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Tosufloxacin tosilate hydrate fRL/NEH 15% (TFLX fkD) oA - etz ML, AEotdh
Bl gt HC BT 5 TELX MR OMES T 2522 &2 B E LTARIFIEZ Eht L 720 i L 72Kk
BRI 15 7% T, 2010 4E 8 A 225 2012 4 12 HIZZ L7 16 ROl RER E 5 & L, &
Yot AT 13 /N R IR B R AGE IR T A B9 4 > 2007 (GL2007) DM EHHEIZHE D & L7zds, Affsedh
/N BRI B EASE SR AT A B 54 >~ 2011 (GL2011) AAAEKEN, BREEOFMATKEL LEbo/zZ &
P, ZOWMGED GbtTEML 2o HRRIEE 3/NERHEIRDT R SRR R O 1 #1255 72, 104
Bl BER SN, AR SIEFNZ 95 B, ZaEMATERIERIL 102 HITH - 720

HRFIEI AT 947% (90/95 1), 2D HLHIEEMI%R2597.7% (43/44 B1), <A 375 A< MigeHs
96.3% (26/27 ) TH o 720 IEH CTRHER RGO N LEE TOHRNEIL 945% (69/73#1), ~
a5 4 FifthErgEbhz~ A4 275 AMROKRTIZ100% (15/15 ) TH > 720 BYGEFIERER] T
& GL2007 @3 TR 5 & BAE 96.2% (25/26 B1), HEEAE 90.0% (27/30 #1), HIE 97.4% (38/39
B) TdH o720 GL2011 DOFEUETFEAMI§ % & BIE 97.7% (43/44 B1), WEEIE 92.2% (47/51 Bl) TH - 726
BV S8 3313 88% (9/102 1) TH Y, ZOWHFUTTH - HAEA6.9% (7/102 1), HEEMA R T D
20% (2/10261) THo7z. BHEHICHET2EIERIE R 572,

DB XY, TFLX MURLZ/NEH i 0 WIckt L CoAMMES X Rt il s iz,

Key words: tosufloxacin, child, community-acquired pneumonia

WA, NROT O EE L FEHFE TdH 5 Streptococcus
pneumoniae |2 B> T penicillin-resistant S. pneumoniae (PRSP)
W&, Haemophilus influenzae \Z35\T B-lactamase negative
ampicillin resistant (BLNAR) #k, B-lactamase positive cla-
vulanic acid/amoxicillin (CVA/AMPC) resistant (BLPACR)
BRE o 2R AN L T 5, & 512, Mycoplasma pneu-
moniae \ZBWT S 27174 NifHERORMATEIZ % - T
w3,

ZD X ) BIRMD A, tosufloxacin tosilate hydrate FilE
/NRA 15% (TFLX ARD) (3, 74+ o¥d /oy fdEe LT
2009 AEIZARERTHIO TNE MBI 48, o E 0585 & 0
L, 2010 4 & D ST %o TFLX M3 /NE I SE
D FE%IEHNE TdH 5 S. pneumoniae, H. influenzae 3 & T
Moraxella catarrhalis \Z %F 5 % U W % 7% (2 # 1, PRSP %
BLNAR 3 X OF BLPACR % & O PR 6 LT H BEF 45T

WHEAELTWD, BGERGEARRO/NEER & U2 RE
AT, WIEMEMRS L OPHERICH T 268 IEEhE
1 100% (48/48 B1), 969% (157/162 1) TH-7*"s &5
B IR SE A AR A T B AT PE 22126 L C 100% (145/145
B, HEHEIIHLTI7Z7% (506/518 ) LWV id Vg
MEERLEY,
PLEROBEEMHOMED S &, /NEIFIE S RGBT
A4 N7 MERBEEAIC X ) NEIFREEIHEZ R A F I 4
¥ 2004 FEIHERE S 7Y F Dk, 2007 4E° & 2011 4712
FTHS R S, RN & 2 ORI LoHERS, EAERE 58
WZHED W PIE SRR SN TV 5, ARBFFRIE/N LT
PHEAREBIEA A K5 4 ¥ 2007 (GL2007) 1230 X i i 4
OROFEREEZSFL, HMB L UOEEELFHiTsZ L
T, MigEHC BT 5 TFLX MoV ES T 2R3 46 2 L
ZHME LTHEMLZ. E 512, AWFFEr /N Je IR0 g & e

