WD 2005/ 097021 PCT/ EP2005/002970 - 1 Medical plaster for application on

- the skin (Description) Technical field 5 The invention relates to a

medi cal patch for use on the skin and to a process for preparing it. This
system consWOt808F/8A78@kesi ve interior, an exteriRIT/ERRCGRMEN2Y7 he
interior, said exterior being designed .10 to be non-adhesive. Prior Art It
is known that, after they have been worn, nedical 15 patches tend to |eave
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of application and takes On parti cul ar%Tp% problematic fornms 1f patches are
worn for longer than 3 and up to ADg®¢siptiend is the case in particul ar
with transdermal active 20 substance patches, which in the field of hornone
repl acenent or hornopal ,contraception are frequently applied for 7 days at
a time. The UpFhnicay fiehd essentially as a result of textile 25 fibres
and partiscles of dirt and skin adhering to the adhesive layer's cut edge,
which is open, at .the margin. . Dependi ng on .surface energies and the nature
of the adhe@b?e;m?’?n};%o vEﬁlﬁli?Ei bPe 3f B’tegp}gra%i &S e Yk &F into the
adhesi ve | aygkias amd esdl ta opradbesi viv830ptkpariAgf urt herhipardy<tdmr |y
intensifying factor_is hat,_dur.i prol onged wear on the skin at ches may
be displ aceﬁoﬁﬁl %han?]%:al a’s re S?I%tsﬁivs? di gBES‘ééﬁEnt b%]i’ng e)&tc%xb ni ed
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the dirt yi ”QotB%)OHQH-Q?hQQE%%‘?' e adhesion. The detachnment of the patches,
which [ikew se begins fromthe margin, offers a further area

Prior Art

It is known that, after they have been worn, medical
15 patches tend to leave a distinct dark ring on the skin.
This phenomenon increases  with the period of
application and takes on particularly problematic forms
if patches are worn for longer than 3 and up to 7 days.
This is the case in particular with transdermal active
20 substance patches, which 1in the field of hormone
replacement or hormonal contraception are frequently

applied for 7 days at a time.

The dirt ring forms essentially as a result of textile
25 fibres and particles of dirt and skin adhering to the
adhesive layer’s cut edge, which is open at the margin.
Depending on surface energies and the nature of the
adhesive, it is even possible for particles to be taken
up into the adhesive layer as a result of adhesive
30 flow. A further, particularly intensifying factor is
that, during prolonged wear on the skin, patches may be
displaced by mechanical stress, this displacement being
accompanied additionally by the emergence at the margin
of adhesive, which increases the dirt ring through
35 particle adhesion. The detachment of the patches, which
likewise begins from the margin, offers a further area
for dirt to deposit following a prolonged time of

application.




for dirt to deposit following a prolonged tinme of application. 2 Wen the
‘patches are renoved, nore or less large portions of the dirt ring forned
remain on the skin. They are usually difficult to rub off nechanically and
5 do not disappear until after several -days, as a result of customary body
care. Although it has been possible to obtain certain inprovenents by

i ncreasi ng the cohesion of the nedical 10 pressure-sensitive adhesives
(PSAs) - for wxanpltthe byparthied NG AONG-HtBIdl POINEIRY S A e sEhemaGafe
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i nposed o he” nedr ca [ as to een I mposs & foTaVord the
formati on ofofaesisiomaey |yodmnapeal ing dirt rings in the course 20 of

| ong-term application. The patent literature has disclosed nedical patch
systens having different kinds of adhesive regions. 25 The U S. patent US
4,664, 106 desektirigly wbtindhpbast@en wiassisler otect eBtbyna geriehiabl e

protective fiiﬁﬁfﬁ@bméﬂ@éeﬁ§e§né9e§§@ﬁ§j%ﬁﬁJréﬁhégﬁ&ﬁﬂéf EBEl gRRaWhizgh is
renmoved on use.” 30 The U. S, patent_ US 5,690,610 descri bes an adhesive
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pressure pl at@imibhigg Pressugechaliat e igoIpted beiveenppad amdmikial- cont act
adhesive |ayer and, orrespondshin Lts dinmensions to said_35 ad esi%F | ayer.
A non- adhesi V&% 77 use i §"fot 1PGFSEPEEegCOnesIon  and  reduce

plasticity frequently also result in a reduction in
long-term adhesiveness. Only a partially flowable PSA
15 with aggressive adhesion can ensure sticking to the
skin for up to a week. In this area of mutually
contradictory requirements imposed on the medical PSA,
it has to date been impossible to avoid the formation
of aesthetically unappealing dirt rings in the course

20 of long-term application.

The patent literature has disclosed medical patch

systems having different kinds of adhesive regions.

25 The U.S. patent US 4,664,106 describes a wound plaster
which is protected by a detachable protective film and
possesses an adhesive-free marginal region which is

removed on use.

30 The U.S. patent US 5,690,610 describes an adhesive
compression material for checking bleeding, the body
being an adhesive-free pressure plate. This pressure
plate is mounted between pad and skin-contact adhesive
layer and corresponds 1in its dimensions to said

35 adhesive layer. A non-adhesive region in use is not

disclosed.

The U.S. patent US 5,599,289 discloses a medical patch

system which possesses a support web, an adhesive



The U. S. patent US 5,599, 289 discloses a nedical patch system which
-possesses a support web, an adhesive 3 material |ying above this support
web, and a release ply lying above the adhesive. A non-adhesive outer
region in use is not disclosed. 5 The DBBpatent DE 743 775 descri bes a wound
plaster wwth a plaster base nade of sterile material and with an adhesive
| ayer. Up untiatemielij keing @hevegatlzesstuppertarechyr r ange | HedeeBea way
that adhesiveihayekiagd apboki | €ntayfihéd Byl otzec iR SidMdltidireodskyr The
patent 10 considersS .inconplete att ctht Ci)f t he patch, and hence nmarginal
regi ons whi cFe&€T Adi &S 14 s i to constitute an insecurity and
di sadvant age. Description of the invention 15 It is an object of the
invention, therefaore, to r e.af orenmentioned di sadvant ages. of
convent i oRal %di%lpabtaetrb%gég ﬁﬁfﬁigﬁ?wq &5 pfoBPEHT B aﬁ??? 9%138
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is situated between 35 the,rPr essur e-sen(fié,l ve adhesi ve | ayer t he pat ch,
on constitute an 1insecurity an isadvantage.

Description of the invention

15
It is an object of the invention, therefore, to
overcome the aforementioned disadvantages of
conventional medical patches, particularly the problem
of dirt ring formation.

20

According to the invention the object is achieved by
means of a medical patch for use on the skin, wherein
the contact area to the skin has a pressure-sensitive
adhesive interior and also an exterior surrounding the
25 interior. Said exterior has been designed so as to be

non-adhesive on its skin-facing surface.

For patches, this is most appropriately realizable by
the introduction of an additional layer in the patch’s
30 marginal zone, preferably by means of a narrow £film
integrated at the margin and referred to below as

marginal f£ilm.

