Sterile Millex® Filter Unit

Pore Size Rating:  0.22 ym
Catalogue Number: SLGVDI3RS

Lot Number: ROMNA4305
Expiry Date: 2012 09
Sterilizalion Date: 2009 09
Membrane Type: Durapore(PVDF)
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CE Marking

Product is CE marked in accordance with
FC dirsctive 93/42/EEC 1993

ISO 9001 Quality Standard

This product was mant
facility whose Qu {
approved by an acoredited registe
150 5001 Quality Systems Standard.

Component Materials Toxicity

Compencnt materials were les
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Quality Assurance Lot
Release Criteria

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

Bacterial Endotoxins

An agueous exlraction from the unil ¢
than or equal to 2.15 EU/Unit as determined
sing the Limulus Amebocyte Lysate (LAL) Test,

Integrity

Fach unit s tested o g the manufac E::r_
free rmem
3 lesled o meal a walar

hubble ﬂ_o__.; specification of = 50 psi(3.45 bar)
and particle challenge tested by a method that
statistically correldtes to the

Brovundimonas diminuta HIMA bacterial
challenge test

Housing Burst

Samples meet a minimum hous
150 psi (10,34 bar)

Water Flow Rate

Samples exhibit a water flow rate greater than or
equal to 40 ml per minute a1 30 psi (2.07bar)
with 0.22um filtered RO water at 25°C

Sterility

This product has boen sterilized by GAMMA
irradiatic a validatad sterilization cyele and
s an established dose as per AAMI
validation quidel

Quality Assurance Audit
Criteria

Toxicity

Non-toxic as per the current LIS Mo

Downstream Particles

Samples show no more than 50 parlicles
per unit.

Joe Bergin

QA Manager pare [reland BV,

Carrighwohill
Co. Cork
[reland




