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invention relates to a pharnaceutical conposition
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Different patents have been published which describe
phar maceutical fornulations of statins, such as for
exanpl e: US 5, 180,589 or US 5, 356, 896 whi ch descri be
pharmaceuti cal conposition fornms for the
stabilization of statins at |PMIpH. 30 US 6, 235, 311
descri bes a pharnaceutical conposition conbining a
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P SUSPESIDED IN AIKYNESTERS OFHOUYXUNSATURATEDFATTEY ACIDS (PUFA)
product at |ow pH W0/ 76482, WX0/57918 and
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i Crocaps e io n 5 al kyl ers ,
GnisER -4 AP S01Be ke RURAMTS oL A E R 8 facorin
tifes aftériogeitratic esion dPakhoes GK)at Gl. gﬁhetbsdﬂerc'ﬁﬂsmbaﬁaso Biol 22:1452-8,
2§ | ets, granules, etc.), even though these processes

ﬁ "carried out at a tenperature exceedi ng 40C.
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Circulation 1999: 99:2452-7).
Different patents have been published which describe pharmaceutical formulations of
statins, such as for example:
US 5,180,589 or US 5,356,896 which describe pharmaceutical composition forms for
the stabilization of statins at low pH.
US 6,235,311 describes a pharmaceutical composition combining a statin and
aspirin.
US 5,225,202 describes a pharmaceutical composition of statins in the form of
pellets with an enteric coating so as to protect the product at low pH.
WO0O00/76482, WO00/57918 and WOO00/57859 describe pharmaceutical
compositions formed by lipid regulating agents in oils or in surfactants.
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the presence of oils with a high content of alkyl

esters of PUFA. Therefore, according to a first

essential aspect, the present invention relates to a

pharmaceutical fornulation characterized in that it is

made up of a suspension conprising an oil with a high

content of alkyl esters of pdlyunsaturated fatty acid
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the gaig alkyl esters of polyunsaturated fatty acid (PUFA) preferably belong to the
Omega3 series, they are more preferably selected from the group consisting of the
eicosapentaenoic acid, docosahexaenoic acid or mixtures thereof.

According to a preferred embodiment according to the present invention, the
alkyl ester of PUFA is selected from the group consisting of ethyl, methyl, propyl,
butyl esters, or mixtures thereof.

Preferably, the statins selected from the group consisting of simvastatin,
lovastatin, fluvastatin, atorvastatin, cerivastatin, pravastatin, rosuvastatin or mixtures
thereof.

The polymer coating the microcapsules of statins is preferably selected from
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amount of statin incorporated in said mcrocapsules is
conpri sed between 1% and 80% by wei ght, preferably
between 1 and 40% by weight in relation to the total
wei ght of the mcrocapsules. Preferably, the oil with
a high content of alkyl esters of PUFA has a purity
exceedi ng 60% in al kyl ester of PUFA. 20 According to

a preferred enbodi nept according t resen
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c@,gbﬂgbsldarﬁh.t.,eéj thereto, the different processes of
crocapsul es coul d be uped into

obt ajni n ro
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temhugat @ddjbveén@fatbs Lnow@fa' ca’nowﬁqmglha AengnrReratednwbichjimprove or
fajc%tétéokh%t @nkhSsuilitidd: pFRRB] Qackf ad, NRFCRIMGIBS SR/ISAY agents,
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preferably talc.

The ratio between eicosapentaenoic acid and docosahexaenoic acid is
preferably comprised between 0.5 and 2.

According to a preferred embodiment of the present invention, the
microcapsule suspension is encapsulated by soft gelatin capsules for oral
administration. Said soft gelatin capsules preferably have an enteric coating.

The preparation of the microcapsules can be carried out following any of the
methods described in the literature. By way of description and without being limited
thereto, the different processes of obtaining microcapsules could be grouped into
the following categories:

