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decoupl ed [err] 3C nmagneti c resonance spectrum showed absorptions at

18. 56813, 20.0192, "8edigOb3, 50. 0135, 60.5833, 62. 678%eiohYingHyAs! 128 457,

129. 703, 133.388, "169.426 and 65 171.936 ppm 4 0 057606 Exanple 4

Di benzvl am ne Sal tso@fimBerdose! | anic Acid 1, 1-Dioxide Agg xture of 38.4 m .

of di benzylam ne, 500 m . of distilled water and 15 nml. of acetic acid was
stirr@d for 2 houffsdigm citietem t enper ature, and the sol utd4n so obt ai ned was
added dropw se, vvict“rg”rcl idstirring, 5 during ca. 20 ggshutes. to a
solution of 62g. OF sodi um penicillanate 1,1-dioxide in 300 m. of
distilled water. S%bdithihi ng was continued for a further gl m nutes. and then
the Psecipitate was collected by filtration. The solid was dried at room

t egper at ur e over niSediem carBoymewyigaliuieseof the title comfdund, mp. 149-51C.
(def./). By Karl . Fip ,%;‘ggt &,&,{er(fbg)n, this material contained 6.11% water. 10 _
Exanpl e 5 Aqueous s?,gigmﬁ&,%gg@ typical formulation ceyrains the foll ow ng

i ngredi ents: 15 | ngr edi ent
Wei ght (i n grans) 1SdWNRibdrerietepianediamine salt of _ . 0.3 20
Sodiumcitrate  Penicillanic acid 1,1-dioxide 0'% Gtric acid

0.05 Leci tfHeRpove ingredients are combined and the volume is made up to 100 m. vth YeidRized0kkitdtNAn
car basy apdrbpHateclulrialigssad to provide the dosage required. 0. 5 Pol yoxyet hyl ene (20)

sor bi tan nono-ol eate p—" 0.07 30 1:2

NN - Di benzyl et hyf enedi am ne salt of | lanic acid 1, 1-di oxi de

15.0 Tth’ﬁ%‘fﬂ? "ﬁ%‘?@{?‘g’?ﬂognts are combined and the volume is made up to 100
M. wpth deioni zed WRlddne An 35 appropriate vol ume i amded to provide the
dosage required. Exahple—6 Non- aqueous Formul ati on 46———

| ngr edi ent PR 0 'eﬂﬁf"aﬁgﬁ sl of Ampunt 1:2

NN - Di benzyl et hyt enedl-Any' A yensg i | ani ¢ acid 1,1.dioxide
9.06 g. 45 Anpi ci | PEHCTHC °‘§$§t‘"e°"'d° ' sbs 8 13.8 g.

Phenol Ampicillin trihydrate 0. 513g.g. 50

Propyl enegl ycol diester dicapryl ate/caprate)

80.m . The above i®hensli ents are thoroughly m xed. An affiopriate volune is
used to provi de thq, doea RS 'erred. 55 Clains for the Contracting States:
BE CPDEFRGB IT L_Jﬂ:ﬂif\iv atey A conpound sel ected fragdihe group

consi sting of:

The above ingredients are thor0ughly mixed. An appropriate volume is used to provide the dosage
required. '

55
Claims for the Contracting States: BE CH DE FR GB IT LI LU NL SE

1. A compound selected fraom the group consisting of:
60 {a) the 1:2 N, /v -dibenzylethylenediamine salt of penicillanic acid 1,1-dioxide;
{b) the N-benzyi-2-phenylethylamine sait of penicillanic acid 1,1-dioxide; and
(c) the dibenzylamine salt of penicillanic acid 1,1-dioxide. -
2. A pharmaceutical composition comprising a suspension of a compound as claimed in claim 1in a
pharmaceutically acceptable liquid.
65 3. A composition as claimed in ciaim 2, which also comprises a beta-lactam antibiotic.
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de; ahd (c) t he di benzyl a ‘ﬁe sql ' of pem cillanic acid \\~/
OX i n .conprising. a suspensi N of
nd Ifjl:?ena?amlﬁbé %l&%g ‘f:giﬁg‘t ﬁé}al’ v igsob roﬁﬁ@tﬁl’d& Waad dnl 19.0L oicallacid Wasétindd:
N2 hdueslat a&ncieﬁpmdrel, ahddhesonmx‘an sa\bbtaihedodas @dded tipypiwiseswith Theid stirfings
i &t |cturms5ca 20 @@Bﬁm@@olum @o&sodium penicillanate 1,1-dioxide in 300 ml. of distilled wate
nzyl cpntipgedrigng r‘!‘ﬁfa f"t'," j 3d fhep ‘Eﬂ,'ﬁﬁ‘?ﬁ% g"gﬂ'ﬁﬁg by A :.sg'; --
e e SR R e T
stitred f Your s at roomterrperature and ‘t'he sol'ution so obtai’ ned was
added d;ropvm se with rapid stirring Exardnlabng €a, 20 mnutes, to a solution
of - 62 9. Muee@oﬁomn@s'em ci'll anate 1,.1-di oxi de |n 300 nm.. -of di sti | 1-éd“wat er .
- Stirring wa cant far a fur andthenthe preC|p|tate
~was col | ectz #" érj"z‘i" f’%"r%am e“s?% .n%ﬂ I’i ed at- roomterrperature R
overnight, to gl ve |.69$e@am of. the title: conpound “mp. . Wdidid{ib §faemst | . : (dec)
Kar| Fischer titrat+er—this material ‘contained 6. 119t water. . 1 >
Exanpl e 5 Aqueous ‘Formul ation A typi cal fornul ation corat_;al ns the foI | owd ng
i ngredi ents; | ngredi®@HP B8MEAR (in grans) SOdl um benzoat € _

