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1. BiZICEI 5HE

. HARORE

7 e NN B0mg, 7 b SAEEI N 100mg e VT > e NAEAI N 200mg O
N THHTE R T I ) 7 =%, 1948 4EIT Brodies N7 = F & F o OIEMHHEY TH
HTEERFBATHO, MEASREAIE L CTERICEHIND L9127k oTz, AARIZEBWT S R
foFER,  DEREITHT 2E (I 28 IR I LTS (1976 4F)

ANRBFEIZ 3B TRBEWEZ BIZEH S M8 - SR AR D& G056, IR LA T
LHZEMTYr y FRRT Y FUAFIN L HNSLATWS, UL, BEUZ X 2B EELOIRE
H-DOW L WEIRIZEH > TR AR EPREERG S 20 2D, NARAIEL D & I3 D AR
SNDAERIOBRFICE T LT,

WIE, fREN - BURIEHZ B E L CEAETHR ST D AFNIRO b ORH o1, <A
Z U EPD BRI (B, T4 7 h U A~V RAF T ERISM) TEEE T e RERTHY
L MHIRFRICH SN T TICAEINE L B EMERHER SN TVWDE T R T2 7 = OO
BAFE 21TV, 1979 4 11 A IZHMNC 100mg FHIA KGR, 51 EHE X 50, 200mg R A KGR S 47z,

Q7 A Y AH QT Y rr R (TI /BT - 2D %) AA|

@A v KA K v A

D%, BRHlA 22 Shu, R4 (1992 4F) 6 H 3 AfHT T 73U —1 [FEFIES 14 &
92 HAS GRKRBIESRSH) OnTiucbiZy Laen] & ofRE257,

By e R AL D & | 2005 4F 2 HITlioe4x 17 enN560) [7ex) 70k
X200) 36 [7 e BEDNE A 50mg)  [T7 > e NARF N 100mg)  [7 > b - SAEEI N R
FH 200mg | (2255 L7~

Z D%, R 19 4F (2007 42) 9 H 28 HIChe XIIsh R o ( UNEBHSEIR O 76
DNERMEIRIZ 30 DREN - 880 | ) M OVHIEROHEOE R (KRFEHO—HAER) HMTh
Nic, ZoOWHRE LTiE, BAEEE O/ NEEYIRERFSE BN, 7871/ 7=z
O/NRRMEIR O FEE K O H 1) C O IR LT, AMER LA § 2 it 23T i,
TERNT I T 2% NROFBESTR KT LTRSS NS TR Y | GRN ORI
PRI CTH D LW IBEFOZ BT v AR+ (FET 5 &l S, eI RIS
PR ABINT 52 L, HEROHEZBUNCRET 2 2 LA RE S, ZOBRGEREE2RE
Z. [3FE - AN HARES CHEFIRMEZZ =72 7 2 7 = v O/NRIEWREICET S
FRGRHFHIZOWTY Pk 19 4F 3 H 28 AT FEEFAIEF 0328001 5, EIEA G mEFAE B
ARREED) (ZHD AR FH A E AR P 21TV, ARSI,

202347 H, ¥4 7 EPD ARI&H 6T 407 b U ZABRSERASH (Bl 07 b Y A8
o Ratt) ~ERERE LT,
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%t)/+@7ﬁ17 )7 xRS &ET H/NRIRBGER AT H D,

- BhRE MUF B A/ NI B 1T 2 iEEL - R CTH D,

- IRFEHE A ONE M fﬁuﬁ@l‘ﬂ Ep ETROFORANSHEEE BRI HEHTE S,

« T e NLHNE A 50mg, 7 B NBADINE 100mg, 72 B 2SRAFINE R 200mg 3B D
Elin, JERIISE WS N ARETH 5 (9 HBH),

- BIVEH
TR T OFAE K OVKRIRFLUE ORI 31T D 2 atEREfixr 861 6, 090 4 RITER X 14
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0. ZF#ICET 5EB

. R4
(1) %
T e ANAEFDNR I 50mg, 72 b ASAEFDINE 100mg, 72 B 23RN T 200mg
(2) *4&
Anhiba Suppositories for Pediatric Use
Q) &MDHE%
fREN A B9 5 anti—fever IZHKE L TV 5,

2. —f4

(1) #& (88%&i%)

TN/ 7z (JAN)
T ¥ & E—/L (INN)

(2) *& (aa%&i%)
Acetaminophen (JAN)
Paracetamol (INN)

3) AT L
KB

3. BEAXIERER

HeiE: ’I::I/OH
o)
Hﬁ)kN
H

4 FRRUHTE
éj\%it . CgHgNOz
& : 151.16

5. {tZE4
M- (4-Hydroxyphenyl) acetamide

6. BR4. fla. KBS, it5&S
W& - fnd (m4iE) o' x2E— (INN) | P4 (§475) Paracetamol (INN)
15ER B . THC— 100

1. CAS BiR&E=
103-90-2
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1. MBS

(1) 48 - 41K
F DR b TR E DM KR TdH 2,

(2) B
AZ =N FTTZ ) —b (95) IZIEITT <, KIZROREITIZ L, YZ=Fro—T v
(AR TEITFIZ < VY,
KERILT b U v AR T 5,

() wimEE "

