4C17NY

20244 3 HHET (5 1 1) EAEERSSEES
873399
Puim/ ) viREl N
Bk ST w5 N \ ) -
A 3 BAZERS J OX9Y—]LEE
YOARY Y —Ib50merr=77
ORIV —=Ib100merr=77l
Cilostazol Tablets 50mg * 100mg “Chemiphar”
50mg 100mg
HEERES | 22400AMX00853000 | 22400AMX00854000
BRFhate 20004 7 A 20004 7 A
1. B 6. FERURAE

AFNDRSICKUIRBEMEN L. ROENFEIRT S
ENHBDDT, TIMEDIEIR (HEE) (I DRE2
FRRITS T & RiEERRIFMRZIRETT 25ER
[CBVT, REAICHTZWPRP (pressure rate product)
ZHERICLRSEBEANRD SNz, Feo THIES
BICRMVEZRIRULESNH SNz, [8.3. 9.1.3,
11.1.1. 17.1.2 8]

2. 22 (ROBBICIFBSULEBWVNT &)

2.1 L TwaEE (AR, EMMERSE. EEN
U, LRI, PREGHIM, FEIM. A TR H mE)
(R %ZBET 2B ENHH 5]

2.2 S5-oMMELAEDEE DERTELLSE2BENWH
%.] [8.4 %]

2.3 RANDORRFITH LIBBUEDBERED H 5 BE

2.4 HIRSIIHIR L T W B ATREE D & 4tk [9.5 ]

3. #HR% - IR
3.1 #8mk
B 4 TURY Y —LEE TURY Y —)LEE
o 50mg 737 7] 100mg 737 7]
BRESy | (HR) Yuxyy—) | (HR) YuxyJ—)
(188) 50.0mg 100.0mg
AFT7) VBT AT L BBREL FOoFy S
WAl (ol tila—R, K. e Roxs Sar
¥ La— 2
3.2 REIDMR
Bz TURY Y —VEE YURYJ—)LEE
i 50mg 737 7] 100mg 737 7]
ERIN HEDHEHE
NP
%
CASIZIE <:> <:>
{RITE — —
[EXES 7.0mm 8.0mm
B 2.5mm 3.0mm
HE 115.0mg 175.0mg
HApla—F NPI 339A NPI 339B

4. SHRESIFZNR

O EHIREASEICE D B, BRNUSREDREME
SEAERDTIE

O BitgE (DEMREISEZR<) REROBFEIH
MEER IZIRICBIET BiFR

EAE RN EICB T 2 ARE O N EEREOIIHIZI R ITE
HENTWVAL,

5.

WE. EAICE. Yaxy Y =)L ELTLEI00mg% 1 H2
EROREST 2. 2B, Fi - ERICK DBEEERT 2.

8. EERERNER

8.1 RAIDMIEERE I T 2% S5 IIMIFEDERDIZE L
THHHBT 5 &

8.2 MHEEREADHEEIZH - > Tld, DI/ My EE 2]
T HHEAEEOREERICERT LI, BIME
Wi HEEAOERSIIEE TV, HEFRITSL
MENIY ba—)L&2{TH 2 &, [10.2 HHE]

83 BHIRMEAE 2 5 HT 2BET. FHZHRSHIBEDIRK
HESEMD D 5 bN-BEIIE. SROEZFHRT 5 AlRE
W HBHDOT. TOXIREEITITFEIIHFIET 5 7%
CowyruELT> &, [1.. 9.1.3, 11.1.1.
17.1.2 18]

8.4 AHIPDEIHERHZE T 2HEFTH 5, BBV
CPDE3MEEERAZEFTAEH (LY ) 2D R2F
U YY) LTI Do MDA E (NYHASHEIT
~V) BEEZWNRICLE TS A BERHEREICH
WT, EBERPTSEREOEP 72 EDREND 5,
Fiz. D MEDARLZELLEVWEZEICBWT, KAlZ2
U PDE3BEER 2 EBHKRE LZBEOFTRIZAS LT
0, [2.2 BR]

0. HENERZHIT HEBEICAHT IR

9.1 GIHE - IFESFDHZEE

9.1.1 RRHAEDPOEZE
HizZBRT2BZNDPH 5,

9.1.2 HIMERNE IS Z DFREADH B EE
HI L7k, ZNZ2BIRT2BZNDH 5,

9.1.3 EEIRIREZGHT B BE
ARIBEBIEINIC K D IRDIEZFFEFHET 2 A EEN H 56
[1.. 83, 11.1.1, 17.1.2 &H]

9.1.4 HERR&H DV IMHEREREZH I 55E

HIMEEEERPREIL LT,
9.1.5 FRmULCIMEN LR UL TVWSENENEE (BltsMm
E%)