*AeimsE N 1 40 24 T H 111
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BIAA F T4 2 2011(GL2011) " A3 4% S h, TFLX Mk
[ PER DB DN DG OMBREREE] [~ 27 17 4 Fitkik
12 & B M. preumoniae i 9 DEHIE ] O—>L LTE Y HIF
LN, TETF U ADEEPLETHL L INTVE2D,
Z OMGE D P THME L 72,
L R &HE

I OES

ARFFEIEEE O 15 O/NRRHitiE: THEME L 72 A58 IE
WHEAZE R L o TRBEZZTIANVY Y FEFIHE
O ABRRY R A 3857 L7zo 2010 4F 8 H A5 2012 4 12
HE TS hia % =i L, miilis L S S, GL2007"
O FEAE B 8 FEHE THERE 2> © FAE 1SRG Y L 72 16 5 R
T, REZ I LAIZEOBE 23 H LS Mo E % 3
FECIG LR 2R E Lz, $72, WEELR2ED, &
RANLY 72y b A2 CEHTHE L7z, AifETid, O
FOPEIEIZ L 2B TRV TELRVWEZ I LN
BN, FRBBAEL AL CWw B, @R
BHRTELRVER, FLRE0EADRHAEZIELT S
B, @7vFufx/ oy RECT VLY —0BAREY
A9 5808, @ TFLX Mk 5 i85 S h,
FERIC S 257250 515 B, & TFLX MR Tla%)
EPFETE T 4 VAR5 8Eb N 5 BE, ©
Z O, HBERMAAE Y &CHRT L 72 BI85 5 Bk
L7z, BEBSFIPREGEHATE-L 72, ABF5EIX
UMIN (2%4$%7F5 UMIN000013321 TEH SN TW 5,

2. PLRIERS:

A7 Tl IR IZ TFLX tosilate hydrate & L 1 [a]
6 mg/kg (TFLX & LT4.1mg/kg) # 1 H 2 BIFIIKS-
L7z 727201, EBRIZ1E 180 mg, 1 H 360 mg (TFLX
LTI 1224mg, 1H 2248 mg) #BRHEVwI &L
L7zo #&GWIENIEERIS B2 10 HE & L7z,

3. FATIEHA

ARNBG-HIEH F 72130 BICEEE R (MR, 46,
&, HR - ABRROX Sy, REREOAE, BIASESM
%, BURRE, FEUMRE - GBHE, FRLTNEBARE, 7
LIVF—JE - RIEMEIERIE) oA, NEBHERSHT,
BRARARAT 2 Fhi U720 AKIFG-FIGH 721301 H, B &
U P G-# TR 7213 R RRICERRER O B1ZE, MR 1Y
ey, WEEZ 2 &Y M. pneumoniae B & U Chlamydophila
pneumoniae MLTF LA I & % FEHi L 720 M. pneumoniae
ML HUA 2SR T~ B4 0212 B\ CHUMTE < 320 #5201
TN EEEN T4 Lo FAEERLE L,
C. pneumoniae MIEPLAAM 1L ELISA #1258 W THLIMGE T
IgM JifAA D211l O EE2FREE Lz kb, MiTildH
72 o T M. pneumoniae X C. pneumoniae 7% & @ B-lactam
SREEDERN WIS X A MR A IR L LTE &
7z,

