% 2023410 HGET (55 1R

Bk SR

HxhEAR : 34

BAREmm T EES
871141

ARES | 22100AMX01948000
ER7EBa A 201041 A

NN EGERE
TEbrT73I/77 1 8%

HOF =)V 4508 H 50

CALONAL® Supp. 50 for Pediatric

I

H

1.0 FENCK Y EELTHREBEPRETEIE TP H50
TEETHIE, [2.1. 8.6, 9.3.1. 11.1.3 3]

12FFETERNTI/ 71222850 MM0OEE (—RAESRE
mEED) EOBRAICKY, PEMNT7I/ 7 CDBEE
SILL2EELTHREREI RIRTI2b TN HDIEh

5. ChoDEREDHAZ#®ITH &, [7.5. 8.4, 13.2
el

*2.
2.

B (ROBHICEBELEVIL)
1 BERFHREREEOSH 5 8% (1.1, 9.3.1, 11.1.3 &
1]

2.2 RENOBI L BHEOE O BFERE O H % &
3. #ER - MR
3.1 #ARR
W5e44 71 10— VAEFI /N B 50
BRI (HR) 7+ 73/ 72>
1A 50mg
I hnFA N—F7 7w b
3.2 REIDOMR
W5e4 71 8 F— VAN 50
RN AHENTE O~ R E O T WIEOLHKI T, b
JE A BT %o
T
k4SiA T
——20—H
T 0.7g
YE R 34.5~36.5C

4. WHEEXIIFHR
NERSRIEIC B T B A - $HE

6. RERUVAE

W, LR SRR ONRBICIET e T I ) 7 v LT, KR
lkgd 72 0 1H10~15mg % B PIZIFAT %0 %5 k@34 ~6;

FILLEE L. TH#E & LC60me/kgk REE T 5. 2B, 4Fil,
SEIRIC X 0 EEIEHS 2o 72721, MADHEEZBA 2\,

7. RARVHEICEET 338

74 1AHSGREROBRITROLBY ., [14.1.2 BH]

1[0 &=
#E FE RT3 T2 ]
Skg 50-75mg 1-1. 518
10kg 100-150mg 23

7.2 [/NVERREISC B 2 e - B | o®EE - AR 21D
2V OmAHEIZTE NI 722k L T500me. 1HH72Y
ORKHEIEZTE T/ 7228 1L TL1,500mgTdh b,

(F) AHNZNEHMEAGERERTH 5o

7.3 BMEEICH LAK Z TV a5a12E, FAlE L CENHRYS %
BFHZE (FAIE LTSHUNIZERS 2 &),

7.4 MO EEREH] & OBEHIZET 5 2 L2 F L,

7.5 BAKER R MHGERASEOMAH 2R T 281, TE F
TI) 7V EINTORVRMERL, SEN TV LE16F
TS & [1.2, 8.4 ]

*7.6 7T A VIEEXIZFOBMEROD L EH ST A1EH 7Y
DIRKHAFR T I T7 I/ 7200 T300mgll FE$52 &,
[9.1.5 &MH]

8. HELEAKIEE

8.1 MEERA A X 2 I LE R Cla e CRHERLE CTH B 2 &
ICHEBETHZ L,

8.2 SMEBEITH LAKI A V2 HE121d, ROFIEEZEET L L,
C BB BEROBREEERELEGTLI L,
CFERBERHNIEINEIT) 2 Lo

3 OBEOMRIE TR, BH. URGHERS S LS DD LD

T HFICEEE RS miE L OVNESE LR R B o B ICB

Wt HEBOBZEOREICHIEETL L,

A RFNETENT I 72 v EEGMOER (—RHERNE &

) LOBREICED, TREMNT I 7y O0BEREIC L AEE

TR ENBHT 2 BENEH LIS, THFT I

T EEOGMOEFREFH L 2L ) BEICBETL L,

[1.2, 7.5, 13.2 ]

S TN 7 OEHERGICEVENERE LCHER - T

HRARSNDLZENH Do KFNZB VT REBROEIET RS 5 b

NBEBENDH Y, FEGEREHE D ELEHER & XBITE 2w

BENYHLOT, BIRE+OTWEEICERG T L,

6 EELITHREEENZEHS 2BENM0H L0 T, EPKGT5

BB H o CXEMAN IR 217D 2 L 272 F Lwv, (1.1,

11.1.3 4]

7B LARH & W B IGE 2. ERE DS o

EETAH L,

HENDEE2ET58FICHTER

EHHE - IEEEOH 2 8%

A MEOEELZDEREEDH 5 EE
SERDEAL I FEZRTBENAH 5. [11.1.5 3]

9.1.2 HMMERD & 5 BHE
MM RERE AR D Z DD D,

*9.1.3 DIBEEREDH 2 8E
SERAEAL A O EPEST 2 B2 N0 5.

