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PEVRLEVE FURE, BB AVERIENE AR, H o P ZIEON P ZIENI LT, @H. AT
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BRIE, I/ R, et 3 B Al iE (Toxic Epidermal Necrolysis : TEN), 72 & khEIRARE
R (Stevens-Johnson JEMERE), AMERG MEFISYEIRERE, ALEUE GHIBLME R G 22), RREUT bR
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(1) #0 £
FNLEF T 4 BE125mg [ F—1T

@ F 4
TERBINAFINE TABLETS 125mg “TOWA”

() BMDHE
—fA +HIE+HBUS(E )+ [h—1 )
[ TEERABRBERSOEBRFEICH T > TOWRITEL OMmAICET HEEFHICOWVWT] (F
AR 1749 A 22 H SEAFFARH 0922001 S-S <)

2. — B 4
(1) #0 AGES )
FEF 7 ¢ AEREE(JAN)

2) * & @aE
Terbinafine Hydrochloride (JAN)

Q) RTL
R

3. BEAXITITHERX
H;C CHs

Hs
H:C O\ ¥
TN AN % - HCI

4. NFEARURDF=
45+ Ca1HasN - HCI
458 1 327.89

5. L% (8i%)
(2 E)-N,6,6-Trimethyl- V-(naphthalen-1-ylmethylhept-2-en-4-yn-1-amine
monohydrochloride(TUPAC)




6. [BRA. 4. KBS, E5&S
B4 BT Ve T v

7. CASXBES
78628-80-5(F L 7 ¢ LR
91161-71-6(F /L EF 7 1 )
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1. YELEEHLE
(1) 8 - 5K

EMSIZET HIER

H A~ A B OREEIEDOMRTH D,

()& f& ©#

woO lg 2R T OICES B IR & WM
A ) =)L 1mL 2L | 10mL Kl | #1090
=% ) —/(99.5) 1mL 2L | 10mL A | #1090
FER2(100) ImL 2L E 10mL A | IR0
K 100mL 2L E - 1000mL Afifi | T <

@ ® g
MR L

4) M| (DfER) - Ha - BER
RS - 59 205°C (00 i)

(5) BRIGEMEE

pKa : 7.13=0.06(55 =7 X / ¥, WEE)

(6) HEFY
MR L

() ZDtenE 5 REE

W E ,,(282nm) : K264 RGO A X ) — A EIE(1—40000))

lem

pH : Kfh 1.0g 27k 1000mL [ZIE L=k D pH 1X 3.5~4.5 ThH 5,

P - L A

3. AT DHERERE
(1) &5 IR BRI E T

- AR DEREHTICEITIREL

(2) FRAMEIL AT S VETEWRAE S U D D EERITE)

(3) ALY D TR (2)
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V. HAIREI HEE

1. i i
(1) FRORXHB., 58K PR
I DX 5 BER(Z 4 v ba—T 4 T EE)

TN H .~ A OERRA Y O
T AN IT—T 4 T EE

Wl | AE
a— k[ Tw177
Ul
A E
=
FER(mm) 8.1
JZ & (mm) 4.2
'Z &(mg) 188

(2) WA
AR L

Q) #H—F
(1) FIEOKRI, SMBLE OPER O IHZ 2]

(4) pH, RBEL. HE. LE. BEEOERURTER pH HF
Y LR

2. WEIOKHERL
(1) BMES GEERD) DER
18 BR TvF 7 ¢ UHEEEHE 140.625mg 2 & AT 5,
(et 7 4L LT 125mg)

2 F&F m ¥
i H B 0 VS i )
A fEdmtr e —2
sl tRefxy 7o itilo—=x
LA T 77 Y a—)E Na
T WEEAKT A, A7 7TV U Mg
a—7 4 Al bR Ao—RA <7 wrd—/L6000, X7, BT HZ
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R L

3. BEH. AFOSHIEICHT HERE

A% L0

4. HEAOEREXHTICETIREL

(1) hnEaELER v

AAEFCHE - PTP AldE L 7= 8k,
ABRSA: - 40°C. T5%RH, 3 =~ (n=3)

BRIE H BA b IRE 6 % H

M H A~ H A OEFRAD _

LN DT AN DT —F T EE Rz
FleiR Bk SNy [/ /2
R (%) 96.2~105.3 88.9~98.8
&%) 100.8~102.3 99.6~101.7

A& TR R AR & O 7o IEEABR(40°C, FIXHREE 76%., 6 » H)DRER, T eT 7 1 Vi
126mg [ h—" ) (J3@H OHSEHE FICRBWT 3FRLETH LD Z LI Sz,

(2) REREFHER?