In application, this marginal film is situated between
35 the pressure-sensitive adhesive layer of the patch, on
the skin side, and the skin, thereby preventing contact

of the adhesive with the skin in this zone.



the skin side, and the skin, thereby preventing contact of the adhesive
‘Wth the skinin this zone. 4 1In the case of active substance patches the
margi nal filmshould preferably be conposed of a material which is
virtually inmperneable to the active substance or substances present.

O herw se active substance is 5 delivered fromthe patch to the skin via the
mar gi nal zod® akh@elGasesueh a@etiiver ysublsiianre orehenesnttde overginalnar gi nal

zone W th the s nsiso s feeere LT Har cofr@BeblUH anahat £ASONSwhcAOt very
reproduci ble, and, additionally owng to the deli ve_r\;/e o%él%%tél ve substance 10
t
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(PVDC) or polzprienyas eklldr;i dezqiol gel hyergenewiliortde thepatomescst (o£g.
Saran) and p%'r%éa%ﬂggﬁéi' 'z%n(eewﬂitlfaftﬁé )skf T (Eu%acg'os%ﬁﬁ ) ebs
particularly preferr on account~of the multiplicity of grades avail abl e
commer ci al | y,canstr2@tganElcuraasonst hies r egitonvefy vareprddue ifillens. aAdy
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may be, depending on t r_action o ( ' n 1s preferably
25 | owerl®y &akddorPépcat Ynanidablnpmd thr efEyabygnt okdnetiysa Vaat or of

at | east 100iHhamatdense! EYERY i¢f r&Cdd Msh SHESt-RRC i raini hdRegavaver the
pressure- sensitive adheswe,regggn of tg&patch. 30 An ogtl mu ragge for

the width of P¥&Traryt nardsshed b&OFr SRS TRRSPR®n BeFEFRihad
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pul | ed alOn%J%&égﬂ¥¥gyéﬂﬂté%gyﬂ%ﬁéfgéglH?%T%LOtBET gkyethgﬁloride
15 (PVC), polyvinylidene chloride (PVDC) or polyvinyl
chloride-polyvinylidene chloride copolymers (e.g.

saran’) and polyacrylonitrile (e.g. Barex ). PET (e.qg.

Hostaphan®) is particularly preferred on account of the
multiplicity of grades available commercially, in

20 particular in the region of very thin films.

Any remanent delivery of active substance through the
marginal zone that there may be, depending on the
barrier action of the marginal £film, is preferably
25 lower by a factor of at least 10, more preferably lower
by a factor of at least 100, than the delivery of
active substance per unit area over the pressure-

sensitive adhesive region of the patch.

30 An optimum range for the width of the marginal zone to
be provided has been determined: excessive widths lead
to a margin which is very easily bent around and pulled
along by mechanical contact with the clothing or other
foreign bodies, as a result of which there may be

35 premature detachment of the patch. Too narrow a margin,
by contrast, is on the one hand difficult to realize
technically with sufficient symmetry and
reproducibility and on the other hand offers inadequate

protection of the interior area of adhesive against



foreign bodies, as a result of which there may be 35 premature detachnent of
the patch. Too narrow a margin, by contrast, is on the one hand difficult
to realize technically with sufficient symetry and reproducibility and on
the other hand offers inadequate protection of the interior area of
adhesive against 5 particle contam nation fromoutside, in relation to the
producti on cA#AteAley cantamnatdam flown ewarideae h@rg?haﬁﬂ@ﬂht@ughﬁ to be
in 5 the rangedi@idh 2dmpleximy preferably in the range fromO0.75 to 3 mMm
and with particular preference in the range from1l to 1.5 nm The optinmum
figure, however, is also dependent on the size of the patch and on the
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with cl ot®i nge Wiy erley diag 3o Ratecheas dfk#réssr%lrawéemmﬁm rpfdidy €60, 25

an optimum hasg Q@E@of%%@ﬁlbﬁ%MHﬂﬂ 9&6@§§bVG&ﬂaéﬁlﬁa@@énsexm§%§|!§b&1th|0k
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rigidity evemadutes tin va dshzésolforom 5 to 25 cm® with a circular,

oval or rectangularly rounded-off form.
15
In certain cases it may be sensible to wvary the width
of the marginal zone along the contour line of the
patch - for example, broader in the region of low radii
of curvature, narrower in the case of narrow radii -
20 since at narrow curvatures there 1is a particularly
great risk of mechanical foldover of the margin on

contact with clothing.

With regard to the thickness of the marginal film, too,
25 an optimum has been found between excessively thin and
excessively thick material: too thick a film, depending
on material, reduces the wear comfort of the patch by
mechanical stresses on the skin, as a result of its
rigidity even when its width is low.
30
Too thin a film, on the other hand, does not provide
sufficient reinforcement of the margin, so that the
marginal zone readily loses its positive contact with
the skin and stands up at the margin of the patch as a

35 result of bending over or rolling up, for example.

A material of appropriate thickness provides the
marginal zone with the required shape retention while

not perceptively impairing the mechanical wear comfort



30 Too thin a film on the other hand, does not provide sufficient
-reinforcenent of the margin, so that the mnarginal zone readily loses its
positive contact with the skin and stands up at the nmargin of the patch as
a 35 result of bending over or rolling @p; for exanmple. A material of
appropriate thickness provides the marginal zone with the required shape
retention whid®e thtskigtceptively i mpairing the mechanical wear confort 6 -
on the skin. According to the invention, the non-adhesive exterior
constitutes a border conposed of a polynmeric¢c filmor_a 5 polyneric sheet
and appl i ed tp§QW%eggvéh%yé?V%?tl¥ﬂe ﬁi‘techr?oﬁlha‘?lﬁ%sk‘é‘gee palyest er
films (PET) adridtcknasss of bbrasybcbapdsedmoprefwspfphertoilth Braad W th
10 parti cgl ar_ preference abEut 36 m hi\s Qeret_n dg%erm’ ned. to sui t%bl e.
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silicone pol yaler pattchnay possess 15 a |layer thickness of from6 to 150 m
preferably 15 to 75 m It is also possible for the applied border to
protrude, in terns of its area, partly or conpletely beyond the 20 contour
lines of the Imesthef qame pafcipolyesteenr Jadms WERETY he itvicknesst od

non- adhesi ve ¢.£x%f erd ortorrax5aag@r§ tlggigggggbwg %hetz(go\r;mztfﬂ;mpl e oI jkpe patch

of from0.5to 5.0 mm prefer nm an articular

preferend8 1Rt culREMPrefeRgaCaddiRIWnad b yHBe &3 st RERN t HELCATESEE | ent
coating of tdwe gargiiadpifd | mon the skin-facing surface has advantageous
effects, by suppressing the inward flow or 30 undercreeping of the
pressure-sensitive adhesive during

Where the 1layer is a polymer sheet based on a

hydrocarbon polymer or silicone polymer, it may possess
15 a layer thickness of from 6 to 150 um, preferably 15 to
75 pm.

It is also possible for the applied border to protrude,
in terms of its area, partly or completely beyond the

20 contour lines of the rest of the patch.

