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(57) ABSTRACT 

A pharmaceutical composition comprising at least one of 
components (a) and at least one of components (b) shown in 
below: 

(a) a compound represented by the general formula (I) 

(I 

NH 

RI 

(wherein RI represents a hydrogen atom or a hydroxyl 
group) or an acid addition salt or hydrate thereof, and 

(b) an amcliorazit of cerebral circulation, a vasodilator, 
a cerebral protecting drug, an brain metabolic stimu-
lants, an anticoagulant, an antiplaelet drug, a throru-
bolytic drug, an amelirant of psychiatric symptom, a 
antihypertensive drug, an antianginal drug, a 
diuretic, a cardiotonic, an antiarrhythmic drug, an 
antihyperlipidemic drug, an immunosuppres.sant, or 
a pharmaceutically acceptable salt (except the com-
ponents shown in (a)). It is useful as a preventive or 
remedy for cerebrovascular disorders and cardiac 
diseases. 
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L(X)14J Moreover, the drug of components (h), which is 
used together with the component (a) represented by the 
general formula (1) according to the present invention, 
includes pharmaceutically acceptable salts thereof. 

[0015] (2) The pharmaceutical composition according to 
item (1), in hich the vajdilator shown in (is) is a calcium 
channel blocking drug and thc calcium channel blocking 
drug is nimodipiite. 

[0016] (3) The pharmaceutical composition according to 
item (1), in which the thrumhulyiic drug shown in (h) is a 
issue plasminogen activator and the tissue plasminogen 

activator is alteplase. 

[0017] (4) the pharmaceutical composition according to 
item (1). in which the antiplatelet drug shown in (b) is 
clopidogrel or aspirin. 

[0018] () The pharmaceutical composition according to 
tCrn (1). in which ific antiariginal drug shown in (h) is a 

calcium channel blocking drug and the calcium channel 
bloc Li ng drug i,s am lod ip I tie or n i feW pine. 

[0019] (6) ihe pharmaceutical composition according to 
tent (I), in which the antianginal drug shown in (b) is a 

nitrate drug and the nitrate drug is isosorbide. 

[0020] (7) The pharmaceutical composition according to 
item (I). in which the antianthnal drug shown in (b) is a 

-adrcna1ine receptor antagonist and the 11 -adrenaline recep-
tor antagonist is atenolol. 

[0021] (8) ftc pharmaceutical composition according to 
Item (1). ’s hich is provided for prevention or treatment 01 Ia 

cerchrovascular iti&irder. 

[0022] (9) The pharmaceutical composition according to 
item (5), in which the cerebrovascular accident is selected 
trot the group consisting ot; cerebral infarction, cerebral 
thrombosis, cerebral embolism, cerebral hemorrhage, cere-
bral vaaspasn1, stibarachnoid hemorrhage, transient 
kchcmic attack, cerebral arteriosclerosis, head trauma, and 
cerebral edema; and psychiatric symptom, neurologic symp-
titrti . disurdet In activities of daily livingd isahility, amnesia, 
and denirintia, which are based on those diseases. 

[0023] (1(t) The pharmaceutical composition according to 
tern (5), iii which the cerebrovaseular disorder is selected 
rOtu the group consisting of, cerebral infarction and cere-

bral vasospasm, and neurologic symptom and disorder in 
activities .1 daily living disability, which are based on those 
d ISCaSCS 

100241 (11) The pharmaceutical composition according to 
cern (8), in inch the ixrehrova’,cular di=sorder is selected 
from the group consisting of: cerebral vasospasrn developed 
a tter sub a rachtin tt hemorrhage, and neurologic symptom 
and itis’rjer in activities of daily living disahilit, which are 
associated with ihosc ili-ease’. 

L(K)25j 12 The pharmaceutical composition according to 
Item 2). which is provided for prevention or treatment of a 
cerebrovascular disorder. 