RIMER IR ERGEH» 5 5# T 7TH~14 HZ 08l
BT THE L, ARSI (FHO 1 HES

i, B, AREIE S E R OPOR SRS, PR A
EHRERGRE» SIS TREZIIPIERE THAEL
72

4. BMAEHA

RO 5, FEIARFHRGRT B L OFGH#T
F 7RISR F 720k EIREEGR Wil BREILL, b
BRFVBRGIEIEI s~ ¥ — THEM L 72, S. pneumo-
nige \&A 7" b & VR MERER CRIHMEAERN ), B
BillR, =2 —FFv b (A2 2—)I2TC, Hinflu-
enzae 13 XV K2R (OXOID), 7~ I %8 K5 Hh
(RAHMbER A ) TOIREIMPEE MR, M. catarrhalis
(& ID 7 A b HN-20 7 ¥ v F (HAK#EEKRK Z4) 12CH
E L7z,

S HES 7 — M T 2R3 % TFLX, levofloxacin
(LVFX), garenoxacin (GRNX), cefditoren (CDTR),
ceftriaxone (CTRX), erythromycin (EM), CVA/
AMPC, tebipenem (TBPM), ampicillin(ABPC), peni-
cillin G (PCG) DR H M % 1%, Clinical and Labo-
ratory Standards Institute (CLSD) i ARA B (2 i
LY, FI4 7= CRIMLR St 2 v Tl
L7z

M. pneumoniae 1% Pleuropneumonia-Like Organisms
(PPLO) i fk %533 % H %, BBL Mycoplasma Broth
Base (Becton, Dickinson and Company) 12, 05% 2"V
a— A (B b#E#AEA), 0.002%Phenol Red (R
ST M), 25% Frifiett = % 2 (H AH SR8 vk
A&, 15% =il (72— Y3 X&),
0.025% BElE 5 1) 7 AU CROGREZE T3pkaatt) 23
ML CHET - B2 N L, g3 PPLO %R #H
(HWFE R ZAIERT) KRB LAau=—oBigs
polymerase chain reaction (PCR) %212 TH i L 72,
TFLX, LVFX, GRNX, EM, azithromycin (AZM),
minocycline (MINO) O 3EH &M 1, CLSI i
A FREOIZHE L, SP4broth 2L, ¥54 7L —F
WCCMEL7. £72, H.influenzae, M. catarrhalis ® -
lactamase FEAMEIZOWTIE, = bt 74 YiEE(ET7 4
F—¥ :BD) IZX D#EFR L 720 C. pneumoniae DI b
PCRIC X D FEHE L 72",

5. Mt &

¥ 5-BAGGEIE O BRYWE BE B & GL2007° 12 ey, PR
W& DR S N 2RHEi T B CEOE, WAHE, FAED 3
BRECHE Lo F72, AWFZEHIC GL2011" A3 A £ S
722 e, GL20117ISHE - 72 FfiE B 434 b P8 C S it
L7z

BRREI S, JRRBEI T 2 ME AR, RIEHAB X
ORI H A b s [/ R st o SRR 38
BRIZBT B e A HE [PICPE Vil L7z F 7z, etk
DWW Tl 2 B & THRE L 720
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Table 1. Patient demographics
Classification Parameter Safety Efficacy
No. of patients in the analysis 102 95
Gender Male/Female 53 (52.0%)/49 49 (51.6%)/46
Mean 5.6 5.4
Age (years) Median 5.0 4.9
Range 0.4-15.4 0.4-14.1
Mean 18.6 18.0
Weight (kg) Median 17.0 17.0
Range 7.6—45.0 7.6—45.0
Inpatient/Outpatient Inpatient/Outpatient 19 (18.6%)/83 19 (20.0%)/76
Attendance at a day nursery Yes/No 77 (75.5%)/25 71 (74.7%)/24
Mild 29 (28.4%) 26 (27.4%)
Severity of infection (GL2007) Moderate 34 (33.3%) 30 (31.6%)
Severe 39 (38.2%) 39 (41.1%)
Underlying disease and/or complication Yes/No 38 (37.3%)/64 37(38.9%)/58
. L Yes/No 53 (52.0%)/45 (44.1%) | 47 (49.5%)/45 (47.4%)
Previous antimicrobial treatment
Unknown 4(3.9%) 3(3.2%)
Mean 6.3 6.2
Treatment period (days) Median 6 6
Range 3-13 3-13
Mean 38.5 38.5
Body temperature (C) Median 384 384
Range 36.2—40.6 37.1-40.6
< 10,000 74 (72.5%) 69 (72.6%)
10,000<, < 15,000 17 (16.7%) 16 (16.8%)
WBC (/L) 15,000<, < 20,000 7 (6.9%) 6 (6.3%)
20,000< 3(2.9%) 3(3.2%)
Unknown 1(1.0%) 1(1.1%)
Laboratory findings before treatment
<20 56 (54.9%) 54 (56.8%)
2.0<, <50 36 (35.3%) 32 (33.7%)
CRP (mg/dL) | 5.0<,<10.0 8 (7.8%) 7 (7.4%)
10.0< 1(1.0%) 1(L.1%)
Unknown 1(1.0%) 1(1.1%)

