Sterile Millex® Filter Unit

Pore Size Rating: 0.45um
Calalogue Number: SLHVO33RS

Lot Number: ROMNIS75H9
Expiry Dale: 2012 09

Sterilization Date: 2009 09
Membrane Type: Durapore(PVDF)

Good Manufacturing Practice

iz product was manufactured in a Millipore
Facility that mects FDA Devics Good
Marifacturing Practice Standards u
Quality System Regu =18
Slandard for Medical 1ovice production.

CE Marking

Eroduct is CE marked in Accordance with
EC diractive 93/42/EEC 1893

ISO 9001 Quality Standard

This product was manulactured 0 a Millipare
tacility whose Quality Manag ment System is
anpraved by an aceredited registering body to ha
150 9001 Quality Systems Standard.

Component Materials Toxicity

Cormpeonent malerials wore tested for

hiocompatability and mect the requirements for
|50 109973 (Extemal commu rating devit
hiced palh indirect, les: than or

Rev (0406

Quality Assurance Lot
Release Criteria

This manufacturing lot was sampled, tested and
released by Quality Assurance to the fullowing
specitication:

Bacterial Endotoxins

An agueous extraction troam the unit conta
lhan or coual 1o 215 ELLINt 25 cletermined
using the Limulus Amebocyte Lysale (LAL) Tast

Integrity

Each unitis lested during the ma nufactunng
process to ensure defact free membrane. Prior to
release, samples are tosted to mect 3 water
tnibble point spe fication of » 22 psi(1.52 bar)
and particle challenge tested by & method that
siatist 2lates to the '
Brovundimonas diminuta ) IMA bacterial
challenge test

Housing Burst

Samples meel a minimurm housing burst of
150 psi (10.34 far)

Water Flow Rate

Samples cxhibit 3 watsr [low greater than or
srual 1o 300 mi par minute al 30 psi (2.070an)
with 0.22pm filtered RO waler at A0

Sterility

This producl has bean slorilized by GAMMA
irrudiation in a validaled st alion cyele and
meels an establ per AAMI
validation guidelines.

Quality Assurance Audit
Criteria

This product was designed and rmanutac
meet the Tollowing characteristics thal are
canfirmed by testing on an Audit ba

Toxicity

Mon toxic as por the current ISP Monse Safoty
Tosl,

Downstream Particles

Samples show na more than 5l parl
por unil.
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