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~—3 (http://www. pmda. go. jp/PmdaSearch/iyakuSearch/) I[Z CTABIN T3, HIFFETIL, 2009 &4
FVHERLDO I FOEREBRFTHMME LT A ba—Tr—2BatE] 2FEBEL, Hac0 1
F R SCEZ ST 2 EAEHE®R E L CHEYIDEE - e L Tn 5,
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DM EEROT-DDOER, WHRFTOTDOER, FAOTDOER, EEMLOBEEMH OO
. R BE ST OO OERENERN SNT-REMRMEBOERGMFHREL LT, HRENTH
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D3REAM - T - BRI T2 L Eblc, BERMEETIOILOLE VIR ER O L EFIEE LT D,
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I. ZEICEEI HIEHE

1. FARDOEE
50mg HEIX, TRFEIM & U THRIE 0331015 B Pk 17 4 3 A 31 B)ICESE, BUS L OB HIEZ 3 E.,
FEE MR, YRR R ER ATV GRS L. 2010 4F 7 HIZKZRAZ S, 20104E 11 Bic (7 ery v
—/UEE 50mg [##K) 1 & U CERAMINEE L 7=,

100mg $E1%. 1976 4 8 HITARZEE L, 1978 4 4 Hiz 7 a7V /—/Lgg] & U TCEMINEE L, FDik,
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ey B FbE
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E A (mm) 6.5 9.6
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(1) IS GEHERS) DEEE L UHRMA
R5E44 7ua Y ) —LEE 50mg [#AK] 7a 7Y J—UEE 100mg 754K
Shet 4N
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M ERe L
) &=
mMERe L

3. ATAMEDEBRUVEE
U ER R L




~

kil

gk L

BAY HEREIED & 5 Y

gk L

HENDEREXETICHEITOIREN
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(7B 71/ —)LEE 50mg &1
[(RAESRMF]
40+1°C, 75+5%RH
(B AR 4]
PTP A4E0% : PTP AHE (R V(L E =V T 4 VAR O T A I =0 L), R 7oL o RICKETA. BKE
[FBRIE B & O]
RERTE H B %
E27N F A~ B D SR 5E
W 7K/900mL/ /X R /vik/ 5453 50 [E1HE/30 43 /80% LA 1=
E ik 48 ¢ 93.0~107. 0%
[
ABRTE H B LA 1% A 3#»H 6 » H
TR 1t i it it
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¥luey hn=3D3 vy FOEHE
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(B AR 4]
PTP A3t/ : PTP o — F (R Vb E =7 4V A, TAI=U L), Ea—GRYxFLr - RYHEke=
U7y R rIIx—h7 400, B
NT@ER BV =FLy), HE@RB)
[FBRIE B K O]
ABRIE H PSR
(EVN 1 849 0. 3g @ A& FHCIREEA]
(1) SN AR A~ 27 R L 2 248~252nm (2RI DRRK & 777,
TeRd iR QW@ o~ N7 7 ¢—  RBHRIR K O ERIR D DS T2 E AR » o> RE EIX%

Ly,

LA —

MIEE ¢ 15. 0%LL T

(E2&RERR)
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PTP A3 (n=1)
lenB iR R ERE
FRAF IR MR I ) — .
" (1) @) I P R
BrAGEE it i i T 98~100 100.0
1 & H b 96~99 100. 7
3 & A it 88~91 99.0
6 f& A it i i T 81~85 99.0
SR TE 18 O Fie/ IV~ e KAE % G
e (n=1)
enB iR RN ERE
PRI (ERIN wA—E | .
" (1) @) VR (%)% | AR (%)
BRAAIRE it 1 1 T 98~100 100. 0
1 & H b 96~98 100. 4
3 & A it 92~95 99.0
6 1% H B i i T 83~87 99.7
S EAE O Fie /M ~ e K AE % G AR
2) EEERETOREN
(77 /—)LEE50mg T&H#k]) 2
PRAF SR
- PEIR Vit B T
YE&F N NS NS NS
[40°C.3 3 A JE - S84 5 2] 2t/ L e L e L 27 L
T . . " EibH v
[95°C. T5%RIL3 7 A 5 - B Efeiz L Zfes L Zfes L T
ﬁlﬁ
(WY& 60 J7 1x-hr JELEE - LB D ik L ik L ik L Eib7a L
D& KEH T AR ()]

(B ] PEIR - e~ AR OFRE, WHEE : 30 2 80% Lk, &
% 5. bkef (BALAKE) —3. Tkef (1 » A) . 3.1kef (2 » A).

