Sterile Millex® Filter Unit

Fore Size Rating:  0.22 pm
Catalogue Number: SLGV033RS

Lot Number: ROJN20643
Expiry Date:; 201207
Sterilization Date: 2009 07

Membrane Type: Durapore(PVDF)

Good Manufacturing Practice

Thiz product was manufacturcd in a M
Farility thal meels FDA Device Gond
Manufacturing Praclioe Standards under tho
Quality Systermn Rogulation and 150 13485
Slandard tor Medical Device production.

e

CE Marking

Froduct s CE marked in accorda
EC direntive B3/42EEC 1993

IS0 9001 Quality Standard

Thiz product was manufactured ina M
facility whose Quality Management Systom is
dpproved by an accrediled registering body to the
S0 8001 Quality Systems Slandard.

Component Materials Toxicity

somponent materials were

150 10693 (External communicating devices,
blood path indirecl, less than or equal to 24 hour
conlact duration) and the current USSP Class VI
Bialogicdl Test tor Plastics.

rncrk of Aillipore

Craporalion or an affilicted compuny.
Hav 04/06

Quality Assurance Lot
Release Criteria

Bacterial Endotoxins

An aqueous extraction from the unil conlains less
norequal to 2,15 CU/UNIL a5 delerminad
using the Limulus Amebocyte Lysale (LAL) Test

Integrity

Cz iz lested during the manufacturing
process to ensure defect frec membrane. Prior Lo
release, samplos are u fo meet a water
hubble peoint specification of = 50 psi (45 bar)

and particlo challenges lested hy a method that
statistically corrolates 1o the

Brevundimonas diminuia HIMA hacterial
challenge test.

Housing Burst

Samples meet a mi
150 psi (10.34 bar)

imum honsing burst ot

Water Flow Rate

Samples exhibit @ water tlow rate groater than or
equalto 40 ml per minute at 30 psi (2.070an)
wilh 0.22um filtered RO water = ;

Sterility

This product ha 1 sterilized by GAMMA
irradiation in a validaled sterilization cvele and
mests an established dosc as per AAM)
validation guidelines.

Quality Assurance Audit
Criteria
This product was designed and manufacturod to

mect the following characleristics that are
confirmed by tosling on an hasls

Toxicity
Mon-toxic as per the current LISE Monse S
l'est.

Downstream Particles

Sam
P

s show no more than 50 parti =10 pmn

Jue Bergin

QA Managor - Millipore lreland BV,

Carrigtwohill
o Cork
Ireland



