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I. ZICBHd 5IEE

1. BROERE

7Y 7372 (N(4-Hydroxyphenyl)acetamide) % 1893 fEIZHID CEMRIZMEH I T
Pk, BIEICED ¢, MRS LUK ERICTHER IS TS, BBETITHELSIER
AEFHF LV SN TR, BE, 7T 72 UROFOFELE LXK - fRiA -
Rl - vy THIRO NI A vay TRIBEET 2, 7R M T 7= ORETHLY 71
T F 7 F Y U ARAL AT o) ABERIA O Y FOVERSR IS T 7 v P GE -
REOEEENMER I TS, £, ERA Y = T8 F o ERERL O E L E O
TT7E NI 720 BHERESNTWD, FRRBEREZb LIS, TE NI 7= O HBEER
OMEREITFE LN >2& 5,

= AVBEE200mg & I — LY R T A vry T A0NTFIICHK T R A M D 2 Lic kY
R T I T L AERETLLOICHBEERE L, T2 ) 72V OBRBERME L
TR 11 4 7 8 HAFTEHFES 481 BIEAREILZ 2/RIEI TEIEGOARBFHEIZ OV T
(Z RS &I R ORRBR 715 & i IR, B[R SvEskBh 2 920 L, =2 7 — V™8 200mg
122004 4E2 12 H, 3 h—A®RTA4 m w7 40%F 2004 4E 2 A 25 HIZEARZ T, 2004 4F
TH 12 BIZHRICE- T,

T RNT 72 A NRORBLTR AT L TAS NS TWDIZE b bd, §E4
HERZAL, RZ7A vmy 7Al 40% % ORIZIT/NREIS B3 72 <. vry 7H] 2%, RI4 a7 Al
20% K CHBAID IAZFRO BTz, LvL, Y ay 7#H 2%, RTA 2y FH] 20% K ORI
DNREBBEIROfFEY IR STV, 2078, EREREGITENT WO TSEL TR L
WEDENRD ST, HARINKNREFZ 0 OB E 0TI L0 /NERIEYRIERFS#ETT®E T
R 7 = OENADOEMFEERLT BT AL BE 2 Et L7ofE R, R 19 423 H 28 AfF3ER
FAFE 0328001 F/EA 7Y BRI AR E AL AR @A [3EF - A f A s s CHEalREmNh
EZTETE TR 7 = O/NREYREIC BT DK HFEICOW T AEE S, 2Rl
FoE ah— B 200mg & a B — P KT A T m 7 40%6DOZREXITNE, AiEKOHEIC OV
C R L R 5 KRR S T — A SRR B A 1TV 2007 42 9 H 28 HICERZMZ, ( 1X.9.
Zhae Tz AEm, MK OHEZFBINEOFEA H KOZEDONE] OHESH)

F7o. (2008 AKEFN T 7T A K7y 7 (AARERZ) | KO 120094 i 122 5% FH bR 156 1 48
AL A (BAEZEHE)) (CREBEOT' T2 7 =2 v OREROHE L BEAROHERD)
HELIIRERTNUNEL TV, ARERFPSKROARSA 7 ) =y 7558005 ORISR
DELZZT ., FRRIVE2A L HATFRAS R 10452 A8 W HBOR RbFIE b R IR BER & |
JEAEAE R A Ry R A PR R m A T FHAME FH AR 2 R E S S OB MZD W T 12D
&, 20094F11 A 2 EF G EE R AR FIH — A EAGRHGE 21T o 72, 20114ELH21HIC T2E
P BAEIAE O SR | ORNREXUTNERBIN & & bz, AT 52— o zhie X II2h R (88, HJm.
FEGPERRE ., BURAE. AFPVIR. FTE8m. fofm. ARYE. @M. PNAIC K 2%, .
B EHEIE T DR . BRMERENE) OEFICOVWT, TR RTI 2 7= & LTLEI1000mg, 1
A ¥ 54000mg & [REE & 95 HE LK OHEL OGRS Lz, ((1X.9. 2he 3 Asem, M
EROHBETBNEOFEH B K NZEONE ] OHBR)

PR B LR SRS FE Y, 2019 4 6 HICHRGEA ek D =2 7 — L ®8E 200mg, 22— AP KT A
2y FANS, T RT I 72 8200mg [=F1), 7B RT3 7= DS40% [ =Fn) 12
EHE LI,
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PEIR DS OV TR, 2023 4 7 H 26 BICRRADEIFICR 4% [ZHRESUIZIR) 25 [HHER
BEOERICB T 28 ~EXEShD —MARAGRBZ G L, (TX. 12 IR RIE
o, MENROHEZEENEOFEH] B K TZONE] DESM])

2. HEOBERFHEFE

(M7 N7 7= OffESERIERIZTHMETH D Y,

(2)BERBEMEHE LT, Yavr, 77740 7F%Fv—, PEhEREERMAIE (Toxic
Epidermal Necrolysis:TEN) . KJEHLIEIRIEMREEE (Stevens—Johnson JE{ERE) . 2MEPLEFMR
ZMRREAE ., T EIEIEOFETE, BIUENT K., ITHERERETE . FE, TORIEREAE, MIEMEM %K.
MR R, QMR AR, EAVERBUEEGERERH b d 2 e3dh 5, (TVIL8. (1) H KR
RIVER & IBEIR ) DIES M)

3. B ROEFIFHFE
TERTI )72 D840% [=F1) 1Z7 8 TS 72V FROEKREIMZ D Z 21X, IR

AT TAT L ADR ERWIFHR D,

4. BIEFERAICEAL TAMT NEHH

WIERE BT 2 &M, i HHEET A R T4 % A
RMP i3

BNV A7 FMElES) & U TR STV 5 &4 pili3
I HAHEET A T A pili3

B0 A _E oo E B TEm A HE

5. ARFHRVRE - EFRLOFHREE
(1) &EBEH
L7

(2) @ - ERLOKIRER
A% L7

6. RMPOHE
FE LR



0. &#ICEEY HIER

1.

2

w

IR5E 2

(1)%%
T RTI 7 =8 200mg [ =F0)
T2 RT 7= DS40% [ =Fi

(2)*4%
ACETAMINOPHEN Tab. 200mg “SANWA”
ACETAMINOPHEN Dry Syrup 40% “SANWA”

(3) BFHDHERE
BRI IS E Mk

. — A

(1) #% (aa%ik)
TN/ T7 =2 (JAN)

(2)%4 (4%
Acetaminophen (JAN, USP)

(3) AT L (stem)
ASHH

- BEAXTRER

OH
LY
HSC)LN

H

. HFRRUHTE

57\ % ft : CsHgNO,
sy 151. 16

- AEFE (@RiER) XIEFEXRE

M (4-Hydroxyphenyl) acetamide (IUPAC)

. BR%, A4 BS 58S

Paracetamol (INN, EP)

SK-193 (& h7 3/ 7 = 88 200mg [ =Fn]).

SK-194 (7® ~7 X/ 7 =2 DS40% [ =%FnJ)



M. BEASICET HEE

1. YELFHHEE
(1) 58 - 1R
A B OREESUTREBEDOM R TH 5,

(2) 3%
Vs I A 1g ZIRNT OICEES 5 IR & ViR
A K = ImL PL_E 10mL A R T v
T X ) — ) (95) ImL DL _E 10mL A R T v
7K 30mL L _F 100mL A RRBET I W
VITF LT —T )b 1000mL LA 1= 10000mL it FiR O TEIFIZ < W

KEEALT B U T ARIRIZIET D,
IAREE (26°C) ? pHI. 2 : 14. 9mg/mL pH4. 0 : 15. 3mg/mL

pH6. 8 : 15. 4mg/mL K : 15. 8mg/mL
(3) BB
MR L
()@ (iR, e, RER

Bl 169~172°C

(5)ERIE R fiRBtE SR 2
pKa : 9.5 (7 = /) —/LIPEKERIL)

(6) HEFY
LR L

(7) 20D m b
AR L

2. AMBSOREERTICETZRE.
MR L

3. ALY DOHERRERE TEX
fifesB BRIk
(HR) 7B N7 3 7 OB BRIEIC LT 5,
IROMBIR AR 7 S VREE (RAGT U & LEERIE)
E A
TR 7R b7 2 7= OEBIEICHERT S,
SRAN TR B TR E v



V. ®HEIZEJ SIEHE

1. %l
(1) FIRz DX 5
T RT 7= 8 200mg [ =Fn) : FEEE
TERNTI )72 DS40% [=F1): KIA4vmvT

(2) HFNDHNEEE UK
_— TEF7 I/ 7=5200mg| TEFT I/ 7= DSA0%
ICT =l ==
FIEEIA Y EEE PPnZnEoi KT, b¥h
& - HI N S VRV o W) Y Nl = A o
D, BRiZHwW
s
% D)
N
7~
SHE g il )\1' -
e
U ]
R 8.50mm -
JH % 340mm -
HiE 219mg _
il 2 —F Sell3 -

(3)\ANO—F
T RT3 78 200mg T =F0] : Scl13

(4) BARDME
LR L

(5) Dtk
A% LR

2. HFIOHERK
(1) AEDES GEMERS) OEERVHEIA
K54 | 78 v T X7 7 = BE 200mg [ =Fn) TR T7 2 DS40% [=Fn)
o L THR) 7 T )72y lgd THRE) 72 T/ 7=
HhRk sy
200mg 400mg

Ry roeilbron—A #K | D-~r=h—=L KR, bl
AW, ATT VB2 T L | TR ULKI, T ASLT =5 (L
wh#F | 1-A > h—v T x= VT T = AEY) . B 5
BT A W, FE BRI ELRE KR
M OT AR >




