#:2026E8 AET (E4hR)
* 20249 ASET (5530R)

B L EERE

BXHARS - 34

HAFERM O EES
871141
ARES HR7epAta
#£200mg 22600AMX00712000 2003%7H
#£300mg 22600AMX00834000 2005%7H

fREEER
PERNP=Z/ TV
FERPZ /T 1 V8200mg [JG]
7 h7P=Z/7x8300mg [JG]

Acetaminophen Tablets

1%

1.85

1.1 RRC KW EEGHESNREIRT 2BZTNHIHZ I &ITE
EU. 1B#E1500mgZE I RRETRIBIRS I 3155IC
(F. EHINICITAES ZER I DB EEEICIRSTI I L,

[8.2. 11.1.4 ]

2FFNETFERTZ/ TV ESOMDER (—RAERR
ZZ0) EOWAIRKY. PRI/ T VDBERSIC
KBEERBHBENRIRI ZBZINHHIENS. NS
DEFNEDHAZERITDIE, [7.4. 8.6, 13.2 B8]

—_

.22 (ROBEICEFEBELEWVT L)
2.1 EERTEEDH HBE [9.3.1. 11.1.4 BE]
2.2 KEIDBN N UBEEOBER DO H 5B [11.1.1 3]

3. #ERE - IR
3.1 #8RK
B TENPIJ TV TENT I TV
e 200mg (]Gl 300mg [JGl
18EH 18EH
BEs | AR 7ebh73I)7zr | HR 7EMFI) Tz
200mg 300mg
KA, RO —2, e FaFruileio—
WA | AL YAV F DI TLKE. ATT) VBY TR

Ty - A=)

3.2 HE DR

s TYrNT )Tz U8E TY N7 I Tz U8E
- 200mg (]G] 300mg [JGl
& - Al HEOEFRA D R5E HEDFEE
. fen 11\
e @) () e= —
[EXES 9.0mm 10.0mm
reE Ex 3.5mm 4.lmm
HE 253mg 379.5mg
FAla— N chll2 —
KMEFR |77 7y 200 JG| 7N TI/ 7y 300 ]G

4. FHEE IFZN R
O FEKRENUVIERICBI(T 2585
O TECREBE DR - 55
S ERER (REREIREHSIEEEJERESD)
O INRRIGEIEICH T B R - 15

6. BiENUHE

(BEREROERICS1T 2 ER)
BE, BALIEZ7TE N7 I/ 72 E 0T, 1E300~1000mg
ERORG L. B#EHREIZ4~6RE EET 5, 2B, Fil,
FERICE D EEIERE T 205, 1HAER L L T4000mg %= RE &
T3, o, EEEORSILEITSELZENEE L,

(R LTER ENHREIREZHIRM ETEXEZSD) )
BE. RAICE7E 73/ 722& 0T, 1E300~500mg
ZEAY 2. b, Ff. ERICKVBEEERT 5, 72720,

JFHEIE LTIH2EETE L. 1HEAIS0O0MgZRE LT 5,
F7o, EEBOBSIIBIISELTENLEE LU,
UNBRIEEIC BT D@ - fE5E)
WE. SHREOCNRICETE N7 I ) 722 & LT, hkElkg
H7-0 1EN0~ 15mgz=fEO#E L. H5HREIZ4~6KRH L E
L35, B, Fis. ERICKDEEERET A0, |HREL
LT60mg/kgZREL T %, 7272 L. BAORBZBA %\,
F7o, EEBOBSIIBIISELTENALEE LU,

7. HERUHAEICREEYT 58
7.1 GIRFOVNROL [ 5ROBRIETERDOEB D [9.7.1 BH]

1EH&E
R 7ebh7 S $:200 $:300
10kg | 100-150mg 0.55% =
1-1.58% 18%
20kg | 200-300mg | (PEFFPI/ Ty | (FERFI/Tzy
200-300mg) 300mg)
1.5-28% 18%
30kg | 300-450mg | (PEFFPI/ Ty | (FERFI/Tzy
300-400mg) 300mg)
7.2 [/NEBIBEEIC BT 5 MRE - S8 ] ORIBEXIIRIRICHTT 2