[0026] (13) Ihe pltarrnaccuical composition according to 
item (12), in which the cerebrovtiseular disorder is selected 
from the group consisting of: ccrehral infarction, cerebral 
thrombosis, celebral embolism, transient ischemic attack, 
cerebral arteriosclerosis, head trauma, and cerebral edema; 
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and psychiatric symptom, neurologic symptom, disorder in 
activities of daily living disability, amnesia, and dementia, 
which are based on those diseases. 

[0027] (14) The pharmaceutical composition according to 
item (12), in which the cerehrovascular disorder is selected 
from the group consisting of: cerebral infarction and cere-
bral vaseaspasni; and a neurologic symptom and disorder in 
activities of daily living disability, which are based on those 
diseases. 

[0028] (15) The pharmaceutical composition according to 
item (12), in which the cerebrovascular disorder is selected 
from the group consisting of: cerebral vasospasm developed 
after sitharachnoid hemorrhage; and neurologic symptom 
and disorder in activities of daily living disability, which are 
associated with those diseases. 

[0029] (16) The pharmaceutical composition according to 
item (3), which is provided for prevention or treatment of a 
cerebrovascular disorder. 

[0030] (17) The pharmaceutical composition according to 
item (16) in which the cerchrnvascutar disorder is selected 
from the group consisting of: cerebral infarction, cerebral 
thrombosis, celebral embolism, and transient ischemic 
attack,, and neurologic symptom and disorder in activities of 
daily living disability, which are based on those diseases. 

[0031] (18) The pharmaceutical composition according to 
item (4), which is provided for prevention or treatment of a 
ccrcbrovascular disorder. 

[0032] (19) The pharmaceutical composition according to 
item (18), in which the cerebruvasvular disorder is selected 
from the group consisting of: cerebral infarction, cerebral 
thrombosis, celebral embolism, cerebral hemorrhage, cere-
bral s’asospasm, suharachnoid hemorrhage, transient 
ischemic attack, cerebral arteriosclerosis, head trauma, and 
cerebral edema; and psychiatric symptom, neurologic syrup -
tom, disorder in activities of daily living disability, amnesia, 
and dementia, which are based on those diseases. 

[0033] (20) The pharmaceutical composition according to 
item (I), which is provided for prevention or treatment of a 
cardiac disease. 

[0034] (21) the pharmaceutical composition according to 
item (20), in which the cardiac disease is selected from the 
group consisting of myocardial ischenaia, angina pectoris, 
myocardial infarction, complication of myocardial infarc-
tion, reperfusion injury in treatment of myocardial infarc-
tion, and cardiac failure. 

[0035] (22) The pharmaceutical composition according to 
item (20), in which the cardiac disease is angina pectoris. 

[0036] (23) The pharmaceutical composition according to 
item (5), which is provided for prevention or treatment of a 
cardiac disease. 

[0037] (24) The pharmaceutical composition according to 
item (23), in which the cardiac disease is selected from the 
group consisting of myocardial ischemia, angina pectoris, 
mvocardial infarction, complication of myocardial infarc-
tion, reperfusion injury in treatment of myocardial infarc-
tion, and cardiac failure. 

