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but are no °F"FPH°['§B’“P‘B"° Preferably, the,pitofdhe wash enmpositioniis fom 65t 8.8¢ r uct ur es,

por ous pol "t 81"’1’ e s't' %@Wﬁi@?i‘o Ofsejahpescent of @ Hifaciant compris-
fabrics "é? 2 "“"ﬂ cqtign, In.gnothe "Eﬁﬂt 4he ‘g‘ﬁg@?‘ul

nb m l'ls at east m% ng
'[rﬁ i sr ?ESZn%rﬁ, @ur re ﬂgﬁrzzo'@gﬁ g |?m%ﬁ'€ ‘P'aé‘g"‘('?pc?P'g"é'ﬁa'ﬁ‘lpl e
W th surface mruﬁ anoer ¥iBddfmeR a n&&f&n%&%&m@m& ﬁsta@.ﬁ.g&du ief brghdid/dcfbedt! OW
e ne e sed 'gs a

or to reduce nonspecific I nteractions rane can

separate substrate with suitable contaithers for carrying out the assay of
this invention. Preferably, however, it is nounted as part of a test

device. Various test devices are known in the art including those described
In U.S. Patents 3,825,410, 3, 888, 829, 3, 970, 429 and 4, 448, 232. Particularly
15 useful deV|ces are descrlbed I n European Patent Appllcatlons 88308558 1
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In a preferred enbodi nent, the test device has three testzones orwells
designed for providing a test result and positive and negative control
results. Each test well has’ a nicrqggqﬁﬁ §@brane mounted therein. O her
vari ations of useful test deV|ces Wou be wthin the purview of a morker
of ordinary skill in the art. - no ogi cal reagent described abov

can be i nccﬂ’lh 'E)?%'P‘@EY '1’ F6‘°'FW@'U?’ t \’H“Eé"""‘ ?af('fwg ﬁf?’édamﬂ’ﬁﬂ'mthy"
le 25% EM me
Separ at ei y S ot ;f%ﬂ%“;gag s ’P%l? At etely E'zs'd?"e pangl
&L

from ungonp y ' 9
o ungom & @ﬁ% &‘an .t.g ..L.xon %&b&% éﬁ il ro ﬁ b
and at mOSlyyfucth ‘iﬁ.&‘m& oﬁ !M?fa ‘é‘tnérﬂf‘o%i b skiled

whil e the i) aamaa c‘%&dh&id@ We&‘ rent
conpl ex fomsm“ﬁs&m} e ligand and any anti bodi es |n the speci rren 'S
contact gd 30 Onéidk o BinfpleAsatarsdibleta bre Q8 piesahtdn b novel wadlP Ebnfasitith) iRdidng aikeh

t he~.i gand miatal dnd @shinGiurh alts, SidhaslitHiGr Bidtide, 8bdiuntdMkid ] potassium chioride, sodium iodide, am-
antsbody- amiohitia dijerids Gariréniunh Bultate @od btharé kro@n IndBeart. The salts arb presedt inuhduntsaitficahty

Wi th or sulmeeyident iobic strength skabinast0.2% andyirefgralieioony 0.25¢0l1. Alvepresentative Wbt icomposition
this conpl dpdesctbedbelowat er - sol ubl e. That is, it is forned priorto

i nsol ubtél i zi n@emuchawmimdpmpmmmmmmswmwwiﬂonmmmm is

i nsol ubi | i PARrHIoraFeagenss fop prayiditg & detectable spegiesypon Maetipn wishhthe BRRYe labglTihe reageniss o,
in preferr é'f! tEﬁﬂ‘iﬁ’GEﬁ"ﬁéPﬂ"s‘“‘ anq fB"rPaEﬁ °’l§¥Tﬁ‘b éS?éEF“Vrﬁ'!@P F%F%"“ff?"dh'i’ pyfeose.

i gand- an- 5°"t"1' E "%E‘EEHV?

| i gand- antl b Ei g g the m>?°'1“’§s I“m?'ﬁﬁﬁﬁqg
cheLuant | DIEAR)? rQE o "W%ﬁa i °% ,Z%A@F& "
known prepg Y Fg ° Ei‘

Usef ul enzygie I nc ude ut are not |mte to perOX| ase, ucose

oxi dasezs ahbﬂzln%i—@bﬂﬁmﬁ%hn&&mﬁcm of Silol rba, %hihf“vfeﬁbﬁlaﬁﬁi ﬂ!bp&hﬁiﬁ&e
(in 40  an¥ntpfrink,!brontopyrbguiictivd ahd RBra¥MwS R WPt AlteFnaliely £iyirdgen d R aid tnlele@EbnE S
can be nonaédepttrdan ¥ cobihdddd gbvitle a detbctabib@hatied (for eRdhipler See tie cBMbduRds@bscABYdinNsli €S
as | ong aspPatety,26¢em9). Wi th the antibodies to the ligand in the assay. For
ex- anpl e, t (Reeferaldy)thio esaganttompositivind@iegaiduco dyervenith priotides @ dyedrithe prbsenceaftydiggene
can be s ederpxidezidipetexidase (for example, ladniaryiimidezoledéuso dya@b describgd in WLS. Batents 4,089,747 or
sur f act ant & friapyimsthane loucardye rcdesnribedidn 6670889 enhancers. A particul ar conj ugat €
com positi orPneea dyechas fasaed in thegprasence ofjhe inpelublpromplex, itTeyy be “Qﬁﬁéﬂsua“y or using

l'i gand- ant P beierpstisoay PW%#@E’"%%@P&#’P '"@QP&%F‘?P ?fﬂwﬁmh "H'E"Pe'
material s F‘B'P" HW'E?"B’?H"H‘E&‘@Q °ﬂ§€&d\%é'ﬁ“["8?9°f't“5" P’°°"‘“°

Pr ef er afj| y™®eg 9!‘5 h° err fo
R cin Fka‘sfﬂ sem
Corpe o %% L .m..o;r:f: g‘ ] :“% ﬁk
s

i nsol ubl e im
tO

W th angaq tio

10 \us€ or mFﬁorﬁ\l&ﬁl r&bﬂ&b’ dﬁ&n%mﬁ cM%Hﬁdoﬁ&%d’flthSkif ﬁ&@&flnstr
only a fewsdl sirfngMeali pibetieOanaeRd 1ks.ON are needed to renove the uncorrpl exed

material s t hrasgkowingGorpobilidndvere lsel AN yiid@ut thY 4855 a8afitsd inkHb@Iustated bxaiipi bug.h
ConMposi t i OAll pefcehtagudafe by tdtad wlight of thélcompesitenbodi ment , the wash conposition
conpri se&s at wWeaslogital thgenei ght percent of a sur f act ant conpris- ing a
dodecyl sul f at Bhisareagsmt soroprised périiciesi of rpplylatyrene-camn® m-(amlqratthsd;nlfonylmetavl)stymo]
enbodi nent (9554& meles ratiQ)onte whigh werp cayalpntiy attacheddiiY-bantigert | east 1.5 wei

percent of aH\hentigenaues prepasest Lty cultwringHIV-bindhe Hut 78 prl|linasin IRpeyrell PapkMemori U'F -
from 6 to 190madiup i the REepenca et 0% Poyineaerym aiumin and gentamyeim (SO ne/mikThe eell d°“’“y“'°s
Parti ciPar Wﬂ"‘&gﬁﬂﬁﬁl’%@n"’b’d AH 18 Pells/tshy §"déf'%°°di%‘§?!? F‘{?@&‘"BQPH\RP aqdﬂ%?”'ﬁ" medyPher

enbodi ment Mg Y‘Fﬂ@g‘i“ﬁ‘%‘ﬁef? ?m } ncen-
R i
?g%?i%,w

i gppara tusb
organi ¢ so 8
R, c,,.@%&'wz @‘f“.ﬁ.‘: fiada
m
exanpl e meg, rat;oﬁ ftible vbia ﬁ'ﬁw& ded Lrﬁ@&rtﬁl@%&gi hdd weldPellatized by