In accordance with the invention the non-adhesive
exterior may have a width along the contour line of the
patch of from 0.5 to 5.0 mm, preferably 1 to 3 mm and

25 with particular preference 1.0 to 1.5 mm.

It has additionally been found that a repellent coating
of the marginal film on the skin-facing surface has
advantageous effects, by suppressing the inward flow or
30 undercreeping of the pressure-sensitive adhesive during
storage and during application on the skin. The
marginal zone remains free from adhesive for longer, as
a result, and the formation of dirt rings is further
reduced.
35
In the case of PSAs based on polyacrylates or
hydrocarbons (e.g. polyisobutylene) siliconization is
suitable as a form of repellent coating, whereas in the

case of silicone-based PSAs the coating ought to be on



storage and during application on the skin. The marginal zone remains free
.from adhesive for longer, as a result, and the formation of dirt rings is
further reduced. 35 In the case of PSAs based on pol yacryl ates or

hydr ocarbons (e.g. polyisobutylene) siditonization is suitable as a form of
repell ent coating, whereas in the case of silicone-based PSAs the coating
ought to be the7bashe lbdsispest fdpecitlivorihpiied pafladegsl-yners. In the case
of patches for a long application period of 3 to 7 days, this repellent
coating ought to_exhibit 5 | ow nmechani cal_rub-off, so as to ensure | ong
durability. FRe5Ffol3h &Gf RASBIES iIfP%KWPRED 3pRl 1R PR PPEtRBnof n t he

field of silBca zat idss,anthiyakkepes leaghnisiesnandughedyd seriebayai | abl e
for reducin n ordfr to make the inventive technology o{ adirt-

mi ni i zi Y ngpﬁlnaweiéﬁ%lﬁ% e reHNNE r ec8Gni 2381 e ¥dr SPRETGseri©Re can be
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atch.
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metal lizi ng Narlpluef ert@bdlfyllqbl;esvamld dnpntudm)n afe al amamlabrleto fore
non- ski n- Eag SYkf age of the marginal film Aternatively a 20 visual
enphasi s nay e given to the margi nal zone by neans of partial printing of
t he backithg layer of the patch. In the nedical patch of the invention it is

possi bl e  251horotdier erbo gkt the€ashvene 196l | M ST SBF el Gal g substance
present. minimizing marginal zone more readily recognizable for
the user, it can be advantageous to give the marginal
zone a different design, in terms of colour or
15 transparency, from the remaining area of the patch.
This can be done by applying a surface coating material
to the marginal film or by metallizing it, preferably
by vapour deposition of aluminium to the non-skin-
facing surface of the marginal film. Alternatively a
20 visual emphasis may be given to the marginal zone by
means of partial printing of the backing layer of the
patch.

In the medical patch of the invention it is possible
25 for there to be at least one active pharmaceutical

substance present.

The rate of active substance delivery per unit area in
the exterior can be lower by a factor of at least 10
30 than the rate of delivery in the active substance

interior, preferably by a factor of at least 100.

It is also possible for the medical patch to comprise
active substances for hormone replacement therapy or

35 for transdermal contraception.

Advantageous embodiments of active substances are
gestagens and oestrogens, preferably gestodene in

combination with an oestrogen.



The rate of active substance delivery per unit area in the exterior can be
-lower by a factor of at least 10 30 than the rate of delivery in the active
substance interior, preferably by a factor of at least 100. It is also
possi ble for the nmedical patch to conprise active substances for hornone
repl acenent therapy or 35 for transdermal contraception. Advantageous
enbodi nents of active substances are gestagens and oestrogens, preferably

gestodene i nyicondbinatlopowktRyan feestynge Bichtibs 8k$QoROSSH bLRefoOr the
application period_of the medical patch to %e 3 to 7 days. 5 The backing
| ayer of theMREdC@al PRACENtOF PEhe tRVENEAYR- is not subject to any

necessities which go beyond the requirenents that are customary in this

field. Preferred use is_made of. pql yester filnms (PET . g.., Hostaphari ),
ol yet hyl e THE MECRTG. 167 P fo 100} Lo AR dfor CHe AP BE L EBapr | 31 ng
t hese mat eri dlss.nothesalsthest veol aygr meyedre ey oskilchf gondefordr €hel ayer s
which may be_identical ,of different in _copposition. Pr %grencgiéf%given to

one- or tmo-Fgﬁg%rf@eg §ten%hﬁ%icﬁlﬁh ofie=or"BoY h H§§er 'cgnprlse t | east
one active pRxefeceeti casesllsst made. ofhepphyeatieon,filwnweU®@ET  expressly

relates add'hb%%ggh&nff,agﬂﬂ_ e énéybﬁifﬁge(%E%hca&oﬁﬁéﬁh%%z%Bo fhe
areas, for example, o und care, catheter fixi-ng or pronotion of wound
20 heal i¥Q. BultaBpy¥repsAamdpatest conpriiséngdéhpresyacerdénsi-ti ve adhesives
based on pol yacryl ates, hydrocarbons or silicones, and al so bl ends thereof,
such as are known 25 to the skilled person in the field of nedical patches

and transder fBE t REREPLUEI LR eMEY ORPNgCPBPPRR | iRfentnfel §TsuPpFessed
formati on of ldiklrs, which may be identical of different in

composition. Preference is given to one- or two-layer
15 systems which in one or both layers comprise at least
one active pharmaceutical substance. The invention,
however, expressly relates additionally to non-active-
substance medical patches from the areas, for example,
of wound care, catheter fixing or promotion of wound

20 healing.

Suitable PSA formulations include pressure-sensitive
adhesives based on polyacrylates, hydrocarbons or
silicones, and also blends thereof, such as are known
25 to the skilled person in the field of medical patches

and transdermal therapeutic systems.

Owing to the inventively suppressed formation of dirt
rings, however, it 1is also possible to employ
30 formulations with low cohesion and strongly adhesive
formulations, which are otherwise unacceptable owing to
the emergence of adhesive mass at the patch margin in
the course of storage and/or application. Such
formulations are based, for example, on non-crosslinked
35 polyacrylate PSAs (e.g. Durotak 387-2051, Durotak 387-
2287), non-crosslinked silicone PSAs with high
spontaneous adhesiveness/tack (e.g. Dow Corning Bio PSA
430X or 460X with X = 1, 2, 3) or hydrocarbon adhesives

with a high fraction of low molecular mass hydrocarbons



rings, however, it is also possible to enploy 30 fornulations with | ow

- cohesion and strongly adhesive formul ati ons, which are otherw se
unacceptable owing to the energence of adhesive mass at the patch nmargin in
t he course of storage and/or applicatirof. -Such formnul ations are based, for
exanpl e, on non crosslinked 35 polyacrylate PSAs (e.g. Durotak 387-2051,
Dur ot ak 387- (@287)mo¥@ntlernsa?s nkepkrel i Bbhk: PSAs with hi gh spont aneous
adhesi veness/tack (e.g. Dow Corning Bio PSA 430X or 460X with X =1, 2, 3)
or hydrocarbon adhesives w.th a high fraction_ of |OM/HD|€CU|?F mass
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system uid actjve substance reservoir.
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papers and filnms that are customary for nedical patches and transdermal 10

t herapeutic Xftt, }1 €€| s prot Ctdeta%ﬂ cant}pre t(rjga&e ,\}@ t §ﬁame sg ze and
esi

contour as t i ng on gned SOAs to over hang
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formation of s can be av0| a very high extent, an |n sone
cases 20 ev@heéﬁm%m%%%lySY$¢e@%e narglnal zone of t he medi cal patch is nade
non- adhesi ve. An adhesive-free margin provided at the margin on all sides

very substantlall rotects the nore inward marg of the adhesive area
agai nst dirt Thig %E?EFFEIXSnF&éﬁ“¥§1I?e ?aﬁﬁtéﬂltﬂhﬁ BATS Fréfed%bn of the

mar gi n of th€ontour as the patch 1lying on it or else may be
designed so as to overhang at the sides. To facilitate
15 application it is possible for an application aid to be

punched in the protective film.

