-1- DESCRI PTI ON DI SI NFECTANT AND/ OR BACTERI Cl DAL AQUEQUS COWPCSI TIONS 5
TECHNI CAL FI ELD The present invention relates to disinfectant and/or
bactericidal aqueous conpositions containing an ol anexidine acid addition
salt. 10 BACKGROUND ART These days, people and articles frequently travel

t hroughout the world, and hence there is an increased risk of pathogenic
m croorgani sns that were previously restricted to a specific region or
country being brought into all places 15 throughout the world. Mreover, in
nodern |ife, people becone increasingly hygiene-oriented and a hygienic
environment has come to be provided. On the contrary, however, it is said
that people's immune funghedar@ioRR MangRa@rokhe circunmstances, to
protect people and ani nal'STfrom 20 pat hogenic m croorgani sns, there are
demands for the devel opnent of disinfectants/bactericides that are safe
and easy to use, and have stronger effects. d anexidine

[ 1- (3, Reti CHINTERMATAYINALS APPLICATgORNNDePCRNIP26@4 I G0 1488 eof are conpounds
havi ng di si nfectant/bactericidal 25 action that have been devel oped to neet
t he above demands, and
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:have.a broader antibacterial spectrumthan hitherto known nonobi guani de
derivatives (see Japanese Patent No. 2662343, claim 1, paragraphs 0018,
0019, 0067, etc.). In Japanese Patent No. 2662343, it is proposed that
when a Wobl guani de derivative or a 30 salt thereof is used as a
disinfectant, a prescribed amount thgreof is dissolved, dispersed or
suspenEe‘dREQUBS'nedi um such as water or an organic solvent, thus obtaining

ali q Ui d pr epar at i on - forexterngdll fers¢smMISSION ) eX. arrple eyedro ps “nasat rops,

a gar cleansing agent or an abluent. 35 O anexidine is a basic
ouﬁd R REPRL P BF Y aci d| - 2- addition salts. However, for exanpl e,
the soPubl I"i't“t"}?“°EﬁApp"6'=|"9§HeX| di ne| hydrochl oride in vat er is ext remely | ow and

i s 0. 08z WiN&Aatbhal filfkg Da@Td—at —t once atio e—acte dat—activity
is prone to being influenced by various factors such as pH, serum 5 soap,
t errper a ur @ nlv !ﬁ@. ..Q} ice and Bl ore o e Tave heer S s derranrds A an

agueous pr ¢par@td gpicdidvat | s not prone to being influenced by these factors
and contai ps ol anexidine or a [salt thereof dissolved in high
concentrations. 10 DI SCLOSURE OF THE TNVENTT ONAS descri bed above,

ol anexp-dli nFo@ndcmNDSPCT RAteeOT [ar e user ul —as di sinfectants and/or

bact er b-&i dgsepardabingi t 1S consi depedgatpafpidie ?Iul ness woul d be increased
by further |i rrprow ng the foll Q\A&nggog rgos. Bﬁ%%% adhobS

di si nf EEtalEeHo =TC
if a preparﬁgdn@g[g,gg)@&lglsmmg IaneX| dine or a salt ther eof as a princi pal
agent coul gbrebegrinepirepab@aions: as| hi gh a concentrati on as possible, then this
woul d be ‘mmm ouUsthqRateter s of the bactericidal effect and

aty
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to 80 WV% preferably 60 to 80 WV% Exanples of the al cohol include

et hyl al cohol, isopropyl alcohol, denatured alcohol etc. Particularly

et hyl al cohol is preferable. Moreover, the present inventors also

di scoveges) that in a 15 prescribed ethyl al cohol aqueous solution, a
certain amount of ol anexidine acid ition salt can be dissolved even in
the alreFmeEaquebtsurfactants, and the disinfectant/bactericidal effect 1is
i nproved. Based on these findi ngsna (bisgepss®ent i nventors carried out 20

furt her DEer%hﬁ% and acconplished disinfectant and/or bactericidal
aqueou%‘lr-n fﬁei%hn#of‘{hscre of t hﬁ nresent i nypnf [elal (her e! nafter- r ef er!’ed to _aS
conPOSI t i QihSerBited ﬂbﬁs@ﬂj‘ 'Ef' . That is, a conposition of invention Il is
an aqueous [all ﬁsgsnate@nuumm hall 1i ng an ol anexi dine acid addition salt at a
- 25 concentrﬁéwmnt ;1?0 '5'"'}963*9 b WV% and an al cohol at a concentration of
20 to 80 W|¥ecushudifd ndc,.gp,;al nlng any surfactants. The concentration of

t he aIcoholmﬂhﬂkﬁeﬂ@@ﬂpoﬂmmlon of invention Il is preferably in the range
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sel ected fromthe group consisting of ester-based nonionic 5 surfactants
and cyclic oligosaccharides. Based on these findings, the present inventors
carried out further researches, and acconplished disinfectant and/or

bact erip,gj dal aqueous conpositions of the present invention (hereinafter
referred to as "conpositions of invegfdon Il11"). 10 That is, invention Il
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-6- 4) The disinfectant and/or bactericidal aqueous conposition according
to 2) above, wherein the polyglycerine fatty acid esters are conpounds
represented by general formula (4): (lag-L('7tH2 O C CH. CH2" CHgCH - ?Hg
OR21 OR O P OR24 OR25 (4) wherein one of R21 to R25 represents an al kanoyl
group having 10 to 5 20 carbon atons, anf the other (p+3) represent a
hydrogen atom and p is an integer from2 to 12. 5) The disinfectant and/or
bactericidal aqueous conposition aceesdrnerioy 2) above, wherein the
pol yoxyet hyl ene glycerine fatty acid esters are conpounds represented by
general formula 10 (5) : 0 OH F) Ii R31C OCH2CHCHz( OCH2CH2k-oH ( )
wherei n R31 repr eSESINFEGTART katlD WROBACHENT MhE, houk U§3<Ecﬁ%s%?r%ﬁs and g
is an integer from4 to 30. 6) The disinfectant and/or bactericidal aqueous
conposition according to 2) above, wherein the pol yoxyethyl ene nethyl 15
glucoside fatty acid esters are CORPPHRESAT sented by general formla
(6): 0Ct}141 H(CCHNJ 0 HOCHCHY (67——tCH8—%§%§L(II)mherein RA1 represents
an al kyl group ha¥ith§reserd Dovasddibonrataims to disinfectant and/or
bactericidal aqueous compositions containing an olanexidine acid

addition salt.

10 BACKGROUND ART

These days, people and articles frequently travel
throughout the world, and hence there is an increased risk of
pathogenic microorganisms that were previously restricted to a
specific region or country being brought into all places

15  throughout the world. Moreover, in modern life, people become
increasingly hygiene¥oriented and a hygienic envifonment has come
to be provided. On the contrary, however, it is said that
people’s immune function is dropping.

Under the circumstances, to protect people and animals from

20 pathogenic microorganisms, there are demands for the development
of disinfectants/bactericides that are safe and easy to use, and
have stronger effects.

Olanexidine [1-(3,4-dichlorobenzyl)-5-octylbiguanide] and
salts thereof are compounds having disinfectant/bactericidal

25 action that have been developed to meet the above demands, and
have a broader antibacterial spectrum than hitherto known
monobiguanide derivatives (see Japanese Patent No. 2662343, claim
1, paragraphs 0018, 0019, 0067, etc.).  In Japanese Patent No.
2662343, it is proposed that when a monobiguanide derivative or a

30 salt thereof is used as a disinfectant, a prescribed amount
thereof is dissolved, dispersed or suspended in a medium such as
water or an organic solvent, thus obtaining a liquid preparation
for external use, for example eye drops, nasal drops, a gargle, a
cleansing agent or an abluent.

35 Olanexidine is a basic compound, and hence forms acid



and sumof x and y is an integer from20 to 160. 7) The disinfectant and/or
bact erici dal aqueous conposition 20 according to 1) above, wherein the
cyclic oligosaccharide is a -7- cyclodextrin. 8) The disinfectant and/or
bacterici dal aqueous conposition according to 1) above, wherein the

ol anexi dine acid addition salt 1is preseab_at a concentration of 0.05 to
2.5 WV% and the ester 5 based nonionic surfactant is present at a

concentrati eddofidn lsdlas. 1HMNYr , Ofof hex Mipsienf ept as1 andiery, bacterici dal
to 1) above, wherein the ol anexidine acid

agqueous conp S|t|on rdin
addi ti on sal n%l%lr%%i’%jrﬁ?hg @ﬁ?céﬁt FateBniofetrengdy 21ay Wdus andl- @he
ester 10 baggdzngni @ai cas4r t &s8ntna o] 1to
10 wv% 10). The d|S|nf%é%éﬁ?qﬁﬁglg?ﬁﬁacterl%Pda?gg&%g%ﬁgk b gbé%VJ%
accordi ng t d51PTEBovie %—é’ﬂe?ﬂf%‘P@lQﬁdaﬁéfxNérh@u%tcf@tcéz@dﬁvcbnasaﬂr iserum,
present @t @oepNCESHPAItARO 0
ol i gosacchar ngpl S I{es;acnt ea{m(g %r@enﬁ%ﬁ\éﬁ?g %ﬁﬁf@%&&r L%Q/‘%trﬂl)g The
di si nf ect anfleBATADI I Hachepies el Rﬂﬁm@@aslomoansuﬁlontamunmdtngbebng)
above, wherepnp sent _at

S oo el brrleRl B krde Palhr esent

concentration of yc iC 0

at a concenFPQ?@Qﬁl@ﬁsaglyedtunﬂOuﬂVV&mcéﬁﬁréﬁmanﬂ S|nfectant and/ or
bactericidal aqueous conposition according to 1) above further containing
an al cohol. 13) The disinfectant and/or bactericidal aqueous 25
conposit@on according to 12) Ab®VE)SUMEEOE DHE hENwNaahal s

As described above, olanexidine and salts thereof are

useful as disinfectants and/or bactericides, but it is considered
that the usefulness would be increased by further improving the
following points.

15 That is, because disinfectants and/or bactericides are
widely used as liquid preparations, if a preparation containing
olanexidine or a salt thereof as a principal agent could be
prepared in as high a concentration as possible, then this would
be advantageous in terms of the bactericidal effect and

20 convenience of use. Such a high-concentration preparation may be
used as such in situations in which a strong bactericidal action
is required, or may be used as a formulated solution to be
diluted at the time of use, in which case the preparation volume
can be reduced, which is advantageous from the standpoint of its

25 distribution and storage.

A suitable dissolution aid is required to make the
olanexidine concentration high, but for the preparation
containing the dissolution aid, the high bactericidal action of
the olanexidine must be maintained stably, the skin irritation

30 must be suppressed as much as possible, and the preparation must
be easy to use.

However, up to now, no high-concentration preparation of
olanexidine or a salt thereof has been known for which the
olanexidine is dissolved in the medium in high concentration, the

35 Dbactericidal action is maintained high, and the skin irritability



present in the conposition at a concentration of 20 to 80 WV % 14) A
met hod of sterilizing or disinfecting an object, conprising contacting the
object with an effective amount of the disinfectant and/or bactericidal

" aqueous conposition according to 30 1) above. 15) Use of a disinfectant
and/ or bactericidal aqueous conposition_gccording to 1) above for
sterilization or disinfection. In the specification and clains, the

concentratlma bbw each 1§aﬂungbﬁdb§ﬂéc&Qﬁﬁt%bspﬂéﬁﬁhﬁﬂhv%H948ﬁ1&9 &l gkda
aqueous - 8- osi.tion is, unless otherw se Indicated, expressed as a

wei ght er sygh Hs&PBERPEEA %, PRERR ations oft péanexighne gF af Sakich
ingredient/iﬂ@r@@fof t he disinfectant and/or bactericidal aqueous
conposition. The concentration (WV)" is warranted at 0 C, 5 except in the
case of special nb?ethain: ke aprses fqbdatitontmmnﬂsanﬁsmv@rtm@eusmd

conposi t4 ongut MRS 9@@99§éﬁéé3%n0895 NG, at §e. fgprdf?g%qghﬁg %V nt, an

aqueous conposition according to 8) above contarns water
ol anexi di ne® %ﬁ%ﬁ%ﬂﬂﬂetﬁ@hdséﬁdlhypnasabhsenuiaﬁianresult(ﬂiSDOVQrédlfhau\@é
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form.ng alkyl ethers and polyoxyethylene alkylphenyl ethers.

Based on these findings, the present inventofs'carried out
further researches, and accomplished disinfectant and/or
bactericidal aqueous compositions of the present invention
15 (hereinafter referred to as “compositions of invention I1I”).

That is, a composition of inventicn I is disinfectant
and/or bactericidal aqueous composition containing an olanexidine
acid addition salt, and at least one polyoxyethylene-based
nonionic surfactant selected from the group consisting of

20  polyoxyethylene higher alkyl ethers and polyoxyethylene
alkylphenyl ethers.

Examples of the polyoxyethylene higher alkyl ethers are

compounds represented by formula (1):

Ri—O—(CH,CHyO)m—H (1)

25. wherein R; represents an alkyl group having 7 to 20 carbon atoms,

and m represents an integer from 9 to 12.

Examples of the polyoxyethylene alkylphenyl ethers are

compounds represented by formula (2):

R, O— (CH,CH»0),, —H (2)

30




20 the salt. Exanples are organic acids such as formc acid, acetic acid,
lactic acid, butyric acid, isobutyric acid, a- nercaptopropionic acid,
trifluoroacetic acid, malic acid, fumaric acid, succinic acid, succinic
nonoam de, glutamc acid, tartaric acid, oxalic acid, citric acid,
glycolic acid, gluconic acid, 25 saccharig_acid, ascorbic acid, penicillin,
benzoic acid, phthalic acid, salicylic acid, anthranilic acid,

benzenesul f eheceaeir), reprégintenasubl pRi ¢rtibdneii MRt NaRs vbf eRGoRCIdmsand
i norganic acigs such as hydrochl oric acid, hydrobrom c acid, sulfuric
acid, phospPAOr P crEHSFENkFt 7R clHE@M Tof Temr B d2aci d. Moreover, there 30

are no particul ar argséfdcldl@nsomBod e drabiroi Betae gl apexj di nd the
acid formng the ac_lﬁd additi onogg?t; in agjdjlti on to % %Q élggﬁlgeovl\ﬁ%th
various ot h&EP™Pat s GeRtasning amnrlpeeybdine Frédasildibiddi tiadh shld is
manuf act ir edoHsbRGr AN oRr SFNarys Salst wiesm $dipectly mxing
t he acid and 35 ol anexi di ne together,/gléso v%ﬁggggg§gghﬁgfﬁeokggﬁg acid
and -9- ol aReRieRie surfacsenvert asgohcastwwtion i AdVanse @igvehen ni xi ng

the sol vent togethgL, . L.Ng i.d _and ol anexiding into a_sol vent
such as water and car?%pr?%qtgg?ﬂd?ﬁsglg? u%tgﬁnaﬁacorﬁacﬁlﬁl& wﬂg?lé That Spﬁ,geaa d
addi ti on sakpd Biy duntérirdeoetaindiacatédohdl hewsefaanabei tiskeds aoany of the

conposi tion ' i to | | descrihbed bel ow each conposition

o T hvent | oadfers PR aNR tnd Berekk: RE°GT dTaaristn Lher o o Sltvad i n

t he sol dént usedntidicnicogceat ext iand off tHesaT@tholaAnat E@h@dmpdsl thBhsisoiqut i on,
or the two may 10 exist in

e o anxt kg SBALLTE BPLMEY 0L Byl kS ArO R IO ST I
free ol anexidchedarthfleal ghugignii¢opebdyl Lumpesi t EoRstofed RMEBLEP Nt .
Particularly ethyl alcohol is preferable.
Moreover, the present inventors also discovered that in a
15 prescribed ethyl alcohol agueous solution, a certain amount of
olanexidine acid addition salt can be dissolved even in the
absence of surfactants, and the disinfectant/bactericidal effect
is improved.
Based on these findings, the present inventors carried out
20  further researches, and accomplished disinfectant and/or
bactericidal aqueous compositions of the present invention
(hereinafter referred to as “compositions of invention II”).
That is, a composition of invention II is an agqueous
| composition containing an olanexidine acid addition salt at a
25 concentration of 0.05 to 0.5 W/V%, and an alcohol at a
concentration of 20 to 80 W/V%, and not containing any
surfactants. The concentration of the alcohol in the composition
of invention II is preferably in the range of 30 to 60 W/V%.
Examples of the alcohol include ethyl alcohol, isopropyl alcohol,
30 denatured alcohol etc., and particularly ethyl alcohol is
preferable.
Typically, the composition of invention II contains an
olanexidine acid addition salt at a concentration of 0.05 to 0.5
W/V%, and an alcohol at a concentration of 20 to 80 W/V%, and not

35 containing any surfactants.




