R - BRIR

i EEICEHIT S lascufloxacin ;3551 &
levofloxacin ;F81&IDE Il tH_FEF R LB ER

=K ®-z=¥ &E7-PE U BY - BE REP - BIR ST’
EH PR £ -8E K7 /E=EAF A% K
U AT PAHLA T RREREEAA
D BERRRBERHR
(B RRETERAFBREL> %)
) RIBDIRRSERIENE & AT 1 A 52—
(1B KRR EF IR
" BBAS RS REERI O AN ERN S S RORBIRF N T
) RS AFRES IR BAE - FPIRE - (IR
O RIAFAFRERRSE SHIRRER - DUENS
7 RIBAS M) - BT
Y RIFRACBEER
) B R ERRR > 5 —
0 RIEAS

SATE 120205108 5H TZHEH 120205128 7H

FIRLZAES M —F /0O lascufloxacin (LSFX) SESEIOTHMAREICH T 2EHES LUR
LUERFTHTEEBMNELT, levofloxacin (LVFX) SESTHIZNEBE L1 I BEFEAC_EER
tEEBRERE LTz, Bk - BESSURESHABIE, LSFXETIX 1 B 1B LSFX 150 mg (BRE#RS5 &
LC#BIF 300 mg) %, LVFXBTIE1 8 1ELVFX 500 mg %, \WIhd 7~14 BRISEsRAIR S
&L

FEFHMEIEE Th 25T - L 7 BERODABRRIL, LSFX B 95.2% (119/125 4l), LVFX B 90.0%
(108/12065) T&HY, LVFX 500 mg Icid % LSFX 150 mg DIELMIRIEE N, BIXREHEIER L,
%5 3 BEROREERIERN LSFX B 93.2% (124/133 B), LVFX B£94.0% (125/133 /), &5KT - &
IEBEDERNERD LSFX B 97.0%(128/132 1), LVFX Bf 93.8%(120/128 ), #EREBIDEEKZEN LSFX
B 97.6% (41/42 ), LVFXB£91.7% (44/48 i) TH Tz,

BIfEMFRIEXRIL, LSFX B 259% (37/143 /), LVFX B 36.4% (52/143 /) Tdhofc. MBEEEIT
RUACSEORMERFERGIFEC, ZE2E EOXELGMBEIEFEDHONGD 2T,

L EDR#EL Y, LSFX 150 mg (#1H 300 mg) 1 B 1 EREERARE L, FEERmAESTHP
MABEICH LTREREHHI SBVENIMERL, Z2EICEREGMBILEVEEZ SN,

Key words: community-acquired pneumonia, lascufloxacin, injection, clinical trial, levofloxacin
IECsIC 52208 QR TR BEREIEDO—DOTH

..................................... D BRI B0 T B A
fiigeis, ZEREMRE, e Vit AEWmOHE, RIS SV, T I ANLDEDYREETHTE S 5 LHEES

CEHEALG AR NAARILAE] 2-43-3
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TWwbdYe ABE%ZES 2 MR ET il 2858 06
L LTI, BE—RBRETHL -7 7 5 250K
HoOMIZ, A THE—DEFHLAES M) —F
0 > TH % levofloxacin (LVFX) #4 %%, FEE
BRI RAEEDN B A2~ 0T 4 FRPURHHES
PR SNDY, Lo L, d4EARFRCTld Streptococcus
pneumoniae, Haemophilus influenzae 7% &I %5
EHIETEERENE O -9 75 2B LV~ 0 5
A PRI T 2 B AR R LS E &
o Twa 7, 72, LVFX b 7 7 2B RO S,
pneumoniae X Staphylococcus aureus 7 & CR&%
PEDOREREH 2T DS STV 577,

