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0. B®

PESR D I HE TITIRE R EE C & oo TR VWVERERIC IS W TR R BB 23 el H W R BRCR
MBS (IBM R EMBRELE, N—Y % —K/) BELZ SR E LT, SRS
#paEEsERF (Basic Fibroblast Growth Factor : bFGF) #&Hfb¥ T F g Kar
KO MR L ORI R Z 0T 5,

EFxL FRA L b REIBESE (Te0y) . AEHES L ORIEA
ATy FAA v b R FRMUES (ABD. FERBEMER (TBI).
B MRS OER, FT ) —F.

6 A TIEEE. Rutherford 84 i ik B R 434
S A b — AT & B TE SR

1. BRERHN
1.1 TFTERHEEMERSINT HERDAREDRR & MEFTERE

W, BAETEOBCKBIZ X DHERFEEE DM, Sttty BhRaE b 2 Bl &
T 5 PO BAEMEENRIE{LAE (Arteriosclerotic Obliterans : ASO) (M L T\ 5, HRFiC,
ZEES TROR-CIEE 2 A 1 5 BE TREMERZ IOV TR, BCko®ETIZ, A0 100 5
A7 B4 500~1000 NDF /2 /RBEPIET D L ENTND, MATHRERORFE, %
FEMLETERAT (Percutaneous Transluminal Angioplasty : PTA) 3 X UVSA R ffi7e &
OHARHEEIZZDOIEBICKESFES LTV AE, ASO oNN—U v —iR (MMM E
7% Thromboangiitis Obliterans : TAO) DO7=®OIZ PRI 2 RER SN BELEL .,
BEFOWRFIEP T3 TH D LT WH T, TRREIWTLL EO KGNS 6272 A& 134 100
T NBT=1) 120~500 A & OFHERH Y | TR E - 72 BE ORI, ARIERITE
DHNIZNEDORH Y | Fz HEIEEMES Quality of Life (QOL) DOIETIZERHTSH 5,
D=, HEENERBICTTIH LWIEROBRRBIIEE I CEE T —~ThH D,

DX 5 7 TR A AL W EAED TR M E R R (IBMEPAEMEAREIE, N
— VX —R) BEICK LT, EFE. R A O & i E T AR L ORI AT D3 E
ZRL, BMAMKOMBEZMERT S Z LIV HABEESCEEZERIE L) L T5RAL
Nl EINTWD, T b ORI XM EFERTE (Therapeutic Angiogenesis) & Kidiu, i
MR - JBER €O DDORF DKL BT, FN 0 OMEREREIE &5 SICB W IR ICEHE
PRI & 7o T B (1,

1.2 BEOOEFEREIOBMER
M AEREEICIE, £ LTQIESES 0 2B 535 HE (X 71BKE) . @
BIAER XY BRBT A BETF RS T ARG TFIRE. OMABERE. © 3 BERD
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Do MAEHAEL /7 I XEFEAEEATORBHIDBBD TEHW D, F 237 FRETEILE
MEZ LRI DEF~DOKE - KE®RGEZLEL Lizd, T X D EBTR - iR
5E - BIREE(LOEBALZ EORWERNEE L 72 oo, F 2 TH /37 OFRE & IRFEEIL
WC—EHBROFIEL L TEBTFREMTOILTWE D, UANVARY Z—7p EOBEH
BT - RIEMKER EORZEEORBEITWEEHRIE I N TE LT, AR TOBEGFOR
BAEABIZaY hr—LTE D HEL 5 TIERN,

BT T, FFHIIREREIRF (Hepatocyte Growth Factor : HGF) | et it 2EH e
[K-¥ (Acidic Fibroblast Growth Factor : aFGF) |Z & 58 II/III BBk 31T i [2-6]. HGF
ZRWTIEL, 2008 4F 3 A 27 HIZT7 v Y= A MG BRREHEA, BRER M Z G4 % BAENE
BIREEAVIE & ON— 2 % —IR & E & L C HGF BB FRER (v 7y A
TAINR) ODENTORRBFFEZIT 720, BRRTOFERIIELZITONTELT, &4
P EMOTE COI LR DTEBLETH D,

Tz, BB E IR M EZERMAIC X B M E T AREOBRKRER LIThhLTW\W5
D5, BARTIT o2 B BRI & 28 AR CIXADERrRE STk (7],
Fo, EiEZ N7 Th DHEERIEK = v = —HIEIAF (Granulocyte - Colony Stimulating
Factor : G-CSF) 2 & » THRMEMICEZRMRZEE L EFERELIT O IBEEI20»
Tb, BHUARBRTEDERREINTNDI[8l, LrL, BEOBHMMEE KEICRERT
LD RO F I L 2 BEREITR L Th <2<, EREnEsMaZE8
T 57 ® G-CSF [I—FRFIC BMLERE 2 400 L~V £ THIN S, 23Ul K 5.0
ZE - INFEZE - MBI EOMENRH Y . BEMDOE TRERBEEDTE> TN 5D,

> T, PEROMEFTAREORMBEREMRT 50 LR FROBMBIIBETH 5,

1.3 HEAR

1.8.1 HERRINERE (€5 Fong FRSTIL)

PERD ME BT ARIEDOBBE L R4 << | Fox TBEMEFCHIBRE L V3, 2>l
BHES VNI OO NBERERA SR S7-DDO K7 v 77 U R —2 257 A (Drug
Delivery System : DDS) #A&ERIGTE (BEZF oA Rain) ICTHSLL, et -
B A ST S8 DT A i A R A BRSS L 72 [9),

KT T F b F G L TERT 2 ET F g Ra VAR RIVEMEITH D |
XEIERFZ T BEOEBIESE R RoTOREBTYE LM EER (ERICFHENHEA
ER) ko TREMBET S, ¥ 0 2@E LIEETF g Re S ARERN T
fREND L, THEEBIEEINTZZ VI BAAL FaFrpbiiibsnsd, ~1 K
77O ERIIE R~ A L EEFTRE T, FOHIM, 1ZIE—E LT oy BRAT
TIRBAL S L, ZTOEMEERTEIND LW ) T OO TEFZ DDS Th 5,

ZOFEOEROMBIZE T F g NaFLoLEERRRETH Y | BRIZBIT2XE
MNEAFCTEAETHD, £, X7 ORFAOBKY, BELZXOMNar bo—L
TE, Y= MR T A7 - HFRBZEDOHEFEVFRETISAENOBNIE, SFIF