A conposition of invention | is a disinfectant and/or Dbactericidal aqueous
conposition containing an ol anexidine acid 15 addition salt, and at | east
one pol yoxyet hyl ene- based noni oni ¢ surfactant selected fromthe group

consi sting of polyoxyethylene higher alkyl ethers and pol yoxyet hyl ene

al kyl phenyl ethers. The concentration of _tthe ol anexi di ne acid addition salt
in the conposition of invention | is preferably 0.05to 5 WV%in 20 the

conposi tion. In tHEustheneard,r 8heopréange i nkbft SAMASIbireedaghata thitgh
d|S|nfectant/bacter|C|daI effect and a viscosity convenient to use. The

concentrati GROSF PRET &RBxPEI He-ads b&d@%%@QﬁV%ﬂSl?nlgliﬁﬁﬁhﬁﬁﬁBl?Ciﬁ t he
range of 0.Qbidtieidn SsaltVih whBEL ff el BBLYekb D3t Q21 W MY0,25 kit

conposi tion of invention |, the polyoxyethyl ene- based nonionic sur?aotant

i s sel ect ed SPEERTER e GFb FHEC ORI tGHFLSEE NP P Gofrerhrase Hirgleaical kyl

ethers apd pokyaxysidwl ke éiﬁ&'&ﬁ%%§éac@h£¥¥%% Preferabl e exanpl es of the
above- nenti oned polyoxyethy ene i gher alkyl ethers are surfactants

represented by pré&eFedisty thesat fondihdor heaptddentwherenhothecainipld gnbup
represent ed shy+Rd r f.er 9 to 14 car bon
T f@géééchgaecyﬁéi%ﬁﬁ%m@ﬁ?gﬁ%ﬁ) f% ﬁfg?

atons, and include nonyl ecy
tetradecyl bawbﬁébvghﬂ-@qnexuar@pmﬁ031tpbusa¢ftghaobrpsbybxye&hmhene hi gher

25 LI o MAEE At SUED-BLIN GoUSTEN, B30 B URER LI 10
an int eyer fron19Th@t123 Smeentuonexﬁmpb&steé suahmafsmnbagﬁ@nt i ncl ude POE
0 (TR o B R R g sl B °
like,
1) A disinfectant and/or bactericidal aqueous composition
containing an olanexidine acid-addition salt, and at least one
15 member selected from the group consisting of ester-based nonionic
surfactants and cyclic oligosaccharides.
2) The disinfectant and/or bactericidal aqueocus composition
according to 1) above, wherein the ester-based nonionic
surfactant is at least one member selected from the group
20  consisting of (i) polyoxyethylene sorbitan fatty acid esters,
(1i) polyglycerine fatty acid esters, (iii) polyoxyethyleﬁe
glycerine fatty acid esters, and (iv) polyoxyethylene methyl
glucoside fatty acid esters.
3) The disinfectant and/or bactericidal agqueous composition
25 according to 2) above, wherein the polyoxyethylene sorbitan fatty

aclid esters are compounds represented by general formula (3):

H{OCH,CHgl— OCH—CH—0(CH,CHZO)H
}4g£: (:f“:f*CHQE“"(}£§F¥1; _
o i 0 (3)
O(CH,CHZ0)H

wherein Ry represents an alkyl group having 10 to 20 carbon atoms,

and each of h, j and k is an integer from 5 to 25.



Chenical Industries, Ltd.) and PCE (12) al kyl ether (e.g. Sannonic

SS- 120" made by Sanyo Chemical Industries, Ltd.) . Here, the nunber in

brackets after "PCE indicates a polynerization degree of CE, i.e. min

formula (1). 10 Preferable exanpl es of pol yoxyethyl ene al kyl phenyl ethers

are surfactants represented by previouslygsnmentioned fornula (2), wherein

the al kyl group represented by R2 has 7 to 20 carbon atons, preferably 9

to 14 carbon atons) Mid RiispaekEtaniekanpbespadieingikhe §@5@0L&r %ﬂpe§u€ﬂ?n

al kyl group_r sented by R1L 15 described above. In thé formula (2), nis

a polynerlzﬁF?gﬁ:HEbFQez)oﬁmﬁ%?eﬁﬁﬁF@h% U Polee) ycarkna £aakyi ackyer from 9

to 12. Specklt&rexa®lesp | phenyl

ether and PCE (10) octylpﬁ%ﬁﬁng¥§ggg§€é@n£§gghgr EE%&%R?ﬁ E?gzkets after
“POE' indicates a polynerization degree \

o oni ¢ sul¥ S8 aeH o s QoL HRRA G S—“~

ninformula (2).

i.e.
%t&? CHELr & or o st can

be easily pflaBgje@R, a liqhd g rati on i nmm@e OFppexi di Eéﬁ gci d
addition salt dissolved 25 therein at a hi gh concentfation- Moreover the
conposition of invention | is such a preparation that the skinirritation

can be supﬁressed and good feeling in use with good lubricity can be
obtai ned. THRSLHHESHEr 8Fi m bP 1%2hef%ﬂﬂe;$8%§étW%ﬂ@r@é@ear%ﬁmwlegséo to

surfactant po d:dfhﬁ:cﬁpmﬁaﬁbt | &4 ohhel BYBOET G3) Iréppéeé@t{ aablwgfon&eﬁoatéf&) W V%
partlcularléﬁg 15 to 6.5 WV% in the conp05|t|on hin such a range of

the surfact Qdﬁ%éﬁtﬁé??%%r3@%§12dF§|¥ﬁectant/bacter|C|dal effect of the
ol anexi dine acid Emkhﬁé QR 5188t £AN B8 /S AU K JBIALA NEGheous composition

according to 2) above, wherein the polyoxyethylene glycerine

fatty acid esters are compounds represented by general formula
10 {5):

O OH
L | S
HyC— GCHECHGHQ(GCHECHQ}E’ OH - (5)

wherein Rs; represents an alkyl group having 6 to 16 carbon atoms,
and g is an integer from 4 to 30.

6) The disinfectant and/or bactericidal aqueous composition
according to 2) above, wherein the polyoxyethylene methyl

15 glucoside fatty acid esters are compounds represented by generai

formula (6):

CHo0COR,,

H{OCH,CH,)
H{OCH,CHZ),0
Ry COO'

wherein Ry represents an alkyl group having 15 to 20 carbon atoms,

| (6)
OCH;

and sum of x and y is an integer from 20 to 160.
7) The disinfectant and/or bactericidal aqueous composition

20 according to 1) above, wherein the cyclic oligosaccharide is a



35 To make the conposition of invention | into a liquid 11- preparation, a
solvent is required for dissolving the olanexidine acid addition salt in
the presence of the pol yoxyet hyl ene-based nonionic surfactant. The sol vent
is preferably water, or a mxture of water and an al cohol (e.g., ethyl

al cohol, isopropyl 5 alcohol, denatured akcohol etc.). Mre preferable
solvent is an aqueous solution of an al cohol, particularly an aqueous
solution otyelbyéxtatieohol. In this case, the concentration of ethyl

al cohol present ip the canposition is advantageously in the range of 30 to
80 W V% prefer abE_{z %ﬁft SBoeriant By ki hactare iRyl aqeeac srpposition
concentrati apcbedimd o 13ughoe F aM@@eihhend ifndxi R £P Al aRqePNLAl N9

t he above-nenti oned conponents can be made uniform and can be used very

conveni ent | ySbBESREE G Pt SORePitFatdrsi af kikinttrbaed i\ dald beiosteat- the
time of $ISerasediddnidlieksudfddiihtallehr sty 18 INUSnoddiS£90ROSEL) O

invention | _is t%¥ically an aqueous conposition. € aqueous conposition
is an aqueot:8 WEGtution of an ol anexidine acid addition salt and a

pol yoxyet hyl ene- basef}, Noni;0nk , aoranexidine acid addjtion
salt being presen;ﬁat aqggnceﬁgggﬁg%%Egggop%égéﬁ% g@?w@gu%ﬂyﬁaﬁgmpﬁglklon
pol yoxyet hy Reéaerdiaxedondni apdee,s whtaet anthdeilagepl ésentaciat addtoheedaiat i on

of 0.1 to 10Q 0 rpat.i ...the co itio f i.nvent| | may be an
al cohol - cont ai %%%ﬂﬁzégogs&%%%%ﬁgﬁ%%8ﬂ.Oggﬁg'5chh§IW€%%Fﬁpn£H§ e%ﬂ%ﬁbus
conposi 1@ onbased mwoniposict Fonfddiant 1 st heesait®e aas at ben@ntakevenagaenus to
conpositionl?x f$g that a m xture of water and an al cohol (particularly

)

et hyl al cohal) !S°Used in place of water as the solvent. Typically, said
al cohol - cont ai ni ng0adgUeods sinfectant and/or bactericidal aqueous

composition according to 1) above, wherein the olanexidine acid
addition salt is present at a concentration of 0.05 to 1 W/V% and

15  the cyclic oligosaccharide is present at a concentration of 0.1
to 10 W/V%.

11) The disinfectant and/or bactericidal agueous
composition according to 1) above, wherein the olanexidine acid
addition salt is present at a concentration of 0.1 to 1 W/V$ and

20 the cyclic oligosaccharide is present at a concentration of 0.1
to 10 W/Vs.

12) The disinfectant and/or bactericidal aqueous

“composition according to 1) above further containing an alcohol.

13) The disinfectant and/or bactericidal aqueocus

25. composition according to 12) above, wherein the alcohol is
present in the composition at a concentration of 20 to 80 W/V %.

14) A method of sterilizing or disinfecting an object,
comprising contacting the object with an effective amount of the
disinfectant and/or bactericidal aqueous composition according to

30 1) above.

15) Use of a disinfectant and/or bactericidal aqueous
composition according to 1) above for sterilization or
disinfection.

In the specification and claims, the concentration of each

35 ingredient in a disinfectant and/or bactericidal agueous



conposition is an aqueous solution of an olanexidine acid addition salt, a
pol yoxyet hyl ene-based noni onic surfactant and an 30 al cohol (particularly
et hyl al cohol), the oranexidine acid addition salt being present at a
concentration of 0.05 to 5 WV% the pol yoxyet hyl ene-based noni oni c
surfactant being present at a concentratgon of 0.1 to 10 WV% and the

al cohol (particularly ethyl alcohol) being present at a concentration of

30 to 80 W wofpos5: ipmetisy atmhyedi orbeBRi W WhadichRed) Neafidiskie@nat 0s tha qahove
er conponents may be included in the

conponents, if cessar vari oys ot

conposi t i onP6f Y(ﬁ\}’é‘iﬁ %Ce?tﬁﬁ t°héW2m poste of FiftHRYNtPRoVPRgEade
product quabhgyedifenrt /epanpl eof firRMdt Ben ¥éewpel Rhq 26 'HHHt%WleQdéfea Jus®
protecting ability and noisturizing ability, one or nore fatty aci
triglyceri dESTRRREtion. nethes sengent mdax Y Bt 6BV etisy Meekhut e & tarde °C,
preferaldy eredpideaq. tB% chiclddipgcsiehsanponents, the effect of
suppressing skin _irritation is énhanced particularly in the case of using
a 10 sol vent cont® ritHg ePRyL{idalolesl anReghaidisng “eheaqbews memppshetbrghe or
nore fatty medgs o rdog [ he field of
medi ci nes/ di si nf eaf:tdanFéggg%\&ﬁzootﬂlg%ngggﬁw%%&paa%& %X%E??l %t% 1B

t her et o. IncgmﬁﬁﬁkﬂlonoﬁégorﬁauiaKESDla@wvﬁzﬂpnlélasmmﬁnheeBCapsessuﬁﬁ and
normal tenp r r rabl e l.es are._.t erldes
of fatty ac?ggﬂégﬁﬁin% 88?@6%% éﬁéﬁcsgéfd? caﬁ?&??%€%§§%?n 8§pprééq5¥§

| auri ¢ i dW/Vinaridstthe asteh; hpedeni hooiacid,syrdbot 4ot eitc aacblcest eatiion aci d,
i sostearic ggigl, q!elﬁ linoleic acid and linolenic acid; 20 one of
these fatty aC| triglyc erldes may be used al one, or two

DETAILED DESCRIPTION OF THE INVENTION

The present invention will be described in detail.

15 Olanexidine acid addition salt

“olanexidine acid addition salt” in the disinfectant and/or
bactericidal aquecus composition of the present invention means a
salt of olanexidine and an acid (organic acid or inorganic acid).

There are no particular restrictions on the acid forming

20 the salt. Examples are organic acids such as formic acid, acetic
acid, lactic acid, butyric acid, isobutyric acid, o-
mercaptopropionic acid, trifluorcacetic acid, malic acid, fumaric
acid, succinic acid, succinic monoamide, glutamic acid, tartaric
acid, oxalic acid, citric acid, glycolic acid, gluconic acid,

25 saccharic acid, ascorbic acid, penicillin, benzoic acid, phthalic
acid, salicylic acid, anthranilic acid, benzenesulfonic acid, p-
toluenesulfonic acid or methansulfonic acid, and inorganic acids
such as hydrochloric acid, hydrobromic acid, sulfuric acid,
phosphoric acid, nitric acid or carbonic acid. Moreover, there

30 are no particular restrictions on the ratio between olanexidine
and the acld forming the acid addition salt; in addition to 1:1,
salts with various other ratios such as 1:2 can be used.

The acid addition salt is manufactured using an ordinary
salt forming method such as directly mixing the acid and

35 olanexidine together, dissolving one or both of the acid and



or nore can be used in conbination. Furthernore, a triglyceride having a
vegetable oil such as olive oil or rapeseed oil as a raw material thereof
may be used. Qut of the above-nentioned fatty acid triglycerides, 25
especially isooctanoic acid triglyceride can be preferably selected
because of its high safety and its bettecgfeeling in use. Said one or nore
fatty acid triglycerides, when used, is preferably present at a

concentr at i ohanéxDi0E tio 40sdVXEGt spahtagtwaaféry iat a@vHORCentr ahé® il de
range of 0. %hgosg‘lven\é%t nt30 t he conan tion. If the concentration is
within such a ranga "t tRIATERE M5 SRGFIBY idieerritt aahPinexafiagtingio a

suppr essi ngsekvent isudht aki wateSkird tQUIPNRS D1ANE 880 DRk Wr lanRenexfHpi t ed
sufficiently, and_virt I I no stickiness will remain on the surface of

the skin. 35 In thete R tﬂﬁdirlé%%r%?)lﬂsrr@tfhﬂéw*lﬁlé@elﬂﬁwa‘@ed 13-
preferakl e hhat ¢de béOl&@@ﬂt:[I@td otfh%B@Oé dgbsli e e
range of O. 901 0 1.0 WV% parr?{]cul arly C())}:{(%)OSSl tgﬁ%”&é@ W%%[aléﬁjrtﬂe%c;r]mre
one or nore n‘% cBﬁifé‘ﬁil 5ﬁa‘?¢§h apaegsibionlich nfhwenahes/bact iil¢i des
can be addedhé%lé}%x&@lﬁﬁgsééi&%d& ohMWEN 11| <8013 NG AR HENS PRLRC!
thereof is not inpaired. As escrl ed in Japanese ]Unexam ned Patent

Publ i cat i onRat aﬂﬂmﬁg@a?er ank drfpldes ird@dr eof adcehbl oodncihtsll sdlivarion,
pronbters SHgd &S :aRyhen 0 thyl -2-pyrrolidone (Ja anese
Phar naceut i cal EXci pi en#g)&%ra%% :agﬁg 9 @my F?g%’r bat é:g@ B d"tYapanese
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al | ant oi n; ts_suc epper m t oil.and .1-nmenthol; oily
conmponent s s h as | ?qﬁ?gﬂ Eara anex?‘r@%r%lanﬁlo JEF| SRAFELBERG pheny!

pol ysi | oxaneompeafitions of invention I

A composition of invention I is a disinfectant and/or
bactericidal aqueous composition containing an olanexidine acid

15 addition salt, and at least one polyoxyethylene-based nonionic
surfactant selected from the group consisting of polyoxyethylene
higher alkyl ethers and polyoxyethylene alkylphenyl ethers.

The concentration of the olanexidine acid addition salt in
the composition of invention I is preferably 0.05 to 5 W/V% in

20  the composition. 1In this concentration range, the composition has
a high disinfectant/bactericidal effect and a viscosity
convenient to use. The concentration of the olanexidine acid
addition salt is preferably in the range of 0.05 to 3.5 W/V%,
more preferably 0.05 to 2 W/V%.

25 In the composition of invention I, the polyoxyethylene—
based nonionic surfactant is selected from the group consisting
of polyoxyethylene higher alkyl ethers and polyoxyethylene
alkylphenyl ethers.

