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It A< 25 2 ( Clinical Pharmacology ) 28 78 A 4k #1125 ¥ 2 1a] 46 B4 F B B AUAR 69— 180
MER RAGHEREERRABREFHHR, WREABERRNBRESAHNE . BdEHY
B W EA TR, BRI e AR M IS A 25 B 3h 1% B ROE BSMFR R
RARGYARELER, A THBERLUR, FNAURNEEMAREESERRL, BRY
BEQPR, N IRAMFMFL AROEFNEE BREFNEXHFTETAHARK
RREER, ERRE BERBPESERABEMMLY, AMZAELH¥ RN LETSH
TR X MENR, RREBE,

1.1 AEAHBPGLE N

“BERHHE" X —BMSEHE T 30 ER, HHP 1947 £ £ H Hany Gold H B FE Comell X
FRMERGRE VBT R A BB R— 1ML %P, R, Hany Gold H R ¥ X EHBN 8
FRELTHRH, XIFEEWRGE LA TREAY. 1954 4, £ H John Hopkins K 2 7E
L.Lasagna HBFI T, BYTHR L E - MRKRGRE, FFAHHIRERGBERE, B
&, FEREEFURRARIE FELME 4% EES SR NERAEF RN, TF B
KRABERR, FINEWAR, QIPEEKAGEERER B RIERGHEELEE, 1980 F4
LEABAA TR -EBERERABSRITESV, ERERERGHEEEN— TR
FHNERAHEARN ENEEHCTHIEEBER, RMTEMZFAURBRE, FEFUT
3HARE:OEE/ATRNEG RBRRE, H 25 AFMBERREH M, B2 %nE
MNHFANFNSER OB TFHYARIMMEE, HH R 60 FRWKMEET “R I
%" (Thialidomide ) B 4, 5| & i 57 AR, ST EAFTARBIINB X AMA R KB R R UK
MEEHALES QN KHEFXZBRFIGRBIN T LA B R, L4450m 380 Ak
HNIEAABRMAREHR, BBISHEAYH, r

REFRIEKGRE THRSHF ARG, 7 1961 4, REGESTEEERERFN
“FREBHECEMAERER"ERSN L, BHITH RGRGEE NN AT, HR
AT ENEAANARRAHEIG, BN RERGE T/, AR THHMERE, &
REMMERLGBED KL TEBRS, 19967 APEREXRBEFTE—RLEE
REBLHNRES, EATR T BRGEARRHEEAIEAR " R FHGRTAES
RABHRYAE EHAERFHANEE, A TISEN, 2 EHERNERURLK
RFHICRET N, EXRESVUAH SHATIFHE BB EMN, A FARENIERGEEVREET
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Eill, 1980 F 4 AEEMNKRERY TRES M RGEFRF, REQEKRGEE D
MUTFFHBBTRERR, 2 TARMAE, B 1979 £, 2B HFSERHFHEFRRMN
CRA R BB S5 B SL TG PRZ BBk , ARFEAN NN GR T X B 2 B e R VP4 B s PR 2 2 i #F
58N, Wi WRTRES -ALTAY—(FPRERGBFERSE)IE KBS H S
—(lE R ), 1986 &, P EAEELRY TIHKRAES B2, EEBERFLE

¥ 77 2 £ (International Society of Chemotherapy ) %1 [ 5 265 382 2 7 J i 5 5K 25 8 2% £ (Section

of Clinical Pharmacology of the International Union of Pharmacology, IUPHAR)#:4% A EI A& B, 7E
5EHERMNSESZEFE, RETHRROER, 3%, RECSF T —-XAFHYAERN
R LA B, 1983 FE EBERNKENGHELVAREREFRERGEYRE, &
EFRHER BBHAWHR HRETLES LKA REH I, FEEEREB B L%
FRTGFLGEEEBRIE., FLIR, REGKRABELCVERATME,ATACH
%*ﬁﬁﬁﬂ%,#ﬂ&ﬂﬁ\ﬁi\i&ﬂﬂ‘Eﬁ%’@\ﬁlﬁnﬁﬁi&ﬁﬁgﬁﬂﬂ%ﬁﬁﬁﬁf
BUR{EA . RARMERE TRARS, Bl FTREGKSELAFREATH, 28 1F
RE, RESHFMES T, MEEIEREELR A SRETFASES, UM, EAE
PR TS SEMLENIBNER, IS, REWNE, %J?Eﬁlﬁ@lmﬁﬁ%ﬂ
HIWRBRSE RELRIALA TR,

