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MHEE X AMEA R EZZRE L TR,

(2) 1.5T T® RF FEEk
ASTM F2182-11a IZf€ - THHE L 7= FERERAER TIX, 15 5y
AXy %O in vitro TOIRE ER-ORKHAIEMIT, £
B EH) SAR % 2 W/ kg IZi#ER%, ATV MR 77Tmm LLF
DAT VR TE9CTHoTz, TOFHETIE, Mikicks
WHENREZE L TR,

@) 7T—F 777k
SRR T S ZADOALE &R Uy, ITVNE T 55
A MRT O mE 23 B2 b2 BN H Y | MRT /37 2
— X DAL NE L 72 B A REME S & D, ASTM F2119-07
WZHE-> TEM L= BT, 7—F 777 boBRIZT
NAZADBLEOWERZRL, T84 ALV HKK 0.7 cn
ERENTNWZ, V—AVESIE, T—F 777 MIX
D RKEBGT DR T H - 7z,

2. MHEAER (hoESEL - EEESE L OFRICET 2 &)
D PEHER FHICEET 2 8)
(1) FEHIFEBAEH
R UAEE 78 (FKBP) 2 LCEfT 2% 71U A
AR EDOIEFNT, >r U DA EART S 5 ATaetEn
H %, BYHAEERICET 2R BRI T iy, e
U A AL CYP3AM IZ Lo TIREf & D, CYP3A4 DR J) 72k

FH ( haF = l) 1%,

RCHEBDO AT e

BT 256, 2HNREREZREI LLETY R Y ARG
BRI D A[REMEN D D, R 2T M2 i
PIEZAT O BEFIZOWVWTH, v r ) AROEHIER»EE
FTRETH D,

v Y AAREAFR O AERIZONT, FH1TnD
HRAZLLTICRT,

g

e U LA AA O AR B4 5 Jn i

Al =vh
V=)

rharFy —EREICE>T, valLRAD
Coaxs Thaxe AUC 3ZALEHL 4.3 fi5, 38%, 10.9 fiF
ML, 2ok, 7 hary— Lo Ek
X, v a U ARAOWIGEE R O, I ONCIREE
BB RITTR, 1) b ZDKEKM ), 1T
AL Lol va ) ARAOQHEEFEGICE T,
EFREOMmER 7 b a) > — VR E
Jrenotz, v ARAES NaF Y — Ll Dl
R G S e,

DA Vg
=

e EREE 14 Hlic) 7 7 v E Y 600mg Z i H
14 ARERIE G Lz, a2l L2 20mg & H
EHETDE, SrYAZDZ YT T AL 5.5
% (HiPH=2.8~10) (ZHAINL, AUC KT Gy B3
NENTHT 82K N TI%RTA L=, V 77 B
RS THBE T, BEHEORENMED
REBEEEBSET X TH D,

CIVFT

R EREE 8 pllcy e Y AAROK 1ong & UL
FT7E L 120mg FRIFHCR ARG L2 2AH, &~
0 ) AADEERRIRENEEEZ S, va)
DAD Cppen Tpas AUC NZNEIL 1415, 1.3 5,
1.6 BRIz, > ul) ARE, PLFTEL
XIFFOREW THHT AT EFIALILFTE L
MOTF R AF LD )VFTE LW I, RE
LB L RIES R T,

v a A
ANUANS

T EREE 24 BN, 2 RO Y 1 Y A AR 0 RIA
EHWT, vYuARY Evu ) AAOHRERE
LIC X2 RYEEOMAERZR I, vl A
A B CRAOKE LB A0RE L i L- &
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ZA Y7 ARY L 300mg VT M EIFTFUhTS
TN EHER G 4R ZIC 7 Y AR 10mg 2R 1
BETAE, va U ARDOER AUC IE 33~80%.,
THE Cpap 13 33~58%, GFAIICI VML, o
U LA INIH B EZ T Rholz, v RA
WY DI AUC & C WS S RBIT IR o T,
T RS 33 B, > a Y AR bmg & BRI G
BHHWEL 7 AFEY v 300mg (V7 NETF
S 7 e v) B o> 2 TR R ON 2 BERIR IS HE G- L
7 1 A — S —"CHEE G X D EAERZ T~
Too 7 BARY UL 2 BEfIETICY B Y AR %
Pl LA 0 C,,, & AUC L, S U A R B
GOGE LRAETH T, UL, 2 %R
HBUIESHADY R Y AADC,, & ACIE, vr)l
I\ A B 5. DA D 126% K O 141%Tdh - 7=,