(7o 7Y /—)LEE 100mg T&#L) ¥

3. 1kgf (3 » H)

:93.0~107. 0%, fHEE : BEHE

P
RAFAIE
- e e E A
YE HE
([mig%c 3 0 Ak - ) et ez L A7z L AL L
L EitH Y
ZiN ZiN DN
[25°C. T5%RIL3 » A - g] | e L wers L et (e =
?%%%moﬁlwmzm:ﬁﬁﬁ] Efere L ZLs L I L Bk L

DBk ] AR - A MIBOIREEA], AHME © 30 23 80% LA L,

% 7. 0kp (BAARF) —4. 2kp (2 WMH]) . 4. 5kp (1 % A) | 4. Tkp(3 » H)
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<BE >l AL E

Zor il Pk VA TRk i
NELEOT L E (EEAE GRART 2 3% | WEEZELAY 30% A D

7R H_/A\

Bk L e BUBENOBE | o
bzl GRe

" M) SERD DD NE F e < 300 TS 30% LA k-

é;hg)m@) [ & 70 & 70 WR B D 22 iEfﬁ&;?gméﬁi T, FEEEA 2. Okef
LCh 0 Hk AT LT : MNP 2o okp) BLE D83
WHSE

Sieny |PRELSE LG B EELSL AN 30% L1

f%%%) b5 % 3000 B 250 L | BRSO E | BURES 054 <. BEEEAS 2. Okgf
TWBEHA (=2. Okp) it DA

ARBRIT, T () AAYRRRARIS 828 - 0 7 LRI OEQEIRFE COLEMERBRIEICOWT (BH),
VR 114ES H 20 ) 2BEBICHMLUE LTz, AFOLZEMICEAT LR TH Y . EALETHRLE L - AH
A LB EOEIE « BEMEICOWTOIMITER L TEBY THA,

1. HARERVEEROREN
s ER L

8. fF &L DEEEL (MWEILFEMEL)
R L

9. B

1) BHEEHIZHSITHELEY
(7a~Y J—)LiE50mg T&#k])
I EIE DAY FIE MR T A R4 2 CER IS4 11 A 24 B EE BRI 1124004 2) |24 U CRER
& FEhE L7,

FERERIA | A Y v 7 EBE SO

RERTIE | BASR —elRiE WHERBRIES 2 15 O P AViR)

PRERIE A - 900mL  FRBRVER DIRLE : 370.5C

pH1. 2 AARIESR 7 R 1R
H5. 0 7~ Mcllvaine OFEEIK
sEgaf | | 5orpm P T Nel lvaine DI
(TR ES /BRI pH6. 8 HASRE S AR 2 1]
7K AAREER T K
100rpm pH5. 0 W 7= Mcllvaine OFEEIK
[HE S 7]
FlEsg | RERIK HIE R YE
pHL. 2
D50 | PRI ARSI} 40% B O 85% RHEOIEY 2 2 FEAICI T, BEAIO T4
50rpm o VAR DR AR O SRR = 15% OFEFAIZH 2 0>, U 2 BB oofEIL 42 L ET
pHo. »H5,
7K
100zPm HE. 0 FRERELAIAY 15 43 LINIZ ) 85% LA EIRH T2 0>, XU 15 43281 2 sl Brilg] o S
PIU DI |yt s s e 551 0> S B H SR 15% D REPRIC 8 5,




R

| 12 Xy B L DOIEBJEE R (%)
Sl S o [ TRV = " . | REE | WE
i 50mg [ ¥4k " = O
5 46. 8 26.6 20. 2 .
pH1. 2 62. 3 e
30 7.2 82.9 -5.7
10 60. 2 53.7 6.5 N
pH5. 0 _ Ay
45 82.9 88.5 -5.6
50rpm
10 57.5 52.9 4.6 .
pH6. 8 - RS
45 83.3 89.1 -5.8
5 47.8 33.6 14. 2 .
K - fiRe
30 86. 3 84.0 2.3
100rpm | pH5. 0 15 100. 8 99.0 1.8 - VN

LEDHER LY | T TORBREMIT W TR HZEE OFEEDH

=

ERAELGT- Lz, Ta 7 ) —)VEE

50mg AR IIARHERGA LA MBI P L T % LHIE STz,

pH1.2/50rpm
100
80
=S
o]
# 60
%
40
20 —— FO ) — LR 0me [ T4
0= iR F (EH. 50me)
o t‘ 1 1
0 15 30 45
BER (43)
120 pH6.8/50rpm
100 p
,fgao -
o]
feo -
%
40 |
20 } —8— FOT— LR S0m T
O RREH (BEFH. 50me)
0o