(2)EMEBEZEDRE
BA=RLNA

(3)&8=
BA=ROAYA

3. /?Eﬁ'lﬁ‘ﬁ*/&@!f‘ﬂﬁk_& %
Y L7

4. AHif
BARRANA

5. BATHAREED H DY "
A-TI )72 ) =), T FNA4-TI)T7x/)—)b

6. HADEBELETICE T REN
(1) 78 N7 7= 8 200mg [ =F1]

1) hndEEER ¥
ABRIE PRAFSAE {RT7- AT RE B 5
40+1°C, KB R AR
s R 75+ BRI 6 %A (PTP £125) R
HEEE « MRk, st Hamanlih, w5
2 ) ML e kR
ABRIE H PRAF2:A PRATHA AT RE kB 5
o a0c W - S
L3 3% H
L N ) .
N 25°C. 75%RH HESE f
etk | C. 75% WESE - BE K AN
ND %RI\E\%TJ‘ = R an
1 605 1x-n R
NEHEE : &8, 2B\, 4l
3) E WA ¥
RBRTE H PRAFS:A PRAFHAR RAFIHE B 5
. . SR A
Enwi E‘l VI
E IR E=Y) 3 4F (PTP f145) RSN

HEIEH - MR, BERE, IRHME, B

B AERLE 2 2 R ER (S=RIA., %?ﬂ@#% B OVE 25 13RS O RPN
THY, 7B T 7 88200mg [ =Fn) (0@ OHERE FICBWTCHHERZETH D
LRSI NI,



(2)T7E® 7T 72 DS40% [=F0|

1) ImidaER ©
AR IE H PRAFSRAT PRAFH1 ] RAFIERE ARG R
N 40+2°C, KERE (37 100g)
PR 75+ 5%RH 6# )1 (B ) =F LR S
KAZHOWTHIE Bl 22 Bk & it
%2 RV ZF LU ERAINR Y T LUl v S
HEEH - MR, MERERER, pH, EERARER, wHt, T
2) RHIRA7 kR ©
Ao BAEglt | AR AP IE AR
o | 25+2C, KERE (37 100g) ¥
SRR 0 1 s 3 (Y = F L L5 il

KLIZHOW T E BRAERR 2 Eii 3
%2 AU TF LU URAREAIMRY) e r oty o7
RIEEE : MR, HERBR, pll. HEFERER, WHE, €&

B mEERL 2 D - R ERER (25°C, FHXHEBEE60%, 34E[)) OfER. AL OVEE%
T OBHENTHY . 7' N7 I 7 x22DS40% T =F0] (X8 % OGRS T2V T34F
MZETHDH DRI N,

3) TR ER ©
ABRIE PRAFSME | PRAFHIM RAIFHRE B s 5
BRI e
+ (o)
60+2°C G U L) RN
PRAF 2 LI, BTN
6 8 WIS L IZBWIEAR
St 60=+2°C, Bibreas <7 Wb o7z,
TR 75+ 5%RH FEVxFLoAEE | 27 pH bRFEICE VT
L7= (BKHN) . oo
A IOV TR,
D65 Y BA s e
100001x/h o H (A v —1) R

HESEH - MR, fERRRNER, pH. IHIE, EE

4) SR R O
SERIE BAElE | AT e B
M=]
‘rj; 40+2°C N - A BN
Lo ABCREAFEE Y
34 H 2 » HBLURKEBEE Y O

e/ Ak | 25+2°C.

gereheatBa | | 75 5uRH B - B AN (B o

T OO IEHHEIZ DWW T

HFEN,
Lot o
ot 100001x/h 5H BRI HN
WEEE A8, B8, BN



7. RAEERUVARBRBEORTESE "
TERNTI /)7 DS40% [=F0) : 7B R T I 7= DS40% [=F1) 0. 125g(T7E R X/
7 = 50mg) &K bml & X <RV IR, WKL T 5,

RAFRAT PRAFHIH] PRIFTERE AR R

25+2°C 3 H et 772 A (k) HIFEN

HEHEH MR, pH, EHE

8. fhFlL DEEEL (WMEILFEMNZEL)

@ & Al

FEMGIEE - IR, AR

AFESAME © D25°C, 60%RH - @5°C

PRI - BlEE&, 1, 2, 7, 10, 14 H

REBFE . TR R T 2 72 DS40% [=Fn) 2.5g &, LFOFRIRLZE EEAETRT)
OELEEZBHEL, EaXR) 7 o L A28 G ) Lz,
Z LT, FRRRFERME TR LR, SRR & 02 390 L 72,

f o R T ERINTI 722 DS40% [=F1) X 25°C, 60%RH, 35 XY 5CIRAFIZHEVNT, W
THOHRKAKNE DELAIZBWNTH, /17 14 HREIZ@m U <, . Ao biizdd

LI o Tz,
oA 3K PRATHAH
i & e RATSRAT [RRENIERG 14 A#
D i 4 A—H—
bTRE | i | s
TN )Tz =FnfbE 25°C 60%RH — Lisa ) - -
(x+HR) 2.5g
DS40% [ =7n] TFSERT 5C — & - -
FFAR 7/ 25°C 60%RH — B - -
VOZU%% Wit 10. 0g
M I4vry7" 10% 5C — Y X ee) — —
F77-HIkL 25°C 60%RH - i — -
ML T | 7.5¢
/N 100mg 5C — ) — —
YIAN FEA%= 25°C 60%RH — | BV EOREL & BB Ok R - -
4.0g
(AEYS A HIRT 50mg HARY 24y 5C — | BB ORIRL &G OKER - -
lAEwE MTIIMS Meiji Seika 25°C 60%RH — | BB ORIRL &G OKER — —
3.0g
/N AL 10% Vadks 5C — | BB ORRL & B OBER - -
VLS VYN | 25°C 60%RH — i) — -
g 3.0g
HKL 100mg 5C - AR — —
79" v Kk 25°C 60%RH — | REBEOHRLE BEDOBER - -
LTL 77—~ | 3.0g
/N 10% 5°C — | FREMAOMEL L BaD kR - -
IN=VIVES $U 1 T—v= 25°C 60%RH - LiRE) - -
NN VAIRL 10% 10. Og
HiAEwmE F/8 5°C — B — —
25°C 60%RH — LiRE) — -
BEIEEAA | TANT) VB 10% =7 wES 77— 1.0g
5C — £ — —
27" F R 25°C 60%RH — M 0Bk & A Oy R - -
B o Jg A K& 1.0g
0.01% 5C — M 0Bk & A Oy R - -
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Ficl & 358 PRAFIR
B A & TRAF St Bl & 1B 14 BH#
gl P A =T —
R EN wiE | i
25°C 60%RH — HEaOBm KR EBEAORER - -
NTIFE 1% HET 1.2¢g
5C — HEOH R &GO R — —
Fers /Al
IV AFy DSO. 1% 25°C 60%RH — B — —
& 2.0g
Conk ) 5C — B — —
B3N 25°C 60%RH — A OMkL & B oK — -
FLOAAF] RPN 5.0g
N FAvyT" 3% 5C — B OHIKL & R OB R — —
— Bkl
@ ik
FHIIEE : AMEL. FECE. BR. 2BV, pH, B E
PRAFSRME - 30°C
PRI : Bd S ER%, 7T H

BRI

T S

O &3P DO &
UTOBRLEHSE, 7 M7/ 7= VKL ZIES LT b O E ik Lz,
OEE NP ARE Ty
UITOEAIEZK 40nL (ZEMEL, 78 M7 2 7= VIRl SIRA L7ZH O
ERRIRE Lz,
OBAT Db DNEE DA
R A0mL (27 R 7 X 722 DS40% [=Fn)  1.0g ZE L= b OaMike
L7z,
Y EOBIRIZONT, BAER, WO FRlR SR CRFE L%, FEBIZ
DUVNTEHM L 72,
T NTI )72V TN ) 72 DS40% [ =Fn) 25 (TR NT
R/ 7= E LT 10g) EI/KICZEED LT 1000mL & L72)
B A E#OIMBLIFFICRIE L 72 D £ 9 e B KITERO B AL > T2, T HIRAFR IR
Vorariay70.01%%kR< & TORE TRV LaoBEL -,
B EEICDWT 30°C, 7 HERFR. A A7 7 b MS /NRAHERL 10%, BT 2 K
RIA4vmy 7 2% Z#IT7NVRIA4vuy 7 3% F3B LOHLBEREORA T
(X 10 EILL EOERENRF A M3 L L7223, & OO IR T O iR EIRF T —IC
ol
B, IZBWICHOWTIE, BLAEPEMOLGEITIT LA EE(LZRB Do Tz, B
DFBIIBALEZRD R D> T2 b Db B o=, A, 2 b OfkE%E 30CT
RETHZEFAETHL EEBEZLND,
AAT 7 N MS /N RRL 10%, 77 7 —/VHk/NEA 100mg, 7 7B A K74 vn
v TR 0%, AT 7V RI7A4vm 70 WhNEH, L ORLE T, RIFIC
XV pHO. 5 LA EDOE b &7 DT,
BRI, BAERZ. BLO30C, 7T HRFEER D, BB bh o7,



