2025 4= 3 A fERk (35 1 hR)

H AFEAE S fh /0 A 5 871141

EXRMAVE2Ea—D+—L

A AR AI T2 o IF SR EE5E 2018 (2019 AEHHTR) I YE#L L CHERL

Pe2))1/5200me" L
Peb’2) )15t 300me I
Peb’2) )15t 500me L

fER SR A

Acetaminophen Tablets [KENEI]
(TENT 7 x88)

#il B | BER (GEEE)

®OF o HlOHl X 4y | 52 500mg : BIEE
TERNTI )72 5E200mg 7 —] 18R BT E Y I 72 200mg

B % =1 B 77/ 7=88300mgl 7o m— 1880 ART7E T/ 7= 300mg
TERNTI )72 8EB00mg 7 —] 18R BT 7 I 72 500mg
4 .7 NT /7= (JAN)

— i %

4 : Acetaminophen (JAN) . Paracetamol (INN)
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AN REIVEAEH B - 2024 4E 12 A 6 H
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RO WL, BATEIEN ER M ERE SR O OB IE MBS — Y THERB L T2 auy,


https://www.kenei-pharm.com/medical/

EHIA X Ea—T7 3 —LFHDOFF| & OMIE — H AR EAIE 2 —
(2020 4F 4 HEET)

1. BERA V¥ Ea—7 +—AEROBRE

S OB 2B ®RE LT, ERAERLRMASGE (T, IRECE) 235 5.
B CEERD - AN O ERIEEE DS A R B 3 L O i 1E S R 2 76 5 2 B

TUX, WIRASCEICRLE SN2 AT 2 EICFEMRE R LE R G e H ), WEEEDE

EIFHMYE (LLT, MR) E~OEROBMFERSCERICE W FREMELTE TS, 20
BRIC L Ee EME MREICAF T 27200HE Y A & LTERMA VX Ea—T7+—4 (LUF,
I FEmgd) 2aeE L7z,
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X, | FROEEHEZEREL, ETO% 1998 I HWRIEFING 3/NEESDS, 2008 4, 2013 4EIZH
JRIRERFREZE DN | F ol EHOKET 217> T 7.

I FROHZEME 2008 LARE, 1 FIZPDFHOEFIT—# & LTRIMIET 2 2 ERFAIE 2 o7z,
ZHUCEY, IMISCEDOFERBET N o> T HEICSEGET ORI T —F 2B LT T F 280
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W5, BFEETIE, 2009 4E X D HIERLO I FOBREMRFTOMEE LT A2 ba—T 5
—ALMETE] ZREL, Hax 0 1 FARMCEZMTT 28 EAAEHRE U CEINER - Bt
LTW5.

2019 AEDOFAT LELHEEOLE (C A, [ Frodi®iE 2018 BNAER SN, 4k TEFRAE
IESh D IRGEAE AR BIE BN BIT 2 A KT A > ) (ZBIET D IE WM DI, Z OEFIRA RE
L7z,

2. IF&iX

I FIE T3 SCEF O WA E L, R« BAIE OERIEEE I & > THHEBICKLER,
EIGMOMEFEHO - OO, WITRETOTZODOER, A OO, I OwEIEMEH]
DIZHDOIEH, FFERREE 7T O DG MENER SR E R 2R OERE MR E & L
T, HWEEPFCREEZRE L, FEAINSE 0O 72 D12 M % 35 O RUE IR 78 TR 7SI #E > D 43¢
(ZHER O 2 I L CO DR R SALEMNT BN 5.

[ FICREET 2HEESNIT ARENRE L2 [ FRrodiEEIC I L, —oOfIsh % bR & &GE O
FHARNOFE RPN IND. 72720, BEEAEEOMEFICEDL O R URIAE B b2V -
Wr - $REET NS FHEFT T FORBFELITIRORW. SV D L, JUEREEN LRSI
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1. BAROER
TE NI T2 R, BESTRAIE LTSN TWD, 78 7 X 7 = V8 200mg -
300mg - 500mg 7> =— | (%, A& E LCRRE7Z7®E T2 ) 7 2 2FNFhH 200mg,
300mg K& ' 500mg & L7-8ERI T 5, ARMITHIEEEN & U THERI 1121 5 2 5 CEL
26 4F 11 A 21 H) (&S, HIER OB EZ %E, et Ot . Amsn
A5 MRl 2 FEi L, 2024 4 8 HIZBLE e KGR 215 T 2025 4 3 HIZIGET DICE - T,

2. HEOBRFNRFE

(1) AENIMBGIRIEM 2 AT 5, (V. 1. ZREXITZNR] ZH)
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BIERHE LT, vav sy, 774 7% —, PEEERLELREE (Toxic Epidermal
Necrolysis : TEN) . ZJERIFEIRIEMRRE (Stevens-Johnson JEMERE) . AWM R B IEER

fE. W EIEMEOFEIE. BUEATR, FPREREREE . YE, JERIERIEAE, MIEMEMR, HIEMER
R, AERREE L OSEAIMERBUEEERE N b bbb s Z e 5, (VI 8. RIWEH) /)

3. HEOHAFHEYE

(1) 7 b7 2/ 7 =8 200mg + 300mg * 500mg [ 7 > —] [TV b ERLA D O8EFIT
Hb, (1V. 1. QBAIOHNE L OPER ] SH)

(2) 7 +7 X 7= 8 200mg - 300mg + 500mg [ > —=— [XFBIMEICERE L, SEAIO
HIZE S 4, fri. BEEZBEANOGATHT LTS, ([IV. 1. (QHHFI 0 IMEL K OER ]

%)

