|Pellicon® 2 Filter

Catalogue Number: PZBOCIY20
Lot Mumber; CONNS3149
Membrane Type: PBCC
Membrane Area: 2.0 m?

Good Manufaciuring Practices
This product was manuvfactured in o Millipore =acility
whidh odheres to Good Mantactaring Prociizes.

150° 9001 Quality Standard

This product was manufoctured in a Millipore facility
whose Guclity Management System is approved by an
azeredited regisiering body to the appropricta

5 2007 Gluolity Sysrems Standard,

iMaterials
Mernzrane: Polvethersullone
Seeens: Polypromylens
Eﬁ:{cﬂp;_ Polysullone
Adhesivas: Urethane
Tosicity: All parts in <luid pothe were tested and meet
the criterio of the USP Cless VI Blological Tasts for
Plosfce, ’

1

Quality Assurance Lot

- Release Criteria

Every unit is fesied by Manulocturng ond released

oy Quality Aszorance to e fol:owing speciications:

Integrity

Each unit exhibited o' fow through fullywetted
membranes lsss than or equal to 72 co/min of
10 psig (0.7 bar) infet prassure.

Pressure Drop

fFor 2.0m% Maxi's, ncte thot test is dore on G.5m?
slemems.)

Samples maet ¢ meximurr pressure drop of fess then
or equal to 3.5 psi (0.24 bar) os 3.8 gpm

{3.0 L/in) average crzss flow of cloun water.

Quality Assurance

Audit Criteria

This preduct was designed and manufactured to
mzet the following specificotions.

Perormancs is confirmed by lasting on an gueit
busis.

USP Oxidizable Substances

Ffluent wes regativa oftar an RC weter flush

Gravimetric Extractables
The edrachables level was soual 1z or lzss thon
1500ingsm? altar an RO water fush _

100°% Integrity Tesfed in Manufacturing .
Each urii mus poss tha Millipere Integrity Test bused ony

air Aow through the fullywettsd membzrones of the filtar. / e
Peter Fichert

' Qwality Manager
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