EETIE - PTP @ LD &7 1 5% L7 B
BERM  RE, 3 2 v [ =D)

FABRTE H BR B 3 &
o Hfa~RE A A OERRAD _
PR DT 4V —F ¢ T EE Az
A =(%) 87.9~103.2 96.2~100.8
E#(%) 99.3~100.3 99.2~100.2

EWRARBR(EERT, SHEOME, 7T 7 4 8 126mg [ F—7 ) 3@

TIZBWTC 3HEMEZETH D Z & PMERI N,




Q) BAOFEKBICEITHRENY

(4)

AR e &R I
e ZEiLdH Y ” .
(60 75 lux - hr) Gy | FfemLo | ReRL

* D LA L A2 -572(60 7 lux * hr)

)

H), SFRk 114 8 H 20 B ORHEiIIEEIC L 5,

<BE > H AR SAN 2 OO a5 1

[4+i]

oy

AP TCHE) AASRBESEANNZ « 884 « 1 7R A O IEGERIRAE T

L

Nl EOELZIFEAL

D 7R

EHY  (BlkEH)

Ozl GRESE) 2580 55
I E 72 D22 WRREDOELTH O Bk 2N 7=

Y Eﬁlj%?i‘\

EkHY (Bl

TEARZAERHE LW EFHZ L2588, MK 2 i

DEBRDREN Y

AIETERE - B 12 T2 L L — |

ABRS: - 25°C. Th%RH, HERTE. 1 2y F(=3)

TEMERRBRIEIZ DV TE

AR H BH ARy Sy ENE 1% H 3 H
. T SR Al /e [/ [F 2=
Gag I} — H ik A/
SR (%) * 90.0~92.8 94.9~96.5 94.5~98.6 96.4~97.9
(%) 99.8 99.8 99.5 100.2
* : n=1 THE}E L 7= 5k
MAEGRE Ty ST 4NV A TEE LYy — L
AREREE : 25°C. 60%RH, 3000Ix, 1 7 v h(n=3)
BRI H BH AR SrEIE % 60 4 lux-hr
Kif [, [l 72 Il 72
PR
gagiil - [, Il 72
(%) * 90.0~92.8 94.9~96.5 94.8~97.7
& (%) 100.1 99.7 99.5

% 1 n=1 THEM L3R

EIE DR EMNRER@5C, T5%RH, #XARTF, 3 » A, 25C, 60%RH, 3000lx, 60 /7 lux-
ho)DFER, 78T 7 ¢ U8E126mg [ N —U | [ ZZNENORBREH T, 13& A LA

DRI,




5. ARERVBBROREN
Y LR

6. fth#FlE DEEEILEILFENELL)
M L7gW

7. BHME

(1) BERURBRAED
TNEFTT 4 U8 126mg [ F—TU | 1L, AARFERHTEELERIZEDONT-TVET T 1~
RS OIRHBMICHE S LTV D 2 E BRI N TV D,

7 AREHERBIECS Vi)

ABRE : pH4.0 © 0.05mol/L FEfE - FEfE T ~ U 7 LAFEHE K 900mL
[R5 50rpm

HIEVE « SRAN T FE I E VA

Bl K 2 30 Sy OUHIZEN T5%LL Lo & & TG & T 5,




(2) £YFHIRIZEERER 0
FAETF T 4 8 126mg [ h—T ] 12OWT, [EFERDOEWFNRSHRRT A N5 4
v CERk 1345 H 31 H [EIERE 786 5)LL T, A RTA INHEV, IWHRBRZ 1T -

776

TR (%)

A (%)

TR (%)