EaR NN

4. EEGERICEL THAMT R EREFTE

WIERICET &M, il HHEET A N1 %
EEIESL Y 2 7 EPEGEHE (RMP)
BIMO U A7 FMEIEE) & U TERIN TV D EM
I fEHEET A K F A4
(A 1 o> B2 7 T

b b s ﬁf
lﬁ Zﬁ Zﬁ Zﬁ ;a

(2024 4£ 12 H 1 AR H)
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I. &£FRZB8d BHIEE

(1) M&: 77/ 7=8200mg [ o—)
TN 78 300mg [ m—)
T T 7 x4 500mg [ m—)

(2) #4 : Acetaminophen Tablets 200mg [KENEI]
Acetaminophen Tablets 300mg KENEI]
Acetaminophen Tablets 500mg KENEI]

(3) BFOER : [ & +HAR+ AR ER’+ES] ISL Vs Lz,

2. —f&4
(1) #L (HBLE): 77/, 7=x> (JAN)

(2) #4 (@4i%) : Acetaminophen (JAN). Paracetamol (INN)
3) RT L (stem) : B

3. BEXN(TRERX

Yeou
HzC)J\N

s H

4 HFRRUHFE
52 CsHoNO2
4y1H : 151.16

5. b4 (ffk) XITFH
N -(4-Hydroxyphenyl)acetamide (IUPAC)

6. ER4, ia KBS,
I AN i ey ¥

=&



. ARSI SHIEE

(KELOBER S THLIERT BT I ) 7 20220 Citah 3 5,)

1. YEFHIEE
(1) 58 - ERK
A ORE TR ST AL DR TH %,

(2) ARt
AL )= AFTES ) = HOBICIET R KITRRIET T K YEFAm—T U
HTETFIZ W, AL B U & ARG 5,

(3) Rt
BB L

4) R (PER), BR, BER
Al s 169~172°C

(5) ERIEREMEMER"
pKa=9.5 (25C)

(6) HEFRMH
BB L

(1) ZOHOEETIEE
BB L

2. EHRHOBWERTISH T 2REN.
MR L

3. ABMpSOERRRE, TEE
%uuuﬁ:%/f El)% 7 T 7 x ] @Eﬁnuuﬁ:%
EwEik: BR (787 /720 OFEEEIZE



V. HFIIZEEd SIEH

1.

Filfe

(1) FifORH

Zo2 MES 79

(2) HAIONEBEUHER

(3

(4)

()

TENTI )T UBE

TN TR

TR T =8

fR5E44
200mg 17> T —] 300mg 7> x—] 500mg 7> o —)
MR AKMTHEOEBAY REETH S,
() VAN ek
FH .@« ,@’ 22 741
M s (32 500)
o J—
o — —
£t :16.5
Ef (mm) 9.0 10.0 -
L8
EX (mm) 3.6 4.4 5.95
BH& (mg) 250 375 625
B TENTI )Tz TERNTI )T TERNTI) T
ARFR
200 7 v — 300 7 > —— 500 7 > = —
LT, iy S ok
BAla—F

BAARAA

SE DOYE
I TN TR TN T TN T
o 200mg 4> = —) 300mg [ > =—] 500mg (%> o —
EEHE L 2 0.03 0.05 0.00
HIRSEEH TEeRl DR ERERE] (UL, HBra £ L7,

ZDfth
BRI/




2. BH DMK

(1) FRES (FERSD) OFERUEHEMHF

N TR T TR T TENTI T
e 200mg 7 v =—) 300mg [ ——| 500mg [/ ——|
By | BR7TENT R 72y | HR7ZEN /7=y | ART®ENTI ) 7=y
(1 gEH) 200mg 300mg 500mg
ATT VB TX TN, o) oF N UK, A7 Tr—A,
WA | WY E=AT = (T A . v LRIV T BKF,
fimmt/ln—2 D-vr = h—/L JuARE N, BEHEKS A R

(2) BREFORE

EARRAA

(3) RE

BARR/NA

EARRAA

4. Hff
BN

BAABRRADHEBRRUEE

EAT HIREIE D & 5534 ¥

4-aminophenol. diacetyl-4-aminophenol




6. HADEEFRETICEITEIRES
I KA IR B C o N AR Y
<77/ 7x8E200mg [room—] >

B D FEIA PRATSRA - AR RIFEREE (ME) TS
PTP > — b (—¥kadE
o e B
40°C. 75%RH TAIvr— (ZRkaik)
TR
6 4 H )
R ZF LR JHFEN
BETEE - Mk, mMesteli, 8RS (EEEERRR) Wik, 8k
<7E®FNTVI/ 7 8E8300mg [7om—] >
B DRI PRATSRA - AR RIFEREE (ME) TS
PTP > — b (—¥kadE
o e St
40°C. 75%RH TAIvr— (Zkadk)
NG ER
6 4 H )
R ZF L UoREE JHFEN
RIEEE : PRIR, MEatilBr, 8RR — (HRmERRR) . Wk, €8k
<7E®RFNTI/ 7 8E500mg [7oom—] >
B DRI PRATSRAM - AR RIFERE (MHE) TS
PTP > — b (—kadE
b e St
40°C. 75%RH TAIvr— (Zkaik)
NG ER
6 4 H )
R ZF LR JHFEN
RIEEE : PRIR, MEalilBr, ®AH— (HRmERRR) . WHME, €8k




IR ZEARAE C D2 E MR

<T7ELI7I/7x8E200mg [Foom—] >

ARER OFEH PRAFSRA PRAF A HIEEH AE R
‘ 40+2°C N
162 P, 31 A 25k !
PR
o PR, BAI—M (8
\ 25+2°C. 75+5%RH R " N
i g o 3w A | BRAERE) . W, | Zfkb b
P A s
w—— Bk, i
% B e e 27 L
120 J7 Ix*hr
EL: EEOKT
2 IR O O
<7E®FNTVI/ 7 8E8300mg [Frm—] >
ARER OFEH PRATSRA PRAF A HIEEH AE R
‘ 40+2°C N
162 P, 31 A 25 {kd> !
PR
o PR, A —M (8
\ 25+2°C. 75+5%RH o - N
i g o 3w A | BRAERE) . W, | Zfkb b
P s
w—— Bk, i
ot B s EERIL R Ik 0
120 J7 Ix*hr