555
2-pyrr Qk di gf a‘gb@%@a §°
(for eXamle mrpdtis gmo adssJ&ef' St e
1- net hyl - Zmpyw Aburs! QN 80,8005 x [ BidEreb@FendSd in 40 nh'SdTal burfeb lsbidtioh AP 7.8, 10.01 h.haar

wash conposition are nonionic, anionic or anmphoteric surfactants. Useful
non- lonic surfactants |nclude t he pol ybxyet hyl ene derivatives descri bed
above, octyl phenoxy pol yet hoxyet hanol surfactants, fluorocarbon surfactants
and others readily apparent to one skilled in the art. Anionic surfactants
i nclude, for exanple, deoxycholic acid and derivatives thereof, alkyl
sulfate esters and others readily apparent to one skilled in the art. 10
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i's described bel ow 15 The insol uble conpl ex retai ned on the menbrane
i s contacted with a reagentconposition which conprises one or nore reagents
for .providing a detectable species Epggsfﬁgﬁtl' on with the enzyne | abel. The
reagents will then depend upon the enzyne, and for each enzyne there are

many known re ygents for this purpose. One or nore reactions may be '
necessary t'@s(hvaropmethyaminomethans byd ® .01 melag NaGlcd. @5}1rfwfewwhﬂ!mf9meqﬁe

the enzyme 3! >??"H&§é°° T'H@a?% ﬂﬁd@!‘tt"l hb't!feﬁ'ﬂthu@e'ye

reagents f e d‘?E‘ '°F9'i') ‘!"Hé“
pr esence, of t 5”," %V ﬁd ?r a”g' fPﬁS‘H“:_'

| ncl udes’ a 4

oxi dase, wiigh Ht,ﬁ rﬁ\tﬁﬁgéz ng ﬁﬂx’ s .n nd'ét} "'°"' %335 EKG of
per oxi dase B9V Gdbhs¢ ﬁlteaﬁdﬁ |- VoL N9
conmpound,

dem)vat |,yem%%ﬁgﬁtﬁgdqo%ﬁlﬁgl benzt ugﬁ orttlg- -Su %1“(’:' ac

phermol red, oOpgies dhsaM Nne, pyrogall ol “4-amino- anti pyrine,

br o?'!'t‘)’pyr ogal I O|Tw66ﬂleﬁmdnﬁ&ilak$orlﬁmnﬂoﬂw5£$ma§rﬁd Al ternatively, a hydrogen
donor and an ¢)sedinylated2asein Pios) gurd aabib@ %), Twéin 2@ Gbnioic §urfastard@.08% At TRimetbdatbres-

speci es (for exative{0D1%kieo.1inlvar Triswpiten (piis),dascri bed in U S. Pat ent

4,260, 670) . Pt2psugcinpsted casdin(1%): hoyine tservmratbomint(4 % Twaen R0 chnionia surfactent (21§59%)wii.t h
provi des a dywolanyris ffenipd8ence of hydr.ogen 30 peroxi de and peroxi dase (for

exanmpl e, a trvahg E*!?)I e leuco dye as described in U S. Patents
4,089, 747 or a TWp waghep 'F'@J@GMME@‘"GE@W@%M in 4,670,385). Once a
dye has formefl1 'W’ 0%, Tween 20 nenignigisyriactapt(9,26%), Nopidet £-49 nprlonic surfac-

& (? 1%)0?“ Smolanyin 8108 meter godium Eﬂ’gﬁ@”rﬂ‘“ for et cand f
the atsay :“ns XId cgv@é%’ odf"z) Hﬁ"f'ﬁgﬂ‘ff E(PH 72} he spe- C|nr6re|n

Bot L‘pﬁifhéhvfgm%‘% %ﬁ%ﬁﬁdk ..Eaftso% rgt%i 4 ke
test to,give § tn( ) fboh&sla%albtuhe

di l uent and V\ﬁﬁt(\,«,gwpﬁb,ym ,qlqg be her'el n are pa

sui tabl e nannw&mwhdgmgdéqmp&uﬁncarrl er of sone type whi ch can be

conpar t nent al i ARBmAdItEFBEr(RInG 8 Byelh theBreSericd BnPdrbRh BerbiideGhd fordxitBse wes pro
COMpPOSi t i O folidws: dlekito dyeBdiutidniwas fropardd BP dissoiving 2-4-13ARxyS,5-iMbtRoXgphehyIEs, 5-6) m ng
whi ch ape uisoa§phbnyl)imidezole (o niele 8 0.1 %isbiation)Hh & edkitionlof2P% paIAlicy! byelidofls) i saeium phos-
cont ai ni ng pbaté buffer(atnmolar).ThirBohdinewasitien gddet toa3oluiiva Bgntsinidgihpdioges pergxide (10ainelae)
anti body cdhitderiacetaniide eidotran transfen agenb(§i rondlar) seiglistiylenétdanyenéntaacain alie chelating
provi ded i mmtgomlm iprsodiym B!ppﬂf@prbu@m@ Reesduce  tinakconédomatiorefdtd poly(vinwrppolidene)s
of the kit ap&h095HJeusaidye nst ructi ons, mi xi ng ves- sels, stirring neans,

pi pett e¥ and Rreperstipnqf Succinyated,Cassif ng corrp05| tions were used in carrying out
t he assay Wgqesc Frqsioyjated,caspip wpg prepared by paqcting sane|ibwithanaqual weight gtqupcinin anhydsidesfor
by t ot al ‘Ht' G 2571 i RmQlas enqsphae buffer (pH 8.5); than pug(yigg the prodyct bydislysis. T s
reagent co r| particles of

pol y[ st yore% % '( 2- chl or oet hyl sul fonyl net hyl ) styrene] (95.5:4.5 nol ar

rat\H)‘)/ ont %E%mgﬁmﬁgﬁmﬁﬁv@ﬂ%ggd H V-1 antigen. H V-1 antigen was
prepared b cell Iine in Roswell Park

