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¥ 5, 72720, JRAIE LTl H2RETE L, 1 HEK 1500mg Z[REE 5, £/, D
BT IELENEE LY,

<mﬁﬁ%@ﬁmﬁﬁfﬁ@%-%rv
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1. RERUVRAZICEEYT 58

1.1 IRERWNED 1 RIHERGEO LI TRLO LB, [9.7.1 BR]

1 [B] ] &
kE | TERTS £ 200 £ 300 £ 500
=V
10kg 100—150 mg 0.5 §E — —
1—1.5 8% 1 B 0.5
20kg 200—300 mg TN ) 7= TENTI ) 7= T NTI )72
200—300 me) 300 mg) 250 mg)
1.5—2 & 1 $&
30kg 300—450 mg TENTI /)72 TENTI /)72 —
300—400 mg) 300 mg)
7.2 [/NRBMEICI T DIREEL « 859 | OZNEESUIRRICHKTT D 1 HIH7- 0 ORKHAEIZTE R T
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1.3 MOWRETEA & OOFHITEET 5 Z ENEE LU,
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)72 OBMBERGICE D EERIFEENRITI2BENMNSH D Z L5, FHIRE G A EEE
RAIEOR A ZIRT 288, TR T I ) 720 BDEERTOARVLHERL, GaEhTW5HE
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. 1 o] £
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5kg 50—75 mg 0.25—0. 375g 0.1—0. 15g
10kg 100— 150 mg 0.5—0. 75g 0.2—0. 3g
20kg 200—300 mg 1.0—1.5¢g 0.4—0. 6g
30kg 300—450 mg 1.5—2. 25¢ 0.6—0.9¢g
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RGO A 2T 2BEIE. TR I 720 BNEENTORWMHEREL, EENTWDHH
SRR ZRET D 2 &, [1.2, 8.6 BH]
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7.1 HIE, ShIEEOVNED 1 REBESEOBZIE TR EBY, [9.7.1 ]
1 A
i FE T T k) ELT
bkg 50—75 mg
10kg 100—150 mg
20kg 200—300 mg
30kg 300—450 mg
7.2 UNEREMEEC IS DR - 85 ) ORESUIIRICHT D 1 FH-0 ORKHAEETT 2 N7

IHOZVORKHAEEFTE T I /) 722 LT 1500mg TH D,

1.3 MDOTHREIRA & OOFHITRET D Z LR FE LW,

T4 KRET® T I/ 7 2 2aqo3A (—RAERLZET) L OJHIC X

D, 7T

)7 = OERGICEDEELRIEENRIATL2BENDRHL L0, FITHREK

B AR A

B A S

EDRAFEZRTAESIT. TERTI ) 720 BEEN TV ARWLERL, FENTW

LG0T 5 2 &,

[1.2. 8.6 &4

1.5 7TAE Y UK B X X2 OERO S 2 BEICHT D 1 B ORKHAEIT YN T/ 7
ELT300mg ARET A&, [9.1.8 ]

(fi#a5)

7.1 2007 49 A 28 BAI/NERMEIKIC R B MK OBEIFSICBET 2 8GTIC S <,

7.2 2011 4F 1 A 21 A HESER K ORI 4 S SGRTICHES <,

7.3 1994 49 H 8 AAHEAB I R R@m FRE 179 5 (FaHifER) 1c&5< .

7.4 2014 5210 A 21 HASERZEIIC K AFEH EOFESEOSETICE S S, IMIrED M5 Fiok
D, TERNT I 7= 2E80MORAIE OFHZRIT A RETHLEAEERE L TWAHIZH 0
PELT, MOTENT I 72 oERMAIOHHEKOIFRIC L 2 8ERGBRVOLNA TS &
MoH, MOTE N7 7 CERERGLEOIFRERIT S Z L ARIESE D720, #MIEME I
THLEOLRLEEME LT Z & & LT,

WERT A UM RXIIFOBEEROH 2 BEIIRETH 1208, KE. VA KT7A4 2 AFLTHR
Sy AEOERANHRERSATHDZ L, BEO WA OTA CETITYZRE I IAK L HH &

7.5

L THERICHESN TN &G, 2023 48 AIZS RS hniz ( TV Zaett (A ED
EEE) BT 5HEE] 2R) , BEFEATOMRICHESE, [7ARY UIEREUIZFOBEERED &
5$%J o LT, K£1E%OmuT&¢5E@E D A LTz,

R - BT A RT A2 2021 (HART LK —32R0EHT A KT 4 VEEA, 2021) 2B
T. %< O Aspirin—exacerbated respiratory disease (AERD) TG RRERERLO—>2 L LTAK
;i; 118300 mg LA FASFEH S TnD 2,

i SR BT A N T A4 2022 (E[z]iuﬁ”ﬁﬁ . 2022) (TRWT,  THeEkpyZe 4 (CoX-1 PHE/EM
#wﬁwﬁﬂ)J&LT\KﬁlﬁwoMuT#ﬁﬁénTméwo
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V. {RRICEd 5 HE

5. BRERAR
(1) BERT—% /8y r—
LR L

2) EREREERR
AR L

(3) RERGRRHER
AR L

() REEMER
1) AR
MR L

2) REMHBR
LR L

(6) BE - WBIHER
(Ha - —JLEE 200 - 300 « 500)
< HREHARE DI >
M9 M O\ 1% DY 2§ 5 B 32 Billckt L, e —/LEE 200 % 2 SEEHAH G- L=, AR (%)
PLE) et L 71.4% (5/7), $kthtk DMk L 56. 0% (14/25) THho7-, BIEAE LT, BE
OFEK, BEAPREES 1 HEROTZA, WIS AR % L3 & EE Lz 2,
<JKEIC X D FE, R DK TR >
1) I K DR, BREOKR AT 2B 34T L, e — L8 200 & 2 BEEAE S LT,
B (BRhLLE) 1XEMCKT L 66.7% (4/6), #J@IZxF L 75.0% (21/28) Th-o7-, EHEH L LT,
BEDOTe o0&, IRK. PEEOERSWIE 1O 3 FICRBO T, WG ALEZ LB L0
L=,
2) JEICL B, ERESEOERAEA T HBE 21 Flicxt L, B ud—/LEE 200 % 2 SEMEA&R S LT,
B (BLLE) 1B CRT L 73.3% (11/15) . #ICKF L 50.0% (3/6) Th o7z, BUWEHITERD 7
Mol
(Fr v F— LHIKL 20% + 50%)
<UNERMEIRIC H 1 B fiRE >
/NBBMEIIZ 1T B IREN 54 D BRI F RS U 1 — L HRL 20% % O TN DR BRI W TR
AL (BEEETERTI ) 720 BEE LCRED,
1) /R 64 Flicx L, 5.6~T7.3mg/keg ™ ZMEMAELE LR, A2 (AL E) 1 64.1% (41/64) TH
o7z, BERIERD o720,
2) /1N 30 il xt L. Harnack FREIZHEVY 5. 4~10. Omg/kg ™ 28¢5 L. 2 HLRIEKEA 1L X VBl
20 BNZ OV THRFT L7-fER. A2 (B2l b)) 13 80.0% (16/20) Th 7=, BHWERITFRD 2 h-
7": 31)O
3) /MY AL BNZHRF L, 15mg/kg WG L, A% (AL E) 1% 97.6% (40/41) TH - 7o, RIFEMIX
5 Bl 36°CLA T DI TR0
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V. {BRICEd 5 HA

4) /N A4 BNTxE L. 7. 9mg/kg LA #5816 41 (31 [E1H1E) . 8. 0~10. Omg/kg ™ & 5-8F 16 51 (27 [a]
WE) . 10. Img/kg LA ™ Be5EE 17 6 (19 [BIHIE) OFMME, LEMEEHR LIZFER, 7. 9ng/keg LT
RO (FRLL L) 13 51.6% (16/31 [B]) . 8.0~10. Omg/kg & 5-HEIL 77. 8% (21/27 [A]) . 10. Img/kg
DL B HREX89.5% (17/19[R) TH Y, &KL LTOHFLFRIL70. 1% (54/7710) ThH-o7-, BHWEMAIZ
10. 1 mgPh EF G- HED 3 12 36°CLA F DRI T2 7R 72 %,
) AR OAE SN HEIT, KE kg H729 18] 10~15mg TH D,

(e — VKD
MR L

(6) AMRAIBEF
D) ERARMERE (—RERARERE FERRARBRE EARELRRE) . RERTRT -4 X—RH
. HERTREKRAROAR
EER R L

DEBEHLELTEREBFEOABRIIEREL-HE - KEROBE
gk 23 (2011) 4E 1 H 21 Hic, HEYEK (18] 1000mg, 1 HFAE 4000mg £ T) KOIREEN (EBF
PEEAEIIE) 23KGRE SRR, DA T ORGSR ST,

<IKFBARAE>

AFNZ L HERITEEREATL28EN0HL2 00, BHO/BoNTEHETRIK G 2175
A PE 2 5 BT IR E ORBUR DL 2 EHRICHERR L. Y RICHE T2 L, £, Z0RIR
DI DRBO b AR, BLEREZE LS & & b2, EBITHAIYRICHRET 5 2 &,

FEKERSARICESE TR RT I ) 722 LT 1 BRE 2400~4000mg T 4 H UL Bk 5 S
- BE TR, THESRE~D B S\ TR ERE BT 2 26 L 7=,

GREBI SR « Tk 23 (2011) 451 A 21 H~Fpk 25 (2013) 4£4 H 30 H) *Y

INEESEB 735 Bl D 5 B 32 il & BRI LTz 703 51l & 22 R VERRIT e SR & LT,

FEERE B ORIER R BRI 4.3% (30/703) Th-olz, 2D H b, Mgk EHEME EIRO 3 2B 25
ALT fED 5% 1.0% (7/703) ThH -7z,

FFEERE 2 LIS O BIE R R ER=RIE 2. 3% (16/703) Tho7-, ZDH b, WAED HEH OS]
MO TR TERWVEERRERL, MEMEME S LK ONMEKEAED 1l Th -7,
RFERERN D, AANOEARECTORMEGIC L2 BERIFEED ) X7 2 EG0LAR OREMEIZ O
TRERMET AW BT S . 2014 49 A 5 B ERRAGRSME RS T,

QT
AR L
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VI. EMEEICET HIEH

1. X¥EZMICEAEDHLHLEVXRITILEDH
T ) 7)) — VR TxFEFV
7 v hNT = VER R AT A, TV =) LR
U F o B R TAEIY, FUFATIR, =7 IR
¥ T Yo v R ALVEYS, T VT E
Tz VTR R AT TR T
AW A A R AV WRFT T IR, EHRRUVE I
HE  BEOH DILEWDORRE - RFIL. BHORMNLELZRT L&,

}N

M

M

2. FKIBER

(1) {EREREL - fERHFF
TE b7 T = OEROIEMERENOM I I S TR FERBEFE LTI
WHRERIAER L, 70 A2 75 DB, AT/ A4 FRFRRTEr F=FRR EIE
BERETEZEZLNTND Y,