Preferable examples of the above-mentioned polyoxyethylene

30 higher alkyl ethers are surfactants represented by previously
mentioned formula (1), wherein the alkyl group represented by R;
has 7 to 20 carbon atoms, preferably 9 to 14 carbon.atoms, and
include nonyl, decyl, undecyl, dodecyl, tridecyl and tetradecyl.
Moreover,'a mixture of a plurality of polyoxyethylene higher

35 alkyl ethers having such alkyl groups may also be used. In the



squal ane; pol yhydric al cohol such as glycerol, 1,3-butylene 15 glycol, and
sorbitol; pHregulators; etc. The pH of the conposition of invention | is
preferably 4 to 8, nore preferably 5to 6, in the formof a fornul ated
solution to be diluted at the time of use. If the pHis adjusted to such a
range, then the conposition wll have goodystability, and the 20 feeling in
use will be good. The conposition of invention | can be prepared, for
exanpl e, byoauddiag(Mat er it oa tvel yoleanext thmeleagied addbtyaamysahe (€itg.

ol anexi di ne rochl aride).and th ol yoxyet hyl ene- based noni oni c

sur f act ant(é?gghaa%%rll’syiaﬁgl GtIH %rﬁ’ﬁ‘ én"dgd]i%sol ution, adjusting 25 the

m xture to a pH ofpappfioxicwaiplys ot GBhUSI g BftcasidissriiaPordibut e
hydrochloric_acid or the Iike. Such a conpasition can be used for

di sinfecti orC[iaBFY teH95 28t Pon. i & eqads oy WikkosHesmisaloRBosikidn bei ng
used as % f poRUK B0 SolUt boRet O . divkb BEh AlNL-1 06 thdRe ®f YsByoa | iquid
preparati Ongﬁ%\él ng. a prescribed 30 concentration can be prépared by

diluting th iMSstai R Ligt-er 2B P (iReallkphpudian dasYef i nvention

|1 Next, a 09aRGshid @B-0Dbot A RN shhyb SciithiRAYC PHIus GATROSELEON,  Here
contai ning an ol anexidine acid addition salt at a 35 concéniration of 0.05
to 0.5 W\WFhgnaueremligohsrckets after (BPReninddcabas of RO ver8gaiang and

not contai njagra8Yor ol f actant s opposi tion. The al cohol
concentrati onglifs opr ef er abl yr}%o tgc}%ﬁﬁv@ ‘Exanpl es of the al cohol include

ethyl Hlcohol, Pseperiiyie sikevhbts aferailyredediciene adkglphamnd Sthers
_Pﬁ;éhfftﬁr:g:gh?%ﬁféHEQaﬁg'réﬁ&éﬁé%&%BaBgebrééﬁéuﬁiy“%éﬁkféH%dS%g?ﬁﬁiéiEB},Of
wherein the alkyl group represented by R; has 7 to 20 carbon
atoms, preferably 9 to 14 carbon atoms, with specific examples
being the same group as the alkyl group represented by Ry
15 described above. In the formula (2), n is a polymerization degree
of oxyethylene unit (OE), and is an integer from 9 to 12.

Specific examples of such surfactants are POE (10)
nonylphenyl ether and POE (10) octylphenyl ether. Here, the
number in brackets after ‘POE’ indicates a polymerization degree

20 of CE, i.e. n in formula (2).

The composition of invention I contains such a
polyoxyethylene-based nonionic surfactant in a solvent containing
water, and therefore, it can be easily prepared as a liquid
preparation having the olanexidine acid addition salt dissolved

25 therein at a high concentration. Moreover the composition of
invention I is such a preparation that the skin irritation can be
suppressed and good feeling in use with good lubricity can be
obtained.

The concentration of the polyoxyethylene-based nonionic

30 surfactant in the composition of invention I is preferably 0.1 to
10 W/v%, particularly 0.15 to 6.5 W/V%, in the composition.
Within such a range of the surfactant concentration, the
disinfectant/bactericidal effect of the olanexidine acid addition
salt can be stably maintained.

35 To make the composition of invention I into a liquid



conposition does not contain a surfactant, but the

~di sinfectant/bactericidal effect can be rapidly exhibited, and the
rapidity of drying after use can be inproved. 10 Typically, the conposition
of invention Il is an aqueous conposition containing an ol anexi di ne acid
addition salt at a concentration of 0.Q%qto 0.5 WV% and an al cohol at a
concentration of 20 to 80 WV% and not containing any surfactants. 15 In

addi tion t opremmralidve, conpdiventsisi feqeioessaby, dValdlausy ohdeslHRIERAARAE S
may be |nclgge&i n of invention Il for the purpose of

h t
further inpfovi néf&tl%ée et OSI Iﬁﬁ?l PYESSESE ekahht é’OJfYPéf%?F]HléPQﬂee\}%‘@?ﬁt of
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more fatty 20 acid trlgef%cerldes and, if necessary
hydr oxypr op§H ety Plel Pt osBhra Bledslariey Ji nc?%@d algghol nclsspnegyduch

conponerst s, aldvhdaf,f @eha@lirIRREBAS] NG SKI.N MbFd i RELEDL]S 5%1%%69 n
n the case of usi ng a solvent containing ethyl alco o‘? 25

parti cul arI i
Regar di ng t%f@*%’évéoﬁ%ﬁ%‘i’rbﬁ%fd agnelePhedor @afrhieylamiv ant pigeyeerddasioany
ones or di nagt |strsed bondhe. thelih Ofcastbdlel nesidhslof £6l Al s.ggh be. used

with no particular limtations thereto. I'n general, ones e liquid
at  at nosphe¥GPr esseert dmd ther ﬁamm@rtp@mauar@@vartmgeduﬁﬂ)f: fr 30 range

pref er abl e,oﬁxmloegoaﬁ/evl r '&leéfg?éiﬁflfsapftof ggt%/@l dg C‘Sﬂgd ep) Soﬁf‘:t noi c

acid, caprylic acid, capric acl ric acl nyrls
aci d, P&l makiadicd &@ndentsnaetaqncbacwdthm soshear rangsi dheolLEq@lcam d,

e Cond AR LRGN L LAESS L R LA YeoTies

FurthernDreanfdnm,ghydemaHkbe used very conveniently because of its rapid
disinfectant/bactericidal action at the time of use and its quick
drying after use.

15 Thus, the composition of invention I is typically an
aqueous composition. The aqueous composition is an acueous
solution of an olanexidine acid addition salt and a
polyoxyethylene-based nonionic surfactant, the oranexidine acid
addition salt being present at a concentration of 0.05 to 5 W/V%

20  and the polyoxyethylene-based nonionic surfactant being present
at a concentration of 0.1 to 10 W/V%.

Alternatively, the composition of invention I may be an
alcohol-containing aqueous composition. Said alcohol-containing
aqueous composition is a composition that is the same as the

25 above aqueous composition except that a mixture of water and an
alcohol (particularly ethyl alcohol) is used in place of water as
the solvent. Typically, sald alcohol-containing aqueous
composition is an aqueous solution of an olanexidine acid
addition salt, a polyoxyethylene-based nonionic surfactant and an

30 alcohol (particularly ethyl alcohol), the oranexidine acid
addition salt being present at a concentration of 0.05 to 5 W/V$,
the polyoxyethylenerased nonionic surfactant being present at a
concentration of 0.1 to 10 W/V$% and the alcohol (particularly
ethyl alcohol) being present at a concentration of 30 to 80 W/V%,

35 preferably 60 to 80 W/V%.




-15- having a vegetable oil such as olive oil or rapeseed oil as a raw

mat eri al thereof may be used. Qut of the above-nentioned fatty acid
triglycerides, especially isooctanoic acid triglyceride can be preferably
5 sel ected because of its high safety and its better feeling in use. Said
one or nore fatty acid triglycerides, whgp_used, is preferably present at
a concentration of 0.01 to 10 WV% particularly at a concentration in the
range of 0.3 to 3IWadgitiion thetleompeskt tOMborldntishei € oncaMhatl ofaiSoud thin
such a range th t hen thg noi sibgri,zi ng effect and the effect of suppr essi ng
skin irritafioh, CEEORPoRdimede dRraLddedrinithe semeatitiioneat Sufsitdioant |y,

and virtual Lyfoo ttd gkirpess o furt@BRi SFbdiRe tRArfACRIR! GhAgiskin. In the
case of using hydroxy rogﬁl met hyl cel lul ose, it is '15 preferable that the
concentration t hef®ofS5PLRe EEMHIdIet VeAWPRint ofhdmpreGeicmithe. ekinto 1.0

W V% pagti pubﬂééb’irg;- tag@i@y Qi %Y%/%urﬂ»&r@%\b@gg%, U O HBLE nent s

conventional |y adde _di'sinfectants/bacteri ci can be added to-the
conposi ti on26td FRAENCEERIeS ansl,| dfgnasesdreyobj ect thereof is not inpaired.

As 20 descr hberbilfbriphanessy InaaTbaeds Fat sl PURLY CAIBNCNO. A1- 109476,
exanpl es thereof "are bl ood circulation pronoters's ch as propyl‘ene
carbonate, APRE4MIS Bughredinadens s JabanstiectPhar smomissdiab Sxii pi ent s) ,
propyl ene gk ye0l+ R ¥SO ese Pharjmacopoei a), and tocopher ol
acetate; tissue aZtéL%?le%%véel??énrg:e;ﬁggﬁ%%g‘gg ds Al Fg%t% 55 o%ei‘l%%%iahg agent s
such astO' peppeemi mondaindmyl ebhiyénahobhobi |y conponents such as |iquid

e ey oo Conof R EEAR AR RUSEN) R0 AR e s 30U o
triglycerides, any ones ordinarily used in the field of
medicines/disinfectants can be used with no particular
limitations thereto. In general, ones that are liquid at

15 atmospheric pressure and normal temperatures around 20°C are
preferable; examples are triglycerides of fatty acids such as
isooctanoic acid, caprylic acid, capric acid, lauric acid,
myristic acid, palmitic acid, palmitoleic acid, stearic acid,
isostearic acid, oleic acid, linoleic acid and linolenic acid;

20 one of these fatty acid triglycerides may be used alone, or two
or more can be used in combination. Furthermore, a triglyceride
having a vegetable oil such as olive oil or rapeseed oil as a raw
material thereof may be used.

Out of the above-mentioned fatty acid triglycerides,

25 especially isooctancic acid triglyceride can be preferably
selected because of its high safety and its better feeliné in use.
| Said one or more fatty acid triglycerides, when used, is
preferably present at a concentration of 0.01 to 10 W/V%,
particularly at a concentration in the range of 0.3 to 3 . W/V%, in

30 the composition. If the concentration is within such a range,
then the moisturizing effect and the effect of suppressing skin
irritation, skin roughness and so on will be exhibited
sufficiently, and virtually no-stickiness will remain on the

surface of the skin.

35 In the case of using hydroxypropylmethylcellulose, it is



gl ycol, and sorbitol; pHregulators; etc. 30 The conposition of invention
Il can be prepared, for exanple, by mxing the ol anexidine acid addition
salt (e.g., olanexidine hydrochloride) in an al cohol agueous sol ution
(e.g., 50 to 90% et hanol aqueous sol ution) and carrying out dissolution,
and adjusting the solution to a pH of appraximately 4 to 8 using 35 an acid
such as dilute hydrochloric acid or the like. Such a -16- conposition can
be used for pdeSendlelst ithatothst@idenzatt 0on dHerddECessaty compbbisish @&
conpositionige£ lution tq be diluted at the tinme

used a mul ated_ . s )
of use, a |IQUI§QD¥% X i@nB8L£V?ﬁg%h“%V%SCP?EE&FW%ﬁﬁ&¥nPr@ﬁ?(ﬁ? dan HéVs.
prepared by dil ut Fogtidiendre;osnesit n@EeWecbipdd@ls @bnlB8tidd@ 1y added to
Conposi tiong.of pnvention ||l A conposition of invention Ill i§ a
di si nf ect an lshﬁlf%‘Fta“&asc{EéFF%Pd%deéq GaBuRe @fs6sitei Bhe compPasALhen of

ol anexi df neiagkati@ddi Hoonos@lds tRdoBYcteaTlcRRE TEMRS! i%@'ag%&d Ealg.om the
group 10 coBsisting of an ester-based nonionic surfactant and a cyclic
ol i gosacchaPfaerieed dipoePenese dngsardnetoRatent Ruddepaien Wy. dilsdoP¢iAg

an ol anexi diagpBed draddbi 9P 3Aldod@ss ARl 4G %&oﬁgf&ls || yater-

contai ning solvent in the presence of an ester-based nonionic 15 surfactant

and/ or a cyBFPRY g csabenaks dév-gethyhg2 asymroldidssel (lammesed for the
Ut act ant - Ee P ST1 Eomey e SRR P Bbale e 2
subst ank® havepgneshiesphotpesignoupnfat datherati deeesisfueissad 20 as
no ot o 5400 gty Ll CaPEE L Seclothth SURRLOLGS, 0
peppermint oil and l-menthol; oily components such as liquid
paraffin, methyl polysiloxane, methyl phenyl polysiloxane, and
squalane; polyhydric alcohol such as glycerol, 1, 3-butylene
15 glycol, and sorbitol; pH regulators; etc.

The pH of the composition of invention I is preferably 4 to
8, more preferably 5 to 6, in the form of a formulated solution
to be diluted at the time of use. If the pH is adjusted to such a
range, then the composition will have good stability, and the

20 feeling in use will be good.

The composition of invention I can be prepared, for example,
by adding water to the olanexidine acid addition salt (e.qg.
olanexidine hydrochloride) and the polyoxyethylene-based nonionic
surfactant (s) and carrying out mixing and dissolution, adjusting

25  the mixture to a pH of approximately 4 to B using an acid such as
dilute hydrochloric acid or the like. Such a composition can be
used for disinfection or sterilization. If necessary, with such a
composition being used as a formulated solution to be diluted at
the time of use, a liquid preparation having a prescribed

30 concentration can be prepared by diluting the composition with

water or the like.

Compositions of invention II

Next, a composition of invention II is an aqueous
composition containing an olanexidine acid addition salt at a

35 concentration of 0.05 to 0.5 W/V%, and an alcohol at a



hydroxyl group, etc.) that is nonionic and does not dissociate into ions,
and is a surfactant having a property of increasing the solubility of the
ol anexi dine acid addition salt in water. 25 In general, an ester-based
noni oni ¢ surfactant having an HLB (hydrophile-lipophile bal ance) val ue of
8 to 20, preferably 12 to 16, can be used- The conposition of invention
1l preferably contains at |east one nenber selected fromthe group

consi sting ePnaanesatdon 80 hagadamoWVU%iCaﬁduﬂbactaﬂtafﬂmhgaaﬁycIic

ol i gosacchar, concentration, f 0. 1 VVV@band an ol anexi di ne
aci d additi okg%ag$ ﬁ%ﬁ “a gg Tic ?ﬁp%ﬁ} ofof T eOB TP SOREGHE T BLGTDILEs of

such ester- baeéelrm]m @m cosw fvam%anmxan@me@d@f the febyexyetdmifnetsoibitan
fatty acid e teﬁ éﬁk lLycerine fatty acid esters, (iii)
polyoxyethyﬁiﬁg %&y ﬁ8py} %ﬁgiévddﬁg?Qﬁg?d angonel)etsolyarget hyl ene

net hyl g?uucpartbcu]fﬁltyyeaﬁy_d Mol 1ASpidie@aue- menti oned pol yoxyet hyl ene
sorbitan fatty acjd esters, any of various types can be used, but of

t hese, preferablgn%&gaﬁﬁﬁge he pFEwResiEdonyofnreat ippr FuldiE3) : (0 n9l-1 -
1j HpC, , Ebmfosdtich tibds B cdkEGHRHR) Kir gfgﬁleellglu@%n Jepresents an

al kyl group having 10 to 20 carbon atons, each and k is an
i nt eger froﬁ%51@€?%P?ntibaF@§F4@%ﬁ@ﬂeﬁéf@&ﬁ3ﬁam-@ﬁraaghdlyﬂamhnbmt@br&nuhed

chain alkylthgrfﬁﬁh&y@y Rg &{& %QEég g€i§§pgg %£5§55trajght chain or

branched chai n al'kyl group haV|n arbon ons belng
Typically, the comp051tlon of invention II is an aqueous .

composition containing an olanexidine acid addition salt at a
concentration of 0.05 to 0.5 W/V% and an alcohol at a
concentration of 20 to 80 W/V%, and not containing any
surfactants. |

15 In addition to the above components, if necessary, various
other components may be included in the composition of invention
II for the purpose of further improving the product quality.

For example, from the viewpoint of improving the skin
protecting ability and moisturizing ability, one or more fatty

20  acid triglycerides and, if necessary,
hydroxypropylmethylcellulose are preferably included. By
including such components, the effect of suppressing skin
irritation is enhanced particularly in the case of using a
solvent containing ethyl alcohol.