Ficl & 358 PRAT A
B A & pH (%)
gl 54 A—H—
fic & B THHE pH Bl & (B 14 7THH
VAdNEVVEY =Fnfbs:
(kD) 1.0g 4.93 5. 04 0.11 99.9 102.0
DS40% [ =%n) HFSERT
FIAR TN
TV 7= 4.0g 4.53 4. 40 -0.13 97.3 98.7
N 74yry7" 10%
MMTIEMS Meiji Seika
1.0g 6.07 5.38 -0. 69 98.7 100. 1
7NV KL 10% VAd At
Ty ) AN
3% 1.0g 3.54 3.24 -0. 30 98.2 99. 8
KL 100mg
7" kL
ALYy VA LTL 77-% 1.0g 3.51 3.48 -0.03 98.6 99. 2
/NS 10%
etk
§77-IHkL
LA AL T 2.5g 4. 68 3.15 -1.53 97.1 99. 8
/N2 100mg
BTN VHIRL FAE=
1.5g 3.24 3.20 -0. 04 98.7 100. 3
50mg HAY 1) y)
CEE
Ny
17I0) A3 A 2.0g 4. 96 4.88 -0. 08 100. 0 100. 7
b 74vm97" 5%
VRV
=2 /8 T7==
N ENVRIRL 10% 2.5g 4,87 4. 47 -0. 40 96. 8 98. 6
HiAEwE F/8°
INE P ACT\NZMATYA
Wk 2.0g 5.77 6. 40 0.63 99.6 100. 9
HiAEwE /NIRRT 10%
SAVZINEA JFVAN G4y T°
KiE 3. 0g 9.65 9.56 -0. 09 99.4 99. 2
PiAEwE 10%/ N2 A
TAN Yy
=7 nES 77— 6mL 4.86 4.87 0.01 101.3 103. 4
yny7” 0. 5%
TARY
F=T7UN YT 490 6mL 4.15 4.16 0.01 100. 1 101.7
yny7" 0. 25%
V)% 77-v=
2 avligEyny 7 6mL 3.90 3.93 0.03 101.3 102.9
YEE 2
FENZ LA
hap frymy7° B% EAYIN 10mL 6.34 5.98 -0. 36 103.9 106.0
JNE ANy
N 5mlL 3.34 3.34 0. 00 100. 1 99.5
vay7" 0. 3%
24747 EPD
JAa7 A vny 7 3. 3mL 4.97 5.07 0.10 99. 6 98. 7
ARtk
277 Fy
B o Jg Al KiF 10mL 3. 96 3.95 -0. 01 98.9 98.0
vey7" 5 g/mL
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Ficl & 358 PRAT A
B A & pH (%)
gl 54 A—H—
fic & B THHE pH Bl & (B 14 7THH
NIV VANZIRV VS
10mL 3.77 3.76 -0.01 99.9 99. 8
KRB yuy7° 0. 04% 1747
PLAEFH LA MNPV
74T A 1.0g 5.82 5.26 -0. 56 97.9 98. 4
0. 1%/ H
LA A4S YA
Y/77-% 5mL 5. 29 5.25 -0. 04 99. 2 98.9
0. 02%
gAY
TVVE = e 2.0g 4.82 4. 80 -0. 02 93.4 93.3
N I4vny7" 5%
Wz
=7 nES 77— 1.5g 6.55 6. 09 -0. 46 93.7 92.8
b 74vm97" 0. 5%
NTIFY
HET 10mL 3.95 3.97 0.02 95. 1 94. 8
yny7° 0. 04%
VAN
e 5mL 6.15 5. 89 -0.26 95.3 94.2
yny7° 0. 04%
AN =
HreassvAl H #7 10mL 6. 44 6.25 -0. 19 95.6 94.9
yny7° 0. 01%
TVAV =7 n7y—v=
5mL 3.33 3.35 0.02 95.3 94.2
yny7° 0. 05% e
A SVZN'N |
JBAbE 77—~ 15mL 6.31 6. 30 -0.01 95.7 96.5
yny7" 0. 03%
VaV)
HUAWAHI EPIN 2.5g 3.97 3.97 0. 00 96. 8 99.5
b FAvmy7" 3%
=7 n7y-v=
1k i Al b vymy T 5% 8. 5mL 6.16 6.11 -0. 05 97.2 96. 4
=4k
HILEE Yy
o Fnx) 1.0g 6.23 5. 99 -0.24 94.2 94.0
FH3E b FAvey7" 1%
Bl R & 12NV
R H 7. 5mL 3.42 3. 46 0.04 100. 0 96.5
TR/ Bl Ayny7”
Bl R )7y V)R T7-v=
40mL 3. 09 3.12 0.03 96. 4 97.4
eV yry7” 0. 01% YEE 2
Sunkist ORANGE
FVY Y 2= RKILE 40mL 3.83 3.83 0. 00 93.9 94. 4
100%
A, FRAK AL R 40mL 6. 62 4.97 -1.65 98. 2 99. 4
AR VIR A YAy b KiF 40mL 3. 48 3.51 0.03 95.8 96. 2
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TR (%)

Ficl & 358 PRAFIR
fic & pH (%)
gl 54 A =T —
fic & (B4 7HH pH Bl & (B 14 7HH
H AV
13y HERSHY’ S 227 40mL 6.93 6. 61 -0. 32 95. 4 95. 8
132274
FLEE B EICRE Wb Y)W AAE 40mL 3.68 3.70 0.02 98.3 98. 6
BHIG7 v )7
ERVANN Y SERVANAY PR 40mL 4.19 3.93 -0. 26 97.6 98.5
LB81 7" V-

9. AHM
() T7ERNTI 7= 8 200mg [ =Fn) 12
Ofa iz B o [F] %
R 1345 A 31 B A+ R 35838 S5 786 75 TR A 57 848 1o 3 b JR) 5 A A BRI el i [ 12 R R 3K D A=)
FHIREMRBR T A T A S HEO—HUIEIZ DWW T IS EFEh L7,
RERJTE 0 THR —RRBREEEHERE OXRLEE)
ARBRIZ 0 900mL
AR DAL © 37+0.5C
[Fl#x% : O50rpm, @100rpm
Rk © OpHl. 2= [H R BREEaBRE 1K
pH3. 0= 7=McI1vaine DFEMEIE
pH6. 8= [H/m) AREEatiR 2k
7K
@pH3. 0= 7=Mc11vaine DFEMEIK
HEFLE  EEYERIAIAS 15 Sy LIS Y 85% LA LIEHI T 2456
AUBRELANT 15 3 LANIT ) 85%LL Rist 35, XX, 15 sk, sliridA o
SV R I VE LA 0D SR THER = 1IB% DO EPHIZ & 5,
AER . IR HERSEEICE S LT,
ORBRHL : pHL. 2 OlBRiK : pH3. 0
120 ¢ 120 ¢
110 | 110 |
100 |- 100 |-
90 90 | /——_O
80 80 |
70 - 2 0t
60 - # 60
50 | 33 50 |
40 T a0
30 —o— 7P/ 7T 88200mel =501 30 | —o— 7,72/ T ER200mel =F0)
2 b —eo— IZERF (F25]. 200mg) 20 | —e— EHEHIF| (525, 200mg)
wt/ 85% ot/ e 85%
0d : : ‘ 0d : : ;
0 5 10 15 0 5 10 15
SRER R ER B RS (93) BRI EXEERE (43)
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TR (%)

TR (%)

120
110
100 r

120
110
100

OB : pHe6. 8 OB : K

120
110

- T e

BHE®%)
8

—o— FHEFPI/ I AR200mel =F1) 40 r
—e— iRHEBFI (F25]. 200mg)

—o0— FHrFI/ T 8E200mel =F0)
—e— IZAEHF| (F2F. 200mg)

10 15 0 5 10 15

BRI (5) BUERRIRI R (53)

@RBRIE : pH3. 0

—O0— 7,72/ 7T 5E200mel =F1)
—e— iR F| (F#. 200mg)

5 10 15

HEREERENERR (43)

O HZEE)
T RT 78 200mg =0 13, AARERHFIMNEREGIEE SHIZEDLNZTE b
TR T UBEEDEMBMICEAS L TWAD Z ERER STV D,

(2)7k® b7 7= DS40% [=Fn) 19
OV ZEB O [F) 2%
SRR 134E5 ] 31 H A RS I8 55783 75 2 AL 5 )48 15 3 m e A/ BRER e n [0 708 B 7 2 B oD
WBIND 728 DAL R EMRBR AT A BT A AW T ) K OEALI3ES A 31 HATERE T
786 75 R AE 7 ) = HE i R R A PRAR R B (R I EIE S O W) PR SRR T A KT A
HEO—RBIEIZDWT IZHESEFEfE L7,
RER L THR) B BRIEE AL (OSRLE)
BRI & : 900mL
AERIE DI : 37+0.5C
[El#ix : D50rpm. @100rpm
B - OpHl. 2= THJE) HAEERBRE 1R
pH3. 0=7& 8 7-McI1vaine DFEME K
- 13-



B ()

BHE %)

BHE%)

120
110
100
90
80
70
60
50
40
30
20
10

120
10
100
g0
80
70
60
50

30
20
10

120
10
100

pH6. 8= [ H Ry AABEERER 20K
7K
O@pHl. 2= TH/R] AERBRE 1R

I HE

FEHERIFI A 15 23 LAPIZIEY 86% LA BT 254
FRERRUANL 15 4y LAWY 85% 0L FIRH 45, i, 15 icBnC,

AR D

SR H R AR HE R 00 SR H 3R £ 1B DHEIH I 8 D

AEOL  RHMEIZEE R E S L,
ORBRIK : pHI. 2

—O0— 7,7/ T71DS40% =F1)
—o— IFAERF (FHI120%)

BRI ERER R (53)

OB : pl6. 8

—O0—FEbTFE 7 /DS40% = F0)
—e— RERIF| (MHr20%)

Meant 16%

5 10 15 30

SBRRIRTRERE] (530

@#BRIE - pHI. 2

—O— FERFE/T70D340%T =F0)
—o— FRAERIA (RO ¥20%)

BRI (43)

-14 -

B (%)

BHE %)

120
10
100

120
10
100

OFBRUE « pH3. 0

—O—T B FE T D540% T =)
—o— IFAERIE (RBH20%)

SHERRIRLEE] (59)

ORI : K

—O0— P T 7 DSA0%T ZH0)
—e— {EERIA (HlH20%)

Mean* 15%

0 5 10 15 30

SLERTRIRIRE ] (50



10.

11.

12.

