WD 2005/ 097021 PCT/ EP2005/ 002970 - 1 Medical plaster for application on
the skin (Description) Technical field 5 The invention relates to a
. nmedical patch for use on the skin and to a process for preparing it. This
-system consists of an adhesive interior, an exterior surrounding the

interior, sajg tssrooro2aei ng designed 10 to be nparagbesbygoolbier Art It
is known that, after they have been worn, nedical 15 patches tend to |eave

a distinct dark ring on the skin. Thislphenonenon increases with the period
of application and takes on particularly problematic fornms, if patches are
worn for |onger tHEARCEhPIF e 7EomyRPPLeRkion et sERit particul ar

wi th transdermal active 20 subst aipes@eiptisn) which in the field of hornone
repl acenent or hornonal contraception are frequently applied for 7 days at
atine. The dirt ring forns essentially as a result of textile 25 fibres
and particl @ecdinidiall fArdd&ki n 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
adhesi ve | ayire asnteentesuin treifatathesd vee BOdidcalv pacdhur fderuspaohni chkarly

i ntensi fying,f.act [ t ha rd.ng ol \ear . on Kj tches may
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the dirt ringbbyolgh35marihebe;gdheghon. e delachien gisifRepat ches,
which |ikew se begins fromthe margin, offers a further area
10 to be non-adhesive.

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 in 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- when 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 mechanically and
S do not disappear until after several days, as a result of custonmary body
care. Although it has been possible te pbtain certain inprovenents by

i ncreasi ng the cohesion of the nedical 10 pressure-sensitive adhesives
(PSAs) - for exanple, by adm xing | ong-chain polyners or by chem cal

crossi i nkinggso} he dncreasad cohasi onand Jeduged o plgsthaldy hreguent |y
also result Th a réeduction’in |ong-termadiesiveness. Oy a partially
fl owabl e PSAQE:wnd afgrdesi deradiegsiconfeare@nsemaist iaki biget skt skin

for up to a ) i ea :ofs s nutyual n dj - i’ nt s
i nposed on t¥§?ﬁeﬁ%§anB§£?9 ?ﬁgﬁég%#g Jg¥ér ee%f?ngggg%ﬁﬁgs?gyaég?h t he
formati o® of0 a@8t hiFeRPRPruNASAaladfitgisavalialgsdays t has cauresulzy of

long-term appt i &dd ary Bodpt&ite | i terature has di scl osed nedical patch
systens having different kinds of adhesive regions. 25 The U S. patent US

4,664, 106 describes a wound plaster which is protected by a detachabl e

protective faltmangh possesnses dreaadhaesdserdree v@rgbBahihegicemrtwiinch is

removed on use. 30 The U. S. gatent US 5, QO,Qﬁgadescri es, an aghesive

conpr essi on THREPYSICFGF RRedRFAGAEREEdITNS IHELRTY CbeFRG FFY2&Resi ve-free

pressur eopl apeesdits- presstiiwe phHakeivesnodzreg bet Mieen @asimphel, skiyn- cont act

adhesi ve Iqégg.and corresponds.in its di mensions to said 3% adhesive layer.
210 34 chémical

A non- adhesi +¥iﬁ%n i n°tde ‘Hot  Rff osed. T
crosslinking - the increased cohesion and reduced

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 1is

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

disclosed.

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

system which possesses a support web, an adhesive



The U.S. patent US 5,599, 289 discl oses a nedical patch system which
possesses a support web, an adhesive 3 nmaterial |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 DE patent DE 743 775 descri bes a wound
plaster wth a plaster base nmade of sterile material and with an adhesive
layer. Up until the tinme of use, gauze strips are arranged in such a way
that adhesi ugat @y£41 anginst eihde | anes angdyat egbBd Sinall 4 anequsige The
patent 10 co |d§rs, i nconpl ete ttacggent of the patch, and hence nmargi nal
regi ons whi dMar e Y r 8% nbRCadAERFRGVEto A AditeS e | RE&H ity and
di sadvant ageredeseriptues bé dde diwehdvsed. 15 It is an object of the
invention, therefore, to overcone the aforenentioned di sadvant ages of
conventional nedical patches, particularly the problem of dirt ring

formati ol Z2Thé\cRbrdabgnt oDEh@4BnVehat desctrhibeebpewbuns @dhiséeed whych neans of
a medical palclibak yse,one theadskige whershn dhe.com aghqarea o dhe skin
has a pressure-sensitive adhesive Interior an arso an exter of Surroundi ng
the 25 interddresBae dlexerri Op has iBedhmalesinghedf sosas geube staipsdhesi ve
on its skin- i I e.F tgh t hiis 4 S - appr i-.at el
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mar gi nal zon¥LeBhile elabey Byenmmrtasgted nairelE3neons by egfhee®adetthe margi n
and ref anred-40s PeL AW BScomBl StHaktthbAheh 8PPLhEALEEBH,t Bhg Mamdaal film
is situated between 35 the pressure-sensitjve adhesive | ayer of the patch,
on marginal regions which are indirectly non-adhéring, to

constitute an insecurity and disadvantage.

Description of the invention

15
It 1s 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.



t.he skin side, and the skin, thereby preventing contact of the adhesive
with the skinin this zone. 4 |In the case of active substance patches the
.marginal filmshould preferably be conposed of a nmaterial which is
virtually inperneable to the active substance or substances present.