It has been found that the formation of dirt rings can
be avoided to a very high extent, and in some cases
20 even completely, 1f the marginal zone of the medical
patch is made non-adhesive. An adhesive-free margin
provided at the margin on all sides very substantially
protects the more inward margin of the adhesive area

against dirt and textile contact.

25
{
It is noted that this protection of the margin of the
adhesive layer, in conjunction with mechanical
reinforcement of this marginal 2zone, surprisingly

results in an improvement in the long-term adhesiveness
30 of the patch, by preventing or retarding the mechanical
detachment of the patch from the margin, caused by edge

lifting and frictional contact with clothing.

The original expectation here was that a patch which is
35 not adhesive at the margin would be rubbed off quickly,
even particularly quickly, by contact with clothing or

other mechanical stress.



adhesive layer, in conjunction with nechanical reinforcenent of this
-mar gi nal zone, surprisingly results in an inprovenent in the long-term
adhesi veness 30 of the patch, by preventing or retarding the nechani cal
det achnent of the patch fromthe margi-rnlOcaused by edge lifting and
frictional contact with clothi n% The original expectation here was that a
patch whi ch Pescyintdons@feditfe Fiounes :nargi n woul d be rubbed of f quickly,
even particularly quickly, by contact with clothing or other nechanical

stress. - 10 _- Description _of th ures ures 1- Al (cross:section)
and A2 (pl an FHEERFS sﬁjcﬁ\r a riéd; czF g?cﬁeS’Fl? b ad'\FEng?on (R127 n¥i€¥hplest 5

arran?emen'zj ghoal |atth€di:@a‘p0@elﬂt$1 cyml'c}iﬂefmﬁvéhelb?r lriloﬁetﬂéé)fsianSesﬁventi on

is referr to as tvpe A s follo at ast one

matrix | 2ayeP ISR ¢h r?gy ¢ eactcf?f%é%‘%ﬁfét[%hce 13%\%1 °Y ol i:gﬁed at

the margin bpua“pwleg el fhdsn iﬂ‘)rentnoﬂol‘sl meskrobt, t® rmletiﬁmdnaml eA

protective film(prot e il d Thi t Y (4)
ballky by fﬁ}é:}’ f) 1@ gélmga %S/ af Zireﬁy?_ %‘i{éh @a%‘:{crk]ﬂ‘

does not overhan € Sys s af punc rough
system 15 Fulgmeers Fz)g ZIhBEh( dna)ysscge@anon)awwsppsaﬁnvem)nd shew a

medi cal pat chg1qbgiiaedato u@ea%qrgﬂﬁm%ﬁw 4h m@ye@lm ,38)LypeoB, for

whi ch in cont radl stinction to rot ective 4) over hangs at

the margth. ZG0AsGureit Fiq. erGIaG@ﬁ8§§ ﬁ&qmlvaandf@n(épaﬁt@%we show a

nedi cal pat clingf)er{edphoviidedCcorglpdcerakbhtlihe f:m/r@nuwn dsed YpetC, where
the outer contour |line of the mar gi na film %“‘1) exten ut si deh%ae cont our

line of theoVArEP PeditortPeoRpb3ed: of NBackFlg™ dyerd ( dPUBSIREE ri x
| ayer (2). Fitguoaghi @ys&ela depicts further, optional deS| gn

15 Figures Fig. 2-Bl (cross-section) and A2 (plan view)
show a medical patch referred to in accordance with the
invention as type B, for which in contradistinction to

type A the protective film (4) overhangs at the margin.

20 Figures Fig. 3-Cl (cross-section) and C2 (plan view)
show a medical patch referred to in accordance with the
invention as type C, where the outer contour 1line of
the marginal film (3) extends outside the contour line
of the inner region, composed of backing layer (1) and

25 matrix layer (2).

Figure Fig. 4-D depicts further, optional design
features of the medical patches of the invention,
illustrated for type B by way of example:
30
For greater ease of application an incision (5) is
provided in the protective £film, and along that
incision initially only part of the protective film (4)
can be removed before the patch is partially adhered,
35 and then the second half of the protective film (4) 1is
removed and, finally, the patch is adhered fully. To
make it easier to remove the patch subsequently, a tab-
like enlargement (6) is provided on the non-adhesive

marginal region. At the end of the time of application,



features of the nedical patches of the invention, illustrated for type B by
-way of exanple: 30 For greater ease of application an incision (5) is
provided in the protective film and along that incision initially only
part of the protective film(4) can beilneroved before the patch is
partially adhered, 35 and then the second half of the protective film(4) is
renoved and, thenaldtch tben phechrippadhewcee faddiyy Bnd mukkeléd ef§i by to
renove the p%%gg sipsequently, a tab- Iike enlargenment (6) is provided on

t he non-adhesive Targinal region. At the end of the time of application, -
11 the patch can be grlpped nore easily and pulled off by this end. Figure

Fig. 5-E shows figta ofs@ P es rsk YEI S1 Oh Qf préréheePpatehs0bnt ype A1 The
surface of th nar Fﬁ%lln}(s) that faces the "protective film(4) has a
coating (%) ectPai 't o the adhesive matrix (2). The patch-facing

surface of timeprotecatye df | ghéd)marepessar Eiyml i (oW sRalO faasea tipel | ent
coating, it bei assi bl g, for | S . coating 8 to be dentlc to or

di fferent fr(?rﬁotr{% %V(?atifﬁ]gh? 7)“8* Ras mafyi r‘l:gﬂ iM% (%% Ju??}é F§. 6-F
shows det ai | sre@feldefntrtthertpeehdheedvelﬁla\tm of2)of Thne patch bhctiyige A: The

surface of t\%ﬁu‘%r |Q)aﬂ g}{% Q?é% r§ w’a ng ggggtg}«; ;(]:1% S4)e has a

coating (7) repe eS|ve FiX |onaIIy t he
surface bf tlir@amaglmelfldnn (S)Dataclgmg 1'¢1eb|m1n|9| mQ@Silayer @) hhgsbeen

al um ni zed (Yodm g;h‘?s PUEROSS e 0&deﬁ€§8a9f od S&P' d‘i'fffte%ﬁl@t 'P}c‘)rﬁ’”tﬁ@ the

mar gi nal zone of e remal ni.ng pat ure FI g - ows details of a
pr eferred Ve[(:gq;ﬁ.rg 7 of the marglnal ilm (3)

Figure Fig. 6-F shows details of a further preferred
15 version of the patch of type A:

The surface of the marginal film (3) that faces the

protective film (4) has a coating (7) which is

repellent to the adhesive matrix (2). Additionally the

surface of the marginal film (3) facing the matrix
20 layer (2) has been aluminized (9) for the purpose of

ease of wvisual differentiation on the marginal zone of

the remaining patch.

