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treatnent of painful conditions in the nmouth and pharyngeal cavity. 5 The
i nvention relates to the use of anbroxol and the pharnmacol ogically
acceptabl e’ salts thereof for preparing a pharnaceutical conposition for
the tre mt_z)‘fo pai nful conditions in the oral and pharyngeal cavity. 10
Background to the invention Painkillers for relieving pain in the oral and
pharyngeal cavity often have the drawback of side effects, e.g. in the
formof,local jrritations. 15 The active substance anbroxol

(trans -lﬁ':"((g’lpéﬂi iﬁf efreatmeniafaaipiul fansditions in dre xaguth) and phakyngeal
expectorant and nucolytic. It is us@S’viW oral preparations such as syrups,
capsul es, tablets, inhalable solutions,” drops or suckable pastilles. The
aimof the present invention is to prepare a well-tolerated active

subst a for .. 20 the treatnment, of paip in the oral and pharyngeal

caviti '2@8 Ilﬁe&pﬁﬂgfaé%s %’ft?‘ﬂ’résel q\?éﬂ‘?’%éﬂp@tﬁ fhe _harpacoleqicallysadreptablgund
that, sdliRnthapeiTosbRIpRFn ' it SR -at i ons,
anbroxol has a, ver§)/ ﬁdbmé%gc:éggﬁg eé\oect |nrﬁ1%tr§$gﬁ&giﬁc§% "zfp!/ngeal
cavi t ycqnlitiens i tbs ara! and pharyeggalesvityt ol erated. The invention therefore
relates to the use of anbroxol or one of the pharnmacol ogically acceptable
salts thereof for preparing a pharnaceutical 30 conposition for the

t r mat nBatkgrbupdito thenirdvbatien al and/ or pharyngeal cavity, selected from
anong acute sore throat, aphthae, gingivitis, parodontopathies, pressure
points caused by prostheses, pain after oro-pharyngeal interventions,
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15 The active substance ambroxol ( trans-4-(2-am ino-3,5-dibromobenzylamino)-
cyclohexanol) is a known expectorant and mucolytic. It is used in oral preparations

such as syrups, capsules, tablets, inhalable solutions, drops or suckable pastilles.

The aim of the present invention is to prepare a well-tolerated active substance for

20 the treatment of pain in the oral and pharyngeal cavities.

Description of the invention

Surprisingly, it has been found that, when administered locally in suitable doses or
25  concentrations, ambroxol has a very good pain-relieving effect in the oral and
pharyngeal cavity in addition to being very well tolerated.

The invention therefore relates to the use of ambroxol or one of the |
pharmacologically acceptable salts thereof for preparing a pharmaceutical

30 composition for the treatment of pain in the oral and/or pharyngeal cavity, selected
from among acute sore throat, aphthae, gingivitis, parodontopathies, pressure points
caused by prostheses, pain after oro-pharyngeat interventions, lesions on the
mucous membrane in the oral and pharyngeal cavity and herpes simplex in the oral
and pharyngeal! cavity, particularly aphthae, gingivitis, parodontopathies, pressure



- poi nts caused ‘by prostheses, pain after oro-pharyngeal interventions,
| esions:on the nucous nenbrane in the oral and pharyngeal cavity and
herpes sinplex in the oral and pharyngeal cavity, nost particularly for
the treatnment of acute sore throats. By acute sore throats are neant
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cresol sul phonate. 30 A 3
uitable virostatics are for example acyclovir or idoxuridine.

Suitable antibiotics are for example thyrotricin or bacitracin.
Suitable antimycotics are for example amphatericin B or nystatin.
An example of a suitable proteolytic enzyme is lysozyme.

20  Suitable ethereal oils are for example peppermint oil, thyme or sage oils.

The invention further relates to a pharmaceutical composition containing ambroxol or
one of the pharmacologically acceptable salts thereof and one or more active
substances, selected from the group consisting of lysozyme hydrochloride,

25  dipotassium glycyrrhizinate, ammonium glycyrrhizinate, cetylpyridinium chloride,
chlorpheniramine maleate, noscapine, dequalinium chloride, dextromethorphan,
phenolphthalinate, potassium guaiacolsulphonate, dl-methylephedrine hydrochioride,
chlorhexidine hydrochloride, and potassium cresolsulphonate.

