013 42007

* % 20134 4 AiET (BB 7R BUtRtZEESE) H

*20124E1 1 AELET [ BfEEmmAEES | 87 629 |
& R &S | 21800AMZ10035000

~ I i I 20064 7 A

TYIYNLT I /%ﬁﬂ*ﬂgﬁﬁu B 2 B 1A 20064 7 A

(%)
FREE (FEBIILE
BT TRET DT &)
e R HARR)
SRR D
HRANICHERT 22 &,

ﬁ&ﬁﬁh@inﬁ'ﬂj_')ljt\_‘j-j’f ‘J:’f;’ﬂ 25mg rCHJ

(FILEF 7 1 HERRERIFE])

)
=0

HELFEE (FA2. R, Bt -, #ES) ROm
gD, EERIRE, I/MUBDEH5DbNETEAH D,
FEIESTHBHESNTWD, KB EERT AT,
B ERTIC AR A R CIMERE 21TV, ARl ORSHIIRE
PEERICER L. EMICHBERE R CIEREZ T 2
FEZE+TITO 2 . ([BR] 2. EERERNER].
[4.BI{EF] 0EZE)

RENIOBEGRIRICH-> TlE. BNLEZIRGTH L.

(22 (ROBEICIFIBSLENT E)]

(WEEZHBREOHHEBE [FRENSEETLIBZINMDDH
%.] ([4.BIfEA] DIESHR)

(2)NIMBREAD . BERIFRRE., /MBSO MKEEED
HEF [MKBEIBEST ZB2N1H5.] ([4.8I{ER]
DIESR)

() AA DR 120t UBHREDBEEED & 5 B

(#8R% - K]
R 78 & TIEF T 1 V8 125mg [CHI
By - ad HE TLVEF7+ iEEE 140.625mg
(1%EH) (FILEF 74> &LT125mg)
EwRmtla—2A, Fr 7o) a—)VEEF b
wom o | Uvs, ABEAKY. e RoFi ot
LVad—A, ATTYV VBT TR T h
AE - R HE~RBEABOREERA D OHGE
; gg()
PO > i
BE:0.1
ASE (mm) EE 39
# 2(mg) 210
ZINEN PTP
FAla— K
ch chTR
[3hEE - ZH5R)

FEASKRE (a7« VB I70RARIVLE. ZE¥TILE
T4 bhVE) WUV B. ARB NI Y T RE A AIT
B I & B T ELRYLE
BL, NEREEHCIIGEREEZICRS,
1. FAEER B RE
EEMEASEE, ARg ) I—Y A, ZOEITI—V A
2. FRIEMF W EEE
B NEE. T EE8. ATI0EE. EIEE, 7LAR
TE. BEETE. SEREaEFEEEEE. BERAE
FIEEE R
OF - EHEIIAEMER O BE R OB AL - BER
DFNEE ., AR LGOS R OEFE & 0 4
HEFAZEATEZVWEEICRES,
NV IR Y YD YRE

(GHEE - MRICEHET BERALDER)

KA OHKE Z, BEHBA. EEENOCREREOHF & D KHE D
WIRAEL L HH S h 2 BEICOAMERA L. HHAREEAIT
RS BEICIERALEN L,

(R - FE)
BH. BRAICIETLEF 7 0 & LT125mgZ 1 H 1 E&%IC
EOKE9 %,

) EE-EMEOMSEAICIVERTSZL

%8B, Fhw. ERICKDEEERET 2.
(% - HEICRET 3R LDER)
KRB OBEGHIIEMHAERIOER L. EHNICFRERERDS
MmigsE (MREEE. BMRDESE) 2175 2 CHE2+5
TS 2 &o ([4.BHER] DIESHE)

[ERALDFER]
1.BEHRS (ROEBEICIFESICRETILE)

(OiFEZEDH 2 BE B L IEIRSEOMEE2ET
LEERIFEESHEEST LIBZNTIH 5D T, KEIOKRS
FRIZSERNIC AT EERE 2 TO 4 & BEZ+2ITH> 2 &,
(T4.BHER] »EZE)]

QBEBEOHZBE [(BOMTPEENFRT 2BENTDH5.]