[0038] (25) The pharmaceutical composition according to 
item (23), in which the cardiac disease is angina pectoris. 
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t,lol,Ce I 1pm In I. hopi ndn tot, bevantoi ul , abet sin I, a tpre nolol, 
a n n,u is In! a rot mob I bell on ui, bu cU mum!, hutetubol, 
bu hi rain I, bu pra nimbi, hut lid me, hutofilolol, cara zolol, 
cetarnulul, clorannbul, dikvaboi, epanuol, levohunolol, 
niepitidolol, metipra nolol, mnoproiol, naioxuIo1, nevihuioi, 
oxprenolni, practol, prunetalol, sotalol, suflnalol, talindolol, 
tertalni, tilipruiri], xvb(:noiui, and esmolul), a -receptor 
I’Incking drugs (such as arnusulahi, pra/usin, teratusin, 
d:xazosin, bunazosin, urapidLi, phentolantine, arotinobol, 
dapiprazIe, fenspiride, indoramin, labetalol, naftopidil, 
nicirgolioc, tiimsulostn, tolazoline. trmaWsin. and )-ohim-
line). sympathetic nerve inhibitors (such as clonidine, guan-
ttcine, jzuanabrnz, niethvldopa. and meserpine), hvdra!azine, 
tocIralaLlne, budralazinc. and cadralazinc. Lxamplcs of the 
antianginal drug include nitrate drugs (such as am"l nitrite. 
nitroglycerin, and isosorhide), 3 -adrenaline receptor block-
ing drugs (such iS propranolol, pintolol, uadenobol, car-
te i I, hu nitrolul, at enoioi, acehu tubol, me toprulol, ti mulct, 
nipradilol, penbutolol, nadoioi, tilisoioi, carvediioi, biso-
pmolol, betaxoiol, ceiiproiol, bopindolol, hevantolot, babe -
Iii] 1, a ipre noini, a mosu lain 1, arot numb, he lu notol, hucu - 
mcmi, hufetmloi, buferalol, huprandoloi, butylidinc, 
btttrfltoiot. carazobol, cctamoloi, cboranolol, ditevalot, 
epanolot. Ievuhunoiol, mepindotol, metipranoiol, moprobot, 
nadoxolol, nevibotol, oxprenolol, practo!, pronetalol, 
sotalol, sutloalol, talindolol, tcrtaloi. toliprolol, andxv-
henolol). calciumchannel bloclong drugs (such as aranid-
iptoe. efonidtpine, nicardipine, barnidipine, benidipine, 
inanitipine, ctlniimtpme, ntsoktipine, nitrendipine, nife-
dip tie, n bva]ipine fetudipine arnidipine dultiazem , bepri-

ii cientiazem, phendiline, gatopantil, mibefradul, preny-
11Th tie, sernotiadil, terodiline, verapamit, cilnidipine, 
elg.iiipine, isradipine, lacidipirte, lercaniclipine, nimudipine, 
cinuiarizine, Ilunarizine, lidoflazine, loinerizine, beiicyclane, 
Claturtinc, and perhexiitne) trirnotazidinc, dipvridamote, 
etatenone, Julazep. traptdii, nicorandil, enoxaparin, and aspi-
rin. Lxamples or the diuretic include rhiazide diuretics (such 
Lis hvdmoehlorothiazidc, mcthvciothiazidc, tchiormethiaz-
ide, hcnlhvdrochtorothiazidc. and penflutizide), loop 
diuretics (such as furosemide, ctacrvnic acid, bumetanidc, 
piretanide, azosemide. and torasemide). K sparing diuretics 
(spirunulactune, triaiti tere lie, andputassiutncartrtinoate), 

sinctic diuretics (such as isosi’rhicte, D-mannitot, and glyc-
erin), nonthiazide diuretics (such as meticrane, tripamide, 
chlrihalidone, and titefruside), and acetaiuiamide. 
Examples ot the cardiotunic include digitalis formulations 
such as digiroxin, digoxin, mcthytdigcxirt, dcsiaricside, 

vesitarttiofle, 1atiatusid C, anct proseullanctin), xanthine for-
mulations (such as aminophvlhne, choline theophyliine, 
diprophvllinc, and proxvphvl!inc), catccholamine formula-
tions (such as doparninc, dobutamtne, and docarpaminc), 
Pl)L lii inhibitors (such as amrinonc, oiprinone, and mil-
rinone), denopamine, uhidecarenone, pimobendan, bevosi-
rrtendan, arninoeihrlsulfonic acid, vesnari000e, carperitide, 
and culiorsin darpats’. Examples of the anttarrhvtbmic drug 
include ajritalu)c, purmeno!, pmocainamide, cihenzo!ine, elk-
prarnide. qtiinidine, aprindinc, nicxiktine, liduçajri, phe-

