IL, IN, KRR, M, NO, PL, SG SK and ZA 1. A pharnaceuti cal mm
conprising as active ingredients
N (1- octyl - 5car boxynet hyl - 4, 6- di net hyI i ndolin-7-yl)-2,2-di net hyl giésetnan de

or i TGRS Y eBCBRP LT 181 WSKEClod RE IR OmAAn o0

cI aim1l wherein the HMG CoA reductase inhibitor is pravastatin, | ovastati n,
si nvast at i | uv in astatln atory t|n SWvas

o1t adast aft pparg Rt ARAAl ol AR I Blneepfl SE KON IheRai e NEARAS, T
wher ealrbmgetﬂwrl}%mm&mmdmm nyﬂirlmtdlmetlwlp:rmaatrmex or, aI ovast atin,

si mv
The. BRaPhadbiogicdilf itk uaBle AIAULATI S bkl bl Tl B R e o
r eduéntibioi.nhi b| tor is pravastatin, atorvastatin or pitavastatin. 5. The

pharmaceutical conposition according to claim4 wherein the HVG CoA
reductase inhibitor is pravastatin or atorvastatin. 6. The Nghar maceut i cal

conpdsi t i GheREHREFHHiIRbCUPRPTtion dRerding terdaimbvdsreipdhaEMSLamnhi bitor i s

pravashalthdd inhibitt? §s pRaLERERY Idvadlatie0 BROGstdtH]) REAMEhNEvaRaghal m 5 wherein
t he HVG- CoA reductase . inhibitor is atorvastatin. 8. The phar nmaceut i cal

conp 88T RBAUBCOSHERTIBLP 67 RHPVATRIDT clains 1 to 7 wherein the
phar macol ogi cal |y acceptable salt of N-( 1-octyl-5-carboxynethyl-4, 6

dlrrethylln ol i n- - 2, 2-di met hyl pr opanam

N- ( 130ct yIT} %ﬁ%ﬁh?‘?mﬁo%ﬂi)%’??ﬂfg ??1“172 l'5‘”‘*2‘“’2}1‘3|I“%Ct"Ff'gﬂ‘ﬁpropanam de
sul f aéduct@se Mhebifras pRoastataAlovaorpas sﬁmmtaﬁgmﬁh@guhpafdraasmln wherein the
phar macol ogi cal | y.. accept abl e salt of

N- (17BTHYF=50C r%&%?’fi‘? ®WEPhy! - 4, 6- di met hyl i ndol i n- 7yl ) - 2, 2- di met hyl pr opanani d
eis N-(

1- oct ox I i ndol., REQ anani de
sul fate an ﬁ@&%ﬁcﬁl ’88&‘5& |Cn(hrggllgtt° Clamyg é‘erelPatHE tFm(é;’cod"goz* 17
P8483®d183ﬂ$wmhﬂﬁa>128aﬁd\&s@m&mmas1am of@utaeqnstabm ca, cn, co, cz, hu, id,

in, il, kr, nmx, no, pl, sg, sk & zal06.02.2003 10. The pharnaceuti cal

conposition according to claim 1 wherein the pharnacol ogi cally acceptabl e
sal t Sof The pharmaceutical composition according to claim 4 wherein the HMG-CoA

N- (17061 thsPmBRiOPLY BRVA ety & JbIRLIME, ndol i n-7yl) - 2, 2- di met hyl propanam de
1S

N- (1- octyl - 5- car boxynet hyl - 4, 6-di net hyl i ndol i n-7-yl) 2, 2-di met hyl propanam de
sul f gl e aﬁ%etdrﬁrﬂﬂuasm e&%a&l%ﬁ akBSHaRid QT clhitn §hiHe¥ARIBEIHMGIdoA The

pharmaceutical _conposition according to any one of clains 1 to 10,

for wﬁF%‘f‘éﬁsq‘@l‘“@F%F PEHESIRIN- separate or sequential administration of the
active i ngredl ent s. 12. The pharmaceutical conposition according to claim
11, for mjﬂ‘gi,e g or sinmultaneous adm nistration of the actiyve ingredients.
13. The p H‘LaF%‘&llcaéSﬂ‘b‘Bg?lPPBﬁc‘é@émﬁj‘iorfﬁalf‘bsé’f‘éﬁrﬁlfll@e HMEr0at ed for

separadectase SREBieIHs atorasdthfihstrati on of the active ingredients.

