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SUMMARY

This test report shows that fallowing inbegrly bating ol @ FTFE mambrana with 20 Smes the concaniration of Aanasol used dur-
ing a standard WALAIRDATA jasl. i detectable chalenge Suid remains on the membrans slar @ sngle sinam stenlisation.

Thi amaunt of chaflange flukd used during e 1881 s alsa shewn 1o ke around 1000 fimas less than that which e PTFE mam-
beans stedle @ir canrides (ZOHT-AF) would be oxposed 1o duing o fypical T day lemmeetason mn, it & iypical prolier system
vl Ll peioT ba The starils air carridge.

INTRODUCTION

The priccipls o aarcac esting stecle air cariidges has besn wal recsived by csiomens becausae of o many practical advan-
tages over liquid hased inegrity test meshods. Of the many questiors raised aboul the aarcsol test, one which was being con-
stardy woicad was that of challenge fiuld remaining on the mambrans of the cartridge following integrity testing. During the deval-
apmant stages of the VALAWRDATA woik was camied cut which demonstraied thers was i increass in the dforantial prossura
#l tha raled el Thi sarrdge foliowing repeated megrity eting ard sleanm serifation Howne, a rumbar of oustomess row
resgne further quantficasion of the amaount of challenge Muid. ¥ ary, remaining on the membrane. The purpose of B teal & 1o
show that all the challengs fluid i removed telowing & stardasd steam sterilsation proceduns of 12170 for 30 rinutaes,

A yshern wis consvucted as shown in Appandls: 2. Variows disce of PTFE wana ciallangad in this rig to doiemine:-

METHOD

8) Background comtamination of system [sampies M1 and M2}

b Achuad challengs level prasanisd bo the discs of FTFE memanas (sampies ME and M7}

c) Cinos challenged the disce weis ihen siaam siaiised once ot 121°C for 30 minules

The comtamingtion kevel for sach of these was then detsemingd usng lser speciromedry, which can identify the speciic
ahsorbance chamcterstics of Shal Onadiae £ chalisngs fuld (soe Appendts 2 for sbacrbance chamctirisic)

A ufler desoription of B fest method is evilable & & shparabs test repoart

Determiration of the calkulation of Fsuils shoen ks ghen in Appendic &

RESULTS

WiEin tha sanshhity of the test procedurs [Le. x2upid) Ho chillanga Muid was dotociad,

DESCUEEI0N

The challangs leval usad was Bstwean BE2-TE2ug and this was 20 Smes highar per unil anea of mambrana than the normal test
concainaticn,

A5 thi background fevel wos betwesn 255-2750g, B shews That in companson to the system the test adds e comtamination
[i.0. ug per test], and anything that is added & nel deteciabla atier stoam stord sabion.

Mot prefliration in use ioday talls imo Sree categoriss far ol remaval Besad on B groatest aliowable remaining ol oraent.
Thasa ang::
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Taking the cleanast quality class with & maxdmum remaining of content of 10pgim? a & slerile & carirdge (e.g. ZCHT-AZ) wouk
process appraimalsly 8000m* of air during a typical 7 day fermeriation with 8 toal oii contend of BOmg.

The amcurt of chalengs fuid deposiied during an inogrity test is thansdors: regligitde.
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APPENDIX 1 - REBULTS

SYSTEM BACKGROUND OIL CONTENT (Condensibs)
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APPENDIX 2

1) Chalenge Rig Ciagram
#  Cakulstion of TH Content
3 Absorbance Characterstic Shell Ondina BV

STERILISATION PROCEDURE

STAAT- Clossd &, B, C. DR E
Crackad Opan F &G

11 Opee vabess C & D Tully,
0 Dpen vabss & Condonsate drars from G & D,
d)  Whan ires sheam sxits. closs C B D 1o cracked poalion,

4] Tra pressuen thon incroases to 1 bar with tha upstreamand downsream cordermale of the dise undar asi draining ingo
chear duran bothies.

i} Steam for 30 mirmkes @ 12176

Hote: Betwesn aach iest ihe amedy rlg is sicamed for 10 minwtes.



CALCULATION OF Ol CONTENT

Tha ol condand |5 datermingd by laking the absorbanca kvl at the thies specific wavelengihe as & fackon of the 1005 traas-
mission and dividing This. by the oll cond ok,

The ol coeticient for Shell Ondina is 0023 and is cetermined by obtaining races at various dikSors of cilisclant baginning
with 1.1 grammes; T 00wl of sakant

T armudla is 88 Tollows:- Absorbance = Wy g
helpxly

\&here | is B base line absarbanca, |, |; and Iy are the absoranos al the spectic wavelengms.

Thee cil comtent is then maioulated by Absorbanc
O Goefliciant

Wihizh gives & resull in atml ol sohvam used b extract the ol hom e sampls.

Exampis 1 - Resldisal Ol on PTFE Disca

From graph ME ETFE I = 100%
Iy = 5. 1%
Iz = 68, 5%
ls - 43,855
Thw alsorbance is ghven by inqg i
hxkul
Absorbanca = Inqg [A00) L
{BB.6 W 653 w &3,.80}
=Qamg
Trw amount of ol in pgiml s ghen by Absorbares = 379 = a1, 28l
O Coothciant 0.023

Thed sample dsc was placed in 25mi of salent Sanefors the total amount of ol deposiied ondhe disc was 26 x 31/286 = THug

Example 2 - Fesldual Ol n Condenssie

From graph M2 upstean I; = o4 5%
Iy = T 00%
h = IR
Is - BL2%
hp= 47 . AR ..ol
TR TEX 77 ¥ 70 % B4.21
= Qi
O Conberd in Soherd = 0.235 = 10.22 pgimi
d.02a
Total Condensate Coliected = 45mil
Tt akime = A5l

Thereiors Tokal (Nl im Condiersabs = 45 % 25 ¢ 10.22
&5
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