Figure Fig. 7-G shows details of a preferred version of
25 the patch of type C:
The surface of the marginal film (3) that faces the
protective film (4) has a coating (7) which 1is
repellent to the adhesive matrix (2). Additionally the
surface of the marginal film (3) that faces the matrix
30 layer (2) also has a repellent coating (10). The patch-
facing surface of the ©protective film (4) is
necessarily repellently coated (8) in turn, it being
possible for this coating (8) to be implemented
identical to or different from the coatings (7 and 10)
35 of the marginal film (3). The coatings (7 and 10) of
the marginal film (3) can be implemented in the same
way or differently. The release force of the adhesive
matrix layer (2) from the coating (8) of the protective

film (4) is preferably greater than the release force



25 the patch of type C. The surface of the marginal film(3) that faces the
-protective film(4) has a coating (7) which is repellent to the adhesive
matrix (2). Additionally the surface of the marginal film(3) that faces
the matrix 30 layer (2) also has a repelleent coating (10). The patch- facing
surface of the protective film(4) is necessarily repellently coated (8) in
turn, it beif Psrdhesive PAFSi¥odevey (@) tlode thel epshibd (Ldeénti cal

to or differeytt f:ﬁ@mrﬂdi%lm| 89sm( 7(:and 46) %@f ihhe-war gi-ealictiibm (3)
The coati ngs R(ﬁq and 10*% the marginal film can be i npl enent ed in the

sane way or REGISSEentl§. 2PhEe S¢S B_CF b cdAF thé hdREg; KEIPVED ayer
(2) fromthe faead ittge (Spa®indg h¢1py obEctdhee mafngkma(14)fism pref ewabhyugr eat er
t han t he §el ealse force 12 _of t% adhesij ve rlx m t he

coating (10 %t?&liljg?%aifrf’f"l )CO%%”?% | n Ottjn %‘l’r" ogﬁ?ff:% 1VBr ocess

t he adhesweﬁnﬂmrl()é)l ayer (2) can be renpved fromthe coating (10) of the
marginal film(3) wthout 5 also detaching fromthe coating (8) of the

protective film(4) . Figures Fig. 8-Hl (cross-section) and H2 (plan view)
illustrate tHdigurassfBigeof 4 | rﬁvenssveeptﬁnnb plaenci oH210(m111 v¥iswbst ance

atches of t r. r S t 1} .and a
p he nessrp tﬁé(( TE%%\%EQ% &e E‘ﬁ?so be 2@% P;I514 ‘o

heat - seal abl e 1 nterlayer , nthe form
of a conifol affibicanBBgrandr E@Wb@?yOéf t&@|we%‘tfbls1f aR¥etemhEyeei-s a

liquid or semetS@lddl add Vealkisipstanes rasgrvang (42) hé’ﬂ'tcbe'aia%m@ osed on
all sides. This system of herw se ﬁorresp ds 0 inv nt|v ygg
over hangi ng prttEd@YRE 1 (11 calthpely etﬁ‘é“ fG}"etype B.
20 For produdocun pef chesontidala mm chots th@t dddhiesd e of active

substance, there 1is a 1liquid or semi-solid active

15 substance reservoir (12) which is enclosed on all
sides. This system otherwise corresponds to inventive
type A. An overhanging protective film can be provided

in the same way as for type B.

20 For producing patches with a zone which is not adhesive
at the margin it is preferred from a process
engineering standpoint to introduce a marginal film
along the margin of the patch. A description is given
below of the key production steps for the basic types

25 A, B and C, from which types D to G can be derived by

varying the starting materials and/or process steps.

A process for producing the medical patch of type A of
the invention, comprising the production of a laminate
30 for the interior, composed of a backing layer, at least
one active substance layer of pressure-sensitive
adhesive and, for the exterior, preferably, a removable
protective film, and also the use of a film repellently
coated preferably on one side comprises the following

35 Steps:
a) in one step diecuts corresponding to the contours
of the subsequent interior are made in the film
provided for the marginal region, and the diecut

areas are discarded,



at the margin it is preferred froma process engineering standpoint to
-introduce a marginal film along the margin of the patch. A description is
given below of the key production steps for the basic types 25 A, B and C,
fromwhich types Dto G can be derived by -varying the starting materials
and/ or process steps. A process for producing the nedical patch of type A of
the inventioh) cobprasEnygthhe ptevuchieod id alileanitnatsler3Gtey aheis nteri or,
composed of a back}§gehfYeLog@lnteasinN®foh! VenSURSIRNEE yaer e
pressure-sensitive adhesive and, for the exterior, preferably, a renovable
protective film BAAtarsdvehef ke off athpl ipdlepess erithar es8t eoprg erabl y

on one side COWprgtﬁ@éu&Q&;fOithVﬁHtg BraeSt 8BS ad)répe PIEnSIEP HLHEH S
corresponding to the_contours of Ee subse%uent interior are ma%e in the
film provided fofUfheCfmtgiAaFSPEGi6RT SHALERE Afedlt® PAKAS I Id scar ded,
- 13 b) in a furtbeesstep the fdd mHeeduikdwidss stpplapntly Morighd

t oget her one atop thg ot heé V\%th thg Erot eftﬁ‘ve filmof the patches that
are to be producBdrPnCtRe tHSePEPTECrEBeI fenfty coated 5 surface this
repel | ent suefaceinf a hfuptirehedtiepd mheodemihatlkei eoHnthbe i teemice,

repel Lently coat edopsuciace f the Proteqt i venll! oo il & dyrther, step the

il
| am nate of the in IOF, conposéd o st o ressure-sensitive 10
adhesi véOmatri x | ageesavid aksyikhd aysokiangd | ayse, theomhaskiick amyer.otective

filmenvisaged ingihe JHiQUCLLON Eggg_f Hi hasiheevemyed, 1LS +Ham nat ed
by its pressure-sensitivel adhes?v slfgé “ont o tf11e asselarﬂ?%?‘:}; consi stk} ng of the
punched film 15 oPTPRECHAPHI naPPPERF AN andiahe preRlect iXARMIYGGy 1S

laminated by its pressure-sensitive adhesive side
onto the assembly consisting of the punched film

15 of the marginal region and the protective £film,
the pressure-sensitive adhesive side of the
laminate being brought into two-dimensional
communication with the uncoated surface of the
film of the marginal region and, wvia the diecuts

20 therein, directly with the repellently coated
surface of the protective film as well,

d) in a last step the outer contour line of the patch
is punched through all of the layers of the
resultant laminate, this outer contour line

25 extending at the distance intended for the width
of the marginal zone round the diecuts, made under

step a), in the film of the marginal region.

