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The present mventlon is based on the surpnsmg observatlon that the
. inactivation of rubella virus HA: antigen in-a system of rubella virus HA. antigen .
diluted with HEPES buffer is dependent upon, and results from, the concentratlon '
45 of HEPES and the presence of CaCl,, - - ' 45 -
The present invention accordmgly pravides a diluent surtable for rubella virus .
HA antigen and for rubella virus test sera, which comprises HEPES in a molar
" concentration from 0.001 to 0.01 and NaCl, the pH of which is in the range of 6.0 to



The present invention is based on the surprising observation that the
I nactivation of rubella virus HA antigen in a systemof rubella virus HA
antigen diluted with HEPES buffer is dependent upon. and results from the
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any suitable procedure, a typical procedure ‘being by the microtitre method which,
for example, comprises taking 0.025 ml: of a test serum or inactivated, diluting it
serially. in two-fold steps on'a micro-plate with the diluent of the invention for
rubella HA antigen and for test serum, and adding 0.025 ml of & rubella HA
60 antigen fluid previous diluted to 4 HA units with the same diluent. Then, after 60 60

minutes’ standmg at room temperature, the mixture is furtlier admixed wnth 0.050 ‘
ml. .of "a 0.25) suspension ‘of erythrocytes - previously diluted ~with -the
aforementioned diluent for erythrocytes. The entire mixture is allowed to stand at
40°C for a further 60 minutes and; then examined for the agglutination or non- _

- 65 agglutmatlon of the erythrocytes The rubella wrus HI antlbody tltre is expressed in 65



agglutination with rubella virus HA antigen, for exanple, the erythrocytes
of fows, for exanple, one-day-old chicks, geese, pigeons, and quails. Such
ervthrocytes may he fresh cells or fixed erythrocytes. The fixed
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erthroCytes of one-day-otd chicks 45 described in e.g. Japaneg
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for rub%IIa virus .HA. antigen : and for rubella virus H test sera,
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antigen, together w fpg§istructions for carrying ng‘f, a haemaggl uti nation
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particularly, the fi%ed.@nydipugcytes, and may al sldl ®mehi prise a vessel in
which to carry out tRe~test, . for exarrple a. mcro ée ‘plate. The antigen
is preferably in unit 10 - dosage form a unit: os advant ageously
conprising 4 units oGelate anti gen. 10 The fol | owkhigg.Exanpl es and.

Experinental s illustrate the inven hroughaut, t he pres n
Speci 1 1Bat 1 oy 4R e °“:;? SO h*i%ut? el JERED ) - and
"N' respect iwsdrytor gémte b @iludht Ifor gyca yst s, ,whmgr afs 0,025M1-IHERBS] re( s)."

"degrees cerftQ0gMaderCl,, 0.iMaNaGbansle0PAtof @slatimnd i nf)vh‘rﬁlhty", and '15
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15 Exarﬁ?ﬂ e 1. IGRERs of a rubella virus HA antigen were dissolved in théaﬂueﬂg of 4. 09g NaCl
Bovi ne "seru rﬁxainbla iifor rubella virus HA antigen and test sefb.afld .2’ clbﬁventlonal dllueﬂfhe above
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6.2 wi th 0. TR HHNI: e IR s dnbve i, B heAn: %au ST of
Cdistillgd The .HA titres were determined in the. following manner Thus, the .

formalinized erythrocytes of one-day-old chicks (a suspenswn in distilled water of
the lyophilized erythrocytes obtained by the procedure of Example 1 of Japanese
Patent Publication No. 37724/1975; the same hereinafter) were diluted ‘with with
diluent of Example 2 for erythrocytes and the rubella virus HA titre was
45 determined by Sever’s microtitre method on a pérmanent V-plate (Journal of =~ 45
‘Immunology 88, 320—329 (1962)). The dllutlon of the. HA. antlgen was performed
using the diluent of Example l T , _ L



water. By the above procedure is obtained a diluent for rubella virus HA
antigen and for test sera for use in rubella virus H test, which contains

0. 005 _M HEPES, 0. 14NLLbﬂ_and_(l_ZZaQi_bmu_ne_se.Lum_aJ_bum_n_and~Ls_oj_pﬂ___

6.2. 25 Exampl e 2.

