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PHARMACEUTI CAL COVPCSI TI ON AND PROCEDURE TO TREAT AND

PREVENT PROSTATI C HYPERPLASI A AND PROSTATI TI S FROM THE

ROYAL PALM (Roystonea regia) FRU TS 5 Techni cal

Section This invention is related with the

Phar maceutical Industry, in particular wwth a new

phar maceuti cal conposition and its obtention procedure

fromthe Royal Palm (Roystonea regia) fruits, to

prevent and/or treat benign prostatic hyperpl asia

(BPH) and 10 prostatitis. The inventive conposition
PHARMAGEUTIC ALXCOMPOSITION AND PROCEDURE TG TREAT

esters thereof. Both fatty acids and/or the esters are

ANDWPREVENTRPROSTAEKD HY RERPLABIADAN DtRJRQSTATITIS FROM

especi al |y between 8 and 18 carbon atons. More

especi alTHE RQYALRAEM {Roystonea regia} RRUITS
straight-chain fatty acids with 8, 10, 12, 14, 16 and
18 carbon atons and nonounsaturated fatty acids with

: 8:1 carbon atons. The free fatty is acids
Techli?.gi‘ggrgﬂg ed fromthe esters hydrolysis. This

CPhBOSVErition it Selatddanitie thd Paarhhes RopbInduatry hrpdrtisular with a new
which are initially dried and 8rounded this
pharmacgetisdl CampRestion Yaiifhnits 1 6{5050R  REAECMre bag) dhe Royal Paim

(Royés?éfurgérﬁp tét/gZ%)Sftrﬁ(t;lpséttg glr&@rﬁ"a'?ld%rst?@é%rﬂédlg?rﬂj R{}s‘?&ﬂ?ﬁ%perplasza (BPH) and

ective extraction
prostamlsvé’hesinve)mvetamnmcmmcmm&stexn raaicixtone @‘ffmehmt‘m atids end/or the

f at ci.d Bat ocedur | ead t
esterg diAaet HBRIS PhOBRAT I BPGH BE S BHEIRcA 62as hpfugen 8 and 28
carboh%tbﬁ‘\% gxbéasiy @@tﬁ@eﬂ@ aHﬁHrBOé’érboﬁra%ﬂnQUﬁflore espec&aEI)r the mixture
aponi fication. The mi xtures thus obtained are sim
consHste mmsaawtercbsuraughte@h@ntfattbr&caﬂmedthu & 1phd2nidedbiand 18 carbon

different fo tigns f tre t o BPH_and
atoms, g g rsa g sl 2Ry fel S5 JEaedboB s The free fatty
amds%‘r@@ﬁﬁbﬁe@ﬂ@nﬁﬂh@%&é@ﬁyd?@lyéi@e present lnventl on ls
related with the Pharnmaceuti cal Industr%/ si nce
ry

obbisi errapesitiemiscebtaingd fr@mﬁ!s@stvaan@ah iés, u&@@ha?ge initially dried
and gﬂ@éﬂ&deacg tph%é’%%éﬁ% gfetn fsyb;n%é&‘ocgégrﬁgag%agé b%%@?ydrolysns up to

obtairs8 shpBhifedossdies bnbmu@dﬂhm pestia exﬂracta)rgWﬂhd:rgansc solvents, or
| ocated i mmedi ately bel ow t he bl adder, and BPH

to a feleclve grbBaeinn o ter enikiR S0OJRRY adids. nﬁﬁﬂan%révpetﬂﬁr&ﬁ lead to
compBQit¥R&NFitt? harREELIGARS] $tSpdrlles similar to the extract obtained without

previous saponification.

The mixtures thus obtained are similar to the active ingredient contained in
pharmaceutical different formulations for the treatment of BPH and prostatitis, as well as
of other diseases, such as alopecia and hirsutism.

The present invention is related with the Pharmaceutical Industry, since the
obtained pharmaceutical composition can be used as well, or in pharmaceutical

formulations, as drugs used against BPH, prostatitis, alopecia and hirsutism.
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t he enl argenment of the nuscular fibre and the
epithelial structure of the gland, that nay 5 cause an
urinary obstruction that frequently requires surgery
to inprove the synptons of the urinary retention,
such as urinary disturbances, nyicturia included
(Madsen and Bruskewitz, Curr QOpinion Nephrol Hipert
4: 455-459, 1995). Meanwhil e the surgery,

transurethral resection, has been the
ﬁg%&hfrea%hxnt or the patients suffering this

P plaxdste rseaeyarhd/ tmmad dtrinesdialety osRvhdwe berdelkegednd BPH is a
(Cesterling, J. Med 332: 99-109,
diseaggepresentin gere jjhardif)% OfE?ﬁ‘@or@?f‘r%@rl\f@laﬁb% Wrsﬁi‘g 5/@@ consists in

the erﬁé@é@ {1}("‘5? e HP LUALFibROBRY QHQ%ID?{ﬁﬁEé':SﬁEEﬁJY BF ng‘érnﬁsthat may

rent ugtreatnrents |b|to
causet dre ubinaryedbsituationghaty freqdutiyl mq&mrealsurgmgltogmprove the symptoms

48: 398-405,. 1996 {a
of theistary EiRENAgPECH BSamBrE St ayes: UG Bgursd Wadsen and
BruskMilte @;@w@#mmﬁ w@mm 'mb@ﬂtyz;t@% asHengos). mbaawﬁueyw surgery,

Important role in the 1s pathological etiology of
partictilarlg tde Serseretbed! mgsections frasnbdenithe Sa@areér@@traset fay the patients
ivative, the. dih oste

sufergy i, PAICEobi RGN Db T SDE PO PR SR a1 G e R O Sterling, Neww

Engl. BN RN B8g: bOe 00y aloebh Gaylat ke sl SJ.a0mn. cen@mmnmetab 80, 745-758,
cellular growth. Hence, an increased activity of

1995)5%@ inclusiss couinyasvadsursicBPRIoeaduses gad difiefent drug treatments,

ke 2 B P S e BAE A LB Aol T 780, 1000)
antagEHJstscéfetﬁéIa)fpwaea@m@& @@&éﬂi@r@ér@:ﬁﬁﬁﬁ@ﬂﬁrapﬁ BRri®st es
and its frequency increases with age. The androgen

i Matsl sextial hgrmsxtest enaiglyot@stosteroniET, plamuacherysmmm role in the

sk BISE 8 b AR S LS CB U TAEET 1 mor
activeN@R QB B g@%téﬁés@&% ?Dmg\%/ﬁ%hb:hés % ra%@l?dgémc receptors,

related Wwth the i ncrease o | evel s t he ot her
thus peomdotingn thaepigdein25ynthdeis ahdncamsameEnt, ce@glaaragm\rth Hence, an