15 30 45

2) SEBEIHME
(7arY J—)LeE 100mg TH#HL) ¥
SERE 10427 A 156 A OFFEIEE (2D 30) 12 L 0 FEAERLK L OE T O iR A2 1T - 72,

2o r pH5.0/50rpm
100
an F
il
tH
‘fao
fu
40
20 F —@— FO — A0l T
+=-O=== R A (RH. 50rr)
0
0 15 30 45
BRI (43)
120 k/50rpm 120 pH5.0/100rpm
100 100 o =]
= a0 ¥80
H H
) Fs0
% %
40 40
20 —8— FOT)/— LEESOme T 20 —— TON/— LR e EEE |
- FANF (. 50me) === FHEHH (A 50meg)
0 o 00O
0 15 30 45 0 15 30

FER (4)

EEf(A)

ERERIA | /e ) v 78 (100mg BLAI)
REFE | BARERES —REBE WHRBRE 2 15 (O KViE)
ARERIE R 0 900mL BB DIREE : 3720.5°C
pHI. 2 AASKR S MgERBROF 11K
ARG e b pH4. 0 HElfR - BERE T N U 7 ARETEHR (0. 05mol/L)
FIRERUBRIK | S0rem s | A BIE - Rl U - B (12)
7K AAREERT REK




[ 7E ALY ]

mlsg | ABRIK | S
pHI1. 2
S0rom pH4. 0 | SREREUANT 15 43 LANIZ ) 85% LI EIEHH T 5, XX, 16 3BT, REREHA 0
P T 6.8 | B AR MR 0 A R+ 15% ORI 8 5,
K
CRE 3R]
E | R | e i
i AR ) Tary ) —u —_— o TE
& 100mg [ 75K
pH1. 2 15 104.3 87.6 16.7 EE:3
pH4. 0 15 104.3 87.6 16.7 ] %
50rpm
pH6. 8 15 102. 1 95.8 6.3 EE:3
7K 15 106. 5 90.0 16.5 EE:3

PLEDHERE Y, 7u7 )/ —/LEE 100mg TR ORHZEB)IRERA| L RS TH D LHE ST,

120 £H40/50rpm
100 hd - -
B C
580
H
g
%
40
j —— FO) S — L1008 5 ) 20 —&— FO)/—ILER100me#E ]
20
Qe A (BRI, 100mg) e RS (BRA. 100mg)
0Q 0o
0 15 30 45 0 15 30 45
Bl (4) B ()
120 120 K /50rpm
100 100 -
E—————, |
¥30 ;380
] H
Fgo F50
% %
40 40
20 T TR R e 20 —— T O ) S — LB 100mg [ 5]
" RS . 100 O AR (B, 100me)
0 & L 1 0 & .
0 15 30 0 15 30
B M (5)

3) AMBHBERAOESME Y
Ta Y ) —/LBE50mg [#54k) R OT a7 Y 2 —/LEE 100mg T4k 13, AR FEELELITED SN
Ta7Y )= VEEOIRHBMIZZENZENEAE LTS Z DRI TN D,

R7e4 N e HKS
7Ta Y ) —EE 50mg [H5HK) 7K/900mL/ /% R L/50rpm 30 435 80% LA I
7a 7Y ) —/LEE 100mg [754K] 7K/900mL/ /N K Li/50rpm 30 43 80%LL E




10, 255 - A%

(1) EEARBELGESR - O, NENFREERSR - SFICHT HFER
FE LR

(2) a%
(7aF J—ILEE 50mg &)
100 & [10 & (PTP) X 10]
(a7 /—)LEE 100mg T&HHKI
100 & [10 & (PTP) X 10]
1200 5 [10 &£ (PTP) X 120]
1200 $8 iR, 37 ]

B) FREE
Y LR

4) BRFEOME
(7aF) /s —)LEE 50mg T&1D
(PTP G 2% %)
PTP 3t : MU E =L T 4 VA, TIAI =N
Po—adE . Ry 7oL o7 b h
oK
(7Rr 7Y/ —)LEE 100mg T&D)
(PTP G 2% %)
PTP 3t : MU E =L T 4 VA, TAI =N
vr—ai: R)zFLry - RUEMe=UFTy - RV Fr’ L7 Ix—h7 (LA
oK
(T )
RV = F Lo SREE

1. AR S SEME

BERSAR

12. Z Dt

AR

10



ARICET 5IEE

1. ZEEX (IR

ASHEER [TRHR
TROEEITB T 2 mRBR MAE D & 1E

TR\, e PRI ML 2 5 i I AE

=z

2. MENTHRICEET HIE

BRIE I LTV

3. RERUVHAE

(1) BZERUVCHEDOMRER
6. RERUVHE
WBE. RAMNI1IEETe 7Y 2 —L L LT 200~300mg % 2~3 [T CTRZICROEET 5, i, ERic

KV EEHT D,

(2) RZERUVAENHRTERERE - Bl
LB L

=z
=]

4, RERUVRAEICEET HIE

7TRERVARICEET 53E
I AR PRERAE 2 E L7e A o %5 L, 1RE0M 1B 1 B 100mg BeG5RALE L, [8.3 2]