(2) EDhZEEM1THRBREAR
1) fig
3 W e OV 7 n D Wistar REEMET v MIBEBWE %2 K TG L TRAIE72%, 0. 5%C0MC-Na #KIZ 5%
L7877 2% 50,100 O 200mg/ke £ A #5 L7z & & OB EEBE LT,
fREGHROHEIITT | b7 2 7 = o E% 4 R E TORRIER R OERIRD & B E & G-l D IE
HREZGIWE (AT REEFE) 20z, $2bb, A THV/NIWIE EMRBGH R R & HE
Sha,
UTOK 1, 21RL7EZEICTE T 2 7= 03 3 LN T BT~ MW T BN 72 fif 2
Bhe AR L1z %9,
K1 7 772 85#%0 38T v NREKIRORIHER

120
1.00
LT —
0,80
PR SN\ N —
0.20 frreee
0.00

aQBQ remeeeenern s
0 a0 B0 a0 120 150 180 Fal] 240

BEE1(min) #:p<C0. 05, #:p<0.01 vs Control

M2 TN oREGRO THEET v FREBRRORRHER

——®—— Contrel
—O— 50 mp'ke
——— 100 mg/ke
L 200 me/ke

120 e

1.00
0.80
060
AT
040
(°cy
020
0.00
-0.20
040
[ 30 60 90 120 150 180 210 240
i Bl (min) #:0<0. U5, %= p<0, 0L vs Centrol
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VI. HhARBUZ B 5 H A

2) SR EH
Hardy 2875 (NARIWBIME LA ERIE) 2 HWTHIE Lz, @BEREAFR¥AE 6 4% 3472 2 FRTHT
TTE T/ 72RO 7 =T8T 1g 2RAREG L TRXRBREITo70, X HRELT
Acetylglucose ZHRM UT7-HAIER lg 2R AKE LTz, FORE, 7 T /) 7237 2FF 0 &
VIR BN RER T D ERO LN,

REiE L F A
GUF N —E-0FH)

61

‘ /\\

59

58

/ AN N

56

0 15 30 45 G0 75 90 105 120 135 150
) BB (5
—— I T} —p— ] st
. #T lg PerOs
i 0nd 7=ty m—p— ) st 72T e oy ey e
o EERE 2 O A RHE
=l nd 7" tH —D— st i FERES 1 o0 & B

(3) YERFETERFMA - FriuaFR

<P, TRIRTRIEIR >
IR (7 ) . PRI (25 ) A AT A BEIC I v — L 8E 200( 1 18] 2 88) A#TEAT 5 2 & & L
TlE, AR 15 53T 37.5%, 30 53T 68.8%. 60 77 LA TIZ 87. 5%ITER G D B AL, 3 F TORFH]
I 2 MR LARE 4 BERORIG S 22. 6% T, 6 BERILIEEDS 12. 9% 2388 B, SR LhHI% 2-6 BRI Eie: L T\
HEEZLND T,

<IEBINT K DRENE 72139 >
1) 38CLL L DFEEN (15 i) F 7135w (6 1) 2T 2 BFITH = —/L8E 200(1 [0] 2 §8) # AT 5 2 &
ELTEE T, 16 Bl 12 B 5-4% 30 /3 TR OBIM 2R LTz, fEEVOM IR # 30 43 TH
i, DIER 4 IC TR L T 6 BEEIZIC 36 CHR ER ST,
EIRIZOWT, 6 BIFZNRN B LT b OIE 4 BT, ZhROFEBLL 50 4312 1 6, 90 431C 3 A HivTe

29)
o

2) 38°CLL LD FRENE AT 5/ (41 B (2 A v F— VHIKL 20% % (R 1kg 24720 15 mgf 5- L 7= #45 Cid,
B 5% 30 a3 REEIAE £ CHRIBIZ FREZRET . £ 2 Wil (5 Reffl % & ©) FEVIRRE 2 e 9~ 5., 5 e
HIMEDL ZAMBIRAINZ EH T — 2R LTV,

BHRTOM E$E54 30 43, 1, 2, 3, 4, 5, 6 RO & DIRIBDOZEIZT X THETH o 72 %,
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VI. E¥YEEICEY 5EHE

1. PREOES
(1) AR EEHTLPRE
TR L

(2) BEREBRTHESIL-OPERE
1) J1vJ—/LEE 200
IR AF—N—IRIZ R0 RN BRI, e — U 8E 200 2 B8 & AEVERLE] GHERKLAD 20%) 2.0g (& b
7/ 7xr& LT 400mg) ENENZEREEHEROKG L&, 78 T I 7= O HRE R
HWENRE T A —XIILLTO LB THY | WHIOEYFHR S M S iz ¥,
CEYENRE N T A — 5 )

HIERT A—H BENRT A —H
AUCO*)] 9 Cmax Tmax T]/g
(u g+ hr/mL) (u g/mL) (hr) (hr)
e —LEE 200
. " 19.03%£2. 45 9.1%£2.9 0.46%x0.19 2.361+0. 28
(B2#1 200mg. 2 £E)
2 e |
+ + + +
(1 20%. 2. 0g) 19.20%£2. 04 9.1%+3.2 0.43%+0. 23 2.45%+0. 21
(Mean=£S.D., n=14)
U778 77 = OFLEEHER)
{ pefmL) .

% 12 ¢ —— HOF—JLiEz00 2§

P —o— IRAERR| (MHHIF|20%, 2.08)

-

- - - =

+ . (Mean®5.D. n=14)

-

7 6

S

7 1

 : —,

e ., A =

BE o0 1 2 3 4 5 6 7 8 9 10 11 12 (hr)

o 5% 0

2) F v — LEE 500

78 AF—_"—IEIZ L0 EEERA B, B ud— LB 500 1 88 & EEUERIE] (525 200meg & $EA] 300mg 45
188) ZFNENEEMFREROKEG L&, T2 N7 72 OMHPRER CEYEIRE T X — XX
UTFoLBY THY, WAIOED LRSS Sz ),
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VIL S EhEIC B 5 H A

CEYWERE T X —%)

HIE/RT A—H BENRT A—H

AUCo-12 Cmax Tmax T2

(1 g+ hr/mL) (1 g/mL) (hr) (hr)

71 a J— L EE 500
27.81%5. 04 8.19%2.65 0.79%0. 49 2.91%0. 38
(BEAl. 1 88)
12 Y 74
27.28%+5. 35 7.88%2.13 0.83=%0. 87 2.92%0. 38
@7 200 mg-HEE 300 mg 4% 1 £1)

(Mean=*S.D., n=19)
(7 b7 2 7 = v O FLREHER)
(uefml)

R

—— A0+ —JLiEs00 148
—— FAERE (fEH200me+STH300me H15
({Mean+5.D,n=149)

BREEN p ST N B SR
[s5]

¥ 51k O

3) B a T — VR 20%

0 AF—N—IEIC L0 | R A BT, o — LR 20% 2. 0g & REVERLE] (BEF 200mg) 2 BE (7

ERTI /72 LT 400mg) ZENZNEERHEEROZLLE LS, T M7 I 72 OMHiR

JE R OEMENEE N T A —Z FLAT D EFB 0 TH Y . WA OEWFHREE DR S Y,
CRWENRE T A —X)

HIE/RT A—H BENT A —H
AUCo— 12 Cmax Tmax Ty
(p g« hr/mL) (pg/mL) (hr) (hr)
B v F— VIR 20%
+ + + +
(KL 20%. 2. 0g) 19.20+2. 04 9.1%+3.2 0.43+0.23 2.45+0.21
FEHERLA
- 19. 03+2. 45 9.1%£2.9 0.46+0. 19 2.36+0. 28
(BEA] 200mg, 2 §iE)

(Mean=S.D., n=14)
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VIL HEYEhrel 2B 5 IH H

AFTE NT I T = O EEHER)

f (uelmL) —— Ho+—LERHI20Y 2.0g

w127 —o— EHENF (ERFHI200mg, 2858

? 10 (Mean£S.D., n=14)

£

L6

5’, 4

L2

ey ——

B 0 1 2 3 4 5 6 7 8 9 10 11 12 (hr)
5 ®OER-

4) F1\aF— VAR 50%
Ja AF—N—EIZ X0 @R BRI, o a T VHIKL 50% 1. 0g & AEAERIA] (IRIAI 20%) 2.5g (7
BT/ T7x2E L Th00mg) ZZNENEMERFFREEROKE LcLE, 7 N7 I 72 OMAiRE
L OB RE T A —Z I TFTO L0 THY . WHIOEMFHRIEENHER S Lz Y,

(CEMEhAE T XA —H)

HIERT A—H BEINT A —H
AUCO*)] 9 Cmax Tmax T]/z
(ug = hr/mlL) (u g/mL) (hr) (hr)
F v — VHIRL 50%
27.36%6. 60 10.3=%x3.2 0.43=%0. 18 2.86=*+0. 36
GHERIF 50%, 1. 0g)
FEHERLA
o 26.691£6.57 9.31+2.8 0.59%0.41 2.90%x0. 44
GHIkzA 20%. 2. 5g)

(Mean=S.D., n=20)
UM 7E R T T = O EHER)

(ng/mL)
%14-
127 -o- AAF+—/L#§50% 1.0g
2 1ol - {EERE (EHF20% 2.58)
:f;' gl (Mean+5.0., n=20)
J
7 4
I
< o
% cl L L i L i i i i i i i
IIECJ'I23456?8‘:-211[]1112[}”‘11

RS HROERE
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®)

(4)

(1

()

®)

. HEYENREICB S A

th &

%N CiE, 10~15g (150~250mg/kg) DT v 7 2 ) 7 = & —EIZNRT D L IFEMENE Z v | 20~25¢
FITENLL L TIEEMRINC R D ATREME N B D 12,

BIOTERTIZ, TR b7 2 7 = M 4 BRSO ML P EEAY 300 1 g/ml Z 88 2 2 R UV TR 2 A=
U5, 120 g/mL LR BIEAETRNEENTND P,

BE - ftRAROEE

WD, 77 v —, B —RRKIEMELZS EORFEL L BIIMAT L L. R EES
BEBRLTCTE T X7 = ORGSR T 5, RINEITED R0, Sl AL L
LTI ELEBITWALAEWVWER WY,

AN A ERIRE L, 27 0 Ad—R_R—{EICLY, TR NI 72 g —BitRB EIX
BT CIGRAKRE L, Uty =27 v MIME 1 B Th -7, MPABIVRFTENTI T
T VEEELILEZA, TERNTI ) 72 ORPICHTHIREFEOEEITIZ LA R, B5% 6 K
FTO AC TR G & BEREG THEENRN -T2, FERICRECE & REM ORI S 2237220
ofc, Lo, #54% 20 0B K OV40 O MR R KO 5% 1, 1.5, 2 FE O R PPt R iTia
THREIZEETH o727,

. RYEERA/S A -4

FRAT
MR L

R T 5
AR L

HREEER

(H v F—)LEE 200) *®

Kel : 0.297%0. 034 hr™

(HaF—/LEE 500y

Kel : 0.242+0. 029 hr™

(T aF— VAL 20%) *

Kel : 0.284%0. 024 hr™

(1o F— Lk 50%) 4V

(4)