BEMICE L EWILEDS R UNMBFSRIET 5 &
SN TWVWASHR-SP (% B FE S I E B R FIE
Swv k) ICBVT, YORAY Y —L0.3%EMEHRSE
IIxTERERIC B U CAEFERBOEE R s iz (F
BFa 0 Y u Ry Y —)UE40.2:, HIREE43.5H) .
9.2 BikEEE=EEE
EHESENT 2BENSH S, £z, YORY Y —)
ORBYIOMAPBEED EREAPFRESN TS, [11.1.7,
16.6.1 Zf&]
9.3 frigaElE=EEE
9.3.1 EERIHEZEDNHEE
JURY Y= VOMPEBEENERTI2EZNDTDH 5.
[16.6.2 18]



9.5 1w
IR SUIIER L T W A ATREE O H 2 I3 G L e v
&, BMER (v ) TRERREOHEMY LRITH
EROBEFERVCETROBEMY PRESNT VS,

(2.4 2]

9.6 3
BRLEOBRERCHIARBEORREZEB L, FILO
M3 Ib 2 BET T 2 2 & BIMER (v ) TH
HHAOBRITHREE N TS,

11.1.4 MRS
ANHH)

11.1.5 RAEEMEAN (SEERH)
FEEN, LMK, PRGNS, MOEXAREE. FEREE L A
ESEERADNHSPNEIENH D, ZDXH7k
BEIIEREEZFRIEL, BIBEERLE VRIORSSE
O R MEZITH &,

11.1.6 FTEEEEREZ (0.1%5ki%), BE (JEEAH)
AST. ALT. Al-P. LDHZ D FEREENHS5DN

FMERRA . HFRRIERE (VSN BE

9.7 N HIENH D,
NREEMRE U BARREBRIEER L TV, 11.1.7 S BEE EERH)
9.8 BEE (9.2 B
BRI 20 EFETHI L, —RICEERENSET LT 11.2 ZDHhOEIER
Wd, 5%LLE| 0.1~5%Ki 0.1 %A1t SEEAHR
BRE B, K. Z | BKE AR BURE |
10. HHE{EA e ?g@& o ggLﬂ
AAENZ, E& UTHRH#BERCYP3A4KRUT—ECYP2C19 Emn BB, BT, |3 |ME 5 MEE R
TR#EEN D, [16.4 BH] TO. DE M
10.2 HEEER BHRISERT ST L) B - FEME
EHEE BRIER - B W - ARET i - RS
HUgE B Al HUM U 7=, 2 7L AR L/ R R - D
LT ) % EHET 2BEN [ MHIEREAT S THES O
MRS % I B 3R | 7585 5 6 et Zh b A L _
TAYY Y, FU 0|\ GHEBICE NS &R B & i AR R - R, O % L [REL OO R - —8
VUEBIE., 70 R OBERETANT | 2HET BTN % HE R LU o R
7 VEiEES Bzt MEEE DD 5. x
ARV AR A REMES R+ Htes . B0 - 8 178
vaFt—¥., LT M, RACNIR,
75— THI. T,
TURY 5V VE A BRI R Bk
RO OB RAR
FTILTRRAY I, Y k{3 B, A i
v~ 7HRAN TLT 7T 65 Q1 RN
o 2% B S
8.2 18] i L Rz T Hi LR
EYRHBES (CYP3A4) [FAOEHA R C N6 0ERH 5 I AST - ALT -
ZHE T 2 A TEBENSBVIEITL—-T T Al-P - LDH®
~r7ugA4 RRAEME | 5. HATL2HEL—Y T2 —AD R
(T 2a< AT U%) [ ZEED S WVIHE RS D CYP3A4% = REEE 5. 5 BUN L 5.
HIVZu 77 —YREA | A2 6MRd 2 HET 22 &ick R L7 F=
(U FFELE) BEEET B |0, FROMmAE N
TY - LVERREHREA . EMFEARTEZE RigE
(A bTaFy—, J|E TL=T T \Hb%. Z 0t RHE. . B|FT. KR EEA. B
2 —L3E) V=YJa—RE B, MERR. F R, MK
VAFIU. VT T\ ORERAE Lk # R BE
LIRS WESICHEET B

gV =77V
Jai—2A

[16.7.2-16.7.5 ]

VIZ &,

GRS (CYP2CL9)
ZEE S 5 3EAH

FRATST =)V

[16.7.6 ]

AAEIO Ve A B8
TEBLTNDDH
5. HHHT 254
ZEED B WVIE
REN SBT3
REEFEEBET A
(‘:0

NS DOERN
CYP2C19#%HZE
THIEILED,
AN O MM FREE A
LRI BEND
Do

11.