19



FRRELERE M E E—F : KUTR-008-4

1852 T B EDETORBFENARETH D, b2, MIEBHE - BaFrELlk
NTREFBRGETOFEPHEFICHETEIRAITHY , ERATEMEE VD R THERM
ERAAV &N

1.3.2 bFGF &EESF /4 FOF LA

BIF T TIERISA SN TOAHETH Y . EERNTHRS NI, ERICEE
DIRNT X BITIe D, Foxld, TOBITF oS RalAhrbd /o mEHE - ik
BART Th o EEMERMESEEA 7 OFGF) 2#ksEs2 itk SE8Fh
DY ERTHEDEEZTALTE =, flzdifd e, BmtECRBIZET 2 MEHE - O
REEIE[10-15], MIABMEISRATO M E R AFE6]. WEBREEOFBRARE7-18], &
AiE TR M 6h3 5 A B4R [19-27), Jifim M EiE a9 (28], A ThgaRde vi5[20]72 &, 9
FIZZ < OEBTOFEMEL R L TE T,

EHI, INOLORRERE X T 7 AOEE THEEMEFICR LTE -1 FHERRR L
TV, TR LOEEL IS Uie (RN S5 T4 & B MR HEER
WIER & V72 TRORHEMEMAE R R (18EPAEMBIELE., N— Yy —/K) 545
I BT AL O B IS A BI 2 7205 1 - 11 ARG PR B — B [m% 53 B — B K E D
MEEERBSAES 524 &, TRHE[B0]. B I OEKENTE WDFGF &8 €7 F
NA Ra VR EE] 28R), ZoETRBRIX, Y95 akR— N2 bFGF EAE 7 F
VoA R VHBRL 200 g, 400 g, 800 u g @ 3 BRPEIZERE L. £ 8 ERT > TRk & &
DT FETH o7z, RBTILICEY AR — NEORBEITIIERI T, 1
2R — h OFAZEMEIREELIE 3 . N— % —R" 4 B2 RIS TR biLlz, 24 8D
BIEMHCEERAEESN 1 fUIRD I, ZOEFITIRERTN O TRIESLZ RO
TWe e DFROEIZ L A b0 LW E L bFGF /€7 F 4 Fa F ki & OR
REBRIIEE SNz, ARG E LCid, BB AEF L7z 6 #ilH 3 Fl TIEETHA. 141 THE
INETRD . R - ARTEREE « REMIBEEE 45T TeO2 - Laser Doppler TOFHIIM A H EIC
WE L,

INHOFRERIG, bFGF 200 u g THRNEON D RN RE SN, ZEMEICBEAL T
WTFEETDRHERRELN TN, BRIBRFNBELE X Lk,

Z Z T4, EREOERE TR MAEE T 58 FILFERKRRE S 512D, bFGF (7
4T TARNAT L —®) ORESMER % 105 3 HLEER (BEERIFMEIE) &5l
FET T, RBRERICHTZERRRE E T 5, ARBIE, THERHEELERR (IBHEH
MBI RIEE, N—P ¥ —f5) BEICKH LT bFGF 8B T F /A Ru F Lo
—HEBIVCHEERGICBT A2 LEMB LA 2THMET A2 L2 BN LT 5,

KRB TIL, bFGF 58 Y T F LA Ra A AR O 513, BEHERR: T Clim T 0Bk
BER A~ a— S OB LR O RNESIc L v 535, JRBEDITL
Ao EBETNCHIBEERIEEZ B 2> T b L FREND 120, EHEREROAPHE & LTl
A OmEERAEERENS, L, BERKEOANY UEERT S LEFEIRFICBNT
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HIEHERE IO SN TR, 2RO THEMECHERZ W LITHE STV, L
7o T, AR CTHEESN MR ROBEENERIC LR T2 AR RN B2 605,
R, FRERT S TEOIEREHRE L. ARBRIZB W TEIE I F g Fa Fulih
ofEE NEREOREER, LETHSICET AN (85I GMP) | ICHEL CHRRE
1TH52 L7925,

14 AFHEBOTYAUELUIY FRS U FORERML

1.41 HBRTY1>

A L7280 bFGF EHE T F oA Ra S VR ORI L2 EHERETH
BHH, FITTHE T fHERRBR T, BT LD TE SN TV HER O i X
NieholeZ & DEAOOREMERPREN TH o722 &b (IbFGF /¥ 7 F
VoA Ra A LVHRAREZE ) B28) . KRBV TiZ. bFGF 200 1 g DB — 812 TR
R, BREMORFEIT O, BMERTOREMRRICL > T, 40ugkg KEESE (KT
HS 1 H 128 AM) TEREWERITEE >DEICEOONTCORLTHoTeZ &, i
TR ML 7 L OB ERR TIE 20 1 glkg D BFGF 58 Y T F LA R Z LAk BER S
TIIEFHAENREEROT 2 & FEITORKRRER Tl 200 1 g TOFGF ORI ENHER S
7z kit (IBFGFEHE T F oA Ka/VihiiEE) 28), COf&%2RE L=,

1.42 IYVRAKRAVH
FEATRBR TR, AU E LT 6 SoMAMTIREE, KRR —v, BEHFHN L LT
PR HOER SR 4y EHIE (TeO2), bR FRUME S ABL, L —¥— R v 77 —m st LDPI, ¥—
BT T T 4 BAT T AR CITAMECET 2 EE L PRA U L LT, bFGF &6
f??yﬂ4Pﬂfw%ﬁﬁ5%%®@&%@§Arﬁi(%m)@%M%ﬁﬁ?éo
DOFERIITLL T D LB ThHhD, OBRKRERZ BEENICKIRT 5 O E AR
#EK:T@ JHIAMT. ABL. ZRFHER)I L BEZ LN, ZHIY 7 bRz FRA
FTHD, QKMEIRERBOEBENATA KT 4 Th s TASC II (Trans-Atlantic
Inter-Society Consensus II) [31]Cik, T FEORZWNIIIEBRFHMZ AN X & &
TW5b, OFEBHRBOBENTEEZRE L TREMREZ KM 5 TcO21%, TASCII TEIE T
I DO BBAFTMER & L TIRAREN TN D, @TeOz 13X, FHRIME FADNREN LR
$ABR CTd D HGF-STAT trial [5]%° TACT study [32]72 X THETEX L RaRA v b & LTE
HAEhTnwd, GLDPI U —E 7 T 7 4 ILAIERORMHRENEE LoD, EE e TR
EEFAEMETHOEA STV, REDCEADD, KRB TIIRb N— Rz PR
AU REEZLND TO 2B FRA b &L, FOMOBIERTEEAFALE B 1ZRIK
T RFRA L NETHI LA & W LT,
723, TeO2 lZ DWW T, FEHRR DB /3 E 2 HIE LTI W BREMHT 2 S L TV 228,
TR COEFMEIZANEML T 40mmHg L ETH Y, 20mmHg VLT CIXEER M & ZH S
o, IBEICE Y TROELNSET L, TeO2 IHIAERTL VEN EHT 2 2 L1tk 5.
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FATRBR CILbFGF 8 HE 7 F oA Fr /vl 54 4 8 THEREENRD 6T
ZEnb, BEATEEREGHE 4BEOHBICE Y EHREREZIT) Z & & LT,