5. BRERAHR

(1) BRERT— & /8w —S
e gkl L

(2) ERPREEIZFAER
g L

Q) RERKERZRAR
R L

(4) tREERIERER
1) B
17 FRER AR

17.1 AR UVUREEICET 5558
FEINFE~ 9 Fa% 1235 T 166 FlIE DV THEM S 7= FRARRER T, BRI T 5 A 202 1%, 88.0% (146/166 f5)

Tg;) 7= 5)~13),

2) REMHR
E R L

(5) &% - WAEHIHER
MR L

11



(6) JAmeIfEm

1) EARMRE (—REAREBE. HEEAREARE. ERRELREE) . RERRE T2 -2 BE.
WERFRERRRONE
PAB R L

2) RBEHL LTRBPEONERILER L 1-5HE - RROBE
LB L

(1) T ot
R L

12



VI.

2.

M EIFE (94 HIER

REZHICEHESH HLEMXITLEMEE

REBAERINHE : 727V 2AF v b, bERFIRAZ v b
AR BEEOL LA OMNEE - IREL, BFOETHRILESHRT DL L,

REEH

(1) YERARELL - 1ERBEFF

18.1 YEFIHFF

TuFY ) —E, FHUFUFHRIE—PITH LT, ERFFUF U RBFH T LLERTAZLICL
TIRBEDEA A L, Z ORS G R ERE & OUR hIRBEE 2 K T &85 ¢ 119,

Fiz, TuFY ) A OEREMTHEAF T A b I U F oA A —BIHIEREE TS 17,
[10. & H]

(2) EMEFRMITHHERAE
LB L

(3) ERRIRER - Friukefd
LB L

13



VI. EMENREICEAT HIER

1. mMARED#ERS

() BREAVGOHRE
BB L

(2) BRRFEEBRCTHESIA-OPEE
SRR E R ER
(7aF)J—)LiE 50mg T&#) ®
BRI EHR SO LR SRR A BT A > CERL 18 4E 11 H 24 B HEARE R 1124004 5) IZHEV, it
FERR T3 - % R G AL 1 [R) S MR 2 5t L 7=,

7Tasy ) —EESOmg [HK] ¥ Aal v 780 27 a AL —N"—kIZIVENREFN1EE (Ta7T) /) —
L& LT 50mg) fEEEARA S IR BRI 05 L Tl R L IRIREZTE L, GO RyEhRe <
A—%& (AUC, Cmax) {22V T 90% 15 HE K AT THEEHAFIT 217 - 7ok R, 1og (0. 80) ~1og (1. 25) DFFHN TH
0. WAL FIIRIENE D R S L7,

HIENT A —H SBNT A—H
AUCo-s (ng*hr/mL) Cmax (ng/mL) Tmax (hr) Ty (hr)
7Tu7Y ) —/LEE 50mg AR 306.5+71.3 185.1+82.3 1.14+0. 36 1.08+0. 25
Al 7§50 294.3+91.0 187. 0+80. 6 1.32+0. 46 0.9320. 17

(Mean=S.D., n=14)

(ng/mL)

250

—@— FaJ) /= )LEE50mel k)

200 | ——-O— Y1)y 2650
% Mean=+S.D., n=14
7
150
%
P
g’é 100
P 3
i 3

50
——— o

6 8
5 & O (hr)

MAEPFREEN NS AUC, Cmax DT A —HE, HBRHF ORI, KEOTRAEL « FeEORBRAEIFIC X -
THERDREMEDRH D,

14



(7R J—)LEE 100mg T&HKD)
7Tay ) —/VEE100mg TAMR] 13, BATOREIRL QLM PRI T A N7 A v R OVEYFRIRESEEIC
B9 53R EE (IFFN 55 42 5 H 30 A FE5REH 718 ) OSEATLARIOME TH Y | & b TOAEYFIEE MR
(S AUNGAYAIAN

BB (7¥Fx) > W

Ta7sY J—/LEE 100mg [k LEERERIAIEZ 7 o 24— "—jEic kv ZhEFR 38 (TrrY J—Lb LT
300mg) MEMEFRICHEIRR OG- L, M7 v 7Y ) — 2 oW T LB S U7 5. TSR O J B D7
IHEERZTRD SRR T,

VIEIRT A—H

AUCy-2s (p g+hr/mL) Cmax (u g/mL)

7Ta7sY ) —LEE 100mg 754K 117. 4053, 25 9. 694, 20

FEVERLA (/). 100mg) 114. 76+30. 42 9.43+2. 89

(Mean=S. D. , n=10)
(1g/mb)
15 ¢
—e— 7O /—)LEE100mel &HK ]
- Oe-- ABHEBUHI(GEHI. 100mg)
m 12 Mean=*=S.D., n=10