A) Simple coacervation methods:
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such as GB 1393805. C) Doubl e emul si on nethods: The

drug to be encapsulated is dissolved in water or in a

sol ution of sonme other coadyuvant and is enulsified

in a solution of the polyner and additives in a

suitabl e solvent, 15 such ag for exanple

di chl or omet hane. The resulting enulsion is inturn
mate or n ous_ sol

enul sified a 0
el &9iiag A gBRpOetERATR R iRy ro e RO vy e polymer
irt Aisaitae @BNentelmﬂrepa(rédJ The ainugi te dbecericapbalateal |szesn!;pemjed in said
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de;mmiacft therpolyirher omashé uruggcnystam(Ea(pmulmOEaMSe @hhd@sses can be
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doc uBgCompirrctpagervdBord n@82odli41. D) Sinpl e emul sion

et h?ﬂgl Hifod! |§'go§§|%gg§11 e{ﬁgaﬁﬁé’rla@ﬁ bett\II)gerp(}l/vy)r'ﬁglllcﬁ’tf'éj having
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oﬁrmlesbémaés%ﬁl bi &g t%us%] é?x%apél%t)éw iR GO RRmbrahe that wil

gani c soO vent IS i m nat ed evaporatlon or

by
'S@Jﬁte é'&Q deg. Emgepies peieseinigeanses @éaﬂ%foé@d dp gatent documents

sh@royepedobaosf il tration or drying. Exanples of these
processes can also be found in patent documents such

as US) Boublesergdision methedsiy ent evapor ati on net hods: The
Sr ungh@ dla!@tt@%a@ﬁ;ﬁbﬁﬂai‘éﬂ ist dis%toliigdli métleaaﬂ ino4l @bmuohear SN other
i ssolved to sui.ta sol v
R & SHFleRen it adhuion o 116 POBERT prpdiiues tnrstigble solvent
stighCdsdon &aﬁpbwldwlmﬁ)maﬁhr%um@bh@tlr@l amls&ma mh:efenmjsuﬂehnrswater or
rocess can als e fo nd i n patent d S S
aqzxegu&)s%u?n 0 ing agen! cg eﬁé)o yilny 5%1' § tﬁls second
eoillsion ¢ catrégaisouk the SOfveIStIImWBISN] thiei polywiet And)ibk piasticizen dere dissolved in
h I . .
sc SRR By eafio oL SRt o83, TRERe§ling icracgpouies are
obtélng@ Higgctin\by filtratiat er evapoyatiop &xaniples df thése obessesaminasode found
. I r greater than 7. Sol ution
mé%te}ﬁ%«%«% % ous€?£‘?lggf?sg$4godl um car boxynet hyl
cel I D) Sisrwle emuigieremethods: pr epared and the pH is adj usted
so t I?ﬁé dr‘ugt Be &g:'égéuﬁt&! &Iﬁr@} &hd fh@%@dl? ves]apé)dlggo together in

sol ution solutlon B are m xed
awg&qt&jsql\@nhd'@ls splutiog is emyisifigshipeatersar iy a8 eauisi! egp@ution, such as

g}/\ﬁ@ig ?Egr%l 'a‘ﬂldttllﬂaeorﬁbr’ﬁ& Wéifent Wiimiratdd By"&aP@UEISY oriby extraction. The
resulting mlcrocapsules are recovered by filtration or drying. Examples of these processes
can also be found in patent documents such as US 5,445,832.

E) Solvent evaporation methods:

The drug to be encapsulated, the polymer and additives are dissolved together in a
suitable solvent. This solution is evaporated and the resulting residue is micronized to the
suitable size. Examples of this process can also be found in patent documents such as GB
2,209,937.

EXAMPLES:
Example no. 1: Preparation of microcapsules of simvastatin with gelatin and
carboxymethyl cellulose by means of complex coacervation processes.

Solution A: A 1% solution of gelatin in water is prepared and the pH is adjusted so



10

15

20

25

30

35

no lunps are observed, the pHis adjusted to 4.0 by
means of adding acetic acid. It is naintained under
stirring for 1 hour at 40C and then the solution is
cooled to 10C, this tenperature being maintained for
another hour. 1 nL of a 5096§olution of gl utaral dehyde
in water is added. 10 The resulting suspension is

dri ed by neans of spray drying, obtaining a
thet ti558 %é%?regge%m -cont ai ni ng 37% of si nvastati n.

Thi s sBlUdroB:aRHe? 190 8BRItIoh Bf BodRA IcHrsbxg s deliufbseiin water is
cont

88% et hy| t
Pepasa ap e & cotted oubay Fineselinstinenst B2adi 0 ( ona
rati 00l bf Qolutloﬁmaﬁmi H)Ol‘mL oQSoldﬂbe Barr@trix@d adfl heated to 40°C. 1.2 g
opeh e i e e Dulble” iy e Ry poetson ana
ngalragpd arei mbsea/bdrthesal-plse;nmstﬁdi to1400 bylmednst diisgldimglaskfioacid. It is