T U AR
~ ATy

TR EREE 24 FIC, > r U AARROE 2mg/ H
RO Fansipm) 2a<A o7 (=)
Zr=A b LT 800mg & 8 WifilfE) % [WIMHE
B L7-WE, EikiETHyr) ARz 2<%
A DEWERFI A RICE B R EERRD b
7oo B U LADC, KUAUC I, ThEh 4.4
f. KON 4.2 T8, T, 1% 0.4 RFRIER L
oo Y RABYA T LD C, KOAUCIE, ThE
L6 fE, RO LTREICHIML, T,,, 1% 0. 3 KR
HEE LTz,

AN
V%

faer SR 26 FIC, m U AARROW 2mg/ H .
B, R_F33)10 180mg (12 W) & [RINEH G-
L7-lE, EHREETOI B Y AR ERFRILD
EYERRIARICABREERRD bz, Ve
U BAD Ty ANTEACIR 22D 5 T2 D3 C,y LTV AUC
I, ENEA 2.3 M5, KON 2.2 fFICHn L7,
NRFTNRINDC, KOAUCIE, & HIT 15 FFICH

ML, Ty b 1.2 BERFEEAE L7,

H & o
i &
W2 PF AT
72 3841

DT oA, &AL Lizvmn ) A2 EFHL
CTERRINCA B 72 3B e A ER A B S
Teholz, var Y AAL IR GOEFNIHEEZH
HEPIIAT LN TE D,

TN, Ak, FIRVTTIR,
=72V VT AN/ F )L A N
UA—, T R=vyrr, ANTy7ARFHY
—/ N RAEZTY A

X))
W FA A
TER

UTFOHEMZ. vul) AAOMTEES F5H %
LBENRD D,

CHINT T AT X RAPAER] =LV, =
LR

CHEEA Zu )<Y =, Tary—)L,
A hTFafy—n

v raIA RRVUEME 77 ) Ar~A v,
VawA vy

- WLEEERRIEREEA : YU R, A ko
77K
CEOMOIEY T e s Y TF L VAFI
BT =), FAF TG =)L HIV FaTF 77—+
PLER] (U hFEA, £ PFERL, FFE
b, RIVT 4 FEIVE)

LT oL, > m ) AZDMTYEEZIKT &4
LBENRD D,
CHICADAK : IR EE L, T /L E
H—), Txz=hAf
PLEDIEMH B OH 232 TLnHbiF T
[ESASAN

T VL—T T N— T a—AE, CYP3M IZL D
U A AOREBEMEIT B ENR3H D,

A I A RFXY V7 (Hypericum perforatum)
X, CYP3A4 & P-HE7=A (P-gp) ZHET 5,
vu U AA[XCYP3AL & P-gp DI THHT7=0,
AhERHE LZBENREA I A IFY VU 2E
Wt5E, vals2offEENMETI 5%
nnHob,

TR IIHIFNT, TRERERIC S 2 OIS IS8 %
FETBENRH D, LER-T, KLEEE. &
LREEOHNIL TSRO/ MK 72 5 FHE
Mnd s, 207 FrOMRILEEITHRETHD,
EU 7 F X, BB, BlSsLE, B, &
AR YA, BCG, AR, AJE, TY2la 77 RSN
HDHN, THUIZER LA,

DS

Cypher Select+A7 > |

TR Va sy o RREH
WASCE (5 M) X 0Pk




3. RHA - AEFS

KO, BITFO LS A G - AFEERPRET D
AR B 2, LU TFICBRE SN D b D TIEARY,

1) BERATHA

(1) 27> Mt

(2) 27 MR

(3) AT v MO,/ Wi HEh

4) AT MEERR

(5) HTF—F N v 7 hOWEL

6) =2 DT FTF =T HR—IL
(1) BT —T NVERSNIC & D%k

(8) N7 —T VARERHE

2) FDOfhoORES

(1) FHZEERBE L3I O AR

(2) AT MERERE

(38) AT ¥ FhOMERE~DEERNE

(4) N— U PEERE

(5) 7S— VIUEAR B

3) ERARAERS

(1) 38

(2) D A5 FE S 0D 5 1.