(®)

(6)

Kel : 0.246%0. 028 hr™

QYT IVR
5.15~5. 57ml./min-kg *
5mlL/min-kg *’

NHEE
0.95L/kg "

Z Ot
MR L
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(M

)

)

)

@

(4)

(5)

VIL Y EREIZ B9 5 T H

. BEKHE (REaL—ay) &

A5k
LR L

1T A—S EHER
AR L

. BRI

BARGSNIETE TR/ 7233 & A ENTHEEN ORI SN D, mAEHE AL 30~60 47 TE—
7 &:‘%j—é 42, /16)0

HANERERA B E 20 Bllc 78 b7 X 7 7 =2 1,000mg Z F RN E G- B O 5 Lz & & | Hkt g N
AFT ATV T 11289.6 % Th-o7 "™,

Kl

It 7 —fisd e P98 58
I LT

I % —Ra SR RA P& 1
M iE—EAE B @i 45 & oW1 d 5 9,

it~ TH

T TR 72 3 RARIC bR S NS, REBUCT B RT R 7 = 500mg X IE 650mg % HL[ERE
BH L 2 A, FTTIREISN 2 R CRME L 20 12 FZRIIIRAPT TR SR 2o T,
MAEFEFLHH AUC BRIX 0.76 Th o7, Fio, FBAEZN L CHIRICBITT 2 &iX, BBk E Lz
B0 1 BRREEE AL Dz v,

HEA DB
A L

T OO EEA~ DT

TENT T 23T E AL DOERIETTIC A AT B Y,

AXNZTE N7 7= 300mg/kg OG- L, 2 & OKMBEORE 2T ~7= L Z A, IRV
2N 18+ 2mg/kg &ARME 2RI IE AR & B 117~149mg/kg & IFIFHEEIT 040 LTz 9,

ki HEAE IR BE (mg/kg) FELAR IR T BE (mg/kg #HLA)
1fn 4 140+12 |
Ji Mgk 144+18 1.3220. 10
R Mk 149422 1.26+0.09
N4 135+19 1.15+0. 08
IV i 117+16 1.01+0. 07
Jiti 125+15 1.07+0.07
fivd 124+17 1.03%0. 04
i 132+16 1.18+0. 06
NER 18+2 0.247+0.01
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VIL.

(6)

(M

()

)

(4)

YRR HIHH

mPEAFHEEE
25~30% Y

. R#

REHEBEL R VR ERR
TREHBAL - At
RS - IR ETIIIEY O 90-100% B EEL LTHIETZ V7 1 o (8 60%) | FilfE (8 35%) X
Ty 2742 (893%) LHaTs 2,
X 777 OREHRRE

i cd O k.
HNCOCH, HNCOCH, HNCOCH,
UDP- ’7 '_I:I T
wnEETRE
Hilt 4—— @ © @ —» il
B L2026
CYPZE1
HNCOCH,
NCOCHs
FAFE o nRRE
—
T2 FA
OH
v 0
AT I N-acetyl-p-benzoguinone imine
(NAPQI)
Bt

TERNT 7203 EHETIIRER VT o U BRI ECHBI AT L > TR S it & 5,
—H®E> b7 v A P450 (CYP2EL) T/KER{L S 4L, IEMEAE I N -acetyl-p-benzoquinone imine (NAPQI) %
T D, NAPQL IINTFMIlEIN TV Z T4 (S G 22T 72k, ANV —nl e LT, JRPICHE
MEns 0

<HE>
7 X2 4-hydroxyacetanilide (72 F7 I/ 7= y) 300mg RO 535 L. $54% 10 B E Tlo
92%NT NI v AR, 4~ T %DHRRIAE. 1 %NREAEE L TRPICHEES L oY,

RHI“EHE5T AR (CYPE) OnFlE. 5=
TNT v U REERREE, TR
o 27 v A P450 (CYP2E1, CYP3A4, CYP1A2) °©

VEEEBDROEERUVZDEE
HV (24.5~26.5%) *©

REEYOFHEOEERVESIL., FELE

TR 7203 ETHBCr- T 7= —icRE S, B FRECBATT 5, b7 2 T
= )= )VIZHFEHERN TTIENEE T 2 Rk R —F (fatty acid amidehydrolase:FAAH) ZLC7 7%
FomitEa L, N-T o7/ —)L7 2 (AM404) L7325,
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10.

11.

VIL @il B 5 IH H

AM04 1ZH > FE A F1 (CBl) ZEEKDY B RTHHEEBIZ, TT &I ROMBANEIY AL %
HET MR, ERIERZ -0 EEZ BN TWNS

. Bt

REIE RIS S VD, BERERRA B 4 BT TR 7 = 2 500mg AR O HEE G LTS
FERL. B5EOK 80% 3 B 5B A 24 WeR% F ClTRHICHE S T P,

s BARMNMEERACT £ 8T 2 7 = UEERA R0 8E (W FThb T R T2/ 72 LT
1,000mg) %27 0 A4 — _R—JRIC LV HERG L L 2 A, BEEOR 80%75 12 FFREILINIZ, 90%LL F A3
48 WERILAPNIC BN L 0 IR ~HRtt S 7z, 48 Wil & ToO RFEPERIL, REIAKE Lot 7
< (K a%) . ERRBWIET T v U BRAAEE (K 60%) ThHY ., WWTHERAE (K 30%) Tholz,
FFAIBREEE 2 FF2 NAPQT RO EHITHI 6% ThH -T2, T b7 2/ 7 = VRELIK L OE 3 O
PR RAEPE R, B A R O A CRIBE Ch o7 17

b5y RE—5 —I<HT BN
AR L

. BIFICESRERE

TR RNT I T =GR 650 mgloxtd D 3 REYS - OREREIL, REATT70.5mg (]9 11%) .
WACH C 374. Tmg (K9 58%) TH V. REME+HBABEWOEETIE. ) 490 mg & Fe 5D 75.5%
NREINFEZ LIS D D,

REDEREZFTHBE

OB pere B

BN 10 Bl & PR HEBARERE 1341 (REEHHh 6 #l) 2787/ 720 1.0g %N
5L, 24 BRSOl TIEF 7 87 2 7 7 = 0B L O ORBFWEBRE R LR PP SV
THRFLTe, 7B N7 2 7 = VIEB AR L OMEE ARERARISIECHOICRI S v, Fed M o
TZNEN 17, 9mg/L B LT 20. Omg/L Th o7z, G 2~8 WFfE#% £ T o MmBE B = RIT 2. 1~2.3
RE & MRERRNIC 221370 v o 7223, 8~24 RFMZ X2 F 0 11 7 REfH 3 L OV 4. 9 R[] & B AR R CTHEIC
FER LT oY,

ONFHhEr S B

fEEANTHIE ARG M4BT N T 2 7= 1g 5%, mERE & 2o/ % HPLC T
T, R S, BB O AUC fEIEE < (38.8%4.3 mgh/L XL N67.4£22.4 mgh/L), 7 U T T
A& < (367.8£62.5 mL/min LN 166. 7+85. OmL/min) . IR 2> > 72 (2. 0£0.4 KB L O
3.8+ 1.1 HRRE) ™,

Ot

FEHERNIME (18~26 %) B L OEE B (72~92 %) TR %, 7T T/ 7= 1g 2R 0KE
L. 8 B> CliEF 7 b7 2/ 7 = B X ORI 2 1E Uiz, EERER X OEBEEo
TN 720007 V77 A FFENEI 6. 1021, 09 mL/min/kg 3 L V5. 61£0. 79mL/min/kg,
ERENZE T 2. 120, 4 FFRIB XN 2. 220, 3 B & AE TR0 o 72 %9,

Zoft
DR L

33



I. ¥£t (ERALOZEESF) ICEHYSHEE

ERBTEFDEA
&

1.

1.1 RANC L BEERFEENSEBLT268ETNAHH Z LICEE L, 1 HiRE 1500mg % 83 M H &
TEMKRGT 2561, EMOICITHESE L ERT 22 CEEICEKG T2, [8.2, 11.1.4
]

1.2 KA ETERNT I 72 2B 0MoFES (—AEELEZET) EofHIcEY, 7' T2
)7z OMERGICLHEERIFEENEBTIBEZNNH L L0, 2L DAL OFFH
W AHZ L, [7.4, 8.6, 13.2 BH]

(fi#=3)

L1 7R 720 OEHAERGICE ) EBEZFESENRAT28ZW03H 5729 1 HikE 1500mg
B TCREMICEET 255101 FREEORIUCES UEMMICITEEERAE 21T ) /2 CIEEICE
5352 &,

L2 KEIETERNT I ) 72 28 ATHMAEDHTLZLICKVBERE LR DBEANRDH DD
FHLZ2NWZ L, TR N/ 720250 T5EE NI IHERLOEOEERGEET D720,
BHEREER G 2T D700 —REELZ GO THAZRTL L OTEET L L,

g

[

2R (ROBHIZEFEBEELEWI E)
2.1 BELSHEEDOHHEF[9.3.1,11. 1.4 ]
2.2 AANDRITZHT UBBUE DB FEROHAHEE[11.1.1 B8]

(fiF#5)

SRR 6 AEIZRIEE - AW FYE - AEICET A EFMEM TR E LT (B 649 H 8 BATEERE
779 FIEAREEREED TEEG AR R 6 FE (20 2) oW T) ) IZESEHERESN
77

3. BEEXIIHRICEAET HEE L TDER
BRE I LTV

4. RZERUVARICEEYT 5EELTOER
(V. 4. FEROCHEICEES SER] 22052 &,

5. ERGEFNIE L ENER

8. EELEANEER

8.1 MBI AN X D VBRI R R IE CTIE 2 < SHEFE TH 2 Z E B FIRFEER HIUE Z N E1T 5
Z &,

8.2 EELRHEENREATIBENNHSLD T, 1 BHRE 1500mg 2B I EHAECTENKRET IHAIC
IEMPICIFSEERE ATV, BEORELZHSICBIETH 2 L, BHETRS ELEMES TS
BRI H > TUXEMRNCITEEREZ1TH) 2 ENEE LV, £, GHETRETIHAR CI34
ICERFOWREL I8l T 2L, [1L1, 11 1.4 B3]
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VI 4t (B EorEs) 12+ 2EA

8.3 AMEEBICK LAKIZ HWDGEIZIE, ROFHEEBETDHZ &,
B EFOREEZEE LEETH L,
< JFANE UCR—ORAN ORI G 28T 5 2 &,
8.4 MBMEF BRI LAAIZ AWV A 812IE, EYRIEUAOERIELER TS Z L,
8.5 WMEDMKIR TR, B, WEMHEN NS LD Z N 5D T, FITEmEAE LD mlnd &L OV
RESIHEMIR RO BEICB N TIL, BEHROBEOREICHHEET DI &,
8.6 T N7/ 7o aELMMOEAEIH LWL ) BFICHEET L2 L, [1.2, 7.4 /]
8.1 7 N7 /) 7= OEHERSFICEVRIERE LTHER - TRHRALNDZ ERH D, KAINC
BOWTHRBROBIERARH bbb 28T N H Y, EXGEREICHE D HLEER & KB TE 720
ENRHLDOT, BIEEHTWEEICREGT5 2L,

