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2.1 RAIDO RS 20 UBBED B ER D H 5 B

2.2 MEWFEOBMEROD 2EE (ToIF TV
B FEIHER S ORI X 3 IMEHITE. BEENE
PEFE, BREMEEZE. FRENEETES)
[BEOMIRREE > MEEFEEZRRT LD
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23 FF A NI URBEE/Lt VOG-, VT T 7>
BEE(LAE) LT LI — LY EAEYTF LT LT
L —bE2HAWRREESRICEST 7 2 L—Y A BT
FRoEE [10.1 2]

24 7270 = hULAFYLALKVEF N7 LHE
(AN69) %= FH W MEENETROEE [10.1.
13.2 R]

2.5 R UIIEIR L C W ARTREE D H 54t [9.5 2HE]

26 7URAFLUEREFOBRKRERE (1720, ok
FREZT-oCbhaBIEDITY hua—LHE LR
BoBEE%KRL) [10.1 ]

Q7 TUVFT UV URBMERT) T4V UHERE (F
YR ULNLY LY F N LK) 25RO
BE, br0wRIKEDRLE»S36EEUANDBEE
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3. #ER% - K
3.1 2/

IF57YN 357N I+ 7))L
WR7E4 T VB | LA VEEESE | < LA VERIESE
25mg [7377]) | 5mg [r377] [10mg [7r37 7]
BRES | (BR) 235790 | (BR) +37))0 | (BRE) 23579V
(188 | <UA VBB Smg | < UA VEEESmE | < LA VEEIOmg

TLT7—bTF
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REBRIKFE T NI
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TVT7—bFr Ty, BE=T
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2.5mg 5mg 10mg
HERES | 22500AMX00476000 | 22500AMX00474000 | 22500AMX01200000
BR5TRatE 2010%11AH 20004104 2010%11H
3.2 RFIDOMIR
I35 I+ I+
HR7E4 wUA VEEESE | v LA VERESE | v LA UERIESE
25mg [73771|5mg [7377] [10mg [737 7]
LEX7N HED3H5E STVREDESE (EFRAD)
VAT VAR
= & \NEZ)
se| x| O O <:>
B = — —
[EXES 6.5mm 6.5mm 8.0mm
Ex 2.3mm 2.3mm 3.2mm
HE 100mg 100mg 200mg
HAla— R NPI 127 NPI R NPI 128

4. HEX TR

O AEMSMERE. BMSMEE. BEMEMSMELE. &
HRmE
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(BT E (BE~PHFE)

5.1 V¥ %Y 28A, FRASOEBAER T+ a2 REN
BOHOENEVWEEICOR, REIZENRET S L, &
By KA OBEMZES TOBEREIIEIISNTLR L,

5.2 EEDEBELARZICHNT 2RFAOFFEISHEL SN TY
T\ (ERRREEAD 20,

6. FHiENUHE
(EMERE)
BE. BAICRHLZFS TV LA VERIEE LTS5~
10mg#z 1 H1EEO®RET %,
B, FE ERICKVEEERT 5,
HL, B BoEEHSDEEIEESNEOBE T
2.5mgh 6/ EEZHBT A5 ENEE L,
EHE. %1y AU EO/NRBIZIE, ZFFTFVILTLA
BetE & L C0.08mg/kg% 1 H1EREOHET %,
B, F ERICKDEEERET S,
(BDAE (BE~PEHE))
AENT Y F &) Z8F] FIRFFEEHHAT S &,
BE. BAICRLZFS TV LA VEBIEE LTS5~
10mgz1H1EREOH%ET %,
mB. E ERICKVBEEERT %,
HL, BEREZMFS>BENRIIREFBESFTOEE T
2.5mg (FIEIE) »oE%2MEBT 5 EAEE L,
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8.4 AMBRENSHOLDLNAZI ENHAHDT., EHNICHE