../ e3ee' Ze$XXYTYZdf Z6ZTZ~ns~mm CLAIMS for EP, BR, CA, CO
e

8. The pharmaceutical composition according to any one of claims 1 to 7 wherein
the pharmacologically acceptable salt of N-(1-octyl-5-carboxymethyl-4,6-
dimethylindolin-7-yl)-2,2-dimethylpropanamide is N-(1-octyl-5-carboxymethyl-4,6-
dimethylindolin-7-yl)-2,2-dimethylpropanamide sulfate.

9. The pharmaceutical composition according to claim 1 wherein the
pharmacologically acceptable salt of N-(1-octyl-5-carboxymethyl-4,6-dimethylindolin-7-
yl)-2,2-dimethylpropanamide is N-(1-octyl-5-carboxymethyl-4,6-dimethylindolin-7-yl)-
2,2-dimethylpropanamide sulfate and the HMG-CoA reductase inhibitor is pravastatin.

T

*G00002*
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14. A kit including a plurality of containers in which at |east one of said
cont ai ners contai ns

N- (1- octyl - 5- car boxynet hyl -4, 6-di net hyl i ndolin-7-yl)-2,2

di et hyl pr opanam de or a pharmacol ogi cally acceptable salt thereof and at

| east one different container contains an HVG CoA reductase inhibitor. 15.
The RPt adBsPdprHgaedticRhremrositipre pesosdingdo ghmch Xhesdndhb@se i nhibitor is
pr av auhathhdblogdi@FcabhtableSdalVerN -al-boyl- bl daybsityatdthyl-4, b Mislettylitbolin-7- _
atorvastatjn, rosuvastatin or pitavastatin. 16. The kit accordlnq to claim
15 whbresdmabyier e idsda S deeety hepraasvine Witadipethyindelyydstat i n,

si mvagi-airhéthylpropasingtie Bhifafetindeglea i MG-Co R SetiasistihRitiior Ré hedyasstainn. 17.
The kit according to claim 16 wherein the HMG CoA reductase inhibitor is
pravastatin, atorvastatin or pitavastatin. 18. The kit according to claim
17 wher ei Tht phativkedtaial edttipbditien aodurlingab any diea! @kdimki Into0r0,at or vast at i n.

19. The kit .accardi to claim. 18 wherei.n, the. HM> CoA reductase inhibitor
R O T R NS T A R e A e S A

cn, owgredieptshu, id, in, il, kr, nmx, no) pl, sg, sk & za/06.02.2003 20.

The kit according to claim 19 wherein the HMG CoA reductase inhibitor is

atorvastatin. 21. The kit according to any one of clainms 14 to 20 wherein
t he pRar ndbelpbgrmatduticat cappeditien agtardigig to claim 11, formulated for

N (1 - Becar Al ot Sz |4t l'in-7-yl)-2,2di met hyl pr opanam de
is Ns?ﬁ@%%?%lu-ggﬁd?g?%%‘ﬁéfh;{ﬁ’ﬁ??{%‘{g‘é?‘%ﬁﬁq?ndo| in-7-yl)-2,2
di net hyl propanam de sulfate. 22. The kit according to claim 14 wherein the

h | 98k Gyl o Ui - A
o TR 8 S gl sk bl i« s PRI ot

oct ylor sequantigh pamingiratiors ofitheeadtiye ingredients7- y| ) - 2, 2- di met hyl pr opanani de
sul fate and the HVG CoA reductase inhibitor is pravastatin. 23. The kit

according to.claim14 wherein the pharnacol Oargﬁi cally acceptable salt of
N( 1- dét y P15t IGidiRg aatTAlity o con taiers 10 whaishiatleasy rie of saidiceptHyeisr opanani de
IS Ncbdtains N-(1-octyl-5-carboxymethyl-4,6-dimethylindolin-7-yl)-2,2-

e R RN od i BB

different container contains an HMG-CoA reductase inhibitor.