H1EEOKT
2 IR O O

<7E®FNTVI /7 8E500mg [ om—] >

B DR PRAFSRAME PRATHAM HEEH TS
‘ 40+2C
1R o 3xH b7 L
KB RAR
- Mok, BFIS—M (8
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T e 3#»AH wElmAERER) . . | BkdH 0!
PR e s
- IR, B
NSy ==
it B e R 2 b7 L
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(% 3L O LRSS IERBR AT A T A ) 1T T, USRI £ %R & L 7-vA H268)
DI AR LT,

() BWE

() BWE

120
100 —=—=0
80
B0
0 —— B RE
(FEFFI/ 718
500mg M T —1)
20 - 0 - IFEN
(ho+—)L8E500)
0 ,
045 o%a) 10455 1h4
SLERDER (59)
VAR (pH1.2)
120
100
80
B0
40 —— HERHF
(FPEMPE 718
500me MrxT—J)
20 - 0 - IBENF
(H o+ —)L#E500)
0 L J
045 a) 1043 1555

SLERBERT (49
TG (pH6.8)

{(£) HEE

(R ME

120
100 izr_;_;io
- -~
80 -7
60
a0 —— SEEE R
(FEF7I )7z 0%
500mg M T —1)
0 - 0 — N
(ho+—)L§i500)
[] )
045 by 104 1545
SEEBEE (4
SRR H R (pH4.0)
120
100 - °
80
60
a0 —— iR RA]
(FEFFI) 7108
500mg M /T —1)
2 - o - ipEE
(h o7 —)L§500)
0 L J
045 oka) 104 1545

REISR ()
TR ()
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<TEHRFT/)7x8E200mg [oxm—] 7 >
(& BN 72 B8 O B EA O ALY RSB T A K74 ) 126> T, EHERKIEZ 7 &
N7 7= 8E500mg [r=—) & LT, WHEEBORSEMEL MR LT,

i3

(&) WE

120 ¢
M0 F o N oo ()= ————
80
B0
—e— B EA
40 FEbFPE Tz U8
200mg My sT—1)
- o — {FEXA
20 (FELTE) 7z U8
500mg Mr/xT—1)
[] L J
04 %a) 104> 1545
SHERBFMAE] (4)
SRR H R (pH1.2)
120
100 F

—— R EE R
(FEVF7I/ 7108

(§) BHEES

40 200mg (T —1)
- o — iEEHA
20 (FEFFE 718
500mg M /xT—1)
. . ,

SESBER] (5
TAIEH R (pH6.8)

10

() WE

(§) HEES

120 ¢
WoF Oem=m======
80 F
60 F
—— SHEREIF
" (FEFTI 78
200mg MrT—1)
- 0 = IEERF|
20 (P77 U8
500mg MroT—1)
. . ,
0% 55 105 155

SHERBERE] (57)
TR (pHA.0)

120
100 F
80 F
60 F
—— SHER I
" (FEVFR/ 7z 0%
200mg MrvT—1)
- o —ZERFA
20 (FEbrF7I) 71 /8
500mg Mr/T—1)
. ) ,

AEREFE (5)
TR OK)
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(§) BHEES

<77/ 7=8E300mg [room—] 8 >

(& BN FE72 5% N E TR O A A RIFIERBRT A T A ) (2> T, R 2 7+
N7 7 x4 500mg [ om—) & LT, IWHEBORISMEL MR LT,

120 ¢
100 F
;E 80 B
H
28 &0 k
0% —e— EREIFI
a0 (FEr7I 78
300mg Mrox—1)

20 - 0 — FENF
(PEMP2R 72 U8
500mg M I —1J)

. ,

0% 543 1045 1545
SLEERFRE (4
IS (pH1.2)

120

100 F

80 F

60 F

—— HERTIF

10 (FLbt7I) 7z 08

300mg MrT—1)
- O — BERF|

20 (7EM7I Tz V8
500mg M I —])

. ,

SESBER] (5
TAIEH R (pH6.8)

11

i

-

(&) WE

(£) HEES

120 r
100 F
80 F
B0 |
—— B EIE
" (FPELPI 71U
300ng Trx—1)
- O = {ZERE|
20 (7E+7I/ 7z /8
500mg [ T —1)
; ,
0% 543 1045 1555
EERFRT (59
T R (pHA.0)
120 r
100 F
80 F
60 F
—e— EERIAI
10 (FEbF7I Tz %
300mg T T—])
- O = ZERF
20 (FEb7I 7z V8
500mg [T —1)
0

043 ) 1043 1553

SBEEER] ()
TAGHSH R (k)



10. &3 -2
(1) FESLDELEE - AR SMELSRKLESE - ARICHT 16K
L

(2) a%

<T7ELr7I/T7x8E200mg [oom—] >

PTP %5 : 100 &£ (10 ££x10), 1000 & (10 ££x100)
ANZaIEE 500 BE (R Y =F L A ER)
<T7EhLr7I/7x8E300mg [Froom—] >

PTP &% : 100 £ (10 $£x10), 1000 & (10 £Ex100)
ANTaEE 500 BE (R Y =F L A ER)

<7t 7/ 7= 8E500mg [room—] >

PTP &% : 100 &£ (10 $£x10), 500 #& (10 $£x100)

NTEHE 500 FE (ARY = F L U FE)

Q) PHEEE
RN

(4) BROME
PTP 1%
PTP: AUk =)L T/ I=17 L
TAIER— R TF LT LI X L—MNTIAI=TNRIF VT 4 AT 4 VA

5k
ARMLV:RYZF L
Xyv 7 ARV F L

1. FlgE#ShSIEME
Y LR

12. Z0fth
A L0

12



V. aRICEEY 5IHE

3.
(1

(2)