(fiFah)

8.1 AANT L DIEHFIL, EIM-CREUIKHT 2 JRRBIE TIH R HERIETH D Z LICRE L, JRIREE
NHIZZNEITI Z &,

8.2 ThHINIFI /7= EICEY, HERIFEENEIT L2BE00H D720, KilzEH&RGT
DERIITEHHN TR E 21T ) Z LB E LW,

8.3 FRENEFFANIXHEFRIEI THY | TE ATV EOEMMBEANFRIE 722, FHOAMEEER TITR
WICEVEAT 572 E TR G 28T, RIREEZEL L, BRO%A 1038 & 55 2 kT
RETIER,

8.4 FEWFILETZ T T MERIEELBETHILERH D,

8.5 fREVER DB 5 IHAITIE, EEVE LD /NER OEIE SUXHRIER B0 B8 125 LG4, (KR
FHEIERE DS 20 I TAEE) L 22 W2 DI E O RIR TR E Z 0 07 <. 2RI BBER S bbbt
HILEMBDLHOTHEETDHI &,

8.6 Tt M7/ 7 2 HEAHBMAOHHEKOIFHIC X2 BEH2EERENBRESNDLT2D, o
TN 72 oEAMAE ORI SICERT AL,

8.7 IuFf—imy TOMKRBRIZIBW T, RA~EHERGRFOLZ2ME L EYhie 2 A LRI

S - THIZE ] ARSI, KK E LT, IO D VL E b —13 KUK D @i ik 2 K&

WCERLEZOEEZLNTVDED, RANZBWTHLRBEORBIERARS bbondBENAH Y, Lk

LB RETHE D HEEER E KB TERNWBZRNH LD T, BEE 0T W EEICERS T2 L,

6. HENDERZEZRAIIBEICHETIIE
(1) AHHE - REEEOHLEE

9.1 &HHE - MERZEDOHLEE

9.1.1 ZIa—ILEEEEHRE

JFEEN O o T < 7ed, [10.2, 11.1.4 ZH]
9.1.2 #E - BEREBKE - BEREETZFICLDIVILIFAUORZ. BKEKOHDIEE
JFEER S H b T <25, [11.1.4 ]

9. 1.3 HILMEEBRIEITDBREROHHEE
SERDEAL IR ERTBENDR & D,

9.1.4 MAEDEERXIEIZTORERDOHDHEE

SERP B UIHFREZRT BTN H 5, [11.1.5 S]]
9.1.5 HIMERDH 5 EE

M/ RBERERRE N Z 52 BB D,
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VII.

2t (N EoEES) (Y 5HEA

9.1.6 DIREREDHLEE

SER DB UI DR EDNEETIBZENNH D,
9.1.71 REXWBDHSEE

TR BT 2RENRH5, [11. 1.3 ]
9.1.8 7TREU VIHE GERXTOA FHEHERERAICK 2MEREOER) XIEITOBREENHDE
&

TAEY UERORBIEIC T 0 A Z 7T oV o RAEERNREE L TWD B R b, SERAEAL
NIFHRERTBEARH S, [7.5,11.1.3 2]
9.1.9 BREEZFEHLTLEIES

VENZIS U CHE 2P EA 2 0P U, Bl a2+l TVEEICER G35 2 & BYYE 2 REEME LT
LBENRH D, [10.2 ZH]

(fiAE30)

9.1.1 7/Vva— VL E&HHKE TIL, CYP2El BFFEINLHZ LI, TR NI 7= biFEME
EHTDHN-TEF IV F A3 (NAPQL) ~ORFBIMEE S, fFEELg &k
T AREMEDN B D,

9.1.2 ffafr « [RIEFBIRFE - BAMEESICLDZ7VEF AU RE, BAKIERD D 5 HEE T, FEERD
LT D EORENRD D,

9.1.3 AT A FHEWHAEIFEH (NSAIDs) O FaxZ 752 (P6) ARPLEERIC LY, FHRLE
PHEREDME T L. TELMEESE OFER OB L TR A RET o[t rn b b, 78 7/ 7=
UL NSAIDs & Ebit U PG A R ERNEE8 AN . THAEPEIR IS O SR 2N AL ST A3 2R3 %l
REMEZ R ETE 0,

9.1.4 FEAT v A FHEHRERA (NSAIDs) IZL 0 MEFEENBHT L ENHDH, TR TI /7=
VUENSAIDs TIXZRWVS, KRS ORWEH N ®E SN TWD 2D, RO B % B TR
ZARAES D ATREME &2 & E T E 2R,

9.1.5 FEAT A FHEHRERA (NSAIDs) (L0 fi/MEREZ IR TS B DH, T RT I/
7 = I NSAIDs & b Ui/ MRS ERIZ A 720y 23, i/ MRESREIR T OBEIWER 23S S
TWb7s, il o & 5 538 T/ Mgl s 4 Bk S8 2 fTReth 2 S E TE RV,

9.1.6 FEAT oA RHEWHEEIHA (NSAIDs) OF v R& 750y (P6) A RBLEVER 2B s 2%
\ZK D Na - KRopHeRE (BE) o, MAFILEIEAZIH L, BERERES T 52 L0835 5,
TEER IR NI LTG5 6. DHEEER 20 H 2 BE CIROEEL B S5 RS 5, 7Tk
N7 X 7 = I NSAIDs & HEiE U PG &AL EIE RIS, IR 2 B ST DA R T 5
AIREMEZ B E TE R,

9.1.7, 9.1.8 KE M EBE D 10%R1#ZICT ALY UIGRBERGTENTVD LB 0bITEY, 7
AEY U R E KON WTRESNTEGEA, BEERT ALY VERERELZEZT I E0nH D,
T, TACY UEORIEIC T a A4 7 F 0y (P6) ARMAEERANEEL TS EEXD
. 7B RT X 7 2 I NSAIDs & bR#R U PG G ABREFEIERI S/ NS WEFOS | JENR 2 BB 0 TR
R ERHET D ATHEM 2 A E TE 220,

9.1.9 ARENTMESLT AN A2 ENWERGE LT Z LI L DBDIEREZSLO LT 729, JRYYEDER 2
BLOLLTDIENH DD, BMYIEE EDFL TV D ERFICH L THVWAEAICIE., LEIDE
UClbl e idAl 20 L, Bl e +olc TV EEICR 535 2 L,
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VI 4t (B EorEs) 12+ 2EA

(2) BHeEEEEE

9.2 BHEEEETESE

9.2.1 BEEXIIZTOHREROH I ESE
B G @O R, FERROIEREZEZET LI, ERDEAIIFR LR T BE2nb5, [11. 1.7 &
e

(fi#z5)

9.2.1 BHENETLTCWD L, TH T2 72 KOZFOREY (V7 oo BiaiEEs X O
AW OPIRIES 5, ( [VIL 10, (1) BHGEREE AT ISR 23EMEiE] OESMR)
Fio, RANC X2 2MEBEE, BEEL VLAWERARHRE I TS Z &b, BEELZE(L
XX D A REM A B E TE 220,
AFNOEESIHBEIZOUVT, R 6 FITHhEE - 2%, Mk - HEICET 2 Bat2M T /o fi R &
LT (FER 649 H 8 BAFHEHE 779 R ARFEE MR T3 a5 R Tk 6 425 6
(2D 2) 12Ty ) | FIFHCHFMZ ST 2 _XZERLE U THEELE ST 72 NSAIDs & &b
2. NHbMEEOH 2 BE ] THEERMKEOREOH HHBE ] THEERIFEEDSH S BE)
(EEREREEOHDBE THELRMEEREOHHBE TARFIO I3 UiBEuE O BEA:
O HEE] [7AEY VKR (FERAT v A FHEEREFANC X 20 ERIEOFHERE) Iz D
BETEIE D & 5 /B ) DEE S 472,
BAEFRITENTVDRE, HA R T4 UEITBWT, AR3RIE NSAIDs (2 H~BEERE, RIRATH
SR DB e < NSAIDs 23ME R EE 2 RIS BIBHGEIE L e 2 B SN TV D 2
&L FEBRRICBWTIE, SlRE R EE - DERREES NG T2 —AR3D 72 lnb o
D, TNHLOBEPEZICHEINTND Z & T, MWURIBROGTIZR-oTnDHZ X, —
BAEEEN AAREBRER TS LY [EEREREEOHLBE) | THEROEEL2OH D
BE | ICOWTHEEBMROELE 2%, YRS CRIERSREOERE, A ORMNE - B2 A
RZA v, Himli2 EOWMENBLREMEORFEN 72 S41, NSAIDs & DR LGRS NT-0, %
SERNERIN T REMIN A, WEEHEEEOH 2 BE ] TEHERMKORTOH 5 E
F 72 ) UhE GEAT oA FHEERERANIC X 20 EBRIEOFEI) I OBERED H
HEE| IZOWTHRE SN, FF54E9 H 21 B EEPE THR SN 5 ERLS L2 RS
HERRMESITCTRERFI S, (BER) OS5 HEMHIBRENHZ L Lol

Q) FritrEfEEEE

9.3 FFHREEEZ EE

9.3.1 ERLHEEDHLHEE

BehLenwZ b, EEREBREZEIBENRHD, [2.1 ]

9.3.2 FEEXIEZDHREEDHLHEE (EELGHEZFDHLIBEZEERC)
FEEENELT D BENNH D, [11.1.4 ]

(fifa3t)

9.3.2 IFEENETLTCWA L, TR M7 I 7 = odpEhield, /@ AL~ AICBNEL, 27T
FTUAMEL 2 FEREINEL 2D, (VL 10, (2) AiFEERERS E HE 2B 2 RpEhie] DIE
Z )

Fio, AANC LA IFREREREE 72 EORWERPN#RE SN TnD Z &0 | IFEE 2Bk X8 % wlaetk
BHDHIZD, FHELT,
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4)

®)

(6)

0

et (R LoEE%) (BT 5HA

HTEREEZH T HE
BRE SN TR

50
9.5 4E4f
KL SUEHEIR LT B WRERED 0 5 KHEICIL, WO Y A2 &5 L. W EOA RNl % L
1% & HI S NI OBBET B L,
AHREIIO LD ST E ) RIS BRI 2 2 29 2 L 558 5.
HREIIO T v MG LRRT, 8O OBIRE IR R E S TS
()
b b COREBIREIROME RS SN0, EEREL TS,

REDTD, TR 41 BEICBREH EURE1T o 7o, HAE%R LV KR MAEA R L, R EIRE 7
WA B bz °7,

R 12BE, T N7 72 ORNRERD -2 (FEHE, HIRIEAY) , YHARE, miEE
BRI HEUE 35 WICB A FUIB &2 1T o 72, IRIROBIRE LM L Tz Z & X v s RERE
FHRIHEAE 2 580 < e o 72 Y,