n loin, pisicainude, prpaknonc, ficcainide, atenolul, ace -
bun cl. ’-nt al nI. propra nob I, me top rob!, pindolo!, 
aticdaritc. nifckalant, diItiaern, beprictri, and verapamil. 
Lxarnplu’- of thu atititivperhpidemic drug include atorsasta-
till, sinivastali to pravastatin sodium, 13 uvastat in sodium, 
clinofibrate. c!oflhratc. simflbratc, tcnotihratc, hezatibratc, 
colestimtde, and colestvraniine. Lxamples of the immuno-
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suppressant include azathietprine, mizorihine, cyclospori or - 
tacroiirous, guspetimus. and methotrexate. 

100531 In addition, examples of the drugs of the present 
invention shown in (b) to be used together with the com-
pound shown in (a) or pharmaceutically acceptable salts 
thereof include carperitide, eplerenone, vatanidipine, letnil-
dipitie, cievidipine, zofenopril, olmesartan, KRll-594, oma-
patrilat, fasidotrjl, ecadotril, sampatrilat, MDL-100240, 
Z-13752A, xamctterul, molsidomine, ivabradirte, cariporide, 
etomoxir, HMR-1098, eniporidc, Hilt-SOil, Sl.-65.17tt14, tn-
flusa!, tinzaparin, pamicogrci, tirofihan, cptitThatide, abcix-
imab, YM-33, BGC-728, Ci-1031, NAPc2, SB-249417, 
ncsiritide, urodilatin. BG-9928, DTI -0017, monosiabogan-
glioside GM -I, tirilazad, nicaraven. EGb-761, cbscicn, 
NXY-059, EPC-Kl, sitaxsentan, tezosentan, arnfrisentan, 
zonampanel, enrasentan, darusentan, J-104132, HMS -
207940, BSF-302146, IBC-3711, ABT-546, Ro-61-1790, 
atiskiren, vepalimomah, VPA-985, SR-121463, tuhorinotie, 
MCC-135, MCI-154, treprostinni, repinoban, SUN-N4057, 
dexanabinol, UK-315716, irampanel, DY-9760e, pexeli-
zumab, UK-279276, and NS-7. 

[0054] The pharmaceutical composition of the present 
invention includes not only a mixture in which at least one 
of the above-mentioned components (a) and at least one of 
the above-mentioned components (b) have been mixed 
previously, but also a nonmixed combination such as a form 
of a kit or a pharmaceutical package. 

[(KISS] On preparing the pharmaceutical composition of 
the present invention as a formulation having a form suitable 
for administration, there may he mixed: the compound 
represented by the general formula (I) (wherein RI repre-
sents a hydrogen atom or a hydroxyl group) provided as an 
active ingredient or an acid addition salt or hydrate thereof; 
at least one treatment agent of the drugs shown in (Ii) or a 
pharmaceutically acceptable salt thereof; and a pharmaceu-
tically acceptable carrier which is known as a supplementary 
component. Examples of the carrier include�. gelatin, sac_ 
charides such as lactose and glucose; starches such as wheat, 
rice, and corn starch; fatty acids such as stearic acid; fatty 
acid salts such as calcium stearate and magnesium stearate; 
talc; vegetable oils; alcohols such as stearic alcohol and 
henzvl alcohol; gum; and potvalkvtene glycol. 

[0056] Moreover, general examples of a liquid carrier 
include: water; physiological saline; a solution containing 
dextrose or a similar sacchande; and glycols such as ethyl-
ene glycol, propylene glycol, polyethylene glycol, and 
polypropylene gtycol. When the pharmaceutical composi-
(ion of the present invention is prepared as a capsule, 
typically, gelatin is preferably used. 