25 Regarding the above-mentioned one or more fatty acid
triglycerides, any ones ordinarily used in the field of
medicines/disinfectants can be used with no particular
limitations thereto. In general, ones that are liquid at
atmospheric pressure and normal temperatures around 20°C are

30  preferable; examples are triglycerides of fatty acids such as
isooctanoic acid, caprylic acid, capric acid, lauric acid,
myristic acid, palmitic acid, palmitoleic acid, stearic acid,
isostearic acid, oleic acid, linoleic acid and linolenic acid;
one of these fatty acid triglycerides may be used alone, or two

35 or more can be used in combination. Furthermore, a triglyceride




particularly preferable. Mreover, h, j and k nmay be the sane or
different, and each is preferably an integer from5 to 25, 15 particularly
an integer fromb5 to 20. Total number of h, j and k is an integer from 15
to 30, particularly 15 to 25. Specific exanples include a pol yoxyethyl ene
(POE) sorbitan nonool eate, a pol yoxyet hylsene (POE) sorbitan nonostearat e,
a pol yoxyet hyl ene (PCE) sorbitan nonopal mtate and a 20 pol yoxyet hyl ene
(POE) sor bi haningosteageatele Tatlalsushmberolivy k) opfrapesethybenendini tra(,OF)
in each co ] referably.in th range of 15 to 30, nore preferably
15 to 25, gglgglggﬁ%%rﬁfrfa. 19 H5e "S5/posi ti on of the present invention

contai ning the pobyaxyehbyhboeeseittibasdf aitty acid es!@rycdhaesont ent of
t he 25 pol yQx et hyl.ene sor%ta,n fatty acid ester is preterably 0.1 to 10
W\V% particu %?Jr‘%//”f. §SPECPRRARACARIEF HEL ¥aswiaRt Con hmeredradeky di ne aci d

addi ti orb saktléstqf efeetabbyof. 05 A gh 3a¥eMbandarti eulaL) gfefbéﬂﬁ%oi& M¥é/.%
in the conpositi og., Exarrpl es of the alkyl gdgroup represente y 1 i nclude
decyl -18- group, O ogrivee fdddecgridroiglveerddeyl vireoupsedetisadecyl
group,  pent pdesylaid0yResbRPAISCKbngE UL 10K BECGYT HPUB wipl, nonadecyl

group. As the above-mentioned pol yglycerine Tatty acid esters, any 5 of
vari ous typBerekfilselysal, a mancentrhabsen v aher abhge avfe 0.3okygB YieAi%, nen

nonof atty aghd ' SR esgen ral _fo lLa.(4); ?H2 CHCH2-"t
Ge o R ] S o B a0 tRos (W ngr e SRB%BT ReL to
R25 repklesehban aheameanbytiginsuefifavt ngnd Gheo ef16cR0o £ anporeat 0OF, skdnd t he
other (p+3):ifePrASCR ki URBERALOMd so on will be exhibited

sufficiently, and virtually no stickiness will remain on the
surface of the skin.
In the case of using hydroxypropylmethylcellulose, it is

15 preferable that the concentration thereof in the composition is
in the range of 0.001 to 1.0 W/V$%, particularly 0.005 to 0.5 W/V$.

Furthermore, one or more components conventionally added to
disinfectants/bactericides can be added to the composition of
invention II so long as the object thereof is not impaired. As

20 described in Japanese Unexamined Patent Publication No. 11-19947¢,
examples thereof are blood circulation promoters such as
propylene carbonate, N-methyl-2-pyrrolidone (Japanese

~ Pharmaceutical Excipients), propylene glycol, polysorbate 80
(Japanese Pharmacopoeia), and tocopherol acetate; tissue

25 recovering agents such as allantoin; refreshing agents such as
‘peppermint oil and l-menthol; oily components such as liquid
paraffin, methyl polysiloxane, methyl phenyl polysiloxane, and
squalane; polyhydric alcohol such as glycerol, 1,3-butylene
glycol, and sorbitol; pH regulators; etc.

30 The composition of invention II can be prepared, for
example, by mixing the olanexidine acid addition salt (e.g.,
olanexidine hydrochloride) in an alcohol agueous solution (e.q.,
50 to 90% ethanol aqueous solution) and carrying out dissolution,
and adjusting the solution to a pH of approximately 4 to 8 using

35 -an acid such as dilute hydrochloric acid or the like. Such a



and p-is an integer from2 to 12. In other words, when one of R21, R22,
R24 and R25 is an al kanoyl group, the other three are hydrogen and R23s
are hydrogen, and when one of (p) R233 is an al kanoyl group, the other
(p-1) R23 s are hydrogen and R21, R22, R24 and R25 15 are hydrogen. Said
one of R21 to R25 is preferably a straighfgchain or branched chain

al kanoyl group having 10 to 20 carbon atons, with a straight chain or

branched chaiompakkaimylcagr bepubeyifng Bikoniéot Gay Bensat o0E Leijng  nofe
preferable, and a str%ht chain or 20 branched chai n al kanoyl ?roup havi ng
10 to 14 carBon atbhs 'hnﬁucga"f‘t?%oéllfcil/o‘brléﬁlé}gablﬁéﬁ Mredvsrulpted

preferably amlusiegefo Ho andté®@ H2.chRakihs WAk, PLel egah %x@?ak&ﬁf&?r
from8 to 1(%. Sﬁem fic exanples include a pol y%gceryl monol'aurate such as
decagl ycer y e3R8 ARHRET IR oPIRFSEERF - oRprRib Reapechated day diButing the

hexagl ycerylconpooot 83l eriandwdesadly ¢gkyh i gpnool eate; and a pol yglyceryl

nmonost ear at e _such as diglyceryl nonostearate. In the conposition of the
pr esent invmmmﬂgl ycerine fatty acid ester, the
content of the polyglycerine fatty acid ester is preferably 0.1 to 10

W V% particul arl$ Gorie@0ittion6o0 Mt iandIfhei€entdant noéctdie elnanexi di ne
acid addition salt is preferably 0.05 to 1.5 WV% particularly 0.5 to 1
W V% -19- PACERELeidosiauEons ®mamslissonf cotimialikgney| olprexidiepr asint ed
by one of R21 to, R25 .include decanoyl group, undecanoyl group, dodecanoyl

1o,
group, tri GECARLYH SHiSupantett dRASineyE BRGNS, Seéarhedciroyithgr gupup 5

hept adecanoyl _grou oct adecanoyl group, and nonadecanoyl group. As the
above- n%cr?llti %ﬁggl tbf%ﬂfteﬁﬁyﬁéﬁ%y'dﬁ?@éir PARLeR G puadpgtartand a grglbe

various typgs; g8l bshatsegd, Put of these,

A composition of invention III is prepared by dissolving an
olanexidine acid addition salt as a principal agent in a water-
containing solvent in the presence of an ester-based nonionic

15  surfactant and/or a cyclic oligosaccharide serving as a
dissolution aid for the olanexidine acid addition salt.

The ester-based nonionic surfactant is a surfactant
comprising non-electrolytic molecules which is an ester of a
substance having a hydrophobic group (a fatty acid residue such

20 as nonyl, decyl, undecyl, dodecyl, tetradecyl, etc.) and a
substance having a hydrophilic group (a polyoxyethylene group, a
hydroxyl group, etc.) that is nonionic and does not dissociate
into ions, and is a surfactant having a property of increasing
the solubility of the olanexidine acid addition salt in water.

25 In general, an ester-based nonionic surfactant having an
HLIB (hydrophile-lipophile balance) value of 8 to 20, preferably
12 to 16, can be used.

The composition of invention III preferably contains at
least one member selected from the group consisting of an ester-

30  based nonionic surfactant and a cyclic oligosaccharide at a
concentration of 0.1 to 10 W/V% and an olanexidine acid addition
salt at a concentration of 0.05 to 2.5 W/V%.

Examples of such ester-based nonionic surfactants include

(1) polyoxyethylene sorbitan fatty acid esters, (ii)



preferable are those represented by general fornmula (5): 0 11 OH, 31 C -
OC CHCH2(OCH2C H2)g- O H( 5 3 10 wherein R31 represents an al kyl group
having 6 to 16 carbon atonms, and q is an integer from4 to 30. R31 is
preferably a straight chain or branched chain alkyl group having 6 to 16
carbon atonms, with a straight chain or -hranched chain al kyl group having 8
to 10 carbon atons being 15 particularly preferable. q is preferably an

i nteger froRPdydky@@inepatiycalcadl yseerd nt@der HoDOHctbylone SP8&Ikii6e

exanples in .polyoxyet hyl.ene glyceryl cocoate = 5 to 10,

particul arl f/il%ge a%&%ygé%ejty%yIaéﬁieqngc%“r%;M&y%BY & Slaf U9 1o 10,
particul arl ya@)y ,aqial gyexget.hyl ene 20 gl yceryl nonolaurate (g = 5 to 10,
particularly 7), an ol yoxyet hyl.ene gl yceryl nonoisostearate (g = 10 to
20, particul arl ﬁslg:)h% PﬁOY%_é“eé‘éﬂ-ﬁﬁﬁjt POl S ethElpre sibitapehtion acid
‘contai nitng ¢deeryolaygxyetfydions ﬁ&?!@@réaﬁﬁ pealib¥q aahét 8%t ehesd he content of
the 25 pol%ox et h¥Ll ene glycerine fatty acid ester is preferably 0.1 to 10
W VY% parti RIFEHALS fBe SthRegurerrasetet it sprerdl tisemolanéXi di ne aci d
addition salt is preferably 0.05 to 2.5 WV% particularly 0.5 to 1 WV%
in the conposition Exanples of the al kyl group represented by R31 include
hexyl 30 gr, _ yl ) LD =g QC L . " yL. group, decyl group,
undecyl gro&grﬁ@gﬂ "rougﬁ%"ﬁ)‘“ﬁé‘b aéﬁlg)p“@cyl group, -20-
pent adecyl group, and hexaoﬁcﬁd

ay st e ve- menti oned
pol yoxyet hyl ene net hyl gl uco# af’mﬁmﬁ C t{:' 3
Q

_ (3)
O(CHCHLO) —H

wherein Ry represents an alkyl group having 10 to 20 carbon atoms,
and each of h, j and k is an integer from 5 to 25.

10 Ri; is preferably a straight chain or branched chain alkyl
group having 10 to 20 carbon atoms, with a straight chain or
branched chain alkyl group having 10 to 14 carbon atoms being
particularly preferable. Moreover, h, j and k may be the same or
different, and each is preferably an integer from 5 to 25,

15 particularly an integer from 5 to 20. Total number of h, J and k
is an integer from 15 to 30, particularly 15 to 25.

Specific examples include a polyoxyethylene (POE) sorbitan
monooleate, a polyoxyethylene (POE) sorbitan monostearate, a
polyoxyethylene (POE) sorbitan monopalmitate and a

20  polyoxyethylene (POE) sorbitan isostearate. Total number (h+j+k)
of oxyethylene unit (OE) in each compound is preferably in the
range of 15 to 30, more preferably 15 to 25, particularly 20.

In the composition of the present invention containing the
polyoxyethylene sorbitan fatty acid ester, the content of the

25 polyoxyethylene sorbitan fatty acid ester is preferably 0.1 to 10
W/V%, particularly 1.5 to 3 W/V%, and the content of the
olanexidine acid addition salt is preferably 0.05 to 1.5 W/V%,
particularly 0.5 to 1 W/V%, in the composition.

Examples of the alkyl group represented by Ry;; include decyl



fatty acid esters, any of various types can be used, but of these,

preferabl e are pol yoxyethylene nethyl glucoside difatty acid 5 esters
represented by general fornmula (6): CH20COR41 H(OCHZCH] O H1 HCH (6) O
H3 Hat COO wherein R4l represents an al kyl group having 15 to 20 carbon
atoms, and sumof x and y is an integer-{fg_om 20 to 160. R4l is preferably
a straight chain or branched chain alkyl 10 group having 15 to 20 carbon
atoms, withgaospy aighkicytharoumr ddaeanthgeoghaipiabkyl SRy bavidwedld to 18
carbon atons_bein articularly preferable. Mreover, x and y may be the
same or di PFarknt ,er&?ﬂiegﬁghgri%y?prQFBF%‘B?%B’%HIPHPeg%?ta\‘qe&hﬁlW%f%uHrO(ﬁnd
particul arl yioasdéditlegebuprom 10 to 70. Total number of x and y is 15
preferably an integer from20 to 160, particularly an integer from 100 to
140. Specific exahpl ¥ iabovaaeent isieforpeyaincardnpet Aty afidcestass, any
diol eates apd PapPRIVOXYBEBYELNSNBERY, GhucaSiigse digioanatee 201N the
conposition of the present invention containing tT‘ue pol yoxyet y? ene net hyl
gl ucosi de f BPLYILGaYigst Bpnofaie veantdnesiirs rhprpotysd dvhygkaarahet hyl

gl ucosi de fapiy.Bcidester is preferably 0.1 to 10 WV% particularly 5 to
10 WV% and the content of the ol anexidine acid addition salt is
preferably 0.05 25 to 1.5 V% particularkhy 0.5 to 1 WV% relative to
the conposition As the aboye-nmentioned cyclyc oligosaccharide, one that

has CHy—CHCH;~ 01 CHCH—CH,— O CHCH —CHy
‘ [ i Sy P | - (4)
ORg ORgy ORy; P OBy ORgp

wherein one of Ry to Rps represents an alkanoyl group having 10 to
10 20 carbon atoms, and the other (p*+3) represent a hydrogen atom,
and p is an integer from 2 to 12. In other words, when one of Ry,
Rez, Rzs and Rps is an alkanoyl group, the other three are hydrogen
and Rzzs are hydrogen, and when one of (p) Ru3s is an alkanoyl
group, the other (p-1) Rss s are hydrogen and Rsi, Ras, Ros and Ros
15 are hydrogen.

Said one of Ry to Ry is preferably a straight chain or
branched chain alkanoyl group having 10 to 20 carbon atoms, with
a straight chain or branched chain alkanoyl group having 5 to 16
carbon atoms being more preferable, and a straight chain or

20 branched chain alkanoyl group having 10 to 14 carbon atoms being
particularly preferable. Moreover, p is preferably an integer
from 2 to 12, particularly preferably an integer from 8 to 10.

Specific examples include a polyglyceryl monolaurate such

as decaglyceryl monolaurate; a polyglyceryl monooleate such as
25 hexaglyceryl monooleate and decaglyceryl monooleate; and a
polyglyceryl monostearate such as diglyceryl monostearate.

In the composition of the present invention containing the
polyglycerine fatty acid ester, the content of the polyglycerine
fatty acid ester is preferably 0.1 to 10 W/V%, partiéularly 3.0

30 to 6.0 W/V%, and the content of the olanexidine acid addition
salt is preferably 0.05 to 1.5 W/V%, particularly 0.5 to 1 W/V%,




a property of increasing the solubility of the olanexidine acid addition
salt in water, and that does not inpede the -21- disinfectant /bactericidal
action is selected. Qut of these, cyclodextrins can be preferably used.
~Thr-ee kinds of cyclodextrins are known, nanely a-cycl odextrin,

R-cycl odextrin and y-cyclodextrin, and ijythe present invention any of
these can 5 be used. In the conposition of the present invention

cont ai ni ng ﬂnetheyc¢mpnsihﬁgnsaccharide the content of the cyclic

ol i gosacchari de gart culqg ﬁ_c cl odextrin) is preferably 0.1 to 10 WV%
particularly 1.5 &h8 +ﬁ?Q9¥HtQﬁPu%fr%Hﬁ§56P5ﬁ@x¢XMQﬂ? o6 Boi 8o

addi ti on salRes mcmueéemeﬁarqu 8BoS, hn\éév%oyﬁréfcﬁw agbdeSaroyat §r8up, W V%

relative to thg sition. Especially, whe -cyclodextrin’is use t he
content of {fi&deed GHE%Pr|FPW%@QﬁqéﬂéyhbgﬁpuPr1P?@t§dQFaNUMM)gnOWME
conposi wonhepfs@e@wl gasag, NULRLANSYI IACAN oRh SYEdLahdy1

ol i gosaccharide is preferably used in a concentfation range as desTH bed

above; if such a 66nE%§HQQ%VeGWeﬁ%#@ﬂ?d podgedyettthdmna gsuddiigicedfntty acid
d|S|nfectan@é@gggerdﬂy<$%lvggigﬁg %gﬂ gnqggldgehedbu Ei{ solvent in the
conposition of invention Il one 1s préferaﬁ? it’a sol vent
conpri si i ngPR&feralakal age ZOO@¢d@mUESﬁaye@dnUSEMErExaﬂphﬂﬂjof5nhe al coho

i ncl ude ethyl al cohol, isopropyl alcohol, denatured al cohol etc., and
particul arly ethyl alcohol is preferable. In this case, the concentration
of the al cohol ié}set in 20 {340 WV% particularly 30 to 60 W V%
relative to the &bnposition. 125 In addition to the above conponents, if

necessary, vﬁs?ﬁme 3 TRIC i’; %P‘Fz%ﬁdﬂﬁlﬂ t he corrp(ogjl on of

I nvention

10 wherein Ry represents an alkyl group having 6 to 16 carbon atoms,
and g is an integer from 4 to 30.

R3y is preferably a straight chain or branched chain alkyl
group having 6 to 16 carbon atoms, with a straight chain or
branched chain alkyl group having 8 to 10 carbon atoms being

15 particularly preferable. g is preferably an integer from 4 to 30,
particularly an integer from 6 to 15.

Specific examples include a polyoxyethylene glyceryl
cocoate (g = 5 to 10, particularly 7), polyoxyethylene glyceryl
caprylate/caprate (g =5 to 10, particularly 7)., polyoxyethylene

20 glyceryl monclaurate (q = 5 to 10, particularly 7), and
polyoxyethylene glyceryl monoisostearate (g = 10 to 20,
particularly 15).

