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i Caklogue Numbsr: P2BO5OV20 Release Criteria Audit Criferia

J Lot Number: CONNSS014 Every unit is tested by Marufacturing ond released This product wos des’gred and
Membrane Type: PBGK by Quality Assurance 1= the foillowing spedficaiions; ;E{egrir:z:zl::'i\:'!‘v;gnigfﬂc:;:;;l?Erzl:ng R
Membrane Area: 2.0 ' Integrity bos's.

| d ) , : Each unit exhibited air flow through fully-wetted .

i G‘_’o Manufacturing P_r“d"_:gs - membranes less tnan or equal to 72 cc/min af USP Oxidizable Substances

! This product was manutactured in a Millipore facility 10 psig (0.7 kar} inlet pressare. Effluent was negative after an RO water flush.

[ which adheres to Good Manufacturing Practices. : . R
1S6° 9001 Quality Standard Pressure Drop Gravimetric Extractables

vahity Standar (For 2.0m* Maxd’s, nole that sest is done on 0.5m” The extractables level was equa: to or lass Ihan

Tkis preduct was wanulacturad in e Millipore fasility slements.] 1500mg/m? ofter an RO water ush

whose Quality Managemert System is approved by ar
accredited registering body fo the nppropricte
150 2001 Quality Systerns Standerd.

xMaterials
Mambrzne: Polyetharsulfons
Screens: Folypropylene

w:Endzap: Polysulfone

Yndhesives: Urethane
Texicity: All parts in fluid paths were tesied and meel o
the criteria of the USP Clags VI Biological Tasis for f
F.asfes,

100% Integrity Tested in Manufacturing
Each uni must pass the Millipore Integrity Test bosed on)

air flow through the fully-wetted membranas of the filter. s . /// g' e

Peter Eicher
‘ : Quality Manager

Samales mef a meaximum pressure drop of Jass than
or equal 1o 3.3 psi (0.24 bar) ot 0.8 gpm
[3.0 L/min) average cross fow of clean woter.,
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Millipore, Durapore and ellicon ara registered tradematks of Milipore Carporaticn.
150 [s a registeres tradermark of the Intematicral Standsrds Organizalion.
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