B Ry r RSB B Bl ) S8 B o,
te@pendturefbeingsasintained dorsobther bourof mlsafdi 20% solufient &f dlutaraldehyde

dded. It is maintained under stirring for 1
'%ﬂt&rlsgéﬁ?e&aS mL of a 20 50% sol ution of

gl ut Ahel reedifnge skspanaiper isafdeds due fheamh eoff sprapdrying, obtaining a
%r&&%&@%%ﬁ&r%&ﬁanﬁﬂb's‘?%tcﬁg infsthtih.tration, washed wth

wat er and dr In a vacuum oven. The sinvastatin
cont &g migrogapsyle newdeiis Akecily slispeesed fupil qandainiag GB%oj ellayl ester of

P[ﬁFNvQﬁ%‘ﬁ%n’&o%aWblc'aéldQEPR%&Q%%%&{&M é(:ld (@I—SN) Iratlo of 1.2.

cont ai ni ng 70% of hyl ester of
Example 0. 123 (Rrepasption 8f “M°B&ﬁﬂﬁse°fn%mvsﬂapf' é‘ﬁﬁ‘r 3?'?% bytmeans
of ifi Wloﬁfprb&é%éisat in wth polyethylene glycol.
A10 | on _of e ene ycol in water wth
nol eél}l &?&V\%ﬁ”@fl? '3@‘0'@&’ zepé@ e%%%‘b is prepared. 6 g
of | oo silabi mnsas@utwns%ertsm ?mu t1h%$>f POt Ql‘mvhlstatﬂﬁandispersed
ens en a fine di
R, O e DR RS e RSO ML 3 Sturs ggution of
soakan Sultdte inpwarsr anle wddegl. It ‘Ehaamﬂalhad oederrsticing g olieand 0.5 mL of a
i \ entration and is
o e e SRy Rt SR BRE N g 55% of et hy!
est eﬂ'h@fonPeJlemmctawsdas Ertéﬁdd]kﬂed by filtyatiph, washeBxwitipiatenand dried
|n4a Yaf?:[lﬁﬂ sf?rf:vag?aﬁﬁ Egﬁ%ftgl.‘ ﬁgsé)%ic%cgﬁaﬁés% Y5, M th

aceto
The resultlng mlcrocapsule powder is dispersed directly in oil containing 70% of

methyl ester of PUFA with an EPA/DHA ratio of 0.8.
Example no. 3: Preparation of microcapsules of lovastatin with polyethylene glycol.

A 10% solution of polyethylene glycol in water with molecular weight 35000 (PEG-
35000) is prepared.

6 g of lovastatin are dispersed in this solution by means of intense stirring.

When a fine dispersion without lumps has been obtained, the solution is dried
by means of spray drying.

The obtained microcapsule powder has a 40% lovastatin concentration and is
dispersed directly in oil containing 85% of ethyl ester of PUFA with an EPA/DHA ratio of
1.

Example no. 4: Preparation of microcapsules of simvastatin with cellulose
acetophthalate.
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A 2% sol ution of sodium acetophthalate in water is
prepared. 5 g of sinvastatin powlder are suspended in
100 nmL of this solution. The resulting suspension is
dried by neans of spray drying. The obtained
m crocapsul e powder is dispersed directly in oil
containing 85%of 5 et hyI ester of PUFA with an
EPA/DHA ratio of O,b5. npl e no. 5: Preparatiaon of
mcr ﬁcza/p§9ﬁ“3‘§" of s%illurw gg@tg@hthalgﬁetlﬁ water is prepared. 5 g of simvastatin

p@@béf(éré%bérf‘en@éd’ GPh d® nkCofchhis (SBlufn. THeNRbWIIRY s@pension is dried by
vita npl e emul sion method (oil in water)

@Gpﬁﬁ?ﬁayAdry'ﬂglo% sol ution of PLGA in dichl oronet hane
( DCI\/ﬂ'hei\fobiameﬂtmlbmﬁapﬁsulelﬁde% 8isparsdd diksclly @f oiDcdnfaifing 85% of