Meror i al 1 NStA fuaR serid 4Peciiaf wdEhdshyeli P tHa pReaGHEE Bf dfibodfes fo L] IR e TEowiy Mbrdgm N
and gent amgRd dBing 2Qispdhbig test tvicece! | density was 50 nai ntai ned

appr oxi #at el yrojstdstdevics hadtide teshislis,lobich with la ILSprotighe® fl&kbb&m\ém&raﬁd(ohﬁmérhﬁlyaﬁkdéu‘ld on
of fresh mech @&l Cap)NEieetibiand hidbestodoated with FilitadFO 84 siriclahtq0.05g/ME aeailatietoni ed
I n a cl osedMpipbsitive edntrol tistvpell cottabreb: af sainple (0L23any) afoed@inunociopiadl reagentqiEscribad abdvedy
pool i ng t hendhehttreated seran ¢nataining inestivatet Hivil. A niagstivh cogtrdl Bstiwelhitintaineqdehe polgnserit bea-
cel | cul t uliciesfapuged inthe t4stwell hytthepartisies werbicaatef with cassinanlysTha tpstiwel designegifar receiving

0. 45[ er ¥ the|tastspecimpy) epnipinedsqniyithe immesediagisal seagpnt desaaibed eboxtiol e cel | s and cel |
debris. The cduman sepm spaeimen{sQ idkyes mixed withasameledSan) of the tretguent compasitien depdribed
housi ng fi P'E"éﬂf"w 10p:1 S"“B°"27"5’ iluted spacimep (10 ul) wag thep added tg eaghiof theast wellgqnd inqubated | 5|

cel | debr| 'm% 'FW%E?’ Froutt 'G“@PEP f'@}"ff"‘?@!' pfap insefyble immyngiogical deliqyed
t f tt

cur ol Heriag ke ”g ek .tﬂ}t;ttf *”tiz‘i i

crude VI ra %dﬁm i g mwa

two ho sctibeld a IQLlie ﬁ"

7.8, 0 01 rml ar 9 EP 0 3 7 785 Bl r|s ydrox rre am norre ane

hydrochl oride, 0.01 nolar NaC, 0.001 n® ar ethyl ened| am netetraacetic
acid] layered over a 1300 m Iinear 22-65% sucrose gradient in the buffer
wi th a conventional zonal rotor and ultracentrifuged overni ght at 30,000 x
g. The gradient was fractionated into 110 fractions (12 m each) and all
t—pactlons W|th den5|t|es between 1 14 and 1 18 g/m wer e pool ed dlluted 3-

N NN



surfactant sonicated with three 5-second bursts, Incubated for one hour at
37C and centrifuged at 80,000 x g for one hour to renove debris. The
solublized H V-1 preparation was th%?o% m? ed twice with an equal voi -
une -of anhydrous ether and the resulting agqueous phase was used as the the
source of HIV-1 antigen in the 10 follow ng exanple. Diluent Conpositions:
Two dil uent°°&9|?§05| tions for this Invention were prepared: (1) succinylated
casein (1 ¢ B"ﬁ?‘%\(“%’?%‘ *P%’@r@?@sﬁmﬂ%@ aboyerwse addad. Wg‘nmﬂcuba-
Thi mer osal Wgﬂ'ﬁﬁfved‘_ﬂtmpa?m#'rtf%vvﬂww mggw 9 presanep of 5
(2) succjny Eg'lf'b ?é'? p}i@” 0o PE’?@?‘UWWHWW%WF” dogsd ereeative ¢
sur f act aht . 's buffer (pH 8). Wash Conpositions: Two
wash conmposgtain PI ? for this Invention were also prepared: (1)

1- net hyl - 2-pyrro |d| none (10%, Tween 20 nonl on| c surfactant (0.25%,

Noni det P- 4Q.s000 . : : sodi um chloride (0.5

nmol ar) ig 070 ' and (2) sodi um decyl

sul fate (2. 4% hhﬁaﬂseﬂuﬁ@eﬂﬁeﬁﬂi‘aﬂéﬂmmﬁﬁﬁnw LtﬁlBod(eQ% Izlv-nsingw”says wi ich
per Bxi dase- wé s tha GPEEnble @ Riceitdr AifBloRidideRtkind (ish dOMBOSRIBAATANI A nBiRber of

conj ugat ed riforicidntest In adiktion, & kkitiber dhEtmpraiie €Entroftisdyé Wéle derfored. Thébkatiays alouidé um
al bum n andthd bsopedsfeiisinvepticaser vati ve (0.01% in 0.5 nol ar phosphate buffered
sal i ne, #&nd 2Each test dedice hdudhreatont wells¢ast aitiea nyidnifilratioh Giempland @mhmeriii availabiéfdrom

4- hydr oxyac%ﬁﬂlmpbmm A positigs/gontrdbtestiwel: cantainadnazhiple (0r15 mg) & tHe immurlogicalmelagent de- i S

buffer (p bed Bave PRctheaidtepiad Seeumyeon tamm mp@mted V. Alegativeroatiot test welf contained the
provi di ng riq particiep.agysed i@ #véeqt)welh piclpewar taated withicasein only. Tbestest welbde-
pr epar ed as"Q"B‘F fotygeiving “F"éﬁR!EPeﬂ E" %"BP theigqmynalogisalsepgeny GW@QQPM

2- (4 hy &f oxI od W h %'(Plﬁqfrﬁl"sm filyeny pamepash K?W'GE!‘@P%A

i P'? LRy Adsled; 1o,
(ke X hﬁ"ﬁ’j,ﬂfm e rl o s
Sol ut on co% %.., :‘::2:9: i
el ectrongtrg w| i’% § n‘gﬂ%i@

%sl l).ma@ 35'&@31 t%? § froms5

chel ating aaﬁ,% ?Jom terﬁq &t

final conc%ﬁaampe;moﬁﬁes& 8 BboVé firstW: hzwaurtﬂ

Preparatlonha&mﬁuQC|ny ated Casei n: Succl nyl ated caseln was prepare
reacting caseaidinpiiddul)arthedioplovidiig @mbosttion Sdé6bbddbeveabidied. Afler by miﬁd&Mﬁeubéwﬁ S
at [ err o i ratfdor températirepd 18kdye whsobbeived@ithd vl shdVibually §kedad B\ boinpafiedio & dbfor GHadiéhtiC t
by di al ysi sharkvaingsloe10]with’t03epyesartingine Gehsést talor). Speci nen for H V-1 Anti bodies -
A human ser unTesiand Comol compositiosscayeghowion Tétiec apd the ee3ois aad shewrt in ididiles t o HI V- |
in the followi ng manner and using a di sposable test device. 45 Thi s
test device had three test wells, each with a Loprodyne[err] filtration
menbr ané® (commercially available fromPall Corp). The nenbrane had been
coated with Fluorad FC 134 surfactant (0.05 g/[err] available from3M. A
positive control test well contained: a sanple (0.23 ng) of the

i mrunol ogi cal reagent descri bed above and heat treated serum cont ai ni ng
inactivg{ed H V-1. A negative control test well contained the polyneric
parl«(ic es as used in the test well, but the particles were coated with
casein only. The testwell designed for receiving 50 the test specinmen
contai ned only the i munol ogi cal reagent descri bed above. A human serum
specinen (50 [err]) was mxed with a sanple (5 mM) of the first diluent
conposi 4 on descri bed above for a 100:1 dilution. The diluted speci nen (100
[err]) was then added to each of the testwells and Incubated at room
tenperature for about two mnutes to allow formation of an insol uble

