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BAEZE, BRI ORI BE S S 5 bbb e HDT, TD
9 BRIERD D & b GA120E, AEFMRAERCT. MRIIZ X
LMEZW 21T 2 ko

11.1.5 MAeMRH/INNEREE (0.1~5%HKiH)
IR R AE e AR I MR A PSR BRI 55 D I P BN
EREERH SDNDL I ENH D, [10.2 BHE]

11.1.6 SRMEREAIE. MRS HEIR (50, 1~5%Ai) . #EFE
FEE. BMMEM. FFHRE (V3L HEARD)

11.1.7 1 LR (0.1~5%Kii)

11.1.8 REEIRAEEEE (Stevens-JohnsonfEMREE) (EERH)

11.1.9 FRIREREE, SUHFREAREMRE (0. 1~5%Ai)

11.1.10 BRI (15%LL 1)
FBEPE. 7 AV AN, BRI B VI35 B R GeE AT 5B S 1
TEIENDHD, T72. BEIIFY AV AOFHEILIZ & B HF%5%°C
FIFRDOEALYE S SN Z LD 5o EEHRRD LNHEITIE
R PUEWE OG5 %2179 2 Lo [8.6.9.1.1. 9.1.35H]

1.1 ETHSEMAERE (PML) GHERE)
RFN ORI h e ORI T2 3 EEOREL T IcBE L. &
AR RRANEEE . RREUEIR (R, MR . SREREES O
FERD D & b N, MRIC & 5 G35 OB s %
7oLz, #E5ERIEL, BURRELRT) 2 L.

11.1.12 BKY AV ABE (HEEARH])

11.1.13 U NESEOEMERE (0.1~5%AKii)
Epstein-Barr™ £ )V Z (2B L 721) &/ SBAGEME B H B i) v
Bl CORIEEIR @ 588, ) VONEIERS) 23 HbND I ENBH LD
T 2O L) BIERDD S b BEa12E, e - RSSO %

ARH & AT EE ORI A A
IR EN D,




WLE AT S ko FFISHUY) »SERITUR O BRI BT, FEBLoW
REMEASHI V. F 720 SBEORIEMHNIC X b . EUEEEH O TR
NEELIENDH D, [8.7. 9.78H]
11.1.14 X (0.1~5%A)

[8.3%M]
11.1.15 FERBEROERBTOEIL (0.1~5%Ai) .S MEE (15%L. 1)
[8.3%M]
11.1.16 FFHEEREE. BE (W3NS HERH)

AST.ALT. y -GTP. Al-P.LDH®# L \» k55 % 0% ) IFHepER:
WHDH HbNDEI LN D D,

(EEHENE)
1.7 70— (HEARH)

FERDD S b AICIE, AT 2479 2 &,

(g ~F)
11.1.18 EEMAE HEAH)

FEE LMK, WK EE S O I SHE IR ASFRD & N B A1k, RH
OG5 EMIET 5L LI, HRRIEL » b oA, WECT
oA e O ML A 5 % S0 L RS & O BIRS T & Z R AT,
BB R B AVE CHIORSEOMY R MEZFT) 2 &, [9.1.25]
1.2 ZOfDEIER

5% I 0. 1~5%Aii 0. 19%Ais HHEEANH
Ik FREE (BUN LS, | JREMA, MR, ZIR | IR, PR
VA=
F. 7VLTF=
70T T AMETF,
WREF) (23.1%)
RHMRE | WHYYAME, | 7Y F=Y A, @IV A CK L5
ERBRIAE, K~ | 70— VIME, &Y~
T ATy AMPE | BRIVE. %) > BRITAE.
B u—)VIIAE, &7
WV AiE, A v
2 A ME, ARE I
e T R Y A,
A ) AME. 58
7)Y FIE, FRIE
TEERER I A TEIE. IR, BIE. O | IR
TWRFG, MEART
RS | R Lo, AR, KR4 | o F v BR, | EERH,

il AT AT B | AN, | X3
G L) g5 TEN
NN N
PAc NS

14. BAEDEE

141 EHZFEOEE
PTPEEDEFNIPTPY — ML) L CRHT A2 L) #HET 42
Lo PTPY — MORRIRIZ LY TGS AIAS EEREA~FIA L, #HIZ
F5Efla B L CHERIA S OEE LR GHHEL BT 22 L 0B b,

15. ZDMOEE

15.1 ERER{ER ICE S < B3R

(GhREHE)