o AR i 1| 1 ST |14 RN g s sy i

0.3 20y, - sw,u,ﬁqguawnmtrate - o - 045 . - '

0. 45 Otrlc aci d S : 005 LeC|th|n
0.3 25 Sodi um car bcSuyieredichy| ceIIuI ose S 005 :.g.5° .
Pol yoxyet hyl ene (20) .sorbitan nono-ol eate o s

. 0.07 3Q;1:2 NN -Di M et hyl enedi ami ne salt of. peni ci I]sanl c aci. d

. 1\q-dioxide =~ - Sodium carboxymethyildeitéloséne above |ngr edi ests are: conbl ned

- an he volune is made up to 100 m . with deionized water. An 3s . .-
approprl ate vol une Hoyom@wemﬂz?row de the dosage requi ATep Exanpl e 6
Non- agyeous For nul SFPBRM Mpno-oleate | ngr edi ent 0. P

Amount “1:2 NN - Di beﬁﬁbﬁbm&lz@aﬁmr@%me%ﬁm of penicillanic acid.

-1, 1-di oxi de . penicillanic ac.dn.d.ox.& 06 g. 45 Arnp| cilliso tri hydrate _

:'13 8 g. Phenol 9

- Propyl ene | ié%rgcg yf.l a{u&he &?Jwaf g)made up to 100 mi. with delomze water An _
80 ni.. g d‘i}%"‘i"ﬁ@er'édfe ﬁ? g“’ PEe ABPEUGATY i xed. An appropriate volunme is

~used;” to provi de the dosage required. eRémgi@ens for the Contractng States: BE
CH DE FR NdB-dgdedds EbdmidationSE 1. A corrpound selected fromthe group consi sting
_:Ei)f: 60 (a) the 1:2 N, Mdi benzyl et hyl-enedi am ne saJl of penicitlanic
“Jfacid 1#-di oxi de; (byeredientn. benzyi - 2- phenyl et hyl ami ne28&%¥ of penicillanic:
-'.»aC| d 1, 1-di oxide; and (c) the dibenzylami ne salt of" peni ci enicillanic acid .
21, 1-dioxide. 2. A PhAs NALBibehRihyi6rbdRMFelshIO6F corrprl sing -a suspen3| on of a’
corrpound as clai med penicitthrié avidl1, i-dioxddephar naceut i cal |y accé&iabl e liquid. 65
} 3. A cemposition as claimed in claim2, which also corrprbges a.beta-lactam

antibiotic. 5 Ampicillin trlhydrate
\/' '~ Phenol _ ' 05g.
» . 50 Propylenegiycol diester o
: : - {dicaprylate/caprate} L 80 mi.

The above mgredlents are thoroughily mixed. An appropnate volume is used to provude the dosage

required.
55 _

Claims for the Contracting States: BE CH DE FR GB IT LI LU NL SE

1. A compound selected from the group consisting of:
50 (a) the 1:2 N,V -dibenzylethylenediamine salt of penicillanic acid 1,1-dioxide;
(b} the N-benzyl-2-phenylethylamine salt of penicillanic acid 1,1-dioxide; and
(c) the dibenzylamine salt of penicillanic acid 1,1-dioxide.
2. A pharmaceutical composition comprising a suspension of a compound as claimed in claim 1in a
pharmaceutically acceptable liquid. .
65 3. A composition as claimed in claim 2, which also comprises a beta-lactam antibiotic.
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