OB HZHE)
T RNTI 7 DS40% T=Fn) 1%, BRI/ FHERLHKE SHICED N T 2 T
2T = CHRIOEHBIRIZE S LTV D I ERER I TV D,

RIS
(1) BN BERR G - WL, SRR A S - BRI D16
Y LA

(2) 0%k
T RT I 728 200mg [ =F0) 0 100 8 (PTP10 $£X10). 1,000 £ (PTP10 £ X 100)
T RNT I 72 DS40% T=F0) : 100g (NT ., HEEAIAD)

(3) PlER &
BN A

(4) B OME
T N7 78 200mg [ =F0)
PTP : WU ML E =1, T
(== e VA= = P

%A« MR

TR T7 2 DS40% [ =Fn)
Keg: RV =FL v
Ty 7 R TrE L
e R =F L
ELEAE « A

RRRE SN 2 EME
A% LR

Z 0t
FE LR
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V. JARICEAYI HIEEB

1. MEERITHE
OFBEBERENRIZH T HERE
OTEEDRER - 558
AMESERX (RUIREXXE/ASARLIEREZEST)
O/NREBEICE T HBH - 55

MEXIIHRICEHET 5FE
E STV R0

R g

3. HiZERUH=
(1) AERUVRAEDHESR

(HFI 8
(BREERBERWERIZE T 5ER)
WH, AT E N7, 720 LT, 11 300~1000mg Z#2 A5 L, #&5-RMEIE 4~6
BRI L &%, 7pds, ARG, JERIC L0 B EET 525, 1 HfE L LT 4000mg & [REE &4
b, Flo, ZEERFOZRGITEITIELZENEE LY,
(BHLERERX (EHIEIXRZRESISULIERETET) )
WE, RAZIZT e T 72 LT, 1[EI300~500mg Z#TEH T 5, 72ds, Filfin, JERIC
X VHEEHET 5, 72720, JFAIE LTI H2BETE L, 1 HiK 1500mg Z[RE L35, &
7o, ZERERF OB TR T S D Z ENREFE LU,
(7, 72/ 728 200mg T=F1] )
</J\'Eﬂﬁﬁia‘z('isl+%>ﬁ’¥§3t - $87E)

W HREOVNRIZIET e TR ) 7= LT, KE kg 720 1 [A] 10~15mg % 0 #
ﬁb\&ﬁﬁﬁ 4~6ﬁ%uikﬁéo&k\ﬁﬁ\ﬁﬁ_ibﬁﬂﬁﬁﬁéﬁ 1 Bk &
LC60mg/kg ZREL T2, 72720, MAOHEZBZ 2\, 7o, ERERFOE G130 X
HZEMEE LYY,

(P2 +FF7Z/ 27z DS40% T=%01 )

(! %ﬂnﬁiﬁ( BT 5E5 - t558)

W, Y, SR EOVNRIZIETE TR ) 728 LT, IKE 1kg H720 1 [A] 10~15mg %
VD&@L &5%Mi4wwﬁﬁuﬁkﬁé 7RE, AR, RIS X 0 EEE T 528, 1 H
MEE LCeimg/kg ZIREL T2, 72720, MAOHEEZBZ e\, Fo, ZEMERFO G (38
TSEDLZENEELYY,

(2) BERURAEDRTERRE - 1R
REERRL

-16 -



4. AERVAZICEET 5FE

1. BERUVREEICEET 5IE
T 1R, $IREOVNED 1 R EEOHZX Fien B0, [9.7.1 ]

1 P&
(GNEER — -
TENTI ) T2 $E 200mg FIA4a v 40%
5kg 50— 75mg — 0.125—0. 1875g
10kg 100— 150mg 0.5 & 0.25—0. 375g
1—1.5 8¢
20kg 200 —300mg (T T/ Tz 0.5—0. 75g
200-300mg)
1.5—2 8
30kg 300 —450mg (T T /)72 0.75—1. 125g
300-400mg)

7.2 DUNRBEIC I DAREL - 8598 ONRESUTIRICHRTT 2 1 FH7- 0 O KHAEIZT & b
7/ 7L L TH500mg, 1 HH7ZY O KHEIEZTE NI, 72& LT 1500mg Th
Do

1. 3L DVERETEAI L OOFRITEET 2 Z EREE Ly,

TAKRRETE N T R 7= G 0MoER (—HEELEZET) LoffHicky, 7&
T 72 ORERGICEDEERIFEENRITIEBZNNH D 2 LD, FFICHRAK
BRI A SO GAIZFHT 2581, 72 b7 7 72 U BREEN TRV
WL, BENTWAELSIIOHHAZRET S Z &, [1.2, 8.6 2]

1.5 7 A Uk B UL OB OH 5 BFICHT D 1 [EHZ0 O KHREEITE T/ 7
= L T300mg LR ETHZ L, [9.1.8 %]

5. BEERRLIE
(EBET—31\v5—2
LR L

I

(2) BRPRREHER
%A ER e L

4

Ol

(3) RERGERHER
AR L

(4) BIERIHER
1) B ARIERER
MR L

2) REMHER
G L

(5) BH - MREHIER
(ERCERRDER)
5] P g R kB

-17 -



Badi M Ot DR 2 AT 2 BF 32 XL, 7' M7 X/ 7 = 8 200mg % 2 SEMEH
G Uie, AR (L) XISk L 71, 4% (5/7) . Hhitk OI&I@I %t L 56. 0% (14/25)
Thole, RIFEME LT, BEDHEK, HEAPREELS 1 ARRDTR, WTbALEL
WEE P LY,
(REICK DR, BREOER)
[ P i PR kB
(1) KBIC L ARE, EREOERE AT HEE MBIt L, 7T FT7 2/ 7 = U4E 200mg
2 BRI Uiz, A3 (A2l b)) 13Tk L 66. 7% (4/6) . $EJRIZ%F L 75. 0%
(21/28) ThoT-, BWEHE LT, BEOTOE | IRK. TR OWER WS 1 4
D 3PNZFBDT=N, WTNBALEZMLE L FEE L7 Y,
(2) KB IC LD HE, BREOEREAT2BE 21 pllcxt L, 7 87 I/ 7 = U4E 200mg
Z 2 BRI G- U7z, A2 (A2hEL L) 13BNV L 73. 3% (11/15) , I L 50. 0%
(3/6) ThoT-, BUWERIZRED R -7219,

(6)BEMNER
1) ERABERE (—RERARERE FECARGERE ERAMBLERAR) WERTERT
—AR—RAE, HERFTRBERZBRORNE
BARSAN

2)RRBEME L TERRFPEOABTX IR LIFAE - HBROME
Rk 23 (2011) 451 A 21 BiC, AESEK (11E] 1000mg, 1 AfaHE 4000mg £ T) K O%hRE
BN (ZETRIERIEVE) AVEGB SAUTCBR, LU OGRSz,

<IKRRGIE>
AFNC L0 EERIFEEN BT 28T HL 2 00, B0/ -EHETEH
B G- 2AT O RSB & 6 SRR E OFEBUIRDLZ EIRICHERR L. B RIS 5 2
o Flo, TORIRUFIEMDPRBD ONIHEIT, LEREZH IS EBIC, H
LIS BIc#E 2 2 &

FRAREMICHESE TR T2 ) 72 LT 1 BB E 2400~4000mg T 4 [ DL Ak
fei G- S NI BE AR, TTHERE~ DRI DWW TR EE RO 4 F20i L 7=,
CEEBF G - Rk 23 (2011) 421 H 21 H~Fpk 25 (2013) 424 A 30 H)

INEESERF] 735 Bl D 5 5 32 il & FRAk LT= 703 il & 2R EfRAT X SUER] & LT,

PR RE B ORITER R ELRIT 4. 3% (30/703) Thoto, ZD I 5, sk UM LR 3 £%
A5 ALT fEO EFIZ 1.0% (7 /703) Th o1,

FTHRE B LIS O BIVE IR BT 2. 3% (16/703) Th o1z, ZDH B, IR ICED [
FOEE] PO TPRITERWEERRIEM I, HEMERGZR B & ONLIMEREE D 1 4T
o7,

AFEEROD, AFOFHARETOREMEGICL2EBERIFEED ) 27 2E& AR O%R
AHEICONT, BIRFR TR 2RISR &l Sz,

(7) 20t
AR L
-18 -



VI. EEE(CE T HIER

1. EERZMCEEHILEMRILILEHE
UTFAERE . T AR
A R=NHEBEHER : A N A Z
T o VERTREE o T Sy T T 2T
FXTUHLFEEK  EaX T h L, AnF U A
T T EAEERER AT = LR
v CREBEREE . ArE ) v
TV=NTRaAUBHER . A7 e T2y S aXkr e Ter LT T
BV = =B A i = B =S
EE : BEOH 2 (LEM ORI RE T, RAOEFIRLESRT L L,

2. EBE{EM
(1) YEFRBRML - ERKE
T M7 R 7 = OO ERZRAOE LRI S0 RS ERIREIT & L
T, PHRAFRERIAER L, 7R 227 F 0P Ual, hr T B A RRFRE TR =
NEER R EICHBEE RETEEZ LTV D,

(2) B ZEE T BHEBRAE
1) fREMER 1
O~ T AR OZRIEFEREICRIFTHE (TR, UHX)
R~ 7 AZBNWTTE N T I ) 720 k7 =2F®F 0 %870 MELAIE
100mg/kg MERERNICH G- L, BEIBIRZHE LTz, TOREE, 7= F 13 54% 30 &
ICBWTERARRED FREARDTZN, 7T T2 7 = 3514 30 5 KTV 60 4512
BWTITE A SRR FREITERD DAL Do T2,
FRFEOBEGEHCBWTH 2L RETH -T2,

QORAF RIKEICETHE (7VF)
KIBHEIRERAFZRIZBWNWCTE N T I ) 72 ENT7 = FBF v lg/keg 25 L=k
BTN 72 AIKGREBEL RO L, 7 2T U L EETH - T,

2) BRIEA Y
BEFRRC N B IE 6 44 % 3 4430 2 BEIZA3 1T, Hardy Z8%6 (AR BIME LA ERIE) 2 v
TTERTI ) 720 RO7 = F 0 1g 2R OEL L TR EREITo 7,
BT TERE LT/ T NTITMED Acetylglucose ZTRET-HMER 1g 5 L Txt
ME LT, ZORMETE NI ) 7237 =T F U LV LMD e BFEMH 2R
L7z,
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QUVE W—-0F52)

61

60

59

58

57 /C/
56

55 O/

\o\
—~—

54 /

ol

52 [F

L

51
50 IA‘;*{I =

T ]
0 30 60 90 120 150
G (59)

—O— 2nd. T2} )72y
—A— ond. 7=FY
—0O— 2nd. 7" 74K

(3) {EFASETRASM - IS
LB L

—@— Ist. TtN 7z

—A— Ist. 7=ty
—B— Ist. 7 7K

W 1g ®O&Y
st : 5 1 OFE A BE
2nd : 55 2 ¥ A
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VIL.