FHEER (TR
OFBEERERIZHE T HERE
OTatHkEDHER - i

ALREX BHEIEXREHIAMLIERZSD)
O/NREBIEHICE 1T HHEE - 55

PEXIIHRICEET R
RE STV

RERUVRAE
AERUHAEOMREER

(BREBRWERICE T 28ERE)

W, RANZIETE R 7 =& LT 1 E300~1000mg &k &G L, #5-RE
1L a~6 FELLE &35, 7ods, Fln, ERIC K W EEET 223, 1 BiR&E L LT 4000mg
RIREET D, £z, EEFORGITERITIELZENEELY,

(BMLESERX (RHREIRLZHSSRLIEREET))

W, RAIET e b T2 728 LT, 1 [E 300~500mg ZTEAT S, 72k, 4Ffim,
JERIC L VB EHET %, 72720, FAIE L T1LH2EETE L, 1 HiK 1500mg % BREE
ET5, o, EBEKEOEGITRITIELZENEE LY,

CGNBRESEIZH 1T B RS - HE)

W, R OVNRIZIET B b7 ) 722 LT KE lkg 720 110 10~15mg &%
D5 L, BRI 4~6 RRILLEE T 5, 7eds, i, FERIC X0 EETHRT 228, 1
HitE s LT 60mgkg ZMREELT D, 72720, RAOHEEZBZ 2V, £/-, EERFOR
HITHET S Z EMEFE L,

kR URBOREEM - RH
BB L

13



4. AERUVRAERICEEYT HIE

1. RERVEEICEET 53E
TASREOVNED 1 HESGEOHLZIT Fio B0, [9.7.1 2]

1 [EHE
{KH 7%k . . .
S g #& 200mg ¥E 300mg #& 500mg
10kg | 100-150mg 0.5 5t 0.5 i —
1-1.5 §& 18 0.5 §i
20kg | 200-300mg (TERNT/ (TENT (TERNT/
7 = > 200-300mg) 7 = 300mg) 7 = 250mg)
1.5-2 §& 1-1.5 82
30kg | 300-450mg (T T (T b T —
7 = 300-400mg) | 7 = 300-450mg)

1.2 DNRBMEICIS T DR - B0 ) OBE I RICH 5 1 BldH 7 OFKH &L
Tt Rh7I /722 0L7TC 500mg, 1 HHZYDORKHAEIZTERN I ) 7221 TC
1500mg TH %,

1.3 O RETFH & OPFITRET 2 Z EREE LV,

1.4 KA LT N7 =02 E50MmoEA (—RHAEELEZET) Lofilicky., 7
BRI 72 OREHRGICEHIERERITFEENRELT 2B8EZNRHDH T L10 F
ICRA R E AR A E O AR &2 FHT 25 81L. 72 N T/ 72 U BEER
TWRWER L, BENTW IS AEET 52 L, [1.2, 8.6 B3]

1.5 7 A2 U BT E OB ERED & 5 BE T 5 1EH 0 O KH®EIFZT ' F 72
J 7>z LT300mg LT ETHZ L, [9.1.8 ]

5. FRERAUR

(1

(2)

(3)

BT —5 8y r—
BB L

B PR 3E T S BR
RHER e L

ARREGRRER
BB L

14




(4) HREERIEAER

1

2)

ARG
EER e L

REMHBR
BB L

(5) BE - REBAEBR

PN R Tl

1) ERHAREK OER

PR e OB 1% DR 4 B /B 32 Bl L, 72 b7 R/ 7 = U EE 200mg & 2 i
MG Uiz, A2 (AL L) I3 Icxt U 71.4%(5/7), $kti# OEIRIZA L 56.0%

(14/25) Th o7z, BWEME LT, BEDOHERK, HEHARELS 1 FEROZN, VT
NHEZLEEEFEE LY,

2) BREICLARE, HREOER

OEBICLDRE, FEREOERAZ AT 2EF 34 flictL, 7M7) 7= U8
200mg % 2 SEWHMEKG Lz, AR (GRLUL) 3K L 66.7% (4/6). #Um
IZxtL 75.0% (21/28) Th-ol-, RIEMAE LT, BEOL»S X, IRK, FEHED
MR Sy Wi 45 1D 3 BNZERD =AY, Wb ALE 2 M8 &3 mE Lz 0,

QB L 2R R EOE R A AT HBE 216 L. 7 7 X/ 7 = U8 200mg
2 SEEAEE Lz, A2 (B b)) 13RI L 73.83% (11/15), $JFITxT L
50.0% (3/6) Tl -7z, BWERIZRO M7,

(6) afrIfERm

1

2)

ERRERE (—REARRRE, HREARRRE CRARMLRHRE), WEmTe
F—5R—2HE WEREREFRRONE
BAEE L

RRBEM & L TREFRONER L5 L 1-HE - RROBE
LR L

(D ot
R L

15



VI. ZE3hEIE(CRE9 HI1EH

1. EBEPNICEEHSLEYXRITILEYME

TI) 7=/ =R (=BT Y)

HEE  BEEOH 2L EWMORIHE « R, OB CELEZRTDHZ L,
2. ¥B{EA
(1) EREGL - EFRARE 1?2

T N7 X7 = OER O EMRTN OB T2 2T S Tun vy, TERERF
LTIk, THRMRERICERL, 7uxE 750D E/,. BT e/ A4 RZRIEZR T
o h= AR EICEEE RFTEEZ LN TV D,

