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0.096mg/kg (#iPH0.041~0.104mg/kg)) % &R 12



24WFIHFREA L7z & S oML, AR 4
M7 C30ng/mL. 24K % T38ng/mLTdh - 721,
16.1. 2 TR O BV C/NEE B RS 8 6 (71
9% 1271 7T 7 HHE (P4 5-20.079mg/kg)
% 24RE B REREEIR N T G- L 72 & Z OSEWFIRE/ YT X —

FIIROEBY TH 72",
AUCO—ZA[}] (ng'h/mL)
772+337 0.098 +=0.0367
X7)T T YA (CF¥#+SD.)
16. 1.3 MRBEOHREICB W THELNBEMIN L L <
BESHBH O 1 HG & L HiRE ko LB ) T
Ho 20 (7.4 5]

Cl* (L/h-kg)
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16.3 2%

16.3.1 RO MR AR EHITI88% U ETH - 72,

16.3.2 JFR Mt D32 7L 6 B CTARHFOFLIT AT % 18
L7z E A, MO0 ORFT AR
sn7t MHEAT—%), [9.6 2]

16.3.3 7 v MZMCHEE#R ¥ 7 1) A 20.32mg/ kg% BT L
T2e A, S BIIIRSTEEIRIE & A L DMK ST
L. FRICEIE. B, GO, FIRBICE 2o 720 BATL
AR IZ M s E DR T & & IR L 72, BB,
KB AN EE ORAT RO S 4L, FHEDIH
FldE Do 721,

16.4 13t

16.4.1 RFNTF & L TEYRHHERCYPIAL4 TR S
%o [10. ZHE]

16.4.2 PR EE oI, JRA S OSEAHACE1E 3
ELTHEAF VRR ORI TD - 727 (DHEAF
— %)

16.5 HEtt
B O RIS IREH R ICHEE S . KRB LR D JR R
HElEE1L 1 BT CTh o7 MHEATFT—5)o %5,
AFN DM EEILERRE D 5 WITBITIC L A8 x5
IF 7\,

16.7 EMHEEIER
AFNTF & L CTHEMRHEERCYPIA4THRIH S NS 72
O, CYP3A4TRH S A3 & OfFHIC L b A&
FOMAPRED A 2 HEMED S 5 72, CYP3A4
FEET LEY E O HIC X ) ARFI O M EE AT
LU H B0 —F. RHIDNCYPIA4TOREH %
PHET L Z 12k ), CYP3A4THREH SN A M3
DM Z FR S S RENDH Do T2, KFID
MAEEBEREERIZ8IN U EE B DT, IMIFEEHE
DOHFAEDTRAFEH] & O ENEFF O FEMED D 5 o

17 . BRERAIE

171 BMERVORSMEICET 2588

(FeAEsEE)

17.1.1 BRAEICH T 2 RERISOHH

(1) ERRTEIEE T8 (35f) . IR EASE I 485468 (69
f5) . EAEMALEEHER (82f)
FKERIEF TORRHREE (1990~19944E) 12BWT,
B O—RIGEDFIE, 1866 THEF S, 144EH
RGO AE R EAERIZENZENT3% KO
93.0% CTd o 770 $EM KIS 1L74/18601 (39.8%) THE
,\:101@& [;) ﬂf:l())lS%)Z())O

(2) EAZFEMERE
FOA G AER T REAFSEI X 4 RGLIG DS IR i 72 S
B104Bc 7 a7 7 GEEHE - 71 7R ) BEG-Si,
5560 (529%) T [Hx)] DLlEosigEsssEs iz,

17.1.2 FFRE4E(C B | B3RS OS]

(1) EARRER
R E TORREE (1990~19914F) 125\ T,
A CHRE SR TA 22, 7u 75 7 GESHE-
B TEN) PG ENT246 D 6 h A BRREAFER
65.6%TH o720 ZDHH BNIHIFHIGEETD > 720
A B 134/245) (167%) THEN T [AlH 572 A%,
WENDHBRETZEDOI LD 1 H%EREEAT04 KO0
AFEIZ LD EERR W LR L, /2. Lol
wEd, 1990~19954F 12 E N CLEMRER o IR A % 521 T .
Farz o7 (FESH - 7)) S n7212061
D6 B HHEHFEII’LT% Th - 7227,

17.1.3 DFHEIC B 1T B IRMERISDOHH
UEBHEICBT 270797 (EFHNE - 7k v) oif
i SS OPIHIR R DL L T B2 (SHEA T —
)

17.1.4 FHRHE(C B 1T B 4RMERIS D HIH
BB ITA TS 7 (FSHE - 1 7R V) O
H B OIIEIE) R ATFEEL S T BB (hLE AT
— %)

17.1.5 [ERHEIC B 1T B 4RMERISDHNH
WBAIC BT A Tar S 7 GESHE - 7)) Oif
i B O BIHIRY A S T 50 (S AT —
)

17.1.6 /\BREHEIZ & T BRSO HINHE]
MBS BT AT ST GRS - 7)) o
HEH SIS QIR AR S T W B2 ULEIAT
— %)
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17.1.7 BEEBHEIC B T B IEHRRIC R UBHER STBEERO
)

[FRh#5]

(1) ERATERS T A5 (2111) . DN HASE T 48548 (38

). ERFEIMAELEEER (66651)
FKENE E COMREER (1991~19964F) IZHBWT, &
#iHEOBMA X ETH (GVHD) OFHiz B
Tar 57 (FESE - 7RV) w¥k5 L72125600h,
FIRIZHE LR T L, BRI LEE 72 Agradel UL 1
DOGVHDDFSEIX18H] (144%) T - 7277,