*9.1.4 KREXHEDH HEE
SERDEALT 2 BEND D 5. [11.1.4 BE]

%9.1.5 PAEY UIEE GEXFO4 NHERERHIC L 2HERE
DFER) VI ZTOBREEDH 5EE
TAEY UEEORREIC TR AY 7T T A BREE R A G-
LCTWw3EEZ LN, IERPEIIHEEZRTBENDEDH D,
[7.6. 11.1.4 2]

9.1.6 7/ OA—ILSEERE
FHEBEREE DD 5 b &b, [10.2 2H]
(GF) AHNZ/NEHMEAGERERTH 5o

9.1.7 8 - EREBERE - BREEZILLZIINVEFACRZ. B
KEKRD & 5 HBE
JFHEREEED D S b d < kb,

9.1.8 BPELEAHLTVIEE
PEIE U CEY R PUEA 2 0 L. B2 T T W EE I
Hynz b, BYSEE AT 2B E0W0H 5, [10.2 2]

9.2 BgEERE

%9.2.1 BHSEEEEN I ZOHERENH 2BE
HHREORE., HGMBOEEYEZE T2 Lo EIRIEAIL
FR2ETBENED S, [11.1.7 ]

o

9.
9.1
*9.1



9.3 FHREREERE

9.3.1 ERLITRERERE
BH LA, EEZREE L2 BENMNH L. (1.1, 2.1,

11.1.3 /]

9.3.2 FTREERER 3 ZDEIFEDH 3 BE (ERELITHERED

HBBEERS)

FEEDTEAL T 2 B 21D H 5o [11.1.3 ]

9.5 1tim

TR OUIIEAR L T B W RO & B WIEIZIE, (RO A7 %28

L.
G952 &,

i EOH R ER LT R 2 LI S MDY EIZ DRI

 EARBIH DO LA OF T L) R ICBIIRE IR 22 2 5 2

Db

HRRGRII O T v MG L2 FEERT, 55V IR O BRI
P SN TV DY,
(7)) AANLNRHHBGIRATD %o

9.6 Il

RO ORI OBE 2 ZE L. AL ORKGUS
FIkE MR A 2 Lo
() AANNRNEBGIFATD %o

9.7 MNEZE

9.7.1 MR AATEIE,

CHEEIIHRGTH

9.8 EitE

PR U337 ARMOLRENRE L
A - R ERRE L UBRRSERIZFERK L Tw v,
9.7.2 BFMOFEBUIFHIER L. LER/NROFINIZE L0 5 7%

&O

9.8.1 LN OHEGEHGT 5745 EEFOIRELBI% L 25 HE
53628 BWEA S 5bhed v,
9.8.2 HINEHDFEHIHFIERE L. LERDROFEHIZE L0 5 7%

CHEEIHRGT S

ko

(%) AANLNRHHBGIRATD %o

10. HHE{EH

10.2 GHAEE (BHRICEETSR L)

HeH 4455 ERIRIEIR - #5187 e - fakrA T
1) T 7 2 HF) DI EAT O A FHEFEAT O A FHE%E

JRERY T L

WA (2 F
LA VINEE vl
T vE) T, )T
vLahHETRELE
DEED D 5 o

WHEIEED TRy 7
VR X il
HZEIZXD ., KR
F 7 & O HEE A
L. IMHEEDS FA§
Z)t%‘/%._g);h«/(\/\%)o

T 7 RAFRHA
vt Fozous7y

VN

foIEATT A R
MR (12 F
Ay UE) T, T
7 ¥ RRFIRA OE
iR i oS N
s ENT WA,

AT O A P RE
HIEBOTa Ay F
TV AR EBIHL
TR, MR A E
Co F7 2 FRFURFA]
DOPRERICHE LT 5
LEZLNTWD,

T a—)v (BiE)
[9.1.6 ]