[0057] The pharmaceutical composition of the present 
invention, which is composed of: the carrier provided as a 
supplementary component; the compound represented by 
the general formula (I) (wherein Ri represents a hydrogen 
atom or a hydroxyl group) provided as an active ingredient 
or an acid addition salt or hydrate thereof; and at least one 
treatment agent of the drugs shown in (h) or a pharmaceu-
tically acceptable salt thereof, includes an active ingredient 
in an amount of, typically 0.01 wt i or more and 80 wt 0 
or hiss, preferably 60 wt 67t or less, for example. 

[0058] In addition, the present invention relates to a 
method of treating a cerebrovascular disorder or a cardiac 
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(57) ABSTRACT 

The present invention relates to the field of pharmaceutical 
technology and describes a novel advantageous preparation 
for an active ingredicnt The novel preparation is suitable [or 
producing a large number of pharmaceutical dosage forms. 
In the new preparation an active ingredient is present 
essentially uniformly dispersed in an excipient matrix com-
posed of one or more excipients selected from the group of 
fatty alcohol, triglyceride, partial glyceride and fatty acid 
ester-
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quinazosin: RS-7078; proroxane; seriindole; SUB -
1534; SL-59.0591; tamsuloslo. tedisamil; tcrazosin; 
tibalositi; tiodazositi; tolazolinc; tflmazoSn; upid-
osin; urapidil; yohimbine; zolertine. 

[0053] AC)- inhibitors: 

[004] alacepnl; henazepnl; henazeprilat; 
BMS- .59921; BRL-36378; captopril, ceronapril; 
CGS-13928C; cilazapril; cilazaprilat; dehydrocapto-
pril; delapril; cualaprit; enalapulat; EU4867; EXP-
7711; tasidorril; fosinopril; fbsinoprilat; idrapril; 
imidaprd: imidaprilat; indolapril; Iihenzapffl; lisino-

pril. 

mixanpril, moexipril: moexiprilat, moveltipril; 
umapatrilat; urhutopril; pentopril perindopril; per-
uidoprilat, pivopril, quinapril; quinaprilat; ramipril; 
rcrttiapril; sampatrilat; SC H-54470, spirapril; spira-
prilal: temocapril; temocaprilat; tepronde; trandola-
pril. Iranitolaprilat; utibapril; utibaprilat; Z-13752A; 
zabicipril, zofenopril; zot’cnoprilat. 

[00551 Rerun antagonists 

[0056] CGP-38560; ciprokiren; CP-108671; 
enalkiren; E5-6864; FK-90i; remukiren; terlakiren; 
tankiren 

[0057] AntiaI1erjcs such its PIlL inhibitors: 

[0058] arcfvllinc; atizoram, AWD-12-28 1 (N-(3,5-
dichluro-1-pvriduiyl)-2-[1 -(4-tluorobcnzyfl-5-liy-
drnx),,-1 H-tndol-3-yI]-2-oxoacctamide); BAY-19-
8004 (ethanesu Ifonic acid 2-(2,4-
ilichlurophetiv Icarhunyl)-3-ureidobe nzofu ran-6-vI 
ester). benafentririe; CC-1088. CDC-S01 ()1-[3-(cv-
clupentvluxY)4-tncthuxyphcnylJ-1,3-dihydro-1,3-di-
oxo-21 l-isoindolc-2-propanamidc); (’DC-995; 
CI -1018; cilomilast (cis-[4-cyano-4-(3-cyclopenty-
oxv-4-rnethoxphenvl)cclohexane- 1 -carboxylic 

acid); cilostazol. cipamfvllme (S-amnao-1,3-bis(cy-
clopropylmethvl)xan1hine); D-43961 D-4418 [N-(2, 
5-dichloro-3-pvridiriyi)-8-methoxy-5-quinolinecar-
hoxamide]; darhutelone. derihufvlline; ER -21355; 
;I’amutast: ibuclilast; I(’-453. indolidan; laprafylline; 

az lixinunc; MLSOP1A.M [(�)-(R)-5-(4-methoxy-3-
propoxvphcnvl)-5-mcthyloxazolidin-2-onc]; 
ruitraquazonc: M-702; (Apnnonc; ORG-20241 
(4-(3,4-dirnethoxvphenvl)-N2-hvdroxythiazole-2-
arhoxamidune); piclamilast; pumatentririe 