EIER

ROBERADPHHDONBENFHBHDT, Bz +7IT
W, BEPREDSNIGEAIIIHRE2FIET 54 Stk

WMEH{TSH T &,

11.1 EXBEHER
11.1.1 S>MEDAFZE (0.1%K0) . DEFHERE. IRDE. D
ERE (WIS NLHEERH)
[1.. 83. 9.1.3 &H&]

11.1.2 il (BHMmFOERZALM (SHEAH). HEED
m (0.1~5%K%). ERIEKEM (0.1%KE) . A,
SHIMM (W LEEEAR))
ot H 1 S D BHEZ A I M O A HAER & LT BT, &

N

11138 - +=8EEES (0.1~5%K1H)
HIMZEM#ESE - +2HEEEPH DL ENFH 5.

WErt, BEfEE. ARErHobNEZEDH 5.

14. @R ELDER

14.1 EZEIFZMHEFOER
PTPAEDEANIIPTPY — b2 SBDH L TIRAT 5 &
H¥ET B L, PTPY— FOBEAICL D, BOLH AL
PEEREATA L, BICIIEILE B L CHERRAS
DEELAWELHRT A ENH S,

15. ZODER
15.1 BRIRERICED K B3R
15.1.1 INFZEEREIHEZ BT 2REBEICB W T, KHIE
ICHEIRIROFIER R OBLFI A Z L HonT: (KREIRE
11/5206. 75t REE1/52301)
15.1.2 ¥ u 2% —)L100mg & HMG-Co ARt IH E 2
UNZyF > (BRNEER) 80mgk fFAEKES L&
ZA, UNRYFUEMEESICHERTONZAYF O
AUCH64% L 72 & OB RENH 50,
15.2 JEERAREERICE D < B3R
A X W13 BEREORSEERBREY K O52:HME
S5 HMERERY IcBWVWT, EAETELE LNEDE
EXVCERBIRKFENPZEDON., BEEEETZFNEFN
30mg/kg/day. 12mg/kg/day T o720 T v b RUY
LVTIEDBOELIZERD SNz -7z, 1IARERIRAR
S bEsEREBE TR, A XICELELDAE, HOEDLS
R OFREIROBL A A S, L TIXBEDEDLE
DD KM ZE(L A ER8 6517z, O PDEEEH] I
BIGREANICBLWTHLEMICDEEEIEOONTED,
FRCA XEFEFALLTVEIETH L EWMESNT WD,



16. EEhEE
16.1 MPRE
16.1.1 EOigs
R ABEICT T 2% Y —)LOD$E100mg % 225 I B
EREOHG U7 RO MR EIRE ST X — & 2R,
2 u A% —)VOD#E100mg B SR OHENHE/ T X — 5

tmax Crmax t12 AUC60n
(hr) (ng/mL) (hr) (ng - hr/mL)
7z LEE
7%5;‘?)%% 3.65+1.53 |587.33+174.93|10.13+4.73|7,134+2,039
7%?31535% 3.50+1.04 |515.45+152.73|13.46£6.90| 8,344 +2,843
K7z LEKD D IIFIOHERETH %, (CPfE + R RE)

16.1.2 EYR RIS EER

(ORI Y—ILEES0mg =T 7 1)

YURY I —EESOmE [FI7 7] &S L& — L
50mg#%., ZJUAF—N—EIIKDZNENIE (POR
ZJ =& LT50mg) EEMABEICEEBERZORS
L CMEERREFBELEIE L., 55N E)Ehie <
A =% (AUC, Cmax) 12DV T0RFEX LI TH
EHEENT 24T o 724G R, log (0.80) ~log (1.25) &I
WTH 0. MEOEMFNRSEESHERS N0,

HENRT A% SENRTA=4

AUCa4gh Cmax tmax t1/2

(ng - hr/mL)| (ng/mL) (hr) (hr)

Ta Ry —)LEE 3,354.8 333.9 3.8 7.1
50mg [737 7] +1,118.7 +79.1 +1.3 +5.9
3,381.2 323.6 3.9 9.2
Ly —EESOmg | Yoy 1027 | £09 | +36

(n=11. PEFERE)