. rgduct i.on .increases co r.ed t ndro eing. .
incredRt AL A St FE GRS ET 0y REH g T B SRR rfging of such
patholﬁ@rag%%mpbﬂ%{ léb@shﬂdﬂ%@é@ﬁi A1 B fopperimental model s.
synptons o are associated to the obstruction
of hé exattatduse of BPheis unletdwry, btﬁm!e@"lmdemm igmf e presence of
t he pat,i theses he_f WL 1D
the 1535 RorBbdeoHBREL oo g (1T h S0P e dhEca TapEPEHAEE n prostate

growtRtis ENIThweichild ffedf inCie BRIESAET B ObsioRERDRE iciction catalyzed
enptiness, and urinary retention. Mst of the synptons

through e egzsadea’ﬂod g&du@tﬂse Lonskewstachetudiasonaler dpmegpisiedsthe prostate
grow’té a gﬁg%%{?g%?mgrnec?ss%n Yhe other hand, in the man
older than 50 years, estradiol production increases compared with androgens, being
found that estrogens act synergistically with DHT to induce prostate hyperplasia in
experimental models.

The symptoms of BPH are associated to the obstruction or irritation of the
urethra, being disturbing for the patient. Among these symptoms, the following are
included: nocturia, dysuria, reduced volume and strength of urinary flow, sensation of

incomplete emptiness, and urinary retention. Most of the symptoms start gradually, but
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Thus, a-adrenergic antagonists, |ike alfuzosin,
doxazosin, terazosin, etc (Chapple, Eur. Wol 29,
129- 144, 1996) and several plant extracts have been
widely 5 used to treat BPH. Currently, phytotherapy
products are common in Europe and the United States,
representing the 80 % of all drugs prescribed for the
treatment of BPH. In particular, extracts fromthe

fruitgs I
when @ga' rqis)o?é %}fy?@%sgg ?%e% fsi‘}%f}#tonﬁ]r A Iag% a\g?taeixga beﬁ‘?gﬁr S ssary to
admirisieth dhariaublogidal thedegly. controlled clinical tr| al s

have been conducted to conpare the effects of Saw )
phnumt toadErexgicacdagaitstsi nilst erlfuresira sloxaresin, terazosin, etc

orarf Bt e bR UG 205 e iR Ehgyo boon il

used tderPpBRICA0URRMtO! pBitotirasy @r@dt&ﬂs aré&bfﬂﬁﬂaan ih9B6rope and the
Mar ks et al Journal of Urolo 163: 1451-1456,

0
United$tatrs, wResentingrige 88n7etall t’gif pErRcriRed feioing t@‘atme)nt of BPH.
[ [ r
oSt SAraeh B0 L B A Pl Pt o
Sererﬁj‘af egdernf) sodtfr@xt thec rsotenoft mncalfdmycavmm pbpular. Double-blinded,
andr ogen- de endent tgrost ate The [

[ ] h f
contraliect GRIGH iy aenBPeS CPRTHEEdHBrSaMRaE e Hitan Of s paimetio
extraﬁgp% %mata rldc! é‘g‘fotgﬁ’tr ShibRe B ?Itxﬁg%o‘? r%@tféﬂé‘&l SQﬁow:ng a similar

, |nve |gat| have proven exert

efficadbp betosareboth treatimdritdiafteos rodnthk pirathedagn@agraro et al, Prostate 29,
esting a

231245 raPBL Markeral Jauinar ol Dinlesuaar HAo 1408 20000 On the other
hand,gjlatlé %%awﬁ"o%oth%of&d?@'o'f %J’rtr@é’@ﬁcﬂ@ﬁhbgrbeeﬁoélﬂl&{lﬁﬁ (481 {Ptreat BPH.

rupture, suggesting a ani smsim
Somd hrssdxﬂbgcakjendibl'cvlogiciahgatehéemnstnatadomeoéffectteofﬁa)ot extracts on the
ap&(ﬁars to be a fundanent al

uct.ase e whi ¢
Qro""thé?gﬁ&ﬁf%r( %Fl?ﬁ?g?tea SAnnals N.Y. Acad Sci,

7{f’ﬁ% ngﬁ&éﬁ@sm](ﬁgaﬂionmesaw%%ﬁﬁ@t% & AbORRSIeluSidERHTRhd appears
men and wonen, bei ng androgen- dependent,

to inchideceohaithdreassingledneeanismr shes dadvestidations Haveeiroven that it can

- redyctase y t he, hairl ess re

exert o farRBP DR H DRI O SROaL cl P Pori BATL; JEGR T dugResting @

mechbRRNASHhiRR t@ftaH%hﬁ)sﬂﬂZ(Yﬂﬂi%r alithéss coRsieased $av elatmefto aliows the
a- reductase enz ave been detected in the frontal

epithelighsooiractign, |p@§§;¥)hgeﬁue€ B sleniurbiret sdggesting a mechanism similar to

fnastg{iGr B 5t Phinay oo Peehred Binde 260vlk, Jrlfarnenrs to be o
funda?t‘i@rftﬂm@é‘hémh@ﬁ% i Fdi, APlrals ENdossddngti. ves adn7-30, 1995). .

0oss has been denonstrated as a
wae|qr1d¢1¢>@errsc mm&cla EcoMEarhi betinmenaand weomeypdieing androgen-

depeffa DU Hesh R el b BB el I8 B o gocucase
enzyme, the hairless-related androgen being DHT, produced from testosterone through
the action of this enzyme. Thus, increased levels of 5 a- reductase enzyme have been
detected in the frontal zone of hairless men (Bingham KD et al, J. Endocrinology 57,
111, 1973), while men with the syndrome of deficiency of 5 «- reductase enzyme do not
suffer hair loss (Ebling FJ, Clin Endocrinol Metab 319, 1986).

Hair loss has been demonstrated as a widely distributed feature that can start as
soon as after puberty, that is why is necessary to develop products to prevent hairless

in both men and women.
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As known, the lipid extracts from Saw pal netto inhibit
the production of the DHT hornone, bl ocking the 50 %
of the binding sites of DHT to the receptors and its
entry to the nuclei of the prostate cells, strongly
inhibiting the activity of 5 a- reductase enzyne.
Therefore, the extracts of the fruits of such species
have been used in the treatnment of s al opecia

(A0 %0204%1% D eRtrded AR q%% 5346 Fibif 8% Bl RAbn of the DHT

hormdﬁéﬂb‘lﬂ(ﬁlr@f thef 50 Wofiﬁiedﬁmdmgrglt@lsmf@ﬂ;tt@I‘{I@é secptorBigi its entry to
nol ecul ar wei ght al cohols, obtained fromplant fruits

the nusteipéthelprasiatentelise poeney inkibitigdhe mRGER1 863 o~ reductase enzyme.

