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=% ) —) (95) lg — 10000mL LA B (1 & A EET20)
FRhIE k75 lg — 10000mL LA B (1 & A TR
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(5) Bt AR
GRS L

(6) HEFEM
GRS L

() Z0thDE L REE
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2L A RS (Hz) 30~40 40 30~40 40 40
WS o= R L 2 —

) 100~500 60~150 60~200 100 100
(J/cm?)
HE B R RS oD RS

MSTEER] (B)) =

WSz x X —E (J/en’) XBEHEE (cn’)

BEHRHIA (nJ/ S R) XL WL (Ha) X 1/1000
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MEER L
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WK Ji 10 M) 30/33 90. 9%
N7 ST -V R G 4/ 6 66. 7%

FzE A R E e 9/10 90. 0%

IFE: 24/24 100. 0%

17/18 94. 4%

D ETIED o & ABFETE 20(10) : 1369, 1993 [L70010000081]
Q) FETTIERE S 14(7) 1638, 1992 [L70010000090]
EM  —EIE o & LFEEEE 20(13) 12063, 1993 [L70010000086]

4)Mimura, S. et al. :Lasers Surg Med 19(2) : 168, 1996 [L70010000029]
5) B4 HYRIED>:Oncol & Chemotherapy 8(3) :302, 1992 [L70010000035]
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VI. EHEEICEEI SHHE

1. REZMICEHEHILEYMRITILEYEE

2. EEER

(1) EREREL - ERAHFE © ~°

AIPREII R ZEMERL 7 4 ~—F R v h b L—H—HKH L OHRIC L DBIBEETH D,
FIRNICER G- SRV T 4~w—F R U AE, P OREEY REAE (LDL) 67T 2.
—J7. MEEHAR CIX LDL L' 72 — ISR EFFHMRICHE~E L < ®mWed LDL EfA L7edh L
Ta4~w—F MU AT, EFMRELY SESEMICE < BRYAE, BEEIENE L, FIZ,
PSR CIE— I ) v DS OPE BN T E A ERWnid, HREERR Y, Rr7 4~
—F F U 7 AR UL ISR 630nm DY AT oL, AT 4~—F MU T AT
WA —ZWIL L, BIIRRE (—EIERRE S ZEIERE) ([T 5, O R LF—
THLRRN DOEEENTEVERE SR (Rrlc—EHEESE 0 '0,) [T 5, 2o HEBENI Fa R
U7 OBEFRZE L CHIRNMERICREE 25 2, BEMns 20 - BRsds, £z, &
T4~ —F M) U LSRN TS L BRSO AEBECHER L LI, 20K
FITERNC L0 U2 R B B IR S L 5,

(2) EEEMFITDHBRE
1) in vitroHiUEEFEM 9 ~®
~ U A H MM L1210 fiAD, MEEIEREASM AL EXP-5 Mifd, T ¥ A =— X /AR X —fififk
HEZE VIO MMM, & B BEREAES: 263-T Mlnz W= TlaArir 7 4 ~—F F U 7 A L 630nm
ORI OPERIZ L0 . ZF 7 M58 B ) SIS RN bz, O I XA
NI 4~—F P UAEE (0.5~50ug/mL) &HXBEHZxLEF— (0~T70]/cn®) ITEIFEL
Tz,

2) ex vivo HUEEIEM 'Y
TS RS FERRAE A RIF ~ 0 ZZARNV T 4 ~—F b U U A& EERNE G 24 FefE £ I
U 72 B3 oy B AR L2 9% R 630nm D YRR 21T o 72/ . & G- & (10~100mg/kg) K UG
e X — (0~70]/cm?) (ZAKAF L 72 JEBS A0 AR O HEFE A6 2h B 2350 7=,

3) in vivo HUFEE/EMR 9 -~ W - 19
Sarcomal80, /LA ARlidE . FUN# 53 PAIE RIF & OVH 2R3 AE S SMT-F Bli~ 7 2, WY
2t M ARRMEIE HT-1080 L OV M BERENERS KK-47 BAE X — R~ 7 A ZBW T, KL ~7
4 ~w—F U LA LNBEOMRIC KD FRRESEEEINS OXEERNRD SN, D
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(1) #8753
GRS L

(2) WRURE B E #
LR

Q) "AFTFRALZEYT 4P
BRI RNVT 4 ~—T U UL 2mg/kg ZFFIRNEBEGROMBETRLT 4 ~—=TF F U T LD
EENEREREILLTO®EY TH D,

INT A — K — ¥ A Y AR

t,,a (hr) 7.7+2. 49

ty. B (hr) 250+285
AUC (p g+hr/mL) 974+710

(4) BEREEEH
afH 0.10%£0.04 (h'Y)
BAH 0.0085+0.0089 (h™]