) EEHmE ([5.BHmEa~DRE] DIESER)

* % 2 BRLGEANEE

(1) EERGHEES (FArf. L. Bit5-o#%, HES) »PH
S5bNBZEFHD, HEWXE-HlDHREESN TV D,
HEGHBEEIEICRERB®R2 » ALRICSES5DNED
T, BE5HBE2 » ARIZA 1 EOFEEREZITY 2 &,
F7z. TOBLERNICHEREREZITO R CB R +59
275 2 & ([4.BIfER] 0EZE)

(2) RN MERRA, TMEBBRBRENROIIMGED d 5 b b 2 &
BHBHOT, EMIICMEHEE (MBREEE. [ mBkoEZE)
BT EBEEZTITY L. ([4.BER] 0EZR)

(3) B MRIBIEERMEAE (Toxic Epidermal Necrolysis :
TEN). FZEHHERERAEIREE (Stevens-JohnsoniEfEdf). =
HeEUREERAE EE RIREREER) PHsb
NBHZERHHDT, AROHREFIIEELZ+DITTHT
o ([4.B1ER] 0EZH)

(DA DG, FEEREEOHRBEICTD 2RE 2 FOREM
Db LT, AROBENPEY LHESNhBEHEICOVTO
HETH L,

B)AFDEEICH 7z > Tld. BALEZHG L. KFOEIE
HIZOWTEZFICTA#HAT 2L L bIC. BEFRDOON
B EICGEP P ICEREICEET 2 KO BRI 25 EE
BEWET 5 &,

B)REZ. DEV - 556D ENHOLNBIENHEDT,
B, BHEEOERSERE LS BEERET I
ZEBESESH &,

3.{8E{ER

AENG, FE LU THREERFT by o —LP4500 5 F7E

CYP2C9., CYP1A2., CYP3A4., CYP2C8, CYP2CI19

ICE-oTRBEEN, 72, CYP2D6 #PHET %,

HEER HAICEFETDIE)

A 2% BRRER - IEESE | BF - ERET
VRFV Y KA OMAPEEDS E| 5 A
TLary—) RIBLEOREND | L AHF M T u—

5D T, FRT 515 | LP-450 O I ]
BIRHBICEERT | I D ERFOR
HT e, BABET B,
V77T AAEOMPBESK| V77T Y
TI2EDRENDH |12 & 5 FABE
0T, FHT 25 | RZOFBRICLD,
BFIZHBICERT | AF O R H P E
5T &, HEEN5,
=ZRRIO DA N5 DEHILZ | A H OCYP2D6
L3753 OEERBEHOMA | DEEIZL D,
JIVRNITZFIYY | BENERTLZIE| NS DER YL
FINITFIY | BHBHOT, FHAT | IEF OEERSH
<~ 7aF) v HISEICIIHEBICE | Mo RE A EIE
FEFAPOAMV|BETEHZE, T 5,
Ty




Al BE HRER - HBETE | KF - falRET

K- AR LT | AREENH 5 bh | HFAH

IR EBA 12EDRENHHD
R E% THEET LI &,
TIURARY ruARY rol

FREPERNLZE

DHENDH B DT,
FRT25EICITY
7a AR »olid
BE*2EIC 70
2R Vv OBREE%
FEITAH L. FEIC,
BHERE TIIIER X
IBOFRIBICEET S

Z&s

4 EIER

AENGERBERESORMERAREHE P HEE 2 2HEZEE
HEL Tz,
(HEXGEIER (BEEAHA)

EERGEE (A2 %\ - HES) | #25.
R Z 5 FERE. FEE ED - IBH. BRIERE. TARRK
LOREERERICEET S EEHIC, BEHAR 2 » AR
A 1 BOFFKEREZITH>Z &, /. ZOBRLES
RIS EERE 21T 2 CBEZ 91070, BESR
OoNBAICRRS2PIEL, B RLELZITS &,

20N MERRA . BRI, MAWREA @ THIEA. 2
U oSHEERR. 8. R RHMEORBAERICER L.
FEHM IR (MBRNEE. QMRS ESE) %2175
BEBRETFIITV. BESRDONLGEICIIRE
oL, EUAMBETY 2 &,