30



Anbroxol ‘is a‘metabolite of the secretol ytic bromhexi ne. The two active
substances represent a very well tolerated conbination of active
substances which positively influenc t he dual effect of anbroxol. 5 The
i nvention therefore also relates to a“pharnaceutical conposition consisting
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i nvention further relates to a solid, suckable or slowy dissolving form of
a pharmaceutical conposition containing anbroxol and one or nore active
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prost heses, pain after orb-pharyngeal interventions, |esions on the nucous
menbrane in the oral and pharyngeal cavity and herpes sinplex in the oral

anth phampangsabriy préféed %éhnﬁé@jt%ﬁﬁgbﬁlgégfé@hg@ghg%e"éﬁ;‘%% @%ﬁt&ggf fon

The invention further relates to arnmaceut1 ca

consi s$Argingf15 ndP maof ambiraxoh prefertably 20F ingvafanilgxola | ubri cant, a matri x
material, a sweetening agent and a pol yet hyl enegl ycol' for preparing a
phar maceuti cal composition for the treatnment of pain in the oral and/or
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gingivitis, parodontopathies, pressure points caused by~ prostheses, pain
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antibiotics, antimycotics and proteolytic enzymes.

The invention further relates to the use of a pharmaceutical composition as described
above for preparing a medicament for the treatment of pain in the oral and/or

20 pharyngeal cavity, selected from among acute sore throat, aphthae, gingivitis,
parodontopathies, pressure points caused by prostheses, pain after oro-pharyngeal
interventions, lesions on the mucous membrane in the oral and pharyngeal cavity
and herpes simplex in the oral and pharyngeal cavity, most preferably for treating
acute sore throats.

25
The invention further relates to the use of a pharmaceutical composition consisting of
ambroxol hydrochloride, a flavouring, a lubricant, a matrix material, a sweetening
agent and a polyethyleneglycol for preparing a pharmaceutical compasition for the
treatment of pain in the oral andfor pharyngeal cavity, selected from among acute

30 sore throat, aphthae, gingivitis, parodontopathies, pressure points caused by
prostheses, pain after oro-pharyngeal interventions, lesions on the mucous
membrane in the oral and pharyngeal cavity and herpes simplex in the oral and
pharyngeal cavity, most preferably for treating acute sore throats.



} 4 Sui tabl e fl-avouri ngs may be, for exanple, pepperm nt, eucal yptus or

| enron, -preferably peppermnt flavouring. Suitable matrix materials may be,
for exanpl e, cal cium carbonate, calciyn phosphate or sorbitol, preferably
sorbitol. 5 Suitable sweetening agents may be, for exanple, saccharin,
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i nwentfads further relates to the use of ambroxol for preparing a
pharmaceutical conposition with a pain-relieving effect lasting for a
period of at |east 3 hours, 25 preferably nore than 3 hours, after
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pharmaceutically acceptable layered silicate and a polyethyleneglycol, optionally -
1s  together with other pharmaceutical excipients, taste or flavouring agents to prepare a
pharmaceutical composition for treating pain in the oral and/or pharyngeal cavity,
selected from among acute sore throat, aphthae, gingivitis, parodontopathies,
pressure peints caused by prostheses, pain after oro-pharyngeal interventions,
lesions on the mucous membrane in the oral and pharyngeal cavity and herpes

20  simplex in the oral and pharyngeal cavity, most preferably for the treatment of acute
sore throats.

The invention further relates to the use of ambroxol for preparing a pharmaceutical
composition with a pain-relieving effect lasting for a period of at least 3 hours,
25 preferably more than 3 hours, after administration.

The invention also relates to the use of a pharmaceutical composition containing
ambroxol for preparing a pharmaceutical composition with a pain-relieving effect

lasting for a period of at least 3 hours, preferably more than 3 hours, after
30  administration.

The pharmmaceutical composition according to the invention is preferably
administered 1 to 6 times, preferably 2 to 4 times a day.