F72. bFGF &/ BT F oA Rl ViR e T — 2 i3 +aThnwZ &hb, §F
ERBIORIERHEZERET L FRA V MZE DT,

¥, ARBRTIE, Bk RARA » he LT ERTRIMER (ABD, EBJR R MEL
(TBD) . mEMVEEBEOEME, F7 / —¥, 655 HHTHRE, Rutherford 12z M B ERR 7>
B, BERAT =/ L DRHRAERERE LIz, PARMEBIIREEIC LY TREMRO T
Tk sk, ERMEITEFESICHESE SISO, Bl TR TE ABL (B TR
JEE) W HETT 5, TP (RRERME) 1%, BEX Y iAo MITERZ KB 2, FFHZBEIR
FIRALDIROHERIFE & HH6) Ti3 AP (FRULE) 1XEfEZ R4 72, TP (RBLME) ORIE
PR L0 D, 6 3 MATIRBEL, RMIZHE O TROEEHFANOLE Lz M TE 5, KR
A — Uik, DEHREREIC LV EIIC XD TR OBREZ M TE 2,

1.5 HEERBMIZ#E->TPFESIAIAEL L URHE

KRB TITbN D DFGF 8 ¥ 7 F A Fu A4k, R5ESN T\ 5 bFGF 27
LB CHON OGN TV A ERENEZHEHAT 20D bFGF EHE 7 F /A FaZ Vil
PIIRAGRIECH D, LL, HITREBRO 7 NORE T CHARCEELFEETLREZRYD
TRLT, 1 HZREEEOHEK - WE, EROMEK - B, SMTHEHOUER EORE
HOTWD, LEEBo T, KRBRIZBNT 2BEIL. HOBRELZEPHER I HIETRH
BOBFRDREEB/ONDTHEELH 5,

—75C, bFGF IZEMERE 2 FHE L2 0 | BERFEEREZ B E 52 s bt sh T
W5, UL, THEIBr O wREMS B WEER M TR OBEIZ L > T, ARBRIGEILT
JEIWT 2588 1T HAL D WO MMOIREETITEN T WRIERH Y, oIz, F4PHFE L
BFIEIZ2ERE TR BRI TH D L0 Z b, TR TIX bFGF g
OLEREZROTELT, BEHEEEORIL L WS BHERMNE Z 5 AlRetEidEn & PRI D,
T2, BTF g RaFWVdBoF it UL n i cx s s PHEENDG, UL
X0, KRB THRINAFIRIIAFIRICHED L E X DILD,
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2. EWIER
KHRRORBRIETH 5 bFCGF GH YL FF LA Fu F kL. LT bFGE 35 X UVl
EEIRY T F g R u SR & Y TR 5,

2.1 DbFGF

AR TIL, bFGF /8 7 F oA RaZ VR0 8E 245 bFGF 1%, BEK
JERIEI, CHRE VAR L L CBIERSE SN TS bFGF A7 L—8%| (7 4752 AT
L —®USHTXE 81 2R) THOWOLN TWAREMEAFEHT 5,

2.1.1 DbFGF R L—&Hl #H=E
MR, BRI /T 5 FGF S A/RICERMICHES L. MEHEERS
WEEREEEREZ R T EICE D, BE, KEEB I L UEEDRERT,

2.1.2 bFGF A 7L —##% #=
BEENICEEEEDH HBEEEITTOMAEREOH 5 BE
AFN DRt VIRBUE OBEEREO H 5 B

2.1.3 bFGF R 7L —8F| HghEEmE
FIREE T VIS BT 5 A TR R IEEEA
1A B AEER
BESANASEE (S
FOM  IRASCE (8D ICERE

2.2 EHEHEBREITFUN FOS LR
2.2.1 #HRK - BRR
FELRZ
ARETF U EFERBLI-ETF g Fain
2 NE=S s
10mg BRI Y T F g Fa VIR 1 34 T L
&
B~ KRB
Iy, R
BFiE - WET (2-8°CLLF) fR1F

2.2.2 E
AREFNT, BFRIRIENT b =, BEMERHESEMEETEA T (bFGF) £/ 188, &£
ERNTHRBILEER LR TE B, FBBICE by, ARNTHHE, 1 » AT5%
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RIZHET D

2.2.3 FEEEBRESFUNA FOY BRI OEEFIE

RS Y F L, KR FEFDMNBREATSHREERUAE S ) — 2 — A
BT, RBREE GMP EYEICHEIL L TR E 7 F g e s viifi 2 fEd 5, €9
F oA RaFURNE, BIFrbdunida T —4F o OFEEY O ERIEICE U725
FBIZL VAT D, Thbb, BIFUKBRICIVEIALT VT Relz, E9F %
BREBETDHZEICED, BFF g Ra Ve 45, 7V o0 kKSR E RV TEE
BINENT AT REREHRLS %, EHHAKERAOWTHERET S, TELIT R
a7V EE UHIRL 215 5, USRS, N TOVCEEICKE - BT 5, b0
BEEIZ, 7 T % 10000 DEEZEFNICH D27 T A 100 DT U — 2 _UFRNTITAR 5, FHRIE .,
HRPHIE & 1T 9,

7k, BN FIEE NEBREEICEE T 2 30F (B EERTMGEHRBRE) | ICRd@T 5,

224 HEISFUNA FOAFILOKTRBIEDRE

BMEDY T F o L HEEMED bFGF PEEMICHAEERTS Z L2k v, bFGF 131 K
o VI EEL SV D, bFGF 2D IAATEANA RaZuid, A Ra Voo fEiEE
X bFGF O&RHMENZE(L L, bFGF BEETCOMEFEEM & 725,

