Sterile Millex® Filter Unit

Pore Size Rating:  0.22 um
Catalogue Number: SLGP033RB

Lot Number: RYOHNDET 38
Expiry Date: 2012 06 ,
sterilization Date; 2009 06
Memhrane Type: Express(PES)

Good Manufacturing Practice

This product was manufactured in a Millipore
Facility that meats FDA Device Good
Manutacturing Pra : Standards under he
Quality System Regulation and 150 13485
Standard for Medical Device production.

CE Marking

Product is CE marked in accordance with

EC dircetive Q3/42Z/EEC 1003

IS0 9001 Quality Standard

approved by an accredited regislering bady to the
150 9001 Qualily Systems Standard.

Component Materials Toxicity

Component malarials were testerd
ocompatability and
SO 109493 (External col
blood path indirecl, less than or equal ke 24 hour
conlact du n} and lhe current USF Class VI

Biclogical 1 est tor Plasti

Quality Assurance Lot
Release Criteria

This manulacturing lot was sampled, tested and
released by Quality Assurance to the tollowing
speification:

Integrity

ification of = 59 psi(4.07 bar)
enge tested by a melhod that
statistically correlates to the

Brovundimonas diminuta HIMA baglerial
challenge tesl

Housing Burst

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

Water Flow Rate

Samples exhibit a waler flow rate greater than or
aqual 1o 150 ml per minute at 30 psi (2.07bar)
with (.22pm filtered RO waler at 25°C

Sterility

This product has been sterilized by GAMMA
irradiation in a validated sterilization cyole and
meels an established dose as per AAMI
validation quidelines,

- Quality Assurance Audit
Criteria

This product was designed and manufactured to
L lhe following characte 2 lhat are
conflirmed by testing an an audit basis

Bacterial Endotoxins

An agueous extraction from Lhe unit containg less
than ar equal lo 2.15 EL/UNIt as delermined
using the L s Amebocyte Lysale (LAL) Test,

Toxicity
MNon-toxic as per the current USP Mouse Safety
Test.

Downstream Particles

Samples show no more than 50 particles =10 pm
per unit,
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