PR 23ICT ' N7 R 7 = VARER o7 (FhE. BIRITARR) o R 36 I e Bk
B RIIPHEE & B VB EUIBH 21T o 72, AR ORISR A T IEINRE R HIPHEH & 2 L7
58)

FRE21 BN DTy M7 M7 2 7= 2RA%KE L, 4 B OB RS IO 2 5
U 7-RBR T, BAMBIIRE OWMEHEEZ A U, 78 T2 7 =2 100mg/kg O 5 TR
FIRE UGS 1L 0. S FREE T o 72 %,

LW

9.6 RELIF
B EOARIER O RFLRBOARMEZ ZE L, HALOMBSUITIEZHRETT 5 2 &

(FER)
2017 £ 6 A 8 HANEA I @A AL - AT AR R MEASE 0608 5 1 5 K ONEAET W K - 4G
AR A R R IB AR AR ZHE 0608 55 1 ST & IR SCE 2 BrRe i B i o T L 72 BRIZIBRE L e,
B MRERLF~OBITRHRE SN TS, (VL5 3) At ~DOBATHE] OEBH)

INRE

9.7 /pDR

9.7.1 BWEHORIUHHZERE L, DERE/NEOFERICE ED A7 LEEICERET AL, [1.1 &
]

9.7.2 RHAKER, FTAERKDS » ARMBOALIRZEZRRE LA RE OZ2M 2 & UK
PRI LTV 720,
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(FiEs)

9.7.1 20174 6 1 8 HAHEASMBEL - AERAR B BAEAER 0608 4 1 B R OEA S BE KK -
LM Rl NS 220 0608 45 1 BT HES % | VRSO 2 BRI

AR R
L7,

9.7.2 2007 4£ 9 A 28 HAP/NA

8) =EfE

FHEIIC B D MR OV <5

et (A EoEES) |

(ZBE D UGRTICHERS <,

9.8 BEE
RIVER OFREBUZ RIS
52 &,

EEL

L. DENOHREEZMGT 270 SBEOREELBE LR bEEICRET
BITER A & &9 0,

(FE3L)
i ClIE— I B IBEEE,
ERH LTV D

7. HE#%R
(1) AR LZDHEH

FRIE I LTV

(2) FREELEDEH

R & D VW TEELE BYE IR O MR T EORIEM 2 H bbb od vz

10.2 HiREE

(BRISEES S L)

KA

BRAREIR - B T 1A

B - fabRIA T

) F o LA
By F v

fDIEAT v A RIS
A RAZY Y AT T T
=) T, VFULALOHH
WXV U F o LOMmMPREN L
AL, VFvLrhHEzRELICL
DWERD D,

AT v A R B AN
DT BART T AR ERN
FlTszZ ok, mEYFv
L ORI U, i H R EE 3
ERFTHEBEZLENLTWND

FT 2 FRARA

&

tkrranFr YR

M DIEAT v A R 2 SR Al
(M RAEVE) T, FT
¥ RRFNRBNIOER %2 HEI T 5
ZERREINTND,

FAT B A WL RSN
DT AR T T DA
L TA, MR AEL, F
7 R RA O PR
MTHLEZALNLTND

7va— b (KH)
[9.1.1 M)

TIa—VEBEERENT & b
T 7=z ERALEEZA
IR EZEZ L& DWERH
50

TV a— VEEIZ £ B CYP2EL @
FHEICLY, TENTI /7=
YINBRFEEE RO N-T T -
PRV X A L ~DORG
DEEI NS,

7=V R PugEILAl
NI IV /RN

7=V R PrgsnAl O EH & B
BT DI ENHDHDOT, WET
LI LEBICRETH I &,

ARFNH MLAEE FRE S HEALIC I
THAET 52 LT, FrEsmal %
W <, Z oPukkimfERH % 8
REED,
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VII.

2t (N EoEES) (Y 5HEA

TR
T )NV EH—)L

b OIEFN O K HHEME X,
NSRS N F R S v, AT

B D EFN DA T
Hlzky, 7 T 72y

Trz= b AV EEZAELRLTLS D E0HE | HOFFEEEZEFSON-TEF L—p-
U IRy NHD, R X ) oA ~OREHD
DR SV N REZN 5,

AV=TTFR

AwE WEOKRIR TREAZEZIHEN | PR TH D,

LAl B RBH s, T

[9.1.9 ] BB EE 72TV, HE

WG DZ L,

(fiFin)
U F 7 L8 F T RRFIRA
1994 /-9 H 8 HAHEAB G HEEM $IEH 779 & (HHERER) 1285 <,

Tova—v ()
Ta—)VEEIZ L D CYP2ELl OFBEIC LY, TR " T2 7= nb a2 > N-T B FL—p-X
VXA 2 (NAPQL) ~DfGEIAMEE S, HFEENG SR Z SN RN H 5,

7~ U RGUEIA (T 77 VYT L)
T N7 T = ik DGR O R 3 EREEER (INR) O N2 7264 2 LRSS TV,
ZOMFRIRERHTH B0, T7 7 U OBERBEA~OMER T E # 32 K RIFEEEN T4 e
Bl 54 AT A~DOIERANE L SN TS 0. 60

IRV, T2 ) VX —V, Tx=rfYy, ZTUIFR, V77
IO DK L ATEYAREEEZEFEN, T T2 7 = b AFEMEEZE NAPQT ~DfHAME
HEN, ITEENS &R SNDAREEND D,

A V=TI FK

Vi THH A4 Y =T 2 FIX CYP2EL IZ Xk » THRICRBEN D & & biC, CYP2EL Z#KE4 5 Z LA
LITW5B, D7D, 78 727 b iFEtEa o NAPQL ~OEHAMERE X v, AFREEN S|
SEZIEINAFREMENR S 5,

PUEWE. Bl

Hut—vay TORERRBRIZES T, KRR (35. 5CAIM, 3 61 ) ORIWEMNHA S TIER T,
PUAEWENRIFH SN TWE), TRTOAFRICEZ2BZNNH 5720, T8 8 10138545+
ATV, HEICERETL 2L L,
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(1

VIl et (B EoEESE) (IS4 5EA

. Bl{ER
1. 3/e B
WORWERNRSH bbb ENHDHDT, BEL 51 TV, R WD LN GAEICIEERG 21k

T AR CmUREEITY L,

EXGRIER & ARER

1.1 EXLZREIMER
N1 23wy, 7H747F— (WTFRLHHEARH)

Vav s, THT7 4 T7x%— (FERREE, LWL, MEVRE, %) BDhLbns I LD
5, [2.2 ]
11.1.2 hEMRRIEFEMAEE (Toxic Epidermal Necrolysis : TEN) . RIE*LIZAREIZRE (Stevens-
Johnson fEIRE) . SMEARMRBHEERAEE (W3 b HER)
11.1.3 mEREDFR (BHERH)

[9.1.7, 9.1.8 & ]
11.1. 4 BUERF 2. FFgEEE. &E (Wb BEARH)

BIEAT 2. AST, ALT, y-GTP @ LR Z LD IFHEREREE., HHERH L DN Z D D, [1.1,
2.1, 8.2, 9.1.1, 9.1.2, 9.3.2 =]
11.1.5 BEREEAE (B AR

[9.1.4 ZH]
11.1.6 MEMME BEEAP)

MK, REURIREE, FEEL i ORFENEO b GA| R ’H@ﬁﬁxﬁ‘% Mol CT, My~
—N—HOMELEMTH L, BEN @%htié i%5%¢mb B R AR LVE A D
B EEOBEUREZTT O &,
11.1.7 FEEEX. SHERE (W I HBEEARN)

[9.2.1 &)
11.1.8 EFIMBBUEEIERF (B AP

WIHER & UTRIB, BEWA O, BICHEREREE. U o HilER, BfEkEn, greekiEz.,
FY RERHBIE 2 0 O BRMEOEERBBUERP & bbb 2 R3dH 5, 2B, B b~ X
TANA6 (HHV-6) FEDO U A NVADFEMALZHED Z L% < &ERILER BIZ ., FEEL ITHRE

B OIER D D D VITEBIE LT Z R H LD THEETH Z &,
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ety (B LEoE

(FiEs)

= A

ESF

) BT HIHEHE

11. 1.2 PR R BEIEEAEIE (Toxic Epidermal Necrolysis : TEN) . FZfEFEREARSEMERE (Stevens—
Johnson JEMERE) . AMEINLFEMEIRIZ MEIREAE
ENIZBWTIHREBEBROGE T RVEFOEBN I TS,

58 Bl
T amma ] R ,X\m%fﬁ%
. (B D) B 54 R K VAL
| AR 200mg, M DN RS M R
01K | FEEL (BH-H~5H 5 | #%5-A ARSIt LASH] 200mg AR,
2 L) HE) BEAHE MRS S A D RBIHEBL LK,
(GHLH)
FHL3 A% AERICHBEAHE L, TEAER %2,
7.8 CORBUIKT L. AH1EEENIR, <& A XV o,
FBL4 A% A0°CHEN, &K 200mg & 2 [BINNR,
B, APEHEZ . B (40C) DT RELY =2, EilkkE
EEROMIFELEE %2,
FHELS Atk FAHICHE L, AFINIR, 4 55 5 FRE . REREHC /NI H
B, B LW SR,
FEL6 Ath  MESSICIETR, RED R,
BT A BRI E A TARL
PSL 40mg/day WAR. 2 m~x% ' — L O AR,
58111 H#%  PSL 35mg/day (2988, DLST Bt (S. 1. 322%)
HBi14 H#  PSL 30mg/day I ZJi&E, ALBEIZTRWEE &7 5,
FB116 H#%  PSL 25mg/day |ZJHi&,
FBL18 H#%  PSL 20mg/day |ZJi&, RBHRL L,
FEL19 B JBBL, DME, SMHICTU 'Y i,
g3, 20~21 PSL 15mg/day
A
J§H, 22~23 PSL 10mg/day
A%
Bl 24~25 PSL 5mg/day, FIBEBAZR L,
A%
iR PR AR A A1
FEBLT B | FEL10 H# | HEL 18 Hi%
HIfERE (/ w L) 14660 11720 12660
IR (%) 78.5 58.5 66.5
CRP (mg/dL) 13.63 4.92 0.21
PERZE . 72 L
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VI. 24t (EH EoEES) (B4 5EH
11. 1.4 BIRERTSE. IFHEEERESE . 30E
ENICB W TRRBROGE TERVEFROE/BNR SN TN D
T | PR e
e () e 51 IR B DML
L3 Ak EKGE | 300mg. 1 B | BIERFR
1018 | % (BH-H) FEL3 HET  RSEA R L,
(=L B2 AN E DI Y RS,
Beh-H TR &0 ARFNLF
Beh 4 HE FOE B, KRB, SPEITR EIER O W CUBeE
(GEHLH) NS
FH 2 A% I ERMIE I U, BUEFRORBK & 720 | MiEsc# - mik%
o
DLST IZCTAKIKLOIEE Y v RIEE ANTRME
FEL 21 A% FlEdseecE L. IBPL,
FEEL 36 HfE AR TROEBILS,
i R AR A A
FHH FBL FEBL FEBL FEBL FEBL
2 Ht% 9 H% 16 H#% 20 A% 36 B
WE U LYY (ng/dl) 10.9 10.7 4.9 2.1 1.7 1.1
AST (GOT) (IU/L) 3588 1459 493 216 159 31
ALT (GPT) (TU/L) 4191 2364 603 411 239 29
v —GTP (IU/L) 129 107 346 224 190 79
A =10 N = e 7 () 14 21 89 89 83 89
PERZE : JEEY VREE A (DFABREEZE)
11.1.6 FEEMM%
ENIZB W TRRBROGE TERWEFOERMA S TS
I35} o B VEH
P - @jﬂfim lgfﬁj’f ‘X‘:;m%
El | (AP i P "
LS FEEL, WHEHZ | 600mg, 1 A 3 1A FEVE MR
501 | (ZaL) (F5-a~ Beh-H FEEN, MHEARIC CIESZZ., KAl 7 v= il s
FHL2 A1) 72
5 4 AA SRR RERZ, B 7 Y= Adik, B 7 R T
Y B, ARE ARk,
57 HA IZWKIE L FEEVERGEIC CGEERZ, Xp EiREH Y,
(GEHLH) zéWWuﬂ
FEEL 2 A% LRI, B CT LIS RMER D BT AE, BiEEY
BRI K OFERFIVERA & 5, BT 2% %?%ﬁ%%
i, fEAFEAER, Fik, E7=A 77 RAa~vA
UGG, FERAER L,
FEL 9 A% V2Tl AR O % e,
FEL 10 A% 77U 2a~vA v oGO FIREE, BRI L
TIEZFIVT, =a—F==x [gM2.00, 1gG2.4 (&L
2 A5t
FHL 16 B NkZ2, 77 IV T MHRICE LT IR,
IgM2 06, 1g62.6 AE ERRIEHE,
FH 23 At TR EGE (RRIZITHER) R, K.

