* 2026 4= 8 AT (5 3[R BARIZEBANEES
2024 4 11 HUGTGE 2 1K) 871141
B SRR 50mg 100mg 200mg
ESNRT . 34 AES | 30200AMX00730 | 30200AMX00728 | 30200AMX00729
BR5EREMA | 20114E11 A 2001 410 A
INR g EERE
T 72/ 4F]
TEbT72/7x 2RIINRE 50mgl &4 I )
T 72/ 2% /INER 100mgl 274 I |

TEb72/7z 4% /NR B 200mgl 4 T )

Acetaminophen Suppositories for Pediatric 50mg=100mg*200mg “SIOE”

1. & 4. FHEEXTHHE
1.1 RENZ & Y EELGIFHEREENIRIRT H65ThH INBRMERC BT AR5 - tEE
HEINDTIFETH2E,[2.1.8.6,9.3.1,11.1.3
SHE] 6. AZRUVAZ
1.2 REETE LTI/ T 0EETHOER (—H& WE, IR SRR OVNRCIETE R T I 72 LT,

AH 1kg $7- 0 1B 10~15mg Z EIFPIIRE AT S,
BeE5MMEIE 4~6 BEELEE L, 1 BRRELE LT
60mg/kg ZIREEL 95, 7o, Hn, ERIC I 0 E
KT 5, 7277, RAOHZEEBA 20,

RAEERZEL) EOHAICEY, 7T/
TIVDBEREICKDIEELGHEEREN
BRI DBETNAHEH_ LMD, TNHDEHIED
GiRAZETSH T &, [7.5, 8.4, 13.2 3]

1. BERUVHEICEHET HFE

2. 25 mm%%mma LN &) ;
1 %%iﬁ}ﬂ:&% @%6%% [1 1 9.3. 1 11.1.3 7 1 1 E&%i@ﬁﬁ&i??ﬂ@&% Do [14.1.2 7;}3%]
HHE] 1 [ &E
2.2 AAORAN K LIBBOEOBEEED B 5 B IRl | 7 Eii% 50mg | 100mg | 200mg
3. HARK - K 5kg | 50~75mg |1~15f#| 0.51#H
3.1 4k - - - 10kg | 100~150mg | 2~3 {8 |1~15fH| 05
T N7 /| TENTI ) ITRENT I
%;f Sl NI 2o | ] 1 20kg | 200~300mg - 2~3 18 | 1~1.5{#
Z‘ 50mg (A= |100mg ! 4 =] |200mg [+ 4T ] 30kg | 300~450mg 1.5~2 &
1T BA D@ET BA 1@ET BA 1.2 DUNEREEICIS T D8 - 851 DOZIRE - 2hRIC
A e b7 R T R L BB 1IElHT ) ORIHRIT L T2 )7 =
5| /7= 50mg |72 100mg |7 = > 200mg L LT500mg, 1 HHY DEKAREIZTE T/
7= & LT 1,500mg Th b,
& P ) AANL I ﬂ%ﬁ&nfﬁrﬁlwpé
£ 7 7.3 AMEERICH LA E AV S 8EaIciE, FRIE LT
REVT D 2 Il
3.2 WEIOWER %Ej}?ﬁ%g THZE (R Jk L’C5 HLIPIZER 5
TR N7\ TR |ITRENT I . . .
1.4 HhoOVERERAlE OOFRITHT S Z ENEE LU,
A D JH . JA . JH
W | Zecs g R s A IR T 15 pamEmmmsin ORI S,
Egg %ﬁéj e TERNT T = REEN TR DR
. \;Ff ” ﬁé;)ll BENTWDEHAIIIRART 5 2 &, [1.2.84 23%
O A LU ZE SRS 7.6 7 A Y UL Z OB 8 % BT 5
ﬁ‘ 2 A 1[EH7=0 ORKAEIITE T/ 72 LT
WiIREAT 2. 300mg LLFE9 52 &, [9.1.6 BR]
we | > | > | >
— 8. BEULAMEE
R 20mm 25mm 26mm 8.1 FREMSAINC & 2 MM LR Cla7e < RHERRET
[EKES S8mm Smm 10mm HoHZLITBETLI L,
iy 700mg 980mg 1,300mg 8.2 BMEHABICK LAKIZ W A5A12IE, IROFIHE
ol o EETLHL,
SR i ol o BN PERORE R EE UGSk,

cFREER HIUX N EITD 2 &
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8.3 WEDMIE TR, M., WEAHIENH LIS
ZENHDHOT, FRTEEELE D Rl L OV
ITTHEEMIRBROBE BN T, REZDOBRED
REEICHEET D Z L,
AENETENT I 72 EToEs (—hixH
EIEGLEETY) EOPRIZEY, TR NI 722D
WEFE G L 2 BRI E VBT 2 B 2N
HDHZENS, TENT ) 7z ETefh DA L
PERH LWL S BEICHEE T2 2 L, [1.2,.7.5,13.2
S