1.2 BAHEBFOERAAAR
1.2.1 IR # %3 ( Clinical Pharmacodynamics)

TEEBRLG YR A A A (O BOS RIHLH , L R 25 B SR 2 BB X R JE:‘:I,

W RER LTS, LRE BRI, B LMTEREEE, HHNR SRS
R RREL R BRI

1.2.2 llﬁﬁkﬁ!llﬂibﬂ#(cmml Pharmacokinetics)

EBPFRBWEARNENRANHERE, CRETF ALY R RB 7AW P
SRR AR, S A NS, OB S R R — BB, e
M SRR AR (5 E M) IR AR A MBI, ST BT s 2y
FRAAEER XL, MM S AT A Fl—25 9y R F R0 0 e

BESREER, W!B‘J %U%%Bﬁi%ﬂﬁ&(ﬂmvmhbxhy) ﬁﬂ%i%
AP,

1.2.3 M3 (Toxicology)

DI AR, N RN REAYTBRERARRENERSBES, &
R A R R R IERRAEAN N E FRER, #TLENLRERE, Ml
RAFRENN, AT REERE, R AT RABEHEES. %:FEE@WF% %\?ﬁ‘-ﬁzﬁ%
%Eﬁ%%%%ﬂ*ﬁﬁ#’lﬁo




1.2.4 IfBkiR A ( Clinical Trial)

F R, ERFMHARITRES AR, BRI, AL LH T
RUFRABESFNEG R, BREATOFHFRPERE, BRRR S 3 PiiT. Ei
TR — SRR R, RS S EPERMM NS ER KR IN, BWRGEEREE
AR B EAMHAEERER,

1.2.5 ZH¥WHAE{ER (Drug Interaction)

HYHEERRERAHRBA U EWEPERMREEF RSN, A YEEAESE
RSN ERN)FEERARERN R, B TAHYHEERANSER, TEREWTHRIE
ARRB Bl YHEEARBRABEHRNERARTZ —, BT, FEGWHEE

1.3 WA HAF G &M%

(1) ZEFHNEN SEHNETIN, BAFENTRARB EFEF R IEIE
@ DL BRI , X B2 092 &8 B R BB ST HUE 5 IR 48 . N INIRHT 25
KRS, DAR AL RUEAEARNELER S AHERNRL T AR LK
W R 31 A4, RIBH MR IR R AT 55 FRAL T 1% KA R B BT 24 % IF
ERS. X THEHFATEERMRRAPRS HRGE, RIEH 2 1R BH AT &
WITEESESIBRPRRETREFEHFROER, WS AFEHRESOEH SHS,
AERBEHBAE, BHTALNERERE,

(2) MBYRRRAFAEMLE X BERGEEPRN—TEE AR, hEE
HEPE LMD DAFBRIINEMS AR5 REN—TEE T, MESSHAEA
BHE HYRAREMMOEERGEFEEM, STHEUFRRMNTEY, SEZERM 60
ERWIF RGBT HYR BRI E B DA EE S, mor TN M R, &
AEN BSEZEAN UREREANSE. BNETFRRAFERFNAYERRR
R 5 B8 37 B S0 B BRAT R BB BUR BLR I s 3o 25T BL IR R AT AT 2 2 LA BB ST RLAL
HAGRS, REAGYARRNUETEFRERE, F5ER K%K BETITY
BAGHHITT XM IE, B 19844ES AT, R LE IFMERERERE, X 1200 4
HEBR AT 3mo E la WY FREM YR, B3R, BHTRES—HIEYRR
BB WA RERE MERGY R RN R ESRE TS TE, HRA T —BHHR
HHEE, EIARAS T, EELENENESERATRXM I/, 1988 £,
ML 10 BT E B EUGEAT MR A T, 1980 E X F KB/ K BREITABIL 3
B, AEUA, DEBELRRITEYAREMERRL, 2 EEA%RTTHYA
RS, 1997 F 2 ATAREXRBATHYRRR N KBS B THESWN, B
BORHIT TR R R B EAE, B TFREMS T U ORRERE S EE, h T
BENARB R MR THERETHRAEHNEE, £ R D ATBEI TS LB L
MBS X T, YR B R B M8 T4k e 20 B AR SWUR] s 7 B , S 7 A B (R I L I 24
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FATREER R,

