Sterile Millex® Filter Unit

ifore Size Rating:  0.45 pmn
salalogue Number: SLHV0323REB

Lot Number: ROMN44306
Expiry Date: 2012 09
Sterilizalion Date: 2009 09
Membrane Type: Durapore(PVDF)

Good Manufacturing Practice

product was manufacturcd in a Millipore
ty that meets FDA Davice Good

turing Mractice Standards undeor the
y Syslem Regulation and 150 13485
Andard tor Medical Device production.

CE Marking

Producl is Ck marke
EC directive D3M42/CEC 1

I1SO 9001 Quality Standard

This product was mar

accordance with

Component Materials Toxicity

ponent materials were tested for

Quality Assurance Lot
Release Criteria

et =nd
Hlewwineg

rmanulaclunng lol was san
released by Quality Assurance o the (i
spacification.

Bacterial Endotoxins

A agueous exlraclion Trom the unil containg less
or equal lo 25 L
using the L uE Amahooyle Dysale (AL Tes)

Integrity

membrane Prior to
1 1o mieel o waler
cation of = 22 pai{1.52 bar)
le challenge lested by a method that

Housing Burst

Samples meet 2 minimum housing burst of

THlp

Water Flow Rate

Samples exhibit a water flaw rate groator than or
tey 300 s el psi (2.07kar)
with 0.220m lillered RO waler a1 2500

Sterility

This product has been sterilized by GAMMA
irradiation in a validated sterilization aycle and
i hed dose as per AAMI

Quality Assurance Audit
Criteria

I'his pre
meel Ihe

Toxicity

Non-toxic as por the
Teat.

LISP Mouse Safoty

Downstream Particles

Samples show no more than 50 parti
per unit.

QA Manager - Millipore Ircland BV,
Carrigtwohill

Ca. Cork

Ireland