2.2.5 EEEEBESFUNA FOFIILBROEE - i - [EUN - BEE
RRBRICB T 2RBREOEH, A2ff, [EIR, BEECET2EEIT. RBEOEFHEBIW
BEIEE IS A~ = 2 TV » CEYICERT 5,

2.3 DbFGF&BESF NS FOXFILMROFRS %

bFGF EHE T F oA Fa F VIR OFREIE, FY B FIEIC TR EEEE 7213
WEMBITH, RERIBEE LTL, BF 1 AH7Y bFGF 200 u g, HIEHIRE T F oA
R 7 VR 80mg ZME & T 508, m AR EEZZBEIZANT, EERIZITEE 1 AHZY
bFGF 500 g, BETIRY T F A Ru ZViithl 100mg 2 HET 5,

@ bFGFJEXR (500ug). HAEHEY T F g Ru kL (100mg) % #HET 5,

@ FABAEAK 1 KRR, bFGF K 500 g (7 4 7 7 A P AT L —HRHI®) [ZHfTD
HEHAK 2mL M %, bFGF K ET5, ZOWKREZIER L, JRiEK (1mL) %5
YT F o FrFZVIRLCHE T, BRTH 1 KREER S5,

@ 1EHER%IC, £EAEKEZNLX TE2EEK 10mL & L, bFGF ZFEZFF A K
o 7 VIR & AR EKP Tl oS 5,

@ HEESEEICABERE/AKEMAZT50mL & L, 40mL 43 % 40 @EATc& 59 5,
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<HEEFIH
B 5 ERNC bFGF KB & EEANIARER AL TARIIMA T, BT F oA Fa i
AR bFGF 28 &H5 Z &,
BRI EC NI ST b,
—E bFGF # &R S -&I13, BFERAET. BETLZ L,

3. PWEELRH - FESE

3.1 TERHEmMERS (BEAZEBRELRE. S—2v—RK)

AR T, BIEREEBIRIEES SOV Yy % [ TR E KRB &E
%—a‘éo

1) BMEPAZESEBREE LI

BRAEL 2 JRIA & 12 THREIROEAEE -IZFAEICL Y, FTROMEENSZ Y, T
e MER GRTREO TR, REFRER. M. 185, EXRY) 24 U2KRABTH D,
WROTREE (M IEERA, fum/MRE], BB . SRR MITHERIT: & OIRE
NI DHMN, BIED GO TIETREEIN & 725,

1814 PAZEME B IRAE(LAE I XERIR 2T C b BT EENRTFE LisW iz, EFERE H - T
181 PR ZEME B IRIE(LIE & 22,

2) N—=Tr—iH
E.T%@@HE'Z?E*‘ﬁﬁEM%@f: IR IE DAL E - 3R E T, B e LE
4% (Thromboangitis Obliterans : TAO) & LRI A, FOFAE, HEEICIIME TR < B
B LTkBY, FAZEMEEIREE LR OE MERITRN S, BREOERIIEME T, £ ot
BYEARAL, Puf/RA] RBARET T vy 7 AVRRIIMATREN R E1T7 5, L, Bl
LI L 2 M/EBAZE & 70 0 R EREN RN 2O, MATEEN 2 Al e e B I3 aE
D 20%LL T EIRETH D, FEIREDPEIT L THEOTEE b EZ 256101, BRI o)
WrL e,
N—=T ¥ —HOBEELETLLTOEY Th D,
O 45 RLAATOFEAE
@ BUEEIREDOBEDBENRH D
@ WIRMERAT - TERFES - RILMEE £ 7213872 ©EOfER 2 3 UEEA (BEER
F X EBEBIARE U RAH) OREMBFET D
B O EE - BRI - mEERRE - FERFESRA STV D
&~ a—F 7 3B REs T@ﬁmﬁ¢ﬁﬂ@%&fﬂﬁﬂéﬂfbé
MEEFAT RO ERER & AET 5,

© e ®
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3.2

Rutherford 1814 & MR EK 958

AFRER T, FREORMMEM E R BOBEEE 2 HET 272D, Tt Rutherford 18M: ik
BRRSEZRND, 2L, ARRTIIBERERICESWTIHM L, FEMEEIIESEN
ZD*ﬁﬁﬂidZéE& l/fotl/\o

| OB BRI E 7% RERHEE
o | o BIER -BEREENL R T | My FIARERD D VIERSHE T iR
B BAZEMERE e L EE v
MLy B IVIEBBI A ARERE T R EEE
1| BREEHAT ? AP>50 mmHg, L2 LZFIFICH L,
, &K 20 mmHg TR
2 | PEERAT 1#EE 3HEOHH
. _ B F Ly R I VEBEMRERIE TR
3 | mEHAT IR
BB L ONEE)% AP<50 mmHg
LR AP<40 mmHg, ZBIfid 5V idP
II | 4 | EBmHELFER 27 PVR O d 5 V3R s D W TP
‘ <30 mmHg
0 AL B Ok — JETRIRMETE | 28I AP<60 mmHg, REHiH 5 iE
5 | B, RERBHE A S TR | 2E PVR O k& 5 W g i O ; TP
- TEH <40 mmHg
TR 722 R Rk e O — o R B K
6 | VENLIZHER, DITOHEER | 5REEFI L
JEERRCE A AT RE
AP : Ankle Pressure T IfLE
PVR : Pulse Volume Recording & &R I E

TP : Toe Pressure fEHEIN/F
* AR 12%. 3.2 km/h IZT 54y

3.3

BRI REBEORERE

BRI AT RIS 2 i MBS TR EE L, TRRoEEL AW TEIRE CRHME+ 2,
a. RIEXIE
b. B TFHE
c. L LITEDE
d. b L <ITEOERL
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4. BHRESE
DT OBIREAE S T _RChiz L, BIMEEO N TIUC LY LA VWBRE R K L LT
ﬁﬂ_éo