(3) RBBRGEENBEEEY . REFZEXRREREAMTELEFR T
REGWMEXBRBRE, Kb, EBER KNGS WAR ARG TR ESE
WMER, 20 107 h, ZEWRDEARWESRAESSE SRR NER SRR T
5, 868 RIERE K. ARRERREERGEEVHRLRS T HRE, REFEE
FHb, & R R IR E W UL B S BRT T, o W D40 B OV . 24 0 5 205 098 UFG FF S0 s R 24 3L 3%
YIBE, DARELECRY 4 MERGEIEY PO, HEEE S RELEMEVIBIRHES,
REES AR MR EER B PR RARTRES . 2RABTH, B LBERIG
FREGES ERIEIS SR A NI, U RFHHERER MR RR T ENARR 5%,

(4) ROUKEKGBRS SHIWERAEAL . TEH . OFF B HIT 5% U M (Therapeutic
Drug Monitoring, TDM) , 3 38 3et 5 PR 3R 485 300 18,000 88 Sl F 26 A P, 468 90 2t 9K o 22 %,
M) PR E SRR B NER, A TIRERERTF AR, BT AL ;O
PR B BRBF S A RURIT 25 903497 B SE TR ; @@ 3 5 BRZG B 18, U B IS BR AR g 2 % L B
MR BB 51897, BREAYR R RN AL E 543, 35 B K6 R4 B, Q72 5 B |
AP RO T R BUR A B ST A S A P B R AR B R R

1.4 BWAEAHALFGHL LN

(1) #—-BHABREREZHTHEYHNFHZE,
(2) mIBX AR, IR R AR M B AR MBI,
(3) RENE R P FER P, #— 2T RS ERIT T ROTR,
(4) MEEXMFAMENEHHAF R RN BE,
(EA)



W F B TIFE R

25915 97 (Phammacokinetios) S L 31 71 % FRH R 55 25 M 7E B bR TR G 424 5% AL
HEME AR B SR R TR BTN N B EER . T2 R
A4 R DS 25 0 P 2 3, T PR D0 S T < DR T P25 OB 0 5
FARFAL NS T EGRANTA T, B, 907 A A R, SRR AR
B3R , B A2 2% (Pharmacodynamics) BFSE 4 45 , S 05 R 913 112,

B ADLIKSE , & B VR AR W R, 42 W A A A B
— S BEBY , BOT F  SA R, 5 RRI RR A AL, B — RV 1L
B, PR, BRI R, B W RANRE R BN — AR,

B 53 TRV AT, KRR R OE R T HRERATR, AR
REBE 0 EBARIS . TR L, B3 H 20 M MEEAT ERA, 0 2
PR S BRI KRBT A B RN EARE N 20 R 50 B 5 EE A
AR 0P V0 5 25790 0 4 2 9 P P B 5 5 S5 A LA PR P4 20 FEMGER 25 903877
*ﬁi?%%ﬁ%ﬁﬁwm%%mﬁﬁw m%%mﬁéﬁﬁm%%%ﬁm%ﬁﬁm

(Indmdual) ﬁ#ﬁﬁ Wﬁ 'lﬁ K_ﬁ@ dlﬂ%(Chmcal Phannwokxnehcs) o
2.1 #Hwx2¥ERns
2.1.1 B EME (Compartment Model)

HYH I FER AR ERAEDAR, FERARBEUNERAN, REAAFER
NERRHBR YR E R BACL BTRAA - BE, T AR R AR N4E KR
W, BEMBNRETEYHNEAFO—HBEES A—ERELMRAANETAR,
PAR—-BZHERETHR B OTRE, RIEX S, XYk R 26N
B AR NG R BN, LB SET R,