O herwi se active substance is 5 delivered-fromthe patch to the skin via the
mar gi nal zone as well; such delivery, owing to the contact of the margina
zone with thenskhesranefaéeacﬂﬂvﬁléobstannetmaﬂdemJtheasamgﬂmaUKn very

repr oduci bIe nd_, ad |t| wng to the del i ery of .act stance 10
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t er epht hal ate PET chl ori 5 (PVQO), polyvinylidene chloride
(PVDC) of pdiglivgred cﬁr@rﬂ. &é@pd?%ﬁﬁ hyFPdEhe Eisy I'Gea cBpel Praesnee. g
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partlcularly preferred on account of the nultiplicity of grades avallable

commer ci al | ysh¢ nmaygipadt zmear Withbt H'eher egkbR’ 8f SWerhEaehi vt ¢hs fomny
remanent de'édx@éﬁ/r@itﬁ@ﬁ&l/ex@é@%ﬁ@ncﬁstrHchngeH)e ré’@fcﬁﬂﬁ@ib?@neaﬁﬁat there
may be, depe(g$ % %? barrier %1 of the inal fil referably
25 | ower by 2FHct oty aPWiBdst 10, qné?;kﬁ%ﬁ%r% IchbMEr & &ct or of
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polyethylene terephthalate (PET), polyvinyl chloride

15 (PVC), polyvinylidene chloride (PVDC) or polyvinyl

chloride-polyvinylidene chloride copolymers (e.g.

saran’) and polyacrylonitrile (e.g. Barex ). DPET (e.g.

Hostaphang) 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 1least 100, than the delivery of
active substance per unit area over the pressure-

gsensitive 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



f.orei gn 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 symretry and reproducibility and on
the other hand offers inadequate protection of the interior area of
adhesive against 5 particle contam natson fromoutside, in relation to the
production conplexity. It has been found that the margin w dth ought to be
in 5 the ravaetichm CoBtanidaniyn pfederabtyide, t he rahgeiofirom @he5 to 3 nmm

and with p e .in the range from1l to 1.5 mm The optinmm
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figure, 1s also t on the size of the patch and on the
radii of curvature of its contour line: in the case of 10 relatively large

patches w thryehatiyely whdagr %@Llalt tlhfe n\a%c IrS Gy RASSI Hhgnt Oc BT gYi dg Wi der
margi ns. The ideal figure of 1-1 plies in particular to
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of the patch y ~nmechani cal stressés on the s a resu
rigidity evefigurs iafs Widttp imgn | eudth applleS ln particular

patches in a size of from 5 to 25 cm? with a circular,
oval or rectangularly rounded-off form.
15
In certain cases it may be sensible to vary the width
of the marginal zone along the contour 1line 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 up, for exanple. A material of
appropriate thickness provides the mnarginal zone with the required shape
retention while not perceptively inpairing the nechanical wear confort 6 -
on the skin.of\cgle dslopnt 0 the i nvention, the non-adhesive exterior
constitutes a border conposed of a polynmeric filmor a 5 polyneric sheet
and applied to the adhesive layer of the patch. In the case of polyester
films (PET) An¢¢&@km@ssookhérmnvéntmoﬁ50uheFmemeaQMési@et@xzénhanm W th

10 partlcmaygﬁgéqéﬁggge aggggﬁ tggg%%&ge q§tqgﬂ%£§$botPlP gltable.

Where the | ayer n~pol ymer “or

sili coneSpoIMIb)rmerlc rr&inep@sm applaetaytar theclardéwwfe flayes tod 150 m
preferably 1§hég$agghrn is also possible for the applied border to
protrude, interns of its area, partly or conpletely beyond the 20 contour
lines of the rest of the patch. In accordance with the invention the

non- adhesi VeIne%h‘ér'é’ésémbfhaﬁ/@l}aey\tgﬁhf%h%ﬁg (ﬂs@rﬁoat Oél'ilé}tr'i@s@f dehe  patch
of fromO0.5 to 5.0 mMm preferably 1 to 3 nrmand 25 with partjcul.ar
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effects, by suppressjn he inward fl ow or 30 undercreeping of the
pressur e- sensy tYve® Se during

Where the layer 1is 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
hydrocarbons (e.g. polyisobutylene) siliconization is suitable as a form of
repel l ent coating, whereas in the casejof silicone-based PSAs the coating
ought to be on 7 the basis of specific, fluorinated polyners. In the case

of patches fife adHNg SPPspEct £ 0N, PEIIOE fted gl vhnslays, this repellent
coating ought to exhibit 5 |ow nechanical rub-off, so as to ensure |ong

durability. The problemof rub-off is known to the skilled person in the
field of silicotheatass, ofindatyhesofisrt achohguappandapiodugpkesiate odvail abl e

f duci Lt. 0,l .t t i at i t hnol a dirt-
Honi i ng. Pl bRe it R Re ERFE bbe s PR OB bR, Ui e
advant agéouslew gimeehialng omdr gi mab-ogzbne adi f Ber entodesirgyre n flemgs of

col our or 15dﬁ{£?§%fgﬁ?fhef rB%Bmgmr efpi Nl g afea; f Eggwgattg{]. ftlhl‘ghl S can

be done by app_f qg ace coating material "~ 'to the nargin m or by
met al | i zi ng $%illeef @exsign By vapeurfdepdsiaf o idflicgnimatilian t o atie

non- skin- faglnghsdr fecen9fqide BRI Nglofhbey Abbernaibyebyia 2@o¢ sual
enphasis may be given to the margi nal zone by neans of partial printing of