(3) FEARD 2L

(4) VBIE L= M5% o ise

5) DFEMETa v

(6) FRLME

(1) LEVRF—F

(8) FEBNIR SLIZ K BENIRD ZEFL X I X AZEfE

(9) LEEAL

(10) AT

(1) Do S AT

(12) BYIREETERR

(13) LyEEMEH

(14) Dr=RH0E)

(15) Lo EHAE

(16) A7 > b MAefiE X IXFAZE

A7) 9 o MmbELRAe

(18) Ak A

(19) MELRSREAR 4

(20) {ABhRNE

(21) BYE R R

(22) 1% RE N I A

(23) I 55 fr e

(24) M EREH T2

(25) FpRzE

(26) Ifnte X IXpAZ%E

(27) I

(28) FAHHE MM

(29) KAHZEAR (F25, MHkT 7V . ifAe)

(30) ZKipehy (BMZErR) 3L —i@I (TTA) fhe gk

(31) KRERAPREIE

(32) FAYMpIEIEE

(33) i S IEML oD ALE 2 LB L35 Hi I

(34) IERLAI, P/ RIE, PRSI AT v NEMEHZ %
A7 LAX—KiG

(35) FHIEMEMIZ

1) TOMOFEFS

(1) #AR

(2) ZHRHALOD i i

(3) MK,/ & i+

(4)  ZEJLERAL HH i,

5) Yur U AR (BAFKS) ICLVLUTO LI RAEFENEA

FTHRREMEDR DD, HLLTIZREIND HOTIEZR,

(1) AFHEfEmZE S

2 &

(3) PBIHIR

(4) T

(5) E= VAT o —/UIE

6 774 9% =BG/ TFT 74 T7F—MbEate
W BUE

(7 @Y 27 Y%V FIE

(8) &4V 7 AiffE

(9) BYuE

(10) FIEMERR &

(11) A mEkEE

(12) U > /_JEZ O fth o> AR

(13) 1/ MRS JiE

4. BT, pEkE. 123U R OV~ o H
1) 18wk O/ N BF IR 5 AR O A itk & O 2 16
RENTWRN,
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2) HEIRSATAENRZ FHE LT B B (BER OtE) Zxtge L
T3 )7 PR R AR X 520 S TR0, RO B RTIZZN
K72 RHEE A B L, BiE% 12 BRI 5 2 &, R
X, REOBRMENY A7 & ERDHEOMERT 5 Z &,

5. Tk

1) BEOIAIFORY ~— AT h~DOURFE I,
T b E AT MRICESERR LTV A,

* [ERERAE]

A DEEREEOEIIR DO LB TH D,

L A%, ZeMERGET A SRR T e AR T 4T T
& MM (BIOFLOW-1V)
AARZGTe 46 ERERE CHRBRZ Ei L, 579 BlZ Bk L1z,
EAAT Vb A X%, A7 2 bE 9mm~30mm, AT 2
2. 5mm~3. 5mm T > 7=,
ARERIZIB DT LUTF O &35 0 DAPT #ifH & #LE LS L7,
« T A ATEHIBR MK G- A HESE
c AT MEER, KK 6 AT v U r Rk A
W S (AAROEFREEIC N TIE, i) 27 035
< R WVHEERE TITRIE 12 A R 54 % = & 2 HESD)

HiEInsA

1) FEFMIEE (Target Vessel Failure; TVF)
BIOFLOW-1V 3B EEFHIEH CTh 51l 12 7»A TVF 3§
EROERER 1 ITRT,