The pharrigceuti.cal conposition according to the invention is preferably
admnistered 1 to 6 tines, preferably 2 to 4 tines a day. 5 Acids suitable
for form ng salts of anmbroxol includecfor exanple hydrochloric acid,
hydr obrom ¢ aci d, sul phuric acid, phoSphoric acid, nitric acid, oxalic
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of 1ot hese 215 patients were treated: 107 with 20 ng of anbroxol and 108

with placebo. 26 patients stopped the treatnent early (13 in each
treat The intent-to-treat (ITT) popul ation consisted of 208
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to 6 laming]ckelohexangfyy drgehloride, CAS Reg. No. 18683-91-5) compared
15 with a placebo in treating acute sore throats

A multi-centred, prospective, placebo-controlled, randomised double-blind trial was
carried out over two days’ treatment with up to 6 suckable tablets containing
ambroxol hydrochloride per day.

20 Patients: 218 patients (97 men, 121 women) with an average age of 39.4 + 15 years
{range from 17-81 years) were recruited; of these 215 patients were treated: 107 with
20 mg of ambroxol and 108 with placebo. 26 patients stopped the treatment early (13
in each treatment group). The intent-to-treat (ITT) population consisted of 208
patients (105 treated with ambroxol and 103 given the placebo); 196 patients formed

25  the per-protocol {PP) population (97 with test substance and 99 with placebo). For
the drug safety analysis, all the patients treated were studied.
Treatments: Double-blind treatment with up to 6 suckable tablets per day, which
either contained 20 mg of ambroxol or constituted a placebo (suckabie tablet without
the active substance, but with a marked flavour of peppemiint similar to the test

30 substance)
End points: the average pain reduction, weighted for time, during the first 3 hours
after administration of the first suckable tablet, standardised to the degree of initial



ei ther cont ai ned 20 ng of anbroxol or constituted a placebo (suckable
tablet without the active substance, but with a marked flavour of .
peppermnt simlar to the test 30 subsgance) End points: the average pain
reduction, weighted for time, during the first 3 hours after

it el s o e BEE AL e ae dhd Blelaen [S08 o
t ol er apgfieRtatthe erRPdf @y b fRknpf each day of treatment Results: In

both treatnment groups there was a reduction in the intensity of pain; the
aver agResmltsndn poth Beatnnt groupeeticre stassudaietion irathesihtemrity Of 3in; @hd7 f or

of thelnB 8P e heD)Rlet s et Sudibieidbiat e @'s%féB?z;tﬁBE%pfr;g’e” th Y
. g - - % i i e

v o SRR OB bride B D AR EN 0 Bt piacetin, mont aroups. i nus. bl acebo.

0. 04 t ®he.sliprioAty oftthe apitstoRél (ﬁﬁlﬁ*ﬂ"né?[éfé@% !Wﬁ:—i%l z%i?b’ar_@ﬁt ﬁ?@lcaaﬁft%&i?ﬁ@ ment

with up tg suckabl e tablets a 10 statistically signi ger

number 'Sf"ﬁS’gm Hﬁ?@?@m@@-ﬂ@%ﬁagﬁéwﬁdmi‘e i@léfruatﬂové‘nmager_rage t het _
[ ' Lori or, t stration
of |t el HeRencE Beubdr B ERAb! EaRET Pi R e hd: pa B PR ™ e

as t hethsl enndbbeadvsatessisive: dayhef arbulaing treatment with 6y ¢k 8ekbBiR! t8bfets a
15 hydrochloride to patients wth acute sore

t ﬁp";g{ chﬁ%téﬁlvﬁs@é?%&@ '%%O%ww%ﬂfmttenwépoﬂm adrigher degreeichr t o he
I nh iviepeet gyl i ' QWS e
Cour Se T CRRES (61 e Xt B Hooment ih AR RGERNON B YORIE™ o L he
per i od2d@inisteatiarkohigetplacabub Tbe tebbsibstames) wap foundtotas taleratéjust aki ng t he
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pl acebvgéw%gqﬁé}rléﬁezm? I nvestigation of the activity and tol erance of

suckabCenthi¥iohs The zid inisHatiaY oPsuckdB(emhbhits 2BREANAL JMHE W U BrbLS)
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15 hydrochloride to patients with acute sore throat has an effective pain-relieving effect
which is superior to the inherently beneficial effect of sucking a placebo.
Figure 1 shows the course, over time, of the average change in pain intensity (PiD)
for the period before taking the tablet (base line) up to 3 hours after taking the first

suckable tablet containing 20 mg of ambroxol hydrochloride and placebo.
20

Example 2

Investigation of the activity and tolerance of suckable tablets containing 20 or

30 mg of ambroxol hydrochloride (trans-4-[(2-amino-3,5-dibromo-

benzyl})amino]cyclohexano hydrochioride, CAS Reg. No. 18683-91 -5) compared
25  with a placebo in treating acute sore throats

A multi-centred, prospective, placebo-controlied, randomised double-blind trial was
carried out over three days’ treatment with up to 6 suckable tablets containing
ambroxol hydrochloride per day.