t he backi ng ¥e8%¥1%3 tthe patch. In the medical patch of the invention it is
possiblg@g 25 for there to be at | east one active pharnmaceutical substance

resent. . . ,
P In order to make the inventive technology of a dirt-

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 wvapour 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

| ower 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 transdergal contraception. Advantageous
enbodi nents of active substances are gestagens and oestrogens, preferably
gestodene in conbination with an oestrogen. 8 It is also possible for the

application period Qf the hto t.o 7 days he backlng
Byer Cof ¢ el oA Bt BD kot PRV ERE GRP IS HdOre (i M B afie
necessi ti es mdid de gopdeytonth thee 3 ragul réagnt s that are customary in this
field. Preferred use is nmade of polyester filnms (PET, e.g. Hostaphan ),

pol yethylene filns (e.g. CoTran 9720) or 10 nultilayer |am nates conprising
t hese maber i 'Bis. badiel mglhbsyee ¢ﬁyehenm§dbeaboppbsbd05ftbaeiowemmd@n | ayers,
whi ch may b%[é dagt i %"&lb Qtdidd eg tné@es&?E@Q% Ru%ﬁ c?fﬁé 0fi§ kfiedi ven to
one- or two-Tayer Qs tens which iI'n one or s cohprise at |east
one active predwecengiloal shBst ankee Tm@ahﬁmﬂﬂﬂcwﬂn hdﬂEM%r fagpdessly

rel ates add'ﬁf@f@:}fé’dt %s@onlécﬁﬂa‘(fe SEPHARS LRI E@imgat@ﬁ@ﬁ feog the

areas, for exanple, wound care, catheteér fixing or pronotion 6f wound
20 heal i ng. HRFEaphan F}’SA PRIYRIERYI SRR ifhdmEde(DrissGPEraensi 13V Oxdhesi ves

based onopoliact ¥l Bfes, 1 Ay tHD0ad RORSH O sidd [HKe ma i Al$0 bl ends t her eof
such as are known 25 to the skilled person in the field of nedical patches

and transdernal therapeutic systens. OnMng to the inventively suppressed
formati on ofTik rtadhesive layer may be composed of one or more

layers, which may be identical of different 1in
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 Dbased 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 is 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



r.ings, however, it is also possible to enploy 30 fornulations with | ow
cohesi on and strongly adhesive fornul ati ons, which are otherw se
unacceptable owing to the emergence of adhesive nmass at the patch margin in
the course of storage and/or application. Such formnulations are based, for
exanpl e, on non-crosslinked 35 pol yactybate PSAs (e.g. Durotak 387-2051,
Durotak 387- 2287), non-crosslinked silicone PSAs with high spontaneous
adhesi veness(d Iqcknd: Ghddve Corapphdll ®IRSA 430X or 460X with X =1, 2, 3)
or hydrocarbon adhesives wth a high fraction of |ow nol ecul ar nmass
hydrocarbons 9 - (e.g. nore than 20% Oppanol 510). The active substance
portion of tTe patthveapgubkssanbe pamlienent£dtha teechmmmeer a@aisa beservoir

system with r d.ac tan ery,

Suitability ég)redeiaé%5%+596$o %%@%%eo? %n¥?§éyg§%€e§§egg@ ?Fﬁcoated
papers ahd f$ems-adiatd v liqsidretl forsubafiande pasdresiand transdermal 10
t herapeutic systens. This protective filmcan be nade in the sane size and
contour as the patch lying on it or else may be designed so _as to overhang
at the sidesSuiltealieitiy t ata® 15 rgsifitiachatdie | t Protesssivisl e £éddman appl i cation

aid to be puneheddd the allqt egbh¥eqf Idﬂﬁ@;efé f@fﬁibe:qqr&sou%atthaartehe
formation of dirt rings can be avoid to a very a extent, and_in sone
e

cases 20 eV&HIANet el §0T f W%@lﬁ%}glnEFtﬁBﬁ% ofaP nEHPBé@eﬁ&P&h i s made
non- adhesi veshArmpelheisd vesfdteandgmargin  provided at the margin on all sides
very substantially protects the nore inward margin of the adhesive area
against dirt and textile contact. 25 It is noted that this protection of the
margi n of tHhehis protective film can be made in the same size and

contour 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 wvery high extent, and in some cases
20 even completely, if 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 zone, 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 nmechani cal
det achnent of the patch fromthe margin, caused by edge Ilifting and
frictional contact with clothing. The orjginal expectation here was that a
patch which is 35 not adhesive at the margin woul d be rubbed off quickly,

even parti cubélgg:yl}gyigglgf PM g@géswith clothing or other nechanical
stress. 10 - Description of igures: Figures Fig. 1-Al (cross-section)

and A2 (plan view) show a rredl cal patch of the invention in the sinplest 5

arrangenment pig @fést *FQgCOTTPONEHt(%ro\Mé'-%*écfthnt)heaﬂ@&”@Qseﬁppint Riigw)nvention
is referred to as A backing layer (1) is fo|llowed by at Ieast one

matrix |ayefd w)a md&waﬂamfm a? aéff. VEVER T ¢ ahBei §1”‘P&Iqsc§v\ed at

the margisn byraangegenal bl ma(LB) the 1@ofnp6héhtgff,walbﬁdetf@f?:halﬂh%

protectlvefllmérotetl e fil i.,.S_pr.ovi de 4 cF)rotectlvefll (4)