120
100
80
60
40
20

120
100
80
60
40

20

120

<BIEFEH>

il pH1.2, pH4.0, pH6.8. 7K

[ & 3 50rpm. 100rpm

HEREF FILEF T4 88125mgl b—"7 ]

pH1.2, 50rpm, /KL%

—O— BHERBA|

—o— {RERF|
0 5 10 15 20 25 30
BUBRRERERERRA (43)
BER(53) 0 5 10 15 30
BERF 0 |220 | 768 | 944 |103.2
1RERE 0 [12.94 |14.75 | 438 | 0.97
1R 0 |[524 |89.0 | 957 |1003
RERE 0 |[477 | 243 | 220 | 283
pH6.8. 50rpm. /KL%

—O— HERIHA

L —o— IRAHHF
YT — o o
0 60 120 180 240 300 360

BB RS ()

BEE(43) 0 15 30 60 | 180 | 360
HERuFH 0 63 | 61 |40 |44 |38
RERE 0 2.03 | 090 [ 055 [1.12 083
1R 0 51 | 47 |35 |33 |24
RERE 0 1.78 [ 1.13 | 0.80 [0.93 | 0.27
pH4.0. 100rpm. /SKJL%
—9
—O— GERRFI
—O— IREMA|
0 5 10 15 20 25 30
HERREREREER (5)
B5RE(5) 0 5 10 15 30
SERWH 0 |362 |945 |989 [100.9
BERE 0 |1225 168 | 159 [1.10
RERF 0 |[847 | 944 | 958 [98.0
RERE 0 (675|458 | 2.16 | 1.93

A (%)

A (%)

L TN n=12
s N ISFILE
ZERHE| fEH. 125mg
120 1 bH4.0, 50rpm, /$KILiE
100
80
60

—O— HEBRRFH

5 Ul
2 —o— REEWHF
0 . . . . ,
0 5 10 15 20 25 30
BERRIERERERR (5)
Bfi(5) 0 5 10 15 30
EERMF 0 |[329 |920 | 97.9 [100.9
B RE 0 (1188|448 | 2.28 | 2.68
R 0 |[336 |821 |934 [988
RERE 0 |1053 | 8.35 | 6.10 | 4.53
120 e N
K. 50rom, /SFILE
9
—O0— BEREH|
—o— 1ZERF
0 5 10 15 20 25 30
FERBER AR (5)
B f(5) 0 5 10 15 30
BRI 0 |[244 ]831 |911 [910
RERE 0 9.34 451 [1.21 [ 043
RAERE 0 |309 [824 |867 |889
0 |[846 | 329 | 106 [1.17

10
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11.

AREREF R VRERK DO FHBEHED LR (N FILEK)

ARG LI R (%) e
— - R H =R e
| e | PO g g | 0EC0 |
rpm 77
pH1.2 15 94.4 95.7 3]
50 pH4.0 15 97.9 93.4 1
pH6.8 360 3.8 2.4 1.4 iz}
7K 15 91.1 86.7 1
100 pH4.0 10 94.5 94.4 1
(n=12)
) E HL e

(pH1.2, pH4.0, /K(# 50rpm), pH4.0(100 rpm)]

FEHERLE D SR EED 15 43 LINIC 85%IZ =T 2456 - sBRIANIT 15 43 LAINIZ ) 85%LL
F¥RT 20, XUE 15 31280 CRERERUA] 0 7 H SRR HERIA 0 PR ISR £ 15% D %
FHIZ® D,

(pH6.8(50rpm))

AR ERLA D L5 SRS BUE S T BRIFE LAINIT 85%IZ1E L 22\ g a « AR BRI D 158
R HLE S 7 BRI (360 0T 35 1T 2 A R 0D 1/2 DI PIE 53 2 7 71 24 72 IRF A
R OBUE S 7o iR BRI N 35 BRBREUFA 00 SRR H SR A HE R O SR ER HH 3R + a% D i
PHIZH D, ald, BWHEDR 50%LL EOLEITIE 15, 50% KM DLEITIE 8 L35,

(B HERLA S BLE S LRI TUlE & A SRR, BRBREAI S [FERIIZ & A L 72 )
STied, FA%ETHD EHEE LR, )

FROFRL Y REBEEHEZNZNITONT, TA KT A > ORHZEB ORI A EHEAEIC
e Lz,

Wo T, TNETT ¢ BE126mg [ F—U ) LIRMERIFI O HAEIFS TH 5 &l L7,

- YRR EBRE

R L7

. HEP OB DHERHAERE

HEsa~v NST T 4 —

WA P DEHNED DEE;
Wik~ s 777 4 —

pali
A L7
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