IPellicon® 2 Filter

Quality Assurance Lot

Catalogue Number: P2ZB30CC0OS
Lot Numbar: CPNMN51658
Memhrana Tyge: FEMK
Membrone Area: 9.5 m*

Good Manvfacturing Practices
This product was manufactured ia @ Millipore fociit
which adherss to Good Manulacturing Praclices.

150° 2001 Quality Standard

This product was manulactired in o Millipere “acility
whose Quoily Morogement Syster is appraved by an
scaredited registaring body to the oppropriote

1872 9001 Guclity Systems Standard.

Materials

Marbrane. Polyetaarsulfons

Sempens: Palypropylene

Adhesives: Urethane

Toxicite: Al parts in fluid patas were tested. and meat
ta@ criverio of the USP Class VI Biological Tests fo-
Plostics. :

100% Integrity Tested in Manufactoring.

Eech unit must pess the Millipore Integrity Test based on
air flow through the fuliy-watted membrznes of e filter,

Miliipore, Durapore and Pzllicon are registered tradoma

Release Criteria

Every unit is lested by Manufacturing and released

by Gualiy Assurance 16 the following specifications:

Integrity

Sach uhit exhibited air Hew through fufty-wetted
membrones less than or equel to 60 co/min at
10 psig [0.7 ber) ‘nlet prassure.

Pressure Drop.
Somples mef o moxium pressure drop of 4-12 psi
{0.3-0.8 bar) =t 0.8 gpe (3.0 L/min) overags cross

flow of dlean wata-,

{es of Millinare Carparation.

S0 is a regisered trocemark of the Internorional Standards Organization.
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Quality Assurance
Audit Criteria

This groduct was designed and manufactured to
maet the “ollowing specifications.

Performorce is confraied by testing on an cudit
basis.

USP Oxidizable Substances

Efflvent was negative cfter a1 RC water flush,

Gravimetric Extractables
The exiractables level was eyual 1¢ or lase than
1500mg/m? alter an RO woter flush

Y

Peter Fichert
Quality Manager