1.

EMBREICET SRR

mAREDHR
(1) aREFEDGOPRE
LR L
<% HNEAT—H >0
5~20 u g/mL

(2)ERAREER THERE S =M sp iR

Gy SRR SRR 7,

DT RNT )7 =88 200mg [ =Fny 2V
SRR 134 5 A 31 AAFIEIREEIE 786 SR AE S )4 5 3K R R A PRARL Rl g T4 %8 [ 3K
DAEMZIRIZENMERER T A BT A 2O —EIEIZ DWW T (23D & i,

TR 78 200mg [ =F1) & v — LEE 200 ENEN28 (TENTI T
= 400mg) % 10 4 DREFERA FYEIT 2 FIX2 WD 7 v A4 — " —1EIC X 0 B2 gk
HERORS L, A7 a~ 777 4 —IZL IR 72 v 72 ) 7 = VRBEZHE L
Too O HEMENGE T A —% (AUC, Cuax) (ZDWT 90UEREK LIS THEEHIFAT 24T
STAER. AUC KTF Coax DXIEAEDOFIEMEDZED I0WEHEXFEIL. FNEI 1og(0. 84) ~
log (1. 23) }xTf 1og(0.95) ~1og(1.10) T&H Y | 1og(0.8) ~log(1.25) DHIPHNIZH D Z & 7
O WA D AW 7RO R SN E D R S Tz,

HIENT A—F

BENTA—H

AUCo-12n ( neg: h/mL)

Cmax ( l'l' g/mL)

Thax (h) T2 (h)

/

TN T 2
$E 200mg [ =Fn| 288

19.09+£4. 38

4.66=%0. 98

0.98=*0. 42 2.76=%0.53

J 1\ F— g 200 2 b

18.65*4. 36

4.69%£1. 46

0.95=*0. 59 2.77=%0.29

{ug/mL)

=t AN AN e e =

(Mean=S.D., n=10)

o TEMFILI 7o rE200mel =] 25
- Hod—E200 288

Mean£S.D.(n=10)

5 DR

8

12 (h)

S PR TNTAUC, Con 0D /8 T A — 5 13, BIRE ORI, RIEOLRIREIEK - WFRIS 0
RERGMEIC L > TR DAREMENR S 5,
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2)7 B T2 72 DSA0% [ =Fn)
R 1345 5 A 31 AATEFRERE 786 SR/ LT B EF R AE B R [T,
DAY FRIRIFEMRER T A BT A CFO—HBAEIZ DUV T, PR 13 455 H 31 AfTEHKE
FE 183 FIRA TR R IR A HAR R [HIT 3 87 2 A OB D 7= b O )7
BIRISENE T A R A ANZDONWT Y I EED & Ehfi,

T RT 72 DS40% =F0) 1g & A u T — VR 20% 2g (7 R TR/ 7 = 2 400mg)
% 19 4 ORERER A BYEC 2 KX 2 HD 7 v A — R—JEIC L 0 FRaZe g | c im0 5
L, BE7 e~ 77 o —lCL0iffEh 72 7 ) 7= VREZRE LZ, S50
HWENHE /X T A — 4 (AUC, Cuax) 1ZDUT 90%EHEX MVEIC CHEFHIENT 21T > 7o i5 R, AUC
B R Coax DREAEDFLEDFED I0WEHXEIL, L h 1og(0.82) ~1og(1.02) KT}
log (0. 89) ~10g (0. 99) TH Y | 1log(0.8) ~log (1. 25) DFEIFANIZH 5 Z & » B A DALY
AR D RS S T,

HIENT A—H BENTA—H
AUCO*th ( ug: h/mL> Cmax ( Hu g/mL) Tmax (h) T1/2 (h)
TN T 2
18.84=*3. 80 5.74%1.63 0.54=%0. 24 2.81%0.47

DS40% [ =%Fn] 1g

F v — VHIBRL 20% 2g 19.91£3. 16 6.19%+1.36 | 0.46=%0.23 2.71=%0. 35

(Mean=®S.D., n=19)

{ug/mL)
8 .
'? f
1L
* o FENPII72 DS0% =R 1g
t 5T - AuF—LER20% 2g
Z‘: 4 H Mean=5.D.{n=19)
7
7 3
X
>
2
K
1

0 1 2 4 8 12 (h)
Eiaon: Tol il

i BB CNCAUC, Cou 8D/ T A — 213, W OIR, (RIE OB - W % 0D
ABREIC L > CTRA D ATREMER B 5,

(3) &
<BE NEAT—H >

300 1z g/mLLA |

(4)BE - HEEODEE
VI 7. FH EAEH ) DIESR
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2. FMEERI T A~
(1) BB 3%
AR L

(2) RILEEER
MU ERe L

(B)HKRREEH 2
TE N7 7 = 8 200mg [ =Fn) :0.262+0.063(h") (Mean+S.D., n=10)
T N7 7= DS40% [ =Fn) *? :0.25440.044 (h") (Mean=S.D., n=19)
¥l:1m28E (FTERTI /72 400mg) #1051
#2: 1 1g (T M7/ 7= 400mg) #& M % 5F

()97 2RP
350+ 100mL/min/70kg

(5) S
6718L/70kg

(6) ZDfth
MEEE e L

3. B&EH REaL—ay) @#Hh
(1) B A %
BAY-¢ 2

(2)/35 A— S EHER
LR L

4. YT "
6 A G- CTHILE N DI S D,

5. 9
(1) M i&—AX BE Y@ i

MUER R L

<BE WRRBRT— 4%, v A>W
YV AMC-T R MR T =% 500mg/ke #RE G L2l M TRZEIAIL, 5% 1
RENC A mie BRI ZE U, 0] 1 IR CYE R U7, IR BE b R Nt i, Plie, ek &
WFIER L ThoTo, —HREWE LTCiE, 77 o U EBE RO BB Sz, iR
FUTEW, IEFITRRE CThH -T2,
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(2) hiB—HEBFTEBYE
BLER L

() EA~DBITH
BRI L
<% HNEANT—F., 23>
BHAMRZTE N7 I 72 650mg AHERE LIS ZA AT T NI ) T 2 RE
F1~2 BB IS iRmEIZE L, 10~15 ug/nl THoTz, AWHFTE T I ) 7= VRED
MR T, ) 2,28 B T o7m, WHELIRDORTNDIE, TR N T I 7 2r, HHNIE
ZORHIIRE STz,

(4)BER~DFEATH
Y ERR L
<BE HEAT—H, NE>D
INBIZT V2 R T R 7 2 BEN S EHNIC 40mg/kg 5 LIz L 2 A MEMIET 72 b7
L 7 REITNSEFR T N R T 2 VIREISENT EF L, IR T2 7R
J 7 = CPREE ORI 0. 12 K T h o 7o, Bk A BLAR BN 1. 18 Th o7z,

(5) ZDHDIBHE~DFEITHE

M ERR L

< GYRGT—F, v R >

YUAZMC-TE M7 X 7 =% 500mg/kg #% ARG U7oRE Mg, ATRE. B RZ L
KiZ, #5 0.5 RERIGICRcm I LT, F7o, 5 0.5 REE# OWHLE 07 i be
FELHED 3DATH T, ZNOHORRELY ROKLLHHZOTE N7 I/ 7 = AFER
MICHEINSND Z R Enlz, ST N7 I 7 =2 UikEREIR
1500-2000nmol/g & @VMEZ R LTz, E7o, FHIKICHIT 571 F7 X7 7 = iR
F 1R Th o 7o, RO TNV EZFF ADERITIFIR, A7 A AALERITERM CRE-o

7~
(6)MIFEFFEEHR"D
25~30%
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6.

7

8.

9

a8
(1) RBIERAL R VR EBHZRE
(AR

R T NT 7z ORI
NIICOCH;
OH
UGTIAG ST CYP2A6 CYP2E
NHCOCH; NHCOCH; NHCOCH; NCOCH; ~
0 C )
| I
A Z o \r‘/
OCeHs0 0SOsH OH 0
“m
NHCOCH;
I A
P86

(2)RtEIzEAE5d 2EE CYPE) OHFE FEXRD
UDP-7" /v 7 v RS ISR . WRBRHAREIESE . T b 27 1 — 4 P450 (CYP2A6, CYP2EL) . /v X F4
VS iR

(3)VEEENBROEERVZFNEE®
HY Qg7 T 7202 0#%E L2GE JFICB T 2 )EHEIEEITH 10%5TH 5,)

(4) REMOFEORERWEMRL, FHELE

LR L
. BEH
RFEEICRPICHEE SN D, R AR 4T hT7 3 ) 7= 500mg 2 #% 1 Hil[al#
B URER, BEEORK 80%2 8 5Btk 24 Befi# £ CITR Iz S - 20,
FS U RAR—E—ZBET B1ER

MR L
. BREIZLBBER
(1) EIEEH

BRI L

<BE HNEANT—H >0

10mL/min A
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(2) M
AR L
<BE HEAF— Y

120mL/min GREABIRIZ R LTO) . REIED b IHELMIRE S D,

(3) EiEMi&ER

BRI L
<BH HNEANT —H >0

200mL/min

10. HEDEREATHEE
JI R RE RR 5 R

R 28 R T R Rl AT FE T AUC I

GHEAT—4),

11. 2Dt
BN - AN

<,

- 26 -
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T

VI &t (FALOIES) 1Y 4EE

BB L T O
=y

—_—

11.1. 4 S8]

N AXFNCKYEEGHESENRRTIE TN HLSCLITEEL. 1 BHRE 1500mg I = A

ETROARSIHBEI1CE. EHMICHHEESFEHR I SILEREICRETH L, [8.2,

1.2KENETERNTI /) 704 8THOER (—RAEESREZEST) EOHRAICKY. 7+

T3/ 710D BERBIZEIEELHEENRRITHIEINNHDI LD, ChbDE

BleEDBrRAZERITHZE, [1.4, 8.6, 13.2 5]

2. EERNBREZNDIER

222 (ROBEIZIFBRE LB &)

2.1 EERFEEOSH HHEE [9.3.1, 11. 1.4 /]

2.2 RANDO R x LIRBUEDBEEREO &H 5 HE [11.1. 1 ]

3. PEEXIIHRICEET HFTELFTNDER
REIN TN
4. AERUVAZICEET 5:FELEZFDERA

5.

