x5 20249 BRG] (HE2hR) HAEERE R RS
x2023F10AHET (BE1IR) 871141
L ERAE RRES HR7eRla
AR - 35 AFEINRFIS0mg | 22500AMX01039000 | 2009117
571/NR A 100meg] 22500AMX01040000 | 1984426 A
5 7]/ MR FI200meg] 22500AMX01041000 | 199447 A
I\ AR EE A

Vi ol A= e -3
7Eh7P=/7x>48&INRR 50mg [JG]
e h7=/78FINER 100mg [JG]
b=/ 4FINERA 200mg [JG]

Acetaminophen Suppositories for Pediatric

[

==}

1 AEIC & D EEGITREEENRIRT 2BZTNHH2DT

AETBHIE, [2.1. 86, 9.3.1. 11.1.3 ]

12FRREP RS/ TV ZSCHMOER (—AERR
ZZ0) EOWAIRKY. PRI/ T VDBERSIC
KBERRBITRERESNIRIRT 2BZTNNHRI NS, &
NS DEFNEDHAZERITD I E, [7.5. 8.4, 13.2 8]

1.
1.

.22 (ROBEICIFEBELEBEWVTE)
2.1 BEELIFHREREDH 5EE (1.1, 9.3.1. 11.1.3 E]
2.2 BEIO B 120t UBEHE DO BHERED » % B

3. fERE - IR
3.1 AR
i | ENT ST VAR TERT )T 2 AR TRET S )T 2 A
7" NRES0mg 1JG) | /NEF100mg [JG] | /NEA200mg T1G]
1{E L{E 1{E
BHRS |BR 7TebP) 7y |BR TRNPI) 7Y |BR TENTI) 71V
50mg 100mg 200mg
A N—K7 7w b
3.2 "HAI DMK
G |7 ENT STz AA TERT ) T2 AN TR TS T AR
7" NRAIS0mg [JG) | /NEF100mg [JG] | /NEA200mg [1G]
e e | AE~EEED o T
& - Al g AL FLEE DT W EALA
i C 3 | C T[] C
£ 20mm 25mm 26mm
HE 700mg 980mg 1300mg
Al — R JG C90 JG C91 JG C92
4. BHEEX TR
INBRKEISICH 1T 2R - EE
6. BiENRUAZ

B, AR, YREWANRICETE N7 I ) 720 ELT, fE
HElkgdh 720 110~ 15mgZ EBAICHEAT 5. X554
~6ERILLEE L, 1HERE LT60mg/kghBEET 5. %
B, E. OERICE VEERERT 5. 7L, RAOREEE
A7

7. BENRUVHEICEAET 238

71 1EREEOEZIITRHROEBD, [14.1.2 ]
E 1EHE

773728 | S0mgBA| | 100mgHF| | 200mgHiF

Skg 50~75mg 1~ L5fA 0.51H -
10kg 100~ 150mg 2~3f | 1~1.5M@ 0.5
20kg 200~300mg - 2~3@ | 1~L5@
30kg 300~450mg - 1.5~ 2fH

7

*7.

9.
9.
#9.1.1 MRDEEXFZDELHEFEDH 5 EE

9.

2 VNRBHMESICH T 2 RE - B8] OREE -

HRICHT 51
E&7- 0 ORAFRIET L 73/ 722 & LT500mg. 1H
HrOOBARRETE LT I 7 ELT1,500mgTdH
%,

) RENZ/NEAREERRTH 5.

SEMERRICH UARIZHVAEEICIE. Rl LTRIIRS

5L (JRAIE LTSHPAIKIRA 2 &) o

A L OTERSFA & OFF RIS 2 2 EAEF L,
S REREAICRAERAIFORE SR 2 HHATAHEE. T

FPI) T UAEENTORZVITERL, EENTLIES
AT A&, [1.2, 8.4 BHE]

6 7TAY VIBEXIZFOBREREDODH HBEICNT S 1E D
DOBRAREIZTE N7 I/ 722& L T300mgll FEdT 5

Eo [9.1.5 2]
CEERERWER
N BEBGERANC X B ERIIRRBE TR SWERETH 5 2

LICHEBT A &,

2 BEERICH UARIZHWAIHEICIE, ROBIEELZEET S

&
- HE BROEEZZERLEETS L.
- FRIBEPHNILINEITS 2 &

SBEOKIE TE. R, WRSHNErH 6N END B

DT, FRICEE S S E ROVNEEIHERIEREORE
IZBWTIE, BEBRDBEDREBICTIERT S &,

AFBRETE T I 72 v EECHOER (—RAEER

&) EOMAICKD. TERNT IV 7V OBERSICED
EELHEERENPRRT 2BZFNDVHH LML, T NT
37z ERECMOER EHRALEVE D BEIEET S
Eo [1.2. 7.5, 13.2 8]