3) hEMREIBFERIFFAE (Toxic Epidermal Necrolysis :
TEN). KREt5IRARAEI=RE% (Stevens-JohnsonEMEREE) .
SMEEURSHRAE. IFE QRIRERER) @ 5
MR RARE. FENERERE,. AE25EHE
MG, AIEE FIREERER) vhbobnsdIl ey
HHDT, BEEZTHITITV, BEPROONLEBEIC
WS ERIEL, BYZLEBEEITO L,

4) EIEARYERAE - B RARES D 5 DONE T ENHEHD
T BEx+oIfTV0, HARE. BB, CK(CPK)
ER. MPERSRFIAF Ty ERAPRD 5 Ni5E
5 ZMPIEL, EIARLBZITY 2 &,

5)Yavd,. P7FI743Fy— vavr,. 7FI747
FU—HHOEDLNBZIENHAHDT., BEEZ+7I1TITW .
WIRREE, 25O, MEFE. ER2E0ERPR
OOENGEEICIEREG2HRIEL, BUZLEBEEZITS 2 L.

6) ERI B EUEEIREE - WHIERE L THE, RENF AL
. FEICHFRSBEREE. V) OO SEIEIE. BInBkEN. ik
B, BEY VONBRHBEE AL BREOEE B
SERDBHEDLNBEZENDHDT, B2 71TV,
COEIBERPESDNLIBEICIZESEZPIEL, #
UARBEEZITHZ L BB, B EALRZIATA L6
(HHV-6) oA LV AOBEERIL2ES> 2 ENE L,
BEHRIEBLHE, HE FREREZOERIHRD
HVITEBENT A ENDHHDOTEETHI L,

NHEMEEIVTIN—FTR  HAEKEEITY T~ h—
TANBHLDONEZENHAHDT, BEE DT,
BEIPRDONLBAICIRS2FRIEL, B LEZ
T52&,

(2) ZDithDEIER

SR
5. MRS, 7O R, . EEER
B B OET | RIS AESE. U EIEE, SRATKL
ATEHERE %5 SRR, MRS

B - B8R | AIAE. BATE

B i v-GTP. AST (GOT). ALT (GPT).
LDH. Al-P ® k&

m & | BIEREA, Al

;ﬁ 1t %E %%BK‘&E‘@\ ﬂgﬁﬁ\ %i[)\ —F IN %%EH%?&E&\
! BHANR. 8. WEH, H28. BEX

HEV, S5O, BHE RX. ERIIE
T ARER, LU, SR, BREHIRR, A%,

5o

FRAIER

N
W R 2 |BUNESR. 3R
B os s HKREEE - KEHEE, BB, RERE. 5§
= HEE, BEOET, BH, GAOET
M) ZUEITARER, BaLVATE—L
z 0 fi LR BT - TARE. BiE. FE. A
EE., RE, 38, CK (CPK) EF. &8,
MER. A V7 VI TREER, AERD

FEDEEEFIEL, BURLEBEZITY I &

5. 5@mENDIRS
AANZEE LOFBeRBiS N, BHHRORPICERES NS
M. ERE CIE—RICH - BERESETRTLTWA I ENFZ N
OEVWIMTEENSFRT 2B8ZTNDH 50T, BWEFAORIRIC
FEL. BEOREZBE LGP LEBEIERST S &,

6.1731%. ElR. FIBE~DRS
(DR XIZEIRE L T WA RTREE D b A i@ NI iZ. BB LOF

WENEREE RS MBS NIBEICOAREET ST
Lo [ERFOHREICET 2REEIIHILL TW iz, VY
FOREBIEBHOKERS (200mg ./ kg) 1L O REOD
BHEEORED . AEEMOMFIPEESNTWVS,]
Q)EFAROBACEHRELZVWI E, P2 EITHET SE
AliE, B EhIESEs L, [BMER (Sv ) TH
HHABITT A EDPRESNTN5S.]

