1 Cosnetic or pharmaceutical conmposition, to be applied 5 topically The
present invention relates to a cosnetic or pharmaceutical conposition, to
be applied topically, with the features of the introductory cl ause of
Patent Claim1. 10 Cosnetic or pharnaceutical conpositions which are to be
applied topically are known with different ingredients and are also

w del y-used. Here, only by way of exanple, the typical oil-in-water

enul sions or water-in-oil enulsions, the 15 gels, ointnents or lotions are
to be nentioned, wherein jointly for the above-nenti oned known
conpositions, their object is to be fornmulated in that they possess a
certain cosngtic ot pharmaceutical .effectiveness, which. after.l.ogal
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conposition which is to be appliedtbppeaahly, which has a hydrophilic outer
phase, at |east one cosnetic and/or pharmaceutical active ingredient and
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t hat ;t;he hydrophilic phase is water and that furthernore the known
conposition nust contain as essential ingredients nethylglycine,
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applied topically are Known with different ingredients an
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are also widely-used. Here, only by way of example, the
typical oil-in-water emulsions or water-in-oil emulsions, the

15 gels, ointments or lotions are to be mentioned, wherein
jointly for the above-mentioned known compositions, their
object is to be formulated in that they possess a certain
cosmetic or pharmaceutical effectiveness, which after local
application must occur after a certain time.

20
A cosmetic or pharmaceutical composition which is to be
applied topically, which has a hydrophilic outer phase, at
least one cosmetic and/or pharmaceutical active ingredient
and at least one carrier substance for the active ingredient

25 and in which at least one carrier substance is present which
forms such structures in which at least two lamellar double
membrane layers, arranged one over another in the manner of a
sandwich, are present, is first mentioned in DE 102 13 304 A.
However, this German patent application, which originates

30 from the same applicant as the present application,
emphasizes as the main focus that the hydrophilic phase is
water and that furthermore the known composition must contain
as essential ingredients methylglycine, dimethylglycine
and/or methylmethionine. DE 102 13 304 A leaves open how the

35 pharmaceutical active ingredient is distributed in the known



conmposition. Such a statenent is also not found in DE 101 08 097 A which

| i kewi se originates fromthe applicant of the present application, because
‘this application, directed to a cosnetic conposition, |ikew se refers as
the main focus to 5 the fact that in the known conposition in particular the

i ngredients nethyl glycin di net hyl gl yci ne_and/ or t hyl met hi opi ne. pust be
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menbrane | ayer, so that accordingly the hydrophilic liquid surrounding the
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The presérit 3PP stibd S 47T 13" proBeRTfe proaviIihgta PRostetic or
phar rgceutdgal o @@é'fé@%hi@n%gﬁi’?éé@ﬂon%&é éVioﬂ@1§hn§g§fabut

particularly marked cosnetic or espectivel y pharnaceutical ectiveness,
t aki ng i Mol30 Bz coemntyet pghl sslvedgewisichi likegwiddi cr pyohkeas i Sreml ved

j cosneti c. or harnaceutical.cogﬁosition, to

according.to the jnvention by a
be appl i G (RRRLLFIZE 9 (AT HOr LTER At} LF AL PRt tRERSTh HatBRESC ai m 35
1.

application compositions which are to be applied topically
are previously described for use with babies or infants, such

15 that the known compositions described there have a particular
active ingredient, which is an anti-inflammatory active
ingredient which is poorly soluble in a hydrophilic liquid.
In the previously applied for and subsequently published DE
10 2006 015 544, this anti-inflammatory active ingredient

20 which is poorly soluble in the hydrophilic liquid is
dispersed homogeneously in the material which forms the
lamellar double membrane layer, so that accordingly the
hydrophilic liquid surrounding the double membrane layer is
free of anti-inflammatory active ingredients.

25
The present invention is based on the problem of providing a
cosmetic or pharmaceutical composition, to be applied
topically, which has a particularly marked cosmetic or
respectively pharmaceutical effectiveness, taking into

30 account a high storage stability.

This problem is solved according to the invention by a
cosmetic or pharmaceutical composition, to be applied
topically, with the characterizing features of Patent Claim

35 1.



3 The inventive cosnetic or pharmaceutical conposition, to be applied
topically, which is also designated below in abbreviated formonly as

i nventive conposition, has a hydrophilic outer phase and furthernore
contains at |east one 5 cosnetic and/or pharnaceutical active ingredient.
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15 double membrane layer and in the layer of the inner phase
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such that the layer of the inner phase contains the active
ingredient in a concentration range between 2 % by weight and
98 % by weight and the double membrane layer contains the
active ingredient in a concentration between 98 % by weight
20 and 2 % by weight, respectively in relation to the total
concentration of the active ingredient present in the
inventive composition, whereas the outer phase, i.e. the
phase which surrounds the particular structure from the
exterior, contains no or almost no active ingredient. The
25 previously expressed statement, according to which the
inventive composition contains no or almost no active
ingredient in the outer phase, means in particular that in
this outer phase, which viewed as a whole surrounds and
embeds the particular lamellar structure and which differs
30 from the layer of the inner phase, which is arranged
exclusively between adjacent double membrane layers, in
particular a maximum of 5 % of the active ingredient is to be
found, in relation to the total concentration of the active
. ingredient in the inventive composition.

35



found, in relation to the total concentration of the active .ingredient in
the inventive conposition. 35 4 The inventive conposition has a range of
advantages. Firstly, it is therefore to be recorded that the inventive
conposition, due to its particular strucjure, as has been previously
described, is adsorbed in the manner of a layer on 5 the surface of the skin
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structurally similar inventive composition an intimate
15 contact takes place, which in turn accelerates the previously
described penetration and permeation of the active ingredient
and hence establishes a high cosmetic and/or pharmaceutical
effectiveness. Due to the fact that within the inventive
composition the active ingredient is distributed both in the
20 lipophilic double membrane layer and also in the layer of the
inner phase, arranged between adjacent double membrane
layers, during the application of the inventive composition a

constant and dynamic new reinstatement of a balance takes

o

place within this particular structure as soon as the active
25 ingredient from the particular structure of the inventive
composition penetrates into the surface of the skin.
Accordingly, a constantly consistent flow of active
ingredient takes place from the composition into the regions
of the skin which are treated therewith, so that owing to the
30 consistent penetration the particularly high cosmetic and/or
pharmaceutical effectiveness of the inventive composition
becomes explicable. This previously mentioned consistent
penetration of the active ingredient, for such pharmaceutical
active ingredients which act not only locally but also

35 systemically, is regarded as the reason for the fact that as



30 consistent penetration the particularly high cosnmetic and/or

phar maceuti cal effectiveness of the inventive conposition becones .
explicable. This previously nmentioned consistent penetration of the active

i ngredi ent, for such pharmaceutical active ingredients which act not only

|l ocally but also 35 systemcally, is regarded as the reason for the fact

that as 5 a result of the consistent penhetration_al so a consistent
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composition and accordingly the skin is transferred into a

15 healthy structure again, so that it can carry out the full
protective function. Hereby, the skin is prevented from
drying out to an elevated extent at these voids, bacteria,
viruses or allergens are prevented from embedding themselves
at the voids and, if applicable, are prevented from

20 penetrating from there into the deeper layers of the skin and
hence serving as the cause for inflammatory, superficially
occurring skin irritations or skin inflammations, whereby,
viewed as a whole, the high cosmetic effectiveness of the
inventive composition becomes explicable. In addition to

25 this, the inventive composition can not only be used, as
previously described, for the treatment of damaged skin, but
owing to its particular structure, the inventive composition
can also be used prior to the actual skin damage, i.e.
therefore as a protective function, so that accordingly the

30 skin is not even damaged at all. Such a skin protection,
which in particular protects the healthy skin from aggressive
external interventions, such as for example extreme light
irradiation, aggressive media, salt water, environmental noxa
or soaps, which owing to their emulsifier content and their

35 frequent application damage the surface lipids and in



owng to its particular structure, the inventive conposition can also be
used prior to the actual skin damage, i.e. therefore as a protective
function, so that accordingly the 30 skin is not even damaged at all. Such
a skin protection, which in particular protects the healthy skin from

aggressive external interventions, such as for exanple extrene |ight
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phase has no or almost no active ingredient, the inventive

15 composition has a high storage stability, because here the
active ingredient.is distributed between the double membrane
layer and the layer of the inner phase and is quasi
encapsulated there, so that this active ingredient, which is
thus embedded, is effectively protected in particular with

20 respect to ageing influences brought about by increased
temperature and/or oxidative attacks. The previously
described advantages of the inventive composition explain not

only the high therapeutic effect but also likewise the high

Paanaaat

prophylactic effect of the inventive composition in the

25 cosmetic and pharmaceutical fields.

In order to demonstrate the previously described particular
structure of the inventive composition experimentally, the
possibility exists, here as a measurement and demonstration
30 method, to firstly prepare scanning electron microscope
exposures which permit initial information concerning the
layer structure. For this, in particular the compositions
which are to be examined are subjected to a freeze fracture
preparation. After this, generally a freeze fracture etching

35 takes place with a subsequent coating by vaporization with a



prophylactic effect of the inventive conposition in the 25 cosnetic and
phar maceutical fields. In order to denonstrate the previously descri bed
particular structure of the inventive conposition experinentally, the
possibility exists, here as a measurene and denonstration 30 nethod, to
firstly prepare scanning el ectron mcroscope exposures which permt initial
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further literature references).

It has previously been described in connection with the

inventive composition that it is applied topically. In the
20 present case, this is understood to mean that the inventive

composition is to be applied both on the external skin and

also on mucous membranes of any kind.

A first further development of the inventive composition

25 makes provision that here the inner phase contains the active
ingredient in a concentration range between 15 % by weight
and 85 % by weight, preferably in a concentration range
between 25 % by weight and 75 % by weight, and the double
membrane layer contains the active ingredient in a

]

30 concentration range between 85 % by weight and 15 % by
weight, preferably in a concentration range between 75 % by
weight and 25 % by weight, respectively in relation to the
total concentration of active ingredient. This further
aeVelopment of the inventive composition, compared with the

35 inventive composition described in the introduction, makes



A first further devel opnent of the inventive conposition 25 makes provi sion
that here the inner phase contains the active ingredient in a concentration
range between 15 s by weight and 85 % by weight, preferably in a
concentration range between 25 % by wei ght and 75 % by weight, and the
doubl e nenbrane |ayer contains the actiyve ingredient in a 30 concentration
range between 85 % by wei ght and 15 %bf wei ght, preferably in a
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4 the double membrane layer are identical. However, it is
particularly advantageous if here the concentrations of the
15 active ingredient in the inner phase and in the double
membrane layer differ from each other, because hereby the
possibility is created to influence the penetration speed of

the active ingredient.

20 As already previously stated in the inventive composition,
the outer phase which surrounds the particular structure
consisting of at least two double membrane layers with a
layer of the inner phase arranged there between, has the
active ingredient in a concentration of up to a maximum of 5

25 % by weight in relation to the total concentration of active
ingredient. However, it is particularly suitable if the outer
phase contains an active ingredient concentration of up to a
maximum of 3 % by weight and in particular an active
ingredient concentration between 2 % by weight and 1 % by

30 weight and preferably an active ingredient concentration
between 1 % by weight and 0 % by weight, respectively in
relation to the total concentration of active ingredient,
because with a decreasing active ingredient concentration in
the outer phase, the reproducibility of the penetration of

35 the active ingredient and hence also its permeation, in so



| ayer of the inner phase arranged there between, has the active ingredient -
In a concentration of up to a maximumof 5 25 % by weight in relation to the
total concentration of active ingredient. However, it is particularly
suitable if the outer phase contains ap? active ingredient concentration of
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makes provision that here the conposition contains a hydrophobic active
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weight and in particular of at least 80 % by weight, in

15 relation to the total concentration of active ingredient,
inside the double membrane layer. Preferably, such
developments of the inventive composition are possible in
which the hydrophobic active ingredient is embedded inside
the double membrane layer in a concentration between 80 % by

20 weight and 90 % by weight in relation to the total
concentration of active ingredient, wherein through such an
embedding into the double membrane layer, which is a
component of the particular structure of the inventive
composition, the active ingredient is particularly well

25 protected against the influences of ageing and/or of the
environment. With this particular development, in which the
hydrophobic active ingredient is embedded in a concentration
between 80 % by weight and 90 % by weight, in relation to the
total concentration of active ingredient, which is provided

30 in the inventive composition, the inner phase therefore has a
maximum concentration of active ingredient between 20 % by
weight and 10 % by weight in relation to the total
concentration of active ingredient within the inventive
composition, in so far as the outer phase is free of active

35 ingredient. During the application of such an embodiment of



concentration of active ingredient, wherein through such an enbedding into
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hydr ophi Inentined skigrkipedhs renzons aforstanberei n the hydrophilic active
ingredient is arranged predomnantly, preferably of at least 70 %and in
particular in a concentration range between 80 %

Another, particularly suitable embodiment of the inventive

15 composition makes provision that here a hydrophilic active
ingredient is contained, wherein the hydrophilic active
ingredient is arranged predominantly, preferably of at least
70 % and in particular in a concentration range between 80 %
by weight and 90 % by weight, in relation to the total

20 concentration of active ingredient, inside the inner phase.
This development also allows, as previously described for the
hydrophobic‘active ingredient, for a consistent transport

( rate of the active ingredient to the skin to be guaranteed

within a particular period of time.

25
The previously described active ingredient distribution
between the double membrane layer and the layer of the inner
phase is initially directed, in the inventive composition, to
which active ingredient is to be embedded inside the

30 structure which is characterized by the inventive
composition, wherein for this in addition to intermolecular
interactions of the active ingredient with the material of
the double membrane layer and the material of the inner
phase, also the nature of the respective active ingredient is

35 decisive. If, for example, an active ingredient is concerned



by wei ght and 90 % by weight, in relation to the total 20 concentration of
active ingredient, inside the inner phase. This devel opnent also allows, as
previ ously described for the hydrophobic active ingredient, for a
consistent transport rate of the active ingredient to the skin to be
guaranteed wthin a particular period of time. 25 The previously descri bed
active ingredient distribution between the double nenbrane | ayer and the
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in the materia orns t menbr ane | ayer a reduction of
the conceatcatrdingly afh jheregséveoi bgeeslcentvet akgsepiene in the materi al
whi ch concentration takes place in the material which forms the
double membrane layer, and a reduction of the concentration
15 of the active ingredient takes place in the material which
forms the layer of the inner phase and, naturally, vice

versa.

A further possibility for influencing the active ingredient

20 distribution between the double membrane layer and the layer
of the inner phase in the inventive composition makes
provision that here the active ingredient is anchored or
respectively embedded within the composition by means of a
lipophilic compound (anchor group) to or in the double

25 membrane layer. In particular by variation of the
stoichiometric ratios of lipophilic compound to the active
ingredient and by selection and coordination of the
lipophilic compound to the respective active ingredient or
respectively the material from which the double membrane

30 layer is formed, the lipophilic compound can be embedded and
hence fixed in the double membrane layer and the active
ingredient which is anchored hefewith can be optionally
arranged at the boundary layer between the double membrane
layer and the layer of the inner phase, wherein it is

35 particularly preferred if the lipophilic compound is embedded



forms the |ayer of the inner phase and, naturally, vice versa. A further
possibility for influencing the active ingredient 20 distribution between

t he doubl e nmenbrane | ayer and the | ayer _of the inner phase in the inventive
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embodiment of the inventive composition, so that this
15 development of the inventive composition has a good sustained

release effect.

If through such a compound (anchor group) the hydrophilic
and/or amphiphilic active ingredient is to be fixed to the

20 double membrane layer in the manner described above, such
compounds present themselves for this which on the one hand
still have reactive groups by wﬁich the respective active
ingredient is coupled to the compound (anchor group) and
which on the other hand still have a certain lipophilia, in

25 order to bring about the previously described embedding
and/or adsorption of this éompound in and/or on the double
membrane layer. Suitable compounds are therefore in
particular organic amphiphilic substances or organic
substances with corresponding reactive centres, thus

30 preferably all longer chain hydrocarbon compounds, whether
they are linear or cyclic (mono- and polycyclic, homo- and
heterocyclic), which are additidnally provided with halogen-,
hydroxy-, acid-, ester-, acid amide-, amino-, imino-, acid
imide- and/or other polar groups. To be mentioned here as

35 particular groups are preferably saturated and/or unsaturated



15 devel opnment of the inventive conposition has a good sustained release
effect. If through such a conpound (anchor group) the hydrophilic and/or
anmphiphilic active ingredient is to be f3xed to the 20 double nenbrane
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phase and

respectively a liquid is selected, wherein the term liquid

15 covers all liquid systems, the viscosity of which varies in
particular between low viscous to high viscous and therefore
comprises not only the viscosity of actual liquids but also
the viscosity of gel-like preparations, in particular
oleogels, and also foams.

20
In further development of the previously described embodiment
of the inventive composition, in which the inner phase and
the outer phase are respectively a liquid, a modification of
this embodiment makes provision that this liquid is

25 respectively water. Here, this term water not only comprises
distilled water, de-ionized water or osmotically purified
water, but also covers all aqueous systems, thus for example
also buffer systems or salt solutions or such aqueous systems
which in addition to water also contain physiologically

30 harmless organic solvents which are miscible with water.

As already previously mentioned repeatedly, the inventive
composition has a locally acting active ingredient and/or a
systemically acting active ingredient, wherein with the

35 selection of a locally acting active ingredient the



préferably therefore also as material for the inner phase respectively a

liquid is selected, wherein the termliquid 15 covers all liquid systens,
the viscosity of which varies in partigylar between |ow viscous to high
viscous and therefore conprises not only the viscosity of actual |iquids
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conpri ses anal gesi ¢s, antirheunatic antiallergics antibiotics,
antinycobe F%%]%ﬁﬁﬂ(ﬁﬁESQ%%ﬁlon_e ancing actgve ingreélents,

sedatives, anaesthetics, spasmolytics, wound treatment

15 agents, antipruritics, such as in particular polidocanol,
benzocaine and/or lidocaine, antipsoriatics, such as in
particular sphingosine-1l-phosphate, dithranol and/or
becocalcidiol, anti-acne agents, such as in particular
benzoylperoxide, doxicycline and/or vitamin A acid, anti-

20 rosacea agents, such as in particular metronidazole and/or
vitamin K, antiherpetics, such as in particular acyclovir,
haemorrhoid agents, such as in particular bufexamac and/or
lidocaine, venous therapeutic agents, such as in particular

( heparinoids and/or horse chestnuts extract, immunomodulators,

25 such as in particular tacrolimus and/or pimecrolimus, agents
for the treatment of skin cancer, such as in particular 5-
fluorouracil and/or cyclooxygenase-2 inhibitors, respectively
alone or in a mixture. Here, the respective pharmaceutical
active ingredient is selected according to which therapeutic

30 problem the inventive composition is to solve with its
topical application, wherein the previously listed preferred
active ingredients, in so far as they are compatible with
each other, can also be applied as a mixture. The particular
advantage of such a development of the inventive composition

35 which contains a pharmaceutical active ingredient lies in



bal neot her apeutics, corticoid active ingredients, antiseptics,
circul ati on-enhanci ng active ingredients, sedatives, anaesthetics,

spasnol ytics, wound treatnent 15 agents, antipruritics, such as in
particul ar polidocanol, benzocaine and®r |idocaine, antipsoriatics, such
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derivatives, such as in particular mefenamic acid, flufenamic
15 acid, nilfumic acid, pyrazol derivatives, azapropazones and

heterocaryl- and aryl- acetic acids and arylpropionic acids.

Particularly to be mentioned as pharmaceutical active
ingredients with regard to the antimycotics are the azol

20 derivatives which are to be applied topically, such as in
particular fenticonazole, clotrimazole, econazole,
isoconazole, ketoconazole, miconazole, oxiconazole,
tioconazole, flutrimazole, the polyenes, such as in
particular nyastatin, the cicloprioxolamines, such as in

25 particular ciclopirox, the allylamines, such as in particular
naftifine, terbinafine, and/or the morpholines, such as in

particular amorolfine.

Particularly to be mentioned with regard to the corticoid

30 active ingredients are cortisone, hydrocortisone,
glucocorticoids and their deriva;ives such as
triamcinolonacetonide and othervcortisone derivatives, which
have a local effectiveness in particular with the topical
application.

35



10 derivatives known per se, such as in particular acetylsalicylic acid,
am des of salicylic acid, salsalates, benorilates and difunisals, aniline
-derivatives, such as in particular paracetanol, phenacetin, anthranilic
aci d derivatives, such as in particul ar lfefenamc acid, flufenamic 15 acid,
nilfumc acid, pyrazol derivatives, azapropazones and heteroaryl- and aryl -
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salts, azelaic acid, resorcin, triclosan, farnesol,
dicglycerol monocaprinate, colloidal silver, silver salts,

15 such as in particular silver citrate, silver nitrate and/or
silver chloride, or gentamycin, or virustatics can be
contained, wherein of course the inventive composition can
also have several of the previously listed active
ingredients.

20
In addition to the previously listed pharmaceutical active
ingredients or instead of the previously listed
pharmaceutical active ingredients, a particularly suitable
embodiment of the inventive composition makes provision that

25 here the inventive composition contains at least one cosmetic
active ingredient, which is selected from the group which
comprises oils, fats, waxes, antioxidants, peptides,
proteins, amino acids, derivatives of amino acids, light-
protective filters, tanning agents, vitamins, provitamins,

30 fruit acids, humectants, parts of plants and plant extracts,

urea, glucans, glucan derivatives, organic metal compounds

and inorganic metal compounds.

Light-protective filters which are also occasionally

35 designated as sun protection filters in particular in



clindanycin, tetracyclins, or an antiseptic, such as in 10 particul ar
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15 dicamphor sulfonic acid.