WARPEIL 720,
4) MR (DFER) . BR. BER

Al 169~172°C

(5) EEIEEMREER "
pKa=9. 5

(6) HERE
BRI L

() ZDHhdF 4 RHE(E
MER L

2. BRSO DEEEUHTICEITA2RER"
FIRRAFIC BT DR M 2 Tesl U2 . 5 AERIZ kiT e,

3. BMES DRERAERE
Hig 178 N7 3 7= U FEEREER) 10k 5,

4 BENHDDEES
HE (T N7 7V EEE] 1285,



V. RAIET HEE

1. %R
(1) ‘&E5#ER
=

(2) FIROREA. &R UHERK
R % £ T e SR INRT 50mg | 77 b SN 100mg | 77 NS INU] 200mg
Bl DR A #il
BHETD i B 7Eh| 1S AR 7| LEST BFE Tk
&¥-BE 72 ) 7= 50mg 72/ 7= 100mg 72 ) 7= 200mg
b ) | ) N—=KRT77 vk
& - &l EReR oo MRV ARY I LY
| = 1000mg 1000mg 1300mg
man | <) | < | T
(EHMK)

Q) HFEOYE

2.

(4)

®)

(6)

PR

T e AN 50mg

: 33.56~35.5C

7 e SNEAH N 100mg ¢ 33.5~35.5C
7 e SEF N 200mg ¢ 33.0~35.5C

#HAla—F

72 L (EEEOHOIT M4 A RLd)
pH, ZBEELL, #E. LB, REL pHEF

FARRANA
BEEOHE
BN

KFI DA
(1) Bms CEMERS) OEE

2)

3)

7 e AN 50mg

1EF B

7 e AN 100mg - 1 EH B
T e NN 200mg - LEF HR

kY]

T N7/ 7x250ng EH
TErTI/) 722 100ng &H
TERTI /)72 200mg &H

wWhmeE LT, "—F77 v " aE&HT 5,
RTBMROEBRRUVEE
AR




. FREBRHEL THERY SRADREL
AL L0

. BAEF. AFOLEEIIRT BEE
BEARRNA

- RFOEREEHTICETSRER

7 e KN 50mg

BRIPERAE | BRATII PRAFHZRE it
° S - 1] BH,
E | 36 % J g%gé77X%/7%ﬁﬁ“'%m&b
L R VBN | FEBET S 2Ty s i | SRR BT T O
9 ; \ RANORENH DT, T D
40°C 3w | R, AR I B b7 L.
30°C, RU84% | 3 A |WMHEBEGT T ATy 7 | 2t

AERIEH - MRk, HE I/ n~ NI T 7 40—,

7 v e NAEHI R 100mg

Vo L P AR

HEmARER, E&

PRAFSRA: PRI ERAETERE E R
° = N U~
% 60 5 1 | EHETTAT Y 7RER | gL
IS
FEHN DO BERE D I & 2L, RRHFHY
3 A | WMEHEGAT T AF v 7 BUES | ITEARRELNTZ, DD
T8 -T2 L
s FHN O EEN Fr B, BERERY
8 & .
A R TR | s e L () | 1D T e BRI
BWLWa L~
v oo | RO B DT, 20
TR | Rk R L () | BRSO BT €
40°C 6 7T AT 7 BURES _
P A FEAGTT ATy 7RBE | o s e, 20
DIEB T2V Blere L,
60°C 3y A | RANE. K tORRICONTRER L
30°C. RH86% 6 »H |WEARTI ATy 7RRE | b7z L

RERIEH - MRk, HE I/ n~ NI T 7 40—,

Vo L P AR

B EmARER, E&




10.

11.

12

13.

14.

T e AN AEHNE F 200mg

PRATERAT: PRAFHIH TRIFERE FER
=R 60 % A E%E@77X%’7@”D‘;§mmb
FLH A VY | FEEETS 2T 2 B | RS BT €O
o , . FARNOBFEN I BT, D
e Sa R KAk RER HH T T IS L
30°C. RH84% 3y A | WEART T AT vy RKES | Bkl L

PERIEE MR, g e~ T T 40—,

BREOREN
M L

fthFl & DES L (MELFIEIL)

BB

B
BEARR/NA

EMF R
LR

HF| P DB DHEDFHERE

AFNDOFREIHEN [T DT I/ 7= IglCHIST 282 LD A 2B TR 1

EENR AR, B RRAERR, &

106°C T 2 WpfMlHE g 5, LU ARy OMERBRBRIEICHETS D,

AP OAEMRST DEEE
W I

AENPOLER 2 TR E . #MiEC= hr b7 A UMELE L, K 440nm (23815 5%

KEEAZMEL, TERTI ) 720 DE5EZRD S,

pali
A L7

BAT DAIHEED B DAY

R L7

BAREIEASAVELCERICEHT HFE®

B L




15.

16.

