Medically active plaster The present invention relates to a nedically
active plaster 5 for rel easi ng pharmaceutical active conpounds which are
liquid at roomtenperature to the skin, in particular for releasing the
anti phl ogi stically active compound etqfenamate. 10 Medically active

pl asters for rel easing pharnaceutical ‘active conpounds to the skin are
known per se. These plasters as a rule conprise a top |ayer, a backing

| ayer cpggg&g&ggytQ@tpggrgpggyéfcal active conpound and a peel abl e

prot ective tayer.—However, the production of such 15 plasters is difficult
since the backing layer in contact - wth the skin nust ensure optinmm

passage Qf the actjve conpound_ ] he_ ski t ti.ne .adhere to
t he 'skiﬁh?eQEQ???%1§mY an~ 1o ¥%g£€%% ?gyerge?gqﬁﬁéﬁ;t%gag%g %g%%Egﬁ be
removed egsi k¥ andi sonphetetyetfitooni hecskiva. c2bplomrtds sihcant exts, the
backing | ayer should contain the highest possible concenyéﬁtio% of the
active conpoufdasor PHat “ERPETRRA DelT ef 8asEd Hirot FE TpI-aStér i a

phar maceuyt i ‘ tive,. C | 001 OVeL-a iceMRaraljuvel y 25 | ong peri od
of tine.H%ﬁgggl%ggﬁ$%i%%T?ﬁgggggﬁitgg f%r act?eé conpounds which are liquid
at room tenperahate, since liquid active conpounds nust be enbedded in the
backing layer in a stable manner and nust be conpatible with the materi al

of the backing layer. The active conpound 30 nust also be released fromthe
backipg meLeriel yatcaisaffighentsrate overaainel abiavelzyechangaperi od of

time. In this context, not only the nature of the backing material but also
t he chemichlivst cupparedsf tehehactiie eBRpOURHETPPEYs %8n 'AFSFtant role. 2
It has now been foun h ral p Ly sal yubl-e ant jphl.egi sticallY
active c%ﬁ%%ﬁ%ﬁse %f%n%%g%eégﬁE%fggi%g#%pcg%§gé’e%bg§g§&%?nlggpgre and

uni for M yof t aeh yngi st i bk ed=Sefior mal naat Svebkempanner and a sel f - adhesi ve
silicone matrix and forns a finely divided digpersion ghere,fso Lgat a
matrix WERLYRt§ BHOHEEEhES| vRY P opePYFES nhitCR PEFEESEL Ph& astie

conpoynd. i 0. a0, acl i Ve EONCENtraiion ONernackehat iveky hangoperied of tine
and can be Used according to 10 the invention as the backing |ayer is

obt ai nedwith the skin must ensure optimum passage of the active

compound into the skin and at the same time adhers to the
skin leés firmly than to the top layer, so that the plaster
can be reméved easily and completely from the skin.

20
In this context, the backing layer should contain the
highest possible concentration of the active compound so
rhat this can be released from the plaster in a
pharmaceutically active concentration over a comparatively

25 long period of time. This is difficult to achieve for
active compounds which are liquid at room temperature,
since ligquid active compounds must be embedjed in the
backing layer in a stable manner and must be compatible
with the material of the backing layer. The active compound

30 must also be released from the backing material at a
sufficient rate over a relatively long period of time. In
+his context, not only the nature of the backing material
but also the chemical structure of the active compcound

plays an important role.



The present invention is defined in the clains. The present invention
relates to a nedical plaster for rel easing pharnmaceutical active conpounds
which are liquid at room 15 tenperature to the skin, in particular for

rel easing the antiphlogisticallyY aCtié? conpound et of enanate, wherein this
pl aster has a structure according to Figure 1, conprising the top |ayer
(a), the backing layer (0), the peelable protective |ayer (d) and
optionally an 20 intermedi ate |layer (b), characterized in that: the top

| ayer (a) conprises an inert material, the backing |layer (c) conprises a

sel f-adhesi ve pol ysiloxape in which {he LpRlogi st |y, ~aghive conmpound,
preferabf% R Df enhngt e %f?%n%??@ F%Qe?%g%kggﬁgiﬁﬁgﬁq géﬁ?ﬁﬁﬁTbh pronot es
per neat i o0 4 b oughs £ hea ski nzanth optbapalihy Bucttherradd tiwes.isiisicerbedded
in the formof a dispersion, wherein .the bagking | ayer g%&la%Peres
direct | ycan phestlopitayetn (2)PoFe | 3°FptitohaFFy Y| oitiEd %t G Hi"s Vit& %t he

30int§rq59£%t§n|£y§{a b)inand. -3 thespeel abhe <prat ectiive J-ayar {(:6)
conprises’an tnert  naterial, adheres to the backing |ayer (c) and can
easily henpeebedsoffrinehythividsd Adpepteried Medircal sgl 4St3dr & s that which
has a structure according to Figure, 2

C ' ac . conpri si.ng the top l.ayer (a), the
backi ng Tayer* (¢3tand®t hed peel A I%SbV8t85$E§§ ﬁggewh@§%, gﬁ%%%@ﬁerized in
that: the.top:!ayerchddueQndsisessanilyaecbniaherizalion over a

relatively long period of time and can be used according to

10 the invention as the backing laver 1s obtained.

The present invention is defined in the claims. The present
inventioh relates to a2 medical plaster for releasing
pharmaceutical active compounds which are liguid at room

15 temperature to the skin, in particular for releasing the
antiphlogistically active compound etofenamate, wherein
this plaster has a struéture according to Figure 1,
comprising the top layer (a), the backing layer (<), the
peelable protective layer (d) and optiocnally an

20 intermediate layer (b), characterized in that:

- - . . . R
ayer {(a) comprises an inert materiad,

ot

- the top

- the backing layer (¢) comprises a self-adhesive
polysiloxane in which the antiphlogistically active
compound, @rcferably etofenamate, optionally together

25 with an agent which promotes permeation through the

skin and optionally further additives, is embedded in
the form of a dispersion, wherein

~ the backing layer {c) adheres directly to the top

layer (a) or is optionally jeined to this via the

30 intermediate layer (b); and



10 -the backing layer (c) conprises a self-adhesive polysiloxane in which
the antiphlogistically active conpound, preferably etofenamate, optionally
together with an agent which pronotes perneation through the skin and
optionally further additives, is enbedded in 15the form of a dispersion,
and this backing layer (c) adheres directly to the top layer (a), and the
peel abl e protective |layer (dY conprises an inert material, adheres to the
backi ng layer (c) and can easily be peeled off fromthis. 20 If an adhesive

| ayer (b). i's present;as)anpi-pternedi-atie jeayerybetopgen ddhe dropdeayer (a) and
t he backing layer (c), this adhesive layer (b) either contains no active
compound or i siaoptiienal kjhksadedowittly &StaE TompGund G n &7 iGUs 25 anounts

and has a conparatively high .adbesi:ve_strength, so that the adhesive |ayer
(b) adheres fielar?f‘?]ybthp?ngaﬁleg?gpfl*g)?eith(e%)' and to the backing layer (c)..
In this context, the adhesive strength of the adhesive layer (b) is largely

i ndependent of the backing_la erhgc),coq ai nin HP active 30 conpound and
hi ghef t haR*EREra8Re8F¢eCatr Bngfhaf “tthe ﬁécwrﬁxf EVeSr ¥ G- tadhesi ve

trengt h_of e hacki | ayer {6) ;i I j ¥ id; torke possible
S 9 aQCR&Q_FQ ?é:@ggufe ay aoﬁfkl%in%ntﬁesQé@iﬂhﬁé“ id) possSi

to renové the plas and conpletely fromthe skin. If the adhesive
| ayer (bpaigihgadedewi tih) aehilvéheompeurndles piree sadtiwee leaioulid +i s

pr ef er abl resent in the_adhesive layer (b) in at |east the same anount as
t he acti§éa§8ﬁﬁ86ﬁaegs*ﬁrggéﬁf in the backing layer (c).) Preferably, the

adhesi ve_| ayekneb) ojs1koadedaw thmihe saet iave icemounct 4ip. 410 t he saturation
lln]%é - the backing layer (c) comprises a self-adhesive
polysiloxane'in which the antiphlogistically active
compound, preferably etofenamate, optionally together
with an agent which promotes permeation through the
skin and optionally further additives, is embedded in
15 the form of a dispersion, and this backing layver (c)
| adheres directly to the top layer (a), and
- the peelable protective layer (d) comprises an inert
material, adheres to the bécking layer {(c) and can
easily be peeled off from this.
20
If an adhesive layer (b) 1s present as an intermediate
layer between the top laver (a) and the backing layer (c),
t+his adhesive layer (b) either contains nc active compound
or is optionally loaded with active compound in various
25  amounts and has a comparatively high adhesive strength, so
+hat the adhesive laver (b) adheres firmly both to the top
layer {(a) and to the backing layer (c). In this context,
the adhesive strength of the adhesive layer (b) is largely
independent of the backing layer (¢) containing the active
30 compound and higher than the adhesive strength of the

vacking layer (c). The adhesive strength of the backing



10 The present invention also relates to a process for the production of
the plaster according to Figure | conprising an adhesive |ayer (b),
characterized in that the constituents of the adhesive layer (b), in the
liquefied 15 state, i.e. as a "hot nelt" w thout addition of a solvent, or
as a solution in a suitable organic solvent, are applied to the top |ayer
(a) and are then freed fromthe organic solvent which may be present or
dried; the constituents of the backing layer (c) are then applied in the
l'iquefieds2@-stiate;si oelyasoanibat fael 't wict houtpaditionofreansot vent, or
as a solution in a suitagle organi c _solvent, to the adhesive |ayer (b) and
are t henthiceedafi6m ERE oK gaffc CEBPHEHE WhitcdP ey De priesent or dried: and
the peel able protective layer (d) is applied to the dried backing |ayer 25
(c). In this context, the adhesive |ayer (b), as described above, can in
each caserakse ephienakl yzgent dbn tilse laetieve «cionpaumid vearheoprayeht
invention also relates to g grocesg for .the 30(£r§duction g% t§@m$laster