25 HEPES 2.97 g. {err] (anhydrous) . .
1l ng. - 4.09 g." Gelatin

25 ny. 3Q The above conponents are di ssolved in 450 m. of distilled
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4 TABLE 1 Rubel | a*%insasc tslemas tofnulatsasangeAtum det%namacg,eme f:dnhib:dtlon

St or age st ored of which lsntaetrmkanactdlhe@w 0 hr. 1 hr. . 2 his. 4 hrs.

D | uent of B '_ e e e o 64 640 64 32 ‘Exanpl e 1 .
Room 64 GZHEPESIZB 64 terrperature {%”rgr] . .
[err] - 64 '. ' 4 <4 Room’ . 16 -8

4 tenperature [err]. HSA agf ands for HEPES-Sal ine- Al bum r% Gel atl n- CaCI 2
the conposition of whi ch Bosinpserim albimini zed bel ow. HEPES.Og. .
'2.97 g. Nad : : ' 4. Bow ne serum

al buni n 5 _ g. 5 0'%39“ - 5
1. 25ny. Cacl, @nhydro@nhydr ous) - " 55.5mg. ' 55.5 ng.
The above conponents -were-dissolved in distilled water, adjusted to pH 6.

with I N-NaOH and natig abpvd €onfpdfents werdidisfolvadl & dibtilled wast, @bjusted to pH 6.2
~with IN—NaOH and made up to 500 ml. with dnstllled water.

Gelating ¢

- Experlmental 2. :
10 Ahquots of a test human serum were each subjected to one of the. followmg 10
pretreatments (@) to (e) to prepare seral samples for rubella. virus HI tests. : )

(@) Untreated control serum :
' To 0.1 ml. of human seruim were added 0 3 ml of HS*"

g (b) Kaolin-treated serum
15 " To 0.1 ml of human serum was added 0.3 ml. of HS followed by addltlon of 15
0.4 ml. of 25% kaolin-HS suspension to’ the resiiltant serum dilution. The mixture
was incubated at 30°C for 30 minutes, at the énd of which time it was centnfuged .
The supernatant, fluid was taken and heated at 56°C for 30 minutes to mactwate the_
serum. . . . _ .

- 20 (c) Acetone-treated serum j' ) Lo R » 20
“To.0.1' ml. of human serum was added about 4 ml of acetone and the mlxture
was centrifiged at 1500 r.p.m. for 5 minutes. The supernatant fluid was discarded .
and, following addition of about 4 ml, of acetone, the mixture was similarly
centnfuged again, The supernatant was discarded. The sediment was dried and 0.4
25 ml. of HS was added. The mixture was allowed to stand at 4°C overnight and, then, - 25
heated at 56°C for 30 minutes to inactivate the serum. S :

(d) Heparm—MnCl -treated serum :
To 0.1 ml. of human serum was added 0.2 ml. of HS ‘followed by addition of
: 0.05 ml. each of heparin (1,000 units/ml.) and 0. SM—MnOI The mixture was
- 30 allowed. to stand at 4°C for 60 minutes and centrifuged. The supernatant fluid was 30
- taken and heated at 56°C for 30 minutes to inactivate the serum.
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and made up mmmwe mdthodwnt:hp martent V@t&taz\a‘herasulfb&re Set forth ma)abwhze
-phosphol i pase- C used is a.commerci-al &reé)duct prepared from 10
‘Clostridium pecfringens ("Phosphol i p&%%F &' prepared and sold by P-L
"Bi ochenicals,| Inc., |[M | waukee, Rib8l#vijus Haatitudy ﬁuof this enzyre being
-capabl e of |ijber at| Rg 1 _1mcjonore e ' phor us
-(phosphorus ¢f pResphoryl chol i k@linPer] Adetdé-e -al ngmg)oﬁp@seact upon
| ecithin at [pkéram Bo.qWetrdaed . | 3iFHad treated treated C-treated _
15 To each of rTous etblt SENuTT Sanpies obtgrmed—_as—atjove was added
‘0.1 m. of al10% su peﬁ 1 on e fqr i ni ﬁed“gryt hroc@”t_es qf one-day-old
chi cks, wher ¢by,t he nag4¢r al | y-'o_ggurri ng 48099l bt i gpns jwer gggabsorjbed bef ore
“conduct i ng ap H tegt. 20° In ghis H test, uging the dijl uent of
-Exanple | fof the dfl ué40on j sé um and 4020 ant i2@en [fand 4%he difl uent of
"Exanple 2 fo thedlu'qno mal ifn yt hrocyt es, t he rlubel | a virus
"H antibody §it re WRS %flé)t'_'er negg by t ZZgbov r'rgém qned zgever S mcrotitre
‘met hod on a perpanept 34opl atle. The résul 5s afe 3¢t florthsin Tgble 2. TABLE
) : ' - -
Lo 6 320 . 16 20 20 .20

7 640 16 20 40 40

8 640 16 20 0 40

9 1280 16 40 80 80

1 640 64 | a0 | 4 | s

12 1280 64 80 160 .160.