B ?
7 Y T AFK] 200~800mg/body (3 Bx[) % 32 H [
AR A R QR B ) B LR D b e o 72,

Z 0ft
M LR

gk
ML

EBAEE LT R, BRI A



V. JAaRICEY 4HE

1. SEEX IR
4. HEEXRILHR
INRRIGEISICE 1+ B RS - $BTR

2. PEEXIFHRICEET HFE
BREIN TR

3. RERURAE
(1) RERUAEDRESR

6. AEARUHAE
W, LR SRR OVNZIZ T2 R TR ) 72 LC, IKE 1kg 720 18] 10~15mg
ZEMGNICHEAT D, &5 4~6 FFMLLEE L, 1 BfR&EE LT 60mg/kg & [REE &
T 5, ¥, . ERICEVEEEET 5, 220, RAOHEEZBEZ RV,

(2) RERUVAEDRERE - BRI
[v. BRICEYSREE 5 Q) RERCERHR 0HzZMOZ L

4. RERUVRAEICEHET HEE

1. BERUVHEEICEHET 5EE
11 1 EEEEOHZITFROEELY, [14.1.2 B]

ki 1 [A] &

TN )7 x5 | 50mg #H) | 100mg #FH| [ 200mg HLA
5kg 50~75mg 1~1.5 & 0.5 f -
10kg 100~150mg 2~3 ff 1~1.5 f#& 0.5 f
20kg 200~300mg - 2~3 f@ 1~1.5 {#
30kg 300~450mg - - 1. 5~2 &

1.2 UNRBEEKIC I 2 8- B ) DORIRE - ZVRICKT 2 1 Eld 72 O KA &EILT
T h7I /720 T 500mg, 1 HO7ZY OERRKHEIITE NI /) 720810 T
1,500mg TH 5,

) AHN R R SR AT 5 5.

1.3 BMERBICK LAAIZ W2 581203, AL UL CRBIRG 28T 2 & (RIS L
TH5HLANIZRSD Z &),

1.4 fhOWREDFH & OPFRITRET 5 Z EREE LV,

1.5 MERKEAICHBSERAEOREA 2T 25613, 7T/ 720 EE
NTWRWHER L, ZEN TV DG ZET 2 2 L, [1.2, 8.4 H]

1.6 7TAEY UK EXIZZE OO H 5 BFIZKT S 1 HHiz O KHEIEZT &k
T/ 7= L T300mg L FETDHI &, [9.1.5 3]




(i)

1.3 ARENIIHEFRERTH 5,

1.4 BWEORR TRENEE 2BNEH 5,

1.5 7R b7 7= E2E0MORE L OO 2T D Z & AEEHE L TV DIZH20b
59, M7 T 7= EARFIOHFHEOHHIC L 2EERERBDONTND
b WIEERICET S, BRLEEMELXD Z L L LT,

T BR B R E R A R R @A (2023 4F 10 A 12 A IC K D ET

1.6 7 ALY VR XTE OBHERED B 5 BE TR Th o 728, EWNAOME - 71 K74
¥ OFLHARDL, HESMARA SCEOFLRURIL, BIER S ORI, B9~ % AR STk 23 A L
PR, R OBEALHIBRL, SAICE L CREREREME A RET 5 LN &
Wri, DHELROHEICEES DER] OEHBIZEBW T, AHA 1A 300mg LT & 9% F Ok
EMEEZIT) 2 & LT,

. ERPRAKHE
(1) BRERT—42/\v 45— (2009 £ 4 BLUEARERE)
Y L2
(2) ERPREEIREER
AKENIDOHEIR D THDHTENT ) 7 20T,
DAMETIE 1948 4F LA g 41 & L CRERIR
QAEARIZBWTHIBRE 19ERITOIZ>TRAAIE LTHEASA TS Z &
@FMETIZ T TIT/NEHABAINRTE SN TWD Z &
728 BIIMER O EMEIZ DWW TR ST TN D L O G, FEhE L7 -T2,
Q) AERGFERHER
3B.5CULDOFREAT D 11 » H~125% 10 » AOBIE 117 iz LT 7/ 7
= Tbmg, 100mg & % M 125mg & ALK OWF I 1 2 FlinCARE IS BIfR 722 < AR
CEGNEE L, KE kg B2V OT 8 T 2 7 2 BN R & il L7z
FEgL, 6mg/kg DA CHEEILIZ A M MRS ST, ZHUSFRTBIAEZ ] U CHER D&
ZRDIZEZ A 1 AT TR 50mg, 1~3 AN TK 60~90mg, 3~6 AT TH 80~
umg6ﬁuif%9wamm&@ok:k#% HEITEOTENTI ) 72 ER
B4 100mg & L7236, MEEAE 1R < 1/2 8, 1~3 Al © 1/2~1 {8, 3~6 %
%ﬁ?l@\wqwﬁ?b&@k?ni\%mﬁﬁg% Ew-T b0 EEZ BN,
) AFIOARESNT-HEIX 1B 10~15mg/kg TH D,
(4) FREERIEAER
1) BhHEREEEER 2
ENFEIAERER (R ) AR L o ZEH B iEaR)
38.5CUL LoRBE /T H/NREE 132 flaxtg & L TARIX