-

FHZE . 27 v=r, 7 MU TXV U F R U A L- 73/1/-1‘/7474/\ v ¢ R AERIH (5) .

F7X/fv
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11 L7 FVEMEE &, GBS

et (W EoEESE) (BT 5HA

EWNIZBWTHRRBEBROEE T RWESIOERA SN TV D,

Jiss o il

T Pl ,X\mm;)i%

i (A HiH R K VUL

% ENES 200mg 1 HF MEMEBX

10 | (72 L) l 5 11 HAT 37T-38COREAH Y,

N (6 HEHASD Beh5. 8 HAl TEESZ2, EKEREOBWICT, 77/ 7urxy,
1 VA7 XY RS, 2 O%, GUER & (WRENATE
200mg 1 H LR 2 03, TIRAICFE B R it
l P51 AEI (WER), 75/ T a7 Ehikh,

(7 AR 51 B% %E%%Eijwﬁﬁo APtk & Hre D Pu A & FREDE T L
I TR EAT IR S T2 MRV L I o 72,
200mg 1 HE HiEH AR &G (TER) .
Hi%E 3 H# Ga ¥ FCTHIBICONE AMEDEREEZRO -,
T E 5 H# ER CT TR OMEKR, WIS S5, A xFMEICER
REAZRDT,
&5 7 B MRT CIImE & bREEAL, BRELBH—-THoT,
HafhH AR & $E (ER) .
FHah12 A% BAR CIEEEZEREZ PO b U7 RS BB~ O MiieiR
D, AVEREME R & B
HrxFb526 Bt L K=Y 1 4 40mg/ B O 55846 (28 AR,
Hab50 B Cr %%, B EITER L, BB RITEER,
HabsiA1% L R=> o 488 30mg/ HICHE (14 AR,
HaxPEE68HE L F=Y o 8 20mg/HICHE (25 AR,
FHa®&Zb570 % BEITREL
HrxfH593H% Dk, 7L =y o ErBEEaicEE, 15mg/H (14
Hf). 10mg/H (13 HfE). 7.5mg/H (14 HIM). 5mg/H
(13 BHM). 2.5mg/B (16 HFE) %45,
<DLSTREBR>AHK|, 77/ 7u 7= Bk,
FUARTOwA Ty, ARRA B

RS )

Bh [#51H] BE B P | aRh | ARkl | magl | makh
5HRT |#%OABD | 2 BHt& 5H% |4 B 8H% | 21 A% | 43 H#% | 69 A%

FRMLER (X 10*/mm® ) 447 426 414 371 324 390 445

~EZ ey (g/dl) 12.8 12.4 12.1 10.9 9.3 11.7 14.3

~< k27 U> bk %) 36.5 35.5 33.9 30. 4 26. 8 33.9 40. 2

Fngkg (/mn’) 11900 | 11420 13350 | 11230 | 10190 | 6180 11970 | 10550

HFHER (%) 75 76.6 73.1 74. 4 68.6 82.9 78.6

IFERER (%) 2 2.5 2.5 3.5 5.0 0.2 0.2

IR FEER (%) 0 0.4 0.4 0.3 0.2 0.1 0.1

BEk (%) 7 5.8 7.4 8.2 6.5 4.4 8.6

U gk (%) 16 13.7 15. 4 12.4 18.4 11.4 10. 7

I/ (X 10%/mm?) 49. 4 71.1 52.1 43.2 43.0 39. 4 37.0

CRP (mg/dL) 7.85 5. 62 4.18 3.23 3.92 1.35

BUN (mg/dL) 13 10 12 6 14 18

M7 V7 F=2 (me/dL) 0.97 1.07 1.55 0.81 0. 47 0.43

JRIE (mg/dL) 4.2 3.4 2.9 2.4 2.2 2.9

K (mEq/L) 4.7 3.8 4.4 3.4 3.5 4.3

Na (mEg/L) 135 137 137 138 140 103

€l (mEq/L) 97 101 101 103 102 138

iR (C) 37.6 36. 3 36. 6 36. 4 36. 2 36. 2

R B MG 145 7108 | 21730
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VI 4t (B LokE%) (BT 5HEHA
ey T
e | G | BN S DL

PEREE . 75 ) a7y (PRSI .
FEFIL, TIORTYA K.

DAFar, Rr_Y Ry, LRT7axHor MEABERAl,
HERFIR. Ao~ Spx L= KFM), BRSS9 A 27 ) v, HgRE 7 08

R S, TRURE, RARTA LT P TL, TREFETF R TL, AANTELF YT L TUE
SULF RV FAAaT T2y I I FA 2V TV T R T A AR 7 a KA

T hRUD A

b T % A

11. 1. 8 FEAIME IR BOEAE it
ENIZEB W TRERROEE TE RVWEFOEBR SN TN D

5 Bl
- éﬁ@m 1£§$§ %ggiz%
i | (EbHD) I PR L
5 5T, B R FRAN MR BOEE (R
401, (BIE 17| 3 B B BRtA A FEEN, JETRRDTID, K& ST E O IR & A,
BRIR ) §5¢¢ BEARE  DUBEE RS RRE & R, KB DL 7 b AH
(B5hikR)  #E5 hik, 7L F=Y 1 20mg/ H TIAEBIA,
ik 4 H# FE G ERITHLBEMER 28 2 58 E, RIR2Y 40°CLL B E5&-
L, ZFEERY > @ifEiR%E R L7-, AmERER 16,300/ 1 L,
MFEAER 12. 9%, B Y > S8k 6%, ALT820 IU/L, AST297
IU/L, 1gG 430mg/dL, DIHS/DRESS JEMEREZWT D= D
RegiSCAR 237137 Thol-, ROFL F=yrmo1
mg/ kg/H, TDHAFNALTL K=y vl L RAEEL
g/H% 3 HRE%ENM, FAFERMEY o Bl EER T iriA
KN Tdh -7, BIE 1 BBERIR b O3 LTz, 2
FNLFL R=yr VA 1g/H% 3 HEHRE, v/
ZARY BB, WE L holz, M2, @
EDOH A FAHT BT ANLR FERIZONTHEETH-
2o CMV HUKIZT L F=Y b REBME S 3 # H LN
g a7y v (Ig) MEMEIZZE L LT,
ik 12 7 A% FL R=Y a2 20mg, >7 a2 ARV > 50mg (2 TS,
EHIZOEAEOZE S EEAHRET 7 — 27 DR D L
7o HMEREX 9,490/ L, AFEEEK 0. 1%, HALY L oRERIX
B bR o =, ALT46 TU/L, AST21 IU/L,
1gG995mg/dL, LDH611 IU/L Th 77,
HiE15 2 H%E S r7axRY odik, L R=y o idigg i, 7
LU R=yua U ED, ik AZIVEEaLFaxTm
A RICEBBEICHE»PDLT, DOAFTOENEET
Hol-, 7L R=V o 7 5ng £THIETSE, KER
EixE L,
i 19 » H#E  WRIEZ D A L A ZRIE,
Wk 2 % T R=y a5,
R AR A E
k4 A Hik 12 » A
ALT(IU/L) 820 46
AST(IU/L) 297 21
LDH (U/L) — 611
IgG (mg/dL) 430 995
HifnEk# (/ul) 16, 300 9, 490
IFERER (%) 12.9 0.1
B L jER (%) 6 ARHE

PRI . 7o U 2n~A vy, VY F—ntEmE, L-HVRS AT A 2, WS
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VII.

2t (N EoEES) (Y 5HEA

(2) ZDtuDREI{ER

10.