15.1.1 SEIIHIANC X 2 EH % 2 72 B ik, ARSI
VONHE, KRR OFEFENENE T EMED D D,

EEsY 7~ F)

15.1.2 ARFE A P P LFH— b, MOBY) 7~ FHD D VITHTNE
a BH) %2 R L 72O H R K O a3 L Tn e,

15.1.3 A\ LRAERE AR SE O FATRE I B 1 2 RH 0L M3 L C
W72\,

Q=T 2B%K)

15.1.4 KFRE E CORRRERIC BT, 28 %K GI2Lh 7L T7F =27
V7T ADKTRALN TS, B, HREOFEE (135561) (12
BWC, EFEHTIROZ LT F = FAOFEBFRII2 9% TH - 720

15.2 FEERPREABR(ICHE D  1BHR

15.2.1 v b+ (1.0~3.0mg/kg. K2 T#%5) T, W TEOWD K K
FEEREDIN T 25, F 7z &I Tl BIHRE OB AN T 25RO b7z,

16. EMBRE

16.1 MR

16.1.1 Bisig
KR TORRFBRIZB W T, RABBMEZEIICY 70) A7 T2
0.16mg/kg% #RIH% 5 L7z & E O3WBEE/ ST X — 5 13RO LB TH- 720,

Trnax Cmax AUCo-120 b7 7 fE* FEE
(h) (ng/mL) (ng - h/mL) (ng/mL) (%)
4.2+2.9 44=45 274+198 16+12 20+17.8
S 2IE R B o (F¥+S.D.)
MORAERNFI TSR
16.1.2 FF#5iE

NBRFR RS CEERDS . 35) 1I2B W Tid, AR ERE T2.7~
4. AR ORI G-t TR O MG HIREA S 17210 JHEATo sy 7 1)
LA T NGO TF—%),

16.1.3 /IEH5tE
NGRS CEEER2.95) 2BV Tid, RAICHAREERF CL.3

Ko
SRR SRR DN, BB R OB R HE C O AR O I ph D A1 265
WTWwWhb,

13. BE#HS

13.1 fER
BUNLH., 7L 7F = B, Bl FRE, FEEEASH®
EEXNTVETY,

13.2 &

R A T e Ve BITIC X o THEE SNV,

ik BEEREE, AOR | T ol o e oE e
R T I (s L ~2.5RE ORI G E CRAREO M TEELHE S 2 GHEATHs 71
SRt U APN T VA RH TGO T — ),
;Z‘“ Al B 16.1.4 BB < F
— — BABIET ) v < FEEIBNC S 2 1) A AN TV 3mek RIS Lk &
P TRTelE DIPTAE T A— 5 FRO LB ) Tho722 GHEAT—5).
A IFRERER S (AST
R ALT ES. Tmax Crmax AUCo- 2 l“;
AP LS. LDHE (h) (ng/mL) (ng - h/mL) (h) (%)
5 y-GTPEH) 1.3+0.58 19.64+6.32 192.88+86.42 34.89+8.69 25.1+14.4
i il MRS, | ) SR | Ak SRR (F#25.D.)
L RS 27, ENOBRAMEN v~ FBEICS 7 0 LA TN 5RUSmeH
BRI
e 5. M. T8 %5 L7z & & oIl = O8I PR L 7215
B ORIBE. €0 . . e . ) - ; .
) e - ZB. EROBABEY 7~ F 8% TORKRIIC B Tl 2 7E L
ol P T o 78260, 8 7 1) A AFET8 = 165 > F L 71 Ong/mlL DL
Gy . T RLUZZBEIADATH 5720 7 LT F = EASORINERL ML A
BTy, i, flk, BOHEIZS RO O NA IS - 7219,

16.1.5 JL—FTABL
B — T AE R BEBHN Y 70 5 AH TN 3mg R RIS L2k 20k
H.8~16W: e P M i e 134, 35ng/mL (1.70~7.30ng/mL) T - 7219,
16.1.6 BBEMXBRX
BRI S BRI 7 7 1) A A T V0.05mg/kg % #R RS L
7L EOFEWHFEST A —F ZRDEBY) THh->7217,

Tumax (h) Cmax (ng/mL) AUCo1zn (ng - h/mL)
2.4%1.4 22+13 136 +105
(*F39+S.D.)