15.  The kit according to claim 14 wherein the HMG-CoA reductase inhibitor is
pravastatin, lovastatin, simvastatin, fluvastatin, rivastatin, atorvastatin, rosuvastatin or

pitavastatin.

16. The kit according to claim 15 wherein the HMG-CoA reductase inhibitor is
pravastatin, lovastatin, simvastatin, fluvastatin, atorvastatin, rosuvastatin or

pitavastatin.

17.  The kit according to claim 16 wherein the HMG-CoA reductase inhibitor is

pravastatin, atorvastatin or pitavastatin.

18.  The kit according to claim 17 wherein the HMG-CoA reductase inhibitor is

pravastatin or atorvastatin.

19. The kit according to claim 18 wherein the HMG-CoA reductase inhibitor is

pravastatin.
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24. The use of

N- (1- octyl - 5- car boxynet hyl - 4, 6-di net hyl i ndol i n-7-yl) -2, 2di net hyl pr opanam de
or a pharmacol ogi cally acceptable salt thereof in the manufacture of a

medi canment for use) in conbination with an HVG CoA reductase inhibitor, in
the prevention or treatnent of atherosclerosis accordi ng to
cl'ai 8024 TheREiAt-REE M e P sct RaBe M bredustEQURLat

| ovagloatdstatitsl Mvastatin, fluvastatin, rivastatin, atorvastatin,

rosuvastatin or pi tavastatin. 26. The use accordi ng to claim25 wherein the
HMG- CoA reductase inhibitor is pravastatin, |ovastatin, sinmastatin,

fl uvast at The k&tazzbmaﬁm@td any ssofvasitas 14t020 pjhbaeiashapharmaaolog'ﬂfeelyuse

accordin 0 a' the ct ase tor is

pr av%%‘ieg%ba? S%k 8# 480 agﬂ%f x’f’%?/tgwt}é %1m§g§'l “I‘ﬁ Teusd a%%or ding to claim
27 Mkm@hnlprmﬂﬂhﬁdewf(emcqﬂéswaMcwr 4jesdipreslplddalinn7 ot)-aRor vast at i n.
19 P : 1TSA- GAD/ cl ai s for ep, br, ca, cn, co, cz, hu,

id, ?ﬁﬁéiwé?@%‘%ﬁlxﬁ@%%ﬁg%l sg, sk & zal06.02.2003 29. The use according
to claim28 wherein the HMG CoA reductase inhibitor is pravastatin. 30. The
use gscorghp Qutta{%c&ld%é“roz&al%Q&%Hbr&%ech'é"}ﬁaﬁ%célgguﬂﬁ&&ebfﬁylé’5519 bf NS

atorvastatin . use according to any one of clainms 24 to 30 wherein
t he phesthesrprixyaieylthesiimativdingdalin-7gfl)-2,2-dimethylpropanamide is N-(1-

N- (150618l carb &SHROXYINE b Miine thyBindb RN - 2 Rd@inh dinyip¥dpardndde sulfate and

di rreth | propanam de is

N—(lﬂﬁ-‘c}c{&ﬁ -Sodgedeprpiniybitor, is parvastatin. i ndol i n- 7-yl ) - 2, 2

di met hyl propanani de sul fate. 32. The use according to clai m 24 wherein the
phar macol ogl cally acceptabl e salt of