1192 &,

EEGERWIE L TDERH

(V. 4. FHEAOHEICBEET2EE] 228752 L,
8. EELEKRNEE

TERWBZENWRHDLDOT, BIEE HTWEEICRGTHZ L,

8.2 EIEMRITEENHET 56NN H 5D T, 1 Hikk 1500mg 28 mHE TRUK G255
BIITEMRNATERERE 21TV, BEOREZ H3ICBET 52 L, mBTRSLELE

TG EIXFCREOREEZ+JICBIET A2 &, (1.1, 11 1.4 B ]
CRE KROEEEZ BB LKRETHI L,

WG D5EIH > TUTEHIIERRELZIT) ZLBREE LV, £, miETKRE

8. 3 TR BICH LARIZ N2 HEITIE, ROFHEZBET D &,

< JFANE LT —0FEFoRMR G2k T 5 2 L,

8. 4 1BVER UKk LA 2 VD8 A1E, BRIEUSNORIE L EBET D 2 L,

8.5 DRIR TR, AL, WEGBHEND bbb ZENHDDOT, FHCEEE S ElnE &
OVNRE SUIWHREMR B O BFIZB WL, HEZOBEOREBICHMIEETHZ L,
8.6 7 NT X T EERMOKAI LA LK S BFICHEE T L, [1.2, 7.4 2]

17 N7 /) 7= OEHERGICEXVEWERE LTIER - THIRALNDZ EnbD, K
ANZBWTHRBEOBEIERRNS bbb BENNH Y | EXEREETLE D MLEHER & X

8. 1 MR A & D IR HRITSIRIR A Tide SHERIE TH 2 Z &M BIRRIRIEN HIZ Zh &
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6. HENEREZAT VEBICHT IR
(1) BHE - BERZFOHDEE

9.1 BHHE - MEREDHLEE
9.1.1 7Ia—ILEEEKE
HEERH HoNT <725, [10.2, 11.1.4 ]
9.1. 248 - EXBRE - BEREEZIZLDITINIFAUREZ. BKEKRDHDESE
MREER & ST <78 d, [11.1.4 B ]
9. 1.3HILEBBRIIZOHREFENHLESE
FERDEALUIFRZRTBZNDH D,
0.1.4MEDEEXTZDEREREOHLEE
FER DB UIHFR AT BENAH D, [11.1.5 5]
9. 1.5 HMEMD H5EE
M/ MEERERENEZ 22 B 5,
9. 1.6 DMEREREDHLHEE
JERD BT OR BB EEST 2B ENWNH 5,
91 TREXMBEDHLEE
JERDNE T 2B ENAH D, [11.1.3 5]
9.1.8 7REY vImE GEXTHA FEHEXERAICL 52MEREDTER) RIFZOBREED
HhoHEE
TAEY U RORIEIZ T 0 AR T T D oA EERANES L TWD EEZ B,
JERDEALUIH R 2R T BTN H 5, [7.5, 11. 1.3 2]
9 1LIRPELZEHLTLEESE
VENZIG U CHEb) e i@ Al 2 0 L, Bl 2 + ol iTWERICE T2 2 &, YEZ
REAMALT 2 BEWNH D, [10.2 2]

(2) BHREEEERE

9.2 BikrelsEEAE

9.2 1 EEEXIZTOBRERDHLEE
BhHEORE, HEGRROIEREZ5ET 52 &, IERPEBEAUIFREZRT BTN S
5, [11.1.7 ]

(3) it RelEE RS

9.3 FHpelEERE
9.3.1 EELIFHEEEEDHLEE
BhHLenwZ b, BEEREREZ EIBTLNH D, [2.1 2]
9.3. 2 FEEX I ZDBREFRDHLHEE (EELHEZFOHSEEZMR)
FEEENELT HBZNRH 5, [11.1.4 BH]

(4)&ETEREEFT HF
FRE STV R0
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(5) 4xi&

9.5 1145

B0 XATHHHR L W2 ATREME D & B LetEIZiZ, kDY A7 Z#BFE L, 1GH oA RN E
Wetkz ERlD LR SN DGR ICORBEET 5 &,
ARG O LAE~OEEIZ L0 IRIRICEIREIEZ E -T2 L B3 d 5.

AERBIO T v MG L2 EBR T, OB FOBIIRE IHEA A ST s ¥,

(6)&Z2Lim

9.6 #RFLIF

IR EOARIER ORFLRBOARIEL B E L, KALOMKGSUI P2 BT 5 2 &

(7)/MR

9.7T/MNR

9.7.1 RIEH ORBUFFICIER L, BER/NROBHICE D om EHEICRET 52 L,

(7.1 &8]
9.7. 2 KA AREIL,

72 BE PR FRBR 1L 30t L TUh 7Ry,

AR O3 » AR O xR & LIZAIMER Lt et s L

(8) BtnaE

9.8 ElnE

RIEH OFEBIZFFICIER L,

DN G Z AT D EREORELZBZZ LN HIEE
WZEGTH5Z L8, BIERDZ L0070,

7. HHEEH
(1) BRZEZELEZDHER
BRE STV

(2)HREE EETDER

10.2 BHRERE (BFRICSEE TS &)

07z %) T, UFULE
OPFHIZE Y UF U LDl
RENEFL, VFULHE
EELIEEOHREND S,

K 4, 2 WEERAEIR « HEE 515 R - fERRIK
U F 7 8| DI EAT v A RHEHERENR | FEAT oA RHEHERERANIT
IREEY) F 7 A H AV RAE L AT T BT RE T TV AR

T2 LTk REE
UF U LOPHERREAD L, i
TREMERTLEEZLN
WD,

F7 ¥ RZARA
bt RkeroaFry K%

DIHEART v A R R SR
Al (A RAZ ) T,
F T NRMPRAN O %
BT HIENWESINATY
2o

FEAT v A NHETE BN AE
BOTaRE T T VAR
Z N L Ok, SBT3 A
C. F7 ¥ RRFMRA O P
ERICHIT 2B 26T
W5,
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AN 5

EEAER - FRE A

BEFF - faRRIN

7L a— L (fRIE)
[9.1.1 ]

TN — LB ERENT &

KT T7 2 ERALEE
IAHAEZREZ L Lo
HERBH D,

TV a3 —/)VERRIZ K % CYP2EL
DOFEIZLY, TERT I
7= oo FEEE RO AT
BFN-p R xR ) AR
OB SN D,

7= 1) RPuEEIm Al
A IV B RSN

7= RbrEE A OER %
BT 52 NHLDOT, W
ByphlEEICRET S
&O

AN DS MHEEE A RSB EBALICH
WTHBEET 52 LT, Prkdm
Al Z i S B € OfUEEMmE
MEEmsE 5,

BN B
7 x /)N X —)L
Trz=hr

TV RN

V757 B
AV=TTR

D OEAOEHEAE
X, IR RS NFHE S
. FEEZECRLTIRD
EOWMENRDH D,

Z S DK ORISR E
ERICEY, 7B N7 T
= U DIFEEERON-T &
FN-p XX ) A I
~ORBPMEE SN D,

PUAEWE
PLE Al
[9.1.9 ]

1R O AR T R A e 2 AR
WEL D2 b, BT
2E A IITBE & o IicAT
W, HEICREGTHZ L,

BRFEAATH S,

8. ml{EA

1. &8 A

ROBWERB S 5DND Z ENHDHDOT, BEZ 7TV, REDBRRD bNEE I3
G2 ik 3 57 @R EZIT O Z &,

(1) EXGEIER & MEER

N1 EXGEIER

NA11vavd, 7r7453F0— (WTHLbHEERY)
vav s, TF7 4 7% — (FEREEE, SHkL, TR, FIRZE) N5 b
N2 eEnbdbsd, [2.22H1]

11.1.2 hEMRRIEFFMAALE (Toxic Epidermal Necrolysis : TEN) . FZ 8 %4 B AR fiE 1% B
(Stevens—Johnson fEI&E) . RERNFKERBHEBREE (W70 HERE)

1.1 3WmEREDFERE HERH)
[9.1.7, 9. 1.8 &[]

1.1, 4 BIERF 2. FFESRERES. B (Wb BEAR)
BIERTFZE, AST, ALT, v -GTP O LRS54 045 IFREREE . #ERH bbLD 2L DD
5o [1.1, 2.1, 8.2, 9.1.1, 9.1.2, 9.3.2 &=]

11.1.5 FRREKRAE (BHEEAHA)
[9. 1.4 1]

11.1. 6 B MR A (B AI)
K, PR REE FEEN IE O BE SR DA, ERICES X B,
BOCT, MG~ —W—%50OMELEMT 52 &, BENPHEDONHEAICITHREGE2 PR
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L. BIERERLVECFORGEOEYRILELZITH Z L,

M1 TEESEEXR. AUEEREE (Wb EERE)
[9.2.1 BJ#E]

11.1. 8 EXIMEBRUAEREREE (B RH)
PIHPEIR & L CTRIB, BENA LN, BICHEERE, U oo HERE, A mEksgn,
IFRRERIEZ . B Y UONERINBLSE 208 O R MO HE RBHEUERH bbb Z &
HD, 2B, B IR RAT AR 6 (HIV-6) DA NV ADEEMHALEES Z &0
%< BEFILE b RZ, BE IMEEEEEOERNBR D 2 WITELELT 52 &
NHHDOTEETDHZ &,