ST TR N T

alopeaé?gvvé@dﬂﬁﬁ) USee, a1 s §\Wbewsy4r2). have reporte_d a

nethod so sinple and economic like that clained in
t hre grisgeinrommnSent palmetior camencsgiely Waadto dreatdeP i rigia ixture of

of ,a e
fatty Ef%?/ss %gﬁ@(ﬁfﬁé ﬁgrol%%\phipggp ﬁﬁﬁ@g{?ﬂa{% ntvgélﬁ &rsubbéﬂrrﬂ;d from plant
fruits Qé Cp@dﬂﬂf@rehoFeptd‘r&adoh‘t&iﬁkbds)(EDOSttm@SC&OE’EOBJIQQBOE 55’10250953 USA
of the current inventions is based

Patent BTl 10Nt § 0TS SPoRBE: 841 dSoBIgot Hel PEKEgters 7, 223
1996 9?8%@%%6%%@ zm'aggq SR&d B%‘F\Bd W & %th‘?e B ‘e'cshﬁmuc like that

ris ater su mtte or not
claiméd irbd® presgdt phvgstisn mmeratminmwbnhoétheafruﬂEpf an Arecaceae, in the

al kal i ne- rth ani ¢ hydroxi des, especially
prese(i £359. iF |t%eﬁft"§8 '\%’@P Q”ﬁydrom des, and nore 20

especially with sodium potassium cal ci um or anmoni um
hydr oxi des; followed by a selective extraction in
Divulgatianiaf thellneentiomr super cri tical with CO2. The

S eieranar o1 161 PRIEESH o5 18 shMoRRLP R hBRRL e current
invenfidiid ¥ BdediSoR i Bfyind18f 8 RizSurefRuiseoRR f/ﬁ‘@néé eagial bey fruits are
conponents present  in fruits though a selective

grounelxetirtm:to obtdim & fiee am;\qiﬁit witb o panticle Isizee<2B0M) poholhis powder is

later ?@rﬁ%@ar%dﬂ) 6{8 J}C?geﬁcb ﬁyé,gr%s B% gr h%/ch arIEﬂ@% ﬁl{ﬁvl\ﬁgneasrthen and

pr=apaaall \Wﬁ%a!ﬂﬁv PeRcARe, w entamsid and more
organﬁ%m%m%%% gc?ane 3z{alre i ncl uded. The obe?%?neg yi ieleolS

espediaitywedth Sodin, 20t36siTMe colpigroson amlm@ilunhbycﬂﬁoxmﬁef@fowed by a
t ai.ned i ncl ur 12, 14, 16
selecfif SR tanub Fod B VER B USRI MIE Mearur at e
W8 vé§eth ynailtanéJ IBRITBgBedlop Tt invBRSEctadahid abhvemtiang solid liquid
uantitative rTPOSItIOHIS reported in Table 1. 4
extractor, wherein that fatty acids andfor the esters are separated from other
components present in fruits though a selective extraction in the adequate solvent, like
alcohols between 1 to 3 carbon atoms and hydrocarbons between 5 to 8 carbon atoms.
Among such solvents, methanol, ethanol, 2-propanol, hexane, pentane, isopentane,
heptane and octane are included.
The obtained vield is between 5 and 20 %. The composition of the mixture of
acids obtained includes saturated acids of 12, 14, 16 and 18 carbon atoms, as well as
the unsaturated with 16:1 y 18:1 carbon atoms, whose qualitative and quantitative

compaosition is reported in Table 1.
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Table 1. Conposition of the fatty acids present in the
lipid extract of Roystonea regia Conponent Rel ative
percent in the mxture of acids Caprylic acid (C8:0)
< 3.0 5 Capric acid (C10:0) < 3.0 Lauric acid (C12:0)
3.0-40.0 Mristic acid (Cl14:0) 4.0-15.0 Palmtic
acid (d 6:0) 10.0-80.0 Palmtoleic acid (Cl16:1)
0.15-20.0 10 Estearic acid (C18:0) 0.1 -5.0 deic

Tt b e Ml e I Ao Rystone

C I'C acl
elutes (60 - 70 % of the peafgla linoleic acid (25 - 40
% of the peak) and I linolenic acid (< 10 % of . the

chr omde @EPRRENE peak) 15 An Bedtiyeiperseptihtha mixturgof acids
subst @g&xﬁpgam@%@r om Roystanga regia fruits as per
e n

the curr nventi shows that such conposition is
very Saéeriaacd(€nD.djol erateds 3@ rel evant advant age

supported. thr e results_of e toxicity tests
condudtaéﬂ'cial‘?“?rgg%ihss_, whi chipe_v'ééfﬂed no ’
subst %ﬁ%ﬁ&%:cﬁt@&@?“ city. Jphe a5 m of the current

i nvention w e described in detail, being referred
t o, buRalntiic add (CilaiGled to, the f¥P.Dowi ng exanpl es.

Exanmple ,1 Fresh fruits,5 kg of -Ro onea regia are
taken,ﬁ%matok’%\@‘é'al (ilan% oven(?'A?“%@ht rol | ed
t enper@dtdbfc 48id¢C1®r0)/ days.ghn-gogrinding mll, dry

fruits are ground to a particle _size between 1500 and
2000 rRleinaciddG08g )f r om such3.fowde are taken and 25

X L.ac i itat] : ir uhni.tt ed. to.
ueB 57 P 00 P P BgbBRFAT pRE IR BHAT b Bl i oos (00—
70 9% tras bedk Wit dle b did ?25 heprgiesf the pbhkbantp! kiro/&hicGethtk 10 % of
constantly stirri ng or 36 hours. Then, the product
is filtered and evaf®car¥naiogranymeeak/at 50 C, using

YR YA 5K o ind U e RIS I8 FgoBhes A i as
per thehsorghonvergias shomantiiao guelplbympd8itibn is very safe and well tolerated, a
relevant advantage supported through the results of the toxicity tests conducted in
rodents, which revealed no substance-related toxicity.