41 BRE#E
1D TFEERMEELERE (BUHAEEBREEE /I3 — Y% —K/) LS Tnd,
(T4.1 THRMMMERE (BHEAEEBIIREIE. N—Y v —/) OEFR] 5R)
2) RMBANZSONT, LLTFT_RTEMZT FTRARMEENERBTH D,
TR & 2EE. REHEOEE, ZHBEFEOWVWTNUNDERR S 5,
Rutherford 18 M ERIR 538D 4 FE~5 BEL HIE SN D,
B BEOTH U7 REE R I IUAE R EE VTR B R,
(T4.2 Rutherford BIMEE MRS &)
3) HHW}AWERIERE (MEIEER. B/ MrE, BEME RN F 72328 0ih5%
(NA RZMATHREINE) 2T L% b BIKEROBENFTONRVWEETH D,
4) TREBAG 4 EELANIC TRCRUIRT (RBIEILIE) & 5107 2 WREMEDN 2 BT &L D,
5) BERRFDERND 20 Ll E 80 AR Th B,
6) EBE. FHEBESREEESILTN S, (BT 4 B LI OB ORE)
~EZrErE = 10.0 g/dL
m/ R = 7.0 7/l
AST (GOT) = 100IU/L
ALT (GPT) = 100IU/L
7 BHBREINZONT, BEARAADLXEBIZIAFENE LN TN D,

4.2  BROVE#E

D FRmATEEN OMREI A 22, PTA) % 3 22HLURNTH 5,

2)  EEIRANA ST E TR EBIIRE S (PCD) 5ifT# 8 AN TH 5,

3) LITOEREZHRER T, EREOFREDT-DIZHIET S ENRETH D,
TNTRAE I (VTIA®, ST AR L)
TINVTBRABRIVT NI 7T IR (FTaRAZ T 4@ %)

TN RanRy (JNRRZ R, Ary /)@ %)
=2 L, RBRIAERMS bFGF &8/ E 7 F g R Vithio®s) 1 B8RRI,
KRBROBEIM OFGF 88T F oA FaFMkioRk54% 24 BET) KTF
THIERIRE & C& 2B EIIBEF &5,

4) LLFOWTFNrOAMEELZHET 5,
oy hr—VRERELMOERE - ODRE - RERR
FRIRBOICRIRE & 72 DROME (Ml - BRERZ B 1)
ay b=V ARROFERFEESE ( HbAle > 10% )
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KON 1ELUNEE 2 b D EOHE

5) LLFTOWTNrOBEEEET D,

W ZE 6 2> H LAWNIZFRAE U7z DA ZE - INFRZE - B - — @ MR 31
BEOEHT LLF—
B 1ELNICIEELEST S 7L a— UKTE £ - i3 Rk E 2 R -

6) HIE, BRI VHERETFTH S,

7) WERRUERBIBUE (HEFERTRE R ML £ 72 X R SRR EIEE) TIRETR TH B,
7272 L, bFGF &8 7 F /A Fa Z VRO % 5 F CITHERIAMERIRIE O TR S
TFEDEREIZOWVTIL, IRBIESARBROBINCEIEN 20 LRI L2 BA 1T, B
eI D,

8) BIF A FuF MO RSB TH 5,

9) E. LLTORKREER - IsRICSML Tn5,

bFGF (2 B9 % 35
BARTIREICEE T 2 38R

10) JEEEOEMIER (MREEDS S FLUNOEMEE) +H 3 5,

7272 L. carcinoma in situ ((ERZPNE) CHIEPIE IS EME O BEMEEICE D0,
BEMERESC L A EHEMHEBE O FREED H 5 BE IOV TIE, FANCAERSIC L 0 &5
PN DN & 2R T 5 Z &,

11) MYEETH D, FIITEEIEN 1 PARETH D,

12) fERT E T2 IR D ATREME N & D 2ok, SR A HE L TV Dtk BALHF Th D &k,
N— N — DR LT D B,

13) = 0fth, FRBTEE L ITHEYEMPARR L ZRICERT 2O EY &HEr L
B,

11|

5. 2%

5.1 BE~OHHLAERS

Pge s - I Y E AT, RIS D . EEEE RS TARS NI
= . AETEEHOCREE L R o mBERMCHSICHE L LT, RBRBMICSOVTH
HERIC LA BERALY XBETES, AEEZELBICIL, BECRRICBMNT S
P DB I B DIT 43 72 & R B S 2R BRI I A R B,

PEA L7 B £ XY ER 2 D ONCERE L., FEXEICRESL c B ERITEA
L. £HBBEMEFTEAT D, RBEXELIEHGEFREBECREL, SIAXEB I OREXED
5 LAY, |

Tk, ARBUCBOTHEETH D 0ERFT 50 OREIC SV T, —RBROBRE
L LT BN EHE S U7 R O R A4 LT LU,

T, WIREEE. BMEMEIRRB L. AEE2IE LEREND, ML
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T2 =2 L TV DR T D,

52 EFIBEOFIE
KRR CTOERIRERIT, T—F o ¥ —~DO FAX I L HHFRBE LTS,

5.2.1 B

WHEEEE T, MEFEEZESOARMEONTE, HEFEZEROAKREOTL L
&bz, EfERERE S JUWIEEREE - HEEMOBRE T —F & 7 —ICE#EET 2,
T X —d, BEBROREEITV, ERPRE FTRRIC e o T2 B W EEE @AY
Do

5.2.2 fEBIZER

1) BFREEE E R EAT, Bk S S hREAE b BE OERE DEIRGE
=) W MEBEEARAL, FIF— ¥t ¥ —IC FAX CHEMT 5,

2) F—HErF—d, EFBRFEOTHANBICE SO CEEMELHE L, [ERIRERHER
£ E3 TREROBM LY 2HEEMEE £ YSEMIC FAX L, EREHE
B L OEFABEORERE BT 5,

3 WIEEMEE £ Y EMT, DERGHRE) CEAIBRORT 2 HRE, ERON
CARBIGE L BIAT 2, REKOBAE, YZEFICARBA~OBERIRATHD S
RO, ko, DEGIREE) BIOELE DEAIRGHRE) £703 IRk
DR HE | XEMEREE CHRTT 5,

R, WIREEE L /ITHEYEMITI. BFORENTT NS CHRRIBELRBL T
X7 670,

BRIRT
FHRZEZTWERIE BERERY VX —RAEE T— 2o ¥ —
FAX : 075-751-3399 TEL : 075-751-3397 (W& ieH)

BERIERT c A~4&MEH 9:00~17:00 (FfEH., AIZzEaH, 12/29~1/3 #&:<)
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6. AERETE
6.1 HERAR

T
A

1)
2)

3)

4)

RBIETH D DFGF EHE T F oA FuZafikl (bFGF 13200 g) &, IEHERREET
B FREPERE A~ o — I T B 2 MR L2 A D NNERIC L W B 5T 5,

REBRIEEILT R TABETIT 9,

— I AR, AR BYR D FNEIC T, Bl TEBEES ~D bFGF /€T F
A Ra B ABKL O 5 &7 5, @ O BIR D PHOEHEMRERCET 5, PRI
VANRY = —AKZTHHREE L0 BIL, —RFEHRIZRE S,

F 4 WE B IZ, TROLEOFME LT o7& IRt L T5, (BBREOLRL2 L MR
FTHD, Flo, WRABEOZ L AL MUEEZBEOEWSL D& T 572D, 438
BHIABEIC X ABEEITH.)

