Sterile Millex® Filter Unit

Pore Size Rating:  0.22 ym
Catalogue Number: SLGV033RS
Lot Number: ROKN29063
Expiry Date: 201208
Sterilization Date: 2009 08
Membrane Type: Durapore(PVDF)

Good Manufacturing Practice
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Component Materials Toxicity

Camponent materials were tested for

150 10943 (Externa

blood path indirect, less than or equal to 24 hour
contact duration) and the current USP Class VI
Biological Test for Plastics.
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Quality Assurance Lot
Release Criteria

Bacterial Endotoxins

An aqueots extraction from the unit contains less
than or equal to 2.15 CU/ANIt as determinad
using the Limulus Amebocyte Lysate (LAL) Test.

Integrity

Each unit 15 lested during the manufacturing
process to ensure defect freo membrans, Prior to
release, samples are tested to meet 3 water
ol = 50 pai{3.45 bar)
lenge tested by 4 method [hal

Iy correlales (o the

Brevuridirmonas dieninuta HIMA baclaral

Housing Burst

Samples meet a minimum housing burst of
150 psi (10,34 bar)

Water Flow Rate

Samples exhibit a water flow rate greater than or
wqual lo 40 ml per minute at 30 psi (2.07bar)
wilh 0.220m Mered RO water al 25°C

Sterility

This product has been sterilizod by GAMMA
fated slarilization cycle and
meeats an established dose as por AAMI
validation guidelines.

Quality Assurance Audit
Criteria
This product was designed and manula

meet the following characl
confirmed by testing onan audi

Toxicity
Non-toxic as per the current USSP Mouse !
Test.

Downstream Particles

Samples show no mora than 50 particles =10 um
por unit.
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