Sterile Millex® Filter Unit

Pore Size Rating: 0.22 um
Catalogue Number: SLGV0O33RE _

Lot Number: ROMMNIL757
Expiry Date: 2012 09
Sterilization Date: 2009 09
Membrane Type: Durapore(PVDF)

Good Manufacturing Practice

Thia product was manufactured in a Millipore
lacility that mects FDA Device Good
Manufacturing Mractice Standards under the
Quality System Hegulation and 150 13485
Standard for Medical Device produclion,

CE Marking

Froducl is CE marked n accordance with
EC diroctive QYM2CEC 1963

IS0 9001 Quality Standard

This product was manufactured in a Millipore
facility whose Quality Manage e 3 System is
approved by a diled ¢ 0 bocly 1o the
150 9001 Quality Systems Standard,

Component Materials Toxicity

Compa sre tastad for
biccompatability and maet the reguirements for
150 10293 (External communicating devices,
blood path indirect, less than or equal to 24 :c..:
contact duration) and the current LSP Class VI
Giological Test for Plastics.

Ry DAMDG

Quality Assurance Lot
Release Criteria

Thizs manutacturing lol wa nped, | o and
slity Assurance to the following

,::r_:?.E::

Bacterial Endotoxins

An aqucous extraction from the unit E:E less
than or equal to 2,15 EL/Unit as deter
g (ALY a5

le challenge tested :< a SQ:R_ z._m;
slalistically corrclates to the

Crovundimonas diminuta HIMA bacterial
challenge test.

Housing Burst

Samples mect a minimum housing burst of
150 pai (10.34 bar)

Water Flow Rate

A waler flow rate greator than or
equal Lo 40 ml per minute ot 30 p=i (2.070ar)
with 0.22pm filtered RO water at 25°C

Sterility

This product has beeon sterilized by GAMMA

i aticn in a valldated sterilization cycle and
moets an established dose as per AAMI
validation qguidclines.

Quality Assurance Audit
Criteria

Toxicity
Mon-loxic a5 per e Gl
Tesl

it USSP Mouse Satety

Downstream Particles

Samples show o mare than H0 particles =10 ym
per unit.
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