As antioxidants, in particular as a single substance or as a
mixture in the inventive composition are vitamins, in
particular vitamin A and/or vitamin C, tocopherols, carcinin,

20 liponic acid, liposol maleates, carotenoids, lycopenes,
colourless carotenoids, in particular the IBR - TCLC isolated
from tomato or the IBR-CLC isolated from algae, polyphenols,
such as for example epicatechins, epigallocatechins,
epigallocatechingallate and/or epicatechnin-3-gallate,

25 caffeic acid, caffeic acid ester, rosmarinic acid, flavonoids
which are preferably isolated from tea, wine, coffee, cacao,
rooibos, cocoa or grapeseed extract, thus in particular
flavanols, flavanons, anthocyanidins, proanthocyanidins,
resveratrol, silymarin, aspalathin, ellaginic acid, curcumin

30 derivatives, dyhydroquercetin, N.D.G.A., rutin,
tetrahydrocurcuminoid, tetrahydrodiferuloylmethane,
tetrahydrodemethoxydiferuloylmethane,
tetrahydrobisdemethoxydiferuloylmethane, glutathione,
coenzyme q 10, L-carnosin, N-acetylcycsteine, phytic acid,

35 furalglucytol, chelating agents, thus in particular thioctic
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The preferred peptides are preferably selected from the group

containing pentapeptides, hexapeptides, in particular
hexapeptide-2 and/or hexapeptide-9, heptapeptides, copper
peptides, growth factors of the TGF beta family, MPC milk
peptides, MTP milk tripeptides,
palmitoyloligopeptides/matrikines, in particular Pal-KTTKS
(manufacturer: Sederma) and/or ‘Pal-VGVAPG (manufacturer:
Sederma), acetylhexapeptide 3, palmitoylpentapeptides,
palmitoyltripeptide-5, Serilesine (= laminin, manufacturer:
Lipotec), Lipeptide (= oligopeptide, manufacturer: Lipotec),
tripeptide 10-citrulline, Aldenine (manufacturer: Lipotec),
Myoxinol (manufacturer: Cognis), tripeptide-1, tripeptide-3,
hexapeptide-9, hexapeptide-2, oligopeptide-6, dipeptide-4,
decapeptide-2, Phytoquintescine (manufacturer: Vincience),
glutathione, cytokin, soya oligopeptide, polygammaglutamic

acid.

Preferred proteins are selected from the group which
comprises collagen, collagen derivatives, Antarcticin (=
glycoprotein, manufacturer: Lipotec), keratin, hydrolyzed

wheat protein, soya protein, preferably hydrolyzed and/or

of



5 seeds of rosemary, hops, ginger, Picea abies extract and I|ignan |ead
subst ances isolated therefrom such as in particular hydroxymatairesinol,
mat ai resi nol and secoisolaricirinol, Picea abies extract, Pinus pinaster,
pycnogenol , Uni protect PT-3, Unirepair 1243 (manuf acturer: 10 I nduchemn),
bakuchi ol , Coffea_arabica, Quercus infectoria, Canelia sinensis, Oea

eur opea, RISAFEIAsSANE iRTERI®, el3tein sand urdes |branresot®iRldl ei a davidii,
Leont opodi um al pi num or by extraction of algae. 15 The preferred peptides
are preferably selected fromthe group containing pentapeptides,
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acid. Preferred proteins are, selected fromthe gr ich . conprises
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Li pot ec) , t &@F phé N, pgﬂwiggm&béﬂﬁdmy@f@kﬁmoﬁmp&@i ein, preferably
extr

hydrol yzed and/ or 1 acted soya protein, elastin and rice bran
protein. (Ferefzetarey: stepridtle aadurpeeins3 osynthkesislesteniatsrsy e

lysine, alaming. $87L08e; ALYH Soufl A UPEra @ VIARE; AU Shg,
pyrrolidone carboxylic acid, alphahydroxy acids or
15 Dbetahydroxy acids, such as in particular hydroxycarboxylic
acids, dicarboxylic acids, in particular gluconic acid,
citric acid, malic acid, tartaric acid, their derivatives

and/or their salts.

20 With regard to the oils which are contained inter alia as
cosmetic active ingredient in the inventive composition, in
particular cuckoo flower oil, avocado oil, coconut oil,
jojoba oil, wheat germ oil, macadamia nut oil, apricot kernel
0il, hempseed oil, linseed oil, sesame oil, sunflower oil,

25 groundnut oil, rosemary oil, chamomile oil, sage o0il,
calendula oil, lavender oil, St. John’s wort o0il, melissa
oil, sallow thorn oil, tea treé“oil, cedar wood o0il, cypress
0il, evening primrose o0il, red current seed oil, borage oil,
rose hip o0il, soya oil, fish o0il, almond o0il, olive oil, palm

30 oil, safflower o0il, moringa seed o0il, castor oil, sweet
almond o0il, corn oil, canola oil, argan oil, amaranth seed
0il, and/or constituents of these oils are to be named.
Falling within the term constituents of these oils are, in
particular, such oil fractions which are specified by a

35 uniform and standardized structure, by their degree of



5 histidine, valine, cysteine and/or am noguadi ne, wherein this amno acid
or respectively the correspondi ng derivatives are contained in the
inventive conposition in particular alsggas hunmectants. Further humectants
preferably conprise rylyl glycol, urocanic acid, creatine, glucosam ne,
hyal ur onisa e an &ﬂéQQWcﬁhQ:@@ﬂbﬂ@nhqn¢rnmmb®elose | act obi oni ¢ aci d,
taurine, xylitylglucoside anhydroxylitol xylitol (manufacturer: Seppic),
aquaporin 3-synthesis stinulators, such as in particular opuntia extract,
lactic acrie cqertdiatoien caf boxy| o Bedsec el phBpysf Dxyonret tdsuent 15

bet ahydr oxy aci ds, such as_in particular hydroxycarboxylic acids,
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rosemary qg?l o) I ulg.oil, lavender oil, St.
John's vwﬁ%iat#gﬁi .éﬁéié%W?? sa omr?%%fhﬂggl fea tree oil, cedar wood

oil, cypress oil, evening prinrose oil, red current seed oil, borage oil,
rose hip oil, soya oil, fish ojl al nond oil, olive oil paIanO oi
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are to be naned. ltng wthin the termconstituents of ese oils are, in
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zinc salt, wherein here preferably as anions- fluoride,

15 fluoride, sulphate, phosphate, 2-aminoethylphosphate,
glycolate, lactate, fumarate, in particular monomethyl—
and/or monoethylfumarate, tartrate, respectively alone or in
a mixture. Furthermore, depending on the field of
application, the inventive composition can contain natural

20 sea salts as cosmetic active ingredient. Furthermore, as
inorganic or respectively organic compound in the inventive
composition, magnesium oxide, magnesium carbonate, magnesium
aluminium silicate, magnesium stearate, magnesium

( isostearate, talcum, calcium carbonate, zinc oxide, zinc

25 = carbonate, zinc stearate, zinc laurate, titanium dioxide,
iron oxide, iron hexacyanoferrate, bismuth oxychloride,
aluminium oxide, alumosilicate or silicon dioxide can be
present, wherein as tanning agent the cosmetically approved
colourants and/or tan accelerating agents, such as in

30 particular dihydroxyacetone and/or erythrulose are to be

named.

Instead of the previously mentioned humectants or in addition
hereto, other developments of the inventive compositidn

35 contain as cosmetic active ingredients such humectants which



which is contained as cosnetic active ingredient in the 5 inventive
conposition for its cosnetic application, is directed to the respective
field of application and varies in particular between 0.5 % by wei ght and 40
% by weight in relation to the conposi Lon ready for use. 10 Belonging to

the previously listed organic and inorgahic metal conpounds which are
cont ai nedF AP IHRFTELN PAHEFAHELAY ke el 9 ehrissmparidsl o Palilisvent i ve
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partileul ar di hydroxyacetone and/or erythrul ose are to be naned. |nstead of
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particular rice bran wax, mono-, di-, tri- and/or
15 polyglycerides of ricinoleic acid, of 12-hydroxystearic acid
and/or or 1ll-hydroypalmitic acid, ricinoleic acid
octyldedecylester, 12-hydroxystearic acid octyl ester,
beeswax, Japan wax, carnauba wax, cetyl palmitate, cocoa
butter, shea butter, squalane, cholesterin, cholesteryl
20 sulphate, phytosterols and/or lanolin, in particular lanolin
alcohols or derivatives. Waxes and oils of the plant genus
Peciloneuron indicum are also preferred, and in particular
those which contain at least 20 % by weight lignoceric acid,
and in addition synthetic and natural mixtures of epidermal
25 lipids, as are offered under the designation Skinmimics by
the company Degussa and Meadowestolide by the company Fancor.
Furthermore, depending on the field of application, as
cosmetic active ingredient in the inventive composition
vitamins and/or pro-vitamins can be contained, in particular
30 wvitamin A, vitamin B-complex, vitamin C, vitamin E and
vitamin D and/or derivatives thereof, such as in particular
vitamin A acid, vitamin A acetate, vitamin A palmitate,
vitamin C palmitate, vitamin E acetate, vitamin E palmitate

and/or vitamin E linoleate, alfacalcidol, calcitriol,

35 colecalciferol, ergocalciferol, transcalcifediol,



pentyl ene glycol, hexylene glycol and/or glycerine, saccharides, such as in
particular inositol, sorbitol, 5 mannite, platinite, maltodextrin, dextrin,
cycl odextrin, glucose, fructose, |actose, nannose, gl actose, decyl ene

gl ycol and/or octanediol. A particularlg preferred humectant which is
contained in the inventive conposition % cosnetic active ingredient are
ureas andalicspredadivl, weslcilfedivladdiitamm i @4t h@ -abreadyenr panetenyll,i st ed
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cosnetic actr've 1'ngredi'ent in the inventive conposition vitam ns and/or
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B-conmplex, vitamin C, vitamn E and vitamn D and/or derjvatives thereof,
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pal mtatge dmn C palmtate, vitamn E acetate, vitamn E palmtate
and/or vitamn E linoleate, alfacalcidol, calcitriol, 35 colecalciferol,
ergocal ciferol, transcal cifedi ol

A particularly suitable further development of the inventive

15 composition which has in particular a soothing cosmetic
active ingredient makes provision that this active
ingredient, which of course can also be an active ingredient
mixture, is selected from the group which comprises shea
butter, ceramids, in particular ceramide-1, ceramide-3,

20 ceramide-6 and/or ceramide-7, cupuacu butter, squalan and/or
triglycerides, in particular middle-chain, saturated Cg-Cy,-
triglycerides. This further development of the inventive
composition is particularly suited to strengthen, develop and
build up the intercellular lipids of the skin and to increase

25 the acid coat and the amount of sebum and hence to bring

about an increased protection of the skin.

In order to treat in particular infected, irritated or
diseased areas of the skin, thus for example eczema, burns,
30 preferably of the 1°® and 2™ degree, bedsores or abscesses
with the inventive composition, or to effectively protect the
skin from such diseases, a further development of the
inventive composition makes provision that herein
alternatively or in addition to the previously mentioned

35 active ingredients, in particular the previously mentioned



22 calciprotriol, calcifediol, vitamn D3, 13-carotene, panthenol, '
pantothenic acid, biotin or also antipruritic surface anaesthetics, thus in
particul ar |idocai ne, benzocai ne, polidocanol, aqueous urea solutions,

i soprenalin, cortamton, 5 quinisocaine,,antipruritic HlL antihi stam nes,
thus in particular neclozine, cetirizifie, promethazine, diphenhydram ne,
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cupuacu butter, squalan and/or triglycerides, in particular mddle-chain,
saturated C8-C24- triglycerides. This further devel opnment of the inventive
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skin._ In order to treat_ in particular infected, irritated or djseased areas

of tHE skFAICERLEAFHPT RANBPE 6220, ® thiY éS193p Pdrdr ablRY IS 1 st and
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effectively protect t rom such di seases, a t her™ devel opnent of
the invehtbyewebgposiniomlaekas poovhesi oompdstt hen erendal fer nagé vely or in
addition &geégﬁnpéﬁgégugégéég¥¥£éqgﬁldata preferably refer to the
cosmetic active ingredients which have been previously
15 mentioned and are also listed below. Such developments of the
inventive composition which are applied pharmaceutically and
contain the pharmaceutical active ingredients mentioned in
the introduction and the previously listed anti-inflammatory
active ingredient have active ingredient concentrations which
20 vary in particular between 0.01 % by weight and 5 % by weight
and preferably between 0.1 % by weight and 2.5 % by weight in

relation to the composition ready for use.

All the plant oils or plant extracts previously listed as

25 cosmetic active ingredients can also be replaced by
corresponding plant parts, thus in particular roots, seeds or
flowers, in so far as these plant parts are correspondingly

dried and communicated, in particular pulverized.

30 Belonging to the preferred further éosmetic active
ingredients, at least one of which must be contained in the
inventive composition, are the “anti-ageing” active
ingredients on the basis of the previously mentioned peptides
and proteins, metal proteinase inhibitors, senescence

35 retardants, thus in particular geranylgeraniol, and



35 active ingredients, in particular the previously nentioned 23 cosnetic
active ingredients, at |least one anti-inflanmatory active ingredient is
contai ned, which is selected fromthe group which conprises ursolic acid,
soya sterol, 18-beta- glycyrrhetic acid 4 gama or yzanol, ferulic acid, 5
avenant hiapicdesmid  dendivatriedes Bfa tlikh MUy dmitvongthredients,
anti-inflanmmatory active ingredients. In particular in such an enbodi nent of
t he i nvestiche ascdmp@sinttiionlatheedairiole inajriedilerdenisvadricssnt veast 10
concentr at iton etvveentgl.oo %% i ght 3r5 %.h _vveci> hct preferably in a
concent r 6161 DErweSH 0- 1 Vo’ by Hn 5 \ﬁelfd'g? P relation to the
conposi t isebsteaded,0lsudse as WL RRINt 1RESE concasidatudrega a pelhaiad) ¥
refer to the cosnetic active ingredients which have been previously 15
ment i bne@tied @revalieso [Suste@ e v, ZouEr e eEipagfiuref: (Hssen R i ve
conpositi i ane i arnmaceutically and,. .contajn the

phar nacel}%%(?g@ lg%[ll%\) <] %ﬁ%lr%geﬁ:e ﬁjtgsrrrnrr%ﬁieﬁ aosnselge’tilﬁlgatagcet lﬁg rloﬂ I C|i]loenm"asn’d t he
previ ouslgiudt sisprafidrdpliyt FERIamy coidduaid naire et i e agdl v um

i ngredi ent concentrations_which 20 vary in particul ar between 0.01 % by

wei ght al@dnsaghspags ghy drary anadiidiaing ddtsweeikpine s, sedigiyHetsnd 2.5 %
by wei ght_.i r ti t e ILti.0n, rea Al . plant oils
or plant Sex %rsatcetq'Jso 6’lp rsg{\;“lpoh%stlteg I Wa%ét accglgyne Oﬁﬁcp é‘ilg’fclls\/e 4lnégétr}godll Aef;l’t s can
al solbe repliaded ianteOr reeRsOd rhtpl fAarde pargrsotdines, ithymrd iculmxepdot s,
seeds or flowers, in so far as these plant parts are correspondingly dried
and comUMERESE L ULeGa ML QAR Ul ¥er | FBECSRN Bet oy i WL kP ME pref erred

further | © ARt W& d ngredients, afnd gast: ong Of, i h nust be
cont ai ne%%;%ﬁﬁtéﬁe I nventi v'gag'corrpo& ti'on, are t]herE“ ant1-agei ng" active
i'ngr edi entrgyred itdre: hasiirs pefrtier e aaiifsd ineverdd oinesd jeptedliesnt antbpr ot ei ns,
nmet al proteinase inhibitors, senescence )
scar treatment, such as e.g. panthenol, urea, heparin and/or
15 special plant extracts, deodorants/antiperspirants, thus e.gq.
aluminium chlorohydrate, aluminium-zirconium chlorohydrate,
perfumes, mouth care agents, such as e.q.
chlorhexidingluconate, hair treatment, in particular
finasteride, aminexil, ketoconazol, foot care agents, such as
20 e.g. urea and/or salicylic acid, hand care agents and/or baby
care agents, such as e.g. allantoin and/or panthenol, agents
for reducing or slowing the growth of unwanted body hair,

such as e.g. eflornithine, shaving aids, and active

.

ingredients for the treatment of unclean greasy skin and the
25 accessory symptoms connected therewith, antibacterially-

acting and/or sebum-inhibiting active ingredients, such as in

particular salicylic acid and/or Acnacidol (manufacturer:

Vincience) .

30 A further particularly suitable embodiment of the inventive
composition makes provision that here, as at least one active
ingredient, it has such an active ingredient which is
selected from the group consisting of icaridin, clove éil,
citronellal, cedar wood oil, lavel oil, cinnamon oil,

35 permethrin and crotamiton. These embodiments of the inventive



35 retardants, thus in particul ar geranyl geraniol, and 24 niacinam de, skin
regeneration pronoting active ingredients, such as in particular retinal,
retinol derivatives, yeast extracts, panthenol, allantoin, DNA
repair-pronoting substances, such as iBSparticular T 4 endonucl ease V

enzymnes, ; yg%g, STTeloR %Q;r.g t : - i 0
Technol og?%@gﬁtrfﬁgr arrier- ag%cg%sgsnegdzg%??@%éi ng ggﬁe&n%% Of\s/\ﬁlc as

pr ef er abllyitoss ci inn maonpionwids, bitgErkdy aiats call lmasn Jpiaod ot e,
hydroxyapatite and its m xtures, sodiumbeta sitosterol sul phate,

gl ycyrr het3 % d compounds, bisabolol, 10 anti-irritants, such as
antifreeze proteins, thus e.g. AAGPTm (manufacturer: Protokinetix),
chitosan, skin whitening agents, such as e.g. arbutin, anticellulite active
i ngredi edasi¢alpar ticulsartedid efemyrded itlet Mohedirermst o scar treat ment,

such as e.qg. pant henol rea, heparin and/qr 15 speci.al | ant extracts,
deodor ant STHERT et i FUNTRIIE (R ATl TR o B uHy ekt Wi
al um ni ungd r&mlugrgﬂet&@,r WA Bt ar PESE P Sy (PP UL SAT & YIS, 1 RHCR, as

e.g. chlorhexidingluconate, hair treatnment, in particular finasteride,
am nexi | ,d&stofordzoirt foslac steregems, certaias 200ch grawrier and/ or

salicylic_acid, hand_.care agents and/ aor hab care. agents, such as e.g.
21| ant of rE RS naTo STy MR F b i 3 T r ovi b of
unwanied BRivohdBic MOld@te Gndlietdf | OFMigddthouldiavdyth afssiaand active (

ingredients for the treatnent of unclean greasy skin and the 25 accessory
synpt ons LN taee v eferanty vuwtks izdangd hexe righisghi/awe selected

sebum i nhi bi Hﬂﬁ active i edi ents, suc s 4N ticular li.cylic acid
and/ or Ac]%nxzta)léc“:;l 0 (%%%I}L{R a“(':}?%ér ré:(%n%lnsc?senng%r?gg%eﬂfp]f ur 'herl%léfﬁaeirclu At y
sui tabl e erwlyderides, theefewanly el ss aiasi 1iad mikEke {fteyvisi on that here,
as at |east one actjve inqgedien;,.it has such an active ingredient which
is monoglycerides, sphingolipids, phosphatidylcholine,
15 phospholipids, fatty alcohols, fatty acids and derivatives of
the previously mentioned compounds, wherein the fatty acids

and fatty alcohols preferably have a Cg-Cyi-saturated linear

carbon chain.