does not ovEBTHE ge%t & Frﬁrdlrwenltﬁé’nsﬁsste‘?ﬁ LG 1 yAPuh¥REd® -t B ough

system 15 Fb@diki?ﬁglzllgye%-B{l)(Cﬁ.esi-odamedﬂ)bﬁnthZLe(aﬁltﬁnoﬂee\m)atrsbcow a

medi cal patch_refer 2§d i accordan e wth t| on as_type B, for
Cti

whi ch in con ?%%:FS'[I “‘?}’p &}1151 p?S{:%X?l \?é‘1 arﬂc(e4)a erlt‘?angs at
the margin. 20lFogedesatFi ghe3- @irgtnossy sect memyiand CQllrpI afBlvi ewo show a

nedi cal 1Rat Cf‘lﬂféﬁr 5@9 t It%]@ectcéo({% e +@e(%%evex? @tl(g)utm gtet Re C wher e

t he out ér contour Irrne’‘o e nmar gl na t he cont our
line of thefihmer lﬁe@mVl@QﬁmogédSofpmtﬂg’ﬂ ajeim( 10d)andoe25 nedt r i x

layer (2). FLQUFRafhJat4tRedaRirelis ;f WH ety st i poal, @63h9N punched-
through system.

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 line 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) 1is
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) is
removed and, finally, the patch is adhered fully. To
make it easier to remove the patch subsequently, a tab-
like enlargement (6) 1is 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 be renoved before the patch is
partially adhered, 35 and then the secopd half of the protective film(4) is
renoved and, finally, the patch is adhered fully. To nmke it easier to

renove the p@ltiéhp@déﬁe?l'éﬁntﬂey’gﬁﬁﬁgﬁ &a@e&%qpegﬁat pl®) eliS o0 ded on

t he non-adhesive™ marginal redion.” At the the tTne of application, -
11 the pat cEhE@n®®@- gri pped nore easily and pulled off by this end. Figure
Fig. 5-E shows details of a preferred version of 5 the patch of type A The
surface of the marginal fllmfz}g&{sthat faces the protective film(4) has a

coating (7) WhP¢Rei €19y epefi & odFﬁél 8h8§|9epﬁ§FFF%e@2Yer?H€npé{ h-f aci ng
surface of tbﬁepp@t@ﬁtbﬂetipénA(4) necessarily Ilkemnse 10 has a repellent
coating, it hein S|ble f this 8) |de tical o or

di fferent frﬁ??t éﬁﬁilﬂg ?%&f Taf%%ngt gq& %sf) E? %7e . 6-F
shows detaiIpr@teatimethéilpreﬂenremasusawﬂemaﬂumg t he) paWhhchf u¥pe A. The
surface of the nal fi (3 t f th pr C fid.m.(4) has a
coating (7) Wgﬁignt lrcgpeth@enafa}feo e rgg Itsals}f vgz}mt ‘Iilh)g( %Bf)\é.%hAgl&cﬁ(n ally the
surface of t#erfacgi aél thel pre8ecravengilhe (Aat nexezBalrayer LiXewizs been

al um ni zed ( far S se;of I nt i t he

mar gi nalzl(%)zon}gg%f%l %ES?E%{Q% ﬁzﬁtlrﬁﬁ 19 uk?/ée pgggégﬁﬁomg@%ef&gﬁ%g of a
preferred ver@laingf ( to be 1dent1cal to or dlfferent from the

coating (7) of the marginal film (3).

Figure Fig. 6-F shows details of a further preferred
15 wversion 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 visual 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 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 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 adhegive
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 repellent coating (10). The patch- facing
surface of the protective film(4) is_ fecessarily repellently coated (8) in
turn, it being possible for this coating (8) to be inplenented identical

to or differggt ti’)@o'@drhré%l%%atrﬁéiﬂsl)& 1 2pch 1@ 3§r9ﬁ1 the r&ra&ll@@l fidym (3) .
The coati ngs 7 and 10) of _the margl nal m (3) can be inpl énent ed in the

same way or©8i ffhs eReFginghe fidineada) forsif?s bhathe dhBSi WFOMRHH38 | ayer
(2) fromthepeeakkBng i) Qfhébever algetinvelafét M(e4) dan pbef ecreaxm\»ecgreater
than the rel gase force 12, of the ad esive mat ri x I%)éf[ %) romthe coating
(10) of the Fra?‘gut 8§ PAtAEs) {1 W Phathe nmehdiprbdadtMor ”Hcfg]é%u
adhesi ve 3mat al 3ol a@genachadhgcairdme thmmedt1fmgonoa)heof;oah|eng>x(o]tﬁ=)ctnifvé he
mar gi nal fil iﬁ3)6%§thout 5 al so detaching fromthe coating (8) of the

| .

protective Figures Fig. 8-H (cross-section) and H2 (plan view)
illustrate the transfer of the inventive principle to 10 active substance

pat ches of t r ol m ¢ %%eﬁ enth a er, and a
heat - seal ablgl ?ﬁtégrl aﬁar %1%? e é,% so) bgn?rrpqﬁeneﬁ!}g i ) form
of a control ikbwbBEaakef dhet h‘ér%téﬂif@?ér?foftl”@ctivéen%hmt anéacipher é:q s a
liquid orp segle$obi duBetihkeelP3IIANE fRSCLUQEEVELZ) s%'t%*& 't%/p?‘é‘d osed on

all sides. This system ot herw se corresponds to inventive type A An
over hangi ng Bebreeni vehei | paehinde 18T debl) i Pithe Saheatapessl e t ype B.