i munol ogi cal conplex, followed by fluid drainage. 55 The peroxi dase

| abel ed- anti-anti body conposition (40 [err]) was added and the insol uble

| abel ed®ant i body- anti body-antigen conplex was allowed to form without
fluid drai nage during a one mnute incubation period at room tenperature.
Upon draining the liquid, this resulting conplex was washed twice with the
first wash conposition described above (first with 240 [err] then with 60
[err]) §s0 separate unconpl exed materials fromthe 10 EP 0 337 785 B1
conpl ex.” A sanple (40 [err] of the dye-providing conposition described
above was added. After two m nutes |ncuba-
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tion:-at roomtenperature, a red dye was observed In the specinen test well
whi ch indicated the presence of H V-1 antibodies in the serum speci nen. The
negative control well showed i ttIeEgggﬁst and the positive 5

control well showed a positive test Exanpl e 2: Assay for.H V-1
Anti bodies Using Different Diluent and Wash Corrp05| tions 10 A human serum’
speci men was assayed for the preselgﬁe dies to H V-1 using test
assays which were simlar to that Ahg] except for different diluent
and wash conp®esti 8ns, and dikuedtrcomposttioni horwashneemposttionli tion, a

nunber of conparati ve Contr gl S ﬁg&i}, fﬂsﬁy are

out si de % he scoge of this i gvgﬁtal %ﬁoiﬁ&&s&e&%@{ t'es &g%w ce 31 three
test wells, eB€AtwWBEh a nyl GH1RENE GORRPS hELER ofie ERBRLFRMRAFIL M | abl e
from Pal | Corporation. A pogi anaepcﬁa*mbséesﬁtywdy cmipwmorﬁ sanpl e

(0.15 ng) of noI ogi gent cri ove an t treated
serum copt ai niﬁgt Scti vat eﬁfh'?ﬁf H%ﬁﬁff gbn‘f?%? ?%R"%} °%ont ai ned
the pol ymeric particles as aselldlmrmtdm—mtibodwtcnmmmmlhs wer e

e d th T t t
oo tonSTNY TSR oo S IR ARG >

speci men contal ned o I nmunol 0gi ¢
human serum speci men was m‘i'é'ﬂp%?’cﬁi s]a'rrpﬁ%‘?; 1}ypnt fomrpat
corrp03| vd on (contai ni ng BSAl i witheult gum uarabbd] ducthny 1dtet above for a

80:1 dilution. The dil uted %RE{lﬁre&é %éfééinﬂ"as t hen added to each of

the test wells and incubate room tenperature for about three minutes to
al | ow for mat i @PNEFOLBt n- SHRSIH| QORPRS aht | RREPX IdRRmtanfiihaditonpl ex,
foll owed by fluid drainage. cJﬁ'@om% dpseaﬁ@.@iﬁﬁtﬁptdaﬂ& 39Gh

conposi B on (50 [err] was f and_an in bl e. | abel ed-anfibody- 25
ant\body- anti gen conpl ex wa® %t HRR%Y 4G ’F#ﬁ?‘hcﬁﬂs?’i'hﬁi‘ rai nage during
a one mnute |Incubation per$ucifagtantom tenperature. Upon draining the

liquid, the respt conpl lﬂiﬁﬂfﬁ éje&# ?8“'1]; ate wash
conposi t,d on descrf%gglcabove Irsf wit éfgnfer E tdeEn\swlt err]) to
separate unconpl exed mat er | GPBP9§HHiem2 &ﬂﬂ)l@(l ent fAMPQEAS %"rrq of the
dye-provi di ng conposi tion cesthowedwwdeMeyteted dsgbe ¥ tatidone m nute
incubation 30 at roomtenp 5‘#%& l_Etored dye was observed in the wells and
visual ly graded by conpari so 1 or gradient chart (values 0-10, wth
10 reprasent i¢Geptrel ddnsestpergnidaserant haldyCoanpsds itdaiodi,t i ons are shown

in Table | and the results @{ﬁ,é{p%dﬂbsmcﬁ‘ 11, sty Hagh SO EP 0 337
785 B1 T ABLE | Test A |.uent. conposi tion 1, wash conposition

5 1 and p%?%&ﬂa%’é"hr?t AuFfagtant andesy B
di | uent "conposition 2 wasm-mm'gﬁll-tz-epyr]toirlcﬂml dase- anti body

por ox; tase. ari TR} & Simos B3 AR TGl ' Bhgbat R 2T on 17

per oxi dase- anti body conposidilgient compasition Zomyskiwasin 15

1 wi thout gum arabic, sucmdwpa;ﬁcticaﬁq R iNOWU 'duiEHartiantiont rol B:

wash cog;pom tion 1, peroxidase-antibody 20 conposition 1,
and\d¥| Uent conposition 2 without succinylated casein and surfactant.
Control C wash comnposition 2, RER0 'il‘aﬁ aIitII body 25

conposition 2 and dil uent conp05|t|on ouf “succi nyl ated casei n and
surfactant. 30 Control D Negadivease- anfSaBPd¢ conmpoBpstithve,

45 Control Well Well control Well
Test A: 2 3.3 7
Test B: 1 2.7 6

50 Test C: 2.3 5 6
Control A: 4.7 5 6.3
Control B: 4 4.7 7.7
Control C: 3.3 4 7.3

55 Control D: 6.7 5.7 6.7
Control E: 7.7 7.7 7.7
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di | vent conposition 1, and wash corrpositi'on 1 without surfactant and

| - met hyl - 2- pyrrolidinone. Control E: per oxi dase- anti body conposition 2,

di L.uent conposition 2, and wash co wi t hout surfactant. 40 T A B
T e

L E Il Negative Sanpl e Control
Wl | el | Control Well Test A 3.3

7 Test B: The tests showed low background (negative control well) and adqgu%gqnsl@ty (difference ofatleagt 3
5 one beg»ago “%BWP ptmlrol Rall and sample weg) v,hile the Controis sho\gled high background angpqgr sen-
Control B: Siivity. 4.7 7.7 Control C 3.3
4 7.3 55 Control D 6.7 57

6.7 Confrol 'l.i 7.7 7.7 7.7 12 EP 0 337 785

Bl The tests Phowed | ow background (negative control well) and adequate

sensitivity (Q ofhol fPHE ma,tak] ogggg 3tive control well and
sanpl e vel 1) ﬂﬂﬂ ﬁ%o%&i i S04 A b 4108 v B vt

