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VAZENRI T4 FREETHI L, (82, 972, 151, 1522K]
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Fl Ol I FEER 1L 70 (CLSIHL) o
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A2 L 72 BTy KA OFG-H#EY) & S NG5 5F
HT ko

6. AERUHEE
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5% %,
727201, 10180mg. 1H360mg (FA 70O FH T v & LClH
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7.1 KAl EHDUIRERIRG T2 2 ERE L,
7.2 NEH60mefE DB EMRIIC L 2MAREIX, TEOLBYTH

b0 b, BEOKRENRORED SHEH ORGP L VWIHEIC
(& 15%MIRLA DT 2 MR § 5 2 & o

(G 15kg 20kg 25kg 30kg~
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AR = (1582) (2%2) (25%%) (3%¢)
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DLk,
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ROBWER D S b D Z EHNHLDOT, BELTHITITV, R
WHRO L NGEIIHG & Pk 5 % EE A LEET ) 2
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1.1 EXLEER

N1 2avy,. 7F7145%2— (FREH., FE. HFE)
(Wb BHEEAE)

11.1.2 hEMRKFIFEFEBMAEE (Toxic Epidermal Necrolysis :
TEN). BREHERERE (Stevens-JohnsonfERE) (\»Fhd
BHEEANH)

11.1.3 B2, BEEE (BEHEEXE) (WINLHERH)
[9.1.1Z8]

11.1.4 2MEBEE. BEHER. BEREE (WIS HERH)
SMEEREE, MEEEL BUERBESOEELBREND S D
NBEZENDH L, [84F17]

11.1.5 FFaeEE. 2E (WL HEELRH)

[8451H]

11.1.6 SFENEBRE. [U/MRIRD (W3 b BEEARHET)

FEE WHEESE. BT - KIS 2SS & b 7285 1 i
AT\, BEDRD SNIGAIIEEG ek L, e E s
792 &,

11.1.7 BEMABREONEE > EELRBR HEAH)
M. HEOTHAED Sbhzgaicid, EHIcEkG % Fikd 5
e WY R EEIT) 2k,

11.1.8 BEMMRE. FERERMMR (V371 b HEEARH)
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P g, TR RSN H S bN LI ENHHDT, ZDL)
BIERDSH HbN G413 2k L. RIBREARVE A
OFGHOMY RWEEITH 2 &,

11.1.9 HERUHBARE (HERH)
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11.1.11 KBIARE. KEIARAEEE (3 SR

[83. 91.3%K]



11.1.12 FRAEREE (HEARH)

LU, BT, HASOERARD & Nz E 1213 %S
L. Y RREEZITH L,

11.1.13 7X L XR%. BMREOREE (FEAW)
BEELOR A, B, BREOEIRDED SN2 A3 5%
IR L. B RREETT) 2 & [98121H]

11.1.14 FEHEIR GBI REA)

K5, HARSORMERD S bbb Z Ehdh b,

11.1.15 EEHENEOEL HERH)
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52 L, PTPY — PRI L 0 Tl E DS (R B~ A
L. BHIZEEILE B L TR ESOEE L GIHEL 5T 5
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15. ZDMOEE
15.1 ERERfERICE D < 1EHR

15% AL A 0 40 1] 2K GRS O B PR B2 38 Ty 8RB o0 B BT 9 A%
09% (2/23561) IZREDHENT WS, 7+ X/ oy RPHED
WAVNEERRRERICBWTC, 7 A aF ) ur RS ORI &
LB L TSt REE (BIRTR. BIETRSE) ORHEINE - 72
L OWRENDH Do [62, 82, 972, 152%HH]
15.2 FEEREREHBR ICE D < 158

B FEER (W35 1 X) T50mg/kg. 500mg/kg#% 14 H BIREII#H5- L
ToRE g, BETEGE (e A SRS B VIZ DTS A)
WERD LN DMEDNH Y, [62. 82, 15.1Z ]

16. ZEMEIEE

16.1 MeiRE

16.1.1 NRBHE
fifi 9% Je N E g /N VR B E 1 159% MK F) % 1 Rl6mg/kg X iE9mg/kg % 1 H 2[A]
ARG Lz L EOFEYBE T A -5 1E, TEOEB) THoT2
[Population Pharmacokinetics (PPK) f##7]o
MARFNOARHRIE1M6mg/kgx 1H2HTH 5,