(2) FEEES 1T HHBRAM
ek L

(3) YERFIREFR - Frigtrha
EER R L

16



VI. ZEYEhREICREd HIEE

1. meREDHS
(1) sRmEARZ M hRE
BB L

(2) EREREBR TR Sh-hBRE
A ) [ S B ©
TR NI 78 500mg [ om—) LEEHERFIEZ oA d—N—EIC kY ERT
W1gE (T M7/ 722 LT 500mg) fEFERA B MR A 5 U CIif R 2
{EIRIREZRIE L, S on-EpEiE X7 A —4% (AUC, Cmax) (22T 90%(5#HX[H
RIS TREEHIBIT 24T - 7o 2R, log (0.80) ~log (1.25) DHFPFHNTH v . MiFI DEY) Y

[F 5= MRS ERE S T,
(ug/mL) e TLEREFI
16 - (FPTERFIS 7108
ud - 500mg M7 I —1)
. o . TEERE

(3 0+ —JLEE500)

i

M AFE PRI N AUC, Cmax SED/XT A —H (X, #ERE OBN, (RO - R
DR L > TRARDWREMENR B 5,

®1. EUBENS A4

HEINT A —H BEINT A —H
A AUCo12 Cmax Tmax T2
(ng-hr/mL) (ng/mL) (hr) (hr)
R A
S ;ﬁ%ijl g 27.4195 11.4141 0.65 3.2
S e +5.8766 +4.9193 +0.47 +0.5
500mg o= —|
FE HE R 26.9679 11.1681 0.83 3.1
HaF—EE5 00 +5.4854 +3.7725 +0.77 +0.4

17

(Mean*+S.D., n=24)




(3)
BB L

(4) % - GARORE
R L

2. EMEEMB/TA—4
(1) MHHEE
L

(2) WRUSEEETE M
BN

(3) HEEEER
ek L

(4) HHBEE|Y
5ml/min/kg (AARHKF S [T RTI /) 7x))

(5) HME®Y
0.95L/kg (AARIER T (72 T/ 7=2))

(6) Z
BN

3. B&H (REaL—av) iR
(1) BAE
BN

(2) IRSA—STHER
EARRAA

4. IR
RGN EE N BRI S d, 1~2 %ISR m PRI ET 5, (A4S
R I7e s T 7=0])

18



5 o

(1

(2)

(3)

(4)

()

(6)

itk — BB
LRk L

I 7% — R B2 RE P sE @
EIRE D T v MG LIZFERT, 88WIRFOBIREIRE 2 HE ShTns, (VI 6.
(B)ithw) ZH)

L ~OBITHE
BB L

WHE~OBHE
Rk L

Z DHOBEA DBITHE
BB L

mREAFESEY
256~30% (HAFR S [T T/ 7x))

6. L

(1

(2)

(3

(4)

RBER AL R UM SRR O 1

TREHREBAL «

RETRRES G- SN T7 ' b7 X 7 = ORERREIIRELS 2285, 90~100%D 7 &
FT R T = ATV v RS (R 60%) . BilEiRs (K 35%) £IET AT
A ¥E 3% Sh, YEOTEFT I 723 CYP2EL 2 LC N-TkEF)L-p-
NV R oAy (NAPQD &b JAWEFAALHEND,

RBICESTo8B%F CYPH) OHFE F5XRDW
7T a A, FEE,. VAT A LA, CYP2EL, & F A4 b

PVEEASHROEREVZDOES
HY (24.5~26.5%)

REMOBEEOERR OB, FELE
BB L

19



. B
1g ZRENEG LIcla . BEEOK 3% P RE(LERD £ THRt S, 780 OREITEZER
HENTH D77 v B E AR UG E LTHtsh s, (AARRG 78 b7

10.

11.

2 T7x))

b5 URK—5—I BT B
LB L

BREICLIBRER®

HD (fiidshr) « RAME 120mL/min

DHP (&PERYE) : 120mL/min

CAPD (i T ANEMEEHNT) © 10mL/min LA T
BTSN T W0 EEbis,

HEOBREETSBE
BB L

Z Dfth
RHER e L

20



VI. &£ (fF)

1. B

I EDEESF) CET HIRHE

| KRS & Y BEELITREARRT 56 ThAH5CEISIEL, | BRE

1500mg =89
SHETEHRET 58ICIE. THMICHBESZHERI HILEERIIRETSHI L,
(8.2, 11.1.4 8]

1L2FXBNETE TR/ 7z U ECHOES (—RAEEREST) LOHAICLY. 7

it b A o4
F72/ 7z VDBERSICLKIEELHEENRERETLIEINANHDIEND
LNEFNEDHRAER TR L, [1.4. 8.6

5. Ch
. 13.2 B8]
(fias)
1.1 (VI 5. WEEAAMERE ZOHEE] KO VI 8. (DEKZENER & HIHER] &K
1.2 V. 4. MEROHEICEEST H7ER], VL 5. EEZQREARER L OB KO
VI 10. W&E#KE ) S
2. ERABRELTDEA
222 (ROBHEICIFBELAENI L)
2.1 HELSFREEOH HHEE [9.3.1, 11. 1.4 BH]
2. 2 RENO R XT LidBUE OREERE O H % B3 [11. 1.1 ]
(fias)
2.1 (VI 6. (FFFEREREESBE ) KO VI 8. (DEKARIER L MIHER] S8
2.2 M. 8. (DEKXAEIWEM L PIHER] S
3.