RBAYNHEEAR, FH-SERR 8 H 2.1 #RAYERNN D AIFE,
2.1.1.1 —%# & (One - Compartment)

{7 HL4k 3 — [7 i 82 7T (Homogenous Units) , A A B YR AN E 2 S B AW MA R X
BhEFH. e, MRGYRELLHAE TR BR, ROEAWRE - ZHEHELE,H
7t PR 40 R —Rp A R W 1R SR AR 1R
2.1.1.2 =M% (Two - Compartment)

YRS B S HERER KNP RENFHEREE/PEANE, PREGFERED
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B AN Bl I VE R S m BN SR AR, BRI B, R
BRAMMAS MR MREEHER, T TR SUR s, Wi eUn Eu
= HEHYREERRMAREE ;P RE 5 AATHRS, % BB 0% Rk
o B, R 6 ELER 5 52 DA — AR 9 B B, KRB
YR IT AR TR, R NS YRR A, AEE YRS T 2
SR T M, A 0 40K (B A , B S R BR 1 (B ) BSSE MORY 30 0 2, AT
TEBRHE, | |

X k
— cv e
—xam
Xo PRE ke Tk 4
C.\Vi Ka [AA

Ko
—EMN
2.1 BERAUREE
2.1.2 WEUHE(Rate Processes

2.1.2.1 - — %3 % (First - order Rate) '
%%Ea&mwﬂmuﬁmﬂﬁﬁ$%ﬁiﬁw H—-GERLE, ;mzwm —SdR

B‘J?ﬁ%&l&ﬁ g, Ktz g®R 'ﬁﬁ%&%iimtﬁ,%%mﬁﬁ fﬁ‘ﬁ/l\'ﬁ‘é}w&}iﬂ
AR E B AL, (BE SR MR TR, AT M — s
HEWFE L, —RBIFERT AR

- ‘
E:—kX (1)

:‘&‘F XﬂﬁWTﬁﬁﬁj%kﬂ‘Jzﬁi , k g — 8 3% .4 % (First — Order Rate Constant), &
(DSBS B3 TRRFEH | AR SRR ZBILRR:

’ X Xoe (2)

E— iﬁﬁ EM%?&E(C) 5k &AL BRED S B V-4, ﬁ(Z)ﬁﬁﬁ%Uﬁﬂ”ﬁﬁﬂ

(Volume ofDlstnbuuon,V) EIIX }i? —k @tﬂmtﬁiﬁﬁa‘&‘lﬁﬁﬁ i

C; = cpe -k ! ) 3)

M E) B oK B B ) A A AL, R PIABOT L, JE_IU\HI.%WE B‘Tﬁ]ﬁﬁﬁiﬁ KRy
{A:
+]



Inc =1lnco - kt (4)
PAK FX &R, H Inc =2.303 loge, U

loge = logeg - Tgoat (5)

M E - o RPN B E LR, HENERE - FEL; S8R, BTFH
BN REBEZHER, ZELKWBRIEN loge, , B HP - £/2.303, \TITIHE k1 VIE,
BH, —BEEKE SO kg, iv EIAEEK 6 mg/kg, WBRFHE & M 25 ERBEOT .

t(h) 0.25 0.50 1.00 3.00 6.00 12.00 18.00
c(ug/ml) 8.21 7.87 7.23 5.15 3.09 1.1 0.40
K kv HE?