A process for producing the medical patch of type B of
30 the invention, comprising the ©process steps as
indicated above, is distinguished in that in step 4d),
differently, the laminate is not punched through all of
the layers but instead the contour line of the patch is
punched through all of the layers with the exception of
35 the protective £film. Thereafter, the excess laminate
mesh is removed from the protective film and discarded,
before in a further step a protective film contour
protruding beyond the margin of the patch is punched or

cut.



t he pressure-sensitive adhesive side of the |amnate being brought into
-two-di nmensi onal communication with the uncoated surface of the filmof the
mar gi nal region and, via the diecuts 20 therein, directly with the
repellently coated surface of the pretg¢tive filmas well, d) in a |last
step the outer contour line of the patch is punched through all of the

| ayers of the resultant lamnate, this outer contour |ine 25 extendi ng at

the di stancea piepded o throdididy Ofe!hearBiol BakcroRe raud ¢ hezdi ecuts,

made under ste a), in the filmof, the margi nal region. process for
produci ng t heh ﬁfeélné’élntﬁ&rbh FATMRXASEL Y o‘Fhe391‘9151151‘4:|?‘\9€n1°ifor'i’1 Je"t‘mé’p‘??%? ng the

process stepgo@sthendingatr@drab@empdseddicH langilal&ﬂd;illrh gt dt ségprd),
differently, the lam nate is_ not punchjfed t hrou al the | a ers but

i nstead the BBt oACti¥Re ofUPREARSECh %Ye’f)unc? ed PRTOUGHE 2T 1R | ayers
with the excephestvef a3fd,t herpfotfisly veaf removiaeeaiictiectiive ektbsas
| am nate nesh |s rem)gﬁd fromﬁgeaprgh ctlve f.i.l m nd di scarded, _before in

a further st%p a pro?e Fve'§T | Bt et e(?terl&(? ybe%%%%e hgnmar%l n of
t he patch i slpastherheorsidet .fci thepreoqtmdmr psod:hxaimg:ttemezrmdlnal pat ch

of type C of thB'Ee tnggg%?ggegcgggr lngrigwEgg gq._ggléqtl on of a lamnate for

the interi or, npose ayer ast 5 one active substance
| ayer oflq)regz\,urelslemet iSteep a@h@@#‘@% Gﬁﬁreﬁpéfiéﬁaﬁl Fo dheenmpenripders

protective film @”%}?é SQuEE@qHéﬁtOflr?céfﬂdﬁ rgpsl 'n?a'@ié ylﬁo%th%d pmat | east
one side for the exterior, is characterized in that it ccl)'giorlses t he

fol | owi ng steps: PBOX} ded orf(—?rste"ﬁ‘?il eBAFILIRBE r eFFIAP NG A t HePRBRRours  of
the subsequent inkepk0leateymaie ath thasti ldRe side, and the diecut

areas are discarded,

15 Db) in a further step the film diecut under step a) is
brought together one atop the other with the
protective film of the patches that are to be
produced; where the at least one repellently
coated surface of the punched film comes to lie on

20 the side facing the protective film,

c) in a further step the laminate of the interior,
composed of the backing layer and also at least
one pressure-sensitive adhesive matrix layer, from
which any protective £film envisaged in the

25 production operation has been removed, is
laminated by its pressure-sensitive adhesive side
onto the assembly consisting of the punched £film
of the marginal region and the protective film,
the pressure-sensitive adhesive side of the

30 laminate being brought into two-dimensional
communication with the uncoated surface of the
film of the marginal region and, via the diecuts
therein, directly with the repellently coated
surface of the protective film as well,

35 d) in a further step the contour line of the interior
of the patch is punched through the backing layer
and the at least one matrix layer, this inner
contour line extending at the distance intended

round the diecuts, made under step a), in the film



provided for the marginal region and coated repellently on at |east one
-side, and the diecut areas are discarded, 15 b) in a further step the film
di ecut under step a) is brought together one atop the other with the
protective filmof the patches that areltto-be produced; where the at |east
one repellently coated surface of the punched filmcones to lie on 20 the
side facing the prot édig vandingl @edgiera further step the |anminate of the
interior, conposed of the backi ng Iayer and al so at |east one

pressur e- sengijti v HELBLL G BYRT g O WLeh a0%; RLOLECHEWR 11 m
envi saged in t'he produc I Oh "oper a on as been renov I's |lamnated by
its pressure-sensiadmpesathesf veackies davert h@daﬁerﬁﬁqstoﬂsesmﬁﬁglﬁf t he
punched film of thg dvargl nalysrH %@Qﬁ dyptective film the
pressure-sensitive adhesive side of am nat e_bei ng brought into

t wo- di men8i orfal cldmmﬂfe‘;att|%ﬁrﬁmwﬁt%t%c%<altlte@uguhaeeoéf tPRePafFhm of the

margi nal region andy ptieHdee tﬁif‘&.\%ﬁ tﬁ@eéﬁ@rlgfrgﬁal Eh@ﬁ b?fo&l@@t&@@a lently
coated surface of the protective Il mas well, 35 d) a further step the

contour line of tHe Tt eFPdfF Fttehe GPREONY slbﬂﬁch%t?%ﬁib%%h athe tB&cki ng
layer and the at dieasindnein®irdded | Byerthé hivsdt ANEE tﬁ@nbOléE:hthQnQXtendl ng

at the distance intended. round the ut s, .made under a), in the film
215" o “the. mar QIR | GRS o oL, iR ALFCUERY TR CPAEL’ FifPnat e
mesh composed of dackimgHeayerlnart athd emstgiorsd metgion. | ayer is renoved
and discarded, 5 f) in a last step the outer contour line of the patch

Exemplary Embodiments

Patch composition:

15

Patch backing layer

Polyethylene film CoTran 9720 (3M)

PSA matrix; layer thickness 100 g/m? Parts (dried)
20 Ethinylestradiol 0.6

Gestodene 1.9

MA73A 97.5

Total 100.0

25 Marginal Film
Polyethylene terephthalate (PET) 36 um (Hostaphan RN

36) siliconized on one side (Laufenbergqg).