The aim of the current invention will be described in detail, being referred to, but
not limited to, the following examples.
Example 1

Fresh fruits 5 kg of Roystonea regia are taken, and placed in an oven at
controlled temperature 45 °C for 7 days. In a grinding mill, dry fruits are ground to a
particle size between 1500 and 2000 um, and 1000 g from such powder are taken and
placed in an agitating reactor, being submitted to alkaline hydrolysis. Later on, the
product is extracted with 10 L of hexane, heating up to 55 °C and constantly stirring for
36 hours. Then, the product is filtered and evaporated to dryness at 50 OC, using
vacuum. The weight of the obtained extract is 98,5 g, and table 2 shows its composition

determined throughout gas chromatography.
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Tabl e2. Conposition of the fatty acids present in the
lipid extract of Roystonea regia Conponent Rel ative
percent in the mxture of acids Caprylic acid (C8:0)
1.0 5 Capric acid (C10:0) 1.0 Lauric acid (012:0) 5.7
Mristic acid (Cl4:0) 4.4 Palmtic acid (016:0) 75.1
Palmtoleic acid (Cl16:1) 1.9 io Estearic acid (C18:0)
1.9 deic acid (C18:1) 9.1 Exanple 2 Fresh fruits 10

Table 3G BmPRUTON G By JB HRGEnt 250 54 g of ppyetonce

regiam ||, dry fruits are ground to a particle size < 1s
1500 m and 1500 g from such_powder are taken and .
subni tGampesest kal i ne hydr olRalative pgreentin thegpixture of acids

prOdugaodﬁiiceééiBi‘éb at 60 qg)or 48 hours in a Soxhl et

extra contai‘nrng 10 L of "ethanol. Then, the
or ganiCagi adid 0010:9) r enoved,1.0i l tered and evapor at ed

to dryness at, 50 C, using vacuum The obtai ned
ext r adtauris %@dohnd anal ygéd t hrough gas

chrorrq#ﬁ) : M conposi tjon being shown in Table
3. 20 algpéelegl.gi ((gc;‘tlr%ﬁs)()c}siti on o 'g't he fatty acids present
i n thédlimiticda@d {€4610)of Roysthohea regia Conponent

Rel at i ercent, i he m xtu of acids Caprylic

aci d (ﬁg?&)[@i‘? @C’@égﬂ%cﬁaci d (@o: 0) 1.0 25 Lauric

aci d (32200 adgdcMlgyi stic acid (Cl4:0) 5.5 Palmtic

acid (C16:0) 27.1 Palmtoleic acid (Cl6:1) 18.5

Est earQleicaatid (CC88)0) 0.3 30 @leic acid (C18:1) 43.4
Examgle 2

Fresh fruits 10 kg of Roystonea regia are placed in an oven at controlled
temperature 45 OC for 7 days. In a grinding mill, dry fruits are ground to a particle size <
1500 um, and 1500 g from such powder are taken and submitted to alkaline hydrolysis.
Later on, the product is extracted at 60 OC for 48 hours in a Stxhlet extractor containing
10 L of ethanol. Then, the organic solution is removed, filtered and evaporated to
dryness at 50 °C, using vacuum. The obtained extract is weighed and analysed through
gas chromatography, its composition being shown in Table 3.

Table 3. Composition of the fatty acids present in the lipid extract of Roystonea

regia
Component Relative percent in the mixture of acids
Caprylic acid (C8:0) 1.0
Capric acid (C10:0) 1.0
Lauric acid (C12:0) 3.2
Miristic acid (C14:0) 5.5
Palmitic acid (C16:0) 271
Palmitoleic acid (C16:1) 18.5
Estearic acid (C18:0) 0.3

Oleic acid {C18:1) 43.4

6
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Exanple 3 Fresh fruits 5 kg of Roystonea regia are
taken, and placed in an oven at controlled
tenperature 45 C for 7 days. In a grinding mll, dry
fruits are ground to a particle size between 1500 and
1800 m and 1000 g from such powder are taken and 5
submtted to al kaline hydrolysis. Later on, the
product is extracted in an agitating reactor
Examéfenﬁa! ning 10 L of heptane at 60 C, with constant
ITring, for 50 hours. Then, the solvent is renoved
a’lgés}evf&nd]’tHﬂ &d v m:ry)srwmhaegi%a@ taﬂ&imgan&hcplmnad Tlhean oven at
obt ai ne extra i_s wej ghed and  anal ysed .t hf ough gas
controieg SHRPGEHHIHYS . hah heaTRe T GpBad og Sa SliHy 268 GrAUNd to 2
; T i I : idnino
partiolk izcl Bty 560 AT B0E P BRI 0 5 Rk are token and
submifedie akalinKeldtdlysis. eteeth, the grogudct ix extrectet! imandsyitating reactor
Caprylic acid (C8:0) 10% Ca%:i c acid (iC,10:2 1.0 is
contaipigr i@ ladf deptane @ 69 16, Wilhy pepstankeiigingciar gy hourg. Then, the

, . / » L Soi : _
solverlf % Poipkfied Ay SiebriterRoing Eo0y @ e e Sepd bt fihe obtained
extrac86 Weighedrgideadhlysasthréugh yas ShkynatogRmist shewingetiieacomposition

are taken, d placed in an oven at controlled
Summﬁgﬁﬁéf%g\ﬁ@ﬁg% for 7 days. In a grinding mll, dry

r4li i Pthd athy alRIs prdstntiif ehd ApEERtra008f RBYstonea
Tablth%C?&mnﬁgﬁg%fggo%éfrgymasuchbpomder' are Paken and Zgw

treated with ammoni um hydr é&@ide up to noisten all the

power..Later on, the powder is, .extracted. in an. .

agi tatQ?@pPé‘&E'E or containi nghi'@t'ﬁ'ed?erﬁgQgWen‘ft m%tu&e of acids

W th qoastmhbcidgoisrd) ng, for1 86 hours. Then, the

solvent is renoved and evaporated to dryness at 50 C,

usi ng Gawituasid Thé0EHt ai ned ekPract is wei ghed and

oot R led T The Fabi e 5. 50 7

Miristic acid (C14:0) 12.7
Palmitic acid (C16:0) 13.0
Palmitoleic acid (C16:1) 1.7
Estearic acid (C18:0) 2.3
Oleic acid (C18:1) 36.6

Example 4

Fresh fruits 5 kg of Roystonea regia are taken, and placed in an oven at
controlled temperature 45 °C for 7 days. In a grinding mill, dry fruits are ground to a
particle size between 1000 and 1800 um, and 1000 g from such powder are taken and
treated with ammonium hydroxide up to moisten all the power. Later on, the powder is
extracted in an agitating reactor containing 10 L. of hexane at 55 °C, with constant
stirring, for 36 hours. Then, the solvent is removed and evaporated to dryness at 50 °C,
using vacuum. The obtained extract is weighed and analysed through gas

chromatography, showing the compaosition summarised in the Table 5.
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Tabl e 5. Conposition of the fatty acids present in the
lipid extract of Roystonea regia Conponent Rel ative
percent in the mxture of acids Caprylic acid (C8:0)
1.0 5 Capric acid (C10:0) 1.0 Lauric acid (C12:0)
19.7 Mristic acid (C14:0) 9.7 Palmtic acid (Cl16:0)
14.8 Palmtoleic acid (C16:1) 0.2 10 Estearic acid
(C18:0) 3.8 deic acid (C18:1) 49.8 Exarrple 5 To