[amEiRsS]

(2) ElREER
FKERIEF TORRREE (1990~19934E) I2BWT, &
BERSHE 2 OGVHD3BIIZ R L 70 75 7 (RSN -
Tev) G5 L. AMGVHD7/136] (538%) K& U¥
18 4GVHD12/26%1 (462%) 75F %)L EORH % /R
L7%,

17.2 8L RAESE
(EHESEIR)

17.2.1 BRHEICH T BIEHRCOME [7.4 B8]

(1) {EARERE - NRERRE - REERIREE
Wil O (1996~20064F) (2451F 5 1 4ERREELE
RO FERRAERIL, A (1,2336]) TlEERn
ZN986% K 10958%. /MR (20561) Tl EFENER
99.3% K 1UM97.3% T - 72>,

17.2.2 FFHE I 6 T BIEHRUCOME) [7.4 BIK]

(1) EARERE
TR DA (1993~20034E) (28175 6 71 H BAEE
L, A (24461) TIE741%. /N (504%1) T
13879% Tdh - 7:"",

17.2.3 LFEHEIC B\ B3RS DS

(1) FEARERE - REERREE
TR ORA B 2 LB —RGFES (1061) @
128 AR E AR K O 12 B R A A R IZ W11 £ 100%
12308 B REAE A RO 56 213400% ThH 5 720 F72. 3
FERBAEFER O 3FERFAEBFFRINTINH100%.
3 4E BAR A UG FEH ER1350.0% Td - 721

17.2.4 Fh#B4E(C & (7 B3R RICOHF]

(1) BEFRAKERE
THRBZEOMANZ BT 2 I ME—RIGHEER (1261) @
SERFEAEFRL O I ERAEEFITNTNL825%.
3 4E BRHEA G S BLE1E75.0% T - 724,

17.2.5 BEREHE(C B | B 3B S DS

(1) BEFERKERE
B OMATIZ BT 2 R —KIGHEIER (3561) @
4R BREEARAT100% ., 4 4F BRE A 2 #51378.3%
4 4 BIBIEM S S BERIE377%, A FEBRREA © R
VHEBER13955% Tdh - 721,

17.2.6 BRERAEIC & T B IEERIC R UBHER HTEERD
El [7.4 ]

(1) EARERE - NRERRE
[FRh#5]

TR OF A (1999~20044E) 12351F Bgrade I VL 1

095755
2mg/5me

47845Sg|

OGVHDO RSB (BALZI00H B M) 1. A
(21561) Ti3441%. /KR (11761) Tiz408% TdH -
7: 44) .

B, KR E TORKREEETlE. HLA®M A [F
BHEA640% % EOTW20 20 L, g oHHET
1321%TH - 72,

[AERS]

T OFAE (1994~20044E) |2B1F % APEGVHDIC
XA AL, 568% (42/7461) TH - 7=,

18. EhEEIE

18.1 EFtR
Z o) AAE, THIlSBEEREDL SO 7 Vv inE
A LT EICEE R BERTHh LI IV = o
— U Y EHET LI LT, Y4 MHA SV EERER O
AU SRR 2R,

18.2 In vitrofEF

18. 2.1 THINAHIEL I X 2 THIIED S DA » & —a A F
(IL) -2k 04 % —7xuar (IFN)-y D&% 5T,
@%%%ﬁ%mlhwﬁvmﬁ%mﬁi§mﬂ¢
%46 ~48 .

18.2.2 W R LIS o 5 B L &5 D B 5l 12 k9 2 BIHIE
1355 LSRRI T 2 BERPEAVR ST 5197

18.3BHEICX T B 1EH

18.3.1 MFTHEIFRBAE TV (=2 4 LY, 1 29,
F v M) 1B B BRI SOG 2 BIH L, 2R AE
M ZILE X85,

18.3.2 5 v NEAENFOAEE R A X FIRIEZRIC X 5 A0
FEiEo R, 2 B OB 3 2 B 5E e
R AT 5%,

18.3 3B MEERET N (w7 2%, 59 1%9) 12
BWT, BRI & EERISE#IH L, A% iLE
X2,

18.3.4 ERMETIL (™ 4 X% Fv M) 08
HEFL (Fv 1Y, WgHETL (4 2)% RO
BHET IV (4 X)% 12 B1F 2 BRI I SUE & 3
flL, EFPH A IEE XS5,

19. B3R 2 BIEZHAR

—i%4 0 & 71 A AR (Tacrolimus Hydrate)

1544 (3S, 4R, 5S, 8R, 9E, 12S, 14S, 15R, 16S, 18R,
19R, 26aS)-5, 19-Dihydroxy-3- {(1E)-2-
[(1R, 3R, 4R)-4-hydroxy-3-
methoxycyclohexyl]-1-methylethenyl} 14,
16-dimethoxy-4, 10, 12, 18-tetramethyl-8-
(prop—2-en-1-yl)-15, 19-epoxy-5, 6, 8, 11,
12, 13, 14, 15, 16, 17, 18, 19, 24, 25, 26, 26a—
hexadecahydro-3H-pyrido[2, 1-¢][1, 4]
oxaazacyclotricosine-1, 7, 20, 21 (4H, 23H) -
tetrone monohydrate

43 F3 - CuHeoNOy2 - HO
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