(ng/mL)
500
1l 400 - (n=11, FH{E+ FHEFZE)
s : —e— L TOAY Y —LEESOmg[ 7 I 7 7
;2 300 --O--- 7L & —)L§E50mg
% T
i H
i 200
b
& 100
0 L L L M. Srv w— o
0 4 8 12 16 20 24 28 32 36 40 44 48(hr)
P54 R

(¥ORIY—ILEE100mg =T 7))

ORI —EELOOmE [ I 7 7] &Ly — L
100mg#. 7 HAF—N—{EICIDZNZNIE (B R
=& LT100mg) MEERRA S ICHE A B EAE 4%
5L clsEhREARELHE L. Bon-EYHe
X5 A =% (AUC. Cmax) 12DV TO0REMEXMEICT
KREMRNT 21T - 7245, log (0.80) ~log (1.25) o
FENTH O mAIOEMENREE SR S 10,

HENRT A =4 SENTRA—%
AUC48h Cmax tmax t1/2
(ng - hr/mL) | (ng/mL) (hr) (hr)
TURY Y —)LEE 7,825.3 684.6 4.0 11.5
100mg [ 37 7] +2,240.9 +209.0 +1.1 +8.0
e 8,594.6 732.5 3.6 13.1
VI VERI0mE | D95 | 12043 | 14 | 68
(n=12, FHE - 1EHERFZE)
(ng/mL)
1,000
mm 800 f ¥ (n=12, Il +FERFE)
5 ' —e— I AYJ—LEEI00mE [ 37 7]
;’: 600 --O--- 7L % —)L§E100mg
1t 400
o
§ 200
0 . . S S w—
0 4 8 12 16 20 24 28 32 36 40 44 48(hr)
154 R
Eﬂﬂﬁ*(}%fgﬂﬁULCAUC\ Cmax%@/fax‘—yci\ *&%ﬁ%
DFR, (FROTREEIE - BREAFEOHBEMFICEI->TE
2 HAREEN D B,
16.3

b MIEEAGBARIZ, YO2XF V- L TIRIS%EE (in
vitro. PHENE. 0.1~6ug/mL). EHEHERHMOPC-
13015%U'OPC-1321313 2 N2 N97.4% K U'66% TH - 7251,

_3—

16.4 X5
BERABEIC O A Y —L100mgx EOHE U7k,
MEEFIEERBEM E LTy a2y V=L aBikE(ES T
7z:OPC-13015K U 7KEE b & N 7-:OPC-1321375 et & 7z 12
SURSY=NVIFFFI 7Y —LFOF b7 a—LP4500
TAVFALDS>E5EELTCYP3A4, IRWTCYP2D6,
CYP2CLI9Ic kW R#@fs N5 (in vitro). [10. 8]

16.5 HEittt
BERABEIC TRy —)L50mg 2 ROHKS L7,
BERT2BHEE TICREEDR30%P A & L TRAIC
PRtts 712,

#) RENOAGR S N/-FHEIZ1EI100mg% 1 H2[EITH %,

16.6 FEDERZRI HEFEE

16.6.1 BifpEEEEE
HEOERERERRE (VLT F=227 YT T A5~
25mL/min) ¥\ A% —)L1 H100mg# 8 H M#fEi%
%5 U7z, BERAICHRY T2 Y — )LD Cradld
29%. AUCIZ39%HA L7725, WEHER#Y D OPC-
132130 Cmaxld173% . AUCIZ209% N L 7z, B
(ZV7F=v2) 75> A50~89mL/min) K OHZEE
(ZV7F=2279 7T RX26~49mL/min) O#EERE IC
BWTERFRO SN2 HHEAT—%). [9.2 &
]

16.6.2 FFi¥REREEE
B (Child-Pugh#A) KUHEE (Child-Pughs$
B) OFHEERERBEICI TRy YV —)L100mg% BEE
EO®RES L7zR, MERREIIREREACEZIRDOON
Biprodie (YBAY Y —=)LDCraxld7% A L. AUCIE
8%IEMUL7z) 15 (SHEANT—%), [9.3.1 ZH]

16.7 EYHEEER

16.7.1 9L 7UY
YURAYJ—=L100mg& TILT 7 ) > 25megE RS
Liz&l A, YHRZYI—VIER-. S-T7L7 7 v OR
BRI S 57210 EAT—%),

16.7.2 TUZROXRAY Y
I RAu~vA500mg (1H3[E) %7HMATKREE.
YHURAFJ—)L100mgE T A< A ¥ 500mg (1H3
|) ZHRKESLIETA. YO RY Y —)L100mgEH
E%"‘L:J’—t&‘( VD X 9 \j’—}l/@CmaxLi47%\ AUCLi
7% L7211 (MHEANT—%). [10.2 8]