INT 7 U rENRLTWABEEIL, REIBE bFGF &6 7 F A N/ vk
OFE) D4 AFTLEY, UNT 7V U BRGEBEEBESIIARE L, RBRIGEY BIZTINR
<15] LB EIICKREELZRET S, VLT 7 U o BEOFBIIREEIEOFERIC
o,

6.1.1 ®|’ERA 2 FRELDFGF EFESF /N FOTIVHROKRE

1)

2)

3)

4)

5)

6)

7

1)

Fi % £ 3 BHF 7 EEE £ TS EAIE, R f T RS 5 (& 56877 40 KA b
BREZHONPLHD—F 7L TEL,

W T DICEEOEMRH V. & IS BIORBRIIG & 25561, @ FRELOE
JEFE PR EE S Y ERMAHE L, LV EEEOEWEIO FTRIZEST 5,
~—F LT, BHEMICH SemX3ecm O v Re~w Py 7 ETHE, ZOXR
EEEBRERA N ET D,

WRBFAE £ I3 S ERNL, bFCF 88 ¥ 7 F oA R a Z ik 2854 5 BI%
EEOABFAEKICTOBSE, H60 0 10 EAEHS (] 10mL) 3212513 T
B, 58T 40ml 245, (13.3 bFGF EHE T F oA KaZ Vi ofRE s
=1 ZR)

22-24G #HZ T—EHTIC 1ml 372, 40 HEATRRE, Ft 40ml 257 5,

T & EhE T AFEELE TS EIT, BN a—ICTHBEHR LN,
bFGF &HE 7 F oA FaF Rl a K 1-2cm OWESIZHFANEFT T 5, Z O,
BRD L < IEIRNEBE S0 B0 & 9 IC+H0 I EE LT T 5.
ARBROMSGERE T, FEOMWE L, Juil/IMEE ZNIRF CTH 5 Z LRV d, FH
RED I MIZ I A ER L TIT 9,

6.1.2 EHKRETORAKE (FRPIHICHESEREOEER)

WIRBLEELIIHYEMII DFGFEEE T F oA Ra F kil 5 o 1R -IAT
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BEICRHRER (U730 bmg) #NREE 5,
2) FAWNEREOER 2 b —/L s 2HFEIIONTL, FEREMAESHEY T 5,
3) ER Y hu— WIS EEREE (R < B IR T RRER, REEEEREABRE: . Al RRER D
nm) RV, REREEDNEROHRAICIE, REKE: (U RbA 07— L
FMEFERIEOBRNE G EIIE TR LV ERFEB I D,
Bl 7T T 0 (LZ®: 1A=0.2mg) OFEARANFES (0.1-0.2 mg)
F I FIEARN RS (0.4-0.8 mg/H)

6.1.3 fiizE®E

1) FAFAES (BEERE) ICI3EBERIC Y — P2 Y T, MOaEE2EE, BzEBT 5,

2) F—ERBIOBAOEHIIFN 3 BRICEK L, 20®%IIEKE T 5, ARTOELEER
BET 5,

3) WHOEREEL LTI, FINLABLOERETIEIRNVZ Y VR FERAREE T 208,
FNLREIE, ERT rA FRERELAFERT L2875,

6.2  BrRAZEH
6.2.1 GIRZELE FRZILEEE
1D AT OFERZBERT L O EH L TWiehEad, BB RE bFGF 287 F oA
R 7 VRO E) 1EBEIG . ARBROBIELH bFGF&FE7F 1A Fo
FNHRLOB 5 24 B ET) & TETHIET S,
7L, ARBRBIAR ., TROBMAEROBIAER T, TREALBRTILEDHD
=T GE, AMEORMMEZPIE L, #BEEE LTHRALTH XV,
METEER] : TA7a 2200 (YUTFAR, »UVT A® %), TALTRAZIL
TNT 7T I ATRAZ T 4 ® %)
MraresFTAF Ry (JARRAZR, Ay ) R %)
2) AHELTRI 7=V IVBIAI (T4 T FA MR L—®) ZERLTWEEEIE &
BipEMLs OFGF 8/ 7 F g Rl viiiiois) 1 EMARNG ., ARBROE
EZW bDFGF 8/ E 7 F A RuZ Ulhioi 5% 24 ME T) KT ETHIET 5,

i

6.2.2 HAFEER

1) BEAMEVUALT 7 raRNRLTWAEEIL, REBRER GFGFEFETF oA K
0 A VHRIOBRE) O 4 BETEY. UAT 7 ) R EREAREE I IIAREE L, REBRIAK
B HEIZ [INR<1.5] &2 X5 B EELZFTEST D, VAT 7 ) U &EDOHFRITRRE:
BHEDRETRIZNED

6.2.3 GHAATEEES SUHBE I ST iEREE
1) EREOERELSE, EREMZRRNREICE L ik, ®RZHIFRIZ LRV,
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2) bFGF &HE T F A KaF VBRI O F PNESHIE 9 &R = > b e — Wi, {8
PRI CGFBE < IR TREE, FERERERANRRER, AUB RO WT ) WD, (R
NEDOBAITIE, REBEE (V) A T —786) LR SERE (7S /7
1Y) OFIRNES EI3E THREICLVERZBRIE S,

3) WHOEREEEL LTI, FITLHEBLOB A ETHEHRUE VR ERAREEE T 503,
FNLEIL, FEAT O A FREBREFERT D,

6.3 EBERARPIEERE

UTONWTNNICHEY LEEGE, EHICRERIGE OFGF 8887 F g Ra F Uk
&h5) ZHIEL, #URAEEITV., BEOLKEEZHRTILOORESELZERT D,
%, e EEE RN EMIIBFICHECONCTOEER R L, AEELLENEE S
IEEE LI, BIEEZRMB LTI,