TR I 7z OEMAERGIZEVEERE LT
I8 « THIAALNDZ ENHD, AFNTHBNTY
FERORIWERN S DN 2BFnhH Y, FXTEREIT
PED HLEHIEIR & KB TE RV BZENRH 5D T,
BEa+m TV MERICRE T2 L,
HERITHREREENEIUT 2B8ZNMRH DD T,
EH# G 5580 H - TULEMBICITHERERE 2
1752 EMLEE LV, [1.1, 11.1.3 /]
BRI LAKI A AWV 2855121, Rk
DS OFREDBETHZ L,

8.4

8.5

8.6

8.7

9. HEDE=ZHITHEEICHT HFE

9.1 BHHE - MEEZEDHLHEE

9.1.1 EELEREE - ITEE (EELFEEEKR) K
MfE - FEBEEZSHFICEDERT LY 2 UBERD
FRDOHDHEE
v 7 I BEOYEtRE LIV F F A
RZPEL TSI, AFIRGIZEY e 7L
X I UBROEBMEESNIZFER, T=4 Xy
v TEARMERFBET & F—v AN RHRT 8%
nnd s,

9.1.2 MEDEEXIZFDEREROHZEE
IR IR 2R T B ENnH 5, [11.15
2]

9.1.3 HIMEMD H 2 EE
M/ RESRERE N - B 2 L3 D,

9.1. 4 VBEERBEOHDEE
SRR A UL DA BT 5 B Z N0 5 5,

9.1. IEXMEDHDEE
JERNE LT 2 RENRH D, [11.1.4 BH]

9.1.6 PREU UIRE GERXTO4 FHEEHRERFIC
K OEEREDGZR) RIZTOBREEODHLEE
TAEY UBEEDORIEIZ S B AR T T D AR
FLEMEAMRBIE L5 EE 2 b, JERSE(L
XITERERT BTN S D, [76, 11.1.4 BIF]

9.1.7 ZIaA— . EEEHE
FEREREN & & b3 < 2%, [10.2 BE]
) AR NERFESTRAITH 5,

9.1.8 #fR& - [ERFRE - ERBEFICLEZVILEIFAY
RZ. BKEKDHDEE
FFSREREE N & 5 b ed < 72D,

9.1.9 BREEZSHLTLIES
WG UGB e HEA A OFH L, 8i82% 012
fIVMERICEET 5 Z &, BYYEE RBMEET 5
BEARHD, [10.2 B8]

9.2 BHaElEERE

9.2.1 BHEEEIZOBEEOHLESE
B EOWE, REMROEEEZZETHZ L,
JERNDEAANTIHEEZRTBENALR D D,
[11.1.7 &IR]

9.3 FFHREEERE
9.3.1 EELGITHEEESERA
BH LW b, EERIRRE LD BENRH D,
(1.1, 2.1, 11.1.3 &#]
9.3.2 FHEEEEIZTOHREIENDH I EE (EEL
s EEEEDHHBEZKRC)
eI LT 5 BTN H 5, [11.1.3 B[R]
9.5 147
TR SUTIR L QOB A REED 8 5 LRz, ko
VA7 2B L, {BFELEOFRENGEREZ BRI S
LHEESNDHEAICORFET D L,
- SFIRB I O Lt ~D 5T X0 R R BRI
FRITZERDD,
SEHREBHO T v MBS L ER T HWIEFO
RS IGES RS S Tnd D,
) AANT R RAASRAICH D,
9.6 1237
TR EOFEMER O RFREOR ML ERE L., 53
DRI I 2 ET 5 2 &,
) AR N RfFEGERAITH B,
9.7 /NR
9.7.1 IRHIAEMERER, HAERKOS » ARHOIL %
*g L LIt - Zath 2t b U= BRrRaASR
I3 L TURLY,
9.7.2 BWERORBUCHHCER L, LER/NEOMAIC
LWL LEREICESTAZ L,