A O xt SR (Xience) (TR T 2IEHWENRRINT

(p=0. 0003)
# 1 TEIMEER : itk 12 22A O TVF %4 (PPS)
B N Xience ZED SHEEE 3'59’7\‘@*%733%
TVF 5.0% 6. 7% -1.711% 0. 0003
(Univ. *1)
TVF 3.5% 3.6% -0. 14% 0. 0002
(Ext. *%)

1 Universal definition of myocardial infarction

*2 : Extended historical definition of myocardial infarction

5 =6.0%

TVF : EEAME AR L, BERANCLEZ (Clinically—-driven) 47X
T ORI FIMA TN (TVR) . A0 A& (2 BEE L 7= Q %
LI QWD LHREZE, B2 CABG 7213 LIHSE

2) BIKFHLE A

BIVGHEEE DS B, FhebDaEE 2 TR T, ZiiEAIZ

BOTARR & R EITRD bR o Tz,

F 2 ERBIREIHMTER : 7% 12 20 @ clinical events

FEATIE B E N Xience b it
(1R 95%CT] [ii{f] 95%CT]

DESE (%) mg%m miim 0. 3293
(Unijygxg (%) [Z(i‘t.SJ [1,2‘ix9] 0.9019
e o | 0.7 3.4 o1 ag | 02920

MR OO [o.é? 2.3] [0.2}‘?1.8] 0.2751
(Univ?qii) (%) [2.;? 1.4] [2.5?‘T1.81 0. 7461
(ExL.Tigs (%) [1.;.(;.7] [0‘8?.?0.3] 06634

Ree [2.8? 2.9] [1‘1?.?0.2] 0. 4704
—
XT?%?&E [QgiA] mg%ﬁ] 0. 5544

#1: Universal definition of myocardial infarction

*2 : Extended historical definition of myocardial infarction
TV-MT : AR (2 B L 7= O A2

TLR : AR S IAT AR ARl

TLF @ A RAE A2

TVR = AR I A8 7 i A T 7l

2. EppahieRER (v NS T A 2T 1)
AFNZBNT, KfhZ2BE Lo e U A ZAOIiE Pk
RTRA—=R %R I NRT, FHME RS ER 1 R E
TICHREEICE L% BonIcEd L, BiE% 3 BT21 fl
13 H2VER TIRME (0.080 ng/mL) A& 727,



#3 vul AADMETERE T A —X

& Cmax AUC,, AUCyoo

(ng) (ng/mL) (ng-h/mL) | (ng-h/mL)
X fE 124 0. 5337 15. 07 27.11
FEMERR 32 0. 2443 6. 52 10. 44
%CV 25.79 45.76 43. 28 38.50
/Ml 93 0. 2690 3.89 10.13
T KA 193 1.368 34. 38 51.63

M v U AR

3. AE, REVERIET D S hEak it
2 Lk befsikER  (BIOFLOW-11)
BRI D 24 EEFRIERE TRl S HE L, 458 i & Bk L 72,
AFRBRIZE W T LLUTF O &35 0 DAPT HiR] 2 8w L 30 L 7=,
« T A AT EHIR Ok 5
'X?meE% A 6 22ARIZ2 v v R 27 LRk
il % B 1

BTRARTT 4T T

1) EEFHHIEA (9 2 A REBERFOEFIEIE (LLL))
BIOFLOW-11 FBROEZERAHEH TH A1k 9 » A B OBERRE
OFEREF 4 \RT, RO IR 235 (b E<
0.0001) AV RSN, *

% 4 LERHEEE : % 9 2°H @ LLL (PPS)