a

accor i ng o 2EiEgliFe SoTPEHAFalPeFT 766 T What” THe const it ueht’s of 't he

backi ng hayet () aneaappkied iknet Benld quefired & afits dswivas a "hot 5
melt" wi thout addition of a solvent, or as a solution in a_ suitable organic

sol vent, cbopthedt op payéﬁNFa}naﬁaeabécﬁﬁéﬁ flrfsitF f rom tHe 'Gi'gahie sol vent
e G G e
the inventi en eas aksarbeishattedcf.romthe peel able protective layer (d),
The ?%ocess for the production of the plaster, for exanple
The present invention also relates to a process for the
production of the plaster according to Figure 1 comprising
an adhesive layer (b), characterized in that the
constituents of the adhesive layer (b), in the liguefied
15 state, i.e. as a "hot melt" without addition of a solvent,
or as a solution in a suitable organic solvent, are applied
to the top layer {a) and are then freed from the organic
solvent which may be present or dried; the constituents of
the backing layer (c) are then applied in the liguefied
20 state, i.e. as a "hot melt" without addition of a solvent,
or as a solution in a suitable organic solvent, to the
adhesive layer (b) and are then freed from the organic
solvent‘which may be present or dried; and the peelable
protective layer (d} is applied to the dried backing layer
25 (c). In this context, the adhesive layer (by, as described

above, can in each case also opticnally contain the active

compound.

The present invention also relates to a process for the
30 oproduction of the plaster according to Figure 2,
characterized in that the constituents of the backing layer

(¢} are applied in the liqguefied state, i1.e. as a "hot



10 according to Figure 1, is then characterized in that the constituents of
t he backing layer (c), in the liquefied state, i.e. as a "hot nelt" wthout
addition of a solvent, or as a solution in a suitable organic solvent, are
applied to the peel able protective layer (d) and are then freed 15 fromthe
organi ¢ solvent which may be present or dried; in a separate step the
constituents of the adhesive layer (b), in the liquefied state, i.e. as a
"hot nelt" without addition of a solvent, or as a solution in a suitable
organi ¢ sel¢éntitaratappriiédchoofhe F@évﬁ§yerCﬁaffamj%ﬁﬁygﬂ?ﬂtkﬂtqreed

fromthe oggggﬁén%?gggnE g@h%quathetﬁre%% éylég Eﬂggé&getq%gklng

| ayer (C)Su m nat wth'top layer ) mhlch al ready contains the
adhesi verkayer fibj. t28 AmabogousbyvehheWMQaeeQ&Qt¢ﬁ=mhewﬁnﬂducmlon of the
pl aster, for exanple accordin ure 2, is éﬁcterlze |n that the

constltu@nﬂ§ ofaPﬁetﬁﬁcE?ﬁgaP eP eé %”tlﬂetﬂgyquu o SEe9 €. as a

“hot gel ty MHEQ%gtl§9gktlgn of a solvent, as a solution in a
suitable” organlc sol vent, are applied 30 to the peelable protective | ayer

(d) and are then freed frontthe organi ¢ sol vent which may be present or
dried; agge production of the plaster according to the invention
can also be started from the peelable protective layer (d),
The process for the production of the plaster, for example
10 according to Figure 1, is then characterized in that the
constituents of the backing layer {c¢}, in the liquefied
state, i.e. as a "not melt" without addition of a solvent,
or as a solution in a suitable organic sclvent, are applied
to the peelable protective layer (d) and are then freed
15 from the organic solvent which may be present or dried; in
a separate step the constituents of the adhesive layer (b),
in the liguefied state, i1.e. as a "hot melt" without
addition of a solvent, or as a solution in a suiltable
organic solvent, are applied to the top layer (a) and are
20 then freed from the organic solvent which may be present or
dried; and the backing layer (¢} is then laminated with the
top layer (a), which already contains the adhesive layer

(b}.

2%  Analogously, the process for the production of the plaster,
for example according to Figure 2, is characterized in that
the constituents of the backing laver (c¢), in the liguefied
state, i.e. as a "hot melt" without additicn of a solvent,
or as a solution in a suitable organic solvent, are applied

30 to the peelable protective layer (d) and are then freed

from the organic solvent which may be present or dried; and



the top layer (a) is applied to the dried backing |layer (c). Preferably,

t he adhesive layer (b) and the backing laver 5 (c) are dried directly after
the application if these contain solvents. However; it is also possible to
apply all the layers in succession and. to dry these only at the end.
Preferably, the backing |ayer is procé%sed as a "hot nelt". 10 For this,
the constituents of the backing layer (c) are m xed intensively in the

| i quefied state by enploying the active conpound wi thout addition of a

sol vent, -he aspalsgkutien in apsuitdbkte ohganizdesobéentindoptivermal |y
together with an agent which pronotes perneation through the skin 15 and
optionalﬁ§)further additives. In this context, the constituents are
preferably m xed at a tenperature in the range of 80C - 190C, preferably in
t he range of 140C - 180C and in particular in the range of 160C - 180C,
until therdésiebdyedi sperailonsarethevast Ve BRpSHHd PR }EHRE 2G4%dt ri x has
formed. The m xture_i.S.t I tp..co t e l.am:nat.i t enperat ure,
i.e. go gcfeﬁﬁgrafﬁ?g ?%Fﬁgt? d§§@%¥ i%%cg?pfgﬁéﬁ“ﬁkeggr5%F391n t he range
of 80C - -320€iandcinepact i Gokarsto about 2066, rbheidiispersicomlyeiaig appli ed
to or.lamnated on the desired subsér%te at 25 this tenperature in the form
of a "hotlfelB¥CARd Pr BEESSEH 0 Hii Ve -PhE Hackifig Fayer 2(c)- " Af THe

| am nating tenperature the dispersion is preferably solvent-free, or is
then freed, before or after the |am nation, fromthe organic solvent which

may stil brbécprbsent thPobyskinxahese 301whrelvcean ehe agppl i'6@ WHERSUL a

SubsluchP: r Enbval B CEUPVBRITAFE Rhowhper e 1oHHE (ap Phyer (&)
pref erablyyconprtsesianiel astiget extibeipblasantset bycempé owhingh tihe coat ed
with a polyneric material. o :
active compound without addition of a solvent, or as a
solution in a suitable organic solvent, optionally together
with an agent which promotes permeation through the skin
15 and cptionally further additives. In this context, the
constituents are preferably mixed at a tempsrature in the
range of 80°C - 190°C, preferably in the range of 140°C =
180°C and in particular in the range of 160°C - 180°C,
until the desired dispersion of the active compound in the
20 matrix has formed. The mixture is than allowed to cool to
the laminating temperature, 1.e. To a temperature in the
range of 120°C - 140°C, preferably in the range of 80°C -
120°C and in particular te about 100°C, the dispersion
being applied to or laminated on the desired substrate at
25 this temperature in the form of a "hot melt"” and processed
to give the backing layer ({(c). At the laminating
temperature the dispersion is preferably solvent-free, oI
is then freed, before or after the lamination, from the
organic scolvent which may still be present. Polysiloxanses
30 which can be applied without a solvent and pelysiloxanes
which are preferably applied from a solvent with subsequent

removal of the solvent are known per se.



Textile material which is used is e.g. a textile planar 5 structure which
is produced, for exanple, fromcotton and is coated with pol yethyl ene
terephthal ate (PET). The textile planar structure can also conprise a
synthetic textile fibre, such as, for exanple, PET, PVC, PU and further

pol yneric plastics, or be produced in non-woven 10 form Such materials are
known per se and commercially obtainable. The adhesive |ayer (b) conprises
an organi c polymer which is known per se, is preferably soluble in an
organi ¢ 15 solvent and has good adhesive properties. Suitable adhesive
materials are, for exanple, polynmers of isoprene or copolyners of isoprene
W th stymeretcpuchvas styr emefzirsbpryenetgiryrene {519 5spot yiadkyl Lacryl at es,
prepared from for exanple, anyl, butyl, hexyl, heptyl, octyl, nonyl, 2- 20
ot hyl hex 1L 6P 72 SREERbRy Bt R CAOT 1 SEE -5 "Copbl Y et ST SucHe iy L

acryl at eg wi-t:h .agryli-g ;acid; -Aet haceyld ¢ saai dy netdhwl - or- gthwl s acryl ate,
hydr oxyet hyl acryl ate or hydroxypropyl acrylate. Eﬁyrene/butadlene/styrene
copol yess r(8ESyreowhpohyiisoburylengs divd CopdInifer scadereoft @5 &re al so

sui t abl e., Copol yner .prepared, fro - et _hyl |,.acry a et hy
acrylate}ssﬁgﬁtég,wﬁE% @Q%%%r@¥*gb§nﬁggéﬁﬁaﬁ%%f“ .@?%@ Q?Qthlhexy

acryl at erand;jabopt aA9r3swhutrotemethyla 130 acmyate; aMdynmitare@ver age

nol ecul ar wei ght in the range of from 350,000 to 550, 000 daltoh, preferably
about 4062806 Leo 6002006 Al £6n, L8R SFEMIHEr 260 e.50.C/ Y H&*br esence of 8

azobi si S%B%xwgg%@mer gipactieul anl yeprefersed fior fdhe prpduction of
t he adhesive layer b).
10 form. Such materials are known per ss and commercially

obtainable.