Tt TWnWaZ &

XA E Y ALK % B

ﬁbtoﬁ%é%*iil@kﬁbﬁhw\Kﬂﬁﬁﬁ%m@nfwko
s B E A S
e H%) AL | MRy | AL URR &
ARFHE 38 16 9 A 0
(N=67) (56. 7%) (80.6%) (94. 0%)
- ; P<0. 05
ZOLE Y R 25 14 18 g 0
(N=65) (38.5%) (60.0%) (87.7%)
() : BHE%
WEEE HICRIERIZRD b o,



ENENAHERR (FXx> 7= 7% U »RFIE O S ER)
38. 0CLLEDREAE G T H/NEEE 120 Bkt LTARIIZAF 72T H Y
VAR LT, BMERHIEIZER 2D ERBY Tho Tz,

* 2 AWVEHIERTR

) GE) RRHY | ER | Bk | URE
AHHE 34 15 10 . 0
(N=60) (56.7%) | (81.7%) | (98.3%) S
FXT T T H R 31 9 13 ; 0 o
(N=60) (51.7%) | (66.7%) | (88.3%)

() BE%
WREE BIZEWERIERD bhginoTe,
2) REMHER
A EE R L
(6) BE - WEAFHER
REERR L
(6) ‘AmaIfEm
1) ERAKERAE (—REAKGAE. BEEARGHAE. ERARELERHAR) . SERT
BRT—AR—ZFE. BERTRERABRONE

MY ER e L
2) RBEBHELTEEFENDABRIIEIEREL-AE - RBOME
M ER R L
(7 =it

38. 0CLLLOFBEIR A5G & L7z " EERILEER DY & 5 TorkRI I 361T 5 A 20T
IR 1, 102 FITH Y . ZDOEKRFHITILLTOEY Th o7z,

R AR (A#LLL) BB 4 AR (A#LLL)
& 84.3% ( 70/ 83 3) | FRiZ. FEIBIE 75.0% ( 42/ 56 )
RRGER 84.8% (123/145 f3i]) | AKJEAE 89.5% ( 17/ 19 f3i))
T xR —F 74.3% ( 52/ 70 f3) | BEMEAR - MMIRAE 80.0% ( 20/ 25 i)
DS 86.2% (100/116 i) | TV viv A 80.8% ( 21/ 26 %)
IS 83.5% (106/127 f5) | B - Bzt - LA E | 79.3% ( 23/ 29 f3i)
HTRE, U~k 166.7% ( 10/ 15 61) | IR 66.7% ( 20/ 30 i)
Jifi & 74.8% ( 95/127 f5) | = it 80.3% ( 94/117 f51))
@g;géﬁ& 86.3% (101/117 ) A @ 81.1% (894/1, 102 i)




VI. BHEE(CEII HEE

1. EEZPHICEEH S LEMNITILEYE
YU FNEREED : T ALY

A RAHX T
T o= AR Y a T 2 F R A
T OMOMEASEIRHEARA . A 77 e 7=, SR 72y, ErXdvh A

FER B O H (LB ONREUINREFT, BHOBRMNLELZSZRT L L,

2. EB{ER
(1) EREML - VERHF ©
VEFIEBAT « Fpa e
TERSR - 7 uAd v 7 —VIEERITIZE A E 7L R FEOMRIEFE PRI/
AU CRE M 2 fisk SRR Z T 5, SR IERIEIER & RIMEE %
MEZEDD LIk b TSNS,
(2) EMEEMITDHABRKE
1) fREMER 7
38. 0CLA EDFEEBILITARAFI D 100mg & 2\ ML 200mg AAH1 % $ 5- U IKIRZ LA it L
TofE R, NI 54 30 0 LIS TR LAasD, 1~2 RIS B — 7 132 L 4 FEf#fL &

TRhEEre L7,
1) AFNOEBEN - HEIL L E 10~15mg/kg TH 5,
(C)H
7 2 bk N 200{(16. 06mg/kg) * {(n=10)
fe—e—— 7y BN 200( 9. 19mg/kg)  (n=21)
04 < 71k % 100¢ 6. 99mg/kg)  (n=32)
&
) -1 7
i
%= ..
ft e
_2 - °
"3 T T T T T T
0 0.5 1 2 3 4 (hr)

" B & o K i
o
()R EEEKe OO EH T T L) P VIR



GTFT TR NRGFTRATITF U ERIRRI Yo T74 REEO S FIZBNT, 7ok
/X (200mg/body) (£ AL E U LKl (200mg/body) A o K A Z 2 445l (50mg/body)
L RIFEOMEGH R 2~ LT,

@ --=% T +0O—)L(EZD (h=5)

o) &—8& 7 v E/{200mg/body{n=5)

204 w——x AL ERI200mg/body (n=h}
LHIS U . O—0 K A7 E850me/body (n=5)
r”- - .
I’, -‘
fi ‘
iR
1.0
g
1k
\--._\_:_-u—-._\m
0 T @ w0 a0 X0 W
{4)] (60} (120} (186} (240) (300)
79 F v (EE) "5 % o B ME
BFI7X e NRSFIRAIIFUORBYYFICHTIRME
®---0 O O—/L{EH) (n=5)
9 7> /<200mg/body{n=5)
X=X Z Lt 4EI200me/body (n=5)
D—0 A N A& 4 H50mg /body (n=5)
ES
)
/57?2
1t
0 ' 80 ’ 120 ' 180 2 R
t (o) (60) {120} {180} (240)
YRF Yo H T4 FE) B 5 & o & H |