PEEN X RICEEET 5 FE & TDER
BREIN TV

AZERUVHAEICEET SR L TNDEA
(V. 4. HIEEROHEICEET L IEERE] 2203552 L

21



ERGEANIE L ETDEH

8. EELERMIEE
8.1 MRENGIR AT K 2 1M ITIRIRFRIE TR S HERIE TH 5 2 & 1 BIFIRRIED H i
NzEfrH 2 &,

8.2 HERNIFHEN BT L BEZNLRHDHD T,

& 1500mg Z# 4 m & TR GS
LHEIITESIF SRR E 21T, BEOREEL+SICBET 22 &, mARTR
< ELEMELT G EICH > TULEMMICITIERE LTS 2 NEE L, Fo,
EHE TG T 25672 EIIFICEZOREBE+2IBET 52 L, (1.1, 11. 1.4 B ]
8. 3 AR BICK LAKIZ AW DAL, ROFHEEETDHZ &,

C FEEN EIRORREA BB LT L,

S JFRANE LCR—0RFOEMEE20T 5 2 L,

8. 4 1B BICKT LAKIZ AWV D811E, EREUSNORIEL BB T D2 L,

8.5 MM DMRIR TR, L, WEGBHENRS bbb Z ENHHDOT, FHIEEE LD EilnE
TR B O BFIZBW L, 5 BOBEOREICHMIEET D Z L,
8.6 7 N7 7z EEHLMOIEREIH LianL S BEICEET L2 L, [1.2, 7.4 2]
8.7 7k "7 I/ 7xrDmMEHREIZEVE

TERE LTI - THRIAADLND Z ENRH D
AFNZBWTHREBROEWERR H bbb oBENnH Y, EXERF

LXBITERWBENNHDHDT, BE%
(figan)

8.2 IVIl. 1. *%

1 Hie&

R OIS

(ZRE D T LRIk
+ATWEEICERETH Z &,

i A
=
e
=

WA EZORAE | KO TVIL 8. (DEKZREIWER & WIHIER) &7

8.6 IVII. 1. BENALZOME | KON V. 4. AELKOHEICEET EE] &K

22



6. HEDERZRATHBEICKHTIEE
(1) &GHHE - IFEEFOHLEBE

9.1.7

9.1 ABtE - MEEEOHHEE
9.1.1 7ILa—LZLEEEHE

FFREER B &b < 725, [10.2, 11.1.4 BR]

9.1.2#R8 - BEXREBWKE - EREFZFICLDIILEFFUORZ, BKEKROHDEE

FREER S HbeT < 725, [11.1.4 BH]

9. 1.3HILHEEBRIITOREREDOH SHEE

FERDNEALIIHR AR T BLNDLH D,

9. 1.4 MRDEERIIZTDOREREDOHSHEE

FERNEALIIH R ZRT BTN H D, [11.1.5 ]

9.1.5 HIMER D % 5 BHE

M/ERERENEZ D 2 L2 D D,

9. 1.6 LEEREDHDEE

E%Z)‘S%'fEX lill:“z:éﬁ‘)‘iég%‘g‘é j;s%ﬂz)s‘ g?) 50

REXMBDHLHEE

IERNELT DTN H 5, [11.1.3 &

9.1.87RE ViR (GERXTO4A FEHRKEREAICL DMEREDFER) XIEZOBREED

HHEE
TAEY UEERBORIEIC T e A2 75 0D AR EERNEGE L TS EEX S
o, JERPEALIHEREZMETBENNSH H, [7.5, 11.1.3 HH]

9.1 9RPEZAHLTLDOES

PEIZIS U THEYZ2EA 2 L, B8z +oIATWEEICRE T2 2 L, RYYE
EARBMET 2B H D, [10.2 B

(figa)

9.1.1 V. 7. QUFHEEEZOHE] KO VI 8. (DEKXAFENEM & wIHIER] 2R
9.1.2 VI 8. (VEKZENEM L FIHEER) S

9.1.4 VI 8. (DEKRLRENEM L VIHIER) S

9.1.7 VI 8. (DEKRZRENEM & WL S

9.1.8 V. 4. MEKOHEICEET HIEE) KO VI 8. (DEKRZEWEN LHIHHER] S
9.1.9 V. 7. QPFFEELZOHE] SR

23




(2) BHEEESE

9.2 BHRelEERE

9.2 1 BEEXIZDOBRERODHLESE
B BEORE, BERRBOIEEZEET 52 L, IERASENUIFRZETBZN
H5, [11.1.7 ]

(fif#n)
9.2.1 V. 8. (DEKZENWEMH & WIHIER] &8

() FritrelEESsE

9.3 FFHkREfEE R E
9.3 1 ERLGHEEDHSEE
Beh L2 &, ERERERREZ E2BZhRH D, [2.1 BH]
9.3. 2 FEEXIEIZTDOEHEEOHIEE (EELFEZTOHSEEFLKR)
EENE T BENH 5, [11.1.4 ]

(fif#n)
9.3.1 [IVIl. 2. Z2gNRELZOEE] SH
9.3.2 V. 8. (DEKZENWEM & WIHIER] &8

4) £REREEEHTHE
BREIN TR

O

9.5 44w

PRI SUTAEAR L TV D ATREPED & D MEIZIE, RO U X7 Z2 B8 L, 1R EOFRIEDRfEIR
Pz B S M SN 5B IO RET 5 &,

SEIRE I O LN~ DI L RIRICEHREINE 2 Z 72 &0 H 5,

HERBHIO T v MG LIEER T, HOWIBMFOBIREIHERHRE ShTngd 9,

(figan)
9.5 [VI. 5. ik —RAEESF M) =

(6) R3Lig

9.6 =FLiF
B EOARERORFIRBOARMEZZE L. RILOMEOSUTTIEEHRE T2 2 &

24



N MREF

9.7/hR
9.7.1 BWEMORBUIHICIERE L, LEE/NROMERIZE EH 5 CEEICRET 52 L,
[7.1 ]
9. 7. 2 (RHAMKEIR, HAERKLKD S » ARMOILILZ R E LIAIMER L 2MEZ TS L
7o B ARRRRIL I L Tuauy,

(figan)
9.7.1 V. 4. HIEEKOHEICEET HEE] 2R

8) BmEE

9.8 EinE
BIEHORBUCHHIERE L, DENORGEZGT 22 EBEDIREBEZBE LR HHEEIC
BHILI L, BERDRH L DART VY,

25



1. tBE{EA
(1) GtRERLTDER
BRE I TV

(2) BFREELEDOER

10. 2 BEREE (BFRITEE T H &)