BRI | (L e | e | )
6mg/kg 165 758 +2.38 096030 | 20+02 38+05
9mg/kg 57 1251 £6.24 148+054 | 21+0.3 4008

PK/%5 X — % INONMEMIZ X XA Xl
T+ SD.

il 9 mg/kg (SEifilfif)
QE 6 mg/kg (Fil i)
o 51 ---0---9 mg/kg (FillfiE)
2 ——— 6 mg/kg (F#llfH)
M
: o
&
ARV S
7 00,
B bd \.j %90,
. °°°0°
y \-W:?l"‘..‘."’_mg?
0 T T T |
0 6 12 18 24
IRE R (hr)

M#Ed b A7 04 VR ETRER
16.1.2 /N2 FR60mgsE & 15% MR D& M2 EE M

fERE A P12/ H60medE 358K DN 15%AMkA] 1.2g (M A7 aF43 >
b OVEREKFIY) & L C180mg) % 7 W A —/ N—iEC X 1) Z2 5 I A )R
35 LCdE b A 7ad 42 VREZME L., 156N WEE 7
A =% (AUC. Cua) 12DV T0%IEHEX LN CTHERHRAT % 4T o 72AE 5
log (08) ~log (1.25) OHFPFANTHD 1) . WH| D LEYFHFEIEATERL S
727

AUC.. Con o o
(ug-hr/mL) | (ug/mL) (hr) (hr)
/N FH60mghiE 486+184 07490236 | 16=09 6511
159z 1) 480+147 08080223 | 09+04 6409
Pl =SD.. n=22
12+
10} —e— /NEH 60mg §E
—o— 1597
08 F

P +=SD.. n=22

MR b A 7w R (g g/mL)

R (hr)
ME b 270 343 VR R

MRS IZAUC, ConBED /85 2 — 413, BERE OFRIN, KD
AL - BRSO BERSA IS & - TRAZ B WHENED D 5o

16.3 9%

16.3.1 HERBIT

(1) m&%
BYRE LR OMSIE O R E0REE () 26112150mg (8E#]) % &
HRHEERRIRG L b & SiE e ik B 132~ 3R #£120.31 u g¢/mL R O
0.34 1 g/mLOEAE S I, 6~8EMH 12 0.20 u g/mLET % TH - 729,

(2) HiF
B H A EE RS ORA) 5EIC150me (FeA]) % ABEHLERRII
H-L7z& &, HighiRE I3RS 2~ Tk 1% T0.056~0.32 4 g/mLTd > 727

16.4 K5
TR A6BIIZ150mg (§5E#]) % EHREERR IS Lz s & KEGo KA
fbfk & UTRP R ORIz R S 72, SRR LIS 28 o i % OF
NS DIIEERDIRBIHERR S 72,

16.5 HEttt
EHERA6BIIZ150me (5E#]) % EMBHERROES L2 L &, 24l E T
REALE DR P 1245.8% TH - 720 F /2. AAHI b & 722485 F
TORPBEIERIZE07% TdH > 2%, [982%H]

16.6 HENEREHT2EE

16.6.1 BikaeEEEOMPIRE
BHEfEREEE OKA) 12150mg (§E#)) *# ABHEEROES L &, T
HKOLBY, BEEOKT ISR (6. OEENZRD LN,
[921. 982%M%]

RS E O E  (Cor : mL/min) | B tye (hr)
B (Cer=80) 5 39
(53 (80>Ccr=50) 3 40
AR (50>Cer=20) 2 98
I (20> Cer) 4 105

16.6.2 EBEOMPIRE
MAGENTEE OKA) 26112150mg ($i#]) % AEEREIIRG Lz e &,
ZNENG 1 5M 412165 1 g/mL. 3FFRIT£121.6 4 g/mLO ML HEEE ¥ —
&R L, SR OBAT TEATR 27.31% 5 UF8.33% A HIL & 472"



17. BERPREXIE

171 AHHERORLEMICEET 258
MR OHRHERERR L LIBRABOMEIIROLB) THD, B,
IV T, BIHICHET A ERRBRIENINCB O TERL Th vy,

(%K. PER)

17.1.1 EAEIHERER
fili % K O B e /NREE % W R IC16me/ kg X i39mg/kg % 1 H 2[A#%5-*
L 72 159K O B RGBS B 2 BRI O BRI T RO LB ) ThHh o7,
MARKI DAL w1X1H6mg/kgx 1H2MITdHh %,