13 | 1280 64 | a0 | os0 |0

g0 640 32 40 | a0 | 4

15 640 <8 <s <s <




Rubella virus H antibody titre Heparin- Test Kaol i n-

Acet one- [err] Phosphol i pase serum No. Untreated treated treated
treated Ctreated 1 640 16 20 40
40 2 640 ~ 32 40 40 © 80 3
640 16 40 20 ' 40 4 640 . y
16 20 20 20 5 320 8 5
10 - 56 320 . 16 20 20 20"
7 640 16 20 1,566,001 401"“_“_ - 40 ?r‘ 6640'_
16 20 20 4% ) i3, 200 30
- X enta :
Eg 11 806 41-0 Aliquots 016 § A—ubclla virus [-ﬁ\jg:mgen were - dilj d w1th the dgrgtnt oef
' %xample 1-and HRAGC, respectivel an HA titre units and store 51’ _
1280 ~ 64 for 2 hours. Usi%§each of thus-ditiled and stored EAQndlgen fluids, the ABAR s
64 - - 0 \élrus HI an&@:ody tlﬁre was dg@emingd. Eor the ph@plioli _;se C—.ltlrea;_t&i S’ of -
xperimen the same m as Experimental 2. er_e't e en ;
40 40 fluﬁis dilute ll? the diluent gﬁamplepl emt%E d, the test seraag gvgere <5
<5 6_ diluted with the dxluent of Example 1 while th ?’?@ ized erythrocytes were
6 Experinmental 3dildkd gittoths dibfencof iBuiep aWhelrmeHAan gengiiintedv@itie HIAGAt ed wi th
the dil uent 1&f Ek_’l!}fdabmhl‘gﬂm gliniz aﬁr ythresyten ek difutedevitht 4 Wnit s
and stored at [e § retulis Bt 7thoin ToRl§S: di | uted and stored HA
antigen fluids,the rubetla 5 wrusHBLzEmbodytrtre ‘was determnedfor
t he phosphol i pase Ctrqated—serE= S—Expermentar—2—Tmtie sane nmanner as
Experimental 2. Wiere tlhe HA anti geﬁ“‘?eflﬁl"ti%s Himibdy 8t h t he dil uent of
Exanpl e | were enployed, the 1 Sty S 8l BluBadi  Uted Wi th tht di | uent of
Exanpl e | while the forjFeliiseiuagd & ien Q{t S | WA Stigin! ditheed Y t h-the dil uent
of Exanple 2. Were the I—lA_\I_cantlgenodE:kaubled wi {h HGABSAGO. .| was enpl oyed,
both the serum and forqatrmize eryLm&)Ly[ S WETE—GT‘EUT'EU—Wth - 10 HSACC.
The results obtained -4re skt florth if Tabl e 3. TABPE 3 Rubglla virus Hi
antibody titre HA anti Cen d3 | utjed Tesggserum |- Wi t ot he di uent HA
antigen diluted No. |- of |Exanple 1 . - wi th HSAGC| 1 L
40 go{ 2 3 | . 48 | . so* 8b* 3
40 ' 804 4 20 0* 5
10 6 20 o P 7 __49*_ Cap
40* 8 - 40 5 §80* 9 | 10% - 8p
320* 10 - - <k <5-11}y . - 7 BO
160* 12 ... 16Q. 8 20 160* | . 20% .
. N cT " 40 40
K T T | 80%
9 | . 80 3208
10 <S5 SR
1 80 S 160%
12 160 B 160+
R
w s | 10+
5 s <5

*Because of the inactivation of HA antngen durmg storage (a reductlon in HA
' - titre from 4 units to 1 unit), no adequate erythrocyte. agglutination’ pattern was
15 -obtained. This meant an ill-defined. end-point of the HI reactlon whlch interferred -~ 15
~with an’ accurate assessment of the HI tltre