Sitivity CI ai NBmpo s, H;,eegqbgﬁ isiig) Of antibodi'es conprising
the-steps of A m ahnmﬁbam@@mkwwmwct ed of containing
antsbodi es speci fi Gasufachant, agand with a diluent 10 conposi tion

buffered to a pH ofa Hegativelyschaged flotéimor casbofyddatel Ng: an unnodi fied or
underivati zed [B.cintictingtite dilteédspéjmbnaiiti thetigand folfarmitan imunelogicabcomplex of the ligand and
negat i vel y- charageaentibediss presenbin thecespénibepdr at e, B. contacting the dil uted

speci nmen vvn t h G eridritoy simdtaneouslywith or subisequently taxxpmelax foatipr, ingolubfliziodtbe ligagdibycat-and
15 y deshmpasdd aeoligaubsieiet | n t he specinmen. C. prior to,

si mul taneousl y twswm:mug'um%qmmengmmtmmhmntﬁmmﬁ'lwﬁmammw@mg
T e
subsequ€nt to t c

corpliexed nat er?! "Fa"gtéf"ﬁ' ?‘gﬂﬁ"ﬁ'ﬁ e-{Rhsied fiapndragti, s

t he conpl ex th r| or to rrul tane%‘3 sXIuth\)An

subsequent |y tq, %“ﬁ%‘: H’f&?‘ﬂ% ;ﬁt,he fem %'Ezetvf'tn & ?%'8""80 Bl el LotsHparate uncom-
rlc$

enzyme- j,abel ed "ant b s e nga,;. ,{,ﬂcg}
hoivhetcida .n§9m el A

enzyme- abeledt
retained on t hendde BimimbRiuishifprays ntmm\éﬁﬁl ort derldQHn foﬁ’icﬁ%ﬁ&ﬁ@fﬁleﬂ&@@g‘
pl exed nmateri algaggfromt he conpl ex. he wash sol ution
buffered to a mEladdingfaredgen c&:ﬁpoaiﬁbn%apibﬁemmmiglageect&mpmscn thé\presdiéeCof the en-
anpho- #eri c Suyheahddeterminiilg theipredénas bfithd spetidscds af MAPdtion 6fiiih Meséfide ®f antiblies bl e
pol ar organic smanegannﬂndsmamai kali metal or ammoniumsalt present in an

anount sufficient rovide an ionic strength of at least 0.25, and G
adding a r Gagéﬁ‘P“‘ odinsfpie hpratiad ouisping,? disrogrbiedeskdeyice keving  mistopprane; fissation,,

t he presence E?'“‘E"Fﬂ?"é"H“"%'@""" zyme, and determining the presence of the
speci es¥as a” Ak BBmed in bitifer el ’]Co?z eréih tHe AGuAk f2Snebil bil Bf asiaht'oBdi Imind:
i Spocab rem t et ng;ém%ﬁ u@g& 2 a}"w 5.% hﬁg?' il
therein. 36 3 me:ie hiefd aBidastd ng h'hﬁls Rl Walo afdins 6F dtivaled 3-s %t?@tet’l‘&ﬁflﬁlf&ylt he

| i gand ias [ ns&lvupgulfén;.%ua@ part of an i mmu-
e/
4. The method as claimed in any of claims 1 to 3 for the determination of proviral antibodies.
5. The method as ciaimed in any of claims 1 to 4 for the determination of HIV-{ antibodies.

4 6. Adiagnostic testkit useful for the determination of antibodies in a biclogical specimen, the kit comprising:
(a) a diluent composition buffered to a pH of from 6 to 10 and comprising:
an unmodified or underivatized protein or carbohydrate,
a surfactant, and
a negatively-charged protein or carbohydrate, and
50 (b) a wash solution buffered to a pH of from 5 to 10 and comprising a nomomc, anionic or amphoteric
surfactant, and optionally further comprising a water-miscible polar organic solvent and an alkali metal
or ammonium salt present in an amount sufficient to provide an ionic strength of at feast 0.25.

7. Thekitas claimed in claim 6 further comprising a disposable test device comprising a filtration membrane.

8. Thekitas claimed in either of claims 6 or 7 further comprising an immunological reagent comprising water-
insoluble polymeric particles to which are bound ligand reactive with the antibodies, enzyme-iabeled an-
tibodies directed to the ligand antibodies, and a reagent composition capable of providing a detectable
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nol ogi cal reagent conpri-sing polyneric particles having—at—average—particle
size greater than 0.1 mcro- neters, and conposed mli oI ymers
prepared:- from one or nore ethyl eni turate “I t&

nononers at | east one of which has'gi"?z;l‘{c%al);vggI glo ato w [ ﬂﬂm
2-substituted ethyl sul fonyl 40 or vinysul fonyl groups. 4. The met hod
as cl ai ned [THe i2fk skrwed oy bagkarpund{negaiivg contiobwalf-and adeqyate pensithdty (diffesspee ofjat least
ant i bodi egne batweqinegative canfol well aod samplavell) whils {he Gonteojs.ghawed high backgrqupq andjpgor sen-
det ermi na®®™¥% of HI V-1 antibodies. 45 6. A diagnostic test kit useful
forthe determ nation of antibodies in a biological specinmen, the kit
corrpri%i ng,‘amg'a) a diluent conposition buffered to a pHof from6 to 10 and
conpri sing: an unm)dified or underivatized protein or carbohydrate, a

surfact anj. e ik &h%mastdeg dirbingthe EBpsRRNY dr at e, and 50

(b) a wash 50 :tnixﬂE Hﬂ&.en én SuspPécted ?;Hnﬂmn ahtBodiés sPEttic P aYahhitich duent
noni ongc, ani Qg}h,;‘os;ggn QI’pHQ,fﬁdMéﬁqbam irgpt i onal Iy further

corrprl sing a vvate@nmnmmhdaup@hwﬁzarm&cam nyarate, and an al kali netal or
ammoni um sal t pr eseuractait, #id anount sufficient to provide an ionic strength

of at |east 0.25. ahegafiVely-dhargedysotéih or camddhydratec| ai m 6 f.urther conprising a
di sposabl e t et cotitauting thecilbutirspexinier with fhielligand to farm antimruneingical dnpisx of tediginidtandi s
clainmed i n ei amegntibddieg prasentin hespatinieny t her conpri si ng an i mMmunol ogi cal
reagent conpr CsPriegtovimdtaneousiwih A5 BbsprypRiiyda ¢omplenformatipr inselupilizing tie ligand bipatind
| i gand react i {ashment i aselid sybsirtgodi es, enz me- | abel ed an- tibodies di rect ed
to the |ligand DaﬂY'F'E?B?ﬂ"@% "’"'h?fd“%?°ﬂ ajin temC.Sappming.t W‘T