The adhesive layer (b compriées an crganic polymer which
is known per se, is preferably soluble in an organic

15 solvent and has good adhesive properties. Suitable adhesive
materials are, for example, polymers of isoprene or
copolymers of isoprene with styrene, such as styrene/
isoprene/styrene (818); polyalkyl acrylates, prepared from,
for example, amyl, butyl, hexyl, heptyl, occtyl, nonyl, 2-

20 ethylhexyl or Z-methoxyethyl acrylate, or copolymers of
such alkyl acrylates with acrylic acid, methacrylic acid,
methyl or ethyl acrylate, hydrozxyethyl acrylate or
hydroxypropyl acrylate. Styrene/butadiene/styrene
copolymers (SBS) or pclyisobutylenes and copeolymers thereotf

25 are also sultable.

Copolymer prepared from Z-ethylhexyl acrylate and methYl
acrylate, such as, for example, from about 19.9 wt.% of
2-ethylhexyl acryiate and about 79.3 wt.% of methyl

30 acrylate, with an average molecular welght in the range of
from 350,000 to 550,000 dalton, preferably about 400,000 to

500,000 dalton, and polymerized e.g. in the presence of



The acryl ate polyners nentioned are preferably also used in 5 conbination
with SBS polyners, it being possible for the ratio to be optim zed by the
person skilled in the art. Thus, for exanple, the weight ratio of the
acrylate polynmer to SBS can be in the range of from2:1 to 1:2, preferably
in the range of from5:3 to 3:5. 10 Styrene/ butadi ene/ styrene bl ock

copol yners (SBS), styrene/butadi ene bl ock copolyners (SE) and m xtures of

t hese copolynmers with a glass transition tenperature (TO of preferably |ess

than -22G J.Tg<(--220x), rare ralise preferted 15, oF1 § herprodusti onr ofnd he
adhesi ve layer (h). These polyners can contain additives, such as e.g. the
gl ycer ol restterctdforhydr 6genacéd séolcoptidif ofP pol yt er penes. A preferred
conposition contains, for exanple, 17.0 wt.%of SB, 11.3 w.%of SBS, 70.8
wt . % of col ophony gl ycerol ester 20 and 0.9 wt.% of an anti oxi dant.

Pr ef er r edrsolaventis tkobotihese sadhesiive arhtard abse s eabioraexanpde; sat urat ed
and aromatic hydrocarbons, such as e.g. hexane, heptane, octane, benzene or
t ol uefe. PFRGEHERE PréduSESoR O TERE radhesi ¥ e'd ayefS 1) tHe Pt yners

and/ or, cqpolymers var e prefierably, disssqlaedina suijable-solyent. 1f the
adhesi ve Tayer (b) contains the activeé conpound, the active conmpound is
pr ef er ablTyhudh, s Solrv ed aimp Lehe tdesiveddirdanoilaitic noa Sie t abt el ot vent vivef or ehand

a00 30, TSedyln LS, SHOLYEC, LD Wi Ik e ol ymer, andl o sgpglyer of the
the top l;ayemne(a@knapdotth€rom 5:3 to 3:5.
10
Styrene/butadiene/styrene block.copolymers (8BS},
styrene/butadiene block copolymers (SB) and mixtures of
these copolymers with a glass transition temperature (T4) of
preferably less than -22°C [T,<(-22°C)] are also preferred
15 for the production of the adhesive layer (b). These
polymers can contain additives, such as e.g. the glycerol
ester of hydrcogenated coclophony or polyterpenes. A
preferred compesition contains, for example, 17.0 wt.% of
SR, 11.3 wt.% of 8BS, 70.8 wt.% of colophony glycercl ester
20 and 0.9 wt.% of an antioxidant. Preferred solvents for
these achesive materials sre, for example, saturated and

aromatic hydrocarbons, such as e.g. hexane, heptane,

sctane, benzene or tcoluene.

25 For the production of the adhesive layer (b}, the polymers
and/or copolymers are preferably dissolved in a suitable
solvent. If the adhesive layer (b) contains the active
coﬁpound, the active compound is preférably dissolved in
the desired amount in a sultable solvent beforehand and

30 mixed in the dissclved form with the polymer and/or
copolymer of the adhesive layer (b}. The solution of the

1

adhesive layer (b) is applied to the top layer {(a} and the



9 solvent is renoved. Suitable solvents are, for exanple, ethyl acetate,
propyl acetate and saturated and aromati c hydrocarbons, such as e.qg.

hexane, heptane, octane, benzene or toluene. 5 Nunerous polynmers which are
suitable for the production of the adhesive |layer (b) can also be applied
inthe liquefied state without the addition of a solvent, as a "hot nelt".
10 Such polyners and copol yners which can be used for the production of the
adhesive | ayer (b) are known per se and commercial ly obtai nable. Coated

pl anar structHressaremebtai nabkeanrfer sexanplees =ass ,Scitchpake lferom | M For
eXanple, the top layer is coated with about 40 g/n2 of SPS 15 (as the
adhesi veskayeér }CER2aef | PEPPELepCeSEoECAPaK Siod HisHdE 1817 SIS as the

-prOteCtkgﬁFéQXE%ofg-95u§ﬁFBEhQ@%.19%%aE%Qmﬁgﬂtaﬂgﬁﬂdﬂﬁéé%heb@@g%%kve | ayer

(b) is ap he top layer (a) froma solvent or without a solvent is
not essenti ablaeserding to the invention. Preferably, the 20 pl aster
according to the invention conprises no adhesive |ayer (b). According to
the i Avention, the backi ng layer (c) conprises a self-adhesive

pol ysi | oxaner-Se! foagheskvanpehysikoxanes2s ate: knewnpeiicsecandfar e
prepared in various conpositions and marketed commercially, for exanple, by
Dow Cor nithg afidesivhelevade (RanE2Bl OLPSACT AFHHe-SCorpatil & §Hritd6he

Adhesi ves,  Such, sELLEODR.POLYIRG5,CRR B USed ACCUNG L g invention.
To optiniz& the adnesi ve properiies, such 30 sil’icone pol ymers can
additionally contain additives known per se for nodification of the
adhesi ve properties, such as , . -

10 Such polymers and copclymers which can be used for the
preduction of the adhesive layer (b} are known per se and
commercially obtainable. Coated planar structures are
obtainable, for example, as Scotchpak® from 3M. For
example, the top layer is ccated with about 40 g/m* of $BS

15 (as the adhesive layer) in a first step. Scotchpak is used,
for example, as the protective layer (e.g. Scotchpak 1022
from 3M). Whether the adhesive layer (b) is applied to the
top layer (a) from a sclvent or without a scolvent is not
essential according to the invention. Preferably, the

20 plaster according to the inventlion comprises no adhesive

layer (b).

According to the invention, the backing layer (¢} comprises
a self-adhesive polysiloxane. Self-adhesive polysiloxanes

25 are known per se and are prepared in various compositions
and marketed commercially, for example, by Dow Corning
under the trade name BIO-PSA® Amine-Compatible 3ilicone
Adhesives. Such silicone polymers can be used according to
the invention. To optimize the adhesive properties, such

30 silicone polymers can additionally contain additives known
per se for modification of the adhesive properties, such as

e.qg. colophony compounds, such as e.g. dehydrogenated or

s



e.g. col ophonv conpounds, such as e.g. dehydrogenated or 10 hydrogenated
col ophony, col ophony gl ycerol ester, terpene resins, polyterpene resins
from al pha- or beta-pinene, or lowviscosity silicones or polysiloxanes

whi ch contain term nal silanol groups, or polydinethylsil oxanes, such as 5
e.g. dinmethi Conol. Self-adhesive polysid oxanes which are suitable for the
production of the backing layer (c) without addition of a solvent, as a
"hot nelt", are commercially obtainable, for 10 exanple known as Bl O PSA(r)

7-4560 Siyl,i A [ oM. Bel e oYial skio0x coppodpds are
known e. gf!}; u‘ngae”r“ S ncyu%b%{r%ﬂﬁ\(l)&%%%% %%%E%u%berég\%i%frgz?g, and

m xt ur es tererenf ,peel g e gonpourtdsiiof  TAS nultbies - 68440 78-pihana, or
concentration of at |east 60 wt. % wth conpounds of CAS 15 Funber

63148- 62-"F1 1 & Concent FatiTH of T gnt 1050 197307 0" Wt~ 9 “Serf-ddhesi ve
pol ysi | oxanes whi ch are, sudable for dheyprodusti on etatbe, bagkhngs! ayer
(c) with the addition of a 20 solvent are comrercially obtainable, for
exanplie &s Bl DRSO 74603 or Bl O- PSAO 7-4201 from Dow Corni ng. Suitable
pol ysi | oxanes for the production of the backing |layer (c) can easily be
chosen by the person skilled in the art. 25 Suitable self-adhesive

pol ysi | oxagies-alre: bt ped; s f orxexanpliel cibya condensati enfof ahe

di met hyl pol ysi | oxane contai ning silanol groups.with a silicate resin which
i s sol ublREGHGrigani SIS R jﬁﬁb%%qt%%t""%% Bt or ot R OF 4

solvent, as a "hot melt", are commercially obtainable, for
10 example known as BIO-PSA® 7-4560 Silicone Adhesive from Dow
Corning. Such siloxane compounds are known e.g. under CAS
number 68440-70-0 and CAS number 631428-62-%, and mixtures
- thereof, e.g. compounds of CAS number 68440-70-0 in a
concentration of at least 60 wt.% with compounds of CAS
15 number 63148-62-9 in a concentration of from 10.0 to

3.0 wt.5%.