16.7.3 y+vaFy—Jb
YHURFY—=)L100mgs s ha3F YV —L400mg (FEM
Al ENARHT) 2RSS L-ECA, YRy Y —
L100mgBMHESICHANRT YO RS Y =L D Craxdd94%.
AUCIZ129%38nL 719 (BAEAT—%). [10.2 ZHd]

16.7.4 JILF 7B LIGEIE
YU AZY =)L 100mge VIILF T ¥ LIEREE180mg % fHf
G L5, Y uRy Y —)L100mgH# 51t
NTCYURAY T =V DCrmaxld34%. AUCIZ44% ML
7219 (MEANT—%). [10.2 ZH]

16.7.5 JL—FDJ)—YTa1—R
YHAZY—=L100mgE L =TT N =Y V21—
240mLAEPRHFEE L7z 2 A, YO AY =)L 100mgH
ém&g‘b\:ﬂ:/\\“(?/‘jxgj_Jl/@CmaxLi46%\ AUCLi
14%3EmL 719 SHEAT—%). [10.2 ]

16.7.6 ZATFS5Y =)L
F AT TV —)L40mg# | H1E7HRERI#E%, Y axy
V= 100mg& 4 X 75V —)L40mgz HFRES Lz &
A, YERYY—)L100mgEMESICRTIa RS
V=D Cmaxld18%. AUCIE26% 1 L 7229 (4R A
T—=%). [10.2 28]

17. ERRAE
17.1 BHMRURLEICET B8R
(BEBIREASEICE D <BEE. BENTSREOEMEE
AEIRDTEE)
17.1.1 ERERREER
BIEBIRPAZERE B 20501 2 MRICEM L /- “HERHE
B & THRRHE (100~200mg/H) ® icBW\T, Y
BORM M REIC & 2 EH. KR MA RSO
FERISH T 5 e eEE . tiEL E66.1% (119/180
Bil) . cELL E85.0% (153/180f1) Tdp - 7=21-2,
F) AAIOARSN-FAEIE1E100mgz 1 H2EITH %,



HEE (DRMEMREREZRRL<) REROBFEING)

17.1.2 ESE MABHER
fNiEZE R E],0000] 2 N RICEMR LTIt RABE_EF
MEEGBICBWT, Y0 2%V —)L100mg#% 1 H2[E,
BEIE (BRE4AE) BE5 Lz, MEEOEMBERRITIS
FEAR5.75% (BB (AXE) 1 973.7. MEZEF
FFEL 2 56) IR L. Y u R —L3.43% (REEI
B (A X4E) : 873.8. MEZEEFEMIL : 30) THO. ¥
O 2% = )VIZIEEBRHFOY A7 240.3%ER S 272,
mB. ZIREHMEEE Th A HRBEHEICB A [HEEM
DPRVIET] TIE, YORY V= LERVTTSEREED
ERFTREEMEIX. TNTN0.92% KX T0.82%TH D\
FECROMEEEICEREZIFTEOON P o1z, £,
AFRER T B\ TR ISR DE & FAE U 72 RERNE
7o REE (0/51861]) oLy a 2y —LEE (6/516
) TEZLLBEDENTZ, [1.. 8.3, 9.1.3 ]
B FBUSEE 1X52061F 13761 (26.3%) TH-7z. E
ZEWERIZ. BEE530 (10.2%). #iE2761 (5.2%). 58
B O 1260 (2.3%). BR7H (1.3%). BACRIRSH
(1.0%) KEORER (GE) 561 (1.0%) TdH 7229,

17.2 SSRGS IAES

HEE (DRMEREREZRRL<) REROBFEINE)

17.2.1 EBNEHERRSEE AR R
MFERE (DFEMHEMEREZRL) 2,71661% HRICERH
L7 A VR E TR R R IC B W T,
U RY Y =) 100mgl H2[E 37 A1) »81mgl H1ME
PHRE Lz, TEMEERETHAMEET (INIFZE. R,
7 ERERNHIM) OFEMFEERIZ. 7AE) V3.71% (B#E
ZRHR (AN XHE) : 3,203.6. FEFIEC: 119) 1oL, &
TAYYV—=)2.76% (REZEHM (AXE) 1 2,965.9, ¥
FEFIEL 0 82) THV., TAEY VIINT AT uxAy Y —)L
DOIEBHEPHIHEE N (FACY VT B 0RY ) —
LDONF—RE 0 0.743 (95%EFEXM : 0.564~0.981).
JELHOHFAERFME TN — FH1.33). BIRAFHIEER O
FAEY T B AY Y = )LONT— R, iE
ZEDHEFKT0.880 (95%EHEXMA : 0.645~1.200). mE Mtk
mERE (MIFE. TIA) OFIET0.898 (95%(FHEK
R :0.675~1.194), &FETT1.072 (95%(SHEX :