A&7z OFEAAEIE 7Y N7 2 7210 T500mg. 1
Hb7z 0 DBRAFBIRTE 73/ 720 L TI500mgTaH
%,

7.3 OB R E ORISR IT S ZENEE L,

TAEREETE N7 I 722 abMoE (—BAEES %
&) EOMHICKD. TERNT IV 7V OBEREICES
BELRHBESHKIRITL2BINIHS N5, BKICKRAERE
RIS BEBERAISOEARZMET 25E1E. 773
TIUHEENTVEWVWDPREREL. &ENTWAIEAIIHAEZ
BB E, [1.2. 8.6 2E]

7.5 7 A VBB IZFOBEROD 5 BEICNT 51 EDH /-
DOBRAFEIZ7TE N7 I/ 72& L T300mgll FEdT 5
L. [9.1.8 ]

EEREANER

8.1 BREETRANIC X B 1aRIERBE Clda WERETH A
ERPSRRBEESHNEINEIT T &

8.2 EELHEEVPHRIRT 2B NP H 2D T, 1HEELIS00mg
I EHECRIRS T 258 I EMIC T EERE 21T
W, BEOREZTDICBEIT LI L. GHETRS ELREY
BE59 25810 H > TIEMRICHEERE 21T  EVER
L, 72, BHETHRET 25584 CI3RICEBEDOIREZ+
DICBETBHI L, (1.1, 11.1.4 3]

8.3 SHREEITH LAAIZ AV 255I101E, ROFEHZEET S
hap
CFHE EROBEEEZERLEEGTAHI L.

- JFAlE LCE—DFEAORAR G 2#IT 2 2 &,

8.4 BHEREIH LAz AV 2551013, EWEELNOEE
LEET DL,

8.5 BEDMKIE T, E. WEsHENHEDNDZENDH S

DT, FICEEZH S SE ROVNEEIIHERIEREORE

IZBNTIE, BEBRDODEBEDREBICTIERT S &,

o]



8

8

O O

#%9,

b TENT I Tz eECMOEAHALZVESBEIC

BEIHZ L, [1.20 74 3]

T TENTI) 7 OEHERSICKVEERE LTERE -

THRIBHONEZ ENDH D, RENCBWTHRERBOBEIERAD
EbNBBENNHY . LRBEREITHES HLEERE X BT
ZELWVWBZENDHAHDOT. BRE+HTVERICRET S L,

HEDERZBIZBEICHIZER
1 GIHE - BEESF0HERE
AN P I-IVSERRE

HEEPHSHbNPT<4b, [10.2, 11.1.4 ZH]

28R - BRERE - BRESEEFCLIINVIFFIUREZ.

PAKERD S 2 EE

HEEPHSDLNLT < kb, [11.1.4 ]

A3 B EEEEN I ZDBIEEDS 2 EE

IERABEIIEFEZRT BEZNDDH 5,

.4 MRODEERZZDEHEEDS 5 EE

IERAEBIIERZ R BEZ NN H 5. [11.1.5 2]

1.5 HIMEAD &S 2 BE

M/NMEEEEREPRI S EFDH S,

1.6 DREEREDSH 2 EBE

FERDPEA I OARDPIEET 2B NP H 5,

N7 [EXIRRDSH B EE
ERPET 2B ZN P H 5. [11.1.3 3]
1.8 PREVU VIRE GERFTOA REEHRERRIIC L 3HEH

EDFER) XIFZDEIHEEDNHZES

TAY VIBEOREIC SO RY T VY U ARREEERAE
BELTwsEEZ2 6N, ERPVENIIFEZETBINT D
%, [7.5. 11.1.3 ]

.9 BRREZEHULTVDEE

MBS CCE ZREA 2 A L. BE2 T IlTWEEIR

HE59 5. BPYERZ AT 281 0H 5. (10225
]
1.10 EELBRE - FiEE (EELFFESZRLS) - BIfE -

REREFICLZEOTIVI Z VHBEODRRDS 5 EE
Ya sy I VBOGRIEEXIE VY FF Y REPEL TN
27:%. FEAWRSICEO O T LY I VBROBEEFEES N
FER 7= U F vy THRRERBET & F— v 2A0HHT 2
BENDD %,