Self-adhesive polysiloxanes which are sultable for the
production of the backing layer (<) with the addition of a
20 solvent are commercially obtainable, for example as BIO-
PSA® 7-4603 or BIO-PSA® 7-4201 from Dow Ceorning. Sultable
polysiloxanes for the production of the backing layer (c)

can easily be chosen by the person skilled in the art.

25 Suitable self-adhesive polysiloxanes are obtalned, for
example, by condensation of a dimethylpolysiloxane
contalning silancl groups with & silicate resin which is
soluble in organic solvents and subseguent reaction of the
remaining silanol groups with a reactive trimethylsilyl

30 compound. Such polysiloxanes are soluble in organic

solvents, such as, for sxample, in efhyl acetate, propyl



remai ni ng silanol groups with a reactive trinethylsilyl 30 conmpound. Such
pol ysi | oxanes are soluble in .organic solvents, such as, for exanple, in
et hyl acetate, propyl 11 acetate and saturated and aromatic hydrocarbons,
such as e.g. hexane, heptane, octane,jgenzene or toluene. In a preferred
enbodi nent, the sel f-adhesive polysiloxane 5 of the backing | ayer (c)
contains a conpound or a m xture of conpounds which | ower the viscosity of
t he sel f-adhesive pol ysil oxane containing the active conpound, w thout
adver sel gcehtfaensfing2theaotheanPraperefes ByIrrezgerrsadiesiveés

pol ysi | oxane4, Such_coj fe 0.gl and/ or ester
conpounds - &f ﬁgﬁ%8?0n9c§§¥%5T2§§@£%§idgaﬁ%%n% ﬁﬁn%%@ggkg‘or pol yhydric

al cohol . Preferred ester conpounds of a mediumchain fatty acid with a
nonohydri c al cohal are, for exanpl este al.cohaql, isopropyl

0 , e, rs of propyl
al cohol , IBugyPrafeshet Freisoptopyl -5 5?%gﬁéghgﬁﬁﬁeapeéfé}é?épratty aci d,
pref egably whihouedium choln (G12:046)11at Ly agbesncpel ar abkywpicth Tauric
of palmtic ac

acid, nyristic acl id, such as, for exanple, isopropyl
nyri st atef Estepucdapounds ofweedium vharnstavt 9fathds swlthagbeyhyeric
al cohol's_are, .for_exanple,. nono-,. di- r triesters.of.glycerol wth
nediun}cﬁ%fﬁé%2?6§%ﬁ6$8?%ﬁ%@*%%i%%? %Fé?gga%%§9§%h§f,ngh%P¥triesters of
gl ycer ol 1wt hs aedi upr chad i {P12n D 16) nEat pyopekdsesand ahsospatural oils,
Preferably olive oil or castor oil. Conpounds which can al so be used as

conmpoundsdkE the apal BEoLRT31¢ oweiCl heormpounds are preferably
10 glycercl and/or ester compounds of a medium-chain fatty

acid with a monohydric or polvhydric alcchel. Preferred
ester compounds of a medium~chain fatty acid with a
monohydric alcohol are, for example, esters of propyl
alcohcl, isopropyl alcohol, butyl alcchol or ilsopropyil

15 alcohol with a (C1g~Cig)~fatty acid, preferably with medium-
chain (C.,-Cie)~fatty acids, preferably with lauric acid,
myristic acid or palmitic acid, such as, for example,
isopropyl myristate. Ester compounds of medium-chain fatty
acids with polyhydric alcohols are, for example, moneo-, di-

20 or triesters of glycerol with medium-chain (Cpp=Cie)~fatty
acids, preferably mono-, di or triesters of glycerol with
medium=chain (Cis~Cie) ~fatty acids, and also natural cils,
preferably olive oil or castor oil. Compounds which can
also be used as compounds which analcgously lower the

viscosity of the self-adhesive polysiloxane containing the

3]
u

active compcound are iiquid paraffin, polysorbates (i.e.
polyoxyethylene sorbitan fatty acid ester compounds), such
as, for example, Tween®60 (polyoxyethylene sorbitan
monostearate) or Tween®B0 -{polyoxyethylens sorbitan

30 monooleate), polyethylene glycols, such as e.g.
polyethylene glycol 400, propylene glycol and polypropylene

glycols, esters of polyhydric acids with alcohols, such as



25 viscosity of the self-adhesive polysil oxane containing the active
conpound are liquid paraffin, polysorbates (i.e. polyoxyethylene sorbitan
fatty acid ester conpounds), such as, for exanple, Tween060

(pol yoxyet hyl ene sorbitan nnnostearate or Tween(r) 80-(pol ycxyet hyl ene
sorbitan 30 nonool eate), pol yethyl ene glycols, such as e.g. polyethylene
gl ycol 400, propylene glycol and pol ypropyl ene glycols, esters of

pol yhydric acids with al cohols, such as triethyl citrate, and m xtures of
t hese conpbtbiisl Therxed f mégw@imy@fl%k@&ﬁésce@éauééiéor difig to the
|nvent|on ef abl co erably .a 0 wt.

of these %Q%pogh%%l éh (?%e %%E%%éa:%aﬁ%rgﬁﬁé ?%e cgﬁﬁ%nlégér (c)
The conppy@ﬂériﬁﬂ@|¢ﬂﬁﬁh£@ﬂﬂﬁmﬂa§iﬂhﬁlWy %lspxaéérasspeabeat|0ﬁ

accel erators. The_ backing |ayer (c) contﬁlnln he g ﬁlve ,C nd and al so
t he adhe%@v@blay%? YHS Dot TSS cont &F heC4éti V&*E ﬁpSEnd contain
the actiyve, kﬁ ﬁﬂém@ély @r@@%&%o%&@ @Bnaggﬂbdwelaﬁh pronot es
perneatlon t hr ough” t skin. However, the presence of an agent which
pronDteso¢mﬂ$mﬁnakuyt&W&nuﬁt¢tﬁﬁsﬂ@iﬁ@@ hot ecreleaRtcThRe active conpound
can additionally 15al so be m xed wth further active conpounds and
additionally contain e.g. stabilizers and odoriferous substances.

Et of enanat e, wos nespondi N o t hey chentgabifior aukaac2ve compound

and alsc the adhesive layer (b) optionally containing

10 the active compound contain the active compound
optionally together with an agent which promotes
permeation through the skin. However, the presence of
an agent which prometes permeation through the skin is
not critical. The active compound can additionally

15 also be mixed with further active compounds and
additionally contain e.g. stabilizers and odoriferous

substances.

Etofenamete, corresponding to the chemical formula:

ﬁﬁwﬂwﬁwﬁﬁ
P
Uy
20
etofenamate
i.e. 2-{2-hydroxyethoxy)-ethyl (o,a,o-triflucro~m-tolyl)-
anthranilate (etofenamate), 1s preferred.
25

The backing layer (c) contains the active compound,
preferably etofenamate, preferably in a concentration in

to about 25.0 wt.%,

o2

the ranges of from about 1.0 wt.

-
—

preferably 2.0 wt.% to 20 wt.% and preferably 2.5 wt.

der
¢t

To
2

30 15 wt.%, preferably in a cencentration of from about 5 wt.s



etofenamate i.e. 2-(2-hydroxyethoxy)-ethyl (a,a,a-trifluoro-mtolyl)-
anthranilate (etofenamate), is preferred. 25 The backing | ayer (c) contains
the active conpound, preferably etofenamate, preferably in a concentration
in the range of fromabout 1.0 wt.%tf about 25.0 wt.% preferably 2.0 wt. %
to 20 wt.% and preferably 2.5 wt.%to 30 15 w.% preferably in a
concentration of fromabout 5 wt.% 13 to about 10 wt.% calculated for the
total weight of the backing |ayer. A process for the preparation of the

di spersiton aihiecth tans. be wsedllastehel packi g todper veepheoataithitng at | east
one sel f-a,q(hesi ve polysiloxane and the active conpound, preferably
etofenaﬁ%ﬁé,l%%tT%ﬁ§f1y together with an agent which pronotes perneation

t hrough the skin and optionally further additives, is characterized in that
the self- 10 adhesive polysil oxane, which forns the backing |layer (c) is
heat ed thgetderswi T t He® Fei TR Torpound, “Bpt P&ﬁQFWlPBg@gHE?‘ #th an agent

whi chy promates, per meat i,on. thpugh d he ski aoand:ophiopal hy.Eurther additives
to a tenperature in the range of 80C - 200C, preferably in the range of 15
140C - 190G -savthd s pargd oyd arodand hendange ofFt166Ccenp90GCE, with i ntensive
Stirrin%ﬁré&égébf§m%é§¥g£§%2te, cptionally together with an agent
which promotes permeation through the skin and optionally
further additives, is characterized in that the self-
10 adhesiﬁe polysiloxane which forms the backing layer (¢} is
heated together with the active compound, optionally
together with an agent which promotes permeation through
the skin and optionally further additives to a temperature
in the range of 80°C - 200°C, preferably in the range oI
15 140°C - 19%0°C and in particular in the range of 160°C -
190°C, with intensive stirring, until the desired
dispersion has formed. This dispersion can be processed
further without a solvent in the stated temperature range,
but preferably in the range of 120°C - 140°C, preferably in
20 the range of 80°C - 120°C and in particular at about 100°C,
and applied as a thin léyer in the desired amount to the

envisaged substrate.