TV a— )%k
HZHR TR NT I
TJrrreRALE
AR EE R L
T OWEND 5,

) ARHFNE/NE R
BRI TH Do

T a— )VERIZ X B
CYP2E1®#H#E |2 X
D, 7 +73I /7=
L EEE R
N-T T -p-
X A3 U~
PEHE SN D o

7 =) ¥ ARPEE A
TNT 7))
A

7 =) VAP
OFFM & s 5 2
LB DHDT, HE
5% CEEICHEST
’9‘—}:}:&0

ARF AL 2 kG A
MIZBVTHEETAZ
&L PLEkInA) % b EE
S8, FOPUEIMmIEH
IR S5,

NN EE
T /NI EF =)

IS DEF D EW
LYl BN 1

Z A5 DHEFH) O A
FHEEHICEY, 7

Jr= b ERELRTL BB NT I T rhb
T IRV L DOWMEND o % RON-7 &
V77 rET Y F-p-N¥ S F ) v
AV =ZTYF A 3 O
b,

PUEPIE. PURAD |08 ORI T R A R B IEAH TS %,
[9.1.8 Z:H4] CTHENEL LS

e, TS

WA ISR E 5
ATV, EEICES
ﬁ_%:to

_9_

1. EMER
ROBNEHRDRH 5bN B EHHDHDT, BEEEH5ITv, B
FHRRD BN YT G 2 k9 5 7 EEU R E AT Tk,

1.1 EXAREHER

NAA 2avy, PF747x2— (WL HERH)
Yavr, TFI74 7% — (FRKEE, S 0@ifl, mE3E.,
KBS BHOLDONDLZ LD 5L,

11.1.2 PEHREIEILFAE (Toxic Epidermal Necrolysis :
TEN). REFEIRERE (Stevens-JohnsonfEfZEE) . SMAR
MRS MIEARE (9D EEARH)

11.1.3 BUERFR. FFEEEEE. |/E (WIS HEARH)

BIREIT 46, AST. ALT. y-GTP® 5445 0L IFkkpepss, #%
JEDH S bNDLZENH D, [1.1. 2.1, 8.6, 9.3.1, 9.3.2 &
1]

11.1.4 IRRRIEOFR HEAH)

[9.1.4, 9.1.5 ]
11.1.5 FERIEKIRAE (BHEEARH)
[9.1.1 ]

11.1.6 BEEMMMRE BEAH)

WMk, DRURRIEE, B, i O BE SR SN AT #
R XAR, BECT. Mg~ — 7 —EomEr Eitid 5 2
Lo BEDHOONIHEIEHTG EFPIEL., BIERERLVE Y
HlOPGHEO@EY) 2 ME %179 Z &,
1.1.7 BEMHELR. aSMBEEET (WINLHEERY)

[9.2.1 ]

11.1.8 EFIMEEBAEERE (HEAN)

EIRE LTEE. BED A SN, TIZIFHERERE. V) >/ SH)
JERE. FHMBREEIN. GFERERYE S, BN LOoSBRIHBIS A ) R
MO EE L BEIEIRD D S5 bNDL I EDNDH B, LB, b AR
A4 )VA6 (HHV-6) D A )V ADFEMALZ LS & & 9%
L BeG bR L 5B, R IR B O ERAHIRD 5\
BEBIEALT D2 ENHLEDOTEETLHI L,
1.2 ZOMOREHEA

N
W ECES 9, FT ) —F
I IR A
s AL - MR, AR, THL TRAE, fHE

) ER (BHE) PS5 bNIGEIldEG eIk T s 2 L,

13. BEHKRS

13.1 fER

Tl B O OB Z o 72 & OFHED D B o

13.2 @&

i (FHREEEORRES) 1, 7Y F VY 254 v 0ik5 %
ERTHZ L, [1.2, 8.4 BH]

14, BREDEE

141 EZHHRSHOIE

14110 KR ZMHS 03, TEL720EL T € THT L,
14.1.2 AFZH) 5 I2id, ITUESOFHZWVEEL, Lno
EOEHPLTIHNT, LHZHY M. b, 122 HV2
BaIid, AE RIS 5. [7.1 2]

14.1.3 B AR ZR ) M L7228, KRWITA SILM I3 <l
AT BT L,

15. ZOMOEE

15.1 ERER{ER ICE D <155k

1511 HOMLEw (72315 y) ORMESICLY, miRE
FHERITIEND 5,

15.1.2 B R OBEEOBFZzMWEL 2L 2o, HEULEY
(7xFtF ) 2RH - KREICHER () RIRAEL 5~27kg,
HRBHIA~304E) L CW 7 AR B L O H 5.

15.1.3 JEA 7 0 A P S H & REIM S ST 5 KL
BT, —BRRANEDTRD STz & OHL D D %o

15.2 FEERPREERICE D 153K
BOLa (729 t7y) 2EN - RERS L2EWIERT,
A 3T BTz &L DEE D B> D o

16. EMEEE

16.1 meEE

16.1.1 &EMFHIEF MR

(HOF— JU 8|\ B FI50)