UMRRY B9 H54 FRBDYFICKT IBRBHR



2) EEAEEBIZRIFTEED
XA W EBRIZBUWT T BN (200mg/body) (X IE R RIRIZEE A KITZ 2o

Teo ANVEY AEAL (200mg/body) b IEFARIRIZEEZ RIZ I /o Toid, A 2 R A
> AN 50mg/body CHEEE . 100mg/body TIEERAIC IEFIRIE A NI H7=,

8---8 I FO—/LEH)) (n=5)

8 7 bs{200mg/body(n=5)

X—X LBV F)200mg/body (n=5)
O A K45 %500 /body (n=5}
A—A A F A S H100mg /body (n=5}

() X
0.2:"‘ v/

a 60 120 ' 180 l 240 ' 300 ()
5 % o B M
DY FDEFEFRBICRITTE

3) ERBREERDBHHR"

[T 7 A« NG FT AT 7 F R 5 O ERICEWC 1B 1A 32 A RhE
Bl Lo R OMREGH R BRI Gy L D B 7o 72,

o--0 2 NO—JL{EHD (=D

o—e 7l k/5200mg/body (1B 5) (n=7)

00 7 L/9200mg/body {1 B 1@ 32BMEEHRS) (n=7}
{T)
2.0+

P i
LERS -

I.0+

¢

t 60 120 18 240 300 30 ()
g3 (0) (60} (120) (180) (240) {300}
% 5 ®& o B M
BFIR-NSFIRVIFURBIHXIINT 5:E6E5%D

7 VENRDREHR

7

b=y
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(3) YERRIREFRT - b
VI, RMEREICEISIER 212 1) @BEER] 0HZZMOZ L,



VI. E¥EiEeIcBid 518H

1.

MAREDHR - BIEE
(1) AELEDLGOLPRE "
2.4~6.4 u g/mL
(2) HEMHREDERRM
Toax 1 1. 6010, 16hr  (fEFER AT 400mg HRIE G 5-)
) AKNT N REHCTH Y . KRS AR 1A 10~15ng/ks Th D,
Q) ERRABRTHRIN-IGRE
(%)
BEEERE N 10 BICAA] (T R 73/ 722 & LT 400mg) ZEGNHEEFHREG LZE &0
MAEHRE(CRIREHBIILL TO LB THoTo,

(#g/mL)

1 &

RTEF A B AR

5 & o ¥ M
ERRNEERRSROMBRRECRRERER
CPEME AR ERRE)

EG LA B G D KD ENRE N T A — & (fERERA)

Coax (1 g/mL) Thax (hr) AUCo~co (g = hr/mL) Ty /5 (hr)
4.18%£0. 31 1.60£0. 16 20.36%1.75 2.72%+0. 26
CEEIE £ EEMERR S, n=10)
) AFNNRRERTHY . ARSI EIL 1 E 10~15mg/kg TH D,
(4) HEE
MR L




6) BF - HAKOKLSE
I Ret(EALOEES) CETZER 1 MERR OHEBEOC L,
6) BEE (KEal—>3) BAFICEYHE L E-ENEHNBELDER
LR L

. BEYRERO/NTA—S

(1) avNR—rAVRETIL
FEREIZIFE SN T/ ra = F A2 MEFTIC L D BE LTz,

(2) RUGEETEH
BRI L

@) N"AATRALFE)T«
BRI L

4) HRREEH
MR L

&) 9IVTFTIUR
MR L

(6) NWAHE
2R L

(1) mipEEEEER"
25~30%

. BRIR

WAL - B
WIER R E R R L
WEATEER « B2 98Bk L

il
(1) Mm% —RKBEPYEmE s
Gyt T b,
(2) Mmi%k—RREEREMEAME D
MK — REAEBI & @i 3 % & OREDRH 5,
Q) Et~0BITH
BRI L
(4) BER~DBITH
YERR L



(6) ZOtOMEB~DIITHE?

EROBNCTE N TR ) 7o g A& L, 46 %I RO mEF o 7' R

L T RERE L2 L A R/ MAEOREITAF TIZIE 1 (0.95~1.17) Th

o7

<HE>

ARXZTERTI /7= 300mg/kg Rk NG Lz &, &5 2FFMRICKITS 7k
N7 27 = OfRE/ MAEREREIT, ZEAEDMMTIZE L Thotz, £/, B
Iz W TII ofEfk & D IEVMETH - 7=,

5 K
(1) REMERUCRHERY
8 # H~67% 4 » H ORI, ShIRROVNAIZ, AH (T2 FT7I /72 LTI
AT 50mg, 1 kA 121X 100mg) ZEMNEEE- L, 12 RERIRPARE N7 — U & fRat LT,
ZOfER, B E LTEICT VT v B a iRk O SR8 R Iz Hk i S vz,
) AFNNEAERCTH Y, KR INHEIL 1A 10~15mg/kg TH D,