GL: Guidelines for the Management of Respiratory Infectious Diseases in Children in Japan
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L. BRI

TAMDA, BT, BHIEILE,
1ITH o7z (EHEHDHY ),

Rl IESE, mbkIe%
PRI DRI G ED B - 72

AT AANSNIERNIT 104 FITH 720 2D
I b, W HUBEIZRED 2w 2 51 % B < 102 B % 424
P X ORI RS G & Ul T 72, B 585808 4 51,
BLONHHEEEOMEHELARGETH - 72 261, FEHH
PUR 3 & OB TH R EFAG ASABE % 1 61 % Bk < 95 1
AT SR L LTz

2 %%dbﬂ

1) BHEERHET

%""ﬁﬁ’i’ Table 1 127”9, MRS 102 Bl

ﬁEEIA GATZEHRS D APS 15 RETT, F0HH Likbh

JEIE 52.0% (53/102 ) T, ZD 9 b0 51 BIHTHITAHESE
e Rh B &R S 7ze IS SR D B 13 AMPC,
ABPC, clarithromycin, AZM, cefditoren pivoxil (CDTR-
PI), cefcapene pivoxil (CFPN-PI), cefdinir, cefteram

pivoxil (CFTM-PI) #¥5- 8 Cwie (HEBIH D),
HNESEN S R D 9 B, M. pneumoniae D 53 #E, M.
pneumoniae MLFEHUAAM O A & 2% A, L7213 PCRET
M. pneumoniae FEtED VTN RO SN2 G %2 < A
a7 A=Misk, C.pneumoniae MIEHARAM O B3 F 7213
PCR ‘Ii“(“ C. pneumoniae Ptk D\ A D558D b 723

6 A 2357.8% (59/102 #1), 6 L L 16 kiiias  G% 27 7 IV TMigks L7z M. pneumoniae, C. pneumo-
412% (42/102 1) % 50 THY, HRMHEIX 50K TH > niae @a,li:ﬁ IR, —RGME AR S N R AT
72 REDOFYIE 186 kg TH o 720 HEFMBITITEA LY He& L7

WA ZIREETH - 720 FeBER BT 37.3% (38/102 1) 12
BN, WIFRITAEIME 32 6], 7L IVF—ERs%k4
B, 7VLIVEF MR E SR 3B, hE S, WHEES, AEEE

GL2007° & GL20117 123 W C R E R 2 2 L
7RO FREE DAL, GL2007° 0 A T3 27.4%
(26/95 1), &E5E 31.6% (30/95 B1), HiE 41.1% (39/
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Table 2. Pathogens of pneumonia evaluated by clinical efficacy

Pathogen No. of patients

Bacterial pneumonia 44
Haemophilus influenzae 10
Streptococcus pneumoniae 6
Moraxella catarrhalis 3
Other* 4
Two or three species # 7
Unknown 14

Atypical pneumonia 51
Mycoplasma pneumoniae 27
M. pneumoniae + bacteria 13
Chlamydophila pneumoniae + bacteria * 7
M. pneumoniae + C. pneumoniae 3
M. pneumoniae + C. pneumoniae + bacteria *

*: Staphylococcus aureus, Streptococcus pyogenes, and Streptococcus
sp.