11.2 20t DEI1ER

BEPEA
JIRA3 F7 7 =8, MO, U MREEREIR T (IR O ER) ™
{Hibs TN« R BARRIE
Z Dl WEEUE™
) ZoXogER (BE) Bebbilzeailld, #5252 L,
(fiRw5t)
BE STV

. BRRERRICRIETZE

(1) MBEE Glucose oxidase/peroxidase JETITMEIMEL B2 L NH B O
(2) M iEFFRERIZEE Phosphotungstate uric acid test JETITEN LHTHZ 213 H B 9

BERS

13. BERS

13.1 IR

TN - Bk« O DBRIENHE Z o7 L DHREDDH D,

13.2 &

figzg (IFREHOBE) (X, TEFAVATA L ORGEZZETLHZ L, [1.2 ]

(figw)
13. 1 BEHR G OREREE

BT RNT R 7 2 4L FlIZ oW TOWE T, IR EIL 6~50g TH -7, 1 BINHIGE
H 38 K OWT O IS# A2 BIAE I THE L Lz, 3 6l CITEE N vz, B L7= 37 B, 20 fil Tl

BRIRI, MRAEMRE LR bR o7ohd, 17 I CHEENR D bz 9,

CTERT R T2 VREGIS LD E RN D DIESUED IS, 15 F DAL 36 HED Lobak
BE(EETE FT R 72 i450mg, 7 vL AW i 100mg) AR A4 40 BRI CAETS L7, IR Tl

FELEDIHIZHT LWESEZ bt 2 RIS 2 SO AR 7 bl 7,

TR T HATEHOER 5 FID 5B, 1 FITEMIRBREENRESNATEY . RS

BEBE A S BAL IR PN R STz

13.2 7R ) 72 PHEOBFEIZZTEFALRATALA VERNVS, FCOITNEFF L REHEHD
ZENMBELRDN, TAFTFUEFITHAA~BIT LIS WO TEORIEME CH DT T

W ATAUDBHNLNS,
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VI 24t (B EorEs) 12+ 5HEA

T N7 =R EOBERBITE 4 SOBEEE LD Y,

%1 B

%2 B

m
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I
=
=

1. BRLOEE

D P EEEIESL S 12~24 B £ TTIE, HILE ORI, RA. IEH, BRAIE, AH

R EOERERT D, ZOERBETIE, EERTRIZBWVTY, FOERE RSN
ERFTHD, TERNTI ) 72 OHRTIE, @F. BiE EiREEIIEZ 5780,

D BHNG 24~48 BFRI TR, < O E, IERIZUEET S, L LITEESRE (70

THAT 7 A —F, ME T AT 15—+ (AST, ALT), LDH), B U LY, 71 bk
Y EURERL INRIIREBIC B UL PRI LIX LI I R TS, —xiciig kT v
AT IS =B EFITEAIER A L2, FiROERICL S & Bbhd, A
WERT 5, LT EFAVARTA VORKREZTESEX, FEALOBETIN
UL b, BEARSERITHERE L, 0%, IFHRBHRAIE IR~ IZIEF(ET 2,

s BEND 48~T2 B TIE. DB OBEICB W TEERITERZ 24 5, BRI

I EEDBEEMIMKFEL, TR T I ) 7= BRI 3~4 A2 2 5, LA ELE TldR
WG TERITRRARE, &R, 2B, B2 SICRE S DA, BEEL. Bk
RO, EEFEMSREREE . (KB, BME 2 S TOIFEROHES, B AR, OEEE 2T
b LIV, FFEEREREE X B — 7 1232 L, AST 2% 10001U/L LA L& 720 | FFEEOR
Wr2s> <,

D RGPS 72~69 B TIE, —HE 0B TIIATBERE S A3k L. I AT AT

HZENDHDH, —WRKICTENT I 7 2 PERICEAETIIETEFA~2ICERT 55 0F
JFEICE A LD TH D, BERRELZ T Ro - PHIEEIEOBE TOBIERIT 3~4%
Thb,

Do

14. BRLDEE

14. 1 FEHIREREOTEE

PTP @ ZEDHEFNLPTP > — MOV L CTIRAT 2 K 2 EE T 52 L, PTP > — FORAERIZ L 0 | i
WELA A RIEREA~RIA L, FIZEFA 2R I L CHRBARSEORERAINEEZ PR T2 0D

(FER)

BRE I LTV

12. ZDHDEE

(1) EREREAICED ER

15.1 BRERFEAIZE D < E#

15.1.1 k& (7o tvF ) OoRMEGICLY, MaRERE2E_TE83H5,

15.1.2 BH KOG OBEZFHE L2 2 A, ke (7 =) tF ) ®HEZEY - K&
(B SR & 1. 5~2Tke, ARFAIHAR 4~304E) L TCWEARZWEDHENRDH 5,

15.1.3 3R 7 A FHEMASER 2 EMHER G SN T0 S LMICB T, —RIAaRENRD b
e DW|END D,

(i)

TERNT 72 HUMEEMTH D 7 =T F URFIORS - RERGIZET D EEFHICOWT,
AAEITHEET D L,
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VIl Zz4ett (M EoiEEs) (B4 5HA

(2) FEERKRBBRICE D {HEH

15.2 JERRFREERICE D  fHHR
15.2.1 ke (7 =T tF ) 2R - KEkL LB ER T, BEREDRRBD N LD
WERD D,

(fFL)
TN 72 HUMEEMTH D 7 =T F URAIORS - RERGIZET D EEFHICOWVWT,
AHITHEET D L,
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X. JERRPREERICEIT HRE

(1

)

®)

(1

. FETREER

R IR
[VI. SIEEICEET HIEA | OESH

REMEREBHR

HARARARR SR IR LTI K0 20g O dd-Y REME~ T A2 2 FEER T, RO X 5 7@ H & CT]RE OMHIfE
HERLE™,

1) 100mg/kg (p. 0.) TIZZALITFRD DAL A > 7273, 100~600mg T H FEB) & D I EAKAFHI 729800 2358
BT,

2) pentetrazol FEBIZXIL T, 600mg/kg(p.o.) THIFEAEEEL ol

3) hexobarbital-Na (2 & 2 MEARFFE IR L T, 100mg/kg (p. o.) TIFHEEMN 72 < 500mg/kg(p.o.) T 75%
DIER DT BT,

4) gallamine RENMEFE RO KWL, WE, R L ORI S8 Lz BRMEICH L, 1~
50mg/kg (i.v.) TIIEITR O b Rh o T,

T DD EEHER
M ER e L
. BHHE
HEosEtsR
1) Wistar RHHET v MBI 2 HEEH 530 Pt
Be 5 REH ENig el LD50 (mg/kg)
72 372-521
3 AA 372-521
R B 72 372-1020
7
AA 266-521

2) SR OREAE — 7 1T 5 Bilalkg 1 $ 5 3kl

TR T 7o EHFEE—T0 (3 ) TIE 150, 300 KT 600mg/kg, REAE—27 L (T~8 B A
/) TIX 500, 1000 K& TN 2000mg/kg DZALEA 3 HEAHERROKEES L, TO@EEEma L,
ZORER, D= AT CTHNIAGNT, A OMIECT 2 87 X 7= ORENRD LN
TeD —feRRE, RE, Mk IR AL PRI E TIEE LWEIT A b noTo, i E—27 1
Tl 2000mg/kg BERBINILT L, FERIT S - M LARE L HELZ I, 500 KON 1000mg/kg T IR &
D72 7 2 7 = B EORENRD ST,

L EOFEFR G HEIRE O 852381 DI O B B3 sh# v — 27 /LT 600mg/kg LA b, A E— 27 LT
1000mg/kg & 2000mg/kg OO & HIWF S iz,
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®)

(4)

(®)

(6)

M

FERRIRFAERIZ B9 5 H A

(2) REEEHEHER

1) markEENE

MATT v M5 19 HERKIERE O£ ki ™

3SHEDOHHET v M7 ® M7 X 722 20, 80, 320mg/kg # 19 HE#EHROKSG L, ZOHEMEZH

L7, T OfES, 80mg/kg LA EOREIZ TN AH %t B 8 0D @il & QRIS bR iR o Z2 fafb 3, 320mg/kg

WZFEE (L6 | R, FFRPEEN B L7, MLEORER LY | R KRR 20mg/kg & HllEr &

77

2) 1ePEEE

cFXAITERNT I/ 7% 1 H 50mg/kg, 154 HEGROKG Lz s 2 A, ERXRFEEL S| X
L™,

*ABC-A R HB~ U ADWREMA 50 L5 3R/, 7T M I/ 7 =% 1 H 130, 615, 1210mg/kg
TOTHIRE TEREIELFEREITo70, FHAEFWRIEA 439.20, 39.48, 26.9 W TH-7-

75)

o

AESIERBR
AR L

AR
ABC-A RHtA~ T ADSEFE% 50 PLF2 3 FEIC/F, 7B FNTI /) 7% 1 H 130, 615, 1210mg/kg
TOT RS TR SE D EREIT o7, A OREROBIMTFRD bivieh o7 @,

ETEREEERER

CHER 21 B GEED 07 v NS L FEBR T, JRFICEE OBIIRE IR ZR0 Sz

- ABC-A R~ U ADOWEAA 50 [LO 3FEC/HT, 7B M T I 7 =% 1 H 130, 615, 1210mg/kg
TOZHIEETEESELERZITo70, ZOMRR, HEREOHAD L & HICHALRTE CTEFT L~
TADLELRA Lz, LvL, HFLWAEOREROBIMIBD S ™,

BF AR
AR L

Z DIORHBIE
AR L
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X. EEMEHRICEYT 5HE

1. HEIRS

8Kl e LEE 200, A E S —/LEE 300 F%M L7 U EEEMUADEELTH D)
A\ F—/VEHE 500 %R
B VAR 20% SIS (Sr A FR<)
B VAR 50% B (0.6 g B EER <)
HaF—VER  EEE

BRsy . TR RTI 72y BERP
) LETTERT I 720038 UFEGAT 2 HOERBRIND,

2. HEAM
HEhIAR « 3 4

3. B¥REBTORE
T3 —LEE 200 « 300 « 500 : SEIRIRTF
J 1 F— )LHIKL 20% + 50% : SEIEARAE
e —)VECR D - KRB R, BT

4. VW LEDERE
(H v —LEE 200 - 300 « 500)
BE STV e
(1 & F—VHIKL 20% * 50%)
BRE STV e
raF—VIEHR)

20. B EDFEE
A FEBIEMZ 1T L TRER SIS TRFT 5 2 &,

5. BERITEM
BEMERLTA R BHY
<THoLEY By
Z DM D BEETEM © ALERT CARD HuF— L& RIS T\ D~
J1a T — VR R &b i~
v — VAR & IR S B o~
( [XTI. 2. ZOfOBIEEE DIHSM)
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X. EHRFHICET 2 HHA

6. R—m% - R%hE
TN )72 16 BR (BAE=HA =2 v7)

A — s 3 -

Huaf—a sy 7 2%, AEINREH 50 - 4K 100 « A4HF] 200 - 2K 400 (Wb L)

T RT3 72 DS/ 20%

7 Y A EIERR 1000mg 2Ny 7 (FILE)

7. ERSELEAR
R

< 40% [ =Fn]

8. RERFTRBFABRUVRREES. FEELENRBEAR. REMKERA
(FaF—/LEE 200 » 300 + 500)

(=)

TAEY A7 Fa Tz, VrurdeF 7 F NI A AT o F ALY

JEIRE TLERGEAERGREEA B TGRS SATEHEGEFEH B HFeBisss-H H
[RRR5E4
1996 43 H 14 H (8AM) 265 1996 4£ 7 H 5 H 199647 H 8 H
B — VEE
RFE4 AR
200347 H 1 H 21500AMZ00453000 200447 H 9 H 2004 £ 7 A 9 H
71— LEE 200
v F—/LEE 300 200343 H 14 H 21500AMZ00272000 200347 H 4 H 200347 A9 H
v —/LEE 500 2014429 H 26 H 22600AMX01301000 2014411 A 28 H 201542 A 12 H
) ROEHEBIRIALT £ 200643 H 31 H
(v F— L HIRL)
JElRE BLERSEAERGEEA B G HAMFEEIEEAEA B HFERIAAFA H
(AR FE4 ™
198243 H 3 H (57AM) 181 198446 H 2 H 19847 H 2 H
H 1 F— VAT
RFE4 AT
20034 E7TH 1 R 21500AMZ00454000 2004427 H 9 H 2004 £ 7 A9 H
H 1 F— LBk 20%
J7 1 — LHBKE 50% 200343 H 14 H 21500AMZ00271000 200347 H 4 H 200347 A9 H
) B RE AR T - 200643 A 31 H
e F—VEE)
JEE BEERFTARREEA A TR SRR A [RFERiaaEA A
Jra— VR 201041 H 15 22200AMX00202000 201045 H7H 2010 25 A 27 |
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X. EHRFHICET 2 HHA