In the composition of the present invention containing the

polyoxyethylene glycerine fatty acid ester, the content of the

25 polyoxyethylene glycerine fatty acid ester is preferably 0.1 to
10 W/V%, particularly 2 to 5 W/V%, and the content of the
olanexidine acid addition salt is preferably 0.05 to 2.5 W/V%,
particularly 0.5 to 1 W/V%, in the composition

Examples of the alkyl group represented by Rs; include hexyl

30 group, heptyl group, octyl group, nonyl group, decyl group,
undecyl group, dodecyl group, tridecyl group, tetradecyl group,



111 for the purpose of further inproving the product quality. For exanple,
fromthe viewpoint of inproving the skin protecting ability and

noi sturizing ability, one or nore fatty 30 acid triglycerides and, if
necessary, hydroxypropyl nethyl cellul ose are preferably included. By

i ncludi ng such conponents, the effect of_sypppressing skin irritation is
enhanced particularly in the case of using a solvent containing ethyl

al cohol . 35prRegadeiny drvepabend-eaideonedgong.or nor e fatty acid -22-
triglycerides, rdinari din the field o
ned|C|nes/d|S|nfe§Fa§? éweb@eﬁééﬂ“%fﬁﬁ H8X¥%ﬁq¥%99PaWEth¥#nQ%ﬁﬁpéﬁge
thereto. |nfgeneratidamesrkhatnprer |[vauicdsat égragﬁpbgruge@FQ§§H”d% 2hdse,
nor mal tenpera ur%%laround 0C are 5 preferaﬁ$ exanpl es are triglycerides

of fatty acFdS StRh Adrs Boo¥eRN iy leardrethipy 39]11160%(?1% difapiticaged d,
lauric ai destaysisdpreRebdd P@lqarddralagbgnunal @htol eic acid, stearic acid,
isostearic acid, oleic acid, li1noleic acid and I|nolen|c aC|d one of
these fatty aci d trlglycerldes may be used ., . OF two 10 or nore can be
used in conbination. Furthernnre a triydridtlghavi ng a veget abl e oi
such as olive Qﬂ[in_}ﬂgﬁﬁqg il _as afraw_nmaterial thereof may be used.
Qut of the above-nenti d*fat ford.friglyceri des, especially

i sooct anoi c aci d trlglycerlde cay beﬂ grably 15 selecteféfgcause of its
hi gh safety @O , g ijn ed. Said one or atty acid
triglycerides, ‘when sed ' gﬁ&ﬁgt at a concentration of 0.01
to 10 WV% partlcul arly at a conc 3t he range of 0.3 to 3 WV%

wherein Ry represents an alkyl group having 15 to 20 carbon atoms,
and sum of x and y is an integer from 20 to 160.

Ry1 i1s preferably a straight chain or branched chain alkyl

10 group having 15 to 20 carbon atoms, with a straight chain or
branched chain alkyl group having 16 to 18 carbon atoms being
particularly preferable. Moreover, x and y may be the same or
different, and each is preferably an integer from 5 to 100,
particularly an integer from 10 to 70. Total number of x and Y is

15 preferably an integer from 20 to 160, particularly an integer
from 100 to 140.

Specific examples include a polyoxyethylene methyl
glucoside dioleate, and a polyoxyethylene methyl glucoside
distearate.

20 In the composition of the present invention containing the
polyoxyethylene methyl glucoside fatty acid ester, the content of
the polyoxyethylene methyl glucoside fatty acid ester is
preferably 0.1 to 10 W/V%, particularly 5 to 10 W/V%, and the
content of the olanexidine acid addition salt is preferably 0.05

25 to 1.5 W/V%, particularly 0.5 to 1 W/V%, relative to the
composition

As the above-mentioned cyclic oligosaccharide, one that has
a property of increasing the solubility of the oclanexidine acid

addition salt in water, and that does not impede the




20 then the noisturizing effect and the effect of suppressing skin
irritation, skin roughness and so on will be exhibited sufficiently, and
virtually no stickiness will remain on the surface of the skin. In the
case of using hydroxypropyl nethylcellulose, it is 25 preferable that the
concentration thereof in the conposition2ys in the range of 0.001 to 1.0
WV% particularly 0.005 to 0.5 WV% Furthernore, one or nobre conponents
convent i onafli yletrdantdbadist nfiekilantsi daciesetbdesd caoubeofddeget o t he

conposition on III so l.on s the ob ect hereof i's not
i rrprrgl red. As%%) dESCI’I Bed®! be\lé’prgg&gb%ﬁ ﬁ’rlfft nPdpudf i cation No.

11- 199476, ceebogdasinbeseof kade, bhgﬁélyldrdgﬂc%ueﬁtﬁmg egréléc&l&;&ﬁ%
propyl ene car%onat e N- met hyl - 2- pyrr ol i done "( Japanese har maceut | cal

Exci pi ent s) 2PPriopyFend e’@t}%bl anﬁows%&r@ssot %W@@eaﬂﬁaﬁré@@ﬁéeﬁaly
and tocdphebelusektate; tissue 35 recovering agents such as allantoin;

refreshing agents sqi as -23- peppernmnt oil and 1-nenthol; oily
conponents such as” %E‘uc&mpﬁﬁ%%ﬂfqri L FBENDFeSRaIty dPVeREHE qeBtAyhipmahy

pol ysi | oxaneycand o15guahasiesr QY Rydr &6n | c
1, 3-butylen o IyCOO| q@and sor bi tol; pH rtgégrﬁtog?ogél %&%Cgbxggég FUPLSE

conposi t i on?B? Jrﬁ%ﬁlﬁflléincycﬂoqﬁ??itﬁrléﬁ emmzyaf@rabéyso hﬂmlﬁr@f"é%abl y 5to 6,
0 the for Mokt fediaidlyl 8t 800 SOkPARONAS i %f&.’é (8 eIl s use. 1

the pHis adjusted tO such a range, thent reparalonwl
good stthbi #FiY,adidinnr sdlieris peeferihlyy G.05use WW/{Vd)epgcnbdcuMI&h@ 2

conmposi ti on9f g iNyeRki 0 b r for exanple, by adding water
to the ol anexi di n\g@acf dgg%%jélt‘%g%osgg & Osg:tl of'anexi di ne hydr ochl ori de)

and at | east one EBmpdzdmlly, when P-cyclodextrin is used, the content of the
P-cyclodextrin is preferably 0.1 to 1.5 W/V% in the composition.

The ester-based nonionic surfactant or cyclic
15 oligosaccharide is preferably used in a concentration range as
described above; if such a concentration range is used, then a
sufficient disinfectant/bactericidal effect will be exhibited.
As the solvent in the composition of invention III, water
alone is preferable, but a soivent comprisiing water and an
20 alcohol may be used. Examples of the alcohol include ethyl
alcohol, isopropyl alcohol, denatured alcohol etc., and
particularly ethyl alcohol is preferable. In this case, the
concentration of the alcohol is set in 20 to 80 W/V%,
particularly 30 to 60 W/V%, relative to the composition.
25 In addition to the above components, if necessary, various
other components may be included in the composition of invention
IIT for the purpose of further improving the product quality.
For example, from the viewpoint of improving the skin
protecting ability and moisturizing ability, one or more fatty
30  acid triglycerides and, if necessary,
hydroxypropylmethylcellulose are preferably included. By
including such compcnents, the effect of suppressing skin
irritation is enhanced particularly in the case of using a
solvent containing ethyl alcochol.

35 Regarding the above-mentioned one or more fatty acid




sel ected fromthe group consisting of the ester-based nonionic surfactant
and cyclic oligosaccharide, carrying out m xing and 15 di ssol uti on,
adjusting the mxture to a pH of approximately 4 to 8 using dilute
hydrochloric acid or the like. Such a conposition can be used for

di sinfection or sterilization. If necessamy, wth such a conposition being
used as a fornulated solution to be diluted at the tinme of use, a liquid
prepar at i onthayl ywprd d2e, pamg wridze d raonseily aiskanisathdeipnapared by

di luting thﬁe f:?j%})e%?jdti on_with a solvent such as water qr an al cohol.

h .
Application © & X OB £ HE S0 2P nRR S Gh ¥ LD BO (H3T tFRYLAT si nf ect ant

and/ or bact eimtiatalonaqROLStEOMPASHENaNS , Bhed Nendy @gaNt i@ on (the
conpositions_of inventions | to 25 111) described above have a broad
ant i bact er i AP PEGF R ansh PewRa i temperghnrenmrotod ef%hpire, t he

conposi t3 onphageribl 6f brambMes baet erigl fladriard drsifeetbanhsaghidipnon |
grampositiye bacteria such as Staphylococci, Streptococci, Enterococci,
and Li st er F3PAHESEpReRFbatrawilam 8ppl, Heprdcansidgadtauréchacidri a 30 such

as Escheri cliy@i £ald ap§ﬁl éiﬁ&ti%aBQQH?'ﬁé%mf?d&é99?§éfﬂg a&gthéiééﬂda’
Enterobacter, Serratia, Proteus, Mrganella, Yersinia, I'brio,
PseudonnastSa59etiehaci @r , olMgics geia, 1 Hedredphiatid, arahd inBaetes cicdels spp.
The conposi ¢honalgeshas Vi Lvi Ly r. Vi 5 with envel ope
such as Influenza vir us,a%ﬁdm%%%g’fc%fclﬁg%c?g-g = %ﬁ%ﬁugioﬁﬁ’r poersecaorrpl ex
virus, ¥hd vediad sensbenased iig vombinatimh. hasrtdmtirbuagad @ciglyiceyida

Koechar onyces ast & erBE T AT PR Lot NGy o oh AL BER AT difudoe™
conposi t i ommaferiklt ibepeeSemty ibevestdon nmeans an agent that can be widely
used for Out of the above-mentioned fatty acid triglycerides,
especially isooctanoic acid triglyceride can be preferably

15 selected because of its high safety and its better feeling in use.

Said one or more fatty acid triglycerides, when used, is
preferably present at a concentration of 0.01 to 10 W/V%,
particularly at a concentration in the range of 0.3 to 3 W/V%, in
the composition. If the concentration is within such a range,

20  then the moisturizing effect and the effect of suppressing skin
irritation, skin roughness and so on will be exhibited
sufficiently, and virtually no stickiness will remain on the
surface of the skin.

In the case of using hydroxypropylmethylcellulose, it is

25 preferable that the concentration thereof in the composition is
in the range of 0.001 to 1.0 W/V%, particularly 0.005 to 0.5 W/V%.

Furthermore, one or more components conventionally added to
disinfectants/bactericides can be added to the composition of
invention III so long as the object thereof is not impaired. As

30 described in Japanese Unexamined Patent Publication No. 11-19%476,
examples thereof are blood circulation promoters such as
propylene carbonate, N-methyl-2-pyrrolidone (Japanese
Pharmaceutical Excipients), propylene glycol, polysorbate 80
(Japanese Pharmacopoeia), and tocopherol acetate; tissue

35 recovering agents such as allantoin; refreshing agents such as



the purpose of killing, decreasing, inhibiting etc. the various m crobes
such as described above. The conposition of the present invention exhibits
‘bactericidal or disinfectant activity by contacting an object 10
containing the mcrobes with an effective amount of the conposition.
Contacting nethods are not particularly lhiyoted, and specific exanples

t hereof include inmersion, spraying, dry bath, etc. Exanples of the object

i ncl ude sklpeppmﬂmmnthamdsamd ﬂumammholarmimy c@&paneﬁ&ghéa%h g9ui LB |
| avatori es, { Q0B 15 articles and so on. Therefore, the

conposi ti on~® @ pf“ggéﬁi ?W@rﬁpoﬁn%aﬁnwylsﬁh?%ﬂ PUEd L pEAn<Y, &6k ect i ng

ski n/ hands, sguebpes; abb\'l?hgidttﬂ: alsbhplvewided, gMpdieal, 9gdlpERMenpPer ating
equi pment and other articles, etc. 20

S|ckr rni ture,
R/gfrergver gycrc%rm(?& PORPBIC kih@Hpregetatans/eftEon may be used by
i npr egnat i ng it iThe JpASE fcﬁérd:&npo%&%&feh%fqnv%ﬂw?kafﬁ @B&F ﬂéﬂ@ ;bde
cotton wool auze, paper, non-woven cloth ot her s and so
on. Usabl e Sch BT pasfeedlimy be 6maﬂéﬁi@eégmpo§ébiébmmulated

non- wat er - d@@mw%ebe@lﬂt%dcgﬁpeﬁétﬁl t%(fof,lgg p&gsg}% WVG”%@@Q%%‘“Q'C*‘

contains an ol anexidine acid addition sa anexi di ne droc
etc.) in a %lﬁmﬂb@nééﬁ9¢armbﬁltbanlb@uu$edeasratBMDmhlﬂohaveonxxand al so

ppl i cat T om0 BT GO\ RR R R A ot S iddl EROOBY | nvent i on |
the ol diflexi di ne dBied coamddisitom sel tinasnaiqu i1 pah bgeantepeardbersti ssol ved
' a solventzathed ByORaGANSeALRt LN AT Lhe presence o &l 1 43t one
(e.g., olanexidine hydrochloride) and at least one member
selected from the group consisting of the eéster-based nonionic
surfactant and cyclic oligosaccharide, carrying out mixing and
15 dissolution, adjusting the mixture to a pH of approximately 4 to
8 using dilute hydrochloric acid or the like. Such a composition
can be used for disinfection or sterilization. If necessary, with
such a composition being used as a formulated solution to be
diluted at the time of use, a liquid preparation having a
20  prescribed concentration can be prepared by diluting the
composition with a solvent such as water or an alcohol.

Application of the compositions of inventions I to IIT

The disinfectant and/or bactericidal aqueous compositions
of the present invention (the compositions of inventions I to
25 III) described above have a broad antibacterial spectrum against
various microorganisms. For example, the composition has an
effective bactericidal and disinfectant action on gram-positive
bacteria such as Staphylococci, Streptococci, Enterococci, and
Listeria and Propionibacterium spp; and gram-negative bacteria
30 such as Escherichia coli, Shigella, Salmonella, Citrobacter,
| Klebsiella, Enterobacter, Serratia, FProteus, Morganella, Yersinia,
Vibrio, Pseudomonas, Acinetobacter, Neisseria, Haemophilus, and
Bacteroides spp. 7
The composition also has an antiviral activity for virus

35 with envelope such as Influenza virus, Human immunodeficiency




35 specific pol yoxyet hyl ene-based nonionic surfactant. Mreover, the -25-
conposition of invention | maintains a high solubility of ol anexidine acid
addition salt with no reduction in the bactericidal activity thereof, has
suppressed skin irritation, and exhibits a rapid bactericidal effect and a
qui ck-drying 5 property. Therefore, the copposition can be widely used as
di si nfectant and/or bactericidal conposition. Wth an ol anexi di ne acid

addi tion saitrabprisrdedesigplabidirtys,i Bnd YediRf1ks LOMhatdRd st Berus, and
prone to belng i nfluenced by pH, organic matter,

bacter|C|dahﬁact|v%%y
soap, 10 tehpér&tur Qgﬁg S5L AL LA O YRR %%ﬁqIﬁgn@én%%@htﬁsoﬁ36ﬂ1@®Vﬁnh|on
|, however, C&}lphoééﬁédéeﬁh@@fé%a&? %Jn'dmsaééﬁgmn%@sh?,@f@v}ﬂ%e practi cal

usef ul ness can be jnproved. Wth a conposition-of invention Il, the
concentration of @?mﬂ%ﬂ%ﬂﬂ?ﬁtéphea%Q%QT'é@@ﬁ?rbﬁﬁ@ﬁﬂtaqu§0n@t0@mpdﬂq§honbgf

the 15 di si ahechanidhactfinthdal 593& %}ance 5& ng' diy ]Sé(mﬂ:%elgzd’usgadfogrhe

rapidity of drying after use can e en a conposi
i nvention | Fl® pPHEP@Faneki B hbinmi decuidistingn $uhibising mticncithal vagéntiscan

be d'SSO'Veﬂlbﬂoﬁbé“ydﬂﬁngﬁe&ésé&fﬂé%h ng%entratlon by using at |east one

menber selected 20 fromt group consrsting of an ester -based nonionic
surfactant and aTh@cﬂﬂmp0@h¢gosa@ﬁruhé geresEotmparethtwoh he g idaposi t i on
activity

using the id.addition,sal the b cter|C|dal

of the corrpg’ég?l on C%(?Ll %\%en |lonn£elcitla it a‘f{:‘h‘gﬂ}yﬂ?&egggﬁa 028 BREESr i ci dal

ef fect Kan benexinibig ¢tieemeoritesa wdhar int ¢ fsctd¥eWahdrra o« anexi di ne aci d
in.a water is |laow, _and t

additipn.salgmaloqg the ol ubilit

bact eri ci daF~ @i Vity} |s‘D%Fﬁﬁéngom%g??ﬁflﬁ¥ﬁlB%Fc%%FqﬁFuﬁﬁrlBr%&ﬂﬁQ?dwaﬁﬁér

soap, specific examples thereof include immersion, spraying, dry bath,
etc. Examples of the object include skin and/or hands of human,
animal skin, medical equipment, lavatories, bathrooms, furniture,

15 articles and so on.

Therefore, the composition of the present invention can be
suitably used for disinfecting skin/hands, preoperative skin,
skin wounded, medical equipment, operating rooms, sickrooms,
furniture, equipment and other articles, etc.

20 Moreover, the composition of the present invention may be
used by impregnating it in a base fabric. Examples of such base
fabrics include cotton wool, gauze, paper, non-woven cloths,
towels, other cloths and so on. Usable such base fabrics may be
water—decomposable or non-water-decomposable.

25 The composition of the present invention, which contains an
olanexidine acid addition salt (olanexidine hydrochloride etc.)
in a high concentration, can be used as a stock solution, and
also can be used by diluting it with water or the like in
accordance with the application.