(2) ZDbDEIER

11.2 Z Db DEI1ER

B R
I % F7 =8, MUMEEY . SRR T (i oER) P
k% F - IR, BACRER
Z Ot B EOE

) 2o X o e (BE) R"bobn-Hmaicid, #5a2dibd+s2 L,

CRBRERRICRIFTEHE
BRE SN TR

. BERS

13. BERS
13.1 4R
T - BN - O OEESEN Z o 72 L OWER D D,
13.2 i@
fif7g (FFREEOBEE) 12X, 7TEFALRATA v oRE4#EETH 2L, [1.2 2]

. BRAEDEE

4. #@ALDFE

141 ZFIFRHEFOEE
(FZq4>myF)

41 1me, AFBREL RT3, ToFFE5TIZLHLTED,

14.1. 2 \GBHITTE DTS5 2 &,

14. 2 EXIRAFBFDEE
(&)
PTP @JAEDFEHNL PTP > — b2 BHD L TIRIT 2 L 98845 2 &, PTP v — L DFRAK
2R BOSLA BB R AT L, B3R 2B C L CHERIRA S o EE RO DHE
T DHEnH D,
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12. ZOHDEE
(1)ERERFEAICED < 1ER

151 BREREA I E D < F#R

15. 1.1 ke (7 =FkFy) ORMEEICLY, MEaERRFEZEZTZLR3H D,

15.1.2 BHEEOBEMEROBEE ZRE LZE 25, HULAY TxFtvFr) iz Rl -
KREIEEH (F: R E 1. 5~27kg, ARAIMIM 4~30 ) L TW e ARZ W& DHiE
VARY SR

15.1.3 JERAT v A RHEERERAZ RHIMELG STV 2 LBV T, —RF R R AT
OOHNTZEDRENRD 5,

(2) JEERRERICE D

15.2 JRERIRERER ICH D < 1B
15.2.1 e (7 =7t F ) 2R - RERELG LB ERT, BEEEAENED LR
L DHREVD D,
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X. JFEREREAERICREY HIHE

1. ZEIBKER
(1) FExhEBHER
[VI. NP BI 2 THE | OHSMR

(2) REeMEEAER
MU EEe L

(3) Z DD FEHAER
RUERRL

2. BIHER
(1) BEHSHLRR
U L

(2) RIEBSHILRR
LB L

(3) EEBHERSR
AR L

(4) B AR
LR L

(5) £FER LB
LR L

(6) RRTAIHILHER
LR L

(7) T OHOBHBE
AR L
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Il

. RHERS

o AT NI 7 2 U8E 200mg [ =F0)
T RT 7 DS40% [ =Fn)

. BEEMEEICEY SRR

ARy TR NTI ) T2

. ABHME

HEhHM : 34F

. BRRETOITE
HE{RRAF

. BRIV EDEE

R LR

. BERITEM

BEREXRLTAR AV
FHoLBY : AY

FOMDBEMTEM : 78+ T I 7 =0DS40% [=Fn), 78 b7 I 7 = DS/NEH20% [ =
iy #IRH SN D BFRRE EOZFEDO T~ ( X {5 ZoOfho
BIEIEERL DB )

—Fi5 - AHE

I

. EREEEAR
R

1B S
1B S

AR

. BERFTARFEABRVARES, EMBELENKFAB, RETMAKFEAR

—RArEE - 1w —/LEE 200-300-500, 7 v — LRIRL 20%-50%, a2 —L a7 2%

SR T AGRAE A B HKRE R SEMMAEHENNEAEH B | IGERRAEHR R
TN )T
201746 B 29 H | 22900AMX00590000 20194F6 A 14 H 2004 4F7 B 12 H
$ 200mg [ =Fn
TN )T
201746 A 29 H | 22900AMX00591000 20194F6 A 14 H 2004 4F7 B 12 H
DS40% [ =Fn]
2004 £ 7 A 9 H
= 7 — )LEE 200mg
200442 A 12 H | 21600AMZ00195000 | (RiEHEEHAMM T | 2004 4E7 A 12 H
(HERZE4)
2020 4£3 H 31 H)
20044E7H9H
aH—IVRT7A4m
2004 4E2 H 25 H | 21600AMZ00398000 | (RRiEHSEHAMIM T | 2004 4E7 A 12 H

v 7°40% (IHMRFE4)

2020 4£3 H 31 H)
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9. MEEXIIHREM RAZERUVAZEZEENFOFEABRVZOARE
2007 #£9 H 28 H

#r

[H

(1) SR, H. JEMRIEMRRE., BURIE.
AR, FTEOm. fm. AR, o
WRtRTRE. AN K DK, R, R

(1) 8%, HJm. JEMMEARR, BORIE,
AT, FTE8R. fatm. AR,
Wtk dm. AN K DEm. R, R

~16mg Zifk %535, &GHEIT 4
~6 KEmiPLEE L, 1 HiREE LT
60mg/kg ZFRE L35, B, Filin,
JERIZ KV W EHERT 5, 72720, Bk
ANOHEZBZ 2V, o, ZEERED

BTS2 ENREFE LY,
(2)ah—IVFEIA4 1 v 7 40%
wE, FLE, SRR OVNRIZIET

T/ 72 LT KE kg H72Y

1[5 10~15mg A& 54 %, #E5M

PRld4~6 Bl B & L, 1 AL L

T 60mg/kg ZFRE L35, 7B, i,

AEARIC & 0 S EHEIRT D, 7272 L, Ak

ANOREZBZ 22\, -, ZZEHO

BEITRET SED ZENEFE LV,

ZhEE I 1R DTSR TRIE% O
IR (2) FRLEBDOMREN - $107 (2) FRLIRBDOMREL - $H
Atk ERiER (BMRE IR EEY A ark ERGER (BMERE X REES A
P ERGEREZ B T) P ERGEREZ L)
(3)/NEBMEIZ BT B REN - S8
hRE IR (1) O5E BRESUIENR (1) DS
WE, RAETE T 720 @E, RAZETERNTI ) 7L
T 18] 300~500mg, 1 H 900~1500mg % T 1[8] 300~500mg, 1 H 900~1500mg %
BATEGT 5, 72d, Fn, ERICEY RAO&ET 5, ok, T, ERIZED
STEINEIR:H5 A AR HEIERT 5.
e X IR (2) DSGE BEESUIENR (2) DGE
WHE, AT NI 7k L WE. RACIET R TI o7 2bL
T 1181 300~500mg #MEH T 5, 725, & T 118 300~500mg ZWHAH T 5, 7o, 4
i, JEIRICE D EEEET S, 220, v, JERIC X VIl EET 5, 72721,
JRANE LTI R 2@ETEL, 1 HRKR| JHAIE LTI A 2EETEL, 1 BHEK
1500mg Z[RIE &5, F/-, ZEfERFOE | 1500mg ZRE L 95, £/, EEFOK
HIThETT S Z ENEE LU, HIThET S Z ENEE LV,
BEEXIIZNR (3) DG aJ—I)V KT A a7 A0% L8 R
(1) =2 —)VEE 200mg Bl L CikGT008, 2OFEERE5TD
T W SRRV TE TR L TED,
o J7x LT KE kg HEH 11810
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201141 H21 0

#r

[H

(1) TR B ONTIEIR O $5A
SRR, ER. JEBEMEARRRE. BERE
PR, FIE5M. IafE. ARYE. &
Wetbd. AN X DK, i, A

(1) 8%, B, SEGEMEARRE, ERE
TP, FTEER. . AW, &
WpfedE. MNANC K DR, R, R
TR O

Fshtk
’b;;?i e WS (2) FRAEBOMI - B0
(2) FRLERBOMREN - $HJm Ak ERiER (BMRE X REEY A
Ak ERGER (BMEREIREEY & P ERGERZ E )
M ERERE ETe) (3)/NERMEIRIZ I D AREN - S50
(3)/NERMEBRIC 31T A REN - S
ZhRE IR (1) O5E BRe TR (1) DG &
WH, RAIETE R TI 7L | @%, RAKIETERTI /72 b L
T, 1[]1300~1000mgZ# D45 L, #45 | T 1[H 300~500mg, 1 H 900~1500mg %
bR IFA~6IERI DL &35, 72385, 4FHin, ROBET 5, 7ok, Fn, ERICED
JERICE D EEIRT 525, IR#EE L | EEHEET 5,
T4000mg Z[REE 45, F7-. ZEERFD
B IFHRES SHDL I EDREF L,
e XTI (2) OGS e XIIER(2) D6
WH, RAIET 2 T I 7L | @%, AT R TI /72 b L
T, 1[E300~500mgZMEH3 %, 72, £ | T 118 300~500mg ZMWEHT 5, 7. F
i, JERIC X 0 EEHERT 5, 727, i, JERIC K v EEEET 5, 2L,
JRANE LTLR2EETE L, 1HRK | JHAIE LTI A 2EETEL, 1 HEK
1500mg % [RE & 9%, £, EMEKO# 1500mg Z[REE L35, F7o, ZENEKEO#E
B3k SEHZENEE LY, B3 sS85 2 ENEE LY,
e X ITZNR (3) DG e XAIEAR (3) D E
e (1) =5 —/LEE200mg (1) =% —/L8E 200mg
" HE, SR EOVNRIET ' TR W, SR EOVNRIZIET'E TR

7z LT, KElkgdH 720 1[E10~
16mg & A L, &5 [HkRIF4~6F
ML EET S, Zeds, Hln, FERIC K
D EIEM T 528, 1H#ELE LT
60mg/kgZ [REL 35, 72721, BAD
HEZBEZ eV, -, ZEREO®RS
T S EDZENEFE LV,

(2)a = RI A1y 740%
HE, AR, SR EOVNRIZIE T ' B
T/ 7= LT, KE kg H72D
1 [A] 10~15mg Z#% 05 L, &5
(X A~6 BERIDL B35, 7rds. A,
FEIRIC KV S EIEET 525, 1 AiesE
L 1L T60mg/kg ZRE LT 5, 72721,
RANDOHEEZB LR, £, ZEER
OFEITRET SHD T ENLEFE LUy,

7 LT, KE kg H720 1A 10
~16mg R O&ET 5, &R 4
~6 UL EE L, 1 HR&ELE LT
60mg/kg Z[RIE L5, 7eds, Fin, JiE
WKV BT 5, 2720, KA
OHBEZBZI, Fiz, ZEERFOE
BATHEF S ED Z ENLEFE LV,
(2)ah—nNRIA4m v 40%

wE, AR, SIREOVNEIZIE T ' R
T/ 7z LT RE kg H72D 1
Bl 10~15mg Z X & 595, &5
(X 4~6 BFEILL S L, 1 HRRELE LT
60mg/kg Z[REE &L+ 2, 7eds. Filn, iE
WIZ KV EEEBT 5, 72720, A
OHEZBZ I, Flo, ZEEKEOE
BB SE5Z ENEE LU,
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E<n [5]
O R EK OERIZE T 5 88 O, Y. e RE . BYEAE. 5
O FReE R OfEE - $F W, FTH80m. 3. H R, 5 it
Atk ERGER (BMRE XK EZMED Atk i, DAV K DR, MR, R EHER
BRE ST FREREET) DI
IS O/NER gk I 31T B fif N - 889 O FEEBDOREL - S
A ERGER (AMERE IR E D A
FRGEREET)
O/NERM BRI 35 1) B i - 89
KRR OE R
10. BEEHE BIMERERELAREABRUVZOAR

11.