20 For produghpgrpayehesiwht h whzanemddii ghsbs Biot i geheséN€ed in the
form of a control membrane for the delivery of active
substance, there is a 1liquid or semi-solid active

15 substance reservoir (12) which 1is 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 1is 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 progucing the nedical patch of type A of
the invention, conprising the production of a lamnate 30 for the interior,

conposed of g) backihng kayeheraktbgashe0ne1aCH:¥ELEURSRACG ldy e ofs
pressure-sensitive adhesive and, for the exterior, preferably, a _renovable

protective film BREUGPE0 EASCHRRT ofOBEf i3 1RR epdld ertilPT cotidl phtt erabl y
on one side conprpsesethevéoldiomh Ngf 3bhst gRsticlids | Rhake step gheqd s
corresponding to the co%épurs of the subseguent int rior are nma %Hin t he
film provided foPTPRBSHAF gi Tl ™yi 6A5andtt he iR efétr]éésté%ﬁgt scar ded,

- 13 b) 3n a furshefastéephibertepkhildhecustirfiader oft epheapunsheldr dudh

toget her one atop_the other,wth th pratect.i ve fil e patches that
are to be producce%?e‘rlsntt el%\%seonofg%eréple}ﬁ METHIA yr% g%ﬁé)%néf}éurcfofg%qshi S
repel l ent surfacesoffabe pfinthedpfotacttomesiio, lie on the |ikew se

repel | ently ?ﬁat ed %“rf@ﬁ‘?%%{ tstﬂ%gp(r)rf%ic&%ﬁﬁ?néiclemof)thé 3 e tihgr, step the

| am nat e of e interior, nmpose t T'east one pressure-sensitive 10
adhesive matrix |eg@poaed alofo tak bdEkstg | eyer, DUERBUMS-GRIEHE oot ect i ve

filmenvigsaged i ny§hesiPEORHELE QN 18RRAALIRN IS, berd HEERYEE, 1iaeo,am nat ed
by its pressure-sensitive adhesive Side onto the assenbly consisting of the

punched film 15 ofrPRe "G ndlY r EFGEEATS hel pRocactlispged | the

production operation has been removed, is
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, via 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 1line

25 extending at the distance intended for the width
of the marginal 2zone 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 d),
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.



the pressure-sensitive adhesive side of the |am nate being brought into

t wo- di nensi onal conmuni cation wth the uncoated surface of the filmof the
~margi nal region and, via the diecuts 20 therein, directly with the
repellently coated surface of the protective filmas well, d) in a |ast
step the outer contour line of the patcly is punched through all of the

| ayers of the resultant lamnate, this outer contour |ine 25 extendi ng at
the distance intended for the width of the marginal zone round t he di ecuts,
made under e inthe filmof the rginal re rocess for

pr oduci ng th% PrgaF‘éﬁF peEcRTOAUSHpE Bhst ™ %fgqu,ge t‘PBn &mpri%i ng the
process st epﬁh@.SanGﬂtﬁZdhed c@b@\te,smg ditsd |;|sngwmsd‘19ﬂbm nof hat 1|a1mmtaepz d),
differently, the Iamn not §unc edth t he I but

Ot oad e Shcohe TLREE 0P buBBRRACEe" 1T BuBlliAg 18kert PR B P11 6
with the 5exc<erpda| orcafivés téebpraneet i Vaykirl m ofhepesftserre -sleasexdess

amnate mesbuisiremuuad (hamdhely olectiys, Ll gdidisearded,y before in

a further step a protec i'T'm"contour pro rudin eyon hé mar'gi n of
the patch isapdneRee orhecuse laf A pridbessepetllpnbivciasptiete erdiadal patch

of type Cofy.lhe bH‘ée”éi&l%‘ fBQ”pJHé' QQtE??oErOCH%CthQrQEtérlé‘é’a”%P for

the interior, conposed a back mg yer, at 'l éast 5 one active substance
| ayer of pr ek el%e‘?f%rﬂlﬁﬂf%es adeitres Q/Jel%%%rlgpﬁi"eﬁf%? ably, a renovable

protectipge f4) m i@ndnal %erthl&:Qlt@‘ @oﬂéé@érﬂ{)ﬂ{é epsl )ﬁh@o%fo?ficﬁﬁsat | east
one side for the exterior, .is characterized'in that .it conprises _the

fol lowing steps: 9B &NSi F¥RETIFY ditBEGELOE0rds pBRAGENG ™ o e Iddft ours  of
the subsequent ingesvddedr eforde tihe t hearddidnmal region and coated

repellently on at least one side, and the diecut
areas are discarded,

15 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; 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



provi ded 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
. diecut under step a) is brought together one atop the other with the
protective filmof the patches that are to be produced; where the at | east
one repellently coated surface of the punched filmcones to lie on 20 the
side facing the protective film c¢) in a further step the |am nate of the
interior, conposefl oletheryackl ngegayer and al so at | east one
pressure-sensitive adhesive matrix layer, from which any protective film
envi saged in the 25 productjon operation_has been remved, i s |am,nated by
its pressureSsensttiv@ a HEEB@E sPHEP’ onf eth§X§§§§ngﬁ?“88ﬁ§FstWﬁﬁﬁbf t he
punched film of tbepoaedi 08l brefiion drddrhernpt odecleustf ohe matheix
pressure-sensitivg ad@esive ségedofnéhgiggaé n&nate bei ng brought into