D RBRIEET bFGF 5HE 7 F oA RaF ki 59) 1277 4 7% v—Edk (B
JERLE, MEAR T, SEAR, IR ESF) . NA XY A OBEKRBEL (REIRHEL, Sa02
KT, L), 2o, EERAEFRERDTEE,

2) RERIEE OFGF 8827 F oA R ulikifk5) Eiaaic, B NARRBRIGED
HFiEEHLE LTSS,

3) HBRIEE OFGF &HE T F oA Fu i Vilthifky) Eanc, BE 0 bRBRBINE
BOHR LRG> T2HE,

4) BEBICAEETHDZ ERHALESE,

5) FOMOERIZLY MFEELE EITHYEMAIRBREEZ FIET 5 2 & A3EY &L

7=%5E,

6.4  AREFRMO FILEE

REIEHHK T OFGF @87 F g e ki) %, BEGAMPICUITon
NINZREE LTcla, ThUBOB IO - o DBEB L OBREZ T I L, MIZEERE
FHETHEYEMTEEISHELPICZEDEZ BT D,

iU, REWEFHT 2 - ORESCBELF LM T 0, AEERENEEEIL
ELTote, BIBEZBMB LTI,

1) BENKRBR~DOSIIHSOWNTOREZ/E L-5a,
2) REBRIBEKRT OFGF a8 Y TF oA Rua Uik E) %ICRER ThD 2 &V
B L7854,

6.5 {&AKE
RERTEE P 1L F 7213 B RMESHE I OB IBRITHRE L2,
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7. BEBROME - %

7.1 HEBRBLUVEERHOESR

711 AEERBLUVEIER

BEBICBWTOAESEFR (AE: Adverse Event) & 13, ARBRICE &G 1L, BBEE (bFGF
BEETF A Nkl PEEINZEFICELE, oA HFELLIRL, &
DWVNTER LW (BRBREMOREZE 2 ET) ., ImRELITERE L, BBRIERT
HDHPFGFEHET F g Fa skt & ORREROFEIIRIORW, 77205,
JEHE RIS SR BT BRI & 2 & OHE, T HRORMHME L E B DB LA FHEICHEWFEE LTE
KTH-Th, BEIZL>THELLIRWEETHUL, TXTHEFERIZEGD D,
FERLZDH L, RBE ODFGF EFE T F A Fua b viihn) 85 & ORREERNE
ETERWEES (FHZED) ZEWEHE LTIV FI 2L &35,

bFGF &HEZF A Ka ki 5 8 (Day0) 725, #54% 24 ME CITRE L
BEEZI, RREGOFEIIBEDLY o TXTEHENG LD, Ll H5% 24 8%
MR TRAELEAEERIZOWTUL, RBRE OFGF 8/ E T F A Falflh) &5
EDORRBEENEETERNLD (BHEM) 220\ ToAh, BERRET D,

712 EELGEETER
BHETHEEES (SAE : Serious Adverse Event) &1, [8.1.1 AEFESHEB L OEIER ]

THELLAEFERDOI L, TICEKETIb0EWV I,

FIZEDHD

EqEENPTHD

BRDTIZD ABEE T2 IZ A DIER P SLEL 2D HD
FKAGER) E 7o (X B R R E - A RIS b D
BREFEZHXKTHOD

ZOM, a~e ICTELTEETHDIHD

o p

oo e 0

7.1.3 EREROHE

BRI bFGF EHETF oA e viihn) & ORFEBEHEOHEIZE L TE, BED
EEIRRE, SOHE. OHRZE - OFAEE, RREMBEGREHREL CHE T2, 2k, REBEFR
OHIETE TRRBEFEAGETE 5], [RRBEREAGETE 2V, [RHA] © 3 2OHER
SERWD,

RRBAROHIEIL, MET D RELE B L OHEEEMNIT I,
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72 FEBROHEMERE

ARBR T, RBRE bFGF 54 ¥ 7 F A RuFuiihn) #5815 v iERAE/l Lz
e AEERLEATET D, BRREMEORE b FARICHET 5, RBIKEGA L 0 5B
LTWEERIZOWT S, RBREEGRIERNEL LZGEICAEEER L L UEARE
ZlzTHET 3,

FEFZOBREIL, RBRERGA~ORIE L T2, AEFROBRR L 1T, BEOER
(BME W S DA EFTHRELEZbDET 5,

WHEREE £ TS EMT, AEFRORALBOIEE. BE I L THEYIRLE
2TV, EFIMEFICLVHRET DL L b, HREBROFEII»IDLT, RRERE
%24 BETHEL, TERRVEETLETEORLEIEHET S, BIER GUBRIEL D
RRBROBEE TE RV H D) ICHOWTIE, RBRER 5% 24 HURBIZHI LZBWER b AT
REZRFR Y BT D,

I L, FERM ML E R S OB E OHEIC OB LI ER MBI L TV D5 A
FRBe- R IG IR O BIAASE THRESRY LB REE R BT, TORY TR,

7.3 FHIhLIFEER

ARBIE OFGF EHE T F g Rua sk H51E- TF RSN BERB L O
EPHERUTO LRV THS, ((FFT7=2AI V8K (74752 AT L—0)] O
XELSROZL)

7.3.1 HERECLLEMEA

1) JEEMmsE IR EE R

bFGF IZ3EEIEMA & U CHISIERREER 2 L TR Y | in vitro RERICBWT—H O b
N EEARIE OWIEEEER . 72 in vivo REBRIZEB W T, —BF - l¥ERs L O M ESME
OYEFERENER ., BEBEEZETAIYIARAT ) —<MROEBEEERZR L & O
ERHDH, Lo, BITT2HERERCIIEVER & LTUIRRD 5TV RN,

2) MAZERIEH

Yo F g Fa VRN mEICmA LZEaioid. Mol@isoRE, B, 1854k
LN EREDFANEZ BN,

3) B

bFGF &HE T F A FaF VBRI 5 L Bbhd 77 4 7% — T LAF

—SEZ DRSNS D,

4) RPTSIERIS, BT
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B R I BRI R & 7 B RSB ALIT RO TR, IS L84
IS L SR A D TR B B,