*16.1.7 SRMHR - REHRICEHT 2EEMMRK
NS FEVER I - B R 26\ APk 2 BB MERG 4835256012 5 2 1) A A
7RV Z LH2MAE S Lz & & O3 b 7 7136 55ng/mL (2.52
~11.40ng/mL) Tdh o720 ZOKEOFHH55130.0721mg/kg/H (0.030



~0.156mg/kg/H) Th o7z b, FHIMH ~ 7 7#EA10ng/mLELE %
RL7ZBRERIBICTH 72,

16.1.8 2/ QU LZXAT IV ES IO LZFERDLLE
BANEBMEZINCSY 7 0) AN TRV RS 7 1Y) 5 AR % [ w4
G L7:L EOFEMTRE ST XA =5 13RO EBY) ThH o721, [1.2.7.2.12/]]

) 71TV kL o ClERL 71 72 )V)
%ﬁi@ B C AUCo12: C AUCo12:
&% | (mg/l) (ng/mL) | (ng - h/mL) | (ng/mL) | (ng - h/mL) Coax | AUCo-0
1 2 10 42.7 18 94.4 1.80 2.21
2 1 10 70.2 9.3 68.6 0.93 0.98
3 3 27 165.4 23 113.3 0.85 0.69
4 1 14 105.6 7.2 41.8 0.51 0.40
6 1 9.9 61.5 14 69.2 1.41 1.13
7 2 13 92.0 13 103.8 1.00 1.13
8 1 6.2 36.7 6.8 27.6 1.10 0.75
9 1 4.1 32.6 3.8 34.1 0.93 1.05
10 3 20 230.8 42 320.0 2.10 1.39
Pt o o o o o 1.18 1.08
£S.D. £0.50 | +0.51

16.1.9 EMZHEFHRHER

(#780Y LZAHTEIImg [VTRS])
Z o) LAA T E)WImg [VIRS] & 7075757 7€)imgk, 7 0 A% —
N=FEIZE ) FNRFNA TRV (F 70 A28 L Tlmg) RS2
ARFHEAEOES L Clivh g 7 1) A AREAIE L. 1550238 EiE o
A =% (AUC. Cmax) 12DV TI0W%AEHAX I THERHFNT 2 17 o 72458, log
(0.80) ~log (1.25) OHPANTH V. WHIOEY AT TR SN 722,

M5 7 1) A ADFEWETE ST X — 5

HIENT A =% BHEINT A—F
AUC: Cmax Tmax Tz
(ng - hr/mL) (ng/mL) (hr) (hr)
¥ AAJ T VImg , . N
[VTRS) 47.19+22.84 5.95+2.11 1.68+0.71 | 25.94+8.98
Ty 7% 7+)VImg 44.21%26.26 5.93+2.38 1.54+0.57 | 24.52%9.56

(P3fl = BE(R %, n=59)

My 7 1Y) A AR
8 -

—e— ¥ 1) A% TV 1 mgl VIRS]
o ST T H T Img
T+ (R, n=59

IR (ng/mL)

IREMH] (hr)
MBI DN AUC, CoaxE 00785 2 — & 14, BEBRH O, 17 0 BRI ] 55 -
BRI DR X > TR B R D 5,
16.2 DRI
16.2.1 KA TEFICE LY 70 A ZEWFEE T A — 5 ~DFEE
MRt L7z& 2 A, HERLOEFEL SEE ISR OIS L2 A I BRI
N EN Crac L CAUCOIE T ATA SN, TradddIEE L7220 JEIAT— %),
16.2.2 AR BB BT 5 b T 7 & F 7o B Y B R
M. ¥ 700 AA% EHEEGROBOTIMEL, T H T ARSER
D62% & HEE SN 7z?
16.3 2%
16.3.1 & 7 1Y) A ADMHEER A AH1398.8% L ETHh - 722,
16.3.2 KB OZILFOHICTY 70 ) A ADFHITTRITZMIF L2 2
2 G R E OR) o ORAT SRS Szt (HEIAN T — %) [9.62H]
16.3.3 v MZUCHEE#Y 7 1) A 20.32me/kgE HHEL 728 2 A, 5512
WUFBEIZIE & A X ORIRICRAT Ly FHCEE. Il OB, TR E Ao 720
AT L 72BN BRI EE AR T & & DI d L7 Zeds. KB, /M~
L DFEATHTRED H AL, BUFRED W IR A > 722,
16.4 X3