#: The following organisms were detected: S. aureus, S. pneumoni-
ae, S. pyogenes, M. catarrhalis, H. influenzae, Citrobacter koseri, and
Pseudomonas aeruginosa.

95 %) T o725, GL2011" DN TREM§ 2 & BIE
46.3% (44/95 #), HEHE 53.7% (51/95%1) THH, A
BeiB AR ST B hEHE DL EOFI S I3 L7z,

2)  JEHEE D

AR EET 6 G > i R il 9& 95 1 > PAER A v kil 7%
A 446, JERiz (REBREEE) 2751 8ITH -
7z (Table2)o HHH (EEHHEZEE) 13, 81H1X
D8I MBI S, 2D 9 B 62 ¥k T TFLX MIk#5-1i %
DR OHERE A L 720 FF B %€ 51 Bl 9 B M. pneu-
moniae DG B M1 44 61, £DH H D 27 HlA5 M.
pneumoniae FIRDEHe & E 2 HiTzo M. pneumoniae |2
£ B BAe DB W AII L FE B A% 23 1, PCR & IMLFHL
ffid L5773 8 1, MFEHURME O LR DAH9 B, PCR
WD AA 4 BITdH o 720 C. pneumoniae 12 & % 413
11 BICHERE S A, WARILZ MIEYUAMG O L7 0 HA39
B, PCR Btk D&% 2 )T > 720 C. pneumoniae HARD
RGN IRRO 2 dp o 720

3) K O RESME A

M. pneumoniae \3557E T 23 MRS 0Bt S 7225, 10 #RiZ
BAH U 7% 20 o 72 72 OPUR RIS PR RBR IS 13 MR T2 M L
726 M. pneumoniae \= %t § % TFLX ® MICy i 05 ug/
mL T® 1), GRNX {2 TIEA 5 726 H. influenzae 3 &
" M. catarrhalis 12 %+ 3 % TFLX @ MICy il % L 7251
WH DL TRHML, LVFX B & O GRNX & {4 T
006 ug/mL 2L T T & o 720 S. pneumoniae |2 3t 3 %
TFLX ® MICy % 0.25 ug/mL & GRNX B & U° TBPM
ZRW Tk 5 72 (Table 3).

3. ARk

1) BERIERAR AR

it 90203 2 RN 94.7% (90/95 Bl) T - 7z
(Table 4)o Z O WFE, M P Nili 98 T97.7% (43/44

Bl), WEREGT & 72IE R 5T 92.2% (47/51 #1) T
bolze HEMMID D) B M. pneumoniae HARIEGE 5T
T HHEMEIL 96.3% (26/27 Bl) Tho7zo F72, HH5-H
IR DRI O P + BEEER 7213 385 £0.70°C TH D, &
G-Fgk 1 H#£12 37.3£0.75°C, 3 Hf#%12 36.83+0.57°C, #*
G TRFIZ 36.6 £044°C IZfREL L 72,

2)  HOAEFERIEGRR AN R

GL2007712 #o < HJE B A R =1%, BE T 96.2%
(25/26 B1), haEAET 90.0% (27/30 B1), HAhET 97.4%
(38/39 ) T o7z GL2011" 123D < BAE LRI A &h =
(&, BHETI7.7% (43/44 61), H&5EHE T 922% (47/51
Bl) THH, HERECTEHSNIIEBI Do 720