EREREERE

2.1 BIEEXFZOBEEDS D EE

HREBORER. HERRBOERZERT 5 &o ERIEILX
BEFEZRITBINPH 5. [11.1.7 ZH]

S FRERRESERE
3.1 ERGHEENS2EE

BELEWI L, HEREREZE2BENFH S, [2.1 ZH]

S EEXFZOEEEDSGZERE (EECHEEDHSE

HZIR<)

HEEPET2B8ENNHL. [11.1.4 ]

5 iR

R SUIITIR L T W A MO B A 40EICid. IRD Y R %
EL. BB LoARESEEES LR EHEF SN B551C0
HEETH L,

- BRBIOTEADOERSIC I DIREICHIRE FEERE I 2 &

DH %,

RO T v MRS LEE T, BUIaFOBIRE [HE

wEShTwa !,

.6 7L

BEEOBRFREROCBARBORREEZZE L. HAOMEX
b2 ETT 5 2 L.

IV
T EEHOREBUCROER L. RER/NROBRICEED S

nEYEBICKRET A E, [7.1 3]

T 2RHAEAER, HERRU3I ARBOAR 2R E L

BRI OR2EZIEFE S UEREBRIIER L TV aL,

.8 SinE

BIFHORBRICRICER L, 2EP SREZHMRT 50 C8E
DREZBE LN LEHEIIRET S L. BIIEAPH DN
I

10. HE{EHA

10.2HAZER HACERTZ L)

HHIZE BRRIER - B W7 - T
1) F 7 LB fDOIERT T REERE | FEAT 01 RHEHASEEA]
REBUF L A (A RAF Y A | EBOTuRY TS5V
T 7 V&) T IF | ARENREIT A LICE
TLEOPRICED Y F T | O, REBY F 7 LD
LOIMPREENER L. U | B L. MHREN ERT
FILFERELLEDR | 2EEZIOLNT NS,
E0H 5.
F 7Y RRA | OIERT A REERE | FERAT O FEHEREA
PRA| EH (A RRF V%) | EBOTOaRY TS5V
t Ravoo | T 779 RRARAIOME | &z L K, B
FrYR%E | ARBHETAIESRES [ FHIEC, F7 Y RRFIR
nTns, Ao ERICHERT 5 &
EZZONT N5,
TILIA=) (K | TLI-LEZEBERENST | TV I—LERIZKLS
i) 737z %RAL | CYP2EIOFFEICLD, 7
[9.1.1 8] RECAFREERILE |2 NTI ) 720 oiFE
EDW|MEND B HEEREON-TEFIL-p-~

VIF ) A I vAORE
PEHES NS,

7= v R
|

TNT 7Yy
AL

7<) v RGUEIIAIO/EH
BT HIENDHDHD
T HET A EEEICK
5952¢&,

AHNH MR G SERALIC
BLWIEATAZET
BEIMA) % RS, FOH
BRIMPEF 2 RS E 5,

HIUNTEE Y | InsORAORRERE | 2o 0FEAOREEESRS
7z J N E | E FRYREERSFEE | ZERICED, 773
5 —)b SN HEEZELCCTL | V7o fFEEE R
A= N 55 EDWENDH B, N-TEF N-p-R2 %)
TRV A I UANORBEPEES
V77 ns,
AV=T7TYK
HEME BEOKIR NEZEL 94 | FIAHTH 5,
HUEEAl ENEL kB ENE. B
[9.1.9 28] | AT A& 3BE2 -5

12TV, BEEICRET 5T

&,
11. BIfERA

ROBEWERDH 5ONDENH 2D T, BEEZTFITITN,
REDVRO NGRR3R EG2HIET 5% CED G LE T

ST &,

11.1 EXZEIER
#1111 Yavd, PFIT45Fy— (WINGHERE)
Yavry, TF74 7% — (IFREE, 25, DEEF

&, EHZE) Pbobhbs I EWbHib,

(2.2 2]

11.1.2 hE4REIEFERIARE (Toxic Epidermal Necrolysis :
TEN) . FZEHERRERAEIRBEF (Stevens-JohnsonfE(®Ef) . &
MENFEEREERAE (V9L HEERH)

11.1.3 EREDFER (FHERH)

[9.1.7. 9.1.8 ]

11.1.4 BIERTR. FFSRERRE. BB (WIS HERH)

BIFERF#5. AST. ALT. v-GTPO_LF%E% £ FFikaEREE.