*%k16.4.1 & 7 10) A AEF L L CEMRHEERECYP3A4K O'CYP3AS TR S 1

%% [10. 2]
16.4.2 JFRALEH Colurh, Ry R OMEH P AREWIEE L LT F VR
OKFALIRTH 2722 (SAEAT— %),

16.5 HEittt
AR ORI EIBA A B S, RZLR O IR P HEIEEIZ1% L T TH -
720 BMEINT—%)o B, F 2700 A ADMATHEEE (EHERED 5\ I3EHT
X 2R ZIT v,
16.7 EWHEEER
Zru) A AT E L CEYRBTEERCYP3AATRA S LS 7285, CYP3A4
TRFESNDMOBEY E OPFHIZL Y ¥ 20 LA EEEH ER$ 20
REMED D 2, F72. CYP3A4ZFHET ML OPHICL Y ¥ 270 L AD
MAEEAM T 3 2 R S B0 —TJ7, & 7 1) 5 AHDCYPIALTDOARH
EHET L LICE ), CYPSAATIH# S oo o g % 1A &
BLAREENH 2P, Tz, ¥ 70 A ADMBER KA H1298.8%LL 1 &
EWOT, IMEEEN L OFAEATRNIEH & OMEIEHOWREEAH 522,
16.8 Z Ot
16.8.1 £ PHRIZEMRER
(#70Y LAHT+EI0.5mg [VTRS])
Z ) A A% 7HN0.5mg [VTRS] 13 [ &= 8% 2 % E R RHA 0 4
YRSB4 ¥ 94~ CPKI124E2H 14 H E S 645 . TFRR184E
11A24H—#EIE) ] 10X, ¥ 270) A A% 7+ vimg [VIRS] #%HEiE
BHEIE Lo &, BRIHEEINEL . EWENICRS L A s,

17. ERERRLIE
17.1 BHIHROREMICET 2558

(FhEEIR)
17.1.1 BEHEICH T 2EERICOINE]

(1) EXATHIZE IR (356]). ER%EE IHERR (696)). EIRNFEIMAEL
ek (8261)

HRFRIE £ T OERIRBER (1990~19944F) 125V CUHEBMEO—KIGHFEAD R,
18661 TS S L. T4ERTEEGFAER OCTERRBEBERIZZNZFNT.3% K O
93.0%Cd > 720 HALSUIENL74/18661 (39.8%) THEAI0L A & 417293175,
(2) ENHIMHEHER

FOHE M G C I BEAFSE IS X 2 RRBe it s N EE 2 E 11046112 & 7 1Y) A
A (GESHE - 7 7 RV) kG- S . 5561 (52.9%) T [A%] Lok
WS NI,

& 7)) A AR A 1ITBNC 1208 PES: L CRGES L7286 (1996~19984F) . £
HEHIX4.1% (16/1761) . {EAFUSHZEB L 72 E611Z2/176) (11.8%) TH -
Too 70 AR TRV LOYDIEZH (196]) TOMEITIX, £61T
FERETE LA 25 DS HERE S, SRRSO XS L 2 2 o 72199,
17.1.2 FFHEIC BT BIEERIS OS]

(1) BERRE

AR FE COBmKRRBIZB VT, BN TEKRRITBETN 220, ¥ 70
U AR (EYHE - 71 7R )V) D58 N722461 067 A BRI #1365.6% T
Holze O LYENIFHINEE TH - 720 HHSUGIF4/246] (16.7%) T
ENRTAHR SNz, WITNLBETZD) LbOINAZREEATOA F/NLA
REIZ X DLV LB L 720 F 720 1990~ 19954 (2 [El N CLEAR SR 5 BT F
WA, 780 aA (EFHE - 7 7 2) 537212000067 AL
FHRII8L.T% T dH > 72097,

) n ARERZTENC12:8 S L CRET L7285 (1997~19984E) . 2k
HEERIE100%. AL UGS FEBL L 72 fEF124/76] (57.1%) Tdh o720 ¥ 21
VAR TENHEOEYEZE (10681) TOMEF T, &F TR OE
HEHHERE S SEMESUS 5B L 7 AERNIE1/106] (10.0%) Td - 7239,
17.1.3 DI B 1T BIEHE RIS DO INE]

LDBALIZBIF 28 70 AR GEFHE - 7 7 2v) OFEH UG OB A
MEREN TV RO (FEANT— %),
17.1.4 FHiSHEIC B 1T BIEERICDOINE]

BRI BIT 25 70 A& (FEEHE - 7 7 8)V) OFEHMERIS O EIHIRIEAS
RSN TV B24Y (BHEAT— ),
17.1.5 [EIHEIC 5 1T BIEMERICDOINE]