30 Patients: 331 ambulant patients with acute uncomplicated sore throats of at least

moderate severity but with no bacterial pharyngitis were investigated.

Treatments: Double-blind treatment with up to 6 suckable tablets per day containing
either 20 mg or 30 mg of ambroxol hydrochloride or constituting a placebo (suckable



benzyl ) ami.no] cycl ohexano hydrochl ori de, CAS Reg. No. 18683-91-5) conpar ed
25 with a placebo in treating acute sore throats A nulti-centred,
prespective, p laceb o-contro lied, random sed double-blind trial was
carried out over three days' treatnent with up to 6 suckable tablets

t ai piy I loride.per.day. 30 Patients: 331 anmbul ant
pati oriebh Wil agliEkahHaRke 1 Bt i 4 DB Bout e PopBENEl o
sever i sipnilanto Wd testeubsiahes) al pharyngitis were investigated. Treatments:
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cont aian' %ﬂeg gegltee?’gf en%c?i]:/eness for the active treatments with ambroxol
hydrochioride than for the administration of the placebo. The test substance was
found to be tolerated just as well as the placebo in all dosages.
Conclusion: The administration of suckable tablets containing 20 or 30 mg of
20  ambroxo! hydrochloride to patients with acute sore throat has a markedly effective
pain-relieving effect which is superior to the inherently beneficial effect of sucking a

placebo. Both doses were tolerated equally well.

| Figure 2 shows the course, over time, of the average change in pain intensity (PID)
25 for the period before taking the tablet (base line) up to 3 hours after taking the first
suckable tablet containing 20 mg or 30 mg of ambroxol hydrochloride and placebo.

Ambroxol may be used on its own or combined with other pharmacologically active
substances. It may be applied in any of the preparation forms which are suitable for

30 local use. Preparations suitable for sucking or dissolving slowly in the mouth include,
for example, tablets or sweets based on sugar or sugar substitutes or pastille-like
products with a gum arabic or gelatine base.



20 anbr oxal hydrochl oride to patients with acute sore throat has a markedly
effective pain-relieving effect which is superior to the inherently
beneficial effect of sucking a placeko. Both doses were tolerated equally
well. Figure 2 shows the course, over tine, of the average-change in pain
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gl ucol s and sugar al cohols, for exanple. Al the fornms are flavoured in the
conventj onal : the addition of ethereal oils. 10 The

pr epar ?B@Qﬁyoﬁ%"ﬁydﬁbwtl@?dmm@ﬁ@dm@mﬁ in phtasmaagy. The fol | ow ng
exanpl es of pharnmaceutical formulations illustrate the present invention
W thout restricting its scope: 15Exanple 1) per pastille Suckable pastille

anbr oxbie hylidvdng lesaimpéeOofpiarmaceutical formulations iliustrate the present
invention without restricting its scope:
15

Example 1)

Suckable pastille per pastilie
ambroxol hydrochloride 20.0 mg

20 peppermint flavouring 16.0 mg
sorbitof 1373.5 mg
saccharin sodium 0.5 mg
Macrogol 6000 30 mg
talc 60 mg

25



20pepper mi.nt flavouringl6. Ong sorbitol 1373. 5ny saccharin sodi unD. 5ny

Macr ogol 600030ng tal c60ng 25 9 5 10 15 20 25 30 Exanple 2) Suckabl e .
pastille per tablet Anbroxol hydrochlgride 20.0 ng Lysozyne hydrochl oride
5.0 ng D potassi um glycyrrhizinate 2.5 ng Cetyl pyridiniumChloride 1.0 ng
Chl or psg Ple Mal eate 1.0 mg Xylitol 920.5 ny D-Mannitol 9.5 ngy