30
EFFECTS OF THE INVENTION

With a composition of invention I, the olanexidine acid
addition salt as a principal agent can be dissolved in a solvent
at a high concentration under the presence of at least one

35 specific polyoxyethylene-based nonionic surfactant. Moreover, the




tenperature and so on. According to the conposition of invention [III,
however, such influence can be elimnated, and hence the 30 practical
usef ul ness can be inproved. Mdreover, with the conposition of invention
11, skinirritation is suppressed. BEST MODE FOR CARRYI NG OQUT THE

| NVENTI ON Pr ef er abl e exanpl es, preparatiofs.exanples and test exanples 35
for the present invention will be described bel ow, however, the -26-

present inveprpositiomaett Hnnetetbrt @ theseaxamPhegh é@luﬁbﬂlﬂ%@ bh the
preparation of a

~ exanpl es, "oy unl ess ot herwi se stated. The

bac[rgrl ci daP an 1c§1n(e \sé)lﬁlf AP GEE UL o S SPERBRIT™ i@adheexanpl e was
carried out bécaéri@mml aﬁpevatgdr@e(réléﬁr omgrsg@)p&gsgég:)sklrpq@@géﬂ&ps of
i nvention | agdlnvetlon Ie105€ of an ol anexi di ne

X
hydr ochl or | 88 pBtEtt ERBldﬁ?%%ééa@?%ﬁ fest, ang e ) qudek- ﬁlrxze@g and

di ssol ved i pﬁ:Ope?ﬁty"d 0herdfb:25% gkhybm dﬁésclcﬁl%h EXRkQ, '?Hrd%lg‘g . .
I ndustries, [td. %\%&the pH was adj usted to 6 using dilute roch OI’IC aci d

and t hen wafFIntRErarddeadysr grastericétal vomresdtapni100 ni, thus obtaining
a disinfectant apgfrabankaekehial dggcglae%gl&%w%gﬂe QWopbxamal e 2 15

Appr oxi mately 85 nm of water was ad T&nexi di ne
hydr ochl or i 88lpbikiery (o sukateharmdorut ﬂn@ltf@bacterdcl)dealn@cﬁlﬁﬂtg iof PCE

(10) nonyl pResyd &3 helin gnﬁﬂfh?gn%&%& Oqca%' BBt dgegand mxing and

di ssolution were carri ed out uste "t hen water was
f urt herl&Qddegmper0ins wadaso ovral Hod:amﬁrmj tb06her goriguisd tabh abhi ityett ion

dlSlnfeCtanE, ﬁ%%%éaf,b%%Eﬁriﬁ%fﬁ%nc d4&gl Secer¥%3%52e8? and hence the

practical usefulness can be improved.

With a composition of invention II, the concentration of

the olanexidine acid addition salt is not so high, but the
15 disinfectant/bactericidal effect can be rapidly exhibited, and
the rapidity of drying after use can be enhanced.

With a composition of invention III, the olanexidine acid
addition salt as a principal agent can be dissolved in a solvent
at a high concentration by using at least one member selected

20 from.the group consisting of an ester -based nonionic surfactant
and a cyclic oligosaccharide. Compared with the composition using
the olanexidine acid addition salt alone, the bactericidal
activity of the composition of invention III is thus increased,
and a bactericidal effect can be exhibited even in a short time.-

25 ' With an olanexidine acid addition salt alone, the
solubility in a water is low, and the bactericidal activity is
prone to being influenced by pH, organic matter, soap,
temperature and so on. According to the composition of invention
III, however, such influence can be eliminated, and hence the

30 practical usefulness can be improved. Moreover, with the

composition of invention III, skin irritation is suppressed.

BEST MODE FOR CARRYING QUT THE INVENTION

Preferable examples, preparation examples and test examples

35 for the present invention will be described below:; however, the




Exanmpl e 3 Approximately 85 m of water was added to 0.1 g of an

ol anexi di ne hydrochl ori de powder (O suka Pharmaceutical Co., 25 Ltd.) and

0.32 g of PCE (9) lauryl ether (nade by N kko Chem cals Co., Ltd.) and

m xi ng and di ssolution were carried out, the pH was adjusted to 5, and

then water was further added to give a tgtal volume of 100 nmi, thus

obt ai ni ng a disinfectant and/or bactericidal aqueous conposition. 30

Exanpl e 4 Appesitmdbhekyt86n nls efotwatief te@sAddedet Oxfpheg . of an

oI anexi di ne hydr hclorl d% gowder O suka Pharmaceutical Co. Ltd.) and
dfohs avee!

0.32 g of POE (1 Rhihe 165, sahydeehsm talW/Widusteses, Ltd.)

and mi xi ng ambﬂu%%olsutat@dl Wehe dgﬁéﬁal%cil%t of 32 sat&et%bcm&l %d#%&»ed to 5,
and then water. was further added to -27- give a total volune 100 i,
thus obt ai nPHyTHSHtEPRf BERSGHS ‘%S)ﬁ‘HPé%tb@étJé? gl aeXRIS0 HE S compuisict ot
Exanpl e 55 Apprdnib¥r§ud @fpp%;(%ay@ (‘é@@g to 0.1 g of an 5

ol anexi di ne hydrochl ori de powder (O suka Phar rraceutl cal Co., Ltd.) and 0.41
g of a PCE (12) al kyl_@fﬁﬂ%@mnse@ﬁelm(m@nbﬁ SachyiveghéoncBI | ndustri es,
Ltd.) and nixdgeand dissolution were carried out, the pH was adjusted to
6, and thenwater was further added to give a tot aI vol une of 100 mL, thus
obtai ning a 10 di%imfeecfaar akaileridiact hyaimcdﬂ]oraciaemmie&orm@sukaon The
aqueous sol NaTy 8 in a arent_ and
col orl ess V\ﬁéhout egl?%g%ﬂe(?%tl oﬁéegglﬁggéfr?le}?ed 5af alfsecfsjtvegt 18£? nﬂ%é‘ﬂatoér ein
t he vi cditni t §5o%fetd@1lCahtodl Extakpl Bute Chemical Industries, Ltd.), the pH

was adjusted to 6 using dilute hydrochloric acid, and then water

was added to give a total volume of 100 mL, thus obtaining a
disinfectant and/or bactericidal aqueous composition.
Example 2

15. Approximately 85 ml of water was added to 0.1 g of an
olanexidine hydrochloride powder (Otsuka Pharmaceutical Co.,
Ltd.) and 0.32 g of POE (10} nonylphenyl ether (made by Nikko
Chemicals Co., Ltd.) and mixing and dissolution were carried out,
the pH was adjusted to 5, and then water was further added to

20 give a total volume of 100 mL, thus obtaining a disinfectant
and/or bactericidal aqueous composition.
Example 3 |

Approximately 85 ml of water was added to 0.1 g of an

olanexidine hydrochloride powder (Otsuka Pharmaceutical Co.,

25 Ltd.) and 0.32 g of POE {9) lauryl ether (made by Nikko Chemicals
Co., Ltd.) and mixing and dissolution were carried out, the pH
was adjusted to 5, and then water was further added to give a
total volume of 100 mL, thus obtaining a disinfectant and/or
bactericidal aqueous composition.

30  Example 4

Approximately 85 ml of water was added to 0.1 g of an

olanexidine hydrochloride powder (Otsuka Pharmaceutical Co.,
Ltd.) and 0.32 g of POE (10) lauryl ether {made by Sanyo Chemical
Industries, Ltd.) and mixing and dissolution were carried out,

35 the pH was adjusted to 5, and then water was further added to




15 74 m of ethanol for disinfection was added to 2.5 mMl of a 20 WV%

chl or hexi di ne gl uconate aqueous solution (Sumtono Pharnmaceutical s Conpany
Limted) and m xing and di ssolution were carried out sufficiently, the pH
was adjusted to 6.0 using gluconic acid, and then water was added to give
a total volunme of 20 100 nl, thus obtainbkbng a disinfectant and/or
bactericidal aqueous conposition. Control Exanple 2 Water was added to 2
nm of a 10 yiv@ubepzal kesliwia olil 000 der,, ageoUst S iHd andf N hektant

Phar maceut i crgil/ Co., Lt dgjé%gt gi ve a total 25 volune of 100 nl, thus

obt ai ni ng & §/SnPactaht / GHUBAEE FIHOFAF1eueous conmposition.  Control
Exanpl e 3 \Wtsipilwas added to 5 ml of a 20 W V% chl or hexi di ne gl uconate
aqueous solution (Sum tono Pharmaceuticals Conpany 30 Limted) to give a
total volune of FOWIREIMERRY St AilnPAgrateniveisnpddednio &nd/ 6robast eri ci dal
aqueous 5cormmietgig@ne[@@d@_tlb9@dge§m (Of%ﬁgt%atr‘ﬁ%ﬁséﬁtfgél geach of the

di si nfectant and/or bactericidal aqueous 35 conpositions obtained in the
Exanpl es and-dnepel 0 Bargplods a- PEE (E¥cralbed &Bave,s) actloeal (mekienbs afatyo
test was cafHdReaQul i ops 4i - e.wth t rai ze et hod using
rabbits (male .NEV\).HTSe lr%gs.r’ %dt e Cg%ng%Bgeaa% Jéfssta(ég%%%b‘“ﬁrs? was shorn
of f, 5 and*araiisct suhavilieg oH wabeadidhstratl ski A, amud fidrenwhb téir tess fairtheeycl e
was in the JIR i I te d six_.rabbits., were put into
each group. iLe E%cgf{r)% Oagécc a?a §#‘$r&%va§f &I%@I IHJZOI this eptainihig B

10 disinfectant and/or bactericidal agueous composition.

The aqueous solutions obtained in Examples 1 to 5 were
still transparent and colorless without precipitation even after

being left at a temperature in the vicinity of 0°C

Control Example 1

15 74 ml of ethanol for disinfection was added to 2.5 ml of a
20 W/V% chlorhexidine gluconate aqueous solution (Sumitomo
Pharmaceuticals Company Limited) and mixing and dissolution were
carried out sufficiently, the pH was adjusted to 6.0 using
gluconic acid, and then water was added to give a total volume of

20 100 mi, thus obtaining a disinfectant and/or bactericidal aqueous
composition.

Control Example 2

Water was added to 2 ml of a 10 W/V% benzalkonium chloride
aqueous solution (Nihon Pharmaceutical Co., Ltd.) to give a total
25 volume of 100 mL, thus obtaining a disinfectant and/or
bactericidal aqueous composition.

Control Example 3

Water was added to 5 ml of a 20 W/V% chlorhexidine
gluconate agueous solution (Sumitomo Pharmaceuticals Company
30 Limited) to give a total volume of 100 mL, thus obtaining a
disinfectant and/or bactericidal aqueous composition.
[Evaluation methods]
<Safety tests>
For each of the disinfectant and/or bactericidal aqueous

35 compositions obtained in the Examples and Control Examples




into four zones, and two zones with point symetry relative to the center
wer e taken as unwounded skin, and the other two zones 10 were taken as
wounded skin by formng 2.5 cmlong scratches in a double cross shape
using an 18G injection needle on the day of application. A 2.5 cmsquare
lint cloth onto which 0.3 m of the testydiquid had been applied was stuck
onto the site of application using rayon tape, and fixing was carried out

by 15 cover degcoilerd widolre} api gadlapein 24a by Tkt fastheaRAl bﬁ’é‘téé)n the
lint cloth \fai renoved. Th$ site of agpl i cation was exam ned, and a

eval uati on Y s AGEPEFM TR ifter t FyP¥ERE, H‘@ﬁé?ﬁs‘ﬂ%%ﬂ%ﬁabhélt%d@ﬁéa n
accordance wWgwh.the Draize judgenent criteria. The primary 20 irritation
index (P.I1.1) was_cal cul ated fromthe evaluation scores for the unwounded

skin and the wounded Radith on4the hackand e?QhI‘@lﬁr@%ﬁfﬁbbltﬁéﬂaaﬂpﬁhpcawﬁfb

thus evaj uakhagrdtie d rlhbg,@ j it e n .
Table 1 Corrp05| tion I§ p%xlalr%lg Iggaé&%l?npﬁa Eég%é&tﬁébﬂlg

Exanpl e 4 oc¥cl %&%ﬁ?pllél Shg doxmmyitty perEsdnmptre Belebtatie ald mlxrralblablsl i ty
\Iglals j Ud%eg f«i%\ggnkéklﬁrerlln{%gtelégéﬁ %rod% U%{%]Q)aﬂ;}]lec)%%é%" e btk | ‘;,[yg% ;cﬁv&ﬁie 59-
into four zones, and two zones with point symmetry relative to
the center were taken as unwounded skin, and the other two zones
10 were taken as wounded skin by forming 2.5 cm~long scratches in a.
double cross shape using an 18G injection needle on the day of
application. A 2.5 cm-square lint cloth onto which 0.3 ml of the
test liquid had been applied was stuck onto the site of
application using rayon tape, and fixing was carried out by
15 covering over with taping tapé. 24 hours after the application,
the lint cloth was removed.

The site of application was examined, and an evaluation
score was determined for erythema, incrustation and edema in
accordance with the Draize judgement criteria. The primary

20 irritation index (P.I.I) was calculated from the evaluation
scores for the unwounded skin and the wounded skin 24 hours and
712 hours after the application, thus evaluating the irritability.

The results are shown in Table 1.

25 Table 1

Composition . P.I.I
Example 1 0.7
Example 2 0.4
Example 3 6.3
Example 4 0.4
Example 5 0.3

Control Example 1 0.6

The skin irritability was judged from the index (P.I.I)
using the following criteria.
0 £P.I.I. £ 2: Weak irritation

30 2 <P.I.I. £5: Medium irritation



5 <P.l.l1. < 8 Strong irritation The results show that the conpositions
of Exanples 1 to 5 according to the present invention have approxi mately
the same or 5 lower skin irritation than the conpositions of Control
Exanpl e 1, which are already wi dely used as disinfectants, and thus are
highly safe. In addition, the conpositiaopg_of Exanples 1 to 5 also have
the same or lower skin irritation than the conposition of Control 10
Exanmpl es 2 $o< P, 1sAnt kbactRiial agtipddibnt ests> Each test strain was
cultured overnight at 37C using a Miller-H nton broth, successive
subcul ture was carried out three tines, and then the resulting precul tured
bacterial sol uti omevaeshbradintst @8atorRl ARk 1880ShE Yol c8t 1 6QDYM oOf
0.3 Abs usi ng sterilized distilled water t(%j mak:eL tﬁe count aSproSL?&r)ratel y
108  cf u/ m2CeIfiPRe ROt Hee Sdagensningnttion have dapried rase1pothiolskmenorh
sterilized thwdd ldked WAL atiQnRKEL TG, GO i [y
t hus obtaining a test bactaerli'al sugpensi on. Bfgeﬁéﬁﬁgﬁﬁgh%gg%%%ggﬁgﬁbn, a-
2-fol d di | ufhbi se&ei sirepdy vposdicesedisisngistiafettaes, diagtli thes awat er such -
that for ealqﬁ%hlsw%g@@i on in the series the ol anexidine concentration was 2
times of the tTinal test concentration, and 50 L of each suspension in the
series was di spensedddatoonhetheeldosipofieigin oZ5Examsléd 1 engBhadio ehbe wel |
m cropl ate | r _of st ..concentrati upward. 50 L of th est
bact eri al s%%pgla%%oﬁgm%é&é%issk 6gn%gﬁl?%ttjoone§g‘ﬁno¥ﬁ‘? h%orﬂlﬁé’lsllgli’?lt%fevéﬂn&’foéne
of the uspermipdes Rotbe3t ested had been di spensed, and mixing was carried
out inmedia V... .10 L.0f each.m xed reaction liquid was collected, 30 and
after a preészg(lrtlltk))‘ea&%?]r:le% r’%cﬁ:tlvtlitﬁetﬁg??od was instilled into

Each test strain was cultured overnight at 37°C using a

Muller-Hinton broth, successive subculture was carried out three
times, and then the resulting precultured bacterial solution was

15 adjusted to an optical density (OD) at 660nm of 0.3 Abs using
sterilized distilled water to make the count approximately 10°
cfu/mL, and then the solution was further diluted to 100 fold
with sterilized distilled water to make the count approximately
10° cfu/mL, thus obtaining a test bacterial suspension.

20 Using the test suspension, a 2-fold dilution series was
produced using sterilized distilled water such that for each
suspension in the series the olanexidine concentration was 2
times of the final test concentration, and 50 pL of each
suspension in the series was dispensed into the wells of eight

25 rows in length of a 96-well microplate in order of lowest
concentration upward. 50 puL of the test bacterial suspension was
‘dispensed into each of the wells into which one of the suspension
to be tested had been dispensed, and mixing was carried out
immediately. 10'uL of each mixed reaction liquid was collected,

30- and after a prescribed treatment time period was instilled into
200 pL of an SCDLP culture medium (deactivating medium for
disinfectant) that had already been dispensed into the wells of
another 96-well microplate and mixing was carried out to stop the
bactericidal activity, and then culturing was carried out for 48

35 hours at 37°C.




200 L of an SCDLP cul ture nedium (deactivating nedium for disinfectant)

t hat had al ready been dispensed into the wells of another 96-well

m croplate and m xing was carried out to stop the bactericidal activity,

and then culturing was carried out for 48 35 hours at 37C. -30- After the

culturing, it was judged with the naked eye fromturbidity of the culture

medi um whet her or not the bacteria had proliferated in each well, with the

presence of turbiafter helengul takiery,asti pek caldq@ Whah the hackeria Padh

proliferat eg,- ancgi t hef5 gbsence of turbidity being taken as indicating that

the bact eri A" HEY o PIpFBE | FEArsdedim thatherdPF utplorinsePrESSEF R hask t est

Suspensi on, ptiei 8 RILRNE £ 0BE@N et Oﬂi{@rtﬁ@ip%@seﬁeéicﬁﬁft%tﬂb%i\?{: bd ity

bacteria was_not observed was taken as the mninum bactericida

concent r at i BAFMVERS BFIEREING dliag thepeattesied hpdr prabiferatedst atdhdther i a.