STENT I T vOEHERSICEKVENERHE LTER -

TRIDBHONDZ ED DB KFNCBWTCHEROBIERD
5bNBBENDTHD ., EEREFICES HLEER & XFIT
ELWVWBZNDHZDOT, BEE+DITVEEICRST A L,

b EELITHEREGRRT 28TV H 20T, REKRSY

BBEID > TIEHRNICHFRERE 21T CENEE L,
[1.1. 11.1.3 ]

T BRI LARAIZ W 2551213, EYEELIL %%

LEET DL,

BEDERZEIZREICHTIIER
| BIHE - BEEED&H 2 EE

FERPBEIIERZRST BZNDH 5.
1.2 HIMER DS 2 BE
M/ NMREBEREPE 2 2 ENDH B,

[11.1.5 2]

*9.1.3 MEREREDH 5 FE

FERPEAE I DARDPIEET 2BENDDH 5.

#9.1.4 REXIRBDH S EE

TERPENT 2BZNPH 5. [11.1.4 ZH]



*¥9.1.5 PAEU VIHE GERFTOA REEHNERRIC LD HER
EDSEH) RIFZDEIEEDH 3 EE
FAYY VIBBORIEICTOAY 75 Y AR BEFERANE
ELTWwWaEEZ N, ERVEIIHEEZETBZINNH
%o, (7.6, 11.1.4 28]

9.1.6 ZILO—ILZEEHE
FEEmRENDH S bNPT L k5,
) ARANS/NEFRESERAITH 5,

9.1.7 &R - (KREFIRE - BREEEICKLZIIIWVIFAIRE.
BRKEEIRDH 2 EE
A EERENS D S bNPT L k5,

9.1.8 BRUEZBHULTWVREE
WEIZS U CHE) 2 iEA 2 L. B2 +9ITWERIC
BE59 52 &, BREEA NN LT 2B2nrH 5, (1025
H&]

9.2 BHEEEIEEEE

%9.2.1 BEEEEENIIZOBERENDSH 2 EE
BEEORE. BEHROEREZERT 5 &, ERPELX
WERZREIT BTN H 5. [11.1.7 ]

9.3 [FHkEEIE=EE

9.3.1 EELITHEEEEERE
BELEWI L, EEGERZEA2BEFNNH 5,
11.1.3 ]

9.3.2 FHEEREEN FZDEIEEDH ZEE (BEERITHEEES

[10.2 2]

[1.1. 2.1,

DHBEFEEZIRL)
JFEEN BT BTN H 5. [11.1.3 B3]
9.5 1Tw

R SUIITIR L T W AN O B 2 40EICid. IRD Y R %&
B L. BB LoERESEREE LR S TSN 55EICO
HEETH L,

RGO LEADREICE D BIRICHIRE NEZE T2
EWDHBo

RGO S v MRS L2 EBR T, BB TFOBIREIE
PRESNTWVBED,

*) AANZNEABRBSEERTH 5,

9.6 IZAIE
WELOAREROCBIAFEOERE 2 ZE L. B ORMEY
EFE & #ETT A 2 &

*) AENINEARBGEERTH 5,

9.7 IMNR

9.7.1 BHAMGKER., HAERKU3» ARBOALRZRNRE L
Bl - et EEE UBRREIEER L TWLa,

9.7.2 BIEFHOFRBICHICER L. DER/NROMFHICEED S
REEEIRESET A&,

9.8 SHRE

9.8.1 LENSIREZHMT AR EBEOREZBHELZFSE
HILKRE5T 22 &, BHERADPHH5DNRT L,

9.8.2 BIfEFHDFIFIIHITEE L. RER/NEOERICEED S
REEEIRSET A&,

*) AENGNEHABBGEERTH S,

10. #HE{EHA
10.2 HAER (BRICERTI L)