&
th
7
m]
7
1
/
|
12
;‘%
B

0 6 12 18 24
BE®RORR(N)

Q) =
BB L

@) BE - HRAEOZE
D REOBE
AP L

2) EREOXE
VIl. 7. #HEAEH) OmESH

(1) BiAE
LR L

(2) RPLEETES
mER R L
(3) HEXEETEH
(771 /—)LEE 50mg T
R A S 7. MR HEREOBSG (18E) : 0.6756 hr!' (n=14)

15



@) 2)VF7I3R
MR L

(5) P MER
BB L

(6) Z it
BB L

3. BEMH (REaL—Yav) @

(1) fEH7AE

BB L
(2) NS A= EBHER
BB L
4. AR
gk L
5. #m

(1) Mm% —REEFT @@ 1%
LB L

(2) Mm%k —RREEREPT @B
Vil 6. (5) #Thw| OIEZHR

Q) EA~DFITH
VIl. 6. (6) #Him) DESMH

(4) BERANDFATIE
g L

(6) ZtDMB~DBITHE
R L

(6) MPELKEEE
TaFY )=, FFRTFY =AM IES R ITIHIF E A LS L, 2

6. fXH

(1) KHELLE PHHHRER

16.4 ¢34
TaF) )= I F oA F U =PI VB LENR T, KON AFT LT =B W,

(2) RHI<EAET S8R CPF) DHFiE. FEE

AR L
Q) YEEANROEERVEDES
AR L

16



4) KEYMOFEORERVEMRL., FHELE
PR L

1. et

16.5 HEiftt

BEIICMC-7 7Y J—L 169ng P ZHEERE ARG L7, —EBIERE (RO EERPICHES L, Y DX
EEA XY = IRE S T, 48 FE TR G O 4063 IRHFICHRIE S iz, Fo, B RO 20%03
RLUL O FE F 48 FER CHEME P ICPRI SNz 2 GMEAT—4),

) AFOERAEX, 1 B 200~300mg % 2~3 BT CTREHRETH 5.

8. FSURKR—E—IZEAT B1ER
WLkl L

9. BNFICLDIBRER
R L

10 BEDERZATLEE

gk L

11. 0
R L

17



VI. ££tt (ERLOIEF) ICETLHEE

[

ERNBTEFODER

EEIR TN

R

2. ERAREZTDEH

2HR (ROBHEICEBELAGNIE)
AFND RS *T UIBBUE OB O & 5 B

3. MAENITHRICEET HIELETDEMH

BRE I TWHRN

4. BERVH=ZICEAET HEEEZTODER
V. 4. BERVHAREICESETSEE] 23RT5 2L,

5. BEELGERIIEEZDER

S ERLGEAMIE
8.1 AKNDEEIZ LV BRI SUTIBBER AR L, BEERICED Z & B8H DD T, B, BEENRR

DNIGAIITEBICREEZ I L, EURLELITH> 2 &, [11.1.1, 11. 1.2, 15.1.3 ZH]
8.2 AMEMERIENB S EDE T, AFOBEGERB LRV &,

8.3 BGWIMNCIREEOBENC XV | WEFIEO—FREHRERE 2D Z &R D D, [7. 28]

8.4 AREIZGHICHREMEE L-SHAICIEareF o, AV RAZ U VEEFFRT LI &,

6. MEDNDEREFHI HBHICHIT IR

(1) &B6HE - BIEEE0H I EE
BRE STV

2) BHEEERE
9.2 BHREMESRE

B ROMBECRGRBOLER & BET 5 2 Lo AFIRLT OB OPREASERAE L\ i P EE 23 S5
OB R SBE RN RR LA R ERRERE L5 200 | EEFLRESA TS,

Q) FHREEERE

9.3 FriftREEERE
931 FERBEZHAITHBEXIEDBREENHHESE
TEMRIC IR B A 2 K95 2 & ITREPEIUIEET 28 Th b 5.

(4) HEHEREEET HF
BRIE STV

18



(5) 1Eim
9.5 iR

TEAR ATIER L C W B FTREME O b 5 &M iT, i8R EoARENMait 2 | D &HE S b8 o sk b
FTHZ L, BWER (U R) OMNR 10 B H XX 13 H BIZ 50 XU 100mg/kg Z#IEFENEES- L& 2 A, B
\HETTAEA DR bz LG En TS 2