20 However, it is particularly suitable if in the inventive
composition as carrier substance which is able to form the
particular structure which has previously been described
several times at least one hydrogenated lecithin and/or a
hydrogenated phospholipid, and in particular a hydrogenated

25 phosphatidylcholine is contained. Here, in fact, is was able
to be established that such hydrogenated phospholipids and in
particular the hydrogenated phosphatidylcholine on the one
hand forms to a high degree with the outer phase these
particular structures which are specific to the inventive

30 composition and characterize it, and which on the other hand
are excellently suited to migrate into the intercellular
lipids of the skin and in particular into the intercellular
lipids of the corneal layer and to assist there the build-up
or respectively development of this intercellular lipid

35 layer, as has peen described repeatedly above. In addition,



selected fromthe group consisting of icaridin, clove oil, «citronellal,
cedar wood oil, lavel oil, cinnanon oil, 35 pernethrin and crotam ton. These
enbodi ments of the inventive 25 conposition serve here focussed on the
prophyl axis of insect bites, in particyéar bites by gnats, fleas, lice

and/ or L cks. Basically, it .i.s to be“recorded that the.inyentive
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structure, contains such carrier substances which sinultaneously have a
hydr ophi Fa& tasdllarily Edidsh s ol et wipidt pn Ithe@me digng &igh carri er
subst anc%%ﬁqrs%a%rtefﬁrt%blr}ésgi%&e tQ)arg%.del_ﬁ_ecr&}el Vg}{él narpea]istej! taeId fromthe
group which "compri ses nonogl yceri des,” digl'ycert des, rigl'yceri des,
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phosphatidyl chol i ne, 15 phospholipids, fatty alcohols, fatty acids and

deri vat i wélgflitphanst AFnsiss|3n et efly @mfpufderagrerediabihdfatty aci ds

and fatt : I f I - G24-sat ur [.ne carbon chain.
20 Homvécfglsz%hﬁglsgp%%egtﬁasgr%g%q%@b e h%’ itﬁrﬁt#e&ltlﬁgceén J{1‘:'?/2&{r(_:(':orrposi tion as
carrier sitesiratiesyWhivedry Bl e lorpidthatgrddoinsy dEdamdas e Wi ch has

previ ously been described several tines at |east one hydrogenated |ecithin
and/or a hydrogenated phospholipid, and in particular a hydrogenated 25

phosphat i i S .C | v t,.. | t
est ag{gi she etq}rzl%t’ rsgjlc }?ﬁyg{rvod}e%a p glsep loqikli%f; s alfle | nC@%gr 3{0%]1%? % he

hydr ogenatyetiayeesieal iphdsptodl inel drarddiel s r thiand £10rgmcti aa a hi gh degree
with the outer phase these particular, structures which are specific to the
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are exceldi et iR dndBH Aldh | 1 Qurk téh | M ETHEH Wlicals are
exclusively or predominantly saturated, so that in particular
15 only unsaturated acyl radicals in a concentration of less
than 10 % by weight and preferably less than 5 % by weight
and most preferably less than 1.5 % by weight are present in
the hydrogenated lecithin, the hydrogenated phospholipid
and/or in particular in the hydrogenated phosphatidylcholine.
20 |
By way of clarification, it is to be noted that the term
phospholipid of course covers not only a single phospholipid
but also a mixture of phospholipids, wherein the phospholipid
or respectively the phospholipid mixture can be or natural or
25 synthetic origin. It is likewise self-evident that the
phospholipid can be hydrogenated not only in the above sense,
but that instead of this hydrogenated phospholipid a
synthetic phospholipid is used, in which the acyl radicals
are all or predominantly saturated in the above sense.
30
The advantages described above are possessed to an increased
extent by such further developments of the inventive
composition which contain as carrier substance a hydrogenated
phospholipid which has at least 60 % by weight and preferably
35 Dbetween 70 % by weight and 95 % by weight hydrogenated



i pids of the skin and in particular into the intercellular |ipids of the
corneal layer and to assist there the build-up or respectively devel opnent
of this intercellular lipid 35 |l ayer, as has Peen described repeatedly
above. In addition, 26 the hydrogenati?ﬁ;ecithins and in particular the

1
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hand have a hi gh physi cal tability and hence an extrenely great storage
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such a hydr I'eci tthin or respectively such a hydrogenated
phospBol i pid and in particular such a hydrogenated phosphati dyl choline are

preferably provided. in he inventive conposition in which all acyl radicals
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20 By vvaylptoflscl i8S cgfﬂ%rf,l]iyt ’ﬁesconrﬁ]e&t@_ﬁ‘tﬁ%&*t’%athf}i’ee _ loﬁhds%hm i pid of
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phosphol i pi ds, wherein the phospholipid or respectively the phospholipid
m xt ure cdgh apploredhang dlo othizd saitivg iingwedjient (it ieontaiewd se
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predom nantly saturated in the above sense.
carrier substance and in addition to which concentration of
15 double membrane layers is to be contained within the
inventive composition. In particular, the at least one
carrier substance is present in the inventive composition in
a concentration between 0.5 % by weight and 30 % by weight,

preferably in a concentration between 0.7 % by weight and 5 %

20 Dby weight in relation to the composition ready for use.

In particular when the previously described hydrogenated
phospholipid, the hydrogenated phosphatidylcholine or
respectively the hydrogenated lecithin or a correspondingly

25 synthetically produced phospholipid with corresponding
saturated acyl radicals has a phase transition temperature
over 30 °C and under 70 °C, with the use of such a carrier
substance such embodiments of the inventive composition can
be provided particularly simply which have the desired

30 particular structure which was described extensively in the
introduction. The phase transition temperature is defined
here such that it designates the temperature at which the
crystalline system of the carrier substance transfers into a
liquid system of the carrier substance, wherein in many cases

35 this temperature does not represent an actual individual



30. The advant ages descri bed above are possessed to an increased extent by
such further devel opnents of the inventive conposition which contain as
carrier substance a hydrogenated phospholipid which has at |east 60 % by
wei ght and preferably 35 between 70 %\% wei ght and 95 % by wei ght
hydrogenated 27 phosphati dyl chol i ne, &rei n this concentration data refers
to the c6REEREARAUEEn ULt FATHEEr d§e fhEEROHeEdFes YT @ WemHerataineont ai ned as
such as per st e i [ nt j, v it Qn f use. 5
Wth reg%rgégted Fﬁggéogg(efnte%m&%%’o?ﬁ%hé’hggsrer %%g%%ﬁﬁsﬁoanc%%%ﬁtalrﬁed in the
i nventi vgogompesiphreiculairdy peleferided hsidrdefematashi ch is particular to the
i nventive_ conposition it is to be generally recorded that this
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chem cal wedgiite adll the aesfedladielay sselfecidth camdient |AthARARCSd@Nd in
addition to which concentration of 15 double nenbrane |ayers is to be
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concentraigi.on between 0.7 % by weight and 5 20 by weight in relation to the
conposition ready for use. In particular when the previously described

hydrjo%e_nat ed phospholipid, the hydrogenated phosphatidyl choline or _
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phase tr greiferaed embeddmens odfverhe3d v eartd vendempd® i€ iod tfakdee use of such
a Carrlerprovision that the latter has water as inner and outer phase.
Depending on the application, the concentration of the water
15 varies in the inventive composition between 5 % by weight and
90 % by weight in relation to the weight of the composition
ready for use, wherein these concentrations also preferably
apply to other liquids which form the inner and/or outer
phase.
20
Depending on the respectively intended field of application
and the respectively selected carrier substance and the

active ingredient which is respectively to be used, an

o

advantageous further development of the inventive composition
25 makes provision that the latter has at least one alcohol, in

particular a polyvalent alcohol, wherein of course such

alcohols are selected here as alcohols which do not cause any

or only an extremely mild skin irritation.

30 Pentylene glycol, caprylyl glycol, phenylethyl alcohol,
decylene glycol, glycerine or mixtures of the previously
mentioned alcohols have proven to be particularly suitable
alcohols, so that accordingly these alcohols and in
particular the previously described triple mixture of

35 pentylene glycol, caprylyl glycol and glycerine are contained



substance such enbodi nents of the inventive conposition can be provided
particularly sinply which have the desired 30 particular structure which was
descri bed extensively in the introduction. The phase transition tenperature
is defined here such that it designategdthe tenperature at which the
crystal | i} BRIt 1TR CAMReEItbst ance transfers into a |iquid system
of the carrier substance, wherein in nmany cases 35 this tenperature does not
represent an actual individual 28 tenperature, but rather is characterized
by a tenmrer@irtlesr radwgent ddersys fdeveeapmere, dhechphaigevdntaing ti on tenperature
for the particu]ar I% preferred hydrogenated phosphatidylcholine which is
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t he inventive conposition between 5 % by wei ght and 90 %'by weight in
rel ati on ¢catdetewigthicof The conpositdtoion refadhd oF-ame, albleam laniese
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i ngredient which is respectively to be used,” an advantageous further
devel opneretwden he. } nyeand vd corprepadioively in relation to the weight

of the composition ready for use.

15 Particularly when the N-acyl alkanolamine has a C;-Cz; acyl
radical, preferably a linearly saturated and/or unsaturated
C1-C24 acyl radical, with such a further development of the
inventive.composition, inflammatory skin irritations or skin
diseases which occur in an extreme manner can be treated

20 particularly well, wherein in particular also skin
irritations, skin excitations, erythemas and burning
sensations of the skin can already be eliminated after a few

applications.

25 In particular in the previously described embodiments of the
inventive composition which contain N-acyl alkanolamine, this
N-acyl alkanolamine is selected from the group which
comprises N-acetyl ethanolamine, N-oleoyl ethanolamine, N-
linolenoyl ethanolamine, N-cocoyl ethanolamine and N-

30 palmitoyl ethanolamine, wherein these previously mentioned
particular ethanolamines are used both as individual
substance and also as a mixture of several ethanolamines.
Likewise, the inventive composition can comprise as N-acyl
alkanolamine a N-acyl-2-hydroxy-propylamine, wherein this N-

35 acyl-2-hydroxy-propylamine contains in particular as acyl



25 makes provision that the latter has at |east one alcohol, in particular
a pol yval ent al cohol, wherein of course such alcohols are selected here as
al cohol s which do not cause any or only an extrenely mld skin irritation.
30 Pentyl ene glycol, caprylyl glycol, pﬂ?nylethyl al cohol, decyl ene glycol,
glycerine or m xtures of the previously  nmentioned al cohols have proven to
be partizalackhy faittabkbeidsl edhglosomd hidt aaddordipaginy ailes&hw cohol s and
in particular the preyiaqu descri bed .tri.pl e mxt.ur.e of -35 pentyl ene
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conposi tion nmakes provision that the latter contains, in 5 addition to the
previ ousPfakddiizededtaddi fecamfrddice®dusr alternatively thereto, also at
| east. one N-acyl al kanol am ne and preferably N-acyl ethanol am ne, wherein
this i+ary| al kanol am ne i s known for having anti-inflamrmatory

char act eDeplenadngTher etiec erispridtdvehadig-dNoic Whealdtanalat i, 10 .and in
particular of the N-acyl ethanolam ne varies here between 0.01 % by wei ght
and 10 %bptRerghhe grofeatdpe CHMafddd O Lueed 2 -9 BesFecbsaily in
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treated 26 ipafdloul a4 el 'gel‘(’ji@%{@eia{béd{,p%fﬂéx‘é{xﬁrtr?elr S&ﬁ?&@rﬂ:riff&ﬁ ations,
skin excitations, erythemas an rni'-ng 'sensations of the skin can al ready
he el i m ot edheafet @remciromt iy iagat iaortsiox@ldnt spamtiicil axred n t he previ ously
descri bed enbadi ts of the
addy%ioﬁngy designated summarized below as other additives,
varies in particular between 0 % by weight and 10 % by weight

15 1in relation to the composition ready for use.

If in preferred embodiments of the inventive composition a
thickener or a gelling agent is present, then it lends itself
here to choose as gelling agent or as thickener a natural

20 and/or synthetic colloid and/or a natural and/or synthetic
hydrocolloid, wherein it is very readily possible that the
inventive composition contains a mixture of natural and

synthetic thickener or respectively of natural and synthetic

ST

gelling agent. The concentration of these colloids or
25 respectively hydrocolloids usually varies between 0.1 % by
weight and 5 % by weight, respectively in relation to the

composition ready for use.

As an example of suitable gelling agents or respectively

30 thickeners, in particular the starch ethers, starch esters,
cellulose ethers or cellulose esters known per se, or else
the derivatives of acrylic acid and/or derivatives of acrylic
acid salts, in particular oligomeric and polymeric acrylic
acid or respectively acrylic acid salts or derivatives

35 thereof are to be mentioned.



I nventive conposition which contain N-acyl al kanolam ne, this N acyl

al kanolam ne is selected fromthe group which conprises N acetyl

et hanol am ne, N-ol eoyl ethanol am ne, N |inolenoyl ethanolam ne, N cocoyl
et hanol am ne and N 30 pal mtoyl ethanol &lm ne, wherein these previously
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parti cul ar wei ght’ "and in rel'a to the
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it is very readily possible“that t i'nventive conpo |t|o contains a
m xt ure &f byatwerightaond thgnplretioushiyckeseribedr eifpeahdyelkyodf that ural and
Synthetlprev1ously described o0il component, and between 0 % by weight

15 and 10 % by weight other additives.

With regard to the pH-value which the inventive composition
has, it is to be recorded in particular that here a pH-value
is selected which preferably varies between 4.0 and 7.6 and

20 in particular between 4.8 and 7.2.

As has already been pointed out several times abové, an
essential criterion of the inventive composition is that the
latter has the particular structure previously described and

25 that furthermore the at least one active ingredient is
distributed between the double membrane layer and the layer
of the inner phase as is quantified above. Particularly when
the inventive composition contains between 10 % by weight and
95 % by weight, preferably between 30 % by weight and 95 % by

30 weight the double membrane layer, wherein the previously
indicated concentrations refer to the weight of the carrier
substance contained in the inventive composition, such a
development has to a particularly high extent the advantages
previously described in the inventive composition.

35



gelling agent. The concentration of these colloids or 25 respectively

hydr ocol | oi ds usually varies between 0.1 o by weight and 5 % by wei ght,
respectively in relation to the conposition ready for use. As an exanpl e of
suitable gelling agents or respectivel y32 30 thickeners, in particular the

starch etRers, tot deChcRrehed the@! oS Ritarse HonfRditiese igsters known
per se, or else the derivatives of acrylic acid and/or derivatives of

acryl i ¢ pagtdcsdbrs congagast isgighag eitirgormiec ianwhpslly madie dsayddlld ¢ acid or
respecti vel crylic acid sal .or derjvatives 35 therepf are taq _be
ment i oneﬁ'.‘%m\yff%nﬁ)r/é? FFe:%la(asn%o%’?lr%é:n S 55 \Eteril:é”%errllvénﬁmvé’mc@%r%&og}"}’i on” have as

carrier gebstangar’ eepecicnyal ybekeeen rih,5 WidBe Meifghitithote %Hy wei ght of
a hydrogenat ed phosphatidyl choline, between 0.01 % by weight and 5 % by

wei ght oflayke &E’tlic‘k@eisﬁgloefditélﬁ inngrd phetsfeeWIs as bys LR ethdeSoveRIby

wei ght wat.er hilie |iquid ereinth th preferred

enbodi rreﬁtd ac%c%l&i 'Ita?é gl%gl )r/n e(r:rgonrtaél%n %&e%énp&%q%%ylym?a& esar?cf’ tﬁf% 2by

wei ght cupuagd huot hgr., between 0.5 % by weight and 15 % by weight shea
butter, between 0.001 % by weight and 3 % by 10 wei ght ceram d, preferably
ceram de-1, ceram de-3, ceramde-6 and/or ceram de-7, between 0.1 % by

wei ght a 9 i : | 1.ai I | 1.q] Pg;y&g 2 % by

wei ght a%‘% %} é)egé})tl)\?r%g{l&%%fla{‘ If)t%ﬁ%%ﬁl rt%\?'fj &%ﬁe%&%re@;& btg{fd oIt an Q}(}:‘r of the

pr eviouskymipesdriiked ceid eomppldrid iancGrietsdEarail Sofnrmeiwidthkdr itk 10 % by

wei ght other additives. Wth regard to the pHval ue which the inventive

conposi t EFAMPEEs 25 @ icge@@,béolrr&mrxfed gei padfiQn £ 3 katd a pHval ue

is sel ec%ca@%\gqi\,%h preferably varies between 4.0 and 7.6 and 20 in

darticul ar between 4.8 and 7.2. As has al ready been pointed out several

ti mes above, an essential criterion of the inventive conposition is that

t he ‘
However, it is particularly suitable if the inventive

15 composition is present as a cream-like or gel-like
composition and has a viscosity at 20 °C between 2.000 mPas
and 40.000 mPas, preferably between 12.000 mPas and 25.000

mPas.

20 A particularly suitable development of the inventive
composition makes provision that here the composition
contains such a structure which comprises between 2 and 15
lamellar double membrane layers arranged one over the other
in the manner of a sandwich.

25
The term “and/or” which is repeatedly used in the present
application covers both additively and also alternatively the
individual elements of a list which are thus linked, so that
these elements are to be understood as linked selectively

AN

30 with “and” or respectively with “or”. Furthermore, the terms

used in the singular of course also comprise the plural.

Advantageous further developments of the inventive
composition are indicated in the sub-claims.

35



| atter has the particular structure previously described and 25 that
furthernore the at | east one active ingredient is distributed between the
doubl e menbrane | ayer and the layer of the inner phase as is quantified
above. Particularly when the inventive3Xonposition contains between 10 % by
wei ght amthe 3mvéring weichipodirnefcer aly wexpataiesd 3 1%wWwywiwei diie and ¥f % by 30
wei ght the doubl e nenbrane | ayer, wherein the previously indicated

concent r QWhEL¥ERIes ¢ 1 KOS CFHCTb W iithe the [dr&wingshstighdd ikt ai ned in

t he inventive conposition, such a devel opnent has to a particularly high
extent the advantages previously described in the inventive conposition. 35
32 It i Figude I ecticded d RAlagdamravdienti Meistagrasirt icf a rfiygear ti cul ar
contains such a structure in which each doubl e nenbrane |ayer has a

t hi ckRess between £MHAEMET0 Hmthen PEsyquslivardastiddad Parhisidas nm

wher ein furthernquﬁ5n§ﬂ§nkgyer t hi ckness of the inner phase, which is
arranged between adjacent doubl e nenbrane | ayers, preferably varies between
2 nmand 10 nm As already previously presented repeatedly, the inventive

10 conposition can he applied in any suitable form whether for. exanple as
a cream oifithfent, %Ewéolaotqwr&m‘“%% BatSHRE YAV EL Bowdrd it i s

particularly suitallgdd;iddit IdWeHd e EDUARPRIddAbdd ARSI AS 2
creamlike or gel-like conposition and has a“viscosity at 20 C between
2.00@0nmPas and 40.€00uatRass; puef erably between 12. 000 nPas and 25. 000
meas. 20 A particularly suitable devel opnent of the inventive conposition
makes provision that here the conposition contains such a structure which

tCﬁremglt ﬁgfﬂg@dﬂ@eﬁ?sm 15 d aldnia tduil 1e vt g | &f siardanged one over
embodiment of the previously described particular
structure.
15
In Figures 1 to 3, the same elements are provided with the

same reference numbers.

Figures 1 to 3 represent different embodiments of the
20 structures as they occur in the inventive composition and are

essential for the latter.

All the structures shown diagrammatically in Figures 1 to 3

have in common a planar first double membrane layer 1 and a
25 planar second double membrane layer 2, wherein the double

membrane layers 1 and 2 enclose the planar layer of an inner

phase 3 in the manner of a sandwich.

Each double membrane layer 1 or respectively 2 consists of
30 two layers A and B of the carrier substance, wherein within
the two layers A or respectively B the individual molecules
of the carrier substance are aligned so that the outer
hydrophilic radicals 4 of the upper layer A of each double
membrane layer 1 or respectively 2 are respectively aligned

35 outwards to the outer hydrophilic phase which completely



i n the manner of a sandw ch. 25 The term "and/or" which is repeatedly used
in the present application covers both additively and also alternatively
“the individual elenents of a |ist which are thus |inked, so that these
el enents are to be understood as |inked,selectively 30 with "and" or
respectively with "or". Furthernore, the terns used in the singular of

course aF¥3TOYRAS $E€ FESHEGTAVE SARMGHEFeo T HAhdh S devBI¥pent s of t he

i nventiv it re g ' P ' : : inventive
conposi tlf\lgrcligﬁ g)%ﬁfcalgjr%e C%ésg\% vq\ﬁ ?_:1t-'qlt€!her]L al g%lg,e?ozgr r‘%xlﬁpllggﬂairy}goeﬁﬁnect i on
wi t h t hetteavdianygs, ofn tie dmnerFiplawse B .SiThis dad ddreamestule idHatstrati on of

a first 5.eghodi nent .of the previously describe rticylar, structure;
i gure 2VHEBAE 5ok dRaat 57 HARRIIGLIOE § A ARPPENE TAHCRIS  he
previously FeGlnbedpard 'rrFéfHk?rraneula%léﬂJClt %ﬁ;r%%d%ig}gl%/ 3 shows a

diagrammatic illustration of a third” enbodi nent 'of the previously described
parti cul aligstedudtoureachl ®tiherFi dures dingly, itrthelsars miaerds srwvrpr ovi ded

with the, s ref erence _nunbers. _Fi gures to 3.represent, different

erbodi meitPs IHEUERS 20 8 Puctihids SRE Hity o dBIF IR LS AN TGS ¢ on
and are ;jeseRpitadlt WaktH hed Jit@r pdsd hamdrdid unes ishawn diagrammtical ly
in Figures 1 to 3 have in common a planar first double nenbrane |ayer 1 and

a 25 pl &ysropdddid adedlilca liseforeeh edcly etoubl evramdinartehelajmiblle axenbr ane

layers 1, 2a10e230EhP S R A Yo W& SleAL{VUR, with the layer of

the inner phase 3.

Reference number 7 designates respectively active ingredient
molecules illustrated in dark print or respectively active

15 ingredient aggregates illustrated in dark print, wherein the
active ingredient molecules differ from the active ingredient
aggregates in that active ingredient aggregates represent
combinations of active ingredient molecules, which is
abbreviated below as active ingredient 7.

20
The diagrammatic illustrations according to Figures 1 to 3
differ from each other in that the active ingredient 7 is

distributed differently between the layers 1 to 3.

25 In Figure 1, the predominant amount of active ingredient 7 is
distributed in the double membrane layer 1 or respectively 2
and is embedded there between the hydrophobic radicals 6,
whereas the layer of the inner phase 3 has a relatively small
concentration of active ingredient 7. Such a composition

30 which contains a predominant hydrophobic active ingredient in

particular has such a structure.

In Figure 2 the predominant amount of active ingredient 7 is
embedded into the layer of the inner phase 3, whereas the

35 double membrane layer 1 or respectively 2 has a relatively



phase 3 in the manner of a sandw ch. Each doubl e nmenbrane | ayer 1 or
respectively 2 consists of 30 two |layers A and B of the carrier substance,
wherein within the two |ayers A or respectively B the individual nolecul es
of the carrier substance are aligned s hat the outer hydrophilic radicals

4 of the upper |ayer A of each double Tenbrane |ayer 1 or respectively 2
are respéeddlleloprganiread izm aft wetdy e dnIredsendr Thy #hdghi [Lisc spesidaghi ch
conpl et el R Olfjg%%. : i tru r S e inner

hydr ophi Ik%/ect%}eéeé—lls cléz}l{es ofotdtTﬁ%or ﬁ%(s)\j\&%?ﬁcaaésrs 6rB %E)r:ér?t% rian\/\g{ 321 ttfr)l% the | ayer of

t he i nnerimpleatiat® vikiinitas dfhehree diyidrddhat] i onirialdicadach kayers .A Saich
respecti velc)é%qB the |i p(a%hi lLic radicals 5 6 of each doubl e nmenbrane |ayer 1
or respec iQREIRPSA tQE WEGh&PAG i R SUfFemiRaadr dvegophilt & REtMEuct ur es

showng i e, @Rl {&P p%rtqrgdaﬂ]tzh%a%m cHydigphidd G- adical s 4 come in

contact w tth the outer "phase, ereas the inner hydrophilic radicals 5 of
each doubl e nenbrane layer 1 or 10 respectively 2 cone in contact

exclusively with t, | ayer of the inner phase 3. Reference nunber 7
desi gnat erl%%epécﬁm%}-y €4 raecﬁ%ﬂ’(cpt‘%ﬁﬂ SCuWEL G | r&Ed in dark

print or nhgsnect iag|os 3 I §e 1kt AR URNGD AQHRIALER i W LRigdd n dark
print, erein the active 1 ngredient 'nolecules differ fromthe active
i ngr edi eningreghireedat’es The tdwatceaut iherd rigr editénttheggregdned rerissent
COMLER! o5 ol 5L s o eden ol qiles, i ch s abbro ai ed bl ow as
1to 3 Qifdffand=MRAAN, Ghitd] ddtihati dfleBEHtLe ¢ Ner GHieh 1AKewise
distributed differently between the layers 1 to 3. 25 In Figure 1, the
pr edoni namlemvgien f resHeativegnediggnedrties ddinstis Ifenegrined hehdelbl e
renbr ane a{ra %rnc%lo%re %Sig:%citril Vt%{ey dzouble membrane layer 1 or
respectively 2 by means of lipophilic compounds which are
15 illustrated diagrammatically in Figure 3 as dark curved lines
9. In particular such a composition which contains
predominantly a hydrophilic active ingredient has such a
structure, wherein a portion of this active ingredient is
transformed with the lipophilic compounds (anchor group) with
20 the formation of intermolecular interactions between
lipophilic compound and active ingredient, whereas the
remaining portion contains a correspondingly non-transformed
active ingredient 7. The extent of the transformation can be
determined by coordination of the stoichiometric ratios of
25 active ingredient and lipophilic compound. This possibility
exists not only for hydrophilic active ingredients but also

for amphiphilic active ingredients.