The antiaciesd@te a3t kML rasu r j S ]&Qgi .

-33- As shown by the res%ly?isi%iﬁtr?e%ggl Jgé§%ﬁaaﬁsd§gl,9$?ﬁ{éf%%ﬁ%§§i 'Eclh%ns oe%:la

Exanpl es 1 B 51¢fc @3pdihgrateed-heOpt exferithe daventdrorsestiew fobrided test

anti bacteri gl Tu . S .bac i Gi effects_than the

conventi onalé)‘us di si rIllf'gg?ggﬁﬁ%%wegéééggg%tsl%%mgggy&%ﬂ% rpé:so& %r?%mlnatﬂ e 2,

t hese bact eklieikiitegiipewas note cbisowmedtwamndglakeaves whd mimimshor t

e bof aobact SR LU ratdoRC R o hEM 1 Gui d Yo LBIVROLESRH 1
10 the test bacteria.

The antibacterial activity test results are shown in Tables
2 and 3.




The solubility of ol anexidine hydrochloride alone is 10 0.02% at OC, and,
for exanple, at this concentration, the bactericidal activity is prone to
bei ng i nfluenced by pH, serum soap, tenperature and so on. Wth the
conpositions of the present invention, the ol anexi dine hydrochl oride
concentration is increased, and hence such influence is 15 elim nated.

Test Exanple 1 For the conposition of -Bdanple 2 [concentration 0.1% (1000
gg/m.) in ternms of ol anexidi ne hydrochloride], and an aqueous sol ution of
0.02% (200 g/ nlL) ol anexi di ne hydrochl ori de al one, 20 a conparison of the
bactericidal activity under conditions of contam nation wth organic

matter (under the presende off 5% Dboyi nel serjum [was jcarfied out.
St aphyl ococcus aure¥§rFDl 2098, [Eschgrichia colli NIHE JC-2 and Pseudononas
aerugi nosa ATCC 10 é%wer% ysed as 1%$t %%ftexiachhg nesults are shown
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-CNNht O-1 ri R, CcFDCU HU w41 Z -35- Fromthese results, it was
found that even under the presence of organic matter, the conposition of
Exanple 2 exhibits bactericidal activity in a shorter time than the
aqueous sol ution of ol anexi di ne hydrochlsari de al one, and hence is 5 highly
practically useful. Test Exanple 2 The skin on the back of m ce was

cont ami nat ed wi t hAs Stiaphy| o ociseisresiretss FIDAZOME anth@ Torgas i son of the

di si nf ect ant effec%.was cgrri ed out for various treatnment. 10 groups as
shown in TabfergsSitignsnyg OE%ﬁmﬁges 1 to 5 according to the present

invention show a broad antibacterial spectrum, and show
stronger bactericidal effects than the conventional

5 disinfectant. Moreover, as shown by the results in Table 2,
these bactericidal effects are shown strongly even with a
short bactericidal treatment time of 10 seconds, which is
very advantageous in terms of practical use.

The solubility of olanexidine hydrochloride alone is

16 0.02% at 0°C, and, for example, at this concentration, the
bactericidal activity is prone to being influenced by pH,
serum, soap, temperature and so on. With the compositions of
the present invention, the olanexidine hydrochloride
concentration is increased, and hence such influence is

15 eliminated.

Test Example 1

For the composition of Example 2 [concentration 0.1% (1000
ug/mL) in terms of olanexidine hydrochloride], and an aqueous
solution of 0.02% (200 pg/mL) olanexidine hydrochloride alone,
20 a comparison of the bactericidal activity under conditions of
contamination with organic matter (under the presence of 5%
bovine serum) was carried out. Staphylococcus aureus FDA
209P, Escherichia coli NIHJ JC-2 and Pseudomonas aeruginosa
ATCC 10145 were used as test bacteria. The results are shown
25 in Table 4.
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1
l.n Sp-1v 4] 4] -i 4J -H4J -H ) HfuO0OV) U aN~NQ P~QO FC/N
OOUO0 -37- The results show that i medisgely after (10 s after) the
disinfecting, the group treated with 70% et hanol and the group treated
with the coffposi theseokteExanpl eit exbi botird @hat even under the presence

of organic matter, the composition of Example 2 exhibits

bactericidal activity in a shorter time than the agueous

solution of olanexidine hydrochloride alone, and hence is
5 highly practically useful.

Test Example 2

The skin on the back of mice was contaminated with
Staphylococcus aureus FDA 209P, and a comparison of the
disinfectant effect was carried out for various treatment

10 groups as shown in Table 5.




eradi cation rate of 100% and the group treated with the 5 conposition of
Exanple 2 exhibited a sterilization rate of alnost 100% However, two
hours after the disinfecting, the group treated with 70% et hanol exhibited
a sterilization rate of 0.77% mhigg6mas close to that for the untreated
group, 1i.e. a sterilization effect was no | onger observed. In 10 contrast
with this, the groups treated with the conpositions of Exanples 1 and 2
each exhibited a sterilization rate of at |east 99.9%two hours after the

disinfecting, i.e. exhibited a high sterilization sustaining effect. This
sterilization sustaining effect was still observed even four hours after
15 the disinfecting. Conpositions of invention IIl Exanple Il1-1

Approxi mately 80 ml of water was added to 1 g of an ol anexi di ne

hydr ochl ori de powder (Q suka Pharnaceutical Co., 20 Ltd.) and 3.1 g of
pol yoxyet hyl ene (PCE_(20)) sorhitan nool eate (made by N kko Chem cal s
Co., Ltd.) and m|xing angd |dissolution were carried out, the pH was

adjusted to 5, andy {Ben|water| was furlther added to give a total vol ume of
100 nmL, thus obtafnifg a disipfectant| and/ or bactericidal aqueous 25
conposi tion. Exangl ¢81d1-2 Approxihately 80 nl of water was added to 1 g
of an olanexidineghﬁgrﬁ:h o i d& p@mer (Ot suka Pharnmaceutical Co., Ltd.)
and 7.4 g of a decagl gcery| nopol guratje (nmade by N kko 30 Chemnicals Co.,
Ltd.) and m xi ng qﬂd i ssof utijn rejcarried out, the pH was adjusted to
5, and then watenn wa$ further | added tjo give a total volunme of 100 ni, thus
obtaining a Mol
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di si nfectant and/or bactericidal aqueous conposition. Exanple 111-3 35
Approximately 80 ml of water was added to 1 g of an -38- ol anexi di ne

hydr ochl ori de powder (O suka Pharnaceutical Co., Ltd.) and 4.9 g of a

pol yoxyet hyl ene (POE (7)) glyceryl cocoate (made by Cognis Japan Ltd.) and
m xi ng and dissolution were carried out,37the pH was adjusted to 5, and 5
then water was further added to give a total volunme of 100 nL, thus

obt ai ni ng a di si nTleetmﬁuhmj/moxbamwiﬂiuﬁbﬂlaam&gﬂ@fteﬁomqsié itefXxanpl e
111-4 Approiéh”a& §OE£1 of %t er was added g of an 10 ol anexi di ne
hydr ochl ori de- po eIIJ TOrtika eo\r%%‘é%t?lé%‘?t%% Wlt}[tﬁogﬁ Arpe B Fdfthe

pol yoxyet hyyeoep (POEatdd) wity cehy | copds Vi 868/ SAPEALKo (&redes fy: 0o s, Japan
Ltd.) and m x a£|d di ssolution were carried out, the pH was adjusted to -
5, and theﬁrag?‘é? IeR Fatenet Loded aedgihe @rewR atreaiedevith 0@ N, 15

t hus ObEﬁlnt@@pﬁsdtﬁbﬁf@ﬁtﬂﬁémﬁﬂglQreﬁﬁfﬁffé@'Qaété¥&f¥%gkléﬁ"ggggtéPn
Exanpl e 111 Qggrom mately 80 nml of water was added to 1 g of an

ol anexi di ne® chPoF i ddignsees G&%M%@rﬁmm%aﬂlls@@fectmw d¢he and
11.1 g of agia@uyowsémae@fuﬁpﬁﬁ(é@@éﬂofeé@{ibﬂé Oé'g&t\.ﬁhoi{;ém ”adeesfg ;

Amerchol) and m xing and dissolution were carrie out 3" adj
to 5, and ¢heh: Mﬁerwb\h@hf‘ﬁﬁiﬁ heko sl dieel tlmaiglﬁ@ratIt@tLahtmm c_pﬁod,r_ﬁ),o m.,

thus obtaining, aadé@épiff£§@£oﬁngf9écPa&£§rﬁglf%“gé%“%(gg%é%iicquOSItlOn

10 contrast with this, the groups treated with the compositions
of Examples 1 and 2 each exhibited a sterilization rate of at
least 99.9% two hours after the disinfecting, i.e. exhibited
a high sterilization sustaining effect. This sterilization
sustaining effect was still observed even four hours after

15 the disinfecting.

Compositions of invention III

Example III-1

Approximately 80 ml of water was added to 1 g of an
olanexidine hydrochloride powder (Otsuka Pharmaceutical Co.,
20  Ltd.) and 3.1 g of polyoxyethylene (POE (20)) sorbitan
monooleate {made by Nikko Chemicals Co., Ltd.) and mixing and
dissolution were carried out, the pH was adjusted to 5, and
then water was further added to give a total volume of 100 mL,
thus obtaining a disinfectant and/or bactericidal agueous
25 composition.

Example III-2

Approximately 80 ml of water was added to 1 g of an
olanexidine hydrochloride powder (Otsuka Pharmaceutical Co.,
Ltd.) and 7.4 g of a decaglyceryl monolaurate (made by Nikko

30 Chemicals Co., Ltd.) and mixing and dissolution were carried
out, the pH was adjusted to 5, and then water was further
added to give a total volume of 100 mL, thus obtaining a
disinfectant and/or bactericidal aqueous composition.
Example IIT-3

35 Approximately 80 ml of water was added to 1 g of an



Exanpl e 111-6 Approximately 80 m of water was added to 1 g of an

ol anexi di ne hydrochl ori de powder (O suka Pharmaceutical Co., Ltd.) and 9.1
g of a-cyclodextrin (nade by Hayashi bara) and 30 m xi ng and di ssol ution
were carried out, the pH was adjusted to 5, and then water was further
added to give a total volume of 100 nlL,_4gws obtaining a disinfectant

and/ or bactericidal aqueous conposition. The aqueous sol utions obtained in

Exanpl es || blanesid8be lifdbouvklerstel bokaanspar ika apkk 6R4GEh€SSa Wi ddout

-39- precip t ven_ after beln left at a te erature in the vici n|ty
of 0C. cOrrp%Ircng §x§n3|% PF 2 1p53£¥5?6¥?ﬁlé¥%??/98 e BYcewmel added to
50 nmg of 5 obanaxedlm@d@yﬂyocbgmgd@aﬁg}sy{g@ Ph@gm@gﬂga&n@ Ltd.) and

H was adjusted to 6, and then water was

di ssol uti on ,was Earrl ed out

further add8dSP8iyFien AVEBE AFATBI BHEORE, 808 L, vanadbbttedi by & and

di si nf ect anthendi@tebagher t6hdRbr AGHEQUB, COIPOSE t ( lLEY 05

WV% at 25C. ) 10 Control Exanpl erl I1-1 %rgm mat tlf(S)E"EﬂJO ‘ﬁigiﬁjr?é\/\%%elrd@w;g]g

added to 2. B5MHP BlPt%lnH‘)gW\/@’éréhm’é‘?ﬁ*é%ﬁlﬂl@@dgbnd@arrat%rm@@hsaMMS on

(Sumitono Phapsaceuthcal s Conpany Limited), the pH was adjusted to 6, and

then water was further added to give a total volune of 15 100 ni, thus

obt ai ni ng aEdf@PheeEIAnt and/or bactericidal aqueous conpositi on. .

;?gt :Jts)?ﬁ;egl al aczjfig[_yf&ylr{lﬁéf}; &l test, stlain was, cul tured ovEr ni ght at
10 olanexidine hydrochloride powder (Otsuka Pharmaceutical Co.,

Ltd.) and 4.8 g of a polyoxyethylene (POE (7)) glyceryl

caprylate/caprate (made by Cognis Japan Ltd.) and mixing and
dissolution were carried out, the pH was adjusted to 5, and
then water was further added to give a total volume of 100 mL,

15 thus obtaining a disinfectant and/or bactericidal agueous
composition.

Example III-5

Approximately 80 ml of water was added to 1 g of an
olanexidine hydrochloride powder (Otsuka Pharmaceutical Co.,
20 Ltd.) and 11.1 g of a polyoxyethylene (POE (120)) methyl
glucoside dioleate (made by Bmerchol) and mixing and
dissolution were carried out, the pH was adjusted to 5, and
then water was further added to give a total volume of 100 mL,
thus obtaining a disinfectant and/or bactericidal agqueous
25 composition.

Example II1-6

Approximately 80 ml of water was added to 1 g of an
olanexidine hydrochloride powder (Otsuka Pharmaceutical Co.,
Ltd.) and 9.1 g of a-cyclodextrin (made by Hayashibara) and

30 mixing and dissolution were carried out, the pH was adjusted
to 5, and then water was further added to give a total volume
of 100 mL, thus obtaining a disinfectant and/or bactericidal
agqueous composition. |

The aqueous sclutions obtained in Examples III-1 to

35 IIi-6 were still transparent and colorless without



Mul | er-H nton broth, successive subculture was carried out 20 three tines,
and then the resulting precultured bacterial solution was adjusted to an
optical density (OD) at 660nmof 0.3 Abs using sterilized distilled water
to make the count approximtely 108 cfu/nL, and then the sol ution was
further diluted to 100 fold with sterilixzed distilled water to make 25 the
count approximately 106 cfu/nL, thus obtaining a test bacterial solution.
Using the tpstcspspenstAnevan=ieled didid Ol SEr hES MAnpRradueed Ysi Ple
sterilized distilled water such that for ‘each suspension in the series the
ol anexi di nevéeheehyrafi 8 vwas 2 30 times of the final test concentration,

and 50 gL ofogpghathi-Qukdskpitherse{ies was dispensed into the wells of
eight rows 1n Teng 0] - icroplate in order of |owest
concentration upWRPRFOSON3teky te nlesef becter ivds sulded dre Masuglicsensed
into each of1fhexyeihs 104 P- 0 Sh: gne st | iguids.had heen

di spensed, and nfxing wa c%%@%ggl%%t(Qéﬁﬁﬁgngg%#éﬁéﬁgFfﬁ. L?%T’é%%ﬁ'%ixed
reacti on sudpéngidrowationovdectedriaddoatt etha pH esxs | déPustredtiens, ti ne

period was .insiilled into O.gL, of an P culture medium (deactjvating
nedi um f or %#gi%?%%tg% §£t%%€ %%ﬁt%?$e%H§§%tE% %l%ﬁs%éE%%%fiYH%wT%eoﬁelIs
of another 960wel.}] hihgsopbbiEnimg a nilks gt ¥@sacardm@to ®Ubad©e5tO©Hd he
bactericidal activity, and  then culturing was carried out for 48 hours at
37C. After ?%‘ée%ﬁﬁ%i‘%?lﬂoﬂ\as(?%\y%lhn h¢Hed ndk el €y eat t3o-tur bi di ty
of the Idul t Goet nedi Bxambed herTor not the 10 bacteria had proliferated in
each well, with pﬁe presence of turbidity being taken as indicating that
the bacteria had 2FP oximately 80 ml of water was added to 2.5 ml of a

20 W/V% chlorhexidine gluconate aqueous solution (Sumitomo

Pharmaceuticals Company Limited), the pH was adjusted to 6,

and then water was further added to give a total volume of
15 100 mL, thus obtaining a disinfectant and/or bactericidal

aqueous composition.

<Antibacterial activify tests>

Each test strain was cultured overnight at 37°C using a

Muller-Hinton broth, successive subculture was carried out

20  three times, and then the resulting precultured bacterial
solution was adjusted to an optical density (OD} at 660nm of
0.3 Abs using sterilized distilled water to make the count
approximately 10°% cfu/mL, and then the solution was further
diluted to 100 fold with sterilized distilled water to make

25 the count approximately 10° cfu/mL, thus obtaining a test
bacterial solution.