FREOIR PR (%)

i /= /2 ORI NS RN Z D
1 E AT 3.7+1.5 16.6+7.3 1.4+0.7
1~3 1% 18.2+2.5 35.0+0.7 7.8+2.8
4~6 5% 22.4+3.5 37.8+9.6 5.3+3.5
(1 ARG OTLIRIL, BRI BT - ORI & 2 BRI L3720 72)
KRB (E M)
NHCOCH,
NHCOCH, UHR
ik
> R
OH \\\\\&
- NHCOCH,
FEMPI/ T2 /
ot ©
fEerHE A 0-Glucuronide
¥ 7o o RSk
Ty F A A E
¥
YRFA vEANAT Y- NVEBIEEE
¥
74

TELTEI/ 7 ORH



(2) KEICBET S8R (CYPAS0 F) D5Fig

EERR L

Q) YEEENROEREERVEDEE
EERR L

@) KEDOFEOFER VLR
EERR L

(6) FERBYOERER/NT A —F
EERR L

6. Bt

(1) BEMERGL B UMERR

¥ ik

(2) Btz
8 7 H~6 % 4 » HOWEERILIE, ShIREOVNRIC, A& (T2 T2/ 7=0E0TI
AT 1% 50 mg, 1 7%EA BITI3 100 me) ZEGAERE L, 12 FFRRAZ B L7z, R
RO SR PP RIE, 1R T 0.920. 5%, 1~3 3% T2.650.9%, 4~67% C2.7+0.2%
Tholz, o, REWEZEZOTRPIZB T LR T2 R I 72 03, LRl T22.7
+10.0%, 1~3 5T 63.5E5. 7%, 4~6 1% C 68. 1£16. 7% CTh-o7=, 1 WARMmOILILD
W7 T2 7 = UHRERENIEF IS 0O 1T, BRI E ORI S 2B LIS
MolzZ EIZLDbDTH S,
) AFIOAGR S HEIL 1\ 10~15mg/kg TH 5.

() HEMHRE
BRI L

1. BNEICEDBRERE
(1) MERREN
BEERR L
(2) M&RE
BEERR L
Q) EEmMEER
REERR L



. Z2tt (FALDEE

2%) ICB951ER

T

HRBETDEH

1 m&
. = R

11 XBNCKE Y EEGHEEREARRIOIEENLAHINTEET S &, [2.1, 8.6,
9.3.1, 11.1.3 58]

1.2 RFNETE LTS/ 720 ETHOER (—RAEERZEL) EOHFAIZEY.

TEE72/ 7z 00BERSICEIEECHHEREENIRRIIEENLAHL D
5, CNoDERANEDHFAZEITEH L, [1.5, 8.4, 13.2 5]
(i)

JEAE S5 B R A R 2 el SRR SR % (2011 48 3 1 22 RAY) IT K DEkET

11 BAGBE EERLZERROR R LY | BEORERR L, ERLIFHEERETICHETS
RN 21T 5 7o O IZFLdk L7z,

1.2 78 b7 27 7 =200 —BAERELE OPFRICE Y BRITRWT® F 7/ 7220
BRI LD BERIFRERESEITI2B8T0RHD 2 En D

% EEEEOHEICHHE LT,

V="

TS FEAI & OO & kT
BERABELTDHEH

2. BE

FIS e

(ROFBHEIZIFHRE LWL L)
2.1 EELRIEEREEOH 283 [1.1, 9.3.1, 11. 1.3 &H]
2.2 ARHND R LisUE OBEERE DO & 5 B

ey

. EERIIHMRICEET 5FE LT NDER
RE I TR

. RERUVRAEICEEY 5EE LT DHEH

V. ;ARICEAT 5IEE 4. AERUVH=EICEET SFE] 0HEzROZ L



5. BEERGEFRIE L TNDEH

8. EELEARNIE

8.1 fRENEIHANC L HIBFRITFERFRIE Tl AHERIETH H Z L ITHEBETH 2 &,

8.2 MBI LAKIZ WD HEEITIE, WOFHEBET L &,

CRE EROREEBE LT 5L,
RREEN X ZNEITY 2 &,

8.3 WEDMIE TR, BHL, WGHIENH Hbid Z ENH DL DT, FHIEEE LD Gl
OV ST R R O BE TR W T, B G HOBEOREICHERTH 2 L,

8.4 AEIETE T/ 7=z AE0MOIER (—AERLEZET) EOPFRICED .
TN 72 OBERGICEDEERFEREEENRET2B8ENANH DL T &0
5, TR NI 7228 0MOFER A LI BF TR ET2 28, [1.2,
7.5, 13.2 &[]

8.5 TN/ 7z ORMABRGICIVEIER & LT - THRINALND Z ENH
bo AANZBWNTHRBROEWERR S bbb BZNRH Y |, EXGERFICFE D H b
JER E KB CERWBZENRHH DT, BIEEHITWEEICEETHZ L,

8.6 EELIHEMRENBIAT IBZNNH LD T, BRI IHEICH > ULEHH
WCIFRERERAE 21T 9 Z e MEE LY, [1.1, 11. 1.3 & /H]

8. 7 MBI LAM Z VD 581013. FURIELSNOFRIE S BERT 5 2 L,

(figa)