Example A
30 Production of a concentrate containing retinol as active

ingredient

A concentrate containing retinol as active ingredient was
produced from the following ingredients:

35



and i s enbedded there between the hydrophobic radicals 6, whereas the |ayer
of the inner phase 3 has a relatively small concentration of active
ingredient 7. Such a conposition 30 which contains a predom nant hydrophobic
active ingredient in particular has su&? a structure. In Figure 2 the
predom nant anmount of active ingredient is enbedded into the layer of the
i nner phaagradieheseag Phasad5idoubl e nmenbrane layer 1 or respectively 2 has

arelatively 35 snmmll concentration of active ingredient 7, which is
enbedded® BePWe¥R1PRE RPOCBRAGBAYILRGLARLEs 6, preferably in the immediate

vi cinity;of BQerXQBQDEEbE l&@?%ﬁ?&§c4t§ﬂgl§ce§ﬁﬁ a conposition which

contains a predom nant hydrophiliC active ™5 ingredient in particular has

such a sBr&cbyr eeifhgugéy8erriinest rates such a structure in which the inner
phase 3 coptﬁins a L&Jatively small cqncentration of active ingredient 7.
The cbnceri R¥r ¥etghf PROCHESHE giWSPlactive 10 ingredient. Furthernore,
Figure 3 illustrates diagranmatically such active ingredients 8 in which

| i kewi se nol ecul es or respectively aggregates can be concerned, which are
anchor edIngttkdnente ofo®Pbleen@nbr ane | ayer 1 or respectively 2 by neans of

|'i pophili¢ ¢coppounds ich,are 15 illustrated diagrammatically in Figure 3
as dark &@r?e | FR&GNC9TeEANRAr t i cul ar such a conposition which contains
predom nantly a hydrophilic active ingredient has such a structure, wherein
a portion of this active ingredient is transforned with the |lipophilic
conpdundingxrdientgoduphasiet B:20 the formati on of internol ecul ar
interact'gns et ween Iapgphilic conpound and active ingredient, whereas the
renaininz pdr CYol¢8REa"RESX correspondingly non-transformed active
ingredient 7. The extent of the transformation can be determ ned by

coordi nation of the stoichiometric ratios of 25 active ingredient and

| i pophi | Fhecaonpyeddentisi ofpdbeisei 1 Were heated to 80 °C with uniform

stirring. Then the ingredient of Phase 3 was heated to 75 °C.

15 At 80 °C the ingredient of Phase 2 was added to the
ingredients of Phase 1 and were stirred uniformly together.
Then the ingredients of Phase 3 were added to the ingredients
of Phase 1 and 2 which had been stirred together, so that the
ingredients of all phases which were thus mixed with each

20 other have been homogenized at 20,000 r/min by means of Ultra
Turrax. The pre-emulsion which was thus produced was
microdispersed by means of a high pressure homogenizer under

 the following conditions: 2 - 5 cycles at 800 bar. After

cooling of the micro-dispersed mixture with uniform stirring

25 to 30 °C, homogenization was carried out again for 2 minutes

at 20,000 r/min by means of Ultra Turrax.

In cosmetics, retinol is deemed to be an active ingredient
which is difficult to stabilize, which is subject to a

30 constant oxidative decomposition process. Classic stabilising
methods such as the addition of antioxidants, encapsulating
in liposomes or cyclodextrins again and again come up against
their limits, because they either do not reach the desired
active ingredient concentration or do not have the necessary

35 stability.



exi sts not only for hydrophilic active ingredients but also for anphiphilic
active ingredients. Exanple A 30 Production of a concentrate containing
retinol as active ingredient A concentrate containing retinol as active

i ngredi ent was produced fromthe foll oW ng ingredients: 35 36 Ingredients
of Phaserth a6c%n?§é.x‘&@19'@t teeespha&pﬂls@hgll n@t3w%sb¥.b\l@| gt beaprylic/capric
triglyceride 3 %by weig gl ycerine 5 by wei ght pentyl ene gl ycol

| ngr edi eﬁtSté‘PlPﬁél?él 2ha]§0 t%ebye\’idéiﬂ@ﬂt Sltélibllﬁélty Yes| ﬁgﬁé&ﬁé‘ﬁtl}fof Phase 3: 73
% by weig £} e re heated to 80 Cwth

uni form Elttcl \ré%ts(r% {’?{ﬁglrl\l%t e |%I1§O§ F'%%%Qﬁ%a\gg 3 was heated to 75 C. 15 At
80 C the ingredi ent of Phase 2 was added to the ingredients of Phase 1 and
were stirred uniformy toget her. _Then the ingredients of Phase 3 were added

to the i AGFeddmt o567 Ph dpoporad FoRRdRtASE KoBkadningedetdgotndr, so

that the als %]_.réﬂjx gach 20 ot her
have been o%glegr?:?lzr&e at 26&18%%%%% g%nﬁ%ns o?ﬂg trag'qfurﬁtglx The

pr e- enmul prewiwhisdly mwhb&dptodlueﬁdxm& m cr odi spersed by nmeans of a high
pressure honogeni zer under { the following conditions: 2 - 5 cycles at 800
bar. After cooling of the mcro-dispersed mxture with uniformstirring 25
to 30 C R wa ardg a 0 t 520,000 r/mn
by neans o Itra@ ?%)? %rlll%cgrseng)%lcgsli%er %t%:mﬁlfe Fvg%dgk#e&g%?o E)e an active

i ngredi edtight irradiation (1.4 mW/cm2 over 20 minutes) as stress

parameter. The irradiation took place in quartz glass
chambers with a water-filled cover (company: Heraeus
Quarzglas GmbH), which served to absorb the infrared energy.
This was necessary, in order to prevent the vaporization of
15 the solvent in the respective sample during the irradiation.
The retinol concentration remaining after the irradiation was
carried out by separation by means of high pressure liquid
chromatography (RP-18 column, mobile phase consisting of a
mixture methanol -n-hexane 72:78 {(vol./vol.)) and subsequent
20 detection of the UV absorption at 324, 292 and 276 nm. The
irradiation was carried out for each sample three times, to

thus guarantee the reproducibility.

The liposomal formulation only allowed a 30 % stabilization
25 of the retinol, so that through the irradiation 70 % by
weight of the original retinol were decomposed, whereas the
retinol concentration after the irradiation of the
concentrate lay at 70 %, so that hereby only 30 % of the
originally used active ingredient retinol was decomposed.
30
Example B
Production of a concentrate containing boswellia as active

ingredient

35 Ingredients of Phase 1:



which is difficult to stabilize, which is subject to a 30 constant oxidative
deconposition process. Cassic stabilising nethods such as the addition of
antioxi dants, encapsulating in |iposones or cyclodextrins again and again
conme up against their limts, becauseﬁg?ey ei ther do not reach the desired
active ingredient concentration or do have the necessary 35 stability,
37 In a7cbnpabut weagheshydsogpnasiedgbposphatid dyidichotlange est abl i shed t hat

th ti tabili disti,nctl i d. the d i bed
coﬁpggilgg% Bgaﬁ%}bﬁﬁigg%gg ?CZQ%P §oh%ﬁgﬁ§%%ﬁﬂ ionecoﬁf;{hiﬁg retinol in

the concentrpii Qaigndi gatedrabaeve was conpared with the previously
descri bed concentrate. For this purpose, the respective sanple was exposed

to a 105 kghy weigbtabesylenesd gdweod? over 20 minutes) as stress
paraneter. ,The irradiation togk place . jn.quartz glass chanbers with a
mate??fi?Igdggovgfg%%oW§ﬁﬁ?W agﬁﬁeﬁgedcﬁ&ﬂzglas GrbH), which served to
absorb thesi B{/r aegegheneoawel1thl set@stACeRESALY, in order to prevent the
vapori zation of 15 the solvent in the respective sanple during the

irradiation. The retinol concentration remaining after the irradiati on was

carried qut by.separation_by.means of high pressure liquid chronatography
(RP-18 C§P§Hﬁ¥1ﬁ8§i g %ﬁgggygdnsisting of a m xture nethanol -n-hexane

72: 78 (voh. kvel by) wardhsukeeerent 20 detection of the UV absorption at 324,
292 and 276 nm The irradiation was carried out for each sanple three
timekd to thus guarantee the reproducibility. The |iposonal fornulation

only all d.a 3 abild zation, 25 of .t retingl., o .hat t hrough the
irradiatggﬁ %89&§8§e%§€i§ﬁt%b SFh% gFFSi%&E%Fe &ﬁb%5we?g“éggbﬁ%§§gﬁglmhereas

g;he ret saekreagcerheat itk dhigelediketisr bddipaiaisen 20fwelriee 1ikengert rate |ay at
0 %

Sohggﬁgdh%geg gglgn%pa% %%i;h%emperature were added to Phase 1
and hereafter the mixed phases were stirred uniformly and
15 homogenized at 24,000 r/min by means of Ultra Turrax. The
pre-emulsion which was produced was micro-dispersed for 4 - 6
cycles at 750 bar by means of a high pressure homogenizer.
After cooling to 35 °C the micro-dispersion was homogenized
again for 2 minutes at 20,000 r/min by means of Ultra Turrax.

20 The concentrate which was thus produced was cooled with

stirring to 30 °C.

Owing to its anti-inflammatory characteristics, Boswellia
serrata extract is of great interest as an active ingredient
25 for the cosmetic and pharmaceutical industry. Owing to its
resin-like characteristics, however, Boswellia serrata
extract is deemed to be a molecule which is difficult to
stabilize, because it considerably impairs the emulsion
formation and is therefore only used in small concentrations

30 in cosmetic or pharmaceutical products.

By a test which compares the préviously described concentrate
with the active ingredient named there in the concentration
listed there with a conventional Boswellia serrata extract

35 emulsion, which corresponded to the concentrate in its



originally used active ingredient retinol was deconposed. 30 Exanple B
Production of a concentrate containing boswellia as active ingredient 35
I ngredients of Phase 1: 38 7.5 % by wei ght hydrogenat ed phosphati dyl chol i ne

3 % by weight caprylic/capric triglyceddde 3.% by wejght glycerine 5 % by
wei ght  hESYCEREIGIHER O SCHEBS ARPGRO-RELdoRT B SELE 5Pl P8 06 by wei ght
Bosvel | i @s3@bnakaetXithaét onh§oted eshcehtPiaaepsovi{des ¥ BYawekgfhgwater 10
The ingredients of Phase 1 were heated to 85 Cpmnth uniform stirring. Then

t he i ngr bdigbdys cohcen&gsetdwépem pkepirssenhestiod for86he antize this

t enper ature r.e %gded to Phase 1 and hereafter the m xed phases were
stirred &HﬁF%%ﬁF? and 15 honogeni zed at 24,000 r/mn by neans of Utra
Turrax. The pre-emulsion which was produced was mcro-dispersed for 4 - 6
cycles at 750 bar by neans of a high pressure honobgenizer. After cooling to
35 C t heByi egr@issopisi andwag Closogpaicz adalygaisn (hacresgppet e9lampe, 000

/mnb f . .20 _Th I ch h d d
was Cool SHoM RS EHIY| G PBo30oBonGRERG o CEE SRE CYRF Fhmatory ©

char act edesttia®s.1iBaswenl bhensfehat acexiraely bftelk geeahgenietBsthas an
active ingredient 25 for the cosnetic and pharnmaceutical industry. OMng to
its resi goMvieatdeacdc earilsioss didonekePccBEsWath fheeFpacgnterteacini s

deenpg [ Bad® TR ECYne UALENoLS (8! bheCtbhybRe 18h8R' LindTs1BRONRE 1!
yimpairs tThe emul Sion

concentrate did not show macroscopically any decomposition
(phase separation) with subsequent distinctly detectable oil
separation. Furthermore, both the concentrate and also the
conventional emulsion were examined microscopically at a 400-

15 times enlargement with regard to the crystalline structures
contained therein and the droplet size growth. It was able to
be established here that with the conventional emulsion
within the first 3 days after production (storage at 23 + 2
°C) a distinct particle size growth and a morphological

20 change in the lipid droplet form to amorphous, non-
symmetrical structures occurred, which is judged among

specialists as a sure sign of an incipient phase separation

which is also able to be established macroscopically.

25 In contrast to this, with the concentrate a changé was not
able to be established either macroscopically or
microscopically, so that the concentrate remained stable and

unchanged even in excess of months.

30 : Example C
Production of a concentrate containing proline as active

ingredient

Ingredients of Phase 1:

35 6 % by weight hydrogenated phosphatidylcholine



formation and is therefore only used in small concentrations 30 in cosnetic
or pharnmaceutical products. By a test which conpares the previously

descri bed concentrate wth the active ingredient naned there in the
concentration listed there with a conwﬁntional Boswel | ia serrata extract 35
enul si on, which corresponded to the conCentrate in its 39 concentration of
active inhgtedyewmeight dasohdl eifo be established that only the concentrate
provi des agstable.aﬂg i ghly concentrated form of presentation for the
active ?ngra¥i¥ntd §$Y%35¥8§copic and ni croscopi ¢ anal ysi s (nicroscope:
A ynpus 5Ckaybdgigﬁkﬁbehtymgﬁedgmyagurated that the typical
destabi | i zati on phenonena occurring after storage with the conventional
ermul si on3df doviovebgbtir Butvhosperwoiceatkade. In 10 particular, in contrast
to the conventional enulsion, the concentrate did not show macroscopically
any deconposition (phase separation) with subsequent distinctly detectable
oi | sepangté@bentubEhenaeeep :both the concentrate and al so the
conventional enul sion were exam ned mcroscopically at a 400 15 times

enl ar genght 3whyhwedghtdPreline crystalline structures contained therein and
the droplet size gromh. It was able to be established here that with the
conventional emulsion wthin the first 3 days after production (storage at
23 2 Cingrédaséhbcbrpahbikel 8:size growh and a norphol ogi cal 20 change in
the lipid droplet formto anorphous, non- symmetrical structures occurred,
whi i | séfulgbd WRBARL ¥pEeralists as a sure sign of an incipient phase
separation which is also able to be established nmacroscopically. 25 In
contrast to this, with the concentrate a change was not able to be

qst abl i strted eéhyhedisncsostophaskl ¥ @eremhentsdopicc 3lol Y C sd thhaitflem
concentrate renai ned stabl e and

stirring. At 80 °C the ingredient of Phase 2 was added to the
mixed Phase 1 and stirred uniformly. Hereafter the Phase 3,
15 heated to 75 °C was added to the ingredients of Phases 1 and
2, which were mixed together, and this was homogenized at
20,000 r/min by means of Ultra Turrax. The pre-emulsion which
was thus produced was micro-dispersed for 2 - 5 cycles at 800
bar by means of a high pressure homogenizer. After cooling to
20 30 °C with uniform stirring, the mixture which was thus
produced was homogenized for 2 minutes at 20,000 r/min by

means of Ultra Turrax.

In this example the proline serves as model substance for an

25 osmoprotectant.

In a test which on the one hand comprises a conventional oil-
in-water emulsion which contained the same concentration of
proline and on the other hand the previously described

30 concentrate, by way of comparison the proline concentration
present in the upper layer of the skin was determined after

application of the respective product.

After application of the respective sample and after a 60-

35 minute period of dwell had elapsed, 10 adhesive tape tear-



unchanged even in excess of nonths. 30 Exanple C Production of a concentrate
containing proline as active ingredient Ingredients of Phase 1. 35 6 % by
wei ght hydr ogenat ed phosphati dyl choline 40 7 % by weight jojoba oil 3 % by
wei ght glycerine S % by wei ght pentyl el gl ycol 3 by wei ght Butyrospernum
parkii %AmgrRdietakn e the Sy el Y dlH et digdied ent of

Phase 3: 10 61 % by weight water The ingredients of Phase 1 were heated to
80 C wi t maiiddor Morsttine iarpamatdreC st i mpralivaan tekePhddw skig: added to

the m xed Phase 1 and .sti.-rred unifor ._.Hereafter. the .Phase 3, 15 heated
e YO A aies dnd frlaril ity fidag i

to 75 C was added ases , Whi ch were ni xed
t oget her, ittlies \WFS thmeesidetftt-aale &O,ﬂa%erdtrweltgy Jeare ofillity-a
pro

Turrax. The pre-enul sion which was thus uced was micro-dispersed for 2
- 5 cfcl emthr gonilsian byfhee siesr ussppnidigly prdhsaine faRsyahizias weteer

cooling t |%9 i i.fgrm.stirring, ] %t ur, | I

pr oduced e\%/as co%%odggr%sgo%é%f (S{eqé/ n"“l?lr%—'u elsqrgt "%%‘Wr'/ nﬁlﬁwﬁu'f%%ﬁfg 0 | tra
Turrax. IJE tgudl ieeanplse ddtermiiglddeselasss asf midgl dsshaned if@rigan 25
osnoprotectant. In a_test which on the one hand conprises a conventional

oi | - i n- EETASAATARRY WHRWNES ffneld it ife e daddi® BRASh of  proline
and on t he, alher; pand the ey QUS| J85 Yo 130uf QGaRIL AL i, Way of
conpari son e proline concentration
10 with DABS-CL (CrestPak C18S column, mobile phase: 8mM sodium
dihydrogenphosphate dihydrate in H20 with 4 % DMF, detection
of the UV absorption at 280 nm), wherein all the values were

established as a triple determination.

15 As a result, it is to be recorded that the proline
concentration determined in the skin after application of the
concentrate was higher by 50 % than the proline concentration
which was measured after application of the oil-in-water
emulsion.

20

Example D
Production of a concentrate containing palmitoyl

pentapeptide-3 as active ingredient

25 Ingredients of Phase 1:
8 % by weight hydrogenated phosphatidylcholine
11 % by weight isopropyl palmitate
3 % by weight glycerine
10 % by weight ethanol
30
Ingredient of Phase 2:
0.3 % by weight palmitoyl pentabeptide-3

Ingredient of Phase 3:
35 67.7 % by weight water



present in the upper |ayer of the skin was determ ned after application of
the respective product. After application of the respective sanple and after
a 60- 35 mnute period of dwell had el apsed, 10 adhesive tape tear 41 offs
were taken fromthe sane skin area by the stripping nethod. For the
conparative test, care was taken that skin areas of identical size were
treat ed Wehingdeadieats gqiaRhiaseed werehbeasedetior 80e °6r waiskpaaifpay of the

oil-in 5 water_enulsigp. ,Lhe, correspandin dhesi ve .t ape st.ri wer e
extracteﬁﬁgggéﬂgfiéglgemdgh%?enﬂnﬁg?ﬁéﬁgFgo%hgﬁggﬁc@nﬁggtFgge oFcbroIine was
det er m npHaby meand etibirgd phessumeyl.i qhked inghediBhed P PhacERAVWNPAK CR (+)
colum, nobile phase consisting of a HCLO4 sol ution, pre-colum
derivatikadfed 10 WPt ACDABS- eddedr £5t bhr cngsegdlenws, afolhireeshdsandgmv

sodi [ r te di rate ,in_H ] 49 d ion of the
VVabgg}p i%ﬁgaﬁgggggﬁ%??amﬁgrg?%ggﬁl%/Wénvgﬁtg%%%grgé)ggggglﬁ%ﬁ%‘Xés a
triple deherprodticed. pite-Afudsieaukbs inlichk®-ddsherseeorfded 2t hats the proline
concentration determ ned in the skin after application of the concentrate
was hi gh€¥Ycb§s58to8PRakath®Ypreringe OfoRc BATHaPrEsSUKS SIPnRgsTieesured aft er
appl i cat &7?9 PhehnBogh Lyl (}F‘é’ﬁt% 1 (BT %lt‘lﬁ}ri%g; 'E?a%' &cD Bigducrion of a
concentrate contalning palmtoy pentapeptide-3 as act’ive ingredient 25

| ngr edi efbiloiveBhbyeal fultUeky horogen iy oo Foratechiplsphatt dyl,obal i ne 11 %

by wei ght isopropyl palmtate 3 % by weight glycerine 10 % by wei ght
e¥hdﬁb? ré@inpbyp%eags of Ultra fhr%ax. J ay i g

Palmitoyl pentapeptides-3 have been in the centre of
dermatological/cosmetic interest for years. In a similar
manner to copper peptides, palmitoyl pentapeptides stimulate

15 the wound healing processes in the deeper layers of the skin
by production of collagen and fibronectin. Thereby, skin
ageing is actively counteracted and wound healing processes
are actively assisted, with the effect frequently only
occurring in periods of 4 to 6 weeks.