Using the test suspension, a 2-fold dilution series was
produced using sterilized distilled water such that for each
suspension in the series the olanexidine concentration was 2

30 times of the final test concentration, and 50 pL of each
liquid in the series was dispensed into the wells of eight
rows in length of a 96-well microplate in order of lowest
concentration upward. 50 pL of the test bacterial solution
was dispensed into each of the wells into which one of the

35 test liquids had been dispensed, and mixing was carried out




proliferated, and the absence of turbidity being taken as indicating that
the bacteria had not proliferated. Qut of the dilution series for the test
suspensi on, the m nimum 15 concentration for which proliferation of the
bacteria was not observed was taken as the m ni mrum bacteri ci dal
concentration (MBC) of the test |iquid_fgy. the test bacteria. The
antibacterial activity test results are shown in Tables 6 and 7. -41 U

"~ o~ n1r01Nm§H1NtéQy0 ID)hE dﬁ éécﬂnﬂﬁxéa\ﬁei%tfﬁn|§d¥ﬂén§{oﬂm@uso b* w N
mme~nro UV HHHHmM

mwo mo m?° FCFeFl an aﬁte{) i‘/lp S%’Fl?/?dVFr%tht.?lm P@fl%ﬂ WASO N N
N o WOW instilled into 200 plL of an SCDLP culture medium
(deactivating medium for disinfectant) that had already been
5 dispensed into the wells of another 96-well microplate and
mixing was carried out to stop the bactericidal activity, and
then culturing was carried out for 48 hours at 37°C.
After the culturing, it was judged with the naked eye
from turbidity of the culture medium whether or not the
10 bacteria had proliferated in each well, with the presence of
turbidity being taken as indicating that the bacteria had
proliferated, and the absence of turbidity being taken as
indicating that the bacteria had not proliferatéd. Out of
the dilution series for the test suspension, the minimum
15 concentration for which proliferation of the bacteria was not
observed was taken as the minimum bactericidal concentration
(MBC) of the test liquid for the test bacteria.

. The antibacterial activity test results are shown in Tables 6
and 7.
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UNHNHN'- N hHHM HH zH HI HHC NHr-I Nf') d v) I0H

I d x HHHHHHH XHHHHHHO4A NOWHNNNNU Q """ fl 0O Eaaa
aaEaew r Np, N(d Nri Hxrowwwwww NNE S HroaG rooU
H U -43- As shown by the results in Tables 6 and 7, the |iquids of Exanples
I11-1 to 111-6 according to the present dgwention show a broad

anti bacterial spectrumthan the liquid of Conparative Exanple I11-1, and
show stronger bachersbodal by efié ecesulbanit heaspawentienal, dirgd nfealan

i spl ayed  CerSRATY 89ch 0 tnea FEFabi Sr92aRoR! Chabher per doRt t1mEemshen
tinme of 30 seocendsproAtchntsbyet¥radvashageous tRaheffd Piqupgastical use.
Comparative Example III-1, and show stronger bactericidal
5 effects than the conventional disinfectant (Control Example
III-1). Moreover, these bactericidal effects are displayed
Strongly even with a relatively short bactericidal treatment
time of 30 seconds, which is very advantageous in terms of
practical use,

10 The solubility in water of olanexidine hydrochloride
alone is 0.02% at 0°C, and, for example, at this
concentration, the bactericidal activity is prone to being
influenced by pH, serum, soap, temperature and so on. With
the compositions of the present invention, the olanexidine

15  hydrochloride concentration is increased, and hence such

influence is eliminated.



10 The solubility in water of ol anexidine hydrochloride alone is 0.02% at
0C, and, for exanple, at this concentration, the bactericidal activity is-
prone to being influenced by pH serum soap, tenperature and so on. Wth
t he conpositions of the present. invention, the ol anexidine 15 hydrochl oride
concentration is increased, and hence sugf,_influence is elimnated. -44-
CLAIM5S 1. A disinfectant and/or bactericidal aqueous conposition,

contai ning an ol anexi dine acid additionriggids S and at |east one

pol yoxyet hyl ene- based noni oni ¢ surfactant— sel ected fromthe group

consi sting of polyoxyethyl ene higher alkyl ethers and pol yoxyet hyl ene

al kyl phenyl ethers., 2. Zhgidi st j ¢l yeous
conposition according to cIl ai %ﬁé%gﬁ?ﬁﬁ%%f%%%%%g%‘% ene hi gher

al kyl et her SCBRPES&bApPBundsNEepreBentedolayekbdime aadly: adRii Q. ¢CHRLHO) m - H
(1) wherzin p t n havy n to 20 carbon_._atons, and
n1representgﬁ§né?n?g§§? ?%n?§i§%£{gﬁﬂgge 3 #ﬁge%ig?ﬂ%%%%%n?uﬁﬁﬁ?%?nt

bact eri ci daFeagaéetdsirennpbsi gronp acens ilshiyng 0o £l @b bydxy@tiey Béme Sl gher

I th ted by f I
(2! Rt Ot tere e B et AP R TR EEBRTE S sy ] group
having 7 to 20 catbon Bhend]santhatdeprasens wactdtgalaf ramsbip 12. 4.
The disinfeggﬁggsgggégr bactgricidal gueous

according to claim 1, wherein said

10 polyoxyethylene higher alkyl ethers are compounds represented
by formula (1):

R-‘—O“’ (CHQCHQO)m —H (1)

wherein R; represents an alkyl group having 7 to 20 carbon
atoms, and m représents an integer from 9 to 12.

15 3. The disinfectant and/or bactericidail agqueous
composition according to claim 1, wherein said

polyoxyethylene alkylphenyl ethers are compounds represented
by formula (2):

R O~ (CH;CH,0) —H @)

20  wherein R; represents an alkyl group having 7 to 20 carbon
atoms, and n represents an integer from 9 to 12.

4. The disinfectant and/or bactericidal aqueous
composition according to claim 1, wherein the composition
contains an olanexidine acid addition salt at a concentration

25 of 0.05 to 5 W/V%, and a polyoxyethylene-based nonionic
surfactant at a concentration of 0.1 to 10 W/VS.

5. The disinfectant and/or bactericidal aqueous
composition according to claim 1, wherein the composition
further contains an alcohol.

30 6. The disinfectant and/or bactericidal aqueous



conposition according to claim 1, wherein the conposition contains an

ol anexi dine acid addition salt at a concentration 25 of 0.05to 5 WV% and
a pol yoxyet hyl ene- based nonionic surfactant at a concentration of 0.1 to
10 WV% 5. The disinfectant and/or bactericidal aqueous conposition
according to claim1, wherein the conposidgg.on further contains an al cohol
30 6. The disinfectant and/or bactericidal aqueous -45- conposition

accor di ng t eovpaismtionwhererdihhetal e0hoh 5S wpeesenttaé a1 66REENL& ati on of

30 to 80 vagpin t he congosition. i si nfectant and/or bactericidal
a

L b . 7. The g' L
aqueous 5 Eompeditt PénZa&eBrarngatdorl 8fms, tankf WAVt nenafe®hol i s

present at aoopocdmntivation of 60 to 80 WV% in the conposition. 8. The
di si nf ect ant and/gr bactericidal _agueous conposition according to claiml1,
wherein the conpoditiont4® FH7RERCERRE e/ DhePart oipreldal @yusaudes. 9. A

di si nf eci antompdisat ibackerbebdal 8gUEQHSH SONPRSEHLI Ny fl o
ol anexi dine acid addition salt gt a con@enfra??%%igptgeoéf%gﬁ%95f€vV@b and

an al cohol BfS$entoRteht FARFBRATERTRONL 8860 W YE0 dfdVhotn comt ai ni ng any 15
surfactant scohBostiheodi si nfectant and/or bactericidal aqueous conposition
according to claim9, wherein the alcohol is present at a concentration of
30 to 60 WV% in Bhe cBapodisinhechant landyai sharftert amtdahdqreous

baCteriCidanﬁ96%9H§on according to claim 1, wherein the composition

10 further contains one or more triglycerides.

9. A disinfectant and/or bactericidal aqueous
composition containing an olanexidine acid addition salt at a
concentration of 0.05 to 0.5 W/V$%, and an élcohol at a
concentration of 20 to 80 W/V%, and not containing any

15 surfactants.

10. The disinfectant and/or bactericidal aqueous
composition according to claim 9, wherein the alcohol is
present at a concentration of 30 to 60 W/V% in the
composition,

20 11. A disinfectant and/or bactericidal aqueous
composition containing an olanexidine acid addition salt ,
and at least one member selected from the group consisting of
ester-based nonionic surfactants and cyclic oligoéaccharides.

12. The disinfectant and/or bactericidal aqueous

25 composition according to claim 11, wherein the ester-based
nonionic surfactant is at least one member selected from the
group consisting of (i) polyoxyethylene sorbitan fatty acid
esters, (ii) polyglycerine fatty acid esters, (iii)
polyoxyethylene glycerine fatty acid estérs, and (iv)

30 polyoxyethylene methyl glucoside fatty acid esters.

13. The disinfectant and/or bactericidal aqueous
composition according to claim 12, wherein the
polyoxyethylene sorbitan fatty acid esters are compounds

represented by general formula (3):



conposi tion containing an ol anexidine acid addition salt and at |east one
menber selected fromthe group consisting of ester-based nonionic
surfactants and cyclic oligosaccharides. 12. The disinfectant and/or
bactericidal aqueous 25 conposition according to claim1l, wherein the
ester-based nonionic surfactant is at Lgast one nenber selected fromthe
group consisting of (i) polyoxyethylene sorbitan fatty acid esters, (ii)
pol ygl ycerine fatty acid esters, (iii) polyoxyethylene glycerine fatty acid
esters, and (iv) 30 polyoxyethylene met hyl glucoside fatty acid esters.

13. The di sii @@iﬂ -er{]}bi“d@ Cﬂdmj;eqqp osition according to
?C yox et hy! ty acid esters are

claim12, V\/nerel n “Do ée sor bt
corrpounds represented by gﬁ nal fﬁﬂ@“ &

H( OCH2CHt h- O?H- CH O( CH, 2CH20 * f@l C, GﬁH -Oml#la($ §8
A CH2CH20) - H wherein R11 represents n al kyl ‘oup having 10 to car bon

atons, and each of h, j and is an ng c&n@ HO° 25. 14. The
di si nfectant and/or bacteri ci daI aque kl on according to claim 12,

wherein the polyglycerine 5 fatty acid esters are conpounds represented by
gener al fowl'rmt%lilﬁzlliu CERrERChiRs EnCh#k Tl gr&hbHha€hhg OR1o R22:£R3nP C

OR25 (4) én c%[pg d‘lcf R21. :}h'erRz(S rcg% eg%pagzﬁt%ekranfo]}gmggotuop zrga.vi ng 10

to 20 car bon

9

14 The dlSlnfectant and/or bactericidal agueous
composition according to claim 12, wherein the polyglycerine
5 fatty acid esters are compounds represented by general

formula (4):

ORg ORg, OBy

~CHGH wc:-sg |

wherein one of R;; to Rys represents anJalkanoyl group having
10 to 20 carbon atoms, and the other (p+3) represent a
hydrogen atom, and p is an integer from 2 to 12.

10 15. The disinfectant and/or bactericidal aqueous

' composition according to claim 12, wherein the
polyoxyethylene glycerine fatty acid esters are compounds
represented by general formula (5):

wherein R3; represents an alkyl group having 6 to 16 carbon

O OH
1] I
3 C— GCH‘Z,CHGH.@(QCHQCHZ)CT OH (&)

15 atoms, and q is an integer from 4 to 30.
16. The disinfectant and/or bactericidal aqueous
composition according to claim 12, wherein the
polyoxyethylene methyl glucoside fatty acid esters are

compounds represented by general formula (6):



hydrogen atom and p is an integer from2 to 12. 10 15. The disinfectant
and/ or bactericidal agueous conposition according to claim 12, wherein the
pol yoxyet hyl ene glycerine fatty acid esters are conpounds represented by
general formula (5): wherein R31 represents an alkyl group having 6 to 16
carbon 0 OH F 1C ~~-OCM CH F (QCH2cH*Qd 455 atons, and g is an integer from
4 to 30. 16. The disinfectant and/or bactericidal aqueous conposition
according to claim 12, wherein the pol s vhkene methyl glucoside fatty
acid esters are conpounds represented Y WHgermula (6) -47 H(OC H2)
(6) OH R41 C@ﬂﬁ%ﬁ@@ﬂ;ﬁz 3 group having 15 to 20
carbon atons su ' Mewcach-dnf i nteger from?20 to 160. 17.
The di si nf ect ant and/or i ft aqueois conposi tion accorglng to claim
11, wherein #4# HiLL ‘ Sechprteefis a cyclodextrln The

~disinfectant ab > sition according to claim
éﬁﬁﬁﬂgs present at a

11, wherein the olaneX|d|ne acid a{d|t|on
concentration of 0.05 to . - and t he ester-based nonionic surfactant
is present 10 at a concenﬁ"é’t@g&%f 0.1 to 10 WV% 19. The disinfectant
and/or_bact ghpeLdal RAAYRRYRsHRUPAR! L1 RY1268808 RYV1RCH8! Eh1ho BRELELN the
. atoms, and sum of x and y is each an integer from 20 to 160.
17. The disinfectant and/or bactericidal aqueous

composition according to claim 11, wherein the cyclic

5 oligosaccharide is a cyclodextrin.

18. The disinfectant and/or bactericidal aqueocus
composition according to claim 11, wherein the olanexidine
acid addition salt is present at a concentration of 0.05 to
2.5 W/V% and the ester-based nonionic surfactant is present

10 at a concentration of 0.1 to 10 W/V%.

19. The disinfectant and/or bactericidal agueous
composition according to claim 11, wherein the olanexidine
acid addition salt is present at a concentration of 0.1 to
2.5 W/V% and the ester-based nonionic surfactant is present

15 at a concentration of 0.1 to 10 W/V%.

20. The disinfectant and/or bactericidal aqueous
composition according to claim 11, wherein the olanexidine
acid addition salt is present at a concentration of 0.05 to 1
W/V% and the cyclic oligosaccharide is present at a

20 concentration of 0.1 to 10 W/V%.

21. The disinfectant and/or bactericidal aqueous
composition according to claim 11, wherein the olanexidine
acid addition salt is present at a concentration of 0.1 to 1
W/V% and the cyclic oligosaccharide is present at a

25 concentration of 0.1 to 10 W/V%.

22. The disinfectant and/or bactericidal agqueous

composition according to claim 11, wherein the composition

further contains an alcohol.



acid -addition salt is present at a concentration of 0.1 to 2.5 WV% and
the ester-based nonionic surfactant is present 15 at a concentration of 0.1
to 10 WV% 20. The disinfectant and/or bactericidal aqueous conposition
according to claim11l, wherein the olanexidine acid addition salt is
present at a concentration of 0.05 to 1 _MV% and the cyclic

ol i gosaccharide is present at a 20 concentration of 0.1 to 10 WV% 21. The

-di si nfectant and/ aB. baCTBéldLQ@hfé@ﬂ@@ﬂSanﬁpaﬁoﬁéétéihéE@éHCﬁéﬁbé&bC'a'm
11, wherein the ol%neX|d|ne acid addition salt is present at

concent r at i SATBP S 1P 2E OB a b Fﬁél@ygﬁrCWB?F@6§aEBﬁa@i@@hP% pFesent
at a 25 conpeskeati 0 eheOcdmbs101VhVik aZCOIesn9k§tméﬁC& néoaﬂg/ﬁé
bactericidal aqyeous conposition according to claiml1l, erein the
conp05|t|onW/Vufther contains an al cohol. -48- 23. The disinfectant and/or
bactericg dal aquegus cgnpeehblonrageotding:f, a [ ohol
is present in the conposition at a concen%r §%nag%§§8e ég Q%VQE@SEE
A net hod ofCQPEFFﬁF?Hngoaﬁaétshgfébelﬁgjantoprbtan eﬁﬁpctsvegamounacbfng
the object whthganigkbeetiye t [ ant _and/ or
bacteri ci dal aqueoﬁs conp05|??gz89aggét8Eggl %fa% 8%%6 o?o%P%sﬁElin 9 and
11. 25. LBeaéﬁoédéhglhﬁeananpnandfoclbamseﬁuchahdahMeous 10 conposition
according to any 95° OfuShabe®aly; i APGctdn] Cna Pt 8ufl aqueous
10 comp051tlon according to any one of claims 1, 9 and 11 for

sterilization or disinfection.



The :present invention provides a disinfectant and/or bactericidal aqueous
conposition containing an ol anexidine acid addition salt, and at | east one
pol yoxyet hyl ene- based noni oni ¢ surfactant selected fromthe group

consi sting of polyoxyethylene higher alkyl ethers and pol yoxyet hyl ene

al kyl phenyl ethers; a disinfectant and/or,factericidal aqueous conposition
contai ning an ol anexidine acid addition salt at a concentration of 0.05 to
0.5 WV% and an al cohol at a concentygdpmriof 20 to 80 WV% and not
contai ning any surfactants; and a di sSinfectant and/or bactericidal aqueous
conposition containing an ol anexi dine acid addition salt , and at |east

one nmenber sel ectedefppgyihe £ LR € egﬁf&%ﬂ@e@a €5t S PASEh N UL L

surfactants_and cyclic oligosacc
bactericidal aqueous composition containing an olanexidine

5> acid addition salt, and at least one polyoxyethylene-based
nonionic surfactant selected from the group consisting of
polyoxyethylene higher alkyl ethers and polyoxyethylene
alkylphenyl ethers; a disinfectant and/or bactericidal
aqueous composition containing an olanexidine acid addition

10 salt at a concentration of 0.05 to 0.5 W/V%, and an alcohol
at a concentration of 20 to 80 W/V%, and not containing any
surfactants; and a disinfectant and/or bactericidal aqueous
composition containing an olanexidine acid addition salt ,
and at least one member selected from the group consisting of

15  ester-based nonionic surfactants and cyclic oligosaccharides.