WHAT WE CLAIM IS — '
1. A diluent suitable for rubella v1rus haemagglutmatmg antlgen and for
rubella - virus haemagglutination-inhibition test sera, which comprises N-2-
20 hydroxyethylp1perazme-N'-2’-ethanesulphomc acid in a molar concentration -of 20
from 0.001 to 0.01 and NaCl, the pH of which is in the range of from 6 0 to 7.5, and
which is free from calcium jons. '
2 A dlluent as clalmed in clalm l wherem the molar concentratxon of N-2-
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6 10 was employed, both the serum ted wi

kf&z:\d erythrocytes were
SAGC. Th Its obt. Table 3.
6 Experinmental 3. N uotscrsusoo e aV|rus antigen were diluted with

the diluent of Exanpl e | and HSAGC, respe’Ef‘?‘v’%Py, to an HA titre of 4 units
and stored at 5C for 2 hdqurs. UsSTjng € and st ored HA
antigen fluids, the rubeljla 5 Vi r?fqg ,”““ Hﬁ;ﬁ"mi"fﬁ?mdeterm ned
for the phosphol i pase C-tjreated serma aftiged difitperfi nental 2 in the sanme
manner as Experimental 2.|Tvoceamt he wiA tandilugen f{ b datigtp|dileted] Wit h t he

di luent of Exanple | werd em®-oyed, thE*aelalserfa wBRHIGGUt ed| with the
di buent of Exanple | whille the Tofnaliniged erytihrocytgs were diluted with
f |l uent of Exanple 2. Where the HA antigen diluted with HSAGC 10

wa' hpl oyed, both the sdqrum and f or mal i%0i zed eryt hroc$t*es werge dil uted
with 10 HSAGC. The requl'ts_obthined are set florth ip Table B. TABLE 3
Rubel la virus Hl anti body titte HA antig43n di l utled Test serum with the

di | uent HA antigen diljut eds No. 200f Exanpl e | 9% M t h HSAGC 1
40 - 80* 2 80 80* B
40 80* 4 5 26 10+ 40% b
5 . 10* 6 . 20* 7
40 a0r 4 S 407 2% gor b
80 320* 10 ¢ <o q0+ <5 11
80 160* [12 160 160F 13
80 8o* 14 8 Lr %49 80*  160*| 15
<5 <5 *Becauge of the igactivatjon of anti gen during
storage (a reduction in HAtitre from4 units to} | un|t , ho aflequate
erythrocyte aggl utinatior patbernf was <5 <5
11 80 : 160*
12 160 © 160%*
13 80 80*
14 40 160*
15 <S <5

*Because of the inactivation of HA antigen during storage (a reduction in HA
titre from 4 units to 1 unit), no adequate erythrocyte agglutination pattern was
15 obtained. This meant an ill-defined end-point of the HI reaction, which interferred 15
with an accurate assessment of the HI titre,

WHAT WE CLAIM IS:—
1. A diluent suitable for rubella virus haemagglutinating antigen and for
rubella virus haemagglutination-inhibition test sera. which comprises N-2-
20 hydroxyethylpiperazine-N’-2'-ethanesulphonic acid in a molar concentration of 20
from 0.001 to 0.01 and NaCl, the pH of which is in the range of from 6.0 t0 7.3, and
which is free from caicium ions. ]
2. A diluent as claimed in claim 1, wherein the molar concentration of N-2-



15 obtained. This neant an ill-defined end-point of the H reaction,
which interferred 15 with an accurate assessnment of the H titre. WHAT
WE CLAIM 1S - 1. Adiluent suitable for rubella virus haemaggl utinating

antigen and for rubella virus haemaggl uti nWhl bi t |mt ser whi ch

conprises N-2- 20 hydr oxyet hyl pi perazine-N -2’ -et hom idin
a nol ar concentration-”of 20 from 0. 001 tou“\“““ whi ch
i$ in the range of from6.0 to 7.5, and whic eaIC|u |ons 2.