9.8 BEnE
9.8.1 LENLREGZMGT D7 ERADREEZ B

LM BEEICEGT 22 L, BIEARD L b
T,

9.8.2 RIEFROIBRICHHIEE L, L3R/ MROMAIC
EEDDRLEEBICRGTLI L,
) AR N RfFEEERAITH B,

10. tHE{EH
10.2 HtREE BHRISEETSHC &)
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B AT TR T
V) T, UTF UL
FERELEEORE
N5,
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T5LHFE26NT
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ERBTRAI (1K
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[9.1.7 ZRE]

FAI4 S FEAEIR « B 5 | BT - faBRIK 1
TIva—L @) | 7L o — L B R TV 3 — LRI

ERNTRENTI T
z>ERHALZEZ
AFAEEEZ LT

EDOHENH D, Fattz o M
) AFNNEREEN 72T L -p
HERRAITH B, XA~ D

RSN 5,

X %5 CYP2E1 D%
Bk, TER
TI) 720 b

VIV E iy -3

7 = U R Pkt Al

AFA IR RS

11.1.8 FHIMEBBEEIREE ()
HIEIR & U T35, FEES A B AL, BICHTHERE
PR, U SHIEIR, FmEREEIN, GFRRERIEZ
FALY BRI 20 O BEENE O HES i
FERDHHOND ZENDH D, 7738, B byl
UA VA6 (HHV-6) HFD T A VA DEEMEZ
D Z e, BETILRLIRIE, JEA, ITHkaE
FEELE IR FRD D VITBLEL T 5 2 &3
HHDOTHEETDHZ L,
1.2 Z0thoEI1ERA

[9.1.9 ZRE]

ZHHEERELS 2D
e, T
BlTIFBEEL +71
T, EEICEET5
&,

11. Bl¥EH

WOBWERN S S Z ENHDHDT, BlEEE 14
IZATV, BE R3O b Ga iS5 2135
72 MU IRAEETTH Z &,
1.1 EXAEIER
11.1.1 2399, 7+ 74 5F— (OTHHEEARR)
vavi, TFT7 4 7% — (FFRREE, S
WAL, M METRIE, 2B Rh bbb Z &
N5,
PEHREIEFEMAELLE (Toxic Epidermal
Necrolysis : TEN). & I§ ¥ R ER 4 1% 8
(Stevens-Johnson fEIZEE) . SMEAFKERDMH
BBARE (T HAEEEREA)
11.1.3 BUERTH. FHEREE. #E (WO BB RE)
BIERFS.. AST. ALT, y-GTP ® FH&4%4£5

11.1.2

JTHERERE T, SYEDS D LoD Z &N D, [1.1.

2.1, 8.6. 9.3.1. 9.3.2 ]
11.1.4 REREOFER (HERH)
[9.1.5. 9.1.6 2]
11.1.5 BREkiRAME (BEER)
[9.1.2 BR]
11.1.6 MEMMZ GEERH)

TR, N X AR, Bt CT. 1y
=N —EOREEZFERT L L, BRENRD
LNEAICIE G2 L L, BB e
ROFLEDHEY R IMEZITO Z &,
7 MEEER. SEBEET (W HEERH)
[9.2.1 &[]

11.1.

1Al OIER 253 5 Z BBV CTHA AEEAEA
‘\7/1/]7 7 U &3‘)‘&{6;)?; T “9"%? :;:C ke O ®i5. FT ) —

B SE 5, s FEL - WRM, RACRIR, TR, #E, EE
NN EBE TS OEBOEW| Zh b DIEFI O W) ER (EE) Bh bz GaicidgbsE2 kT 5
AE VAPV bVt E oy Tl e = S R Nl
H—)v EAELRLTLS 2B Lk, TN
Tx=h Ay | OWENRHD, )7 = b ITE 13. B=%E5
7V R~ PEEES N7 BT 13.1 fER
R S N XX ) JHFlE, B, O OBEFED G Z o T2 & OERH D,
AV=TPFR FERNVEN Y v [ 13.2 W&

RSN 5, i (IFEEREORGRES) 121X, 7'F AT A
PUESEL, PUSHIE B O (IR T B & |l T h 5, DEE5EEETHZ L, [1.25H]

14. EALOFE

14.1 EFRSBFOEE

14.1.1 ARZHERT AL, T A0 HHFEE I FHT
Bz &,
AFET MW, £ 1 ESOFREEY
L., BioAbEENLIIZRNT, &SA%
B4, 28, 1/2 HERAWDIEAICIE,
A 2RI O 5, [7.1 5]
BEOARNEZIY H L%, KO BTN
WZRSIRIAT D Z &,