/ ' d. Sol uti B:
el FFatst L P AW ATERAERR Gige! ol anr n B acorate are
di lsstEkz«rmrile:c mal06: Rtepﬂ'amihgbﬂ ag{ioceﬁishmwasit gcrf GimAastafih  with
i.on, 0 o] (o]0) [ .
B RURESRiveRiE ted Lol ERBRvater, ahd sy By Smple emutsion
mﬂthhrl(oihhevater)stl rring to 1000 m. of 15 solution C
unt ! soBREATM G0 Sioh STLEAR. bbbt (BRI intrinsi

mai nt al ned rogen current 1 s passSe
vipeasity gué) ofédnir mddacticlglycomah@gf H1 tsoprelbarmi nate nost of

t he Elglwllmznegeﬁ ,R \?a%'tﬂtlh I4nd 1543l PGSR LI‘Eh.i:laetétE %?ﬁ Hﬁ@é]\%%in 100

| yop I's obtal ned whi I's washe
miafsalatien Aat er to eI | m nate the 20 excess PVA and is

dri e§oM{“6H5‘C A Q‘? Us%‘ﬁﬂloﬁ lof E&Wnr?yl altBisol &Iﬁ’@;gﬂ ih Wé@br ﬁ%oﬂ}‘@ﬁéreb S

di spersed direct é in ol l” contal ni
est el OQML gbigetion Brarg @dgeshsiopny gnsk lﬂ’tS’ebf"tePSE S“Ei('ﬁrﬂéﬂgoo mL of

stth1on60 uftii @B&Arrd @ﬁllk%ferﬂh@lbﬁcapsm es of simvastatin
carnitjne and yet hyl ene col 25 A 10%

soI uWrUﬁ sgfrlngdf, mrﬁ@ @%ea §|t 8n c e s PAs$Eh }lprough the previous
eflsRAbEtvo WO UD e(ﬁﬁﬂa@ méé?EﬁhaW) is prepared. 5 ¢

Chi < 1881 B osisg SHesedcBs Fon anddoelizaH ng. when o

f I neAdpeyaier Ss @btaMetihﬂhibh lis) MEshéa wvith exbunaditavated td leminate the
solu of spray drying. 30 The

Rt PR prie o et e ey Y Y S v

oi | Thertesuting po®8és isfdispetsey |diresttyein oilfcoPldiag85% cfiethyl ester of
PEEN vﬂﬁ"%nrésA/BH%fraﬂo of 1.5.

Example no. 6: Preparation of microcapsules of simvastatin with carnitine
and polyethylene glycol

A 10% solution of polyethylene glycol in water with molecular weight 35000
(PEG-35000) is prepared.

5 g of simvastatin and 1 g of carnitine are dispersed in this solution by means of
intense stirring. When a fine dispersion without lumps has been obtained the solution is
dried by means of spray drying.

The obtained microcapsule powder is dispersed directly in oil containing 85% of
ethyl ester of PUFA with an EPA/DHA ratio of 1.

Example no. 7: Preparation of microcapsules of simvastatin with carnitine, vitamin E
and PLGA, triple emulsion method (water in oil and in water.)

Solution A: A 10% solution of camitine in water is prepared.

Solution B: A 10% solution of PLGA in dichloromethane (DCM) with intrinsic
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Exanpl e no. 7: Preparation of m crocapsul es of
sinmvastatin with carnitine, vitamn E and PLGA,
triple enmulsion method (water in oil and in water.)
Solution A- A 10% solution of carnitine in water is
prepared. 35 Solution B: A 10% solution of PLGA in
di chI or onet hane (DCl\/p Wth intrinsic 7 viscosity
of 0.17 and lactic/glycolic ratio 1/1 is
Vﬁ?@ﬁéﬂé/d) of 8|7 and fastierdlyaalic gatiorV/ is ppepsrest i n and 1 g of
Vi t agbltidn GC e ?tdf siiv@s@tirs 88d Y &fofi vitaAOE abtaefl arg @isgblvédin 100
ution A are emulsified in solution C by

ﬁ. 20I @3 f so
A8y ‘ntense stirring with 5 an Utra Turrax
honoge mLzefrsolulibe Araes Ginhislﬁed mdlmnbﬁm: lbysmbﬁnst offifitense stirring with

o6 Sl g pidgenver; g Bruitha sl LA pBpigRdin 100 mi of
19d.80lLtioh ofBV;p&ssa&é t hr ough the previous enulsion for

h )
! eou Ntk Sukflg i b, Filsodln %{*ﬁaen%%%.s'f bt e grevious
emutsiondaptew| heursdeeiminate robstaf thed@Mi ch is washed with
ADUNGAN LSl Quo LA ek S- e NRa R RSP VA and 1 o

under re ressur cuum oven. The
r es uAt nnmgnqap@rleucp@wdan is poteied wiich is washegswih iahundant water to

o T SRy S i FBRE] Gl Pl
rati @he [ﬁsul_’gng miargcapsyigiowdaphassa smvggtghrapq)r@ﬁnt@ation of 25% and
.sra.gde%“e@magﬁn%ﬁ cBAERS EBYA O GHY o e PIIEA With Gin BPIAFDHA ratio
cogol ymer sinvastatin are suspended in
a suspension of Eudragit FS 30D(r) (30% suspenS| on
EkBmpRiS. 80PrepaRRion 8t hficRicapBiibsef Sihivastitih@nd Frh&hhcrylic acid
methacrylic acid and nethyl acrylate) until obtaining
CQPRIYRIET suspensi on. Triethyl citrate (plasticizer of