3)  ER BRI R

iV W RSB D D B FRIZ DO W TIE, GL2007° 12 L ik As
Tz, RIFFEOPMAZISFER ST WS TFLX Mk
OEHBHA S, ORLa I a=7 4 TERIYED D 5,
Qui PR EEA IR, OV R LESD ) OV
WM T BRI L L T2 SHICRENT DRERTORH
1L 926% (75/81 1) TH o720 GL2011" TEFHZE SN
T % WG TR PER &S B b I 5 56 TO AR
£ 945% (69/73%1), ~27 v J 4 FigtkdrgEbih s M.
preumoniae \= & B Mi £ DA E13 100% (15/15 1) T
Ho7z,

4) TR R A AR

ARVENTRS G 95 Bl D 5 B, B ER I 81 F THH &
n7z (M. pneumoniae 3 & O° C. pneumoniae ML HUAA B
PEBI &) (Table 4) o $¢ 588 T F 7213 Hr 1k g o Ji IR B
B R =T AR T 938% (76/81 #1), HMh & e T
96.0% (48/50 1), BEH ST 90.3% (28/31 #l), M.
preumoniae O HAH EH T 96.3% (26/27 ) T - 72,
&S % MU C & 72 M. pneumoniae (% 7 1T, EM &%
TERRD 1 BID R RRHNTH - 720

JE R R O B H 31 2R T 79.0% (49/62 #k) Td - 7:
(Table 5) o J&t &I 1 5l 0 B 2 5€1&, M. pneumoniae T
615% (8/13 %), H. influenzae T 94.1% (16/17 k), M.
catarrhalis T 100% (13/13 ¥k), S. pneumoniae T 53.8%
(7/13%) THo72

M. pneumoniae |33 5-H D153 T 23 Bl A 5B S h
72, BHRICOFEEPERTES 2O 1I3FTHY, £
DI H H(615%) TR S Zed o7z PCR DL
BTIRIEGHN 32 BITHEETH - 7288, H&H5H%ITIF 17
B1(531%) ARtk & 72 o 720 FG-HDEEET M. pneumo-
niae M S H, BEUZWETX2THD I B, EM
&SRR 3 B 148, EM Ak 4 B 2 A% L 7.
C. pneumoniae 1 PCR Btk Td - 72 2 BIAH GBIV
NHBEMIC R - 72,

4. ZEVEORH

LA VERATR RAER 102 B, BIVEATE 9 B 9 7138
Do, EIEHZEBIEIZ 88% (9/102 #1) Td -7z (Ta-
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Table 3. Antibacterial activity of TFLX and other agents against clinical isolates
. i Antimicro- MIC (ug/mL)
Organism No. of strains .

bial agents Range 50% 90%
TFLX 0.5-0.5 0.5 0.5
LVEX 1-2 1 1

Mycoplasma pneumoniae 13 GRNX <0.03-0.06 0.06 0.06
EM <0.004=>64 >64 >64
AZM <0.004—>32 >32 >32
MINO 0.5-1 0.5 1
TFLX <0.06-<0.06 <0.06 <0.06
LVEX <0.06-<0.06 <0.06 <0.06
GRNX <0.06-<0.06 <0.06 <0.06
CDTR <0.06-0.5 0.125 0.25

oo CTRX <0.06-0.5 0.25 0.25

Haemophilus influenzae 21
EM 0.5-8 4 8
CVA/AMPC 0.5-32 4 8
TBPM <0.06-0.5 0.25 0.5
ABPC 0.25-128 4 16
PCG 0.25->16 4 >16
TFLX <0.06-<0.06 <0.06 <0.06
LVEX <0.06-<0.06 <0.06 <0.06
GRNX <0.06-<0.06 <0.06 <0.06
CDTR <0.06-1 0.5 0.5

) CTRX 0.25-1 1 1

Moraxella catarrhalis 14
EM <0.06-0.25 0.125 0.25
CVA/AMPC <0.06-0.5 0.25 0.5
TBPM <0.06-<0.06 <0.06 <0.06
ABPC 0.5-16 8 16
PCG 2-16 8 16
TFLX 0.125-0.25 0.25 0.25
LVEX 1-2 1 2
GRNX <0.06-0.125 <0.06 <0.06
CDTR <0.06-0.5 0.25 0.5