BERAEIZBIF 25 70 AR GEFHE - 7 72 v) OO OB AS
MEREN TV LD (HEANT—5 ),
17.1.6 NEFEHEIC B (T B IEM RS OS]

INBBREICB S5 70 A A (FEEHE - 7 7 R)V) OGO #i )R
PHERE N TV BEE0 (FLEATF— ),
17.1.7 BHEEHEICH (T 2 EHERC RUOTEHE R T8 R O HH

[FBitR 5]

(1) EARTHE IHERER (216]). EA%EE IHEEER (386)). EARFEIMEL
BB (66%1)

TRFRIG E CORERAER (1991~19964F) (2B T, FRIBMEE O &
F% (GVHD) OFBi2HEIZY 700 AR (GEFHE - 7 72N) 235 1L
7212500 FRICREE KA L. HEFVEELE % bgrade I ML EOGVHD D
FEIZ2261 (17.6%) T - 7271799,



o u) A AR A IBNCHE S L CHET L7458 (1996~19984F) . grade Tl
P EDOGVHD DI #1333.3% (3/961) Td - 727,
[a&ERE]
(2) EIRHER
HRFRIE E TOMKRER (1990~19934) 128V T, HHiRMHEZDOGVHD39S]
WL g 2 a) A A GGG S 7 Rv) B85 L 2EGVHD7/1361 (53.8%)
T O18PEGVHD12/2661 (46.2%) DA ML EORIEE IR L7229,
(EEBHENE)
17.1.8 ENETHASE I HEHR R CEMNSE DHELERHER
JBRFERR R OEHRICB VT, AT A FHIOESGIZ L > THREART5. i
BIVEFHIC XD AT 0 A FHITOIEHEAHIEE 7 42 B 5 5 AE 7 07758 14061012 BE A58
# (A7o4 RHL $La) v A7 —BH5%) 2z, §70Y L0207+
VARG L7ziER 1081 CRIISOWEL RO, T2, BIETFEOUHER A
et % A7 < ST EBI TR AT RE L 7 o 7261 b A S 725,
A7 04 FHITEROLEIE S LTV D MRS D L < I3MiRIERR o
EREFEERE AR LSRR TIX, ¥ 270 420 TH)L %28
HERES L. RHAT A VRS EY 77 2 REEEBL 72, RRBRT
1$, bmg/fEH/4BEOEETAT O A N2 ilE L, EROZEDHERFTE
VAR, AT A FRIOMERITo 7. TOfRE, 700 AT
1, SEROZEEMEFE L 72 F AT 04 FEAIORRZ 0, 5% T 1208
R O 54 TR O A 71 4 FEEHFEE (7L F= v C5m) 1&.
ZNZN4.91mg/H & 03.81mg/H ThH - 7257,
A7 uA4 FEER5E* (mg/H) O

o) L AR 75 R AL TRy D
[n=40] [n=40] (95915 #EIX 4]
e Bl 13.78+3.958 13.88+3.545 -
BHHTHT . N -1.58
i 4.91+4.041 6.51+4.889 [—3.3420.184]
BHHTHT . N -3.48
4381 3.81%4.066 72319 [~6.010~-0.953]
7L F=vo ssiR (F#+S8.D.)

Xy ) AARE- T T RE

17.1.9 ENE DHEIES R
AT A FRIOFEGIZ & o THERA 50T NaBRIER Bk o i i 174 B
FH106II2, ¥ 7)) ARG TR 28 M P S L 72 MAHRER I BV, 8
BICTH)) (BRIQMGA 2 7) O RD. IBITHHA T 1 A FHlIH R
Sz (R %

HRIQMG 2 a7 R

e Bl fira e 2 Al
[n=10] [n=10] [n=10]
13.3+5.17 10.6=6.17 ~-2.7£2.26
(F#+S.D.)
(B8R Y < F)

17.1.10 EIRZIASE I EemE SRR CEMN S T8 L8R

Q=T ZBE)
17.1.11 ERE I AALERER
AT WA RHIZZUF TR R C Rk B BRI FL R OV 22 1 16 B 1 &
BT BN —TABRELGE R E L, ¥ 70 LA TRVESEL 7
T AREESSFNC 28T L7ze #2710 ) A AN TRV EIZ BT B RO
PTG AR A 2 7H*OZALRIZ -32.9%ThH 0 . FRGEIES LI R, By
HIGEIPEDIRIE Ch 2 1HIREHE, itk (C3) OFEMMEOZEALEIIL 4 -
60.8%. 16.4% T o720 B, 7L TF=r21) 77 A (Cer) DAL
13 —-22.0%TdH - 72,

o) L AM 7T K
[n=27] [n=34]