9. PEEXIEIZHREM. RERUVRAEBEFENFEOFEABRVUZTORNE

(F v —)LEE 200 « 300, F v F— LHRRL 20% « 50%)

O%WRE - RO - HEO/NRHEB 2007 49 H 28 H

BINS = 2hE - bR
ANRRMEIRIC IS T B fREL - SR

Binsn Ak - i

CNRBMEIRIC 5 B BN - BHIE)
W DREOVNRIZIZT e v T ) 72 & LT, (KE lkg 720 1A 10~15mg & 5L, #&
B RAME L 4~6 BERLL & T 5,
7ok, . JERICK VI EERIT A8, 1 HigE L LT 60mg/kg Z[REELT 5, 727 L. RAOHE
AR, Flo, EERFORGITET S5 2 ENREE LY,

(1 F =18 200 + 300, H v — LHIKL 20% + 50%, H1 72 F— /LK)

O%hie « ZVIROBMBPOHNE « HEOILK 201141 H 21 A

BN S 2 hEE - R
LN E B HE

RESIERESN-Ak - A&
(SR, EPJ. JEMEMERRROE . MEURAE. AR, FTEOE. YR, ARR. M. DA DK
. W, REHAER OEIE., AIEREIE)
WL, RACIET B 72 728 LT, 1[E 300~1000mg 2R AH G L, F5MMEIT 4~6 FR L
LET D, B, Fm, ERICKVEETHEET 528, 1 HREL LT 4000mg ZRE L35, F/m, 2z
MERF O EITHET S D Z ENREE LV,

(A1 F—/LEE 200 - 300 - 500, H v F— LHHKL 20% + 50%, A 7T — LFEER)
ORhRe XIFTRRDOEHE 2023422 H 24 H
I X pulehie XA H

25 H i B 1%
T RLOFE BT ONTIEIR O $H5F A FEPE B KL OYERIZ I 2 $0
SRR, HOR. JEMEVEMROE. EURIE. A
. FTEOE. R, AW, oWk, 2
NS K DI, W, R EHEER S DR, A
TEAE BT

10. BEERKR. AEBERLORERAARVZTORNE
(v F—IL kL 20%)
FRMEAS R AREHH 1994429 A 8 H
g (@A) ARFHO—HA2LATTEREEE 14 &5 2 HES KGRESFEH) ovnTiicd
ML,
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X. EHRFHICET 2 HHA

PR AT O KGR A T2 s
hRE - 2R | ORKE OfFE OB, B, MEGEPEMESR, BOwAE, A

O, i, SRR EOKR, M, W | 8. FTB9m. fatm. AR, /o,
Mg, AEMRVERRRSR . BURAE. SR, T | DA K2R, R, ERHRRE OKIE
P, R, AROE. O, RIC k| O TRIKEOME - R
2 VI Ak RKGER (BMERE IR e Atk

KOER ZET)

ik A& TERNTI V72l LT, BEERA L E | OQOBE
0.3~0.5g,1 H 0.9~1.5g ZfA&KET 25, | @HE. KAZIEZ7EFTI /72080 T1
e AEHN - RIS LV B EHERET D, [ 0. 3~0.5¢, 1 H 0.9~1.5g ZfO&E9
Do 7eds. A, ERICE Y B EIEET S,
Q%G
WE, RAIZTE T/ 72 LT,
1[a]0.3~0.5g #WHAT 5, 72, Fp, iE
WIC XV EEIERKT 2, 72720, FHIE LT
LH2MREEFCTEL, 1 HigK 1.5g ZRE L
15, £/, EEFO®REILETHEHZ L
DEFE LY,
11. HEEIM
Y L7
12. #EHMHRICETT H1FH
ARENL, FHEHIMICBT 2 HIBRIZED B TR,
13. &2 —F
SIS S | R = — } LE T MBI
oz ‘ ‘ HOT (9 #7) 25+ ~ \
fha— R (Y] =2—R) AT La— R
g1 e — LEE 200 1141007F1063 1141007F1063 100713802 620002023
g1 e — L8 300 1141007F2027 1141007F2027 115228902 620000033
71 v F— L EE 500 1141007F3023 1141007F3023 123812902 622381201
1 — VR 20% 1141007C1075 1141007C1075 100711402 620002022
J1 v — Lk 50% 1141007C2020 1141007C2020 115227202 620000032
Jra T —VER 1141001X1010 1141001X1100 100673514 620067311

14. RIRIEHEDEE

{FaF—ILEE 200 - 300 - 500)

AENL, SR B TINESE DR
(HaF— LAk 20% -+

50%)

AFNT IR I RE N T 5,

B aF—IVJFR)
BrlzZa L
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X1. X@k

1. SIRAXH#

1) B \YOE AR 77 iR (51135 JE) . 2021 : C-146-140 [AYM230050]

2) Koshy KT et al. : Journal of pharmaceutical sciences. 1961 ; 50 : 113-118 (PMID:
13753339)  [SYK000822)

3) FH\SOE A ARSER S EHESIGH JP DI 2021. 2021 ; 20-22 [AYM230060)

4) AIR7E2 i 3R 1978 ;5 29(10) ¢ 1161-1166 [SYK000823)

5 B A aF—LEE 200 22 E MR

)

) R © b m— L EE 200 HEALERBE D22 E M
7) LNER . v — L EE 200 2 EI% O EN

) RPN o m S — L BE 300 22 E MR

) PR ¢ B | — L EE 300 ML B D22 E M

10) HEPNEE  mF— L BE 500 ZEMERBR

11) R : B v — L8 500 MEALEER AR D22 E
12) FENE R - e — L EE 500 43I O EME

13)  HENERL b a o — LHIRL 20% %2 1 MR R
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TYLENOL (McNeil Consumer ft) db2k
PANADOL (Glaxo Smithkline #F) dbk. %%k

2. BB SEBEXIRER

(1) B2 BId 2GR (FDA, A —A F 7 U 75550

AINCE T DM EOEE M, FEwm, RHEE~O®E | OHEOREHIZLL FTO LY THY . FDA, 4
—ANZUTHEEFRE RS,

9 .JEDH REATHEEICHET HIER

9.5 hfha

TG SUTIEIR LW D AR D & D I, ROV A7 BB L, RIR LoOFEENERMEE LR D &
TSN DEARICORZEET L L,

© RGO LEA~OEGIZ L RIRICEIRE AR Z T2 LB D,

- IERBHIO T v MG LT FEBR T, 85V OEIIRE IUHE S s ST D,

9.6 =H.hw

AR EOFEER ORI REBOA ML BB L, RO UIT I EREFTT 22 &,

3

FDA : Pregnancy Category

ADEC : Pregnancy Category A

(An Australian categorisation of risk of drug use in pregnancy)
7 hT R 7= MBI OSEEFLHEL, FDA X 2015 456 A 30 HIZ, Pregnancy Category DLz T L
7

2E RO

FDA 4345

B : Animal reproduction studies have failed to demonstrate a risk to the fetus and there are no

adequate and well-controlled studies in pregnhant women.
A —2A ~Z U 7 43%4 (ADEC)

A : Drugs which have been taken by a large number of pregnant women and women of childbearing
age without any proven increase in the frequency of malformations or other direct or indirect
harmful effects on the fetus having been observed

<https://www. tga. gov. au/prescribing—medicines—pregnancy-databasetfsearchname >
(2023/10/10 7 7 & R)

(2) /NREEICEY %l

AARDII CEOFTHEIILU T O LB TH Y . KEDORA LTE KR OFEED SPC & 1325,

9. [/EDEREATLREICHTIER

9.7 /NIEAE

9.7.1 BIEHORIUCKHTIER L, HER/NROMEHICE EH b PEEICHRS T L, [7.1 2]
9.7.2 IKHAEKEN, HAERKONS » ARMOLL 23S & LA RO e 2 RE & U= iR
B TAPNGAYAAN

58



XIO. &85

gt

[BALs

KE DAL
£

=

(202142 AH)

8 USE IN SPECIFIC POPULATIONS
8.4 Pediatric Use

Treatment of Acute Pain

The safety and effectiveness of Acetaminophen Injection for the treatment
of acute pain in pediatric patients ages 2 years and older is supported by
evidence from adequate and well-controlled studies of Acetaminophen
Injection in adults and safety and pharmacokinetic data from adult and 483
pediatric patients across all age groups [see Dosage and Administration
(2.3) and Pharmacokinetics (12.3)].

The effectiveness of Acetaminophen Injection for the treatment of acute
pain in pediatric patients younger than 2 years of age has not been
established. In patients younger than 2 years, efficacy was not demonstrated
in a double-blind, placebo—controlled study of 198 pediatric patients
younger than 2 years. Pediatric patients less than 2 years of age, including
neonates from 28 to 40 weeks gestational age at birth, were randomized to
receive opioid plus acetaminophen or opioid plus placebo. No difference in
analgesic effect of intravenous acetaminophen, measured by assessment of
reduced need for additional opioid treatment for pain control, was observed

Treatment of Fever

The safety and effectiveness of Acetaminophen Injection for the treatment
of fever in pediatric patients, including premature neonates born at greater
than or equal to 32 weeks gestational age is supported by adequate and
well-controlled studies of Acetaminophen Injection in adults, clinical
studies in 244 pediatric patients 2 years and older, and safety and
pharmacokinetic data from 239 patients younger than 2 years including

neonates greater than or equal to 32 weeks gestational age

H[E > SPC
(20234E8 H)

4.2 Posology and method of administration

Posology

Adults, Elderly and Children over 16 years:

Two tablets every four hours as required. Not more than eight tablets in
24 hours Do not take for more than 3 days without consulting your doctor.
These doses should not be given more frequently than every four hours nor

should more than four doses be given in any 24 hour period

4.4 Special warnings and precautions for use

Paediatric population

Not recommended for children under the age of 10 years.

Care is advised in the administration of paracetamol to patients with severe
renal or severe hepatic impairment. The hazard of overdose is greater in
those with non—cirrhotic alcoholic liver disease

Do not exceed the recommended dose.

Do not take for more than 3 days without consulting a doctor.
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Do not take with any other paracetamol—containing products

If symptoms persist consult your doctor.

Keep out of the reach of children.

Caution is advised if paracetamol is administered concomitantly with
flucloxacillin due to increased risk of high anion gap metabolic acidosis
(HAGMA), particularly in patients with severe renal impairment, sepsis,
malnutrition and other sources of glutathione deficiency (e.g. chronic
alcoholism), as well as those using maximum daily doses of paracetamol.
Close monitoring, including measurement of urinary b5—oxoproline, 1is
recommended

Immediate medical advice should be sought in the event of an overdose, even

if you feel well, because of the risk of delayed, serious liver damage
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