Lascufloxacin (LSFX) &, M-WE%F - B S 0H R}
FHIREGHE O 72 R 10 & L TR Rt
DAL ZZ2HHOL AT M) —F /02 Th b,
AN, BERMER % & 72 R 2R AL 00 7 2 72 i
TR L CoWPtriG 2 A L7, R T tEom
W R ANENED S, BHk 1~24 R & B
L Chlifle LR F 2 dhilila~ s a7 72—
TIEIMAE I AR 15 D BB VIR EER 2R 2
EDHMERR SN TV DY ARFETIE 2019 4F 9 HIZHEL
# (A 7% 75 mg) »°1 H 1M 75 mg D H
B HECASNZDS, 3512, LYEEEDS
WIFIRZHERGE 23 2 16 & L CIERAI OB %
biED SN Tze FEFHIORE - AL, FRuerkN %
RV EOERR & LChiFEH S LR
WONOFRES ZERE L, Afiix5 & LCTHH 300
mg, 2 HHPFEE 150 mg % 1 H 1 A5 &5 S
M 7zo LSFX O I #Y 15 i & &
<, F—H&E% RS LG e de wiRkEs =
TIHAZEST LY, 207208 HOAMES TR
R OEYBIRE I - 724 G TH V), BEFHD»H
DEMECHFGT T LD EE R b,

4ol FEERI % % LW R EE 2 R,
FRHED LVEX EFA 25t & L - e At &
BRI Z TV, LSFX EFHI OGRS L O
e B L 72,

RRERIE, BEBEREHOBBRFEERZERICE
WTHEREZIAR SN, AV FESICE
OLAFHEMEIIB XN GCP A KT A4 »2H#EH L
TEM L7z (BRRHEBREGHE  HAREEGHR L ~
¥ —, B§FS  JapicCTI-163301) o
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. NREFE
1. X%

ABEIX, 2016 47 HA 5 2017 4E5 RI2HUF T
425 88 DEEHEBI T, Stk mmIEBL—EE
MeIPATHE B IR BR & L T3l L 720 AF R 16 7%
DI F 80 Al O T il 48 & BT S A7z ABEINE A
VERHANEZ L L, HEREGIFUL LR 140 #l &
e L7z AFMBRIZIEN L, IHERE AT E RS ANG B
OHMB L OHE, FHENLHES L OAFER,
EEHEOME R L2V, BFICHPTELT
ELTa%diH%E L) 2T, IBEANOZIIZo v
THEEOBRMERIC L2 HELE CHETH . $72,20
A O BFEIZO VT, BB RHEE DS b CER
BHEE.

BPGEHEL, HARLFRET S [ EGE 2
BT AR I O BRIRFHE L (55 k) 1Y & 2%
2, W REE DD BT OFELY TCl2T
BEENFE L7z, OISR 2 A LI ABE
JEE R IR R AT IE A 7 < BMEICFE, QIED
g EAEICHB LWL 2 RREE R0 5, O
KOSHADH B 1HBM Exmzd 5 [k, [h
T, &2 VIIEEOREEOEA], [FTZ Lo
FEPTR], [REEE, SR 5, wihpy—
DI B\ I T THEAL, [384 37C Db, @K
DIFEHDH) B 1B L3 [CRP B,
[ BRI F 72 (IARIRAEER > 15% ),  [MEREE & M Jo
B, F/0RYEEICNT 2 @BOE F 72 ILEE
HRIWEH OBED S 2 3, R, B, ORIcE
B EZ A L TV B, EHE T 0T
DOHEBERE - AHEEX AT 5 8%, £EREEH
F 7 NI & B & 3 5 BFIE R L 720
2. AR

WeBRE L L C, 154 7 V2 LSFX 150 mg #
G HHE & EHAHUR TR L 7o e B~
R LEHORA % iz, AR IZIZ, 1NA47
VHIZ LVFX 500 mg % &7/ 9 % 3l % A B AR
THAMRL 728 O~ fk i S O BH 2 /2. %
B, MHBRIEIEHNE EEITTRRTH 5700, EHRE
BCTIZIEEMAY v 72 EL, TORAY v 7%
R OTGEE BT 2 B ATV, TEEROBRIES
L O RTEE I A N —TH D 2 & TR & R
L7z,