14.1.2

14.1.3

15. ZDh0EE
15.1 EGER{EAIZE D  1ER
15.1.1 FUkad (7= tFy) OER5IZEY,
MeFEREEETENH D,

15.1.2 BERLOBHEEOBE LRE Lz & 2 A, il
LAY (7 =BT ) 2R KR ()
k& 1.6~27kg, IRAMIMN 4~304F) LT
WAL N EDRENRD D,

FEAT v A NHEHRSR A A R G- ST
WD IMEIZBWNT, —RFZRRIED588 b7
L OWERD B,
15.2 JEERPREAERICE D < 1B
BUbEY (7B Fr) 28 - KERE L
SRR T, TEEEENRO LN EORENRH B,

15.1.3



16. ZEMENRE

16.1 meEREE

16. 1.1 £MFRIREEHER
TR 7 2 HAFVNEH 50mg 24— >
T N7 72 RPN 50mg T A &
T =—AK| 50 &, 7 B AL — RIS D
FNENIE(TE T/ 7=k LT 50mg)
T RERER AT I ZE NG RFEL A N 5 L Cifn
TENTI 72 VREZAEL., foni
HYEhRe X7 A —% (AUC, Cmax) 2D\ T
90% 15 T X M EIZ THEFHIRMT 21T > T2 /G5,
log (0.8) ~log (1.25) OFHHANTH V| WiFlD
RIS HER S 2 2,

—— TR NT I T A

/NEH 50mg [¥4 1]
—0— 7 e = — 450

Mean*SD., n=14

i
[+
2

(U
5E
w e
s 8
| I

xS
A

(ng/mL)

0 T T T .
0 6 12 18 24

B (hr)

M¥EFT7TE LTI/ 72V
s

HIENRT A—H BENRT A—H
AUCo-24 Cmax | Tmax | tie
(ng-hr/mL) | (ng/mL) | (hr) (hr)

RT3 :
TENR /T2 oneas | 3838

A NE R 50mg 25991 811 2.6+0.5 [3.0+0.6
= : :

o Al 2608.2 378.4
T =—H4A1 50 5979 Lg7q |28£0.7|3.3£1.0

(Mean+S.D., n=14)
MERPREEIF NS AUC, Cmax 5D/ 37 A—H 1%,
BRI ORI, IR OB IR - FEEZE ORISR
S E - TR DR H D,

T N7 7= AEV N 200mg T4 >
7T b7 7 AN 200mg T4 &
T e A NEA 200mg &, 7 B A —3—
Elokvzangn 1 O T/ 720k
LT 200mg) #fdRER B 12 EFERASA 5-
LCIEF 7| b7 2 ) 7= VR EAHE L,

B3 yEne X7 A —% (AUC, Cmax) IZ
DUV THEFHNT 21T o TR, A £ F)

FIZMEPHER E T2 Y,
;#é 3 —e— T FT I/ 7 M
9 JNEA 200mg [ 4 ]
Tj —a— 7 v e BFENER 200mg
~ ’E mean*=SE, n=12
nr B
b 8
b \_:}
kY]
P~
;3
#® Q" T T T T
= 0 6 12 18 24

IFFM (hr)

U R B A

AUCo-24 Cmax Tmax
(ng-hr/mL) (pug/mL) (hr)

TN/ 7z
AFI N 200mg | 11.51+0.63 | 2.21+0.12 |1.38+0.11
oA

T e S AEE N

11.16 £0.57 |2.28 £0.15|1.29+0.11
200mg

(Mean+S.E., n=12)
MR ONT AUC, Cmax Z0/37 A —H 1%,
WEBRE OFHR IR OBIUAEL - FFH S O ER
ST K> TR D FREMN S D,

16.3 o

16.3.1 e hOPICTERTI /) 7= 1g 2ROERE
L. 45 g i K OusgEh o 7' 7 )
T VRERHIE L L 2 A, i/ i o
HIapcIiEE D (0.95~1.17) Th-o7- 9,

16.3.2 A X7 M7/ 7= 300mgkg %NS
L& &, Bh 2%z TA7® NI/
7 = L OFARR AR I, 13 & A SO
TIRE 1 Thotz, F7o, BIHIZBWTIEftho
FARE L VIRV METH T2 9,

16.3.3 MR AHEAHIL 25~30% TH o729,

16.4 3
T v CRAE MOS0 E#iEhD 9,

17. ERERRELHE
17.1 B3R UREHICET 5588
17.1.1 ERELHEGFE (RILEY DLEED_EEH

HeEREAER)
38.5CU LR EEH T H/NELERE 132 filx
KL LTT R M7 ) 7= AR IALEY
HFNE e b Uiz, AMEHEIXTRO LB T
HY . TERNTI T o URENEREIZER TV,