P EIT R A E oy g
BB AR A 3 T F O (%) 32 9431 0 2 3498 2
mean*S.D.
1HREHREOFEMEDOZALE (%) hfi -60.8 8.7
(8104, 4530U5hr) (=73.7. -37.2) (—14.0. 90.0)
Hitk (C3) OEMHEDLEALE (%) Hikfl 16.4 -2.8
(8104, 530U45hr) (10.3. 27.5) (-11.1, 18.2)
CerDFERMEDZALE (%) HigefE —22.0%% -1.4
(55104, 530U 53 ) (-33.5. —4.2) (-19.3. 16.9)

SHIERIE AR 2 3 7 E 1 HRE B R ARIEREL, 552 L 7 F = >, HidsDNAFIK,
Witk (C3) OSEHDATT (% 40~3H04EH) 7 57% b,

¥¥CerlZDPWTOARY 7 1) K AR FHME B 450132641,

GEREMXE %)

17.1.12 BN IALBERBRROEANE THEFEHRRBR 7. 1220]

AR U T AE O BB T e A 62 2 R E L. 42 0Y) A AN
TROVEES2B, 7T REE0FN 2B MG L7z (bR, ¥ 20 AR
BT VBB AR (DAIRA I TIZ L AW0EEE) 13E10LEBY) THo
7250, F 7o, EEOMATEERIBERE ZBELGNC, 20 AAT TEIL
2P L7 GEEMARER) . SE% (DALA 2712 & HU05E) 1345.5%
B/1161) T - 729, Miakbre b HEIZ1A0.025me/kgl H 208 % %) [m] &t &
L. #O%HE N 7 (10~15ng/mL) & 72 &5 FHw gL 72,
F7o, BMAHEEBERRO & 7 1) A AREEE K O EE O MG R IEKNE %
BFHI, 28RO HE 5 78 %5~10ng/mLE LTH 201 ARA% 7k
Va2 G LS. s 5 ICB 1T 50ESR (DAIAITICX
BHUGHEE) 1.2 NEN61.9% (13/2161) ) 1%66.7% (6/9%1) T -7z,

F1 DAIR I 7=

Yo BIERIE (%)
yra) L AR AN i

DAIA I T2 & D™ 16/32 (50.0) 4/30 (13.3)

DAL I 7 1B\ THHEI B MR, TR LA PIREEIT ML, BE RGO STl o451 H
STHGE LT [UE] L L.

) 45 AN C O TR M

DTolsyHEzlEL, P2 d LGB 25 28I RERO ZF
Sff RORAGR) 3A2T ABREET TG Lz, &lifz@Et, 10
FHRO FRUSEEE D 7 7HRENSE S N4 < & 50.3mg/ke/ HAY & L 72,

WEOHIRIZ BT v FEOD% L SIENC L) 55 IR 2 M b 5 7 i O sERE I 71
Mo 72BER ) 7~ F BB, &7 1) A2 TRV & B TR T L
. " PG IHHE (120 OS24 fit) Duew=Doiax12.5/ ((CrzntCaan) /2%3)
(168, 4 IAHIRBAC A28 S L 720 ZOME, ¥ 700 LRH TE B 4R | " ‘ e
N OETHREBIC BT 2 KE) v~ F%% (ACR) OFRIEEN;ETDH PIEIERS 1 H OFE A 52, 3H £ 5 B s
. . WL BFI0HH | UL $57. SHE) Tos | DD 12.5/C
2002 EH OE G (ACR20ELER) (X, FEE#h#H T1349.0% (50/10261) . & O e A B i
WAZ150.0% (27/54001) Tdpo 7259762 RIEIRER 210 H o FE 2> 5 1.5H DL -k DeeweDua X 75/C*
%5150 B ACREL $%5120H) Tl |
SR (R kL
ACRAUER: GFEHE) SHOBEAHIE |3, 4. 6. 8. 10, ZERHXEH |
. g (BB C) /4T new=Dold X 7. trough
IR
75k 1.5mg 3mg Dua : HETBIOE 55 (B 5 BIAEI20.025me/ke) o 571 % 107~ 0N B BT 85 4 % 1
A T A LR AR 9/64 (14.1) 14/57 (24.6) 28/58 (48.3) AL 0.5mghl A T b T 20
45 AR H et - - 50/102 (49.0) BRI O LS &
=t 9/64 (14.1) 14/57 (24.6) 78/160 (48.8) KE (kg) | 30=~<50.0 50.0=~<70.0 | 70.0=~<90.0 | 90.0=~=100.0
[l 618 (%)) ek 1 15 2 25
SIS F 5 5 7 0 A 2H TV OKESNLH R, B 3mgTh b, (mg/IA0)
SORSEIER TR LR Duew : B ORE G50 F S MO/ NS F A % DS T A Ly 0.5mgHl Tt b
UYL R 98