A further process for the preparation of the dispersion

25 which can be used as the backing layer {(c¢) containing at
least one self-adhesive polysiloxane and the active
compound, preferably etofenamate, optionally together with
an agent which promotes permeation through the skin and
ocptionally further additives, is characterized in that the

30 self-adhesive polysiloxane which forms the backing layer
(c) is heated together with the active compound, opticnally

together with an agent which promotes permeation through



di spersion has formed. This dispersion can be processed further w thout a
solvent in the stated tenperature range, but preferably in the range of
120C - 140C, preferably in 20 the range of 80C - 120C and in particul ar at
about 100C, and applied as a thin layer in the desired anbunt te the

envi saged substrate. further process £6r the preparation of the dispersion
25 which can be used as the backing layer (c) containing at |east one

sel f - adhesi ve pol ysil oxane and the active conpound, preferably etofenamte,
opti onal ket sgetherdwephianaagentunhhelr pcohoties perndats gnrasmrouwgh t he

skin and optionally further additives, is characterized in that the 30

el - adnBe veSPOr T | DRancoRRTEH ForRe Fre Backinig e (&) T hoat o
togetherrghgg Lhesaeti vesgenpoyndreopbiignakl yHogeldiem wid kran agent which
pronotes permeation through 14 the skin and optionally further additives
in the ppesthee pPlatsefvent aplépevat @dtherpérasdie Priefedrdbly in the

range; of 406 -+ 90C, BE 2L AbLYcLD; LHE LRglan 0l ! %.e%gaglpg,ﬁpoi nt of the

sol vent, ntensive stirring, . 5 until the desire ersion has
formed. Prefenably, asdkdent &s addedti suah ameunthsuch stheatsitdne di spersion

obt ai ned can, be processed to a glaster ah roomtenperature, i.e.rthe _
dispers!%%t%%?%ﬁn%ﬂncaﬁ BECEPPFFEd-8s 2aPthAfh Srafer TRt hET@ESAHEd Sanount to
the envi saged-subst Late-abn99Mined can be applied as a thin layer

in the desired amount to the envisaged substrate at room

10 ‘temperature.

Rlternatively, it is possible to remove the solvent
substantially cr completely from the dispersion formed [for
formation of the backing laver {¢)] and to further process
15 the dispersion formed in this manner at elevated
temperature substantially or completely without a solvent
and to apply it as a thin layer in the desired amount to

the envisaged substrate.

20 Solvents which are used are preferably an organic solvent,
such as, for example, ethyl acetate, propyl aceta
saturated and/or aromatic hydrocarbons, such as é.g.
hexane, heptane, octane, benzene or toluene. The solvent is
preferably evaporated off at a temperature in the range of

from 50°C to 80°C, depending on the boiling point of the

[ye}
w

solvent, preferably at a temperature of from about &0°C to
70°C, during a period of time of from about 30 minutes to
60 minutes, =ither from the dispersion obtained or from the
layer applied in the plaster.

30
The backing laver (c¢) contains the active compound in

highly disperse distribution with an average droplet size



10 tenperature. Alternatively, it is possible to renove the sol vent
substantially or conpletely fromthe dispersion fornmed [for formation of

t he backing layer (c)] and to further, process 15 the dispersion fornmed in
this manner at el evated tenperature supstantially or conpletely wthout a
solvent and to apply it as a thin Iayé? in the desired anount to the

envi saged substrate. 20 Sol vents which are used are preferably an organic
sol vent, such as, for exanple, ethyl acetate, propyl acetate and saturated
and/ or atonibicrayer ochrbows, 0 shicklasoed gl HexahE=TREpPane It 68t ane, benzene

or toluene, The_ so]yent is.pre ] Y- eyapoy at etf .at-:.a tegperature in
t he rangg'ngQSt?rgﬁfﬁgﬁft%géd%?&%gp%%d¥hge%% ?Eg %o?l?ﬁ@ %gint of the

sol vent, zpreterablyyat @t enperataries okifigommabout c60Cst on78&€:-hduring a

period of tine of fromabout 30 mputes 1o 60 &Lnu es, either fromthe
di sper si 6ASBbtai el %@nﬁ?o%?t%%pma§ r98pplied n ¢ _’pﬁﬁ?ié??b§d The
backing Layer.{ed soniains:the: agtiyertomaund 4 nhighl v i sper se
distribution w an average droplet size in the range of from0.1 pmto
500 pm peeferabiy fxomhd, Oapie tof 1000pmbThe é6verrmngtoflihes Stirface for
the adhesive layer (b) and the backing layer (c) is in each case in the
range of from30 g/n2 to 300 g/n2, preferably in 5 the range of from about
40 g/ N2 Qs 2080 84 1= anerdiypard § cuh@radime ¢ heer angerofibf r am about 40 g/ n2 to
100 g/ ne.
J preferably in the range of from 0.8 N/25 mm to 2.0 N/25 mm,
10 preferably in the range of from 0.9 N/25 mm to 1.7 N/25 mm.
The adhesive strength of the backing layer (c) is

preferably in the range of from 0.8 N/25 mm to 1.4 N/25 mm.

Compounds which promote permeation through the skin

15 (permeation enhancers) are additives which promote
administration of the active compound to the skin or
penetration of the stratum corneum. Such compounds are
known per se and also for use in such plasters, Naturally
occurring substances, such as natural oils and fats, or

20 fatty acids and higher fatty alcohols and esters thereof as

wirures of ) oundes are

nd MiXTure CLnese Compoun

well as glycerol and
preferred. The weight ratic of active compound : permeation
“enhancer is preferably in the range of from 58 : Z to
2 : 8, preferably in the range of from 9 : 1 to 3 : 7,

25 preferably about 1 @ 2.

Natural oils and fats are, in particular, mono~, di- and
triglycerides, which are glyceride esters with saturated
and/or unsaturated fatty acids; for example esters of fatty
30 acids having preferably 4 to 22 carbon atoms. Such fatty
acids are preferably butyric, caprolc, capric, myristic,

palmitic, stearic, arachic, palmitoleic, oleic, ricinoleic,



The adhesive strength of the adhesive layer (b) is preferably in the range
of from0.8 V25 nmto 2.0 V25 nmm 10 preferably in the range of fromO0.9
N25 mmto 1.7 NN25 nm The adhesive strength of the backing layer (c) is
preferably in the range of from0.8 NN25 mmto 1.4 N 25 nm Conpounds which
prompt e perneation through the skin 18 perneation enhancers) are additives
whi ch pronote adm nistration of the active conpound to the skin or
penetration of the stratum corneum Such conpounds are known per se and

al so for useliglcsSuchnpllastier &.r Natutaldonieccurtd ngsseibsf ancesscsikch as
natural oils and fats, or 20 fatty acids and higher fatty al cohols and
esters tHEIE6K &Y SWErEcay di ff@e%gl FAP W AR G these k&%n%’@fr]lrﬁﬁée re

Preferred, g%e%irngxrsay#ot@i@m%@tlkf\ées_corrpound . perneation enhancer is
preferably in the range of from98 : 2 to 2 : 8, preferably in the range of

from9 : 1to 3 : 7, 25 preferably about 1 : 2. Natural oils and fats are,

in particul ar, .nmono-, - and iglycerides, ich are glyceride esters wth
sat ur at egﬂﬁ?@/o&rs dh&at-dr %tee&%fj )ét“ t% y O(;%(C::iS c?ss\;Mi]r\‘eoarﬂ er%gan‘%f ée/ esters o Qe*fnaci ty 30
aci ds havingHeref enablayt4 t @ 122hearsbomaens: Sucty fattiyoracidsnar e
preferably butyric, caproic, capric, nyristic, palmtic, stearic, arachic,
pal ni t ol &itgZesiPéile, riscitisrePEd SEE Hdolleit; i Hol éhic ot ardthi doni ¢
aci d. Such fathy,achdsbavi RoppLgeablon d o2 Sanken Aoy ican al so be
enpl oyed as accelerators by thensel ves.
octyl alcohol, capryl alcchol (Z-octanol), n-decyl alcohol,
10  lauryl alcohol, myristyl alcohol, cetyl alcchol and stearyl

alcohol.,

Synthetic fatty acid esters of the fatty acids mentioned
with low or higher alcohols, such as, for example, ethyl

15 stearate, palmitic acld cetyl ester, isopreopyl myristate,
isopropyl palmitate or mixtures of such compounds, are also

suitable. Isopropyl myristate is preferred.

Natural olils are also e.g. castor oill, o¢live olil, groundnut
20 ¢il, maize oil, hazelnut oil, idojoba cil and wheat germ

oil.

The peelable protective layer {d) comprises an lnert
material which adheres to the backing layer {(c¢) adheres and
25 can easlly be peeled off from this. Such materials are
known in the form of thin films and are commercially
obtainable, for example, from 3M under the brand name
Scotchpak®., The folldwing examples 1llustrate the invention

without limiting this.