t wo- di nensi onal dhmunt Cat TOR” Wt AT he' Thtoared surface of the filmof the
mar gi nal 5 egfbn and, aviasthetdpethesoutker ecntodirr édnley ofi tthhet Ipatradpel | ent |y
coated surface of _t ect | i a . .3 ) L rt her_step the
contour |ine of the ?ﬁ?gégérgﬁ%¥8?&ekg§t%ﬁwggkgangﬁgth%rgﬁ%#efﬁgjﬁﬁcking

| ayer and the atfidast tdre mattex | e9rEouY hildriennextepdangurat i idieext endi ng
at the distance igigpdede (AUBOabBCEOLOEHLS wilRECCUNIHe Shtillagidy the f11m
15 - of the marginal region, e) In a further step, the_excess | am nate nesh
conposed of backi Fr¥aget gRacatrIwrst thae ddaCyte . |3 PBIPEMAIEP and

discardad, 5 f) i@ a iasthstepihher ovhermerHi Ol +éheoRf 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 (Laufenberg).

Protective film
30 ScotchbPak 9742 (3M) = 117 uym  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 in ©pressure sensitive

adhesive solution MA73A (Adhesives Research,



is punched through the exterior and the protective film this outer contour
line extending at the distance intended for the width of the overhangi ng
~margi nal zone round the diecuts, made under step 10 d), in the filmof the
mar gi nal region. Exenplary Enbodi nents Patch conposition: 15 Patch backing
| ayer Pol yethylene film CoTran 9720 (3M . PSA matrix; |ayer thickness 100
g/n2 Parts (dried) 20 Ethinylestradiol 0.6 GCestodene 1.9 MA73A 97.5
Total 100.0 25 &/EBE{;B?heEIeLHbEQEyeMM ‘%fiecht eé@BEHhaEé‘é}‘élff’@) &R
(Host aphan RRI % | 1 coni zed on one side (Laufenberg). Protective film 30
Scot chPak 97QQSF§Wn—hX@7Oﬂ?56F?@s%’@?’1¥1| £/ STF) uor opol yner - coat ed on one
side The production of the exenpl ary system begins with the PSA matrix
conpri si ng a tive s tance. For that. 35 ose.the two a e subst ances,
Ryt cotr adhbP  BRUCE Bhes oGRR A i S5 RVBE ERiAREEEs: Slscitd Ve
adhesi ve ssol using WSAuéAdlﬁ&vae@pR&S:aab@h Fframkb ongal W soldutadreineedbased PSA
w th added tac iflg ?l Eased on, dro egate ro€i n eﬁgers) Thi s
solution is B3at8d-Fh a'rdye If%%‘f(%]e‘é 6¢+5 52 4%Fhg 5€%i 1 m
appl i cator fofAnmedopinga s$inli eoniladdrapolryestfamef i loupbprotdectatve ¥fadm) and
after 10 mn l. oard .at,

Hérﬁgerg uQéy&QQd'r'le% g};l n:@%{néogsl?ﬂ{&? %68 P A

tenperature s drie adrylngc
further 30 minutes.

10
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 1is
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 1s 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 1is
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 f£ilm.
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 film.



further 30 mnutes. 10 The dried filmhas a | ayer thickness of approxi mately
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 diecuts with an area of 10 cnR are nade
inthe 20 marginal film The marginal fylmis 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
filmis then ﬂennved Bro m_ t he adhesi mat ri x pro%. ed and tgg e§ﬂpsed
adhesi ve area't% PaRHSEEd Shto ?ﬁ%lﬂ%}glﬁgpef|WHl he® adi&gide 1Hyer 30
enters into appeoxamantlpohdumith 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 cn2 circul ar
TTS is diecut fromthe assenbly, the punching of this outer contour being
pl aced symmetrically around the circular diecut of 10 cn2 in the marginal
film 17 This produces a margi nal zone with a width of approximately 1 mm
WO 2005/ 097021 PCT/ EP2005/ 002970 18 d ains



1. Medical patch for use on the skin, wherein the contact area to the skin
has a pressure-sensitive 5 adhesive interior and also an exterior

~surrounding the interior, characterized in that the said exterior has been
designed so as to be non- adhesive on its skin-facing surface. 10 2. Medical

patch accor dih024@s fHeydrd, characterized in that JdRe sstorys A zrga;eo a
mechani cal reinforcenent in the formof an additional |ayer |n t he

construction of the patch. 15 3. Medical8 patch according to Caim 2,
characterized in that the |ayer referred to conprises a polyester filmin
a layer thickkhetssof from6 to 150 m preferably 15 to 75 m 20 4. Medi cal
pat ch accor di ng to daim?2, characterized in that the Iayer referred to

conprises a f yner film based on a hydr ocar hbon pol yner or silicone
pol ymer in a Iayé\“e@h?%kn%c@f fPEMB R 0CB5¢-hR Sﬂ?ﬂé‘ffer‘&}b“?lye{% {475 m 25

5. Medical patch asgosék ngrt8 @0e tie "B Ohabhe JHRGRAING At e
characterized in that the npon- adhesrée xterior has .a wdth alniﬂglthe

contour line of FFEEHHITNIBFSF+3M B8 #5658 Am eb‘rt@Féroé"blsWrré’Gl %0 3.0
nm 6. Medical patled acgoediag, t ochaeaoterbredof ihhethprecedieng selial ns,
characterized in that t he non- adhesive ext er or_constitutes a border
conposed of 35 a ?rcr}i‘?i’m TRy p‘%f difeet®Sand < ap S ed®to the
adhesi ve | ayer ofacﬂlhres:pra&cdsn 1s Q{lﬁkfh@ﬂhg patcfe@scording to C aim 6,
characterized in that the applied border protrudes partly or conpletely in

the area beyond the contour |ines of
10 2. Medical patch according to Claim 1, characterized

in that the exterior has a mechanical
reinforcement in the form of an additional layer

in the construction of the patch.