5) 2VT753R
2B VT F A CL,,=0.0030+0.0021 (L/h/kg)

(6) R MEHE
TEFIREDAMAFE Vis=0.49+0. 28 [L/kg)

(1) IREAHEEE
(in vitro)
b MMEEAMEAR (n=3. FHMHE CEERFE)
88.6+3.8% (MR/NL7 4~—F FU 7 LMEE 204 g/mL)
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8. EIEHA

(1) BHERDOBIE

A AR O AR T F BRI O BEPERE R K& OV R
BOTHD,
AFNOBIWEREF RIS L e > 72 165 FilFH, 93 # (56.4%)
I, OERRIBEUE (20.6%), aFELE (6.1%).
163 i, 32 i (19.6%)
& (10.4%) HFTholo, £,
T HffsE Tk (40.5%) . WK (34.2%) .
SEN. RAEBUAEE CIIMEE (12.5%) %
M (7.1%) F2@EOH NI,

RAE D Fw

2595 (5.5%) 4

wE i (27.8%) .
D, R R E T

AENOEIVEHREF RIS & 78> 72 282 il
MABMOEE 2 & TeRIVEANED iz,

168 51 (59.6%)

ZRIEH 2358
LTholo, BEREMBOLEEIX
IR BTz, FOER B O AST (G0T) EFH (9.2%) .
SRRV FHNRIE OBECER & LC, BERIH T 0 WiAtiE .,

Wb, TDOER

LEIER OFRBUEE X TR &

HD

ALT (GPT)

Wi PR AP

0% R 8 (8. 9%) . WHEET (6.3%)
T E R (21.4%) . HELD -
(EGREF DR

(ZGHR I FHTEIR D REFEE IR & ORI

ZOEb O, LFBEE (33.3%). AMEKHEZ

)

(15.3%) ., MiEHREARD (9.6%). FE (6.4%). ALT (GPT) L&H- (6.0%). CRP L& (6.0%)
EThHoT,
(fifi FH AR A D 45
IFD X5 2BIERN S &b BEaI2iE, RIS U Tl ARLE LTS 2 &,
S%ML 0. 1~5%3kis HEF

% 5 JeAREOE, BFEIL

&
. R FEOR, KLEE, PR
i@ w e JlE, BRI

AST (GOT) . ALT (GPT) .
FF fig | Al-P EHSEONFEERE

A
- W s WK, WER . MK ‘E%?%\WE%\

£

o DEER, BARRIR,
JH 1k = Tt T
i & AMmERE L, &
z o " MIEHRE A O T, | CRP L& EMLUSE | IRFERAL O Hif - &

FEEL . Mg E . W o HE I
AGRIRED R & H AR A O EFH & &b THER

(2) EXGEIER & HER
YL
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() TotOEIER
A LR

(4) HERBERERBEERVERREEREE -8
1] 165 151 1 1T 93 1) (56. 4%) IZHR TS ST 2, e BIERNLIGHEIEUE T 34 451 (20. 6%)
RNTEFILAE 10 #1 (6.1%) . F&Z 9 il (5.5%) REDKEERTH D, TRFRRAEMEDOLE

BE 163 . GOT FH-28 15 1 (9. 2%)

. GPT EH2317 61 (10.4%) #HE S Tunb,

7o, ERFERNBIROREEAER & U, BRI 0 Bt X OB AR 1 T 31 <iangmk 32 4

(40. 5%) . B3 27 f51] (34. 2%) . W&if. 22 1 (27.8%)

P R 7 451 (8. 9%) | WHEHTR 5 1 (6. 3%)

72 B3 FAEE0E R CII ORI 2 61 (12. 5%) 72 £ 75 AL L H 8 IO 9 61 (21. 4%) |
WErE 3 B (7.1%) 72 EDRRBH BN TN D,

N
ML -

AR - BIVE R BT — R
, , FEEHE
KRB A ig% f§§% o n
B s (O35

K GNE AL 79 16 42 28 165
BIVER S BB (%) 58 (73.4) 9 (56.3) 19 (45.2) 7 (25.0)| 93 (56.4)