B3GR (5),loge X e EEHL T, M logec=a+ bt ZEHLZKNFE b MEBLE 2, B TRt
.
ntloge — 20t Lloge
n2t?-(2t)?
a=%(210gc— b>t)

Kb, n HBEREB, HER c - BIEWIIT %

b=

FS ; loge 2 tloge
1 0.25 0.9143 0.0625 - 0.2286
2 0.50 0.896 0 0.25 0.4480
3 1.00 0.859 1 1.0 0.859 1
4 3.00 0.7118 9.0 2.1354
5 6.00 0.4899 136.0 2.9397
6 12.00 0.0453 144.0 0.5438
7 18.00 ~0.3979 324.0 -7.1629
b 40.75 3.5185 514.3125 ~0.008 3

ERPERBERA B

_7x(-0.0083) -40.75x3.5185 _ _
b sans-w0.78 - 00

a=—;-[3.518 5-(-0.07395) x40.75] =0.9330

a.b RARK(GS), BEBEL 2
loge =0.9330-0.07395¢
. k=-2.303x(-0.07395)=0.17h"!
co=1log™10.9330=8.57 pg/ml
Ve 6000 ug/kgx S0 kg _
8.57 pg/ml
W8 EAVERE, BTHRRG) NS M ZRENSHETL(E 2.2); LT HMNEBRALS
& oivgt AR F MBS T, AINEHBE T RBEKE,

35L




'2. 1.2.2 ZE R E & (Zero - Order Rate)
, 24y e AT o] B R 63 LU AR S B 8 5%
BRI, TS EARE X, FERE
330 } BB, KRHEEEEL, IR, S
SRAE A, B B 3 o 3R A B LB
ES BRUMATE, SEMRER

10.00 -
575

2

¢/pg-ml”
=
3

[

.
..,
.

B, WASRAN, GYRNES 0%
T, BZEEABFERBER. BPHK

036 |, ‘ L . e -

e 5 e SERBAERRHNE, FEH YKL

t/h il AT BRI R AN EE, Bk
W22 MA%E - HEREERSAEE(Gy) RN o
% = -k (6)

ko 73 %4 3 BH B (Zero - order Rate Constant), 4,7

c=co- kot @)
RDI—HELFTR, ZRAARNGYHRZRE, MR FWHEMGRE o RARBK
N FEMER Y, R RIH BT E] Tk, ﬂ%ﬂ?*ﬂﬁﬁﬁﬁﬂ?ﬁﬁﬁﬁﬁﬁwo
fEE iven Y, RFELABRAHHRAH T,
2.1.2.3 Michaelis - Menten 3/ 4 %
THZ2H5NENHEZARBLIR, HAHBEE -SNEEBRE., SRR RERDIER
hERZAMEM, ARKER(V,) 5 EMRE B RE 2 RBK R R % Michaelis - Menten
HRA,HMEENTRER( - d/d) 5HYRBE ()R V, AR,
Ve )
- z —k +¢c (®)
ko RRE BB, ERD T RER B AER— L0 KHWRE

E BRSBTS :
Y kn>c, TEMKER, EXT RS
_% =-I:i-:.c (9)

B Michaelis — Menten 3 J1 % 7] Fl — &3 1L TR, ZRANGYTRERSHYRE
BEK. BFRERBEVYMEITHRERZRT km,ﬁﬁﬁfif‘ﬁﬁw?ﬁﬂla‘]ﬁ$i&ﬁ:}:_f
BB AER BHREMNYA—RS g8,

8 ook, NERKER, EXATRAR:

dc
-4 =Vm (10)

BAEYRETRERC L TARABNBORR, W FRIE,
Lh L KEBRREET TN - RABENNR SRR, ZERRER, HREF
KR, MEWEL - BHE(c - ) WEE HR, T X 3B - B 8] (loge - ) PWNI ML K

Z M ER, HRE—RARB, c - ¢ BIBBIRBML, T loge — ¢ BN ER. NRWE
8




MEZERRE, DhTRIBD R B, MR — KiK.

BARRSFBO)ELL, ARERERB/D - RETHE £, F1 VvV, H:
(1) Lineweaver — Burk ¥

HBHEB)BEM:

Bm 1 1
V. cnp+Vm (11)

Elﬁ:ﬂﬂil%ﬂﬁ]ﬁﬁio b XT 1’?@ R—HX, ﬁ&ﬁ?ﬂv ,ﬂi’éﬁ%-‘,—m( VIR

2.3),
(2) Woolf &
B BROB)HNE K.