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

150 um, preferably 15 to 75 um.

20 4, Medical patch according to Claim 2, 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

5. 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

30 1.0 to 3.0 mm.

6. 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.



the rest of the patch. 5 8. Medical patch according to one or nore of the
preceding clainms, characterized in that the skin- facing surface of the
~exterior has a coating which is repellent to the pressure-sensitive
adhesive, 10 preferably a siliconization or a coating with a

fl uorine-containing polyner. 9. Medicalqpatch according to one or nore of
the preceding clains, characterized in that the non- 15 adhesive exterior

is inmplenmented diftarenl! patknc @b rPind r 89SPALERCY ,f rE e denmdi ng
area, preferably, by neans of vaBogr Seﬁgfu%%gn of netal on ope of the
filnms formng partRoft4¥e [F&Fer 2PROAEHT RATIRF oPTPRE VARSI RAFt2¥nePT 20 10.
Medi cal patch acceesibhgtédyont ehemafeadbelbed phecedn@ud diifes of
characteri zed inN%Eat at oneagﬁtive phar maceuti cal substance is

| eas
present. 25 11. ?cﬁFSBa?ghEQECB? g to Caim10, characterized in that
the rate @f active substance delivery per wunit area in the exterior is

| oner by a f CtongéiC?]il I&g%séh 1%%&%%%&?8'[ eorg)é %PII i }{@% igft active

substance intérior, Wr rcula erence by a Tactor of_é? | east
100. 12. Medical paechdavgorcdigngsto drrasrtamraedfin hehapr ébedigkint ai ns,

characterized in EQ%E‘.n h@u?féi:@dofoﬁ:h@p%%(it%%riio‘}nhia% fr Qg ity Gafids. 35 13.
Medi cal patch according to one or nmore of the preceding clalms,,
characterized in tBatrenell@rprFeedhat pyessusstapeestive Hshasiereo

repl acengnt therapye@trfiBlyt 1ANgd€EBBhization or a coating with a

fluorine-containing polymer.

9. Medical patch according to one or more of the
preceding claims, characterized in that the non-
15 adhesive exterior is implemented differently in
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
10. Medical patch according to one or more of the
preceding claims, characterized in that at least

one active pharmaceutical substance is present.

25 11. Medical patch according to Claim 10, 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 o©f delivery in the
active substance interior, with particular

30 preference by a factor of at least 100.

12. Medical patch according to one or more of the
preceding claims, characterized in that the period
of application is from 3 to 7 days.

35

13. Medical patch according to one or more of the

preceding claims, characterized in that it

comprises active substances for hormone



contraception. 14. Medical patch according to one or nore of the 5
precedi ng clainms, characterized in that the active substance is a
. progest ogen and/or an oestrogen. 15. Medical patch according to C aim 14,
characterized in that it conprises gestodene in conbination with 10 an
oestrogen. 16. Process for producing thg,nedical patch according to Claim
1, conprising the production of a lamnate for the interior, conposed of a

backing 15 | ayer, rab1heastnene aghirgpgubst apce | apr of ¢ pIBRRMQSENsi tive
adhesive and, preferably, a renovable protective film and also the use of

a filmrepellent FgREBAFERtpPBf erably on one side for the exterior,

characterized in that it conprises 20 the follow ng steps: a) in one step

di ecut s correspongdi to the .contours. .of the subsequent interpor_.are nade

e T11 miBroViBRSCRD: R S aRRitsy: bR, S WheBFBodtE aris are

di scardedy 25 b) preaellingheiasitep tharbckerdreduti nundert sthep sjtives brought

t oget her one atop_t r.wth_th cLli iLm tches that
BSFg}l{JgelLﬂ‘é p%?Sesgégéﬁ £n§?o£ L\ 8ésEg§9$ﬁ‘.

are to be producga; case are | enti{ y coat e ate this
repell ent surface of the punched 30 filmcones to lie on the |ikew se

repel | ently 1%93Fﬁ9d§85iaﬁSteﬁ the Bthgc%bV%iQﬂdﬂléﬂ difLoA dilANaLg step the
| am nate of the interror, conposeg of "at Teast one pressure-sensitive
adhesive matrix | ageEhahdisl sompre skgcikiesd o¥snieayier comiumagiiarh valryh
protectiyme film egyi sagedogbA.the production operation has been renmoved, is
| am nated by its pressure-Sensitive adhesive side onto the assenbly

consi sting of the

16. Process for producing the medical patch according

to Claim 1, comprising the production of a

laminate for the interior, composed of a backing

15 layer, at 1least one active substance layer of

pressure-sensitive adhesive and, preferably, a

removable protective film, and also the use of a

film repellently coated preferably on one side for

the exterior, characterized in that it comprises

20 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
the diecut areas are discarded,

25 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
surface this repellent surface of the punched

30 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 1least one pressure-sensitive
adhesive matrix layer and also the backing

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

gide onto the assembly consisting of the

REPLACEMENT SHEET (RULE 26)