9-etboxv-8-rnethoxv-2-rnethvl-1 ,2,3,4.4a,l0 
Oh-hexahvdiu-6-(4-diisupropvlaminucarbonylphe-
nl)hcnzo[e][ 1 ,6]-naphthvridine); quazinone; 
RU-i S 204 I; rotlumilast (3-(cyclopropylmethoxy)-

.3.5-dichmoropvri(ivl)-4-(difluorome(hoxv)-ben-
grnidr); r.Iipram; S(Il-351391; S11-636, tibtnclast 

,6-dicihoxvhcnzo[b][liiop lie tic -2-carboxylic acid); 
tolafCIIIII11C. t!cquinsiu, V-i 1294A (3-{[3-(cyclopcn-
ivxv)-4-meihct.xvphenyljmethyl]-N-ethvl-8-(2-me-
thvlethvl)-2.H-purin-t’-amine); Y\1-58997 (4-ç-hro-
111ophcnv - 1-c thvl-7-mcthvl- I ,S-naphth’nt.]in-
2( 111 oe; YM-976 (4-(3-ehlorophtnvl)-1,7-
Uiethvlpvrido[2,3-d]pvriniidin-2( 111)-one); 
zardaveriric. 

Mar. 25, 2004 

ole; ketoufen; [-648051; levcromakalim; lodoxam-
ide ethyl; lodoxamide tromethamine; montelukast; 
oxarbazole; piriprost; pirolate; pobUukast, pran-
lukast; rirolukast; sulukast; tiaramide; tJbenelast; 
tomelukast; verlukast; verotylline; zafirlukast; iileu-
ton. 

[0061] Other antiallergics (far example leukulriene 
antagonists): 

[0062] acitazanola.st; acrivastirie; alinastine; altoqua-
line; amlexanox; andolast; astemizole; ataquimast; 
azatadine; azelastine; hamipine; harrnastine; batehu-
last; BAY-X-100-5, BAY-X-7195; bepiastine; hepo 
tastine; BIIL-284; bilastitie; binizolast; buclizine; 
bunaprolast; cabastine; carebastine; cetirizine; 
Cl-OS’); ciproxifan; clernastine; CMI-977; cr0-
mogicic acid; cromolyn natriurn; dametralast; deslo-
rat adine; illmenhydrIna IC; diphenhydra 0] me; 
doqualasl; dorastinc; E-4704; efietirizine; emcdas-
tine; coofelast; enoxamast; ebastinc; cclazolast; epi-
nastine; fcxotenadine; liezelastine; HSR-609; KCA-
757; levocahasrine; levocetirizine; linetastine; 
loratadtrte; LY-2931 II.; mapinastine; rnequitamium 
iodide; mequitazin; minucrumil, mizolastine; 
MK-886; moxastinc; moxilubant; neducrumil; 
ncdocromil calcium; nedocromil sodium; mvimc - 
done; noherastine; norastemizole; octastine; ONO -

40-57, ontazolasu; oxatomide; pemirolast; pentiget-
ide; perastine; pIclopastine; picumast; pirquiruozol; 
poisunoakextract; probicromil; proxicrornil; quazu-
last; quifenadine; quinotolast; raxofelast; repirinast; 
REV-5901 -A; rocastine; rupatadine; SKF-S- 106203; 
sequifenadine; setastine; suL]exanox; tagorizifle; 
tal&stinc; tazanolast; tazifylline; temelastinc; terfena-
dine; terazolast; texacromil; thjazinamiurn chloride; 
tiacrilast; tipnnast naeglumine; uixanox; iranulast; 
WY-50295; ZD-3523; zepastirte. 