A dllueet as claimed in cIa|m1 WWigg.&in the ol &r concentratlon of N-2-

7 Mr oxyet m&w!memmww 2-cthanpsaipbenis #itbis iithe Fange ‘Pf§f°F“rP Qoﬁé’ range of from
0.004 to 0. gnhénéjisl %ﬁx‘f&td :@éanﬁx'l%r‘%b%ﬁﬁ&ﬂm eBge fé'ﬁ%H@oZ wherein the

pH range IStMSGm uent as-clained in any one
of clai¥s | to43A d»lhemhsalasnndoompy osesf claifis 4| tb Brrivhich 5Iso Aomipriseent &5 cl ai med

in claima, ?"k drlu ta me mn L5 erh%r%nathe a[numml rum aiblu%?nnt as cl al med
inclaimad or ¢ AiKen atimesit Lo gl Whbreinthis in IsBredert iNCeNt rati on of
fromO0. 05 t&don tramtoff 0.05 to 1 pergent. A dl uent as clained in any one of

claims® to 7\{I\A‘re gi Q‘;S%Téls an any 0"}9’ torﬁtW‘GrF“bfheNanﬂf is 1h the
range of frcfﬁ“‘@ X?%J’JLQ’ A Bl WREC g&&nerglog bPliRyfs wherein the

nol ar concenj kit da fro 4ﬂ03)1|5n the rang e 5. 9. A
di | uent as cl admadiiluent @b slaimed in slalnsﬂ,ambstaltlhl}y asdesieided inb@cimple lExanPI el 15
her el n. 15 herein.

15 10. A rea‘gcﬁfﬂgnﬁ&@ﬁﬁﬁn&ﬁﬁpgﬁ’ f‘ﬂ@éﬂ YasmaseliiRY e APYESA T HE M i gen dil uted

with a diluent 1asA € ﬁﬁadclmneartyclﬁaeloof;vhﬁh @bifiprisks 4 Bacthagdlitinafing’ eagent as
cl ai meq i n cinis nﬂth@antwhn ch conpr i ses 4 haemaggl utinating units of o) he

12. A {0 t t
ant i ger?o 20 test, whlchngg se agﬁg(ﬂ:gg s@rmlﬁ#? Iyg/ﬁ:su Q%%e \'a‘nt %‘! ugl? rus
haenaggl ut | REKHEH tniadfbkY dficfiins £13 9t Gth rub s bbiiled Sl iHiga10 2t est
serum previ cms'i sigl dilmécedltmmtueat lcaimﬁtmag'dn af ¢t sllmsalaydune of clains I

to 9, vvlth radmix ﬂgahe\rpwusnt%& (ﬂéﬂhmﬂrs %t_siog y‘qgg F'b t d|| # ed with
a dilu t a%:ll ﬂl(ﬁ]lcrﬂiclﬁjd n vﬁ é: ce atn% gb ]rzﬂ ol ng the
resul tant micghd¢h@atibhlo framsslmemamoq)an@ﬂa@rm qumﬁ.snﬁ’awr Efy dl | ut ed- 25
with a dil vont6.0Mo 6,51, to ragsletgxatnwﬁr MbjTEat icl;Pery&Eow@sN' 2' - et hane-

25 sul pJoni ¢ ?dA Fd:llal F“‘f'\" @ ilgqnt fg '[S 905, Cl2in a

ol ar c%ncerg{ﬂ?%fhﬁﬁoﬁ BT, a@ﬁ %TCE{;&;’ IPpERENG N 2t \Ahlg@h isin

~the range of f an\GmElhbd) c imddoinaglaias $2 a:ggﬁanhlnatWhen&mthenmaaﬁggl utination
of the eryt lveugsytration of NaChinrthe Hitngniofor thezrythrgeytes is Framf.051t2 0.3wherein in the

di | uent,f or %ﬁér@qm‘h“ ?r‘gﬂ‘?ﬁdd?;ﬁ}?‘@s”t"i‘h?‘% g molapeRueshiraLen ¢ NaGt ¢ 1y
Y

N-2- hydPoxyé mlﬂah@@aswxhémzany ondOf QLR MERUb WHRRithe&idnd fer O. 0§§5 and_
t hat of t he enelirbdytésnls0.cofrisks gelddinret hod as cl ai med in claim12 or cl aim

12,. wherein t H‘é t&P“ﬁ?ﬂ%&% l‘a%!ﬁ whergig the diljent fior thg ¢rytBiocyttor t he -
la

1
er yt hr ogyt eS°°T“¥ geoi. o g 11184730 Rb AT Rlhitor] a1 14
wherein thee raéyte:sqaammmny ﬁmd xample 2 h&eibr OM 0 to 0.1