Tabl?e 3 orp%:gg tggr{ ggghé)ﬁt[jgcidgpﬁr%sgﬁ W%e ﬁ%ﬁgéﬁ\gﬂﬁﬁyﬂonee

I‘neTmece wei
30 and 40 g were adapted f pggig days to Iabor atory 1is

conditions, with controlled tenperature (25 2C) and
huni diGYMPRNESE t he adapt at |%‘Pﬂn‘g¥?|ﬁﬁﬂ°e%@ the: Wﬁ’\“é"’e of acids

wer e @él%ﬁ Yoidi @tgrd)but ed in gifferent experinental

gr oups ext ract’ from Roystonea regi a was
susperGigstid acid (Twegn- 20/ H2O véhicl e and treatnents

wer e admi ni st ally (5 kg.), control ani mal
bei ng W’é‘&t%&/ﬁ??%g vehitfe. The deposit

testo P@P@ﬁl@ oI ved ighyvegetal oil and injected
by Zosf\?llﬁt%ﬁg%ﬁ it route at 100 ngy/ kg, as a

si ngl é’aj[mtlm@chBrtﬁd] s vver elfidndomy distributed in
the f rou ) Negatjve control 2) positive
contr %F@gﬁgg'd Eﬁj ett ed with testosterone and

oral l )Eeﬂgg,l,@bgﬁqm@ yth the 3/gh| cle) 3, 4y 5)
animals injected by intramuscular (in) route with

t est ofRleivagdand8dnal |y treat%8 with the extract of
Exam Z% tonea regia fruits at 200, 400 and 800 ny/ kg,
P Eectively and 6) animals 25 injected with

tPS esé sy ane effadt of &ld Vplddéﬂtmcsifr@hed?ojﬁstdh%h@g@(fmaﬁst OF1 male
of Saw palnmetto fruits at 400 ng/ Once concl uded

albinet cel a¥tigiyingebeleeen1 20 s Yong c@ewelaéa@t@éir fari e<tpys to iaboratory
conaf i RFBIa P BERGH B80S WP, e the adapiaton

penod"ﬁh@@ﬁima@@w&@”ﬁ@ﬁbﬁﬂ? ch@ch%t%@i H@ﬁie@éntaéﬁ)mﬁémtgl groups The
groups were done through the 30 Mann Whitney U

extracfafipe 6RenHRRed heedaswie ssugpended in a Tween- 20/H20 vehmie and
treatments were administered orally (5mL/kg.), control animal being treated with the

vehicle. The deposit testosterone was dissolved in vegetal oil and injected by
intramuscular (i.m.) route at 100 mg/kg, as a single dosing. Animals were randomly
distributed in the following groups: 1) Negative control 2) positive control (animals
injected with testosterone and orally administered with the vehicle) 3, 4 y 5) animals
injected by intramuscular (im) route with testosterone and oraliy treated with the extract
of Roystonea regia fruits at 200, 400 and 800 mg/kg, respectively and 6) animals
injected with testosterone and orally administered with the extract of Saw palmetto fruits
at 400 mg/kg.

Once concluded the dosing period (14 days) mice were sacrificed, their abdomen
opened through an incision in the ventral mean line, the prostates separated and
weighed. The comparison between treated and control groups were done through the

Mann Whitney U test. Table 6 shows the results.
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As observed, deposit testosterone (100 ng/kg) im

i njected produced a significant increase of prostate
wei ght and prostate weight to bodyweight ratio
conpared with the negative control group. Table 6.
Effect of the lipid extract from Roystonea regia
fruits on mce with 5 induced prostate hyperpl asia
(PH) Treatnment Doses n BWPWPWBW% 1 (ng/kg)

C%\ Gbaservdajcggégagsﬁr teéto%igrr%ge é‘?@@ @ﬁ&gjm qﬁ*@Efeﬂl 6E)J‘r"oducecl a

sxgmflt:am dn&elsd OoBprasfatd. Weigh8. dnd 2pfstates V\ibigl}hto% @od),&vélght ratio
Roystonea regia 400 9 33.7 f 1.2 32.3 1.2
COmpﬁﬁe?WW@h @799@99@'V@§%r0é9f%stonea regia 800 11 33.6
Y/
gbye GGEﬁectlo l%l%%ﬁggct fg%mggggsfoneagt%gl? frmt.is oon6m|ce with

awpal rnetto 5 **¥62
O 06 ** 59.0 Mm@yhmoghtte(l@perﬁ%lqmd?tﬁte wei ght

3) %1 per cent Lnhihi ti on ++ 4 n a 001 Cham
) ] . ]
T“"&‘J*P‘fol , Dopstn | vihi tneygﬂtesi, : pg 0. 05, EQNO 01, %

**xn<(, dﬁ‘ﬁfligbrrparl son vs control. 10 The or al
treatment with the inventive conposition (200-800

Congpleg. ) for 2 wWdeks36.0ki061 t ed skyhitfiZant |y dnd +0.09

Conlosle- dgpendent |1y (336 1 M6s ease @7 pp.ostat e| silzBé titndueed

Ropstoed Pegidt|€SR@ST erione &chi @y ng 3. pepsents.i nhi bi.be .09t 55.4
92.7 %|with the hjghest dose (800 ng/kg),| which al so

Roystandlldlded4® gni §icantky 1and| dose:dependent | y dden 03 == 71.8

RoystdndETERSC RO 113010 83 cRIOST abe ¢ \Wey ghldsRODY ek gifoy » = 92.7

Saw paRGk) 9 FPCTCET STHRRET PTa Qf , 9856 678 W T 500y o6 += 59.0

gk —on—the-other—s—hand, “treatnment—wthrepeated

doses of Saw pal netto (400 ng/ kg) inhibited prostate
BW b@ﬂ&f/\ﬂé@ﬁﬂ‘ept PN pRobtdteansighe@gr g 1 berdeat irmitsifioW-BV Y 001 Sham
9

resulting less effective than the extract of
vm@t@d@am%htmww@%@ RGBS at Py @0 "ap<@§9é comparison vs
produced an inhibition of ¢f and 72 %respectively.
The results obtained in this exper| ment denonstrate

t Mhe @il tastyhaatt witretrexinvantiveotom@asRonL00D0r egilka.) for 2 weeks
fruits in PH induced in nice, show ngséogose depende

inhibitesiysie pifieantor angpé)@péje@%d@gﬂy the e QFesta Psize :néuced with
testoét@ﬁir@ %drﬁ’é\/ngg? jféréer@mﬁfbltﬁ) 0o B %9, ttH B High &kt %%@?9@)0 mg/kg),

I on than t |nduce wth a“siml
whichdaise milfabtf‘ﬁi/\slgaifznahﬁpan&ﬁasmdepéndeniaystkmmcxdaseéhé ea:tio of prostate

we:gl‘g{goggﬁgiglh reac%l%é%cgt)e;cggp nﬁcf)ytaénogfe 36 66"/% tl'}c éb‘ mg/kg On the other
hand, treatment with repeated doses of Saw palmetto (400 mg/kg) inhibited prostate
enlargement in 62 % and reduced the ratio of PW/BW by 59%, resulting less effective
than the extract of Roystonea regia fruits, which at a similar dose produced an inhibition
of 77 and 72 % respectively.