[FE - BRER) lascufloxacin SEETHI D HEEHER

3. FRDOBUTIF I K UERISER
BREEMNETEE ([ —E—Z AKRASH) 29
MBS £ ) IR IS OER % 11 THEY
T 7B R 2R L, S AUSHEV IBBREE 2 81 1) £
7. BIRFRIEER O 2, FERE T CREEICRE
L7z

JERIE SR, BEBIRONA 7 A% WS 5720
RS E R L, SHOBEFRE L LI
B EIR 2175 720
4. BEFHESXUREHE

LSFX #Clt LSFX 150 mg ($5-4 H % 300 mg)
%, LVFX #TIZ LVFX 500 mg %, MifEed 1H
1 [ SR N5 L 7o

B G, [P0 SR & ARE 12 BT 2 b m 5
DOEFRFFME G0 1V 22812, WL b 7~14
HENCEEE L7z 2B, #5 3 HERLKEECRE 7
TR OYGEIZ & 1) e 5 & f i S 7z
£121%, 7 BHRESRcoG k2 s Lz,

5. HEAREES KUHBRIEELE

BRI, 2oPEE (x7074 FR
PREE ORI G-136 <), PLEREEE, Pk, it
TANWAE BIFEEATOA FE (7L F=vn
BT HE 10 mg LT OREOFI B & W A A
FOA FEIFKRL), y-rua7) YEH ao=—
ISR T35, R PImsE, fREgE S8 3E (A
R B L OPig BRI, Zrvve s
07 x U FERH, REREE AR 2R 9 AR AT
HH—HOEHOMHEEEI L2, F72, GBSO
SERPEPAM B % T T A E VRS OLE b FE kL
726

6. W&RE - AEEEH UM

(1) 2EE=R
BGBMEHNIC, BRIGEZE A, Ml £EAH,
&, RE, BARE, GBS ER 7 HEUAO
PURSGHE, GOHE, PRHEE, PRRREEZHA L 72,
TR RE 70 MR L2 D W TRIEIRIR A (2 & ) RO A
HEARER L 720 T 72, MiREEEOHEIIE, [
WL ARRGSE L BT 2 TP R SE O BRR A (55—
fi) 1" % Z#12 PORT A a7 % L7z,

(2) BRFRAEIR

B aann, #5 3 HEk, 547 - H1kE (End
of Treatment ; EOT), %571 - iril- 7 H#% (Test
of Cure:TOC) |2, HMEFTHR (Bl v, MR

B, Wk, SRR - WEETEIR, POREEE MR, M
W, BAGER, 77—, Wk, KR B
FEFE (BEIS U CEIIRME 7 A), FmEkEL,
FIMERS> W, R mmEk%, Mgk, CRP Z##& L
720