(6) #=FLiF

0.6 IRELIF
EELEOFRMELORAREZOR R ZEZE L, FALOMS UIF IEE2BRET 52 L, & FRELFAARF RO
FORBYNBITT D2 ERME S TWD,

() /MR

9.7 INRF
NS ARG & LT RIS L T e,

8) SHkrE

0.8 BiEnE

FD L FRERNEHT 28NN HDHDOT, HRICHE L TERICERSG T L, AFOERHFMITIEL LT
BDHEI XD, FEEE CIIBEENK T LT Z EnEn,

1. HHEH%HA

10485 EHA
AHFNIXV o F oA —PEHET S, [18.1 ]

(1) BRESEZDER
ROE ST

(2) HRFEEZDER

102 $tRAEE (FRICEET H L)
WOERG OB XTI 2 HET D L OWMENH D,

AL E ERAREAR - P 7k B - falRK

ANHT N TV K BREIHIEORIEM 2 R 2, AFNNT FF ATV o OREFEET

THFATY INOOEADOHEAE 1/3~1/4ICR|bD XY v F o FF ¥ —EBEHE
w5 &, T2, TOWER- AN T NTY

Ol FREN LR+ 5,

= EXTECOEREZHEBL, 45, | AFREX 7 v ofRE 2l L.
TRH, MR EERRE L OWIE S 7 OERZ#MmT 5 &8s
ERH D, EhTwnwa,
BIVER ORBICEETDHZ L,

7= U v RGUEELA 7= U 2R PUEE M A O & R [ ARFNC X 2 ARG SRTE O N E

INT 7V HY T A LEOWERD D, Rickn, 7~V RPEnAI O~

BEEREOEEEEL, 7~V UREERET L7207 <V Rk
PLEEIA D 5B OREH 2 WIT [F OB IERET 5 L SN T
HRBOIER #EETHZ L, AV

19



VA=V a=VANEN

suanruasxI ROEMZHERY
Do
MPHEOEIIEREL, Z7reLrrr
NI ROBEEEORED D WVILEY
MROIER A BT 52 &,

JRARE W OHEESIZE Y 7urr e
X2 ROERHIDNIERE T 2 & i &
nTW5b,

v mR AT 7 I KK

BRI AR L L OWERH
Do
FEMIRYIC MR A 21TV, BRI
DEORMEMORBICEET S Z
&

BN NIARFN O A > 7 v R A
77 X FOFR#ERET 5. XL,
7 aARAT 7 I RNEHEE AR
EFLLHEINTND,

v uaARY v

T a ARY oMb EN EE
L. BB IR L & oy
BHD,
VI BARY COBRGREIZEETD
ze,

ARNBS 7 a 2R Y o ORFAH &
EF A7 a ARY o
ERERTDEREINTND,

Tdrx=krA

Tx= b DOMPHEEN EH L,
BEIRMNIBE LT & OHREND 5,
Trx= b OFRERBIZEET S Z
&O

AHINT == b A > OIFRGEH & LE
TEEHT == A O PR
FRIDEHRESN TN D,

X F o REEH
TAT 4V

X TFUREAR (TAT 4 U )
DML FREN RS 5,

T UREAOREBICEET
HT &,

ARHNBT A7 4V ONHEEE TH
LxhrFroAx v —CEREET
5120747 4V OmMPIREN L
ATae@bsnTnd,

UH )

Bk AR OY HIV BB IC B W T, ¥
H ) dD Cmax & ONAUC 78 2 f5i2 1
ALz oWmERH 5,

VE VDR BICEET DS
L,

¥, TH Ty ORI T
TR BTN,

KEINDH ) DRBEEZETH D
P FoAF A —EEMRETD
72, VXU OMPEEN A
THEZEZLND,

WOEH S & OHFIC LV IBBIS 2R T 5 L OWMENDH D, BEORBEZERRCBIE L, BN K
BEOBBIERDIEH L -G8 TEBICHA 0K EE P IET 2 L,

AN %

BEAEAR - BB TR

BEFF - faRRIK -

Ny NAREF

HUEOWBAOES GREMEMLE %) 25
HHE LI LORERH D,

A TH D,

BT RNT U

WABUELR (Stevens—Johnson JEERE.
BIETREE) BRBE L7 EOWEND
2o

A TH D,

&

tRerrmrsdF7rY R

HOEOWBSOS (25 Mok
B BHEBLLIELORENRDH D,

%
FrICBEEOH 2 BE TIIEET D
%

A TH D,

TV

FIZ OFBBEIMT 2 & OW|ENRH
5O

FFII AR TH DA, ARFI UL E IR
FEMAEIZ L0 7o B U v OB
WS HEER X 2 AIREME S H AR ST
W5,
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8.