The results obtained in this experiment demonstrate the efficacy of the extract of
Roystonea regia fruits in PH induced in mice, showing a dose-dependent reduction of
prostate size, reaching a percent inhibition of 86.6 %, at 400 mg/kg achieving a percent
inhibition greater than that induced with a similar dose of Saw palmetto.

Example 6

To assess the effect of the lipid extract from Roystonea regia fruits, Sprague

Dawley male rats weighing between 250 and 270 g were adapted for 7 days to

laboratory conditions, with controlied temperature (25 * 2°C) and humidity. After the

9
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25 Dawl ey mal e rats wei ghi ng between 250 and 270 g

were adapted for 7 days to |aboratory conditions,

with controlled tenperature (25 2C) and humidity.

After the 9 adaptation period, the aninmals were

randomy distributed in different experinental

groups. The extract from Roystonea regia fruits was

suspended in a Tween-20/H20 vehicle and treatnents

re ni.st er e ) PN o ;

adapfirh AL AP ERF eI TR Hssrabl e, AeERY, grperimenta
groupBr opi onate was dissolved in vegetal oil and injected

t hrough subcut aneous sc route at 4 ng/ k% for 14 days.

Thee mxgachdios rAauiarge degtd filis e¥as PUs @Qg‘%ﬁ*i'ﬁeﬁt ween-20/H.0
cagqr S; at, . Eh), i ;
vehicf BHES irenORESIaYE EfnfiRered dniBIRERYLIRY)) coftrol gnimal being
adminjstereaivith ithg echiets. Tlash)staidne prepivnstenanalisaudvart al Yggetal oil and

.. treated with the extract froamthe fruits of Roystonea
'nJeCf%ﬁW_*@@%Sa'E’?Lﬁéf‘e%‘d)'i)fS%ﬁfHijﬁc% 4&59&5,@ 1 F8¥¥i vely and 6)
(P HRES wehé %o‘?ﬁnf?'dﬁtri!ﬁbfeﬂ in SRR RARyB0Ps Of Blbyative control
adm nistered wth the extract of Saw palnetto fruits
+ (vegetallol), ygPdaitiveOnentrelofvehintmdt ttestoslesonmy het ivod) (animals injected

, eks) rats were sacrifice bl eed excess,, t

(im) WG ator Blsteeand i aieafed wElang Siact fror 45 Yints deRoystonea

regia |dtNSe, 1® BRASLAO &hg/IREPRIpEEE AN tinteisgheimAReinjected (im) with
conpari son between treated and control groups were t5

testosdeionet anduayhlly e niaisteredi wileythe exeact ofabpe palraiies fruits at 400

i, R S B B BRSSP e AL 1800 408pa vt

excesR! 0 abdonen ehkneanisropbsdraineisidi althe tventratiniaaindine, the prostates
rati o conpared with the negative control group.  Table
separafecepndcwegheghd he ppanpaxkispadictvesmm (reRied ofiih cpelPh groups were

. . ! | oci _
done 5 SV A 707 i A e o
testostenneql100 g/kq) Bh4njéctddl Prodtbed3 sifdifidant ihci@as.of prostate weight
Control + 0 10 339.5 6.5 916.0734. 4+++ - 2, 70. 12+++ -
and prostalg weight b bodyweight ratiggempasad g the peggtiyq cpntrgd group.
regia 200 9 335.3 6.4 838.05 30.9 23 2.5 0.09 19 R
regia 400 10 342.4 6.4 776 .01 35.4 * 41 2.2 0.11 *
TabledB. Biféboof/the il ¢xfractrivony Beyatanessiegfa friitg)gn eats with induced

percent inhibition, +++ p<0.0001 .S vs control, *
p< 0.05, ** p< 0.oProstat Jﬁ’r?ﬁépﬁlﬁb%w control, Mann

Whitiey U test
Treatment Daoses n BW PW % I PW/BW % 1
(mg/kg)
Control - 0 10 1354769 57603+ 514 - 1.6+0.15 -
Control + 0 10 [339.5+6.5 916.07 £ 34.4 +++ - 2.7£0.12 +++ -
R regia 50 9 32254102 |8954%34.6 6 2.7+0.11 0
R regia 200 9 13353464 838.05+£30.9 23 12.5+0.09 19
R regia 400 10 1342464 776 .01 +354 * 41 225011 % 45

BW bodyweight (g), PW prostate weight (mg), % | percent inhibition, +++ p<0.0001
Sham vs control, * p< 0.05, ** p< 0.01, *** comparison vs control, Mann Whitney U test

As observed, subcutaneous injection with testosterone 4 mg/kg for 14 days
significantly increased the prostate weight and the ratio of prostate weight/bodyweight,

compared with the negative control. The oral dosing with the extracts of Roystonea

10
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25 As observed, subcutaneous injection wth
testosterone 4 ng/ kg for 14 days significantly

i ncreased the prostate weight and the ratio of

prost ate wei ght/bodywei ght, conpared with the
negative control. The oral dosing wth the extracts of
Roystonea 10 regia and Saw pal netto (400 ny/kg)
fruits for 2 meeks significantly inhibited t he

. iner e C e:
ogia L3858 Al Ben RS LALCES ek gstalMeigniieo e
increas8 o nesp@ed is\mi yndimeMWhngéétgstetdl&a Mtacam Boligving a percent
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I cac
inhibitiot ofedd Yof Roystonea regia fruits at 400 ng/ kg for 14

d to rats tr ed, wit t ost er gne r ci ng, an )
TS g sutsroRimneaan nises bt IaTa e her RCao P BEHEEHeHs ot with the
extrac?avour g@»‘FBneas'r biharukOTatbabb kel TBPt® (HRY to rats treated with

eto t e potential thérapeutic use of extract
testostaroat, proelucogedn paibitidn of the. pmwseeinm@aasges&eqtﬁ@ bodyweight

smis £ S8 By R Rl TGS G P o9 oxrac

Ofthegoy\@r@@qrﬂmsed for 7 days to Iabor atory conditions,
Wi control l ed tenperature (25 2C) and humdity.