N- (128t yi'hs klgdsesdimethrim 16-ehareinHpr infdsmprlesigrlfy acosptrie sty PhNopanani d

e | S(1-octyl-5-carboxymethyl-4 6 d1methyhndohn 7-y1)-2,2-dimethylpropanamide is N-(1-

N (loct 5- car box y 6- di yl 0 h opanani de
MBI P ?(nYlLEdzoﬂlfﬁl?hb%am fr Sk P e
aCCOEE HYIG-Coll raduttade idiabiedris tab@vastatinncol ogi cal |y acceptabl e salt of
N-(1-octyl-5-carboxynet hyl -4, 6-di net hylindolin-7-yl)-2, 2-di nethyl propanam d
eis

N- ( 1@ét y| The aae bdNy(reddmit 5-datbody methyl-kiGrdhéthyTaddlin-25yBD-2Rret hyl pr opanam de
sul f a1 rSet%”ﬂ'or DS H'VE' G4 rhea%%tca%gm %é’ée})‘é’amé éil?&&!ri@%% man%actfﬁﬁlee use of
a conp03| PEETdef i héd 1A manutact ure of
a medf @armgimanhmt fqrsesa,mt:hmbpraemem/utlmandiMGr@m mechictade iahfetasiol @reosi s.  35.
The

N ( lﬂgeglte%o O(r:gre gﬁff%ﬁfﬁ erz?,s%?r(ﬂs}?et hyl i ndol i n-7-yl) -2, 2di net hyl pr opanam de
or a pharmacol ogically acceptable salt thereof in the rranuf acture of a

medi 6gMenirhE Qfse ‘é%@ordir{g[ t%%mh{‘?& mré%ttﬂe W@'@’A%u&%@@%ﬁx%ﬁo} fhi bitor, in

the prevention or t ment of xanthoma. 36. The use according to cl ai m35
wher eravastadinlasastptin, sHuvashatin.ithvapiatisy rivastgtiny atoreastating rogawsitimor

si nvaghaddehinf | Uvastatin, rivastatin, atorvastatin) rosuvastatin or
pitavastatin. 37. The use according to claim 36 wherein the HVG CoA
reductase inhibitor is pravastatin) |ovastatin, sinmvastatin, fluvastatin,

at or gast atrhgusk @ebdAfilol dlaitd 28 kiiRYAA (tAE HMG-CoA reductase inhibitor is
pravastatin, lovastatin, simvastatin, fluvastatin, atorvastatin, rosuvastatin or

pitavastatin.

27.  The use according to claim 26 wherein the HMG-CoA reductase inhibitor is

pravastatin, atorvastatin or pitavastatin.

28. The use according to claim 27 wherein the HMG-CoA reductase inhibitor is

pravastatin or atorvastatin.
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20 P84830/ Sankyo FP0128a21TSA-GADI cl ains for ep, br, ca, cn, co, cz, hu,

id, in, il, kr, nx, no, pl, sg, sk & zal06.02. 2003 38. The use according
to claim37 wherein the HMG CoA reductase inhibitor is pravastatin,
atorvastatin or pitavastatin. 39. The use according to claim38 wherein the

gfuct ase | h| bi t ravastat i r or,vast at i 40. The use
acco?gl ng t'6 “Ef &FR" @We?%‘fth% ﬁvél %@%W‘g&?@[%& ‘ﬁﬁﬁl"‘t‘ﬁ“?ﬁ?r s
pr avasdvaktatin.41. The use according to claim40 wherein the HVG CoA
reductase inhibitor is atorvastatin. 42. The use according to any one of
clainms 35 to 41 wherein the pharmacol ogically acceptable salt of
N- ( 136ct yThEusarcboxyivet teydlaiz 88 diheetihyhe A GoATregdhptade 2nhibitor is
di ”Etam&’{ Qg agnanmide is
N-(1-octy car boxymet hyl - 4, 6-di met hyl i ndol i n-7-yl) -2, 2di met hyl pr opanani de
sul fate. 43. The use according to claim35 wherein the pharnacol ogical ly

