Sterile Millex® Filter Unit

Quality Assurance Lot Quality Assurance Audit
Release Criteria Criteria

Fore Size Rating: 0.10 ym This manufacturing 1ot was sampled, tested and Thiz product was designed m.:a maAnufa

5 releasced by Quality Assurance lo ng t the following chara 5 hal are
m..m,ﬁm__ou:m Number: SLVVO33RS specification: confirmed by testing on an audit basis,

Lot Number: RYHN11091

Expiry Date: 2012 07 Bacterial Endotoxins Toxicity

Sterilization Date: 2009 07 An aqueous extraction from the unit contains less Non-toxic a5 per the current USP Mouse Safely

Membrane Type: Durapore(PVDF)

Good Manufacturing Practice

This product was manut ad in a Millipore
Fac eets FNA Device Good
Standards under the
nand |50 13485

| Device production.

Cuuality Sy
Slandard for Me

CE Marking
Pr
FC

ucl is CE marked in accordance with
ve 93A2/EEC 1993

ISO 9001 Quality Standard

This product was manufactured in a Millipore
tacility whose Quality Managemenl Syslam s
appraved by an accrediled regislering body to the

150 9001 Quality Systems Standard.

Component Materials Toxicity

Component materials were tested for
hivcompatability and meet lhe requ

nents for

150 10993 (Exlernal communicating devicos,
bload path

el less than or equal to 24 hour
alion) and the current USP Class VI
cal Test for Plastics.

Rev 0406

than or equal to 2.15 EL/UnNit as dalermined
uging the Limulus Amebocyle Lysam (LAL) Test.

Integrity

ase, samples are tested to meet a waler
hubble point specitication of » 73 psi(5.03 bar)
and parlicle challenge tested by a method that
statistically corre
Bravundimonas diminuta HIMA bacle
challenge test.

Housing Burst
Samples meel a minimum housing burst of

160 psi (10.34 bar)

Water Flow Rate

Samples exhibit @ water Now rale greater than or
equdl Lo 25 ml per minufe al 30 P (2.07har)
with 0.22pum filtered RO water at 25%C

Sterility

This praduct has been sterilized by GAMMA
irradialion in a validated sterilization cycle and
meets an established dose as per AAMI

Test.

Downstream Particles

Samples show ho more than 50 pa
e
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