(3) HEREfR

¥ 5-BIAHTNZ MES X #ik s B & O CT #RAr,
453 H%, EOT KB & UV TOC W (2 ik X
FEERLZ. 2B, WHEERRED TOC K2 b
CT WAt % i L 720

(4) WEMFERRE

— W OB O WTUL, #5-BlEwE, %53
H#%, EOT B, TOC B ZHRHLL 72 1B S o Witk &
A TEgERf v, FRRE DB X ORGSR EBR
% FEREIRBEE ThE L7z, IR B & OG5l
B L e SN2WRIE, SRR igEe (fk
KEHLSI AT 1 =2 ) \ZEM L, EDFR
AL, RSN HOHEELXITo729 2 T
Clinical and Laboratory Standards Institute (CLSI)
DOHET 5 FFIHE U T ARA IR L ) &1
PUREEIIR 3 2 e 2 ME L7zo 72 BIEX 54
D720 S, aureus H3HES 723561213 oxacillin
% . S. pneumoniae D¥54 1213 benzylpenicillin %,
H. influenzae D354 1213 ampicillin % %2 3 H)12 18
U7z F72, &5-FMAHTC FRERER 2 TR
il RERE PRI A D FE B L VIR OIS T & 72
Bra A il BRI DU A & b THEE L
726
FEEIHRFAR DRI OV TUE, FEHEEE R 12
TR L U4 4 7 HUEMA S X OMHEH A Wit~
4377 APk x Eii L7z, 72, MEwF
AR A RE 2 CH G- BRI LS BRI S ML 72 e 55 D
KxH\wie~v A a7 5 X~ LAMP &g, %250
W2 G-BIGHT B £ O TOC Dk % v 72 Myco-
plasma pneumoniae & Chlamydophila pneumoniae
DIMEPUAEAIE (Z 24 PA & micro IF %
M) ZFEM L7z, HGRMBEHNIC S OBURMR
FRERD 1 £ 721 EARR OB & (IR 2 AT
W, BAE BT B | TR SR I 5
WA BIE L7z,

(5) BEER

HEFRE, BREEEG SNBICEZS,
LWAITFFELL \Wvd D Wit ER L e (R
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=t

REMEORELE &), ERE IR E L, K
=L
BRRMRAAE I 51T 2 RE LB OAF L, HAILYH
Bt [P 3 el A4 | ¥ B X UF Com-
mon Terminology Criteria for Adverse Events
(CTCAE) Version 40% % Z#& 12H5%E L 72,

(6) ERARIRE

¥ 5-ptaEr, 453 Hik, EOT WK, TOC K2,
MigsemRAs [HImERE, HiEkorm ek, v >~
JSER, HLEK, WFERERK, WFIREEEK), ARiMEKE, MK
ARIMER, AN~ M7V v ME, NEFOE V&R, S
W, At [AST, ALT, ALP,

Ca, P), TP, Alb, A/Gt, T-Bil, D-Bil, I #,
A4 A1) ¥, T-Cho, TG, V) vigHE, v A¥Fv
C, 7ur vy b=vr], HIEMEF#HEE (CRP),
JRIEAT (B, B|AENW, 7 ok i) o
R 2 il (RASHLSI A 71 22 X) T
EhE L 720

7) N 2)IVHA>, DERKRE

B 5-baaHrn, ¥ 5 3 Hik, EOT K, TOC K2,
INAZOVAA v (E, BRIAEL, AR oflEs &
OCOCERMEEZ L 720 T2, H5HEHOHER
R GAET %I S KWL D 720 LB MR % 5
L 720
7. FHESE

(1) BRFR%HR

[P B R AHE |2 8 V) 2 FIrHL P AT 358 0D B R A1
B0 Mo BER R EHEE IS, &5 3H

thB L EOT Wiz [ %D, TR, THIERGE]

TOC W2 VG, S 3], THERRER] 03
BRCHE L7z,
(2) WMEIMFHZNR

[P 2 T AE |2 38 ) 2 FIrHL BT IR 3 0 i R 3P ok
GBI IV oA s 5ot 12, B
RO R L BIR R EICE D E, TOC K2
B SNAHERE I LB L OBRE T L IE] T
SEWI, THEkel, [HEmEfsel, THERRE] 05K
s CHIE L 72
(3) BEER

P& 3 i 25 O Bl VR I o0 B 1 B 4 S 3L R 12 D v T
EAAREBRLERREBHELE L T) 5%
, TSR] (Bl 0 3B THESRS

—~
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LDH,
y-GTP, CK, BUN, Cr, UA, #EMHE (Na, K, Cl,