(12)

M 2.3 Lineweaver — Burk Z:E M 2.4 Woolf :/ER
2.1.3 ¥/ (Half - Life)

AR OB ERE R, MRARE TR FHABEORE, E—RERLRD,
FEHSEREREY L HEERL, ARAHGRBKD, T 98K

T1/2=0;223 (13)

BUAE—ZHANAYRHE AN, BRBH 10 mg, H—FF ¥ 2 BHER, Hill
HWE -HRARELHHA LR R, AHMRE £=0.06h"'. Hilk, T),=0.693/

0.066 = 10.5h, ¥ EH &I EZEBTE] 0 B AIMREE co b 19.1 mg/L, 3T R AT+ i 4F{a7 i} 8] B9
RE EXS5TMBEHR -,

¢ =19.1¢ ~0:0%:
X FRE ERBGHY, N v AT, R L MK E i X Bt e R E , BT 4R
9




B HEANED . BHAVLHEZHRARTES, RN RS TR g (BHKRAR),
EERTHRENHYZEAATBMER. HERLT(T) ) B TREH -

0.693
Ting=""5" (14)

B M 2B i % S S A ) A S, 437 B D 0 (B 2K
THABOEERFR BB, EHTRE .
Typ= 0'2:(032&:—:9 (15)
AR, Ty, SRR MMRBEA 2, BY FF 0 MWK BE R A, 4 SERA R G . 3500 26 6 TF 4 1 o 3 2
B, L RE B2k 300, XM DA R N B A — Rt
AR PS5OV IR 2 Michaelis ~ Menten 7782 , MUAR K (R AW IR o FEARIE iv, — %
BRI T, RIEEEPNE L, 2 c = 02 RARB)BSHRT, 8.
T1/2 - €p +22‘fmmln2 _ Co+;i1186km (16)
TIRMBIGIREE ¢ T IE—2K BT BBHIE T, KBT co, ATTRBI TR X0
B ERR, BT ERNERE, B E K, B, WE2 Y03, 5 T
1T M2 P o4 B B ] BRI , A R S 00 26 0 40 25 I L R 28 T R e
BHFROASHERANE. SHEWOLBERKER—, —2%EH A 3~ 4 KHH
ERBRY, B0, REERY T, =17 h,ﬁ%%ﬁi&ﬂx\“ﬁ%{wé B WL
£, EMARBE, BRERERAKMIEREENHE, S0 ARAE 2 K, ARG
B |
1 2 B R PV R A AR 0 — S 1T, B B2k SRR OB AT AL, B T R BV B 38
HHMERS . 18454 308 09725 4, 7T R WURF S 300 345 71 1 BE 1 2 B, S A BRBR B SX P 20
BRI EE, XETASRSWEANBREIN BHENAREN, — LI 82
B, REYWEWER R, MR RE, ERAMERANFERE, K, MU EES
EER YA TR B R 0 B, SN TR AR 102 P T AP B B, A FUR B
2590 b0 95 Ik R R 36 3 T B AL B

2.1.4 RNFHER (Apparent Volume of Distribution, V,)

A ERBRT, SUEE AP HRESFHR, BWAHFFRDERE S
PIZ 0 g — A~ M, B35 6 1Y 2 L SR o RSV BE 53 A MO MM R, 2R R R
RAMAESE, HRNGRY X, 0K 5HA T EYRE S THIEW0IEREY c, M

X=ch§EVd=%(l/kg) (17)

TR 70kg MIA , I3 25 BR4Y 3L, 40 /A0 Y& 29 L., 40 I P9 ¥ 449 28L, I 3K LA R B9k 433% 370, B
EHRBYEEIE -ERGY SOEBESRAKEAS S, 4 H AN, FTUHRLRITHE
ARERARATRSHEESERRRNMES, ERITEBRNHEELAETHAET
XML R B T, RS A ) ERER AN SHARSNE LR
=




BRIV, < 11/ ke, 0158 5 245 # ) 20 40 ok BB I o 3 R BE o AR BRI V, 80, 1L /kg,
B M I 3R 0 B b2 B F HIVR BE R 10 £
Y vV, TR ENE, XN T LRS- EREE L Ak, iv FIRERLISME
ZHE O M RMIMZT R (o), BNFT 1B V-
Vd-g%l%gf]: 0.52L/kg
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