1HIOmgZ#BA s\ I &,

ZEMT 5% ERETDIITO &, [11.1.4 3]
85 EELMEMENHSDLNHIENHHD T, EHAMIC
BEZERT 22 CBELFTITOII L, [11.15 %
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9. HENERZHITIEBEICAHT IR
9.1 SHE - BHEEEZEDH D HE
(GhHELLE)
9.1.1 mRIEEBIRIREDH 2 BRENEHETERIREED
HBEE

BEERXCEZBZVWEH SN 2EE2KRE. R
BRI E, BIREDRDPLREAESBENETIC
FVRRICBHELESEE2BZNNDH 5,

9.1.2 AV D LAIMEDESE
BREESTEBZVWEHM SN 258 2KRE. #HIX
BTEHIE, EHY Y LMEZEEIGLB8ZNMDH 5,
F7-. BHEERE, 20 P LUABROBERBEEICK
DIMEA ) T LAEPEL 20T WEETIX, MEN
U LMEICERT A L.

9.1.3 RKNMEREZEDNH S EE
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ZEDDH B

9.1.4 BREGEIEEEPOES
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KR OBREZERAEN» SHIB L. HET 2EAIIHKA
IZITH 2 &, MEHRESE, —EtEosaEsmERT %2
HBIITBENDDH 5,

(EBHOAE (BE~PEHFIE))
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11.1 EXEIER

¢ 11.1.1 MEMWTFE HEAH)
RGN #E 2 0 5 B, & AR, IREEO AR 2 iEIR &
TRHMEEFEL S S5 bNIHEICE. BEbICEEE
hiEL. 7RV ES SOEMREEY) 2 LE 2
T22 & &7y A, B, B, TREZHSE
BMEWZFEIPHSDNEIENDH 5,
1M1.2v3vT BEERH)
11.1.3 DEHEE. RE (W T LSHEARH)
BiEE GHEAH)

11.1.4 &

(8.4 2]

11.1.5 RMERRAME, SRR, M/REA (LI big

FEARER)
(8.5 2]

11.1.6 B¢ (BEEAHA)
mAEO7I7—X, US—X¥DEAEFHS5HNE T

LD 5B,

11.1.7 EAEMAGR  (SHEAE)
FEEN, WZMK. DPIREEE. MEXHERES 24D MEE
FRBHEDONDZ END S,

MIBHKHMEREX., PSUREIRFEMBEE (Toxic
Epidermal Necrolysis : TEN) . BZEHIRERAEIRES
(Stevens-JohnsonfEf&Ef) . XEE (LWINLHEHE
BH)

11.1.9 #88L (BHEAH)

11.1.10 FFgEERRE. A2 (WIS HEARR)

11.1.11 §AVY I LMIE (0.8%)

11.1.12 FARRIVE Y NESSWBEIRSE (SIADH) (BEEAER)
& U Y AMAE, ERBEEMAE. KRBT MY 7 L8
HMEOBM, SRR, BE, BEEESZHES TR
FIVE Y AEEDWERER (SIADH) #dsbhik
BEicid, #E5x2FRIE L, KSBEROHIREHEY) 20
BEEITH T &

11.2 Z0HDEER

0.1 ~5%Ki | 0.1%Kii SN
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Mg A, HImEkED> ANEZOE VETF,
AT hZ Yy ME
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& HE. O EARES HAREERE. Z1F.
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%
Z DAt BRI, 1T TO | FE MEEH. EH. AR
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AR, Loh  [EET . IR
13. BE8R5
13.1 IR
ELERIE. BEORIETH 5.
13.2 &

B ORIMEICT U Tld, A AR O B#IRE ST EY)
BB ZITH T & RAIOEERBIYIE. MBENTIC X
DM SBRETE S, 2720, 770 RrY LAY
JILANKVEEF M) o LE (AN69) %F W - MmiksE
MafThiznwZ &, (2.4, 10.1 ME]

14. BRLOER

14.1 FRIZFEFOER
PTPAEDEEANIPTPY — b2 SEB O L TRAT 5 &
5B B &, PTPY— FOMEARICE D, BOLHAE
DPEEREATIA L, FICIIEILE B L CHEFRIRE A
DEERGHELHET S ENDH S,