REPLACEMENT SHEET (RULE 26) 21 punched filmof the marginal region and the
protective film the pressure-sensitive adhesive side of the |am nate being
. brought into two-dinmensional comunication with the 5 uncoated surface of
the filmof the marginal region and, via the diecuts therein, directly

with the repellently coated surface of 4fhe. protective filmas well, d) in a
| ast step the outer contour line of the 10 patch is punched through all of

the layers of the rpﬁﬂbh@at ﬂﬂﬁ‘i\ natre, thdi sna4iefalcorkbgubnl i fed exeendi ng at
t he di stance intended for %;{ of t he margi nal zone round the diecuts,

made under step a), P ﬁOF'ﬁ%tW?m of mar ditfal -~ B SSEREG SSPPI Brifcess for
produci ng the nedi cahd]pestheacs:nieil recf theCI hamﬂétecdmrrmg;l g duehtpr ocess

steps according to im r ed in tha 0 sl d).,
differently, the Iamcllrllf;l1 e }]"s no eﬁ%l‘}éﬁea Pgﬂluﬁltc thel%Fla trhs but

i nst ead tShe cont our uh¢oated tdne:fpaiechofs t}hsmcf\eblmt lmfougheahﬂang‘lrtaile | ayers
with the exception o}e%ﬂ?ﬂp%%tdectl ve il mdnl]égfr]{g{sealf:}lgggag l m nat e

mesh is renoved 25 fro e prdtec ive di scar before i*n
further step a prote€¢ithe theé meeprblent by oteertied) lﬁwtﬁr&tet he fmartdien of t he

patch is punched or faﬁecg_@véBflfﬁO&gS@eiPr produci ng the nedical patch
according to ClalmE_)L g%ésm production of a lanminate for the

interior, conposed) oflaab thgs detrhe abutenscogheuzct;ine sabsttdifce | ayer
of presgure-sensitiygradhes by fOirdligh X1 &rid¥ .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.

17. Process for producing the medical patch according
to Claim 15, comprising the process steps
according to Claim 15, characterized in that in

20 step d), 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.

30 18. Process for producing the medical patch according
to Claim 1, comprising the production of a
laminate for the interior, composed of a backing
layer, at least one active substance layer of
pressure-sensitive adhesive and, for the exterior,

35 preferably, a removable protective film, and also
the use of a film repellently coated on at least
one side, characterized in that it comprises the

following steps:

REPLACEMENT SHEET (RULE 26)



35 preferably, a renovable protective film and also the use of a film
repellently coated on at |east one side, characterized in that it conprises
. the follow ng steps: REPLACEMENT SHEET (RULE 26) 22 a) in one step diecuts
corresponding to the contours of the subsequent interior are made in the
filmprovided for the margi nal region and- coated repellently on at | east
one side, and 5 the diecut areas are discarded, b) in a further step the
filmdiecut undera)stiep ajnei Ssbepughtietaget hetorarespaimiiridie o hethwi th t he
protective filmof the patches that are to be jgrgoduced; where.t he_at | east
e

one repel lently 10 CORTEF ST add oS e BIHEhetP 1F1 1 ToRkS 18°Fi &% on t he
side facing the proteéet i Fe£lhi bmpvéjedn forf urthdemaspepatlherdgmmatedof t he

00 qenaPOSed aldie PAGK: DOt RYCIRIG 130 AL LEBSIGS e ana.
pressure-sensitive adhesive riX Tayer, 15 from whi Ch any protective film
envi sagel in the prdductiiconitopersats arehaki dseerdadenoved, is | am nated by

its pressure-sengihtisve djﬂﬁ]sd' i o. I sLsting,of the
punched film of t )e ?\rfrlaragi na Hr/(’irgiS(S)ﬂn&a‘@?lnt((}ﬂ% hfeﬂgg %?%?%n%t%\}(gg?i %%bt %)e
pressure-sensitive igdiEsiughtsitoeitheamhonam e etiri algheF ovghlk thato

two- di mensi onal compiGatd i Wikt Be wRCOstechsyr Eage Gfcd heo fbbm of the
margi nal region and, via the djecuts therein, directly 25 wth the
repel lently coated Smacedf vherepridieceitvel $33m &ncheFePed}enhly furt her

step thepcontour |ineasfed Murfidderdored plecad chilg eonededot higugh the
on 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,

15 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
punched film of the marginal region and the

20 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, via the diecuts therein, directly

25 with the repellently coated surface of the
protective film as well,

d) in a further step the contour 1line of the
interior of the patch is punched through the
backing layer and the at 1least one matrix

30 layer, this inner contour line extending at the
distance intended round the diecuts, made under
step a), in the film of the marginal region,

e) in a further step, the excess laminate mesh
composed of backing layer and at least one

35 matrix layer is removed and discarded,

f) in a last step the outer contour line of the

patch is punched through the exterior and the

protective film, this outer contour 1line



backi ng layer and the at |east one matrix 30 layer, this inner contour |ine
extending at the distance intended round the diecuts, nmade under step a),
_in the filmof the marginal region, e) in a further step, the excess

[ am nate nesh conposed of backing | ayer and at |east one 35 matrix |ayer
is renmoved and discarded, f) in a last sfep the outer contour line of the
patch is punched through the exterior and the protective film this outer

contour line 23 extepdiRginy the diisd antesd dH@ndedidaigdde fd/j_d dttrheof t he

over hangi ng margi nal z ne round, the diecuts, nade under ste in the
filmof the narglnaYl ghe overhanging marginal zon round

the dlecuts, made under step d), in the film of

the marginal region.