0.497~2.313). Rz (AMAEZE. Mg, - BRI,

TIA. SDE. DAFFZE. DARXIIARZET 5 MO
FAETO0.799 (95%BEHXMH 1 0.643~0.994) TH -

7= 25,26) o

18. ERhEIE

18.1 {EAER

18.1.1 V¥ FM/Miota b= o RHENETZH, 75 ¥
VOM/MEANDE D AAICIZHELZEZ 3\, /2. b
0 2 AR FY A & B IM/IMRERE 2 INH 9527,

1812 /MM K I EFEAHAPDE3(cGMP-inhibited

phosphodiesterase)ifit 2 BIRWICHET 22 &1L D,

i/ MR & O EIRRIER 2 R 9 52629,

18.1.3 & /MR T O /MR EEEIMHER IS E e M IIENRK
HIRA30) Yid, TRy 275 P VER) OFFAE R CHEET 5,

18.1.4 4 X M/MRT O M/MRESEIIHER I 0 Ay 750D
VLEWIET T Y OFFEE R CHERT 532,

18.2 IR

18.2.1 & MIVIMRICBWT, ADP. 25—47>. 75F K VEB.
FRLFY Y, PO E X AMU/NMREEZME L
723334, F7z, FOIBAICEK > THFEFRS N M/IMRESE
ZHNEI U 723D (in vitro).

18.2.2 & MIVMRIZBWT, ADP. 7 KL+ VIZ &5 M/MR
O—REEZBMEIL, /-, BESEYEICLV—B
B U7 M/ IMROE R 2 fR R S 7233 (in vitro) .

18.23 b MI/MRICBWT. ba Y R&H VABEEZINF L
7230 (in vitro).

18.2.4 & b I/MR O MG ERRETEE 2 10H] L 723 (in vitro) .

18.25 ¥ — 7R3 /U T 435 AoFOHKS T, ADP, 2
T =7 N KA IM/IMREEE Z I L7z,

18.2.6 7 v hADOERFZEOIHS T, ADPIZ X 5 /MRS I
I B HINEIERILBES L7k h - 7230,

18.2.7 BHHIRMAEERERUMEEREZEAOROHKSE T,
ADP, 25—, 79F RV, 7RLVFY LS
/MRS & I L 7237:38)

18.2.8 & MBI 2 IM/MREEEINHIN RIS 52E S 2 ICHIRA
U REHBRSIZE>THZ0ORRIZEF Lisr o723,

18.29 YU R Y — LOEGHIEICE D H S h 7z fi/REE
BRIV OAY = LOMEBEFEEDORE & &b IC480F
IICIERERIEICE L. UNY Y FIRE (BETE)
LD NN 5739),

18.3 Hilie{ER

18.3.1 ¥ 7 ZICADP, a5 —7 V2 EIRAKET 22 &12KkD
FHSINDMERBICZIMH L 723,

1832 A XOKREERICT VY VEEF N T LZEKETH L
IC K VFER SN MEERRIERASOMEEZIH L7239

18.3.3 F X O KEEENRZ A TME CELR L ZBRIC. ZOEALIC
FEH SN D MIETERAZE 2] L 7290,

18.3.4 7Y% OHEHIR TOBLKHIRIC X DFER SN MBTERK %
I L 7239,

1835 VU FOWNEHMRICT SF RUVBEIEATAHIEICLD
HIIR S 2 M 2 %2 b S w7240,

18.3.6 —BHEMEMFAREREZ ISV THEERBOBDPRD 5
nrz42,

18.4 MEHLRIER

18.4.1 KCl. 0% 750V UFll KD IE S 724 X
KEEEIAR FRAIMED AR & OV BO IR & 5tfE < 1 724,

18.4.2 FiErA X OKIEREINR. HEEEIR. REBIRK OCNEE IR
MmiRE %NS 724,

18.4.3 JfREEA X R OB I O MBI E & NS ¥4,

18.4.4 fE/ErZ7 v SOMEED 5 WVIEHEK RO MRS % HEn
SR,

18.4.5 EWEIRFAEESRE ICB W T, B, BEES O
MAEEZEMEEZEN T VFRAEST T T4 —I2KD
R 5NN, BB OREEED LR, FHILTT
BOENASY—ETT7 4 —ICKDED SN,

18.4.6 EMEMINEREELEZICEWLWT, NOKEZENSE5
ZEDFE ) VPAFEICLDED 5N,

18.5 MEF;EEHMIZC T S1ER

18.5.1 b M DFBEME A ICHE W CIME RO BEE %
I L7259 (in vitro).