FREGEIR AN X ADTREITHEERETH A Z &6, REREERGNIXZNEIT I,

AANIIHEFERTH D,

TR T3 72 ATEFERRICHELZ RTE W NI ER THR SN TWD R, AH

BIEA & UL ERERHE I TWD, £72, FETIHMERIRIC L2 v a v 7 BRHFREINT
WD, BEVE D BlnE K OVNRE OISR R O BFICB W T, BFE ORI+ 01E
BETHO0ENRD D,

8.4 TN/ 72 EERMOBALEDOFHEZRT S Z EAEBEWEL TWDICHL b D
T AMOT T I 72 EFRANOEAL ORI L 2BERSNED LN TWNWDZ b,
WIEMEICEET 5, HRAEERELAZXSZ L& L,

8.6 JEA Il EH A N R A KRR S EAS (2011 4E 3 A 22 AA) 1Tk BT REIRET S
LA H > UL EHIMICHFERERAE Z21To Z ENEE LV,

&QYtbTi/7:V@ﬁ%&5%%¢k“5ﬁﬁﬂ6\%%%%u%@gﬁﬁﬁowf%%ﬁ

%,

it
8.1
8.2
8.3

>



6. BRENDERERI DHBEICHTIER
(1) AfHE - BEEFDHLHESE

9.1 &6HE - BEEZEOHLEE
9.1.1 MEDEEIIZTDOEREREOHSEE

JERDPEE IR T BENNH D5, [11.1.5 2]
9.1.2 HMEMOH S EE

M/ MR EDEZ D2 Z LR D D,
9.1.3 IDHEEREDHHESE

SERD AL TR BN HEET DB ENNH 5,
9.1.4 [EXWMBDHHESE

JERNELT 2 RBZNANH S, [11.1.4 2]
9.1.5 FREY UIRE GERTOA FEHRXBERFICK2MEREDOTER) XITZDBE
BEOHbEE

T ALY UMEBORIEIC T 0 RE T TV o ARAEEANEE LTS EEZ BN,
JERDEALUIH R E T BEN A H 5D, [7.6, 11.1.4 ]
9.1.6 ZIO—I/ILZEERE

JFREREE R & oL < e b, [10.2 B3]

) AFHNLNE R REASE R T b D,

9.1.7 #E - ERBRE - BREFFICLDIILEFAURZ. BKERKDHDEE
JFREREREE 8 & b O < 2D,

9.1.8 BREFEZAHLTLDOEH

VENZS U Tl EA 20 L, B8 HaIATWERICKR ST 5 2 &, BUEL
RS 28R H 5, [10.2 &M ]

(fiF#)

BT NT I 7203707 v VEBRERD D VITRMEEI SR E L TR SN2, BERE
e I L 0 REIA AR S D & RIS CYPA50 4 LT &4, oy N-7 B F1-P-F ) X
Sk BRAEZITZERELN TV,

(2) BHReEERE

9.2 BHpEEESRE
0.2.1 BHEBEXIIFOBREIENDHIESE

BHEEORE. BHREROLREEXEZET A2 L, ERPEAVTHRZETBEALLH
%, [11.1.7 &8]

Q) MRl ERE

9.3 FrirefEERE

9.3.1 ERLIHKEEEERE

BHLRNWZ &, EHERERE EIBELNH D, [1.1, 2.1, 11.1. 3 ZH]
9.3.2 HEREEEXEIZTOREEOHLEE (EELGHKEEEOHSEELR)
JFHSREN B LT DN H 5, [11. 1.3 BH]




(4) XFEREEATHFE
BRE STV
(5) 1EIF

9.5 1FiF
TE0 ATAEHR LT D ATEEME D & D ethicid, kd U 27 2B [E L, 15 EOREMENE
i a BRD L SN D HEAICOREEGTHZ &,
- TR DT~ DG L0 IRFICEIRE I A R 232 & 03h 5.
HRBHIO T > MCEE LI ER T, FWIRFOBIIRE G A ShTind 12,
) AHNZ R RESR AT H 5.

(6) RFLIF

9.6 =ELIF
B EOF MR ORFLRBEOA ML BB L, RALOM UITIEZRET 25 2 &,
) AHNL N REBERATH D,

(N MNRF

9.7 INR

9.7.1 IRHAKEIR, HAERKEOS » ARMOAIREZ G L LA « et 21 &
U 7= B PRRABR 1 X 3206 L TR0,

9.7.2 BWERHORBBURFICER L. L EBR/NROMBHICE EH bR PEEICKRGT L2 L,

(FFR)
9.7.2 AFNITXHERIEARITH 5.