Protective film
30 ScotchPak 9742 (3M) = 117 pm polyester film,

fluoropolymer-coated on one side

The production of the exemplary system begins with the
PSA matrix comprising active substance. For that
35 purpose the two active substances, ethinylestradiol and
progestogen, are dissolved 1in pressure sensitive

adhesive solution MA73A (Adhesives Research,



i s punched through the exterior and the protective film this outer contour
- line extending at the distance intended for the width of the overhangi ng
mar gi nal zone round the diecuts, nade under step 10 d), in the filmof the
mar gi nal region. Exenplary Enbodi nents 1&atch conposition: 15 Patch backing
| ayer Pol yethylene film CoTran 9720 (3M PSA matrix; l|ayer thickness 100
g/ 2 Parts (Hel¥dpobpboyEenenppesdr alfsd| vt edsieddehechifienn7are D7, 5

Total 100.0 nh23chbegi H%rEgéHhE’eay%Bxhee&&%%pht hal ate (PET) 36 m
(Hostaphan RN 36) siliconized on one side (Laufenberg). Protective film 30

Scot chPak 9742 (3M = 117 m polyester film fluoropol yner-coated on one
side The prodhesi eplotibhe iexerplwdy syshemaed hiWkdedsheor PSfo nighri x

t bst t hat 1 t ,
CohT nyi 6ot ol PS ahd TP Bgdedgtn AEHid Ao TS (P e b o L R T30
adhesi ve sol ppilpastB¥3A i(lAdhegstotescResearfdim) lﬁand)ohytsﬁbuwylreimﬂb@sed PSA
wi th added tggkl &g&&n{;eshﬂ gaseid rat%q,r]?g%ﬁ ed Jélp%on redstegts) ?Tg‘#lfl .

solution is coate ayer th|c Ness using a nmanua
applicator frempevatovra sil idedeidzeidr poflyesner chblinetpest éftiQefdy la) and
after 10 m nefesnopf 38 ¥k A+ a |laboratory funme cupboard at room
terrperature ?s gr?ed |9n gr%?ng cabi net at 60C for a

The dried film has a layer thickness of approximately
100 g/m?; it may be necessary to adapt the slot height
during «coating until the target coat-weight is
obtained.

15
The dried film is lined with the CoTran 9720 backing

layer.

Circular diecuts with an area of 10 cm® are made in the

20 marginal film.

The marginal film is subsequently placed with its
siliconized side downwards onto the protective £film
film, with the siliconized side of the protective film

25 facing upwards.

The protective film is then removed from the adhesive
matrix produced and the exposed adhesive area is
laminated onto the marginal film. The adhesive layer
30 enters into a permanent bond with the non-siliconized
surface of the marginal £film; as a result of the
diecuts in the marginal £film, moreover, the adhesive
layer enters into a readily releasable bond with the
siliconized surface of the protective film.
35
Finally an 11.5 cm® circular TTS is diecut from the
assembly, the punching of this outer contour being
placed symmetrically around the circular diecut of

10 cm® in the marginal f£ilm.



further 30 mnutes. 10 The dried filmhas a |layer thickness of approxinmtely
-+ 100 g/n2; it may be necessary to adapt the slot height during coating until
the target coat-weight is obtained. 15 The dried filmis lined with the
CoTran 9720 backing layer. G rcular diécuts with an area of 10 cn2 are nmade
inthe 20 marginal film The marginal filmis subsequently placed with its
siliconized side downwards onto the protective film film with the
siliconized shee o@rkhgxﬁﬁptegtimgrgﬁhgu 25 dmaci ngi gpwapds wiHte pretecti ve
filmis then_renoved fromthe adhesive matrix produced and the exposed
adhesi ve areﬁpP§OXF§ﬁFﬁiVe Bfto the marginal film The adhesive |ayer 30
enters into a permanent bond with the non-siliconized surface of the
marginal film as a result of the diecuts in the marginal film noreover
the adhesive |ayer enters into a readily releasable bond with the
siliconized surface of the protective film 35 Finally an 11.5 cn® circul ar
TTS is diecut fromthe assenbly, the punching of this outer contour being
pl aced symmetrically around the circular diecut of 10 cnR in the marginal
film 17 This produces a margi nal zone with a width of approximately 1 mm
- 18 - Cains 1. Medical patch for use on the skin, conposed of a



backing layer, at |least one active substance layer 5 of pressure-sensitive
adhesive and, preferably, a renovable protective film the contact area to
the skin haV|ng a pressure-sensitive adhesive interior and also an
exterior which is not pressure- sensitiyve adhesive, characterized in that
the 10 exterior has a nechanical reinforcenent surrounding the interior in
the formof an additional layer in t@kamenstruction of the patch. 2.

Medi cal patch according to Gaim1, characterized 15 in that the layer
referred to conprises a _polyester filmin a |layer thickness of from6 to
150 m preferdbly ﬁ%ﬂ%%ﬁb5pﬁﬁc@ EqedrEal opatdr &derdisrFrEed #fna and 2,

20 characterized ipadiindg tlmeyéra,y%rt nefzgftr edet Qct@ﬁ@éhﬁ@ﬁaﬁc@olw film
based on hydrocar

si_l i cope |n a r,.1 hickness of
from6 to 50 m p?ngFsgf\} elSSGE%S]'?%vr% fn I% ¢ yaeblcydrdang to one
or nore of the preewsovalgle|@migtectdilvar d46fleri £bd cunthat aheanbm thelhesi ve
exterior has a “‘déﬁlﬁJEEEEﬁé“%(§¥Eé§er'ée%%lgﬂvéhgdHéEQUe0&n£é9£&9 5 to S

nm preferably 1 particul ar preference 1.0 to 30 1.5 mm
5. Medical patch a%%%rd?%EPtc?Qnm?%ﬁeqﬁﬂFe ¥hifRe 1Pr eBRHI NGXEPEVTE;
characterized in tsahsitivérornadradies,ve chstracterigedst ihut esat bekeler

conposed 35 ap f|In1or a pon [ et ap o the
adhesi ve éyer ?ﬁ%g%%.%h él Medi cal 1H%ﬂ% aé%ﬁTd i ng g%%?gkkgﬁené
the preceding cI aPWET oW t eﬁhezedll‘ntrﬁnm tire 1tdhe ap%mrf@d ®br dep

pr 0: r u](cjes partly ogagormbieltaydr ihhenar eanbeyeddi dhe £ Wi Watldnnes of the
rest o

of

2. Medical patch according to Claim 1, characterized
15 in that the 1layer referred to comprises a
polyester film in a layer thickness of from 6 to

150 um, preferably 15 to 75 um.

3. Medical patch according to Claim 1 and 2,
20 characterized in that the layer referred to
comprises a polymer film based on a hydrocarbon
polymer or silicone polymer in a layer thickness
of from 6 to 150 um, preferably 15 to 75 um.

25 4, Medical patch according to one or more of the
preceding claims, characterized in that the non-
adhesive exterior has a width along the contour
line of the patch of from 0.5 to 5 mm, preferably

1.0 to 3.0 mm, with particular preference 1.0 to
30 1.5 mm.

5. Medical patch according to one or more of the
preceding claims, characterized in that the non-
adhesive exterior constitutes a border composed of

35 a polymeric film or a polymeric sheet and applied
to the adhesive layer of the patch.

6. Medical patch according to one or more of the
preceding claims, characterized in that the



the patch. 5 7. Medical patch according to one or nore of the preceding
clains, characterized in that the skin- facing surface of the exterior has a
coating which is repellent to the pressure-sensitive adhesive, preferably
a siliconization or a coating with a_ 1@ fluorine-containing polyner. 8.