5)

ERERLORIER ENRR & 720 | FEHFEAIERERSEZ Y 5 5,

6) MERFERE
B SRR O B R R HEAT N TR BV B TTREME D B B,

N TOMFEENIAEFR
JFHEEMRAE 2% - AST (GOT) E&H. ALT (GPT) k&, ALP &, LDH &2 &
EHERERY WF7 V7T = ERRY
HEZRE - REAR, &L, R, THRZRE
B EEBAL T ORIBES - &, FEIR, £ O FERK

7.3.2 WMEIZHES BGHE
SBEIOIEE TIEZ TIERAIZ 40 » TR ANERN 21T 2O LU TOREEESZN THIND,

1) &
bFGF &8 ¥ T F A R 7L oGO ERERRERS I 7 5\ C FRBERIIZ 88\ TR
BT B &b D

2) M - 2R miE
bFGF EHE 7 F A e o SEAITEE SR 21TV IEMmIZE D 523, HilL 23
LIV TMELE T ZL03H D,

74 FEEROREHELHE
741 BAERE

1) HYERT, BEELAEESNRALLES, RBE OFGFEAETF g Ky
VAR & ORRERE DT MO AE 1T S &I, BEOICHRELE (HLHE
F) BLUOEERKEBORICRET S,

2) WIEELEIL. UHESPRBRIE ODFGFEAEY T F oA skl OEERE
ERTHY  REMELOBEEORAFTIIERELIET 272D MNERH L ERBODH &
X3, RBRERECAVTWAE RS 72 LI VK (74 7 TR NATL—R) BRGE
THRER L VELSBEERELBEENFRIOECHICHE TS GEFEEL £ 77
ZD4D2FE2HITLD [EES - ERERELLMEFRBRESRIED,

3) FEFEEFIT. UMBEBEAEERICOWTT—F b Z—&, BEIL U THRE 2
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FHEZEERITHPNIRET D, o, UERRE LGS, QUEIZZRZ 2T
ZERITHRET D,
4) FEEZ, AWEMICHET 2 MEERB LOFFMARFIEL, ik~ TS,

BR A D AR S
WRELE (FTH5E)
FEPRZFELRM R DL ENE BiR KB RE
T606-8507 AN TIZE I X ELFERT) I JRHT 54
EEL 075-751-3780 Fax 075-751-4960

TR - PR (DRI AR S A8 B)
ORI R DB AR 4 B
55 075-751-3788 £ 7213 3789 (24 FHRIRIL)

7.4.2 FEHEIRE S L UEMERE

WREBLFIL. BERE THE LEAEFSEB L OBIERAOEMICOWT, CETEM
EFHR O RATESCNIHRE T D,

WMEZNB LOHEMRFIEL, BB~ =2 T MRS,

7.4.3 EEEBEOENMTIHE

1) EE#BEORII. ERERAEFEOCAEAEORAMOMENE U BE 13 EEE ]
PERE 5 FIC LV EBICEAGBEEBRRICRET 5, £7o. UKFRN [FIC
EHHD) FL TEMEENT O] LHBENRBRIE GFGFEFE T F oA
Fu 7k ORWERTHLEHE, BAELY 7 BLUNIC, BEERIGERE 5 &
R VHGREAE () BRERE L TEESBREICHRET 5, ((REERICRD HE
FORRW KR OEE EOBEFHRICOWT) EBIFEE 0331021 5, FRpk 21 4 3 A 31
A)

2) EREBEORIL. UFLPEEREIERATHY . TOREETITRAL. BAEHE,
FAEZMEDORAMEBDIERDIRREEN S TR TERWEE, BELY 15 BUAIC
B EEREBITERE 5 S LV HAFEA GO BELAZRE L CUEAFBRKEICHRET S,
(MEEERICRLBES OBV R OEE EOBEEEICOWT) EERE 0331021
5. PRk 2143 A 31 H)

3) EFRHEEAORIZ, HIAEMLEE (HEWEE) ELTHYEM» O EERAEFFLNRE
SINTHE . LERMISEITI L L bic, BONCHBEELZESSE~BE L, LER
HWELZHELD, 7. ARELRPARRICEET 2 TH L AVWEEREEFS (THL
RONEERBWER) THAHBEAIL, EHONIEESBRESE~RET S (TFREMFZEIC
B3 5w dt)),
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75 BEEKRERICETLIHRE

EEEEORIZENA 2O, ARBREEICHEDBEOAS, BEOLR2ICEBERED
DIERBRONEICE D, FERREEK - WX - BN ORH L RENOLZEREATF L
HEE, REERRMNMERE 6 BICk Y, EbICEAFBEEBREICHRET S,

8. BE-RE-HEFEBELRTZYa—L

81 BEORBRMAS

KBED [RERHE) 12, BEH D bFGE 8HE T Fo g Fur 5% (35
V). 24 MECOMMB LTS,

ZDHL, BELS bFGF 8 7 F A RuZFuiikiks 8 £ T [3BRIAERIR
LU, BERANLEES 24 HE T BENE S35,

82 EBHRIMBIUREHNDORE - 61 - {EERE
LITF, %) OOWEHBIZOWTE, EABREEIMESIREE TRET 2,

8.2.1 EERAT 4 ELUA
BEER - BRRFTR
PERI*, AR
BEAERE (4, NA)
AfHE* (BME, SENLE, FERRF, £OMmEE, NE)
WRLEERE (CHHEE, R AED
1AW (A, PTA. NA /XA, £ OMOIRE : A, R, 1BFEL,
NEIIN
DM, FREC, BRI
- RE. R, E. kALK
Rutherford 184 i i L FG AR 43 58I L 5 3l
iIRT L
MEFHMRE : WBC*, RBC*, Ht*, Hb*, PLT*, fFHER* U L SERk* BBk
*OAFERERT, MEEERT (R H. BIEE)
M4 S TP*, Alb*, GOT (AST) *, GPT (ALT) *, T-Bil*, Cr*, LDH*,
BUN*, Na*, K* Cl*, CPK* (fa#&H. HIEHE)
CRP*, HbAlc* (& H. HIEME)
T OO
DERY (AR, WRERY - BROMEL L2 EE)
Dxa—* (JgEH, EF, MR, AR, ZDOMEF)
HEINRER CAG* (BBE H. coronary PCI, CABG. JRA%) : B&HET 6 72 H LA
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