(8) =&

9.8 HinE
9.8.1 LENLHREEZRMT 2R EREORELBE LR OHEEICKRET L2 L, BIME
MDD,

9.8.2 RIEAOREBUFFTIER L, LEF/NROEMIC L ED 57 LEBEICEGT 52 &
TE) AR NLREAETRFCH 5.

(fER)
9.8.2 AANIXHERIEATH 5,

1. ®HE%EH
(1) FRZEZEZOER
BRE S TN



(2) HRFEELEZDER

10.2 HtREE (HRICEET S L)

KA

BERIREIR - HEE T 1A

BEFF - fEBRIA T

U 5 LA
b U 5 4

fDIEAT v A NP R
Kl (A RAE AT TR
T7xV%E) T, VT LT EE
BLIEZEORERD D,

FEAT A RYEEAR TR AT
DT aALT TV AR ET
fdszdicky, REEYFv
L OPEIEDEA U, o E )
FRIDEEZLNTND,

F7 ¥ RRFRA
E ResaouasFr
DN

fDIEAT 1A NHETEAREEA
(S RABVE) T, F7
¥ RRFRBNOVER 218559 %
ZEnHEIN TS,

FEAT v A RYEMRERHANLE
DT BRABT TV AR E M
Hil LTk, HEEIFEAEL, T
7 ¥ RRFRAIOPEIAE R 24
MTDHEEZLILTND,

Ta—L (fKIE)
[9.1.6 &R]

TIa—LEBEERENT &
T2 ER”HALEE
AR ERER I L EDH
ERH D,

1) ARANE /N AR BB A1 C
b5,

TV a— VEERIZ X D CYP2EL
OFEIZELY, TENTI T
U BIFEE RS V-T &
FN-p-_ S F ) I~
OREHNRESI NS,

7= R PrEEILAl
U7y h
AV

7= R bLEELA OER %=
BT AHAZ 0850 T HE
THRCEEICKRETHZ &,

AHN A5 i BEAE B RS S RIS S
WTHET 5 2 & T PrEeml
7l S, £ OB E M &
HmsE 5,

[9.1.8 & ]

NEL D2 NG PEHTS
A8 I ATV E
BICEGTHZ L,

BB INHOEAORMEAZ L, | 25 OB ONHIEEESE
Tz )NV EX =)L | fFREREEA A UCT D [ ERHICKY . TN T T
Tr= A EDOHRENRH D, VB FEEERON-T'T
7V IR~ N=p-X X ) A s
R AV OREEE S D,

AV =TIFK

E7IRAE /N =W TN -1 0 ORIR TR AR 2T HE | T IR Th D,

(fiRsn)

INNRTPEy, T2 ) NVEX—)L, Tx=rfY, TUIR. U770 A V=T
RIZAFEBEZ OFEL /L7 0 VERAAOESRICL Y 7 b7 3 7 = ORGSR IK I
ERIETLEEZONTWD, TORER., FFEMEE 6o NAPQL OARNMEE X, FEEIck s &
ZHILTWA,

. BIEA

1. 8MER
ROBWEHDR B LDONDEZ ENHDHDT, BEL 7TV, BEDNRD NG EITIX
B2 MIET 57 PR AEE T Z &,




(1) EXGEMER & HER

1.1 EXLEEA
M1 >avy. 7F245F%F2— (WTFHRLHHEARR)

vav /., TF7 4 7% — (ERRNEE, SR, MEVRE, FHIRZE) Bhbbhbd
ZEBRDD,
11.1.2 hEUREIEFEMARAE (Toxic Epidermal Necrolysis:TEN) . FRJS#hHEAR fE 1% &%
(Stevens—Johnson fEf&EE) . BHERRERDERAE (T UHHEARH)
11.1.3 BIFERF#. FFHEERES. BE (Wb HER)

BIENFSE. AST, ALT. v -GTP O LA Z1E 5 IR S . FIERH L DD Z e 3d 5.

[1.1. 2.1, 8.6, 9.3.1, 9.3.2 =]
114 B REDFRE BHERY)

[9.1.4, 9.1.5 &84]
11.1.5 FERBKRAME (B RBT)

[9.1.1 ]
11.1.6 FEMMMA (BEERD)

MUK, IR ORI, AR, i O B S SEED DN HAITIE, EeITHET X #R, MR CT,
Mg~ —H —HORELFET 5 L, BEPRDONGEIITEGEHIEL, FIRK
BARNVE R ORGEDREE RILEZIT O Z L,
11.1.7 FEUEX. SHEEE (Wb EERE)

[9.2.1 ]
11.1.8 EXIMEBUERERS (BERY)

HIHER & LT, BED A B, FICHFERIESE, U o HilER, AEkgn, arme
Bkt %, HAY L SERIBUE A0 O BREOEEZREUERDN D bR D ZENd D, 72
B B RIRZTALRA6 (HIV-6) FEDOTA NV AOEIEMACEZE) Z &% 5T
BB BIHZ, HBE, FHEREREESEOERD RS 5 WITEBI T2 L AHL2OTHEET
52k,

(2) TothoEIER

1.2 ZDthDEIER

WHEEY | B, FT—E

1 i LiIRANY 73

Hikds D IR, AR, TR, BREE, R
) R (BE) 255Nk s A RIS 2 L,




10.

@ S5 FI BRI PR BUBE R OB A i 3

TR £ CO T OVERZRRELAE O TR LT 5517 5 % A MERTAE R 4091 6, 090 17, R 1%
144 (0.23%) . 15 R Bz, £, ARICERT 3 &5 2 5h 3 ERRAERD
RAELBIIRD LRI,

(EMERRERRE—E

GREARAL 0D FAF -
i it B
AT AL 22 ik 527 fik 549 fiti i
AR 6 G2 4 411 51 5, 679 {3 6, 090 14
RIE S5 0 i 14 B 14 4
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