ES e HEPRIEIR - BT WP - fElEET

) F 7 L ELHE| fDIEAT T A RIHEHER

WA Fo L | Al (A RX Y
oA TS a7 )
Ty UFILFEZEL
T EDWEN DB

JER T O A RHEHE A EERA
EL20V A & A i
AREMNG T A2 &Ik
O, REEY F 7 LDk A
WAL, MPEES RFT
HEEZLNTWA,

FT7TRERA
FRA)

b FoZrouo
FTIRE

MOIEAT T A FHIEAR
A (Y RAZ T
=) T, FT Y RRAR
BRIOERZRETT 52 &
PHRESN TS,

AT U A FHEEREREA
BEOTaRY TS50V
BRI L TR, R
BHP4EC. F7 Y RRFIR
AloFRERICHERT 5 &
EibNTWV5,

7L a—)L(BRiE)
[9.1.6 ZfR]

TIILaA—LZEEMEN
T 77z %R
L7z & AR %
CLizEDMENDH 5.
) AR R
FHITH %,

T a—ILHEEICX S
CYP2EIDFFEICELD ., T
thT I T FE
HEFEON-7EFIL-p-~
YIF A I AORH
WIEES N5,

HHZ% BRAER - B A% W - ERET
7<) Y RTE | 7<) RGURNAIONE | ARFI S A E GRS &AL
gl AT 5 EDHS | BWTHETAHIET, it

TLT7 7Yy | DT, BETALEEE | BIAZEESE. 205

DA 5T s L, B EZERESE 5,
HUNTEEY | ShS0FEROERBEA | 2 h 5 OO REEERT
T )NVEY =L | FEiE FEREREZEL | BERICKD, 7273
Jz=bhAY PRI BBEOREND | /7o oFFEEED
TUIRY = N-7XFN-p-R>JF)
V77 ¥y A I VAORB SRS
AVZFIR NB,

TAEWE., fEA | BEOKE NE2ECT | BFIRETH S,
[9.1.8 8] BENG LI ED

5. AT HEEICIIE

REHIAT, EHEIC

B595Z &,
11. BIfERA

WROBWERRH 5bNBENHHDT, BEE+TITITV,
EEMNRED ONTGE IR EE2HRIET 570 EEY) L LE 21T
ST &,

1.1 EXKEIER

MN11Yavd, 7FI745FxY— (WIThoEERR)
vavr, TFI74 5%y — (HRERE, 2585, MEF
B, BHZZE) PHobnbZENDH 5,

11.1.2 hE4REIEIFERIARE (Toxic Epidermal Necrolysis :
TEN) . FEF:IRIRAE(REE (Stevens-JohnsonfElREY) . =
MENFEMREHRAE (Wb EERH)

11.1.3 BIRERT. AFHERERES. &E (LI N LHERHR)
BIFERFZS. AST. ALT. y-GTP?D FF&% > FFHEperEE,
HEPHODNDSZEDHBH, [1.1. 2.1, 86, 9.3.1, 9.3.2
2 7]

x11.1.4 IRERIEDFER (BEEALH)
[9.1.4, 9.1.5 ]

x11.1.5 BBRERHAME (BEEAREH)
[9.1.1 =[]
11.1.6 REEEIERGN (SHEEREA)
W, FEIRREE, FE HEOEESESRO S NBEIE.
LI WEXAR. ERCT., Mg~ —H —S0MELEHT 5
Z k. BEMNROONLESICEZEEEFIEL, BIBREARIL
EVARIOBREZOEY) L NBEITH Lo

x11.1.7 HEMBR. SEEEE (LI NnLHEERE)
[9.2.1 ]

11.1.8 ZEIMEBAEEIREE (B8 REA)

MHTER & LTRIE, REDASLN, BICFFHEEREE, Ut
HilEAR. FHIMBRIEN, (FERERIES . BED) O OSEREHEZ S
EFEOBEERBEIERSH S ONEENH B, 7B, B b
ANLRZAT AV A6 (HHV-6) ZEDO ™7 A L ADOFEELZ £
ZENBL, BERIEBRL RS, EE, FRERESZEDERY
BBDHHVIIBENAT A EPHAOTERTH &,
11.2 ZDOfthDEI{ER

SR
M ) ®E, 77—
iR ) /MR
LR B - MERE, BECRR. R HRIE, [ER

F) ER (BE) PhobnizBEIcdfkEs2HhidT s &,

13. BEES
13.1 fEIR

fTig. B, DBOELEIRI > EOMEN D 5,
13.2 &

R (FFHEEREZEDREE) 12k, TEFILYATA v oks
REETLHE, [1.2 3]