- Pol yvi nyI pyrro idone 21.0 ng Stearic acid 10.0 ng Peppernmint oil 6.0 ny

| i ght anhydrous silicic acid 1.0 ng talc 1.0 ng naghesiumstearate 1.5 ny

, Exanpl e 3)

Suckable pastille per tablet
Ambroxol hydrochioride 20.0 mg

i " Lysozyme hydrochloride 50 mg
Dipotassium glycyrrhizinate 25 mg
Cetylpyridinium Chloride 1.0 mg
Chlorpheniramine Maleate 1.0 mg
Xylitol 9205 mg

10 D-Mannitol 95 mg
Polyvinylpyrrolidone 21.0 mg
Stearic acid 10.0 mg
Peppermint oil 6.0 mg

_ light anhydrous silicic acid 1.0 mg

15 talc 1.0 mg
magnesium stearate 1.5 mg

Example 3)

20 Suckable pastille per tablet
Ambroxol hydrochloride 20.0 mg
Noscapine 5.0 mg
Dequalinium Chloride 0.125 mg
Sucrose (purified) 908.675 mg

25 I-Menthol 1.0 mg
Peppermint oil 0.6 mg
Lemon flavour 3.6 mg
Corn starch 30.0 mg
Polyvinylpyrrolidone 21.0 mg

30 Magnesium Stearate 10.0 mg



Suckabl e ‘pastil-l e per tablet Ambroxol hydrochloride 20.0 ny

Noscapi ne 5.0

mg Dequal i nium Chl oride 0.125 ng Sucrose (purified) 908.675 ng |-Menthol

1.0 ng Peppermnt oil

0.6 ng Lenon fllgavour 3.6 ng Corn starch 30.0 ny

Pol yvi nyl pyrrolidone 21.0 ng Magnesium Stearate 10.0 ng 10 Exanple 4)

SuckabEga

yl | eper tabl et

Anbr oxol . hydr ochl ori de20. Ong 5Dext r omet hor phan

phenol pht hal i nat e10. Ong Pot assi um guai acol sul phonat e23. 3ng Cet yl pyri di ni um
Chl ori del. Ong Sucrose (purified)869.7nmy Pepperm nt flavour16.0ng 10Corn

starch30. 0ng P, L ayl £ 0l i done20. Ong Magnesi ym St ear at e10. Ong Exanpl e 5)
15 Suckabl e paggw—w—%bl et Anbroxol hydrR$EdaREt de 20.0 ny

Ambroxol hydrochloride 20.0 mg
5 Dextromethorphan phenolphthalinate 10.0 mg

Potassium guaiacolsulphonate 23.3 mg
Cetylpyridinium Chloride 1.0 mg
Sucrose (purified) 869.7 mg
Peppermint flavour 16.0 mg

10 Corn starch 30.0 mg
Polyvinylpyrrolidone 20.0 mg
Magnesium Stearate 10.0 mg

Example 5)

15 4
Suckable pastille per tablet
Ambroxol hydrochloride 20.0 mg
dl-MethYEephedrine Hydrochloride 6.25 mg
Chlorhexidine Hydrochloride 5.0 mg

20 Lactose 905.25 mg
Low-substituted Hydroxypropylcellulose 25.0 mg
Hydroxypropylcellulose 20.0 mg
Peppermint flavour 16.0 mg
Magnesium Stearate 2.5 mg

25



odl - Met h;}l.ephedri ne Hydrochl oride 6.25 ng Chl or hexi di ne Hydrochloride 5.0
ng Lact-ose 905. 25ng Low- substituted Hydroxypropyl cellul ose 25.0 ng

Hydr oxypropyl cel | ul ose 20. 0ng Pepper nmyjt flavour 16.0 ng Magnesi um Stearate
2.5mg 25 11 Exanple 6) Suckable Pastilleper tablet Anbroxol

hydr océk%'pgeg .0Omg 5Ammoni um gl ycyrrhi zatel. 67ng Pot assi um

Cr esol sul phonat e30. Ong Lact 0se884. 83ng Low- substituted

Hydr oxypr opyl cel | ul ose25. Ong Hydr oxypr opyl cel | ul ose20. Ong 10Pepper ni nt

fl avour 16. Ong nesi um Stearate2.5ng 12 Patent Clains 5 1. Use of anbroxol
or one of the g&aﬁﬁi&é@kal |y acceptabl e s#lerdablpbreof for preparing a
phar maceut i cal AG®rRas iHVIRSE he treat nment pain in the oral and/or
pharyngeal cavity, s_elr%t:jt eylﬁdoém anong acute 2(saj(c')cr)e t hr't'gt , apht hae,

gi fgi vitis, paAwgeniopeglicwshizateessure poi nts 1gised gy prost heses, pain
after