7.NBEADRS
EHAEFRER, AR, AR, $REXNRICHT 2% 4
FHESL LTV (RN V),

8. BERS
IR, ER CBD. BE. OFTVARESh TV,

WMEE © BYREIITEE RS S ERIC K 0 MERE % T
Do

9. ERLDEFER
ERNZME PTPREOHEFIZPTPY — 2S5O HELT
RS 5 &5 ETHZE, (PTPY— FOBEKICLD, BV
SFAESBEERBEARIA L, BICIIZEALZB I L CHERIR %K
ZOEERAMEEZHRT A EPRESNTVS,)

10. ZDthDFR
FILAOEHKE (150mg / kghl k) FEOKSIC X0 EE L
ICHBGEPRIR L EOREDNHHDT. KAlZ6 5 ALE
OEIICH-VHRET 2 EEICIIIERZNBRE 2 ERET 5 &
WEE L,

[ZEEhEE]
1. EYFHIEE SR
TNVEF T 1 $E125mg [CHI EAFERF Z, 7 0 A F —/N—
BIZEXDENENLEE (FILEF T 1> & LT 125mg) %{@REE
RS FICEE R B IR O 5 U CIEFR TV E ;7 ¢ VBE
RRE L. BoN-BYHRE/YT X —4% (AUC, Cmax) (<
DT 0% EMX LI THEHARHT 21T - 745 25%. log (0.80)
~log (1.25) O#HENTH V. WAIDEYFHIFEFMEIHET
INTzY

(ng/mL)
il 600 t
3 .
Y —@— 7Y F 7 ViE125mg [CH]
I/ 400 —0— FHERAI (84l 125mg)
= Mean+S.D., n=20
¥
4
v 200
%
B
0 : : 8
0 8 16 24 32 40 48
He 5% 0 R (hr)
HENRT A =% BENRTA—H
AUCo-48 Cmax Tmax tia
(ng-hr/mL) (ng/mL) (hr) (hr)
TIEF T 1 UEE
+ + + +
125mg [CH 1894.2+474.5|451.3+93.0|1.7+0.5[3.8+2.1
R 1846.8+491.4 |432.9+95.1|1.7+£0.5[4.5+2.6
($EAI. 125mg) T B A

(Mean=S.D., n=20)

MAFFBEL N AUC, Cmax ED/8T X —% 13, #HEE OER, &
TEOBREUE - BREORBEMFIC L > TRL SN H 2.



2./ 8H%E
TILVEF T 1 VEE125mg [CHI &, HARRFHIERELHE
EIEICED SN TV F T ¢ VIEERIE 125mgst DIEHH
IGEEL TWAZ ENTERSIN TS

* [FEFIE)
TULT I VRAEFEET, HREMREOERS THHT LT
ATFu—LoaREEE UBEKEZRET 52, (ERKFIEA
ITLYIRFY Y —YOHETH 5,

(B2IR5 (CRE T BE{LFHAIR]

—ffg TV T T ¢ IERRE (B ERTLE ST 1 V)
(Terbinafine Hydrochloride)

{b%#4 @ (2E)-N,6,6-Trimethyl-N-(naphthalen-1-ylmethyl)
hept-2-en-4-yn-1-amine monohydrochloride

3F= ¢ CaHsN-HCI

STE 1 327.89

Al = 8205C (7R)

VB .
e H.,C CH;

CHs
HsC N |
)\/\/N O - HCI

B R TFALEFT 4 VEBEIAE~MEAROBRIEOMK
THbH. A% =)L T¥ ) —) (99.5) XIZEEEE (100)
IR T L, KIZETFIZ W,
1.0g% 7K 1000mLICIE D L7z DpHIZ3.5~4.5TdH %o

(R L EDER]

RE MR

E#OEMTEZRCCRARERR (ZERE 3F) Of
RABRUGEFIRROHBAATHD., TILEF T 1 ViE
125mg[CHIDERRFICH T % 3 FHOREMEPHER S N7z

(2]
TILEF 7 4 »4E125mg [CHY
PTP : 1008 (10%Ex 10)

E=3a)

D REEMERRST HNER (ENLOASERRICET 5
EDE)

2)RAEBMIRAL HNEH (SHRRICHET 22

3) B+ F AR RS

A RERUIHR S HNER (REERBICET 2 ER)

* s [STRREERSE]
FTEXEICEEHOENERIZOE X LTH RERICTHRTE 0,
HAY 23 v 7HR&t BES SHEKE
T100-6739 HEHFTFREHXALOA—THIE 1=
TEL 0120-893-170 FAX 0120-893-172

*

*

*x R T T

@ BAIIRUVIHRAEH

RRBTFRABRAOA—TBEIE1S

SGERRTETT

Ghosei 5t B BT 24t

wmE T E M B K G 92 %
582779000-001