4. BRALDER

14.1 BHIRSEHOIER

14.1.1 KA 2R 2813 TEHLETHEZTEHTHEL I &,

1412 FAZED 910, $TIESOFEZTOHEL. Lk
DEHLEEDPSFIH T, LHZROHT. 26, 1/2%2H
WAHIBEITIE, LR ZROICTINTT 5. [7.1 ZH]

14.1.3 B SBA IO H L7t KWL SAIFRICIRS #
AT BTk,



15. ZDEDER

15.1 BRARERICE D B

15.1.1 EULEY (7 2t F ) ORMKREICED, MERE
HBEECTIEND S,

15.1.2 BEROBRESOEBE 2T Lz 25, HEULEY
(7xzFEFv) 2B - kKBICHERH (Fl : RIRA&LS5~
27kg. FRAIMARKIA~30%E) LTWZADZ W EDWENDH S,

15.1.3 ER 7 01 FERHKSERA 2 BEERE S h L5k
BT, —HHLEAEDSRD 5N EOBED D B,

15.2 FEERAREKBR ICE D < 1BFR
EOULey (723t Fv) 2R - KBRS L-8ER
T BEERESRD N EOREN D B

16. E4ENRE

16.1 MoiEE

16.1.1 E£EMZHIEIF R

(FPERPZ /7 V%8RINRES0mg [JG] )

T b7 37z AFVNRASOmE 1G] &7 L= —44F]
50%. JU AL —N—EI KD ZENETNIE (T T3/ 7z
> &L T50mg) AR T ICEERERNZS L CmiEh
TENTI )7z VEBEEZREL. BoNEMERE/NT X —
% (AUC. Cmax) 122\ T90%EHEX MEIC Ttz
1o 7465, log (0.80) ~log (1.25) OHEANTH V. WAl
DEMZFESEIER SN2,

HIENTG A =% BEING A=Y
AUCq.04 Cmax Tmax
(ug-hr/mL) (ug/mL) (hr)

T LTI T A

/NEFA200mg [JG) 11.51+£0.63 | 2.21+0.12 | 1.38+0.11

T 2 e NBEINR

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

(Mean £S.E., n=12)

MEEFEEY ICAUC, CmaxZn /S5 X — 413, #HEREDR
R, R ORIEIS - BRESOREBRSMIC X > TR SR
WH5

16.3 9%

16.3.1 e NOBlICTE N7 I 7 v1ghBORE L. 4554
WICMEHROIMFEFO7E N7 I ) 72 VBEZRIE L&
2 e/ Mg OEE 2B TIFIE] (0.95~1.17) TH > 724 o

16.3.2 A XIC7E b7 3/ 7 = >»300mg/kgz BEOHRE L&
X, BE2RBICB I ATE N7 I 7 O/ Mg
EHIZ, BEAEOEBTIZITITH 72, £72. BHICBWL
TItOMH L VENMETH 729,

16.3.3 MAEBEAMKERIZ25~30%TH>725,

16.4 {3
Vo rBae R ORBEaEICEDR#EsNS Y,

17. ERFRRR S

17.1 BEERULLMEICE T 555,

17.1.1 EASEMEEER (RILEY VR & D _EEHEHEEER)
385CH EDHEEFT H/NEEFI2FEZNRELTTE
737z BAIIE ALY VAR RRE LTz, BRIEEE
WETFROEBOTHY, 7T I ) 7z VEENERIENT
Wiz,

1 BREHER R

(ng/mL)
% 500 1
00 —o— 7 N7 3 7z AEVNEAS0mg [1G)
47; —o— 7L = — 450
L300 ¢ Mean+ S.D., n =14
J 200t
7
T
> 100 r
7® L4
B 0 . | ’ s
0 6 12 18 24
B 54% OB (hr)
HIENTA—% SEINTG X —F
AUC(}ZA Cmax Tmax t12
(ng-hr/mL) (ng/mL) (hr) (hr)
TENTI) 7z AA 2583.5 383.8
/NRFI50mg [JG) +592.1 181 | 20%05)30£06
o 2608.2 378.4
7L = —4AF|50 +£597.9 <971 2.8+0.7|33%1.0

(Mean +S.D., n=14)

MEEFEEN NMICAUC, CmaxZEn/ 8T X —7 13, #HEEOE
R AEBEOREREE - BESORBEEICE > TEZ AWM
WH %
(FEr7=Z/7zV8EINERE200mg [JG] )