Exampie ér the adaptation is period, the aninmal s wer e

T 8pYs he deB b Btk T Ehs RS 1o RlisP Saifbue Dawiey
male 748 @@i@mi@ib%w&ert BUgh ﬂﬂbgUW@i‘@@dSpfamec& atdalai toy laboratory

doses of 3 and 4 ng/kg for 14 days. The extract of
conditRyss twitfe gontgiied fempe@twgs(zggp%ﬁae@nd Rugidity. After the adaptation

perod i A0bAS B TRt e LERAITSR. BtRS R opamegtel aroups
Testo3@ibRe Sbi@pﬁﬂ\atgow%t Htstabi&/e&iel’h cleyetdineilr ahd iaﬁﬂﬁh@tbred through
Wi th testosterone %vvere distributed in 5

subcusxraUSISRtR At d@hfcfiwﬁ of )3 pRGANYEIdent4 8pys (veget al
O;'ilic)ﬁgyﬁ%: n(ngR{JJéQ’tSI‘i&é)P%éi frdt%%é%%&%{)e%d%g%%S?'We%HeZO/i?igO vehicle

gia exttacts a

and tle@&henrtsewaneadipnisisredelaipt{(EmiZkg), cuptioy aihimais bemg administered
testosterone. In turn, aninals treated with
with the¥eli§teer one 4 ng/ kg were 25 distributed in 6

e'i‘ﬁ? rrja%a%% e Wp%stc;s)te@%%agierﬁﬂ(cqc %;Hréoéiis(r‘b%&eé & 5 experimental

ive control + testosterone,
group8; 14 NefhtiRoyshioriea( veggta od)thr)an:!sshvatco&@pi pebhiced+ A@osterone, 3,

4) Ro;g&ggtr@ggéit?%tg raf 5@&@%5@%@' qre{es?os%gr%ngg 55%&1:7\/ palmetto 200
mg/kg + testosterone. In turn, animals treated with testosterone 4 mg/kg were
distributed in 6 experimental groups: 1) Negative control (vegetal oil), 2) positive control
(vehicle) + testosterone, 3, 4, 5) Roystonea regia extracts at 50, 200 and 400 mg/kg +
testosterone, 6) Saw palmetto 400 mg/kg + testosterone. All treatments were
administered for 14 days. Tables 8 and 9 show these results.
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s. Tables 8 and 9 show these
| Table 8. Effect of the lipid extract
from Roystonea regia fruits on rats with induced
prostate hyperplasia (PH) Doses n BWPW Treat nent
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Table@EE’ffect FWelipid extact®rédbh, Ry sMaQ@graC@Hﬂgfdrﬁmts W#th induced

control + (Mann Witney U test) 10 Exanple 8
prosfate hyperplasia (PH)
Doses BW

Treatment (mg/kg) n PW BW/PW Y I
Controf - 0 10 |354.7£6.90 576.03£51.4 1.6x0.15 -
Control + 0 10 339.5+6.50 916.07+34.4+++ | 2.7 4 0.12 4+ -
Roystonea regia 50 9 322.5110.2 895.40+34.6 27+0.11 6.0
Roystonea regia 200 9 335.3£6.40 838.05+30.9 2.5+0.09 22.9
Roysionea regia 400 10 34242640 776.01£35.4 * 2248011 % 41.2
Saw palmetto 400 10 328.5+ 6.80 7201441 .8 ¥* 29 (12 * 57.6

BW bodyweight (g), PW prostate weight (mg), % I percent inhibition,
++ p< 0.01; +++ p< 0.001 comparison vs Sham; * p<0.05; ™ p <0.01, t: p=0.06

comparison vs control + (Mann Whitney U test)

Example 8

Rabbits with a bodyweight between 4 and 5 kg were used in the study. At
baseline and after treatment with the extract of Roystonea regia fruits, the hair growth of
each rabbit was measured. Hair measurement was done before, during and after the
oral treatment with the extract of Roysfonea regia fruits, with a 4 week interval between
every measurement. After sedation of each animal, a dorsal area of approximately one
square inch was shaved and the hair of such area was weighed.

Shaved rabbits were distributed in 4 groups of 5 rabbits each, the rabbits of the
group 1 received once a day a daily administration of the extract of Roystonea regia 400

mg, while rabbits of the group 2 received once a day a daily administration of vehicle. In




Rabbits with a bodywei ght between 4 and 5 kg were used
in the study. At baseline and after treatnent with
the extract of Roystonea regia fruits, the hair growth
of each rabbit was neasured. Hair neasurenent was
done before, during and after the is oral treatnent
wWth the extract of Roystonea regia fruits, with a 4
week interval between every measurenent. After
sedation of each animal, a dorsal area of
turn, srmorrahbitmtcél fheogeous gudeecived ha viallys rdvvaistaiipn d e extract of

Roystied fealacil i e YRYBRE R o s SR b L, FEaopip bf h aroue 4

recelv@B velole AlspisLtdd e 606 WedingN i gralgy3.a daily
adm ni stration of the extract of Roystonea regia 400

20 ng, while rabbits of the group 2 received once a
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were @dm'p@irédi nadingm Q’brltahee eﬂxrt:ﬂmﬁ fof beRoyst qneap reepn@Earddds and the
distributed in tw doses of 200 ng, and rahbits of
Wilcoxe f@ﬁbdeupaif@ceﬁwéﬁwéﬁ{ cw%h'a. gitUphEagPR tile changes were