5 T“I'he

det ect abl e 13;’;’9"% a "’f" '?L'i ‘.L"ibf’f'fg‘f'f'l TI Oomp‘exw&h
SRR b?:&;a d&ﬁ% iyl pekytiet Uil
e 5B VA 20l 38 o

sanmpl e wel | )

sitivi ty. 5 A

conprising the St ﬁﬂ% solufion bilffered 18 a BH bﬂfﬂ%f@énd%&lﬁﬁhcﬁﬂdﬁ Qﬁ&rﬁ‘&r%pho—
cont ai Ni NG antdnb QHaBiant 4@ Gptiohdly fulthék cbmﬂ'ﬁﬂgaw%ﬁlhls@bldbo‘#%ﬁm Ivent and an alkali

conposi ti on biHefaPsr@thmioRiurd sét présbntlid 4 BnfouitQurtitiert RpréRIBTAR iohic BEEngdhIbf stlétel.4s, ed

or underivati asfl protein or carbohydrate, a surfactant, and a

negat I vel y- ch&x gpeihg airaxérit Congpositioniclpably df mdviding3. detaaailmbd:mgn thia presiénaibfeitk en-

speC| Pen W t hzyniee aid dpterrdining)thb presenas ofithenspeciésoyiao drdicationpd topredenternt antbordiesdo and

any thersniigeo ihitesspeeimerent i n t he speci men C. prior to,
SI mJI taneous'{v‘ W th or subsequent ly to COE-F' ex formation, insolubilizin

the |igan pod ﬂ’é’@ a["b‘ carrisgoptysing,p dipRosgble testydevicp Rgying 3 Missyperoys (i o

subsequent t °3’t°f' P in step C, separating the conplex from un-

conpl €Xeds, Mg hiefHod as'SimeH iR eifHeF 5 RMIsAL? 2 hbrbih &eli5hd TRRERIUBIRRd W pdr{ bf BehiiuD'S
the conpl ex dolagiedt Aagenebmprising polymbric paFticies hdving aPavaiiyd SuPRMAEe Yrekef thard.1 micro-
subsequent | Ymdtés, ehfcompded &Flohd i mEre PElymerOpitbifdd frBid ofte bPmére BtRYiShically unkaturated poly-
enzyme- | abelmedizébie rdnesiers st 16bst ohé bBthich Bad difive Hagaitbehs andctivated 2&Gbstifdtel ethswionyi
enzyng; | abelcdinysuigayi@roapd. | - body- anti body conpl ex F. washing the conpl ex
retaisned on the menbrane with an aqueous wash sol ution to separate uncom

pl exed neterfihamethed gnsiaimed ig gy f @sims Bip 3 for the determination of provifel apfibedies,t i on
but 1 o1 ed 40 e bl ol Gt 49 o Bl ORI Sl SN0 o 01 © O

anpho- teric surfactan |ona fur 2 Wat er - ni sci bl e
pol ar 1 gani AdidgRbsriemst kaﬁudfu&ar:ﬁé defriinstioh 8f anfodiad W R Bibuugmas@b&.maf % RitdomipAsirgt
amount suf fi ciapativent compoeiiclbutiered BRIpE ob frére 8 @10 a6d corlpridigast 0. 25, and G
addi ng a reagent eounpedifiéd oondeayatded@rotdin gyeabohgdrag, a det ect abl e species in
the presence of taeurtantant3nd zyme, and determ ning the presence of the
speci es as an i nda cegatively-chdrgadipeotqir ersanhoiydrgfe, andt | bodi es to the antigen in

t he spfci men. (bpa washelutinpdbutieredctp g ipHhetfranrs to|18 ard comedisingjaaanienis; anienicregamphoteric

di sposabl e t eS4rfagtanti and oMiaRaly\yrtber rereRrising 2 waler-misable pslar asganisseivantand aneltalmetsl

t herein. 35 ©rammonium sait presentin an amount sufficient to pravide an ionic strength of at least 0.25.

7. Thekitas claimed in claim 6 further comprising a disposable test device comprising a filtration membrane.

8. Thekitas claimed in either of claims 6 or 7 further comprising an |mmunoldg|ca| reagent comprising water-
insoluble polymeric particles to which are bound ligand reactive with the antibodies, enzyme-labeled an-
tibodies directed to the ligand antibodies, and a reagent compaosition capable of providing a detectable
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3. The nethod as clained in either of clains 1 or 2_wherein the ligand Is

i nsol ubilized-as part of- an i mmu- nol ogi cal reagent mwreﬁ
particles having an average particl ater th m ers,
and.conposed of one or nore polynergpi#%gggéﬁ from. Otm, mﬂ" " m
ethyl enical ly unsaturated poly- nerizable nononmers at *| e&stt orne

has active halspecas mm:u!semtomaamw subst | tut ed et hyl sul fonyl 40 or
V|nysulfonyl roups 4. The

e e e

di agnostﬁ C te§l°b'|5 %% determ nation of anti bod| es in a

bi ol ogi cal 4P9fé MBthod dr RiCadAdimea@ENy bEdeies 1 th 8 whételf tHe PEIB orgamB BN ih the whshicom+ ed
to a pH of T @Bifn has aldoletiier weRykDbds Eha 200 41 id niditie] Ketofe eralcotipier | vat i zed
protein or carbohydrate, a surfactant, and a negativel y-charged protein or
car bohy q I atta, Thewdetb@ or kit as claimeibin clgnmmgmerglg thetpplanerdsnit saieptds tbutanpl Hreathy-2-8¥h 5
to 10 and conpeidiseneg a nonionic, anionic or anphoterl ¢ surfactant, and
optLonaInyurther [ r|s wat e bIe t

al kali net % ;Eﬁ ?EZ %’ﬁ%‘ bo w“ﬁﬁhln ﬁﬂtﬁé %'?&c?\'}'? an
i oni ¢ strengt ﬁ"fﬁ agh "R as C a| nmed | n c further -
conpri sigg 3, themeneddr kit isqaﬁmdéwaaﬁmmw.d tﬁé matﬁel;-bﬂ&g"eabmm oﬂmh,ama is &un- 8
The kit as cl ainpBed &deif chibeymethyl Chilioss cdiboRyetfiylated [eadeint sucgiiylatid bovir@rserum albu-

i mmunol ogi cal niieergadtinyifedFNagen.ng wat er- insol uble polyneric particles to
whi ch are bound |igand reactive with the antibodi es, enzyne-I| abel ed an-

ti bodi es ditedheaethed orkibas dalmed in aaneficleingilda 13 wherginshe nagativahi-charged pratein prsarbohy-
capabl e 20f pr dmtqjmgseatiuewmuawwefwwﬂimm 785 Bl

1 1 1 1111141 lrﬁ 1 1 al ?n aln nc::ft E‘ﬁ}sq & ‘?mggln%e sn.lnfcﬁﬁn(r dither th?dllu;m br vk:bﬁ
c alned f her "conpri sing an 1 nmunol ogi cal
reagent conpr|5|ng ma er- so polynerlc particles to which are bound

l'i gand reacigl ifie ibthéd Jrhieas%ﬁfnisb MHafvh15 whieldi thiexd@iorid sulfadtantis i polyokyethylene derivative.
nobi 1i z&84 in a di sposabl e test device. 10. The nethod or kit as clained in

any of cl aifs The tmethod erfkitasdiaimadivanyof daimet 9if wherein the yrfactapt n e waph cpmeagiien Is
posi tion has anaupnicayrfagtanhei ght | ess than 200 and is an amide, ketone or

al cohol. 11. The nethod or kit as clainmed In claim 10 wherein the polar
organi c ggol vent is t-butanol or 1-nethyl-2-pyr- 10 rolidinone. 12. The
met hod or KPatentansprighgey iy any of claims 1 to 11 wherein the '