20
According to the previously described method, the previously
described concentrate was examined by comparison with a
conventional formulation, wherein the previously described
test conditions were applied. After this, it was able to be

25 established that the penetration amount of palmitoyl
pentapeptide-3 with the application of the concentrate was 40

o

% higher compared with the conventional formulation.

The concentrates produced according to examples A to D can be

30 processed to a product ready for use by dilution in a ratio
of between 5 to 50 % by weight concentrate with 95 to 50 % by
weight additives, thus for example water, thickeners,

hydrogels or further cosmetic active ingredients.

35 Example E



| ngredi ent of Phase 2: 0.3 % by wei ght pal mtoyl pentapeptide-3 1ngredient
of Phase 3: 35 67.7 % by weight water 42 The ingredients of Phase 1 were
heated to 80 C with uniform stirring. ét 80 C the ingredient of Phase 2 was
added to _Phase 1 and_stirred_ unifor > The.inhgredi ent .of Phase .3,  heated
Fol%a CuBEOERGEdoRoStne FugraatbrreTt tenngs RS EER Sats % SRR R AT kRt ey o
20,000 r/mn by neans of Utra Tuid:apepthtey oduced pre-emul sion was

m cro-di spersed for 2 - 5 cycles at 800 bar by nmeans of a high pressure
honogeni zer and was then cooled with uniformstirring to 30 C. This was

fol  owed_ by a further ch eni.zing for 2 mnutes at 20,000 10 r/mn by neans
of UItraIféFFg ?nkglﬁFt%@g%Se&rapeptides-3 have been in the centre of

der med ol pgiscah/ GRIRIL Gydrgeasiteliobhyephstibiylanslinkar manner to copper
peptides, pal mtoyl pentapeptides stinmulate 15 the wound healing processes
in the ddepebYl #pdahitohepapepkiide-By production of collagen and fibronectin.
Ther eby, .skin ej IS vel nteract.ed and wound heal i ng processes
are acti&é%yﬁag igFggﬁth?%&?ﬁgééfﬁgﬁtp Fggéently only occurring in periods
of 4 to G.seekpy AisteOdpIYItie chpriceirauslvetederi bed method, the
previously described concentrate was exam ned by conparison with a

convent i dndl PRoMaHIRt sAuadi@deei n the previously described test conditions
were, applied. After this, it was able to be 25 established that the
pene%ration anount of palmtoyl pentapeptide-3 with the application of the
concent r dngyredd et s Urhipglaee canpared with the conventional formulation. The
concentrates produced according to exanples Ato D can be 30 processed to a
product ready for use by dilution in a ratio

1 % by weight glycerine
1.3 % by weight pentylene glycol
15 19 % by weight water

Ingredients of Phase 3:
25 % by weight caprylic/ capric triglyceride
0.10 % by weight carbomer

20 0.10

o\°

by weight sodium carbomer

0.10

o\°

by weight xanthan gum

Ingredients of Phase 4:

3.5 % by weight pentylene glycol
25 0.35 % hydroxyethylcellulose

ad 100.0 % by weight water

The ingredients of Phase 1 were heated to 85 °C with uniform
stirring until all the active ingredients are present in

30 diésolved form. Likewise, Phase 2 was heated to 85 °C with
stirring in a separate vessel. Phase 2 was then added to
Phase 1, stirred briefly and hereafter homogenized by means

of Ultra Turrax at 24,000 r/min.



of between 5 to 50 % by wei ght concentrate with 95 to 50 % by weight
additives, thus for exanple water, thickeners, hydrogels or further
-cosnetic active ingredients. 35 Exanple E Production of a final formnulation
with the active ingredient hexapepti ded I ngredients of Phase 1: 5 2 % by
wei ght hydrogenat ed phosphatidyl choline "1 % by wei ght hexapeptide-9 0.8 %
by wei ghffhBuPyeosperlmiprpaiaaul ting Gese fapsny wa < aprapd -diemensed myl yceri de

1 % by i ual 1 i f .P = 1.% j ght glycerine
1.3 %b;\%ﬁgpléh?%p%n%yq%gng)ggel%gg %%ﬁg% )a/rs\e}enlzg  vat rCl EI’n’gr edi ents of
Phase 3: p2es¥urye weioghiarcamhd produaed @ilspesicar ivis dbdlikdotay i ght
carboner 20.0.10 % by wei ght sodi um carboner 0.10 % by wei ght xant han gum
| ngr edi eWE§PoMnp{LIE £L1XTING, wei ght pentyl ene glycol 25 0.35 %

hydr axyet hyl cel | ul ose ad 100.0 % by wei ght water The ingredients of Phase 1
were heated to 85 Cwith uniform stirring until all the active ingredients
are presehksien336ndi Peiseed fwera Hdakawl Siey dHerasetA welsy headeathtted 85 C with
stirring in a_separate vessel. Phase 2 was then added to Phase 1, stirred
briefly Xf§SKdFedt 0 KEn¥gdh X&d foy e rigis URhaseT ¢ ™a€ hem 000 r/ min.

44 added to Phase 3 and then homogenized by Ultra Turrax (12,000
r/min) . The produced dispersion was cooled to 30 °C with

10 slight stirring. The high viscous dispersion from Phases 1
and 2 was then added. Hereafter; the mixture was homogenized
at 30 °C by Ultra Turrax (12,000 r/min) until a uniform
structure was present. The final formulation which was thus
produced was able to be used directly.

15

Example F
Production of a final formulation with the UVB filter

octocrylene and the UVA filter butylmethoxydibenzoylmethane

20 Ingredients of Phase 1:
2.10 % by weight hydrogenated phosphatidylcholine
3.00 % by weight octocrylene
2.50 % by weight butylmethoxydibenzoylmethane

25 Ingredients of Phase 2:
1.00 % by weight glycerine
1.30 % by weight pentylene glycol
18.00 % by weight water
0.10 % by weight caprylyl glycol
30

Ingredients of Phase 3:
22.00 % by weight caprylic/ capfic triglyceride
0.10 % by weight carbomer
0.10 % by weight sodium carbomer
35 0.10 % by weight xanthan gum



The pre-enul sion resulting herefromwas m cro-di spersed by neans of a high
pressure honogenizer in 5 - 7 cycles, pressure 600 bar. The produced

di spersion was cooled to 30 C with uniformstirring. 5 Phase 3 and Phase 4
were heated in . respectively separate Wssels to 30 Cwith uniformstirring.
Phase 4 WRITEREFRCEd8Ed PFSBn4se 3 and then homogenized by U tra Turrax

(12,000 3ris@ B) pyThe ighedyeed disRe@hegiwas cooled to 30 Cwith 10 slight
stirring. The high visScouS diSpersion“from Phases 1 and 2 was then added.
Her eaf t e0,. 35hé& biyx werighiadydeeayetihyddelduldgeC by Utra Turrax (12,000
r/mn) untjl ni,form structure was present. The final fornulation which
was thusadLFgﬁu ed sWEBE& ¥35ETused directly. 15 Exanple F Production of
a fingl formulation with the UVB filter octocrylene and the UVA filter

but yl net hoxydi benzoyl met hane 20 Ingredients of Phase 1: 2.10 % by wei ght
hydr ogendihed ipigasdhenitady lodhdhiase 13 wededdieptwel glot 86ct°6t miltdnand £6@md% by

wei ght but yl nmet hoxydi.Qenzqyl et hane 5 1 ngredi ents of Phase 2: .1.Q0 by
wel ght oY TS Loty Wy RS prs e Sgry SOE2<TS. 68 SBFokIEtht et ot
0.10 9% byronei ghti keary, Y IpHalsec @l wad0 Heaglediients sefpaPhase vdsséd. 88 Ysby

wei ght caprylic/ capric triglyceride 0.10 by weight carboner 0.10 % by
wei ght sddl wmtdasitdmeringis Brake % hpsweihgint adaechae @lase 1 and

10 hereafter was stirred by means of Ultra Turrax at 24,000
r/min until a homogeneous mixture was produced. The pre-
emulsion resulting from this was micro-dispersed by means of
a high pressure homogenizer in 6 - 8 cycles, pressure 800
bar. The produced dispersion was cooled to 30 °C with uniform

15 stirring.

Phase 3 and Phase 4 were heated 'in a separate vessel to 30 °C
with uniform stirring. Phase 4 was then added to Phase 3 and
hereafter stirred by Ultra Turrax (12,000 r/min) until a

20 homogenous mixture was produced. With slight stirring, the
produced dispersion was cooled to 30 °C. Then the high
viscous dispersion from Phases 1 and 2 was added. The mixture
was then homogenized at 30 °C by Ultra Turrax (12,000 r/min)
until a uniform structure was present. The final formulation

25 which was thus produced was able to be used directly.

Example G
Production of a final formulation with the active ingredient

hypericin for the treatment of herpes

30
Ingredients of Phase 1:
1.50 % by weight hydrogenated phosphatidylcholine
0.05 % by weight hypericin
3.00 % by weight Butyrospermum parkii
35 0.25 % by weight squalane



45 Ingredients of Phase 4: 3.50 % by wei ght pentyl ene glycol 0.35 % by

wei ght hydroxyet hyl cel lul ose ad 100.0 % by wei ght water 5 The ingredients
.of Phase 1 were heated to 85 Cwith uniform stirring until all the
ingredients are present in dissolved form Likew se, Phase 2 was heated in
a separate vessel to 85 Cwth stirring. Phase 2 was then added to Phase 1
and 10 hé@nexeddentss oft iBhes® 1B nmeans of Utra Turrax at 24,000 r/min until
a hom)gegeg S mxture sgﬂ‘roduced. The pre- enmulsion resulting fromthis
was m cr o-di-spersed By G 1F hi gh pressure honpgenizer in 6 - 8

cycles, pressy &80idga etH¥dir oduced di spersion was cooled to 30 Cwth
uniform 15 stirring. Phase 3 and Phase 4 were heated in a separate vessel

to 30 C L&t dnivormaisthtr watgr Phase 4 was then added to Phase 3 and
hereafter stirred by Utra Turrax (12,000 r/mn) until a 20 honbgenous

m xture was produced. Wth slight stirring, the produced dispersion was
cool ed t and@dieHen dtheHaisgh 3 .vi scous di spersion from Phases 1 and 2 was
added. The mi xture was then honogenized at 30 C by Utra Turrax (12,000
rimin) @890 & iy Msrdahdt QeI @Re3s «xieht . The final fornul ation 25

whi ch was ,t o, 0 irectly. Exanple G Production
of a fi nail4 ’;bt)b?ﬁulbgfﬁ%ﬁ%\gh%wg%fé?%ﬁﬁga%e%lem hypericin for the
treat mentp .afo hempewedGHPRBRMS of Phase 1. 1.50 % by wei ght hydrogenated

phosphati dyl choline 0.05 % by wei ght hypericin 3.00 % by wei ght
Butyf%sp@pﬁﬂnﬁygﬂdwelght sodium carbomer

( Ingredients of Phase 4:
| 10.00 % by weight ethanol
8.00 % by weight sorbitol
15 0.25 % by weight hydroxyethylcellulose
ad 100.0 % by weight water

Ingredients of Phase 5:
0.20 aroma vanilla
20
The ingredients of Phase 1 were heated to 85 °C with uniform
stirring until all the ingredients were present in dissolved
form. Likewise, Phase 2 was heated in a separate vessel to 85
°C with stirring. Hereafter, the homogenous Phase 2 was added
25 to Phase 1, stirred briefly and thereafter homogenized by
means of Ultra Turrax at 24,000 r/min. The pre-emulsion
resulting herefrom was micro-dispersed by means of a high
pressure homogenizer in 5 - 7 cycles, pressure 600 bar. The
produced dispersion was cooled to 30 °C with uniform

30 stirring.

Phases 3 and 4 were heated respectively in separate vessels
to 50 °C with uniform stirring. Phase 4 was then added to
Phase 3 and hereafter homogenized by Ultra Turrax (12,000

35 1r/min). With slight stirring, the produced dispersion was



35 0.25 % by wei ght squal ane 46 |Ingredients of Phase 2: 1.00 % by wei ght
glycerine 3.00 % by weight ethanol 19.00 % by weight water 5 Ingredients
of Phase 3: 10.00 % by wei ght O eo europeae oil 14.00 % by wei ght

But yr ospermum parkii  0.10 % by vvel ght rbonmer 10 0.10 % by wei ght sodi um
car bomer |ents of Phase 10. 00" % b WEI ght ethanol . 8.Q0 % Db
Sel ght - SGEELES e 30 38 o, eaLaRE Y e(c5tote the TOFEHTR by

vei ght wabfr adangr ediieits, Qfon%&%%ﬁz%d Qll%rx%”%u\&%bc' l@o, %QS oni%dlE‘lgr edi ents
of Phase 1 were heated to 85 C™wth uniform stirring unt| al

i ngr edi emminﬂ.ertélepmma agendn S| we:dkefdomn uniiKewind &, - Eﬂnaséngmvas heated in
a separate vessel rr|n after, .the genous Phase 2
s addod PSS BHERSTRIoR ihrely Harser - 48 thePenEh AGGBGen sed by
nmeanss of ydrdad tBa, I hedlnidd @0 wra/smh@moyé%lrzre%- Ul o pyesulttriang her efrom
was m cro-di spersed by neans of a high “pressure honogenizer in 5 -

cycl es, me(lao(mwarr/nmwé umtddu e gindifopmy atmuqnalsrecm@lse@rte@ew C with

uniforn1 std.rri.n s s 3 and 4 were heated tivel se rate
vessel s gk Stk BB GRS e has ase 3
and her egfdesy dnr@agta_ty,zed by Utra Turrax (12,000

10 Example H
Production of a final formulation with the active ingredient
panthenyl triacetate for the treatment of complaints of dry

nasal mucosa

15 Ingredients of Phase 1:

1.50 by weight hydrogenated phosphatidylcholine

o0 0P

.00 by Weight panthenyl triacetate

.80 by weight Butyrospermum parkii

o® o

.50 by weight caprylic/capric triglyceride

o o B

20 .20

oe

by weight squalane

Ingredients of Phase 2:

1.00 % by weight glycerine

1.30 % by weight pentylene glycol
25 17.00 % by weight water

Ingredients of Phase 3:

10.00 % by weight caprylic/ capric triglyceride

8.00 % by weight Butyrospermum parkii
30 0.10 % by weight carbomer
0.10 % by weight sodium carbomer

0.10 % by weight xanthan gum

Ingredients of Phase 4:

35 3.50 % by weight pentylene glycol



35 r/mn). Wth slight stirring, the produced di spersion was 47 cooled to
30 C. Thereafter, Phase 5 was added to the m xture and again briefly
honogeni zed by Utra Turrax (10,000 r/mn) until the arona agent was worked

in uniforn1¥. The hig Vi SCous dISEGFﬂBOﬂ from Phases 1 and 2 was t hen
added. 50 H eaf?%rwe%%gtn?QﬁhP@ 4e1H6RBBERI zed at 30 C by Utra Turrax

(12.000 g£Am gy Hnd i Yawg ﬁgr Eggucture was present. The final fornulation
whi ch was thus produced e to be wused directly. 10 Exanple H
Production of a final fornulatlon with the active |ngred|ent panthenyl

triacetate for the. treat of ¢ | ai n s of _dr nasal nu
Inbredléﬁ?g ORIBRALENS g?Séhgsﬁygagﬁﬁht ﬁ?ﬁ?gggﬁa§éd Fh¥dh aPPd PEWollne
1. 00596b§tﬂ§kgﬂ% RApiedyh thbagetaie QnéQeéleﬁtgewgBE %&Eﬁ@%&thwunlparkl

1.50 1 by weight caprylic/capric triglyceéride by wei ght squal ane
Ingredled18801Vé&a§erm, LikeeisebyPhesght ghycheahedllﬁoalsbpawatght

pentyl ene o] 17.00 % b wel, ght ter ents aof Phase 3: 10.00
a by melﬁﬁg %g #Vlggl %aﬁ?FE EFi §F§ggri asg. 60 ﬁg *8utPr osper mum
parkii 3ph8sd010 QﬁlfﬁéghErEéE@9”&hd0héQeéf?ér“ﬁb&@beﬁ@%bﬁ”b?ah@@ﬂ%r 0.10 1
by wei ght xanthan gum |ngredi ents of Phase 4 50 % by wei ght pentyl ene
gl ycol 48f Ultra Turrax at 24,000 r/min. The pre emulslon resulting
10 from this was micro-dispersed by means of a high pressure
homogenizer in 2 - 4 cycles, pressure 700 bar. The produced

dispersion was cooled to 30 °C with uniform stirring.

Phases 3 and 4 were heated respectively in separate vessels
15 to 50 °C with uniform stirring. Phase 4 was then added to
Phase 3 and hereafter homogenized by Ultra Turrax (12,000
r/min) . The produced dispersion was cooled to 30 °C with
slight stirring. Thereafter, the high viscous dispersion from
Phases 1 and 2 was added. The mixture was then homogenized at
20 30 °C by Ultra Turrax (12,000 r/min) until a uniform
structure was present. The final formulation which was thus

produced was able to be used directly.

——
- .

Example I
25 Production of a concentrate with the active ingredient

octocrylene

Ingredients of Phase 1:

6.00 % by weight hydrogenated phosphatidylcholine
30 20.00 % by weight octocrylene

1.00 % by weight squalane

Ingredients of Phase 2:
4.00 % by weight glycerine
35 5.00 % by weight pentylene glycol



0.30 % by wei ght sodi um hyaluronate ad 100.0 % by wei ght water The
ingredients of Phase 1 were heated to 85 Cwth uniform 5 stirring until
all the active ingredients were present in dissolved form Likew se, Phase
2 was heated in a separate vessel to 89 Cwith stirring. Phase 2 was then

added tos4Phase ol.s Hy WeaHY vgfder and hereafter honogeni zed by neans of
Utra Turrax at 24,000 r/mn. The pre-enulsion resulting 10 fromthis was

m cro-di spersed by nmeans of a high pressure honopgenizer in 2 - 4 cycles,
pressure, 700 .bar. The pro d dispersion was, cooled to 30.C wi.th uniform
B e ng Topidered S P dfiaara; S oatan, &R 40 Copth iedalls 15 1o
50 Cwit @aamxfm&mﬁiﬂirlrlang_. t@i@sﬁ%ﬂ‘é@ﬁ%dt@ﬁve%@%ﬁés%ntpﬁaﬁ@i%s@l@é@?reafter
honogeni zed by tra Turrax (12,000 r/mn). The produced di spersion was

cool el t £BM.Clviikaviss,i ghass i Masy hept@dedia &0, °tthe riagis adayedes

di spersion from .Phases. 1 .and 2.was added. _The m t hen honogeni zed
2t 50 30 XCIRF I T o FO0G & AT (R AR (65 RPARS et ur 6 was
present. gkha-ddddr feariplaatd okl fide Mafondyen 1 AHD BHE b s Fdla tr be used
directly. Exanple | 25 Production of a concentrate with the active

i ngr edi erfurest Gdr iS00 |n/griadi &iitss mfe Embls ipn e lhing Wengfirom
hydr ogenat_ed )hat | chol.ine 30 20Q.Q0.% wei ght oGt ocryl ene 1.00 % by
wei ght sd”uaésl a“ﬁ%%sqorﬁgirsé%llesn%és) bé? EHse & @ fltﬁ%y%rt?y&ﬁleﬁeg%}om@%eélelﬁeﬁe 35 5.00

% byiwei ght penteylBnread )y gtedBireaad bt Yoine WridhicamtdEspies iigigriedi ent s
of Phase 1 were heated to 80 Cwith uniform
cooled to 30 °C with uniform stirring.

The concentrate which is thus produced can be easily
converted into a final formulation ready for use by

15 corresponding dilution, preferably with water, a hydrocolloid
and/or alcohols, wherein this final formulation is used as a
light protection agent or respectively as a sun protection

agent.
20 Example J
Production of a final formulation with the active ingredient

octocrylene, to be used as a light protection agent

Ingredients of Phase 1:

o°

25 1.50 by weight hydrogenated phosphatidylcholine

5.00 % by weight octocrylene

D\O

0.25 by weight squalane
Ingredients of Phase 2:

30 1.00 % by weight glycerine
1.25 % by weight pentylene glycol
16.00 % by weight water

Ingredients of Phase 3:

35 15.00 % by weight Cl12-15 alkyl benzoate



stirring until all the ingredients were present in dissolved 5 form

Li kewi se, Phase 2 was heated to 80 Cin a separate vessel with stirring.
Phase 2 was then added to Phase 1, stirred briefly and hereafter
honogeni zed by neans of Utra Turrax 15,000 r/m n. The pre-emulsion
resulting herefrom was m cro-dispersed by neans of a high pressure

honogeni 2ef01® by BeigBtchétasiupr déouide800 bar. The produced dispersion is
cool ed t ?8 Cwth unhgorn1§tirring. The concentrate which is thus produced
can be edstPy® B¥nY&FEBY FRFBNSFinal formulation ready for use by 15

corr espopdi pgs dbl Uik @8ht PEBRELADLY rWblBrWat er, a hydrocol l oid and/or
al cohols, wherein this final fornulation is used as a |ight protection

agent orOr&8pechbyveeyohs xasthaprguwcti on agent. 20 Exanple J Production of
a fiq@l formulation with the active ingredient octocrylene, to be used as a
|'i ght™ protection agent Ingredients of Phase 1: 25 1.50 % by wei ght

hydr ogengahgdenhespbabcdyheBel kne 5.00 % by wei ght octocryl ene 0.25 % by

wei ght squal ane Ingredients of Phase 2: 30 1.00 % by wei ght glycerine 1.25

% by wei ghPOp&nbyl waaghgkypentylene0gdybpluwei ght water |Ingredients of Phase

3: 35 15,.Q0,%by wejght C12-15 al kyl benzoate 50 8.00 % by weight titani um
di oxi de 2 .16%9§b9 &gigﬁfgggrggﬁgf 0.10 % by wei ght sodi um carboner 0.10 %
by wei ght xanthan gum 5

10 The ingredients of Phase 1 were heated to 80 °C with uniform
stirring until all the components were present in dissolved
form. Likewise, Phase 2 was heated in a separate vessel to 80
°C with stirring. Phase 2 was then added to Phase 1, stirred
briefly and hereafter homogenized by means of Ultra Turrax at

15 15,000 r/min. The pre-emulsion resulting herefrom was micro-
dispersed by means of a high pressure homogenizer in 5 - 6
cycles, pressure 800 bar. The produced dispersion is cooled

to 30 °C with uniform stirring.