2R

11.EIER
WORWERRH B0 D ZENRHDHDT, BELEZ 7TV, BEBREO ONGEIIIREL TS 5L
YR AEZTT D Z &,

() EXBEMER &HERK

11.1 EXGEIEA
11.1.1 hEMREEFMAAE (Toxic Epidermal Necrolysis : TEN). RIELFERRAEIZEE (Stevens-Johnson fE{R
B). FIRMEEXAE0EELEBEREEEEBHELELX (Wb EERY)
BRI E T B RE R H 2 L) L &1, EEABREZLED22 L0805, (- T. B BBE/ROLN
AT, EbicEESETIEL, BEE LRV L, 72, AT uA FAIORSEHEY/LAEEITH Z L,
[8.1, 15.1.3 ]
11.1.2 EFIMEBBUEAEIRE (BHERH)
HIER & L CRB, BB A DI, BIZY o iR, BmEREM, Aleekig s, BALY CoSERMBL, T
HEPEE L ORI E 2 £ 5 B0 BEMRBIER W28 H bbb 2 08 d D, £io. 1 BBERE (BIE 17
PR A GL) ZFRIEL, F TV F—YRZE Bl ESN TS, 2B, B h~LRXRAT A LR 6
(HHV-6) D7 A NADOFIFEMEALZ LD 2 EBE L, BEGHIEH GRSB ., JEEL ITHRERE S O R D TR
HDHVITBIL L2V . IMREOPRMBIERNI S SNV T2 RSO TEETDHZ L, [8.12M]]
1113 ¥av9., 77714 7F>— (T bHEERR)
11.1.4 BEFRMEM, AMmMBRFED . SEABRE. mM/MMRED (O30 b BEERP)
11.1.5 BIERF XA EOEELTEERES. #E (W I HEERR)
11.1.6 X2, BFA2OBE, MERHEREETEREET (Wb HEERY)
11.1.7 FEMM2 (BEERH)
FEE, WEWR, PR R S ORI AR Y B B DN G AL, O X REORE L EMT D &,
11.1.8 #EBFHBERE (S RH)
PR, AR, CK B MR ORF I AT ety EREOERRSL LoD Z E03d D,
11.1.9 |EAMRESR (HERY)
TEESEEE, FEEA, TR, RO - RSO ERREE EE OMER 2 2 D MEEHEA R H b Z e h D, .
AN G AR CRIE L2 b S hCTn b,

(2) ZotoEIER

11.2 zDODOEIER
0. 1~B%:AT 0. 1%Ai BEEE AN

B BUE b3 JEPE, BEETE

iR A FIMERGD . SRBE, AFEEEREE .
U o REE

Vi RS RE R

THALAR BRI, HEBAPRE, R, AN

T

BB RER A BRI THIE it 77 %

Z Dt Jii & CK L& WRRkEE, ZMbHE.
AR FR B

FRRRERRICRETEE

BRE STV

21




10.

11.

BERE

BRIE I LTV

BRALEDIEE

UERLEDEE

14.1 FHIZABEDER
PTP ELHEDIKANL PTP o — b BB L CIRAT 2 L 588+ 52 &, PTP I— FORAKICE v, BWHifh
R RIEREEA~FIA L, FIZITFLZ2 B2 L CRRBIAAZEOEERSINEZ T2 201355,

12.

ZOMDERE

(1) EREREAICEDCIER

15.1 BRERERICE I ER

15.1.1 AP KEZE< L, 1l AOREEZ LU LETHZENEE LY,

15.1.2 AMENCH T DEFRE L T, ARIORSICL Y ANERD bz L OWERH 5 ¥,

15.1.3 #RME (Han-Chinese) Zxf& & LIl hua A7 F ¢ THRFFEICHENT, 7ua 7Y J—l k5 haEdk
TR SERRAE (Toxic Epidermal Necrolysis : TEN) K& OVRJERENEARAE(ZRE (Stevens—Johnson JEMERE) ZEdD
FEESIBREIE O HLA B2 RAT U 7= 56 5 51 Il P4 T DIEBIDN HLA-B* 5801 R HE ThH o1 L DMENH 5 29,
Fio, BIOFETIEZ, 7TV —/Z K0 MR R IR RMRIE K OV PR IR E (B 7 & FE L 72 H AR A
VI —m yRANITRBWT, ZALEHL 10 B 4 51 (40%) . 27 il 15 6] (65%) A3 HLA-B* 5801 A& T o7 &
OHELHD B, Jefs, HLA-B*5801 ORARITEERE TIT 20-30%2xt L, BAALRT —a v/ XN Tk
1-2%TdH 5, [8.1, 11.1.1 &H]