DESEE X HE L7z F72, GBS L O R R
(0] F2E THe,d L] LHETSN:
bOEREIEH & L TRV o720

8. FEBIDEHRL

R MR B & ONRERFH L Al CHERL S 1L % 371l
HERBEZHEL, EROBEYE Atk %24
PRI DO WTHIEDZ B2 WG L7z FHiliH EZE R
A TORFRFHIZOWTIL, HERETE M 2
MR L, (REBRREEERE O RACH 2 % b o TR
AN T _TOIEF O % 52 L 720
9. HREtREMT

HRWED F72 2 TR RERNL, GERFERE I E
(2 A L2 REM (Per Protocol Set ; PPS) B
X O AE Y2419 PPS AT X S 4 (Bacteriological
Per Protocol Set ; BPPS) & L, BPPS i PPS @9
HEG-bnE H S ERAL, e R, e
B, BETFIREOVINIAIC L) ERE
PIFE SN BEOER L L7z, 72, BPPS O,
R OAT RS (Full Analysis Set ; FAS) @
HTH G- BAG B _ERD 3 I o R C I R R A3
EINEBEELEM (Modified Full Analysis Set ;
MFAS) 75455 7z Rikk & v CEEAN RS %
I L 72,

TEWOMHT RERZ, HEFEY o7 &5
LTW2w, &2 WIRGRER G RIS
LIED TN o o BE R I L B L Lz,
A EFRILICH F B EE 36 b T GE % (MedDRA/]J
Ver 190) OERFEICHAERZ THEFI L. FEFR
S0 [RGB, [ AEBAL [ RERAz ), (4%
A, TMEERMEY ] OvIhhr it EOHEE
L OERERRGEICT [MEREE] ChEINLE
Gid [TEFEALLUS] & UCRlEERT L7z,

FEFEMIEH X, TOCHDEEERE L, %5
#EFIZ TOC R DRI B L OV 2 o Tl 95% 15 H#
X (CD 28 L7 dbET, BHWEFITO
FIEN T4 % Mantel-Haenszel #:12 £ 0 F%% L 727
HHCcoBEEDZE (LSFX # - LVFX ) %5l
L, COHBEROZETO CIOTRA-10% % Tl
57 WwWA1Z, LVFEX 500 mg (2xF 3 % LSFX 150
mg DIELGUEPHFES Nz L HW$+ 5 2 & & L7z,
BIRERMIE B (X, %5 3 HRORMA#ZE, EOT
REDHME, TOC KOBEMFHIRMEL L, Zh
ZHHMH 95% Cl 28 M L7z, B, MAHOHAE
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PPN ER AT DR 22 o 23 A 1 M 5% E H
BV THIEDOBITHRIZIEED T, BRMRSL
L OB R RDS [HEARRE] &g S N7
T, BB L OO SR L
726
I R
1. FEBIDHER

FEBI O % Fig 1 128§ L aVEfMT~F 5 4%
HliZ, REBRICESRSN/EZ 220609 5, hlbk
DG S 72 286 ) (LSFX #f 143 #l, LVFX B
14381) L L7 209 LRBEOKRGNET SN
72DI1E LSFX # 120 1, LVFX B 116 I TH Y,
1 SN2 B3 50 ] (LSFX B 23 6, LVFX B 27
) THotzo HILEEHONFIE, [AEHR] »
1761 (LSFX # 6 1, LVFEX # 11 61), [HEROE
fbE 7213 AR%Z] 251160 (LSFX #4641, LVFX B
760, [EEIIEROE] 86 (LSFX # 5
B, LVFXEE3HI), (% (F23RFER) o
L) A 760 (LSFX# 161, LVEX#661), [
Baxt R & L CAE ] AALSFX D 460, [H5-7H
BEEHIE7THEDOREZ L] 29 LSFX o 1
Bl, T2 SLSFX D 2HTH > 720

RitEEO FAS 13 281 6 (LSFX # 139 i,
142 61), PPS 1% 267 51 (LSFX # 133 1,
#: 134 %), BPPS (& 165 1 (LSFX % 83 1,
82 %1), MFAS 1 174 I (LSFX # 87 1,
BT ) ThHot
2. BEER