20 Phases 3 and 4 were heated respectively in separate vessels
to 30 °C with uniform stirring. Phase 4 was then added to
Phase 3 and hereafter homogenized by Ultra Turrax (10,000
r/min) . The produced dispersion was cooled to 30 °C with
slight stirring. The high viscous dispersion from Phases 1

25 and 2 was then added. Thereafter, the mixture was homogenized
at 30 °C by Ultra Turrax (12,000 r/min) until a uniform
structure was present. The final formulation which was thus

produced was able to be used directly.

30 Comparative example A
In order to be able to carry out a comparative determination
of the light protection factor (LPF), a conventional
composition was produced which had the same active ingredient

in the same concentration as was previously described in



I ngredi ents of Phase 4: 3.90 % by wei ght pentyl ene glycol ad 100.0 % by

wei ght water 10 The ingredients of Phase 1 were heated to 80 Cwith uniform
stirring until all the conponents were present in dissolved form Likew se,
Phase 2 was heated in a separate vessel %10 80 C wth stirring. Phase 2 was
t hen adde8xawopPhade Thestpnvedtibnaéf bpmpadihépsaheze hedogbai zed by neans
of Utra gugﬁax.at 15 15 OOOtr(nin. The pre-enul sion resulting herefrom was
mcro di SPEFSHAREy REEREIGRCE hi gh pressure honogenizer in 5 - 6 cycles,
pressure 800 bar. The produced dispersion is cooled to 30 Cwth uniform
stirring. 20 Phases 3 and 4 were heated respectively in separate vessels to
30 C wit hIngredimanssi pEi RjasPhase 4 was then added to Phase 3 and hereafter
honogeni zed_hy U tra Turra 10,00 r/mn). The produced di spersion was
cool ed toEBBBC% %’hweéﬁ%h?E{Ef?Pngﬁ?‘r he hi gh viscous dispersion from
Phases 1 B508n¢ ByWasighenoaddedy1&hereafter, the m xture was honpgeni zed

at 30 Cbhy Utra ¥urrax (12,000 r/mn) until a uniform structure was
present. Phe5f fnkly WeightafABAldRech was thus produced was able to be used

directly. .30 Conparati.ve. ex le.A In order to be able to carry out a
conpar%li&éggengXiWgﬁpgﬁ 9g?gFﬁénFight protection factor (LPF), a

conventiongLoocgnggsMbﬁgﬁtwggzpngduggglwﬁggaoa@@ the sanme active ingredient
in the sane concentration as was previously described in 51 Exanple J. The
convent i 0BalO0c&npusiveighthEisanadmt Haoxadel owi ng i ngredi ents: |ngredients of
Phase 1: 1. % I PE tearate 5.00 % by wei ght octocryl ene
0.25 % by%\iveii%gﬁt Q’g’q% gﬁé chtbeflet

0.10 % by weight sodium carbomer

10
Ingredients of Phase 2:
0.10 % by weight xanthan gum
4.15 % by weight pentylene glycol
ad 100.0 % by weight water
15

The ingredients of Phase 1 were heated to 80 °C with uniform
stirring until all active ingredients were present in
dissolved form. Likewise, phase 2 was heated in a separate
vessel to 80 °C with stirring. Phase 2 was then added to

20 Phase 1, stirred briefly and hereafter homogenized by means
of Ultra Turrax at 15,000 r/min. The produced dispersion was
cooled to 30 °C with slight stirring. Thereafter, the mixture
‘was homogenized at 30 °C by Ultra Turrax (15000 r/min) until
a uniform structure was present.

25

Example K
Production of a final formulation with the active ingredient

icaridin, for use against ticks

30 Ingredients of Phase 1:
3.00 % by weight hydrogenated phosphatidylcholine
10.00 % by weight icaridin



5 1.00 % by wei ght glycerine 15.00 % by wei ght Cl12-15 al kyl benzoate 8.00 %
by weight titanium dioxide 0.10 % by wei ght carboner 0.10 % by wei ght sodi um
“carboner 10 Ingredients of Phase 2: 0.10 % by wei ght xanthan gum 4.15 % by
wei ght pentyl ene glycol ad 100.0 % by sei ght water 15 The ingredients of

Phase 1 fﬁé@eaﬁah%g tQ %%ggéﬂgh uniform stirring until all active
n

i ngredie were preséent in i'ssol ved form Likew se, phase 2 was heated in
a separatiegovespel wied gdl@ Genithh esid Igliviegl Phase 2 was then added to 20 Phase
1, stirred briefly and hereafter honogenized by neans of Utra Turrax at

15, 000 rAfi-R0 $hE&YpMEededdd “§it§¥ersi on was cooled to 30 C with slight
stirring. Thereafter, the m xture was honogenized at 30 C by Utra Turrax
(15000 r/mn) until a uniformstructure was present. 25 Exanple K

Prodwgt i angekddehitmaloff @hadeatsi:on with the active ingredient icaridin, for
use against ticks 30 Ingredients of Phase 1. 3.00 % by weight hydrogenated
phosphatﬁdypcﬁopynyelﬁ@&oGaﬁﬂﬁ} | RPE ISR R 49%yr edi ent s of Phase 2:

420, bR ypsgth e, duttple 19,00 00y we ol vater S | nored ents of
0.10 % by weight sodium carbomer
0.10 % by weight dehydroxanthan gum
i0
Ingredients of Phase 4:
3.50 % by weight pentylene glycol
ad 100.0 % by weight water

15 The ingredients of Phase 1 were heated to 80 °C with uniform
stirring until all the ingredients were present in dissolved
form. Likewise, Phase 2 was heated to 80 °C in a separate
vessel with stirring. Phase 2 was then added to Phase 1,
stirred briefly and hereafter homogenized by means of Ultra

20 Turrax at 18,000 r/min. The pre-emulsion resulting herefrom
was micro-dispersed by means of a high pressure homogenizer
in 2 - 3 cycles, pressure 600 bar. The produced dispersion

was cooled to 30 °C with uniform stirring.

25 Phases 3 and 4 were heated to 30 °C respectively in separate
vessels with uniform stirring. Phase 4 was then added to
Phase 3 and homogenized by Ultra Turrax (12,000 r/min). The
produced dispersion was cooled to 30 °C with slight stirring.
Thereafter, the high viscous dispersion from Phases 1 and 2

30 was added. The mixturé was then homogenized at 30 °C by Ultra
Turrax (11,000 r/min) until a uniform structure was present.
The final formulation which was thus produced was able to be

used directly.

35 Comparative example B



0.10 % by wei ght carbonmer 0.10 % by wei ght sodi um carbonmer 0.10 % by wei ght -
dehydr oxant han gum 10 Ingredients of Phase 4: 3.50 % by wei ght pentyl ene
glycol ad 100.0 % by wei ght water 15 The ingredients of Phase 1 were heated
to 80 Cwith uniform stirring until all..the ingredients were present in

di ssolved form Likew se, Phase 2 was ﬁ@ated to 80 Cin a separate vesse
Wwith st|rﬂnn@rdpwa§@ penablehsn gadsy pytPRasemparatsiver dgtprménpyiand

her eaft er Qoqgge %dt9¥ e gsogftglt %QOTuiraéeatrlgé 0Q %énlgtnge
g Rer'e d* by - meahsPor tathiy

pr e- enul SI on I’ESU rom was ers

pressure aeﬁagaﬁngeto EnaapieBKcagheﬁstpte&&urea666nbahti6halproduced
di spersion was cooled to 30 C with unlfornlstlrrlng 25 Phases 3 and 4 were
heat ed t 0COWPCSiEdpBcWRFePYORHCSdpRAFR, VékscEXaWpLR Bni hBfnthei FAMAG.

Phase 4 mﬁ%t&@%néﬂggggégﬁt Phasge3apnd Qﬁﬁg%ﬁgkégg y Utra Turrax (12, 000

r/mn)-. I'Spefsion was coole Wi th slight stirring.
Thereafter, the hi gh vi scous di spersion from Phases 1 and 2 30 was added.
The ni xture was then hono nlzed at 30 Cby Utra Turrax (11,000 r/m n)
until a udPESERAiSAtScObr EPRES Present. The final fornul ation which was thus

produced wagabl ¢ y2%69§h§”§ thggﬁ%grat.g gggggéﬁghgg g&xample B 53 In

order to bé able ca etermnation of the
ef fecti ven@es9 0ok blye weightotsbyideéacri bed conposition according to Exanple
K agai nst tlcks a conv%ntlonal conposi tion was produced which, |ike

Exanpt® K5 -R%d % k¥ ¥gighs 8@PFV%1FA9F€BFéﬁttFﬁ99H€e§éﬁ§ concentrati on.
|n9red'enb$1@foPB?S%e%ght carbomer

0.10 % by weight sodium carbomer

0.10 % by weight dehydroxanthan gum

15 Ingredients of Phase 2:
5.00 % by weight pentylene glycol
ad 100,0 % by weight water

For the production of this conventional cream-like

20 composition, the ingredients of Phase 1 were heated to 80 °C
with uniform stirring until all the ingredients were present
in dissolved form. Likewise, Phase 2 was heated to 80 °C in a
separate vessel with stirring. Phase 2 was then added to
Phase 1, stirred briefly and hereafter homogenized by means

25 of Ultra Turrax at 18,000 r/min. The produced dispersion was
cooled to 30 °C with slight stirring. The mixture was then
homogenized at 30 °C by Ultra Turrax (12,000 r/min) until a

uniform cream-1like structure was present.

30 Example L
Production of a final formulation with the active ingredient

permethrin, for use against lice

Ingredients of Phase 1:

35 2.00 % by weight hydrogenated phosphatidylcholine



3.00 % by wei ght pol yglyceryl-3 polyricenoleate 10.00 % by weight icaridin
10 5.00 % by weight caprylic/ capric triglyceride 0.10 % by wei ght carboner
'0.10 % by wei ght sodi um carboner 0.10 % by wei ght dehydroxant han gum 15
I ngredi ents of Phase 2: 5.00 % by wei ghts4pentyl ene glycol ad 100,0 % by
wei ght wat.er0 Rorbyt e igyhad rdinmetlofin hi s conventi onal cream|i ke 20
conposition, the ingredients of Phase 1 were heated to 80 C wth uniform
stirring until all the ingredients were present in dissolved form
Li kewi se,r fhass e heaipd t0. 80 Cin a separate vessel with stirring.
Phase 2 was then added to Phase 1, stirred briefly and hereafter
honogeni Zed by eane iZhtofpdhtykerderéixeatl 18,000 r/mn. The produced
di spersion was _ cooled to 30 Cwith slight stirring. The m xture was then
homogeni Zett Wt BEYC S Wt P EF rax (12,000 r/nmin) until a uniform
cream|like structure was present. 30 Exanple L Production of a final
formulation with the active ingredient pernethrin, for use against |ice
| ngr edi emrgyddiRiTase df B 0D: % by wei ght hydr ogenat ed phosphati dyl chol i ne
54 0.40 % by weight Pernethrin |l ngredi ents of Phase.2: 1.80 % by wei ght
pent yl ene ff(ic%ﬁ’ﬁg"ﬁ@ %%%ﬁﬂe@r}ggh‘fa%%rtr} T t9Fs of Phase 3: 5.00 %
by wei ghty caprylvhe/wsipitd cdfpahayeceride 0.06 % by wei ght carbonmer 10 0.06 %
by wei ght sodi um’car boner

10 0.06 % by weight sodium carbomer

0.05 % by weight dehydroxanthan gum

———

Ingredients of Phase 4:
3.50 % by weight pentylene glycol
15 ad 100.0 % by weight water

The ingredients of Phase 1 were heated to 80 °C with uniform
stirring until all the active ingredients were present in
dissolved form. Likewise, Phase 2 was heated to 80 °C in a
20 separate vessel with stirring. Phase 2 was then added to
Phase 1, stirred briefly and hereafter homogenized by means
of Ultra Turrax at 9,000 r/min. The pre-emulsion resulting

herefrom was micro-dispersed by means of a high pressure

—
y L

homogenizer in 3 -~ 5 cycles, pressure 800 bar. The produced

25 dispersion was cooled to 30 °C with uniform stirring.

Phases 3 and 4 were heated to 30 °C respectively in separate
vessels with uniform stirring. Phase 4 was then added to
Phase 3 and homogenized by Ultra Turrax (9,000 r/min). The

30 produced dispersion was cooled to 30 °C with slight stirring.
Thereafter, the high viscous dispersion from Phases 1 and 2
was added. Hereafter, the mixture was homogenized at 30 °C by
Ultra Turrax (9,000 r/min) until a uniform structure was
present. The final formulation which was thus produced was

35 able to be used directly.



0.05 % by wei ght dehydroxant han gum | ngredi ents of Phase 4: 3.50 % by

wei ght pentyl ene glycol 15 ad 100.0 % by wei ght water The ingredients of
Phase 1 were heated to 80 Cwth uniforms stirring until all the active
ingredients were present in dissolved form Likew se, Phase 2 was heated to
80 Cin a 20 separate vessel wth sﬁﬁqmﬂif Mhase 2 was then added to Phase
1, stirred i ngde her r i zed S | at

0. 000 1/ m T oHRer LoR e FF R FLEORREEEL R Wi TERECacPlye Hhroaiit D
means of a high pressurevitamge®,zdon s withcydsaxeapr essure 800 bar. The
produced 25 dispersion was cooled to 30 Cwith uniformstirring. Phases 3
and 4 were heated to 30 C respectively in separate vessels with uniform
stirridgg. : s,kh ded to Phase 3 and honpgeni zed by Utra Turrax
(9,0oépr/ﬁlﬁ?ge%%g%%oogrgﬁaggdgdispersion was cooled to 30 Cwith slight
stirring.1l.%bhekehit eeighhehhdghgenatedsptpspbasidpléhoiniRhases 1 and 2 was
added. Hereafter, the,nm xture was honogenized at 30 C by Utra Turrax
(9,000 r/ar AP anbYI wsighFf BLRPSLRUKt ure was present. The final formul ation
whi ch masotQgs%p59dug§§hga§qgglggge to be used directly. 55 Exanple M
Production of a final Tornulfation with the active ingredient vitamn K, for
use with Podfc&aby waggbti emte bfaPhwas 1: 1.50 % by wei ght hydrogenat ed

hosphat i dyl chol 5.00 % by weight vitamin K 0.20 %by weight |
0. 10 5 by LanBokt b¥ v aRenComivBed o B Ry b ghiceERS i c I capr e
triglycerpdes @ By ebynwepbabhypbenyhesnxbnaghcohol

Ingredients of Phase 2:

18.00 % by weight water

15
Ingredients of Phase 3:
5.00 % by weight caprylic/ capric triglyceride
0.10 % by weight carbomer
0.10 % by weight sodium carbomer
20 0.20 % by weight hydroethyl cellulose
Ingredients of Phase 4:
3.50 % by weight pentylene glycol
ad 100.0 % by weight water
25

The ingredients of Phase 1 were heated to 75 °C with uniform
stirring until all the ingredients were present in dissolved
form. Likewise, Phase 2 was heated to 75 °C in a separate
vessel with stirring. Phase 2 was then added to Phase 1,

30 stirred briefly and hereafter homogenized by means of Ultra
Turrax at 15,000 r/min. The pre-emulsion resulting herefrom
was micro-dispersed by means of a high pressure homogenizer
in 3 - 4 cycles, pressure 800 bar. The produced dispersion
was cooled to 30 °C with uniform stirring.

35



I ngredi ents of Phase 2: 18.00 % by wei ght water 15 Ingredients of Phase 3:
.5.00 % by weight caprylic/ capric triglyceride 0.10 % by wei ght carboner
0.10 % by wei ght sodi um carboner 20 0.2 6@6by wei ght hydroet hyl cell ul ose

| ngr edi entisa 8és Phaged4s Beb8 fehyewetghtopent ¥é§ﬁecewéqu iadsdpar8t¥ by

wei ght water 25 The ingredients of Phase 1 were heated to 75 C with uniform
stirring v@sselal vitheunhgerdi ehisriwge phasent wasdibenl addedf spm

Li kew se,_.Phase, 2 s, heat to, 75 Cin_a.separate essel with irring.
Phase 2 \BSSRen Siaencto°BhabendRogahlzfa; B Bk Er YSEREx draapPh "
honmogeni zegdmby) Meane prodhitea divpeaxioh was008olkdl Bo Ibeopr gienul sion
resulting herefrom was mcro-dispersed by neans of a high pressure

horogéni z&kighh 8tiryingel Eserpréssur etBOONBER. VIREOPFOALERETERSPeEEPBN  was
cool ed 1 ooR0-o & yi Lhquni LOLMLSLLATI AG. 39, Phases 3 end 4puere Reatadato 30 C
respectivel'y in Separate veSSelrs wi unitorm stirring. ase 4"was then
added to 3fhaseby vhdrieraataer (honogenikZadnbyubktinaaTuni&srnl2, 000 r/ mn).
The produced di spersion was cooled to 30 Cwith_5 slight_stirrin%.

Ther eaf t ePtTRRBUKRE gNAG| BEBESNE; sPEesEdRalr Sarmphasaen] whaghowags thdded. The
m xture h genk zed a | Turrax (10,000 r/mn) until a
uniforn1w@??é@?ggegagsg%?ésgﬁt#eTﬁgegiﬁérg %?ﬁﬁlation whi ch was thus

produged was able to be used directly. 10 Evidence of the effectiveness of

the final forpulation ) )
Evidence of the effectiveness of the final formulation

described in Example G in a case of herpes

o—,

10 subjects (6 female, 4 male) aged between 25 years and 55
15 vyears, who had all suffered for at least two years from
irregularly occurring herpes infections, particularly in the
region of the lips and beneath the nose, were treated with
the final formulation according to Example G at the peak
level of the herpes infection. All subjects complained on the

20 one hand of an intense itching and on the other hand of pain.

In a first series of tests, the subjects were treated with a
conventional ointment which contained the active ingredient
{ hypericin in the concentration corresponding to Example G.
25 The number of daily applications of the conventional ointment

was left to the subjects themselves.

Before the start of the application, after two days, after
four days and after eight days, the extent of the herpes

30 attack and of the accessory symptoms connected therewith was
determined and noted by subjective assessment. The following

grading was used as a basis for this:

(@]
i

no detectable case of herpes

35

=
i

just still detectable case of herpes



described in Exanple Gin a case of herpes 10 subjects (6 female, 4 nale)
aged between 25 years and 55 15 years, who had all suffered for at |east
two years from irregularly occurring herpes infections, particularly in the
region of the |lips and beneath the nose,-were treated with the final
formul ati on according to Exanple G at tﬁg peak |evel of the herpes

i nfection2 AjsltghtecaseCQﬁphaipe@ on the 20 one hand of an intense itching
and on the other, hand of In a first series of tests, the subjects
vere treafed W ﬁu%.C%%%vgﬁi?%ﬁ%?50|ntnent whi ch contained the active

i ngredi eni -hypeshsdncadetbe gORGEHtration corresponding to Exanple G 25
The nunber of daily applications of the conventional ointnment was left to

t he subj etts vérysbhvense Bedoeeof heexpast of the application, after two
days, after four days and after eight days, the extent of the herpes 30
attac@ and of the accessory synptons connected therewith was determ ned and
noted by BuptESIhYLe ASCRSSHERE - u h@bfﬁééﬁwﬁggaf9EHQ'Q@uM@$c&§§do§S a basis
for this: O = no detectable case of her pes 1 = just still detectable case
of her peshsrlpes wasldghermals@doin hédayes Wheremniatn taset of Gergesl kad

i ntense cgse of hergeg very i ntense case of herpes 5 Furthernore, the
time up tbo°he&l Theof PhetBESit e case of her pes was determnined in days,
wherein at least a Giade 1 had to be given for this. 10 The result of this
first series of tests is reproduced in the follow ng table. Conventional

oi nt iéht That tesinhy aypeie hicebj eerieoefot ctegterio nepreducedtir Bhdeal i ng

following table.

Conventional ointment containing hypericin

Subject before after 2 after 4 after 8 healing

No./Sex start days days days after
days

1/ m 5 5 4 3 20

2/ m 5 4 3 2 17

3/ m 5 5 4 3 24

4 / m 4 4 3 2 14

s / £ 4 4 3 2 8

6 | £ 3 2 3 2 7

7/ £ 5 5 4 2 10

8 / £ 4 4 3 2 7

9/ £ 5 4 3 1 5

10 / £ 5 4 4 3 21

15 The previously selected subjects were then engaged for a
second series of tests when they were suffering again from an
acute case of herpes. The time varied here between the first
series of tests and the second series of tests, depending on
the subject, between three months and nine months.

20
In the second series of tests, the subjects were treated with

the composition specified in Example G, with it being left to



No./ Sex start days days days after days 1/ m5 5 4 3 20 2/ m5 4 3 2 17
3/ m55 4324 4 m4 43214 5 f 44328 6/ f 32327 7f554
‘210 8 f 44327 9 f54315 10/ f 54 4 3 21 15 The previously
sel ected subjects were then engaged for s& second series of tests when they
wer e suf fedre mylgigai s fatmmsal vesc e detsermoind drtpe snurilier tofredavdty ed here

between the first. series.of tests and the second series of tests, depending
on the j%ﬁﬁéiHﬁﬂ GG SR NS I PG *Hﬁn?%.E%EWH}?t%e second

series of tests, the subjects were treated with the conposition specified
in Exanple G with it being left to 58 the subjects thenselves to determ ne
t he nunb@heofevdiuaticapf ddtisvreeednd rextiorposl tiert sickerklimbpee® Bxanple G
The e aluatiogiof this secon sq#ies of ,tests t%?Kgg'%?e i,n 5 an anal ogous
manne? t 6t FERAE N BRI 199 11T SVRBIF OOt BT - Hrdk | ST EF odfuced i n
the fol | @G tal 65 Idtepodi e imotied feT ot dde1subitecis Neo wd the
first series of tests 1is identical to the subject No. of the second series

of testfnotrsl dmipsihdtorthe corll el o Bxabptlee G B} estrins vl ésts 2
after 4 affery 8 Heali NG N0 /KB SL8o daYF daySs dayss Al fles of
tests.