BENSHODNLIENDH D,

9.3.2 ]

11.1.5 FRRIKRIAME (JEEEAEA)

[9.1.4 ]

11.1.6 EEMEAR GEEARH)
MZW. FRIRREE, SR S OREENRD SNIBEITE,
P ICHREXAR. BERCT. M~ —h —FOmEZERKT 2

&, BEPROOSNIGE

[1.1. 2.1, 8.2, 9.1.1, 9.1.2,

I35 EHIEL, BIBRERIL

EVAIOBREGEDE R NEZITI &

11.1.7 EMER.

SHBEE (VLWIhLHEERR)

[9.2.1 BE]
11.1.8 BRI BHIEEIRE (B RH)

HER E LTHE, REDSASN., BICFHERE, U oN
HfERR. BIMEREND. FEEERIEZ. B D SERHBE 2 S
BHEEOBEELZBBERPHSONAIENDH D, B, b b
ANURZAT AV R6 (HHV-6) EO 7 1 IV AOFEELE S
ZENZL, BEFIEB LI, FE. FRERESOERY
S HVIBEETHENHHLOTEETH &,



1.2 Z0f0EIER

SN
Mg F7 7 —X, MVMRIEAD . T MREREE T (HI R o
WHE)
2R B - B, BHRR
Z DAt B )

F) ZoES LR (BE) Phosbnifaicid, #5xHik
T5Z &,

13. BEES

13.1 fEIR

T - B - DEOBEESE > - EOWED D Bo

13.2 \0iEd

fRE (FEEOBESE) 1. 7TEFILYATA Y OREL2E
BdHrZ e, [1.2 28]

14. BRLDER

14.1 FRIRMFOER
PTPEEDRKANIPTPY — b A SWO H L CTIRAY % £ SR
95T &. PTPY— FORBKICE D BOLH AR A
FIAL. BICEEFLEB I L THERARSOEE & A HHEZ i
RTH LN DB,

15. Z DD

15.1 BRBR{EAICE D < 153

15.1.1 EOULEY (7 = F€F>) ORERSICLD, MERR
BERCT LN BB,

15.1.2 BERUBERESOSE 2 AL L-EC 5, BOLEY
(7xFEF>) WAEEN - KRICER () QRARLS
~27kg. BRAKIRI4~306F) LTV AN S EDBENS 2.

15.1.3 JE AT 01 NEHAEEA & REIRHES S h TV ARk
BOWT, —HHNEAREPRO 5N EDRENH 5.

15.2 JEERERELERICE D < B3

15.2.1 BEULAY (7= FvF>) 2EM - KRZE L ABNE
BT, BSRESTED N EOREND .

16. EYEEE

16.1 MHEE

16.1.1 EMLHFES IR

7T M7 37U 8E200mg [JGl & Ahu+—ILEE200% . 7
O2AF—=N—FEICEDZFNETNIE (P77 L
T200mg) MERER A BT IC 2 E SR 15 L C g7 &
NTI) T VBERREL, 85NN ST A — 5
(AUC. Cmax) 125\ C0% EMIKMIEIC THEHENT 17>
7452, log (0.80) ~log (1.25) OEENTH Y., WHIOL
MENASESRER S 72,

(g mL)
B3
jf —e 7L F73IJ 72 48200mg NG
; —o— /71 F —L$E200
8 Mean* S.D., n =20
7
)
7
sy
v
B
0 2 4 6 8 10
#5148 DB (hr)
HENRT A =% BEINTA=¥
AUCO-IO Cmax Tmax ti2
(pg-hr/mL) (ug/mL) (hr) (hr)
IR AV VP ENS 0.6 3.2
200mg []G) 80£L2 | 27205 | 404 | 206
0.7 3.0
#18F—JL§E200 8.5+1.9 2.6+0.3 101 105

(Mean =S.D., n=20)