ACR20¥#% (Bls%)

— H %5
R 1.5mg 1.5mglilfs X 3mg
3mg ¥ T
B3I 28 T AR s o B 9/27 (33.3) - 11/25 (44.0)
£ TAH s e B - 27/54 (50.0) -

[kl AEm e (%)]
KIGHE RS 25 70 WA TRV OKEES NI H M, BH1.5mgTH ), HER
1250 3mgE THEW TH D,

1 CondVER F B AR L KB O &, Conk AV 723 5 Diew=Doa x12.5/ (Camx 2.5)
£ 0 F 72 ConASE R FBRAE AN UL R OB & CranE JHV 7230 Daew=Doa X 12.5/ (Cizn
x4) L2 HOREE MY 50 HIERE TRERNSUIRMOB G, EiT
FRAED P2 A L TEPORIZE YT %,

2 L ST S NG R ORI AS LA B R 025 01 & B2 2 W56, Ik b7 7k
FEABEIZ10ng/mLEL L 03 G SRR 97, & 7210ng/mLAl O35 51213855
1A B ES 02501 LT 5,

%31 CF%7.5ng/mLEL E15ng/mLA M O 41213, RO =% HI20.665 (=7.5/12.5(%)
L7HEET S,

C*: 1lal H oA 52, SHREBI LI BT 2280 b 5 7 i#EE O,

C*: 2l H OFfiA 5 1.5 0 P L@ SIS BT 2 M~ 7 7 25 d 2 5 613 € O il

Crrougn © 2PAFEIZ BT, HEEREE (5~10ng/mL) % @8 L7221 b 5 7 gk,



# %2&if@¢’i§-§5ﬁ]ﬁ’ﬁ A Y 2=l

F‘%.IH ,T ]
- - f‘\r"x’

|)ﬁ§nﬁéﬁﬁ%ﬂm| ..5\ i
[r2msre] [2amsrn] B 120 A
(BRMBE - REHRICAGT 2MEMMHR)
%17.1.13 BRSREMHX - REHRICEHTIMEMME ICHT 2 EMTESL
B (BBEOSMBRERA — 7 HER) [7.1888]
SRR % - KRR\ APET 2 MR R EH2SBNZ, AT u A FRlE O
BERHTTY 200 A AH 7))V EL2EM PG L. ZOfHR. #5528 1%12
BUF B a AR O A AR 2 N2 88, 0% % UN76.4% T dp - 7259,
17.2 BERGRAES
(FeHEsESE)
17.2.1 BBIECH T 2 EERISOME [7.558]
(1) ERAKEHAE
Wi OTA (1996~20024E) 12351F B 14E ARG AEAF 3 OV 4R SRR AR 8 31
B (1,23361) TiEZFI2198.6%% 0°95.8% T - 727,
17.2.2 (OFSHEIC B T B IR RIS D]
(1) EARKBRE - RESIRE
RO B B LRE—KIGHIER (106]) O12:8 RFEFHE R U012
BRI T I 100%. 12:8 BREEHEHE UG 583 21340.0% TdH - 720
F 7z, SERREFE N OSERBUAEERIT T 100%, 34 AR HTHHE RS
FEBIHRIE50.0% T dH > 729,
17.2.3 FhigHEIC T B IR RIS DM
(1) BEGEARERE
OBV B AFEAE— SRIGHOER] (1261) O34 RREAHR K O34
RREAFRIT I 82.5%, 3 RN UL FEHHILT5.0% T - 729,
17.2.4 BERHEIC & (T BB OIE
(1) HEFEARERE
WA O AN BT 2 BER R — RIGFAER) (3561) OAFEFAEAFH1100%,
AT BRI ATA13T78. 3% AGE BAREHEAM SUBFE B E1E37 . 7%, AFERFEA » A
HEBLEI395.5% T - 727
17.2.5 BB H (T 2 EERERVUBERME RO [7.558]
(1) fERKERAZE - MNEHRIHREE
[FBitR 5]
TR DO P4 BT S grade T P EOGVHD O BAEFEBIER (A #2100 H IF 241)
. BN (21561) Tixd4.1%. /NE (11761) Tlk40.8%TH - 727,
[aEEHRE]
TR OFAIZ BT 2 AGVHDIZ
f:’il)o