negativel y- ﬁ d rofei,n or vcal(ngl%mé {daét a chemcally nodified

protein or car 25 bﬂﬂ &ﬂ Fifiae v, 3843 AntikBrpet-enthit, die dpkz-

The nethod or kjl fo %n i n&% Eilt E ﬁfﬂitﬂ:zhaﬁ\nﬂﬁgﬁﬂﬁg\%b :&:G'ﬂ ;l-ﬁﬂert
r1g b feﬁ%und%tg‘ at e casel n, carboxymethyl cellul ose,

proteinser car b%)

car boxynet hyl at G nicSickiziertd béer ibr a9 Piolbh cBGCAMoRIY- i N OF
succi nyl at ed coly, gskffichehditivesMiteahdiod or kit as clainmed in any of clainms 1

to 13 wherein t B néRGAgeladétley PoldiogéCabiyart N or carbohy- 20 drate is
present I N an apikontaktiefenabr veihten Probe Witidgh Liggrelsicantdr Bildubg eifiels dmmumblngisthery Kdet- t
as claifBd i n apyxestiesiligandes udd dinms Adtikdvners,alerin tiér@rabeivdreantenist, i n ei t her the

di l uent or washCcuansiichimachem desciganden dircinBiodung af eic feates Subsiiat, vog gleiiraltig,edenBagh or
kit as clai ned derKomgiexpildug.wher ei n t he noni oni ¢ surfactant |s a

pol yoxyet hyl eneDdibirannan dasdomplexes Yaenichigomplex gpbundpren Hstegalian yrtas ;ﬂ“t Qjger mi-
clains 1,to 14 wneordspmFitrationamembeap,dinfen Komalqxbierytay ’“E'S‘ﬁ'b@'ﬂc'f?'ﬂ?\m?% o A&ﬁﬁ"{‘fﬁl c
surfactant. 30 G"MP‘éﬁ'ﬂﬂaﬁﬁﬂﬁ‘éhe 1 Verfat]%e'en KnLhB Bestj nmun

Anti k t Ecoptaldierpp des-Komplexes ie ® Antlkﬁrperge-
A g mgvggep:% e

ednen LI ganden EF a:;en i'ihz:é " Pﬁ&hggﬁ%&mﬁﬁ%
el nen pHeVert v fu %ﬁ J by n’?i ,
o der iﬁ"’ gd%,gd pﬁx \/Fa% ,;%a 5 E’Tilg%bgh:f&% Bf un@lfa.om@eftxda@m, eridhi-

ni cht - nodi fi zi e,

oberfllchenakt i ¥§1§s %ﬂf{ hotetdE BbeFriadnhdnBIivds! Miitted Erit Rt RINE Sof. Nieftdr Rih Buf@elstiein mit Wasser

Car bohydrat 40 igchbares Polarksdideniséned L saingeiaktel 6Wi6lbin Akalirmetili @B AmimoniciRsaiz] dtpa incé N

unter Bildung ehgtfengdViHBE dduSeidnt unkans iofdngtarks vor@indlstera 026 herbetalfibren.amd

Ant i k8r f&rs, dek. 2ulatd Giher Resjafsziisaiihansdzing, dib dazu befdhigt ist, eine bestimmbare Art in Gegenwart
des Enzyms zu liefern und Bestimmung der Gegenwart der Art als Anzeichen fiir das Vorhandensein

von Antikérpern zum Antigen in der Probe.
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C. Unl oslichmachen des Uganden durch Bindung an eln festes Substrat, vor,

gl ei chzel tig oder nach der Kanplexbildung, D. Abt re Iﬁ"lﬂ“ﬁl“ﬂ"ﬂlﬁ"ﬂs von
ni cht - Konpl ex gebundenen Materi al i eg ﬁg&ﬁss\égrmendu

kroporosen Filtrationsnenbran, die £ onplex hi eradf Zurtl ckhidt *

gl eichzeitg mt oder im Anschl ug an die Bindung in Stufe C, E Kont aktieren

des Konpl ex®s VerfahrennagiAneprugh b desyntenMerwrasiupgginer Wagwerf-Tastvarrichtung mit einer hierin be-
Uganden- Ant i kdesteterymikroporgaqn Eijtratignpppmbyagdurchgsihg wiidy o nes m t el nem Enzym

gg; Il‘( ! Ie;nt iz Sﬁ ﬁﬂ%ﬁh@enphnt L& §anp § er Ans%‘a cl;l(e Pu%nr 2 é:?l'?em QL dsl ﬁgﬁﬁ Ialts l'lﬂl eL
Menbran %uric “ﬁgﬂ, e:% 'En:\&? R ZH% er
Zwecke der Abt m%ﬁh ﬁ%f i rﬁ MoAdie "?JnPEh biéhgn Mmaesdﬁmnmrﬁve

wobel di e Wasqhldgsiiitihed ﬁwaerrakmar fs&bsm&teSEthylshﬁon?lb%Wﬁﬁdﬂﬁ&nylbﬁﬁpeblnd ein
ni cht -1 onogenes, anl oni - aches oder anphoteres obertlachenaktives Mttel

ent hal t ﬁndtggterfamm riagh éinem decAnapridctte 1¢isr$zmﬂssmwevomc¢mnﬁl§m9m ares
|orgacn| sches L8sungsmittel sowie ein Al kali-nmetall oder Amoni unsaiz, das in

el -Amer Men$e Vedplireniigeh elgamderAnspripher]ibis 4u¥H" EM@“PM?\@W&N@“’W&'H m ndest ens.
0, 25 her bei guf ﬂ§ﬁ$ Bid | Brotfdait!
befahi gt | F, @ ﬂb"%ﬁ.ﬁp’.&%ﬁ "‘*’f"‘i it S gt P 4 el

Besti mmumg der (grgenwart Art aTs Anze en 1O das orhandensel n von
Ant i kor pern zumeighrddfRieltds od&‘rrunfai'lm&ertel‘ﬁ'rotem daer ChrboRydraf 85 Bl 2. Verfahren
nach Anspruch 1eindpéfidénénaktiveéMiaiuiding ei ner Veégwerf - Testvorrichtung mt

el ner hi erin beeinhégatif ghiddenes Pioteddéramonhydtat indaf f onenenbr an durchgeffi hrt
wird. 3 Ver f ah(ppaindravaschitising/dickes eidenppsWértion 5 | 10abgepufert istaind ele niciddanodegesnah-
unl osl i & genuac lohiséhes odat amplatbresabartiichenaktives Mittblienthiitowig gegebemanfélie fegrenein mit Was-
pol ren Tel i cbarmischbaree prg@nisdbrstfrwogsmittelsowih ein Alkaliirhetdl odeg Avgroniumselz ipeinai Mange | e
0, 1 M kr onet er ndie aunieitht umeine lndensidicke aprpindestdns 0.2fcherbeizufihreng | yner en,

e o TSN £l B i B G g nsrnen

Hal ogenat one Mel st oder aktlvlerte 2-substitulerte Et hyl sul fonyl - odor

Vi nyl oul f ony| g dREERG nalh einem der Aipruaid'eder TkeecenthBitBndl81h NiRAGISgischd Rbagohsmibin
zur Best i MUNONa686ét uRBslistieh poiRRbren Thilckieh, ddidbin Ligand/§eblniien Bf)deh B62giich de? AntikSrper re-
Ansprflche 1 hikévist EnZywimaiGste ARNKBIDEY, dicduf dib NigahdehrAntikeeiegerithtet Sind, sowie eine Reagens-