15. ZDhDER

15.1 BEFRERICE D<K 1BER

15.1.1 4 > A IR OMBEE TR OB EFICT > V4 T
VY VEBBEREERN RS T A LK. (KINHE
PEIDPTVEDHRENDH 5,

1512 4 EICBWT., ARRAFOBRESEHREE (NTF
) WEBHBERICTF 70 5F v —2FH L E
DHENH 5,

16. E4EhEE

16.1 MOGEE

16.1.1 BOigs
BEMAICTF T )L~ LA VEEESKRO10mg % 1 [E4%
OG5 L75E. #EPPICRRS ., HEEED TS FE
DM EE IR SN TE =710 L, REEIN
14BERETdH %%,

16.1.2 RiEi5S
BERAICTFS T LA VEEESR O 10mgZ1H1
E7HEEGE RS LcBaomEFRE, 5, HEME
FERD 5NV,

16.1.3 £ HEF LR
(IFSFUIR LA VESEER2.5mg [T=T7])
IFTFTINT LA VERIESE2.5mg [FI7 7] &L=
N—R$E2.5%2, 7O RAF—N—FEIILD TN ZTNI1E
(TF57VIv LA VEREE LT2.5mg) BERASRT
ICHEERERO#RS L CEREEREm TS Z 7L
D7V MEBEZAEL. BoNIEYHENT A —%
(AUC, Cmax) 12DV TO0%(EHEXEEIC THEHRIT %
fTo7z#%R. log (0.80) ~log (1.25) OHEANTH D .
A D AR FIS P HERR & 725,

HIEINT A —% BENT A=Y
AUCo-48nr Crnax Tmax t1/2
(ng - hr/mL) | (ng/mL) (hr) (hr)
IFS5TVINT LA Uk
t822.5mg [ 37 7 ) 98.85+40.53] 9.19+5.15 |6.2+1.2110.8+3.3
L =~R—2$E2.5 91.19£31.26| 8.01£4.09 |6.1£1.0{10.2£4.0

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

ng/mL)

% i; [ (Mean=+S.D., n=20)

i ol —e— I T LA VEESE2.5mg [7 37 7]

??- --0-- L=R—2$E2.5

7 87

Y L

Lo °

7T

v L

g 2

* 068 . . . : :

2 o0 6 12 18 24 30 36 42  48(hn)
R

(IFSTVII LA VERESESME [T 7])
IFS5TI)LT LA VBBESmg [F3I77] &L=
N—2$E5%. JUALT—N—FICLDZFNZTN28E (T
FI VN LA VEEEE LT10mg) BERARTFICH
AREREOKRS L CMEREERBE TS 7Ly 7
VRMEBEEZBEEL. SOoNENHENNT X —F
(AUC, Cmax) IZDWTHEUAITIC TREEHEIT 21T o 72
fER. mAIDOEMENRISES R S NS,

HENRT A =4 HE)NTA—4
AUCo-48nr Cmax Tmax t12
(ng - hr/mL)| (ng/mL) (hr) (hr)
IFSTINTLA Vi . 4 4 L
sEsEsmg [ 377 710.7£224.3192.79+24.61|3.9£0.8[10.7+12.4
L =R —Z$ES 706.6+222.8196.31+£26.81|3.5+0.5/12.8+134
(Mean*S.D., n=14)
(ng/mL)
%1 120 ¢ (Mean=S.D., n=14)
? 100 —e— TV LA VEsESESmE [/ X7 7]
% 80 F , --0-- LZR—2§E5
B 60t g
v
7 40|
,f;‘ 20}
% 0é L i 1 2 5 L °
0 6 12 18 24 30 36 42 48 (hr)
A
Eﬂ?ﬁ*%@fﬂﬁ?fﬁAUC\ Cmax%@/\oﬁ )( - ’9 Li\ *&Eﬁ%
DR, FERORIEE - BEFORBEGFICL > TR
R AHEREEN D B
16.5 HEitt