X9 D HA)EE.56.8% (42/7461) TdhH -

18. ZERhEEIR

18.1 {EA#F
Z o 0) AAE, THIRBZERSE D 50 7 F MEEE i L7z s ol
CEELRBETHLIIN Y =2 —) Y RET LI LT, Y4 M4 ViEk
PP 082 AU ) SRR 2R3,

18.2 /n vitrofER

18.2.1 THUMAHIEIC X A THIlE» b DA vy —a A ¥ (IL) 2R0A » ¥ —
Zxuy (IFN) -y O&% 5§, EEIERNT a . IL-1 8 R OIL-65 O REE
LI 27,

18.2.2 IR DAL o & B SE o 35 126 3 2 I I3 ES < RIE SR
WX 2 BIREATR ST BB,

18.3 BHEICXH T 21ER

18.3.1 MFMAEBAET IV (A=2 A FLO, 42T 55 ™)
Tl 2 FEAE B 2 40 L. AR A IER S € 5,

18.3.2 T v P EAENOMRMEK A X MRS L 2 HBEw o RIE. 552450
B BN IPIR k3 2 BRI E R SR 2 A 57080,

18.3.3 BHARHEERET L (w7 A% v b)) 2BV, B EE
FOGx#fl L. EFHTERS S5,

18.3.4 FRMET T (¥, 4 X5 9 ) LBHMEFTIL (7 v
b)) W0 iRREE T (%) PROEBEET L (1 X) PI2B LB
AL & B0k L, A A2 ER S 25,

18.4 BAEIRICK§ 21EA
B RET N (T ) \CBIT D RIEMES A b A Azl L, BET %
FER OV - BEIRA 2 &S 5%,

18.5 BRI 51EH
BRETIN (Y A) 2B DI EHDNAPURELE K O ORI 5 0
R 2 L SRERAE SR OBAL R OIREE O 1A% #3572,

IZBIT5%

18.6 XBBXICxT 31ER

FIEMBRBEET N (w7 2) 1I2BWT, KIBHEO KT, S 0
IFN-y OEAEZIIHI L. KGJmEEZ TR 2%,

18.7 BIEMMRICX T 21EH

MG E TV (w7 2) O3B0 5 THIFLIC AR S 2 SRS & O E
LEIHIT 2%, T2, MHETTNV (X7 A, 4 X) OEAFRRPYEST LY,
18.8 EIEMHENEICH T B1EM

HEREMEIEETV (T M) 2BV, L7 2 F Va3 ) v Rk oE
AEIHI L. B NIREN O IRIE 2 SE 597

19. BRIHRSICEET B E{LZHER

— iy 2Rks 0 ¥ 2 1) A ZKKY) (Tacrolimus Hydrate)

124 1 (3S,4R 55 ,8R 9E 125 145 15 165, 18R, 197, 26aS)-5,19-Dihydroxy-3-
1(1£)-2-[ (1R, 3R ,4R)-4-hydroxy-3-methoxycyclohexyl]-1-methylethenyl}
-14,16-dimethoxy—4,10,12, 18-tetramethyl-8- (prop-2-en-1-y1)-15,19-epoxy-
5,6,8,11,12,13,14,15,16,17,18,19,24,25,26, 26a-hexadecahydro-3/-pyrido
[2,1-c][1,4]oxaazacyclotricosine-1,7,20,21 (4/,23H)-tetrone monohydrate

5373 - CuHeoNO12 - H20

3 822.03

PEIR @ Ao REOB K TH 5,
A% ) =)V ilﬁ/~)lz (99.5) XM THEIFR T NN-V A F )k
VAT I FITT Y /=) (95) ICHETRT <L KIZIFLAEET V.

s >,

20. BIRVLEDEE
TV ¥u—wERE R BRE

22, ‘G

(#78Y LZHTEI0.5mg [VTRS])
100 7+t n [104 7+t n (PTP) x10.

(28U LZXHATEIImg [VTRS])
100% 7+ [104 7k (PTP) x10. ¥2EHIA D ]

BT TREFT B Lo

FEIFHIAY ]
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