Streptococcus pneumoniae 19 CTRX <0.06-1 025 !
EM <0.06—>128 >128 >128
CVA/AMPC <0.06-1 0.125 0.5
TBPM <0.06-<0.06 <0.06 <0.06
ABPC <0.06-2 0.25 2
PCG <0.06-1 0.125 1

EM: erythromycin, AZM: azithromycin, MINO: minocycline, TFLX: tosufloxacin, LVFX: levofloxacin, GRNX:
garenoxacin, CDTR: cefditoren, CTRX: ceftriaxone, CVA/AMPC: clavulanic acid/amoxicillin, TBPM: tebipe-

nem, ABPC: ampicillin, PCG: penicillin G

ble 6) WFUTTHIZST B 7 1, EiRMAAMEIRE 2 65 2
f (ALT LR B I OFAST bR, & 14) THhotzo
BEETHO 16 1 0SS Ch - 7225, FLERHE BAIT%
HAZ X 0 AF G EE L 22, FoMidEE T
B o720 TFLX 285 L7723 _TO R CTHERERIZZD
SN eolz,

5. BRFAED FH

TR PR BT X SRAER 102 BIFp, TIERICERARL T W] F
T2 AR T W] &g Sz BRI etko 725% (74/
10260) THotzo [WIRAIEDLDTHL V] X1 BDOA
OB,

m. = =

N VI 25 R G RE BT A K 5 4 ¥ A% GL2007° % &
GL20117ICET SNz BEIS, Mo FREE S HIZI N T

TORE, PEE, BE, REED4DODOH T T —7n
5, BE, hEE, ERED 3OO0 T I —ITHFELE
N 720 GL20117 T, HAEFE & B OB O BR AL <
N, HPRIERONRE % ZBRIEDOHPHD)L L o tze KR
2212V ThH, GL2007° TIIiESHI 0 B G o h4
HE, EAE 20 S 7248 GL20117 TLERE I I#] 0 i x4
DOEEICAE I NER S % {, GL2011"II BT 5 BAE
TO TFLX R OGN 97.7% (43/44 ) L Eh o
720 TOZEXY, EEH OIS & S T W7 SES
b TFLX MR & DR TR T 5 2 05T HE
ThHhbIEIRENT,

AT B Z/NBOTHT RS0 5 ¥ 58 TR £
723 R OB RERIE 94.7% (90/95 Bi) & o 7295,
WIHREIE 79.0% (49/628F) IC& & F Y, ARIFELOTE
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Table 4. Clinical efficacy classified by the type of pneumonia
Pathogen No. of patients Efficacy rate (%)
Total 95 90/95 (94.7%)
Bacterial pneumonia 44 43/44 (97.7%)
Haemophilus influenzae 10 9/10 (90.0%)
Streptococcus pneumoniae 6 6/6
Moraxella catarrhalis 3 3/3
Other™ 4/4
two or three species # 7 7/7
Unknown 14 14/14
Atypical pneumonia 51 47/51 (92.2%)
Mycoplasma pneumoniae 27 26/27 (96.3%)
M. pneumoniae + bacteria 13 11/13 (84.6%)
Chlamydophila pneumoniae + bacteria * 7 6/7
M. pneumoniae + C. pneumoniae 3 3/3
M. pneumoniae + C. pneumoniae + bacteria * 1 1/1

Efficacy rate (%) = Number of patients improved after treatment/Number of patients in

whom the clinical efficacy was assessed X 100

*: Staphylococcus aureus, Streptococcus pyogenes, and Streptococcus sp.