5 Al cohols are to be understood as neaning the correspondi ng al cohol s and
fatty al cohols having 4 to 22 carbon atons, preferably n-, iso- and
sec-butyl al cohol; n-, iso- and tert-anyl al cohol; n-hexyl alcohol,

cycl ohexyl al cohol; octyl alcohol, capryl alcohol (2-octanol), n-decyl

al cohol, 10 | auryl al cohol, nyristyl f cohol , cetyl al cohol and stearyl

al cohol . Synthetic fatty acid esters of the fatty acids nentioned with | ow
or higher alcohols, such as, for exanple, ethyl 15 stearate, palmtic acid
cetvl esteepmpisopropyl nyristate, isopropyl palmtate or m xtures of such

conpounds, are also_suitable. |sopropyl ristate iis preferred. _ Natural
oi I s areafsB2&t§. “tastbf %?@YLO?EVBQ%FIg%aréﬁﬁﬁﬁuﬁozg'a P?*%ﬁifé oi |

hazel nut .Qi-L, -} 0F9Ba- QL and: Wheat=gerhelbot tThedpeekabl enpr ethective |ayer
(d) conpfises an inert material which adheres to the backing |ayer (c)

adher es ands2Bncan aasihizde peetedlvrfyf pBmRt RESNESEEh Sfatétiral s are known
in the form of in films-and, are_ tcial ly. abtai | e,. f.ar anpl e,
nnﬁigt?'tﬁg s bt B2l %T* c%%gggtﬁ“Th8*¥6?ﬁ%&ggg &1 558N VB

from rand nhane SCo ow ng exanples illustrate
the invephi ephyithestaté msingrshbss-LE73Exanplespechi®@eparnt $10F pure et hyl
acetate are added to_ 5.0 parts of pure etofenamate in_a gl ass

round- boF EbRed £ P ekt amd tHE %%5%%§ﬁbe§r§r5hﬁpx@8dﬁﬁtéﬁ?i5gﬁy on a magnetic

stirrer I‘éin;éE%- 1855 part sy Ofpac 881 beaghasi veoROLYabLoXANG dirssol ved i n
ethyl acetate (310-PSAS) 7-4603 or, respectively, BIOPSAC. 7-4560. from Dow
Cor ni ng) 2ab ehtvhen. added: axnot hler hekeur &Vi B2stEr pédibabensiveel y at room

tenperature, for 2.2 Qﬁurs. Where appropriate, 10 parts_of _isopropyl 10
nyri%@at%yf%?%@t%r T He%r?oafﬁ%dnfgtu 8. "A*ram ha eiﬁpﬁﬁag”wgﬁgﬁtaper uni t
area of 10058fnBsr 750 0f N2rando A0 Q6 N8 /£, bATkd NEF laayersd @/non (& peel abl e
| ayer (d)] is produced fromthe resultlng m xture_using a coating unit, and
is driedoipking layer (c) on a peelable layer (d)] is Droduced ffom

the resulting mixture using a coating unit, and is dried in

a drying cabinet at a temperature of 60°C for 60 minutes,

15 wuntil all the sclvents are removed. After the drying, the

laminate obtained is laminated with a top layver (a)

comprising PET fabric which is provided with an adhesive

layer {(b) (Durc-Tak® 87-6173 from National Starch), the

adhesive layer having a welght per unit area of 40 g/m?. The

20 additicnal examples of Table 1 were prceduced in an

analogous manner.

Table 1

Etofenamate Bio PSA 7-4603 IrM Aresa mass
5 % 95 % - 40 g/m
5 % 95 % - 75 g/m’
10 % 90 % - 40 g/m’
10 ¢ 90 % - 75 g/n
5 0% 85 % 10 % 100 g/m
10 % 8D % | 10 % 100 g/w’




a drying cabinet at a tenperature of 60C for 60 m nutes, 15 until all the
solvents are renoved. After the drying, the |am nate obtained is | am nated
with a top layer (a) conprising PET fabric which is provided with an
adhesive layer (b) (Duro-Tak(r) 87-6173 from National Starch), the adhesive
| ayer having a wei ght per unit area ofl®0 g/n2. The 20 additional exanples
of Table 1 were produced in an anal ogous manner. Table 1 Etorenamate Bio
PSA 7-460311 PM Area mass 5 % 95 %

Example 2

5.0 parts of pure etofenamate are stirred intensively with

i

10 parts of isopreopyl myristate (IPM) and 85 parts of a

self-adhesive polysiloxane (BIC-PSA® 4650 from Dow Corning)
5 in a high-speed mixer of the brand name Becomix at a

temperature of 190°C for 2.5 hours. The mizture or
dispersion obtained is allowed to cool and processed with a
coating unit from Hofmann & Schwabe at a2 laminating
temperature of 100°C to give & laminate with a weight per

10 unit area of 100 a/m%, 75 g/m® and of 40 g/m® [= backing
layer {c) on the top layer {(a), comprising PET fabric]l,
which is cooled to room temperature. The laminate obtained
is then laminated with a protective layer (d} (Scotchpak®,

a removaple film from 3M coated with a fluoropoelymer.



40 g/n2 5 %95 % 75 g/n2 10 % 90 % -

Claims

1. Medical plaster for releasing the pharmaceutically active

compound etofenamate to the skin, wherein this plaster has a

structure comprising a top laver (a), a backing layer (¢}, a

peelable protective layer (d} and opticnally an intermediate

layer (b), wherein:

- the top layer (a) comprises an inert material,

- the backing laver {c) consists of a self-adhesive poly-
siloxane as a backing material which has been obtained by
condensation of a dimethylpolysiloxane containing silanol
groups with a silicate resin which is soluble in organic
solvents and subsequent reaction of the remaining silancl
groups with a reactive trimethylsilyl compound;

- said backing layer (c) containing the pharmaceutically
active compound etofenamate, optionally together with an
agent which promotes permeation through the skin and
optionally further additives, being embedded therein in
the form of a dispersion, wherein

- the adhesive strength of the backing layer {(c} is in the
range of from 0.8 N/25 mm to 1.4 N/25 mm;

- the backing layer (¢} contains the active compound
etofenamate in a concentration in the range of from 1.0
wt.% to 25.0 wt.%, calculated for the total weight of the
backing layer (c¢);

- the backing layer (c¢) contains the active compound
etofenamate in dispersed form with an average droplet
size in the range of from 0.1 um to 500 pm;

- the backing layer (c) adheres directly to the top layer
(2} or is optionally Jjoined to this via the intermediate
layer (b}; and

- the peelable protective layer (d) comprises an inert
material, adheres to the backing layer {(c) and can easily

be peeled off from this,.
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2. Plaster according to claim 1, comprising the top layer
{a), the kacking layer (c) and the peelable protective layer
{dy, wherein:

- the top layer (&) comprises an inert material,

- the backing layver (¢) comprises a self-adhesive poly-
siloxane in which the pharmaceutically active compound
etofenamate, optionally together with an agent which
promotes permeation through the skin and optionally
further additives, 1s embedded in the form of a
dispersion, and this backing layer (¢) adheres directly
to the top layver (a), and

- the peelable protective layer (d} comprises an inert
material, adheres to the backing layer (c) and can easily

e peeled off from this.

3. Plaster according to claim 1, wherein an intermediate
layer (b) is present between the top layer (a) and the backing
layer (cj, this adhesive layer (b) either contains no active
compound or is loaded with the active compound etofenamate in
a varying amount, and the adhesive strength of the adhesive
layer {b} is higher than the adhesive strength of the backing
layver (c), the adhesive strength of the backing layer ()
being only so high for it to be possible to remove the plaster

easily and completely from the skin.

4. Plaster according to claim 3, wherein the adhesive layer
(b} is loaded with the actlive compound etofenamate and said
active compound is present in the adhesive layer (b) in at
least the same amount as sald active compound is present in
the backing layer (c), the adhesive layer (b} being lcaded

with said active compound up to the saturaticn limit.



% 100 g/n2 10 %80 5 10 5 100 g/m 18 Exanple 2 5.0 parts of pure
etofenamate are stirred intensively with
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5. Plaster according to any one of claims 1-4, wherein the
top laver [a) comprises an elastic textile planar structure

which is coated with a polymeric material.

6, Plaster according to any one of claims 1 or 3-5, wherein
the adhesive laver (b} comprises an crganic polymer which is
soluble in an organic sclvent and has good adhesive

properties, chosen from the group consisting of: Z-ethylhexyl
acrylate, methyl acrylate, SBS polymers, styrene/-
butadiene/styrene block copolymers (SBS), styrene/butadiene
block copolymers (SB) and mixtures of these copolymers with a
glass transition temperature {T,) of preferably less than -22°C
[T,<({-22°C)], and these polymers optionally contain additives
chosen from glycerol esters of hydrogenated colophony or

polyterpenes.

7. Plaster according to claim 6, wherein the adhesive layer
(b) comprises predominantly 2-ethylhexyl acrylate and methyl
acrylate, in an amount of gbout 19.9 wt.$% of Z~ethylhexyl
acrylate and about 79.3 wt.% of methyl acrylate, with an
average molecular weight in the range of from 350,000 to

550,000 dalton.

8. Plaster according to claim 6, wherein the adhesive layer
(b} comprises 17.0 wt.% of 3B, 11.3 wt.% of 8BS, 70.8 wt.% of

colophony glycerol ester and 0.9 wt.% of an antioxidant.

