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GUIDANCE FOR PHARMACOKINETICS IN
PATIENTS WITH IMPAIRED HEPATIC FUNCTION:
STUDY DESIGN, DATA ANALYSIS, AND IMPACT

ON DOSING AND LABELING
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2~ X5 4 ¥ gLz (Galactose Single Point, GSP)
~ix 2 A g R P %[ £ 1992 & 2 Digestion # T ¢ o GSP 5 %
TP = A&g}#iﬁ%“ﬁiﬁﬁ 0.5 g/lkg = sU 4% - 5:iF 60 &~ 45t o BIE
RFga? Lok - w5 2 GSP & (H =3pug/ml)o s @ 254
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SRR AR Ry 0 3P D E e T L
(1) GSP i& -] >+ 280ug/ml : #+74 5o & F 2% X 3 Ak o
(2) GSP & 4 >+ 280 & 480ug/ml 2 B 13 F# s L4 5 ¢ B (Vi & Bt
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(3) GSP & + #+ 480ug/ml : %3 i £ IR BE (7 & 5 99A 1 & 95 £,
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3 ~ Maddrey 3874 7 ( Maddrey Discriminant Function, df )
df=4.6x= @ fE 2 R () +o 5824 (mg/dl)
ndf Bk A ﬁ/f]ﬂ‘fﬁ.’;q;k-fﬁi A 7\,[[;3 FE AT A
do% df B0] 3% 54 RISEA BT 7 BE
dode df & /420 55 1 92 2 [ > RIZA B E
dod df E AR BN 03 0 oA S BT o R
Carithers & A g ¥t df et 52 (T T B 1 9 @ fE R ec 5 v 0 F R P&
Fﬂﬁﬁ—m 4 1,$@ T H-n "L”’?‘ % xE"‘/Tf'l 17.1 22 mmol/L ¥ = » & » + ;¢
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~ methylprednisolone ;=% &% (48 & >* Maddrey df & % 106) o

4 ~ Mayo %t 4 "2+ 3% it (Primary Biliary Cirrhosis)z 3 /& ##5"
Mayo & B8 2 HATIER 7~ = F]F e Cox L B 2 ?Eﬁ’f&\ 7 ( Cox
proportional hazard regression analyses) @ & » t E e i SR HE
PR BRI E R p%E (R) kTpR RS (1)
S (t):{so (t) }exp(R-5.07)
He S (1) Tt #enziaP s
R=0.871In (B) +2531In (A) +0.039 (Y) 4+0.859 (E) +2.381In (PT)
(Bir&*4=% >mg/dL; A% kv »gldL; Y * & #d ; E X &K% ;

PT R 2w du k2R > §))

S, (t) EH_d 418 o A LRI SRR T2 TEE g dciE (B

#% R=5.07):
tyears |1 2 3 4 5 6 7
S (t) 10.970 [0.941 0.883 |0.883 |0.774 |0.721 |0.651

A 15 Wiesner & A #7 3 174 = R 3 A it 12 %%2:¢ X (primary sclerosing cholangitis)
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o A R Y - AT o R E R S e R (B % $* 10 mg/dL )
o gt pEa iz BaEsie Y 2 2R kAR (Hbo g/dL > & 12g/dL 27T )0 g
KB EAE (IBD1&FF »0&7RF ) friesr #irgaitr (S0
£14) $E£& 5

R=0.85In (B) +0.06 (Y) —4.39In (Hb) +1.59 (IBD) +0.51S

5 ~ Monoethylglycinexylidide (MEGX)
$— it & $ B lidocaine (5d K CYP3A f % & s ih 3is cha & N o
i 2 ’«’W%]ii 1mg/kg s lidocaine & - B & 2 15~30 2 60 4 48P+
2 )k B B %% 2 Child-Pugh 08 & % % 3 243 chjp B 14 (Testa ¥ 1997) -
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