20 t he gpsil snﬁWs)afnhgaora@dg@na@d trlhhao FLSErEA Sigpansion b Sadragit FS
5 ration o sul ti uspensi [l .
335 L SR Sar iy, wetey P gorohriees PLOGTRRHIE Frr Bayp Beoric
aﬁd\&ﬂ& imetisyl atrype) satl abtairtag b Yiné BuspehsionTrizthyl cigat8 asticizer of
th ster.of, PUFA with an EPA/ DHA.rati 1.2. 8
RIS Soged o IS Listbidrlb G el S aci o 1 ved
i n tbe¢ rasulting sosgemsiop iodried by means of spray drying .
The resulting microcapsule powder is dispersed directly in oil containing 85% of
ethyl ester of PUFA with an EPA/DHA ratio of 1.2.
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suspensi on conprising an oil wth a high content of

al kyl esters of polyunsaturated fatty acid (PUFA) and
m crocapsul es conprising at | east one polyner and a
statin. 5 2. A pharnmaceutical formnulation according to
claim1, characterized in th%t t he PUFA bel ongs to

t he Omega3 series. 3.- A pharmaceutical fornulation
according to any of the previous clains,

characterized in that the @AMSs selected fromthe

gr OUP.-CARNSHapinbBEutiRhl f@MmuRRidPetHR8MElifodam chatt.hfs made up of a
docosahexaenogi.c aci

t th f.
SRR IaG 38 Al B ESe R 410! 26T P! punsaturated

falfyea/dld)(BUBAﬁaﬁﬁSmlchHmrsakebebnmdmgratﬂé‘m ohé@obhieyland a statin.
PUFA 1 S.S romt ISt 09,

o eenh Praraers e g Eop Rl & 84p iteliadea i tha

thehRUEAfbeldngs té tiEh@negaduseriesl fornul ati on according to

any gf .&h%apmg éu?*&%l Fqn%'upé?lPHeac&grﬂ? % 'aﬁ?qif:tﬁatpg?\gioﬁg%laims,

stati-ns dr e Serecred roup’ cons
cbanactesized i m thatydbe aPURA fis uselectam fromattbev gsaum iqensisting  of

Eéﬁ!&ﬁé@r{sdlé‘a%mlﬁ}é%kééé aehdl ?lé)éi% rhiler &Y thidkedrur €s
ere armaceutical fornulation according to

any 6éf A rpémapnevetdlgel fﬂrra\ulaélon agearding & @pg dfithe tarayiouh glaims,
cﬂgﬂaﬁf@fze& Eﬂd?ghigﬁ(yﬁe&EPSﬁp@#Aq\% s%fec%éoafrblﬂsthb%roup consisting

sel ect ed rom grou consi st ng pO yest ers
opeihyherstht erepylpbuty ?%ﬁ@&ﬁ'r"?'%%@%ther%

pol ysacg hﬂ{ahqﬁéeutl@,@i Mﬁhtﬂdtl@ﬁeacﬂbbﬁﬁ{* to @hy 'Bf’@hé”[ﬁ‘évnous clalms
t her eof . har maceut i cal rmul ati on accordi ng

CBW)?CF?F'Z?‘F]e'“pr“@h Higs statigsnare saleqtedtfeom 2 e |9f'i°‘f91a({°”ts|§§”9 of

sﬁlﬁ\}aé@ifn CoaVvadigkir, hefliiaetR@apsatbRasRtinSt @ktivgstatin, pravastatin,
sel ect fraom tt‘{ r%rgup consi sting of gel atin,
'%%WBB‘%%Q{W‘E@S 0f'BSE, al gi nates, carrageenans,
pect BRSA mfahy&hcelﬂllchufdbmelatlbyChdcnmig)m/lany of the previous claims,
ul ose . 25 ﬁceto ht al at