9. Plaster accerding to any one of claims 1-8, wherein the
backing layer (c¢) comprises a self-adhesive polysiloxane which
contains additives known per se for modification of the
adhesive properties selected from colephony compounds,
selected from dehydrogenated or hydrogenated colophony,
colophony glycerol ester, terpene resins, polyterpene resins

from alpha- or beta-pinene, or a mixture of these compounds,



10 parts of isopropyl nyristate (IPM and 85 parts of a self-adhesive

pol ysi | oxane (Bl O PSAO 4650 from Dow Corning) 5 in a high-speed m xer of
the brand nane Beconi x at a tenperature of 190C for 2.5 hours. The m xture
or dispersion obtained is allowed to cool and processed with a coating unit
from Hof mann & Schwabe at a | ami nating tenperature of 100¢ tro give a

| am nate with a weight per 10 unit -apea of 100 g/nR2, 75 g/ n2 and of 40 g/n®
[ = backing layer (c) on the top layer (a), conprising PET fabric], which is
cool ed t o ¢:00nvtenperatwrselidtres| amimdte: ohteaepedhics ttrereibam nated with a

protective.l.ayer, gqlagécw%ggzggkc, a renovable filmfrom3Mcoated with a
fluoropolynmer. - 19 - Udains 1.Mdical plaster for releasing the

pharmaceutically active conmpound etof enanate to the skin, wherein this
pl aster has.a stescdumeceonpii s8¢ ngaantopvhayem tay,backbagkiaygrl ayer (c), a

peel abl e pratective Layer .¢d). and optiopa Ly an internediate.dayer (b),
wher ei n: thg f%?ﬁlgﬁgry(sal(fc%)%%r ?gegéoég JFlné(“r { n%tlerhi an,? the backi ng | ayer
(c) consi st 2gplipdsepf hpd et @ tpol Ysithoxaireiasi & ackih@ Aatsri al whi ch
has been opt-aLneddy:condensaidia@nnof a di met hyl pol ysil oxane cont ai ni ng
silanol groups with a silicate resin which is soluble in organic solvents
and subsequent reaction of the remaining silanol groups with a reactive
trimethyl sil.yl reespoundrosding backingrd ayerl{ie)s ¢ohlaivhing 1t hee _
phar maceutigal L y,2¢41L V& 16RRPoUnd 6f of.enaimtie, optd-onal lytaget her with an
agent which pronotes perneation through the skin agd optionally further
addi ti ves, “BEP¥rf Efbedeiedt t hetle CATPH PhRe Fom 8% “4F speir§Fony ~ wherein the
adhesi ve si# engtdriefadheibackingileyer €(@)caisihg threatange of from 0.8 N 25
mm to 1'4'Jg%%guﬁgp selected from the group comprising glycerol and/or

an ester compound of a medium-chain fatty acid with a

monchydric alcohel, preferably an ester of propyl alcohol,

isopropyl alcohol, butyl alcohol or isopropyl alcchol with a

{C1p-Cig) ~fatty acid, wherein about 2 - 15 wt.% of these

compounds, based on the total weight of the backing layer (¢},

is present.

12. Plaster according to any one of claims 1-10, wherein the
self-adhesive polysiloxane of the backing layer (¢} contains a
compound or a mixture of compounds which lower the viscosity
of the self-adhesive polysiloxane containing the active
compound, selected from the group comprising an ester compound
of a medium-chain fatty acid with a peolyhydric alcohol,
selected from mono—, di or triesters of glycerol with medium-
chain (C5—Cig) -fatty acids, mono-, di- or triesters of glycerol
with medium-chain {C..—Cis)~fatty acids, and/or natural c¢ils
selected from olive oil or castor oil, wherein about Z-

15 wt.%, of these compounds, based on the total weight of the

backing layer {c}, 1s present.

13. Plaster according to any one of claims 1-10, wherein the

self~adhesive polysiloxane of the backing layer {c¢} contains a



t he backing layer (c) contains the active conmpound etofenamate in a
concentration in the range of from1l.0 wt.%to 25.0 w.% calculated for
the total weight of the backing |ayer (c); the backing layer (c) contains
the active conpound etofenamate in dispersed formw th an average dropl et
size in the range of from0.1 pmto 500 pm the backing ¥#a§err (c) adheres
directly to the top layer (a) or is mptionally joined to this via the
internediate layer (b); and the peelable protective |ayer (d) conprises an
i nert mat erdmabyncaadies esixttort e baekdungs |dyieh {ejerante carsceasiyy be peel ed
of f fromthi $pe 50120,aMeSLLR. 2. <Pl aster -a66ording ko€l aiem 1, conprising
the top layer (a), the backln | ayer é‘)e and the peel abl e Egotectlve | ayer

(d), vvhereci‘I‘i’pOT F%becit&?e‘?rc(“é)‘“hﬁo?ﬁ?ﬁl FREASHHErt Tt éAAF T 'he backi ng
layer (c) wompptisesiansebisatheshvey polysistexanerionnihi ol lehesd

phar maceut %%' ng%gimg&gggps%%qt AfLEDAMRLE . - Ot 'pgm%@étwgﬁeher with an

agent whi c pro neat 1 on through the skin and optionally further
addi ti ves,sdrgt ’é@fb@ﬂﬂ%‘dleiaﬁet e B F Iy 1P a? WicSper BT o1 FhaHd™ e Al ¥°%acki ng | ayer

(c) adher e@odllsﬁq;tyhyné Qzltyheltcpmhawylé@e) glaﬁdl,thﬁtpeelcﬁbl e protective
I d I th I d
e O SRS S, hen Bt eTL ks A0 €9 L0 ey PAGkL L ayer (o) an

can eas bé Fr'om th er “accor di to claim1l1l, wherein
an i nt er nedi atesd ayepoydidp, i srqneeseritcubet iedn the Péptﬂleaafer (a) and the

backi ng | aygeb.:&s, this adhesd veclayer gkdlretbhedacGond aisRsrna:)active
conpound or Is |oaded with the active conpound etofenamate in a varying

anount, and Phe°%dhesi ve strength of the adhesive layer (b) is higher than
the adhesive strength of the backing layer (c), the adhesive strength of

the backing | ayel, (&) Jbelndngni. a%gra{egaffgfamts Lo he possibLee to T emove

t he pl aster ea5|fy and conp om t he skin . Plaster according to
cl ai m 3, Whekéein lekier a@he@t"%llnéy@r 1epyt joge] é%fﬁéﬂm\?%n ¥'h%he active conpound

et ofenamt&oa&@gssgbﬂn@&tlwet%@g@m kBiPresenticnathe adhesive layer (b)
in at least the same anpunt as said active corr&ound is present in the

backi ng | &yer T {ERY nd? dhé%‘?l\?eap%fé‘rgr(b “°B8i NY"1°640eT with said active

conpound up to the saturation limt.

15. Plaster according to claim 14, wherein the compound which
promotes permeation through the skin (permeation enhancer} is
chosen from natural oils and fats, or from fatty acids and
higher fatty alcchols and esters thereof as well as from
glycerol and mixtures of these compounds, wherein the weight
ratio of active compound : permeation enhancer 1s in the range

of from 88 : 2 te 2 : 8.

16. Plaster according to any one of claims 1-15, wherein the
backing layer (c¢) contains the active compound etofenamate, in
a concentration in the range of from 2.5 wt.% to 15 wt.%,

calculated for the total weight of the backing layer (c).

i7. Plaster according to any one of claims 1 - 16, wherein
the backing layer {c) contains the active compound etofenamate
in disperse form with an average droplet size in the range of

from 1.0 um te 100 um.



MCSUP - 21 - 5. Plaster according to any one of clains 1-4, wherein the
top layer (a) conprises an elastic textile planar structure which is coated
with a polyneric nmaterial. 6. Plaster according to any one of clainms 1 or
3-5, wherein the adhesive layer (b) conprises an organic polynmer which is
soluble in an organi c sol vent and has good adhesive propértiies, chosen from
the group consisting of: 2-ethyl hexybzacrylate, nethyl acrylate, SBS

pol ymers, styrene/- butadi ene/styrene bl ock copol yners (SBS),
styrene/buvadléﬁesbhO@kcuopUMynewgw(§E§Cﬁh@lﬂmm#&resfbbeﬁ@§@ copol yners

with a glass transibi on Genperatdr eof Ta) wi-nnef enabl yc) essihhan -22C
[ Tg<(-220T)], and these polyners optionally contain additives chosen from

glycerol eStera et ohydrSyeRatdd col*dphdly: or pol yterpenes. 7. Plaster
according to claim®6, wherein the adhesive layer (b) conprises

predom nant]y I y ate.and methyl. acr I@ap,g ap anmount of
about 19. n{é 960% % Q%ﬁ 4 exy¥$aé}§ atg and about 4 . N I(‘ﬂ%of nmet hyl

acryl ate, Mﬁrh s é@éﬁﬁﬁ@uﬁﬁ?%@dlé?"%@l@ﬂﬁxﬁﬁdtﬁgﬁﬁéﬁ@%“%ﬂsfron1350 000 to
550, 000 d&h&@adaﬁlnP£@§Heﬁma@£QJdk@@aﬁao@hﬁkﬂmalmyhﬁrelmmdhe adhesi ve | ayer
(b) conprlses 17 % of  SB, 11, % .0 BS, 7 9 | ophony

gl ycerol &8t°%F* %mg1 SY e Y95 o % ﬁOig 118§?r§ar‘f§ 5 ogggaﬁeeré gglcoq?dl ng to any
one of cl alayerl@, MMWﬂxﬁ#np@@ﬁbackﬁngthayﬁﬁﬂve)c@%wprﬁses a sel f-adhesive

pol ysi | oxane -which cont.aing additives kpownpekese hoen madkbigation of the
adhesi ve properties selected from col ophon el ected from

ounds,
dehydr ogerRft"882 breThaF Giénated ‘¢ dl %%SHVO%&I}"% ryegl ?/%dértéffe%st er, terpene
resins, intytaeE@@j’é&atleﬁd ns tromsabphe- sotc betlaspt nemeil omea m xture of
these COMPOUNAS, qepleron BF LOWLLSROSLIY S LEONRSHOL, DOLYs! | oxanes which
contain terminal s ano groups. Pl'aster according to claim9, wherein
t he backi n@?rlmaVerth(%cI)\lmﬂmri%é@@a Rephhdifesi Ve pOIRYEFT o¥aiB® whi ch can be

used, or appllegd: tlQoﬁ&l& aubS@raeth@ dié@:emﬁorprl@du@ﬁll@la e$ #4-ae pl aster without
addi ti on of a sol vent . Pl ast er acc d| ng ttoea%: of c% ains 1-10,
I ng