accepyabl ¢ngalsk Rording to any one of claims 24 to 30 wherem the pharmacologically
N-(1-octyl -5-carbox e/ hyl -4, 6-di met hyl i ndol i n-7-yl) - dlrret yl pr opanam d
eis aRFE(pIable salt of N-(1-octyl- 5 carboxymethyl -4,6-dimethylindolin- 7—y1)

oct yliimedd ﬁega&@ﬁmlls . @=sbicyres- Bé(zltioﬁﬂz%tﬂﬂd -&; a&h}mem?nﬂammwnpz gpanami de
n

sul fate an e HMG CoA reductase i bitor is pravastatin. 44. The use
accofgreigyiRsoranamids sulfate ei n t he phar macol ogi cal |y acceptable salt of
N-(1-octyl -5-carboxynet hyl -4, 6-di net hyl i ndolin-7-yl)-2, 2-di net hyl propanani d

e 1S . . . .
N- (188t y1 The M3 Rssrtinentn claims 24 iwhsr e thn a5rmaseRaisally accaptablesAlifopanani de
sul f at-@ -adigll- Sheruﬂ%.@ammeauﬁha&@lihamrbmﬂ)rz J2sdiadediiyl pedpahbmidédfs. N-The use of

R AR L A R e e R

P848$BéHMIk—)®Aﬁleaﬂ12&aaiﬂIﬁM@@/mhmsmlﬂ.or ep, br, ca, cn, co, cz, hu, id,
in, il, kr, nmx, no, pl, sg, sk & zal06.02.2003 .A3. A3. A A3.A3XId.R]'" O

n
: " \&Bnhc%m]ecaa]:wai]mqocfampea‘]mat}ma;]ac@]naa}'xaa]lcaq:zdbr] m]apa]ohaa}adaqﬁca] ca] ca]

ca c a),

}) 7= %an&g %%‘gg} g@} Q@%‘Eﬁ%@&?j ar] 5%’ca’i caI ca ylgfocPa]nagfcai ca] ca] cal ca]

cal c@Ft}&]&@ﬁrba)}maf}tbal]-&@}@a}e@}ab}luaijf)baﬂcalﬂ@rﬁ dirpethylpropateggide sulfate and

Y&

ool B R ] ot at) P L0%&: () - FI 109 () SFLOVE (
-F1109%&' () - 83" 109%&' ()-33"10%& ()-9%10%& ()-d. RdE) Ff 109%&' ()Y, "10%& () - @1 (

' 10%&4( ) - “TR®use of a composition as defined in any one of claims 1 to 13 in the

manufacture of a medicament for use in the prevention or treatment of atherosclerosis.

35. The use of N-(1-octyl-5-carboxymethyl-4,6-dimethylindolin-7-yl}-2,2-
dimethylpropanamide or a pharmacologically acceptable salt thereof in the manufacture
of a medicament for use, in combination with an HMG-CoA reductase inhibitor, in the

prevention or treatment of xanthoma.

36. The use according to claim 35 wherein the HMG-CoA reductase inhibitor is
pravastatin, lovastatin, simvastatin, fluvastatin, rivastatin, atorvastatin, rosuvastatin or

pitavastatin.