Potassium Cresolsulphonate _ 30.0 mg
Lactose 884.83 mg
Low-substituted Hydroxypropylcellulose 25.0 mg
Hydroxypropylcellulose 20.0 mg
10 Peppermint flavour 16.0 mg
Magnesium Stearate 2.5 mg



or o- pharyngeal -i nterventions, |esions on the nucous nmenbrane in the oral
and 10 .pharyngeal cavity and herpes sinplex in the oral and pharyngeal
cavity. 2. Pharmaceutical conposition,gontaining anbroxol or one of the
pharmacol ogically acceptable salts t%greof and one or nore active
substances selected from anong the antiseptics, vitamns, corticoids,
anti phl ogi stics, antibiotics, 15 antimycotics and proteol ytic enzynes. 3.
Phar maceuti cal conposition containing anbroxol or one of the
phar nrepaiapiCiailyy acceptabl e salts thereof and one or nore active
subst ances sefected fromthe group consisting of |ysozyme hydrochl ori de,
dipotassiun1g|ycyrrhizinate 20 annnniun1g|ycyrrhizinate cetyl pyridi ni um
al i ni um chl ori de,

hl
ot r ohrei S Bﬁa R 2 B e a6 Phiraaco oo alemsraniaale sels Sopemb it o
di - met hyl siele Fs e lﬁbiﬁfal@ml@él'c@?npd‘d’ﬁd?f ﬁ&?’ﬂﬁ@'tr@ﬁ méMYr g)%m N idCorapnd

pOt assi um creso phonat e. Phar maceut i ca conposli t1on consisti ng of
ambr oxol , aM/BRABANAGEsL cavily, s@aaﬁdﬁm@mm agutacoepthabat aphithae,t her eof and

phar rrace e r rmaceut.i cal conpositio ccordi ng
to one of 'hpgﬁtﬁéﬁgkﬁﬁﬁéﬁ ath a@?eéls}j @O'P% CRYPRA LRrosihigses: Hﬂ@ear}ﬁednt ains 15
to 50 ng enhpiwarghgedGn@rvedions, lesiopksa tﬁecrﬁuécbwﬂménfbréﬁ@lzrvtﬁwoifa%ﬁal ation
of a pharmaceutical conposition according to one of clains to 4. 13 7.

seifi sol i &P Wﬁﬂ?%‘tqaﬂw@l“dah%h% e incthe wahpod phawmlggab@a\diyng to one of
claims 2 to 5in the formof a gel. 8 Use of a pharnmaceutical conposition
according to one of clains 2 to 5 for 5 preparing a nedi canent for

tr eat izhg Phanmaceutical mrapoatm oonl;ahamg' agimbxa @ iorg, ofthé phibatatsiogioaipng
acute sore thiqﬂ qub%{ ¢ | vitis rodont o at hi es, %ﬁr essure points
caused byPGHERLEHIESE PR 3 e&’@%ﬁﬁ%ﬁ%éﬂps@ ces selectash&om | esi ons on
the mJC0@nﬁﬁ@*ﬂﬁ@ﬁﬁhéé}aﬂc@evﬁrﬂhsa@&il@&ﬁéy@rﬁkﬁﬁ'hodiét‘{ést YnfiBftiegr pes  sinpl ex

in the oral and pharyngeal caV|ty
15 antimycotics and proteolytic enzymes.

3. Pharmaceutical composition containing ambroxol or one of the pharmacologically
acceptable salts thereof and one or more active substances selected from the
group consisting of lysozyme hydrochloride, dipotassium glycyrrhizinate,

20 ammonium glycyrhizinate, cetylpyridinium chloride, chlorpheniramine maleate,
noscapine, dequalinium chloride, dextromethorphane, phenolphthalinate,
potassium guaiacolsulphonate, dl-methylephedrine hydrochloride, chiorhexidine

hydrochloride, and potassium cresolsulphonate.