12.

13.

14

YL

BEEHM
BN A

REHIREFIRICEE Y 515

AANZ, BERICBE T S HIRITE D B TR,

KEI—FK
N JEAE F5 B A AL E | BRI =2 — N L L7 NERELR
HR7E4 i ) ) HOTO D FES | i
IV EH 2 — R YJ=2—FR) VAT LA a—R
TN ) T2 (ft—4) 622888200
B 1141007F1012 1141007F1209 116341401
£ 200mg [ =Fn (I 7244) 621634101
TN ) T2
1141007R2031 1141007R2031 116342101 621634201

DS 40% [ =Fn]

. RIRFEH LDERE

AANTZHHIN L ORIFEEELTH D,
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9)
10)
11)
12)
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14)
15)
16)
17)
18)
19)
20)
21)
22)
23)
24)
25)
26)
27)
28)
29)
30)

31)
32)
33)
34)

35)
36)

FNSOE ARSI R i, IS, 2021 ; C-146-150

PR HESRS SEE A No. 12, AARAEEWHSW. 2002 ; 151

R : 72 F7 2 7 7 =88 200mg [ =) ImLERRBR

HNERL . 78 b7 7 = 88 200mg [ =Fn) MEa)HE2e E PR

NEE: 72 N7 7 = 8 200mg T =Fn) RHIRFRER

FENEEL: 72 b7 X 7 =2 DS40% [=Fn) IniEER

FENEE: 72 R7 2 722 DS40% [=Fn) BRI HAR

FENEEL: 72 b7 X 7 =2 DS40% [=Fn) wilsaER

FENERL: 72 R TR 7= DSA0% [ =Fn) MEadEre E iR

FENERE: 7 R TR 7 = DSA0% [ =Fn) ¥R O % E AR

FENERL: T R T X 7 = DS40% [=Fn) Bl A Ak

HEWNEEL: 7 F 7R 7 = o 200mg T =) HHRAER

FENERL : 72 N7 X 7 = DS40% [ =Fn) v HERER

FRANTSME il - JERE SRR, 1996 ;5 30(7) : 1785-1790

=K s Ml JERELERER. 1996 ; 30(7) : 1773-1777

AR A B S RRIR. 1996 5 30(7) : 1779-1784

HI T flfe - NEW KBRS SETHS 6 i), FEVTAE. 2011 ;5 456-463
BIARFER XM7Y = 7. 2012 ;33 (2) : 218-226

FERT — Al EEEEWFZE. 1957 5 29(3) ¢ 277-286

Jackson CH, et al : Can Med Assoc J. 1984 ; 131 : 25-37

FENEEL : 72 b7 X 7 = 8 200mg T =) AR R R MR
FENEEL: 72 hT7 X 7 =2 DS40% [ =Fny AR SR

EHE S B L FENT. 19855 19(1) 1 17-23

Fischer LJ : J Pharmacol Exp Ther. 1981 ; 219(2) : 281-286

Berlin CM Jr., et al : Pharmacol. 1980 ; 1 : 135-141

Anderson BJ, et al : Br J Clin Pharmacol. 1998 ; 46(3) : 237-243

bR R i ZEFE. 1999 ; 50(10) @ 2097-2105

EARTER © HTUSEEE. 1982 ; 24(3) : 521-526

RVEBHBL it o JEREE & BRIR. 1993 5 27(11) : 4310-4321

USP DI Vol. I Drug Information for the Health Care Professional 27th ed. :Thomson
Healthcare. 2007 : 15-21

Zapater P, et al. : Aliment Pharmacol Ther.2004 ; 20(1) : 29-36

FAfEIFNR i - NEBOMESR 2, Bl & 1%L, 1983 ; 95-101

Gerald GB, et al. : Drugs in Pregnancy and Lactation 8th ed. 2008 ; 15-21
Therapeutic Goods Administration, Prescribing medicines in pregnancy database
<https://www. tga. gov. au/products/medicines/find-information—about-medicine/
prescribing-medicines—pregnancy—database> (2023/10/03 7 7 & &)

American Academy of Pediatrics : Pediatrics. 2001 ; 108 : 776-789

World Health Organization : BREASTFEEDING AND MATERNAL MEDICATION. 2002;6
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XI. 3&&%

1. ELNETORTRER
(1) AFH & A —BANTAE THIE S LTV,
()7 P77 7= 8L LT, FETHRIESN TN D,

2. BOCE T AEBRRZIRER
YR BT D MESMER (FDA Z3HH, A —A N7 U T O4%H) Y
AN T DREDOE a2 AT HEFICHET 2R 19.5 i) OHOFLEIFLL FTO LB T
HY . KFDANHH, A=A RNT U T OHEEITERD,

FEOEREAT HEEICHTIEE
9.5 134%
IR SUTIEIR L T B ATREVED & B ctElciZ, WRD U A7 &8 L. 1 EOA M E
BRPEZ EED S SN DRI ORETHZ &,
ERB I O LMEA~OEGIZ X 0 RIRICBIREIEZ R 2352 &b 5,
RGO T v MoG L7 ER T, BWIBFOBIIRE IS S ST g 2,

|

FDA : Pregnancy Category B (2008 4£)

A=A NTUTDIEE

An Australian categorisation of risk of drug use in pregnancy

A (2023 & 10 A BIfE)

2% HOWE
<FDA : Pregnancy Category>
B : Either animal-reproduction studies have not demonstrated a fetal risk but there are
no controlled studies in pregnant women or animal-reproduction studies have shown an
adverse effect (other than a decrease in fertility)that was not confirmed in controlled
studies in women in the lst trimester (and there is no evidence of a risk in later
trimesters).
(@4 % TN TP ZE TR IR~ DERIEITIEES N TS, Ll b, b MEmIZET 5
KRS FEIL R S TR N b D, & D WE, B E AW CAEEERSRGE S h
TWDH2, b MEmOMRILEHIZE TIXIRES MR > T2 b O, IO RIZ S b 6,
TEARIIFI I EE ] L7258 DR IRA~DEED /ML > TV TH A9 b D, ]
<A —AFZ U T D5FE : An Australian categorisation of risk of drug use in pregnancy>
A : Drugs which have been taken by a large number of pregnant women and women of childbearing
age without any proven increase in the frequency of malformations or other direct or
indirect harmful effects on the fetus having been observed.
(2B O F K OMEAR rTREE s D 2 MEIZfE D T E 7237208, TS Ko THB O HE IR
PSR DEEE - FENAEFEROBEENERT L L0 W R 5L BIE S L TV2R
W, ]
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il (FLYE) (CBET DiEsMER CREVNERFEE (AAP) D FEALYE, WHODIRFL & R D3

PEIEIZ BT A L) 3530

RERZBT DEFEDE RE2 AT HREICHETHEE 9.6 M) OHEOTLFEIILITO LR

D THY, KREVNERES (AAP) D4 EEYE WHODFZFL & RHADFMFEIZ R+ 285 &1

Rirs,

FrEDE e AT 58EICHET LR

9.6 IR
R EOAT R AL R O A 252 B8 L SR OREUT IR A A 5 2 &,

< KE/NERIES (AAP : American Academy of Pediatrics) M4yFEIEYHE (20014F9H) >
Maternal Medication Usually Compatible With Breastfeeding
[FEBL~ DI PIE T — T E WL 5 5, ]

<WHODHZHL & RHA DY HRIE BT 281 (20024F) >

Compatible with breastfeeding.
[(REFLLRE LWL TE D, ]
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1. FFF - REXZEICRL CERREEEITIICHI-> TOSEFR
(1) 8
ZEFERIZOWVTL, BRICEHOMNEDOERDIENICRET 52 &,

(2) iR - BANRUREREF1—TJ0E AN
ZEFERIZOWVTL, BRICEHOMNEDOERDIENICRET 52 &,

2. ZTOOREEER
BERERBAE
(7 77 D840% [=F0), 7 87X/ 7= DS/NRA 200 [=Fn) ZARH &
LBEREZOTFBED T~ (AThR, 14, 2020 4% 9 A{ERk)

7Eh7P=/7x2DS40% [=#0].

7ZEMP=/7xVDSINER 20% [=F11%
IRATNSBEREZDIREDG N

PEIP=/7x0 DS40% [=F1). PR/
7z DSINEA 20% [=f) &, BWES7E~
PE)ITIVDEHEENTBH. KEBIET S
AP EINA TRFRICBELTVET,

HFOKREFSHFTY—T., BIRERKETVRFH
BIBTENBUFTH, RBATHZDT LEHER
UTHBELTBIEITDT, BEOEWE - B2
HICHERTIVERA. :

BEH. FEEINEHRBER - il - BHEAE 415,51 Dsaon =1
BIFTRELTLIRESEL, 240%EATE

w2t ZFULPRRMR

ACT-03 AD0931 WK0920
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