18.5.2 T v NEEBIIRPIE N L — > 1B1E1% O PUEARE 2404 L 7250

18.6 MEARMIRICX T S1EH

18.6.1 b hOREENEMAEL? 5 ONOFELE Z B L /252 (in
Vitro)o

18.6.2 t h OIFENELMAZDOIREE 2 HNH| L 7253759 (in vitro).

18.6.3 bt NOEENEMEEZREIRATA VdHHWIEURKRY
Py HIA RICTHET S EICX2ABEKEREZD
R 2 L7250 (in vitro).

19. BMRS ICBT DI LFHAR

—fRE4FR © a2y —)L (Cilostazol)

{b%:4  6-[4-(1-Cyclohexyl-1H-tetrazol-5-yl)butyloxy]-3,
4-dihydroquinolin-2(1H)-one
C20H27N502
369.46
Hea~MEAROBENIEEEOMRTH S, K
FE A ) =)L, T —)L (99.5) NiE7tE =
MUIMIZEEIFIT L, KITIEEA LB T 20,
fbmgE=

N_o
ST
N\N)\/\/\O

Al R 158~162T

22. @&

(YORTY—ILEES0mg [5=T7])

1008E [10#€ (PTP) x10]

5008 [1088 (PTP) x50]

5008 [ AF v 7R M. NT. GEEIAD]
(¥YORIY—ILER100mg =T 7))

100%¢ [10%% (PTP) x10]

500%¢ [108% (PTP) X50]

50088 [FI9AF v IZRML, NT, BFEFIAD]

o

o

SR
PTE:
oK



23. FEHk
1) Packer, M. et al. : New Engl ] Med. 1991 ; 325(21) :
1468-1475.
2) Cohn, J. N. et al. : New Engl ] Med. 1998 ; 339(25) :
1810-1816.