(2) FEERRERABRICE D CI1ER

15.2 JERGERSRERICE D  154R
EEBRICISN T, B L O LIS s, ARIO KB 512 X 0 | IFOSEFR RSN LT & OWE 215 5,

22




IX. JFERPREHERICRE T S IHE

1. ZIFHAER
(1) FZHhEEBHER
[VI. SP3BT AIHE | OISR

(2) REMREHER
BB L

Q) ZDithoEEHER
g L

2. HEHE
(1) ERRS5EEHR
LB L

(2) RERSHERER
LB L

Q) BEfaEMEHER
LB L

4) AARMEFER
LB L

(5) AREFAFIEHER
LB L

(6) BFTRIBMEEAER
LR L

(7 ZothoRkEN
LR L



X. EEMEREICET HEE

1. HRERS

B Kl T E Y s —/LbE 50mg/100mg [AEK)  ALFEEEEI Y
ARy TRTY =L FES
) PRS- EES LS LTS T L

2. BEZEAM
34

3. BENRETHEE

SRR

4. BRFWVEDIE

RESNTHARWN

5. BAMITEM

BEMERLTA R 2L
<THDOLED : HY
Z DD B T ER
77 ) —LEE50mg AR« 7 u Y — LBE 100mg [ 4K | & SRR AT 72 D R & A~
(Fa—Vr VAT ¢ IS EREBMRE T A b https://www. med. kyorin—rmd. com/ Z#gi)

6. BE—m5 - RZNE

B W Tx2TFYRAEZ b, bERFYRE Y b R AT vy, RFRXT RE

gt

1. EFEEEABE

1966 4

8. HERFTAZBEABRVERRES. EMELNSEAB. RERKBERAB
(77 /—)LEE 50mg T2

AR5T B SERFTAREAB ARES RMEFENBFEAR IRschimE A B

TarY ) —)VEE

201045 7 A 15 H 22200AMX00853000 2010 4511 A 19 H 2010 45 11 A 19 H
50mg A5 4K)

24


https://www.med.kyorin-rmd.com/

(7a7Y) J—)LiE 100mg T&HI)

BR3E4 SEIRFEARRERAB ADES EMEENSEEARD BRscRAtRE AR
(RARAA ™) 19765 8H30H (51AM) 511 19784 44 10
Tary ) —)VEE
(IRERFEA ™)
TarY ) —EE 20064E 2H 3H 21800AMX 10225000 20064E 6 9H 19784E 4A
100mg
Tazry ) —)VEE
10omg T4 20124F 2H27H 22400AMX00628000 20124F12H 14 H
1 RORHEIRR 0 2007 423 A 31 H
2 BORHEIRR - 2013459 A 30 H
9. FMEEXIIZMREM,. AERUVAEZEFEMEOFABRUVZORNE
BERRAE
10. BEERER. BiMOBERLAKREABRUVUZTOAR
Y LR
11. BEEHM
M L
12. IBRFZ=HARMIHIRICBET 18R
AFNZ, IR T D HIBRIZED BTV,
13. &Ea—F
EEFEHEEMEE | ENEFERI—F Lt EENnE
BR5E HOT (9 #t =
R INEEESI— R (YJa—K) ) &S SRFLEAI— R
Tary ) —VEE
3943001F2019 3943001F2094 120318901 622031801
50mg 54k )
Tary ) —VEE
3943001F1012 3943001F 1551 108562441 620856241

100mg 54K ]

14. RIRFGHT LDIEE
I OB B TH 5,

25




X. 3k

1.

51 R 3CRR

1)

2)

3)

4)

5)
6)
7)
8)
9)
10)
11)
12)
13)
14)
15)
16)
17)
18)

19)

20)
21)
22)
23)
24)
25)
26)
27)
28)
29)

30)

Fa—U U AT ¢ ARRESHEAENEE

Twa7Y ) —/VHE 50mg [A5HK]) - 100mg [#5Ak) D& EMHRERICEE$ 2 &k
FXa—U U AT ¢ FRASHAENE R

Tu7Y ) —/uEE 50mg T84k OZEMEICE T2 &k (EERE oL EN)
FXa—U U AT ¢ FRASHAENE R

7Y ) —/VEE 100mg T84k OZEMICET 28k (RaZEIRIETOREN)
FXa—U U AT ¢ FRASHAENE R

TuFY ) —/LEE50mg T4k + 100mg [#54k) O HMEIZ RS+ % &k
KA~ : BEIR L WF5E. 1979 ; 56 : 2677-2681

KEBBEHEEA 1 U 7=F.1968 ; 8 : 349-370

FFEHLERIE A « 29 & 3K, 1968 ; 5 : 253-257

KEFIED : W & 1R, 1968 ; 56 : 1258-1262

ELIESNT - BRR & F5E. 1968 ;5 45 : 2799-2801

REARFEIIE D « BTk L BREE. 1971 ; 20 : 248-250

= B OB, 1972 ; 6 : 81-83

PR - BUROEER. 1972 ; 6 : 129-132

FEARE K : 2T & T5H%. 1968 ; 56 : 2057-2060

Elion GB : Ann Rheum Dis. 1966 ; 25 : 608-614

PHEEZIED - AATEPAHERS. 1968 5 64 @ 108-122

Rundles RW, et al. : Trans Assoc Am Physicians. 1963 ; 76 : 126-140
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