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(57) Abstract : The present invention aims at
providing a pharmaceutical composition for the
treatment of alopecia, the composition comprising
polymeric nanoparticles, preferably nanocapsules, that
contain  finasteride, pharmaceutically acceptable
additives and carriers, and also relates to the use of the
nanoparticles for preparing the composition for the
treatment of alopecia. The invention further includes a
method for preparing finasteride nanocapsules suitable
for a composition for topical application for the
treatment of alopecia.

(57) Resumo : A presente invengdo objetiva
proporcionar uma composi¢do farmacéutica para o
tratamento da alopecia, dita composicao
compreendendo nanoparticulas poliméricas,

preferencialmente nanocapsulas, contendo finasterida,
aditivos e veiculo farmaceuticamente aceitaveis, bem
como uso das mnanoparticulas para preparar dita
composigdo para o tratamento da alopecia. A invengdo
ainda inclui um processo de preparagdo de
nanocapsulas de finasterida apropriadas para uma
composigdo de veiculagdo tépica para o tratamento de
alopecia.
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CLAIMS

1.  Polymeric nanoparticles in the form of nanocapsules comprising the active ingredient
finasteride, wherein said nanocapsules are formed from:
(i) an organic phase comprising:
(a) a hydrophobic polymer which is a poly(e-caprolactone);
(b) a mixture of oils consisting of medium chain triglycerides, and a mixture of
linalool and farnesol;
(c) one lipophilic low HLB surfactant that is sorbitan monostearate;
(d) an organic solvent that is acetone; and
(e) finasteride; and
(i1) an aqueous phase comprising:
(f) one hydrophilic surfactant that is polysorbate 80; and

(g) water.

2. The polymeric nanoparticles according to claim 1, wherein said medium chain
triglycerides are selected from the group consisting of triglycerides of capric and caprylic acids,

propylene glycol dicapryl/caprate, and oleoyl macrogolglycerides.

3. The polymeric nanoparticles according to claim 1 or claim 2, wherein nanocapsules are
formed from:
(1) in the organic phase:
(a) from 0.05% to 20.0% (w/w) of poly(e-caprolactone);
(b) from 0.05% to 20.0% (w/w) of a mixture of oils comprising triglycerides of
caprylic and capric acids, and the mixture of linalool and farnesol ;
(c) from 0.05% to 20.0% (w/w) of sorbitan monostearate;
(d) from 10% to 80% (w/w) of acetone; and
(e) from 0.005% to 50.0% (w/w) of finasteride; and
(i1) in the aqueous phase:
(£) 0.05% to 20.0% (w/w) of polysorbate 80; and
(g) from 10% to 90% (w/w) of water.
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4. Pharmaceutical composition for the treatment of alopecia comprising:
(A) 0.01% to 2.5% (w/w) of finasteride, in the form of the polymeric nanoparticles
according to claim 1; and
(B) a pharmaceutically acceptable carrier;
wherein the quantity of the polymeric nanoparticles are in percentage of the final
formulation and said polymeric nanoparticles are dispersed in said pharmaceutically acceptable

carrier.

5. The pharmaceutical composition according to claim 4, wherein it is formulated for topical

administration in the form of a solution, gel or lotion.

6.  The pharmaceutical composition according to claim 4 or claim 5, wherein it further
comprises one or more additives selected from the group consisting of dispersants, surfactants,
moisturizing agents, emollients, thickeners, sequestering agents, preservatives, antioxidants and

fragrances.

7. Use of the polymeric nanoparticles according to claim 1, for the preparation of a

pharmaceutical composition for the treatment of alopecia.

8. Use of the polymeric nanoparticles according to claim 1 for the treatment of alopecia.

9. A method of treatment of alopecia comprising administering to a subject in need thereof a

composition according to claim 4.

Biolab Sanus Farmacéutica Ltda.
Universidade Federal Do Rio Grande Do Sul - UFRGS
Patent Attorneys for the Applicant/Nominated Person
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