FREL AR BI IR/ SEATR S 518 AHREE (%)
ili 9% 48/48 100
hHE % 157/162 96.9
WHEREHRRIEITROEB) TH o7,
ki NEES Rl BT (%)

il 9% B B 49/61 80.3

PISP™ 23/31 742

PRSP™ 7/9 778
ET0ET (TTNR

F) - HET—Y R 14/14 100
(B-5 27 % ~—YREER)

427 VIV 66/70 943

BLNAS 50/53 943

BLNAR 11/12 917

BLPAR 3/3 100

BLPACR 2/2 100

PISP : Penicillin-intermediate S. pneumoniae

PRSP : Penicillin-resistant S. pneumoniae

BLNAS : f-Lactamase-negative ampicillin-susceptible H. influenzae

BLNAR @ f-Lactamase-negative ampicillin-resistant H. influenzae

BLPAR : f-Lactamase-positive ampicillin-resistant H. influenzae

BLPACR : f-Lactamase-positive amoxicillin/clavulanic acid-resistant H. influenzae

17.1.2 BN THERE
XA 37T A EONRER E R RIC1E6me/kgx 1 H 2GS (51
0 98=£29H*) L7-15%MH A DERABICBIT 2RI TEDO LB

N CThHo7z,
#3573 £ SD,
BB AR BIEL TR S8 AR (%)

~A 377 A%k 32/33
BRI TROLBY THoz (5 - 8~13H).

97.0

W TR GRS | BT REE™ (%)
fi%k~A 375X~ (w42
7/;?74;;_%_1) 4/4 100

RIfEHZEBUEE (BRI RE 2 &) 13152% (5/3361) T, FZ2EIE
. fE6.1% (2/3361) ThHo7z,

WD) $ G T RS HIERE O AR AR
12) BeGHE TR R R O B S

7£3) CLSI (Clinical and Laboratory Standards Institute) ¥|E3ifE(ZD X,

Penicillin (Oral penicillin V) 12x3 % MICA%0.12~1 u g/mL® "'/‘E'PISP 2ug/
mLPL EDE4 % PRSP & H5E L 72,

) A 2T T A=MigORCE S
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18.1 1EFFF
MBEODNAY v A L— ARV M EA VAT —E¥NEZHEL,
5,

R 2R

18.2 HiEER
MRT7BFXY T E7 T AEERTH HETRERE (R=31) Vb JeEk
HEED). VI ABUETH LA v IV VHE (B-5 27 5 AR % &
). BT ET (TITINAT) - T—=DYA, TR~ AaTITX
< (R4 aTFA< - ma—F=T) I L CHEEZ R L72. (54, 56
]

19. KRS ICET 2 EEZHIFR
— % PAT I LN OVEREKAHIY
(Tosufloxacin Tosilate Hydrate)
CTFLX (FPA70F%HT V)
 7{(3RS)-3-Aminopyrrolidin-1-yl1]-1-(2,4-difluorophenyl)-6-fluoro-4-oxo-
1,4-dihydro-1,8-naphthyridine-3-carboxylic acid mono-4-

i

s

X aff

toluenesulfonate monohydrate

st
/<> SOsH
. * H20
HzN N._N__N 3C/©/
FL/VH]J\C@H
0 B OBHEFAEA
/B\q‘it : ClesF‘quOs N C7HSO‘JS : Hgo
47F1 1 594.56
R A ~MEAROmREORETH L. NN-YAF VARV AT I
FIZEHEITR T A 7 = V2R RBEITICC L Ay 7 —
b (995) 1ZIF & A EET 2V,
A8 7 —VER (1-100) AR S v,
A #9254C (%)
22. BE

(FE€ v 7 ZlhINRAE15%)
50g (79 AF v 7K M)
100g (75 AF > 7K F)
05gx 1008 (5)

(FE€v 7 Xg/EH60mg)
1008 [10%E (PTP) x10]
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2) Sieb,J.P. : Neurology. 1998 ; 50 : 804-807
3) mAt  #(FA : Chemotherapy. 1988 : 36 (S9)
4) FENER BRI TS
5) AH #EA  HEE L AR 2018 5 67 1 513-523
6) WHE FEiEH 1988 ; 36 (S-9)
7) A IE=134 : Chemotherapy. 1988 : 36 (S9)
8) W EiFHh: 1988 ; 36 (S9) : 208-215
9) HEIFIEA : Chemotherapy. 1988 : 36 (S9) : 158-180
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