35 16. A net hodd %meihad wethimey i lanlw @nefdilmllhﬁoriﬁ ﬂ@rm)thifﬁst sefuay ei n t he

i .
di l uent for %V éalcls 0 {'}Il{sg“e I %Hsnltz 90719 'Aw)vh”?etih(ﬁg as claimed in
claim 16 V\/q,gytﬂogytgsﬂee n,t. eery hroe 45
' 21. A method as clalmed m clalm 20, wherem the erythrocytes are chick o
erythrocytes.
22. A method as claimed in any one of claims '12 to 21, wherein the
" erythrocytes are fixed erythrocytes.
50 23. A method as claimed in any one of claims 12 to 21, wherein the test serum 50
has been subjected to a pretreatment adapted to remove or inactivate any non-
specific inhibitors of agglutination occurring in the serum.
24. A method as clalmed in any one of claims 12 to 23, wherein microtitre
procedures are used.
55 25. A method as claimed in claim 12, carried out substantially as described in - 58
Experimental 2 or Echrlmental 3 herein.
26. A kit for rubella virus haemagglutination-inhibition tests, which comprises
(1) a diluent for rubella virus haemagglutinating antigen and for rubella virus
haemagglutination-inhibition test sera as claimed in any one of claims 1 t0 9, (2) a
60  diluent for erythrocytes as defined in any one of claims 12 to 18, and (3) rubella : 60
virus haemagglutinating antigen, together with mstructxons for carrying out a -
haemagglutination mhlﬁmon test.
27. A kit as claimed in claim 26, which further comprises fixed erythrocytes
28. A kit as claimed in claim 26 or claim 27, wherem the antigen is in unit
65 dosage form. 65




conprises formO0.001%to 0.01%gelatin. 40 18. A method as cl ai ned
in any one of clains 12 to 17, wherein the diluent for 40 erythrocytes is
substantially as described4n-Exanple 2 herein. 19. A nethod as clainmed in

any one of clains 12 to 18, wherein the test. serumis human Serom—26—#A
met hod as c¢laimed.in any one of clains 12 to 19, wherein-the+45

zgyégroz@hggear‘sog a?%\éhrrﬁcﬁ grsm 20, vvherel i the e !lwﬂuglm“ﬂ“m‘h' ck -

erythroc 82 A nethod as clai ned | i sggpooNe or’~ cl
wherein the erythrocyies gf Throcytes: 23_A_nethod 8s -
claimed in any oneamfgesl al rf‘:‘ %E’&(et% " ﬁlern %’M’%’F'H at“ﬁéd?segpmsmeumxmﬁ@fhﬁs been’

subjected to a pretre@tﬁé(masadmpdmdnyener&mmg - non-
specific inhiby torg' ?‘Qgﬂ]a{ﬂ’roh'a &ast.occurri négrfonigt e s%{sroucﬂﬂ"p %2 vsstlet hod -
as claimed inany one cl RiGR™ ‘“t‘i‘f‘"?éo Wisesim the mselnohmtndfrema{ggtedur es. g\ae
used. 55 25.. A method as_cl ai n"R@g} % $lR! A carried out .
substantially as descri-bed in. 55 EQitetedemteat A n@sr Experimental '3 herein.
26. A kit for rubella virus haemaggR tfhma!ter!@ml{uhb,br tion'tests, which
conprises (1) a diluent for rubella™ 6J3§§ hutinating. antr gen and for -
rubel I a virus haenaggl uti nati.on-inhibrtircon era.as claimed in any one
of claims 1 to 9, Hriddeddor Gl [lIIUL,yL es—as defi ned |n any
one of clains 12 tEybliked by MaesﬁlJ&%{g, 8%3%&& B im0 SNl s

antigen, together with instructi or’r‘é““f‘GPP"iSa#aVantamaf a has e éfﬂtff tion
inhibition test. 27. A kit as clained in cl ai m 26, "whi ch further corrprrses
fixed erythrocytes. 28. A kit as clainmed in claim26 or cl aim 27 wherein
the antigen is in unit 65 dosage form

65 1,566,001 8 29.. A kit as clainmed in cla|m28 wherern a unrt dose.
conprises 4 units of the anti gen. 30. A kit as clai med in any one of clains
26 to 29, which al so conprise -a vessel i'n which to: carry out the test. 5
31. A kit asclained.in’ claim30, wherein the vessel -is .a mcrotrtre pl at e.
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