MEEFEEN NMICAUC, CmaxEn/ /85 X —7 13, #HEEDE
R ARTE OB - REEEORBESMFIC K > TRZ 505
BH 5

16.5 HEt
REWEFICRPICHRt S N5, BEBRASEI4GICT7E T
2/ 7 x 500mg &R BEH S LR, H580580%0
BSR4 % £ CICRPICHRt S h 7z Y,

6.6 HENERZEIDEE

16.6.1 FrikaElEEEE
FEAEBEIIERERAICHRTAUCHEIZEL, ZUT7 IV A
HMEL . EREBHIEL 129 WEAT—%) .

16.8 Z Dfth
T M7 37 058300mg [JG) 3. [EEARZ5ED
ETESFN OEERFEEHHBE T A R T > (PRI2E2H14
H:EEEFFEAT) | ICEDE, 773/ 7 1 V§E200mg
(1G] %A U & &, BHZEHICED ZEMENICHE
HLALBENTY,

17. BRRA S

171 BHRERVURLEICET SRR
<tERfamEEg0ERE>

17.1.1 EPEREREER

B R OB OREEE T HEHE32IH L. TE N7 I

7 1 V$E200mg # 28t ERIRS L7z, AR (BRIl L) 13

It L71.4% (5/7)  REHROEREICH L56.0% (14/25)

ThHotz. BWERE LT, BEOHEER. BRI REZE 1]

O, WThbLUBEZBEEETEELEO,

<RABIC K2R, BEESOERE>
17.1.2 EMERREAER

(1) BREIC K AR, HREOEBEET HEE3MFNT/F L.
T RT3 7z 8E200mg % 28EEARS L. AR
(BRI L) 3BT L66.7% (4/6) | $EFEICHN L75.0%
(21/28) TH o7z BIEHEL T, BEDLIOE, R
Z TEEORERSUWAEIFIOGNRD /20 WIFNHAL
BrREEETEELED,

(2) RBIC K AR, HREOEBEEET HEE2IHIT/ L.
T RT3 7z 8E200mg % 28EEARS L. BHR
(Bl L) 3@t L73.3% (11/15) « #EIca L
50.0% (3/6) TH -7z, BWERIZRD N -728),

18. EPFEIE

18.1 fEAER
TY T I 7 2 OIEHOERER G KT 582 I3 A
SNTVZLA, (EFAKFE LTiE, PIREMERICERL, 7
URAYTT I VAR hrFh ) A4 RREFRRE O b=
VEBR G SICEEERIETEEZONTWVSY,

19. B ICRET 2EBLZEHNAR
—%E9&H : 7 7 3/ 7 x> (Acetaminophen)
{E%% : N-(4-Hydroxyphenyl)acetamide
2FR: CgHoNO,
PF=:151.16
% R HEOBENIEREOH R THSH. X¥ -
FL =)L (95) ITEFRT <. KITPRBITIC
<Ly VIFILI—FTIIHBD THEFIT Vo KER
b b U LHKICET 5,

OH

B =:169~172C

22. @
(PR NP/ 71U8200mg [JG) )
100%¢ [10%& (PTP) x10]
1000%% [10%E (PTP) X100l
(PEM7=/7x8300mg [JG] )
100%¢ [10%¢ (PTP) x10]
10008% [10%E (PTP) Xx100]

23. FENHR
L)FEMIR  th /NERIOES2 (M7 L iGEH) 19835 95-101
2)HNER - AR FESERHER (200mg)



3)KPEEASA fth : ERECERR 1993527 (11) :4310-4321
4)Zapater, P.et al. : Aliment Pharmacol Ther.2004 ; 20
(1) :29-36

S)HENER © AMERIRSEEE (300mg)
)RR bt EBEEERR 1996 ;30 (7) :1785-1790
)= = M EREEEKR 1996530 (7) 11773-1777
)FIE At BRECERK 199630 (7) :1779-1784

) ==

) REE : XA Y =w Sy 201233 (2) :218-226
24, XEREERERUEVLEDESE

HAYz ) v 7tkl&tt BES IHEHRE

T108-0014 REHEXZATH33FLLS

TEL 0120-893-170 FAX 0120-893-172

26. SUERTHREE
26.1 BHEARSETT

Ghosei Rk BRIz St

wm e ®mE FF R 92 #F #b

=

*26.2 BRFETT

@ BAYIRUvOKRASH

RRPLEXZATBEIIB11 S

583959000-008