RERFEBEC (%) 138 12 30 7 188
AR AU 21 (26.6) 2 (12.5) 5 (11.9) 6 (21.4)] 34 (20.6)
e W 7 (8.7) 1 (6.3) 2 (4.8) 0 (0.0 10 (6.1)
»Z (%) 2 (2.5) 2 (12.5) 4 (9.5) 1 (3.6)] 9 (5.5)
| FEAR GERD) 2 (2.5) 0 (0.0 3(7.1) 0 (0.0] 5 (3.0
B | g 1 (1.3) 0 (0.0) 0 (0.0) 0 (00| 1 (0.6
AL 1 (1.3) 0 (0.0 0 (0.0 0 (0.0 1 (0.6
P AL 1 (1.3) 0 (0.0 0 (0.0 0(0.01] 1(0.6)
A [T V7 T 0 (0.0 0 (0.0 1 (2.4 0 (0.0 1(0.6)
L 0 (0.0 0 (0.0) 9 (21.4) 0 (00| 9 (5.5
L - IR 0 (0.0 0 (0.0 3(7.1) 0(0.0] 3 (1.8
?’E BRI 2 (2.5 o(o0| 1(24| o0(00| 3 (L8
oe | H R 0 (0.0) 0 (0.0) 1 (2.4 0 (0.0 1(0.6)
A — LA 0 (0.0 1 (6.3) 1 (2.4 0(0.0] 2(1.2
LADKL (fE) 0 (0.0 1 (6.3) 0 (0.0) 0 (0.0 1(0.6)
I ik 32 (40.5) 0 (0.0) 0 (0.0) 0 (0.0 32 (19.4)
W& IR 27 (34.2) 0 (0.0 0 (0.0 0 (0.0 27 (16.4)
i | VR 22 (27.8) 0 (0.0) 0 (0.0) 0 (0.0 22 (13.3)
W | PP IR 5 7089 0000 000 0(00]| 7 (4.2
| RN 5 (6.3) 0 (0.0 0 (0.0 0 (0.0 5 (3.0
W 7 2 (2.5) 0 (0.0) 0 (0.0) 0(0.0] 2 (1.2
BVl 1 (1.3) 0 (0.0) 0 (0.0) 0 (00| 1(0.6)
a9 0 (0.0 2 (12.5) 0 (0.0 0(0.0] 2(1.2
ft FEEL 5 (6.3) 3 (18.8) 1 (2.4 0 (0.0 9 (5.5)
(1994 4E4£51)
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il PR AR A AR R B R BB — B 3%
R SUEBIE 163
b AR A A 2 BB H (%) 32 (19.6)
Bl A A AT A1 5 T B AR 63

i PR AR AT A 5L T H SRR EA K FEHE (%)

1Bk e 1/ 163 0.6

M Mk 2% 3/ 163 1.8
% R I BRI 2/ 163 1.2

1fn. 2 3 5/ 163 3.1

1/ R s 1/ 161 0.6

GOT k5 15 / 163 9.2

GPT |5 17 / 163 10. 4

AL-P |5 3/ 162 1.9

y -GTP E5- 4/ 162 2.5
%% LDH | 5&- 1/ 161 0.6
4 R BB 5/ 162 3.1
£ swven 1/ 161 0.6

JLTF=v bR 1/ 163 0.6

My K _E&- 1/ 149 0.7

M Ca 5 2/ 83 2.4

myg cl k& 1/ 133 0.8

(5) EHKRE. AHE. EEERVFHOEREERANOBIMEAREERE

MM ER e L

(6) TIT LAX—ITHT BTRRUHBE
DR L

9. BERE~NDRES
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iR E CIIATRREME T LTV D ZENE N DT, AR GRITEHIIATEERA Z{TVEED
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12. BRRRERERICRIETTZE
Y EE R L

13. BERE
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(1) APEETRITRIBEETH Y, b—F =B LM III R 720,

(2) L—H—HHERRFOHEFIH

1) MEHORMEEAICEE L, BB E TH L —Y BT 5 &,

2) FhldEs DML EY, OB, IR SOIEESIC LY. L= RO BRE N R D 2
DB 5D,
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2) APRENWEIG L 72D DIL, BE~DIEHR Y A 1/3~1/2 JAFRFE T 2X 2em AN O NARSIHIIZ —18
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1) WNHRSIHREIRIBR 72 ERIBHTEE NS ATRE/R BT, 2D OIRFREEER T 2 L,
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IX. JFERERAERICRE T STHE

1.

RIEAER

(1) EEEHER (VI EEE(CEYHEB] SR)

(2) BlRpyZEIBAER
MM ER e L

(3) REMIEIHER

RERIE H ) R A DM
— R M QTR IS M 50mg/kg £ THEIIL SN TWRWAY, 100mg/kg LA ETix
—ETRE . FATEEB ORI, BORMTTHE, AT RS TUHE S 2 O
s M DB, 200mg/kg TIHHEE 3 Ak TITRHIFHT LT
N %
| B FEEB R KT 26mg/kg F THEIIAOLNTWARWA, EHED 50mg/kg
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FDA : Pregnancy Category C (201146 8)

<BE OB >
FDA : Pregnancy Category

C : RISK CANNOT BE RULED OUT

Adequate, well-controlled human studies are lacking, and animal studies have shown a

risk to the fetus or are lacking as well. There is a chance of fetal harm if the drug
is administered during pregnancy; but the potential benefits may outweigh the potential

risks.
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(201146 A) Safety and effectiveness in children have not been established.
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