Medi cal patch according to one or nore of the preceding clains,
characterized in tdml itdde bm‘&ezadbﬂctmmaﬁ(tgaft)lyi 8ri rqdmpIeteed dif ferently
in 15 col our or transpare n a f |y by means
of vapour depositi gjn% o‘g QC%?Y&%“ %ﬁ% o%q?%& gf‘l%gf 8rfm|%?11% %;e%’:% fbt he | ayer
construction of tHéen®agichal zone. 20 9. Medical patch accordrng to one or
nore of the preceding clains, characterized in that at |least one active
pharnaceutlcal subst anc resent . _Medi cal patch accordin to one or
more of the 25 pr@%ﬁtﬁ% Fﬂs aqqes, Bﬁer’r‘}ec?nien Phat™¥ife F’gtgelc f active
subst ance del i ver ypyesredimicdt qailraaans n dieeraceetrérziedr ins HhawertHey skifract or of at
| east 10 than th ldoversy % ubs i jor, with
pref erence | ower gfa{ %agugg% %f tgg Fgggﬁg%%oﬁa%# kg%gfn Vg%ltc

according to one d#5n6FEe ¥e¥%etopﬁé&bdpﬁﬁs%m%ﬁTﬁﬁn%ﬂﬁﬁ%ﬁn%ﬁ?%%kYQ¢rthat t he
patch renmains appbretkdaply3 a0sllda¢ﬁlz§t51d:2 olvedi cabapaaghwaesorali ng to

one or nore of the relcneedrcn cl. arlrrrls aracterized in that it conprises
active su]bstances%_ Hormona aﬁ& ?eB?a\t’m?rent t herapy or for transdernal
contracepti on.

8. Medical patch according to one or mwmore of the

. preceding claims, characterized in that the non-
adhesive exterior is implemented differently in

15 colour or transparency from the remaining area,
preferably by means of wvapour deposition of metal

on one of the films forming part of the layer

construction of the marginal zone.

20 9. Medical patch according to one or more of the
preceding claims, characterized in that at least

one active pharmaceutical substance is present.

10. Medical patch according to one or more of the
25 preceding claims, characterized in that the rate
of active substance delivery per unit area in the
exterior is lower by a factor of at least 10 than
the rate of delivery in the active substance
interior, with preference lower by a factor of at

30 least 100.

11. Medical patch according to one or more of the
preceding claims, characterized in that the patch
remains applied for 3 to 7 days.

35

12. Medical patch according to one or more of the
preceding claims, characterized in that it
comprises active substances for hormonal




13. Medical patch according to one or nore of the 5 preceding clains,
characterized in that the active substance is a progestogen and/or an
oestrogen. 14. Medical patch according to one or nore of the preceding
clains, characterized in that it 10 ctodPrises gestodene in conbination with
an oestrogen. 15. Process for producing the nedical patch according to
Claim1, conprisingephecegnemuct | atheofany 15 oranmi n&e& f or trpasfare?t or,
conposed of a back&gg Lay&puidt. | east one active substance |ayer of
pressure-sensitive %e5|ve and, preferably, a renpovable protective film
and al so the use of a fllntrepellently coated on one side for the 20
exterior, chanactemededal n gdwath i acconpingesot hene f @d ombng stfepthea) in one

D O eCUks frr I eRpaRdAG | Sl NS0T O URSRAYER! bBLGE! O A1 ¢
made in e filmprovi f e narglna glon t he di ecut areas
are di scar ded, b) Bhbaténeehis etmrpqerﬁéoguemrrﬁa é@ﬁtaaneetit%%eﬁl a) s

br ought together one atop the other with the protectlve fllntof t he patches

that are to be prodaced in the case gf a rep pel Ienth¥ coated urface
this repel | entt4sur P1§EECRE BRF PunBREATIHRY mtConBRSt &1 | BOBR t FIEEMASE
repellently coategreueflang ofcldienspr ot ebdractdriznd c) inn atliaprt hét step the

| am nat e the in e at;lea sur nsikhi ve 35
9b EBhb2L ses COTRAREMAAN al ih CaRborBARaREBAS UMPre

adhesive matri x | ayer a acking | ayer, fromwhich any protective
film envisaged |n°Fﬁér8966uct|on operation has been renoved, is |aninated
by its pressure-sensitive adhesive side onto the assenbly consisting of the

15. Process for producing the medical patch according

to Claim 1, comprising the production of a

15 laminate for the interior, composed of a backing
layer, at least one active substance layer of

pressure-sensitive adhesive and, preferably, a

removable protective £ilm, and also the use of a

film repellently coated on one side for the

20 exterior, characterized in that it comprises the
following steps:

a) in one step diecuts corresponding to the
contours of the subsequent interior are made in
the film provided for the marginal region, and

25 the diecut areas are discarded,

b) in a further step the film diecut under step a)
is brought together one atop the other with the
protective film of the patches that are to be
produced; in the case of a repellently coated

30 surface this repellent surface of the punched
film comes to lie on the likewise repellently
coated surface of the protective film,

c) in a further step the laminate of the interior,
composed of at least one pressure-sensitive

35 adhesive matrix layer and also the backing
layer, from which any protective film envisaged
in the production operation has been removed,
is laminated by its pressure-sensitive adhesive

side onto the assembly consisting of the



21 punched filmof the marginal region and the protective film the
pressure-sensitive adhesive side of the |am nate being brought into

t wo- di nensi onal communi cation with the 5 uncoated surface of the filmof the
margi nal region and, via the diecuts-tBérein, directly wth the
repellently coated surface of the protective filmas well, d) in a |ast
step the outer contowunghed ofilhe oflothat clarsdngdnchediomr gigh ©it¢ of the

| ayers of the resul tgndcdaniwat e, £t S outgfe contRUsshirResefXi € ng at the
di stance i ntended for Cshe , Wi dt h _of K%éeﬁ:g’:%rgLnal zone.rqund fhe E%iPecuts,
made under step a), iIAHEVS | ArOF ¢ gi hapinate  BeIBg BEOUBhcess for
produci ng the medi cal impat chevaschimgingsgontd Ceamm8icaoipn | swhght heher ocess
steps accarding to Galdadhg CQ&E?&éé’rle:geché‘ ENgh b ShRP Hhrg#fal

differently, the lamnate 1s not punch t hrou all of the layers but
instead the contour |¥9R1YF aRde pafclhes Cblﬁﬁ,'-glfeﬁj Eheeeih aftr8Ftivie | ayers

with the exception ofyifie RH eebbwe1bht yheranf tir flalte eygesshé am nat e
mesh is renoved 25 fromthe protective fiFt and di scarded, before in a
further step a prot ed®¥UeFiIYH (‘,fdﬁf'bar“:‘ ¥5 g]trudi ng beyond the margin of the
patch is punched @r tmta last step the outer contour line of the

10 patch is punched through all of the layers of
the resultant laminate, this outer contour line
extending at the distance intended for the
width of the marginal zone round the diecuts,
made under step a), in the film of the marginal

15 region.

16. Process for producing the medical patch according

to Claim 8, comprising the process steps according

to Claim 8, characterized in that in step d),

20 differently, the laminate is not punched through
all of the layers but instead the contour line of

the patch is punched through all of the layers

with the exception of the protective film,
whereafter the excess laminate mesh is removed

25 from the protective film and discarded, before in
a further step a protective film contour

protruding beyond the margin of the patch is
punched or cut.