9 ARER | A [ 95%C1] Xience [Hi{il] 95%CT]
SEHA+SD 0.09=0. 29 0.11%0.27
[0.05-0. 13] [0.06-0. 15]
L § = 0. 16mm

2) BRI B
BIKGHEER D9 L, FRbDEE 5 I7-T, EiHMiiEAICE
WA &R SR IC 2213580 b e o 7,

# 5 FERRIKEHBTEE : ii7#% 12 22 H @ clinical events

= - N Xience
ST
A [ 95%C1] | [ 95%C1] p i
e 0.7 0.7
LIBE (%) [0.2, 2.7] [0.1, 5.2] 0. 9844
TV-MI 2.7 2.6 0. 9656
(Univ. ) (%) [1.4, 5.3] (1.0, 6.8] )
TV-MI 1.0 1.3 0. 7605
(Ext. ) (%) [0.3, 3.1] 0.3, 5.1] )
3.5 4.7
TLR(%) [1.9, 6.3] (2.3, 9.6] 05317
TLF 6.5 8.0 0. 5700
(Univ. ™) (%) (4.2, 10.0] [4.6, 13.7] )
TLF 4.8 6.7 0. 4161
(Ext. ) (%) [2.9, 8.0] [3.7, 12.2] )
6.6 6.7
TVR(%) (4.2, 10.1] [3.7, 12.1] 0. 9868
AT b ARSE 0.0 0.0
(%) [0.0, 0.0] 0.0, 0.0] 10000

*#1: Universal definition of myocardial infarction

*2: Extended historical definition of myocardial infarction
TV-MI : AR IAE 12 B L 7o Do 2

TLR @ FERHAS AT Al

TLF @ FRARAE A 42

TVR = R I8 7 1A T 7 Rl

4. FME, BE%EERGET 2 SRR T e AR T 4T T
A 2L iR (BIOFLOW-V)
KEROBRMICIS 1T 25 90 EEREERI CRBRA FEMi L, 1, 334
ERGR LT, AT M A XiE, A7 2 B E 9mm~40mm,
AT v hME 2. 25mm~4. Omm CTdH > 7=,

ARBRIZE O TIZ LT D & 30 DAPT I 28L& L 3hE L7,
« T AR Y TR O Mk -

c ATV MNEER, &K 6 pARITT = v VU RRAIE
WA T G (I Y 2 7 A3 < 22 WBBRE TIIRIK 12 72 H
MG 5 Z & 2 HELD)
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1) FEFHHIEE (Target Lesion Failure : TLF)

BIOFLOW-V &k D EFFAGEE Th H 17tk 12 2> H # D TLF (L
i AE., FE A B L7 Q 3% & FE Q il o> T, &U%K%:
L ST TLR) ORERET 6 1R T, ARG RHISER %
LIELMEN R E NI,

6 FEREMIEH 0 BIOFLOW-V #fi4% 12 7> H @ TLF: BEEL R AOARNT

fEE (ITT)
A N Xience EXIN e D7 i
EH | (e84 ) | (4506 | (1,334 ) | [ o5%c] | P
TLF 6.24 9. 60 7.38 -3.66 0. 040
%) | (52/833) | (41/427) | (93/1260) |[-6.84,-0.29]|
INT274 0.12 0.71 0. 32 -0. 59 0. 115
%) (1/831) (3/425) (4/1256) | [-1.94,0.14] |
M 4. 69 8.25 5. 90 -3.56 0.016
(%) | (39/831) | (35/424) | (74/1255) |[-6.82,-0.76]|
TLR¥2|  2.04 2.37 2.15 -0.33 0. 686
(/) (17/832) | (10/422) (27/1254) [-2.41,1.29] |
D TRBR SN F I E 3 S TR L B L7 MT
D ERRAIC B e b D
[REF R O]
1. REHE

1) ESBCEEET C 25 CLL RO LIc B CRET 2 2 &,
72720, 30CETOMIEE FIREL T 5,

2. AN - B O IIER
A - 2 4

[A:BRAM]

ARG 72 > TR SN BB 301 5 . Y R%RIR
RO R RBEIC OV CRITHICBIT 5 WA SR 4 B2 SE
TR A %%ﬁfﬁ%#é&&%m\%EKMEﬁﬂ&%%%
WPz

[REERIERE T ORERE DR UL HE]

BEREHEE: S A br=y s Dy R Upkatt
®oE ¥ F: SAAbr=vys 7—4—(BIOTRONIK AG)

AA AHFR

2> BIOTRONIK

excellence for life