a5 A yrrine Ropinto GEd B ANERIPESILBr stepyp i setected

fraoi dtheccgnmllg/nmrslsalﬁgdm&gpbl&@stbraandols;:crylates polycyanoacrylates

? %é%l‘"?%g rb%ge%)lé?en@? ?ﬁgl%/éﬁmb%ﬁlﬁggﬂ{% mat hacryl at e

copolfynkrpha(rRackudigal (qrmumoarﬁtcom)g td aoy iaof thecprevious claims,

cg Qé%%ln?Sd 'tﬁatﬂﬂ%ﬁﬁ% %tuﬁpﬁﬁé Wﬁ{o%aﬁéulég SASE gﬁs is selected
ceutlica

ereo or mu on accor
frany ﬂTetIEOU@r ewnﬁﬁém@l afnsgelatin ceribexmathylegliulase; h@dgmates

céﬁraééﬁﬁaﬁ@r p%@fWJ ' §tﬁ§l @QIILﬁ6‘§é Oy i@Rprogd %@Fh?*&leb(ulose ceIIquse

vVitamn acet @W armaceuti cal formulatio
aa%teemalaget oh)éﬁf9x)63f"°@%e rpewy(cslidose ajnhthalate, methacrylic  acid

c6pemetsL(Ed8@git® Lhahdl b)f dih&ByiaffibRthyHAStHaeFMtE | BSpolymers
(Eudragit® E), trimethylammoniumethylmethacrylate copolymers (Eudragit® RL and
RS), lactic and glycolic acid polymers and copolymers or mixtures thereof.

8.- A pharmaceutical formulation according to any of the previous claims,
characterized in that it further comprises an antioxidant, preferably vitamin E
acetate.

9.- A pharmaceutical formulation according to any of the previous claims,
characterized in that it further comprises carnitine.

10.- A pharmaceutical formulation according to any of the previous claims,

characterized in that the microcapsules represent between 1% and 60% of the total
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10.- A pharmaceutical fornmulation according to any of
the previous clains, 35 characterized in that the

m crocapsul es represent between 1% and 60% of the
total 9 weight of the fornulation. 11.- A

phar maceuti cal fornmul ation a;cordi ng to any of the
previous clains, characterized in that the anmount of
statin incorporated in the mcrocapsules is conprised
weighhee therfosmuatigbo, by wei ght, preferably between 1 and

40% by.- ﬁpﬂ@ﬂnﬁﬁ'ﬁeuhﬁalff@hﬁtﬁlbﬁtﬁh b@cdrbmgtt@ta’ﬂy &Eﬂh@rﬁre@if)us claims,
{ maceuti cal

hVBGIEHER 16 Shah e PTG B SR8 COfRArEY in”ING microSapsules s
comprised eetweath 1% bhatsmhe)yowbngmt;breaerbblgrbeftweénenﬁ affl 40% by

di 60%
ng'gglm reeiatgp‘c%?hep% We.Lght OE%A ui&’é‘%’%‘/ﬁacpec' f%ega: nfg or mul Latn i on

accondl-mgpharnwu;euoéaltfb&mmamn acm)rdnhgltmnylﬁ the previous claims,

ofi 3RS it st o0 Bl e il ShaB)rEFARY s3E5Ha Bt BIFA s purity
epd:mﬂg:wemsawm eﬂteramfd:’li;lékect ed fromthe group

Cons"l§t 'A‘%R%mé#e'uﬁ&%yﬂorr}lﬁllaL('Srﬁatagcorgtﬁ?ycal Q&) gfalt t reQ/rous claims

m xt ure rnmaceu
chareotedized) in dhahyt tirther anonmr(ses_sa pla:shauzatta@mtlzedofu tine polymer,

p%cosmogéhlagtla% cELROSADGDE ﬂ@ﬂ\ofh% (\',3\%@ n@rﬁ)kq%tlng OJ triethyl

xae c Id 1s conprised
cigratei, Hutyl phthalaie on Mxtuss tbqarepﬁe previ ous cl ai s,

char gglep %erhé‘cédﬁ@&l thr‘?nulé'ﬂdhr %%Bﬁﬂflnf t%u%?@n%f Oflain®s 3-13,
encapsul at ed %so t gelatin capsules for_oral

chgfiarterized it thahthergtio bAtwetﬂnrﬁmﬁapewaseels@&twq docosahepaenoic
aé.a,usebmbﬁgéoemétmenlors bh@p, the soft gelatin 20
capsules have an enteric coatin gs . i

15.- Any formulation of the previous claims, characterized in that the
microcapsule suspension is encapsulated by soft gelatin capsules for oral
administration.

16.- A formulation according to claim 15, characterized in that the soft gelatin

capsules have an enteric coating.