[0063] Amehicides: 

[0064] 1 B-hisamidine; herythromvcin; hialamicol; 
carbarsone; chiuroquine; chloroquine; clatnuxvquin; 
ciloquinol; dcbydrocmetine; difctarsonc; diloxanide; 
emetine; etofamide; iodoquinol; lachnurnon; lirol-
dine; paroniomvcin sulfate; pinafide; quinfaniide; 
salranida.zo IC; stevaladil; stirimazole; synletine; 
teclozan; tetracycline; tilbroqulnol; 

[0065] Antiandrogeos: 

[0066] ahiraterone; henorterone; cioteronel; cyprot-
crone; delanterorte; delmadinone; drospirenone; epi-
tiostanol; inocuterone; L-654066; minarnestane; 
norgestimate; osatcronc; oxcndolonc; progesterone; 
rostercionc; topteronc; ZanOtcrortC. 

[0067] Antianemics: 

[0068] ancestim; diciferron; epoetin alia; epoetin 
beta; epoetin epsilon; epoctin gamma; epoetin 
umea; ferrous sulfate, FK-352; folic acid; gleptuf-
erron; glulathione mottoisopropyl ester; leucovurin 
calcium; tucaresol; 1YB-5220; velaresol; 

[0069] Antianginal.s: [0059] Other antiallergics for asthma treatment: 

[0060] ahlukast; atreleuton; hunaprolast; cinalukast; 
cromitrik; cromolvn: FPL -55712; iratukast; isamox-

[0070] alinidine; amiodarone; amlodipine hesylate; 
amlodipine maleate; azaclorzine; hamidipine; ber-
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Como resultado del Examen de Fondo, realizado con fundamento en el artIculo 
45 de Is Decision 486 de la Comisión de la Comunidad Andina, se comunica: 

Documentos estudiados: 

DescripciOn: Folios 32 a 41 como se radicO inicialmente. 
Reivindicaciones: Folios 42 a 43 como se radicô inicialmente. 
Prioridad: FR 05.13006 (21.12,2005) 

Objeto de la Invención 

Titulo de la invención: "Nueva asociaciOn de un inhibidor de la corriente sinusual 
if y de un inhibidor de la enzima de conversiOn y las composiciones 
farrnacØuticas que la contienen" 

Problema TØcnico Plariteado: "Necesidad de un tratamiento alternativo para el 
tratamiento de la hipertensiOn arterial" 

SoluciOn: "Proporcionar tratamientos alternativos para la hipertensiOn arterial que 
contienen la asociaciôn de un inhibidor selectivo y de un agente inhibidor de la 
erizima de angiotensina" 

IPC:A61K 31/55 

Reivindicaciones relativas a un uso o a un Segundo uso (Art 14 y 21 D 486) 

La reivindicaciOn 10 Se refiere al uso de la asociación segün una de las 
reivindicaciories 1 a 6 para elaborar composiciones farmacØuticas destinadas al 
tratamiento de la hipertensión arterial, al respecto se anota que esta debe ser 
eliminada del capitulo reivindicatorio ya que hace referencia a un use. 

Exp.2006 12 7403 
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Determinación del Estado de la TØcnica 

El Estado de la TØcnica se determinÆ con base en la fecha de presentaciOn 
2005.12.21 y se encontraron los siguientes documentos que anticipan el objeto 
de esta solicitud: 

Fechade 
Item Documento Titulo Publicación 

Medicinal composition for prevention of or 
Dl US 2004/0242565 treatment for cere bro vascular disorder and Dec. 02, 2004 

cardiopathy  
Pharmaceutical preparation comprising an 

Mar. 25, 2004 D2 US 2004/0058896 active dispersed on a matrix 

AnÆlisis de Patentabilidad (Art 14 D486) 

Nivel Inventivo (Art18 D486) 

La reivindicaciôn iridependiente 1 dice: "Asociaciôn de un inhibidor selectivo y 
especifico de la corriente sinusal If y de un agente inhibidor de la enzima de 
conversion de la angiotensina.", y la reivindicaciOn independiente 7 dice: 
"Composiciones farmacØuticas que contienen como principio activo un inhibidor 
selectivo y especifico de la corriente sinusal If en asociación con un agente 
inhibidor de la enzima de conversion de la angiotensina segün una de las 
reivindicaciones 1 a 6, solos o en combinaciOn con uno o varios excipientes 
farmacØuticamente aceptables." 