# 1 AEHER R

o " o2 N U
A 2 ) | BE
5 | A% - 7)) | AL e
TENTS L ae | 16 9
7 = R 4 0
(N=67) (56.7%) | (80.6%) | (94.0%) P<
2R REl 25 14 18 g 0 0.05
(N=65) |(38.5%)| (60.0%) | (87.7%)
() : BfE%

WIRE & BIZREHERITRRD bigd-72 6,



17.1.2 ERNELIEHR (X2 T7z0T2 Y 4F L
O _EEEA HEEER)
38.0°CLLEDFEEH T /NI 120 5|2 %15
LLTT BN ) 7o BRI A R T 2
TH RN BB U, AMEHEIT TR
LBV ThoT,
2 2 AMEHER R

o " R . U
vy 75 ARE 75 ﬁ\ -
=25 | A - ) | AL W
TEMTSN ey | 15 | 10
7 x VR 1 0
(56.7%) | (81.7%) | (98.3%)
(N=60)
- N.S.
T T 31 9 13
S ehd (51.7%) | (66.7%) | (88.3%) 7 0
(N:GO) . 0, . 0, . 0,

() BH%
Wi & BICRIERIZRRD beino 77,

18. ZEIEE
18.1 1R
vruAx v —BHEERIXIEEA LR,
FRER P O AIRFAET R AER U TR g M 2 ik
SETRIEE T 5, SURIERIIHUR & KIKEE D
ERBEZED L LI D EHESND Y,
18.2 f2EER
18.2.1 38.0°CLULEDFEBIUNZT & R T X ) 7 = 45Kl
T s URRZE(L 2 ET L7 R, RIS
% 30 3 LANIZ TFE Lihed, 1~2 BgIc B —2
(CEE L 4 IR £ CRh RN R L7129,

18.2.2 BF T A« RTF T AT I F L BNEY ERY
Yo B TA RERATYIZBNCTE RN/
7 K (200mg) (FALE D v AFK

(200mg) . 7 ALY LAAI (200mg) KM > R

A2 A (50mg) SEIF RIS DR R 4
RUTz, 2B T T 7 = A (200mg)
IR F RIRICEEE RIE S ot 9,

18.2.3 BF T R« /TG F T AT 7 F UFETHFITHE L,
T NI T AK 32 HRBERER G- O
FREVHRITH A G & b S 7o T2 9,

19. BYMRSICET HBEILEHMR
—H%B9EF : 727X/ 7= (Acetaminophen)
%4 : N- (4-Hydroxyphenyl) acetamide
B -

OH
. LU
Hsc)J\N

H
2FX
NFE

L

CsH9oNO2

151.16

FEORE RIS RIEOBRETH 5,

AE )=V XFmH ) —v (95) [T
T, AKIZRRETIZ K, YT —
T IRRD TIETFIZ VY,

KERILT U o AFRIRICEET D,

B M 169~172C

22. ‘@
(T rT2/ 7z %F/NRA0mg T4 T 1)
1008 (5 (FF7RAF v arF7F) x20]
(FEE7Z/7 7 4%FNEA100mg T4 T))
100 & (5 (FZAF w7 ar7F) x20]
(P73 7 4FNEA200mg T4 xT])
100 & [5 (FZAF w7 ar7F) x20]

23. FEK
1) PHEFESRIED  /NERloESR. 1983 ;2 1 95-101
2) HNEEL : ARSI (50mg)

3) HNEEL : ARSI (200mg)

4) JR Gwilt,et al. : J Pharmacol. 1963 ; 15 (7) :
440 - 444

5) FHI/N\E AR/ g E F)IES. 2021 :
C-146 - C-150

6) THMIE=IFo  HUCoBE. 1977; 19 (10) :
123 - 130

7) TLEEIH  BROPZIR. 1977 ;19 (12) : 219-223

8) BFHBIT)  EFR L HEE 1982 ;7 (7) -
1937 - 1940

9) MME—E) : BoBHE. 1979 ; 21 (6) :
215 - 223

24, XERERERVBEVWEDHEL
Dy ¥ T v o ORI e 2
T661-0976
LEREIRTEET 3 TH1 & 11 5
TEL 06 (6470) 2102
FAX 06 (6499) 8132

26. BUEIRFTREF
26.1 HEBRSET

VA IHREHRAR
BRI TE &1 S
26.2 HR5T

BAHRHRA I

RENTER S ARG / EFTOHET 14