wher ei n t HE¢EFE SéEBﬁE%?R?eaboTki}fl F?&paeﬁél ° t'he ayer®(c) contains a
conmpound afela" it pkecofsecompaundstiwhicebhkirgwerydhe ovi seosivhyrof t he

sl f- adhes] g polysi Loxang contal plag.t he Active.Lompoundonsel ected from
the group cpg i'sing gl'ycerol and/or an ester conpound of a nmedi umchain
fatty aci dfwﬂthhﬁaoﬁﬁﬁ@l?yéplﬁe% #ohol Mepr Efidrabf YW &TB5t er of propyl

al cohol , isopropyl alcohol, butyl alcohol or |sopropyl al cohol with a
(C10-0, 6) fatty acid, wher ei n abougE . okof tlhese f:(gnp(r)lunds based
on the totd: werghtsSof°t He b EERT T F%@/eorf ?Ef 5P eseEnt. "“'127 Pl aster
accor di ng dacamheopeaofacebal aml11- a@;mahemweqommﬂh@tcsf@bﬁm@@hesl ve pol ysil oxane

of the backing, | AYRT . (L) ERMAINS; & LATBOUNL0h: & MoXLULG of compounds
whi ch | ower the VISCOSIt of el f -adhesi ve pol ysi |l oxane contalnlng t he

active compeund: tsel %%kfeédﬁz%‘ﬁﬁet H%l\gerléaba%ffﬁil?%lfr?dmént}?s%? Yénpound of a

medi um chaietatd)y l@%éiat%ttb@taeky»mtdr ssial-cohed cospbeet,ed from nmono-, di
or triesters of 13I ycerol with nedium (010-010-fatty_ acids, nono-, di-

or triestéPSIOF* gy R W ‘fjh“hr’rﬁal THIF %h%llﬁjh( B1FEGT6) BT Aty aci ds, and/ or
nat ur al oidhscsel ecteskifrr emiodritvenally drrigast erddbiilveswhier ahn about 2- 15

we. % of ”}%Egn({? %?OMS.LMQ@@%@N&% Q‘:t‘ éﬂ;véltew&{&tergéuﬁeh@nb@%m ng |ayer

(c), is prp sent . Pl aster according to any one of clains 1-10, wherein
the sel f - adhesisfe 4poF ysioP oxare tf 1 1esbatkKitAg™ e ft) ¢6nt ai ns a

desired dispersion has formed.

21. rrocess for the production of the plaster according to
claim 1, wherein the constituents of the adhesive layer (b),
in the liquefied state or as a solution in a suitable organic

solvent, are applied to the top layer (a} and are then freed



MCS - 23 - conmpound or a m xture of conpounds which | ower the viscosity of
t he sel f-adhesi ve pol ysil oxane containing the active conpound, selected
fromthe group conprising liquid paraffin, polyoxyethylene sorbitan fatty
acid ester conpounds, selected from pol yoxyet hyl ene sorbltan nonost ear at e
or pol yoxyet hyl ene sorbitan nonool eate, polyethyl ene glyééi’tpolyethylene
gl ycol 400, propylene glycol, polyproepylene glycol, esters of polybasic
acids with alcohols, triethyl citrate, and m xtures of these conmpounds,
wher ei n abbutn 2he diawntc %cofethedéctompounds;eshasecrodrtdie tbtal wei ght of

the backi n(lejp%}égIon( Sk S REESEN ayeddc) PLARE GL.ACE0LAENG kOnany one of
clainms 1-13, wherein the backing |ayer ( c) contains at |east one conpound

whi ch pron%‘t ed perihsat {9 1 CAr du Il?et‘?@es“'ki"?t "&Ya“opt'i 6fal 1 "ad8i ti onal Iy

st abi | i zer&@aﬂdfﬁdzorthéejmmsmtfamce&mh Jr@ty Beasteaenaccor dicng2it o cl ai m 14,
wherein the oun r I.0 Lh (perneation
enhancer) ISngEB eq1‘3r om E&?%&? 3geeran fa EPLM rggn’%%atd?gé@aci ds and

hi gher fatbea;ﬁkah@:oltm’lee &nd esters thereof as well as fromglycerol and

m xtures of these conpounds, wherein the wei ght rati o of active conpound :
perneation_enhancer is in the rgn e of t]‘rtg el 10.2 0 16. Pl aster
accordi ng 10 any °6Re P il hE°1: erern’ ahe Bacﬁq ng ?%yer (c) contains
t he acti vecizonpbundeetof e:manatseverﬁnora ogonteracationavart e radge of from

2.5 wt.%to. 1o WM, % calqukated horsthe total, wel g:h)tp @tyatthaabackl ng |ayer
(c). 17. P aster according to any one of clains - 16, wherein the

backi ng | a¥/&r léc§“ec“0ﬁf%\‘?%§rt’%eth§cf’ﬁﬁélléoﬁ%]6’tﬁ?& %Ltld:fheﬁat‘raﬁee in disperse form
with an aV@d’eagﬁtﬂchpHeiecﬁl Z8d | thet hee raangepefteherom LaPepma)oid00 pm  MCSLLP
- 24 - 18. PI as ?gco({rqlegg aHp [any one of clainms 1 - 17, wherein the
covering ot Tt e sur ace for % e backing layer (c) is in the range of from
30 g/n2 to 300 g/n2. 19. Process for the preparation of the backing |ayer

(c) in whigh the.pharrageytd gattwctaetlyeta@meretaoeaaﬁatte i s enbedded
in the formof a dispersion according to_cl rTL \#/In re| t he sel f - adhesi ve
pol ysi | oxa‘ﬁé‘ititht'cl‘t’hfaiﬁ‘?jrft e BEEKF 1Y IPayEt® %@f 49 nP¥eY 6ge‘t“?1er with the
active compoeundiei abetiaamat @3 @ptbonad kyplicgettherhavmpehlanicagent whi ch

pr onot es permaatlon hro kin. a t r additives, at a
t emper ature im t 15 ér qg? %%glg ‘lftrgs C@g%%flﬁrgﬁﬁéeﬂ%ggygr%%edl spersion of the
active compayaut I“Wlt:hé“%??l@(f%§§tfcﬂ’rn‘éﬁleq ‘hérni xaswFeats sCRen-Br ought to a

t enper at ur@nisf; theckangearef ad2QCve 1ARE, ) he 1d|§tﬂ£rl$l3@@ft|e$i aapdel ed to the
desired substrate at this te ra%ure int es\% of a"h and
15§ e

processed To a@.%&@%ﬁ&l%&ﬁ. f e CEFeand iﬁﬁraé’ﬁr ?e th| s is
freed, beftﬂi’eetﬁlﬁ lafeer (d)hend adenabeorfreéd dmotchehorogganc: solverit whi ch may
still be pres 0.. Praces h r.epa ing layer (c)
in which t helcpha %e%rtalsggﬁ yosragtgl[e\z/% ggﬁp%%ngg%%%%e%gﬁ%ﬁC?ggénbedded in
the form dfhea Hitsipersd ori thcker deAgl ezl &i-mv I icinidr8prfy t198t8€1F - adhesi ve
pol ysi | oxang wh&hEorste -t e backing layer (c) is heated together with said
active conpound, optionally together with an agent which pronotes
perneation through the skin and optionally further additives, in the
presence ofi.sufteeisentosalneeptodtcrebevet ede temperatasceriimd e range of 40C
- 90C with, tﬂtfn%x?eat L NG untdd othe desiiad, dispersion.fias forned.
21. Process for ‘the production of the plaster accordin to claim1, wherein
t he constiacgertddofotteéiidhesitvé®l ayefPib)Ed FA tHePFTitiefi ed state or as a
sol ution ificaesuivkabl e ornganire $ol ment frae rappliredot@utihe top |ayer (a)
and are then fre %I

solvent which may be present, or dried; and the top layer {(a)

is applied to the dried backing layer (c).



MCSLIP - 25 - fromthe organic solvent which may be present, or dried; the
di spersion of the backing |layer (c) nmade according to claim19 or 20 is
then applied to the adhesive layer (b) and is then freed fromthe organic
sol vent which nay be present, or dried; and the peel able prp gctive | ayer
(d) is applied to the dried backing layer (c). 22. Proces$ for-ft he
production of the plaster according €6 claim2, wherein the dispersion of

t he backing | ayer (c) nmade according to claim19 or 20 is applied to the
top |ayer {&) @HFGcEss tA6ATdIrede fAONPEhe of gttt 24of ettt fray be
present, of; Gehedin andrthepeeipbke.protect iaplbayerctd)e iss applied to the
dried layer. 23. Process fgr?th% {oq%ctéqﬁfqg QQQABLgster according to
claim1, wWHEr&'n thé drSparsith “6f “thé “backing“fayer (¢) made according to
claim19 or 20, is applied to the peelable protective layer (d) and is then
freed fromthe organic solvent which may be present, or dried; in a
separate step the constituents of the adhesive layer (b), in the |liquefied
state or as a solution in a suitable organic solvent, are applied to the
top layer (a) and are then freed fromthe organic solvent which may be
present, or dried; and the backing layer (c) is then lamnated with the too
| aver (a), which al ready contains the adhesive layer (b). 24. Process for
the production of the plaster according to claim2, wherein the dispersion
of the backing layer (c) nade according to claim19 or 20, is applied to
the peelable protective layer (d) and is then freed fromthe organic

sol vent which may be present, or dried; and the top layer (a) is applied to
the dried backing layer (c). MCSLLP - 26 - 25.Process according to any one
of clainms 21-24, wherein the dispersion of the backing layer (c) is applied
w thout a solvent at a tenperature in the range of 120C- 140C.