Dl presenta una composiciOn farmacØutica capaz de tratar 
trastornos cerebrovasculares y enfermedad cardlaca (pÆrrafo 1), NEI 

la cual incluye (a) un compuesto representado por la formula I - 
(derecha) y al menos uno de los componentes (b), dentro de este 

N 

grupo (b) estân fÆrmacos antihipertensivos y diurØticos entre 
otros, y lo ejemplos de los fÆrmacos antihipertensivos incluyen Ri 

inhibidores de la enzima convertidora de la angiotensina coma el perindopril y 
. antagoriistas de la angiotensina II como losartÆn (pârrafo 52). AdemÆs de los 

ejemplos mencionados se incluyen agentes antianginosos como la ivabradina 
(pÆrrafo 53). La composición farmacOutica de la presente invenciOn estÆ 
compuesta par: el compuesto representado por la formula I y al menos un agente 
activo del grupo (b) a una sal farmacØuticamente aceptable del mismo (pârrafo 
57). 

La solicitud se diferencia de Dl en que la asociación y composiciOn farmacØutica 
reveladas par la presente solicitud carecen de los compuestos derivados de la 
formula I revelados par la anterioridad. 

El Efecto TØcnico que logra la diferencia es proporcionar tratamientos 
alternativos para la hipertensiOn arterial que contienen la asociaciOn de un 
inhibidor selectivo y de un agente inhibidor de la enzima de angiotensina 

El Problema TOcnico Objetivo de esta solicitud es Ia necesidad de un tratamiento 
alternativo para el tratamiento de (a hipertensión arterial. 

Exp.2006 12 7403 
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D2 se refiere a una preparación en  la que un ingrediente activo es 
uniformemente disperse en una matriz de excipientes seleccionados (pÆrrafo 1), 
los ingredientes activos pueden ser inhibidores de la ECA: coma par ejemplo: 
perindopril y fÆrmacos antianginosos como 
ivabradina (pÆrrafo 60). 

El experto en la materia habrIa sido motivado par D2 a asociar de perindopil e 
ivabridina y a su vez a incluir en la composición farmacØutica de Dl dicha 
asociación de IECAs como perindopil y antianginosos como ivabridina. 

Se concluye que las reivindicaciones I y 7 y sus dependientes carecen de nivel 
inventivo. 

Conclusion 

Los requisites de Patentabilidad de la presente Solicitud se encuentran afectados 
asI: 

No Documento Reivindicaciones 
afectadas 

Requisito que 
afecta 

Dl US 2004/0242565 - 1-9 Nivel inventivo 

D2 US 2004/0058896 1-9 Nivel inventivo 

En cumplimiento del artIculo 45 de la Decision 486 de la ComisiOn de la 
Comunidad Andina, se le indica que debe dar respuesta dentro del tØrmino de 
60 dias contados a partir de la fecha de notificación de la presente 
comunicación. En caso de no dar respuesta al presente requerimiento, o si a 
pesar de la respuesta subsistieran los impedimentos para la concesiOn, se 
denegarÆ la patente. 

Notifiquese el presente oficio conforme a to dispuesto en el numeral 5.2, literal 
e), del capitulo quinto del tItulo primero de la Circular Unica NI 10 de 2001. 

JESU fERNELGARCIA GARCIA 
Director de Nuevas Creaciones (E) 

El anterior requerimiento fue notificado por fijaciOn en lista, de fecha 

CONCERTO TECNICO EXAMINADOR TECNICO 
NUMERO: 4169 C6digo:202092 
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