T N7 37 ARVNEE200mg [JG) &7 v e/ VAE|
/NRA200mg%E . 7O AF—N—EICL D ENETNIE (T
b7 37 22ELT200mg) RERAS T IERER N
ELTIER 7L 73 72 VBEREITEL, B5 -5y
BjRE/YT X —% (AUC. Cmax) I DWW THEHRIT 21T - 724
2. WHlOEMENRSEESERENY,

(g mL)
3 -
—e— 7 N7 I 7z AFEIINEA200mg (G
—o— 7 e NABFNRFA200mg

Mean+ S.E., n=12

BREN BN NN NBEE
&

0 6 12 18 24
HEHORH (hr)

w0 | &5 zg ma | B | Uk
VAL VEUNEY 38 16 9 4 0
(N=67) (56.7%) (80.6%) (94.0%) P<0.05
A VEE 25 14 18 g 0 :
(N=65) (38.5%) (60.0%) (87.7%)
() %

MRS ICEERIZRO SN o720,

17.1.2 EREMERER (FF2 Tz VTV RRED"EER
HEEEER)
38.0CLL ELoREEH T 2/ NEEFI20fZHRELTTE B
T3 T2 VBRINEAF T T 2 T AR RS L,
BRHEHERITROEBY TH o7,

K2 EWMIEHIERER

w9 | B | OO | mw | B | usE
B
VAL VEUNEY 34 15 10 1 0
(N=60) (567%) | (817%) | (983%)
j%:%/?ylg;7y 31 9 13 . 0 N.S.
(N=60) (517%) | (66.7%) | (83.3%)

() @ RE®
WL B ICEIERIERD 6Nk o727,

18. EMEE

18.1 fERER
youtFvrF—YREFRIZIFEAER L. BETHROK
IRFASTHPRIC/ER L CEENE 2 IRRSE CREEZ N5, E
EERIIRRE ANEEORBEREL SO 2 2 LIk 5 EHEE
Ens5,

18.2 FREVERR

18.2.1 38.0CUL EOFHMEIRICT L b7 3 ) 7 x v UHEI 2R E
UIRIRE(L A ST U7 R RIRIE 55305 BIMIC R LG
. 1~ 2BRIBICE— 710 LA £ COEPREE L 729,

18.22BF 72 - NSFTATIF U HHVIZ) BRI S v AT
A RREEATHFICBLTTE M7 3/ 7 o V4HF (200mg) 1
2L vAFE| (200mg) « 7 AU »AsEl (200mg) KO
A BT A (50mg) EIZIERISOMEZIRZ R LT,
nB. T b7 I 72 AH (200mg) FIEERRICEEE
RS o729,



18.2.3F 7 - )S5F T AT I F Y RBTYEIH L, T b
737 x 32 F R 4 O R S BB &
Eboirot?,

19. BN ICET B ELENAR
—hRMEBI: 7 b7 3 7z (Acetaminophen)
{24 : N-(4-Hydroxyphenyl)acetamide
PFR CgHgNOz
PFE: 151.16
¥ R BEOBEIEEEOH R TH S,
Ay )= VXIELH ) —)b (95) IZBEFLTL, K
IZRRBEIFICL L, ITF LI —TI)UICHED THET
12< W,
KEALF B )7 ARBICIET 5,

OH

A M 169~172T

22, @

(PEMFZ /7T V%8INRAE50mg [JG] )
100f [5f8 (F52Fv 27 a>r57F) x20]
(FENFZ /7 V%ENERE100mg [JG] )
100f# [5f (F5AFv7ar5F) x20]
(PEE7=/ 7 V%8EINERE200mg [JG] )
100 [5f8 (F52F v a>rF7+) x20]

23. FENEL

1) FIRIAIRIZ A - /NERI S, 1983 ; 2 1 95-101

2) ARG L AEYERNRIEERE (50mg)

3V AR EERNREERE (200mg)

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

5)%+/\QUE HARSEFHEHE. 2021 1 C146-150

6)SEHE=IEA,  IWROZIE. 19775 19 (10) :123-130

7)EUEIZY  WEROBE. 1977519 (12) :219-223

Q)BFEERITY | BEEHE 1982;7 (7) :1937-1940

OVRE—3HIE 2 - B OB, 1979 21 (6) :215-223
w24, XHREERFERUREVE D5

HARY =) v /et BES FHEE

T108-0014 HEEEXZHTH33FILE

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

26. HERFTRESF
26.1 BHEARSETT

(hosei B w iz oot

m B W EME F B 92 F W

[

*%26.2 BR5TIT

@ BAYIRUvOKRASH

RRPEXZATBE I3 B 11 S

583289000-006