SEHI4 % B RREAR - #5851 HFF - felRIE -

U F 7 LA MDIERT v A FYEEREREA] (1> 8 | FEAT v A MEERERAILE O
PRl 0 A AP ATTaT o) T VF | R RE 7T oV AR ERRIT S 2

UALEOHHIZEY Y FULOMPR | LK RKEEY F U AOYE DD
ENREAL VFoLhEFEEZELEZED | LULTRENSEATLIEEZOLNT
WENRH D, W5,

F 7T R RARA fDIEART v A REEHRBYER (12 K | FERATrA FEERERATEO Y =
S =7 =R= AL E) T FT Y RRARFNONE | A2 7T D GRa il LK, 1
FT Y RE RAZWHTLZErmEsnTND, FUTREBSAE L, F7 ¥ RERFRAOHE

MAERICHTT 2 L B2 BT D,

Foa— (fRE) TLa—LVEBHRHRENTENT I | TAa—LERIZL S CYPEL OFE|C

[9.1.1 &#] Tz ERALLE ZAFREEZRD | Lo, TN I 7o o biFEME
L7z oWERH D, ERFON-THFN- p RV xR v
A I ~DIEPMEE S LD,

7= U R BB LA 7= U URiELAOERZERT 5 | ARPMIER SRS THEE
INT 7Y LENRBHOT, FRTHREEEICE | 752 LT, HuELA A s, 2
RN G452 L, DOFHRMIEH Z PR S 2,

NN B b OHEA O RYHEAE L, RN | D O 3H ORI EERIC

T )L EH— L RN FE S, FEFELZECLT | K0, TE T I 7= 0o liFs

Jx=hA ROLEDBRENRD D, WEFFON-TEF - p - F

7Y Rv oA I ~DOREPMEEES LD,

RV

A V=T TR

PUEWE EEORE FREEEZTHENS S | BTIEARRTHD,

LB Al DT b, AT 256 ICITBE
[9.1.9 ZH] AT, MEICERET LI E,

(figEan)

Toa—v (BGE) ROPUEWE. HiEAl VL 6. (DADHE - BRSO H 2 8E) S
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=I{EH

11. BI¥E B

WORWEHRH LoD Z BB DD T, BEEHIITITV., BEPRDO LNEHAITIX
BeHE2RIET 57 U EEITO L,

(1) EXLEIEREAER

1.1 EXAGENEA

N112avd, 7H7747F— (T HBHEAR)
av ., TFT74T7F— (WRINEE, SEHRL, LERE, FHHREE) Rebb
NoZENdH5, [2.2 B

11.1.2 hEMRKIRFEAMALE (Toxic Epidermal Necrolysis : TEN) . B 5 4k % AR i f& 3%
(Stevens—Johnson fE{EEE) . SHEARMERDERAE (Wb HEERH)

11.1.3 ImBRMEDFR FEERH)
[9.1.7, 9.1.8 &[]

11.1.4 BUERFR. FFERERES. BE (WL EER)
BIEATJ. AST, ALT, v -GTP @ EFSFEZMED ITHEREIEE . WHEAH LD Z L2 H
%o [1.1, 2.1, 8.2, 9.1.1, 9.1.2, 9.3.2 &]]

11.1.5 BRIk AME (B AH)
[9.1.4 ]

11.1.6 & MRM* BEERH)
Nk, R R, REN fifRE O BES NGO DN HEAITIE, T X R, M
#CT, MiE~—h—%0RE2EHT 52 L, BENRDONEZHAICITRS 2 HIE
L. BIERERVECAIOFRGEDBEORLEZITH Z L,

11.1.7 FEEEX. SHEEE (Wb HEER)
[9.2.1 /]

11.1.8 EFIMBBIEREIRE (BHEAH)
MIBHEIR & L CTRZ, BENRA LN, FICHHEEERE, U oo EEE, Ameksgn,
IR ERYE 2 . ALY SR B 2 0 O ERMEOHEEREUEIRR H bbb 2 &
HD, 2B, B FAINRZATA LA 6 (HHV-6) ZED T A NV AOFIEMHALZRED 2 LA
%<, BEPIL% LB, BE IEREREEEOERD RS 5 WV IELELT 5 2 &
NHDLOTEETDH &,

(i)

11.1.1 TV 2. ZAgNEEZ0#E ] S

11.1.3 VI 6. (VEPHE « BEEREEDOH 5 EFH ] S

11.1.4 VI 1. ERNEEZ OS], VI 2. ZX2NELZOES ], VI 5. EEREAL

EELZzoMm), VI 6. (DEPHE - BEEREREDO®H 5 EF ) KO VI 6. (3)NFHERER
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W

B
11.1.5 IVIl. 6. (DEOHE - BEERESOH 55 B
11.1.7 VI 6. (QEHEREREERE ] S

%

AN

(2) ZofbnEIER

1.2 Z DD &EI1EA

B A

1L | F7 7 —8, R, il EEREIR T (R O ER)
{H e an | LD - MR, BACRR

Z 2 il | SEECE™

E) ZoXkdER (BE) BAdbbilhaicid, etk o2L,

9. BERREERICRIEZTEZE
BREIN TR

10. BEFE

13. BEHRE
13. 1 fE4R
JFHRE « BN - DR OBIEN L Z o7 L OWMERDH D,
13.2 &
fig7s (IFFEEDOBRE) 12X, TEFAVRATA v OE52EETH 2L, [1.2 BR]

(fif#n)
13.2 VI 1. BENFLEZOHEHB] B

. BREDEE

4. EBHELEDEE

141 ZRIZAEEDEE

PTP @2EDFEHNL PTP > — M BHD H L TIRAIF 2 K 5488325 2 &, PTP > — M DFRARIZ
L0, BOSLAEAREREA~RA L, FICIIHRLEB I LTRSS BEE LA IHES
T EBH 5,
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12. ZOMDEE
(1) EREREEAICE D &R