?ﬁé anges in the weight of
const H%%s?bhbgﬁﬁﬁgﬂﬁ?gﬁv? g?%ated areas occurred
ViEtiee remm‘tsaoé(thmsstu@y aie\:fmnﬁnad:@ thatathes hair fgpowltetohdba rabbits from

e 3R B ke ALSBEP 8ol B BELES o roups 2
and 4‘3 é;ﬁ? i cg%u?%r@# Q@'tﬁbcﬁ‘améiméiﬂ WegIRN g hindtratilg Oat Ed@ract from

his study denonstrate that the halif growh
Roystoﬁea negiaaioid Be Lisethto treapaloppsial and 3 was

significantly superior than hair growh of the rabbits
fromgroups 2 and 4, and also superior to the initia
hai r wei ght, denonstrating that extract from
Royst onea regia could be used to treat al opecia. 13
PHARMACEUTI CAL COVPCOSI TI ON AND PROCEDURE TO TREAT AND
PREVENT PROSTATI C HYPERPLASI A AND PROSTATI TI' S FROM
THE ROYAL PALM (Roystonea regia) FRUTS 5 CLAIMS 1
Phar maceuti cal conposition obtained fromthe green or
mature fruits of Roystonea regia, which contains a
m xture of the primary fatty acids with 8 to 28 carbon
atons, including the follow ng fatty acids: caprilic
(C8:0), capric (010:0), lauric (Cl2:0), mristic
(014:0), palmtic (C16:0), palmtoleic (016:1),
estearic (018:0) and oleic to (C18:1) (which includes
oleic acid itself, linoleic and linolenic acids), as
well as a
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m xture of the esters of such fatty acids. The free
fatty acids are enriched fromthe esters hydrolisis.
2. Pharnmaceutical conposition which contains a m xture
of the primary fatty acids and the esters thereof,
according to the claim1, characterized by the
followng 1is conposition in fatty acids M xture of
fatty acids present in the lipid extract of Roystonea

ST : Chdrn(G8: " :
PHARERCTEOTICAE oS iOROA p  tpURE T FRBATARE PREVENT
AROBSTATIC HYPERBLASIA ANO RPROESABITIS tHROMCTHE (ROYAQ) PALM

10.0-80.0% Palmtoleic acid (Q16: 1@ 5-20. 0%
Estearic acid (cCl8!Bgystoneazegig) RREITS aci d (018: 1)
3.0-50.0% 25 3. Method for the obtention of the
phar maceuti cal conposition obtained from Roystonea
regia according to the cl @LAIMEBd 2 including the

1. Pl o e, SbGNF o, (R Sttt o rthrE i o Roystonea
regm@%ént%msoé*%xt%régf b b iRt 394 WRRA 8 B 28 carbon atoms,

rganic solvents |ike hydrocarbons of 5 to 8 carbon
ingtdimg, thel twlowling datty aaids3 eapriion(CGl:6hssapis (el §:Ohslagoic (C12:0),

m xture of th . W Qar wit hout. reyi ous basi i .
RSl Jey ey wmbenfar R bargptig L) Aea (B gig) and olei
(CAls: POEANIER PitIagsP bdiOGckPits&Ie IFokiB ahd iMslbridi Addhes well as a

dryi'ng of Roystonea regia fruits at a tenperature
mbxéiraethe Gsiere afooict ey apids. e Bagifalyy Beldm aretenriched from the

00Q hours, and further ground in a proper mll, that
esi 'isgijdS@{Sisf‘n a particle size < 6000 m The time for

2. Phdrengettiegitdopipaditidrh ehpnpsiaintsa afixtuie ofititd pemeant fatigtacids and

5 ranges from1l to 50 h and the tenperature fromO to i
thgoegiers . theeadioREOr§Rgelnt itBR S@E0r di ngharacieréed| Y nthg following

C‘ﬁﬁg'}ﬁfior?’?‘%ﬂ?%gf jzed by the use of alkaline-

oxi des 0 al i ne-eart hen hydroxi des and organic
Mixtutdef fety acidsypieslens irs the fipixd éxtratt gf Rbgstorda tegia fruits

nmol ecul ar wei gh nd nore spegjfically sodium
pot asspaﬁ\’yl'ﬁa'ﬂcﬁf eraﬁg? anmoni ﬁrﬁ-‘i&%r oxi des.

Capric acid (C10:0) <3.0%
Lauric acid (C12:0) 3.0-40.0%
Miristic acid (C14.0) 4.0-15.0%
Palmitic acid (C16:0) 10.0 -80.0 %
Palmitoleic acid (C16:1) 1.5-~20.0%
Estearic acid (C18:0) 0.1-50%
QOleic acid (C18:1) 3.0~-50.0%

3. Method for the obtention of the pharmaceutical composition obtained from
Roystonea regia according to the claim 1and 2 including the drying, ground and
sieving of Roystonea regia fruits, and a further separation of the extract from
other components through a solid/liquid extraction in organic solvents like
hydrocarbons of 5 to 8 carbon atoms, alcohols of 1 to 3 carbon atoms, as well as
mixture of them, with or without a previous basic hydrolysis using hydroxides or

alkalis.
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to 6. Method of obtention according to the claim3 and
4, characterized by the use of hydrocarbons |ike

pent ane, hexane, heptane or octane for the obtention
of the extract containing the inventive m xture of
fatty acids. 7. Method of obtention according to the
claim3 and 4, characterized by the use of alcohols

I i ke nmet hanol, ethanol, n-propanol y 2-propanol for

4. SRR Sl’qc'itgtgﬂ%icgrﬁ g"cg?rdg Ii;ﬁ Escg Hd @iggm %g@ﬁcgg&a‘n\rﬁﬁg{g% miggl of Roystonea

I nventive m X acCl
cegRosiits ahadsmperatutebetvedars1d aadd (@ Y &orax tie redirgyfrom 1 to

it di . . h
R SRt Bl o & TabhEouT T e el it size
960&&?&'??%‘%#?@'%:‘3945’%§H5b W e %Bg‘gﬂéﬂéﬂ?é oft the active extract
saponification, as per the clains 1 and 2,

claagas fiem 2ad 50yh hé ths eeragerute datm Ortoi 70 e
treatnment and/or to ﬂﬁvent BPH, _pr Sfft atjtis

5. Mepd e ehignHen SGEPSING 1DtheppaIMacdid e ana@siiedt poipe use of
. _ _| n . |- , .

SV MO AR G 5cR85 4R ANl o s

f mahrolyBist cspERdRalty, thospeof flow amoledutarnuleightédand o sspecifically
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7. Method of obtention according to the claim 3 and 4, characterized by the use of

alcohols like methanol, ethanol, n-propanol y 2-propanol for the obtention of the
extract containing the inventive mixture of fatty acids.

8. Pharmaceutical composition as per the claims 1 and 2 characterized by its use
as medication in the treatment and/or to prevent of BPH, prostatitis, alopecia and
hirsutism.

9. Pharmaceutical composition with or without a saponification, as per the claims 1
and 2, characterized by its use as medication in the treatment and/or to prevent
BPH, prostatitis, alopecia and hirsutism.

10. Pharmaceutical composition with or without a saponification, as per the claims 1,
2, 8 and 9, characterized by its use, at daily doses from 50 to 1000 mg,
specifically formulated at doses between 150 and 1000 mg, to be administered
as solid oral forms (capsules, soft-gel capsules, tablets) or liquids (emulsions), as
suppositories or like tinctures, lotions or shampoos of local action in the

treatment and/or prevention of BPH, prostatitis, alopecia and hirsutism.