PPS 267 B0 E#EH % Table 1 I12/RT o EYYE
T EAEEAEE % &0, BET RN T
KREBEIFO SN G o720, T2, EHRIERGE
A1 7 H IO TR AT G- S NER) T o 729E
Bk, LSFX #1217 %1, LVFX B2 27 Bls&
Tz,
3. BT
(1) FEFHMIER ; TOC KrDAMER

PPS 267 Hld 9 b, TOC Bro Aeds H DR
FHANZ BEM AN T L 7 o 72 LVFX # 2 5 % Bt
L7265 12 351F 5 TOC B DB = % Table 2 12
RY. TOC Broihfid, LSFX B 95.2%(119/125
Bil, 95% C1=89.9~97.8%), LVFX # 90.0% (108/120
B, 95% CI=833~942%) Td > 720 HMWHEDEE
M7 (LSFX # - LVFX #) 135.3% (—1.7~124%)

LVFX
LVFX
LVFX
LVFX

THY, LVFX 500 mg I2xF3 % LSFX 150 mg O
IRV RE S 720

PRSI L To TOC B iRiE=s1%, MR %M
ZAZx L LSFX B 92.8% (77/83 #1), LVFX % 88.2%
(75/85 fll), FEERING7512%F L LSFX # 100.0% (38/
38 %), LVFX #96.8% (30/31 61), ik & IFEsEsd
TRIEAR DR GRS TIX LSFX # 4/4 9, LVFX # 3/
4BITH -7z,

T 70, BEEEGE 7 H AR EE %S &
RN T d o 72EFNH 5 TOC B DRI,
LSFX # 100.0% (17/17 #1), LVFX # 96.2% (25/
26061) Th oz BIBRONFUL, #EITET7 L
KPR 20 1, RO~ 20T 4 FRIUAESE 1161,
EFH L7 2 LRI 260, &7 b T A7)
RPUASE, RO CRBURE, AV
NN LGRS LB, 21b 2 FI DL RO
6#THY, LVFXHT [HEES] LHEshe
LN 7 = 2R PUR O MBI TH - 72,

(2) BIREHHIES
1) ERERRHR

PPS 267 B BT 2% 5- 3 HIRO R MARFE X
EOT RO A #) 5 % £ T Table 38 & Uf Ta-
ble 4 (27”7 FHIARIERIL, LSFX # 932% (124/
133 #1), LVFX % 94.0% (125/133 ) T & - 7z,
72, EOT RO AHR=IL, LSFX #E 97.0%(128/132
Bl), LVFX # 938% (120/128 ) TdH -7z,

2) WEMFETIR
OREEDDBIAE S S URARZ M
e G-BAnG H IR A CIR N S E S8

\&, MFAS 174 i 5 5 LSFX # 52.9% (46/87 f31),

LVFX #: 655% (57/87 f51), %7z, BPPS 165 ™
9 H LSFX #530% (44/83 %), LVFX #f 64.6%
(53/8261) TH-720

MFAS 2 6 s S N - 2Rtk ) b, 75
2 B PR TR 1% 55 BRI Y & 4, MICw & LSFX 0.06
pg/mL, LVFX 1 ug/mL, 7 7 & &M H I 42 7
S H S, MICwid LSFX 0.25 ug/mL, LVEX 0.5
ug/mL Tdh -7z (Table 5)o £% WML S pneumo-
niae 49 ¥k& H. influenzae 28 ¥k CH Y, MHEIZ
%95 LSFX, LVFX, ZLCRLL F /1 s i
5t H 3T & 5 pazufloxacin (PZFX) @ MICy % #
A2 1006, 1, 4 ug/mL & 012, 003, 003 ug/
mL THh o720 £72, ImBUREMAIT 9 BRD 0 BE S
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subjects who
received study
drug-N
All subjects 286
LSFX* 143
LVFX? 143
Full analysis set
(FAS)-N
Yes No
All subjects 281 5 Reason for exclusion
LSFX 139 4 * Other than target disease (4)
LVFX 142 1 * Other than target disease (1)
Per protocol set
(PPS) - N
Yes No
All subjects 267 14 Reason for exclusion
* Meeting exclusion criteria (1)
LSEX 133 6 * Non-compliance with the method of administration (3)
* Use of prohibited concomitant medication (2)
* Meeting exclusion criteria (1)
LVFX 134 8 ; ; o
+ Non-compliance with the method of administration (7)
Bacteriological
per protocol set
(BPPS) -N
Yes No
All subjects 165 102
LSFX 83 50
LVFX 82 52