10

Composition according to Example G

Subject before after 2 after 4 after 8 Healing
No./Sex start days days days after
days
1/ m 5 4 3 1 10
2 / m 5 3 2 1 8
3/ m | 4 3 3 1 8
4 /' m 5 3 2 1 6
5 / £ 4 3 2 1 5
6 / £ 4 3 2 0 0
7 / £ 5 4 3 1 3
8 / £ 5 4 2 0 0
‘ Q 9 / £ 4 3 2 0 0
10 / £ 4 2 2 1 2

The comparison of the previously reproduced two tables

15 clearly proves the superiority of the composition according
to Example G compared with the conventional ointment. In
particular, all the subjects reported consistently that in
particular already after a few applications the itching and
the pain distinctly abated, which was not the case with the

20 conventional ointment.



days 1/ m54 3 110 2/ m53218 3/ m43318 4 m53216 5/
3215 6/ f43200 7/ 54313 8 f54200 9f 43200

f 42212 The conparison of the previously reproduced two tables 15
clearly proves the superiority of the c gposition according to Exanple G
conpared with the.conventiopal. ointnent.”.”In rticular, all the, subjects
Ceported coerSTERSEDY: hae TRImP AT on) FA0F Gt arte N amhiehe  ons
the itching and the pain di sjéestdingbed edkampiehywas not the case with the
20 conventional ointnent. 59 Determning the Tight protection factor of the
conposition according to Exanple J The COLI PA light protection factor test
nmet hod wa, S "D termne th | protection tor. This nmethod is
a Iabora?%%yeﬁ%#gédlﬁﬂﬁghnggﬁ?FégSaﬁaggéFfF%?gl&%ﬁ??é€§% e Se%v§olight
sources W fBtdemiAedthknowgheuppotecENofiar4¥tbg. | thidUhetBogr dgluat ed series
of del ayed Werythema reactions is induced on several snmll areas of the
skin of sépberedory wabhedt whigheregwjressapusrtpfecenal vherdelobatat the

the roqui ey Dylk.e88ke MAER AR ih0, khSlm BERLET DAY RLALERRET, 1

f 4
10 /

oses, on € second otcasrion ma

react i onsobepughyrabladtellyseunepr ot eael afiefr tduetgthéda apegsSsLonaM i an
I dentical test set-up. By the gradual _
induced on several small areas of the skin of selected

10 subjects.

The subjects must present themselves at the test laboratory
at least twice: On the first occasion they are exposed to the
required UV doses, on the second occasion the delay of

15 erythema reactions brought about by sun protection products
is assessed with an identical test set-up. By the gradual
increase of the UV dose, different degrees of skin erythema
(reddening as a result of a superficial vasodilation) are
produced, which reach a maximum value approximately 24 hours

20 after the UV exposure. The exposure time which brings about
an erythema on unprotected skin type II and III according to
Fitzpatrick is generally approximately two minutes. The
lowest dose which produces a distinct area of erythema is the
minimum erythema dose or MED. The MED for unprotected skin

25 (MEDu; u stands for “unprotected”) and the MED after
application of a sun protection agent (i.e. the MED for
protected skin = MEDp; p stands for “protected”) are
determined simultaneously on the same subject. The MEDu and
the MEDp can be evaluated visually by trained evaluators or

30 instrumentally with a colorimeter. Several preparations can
be tested here simultaneously on the same subject. The light
protection factor of the preparation is calculated for each
subject on the basis of the ratio of MEDp to MEDu. A
preparation must be tested on at least 10 subjects. The

35 confidence limits for the average light protection factor are



i ncrease of the Wdose, different degrees of skin erythema (reddening as a
result of a superficial vasodilation) are produced, which reach a nmaxi num
.val ue approximately 24 hours 20 after the Wexposure. The exposure tine

whi ch brings about an erythema on unprg ected skin type Il and I1
according to  Fitzpatrick is generally %prOX|nater two m nutes. The

| onest dose Whech brod%l%es Wighini Hee ween vhleeyt hefra vBeRhshenmaRrRuUmM

eryt hema MEE r.un ot e (ygg? ands for
"unprotec e@ﬁsqéﬂd %l %%89 l%pg g %Ogaéghgaégﬁ prote %IO% agent
(i.e. thelﬁﬁItéosho@I@tEteedbekens—oﬁEEEspecsiaedg belowpLot etfedhisare

determ ned si nul taneously on the sane subject. The MEDu and. the MEDp can be

evaIuatedl%|§9%l¢§eb9a%?alE%ﬁt%v@PﬁEt%?scéFrBleﬁBFrGﬁeﬁPﬁFh?rmnth a

col orignet gy, é@%&rﬁﬁtﬁiePﬁéaétQE§sEf a1Perigsted DELenstmyltgpeously on the
sane subject protection factor of the preparation is cal cul ated
for each sshipeecs n@vehheeashsedf The meaholméthﬁbotec&EBn fAcpoepatati on

nmust be tested on at | east 10 subj ects The, 35 confldence limts for the
average | # R EPrEREEPTORSf GRLEH Al dgfropgtheergspltsogt @@&ﬂtﬁpﬁj?ﬁesnean

value, i.e. when the nean |ight protection factor is 10, the cal cul ated
confidence limts should |ie above 8 or respectively below 12. If this 1is
not the cake, COBSPA hughtbproaectednoﬁacoorfUesbemeﬁhsdbfatthenmbkb t he
statistical criteria are net j,ects have been used. The nean |ight
prot && i oREFSELBES of SEaBQ%EQFéFﬂoﬁngoéaﬁEElEPédaPPéﬁFPﬁéoPeéﬂﬁts of al

subj ect s. g5 Ihes (ELLEA bE0BhePEAROELLLACEREhORSLARL BRLROEREUELRE! MOr e 10

descri bes a st rdlze met ho e appl1Tation an Istribution of the
sun protestrﬁacagenbecauSe thestphasesqffahestebéaagswashudephaﬁeedfashe

test t tanti al f t
T Lo S ol B Pen e babe Sl FErelsEar Bl FE0 BaeEh b < he

accordance with the expected light protection factor of the
15 test formulations a standard preparation is to be used
according to COLIPA with a correspondingly high or low light

protection factor.

An examination of the test area is carried out on the

20 subjects from the lower line of the shoulder blades down to
waist height. Evidence of sunburn, suntan, scars, skin
lesions and irregular pigmentation is determined on the back

of each subject. If, in the opinion of the examiner, one of

—

the listed artefacts is present in a significant manner, the
25 subject is excluded from the study. The examination was

carried out on 20 subjects.



15 test fornulations a standard preparation is to be used according to
COLIPA with a correspondingly high or lowlight protection factor. An
exam nation of the test area is carried out on the 20 subjects fromthe

| ower Iine of the shoul der bl ades down %ﬁ wai st hei ght. Evidence of
sunburn, suntan, scars, skin lesions and irregular pigmentation is

det er mi ne@lafsifiécphirn of elén svbpecaccerding taeFeprrabaiek the exani ner,

i oct i SEERb AT PPEnRr hec iRy F IR 2 R Ak Pon vas carried out on 20

subj ects. s&in €ypesirf tanhing of nakewr,t ¥paBuaneoalivagsto Fitzpatrick The
skin types are classified as follows Skin type |I tanning : never, sunburn:
al ways SﬁkﬁntyﬁﬁelﬂftéﬁﬁPhgg sEL§ERT, SEHBURAD: aPWEES 5 Skin type ||

t anni ?Er@?§ zg@b gﬂnlﬁareméaeygtgougﬁﬁbhgnth§a§QIar Li ght Conpany' s

601-3 0 ator t he Spectr a xenon arc |lanp is displayed
t hr ough speC|aI filters onto the erythenally effective range 10 (CCLIPA
spectrum and applied onto the skin. The sinulator is

irradiati 88 PVePRYIGRI éR EAR %ﬁﬂ?rdF#BBFeﬁPmpPPVaalQ@Foﬁ @B%tlport

si mul t anequsly, T ougl apekndlyi dyah LLBn gEcOULAUL éggﬁagghg dacl osure

mechani sm ses can be admnistere us-a I ght
gr aduat i onhroaghbep&bidét éibteaed. ohhe LRE esydhtmabipedfbgctitasurangat of a
pr oduct rearp) and . an e unprotected skin). The

|rrad#%ll6GO&§ﬁgb§%€SFF£@H aat B?P%1?Gt8ggﬁléh?a§kbétp he BoPHIZFP¥| k§ and
l'yi ng. 20ehﬂlggéarw39 e§t§9£éagaEQSn'@Q@&@srﬁﬂEEthéﬁ 8&1€aahf§HP%ﬁ§0ret0 W

radi ation ries o U irradiations are carried out 24 hours t he
act ual examradtintcnonEdobesr sadudtannoutilgl dThsotighnahniddameteal Theeti nme
intervalso%r% %%L%CEggt%glled closure mechanism, different UV doses
can be administered and thus a “light graduation” can be
15 determined. The LPF is determined by measurement of a product
field (e.g. sun cream) and an empty field (unprotected skin).
The irradiation can be carried out by a rotatable ray output

both sitting and lying.

20 In order to establish the innate reactivity of each subject
to UV radiation, a series of UV irradiations are carried out
24 hours before the actual examination. Each irradiation
field is 1 cm in diameter. The time intervals are selected as
a geometric series, wherein the irradiation duration is

25 extended by 25 % with each field. The irradiated areas are
assessed 16-24 hours after UV exposure and the MEDu (MED of
the unprotected skin) is determined. The MED (minimum
erythema dose) serves as an indicator for the dose to be
applied for the light protection factor examination (LPF

30 examination). The MED is defined as the irradiation energy
which is required in order to produce a weak, but clearly
discernible reddening of the skin with sharp delimitation.
The irradiation dose in this examination was detected
chronologically.

35



a geonetric series, wherein the irradiation duration is 25 extended by 25 %
with each field. The irradi ated areas are assessed 16-24 hours after W/
"exposure and the MEDu (MED of the unprotected skin) is deternined. The MED
(m nimum erythenma dose) serves as an i H®dicator for the dose to be applied
for the |TIghtLER dicacttilon dogbae i exam aat oxdifd Rfo 3x@axabe natwasn) . The MED i s
defi ned %f t he jrnfdiation ner which is_required in order to groduce a
weak, butdSHERIRES HIWRATTPDIE i defami MoF of f t e skRPAPIF il QR peording

del i m t atd Prexamidi 1A radi (4 OMAOSSos N ibhs SxarhdabhonsWes ¢ied ect ed
chronologically.” 35 62 The LPF for the conmposition according to Exanple J
was det ervuiiretofipar 620 Wi tThe hdet@fmifingeot onpospos dhiersovasng to
ExanplLe A at_distinct qgi%'ons on the backs of the subjects (n = 20). The
det er mi niSY of€ h%untpoas% D jso‘ﬂ\%‘s 5 carried out as follows: - Marking of the
entire testvafeshg Mrihdgeofitdecdddi yidyal test areas at 35 cn,
respectively for the previously nentioned two exanples which are to be
conpar ed.- Mg eshethe vindonpdisil i best Exueds ead dF @ohparative Exanpl e
A) is applied onfo gach fest field.in f q[tPJantit gf 2 ng/cnR. 0.02. After
the appl iTHEO TGy nt¥r VP of X pbrd%t hat eyt %e e ST eE WR T e
action tigws bed s ¢ Nddradiation. 15 After the action tinme has el apsed,
firstly an unprotecte area on the subject's back is irradiated. Then the
test1Ps repeated on the areas treated with the respective conposition. 20

The respective composition (Example J or Comparative Example
A) is applied onto each test field in a quantity of 2 mg/cm’+
0.02. After the application, an interval of approximately 15

min is waited as the action time before the UV irradiation.

15
After the action time has elapsed, firstly an unprotected
area on the subject’s back is irradiated. Then the test is
repeated on the areas treated with the respective
composition.

20

The same test is repeated on a second test area 2 h after
application of the product. The test fields are treated with
a series of UV irradiation units of different intensity. The
actual exposure time is selected by means of the previously

25 determined MED of the test person and of the assumed LPF of
the product. More precisely, the MED is multiplied by the
assumed LPF of the product; the exposure time results from
this. A 25 % geometric series is selected as UV dose. After
completion of the irradiation, the position of the test

30 fields is marked. Each subject is requested to cover the

entire test area, to protect against further UV irradiation.

The evaluation of the treated and irradiated test fields was
carried out by trained personnel 20-24 hours after UV

35 exposure.



The sane test is repeated on a second test area 2 h after application of
the product. The test fields are treated with a series of Wirradiation
units of different intensity. The actual exposure tine is selected by neans
of the previously 25 determ ned MED of éﬁe test person and of the assuned
LPF of t pt oguct . re_precisel ED 1 S |tiplied by the assuned
[PF of theRR SAOLT CPRY SRBoStrEet el PEsUrE ot Bt FFsSomBYatbiaRamet ) ¢
series isagebeaing 65 kiagpse. JARKEI the08Phpbs0Di6h hbBeotaiagi gbion, the
position of the test 30 fields is marked. Each subject_is requested to cover
the entiFeMPRERtAVRAEXABPpLoL e CagBAASREPHr iReFhOVEPL QWi Rg| BRAPLEThe
evaluation of the treated and irradiated test fields was carried out by
trai ned personnel 20-24 hours after UV 35 exposure. 63 The individual and
aver aged EREmpakueanfor the conposition according to Exanple J and the
conposition according to Conparative Exanple A are indicated in the

f ol | owi nge¥aBreed SaPRAIfpl e sun EXZAFAAE -sanpiean ryakiat - Skeadavrd ue
Standard ion after of the LPF deyiati act | ' f 15 mn.
23.6 2.3 Exanple J 120 m n. 21.3%?.%f%%5npar%f?%%é éﬁple quk§ﬁ#n. 13.7
4.5 Conparative Exanple A 120 nmaeti®n8 5.9 In connection with the
measurenment which is carried out, it is also to be nentioned that the high
light protection factor of the &M§oSftion according to Exanple J was even
still 10 E&ﬁﬁﬁﬂ& gfter an action i ggpof 120 g4 ngtes, whighswas not the
case with the conposition according to Conparative Exanple A It can be

concl udedekmuplehds that ow ng ta20hewin. 21.2 4.6
Comparative Example A 15 min. 13.7 4.5
Comparative Example A 120 min. 9.8 5.9

In connection with the measurement which is carried out, it
is also to be mentioned that the high light protection factor
of the composition according to Example J was even still

10 present after an action time of 120 minutes, which was not
the case with the composition according to Comparative
Example A. It can be concluded from this that owing to the
particular structure of the composition according to Example
J, the latter is positioned in a stable manner in the stratum

15 corneum, which was not the case with the composition
according to Comparative Example A. Here, the LPF decreased

drastically from 13.7 to 9.8.

Evidence of the effectiveness of the final formulation
20 described in Example K for the prevention of tick

contamination

In order to test the effectiveness of the composition
according to Example K compared with the conventional

25 composition according to Comparative Example B, a live
narcotized domestic pig of the genus sus scrofa domestica

(age 2 % years) was shaved fully on its left side and



particular structure of the conposition according to Exanple J, the latter
ds positioned in a stable manner in the stratum 15 corneum which was not
the case with the conposition according to Conparative Exanple A Here, the
LPF decreased drastically from13.7 to®. 8. Evidence of the effectiveness
of the fiFRFPEOEHCAYi R 10O HeSkEi pédei nThRahpPPesSkdesr of hehgr BdENVEER of

tick co ] LN 0 S egllvengss_o e.G osition
accordin8ﬁ€%1@§%%%I££§mc%%g%régh§?t%1§ﬁ§ g%%v%h?ﬁ%ngﬁ aZE %@nﬁgggPion
accor di ngdeoabTonpadadi aéh&xanpl eaBe, aihi vedsar cot thad geseshtcapi g of the

genus sus scrofa donestjca . (age_2 years) was shaved fully on its |eft side
and 64 rBiPEREFOBI 9foklPt EirkgnfrepgeneTRddewsisFBEsPaF tRe tPRgORERE

del | Mot eds {aomyeache ObRE! 2h0NGchenRLNRabY1fe3oEMLHEIR 1 adaublerpided
adhesive tape, I1n order“to thus prevent a gration of the ticks from one
si de of tihegpwgréolikewbsbeprbviddé withhehpsgadhbeivemaapeng mar gi ns of the
sides of the pig were |likewi se provided with this adhesive tape. After
fixing the anaesthetized pig in position in an upright position, the
conposition according to Exanple K was applied 10 onto one side of the pig
(measurenent area approxi mately 500 cnR) and the conposition according to

Conpar at | yer EXappkend tH@?aﬁQQEEﬁQtQBESHEEQ ehhebs3td8nOfint B8 BbYight
(measurenent area approximately 50.0 cn¥) “respectively in a concentration
of 1 g/ lPoshRiand ths cabpeditnbhoantprdieg theEmemplecKewhsapppdieds After

an action tine of 10 ningtg , each side of th% %i% was coLon%Zﬁdngé a tick
popultdt | CEP PRENEAGE Oft B8 BI9 ABSEPUPRBRTCaRATA! “PRERKHEAL SISO of
ticks (respReCtdie! the kohpsksSt 1o ol dLlidg PES | BnPArd Ote NBKARPBEL BT
col oni zati on, the nunmber = of ticks on each side of the pig was ‘established.
A was applied onto the other side of the pig (measurement area
approximately 500 cm’) respectively in a concentration of 1
g/10 cm® and was rubbed uniformly over the measurement areas.
15 After an action time of 10 minutes, each side of the pig was
colonized by a tick population of identical stage of

development and of identical number of ticks (respectively 20

ticks) .

20 After a period of four hours after colonization, the number
( of ticks on each side of the pig was established. A
| differentiation was made here as to how many ticks had
attached themselves firmly and how many ticks still colonized
the respective side of the pig without a bite. In addition,
25 the migrated ticks which were fixed in the adhesive strip
were counted. In addition, an examination was carried out
microscopically as to whether the ticks were still alive

after four hours.

30 The results of this investigation are reproduced in the

following table:



differentiation was nmade here as to how many ticks had attached thensel ves
firmy and how many ticks still colonized the respective side of the pig
without a bite. In addition, 25 the migrated ticks which were fixed in the
adhesive strip were counted. In additi®, an exani nation was carried out

m croscopically as to whether thé&ompsiestwene still apPmpesi&ie®Br four hours.
30 The results of this investiga%ko%r%ﬁe r%%roducedai O%Eﬁn f?glomﬁng t abl e:
65 Conposition Conposition accor&ing 1o accordi ng to aﬁp e K
Conparative Exanple B Initial timdampieber 20 20 Ti ckmpapheivai t hout 6 1
bite Tick nunber with bite 8 16 Mgrated ticks 6 3 Dead ticks (total) 16 8
The conparison of the previously reproduced tabl es BX88PL§ Bproves the
superiority of the conposition according to Exanple K conpared with the
conventioEﬁhtﬁgqu§EkiBﬂmgegccorgbng to Conparativezﬁxanple B. In
particular, the fact™ that only eight ticks have anchored thenselves in the
skin and that a substantially higher nunber of dead ticks were able to be
found, pr@iekt hambehewdohpasiti o according to Example Kis highly
effective, ;.10 Wth regard to the hydrogenated phosphati dyl choli nes used in
Exanpl es Rit§ M it is to be recorded that these have a concentration of
hydr ogenat ed phosphati dyl choline of 93 3 % by weight and that the acyl

radi cal s ¢9pgi atmBEr8Ri¥H Bite 8 16
Migrated ticks 6 3
Dead ticks (total) 16 8

The comparison of the previously reproduced tables clearly
proves the superiority of the composition according to
Example K compared with the conventional composition

5 according to Comparative Example B. In particular, the fact
that only eight ticks have anchored themselves in the skin
and that a substantially higher number of dead ticks were
able to be found, prove that the composition according to
Example K is highly effective.

10

With regard to the hydrogenated phosphatidylcholines used in

Examples A to M, it is to be recorded that these have a

o

concentration of hydrogenated phosphatidylcholine of 93 + 3
by weight and that the acyl radicals consist of 85 % by

15 weight stearic acid and 14 % palmitic acid.