37. The use according to claim 36 wherein the HMG-CoA reductase inhibitor is
pravastatin, lovastatin, simvastatin, fluvastatin, atorvastatin, rosuvastatin or

pitavastatin.
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109&" () - Y$! 109%& () - F! 109%& ()-SF 1109 ()-S]'' O

dZPFFf 109%&' () 101010@L! 10%& () - &

=109& () - YSSHL109& () - YA109%& ()-Y/s! 10%& ()-S n
dEZPFFf 1098 () Y@ 10%&' () - F@LO%&' () - Y310%& ()-3 f

R (oo 0
8(;23 g 3 g%%@?%cé% Ff 10 m%r% 3€wherem t m& OC/G% x(e)dlliga#s% ?n/ bx(t ris
" 10W¢&rzﬂ\)asﬁlﬁp/&tdr)fa£t'a5ﬂEzmﬁi'dﬁg(&n() FI Z109%&' ()-11.
109 () - F+109%& () - F*F109%& () - Y(
109 () - FY409%& () - dgdZPFFf 109%&' () 101010f >M 10%& () - Y8109%& ()-I 7
109%&'30) - F3%h& Q& a@ceddﬂlg’l.{d)%?m@ 3 WNAEA PRETHMGE A redi¢taie (phibit#d BI&' () -

@10%: S f 10%& " 10%<8&! 10%& ()--0
}dEzBfi‘?—"ra(fE?o}%? ‘Cr)%?(vffg%}é& ()-3' 9! 18/@&' () - 3#(1%)%&' ()- @BLO%E () - SHLOY%E ()-
#109%<& () - S}) 7dE:

110<}8<y S O 1 10%& () - @B
)10% @FK}E%‘% %i‘é)dﬁfg;%‘g%é? %9 %‘é‘f%é%%%l ‘)&)ER?%%P ‘:%5}5}&“? B 3" 109& () -

3" 10%gaY a tatmo<Vrm|E 110<FA (#10%&' (

T #100/&' ()-F& Z109%&' () - F& Z109%& () FOf #10%&' () - SFf #10%&' ()-m

M N O P! dZPF10<101010, >L! 109&’ é) Yf 8109& ()-Y2:!10%& ()- @

1#10%&" () ThegiseGogordjngrol clain 44 gipprn (ke Hi @@/’( nedpEgAse GofEbItPr By 9! 1098 () - S
310%& d ) aatis! 109&' () - 3& 109&' () - f ##3$$

YBMRAEZPF10<Y* 109%&' () - YYg#109& () - Y"109%& ()-YL! "109%&' ()-F z#10%& ()-SF ! 10%
& () - @E&&e' dEZPF10<Y*10%& () - YYg#10%& () - Y 10%& () - S>L! 109%& () - YY 1 1098 (

)-Y, Zbo‘y&mmswcmdm &s}:éﬁm iﬂﬁaﬂ&mh&?&lﬁ the éxdh&&l " Headi ng
43] c" "Headi ng %—leadl c" " Hea c" " 8 " Yo Headi ng
93] c'aﬁcaﬂﬁé‘?laﬁﬁ'{t °|f> O@é@e*hylﬁ %d}mﬁth{v}lwlméﬂ) 2 '2#$0/&- ( ) *+6Ti mes

New B@ﬂ@ﬂ&lp@b&%ﬁid@ns Nepw- &tﬁopicaﬂ&wmymowim&h;lmdém%@ $.pr+, -

dimethylpropanamide sulfate.

43. The use according to claim 35 wherein the pharmacologically acceptable salt of
N-(1-octyl-5-carboxymethyl-4,6-dimethylindolin-7-yl}-2,2-dimethylpropanamide is N-(1-
octyl-5-carboxymethyl-4,6-dimethylindolin-7-yl)-2,2-dimethylpropanamide sulfate and
the HMG-CoA reductase inhibitor is pravastatin.

44.  The use according to claim 35 wherein the pharmacologically acceptable salt of
N-(1-octyl-5-carboxymethyl-4,6-dimethylindolin-7-yl}-2,2-dimethylpropanamide is N-(1-
octyl-5-carboxymethyl-4,6-dimethylindolin-7-yl)-2,2-dimethylpropanamide sulfate and

the HMG-CoA reductase inhibitor is atorvastatin.

45. The use of a composition as defined in any one of claims 1 to 13 in the

manufacture of a medicament for use in the prevention or treatment of xanthoma.
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