O ARG —N—= LY EEERABMEIC, a g — VARFNE
FA50& 7 v AR FINB FIS50mg % 7 302 AUk £ Ry B[] 1B A 4%



%‘L Lt EEX,. TRNTI 72 /@mltfﬂ;af@&?fﬁ%ﬁﬁm? 24, XEREERERUVBEWVEDHESL

FIILDToOLBY)THY, HONTEYEHENT X —¥ 1 B s R Ak
(AUC Cmax) | ouxfﬁnﬁrﬁﬁﬁ%ﬂot, B WEH 0 A T104-0061 FEETHEL UL 4REEDU T H 12155
RS EATRERR S 722, TEL : 0120-137-413
HENT A =4 BEINT A —F S
AUCo-24 Cmax | Tmax | tiz . RUEIRTEEE
(ng - hr/mL) | (ng/mL)| (hr) (hr) 26 1 BHERRFETT
70— VAEFINIE0|  2583.51 | 383.83 | 2.6 | 2.95 O HUBEMRAELE
(%%’JSOmg\ 14#) +592.11 +81.10| =0.5 | =0.62 EEMMPRREBEEEMTEHI2EISS
7 v e N NR F50mg 2608.17 378.41 2.8 3.25
(ﬁéﬁ'JSOmg\ MED i59791 i9709 i07 i095 (;QE%,laﬁa*E>
(Mean+S.D., n=14) = EADUH T
(ng/ml
o A
o 40 f o AOF—LLANRFAS 1@ )
8 400 - 72 E/NFINRA50me (L HI50me 1B
% 350 (Mean£S.D.,n=14) &
£ o307 RAEZEY B3I, TFTUESORESEZWOEHL, o X )ik
5ol WMOEHEHDHFIEC T, AH WY HF. 2b. 12M@ % Hw
7 ol B EITIE. O &) 1IZAF 2 RO IS b o
é 100 +
B 50 H
o e -
0 2 4 6 8 10 12 14 16 18 20 22 24 (hr)
RSO
17. ERIRRIRE
17.3 Z0fth

CNBRRISEISIC B T B EE)

17.3.1 /NERFHEE IS BT 23X T B EERERA RS
38 5C L LD FE# % B 7/NE3IBNxT L, O F— VAEHF %
6~9mg/kg/ A% 58 (1261) £ 10~14mg/kg/ ¥ 5 (19
B) OB T TG L7z, RBGIROERZE AR |
6~9mg/kg/ ¥ 57 CT66.7% (8/12), 10~ 14rng/kg/.3]¢x'§=ﬁ1é
T68.4% (13/19) TH o720 BIEMIEFED o723,
1) ARHIOKR I N-HEE, RElkgdh 72 ) 1A10~15mgTh %,

18. EERpEEIR

18.1 1EARF
T N7 X7y OVEROIERE 2 AL R 1 e I3 E &
NTWWwAS, EREEE LCid, FRMERIERL, a2z
YT BT YA FEEER IO b= U ES)
R ENWEEERITTEEZ LN TWAEY,

19. B2 ICEAT B EBIEZHENR
—f§& : 7 b7/ 7z (Acetaminophen)
b5 4 : N-(4-Hydroxyphenyl)acetamide
SFR - CsHoNO:
SF= :151.16
BERX

OH
o [T
H:C N
H

MR BRI EOR R TH L, AF )=V iTT
7= (95) IZHEIFRT L KIZRREITIZL, Y
IS IV T — T IVIZHRD THEIFIZ S v KL N1 7 A
AMIET 5,

B & 169~172T

20. RV EDEE
FNMEBIEMR IZE S H 2 B TR 2 XTI RE 5 2 &,

22. Ak
50 (51 (79 AFv 2 ar5) x10]

23. EEX#k

1) MRIAISE Al NERt OS2 (B & iREL) 1983 5 95-101
[SYK000835]

2) HWABEE (Fr) HNER - 0 — VARF NS00 4 ¥
1 7] S5 A ik

3 B LA 198721 (13) 1 251-256
[SYK000405]

4) BARFEH A vy =v Yy 2012133 (2) 1 218-226
[SYK012768]

0711D-23TA



