and 180 13485
Standard for Medical Device production.

CE Marking

Product is CE marked in accordance with
0 directive 93/42/CCC 1993

150 9001 Quality Standard

Thiz product was manufaclured in a M

approved by an accredited registering body to the
150 9001 Quality Sysl Slandard,

Component Materials Toxicity

Componcnt malarials weare lested lor

hincompatability and mect the requirements for

I8 (External communicating devices,

direct, less han or equal to 24 hour
I USE Class VI

blood pa
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Quality Assurance Lot
Release Criteria

luring lot was sampled, tested and
1 by Qualily Assurance 1o lhe

Bacterial Endotoxins

An agqueous extraclion from the unit containg less
Ihan or equal lo 215 EUA I as determinad
using the

Integrity

Each unilis tested during the manufacturing
process o ensure defect free membrane. Prior to
release, samples 1eel & waler
bubble point apccifica 30 psi{2.07 bar)
and particle challenge tested by a method thal
statistically correlates to the

Brevundimonas diminuta HIMA bacte
Allenge last,

Housing Burst

Samples meet 2 minimum housing burst of
150 pai (10,34 bar)

Water Flow Rate

Samples exhibit a water flow rate g ar [han o
3 3 180 ml per minute al 30 psi (2.07bar)
with 0.27pm fillered RO water at 25°C

Sterility

product has been sterilized by
e (R0 in 2 validated sterilization

S g Lo 130 1717135 standard. Spore
3 (Bacilius atrophacus 10Y) incorporated in

the lot have been shown Lo

Maxitmum O residus limits meet the U5,
Faderal guideline tor devices contacting blood
[ ex vivo ),

Quality Assurance Audit
Criteria

This preduct was designed and manutactured to
. ing characleristics thal are
:.G 0orn An a

Toxicity

Mon-loxic as per lhe
Taost.

Downstream Particles
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QA Manager - Millipore Iraland BV,

Carrigtwohill
Co. Cork
Ireland