#: The following organisms were detected: S. aureus, S. pneumoniae, S. pyogenes, M. ca-

tarrhalis, H. influenzae, Citrobacter koseri, Pseudomonas aeruginosa, M. pneumoniae, and

C. pneumoniae.

Table 5. Bacteriological examination performed at the end of the

treatment
No. of strains | Eradication rate (%)

Total number of pathogens 62 49/62 (79.0%)
Haemophilus influenzae 17 16/17 (94.1%)
Streptococcus pneumoniae 13 7/13 (53.8%)
Moraxella catarrhalis 13 13/13 (100%)
Mycoplasma pneumoniae 13 8/13 (61.5%)
Other* 6 5%/6

Eradication rate (%)= Number of strains undetectable after treat-
ment / Number of strains isolated before treatment X 100

*: Staphylococcus aureus, Streptococcus pyogenes, Streptococcus sp.,
Citrobacter koseri and Pseudomonas aeruginosa

#: Only P. aeruginosa was not eradicated.

HEASRO b7z, CORMOEFO—>E LT, MET
IR E R o T, B omk s LT 2 RIS
LI ENELNZ END, AWFJETIIMEHEOMIZ LI
BV D B OBA L L2720 2 i L 72
WEEMEAE 2 SN 7ze /N OISR IESE O B H P
\& S. pneumoniae, H. influenzae Td % 7%, T 5 O RIZH
TEW & LT BIFSHIC D mICEO LN, D72
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Table 6. Incidence of adverse drug reactions
SOC, HLGT Adverse drug reactions
n
PT No. of patients Incidence (%) No. of events

Total 102 9 8.8 9
Gastrointestinal disorders 102 7 6.9 7
Diarrhoea 102 7 6.9 7
Investigations 102 2 2.0 2
Hepatobiliary investigations 102 2 2.0 2
Alanine aminotransferase increased 102 1 1.0 1
Aspartate aminotransferase increased 102 1 1.0 1

Incidence (%) = Number of patients with adverse drug reactions / Total number of patients X 100
SOC: System Organ Class, HLGT: High Level Group Term, PT: Preferred Term
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Efficacy and safety of tosufloxacin tosilate hydrate for the treatment
of community-acquired pneumonia in children
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The purpose of this study was to assess the efficacy and safety of tosufloxacin tosilate hydrate fine gran-
ules (TFLX fine granules) for pediatric patients and to evaluate the position of TFLX fine granules in the
treatment of community-acquired pneumonia (CAP) in children. The study was conducted in patients with
CAP younger than 16 years of age who visited one of the 15 institutions between August 2010 and December
2012. The severity of infection was classified according to the severity assessment criteria in the Guidelines
for the Management of Respiratory Infectious Diseases in Children in Japan 2007 (GL2007). We also exam-
ined the Guidelines for Management of Respiratory Infectious Diseases in Children in Japan 2011 (GL2011),
which were issued during the study, since the method for evaluation of the severity has greatly changed.
The clinical efficacy, safety, and compliance of TFLX fine granules were evaluated based on the Criteria for
Clinical Evaluation of Antibiotics in Pediatrics.

A total of 104 patients were enrolled in the study. Of these patients, 102 were included in the safety analy-
sis and 95 were included in the efficacy analysis. The overall efficacy rate was 94.7% (90/95) in patients with
CAP, 97.7% (43/44) in patients with bacterial pneumonia, and 96.3% (26/27) in patients with mycoplasma
pneumonia. The efficacy rate was 94.5% (69/73) in patients suspected of having antibiotic-resistant bacterial
infections at the initial treatment and 100% (15/15) in patients with mycoplasma pneumonia who were sus-
pected of having macrolide-resistant Mycoplasma pneumoniae infection. By the severity of infection based on
the GL2007, the efficacy rate was 96.2% (25/26) in mild cases, 90.0% (27/30) in moderate cases, and 97.4%
(38/39) in severe cases of pneumonia. Based on the GL2011, the efficacy rate was 97.7% (43/44) in mild, 92.2%
(47/51) in moderate cases of pneumonia.

The incidence of adverse drug reactions was 8.8% (9/102): diarrhoea (6.9%, 7/102) and abnormal labora-
tory values (2.0%, 2/102). No joint-related adverse drug reactions were noted.

Overall, TFLX fine granules showed good efficacy and safety in children with CAP.