15 weight stearic acid and 14 %palmtic acid. 66 Patent Cains 5 1.
Cosnetic or pharnmaceutical conposition, to be applied topically, which has
a hydrophilic outer phase, at |east one cosnetic and/or pharnmaceuti cal
active ingredient and at |east one carrGber substance for the active

i ngredient, wherein the carrier substance forns such structures, which
conprises at 10 least two | anellar doubl e nenbrane | ayers, arranged one over
anot her in the manner of a sandw ch, wherein between adjacent double
menbrane | ayers, aligned parall el each other, a layer of an inner phase
IS respectively arranged, charactéé%%ékiq%FﬁWﬁﬂ: the active ingredient is
distributed in 15 the doubl e nenbrane | ayer and in the |ayer of the inner
phase such that the |layer of the inner phase contains the active

ingredd enfL.i n §osmatént pat pbarmangotbetweenmpogiibyonei ght bandprpdsdets by

wei ght and t he ubl e, ne ane | r_contains the ctive_ingredient in a
Concent r atFBA CBddNee /P98 or Ry forgAroBBiaag 2 5oty Pflersnt 2t S6REEL POEI y | n
rel ati on t@shie itohald/cFoptaiinadbu@icall aekiive iingredient, aaddathatakhe
outer phase has no or alnost no active ingredient. 2. Conposition according
to d ai m bneclarzdesdr supdstiamcendor 2het Retilvgedngirgdd epdnt whezreinethet i ve

[ di Ln. [ b 15 % by .wei gh d 85 _%Db
woi ght | pFEFSSB ¥ R A EondEAT At of Fangs BEEReet 95 baBYPLAEEE and 75 %

by weight 1cart the dewellearedduane maydraneonbiels,t e raeyewe onegbedirent in
a concentration range 30 between 85 % by wei ght and 15 % by wei ght,

pref er abl RUPfET dontdst MAIMEA Pange SBESWEER 7 Whergy) nnbegeeanaddscenby
S0y ORGSR SLOEI) L e B EoR LAROR g AR Ve

layer of an inner phase is respectively arranged,
characterized in that the active ingredient is distributed in

15 the double membrane layer and in the layer of the inner phase
such that the layer of the inner phase contains the active
ingredient in a concentration range between 2 % by weight and
98 % by weight and the double membrane layer contains the
active ingredient in a concentration between 98 % by weight

20 and 2 % by weight, respectively in relation to the total
concentration of active ingredient, and that the outer phase
has no or almost no active ingredient.
2. Composition according to Claim 1, characterized in that

25 the inner phase contains the active ingredient in a
concentration range between 15 % by weight and 85 % by
weight, preferably in a concentration range between 25 % by
weight and 75 % by weight, and the double membrane layer
contains the active ingredient in a concentration range

30 between 85 % by weight and 15 % by weight, preferably in a
concentration range between 75 % by weight and 25 % by

weight, respectively in relation to the total concentration

of active ingredient.



that the concentration of the active ingredient in the inner phase and in
the double nmenbrane layer is different. 5 4. Conposition according to one of
the preceding clainms, characterized in that the outer phase has the active
ingredient in a concentration of up to &@Mhaximumof 5 %by weight in
relati on 30 theohpdalt camcantording ob @tiimel ongeedekatactdrdSzefoimposition

according to Caim4, characterized jn that the outer phase has,the active
i ngr edi ent?#h Eh%oﬁ%%ﬁ??Ef?Bhonb%FmE%ﬂ BCHA By hﬁ?ﬁﬁ@lﬁﬂg nofRS WBPGHt in

rel ation éﬂaééeanéoiﬁltﬁ@”&@ﬂﬁiétﬁéﬁb9£néci£ 8ri pgrgdeeatend> 6. Conposition
according to one of the preceding clains, characterized in that the
conposition contains a hydrophobic active ingredient and that the active

i i i d. domi nant | f ly of at least. 70 % by weight
720 ol At | orCPBEORE O At CORRCHY 401 BHE o F Attt B P AGALE ahai™ ne) do 1 he

doubl e meghspnectayged n €RAPOBLEI 80taECRREEAUNES Ehal grbiveharacterized in
that inside the double nenbrane | ayer the hydrophobic active 25 ingredient

i s enbeddengredaenbntenaratnoanbeateen 80 opbyo aengkimamdo805% bpywei ght in
rel ation to.tgﬁ t ot al goncegtr iop ?f active hngéedieng. 8, . Conposi tion.
accor di ng"t098het Bf TThat hPRc aiﬁ%ec QFAE, COB6SRhATEEPRr PLeBFhVEhat t he
conposi ti pRggeatehfs a hydrophilic active ingredient and that the active

ingredient Ts arranged predom nantly, preferably of at |east 70 % by wei ght
in Aélation to the total concentration of active ingredient, inside the

tnner phage. 38,080 P i R ROSLEAPNAESOETLN 40 ShalmPerhBRRE CLLZED 1N

t hat

, the outer phase has the active ingredient in a concentration

\ between 0 % by weight and 2 % by weight in relation to the
total concentration of active ingredient.

15

6. Composition according to one of the preceding claims,
characterized in that the composition contains a hydrophobic
active ingredient and that the active ingredient is arranged
predominantly, preferably of at least 70 % by weight in

20 relation to the total concentration of active ingredient,

inside the double membrane layer.

7. Composition according to Claim 6, characterized in that
inside the double membrane layer the hydrophobic active

25 ingredient is embedded in a concentration between 80 % by
weight and 90 % by weight in relation to the total

concentration of active ingredient.

8. Composition according to one of the preceding claims,

30 characterized in that the composition contains a hydrophilic
active ingredient and that the active ingredient is arranged
predominantly, preferably of at least 70 % by weight in
relation to the total concentration of active ingredient,
inside the inner phase.

35



inside the inner phase the hydrophilic active ingredient is enbedded in a
concentration between 80 % by weight and 90 % by weight in relation to the
total concentration of active 5 ingredient. 10. Conposition according to one
of the preceding clains, characterized $h that the active ingredient is
anchor ed 9wﬁthCOmpbeicmanoactbmdlhg nreaniaam 4a,| chaphckeeicedponndhat 10 or
in the doubl e nenbrane | ayer. npaosition,according.to C.aim 10,

characterF?@&dﬁntpﬁaﬂnnFﬁeppﬁﬁﬁpﬁpﬁl@YéSHBB&ﬁ&C §Céﬁ8§dd€ﬂrﬁﬂlﬁﬁé d8ubl e

menbrane h@veieandnt Be c%ﬁk'eﬁ%r'a’&%ﬁdb%%e\é/ﬁ' 80 kSpyngheLed Hepevpth is 15
arranged wthin the 1 nner phase. . Cbnp05|t|on accordlng to Caim10 or

11, charabwemezg@t iim tredsattloa tppapbltptadonpnundtﬁakesnthé active
|ngred|ent |nternDIecuIar interactions, in particular by hydrogen 20
bondln Fn8§y Ofer \Waals forces. 13. Conposition according to one of the
precedi ng clalns characterized in that the inner phase and the outer phase
are identical. 25 14. Conposition according to one of the preceding clains,
charact erilfed Compbsttibe megerdphgsé&oandeorft hbeoprereghageclan®ssli quids.

30 15. Co sition .ac ordln a n114 char acterized in t he i nner
S ase and PRz AGHEniTER0G Bhate saal ite SHBLARIENLTSE LRehBPta L al oy
16. Conposjitham %%%D%@h@%s&Ql%ﬂebemEB%SDBQCSdﬂﬂgoﬁbﬁuHE co@goghargﬁterlzed
in that the conp05|t|on contains as active 69 ingredient at |east one

| ocal 1§ oorsyiat ddiec slowplec memprasiei vayeirngr edi ent. 17. Conposi tion according
to Caim16, characterized in that 5 the active ingredient is a
phar maceuti cal active ingredient

11. Composition according to Claim 10, characterized in that

the lipophilic compound is embedded in the double membrane
layer and the active ingredient which is anchored herewith is

15 arranged within the inner phase.

12. Composition according to Claim 10 or 11, characterized
in that the lipophilic compound fixes the active ingredient
by intermolecular interactions, in particular by hydrogen

20 bonding or by Van der Waals forces.

13. Composition according to one of the preceding claims,
characterized in that the inner phase and the outer phase are
identical.

25
14. Composition according to one of the preceding claims,
characterized in that the inner phase and/or the outer phase

are liquids.

30 15. Composition according to Claim 14, characterized in that
the inner phase and the outer phase are respectively a

liquid, in particular water.

16. Composition according to one of the preceding claims,

35 characterized in that the composition contains as active



and is selected fromthe group which conprises anal gesics, antirheumatics,
antiallergics, antibiotics, antinycotics, antiphlogistics,

bal neot herapeutics, corticoid active ingredients, antiseptics,
circul ati on-enhancing active 10 ingrediems, sedatives, anaesthetics,
spasnol yt iagraddenouad leaneat ohet lageldly, orespetiemiely 131 are ioKg iattdve

m xture. 18. Caonposition according to one of the preceding clains,

char act er FBE4SFASPkat the active ingredient is a cosnetic 15 active
ingredient and is selected fromthe group which conprises oils, fats, waxes,
anti oxi dants, peptides, proteins, amno acids, derivatives of am no acids,
| i ght - pravect Compbeliteos, atapmdiggagentiaimi tlan charpeoertiaeidndn thedi t
aci ds, hunectants, parts qf plants an | ant extracts, ,20 urea, gl ucans,

gl ucar® defFfFapcidye 6P§5ﬁ%& %Et&? éoﬁ%@gﬂﬁ§eu§ﬁ&aln@F&&H@clﬁﬁﬁ% ounds.

19. Conpoghli 98 aegekdield ffremdtﬁ'e"}q P W ll@ht elohRd gy tl t@%tlgetél%s

conposition has as an oil cuckoo f avocado oil coconut oi
j oj oba 0|hntwhh&umgean60|hntaadd@aguasnuanmubloapcmcoaNUamydouﬂda,henpseed
oil, Ilnsee flower ail, % ndnut 0|I. rosemary oi

|
Chamom | esgtibh1pgi IR Oban p el ARl i, HedMIM e Aeles oSl Y Ol T

nelissa okl r%@hb%ﬂéthah%lgbbtlh%a E&%%uQ%kad%ﬁ@%hdﬂ@%%gmactf%% cypress oi
evening prifnrose oil, red currant seed oil, borage oil,” rose hip oil, soya

oi |, ¥4 shiogireddlembtsd 6eﬁat1@bﬁvea@abs&h@tonscowgaamm&mn;O@famwbgwumdss 20.

Co it t | 18 h t d .3 that th
ornPg:LeL F@@EVeP% Pgégn%%gbﬁgﬁgaeiy%Gicg%ggﬁﬁgkf%‘Fﬁéiﬁgﬁbos?tlonelgla

concentration betmeen 0.5 % by weight and 40 % by weight in relation to the
conposition ready for use. 5 21. Conposition according to one of the
precedi ngl8l-ai femposhiiant eccpading thacnehefcbinsopirecedinencdiaissas

SOOth'ngvcharacterlzed in that the active ingredient is a cosmetic

15 active ingredient and is selected from the group which
comprises oils, fats, waxes, antioxidants, peptides,
proteins, amino acids, derivatives of amino acids, light-
protective filters, tanning agents, vitamins, provitamins,
fruit acids, humectants, parts of plants and plant extracts,

20 urea, glucans, glucan derivatives, organic metal compounds

and inorganic metal compounds.

19. Composition according to Claim 18, characterized in that
the composition has as an oil cuckoo flower oil, avocado oil,
25 coconut o0il, jojoba oil, wheat germ oil, macadamia nut oil,
apricot kernel oil, hempseed oil, linseed oil, sesame o0il,
sunflower o0il, groundnut o0il, rosemary oil, chamomile oil,
sage oil, calendula oil, lavender oil, St. John’s wort oil,
melissa oil, sallow thorn oil, tea tree oil, cedar wood oil,
30 cypress oil, evening primrose o0il, red currant seed oil,
borage o0il, rose hip o0il, soya oil, fish oil, almond oil,

olive oil and/or constituents of these oils.

20. Composition according to claim 18 or 19, characterized

35 in that the oil or respectively the oil constituent is



cosnetic active ingredients shea butter, ceramds, in particular

ceram de- 3, cupuacu butter, squalan and/or triglycerides, in particular

m ddl e-chai n saturated C8-C24- 10 triglycerides. 22. Conposition according
to one of the preceding clainms, characté?ized in that the conposition
contai ns gPrewdrit imfdRMmiigosiacionen RYcRHcemitradiicsh bex weeinect.gd &f rom t he
15 group which conprises ursolic acid, soya sterol, 18-beta- glycyrrhetic
acid, ganmhy oY8iBHoland &3 byamedIhtaieh FelRtdadds dA¢ FOMPRFLitie®s of the

previ ousl &éﬁﬁé}i qlsﬁacti ve ingredients. 20 23. Conposition according to
one of the preceding clains, characterized in that the conposition has the

active ingredient in a concentration between 0.01 % by weight and 35 % by

wei ght, preferably between 0.1 %.by weight and 15 % by weight in relation
to theScorflosi tBPASELIPTF GCCEalings toy OngoRfoshel FS£eCardi f¢2iBSone of the

precedi ng G Al e rChay a6 ecgi%cfc&ﬂéﬁ stif&qo%rcﬁ;&raiw%tsa%%tm?ﬁbai ned in

the conposition s selecte omthe group which conprises nonoglycerides,
di gl ycer i dessmetriaqlacenied éngraddfesrtabshe?0 hilitsteid,| eteranddise- dlmai n

nonogl yceri des, sphingolipids, phosphatidyl choline, phospholipids, fatty

al cohol s, BERYAFULas a9t ferd v &4 Lbfb“%/tr'ﬁ?rpr AR tqrgned

conpounds.¢ r 1, SRR 10D REAATA NG hl R -Ahike SYeEedid0 glalms, 35
characterized I"n that the conposition contains as carrier 71 substance a
hydr ogénattediqphasphiaglaspi d, in particular a hydrogenated

phosphati dyl chol i ne. 26. Conposition according to Caim 25, characterized in
that 5 the hydrogenated phospholipid has at |east 60 % by wei ght

B?'g(r: gg?ﬂgt%ﬁ.arngm@@ﬂ%rp%@cidﬁir%7-toc%?@%ift it FERIHiRG Qaape,of the
characterized in that the composition contains an anti-
inflammatory active ingredient, which is selected from the

15 group which comprises ursolic acid, soya sterol, 18-beta-
glycyrrhetic acid, gamma oryzanol, ferulic acid,

avenanthramides and derivatives of the previously mentioned

active ingredients.

20 23. Composition according to one of the preceding claims,
characterized in that the compasition has the active
ingredient in a concentration between 0.01 % by weight and 35
% by weight, preferably between 0.1 % by weight and 15 % by
weight in relation to the composition ready for use.

25 |
24. Composition according to one of the preceding claims,
characterized in that the carrier substance contained in the
composition is selected from the group which comprises
monoglycerides, diglycerides, triglycerides, preferably

30 distilled middle-chain monoglycerides, sphingolipids,
phosphatidylcholine, phospholipids, fatty alcohols, fatty

acids and derivatives of the previously mentioned compounds.

25. Composition according to one of the preceding claims,

35 characterized in that the composition contains as carrier



characterized in that the conposition has the carrier 10 substance in a
concentration between 0.5 % by weight and 30 % by weight, preferably in a
concentration between 0.7 % by weight and 10 % by weight, in relation to
the conmposition ready for use. 15 28. Cagposition accordi ng to one of

Claims 25 to 27, characterized in that the hydro enated spholipid has a
phase traish cteer?pe‘r MW FRERIRY 1Ride ®art ]G}r%paosi tion
accor di ngpt QR ddh r@l 1 1N 20 char acterized in that the
conposition has the out er phase the 1 nner phase in a total

concentration between 5 %and 90 % in relation to the wei ght of t he

iti f Co t di
o 200ai ng o) REESS P AEERE o ke e e oRBBSATRT TR S B ai ns
at | east toRe RIGARRInatdl RHIIHE ! é)l@i Rl vl enda A C@f'oé bﬁ%e@ﬂpos' tion

according to Cl'aim30, characterized in that the conposition has as al cohol
phenyl et hyﬂydalmh@ltedp@hqﬁmlmc@qﬂdme, caprylyl glycol, decylene glycol
and/or glycerine. 32. Conposition according to one of the precedi ng cl ai ns,
characterized in that the conposition has a N-acyl ethanolamine in a

concent ratizon leempeen td.dil a@d&fd’ﬂ@i#rﬁo ik %'if Eheogne wRiiGlY c Iy fLr ably

betvveenOl%by weight and 3 %b 2 weig inrelationto the
conposi ti mharr@mterflmecius@ oc 220 Gdtmommpwmrltamgﬁh@ G iR32,

charagteriz n that the di cal, of 1he N-agyl, ethanglamn A
Gl R acy s b Ao BRI ER Rt oy T0 iR G 3 ¢
character |b§edle1|ghtt hepretﬂtae_»amwlqpym ef hadtdai e ich sRlteedead ¢ mn% tie group
whi ch conpri ses N-acetyl ethanolam ne, N ol eoyl ethanol am ne, 10

N-{I i nol end®i@igdthamsl rre, DYN- W<t / diharplamare Endhe Cifé‘tl?ﬁﬁﬂd%ﬂlon
et*hanol amrré%df§or6q{g%o_5| tion according to one of the preceding clains,

15 28. Composition according to one of Claims 25 to 27,
characterized in that the hydrogenated phospholipid has a

phase transition temperature over 30 °C and under 70°C.

29. Composition according to one of the preceding claims,
20 characterized in that the composition has the outer phase and
the inner phase in a total concentration between 5 % and 90 %

in relation to the weight of the composition ready for use.

30. Composition according to one of the preceding claims,
25 characterized in that the composition further contains at

least one alcohol, in particular a polyvalent alcohol.

31. Composition according to Claim 30, characterized in that
the composition has as alcohol phenylethyl alcohol, pentylene
30 glycol, caprylyl glycol, decylene glycol and/or glycerine.

32. Composition according to one of the preceding claims,
characterized in that the composition has a N-acyl
ethanolamine in a concentration between 0.01 % by weight and

35 10 % by weight, preferably between 0.1 % by weight and 3 % by



characterized in that the conposition furthernore has at 15 | east one
preservative, an antioxidant, a thickener and/or a gelling agent. 36.
Conposition according to Caim35, characterized in that the conposition
has as thickener or respectively as gelli’dg 20 agent a natural colloid or a

natural hyekogaed ) oirfl Bkl toiod sy il td s 4t0ish AfeaalysyAdhaides. hydrocol | oi d.
37. Conposition according to one of the preceding clainms, characterized in
that the conposition has respectively 25 between 0.5 % by wei ght and 7 % by

wei ght hydypge I % wei-ght
cupuacu butjt)er %T@BSS]%%{)\A%%%H% eldgt%%}agm?m' g)rletﬁh%gebu%%éirlq%o .t001 %
by wei ght tansl Scyh bhyadistaghto L etteari Niss ol Jet%amo]\mngm iancdh % Chy-amilght  of
the colloid hydrocol | oid, 2 % by weight and 42 1 by weight of the oil or
of the? oil}'a‘gb‘F%Jutuent 35 0.01 % by weight and 5 96 by wei ght of the
active 73 ingredient, 0 % by wei ght and 10 % by wei ght of other additives,
and 5 % by wei ght and 96 % by wei ght water. 5 38. Conposition according to
one of the34r ecaEshpis i iamsccatvhinartter iCledin 132 kat 33dhe cdran:ramsjdﬁimed S

formulated, as a  c ositiaon ich is able to he applied topical and has a
viscosity B Bl %gv%ﬁ@ (%f’g"?ﬁ%%a‘%ﬂﬁbezﬂfﬁ @%?ﬂ%@d r&“éf’ﬁ“fealﬂ’ig%t ween
12. 000 nPagy Al 2GnP00sddas- 5 f1|9 tPUMPBAN .20 a0 4t 0081 Hiidde

precedi ng cl ai ns, characterlze n that the conposition has a pH val ue
bet weédn 4N{ﬂznmﬂéhdyl ethanolamine, N-cocoyl ethanolamine and N-

palmitoyl ethanolamine.

35. Composition according to one of the preceding claims,
characterized in that the composition furthermore has at
15 least one preservative, an antioxidant, a thickener and/or a

gelling agent.

36. Composition according to Claim 35, characterized in that
the composition has as thickener or respectively as gelling
20 agent a natural colloid or a natural hydrocolloid and/or a

synthetic colloid or a synthetic hydrocolloid.

37. Composition according to one of the preceding claims,
characterized in that the composition has respectively
25 between
0.5 % by weight and 7 % by weight hydrogenated
phosphatidylcholine,
0.5 % by weight and 10 % by weight cupuacu butter,

[}

0.5 by weight and 15 % by weight shea butter,

o\°

30 0.001 % by weight and 3 % by weight ceramids,
0.1 % by weight and 5 % by weight of the colloid or
hydrocolloid,_
2 % by weight and 42 % by weight of the o0il or of the
0il constituent,

35 0.01 % by weight and 5 % by weight of the active



15 40. Conposition according to one of the preceding clains, characterized
in that the conposition has the double nenbrane |layer in a concentration
between 10 % and 95 % preferably between 30 %and 95 % in relation to the
wei ght of the carrier substance contain in the conposition. 20 41.
Conposition according to one of the preceding clainms, characterized in that
t he conpositi oANE&REAPAS a2 structure which conprises between 2 and 15

| arrel | ar doubl ¢ gephr a S .ar Lange (o] roi.n_the ner
of a 25 sandwi ?h.° gg %%g hl(l)-'s?ét |or%%a6cog’d?\'r?g 4 \é%reoi)t?leetrﬁga;arletclgﬁépig % ai s,
characterized Bn%t bgt wedghti adidvisdual byoulklieghteatane has a thi ckness
between 4 nmand 20 nm preferably between 4 nmand 30 8 nm 43.

Conposi tion according to one of the preceding clains, characterized in that
ayer & hag a LR ERRae o RSraeanth hmohnd o o TreeRaR IR AR ane
characterized in that the composition is formulated as a
composition which is able to be applied topically and has a
viscosity at 20 °C between 2.000 mPas and 40.000 mPas,
preferably between 12.000 mPas and 25.000 mPas.
10
39. Composition according to one of the preceding claims,

characterized in that the composition has a pH-value between

4.0 and 7.6.

15 40. Composition according to one of the preceding claims,
characterized in that the composition has the double membrane
layer in a concentration between 10 % and 95 %, preferably
between 30 % and 95 %, in relation to the weight of the
carrier substance contained in the composition.

20
41. Composition according to one of the preceding claims,
characterized.in that the composition contains a structure
which comprises between 2 and 15 lamellar double membrane
layers arranged one over the other in the manner of a

25 sandwich.

42. Composition according to one of the preceding claims,
characterized in that each individual double membrane has a
thickness between 4 nm and 20 nm, preferably between 4 nm and

30 8 nm.

43. Composition according to one of the preceding claims,
characterized in that the layer of the inner phase, arranged
between adjacent double membrane layers, has a thickness

35 between 2 nm and 10 nm.