3) BRGRE— 130 L EERMF. 1985; 16(5) : 1053-1072.
4) LIRE=ER 132 0 REMZE. 1985 ; 16(5) : 1073-1092.
5) Akiyama, H. et al. : Arzneim-Forsch/Drug Res. 1985 ;
35(1T) : 1124-1132.
6) Bramer, S. L. et al. : Clin Pharmacokinet.
37(Suppl.2) : 69-77.
7) KEFH— 13 IR, 1985 16(6) : 1268-1284.
8) KEH— 13 | EEMAFL. 1985 ; 16(6) : 1305-1324.
9) ERJIIE I 137 FEHEEIHE. 2012 ; 40(11) - 955-964.
10) HARER TEKNK S« EMEHNEEEICET 288 (1R
=v2))
11) REEMO Y ST FEER
AR, HEERME.3)
12) Akiyama, H. et al. : Arzneim-Forsch/Drug Res. 1985 ;
35(II) : 1133-1140.
13) #HARP4501C & Bin vitrofR#EE (L4 —ILEE : 2003
FAH16HAZR. HHEERME.1.(5).1))
14) Mallikaarjun, S. et al. : Clin Pharmacokinet. 1999 ;
37(Suppl.2) : 33-40.
15) Bramer, S. L. et al. : Clin Pharmacokinet.
37(Suppl.2) : 25-32.
16) Mallikaarjun, S. et al. : Clin Pharmacokinet. 1999 ;
37(Suppl.2) : 79-86.
17) Suri, A. et al.:
37(Suppl.2) : 61-68.
18) B MZBF AT L—FT7NL—UTa—A, & baFV—Lp
FEMERERE (LY —ILE : 2003F4H 16 H&R, HF
BEEHIE +.1.(5).1))
19) B MIBUI BV VFTELEOMAEYEERE (LY —
JUSE : 2003F4H 16 H&ARR, HFEERMIZE ~.1.(5).1))
20) Suri, A. et al.: Clin Pharmacokinet. 1999 ;
37(Suppl.2) : 53-59.
21) Z Bl 3 - BEREHE. 19865 14(1) & 13-41.
22) WHIEE= 1374 @ 1BBRERFL. 1985 ; 17(4) & 421-432.
23) =B 30 BZEOHWAH. 1986 139(2) : 133-157.
24) CSPS (7L % —)L8E : 2003FE4 A 16 H&FR, HFHEERMTE
~.1.(3))
25) Shinohara, Y. et al. : Lancet Neurol. 2010 ; 9(10) :
959-968.
26) EINBIEIRFERIERER (7L 4 —ILEE/B/ODSE : 20124
3A26HAER., BEEHRES)
27) MMRESEEIIFICEF#RFE (7L —V8E @ 2003FE4H 16 H%
B0, HEEERMIER.1.(1))
28) Sudo, T. et al. : Biochem Pharmacol. 2000 ; 59(4) :
347-356.
29) MELRIMER (L& —ILEE : 2003F4H 16 H&GR
R A.1.(2).2))
30) Igawa, T. et al. : Thromb Res. 1990 ; 57(4) : 617-623.
31) Minami, N. et al. : Life Sci. 1997 ; 61(25) : 383-389.
32) TaRYTI IV VLROT T Y UEE R TOM/MGSE
IHIER (L& —)L8E : 2003F4H 16 H &R, HEEERE
2R.1.(1).4))
33) Kimura, Y. et al. : Arzneim-Forsch/Drug Res. 1985 ;
35(ID) : 1144-1149.
34) Matsumoto, Y. et al. : Thromb Res. 1999 ; 95(1) : 19-
29.
35) Kohda, N. et al. : Thromb Res. 1999 ; 96(4) : 261-268.
36) T v MIB2EFERES TOMMUSEEIIHIER (L5 —
JUSE @ 2003FE4H 16 H&ARR., HFEERMIER.1.(1).2)
37) BAHEE 3 I EIRE. 1986 ; 14(3) 1 1531-1536.
38) Yasunaga, K. et al. : Arzneim-Forsch/Drug Res. 1985 ;
35(II) : 1189-1192.
39) Kawamura, K. et al.: Arzneim-Forsch/Drug Res.
1985 ; 35(I) : 1154-1156.
40) ZHEF 130 JRE®. 1988 ; 28(2) : 135-139.
41) Watanabe, K. et al.: Arzneim-Forsch/Drug Res.
1986 ; 36(11) : 1022-1024.
42) $EESCE 13 ¢ ERREHE. 2000 ; 27(3) 1 615-643.
43) FEHMIEICB I B50EER (7L ¥ —IL$E : 2003F4H 16H
. FEERMER.1.2).2)
44) Kawamura, K. et al. : Arzneim-Forsch/Drug Res.
1985 ; 35(II) : 1149-1154.

1999 ;

(FL % —L$E : 2003548 16H

1999 ;

Clin Pharmacokinet. 1999 ;

G

45) WFREEZ v MCB I AMIMEEEMNER (LY —IUE :
2003F4HA 16 HA&RE. HFEENER.1.(2).2))

46) Kamiya, T. et al. : Arzneim-Forsch/Drug Res. 1985 ;
35(II) : 1201-1203.

47) Yasuda, K. et al. : Arzneim-Forsch/Drug Res. 1985 ;
35(I) : 1198-1200.

48) Ohashi, S. et al. : Arzneim-Forsch/Drug Res. 1985 ;
35(I) : 1203-1208.

49) Kobayashi, S. et al. : Arzneim-Forsch/Drug Res.
1985 ; 35(II) : 1193-1197.

50) Hayashi, S. et al. : Hypertension. 2000 ; 35(1) : 237-
243.

51) Ishizaka, N. et al. : Atherosclerosis. 1999 ; 142(1) : 41-
46.

52) Hashimoto, A. et al. : Atherosclerosis. 2006 ; 189(2) :
350-357.

53) Omi, H. et al. : Microvasc Res. 2004 ; 68(2) : 119-125.

54) Otsuki, M. et al. : Atherosclerosis. 2001 ; 158(1) : 121-
128.

55) Nishio, Y. et al. : Horm Metab Res. 1997 ; 29(10) :
491-495.

56) WM 2 REER (7L —)L$E : 2003548 16H
AL, HERERMIES.1.(2).3))

24. XEERAERUEVWSHhEE
HASF TEHAH ReEHER
T101-0032 HHEEHBTRERAERI2T H2E3S
TEL 03-5833-5011 FAX 03-5833-5100

26. BGSARFERES
26.1 SGERRSTTT

BAERIEHRAIH
RRBTRERESN2TH2-3