EERAIC TS5 7Y L7 LA Y EES R 01 0mg % | EE
BE UGG, ZICRPICHRt SN, B5%48KHE TD
BRI TV~ LA VEBE (RELZFT TSI LA
VERIEHT T ¥ RIR) ORFPERIERIZFIS2 K V64%TH BV,
16.6 HEDERZEITDEE
16.6.1 EMBFEEE
BHEELEE o AEBESMEERSE R OEEER 22 H£S
AEEBNEEEEICTFT YL LA VEBEIOmg%
IERFEO#ES Lz5e, BEBEALEEOMBEFIREIL.,
BHREEFREEICHNEREHOER., malAigE & m
PR E AR NEBEOEANRD 5150,
16.6.2 INR
E#20 B~ 15BO/NROBEIMEESREIC. TF5 7L
v LA VEE (6K 0.15mg/kg. 6%l L THE
28kg i : 2.5mg. 6Ll L TAE28kgll k : Smg. 12
WLk 5mg) ® #1H1E7HBMRERORS L il
L:BL‘T\ (‘E'ﬁ'ﬁg“/\’}??‘/ F{$@AUCO-24hI&@CmaxLi£’E%
WEHITHREBETH 1o REHL-VOHARICHEL
AUCo2an %2 U'Crax SR ITfE > THEIM L 72 H8, (ARERE
H720 ODAEITHRE U7z AUCo-240 % U Crnax B IIIEER
SNED o7z, EERETEEMAED T ¥ NMEDFFIHIZ
14 TH - 727 EAT—%),
16.8 ZDfth
IFI TV LA VEEESIOmg [ 7 7] & [&8D
B3R OBEMAOEYZHOERSERBE T FT14 V]
KEDE, TS T T Lw LA VEEERESmg [ 37 7]
ZIEEBAIE L&, BHEFHPERFEHBS N, £
FICRFEE RSN,
EIMEREICDOWT, REIOEKRSNI/NRORAREIR. %
1AM ED/NRBICIEZF S TULT LA VBEIEEE LT
0.08mg/kgTdH %

)



17. ERIRRHE

17.1 BHNERUCREHICET 2HER
(EMEE)

17.1.1 EPERFREAER
B PEEARBESNEEEEL2NRE L ZEEHRL
BB R OEEARBESMEERE 2R E L HEER
BOKE, 2757V LA VBBEOBERENRD S
ﬂTLXéS)‘ 9)0
CEHEDTE)

17.1.2 EERFREAER
EN44MER CEB SN T I RE2NBE L _EE5H
HEGRER (2B EMTTR1I2806]) 2B W T, SEL
EFoOHERIZA9% (32/654]) THY. T ERITHR
EERICENTBY, TF57VILv LA VEBEEOERME
MRHHENTWNBI0,

18. ERpEIF

18.1 {ERKERF

(BIMERE)

18.1.1 =55/ L= LA YEEEEROMINGE D7 ¥ R
KAREN, COVTYRERT >V IF T2 v VB
#EREEL. ZHNEEME THAT I F Ty 01
DEBENEIT 2 EICk > THRENR2FIET 511,

(DT

18.1.2 TF 57V L< LA VIBEDIEEETH 5 V7 ¥ RIED,
TLELLVZY 7V Ty - PILRATUO VR
2UEIT S EIC& - T EITKMIME R 2 HD S 4,
HIEHEROBRERZ2EHT 5. TOMBR. MTHREIH
23N, DIHHEOERD 2VWIIERRSIC X A ERY
R, DIEXOBEFRDSNZ1Y,

18.2 BIMEICX T B1EMA

18.2.1 7V IF Ty U EREZREE(ER
in VitrolREBICBW T F ST LA VEBIED Y 7V
REIZ 7y oMiEr SRE LT > IF T > > Vv EHEE
%, EEMES v NoMfERCHEEFO7 > 4T v
VEBEBERICH L CHEWEEFERAERT, £ Ty b
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