25 4. Pharmaceutical composition consisting of ambroxol, bromhexine or the

pharmacologically acceptable salts thereof and pharmaceutical excipients thereof.

5. Pharmmaceutical composition according to one of claims 2 to 5, characterised in
that the single dose contains 15 to 50 mg ambroxol.
30 |
6. Solid, suckable or slowly dissolving formulation of a pharmaceutical composition
according to one of claims 2 to 4.



10 9. Use .of a-pharmaceutical conposition consi sting of anbroxol _
hydrochl oride, a flavouring, a lubricant, a matrix material, a sweetening
agent and a polyethyl eneglycol for prlgpari ng a nedicanent for the
treatment of pain in the oral and/or pharyngeal cavity, selected from

.e throat, .aphtha 1s gingivitis, parodontopathies, pressure
poi nt's. cdusSariyPsHoeRHaiBs o gifierapesfeR ot ByeorinG ap BRI dfons.

| esi ons o8lzirhig 2e@MSthE8HRh 8N 8 de'l‘ the oral and pharyngeal cavity and
herpes sinplex in the oral and pharyngeal cavity. 10. Use of a suckable

t abl et containi ng anbroxol based on sugar al cohﬁl s as the 20 rratrixt o
material ,q C | LI |t contains.,.a armageut.i c ccept abl e
| ayered & pgg% gta%ﬁﬁ %&%PVQ%@F@?&&OVCEE)‘?CPQBGiQ%HQﬁ %ﬁ'@%@53ﬁ’"{ h ot her
phat mac e upreparngeingidizintent fostr@ating pain\totHd Sl éﬁ@er?)hfaWndéa%éMﬂQ parn 1n
t he oral nd/ or_ pharyngeal cavi t%/, sel ected from anong "acute sor’e throat,
apht hae, S‘aﬁﬁ&p{)f MM BerdRtsapatiNPal appthass gingiyis marodantopattigs, .

r ost hesegy ' i = eal: i ryentions  lesions.on the
Mucous. e aars paihla ety kol B dHel ol B Bherl FiREBEifi ex i n
t he oral lgswnshen thegeatousmriembrané in theeored aﬁd@h@hmge@f]:@éﬁ@ll@gdh@rp‘ésﬂ m t1
for prepar.ng a.pharnmaceutical conposition with a pain-relieving effec
Iast!ongpf ange%gf{]hgcprafarécﬁ Pﬁ%%@se@*%etvs 30 after administration. 12. Use
of jpa pharmaceutical conposition according to one of clains 2 to 5 for

preparing_a pharnmaceutical conposition with a pain-relieving effect |asting
for a pedi dlsegs aphameaneuticalnonspesitian carnkistingsofr amnbmxol hydrochloride, a

flavouring, a lubricant, a matrix material, a sweetening agent and a
polyethyleneglycol for preparing a medicament for the treatment of pain in the
oral and/or pharyngeal cavity, selected from among acute sore throat, aphihae,
15 gingivitis, parodontopathies, pressure points caused by prostheses, pain after
oro-pharyngeal interventions, lesions on the mucous membrane in the oral and

pharyngeal cavity and herpes simplex in the oral and pharyngeal cavity.

10. Use of a suckable tablet containing ambroxol based on sugar alcohols as the

20 matrix material, characterised in that it contains a pharmaceutically acceptable
layered silicate and a polyethyleneglycol, optionally together with other
pharmaceutical excipients, taste or flavouring agents for treating pain in the oral
and/or pharyngeal cavity, selected from among acute sore throat, aphthae,
gingivitis, parodontopathies, pressure points caused by prostheses, pain after

25 oro-pharyngeal interventions, lesions on the mucous membrane in the oral and
pharyngeal cavity and herpes simplex in the oral and pharyngeal cavity.

11. Use of ambroxol according to claim 1 for preparing a pharmaceutical
composition with a pain-relieving effect lasting for a period of at least 3 hours
30 after administration.

12. Use of a pharmaceutical composition according to one of claims 2 to 5 for
preparing a pharmaceutical composition with a pain-relieving effect lasting for a
period of at least 3 hours after administration.