DI agnostsh ec heAusaninwhistiufg, dgﬁmriedef Lagel Ist; eiBeBestimmhangArbin GogenwirBdes Enzyms 2u liefern.

el ner bi ol ogi schen Probe, mt: el ner Verdi nnungsm ttel zusamrenset zun
abgspuffert® atﬁ“sﬁm&"ﬂﬁbﬁm der mﬂishe 6 bjs ,rweites Hl‘thﬂPﬂd qinsimmunologischea Reageas it in
unnodi f zi er t esVesaesioslighen-paixneren Jpilshancan gis eandep Q?B‘é}“%%%r"a‘l Antikqpern S
ober f | achenaktnfeebgiides Reagens insiner Yagpert Tostyoyrictag, Immopligiartist, oder Car bohydr at

und (b) %i nﬁf m&§%gsmﬂk W dinefH d3FAhshBEnb4 bls 9Vif Bermbzw. ift Her QKON drdahiohb ©1
; %E' Qzﬁﬁ{» mﬂ'\%ee

und sin nic frdeNasciizlsammensetzuhd i MGG Rr- t VO 418800 aufwelst und

oberflachenaktdug,(g,ﬁe ﬁq{mﬁewﬂk&hmﬁ gegebenental I's ferner sin mt Was-
ser m echbares organi sches Losungsm thl sow e ein Alkall-netall oder

Amoni ungel f. | Verfelirsrosdhbigsatiutg mcalmpaicic 11 in deanbzws iiner dasmolare bigafischey igisungsmittel
m ndest ens 0, Z@utleqlb@rzwuylﬂ#mdidmnmwstattung nach Anspruch 6, vvelter

ent hal t end SI We werf Testvorrl c;ht el n 1 gu{at rat ] o rr{g ene
bran. 8. Au t nc sc lfrr.l b st.d S o 2 %‘e
sin i nmunol ogl Wg u?1| IFI C en rrere nFe

an die sgn Li g"éerq eI'ga'e San eeh |50 waer bezfl giich der Anti korper re- aktiv | et

Enzynmar ki i {3, evefiiirérncePAlsstatiling ndtH fansbréth 12,0/ B6He Bzw/\iht dek s [MOgatid) §élddeiy Frbteibiotest,
sow e sine ReagesohydratOein succiAyiertssTASEN, Z CarfoxyfbtRylchiilase] tatioXymbihgRries Caeéle
besti mrbar e ArsucdnyiieriegRiNdéedetunthibemilzodes Biccifyliedtéseiobdgan is®. Ausst attung nach

ei nem der AnsprCche 6 bie 8, weiter enthaltend sin I mmunol ogi sches Reagens

Mt in Msst Veﬁsnwmwmﬁww@wimqewewuchaﬂ bigi13 in Jemdaw dn fegsiap neaatingeladerng
die mt den ArfiroteippdeeCarbohydrrtin gnas Mange vogypindestons.0. HEswIhorliegt o ner

Veguer f - Tesfvqp, &L}%&Q&..L 0 dai & ein tns réc‘i.e ks 14/BlbA BAER 1B 964 DUmBindhiivad
nach ei nem denadr brdlntiung d@s Bi3urk Snchi- gk SieRe
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12. Verfahren oder Ausetattung nach ei nem der Anspruiche |I bls 11, In dem
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|'e ntIIIon
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sol uti on a&’ueﬁ?@“’dédf"h'@aﬂendmw 1guip 8 auvrg gu meyep M uk dispogit§ dg tastjetahin dags lagyel st
conpl ex6es, | Ut Ueimommbrae fefjicaen ErsRareUBfinponnee a un pH de 5 a 10 et

conpr enant s!Np Fa%éb%'a&?.ﬁl‘dni JLR:QnJuQ His revgrrfdicaﬂo s 1 et llllgnsl QQJ“ spi}i'soﬁlmoethgnt
et conpr #hant Qudaltd %ﬁmﬂul?ol &o FLnaﬁ{i’rLéé cufds POk taind mdyenne
cible A1’ eauggi nd&ﬂa ruflod plusidtrs ol Q%P&E‘a?@r'a n&F'pl&LEUé‘rsmo-
quantiti suff h&ﬁdﬁﬁtmmaummamw&w%ﬁslsé §0At 18 By iHoirts-boMpuirtd Bed htommbs dkiodane

aj outer une Cﬁmldhémpbﬁaﬁﬁdumw%@ﬂ#ﬁsﬁlfdﬁﬂaE\Ib@tﬁwsl’eﬁp&m&mﬁﬁda@ée dbt ectabl e
en présgnce de |'en- zyne, it d6étermner |a pr6sence de |'espece en tant

Equ i \adi cat i4on Proeédé gelpn Innequsisonguedas|revendicstians f  §aaur B3dstermination d'anticarrs proviraux.

| " ant i gbne daps 6¢ch llon. 2. Pro revendj c on 1

et e au oy EReHoTIvneRPiae e ryaEionione 1 fupotrdn v EiTalen 8B AL Y e
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noner es 6t hyl eni quanepbtéine eaingluekle prarggmbgatiemishicet dont | ' un au noi ns
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6. N6cesuaire de test de diagnostic utili sabl e pour | a d6btrm nation

Conpr enants (2 une commost 1 on i+ oakgsesgponnee. AR <.

conprenant: une prot6ene ou un glucrde non nodifie et* ndn f-rahsfi)rrfe en

dériv6e, un tinsloactif, et une proteine ou un glucide char at| vement ,
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sol. vant %yr gani tlg caséine suceinylde, Ia careoxyméthyhraliuiese; ia Sapéige carrrupAthise, g séfumaly-
molecul ai re i Minehoyin sugeinytép owle celiggéng sucgiyidie  une cetone ou un al cool . 11.

procede ou ACGRRSA r%éfs i&rt..%fagagnfmag - gﬁﬂﬂyﬁl‘ WBodsf AL
12. Proggde o%hﬁ§?§§§ re so %ﬁs hune dﬂ@ﬁ%éﬁﬁue es reven%fcatlons 1 a 11,
dans | equel1sl PrqeédsoninBcessaite seonJlneuélenqleateg@vendigdtions LN BiNdane Yuelia Gnglotiferén e
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0,1 %en poids. 25 15. Procede ou necessaire selon |une quel conque des
revendiéhtions | A 14, dans |lequel le tbnsloactH pre- sent dans |a
conposition dlluantb ou dans | a conposition de | avage eat un tensl oact Hf
non | oni que. 16 Proci d6 ou nbcessaire selon la revendication 15, dons

| equel Is tensloactif non |onique eat un dbrivb du pol yoxyethyl bne. 17.
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dans_ 4 equel le tensloactif de Is conmposition de | avage, eat un tensioactlf
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