15. 1 EREREAICE D < 1FHR

15. 1.1 ke (7 =FkFr) ORMKGICLY, MaRRELEZTZLndH 5,

15. 1.2 BB R OBEMIEROREEZFHE L= 2 A, HHULEY (7 =T ) ®KIE2EH -
REWHE (B AR & 1. 56~2Tkg, IRAMHIM 4~30 4) LTV ARZ W E DOHE
Nd 5,

15.1.3 JERXT v A FPEERER A2 BRI G ST DL PEICB W T, — R AR
LN EDREND D,

(2) FERRERERERICE D < 1H#R

15. 2 JEBRERSRER 12 3 < 1548
15.2.1 FEULAY (7=FEFo) 2RE - KRS LSRR T, BBRAENERDOH
L DWEDRD B,

29



X. JEEREREAERICBH9 SHIEH

1. FEHER
(1) FHREHR
VI RIS DA | OHEM

(2) RLMEETRBR
BB L

(3) ZDfthDFREER
REEER e L

2. SRR
(1) HEHRSEHERAR
7Y b7 7= LDso, TDLo™ (mg/kg) '

B B GHRRRE LDso TDLo
ek | — BN : 4.962 /N 591
[ e 367 10
S — 500
<7 A
N 300 50
AN 310 116
. & M1 — 100
AR
Ay — 100
JiE e 1205 200
_ LS — 1.45133 X102
A -
| 1944 15
BT — 60

1) LDso : 50% 38, TDLo : IKHHE

() REHSHLERR
BB L

(3) EEEEHR
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BB L
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X. EEMEIEICEY 5EH

1.

R HIX 5
BF) : BI3E (BE 500mg D)
BRIGY - B3

HRhAR
AR - 3 4

BERETORE
Brls - IR

B EDEE
BRE STV

BERITEM

BEMERLTA R HY

<FVoLEY : HY

ZOMBERITEM : (BEREEE) 7 N7 7=V Fra—) RSN~

Rl—Ris - FEI#h3E

J1 1 F—)LEE 200 + 300 + 500 (& 1A HIEK) |

T h7 2/ 78 200mg + 300mg + 500mg [~ /LA ¥) (GLaidsk)
T RT 27z <nF> GRERESE K %

ERESFAH
]
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8. WERFAZIFABRVARES, ROELNHFEAR, REMKREAR
s LG AR TE KRS E—— AR VL L Mo Bits
FHH F£AH F£HAH

TENTI /)T
#E 200mg 20248 H 15 H 30600AMX00211 | 2024412 H 6 H 202543 H 3 H
Mroo—

TENTI /)T
#E 300mg 20248 H 15 H 30600AMX00212 | 2024412 H 6 H 20253 H 3 H
Mro>—|

TENTI /)T
#E 500mg 20248 H 15 H 30600AMX00213 | 2024412 H 6 H 20253 H 3 H
Mroo—|

BEXEIHREM AERUVARZEEEMNFOFABRUEORE
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12.
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BELTHR BIEERAREABRVEOAR

BARSAN

BEEHM
R4 L

BEARHRICE T S8
AFNZE, FBFEWRICRET D HIRITED TV,
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JEA T B

A5 751 2= 3 iy . L7 NER
. . ) HOT (9 #71) B
W75, SEAM a— K . WP AT A
R o — YJ =—F) w5 Ma—F
TENTI /)T
$E 200mg 1141007F1012 1141007F1241 129796601 622979601
[roo—)|
TENTI /)T
& 300mg 1141007F2060 1141007F2060 129790401 622979001
Mro>—|
TENTI /)T
§& 500mg 1141007F3040 1141007F3040 129791101 622979101
Mroo—|

14. FRERGHLOEE

AFNT, BIA I W TINREORERNG & 2 DRFEEELTH D,
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1. SIAXHE
1) HH\YOE B AR T ERME#  JPDI2021, Uix9, 2021.
2) FENEEL : MEIC OV T
3) HAAMEE R EREZ B -+ /\SOE A AR R 7 i £, ) 11#EJE, 2021 ; C-146-C-150.
4) fENERL: TR NT I 72 [ m— ) ORIFREMIZ OV T.
5) fENERL: TR NT I ) T2 b [ m— ) OBEIEZERIZOWNT,
6) fENEE: 7B R T X 7 = U8 500mg [ m—] OEYFIIREMEIZ OV T,
T FENEE: T NT X 2 7 = U8 200mg [ m— ) OEYEEFRIZEMEIZ OV T
8) tWNEE: T N7 I/ 78 300mg [ 7> m— | OAEYFENFREMEICONT.
9) FNFSM M JERE L BRIK 1996 ; 30(7) - 1785-1790
10) =K sz il o ELRE & ERIR 1996 ; 30(7) : 1773-1777
11) A8 A : JERRE & BRIR 1996 ;5 30(7) @ 1779-1784
12) $aARFE A7 U =v 7 2012 ; 33 (2) : 218-226
13) PHMIFR fth - /NEBIOMESR 2. 2 & iR, 1983 ; 95-101
14) @IMEIEZDER © 7y R~y X~ UHRE SEYIRR O L BRIR 56 11 R, B
JE, 2007 ; 864-866
15) Ameer;B. ; et al. : Ann.Intern.Med. 1977 ; 87 (2) : 202-209
16) FHAMIE fil : BHTBE~ORIET A R7 v 7 [BHERIER (CKD) OXMiAE  &ET 2 i
2009 ; 187-188
17) REGISTRY of TOXIC EFFECTS of CHEMICAL SUBSTANCES, STN (2024.12 Hi{E).
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