Fig. 1. Flow chart of patient disposition
2 Lascufloxacin injection and levofloxacin injection

OHEBREREHAES K URERERIDBRER
BPPS 12 51F % TOC kK D ERE BRI L= B X
O R B O R £ Table 6 B £ UF Ta-

., 9T M. pneumoniae TH VY, MIC range i
LSFX 012~025 ug/mL, LVFX 05~1 ug/mL,
PZFX 4~8 ug/mL Td 572,
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Table 1. Background characteristics of the patients (PPS)
Treat " LSFX*? LVEX?
reatment grou
group (N=133) (N=134)
Item n (%) n (%)
Sex Male 81 (60.9) 77 (57.5)
Female 52(39.1) 57 (42.5)
Age <65 68 (51.1) 69 (51.5)
(years) 65< 65 (48.9) 65 (48.5)
Mean = SD 56.9+18.1 56.8+18.5
Height (cm) Mean £ SD 162.39 £ 8.48 162.04£9.03
Weight <40 5(3.8) 7(5.2)
(kg) 40<, <60 75 (56.4) 73 (54.5)
60<, <80 50 (37.6) 49 (36.6)
80< 3(2.3) 5(3.7)
Mean = SD 56.81 +13.83 58.14 £13.01
Body mass index <25.0 112 (84.2) 105 (78.4)
(kg/m?) 25.0< 21 (15.8) 29 (21.6)
Mean £+ SD 21.46 £4.57 22.03 £4.09
Diagnosis Bacterial pneumonia 89 (66.9) 97 (72.4)
Mycoplasma pneumonia 32(24.1) 25 (18.7)
Legionella pneumonia 2(1.5) 1(0.7)
Atypical pneumonia ® 6(4.5) 6(4.5)
Bacterial + Mycoplasma pneumonia 4(3.0) 5(3.7)
PORT score © 1 31(23.3) 27 (20.1)
2 60 (45.1) 63 (47.0)
3 33 (24.8) 32(23.9)
4 9(6.8) 12 (9.0)
5 0(0.0) 0(0.0)
Duration of treatment Mean = SD 75*1.9 7.6*2.2
Min 3 3
Max 14 14
Antibacterial used
. No 116 (87.2) 107 (79.9)
within 7 days before
Yes 17 (12.8) 27 (20.1)
the study treatment
Complication ¢ No 33(24.8) 32(23.9)
Yes 100 (75.2) 102 (76.1)
* Lascufloxacin injection and levofloxacin injection
b Not-identified causative microorganisms
¢ Pneumonia patient outcomes research team score
4 Concomitant disease at the start of treatment
Table 2. Clinical efficacy on day 7 after the end of treatment
Clinical efficacy 95% CI 95% CIL
Treatment N i Efficacy Difference
Not Indeter- a
group Cured Cu:)e d ;isaiz rate (%) Lower Upper (%) Lower Upper
LSFX"® 133 119 6 8 95.2 89.9 97.8 53 -17 12.4
LVEX"® 132 108 12 12 90.0 83.3 94.2

2 Efficacy rate (%) = No. of “Cured”/No. of “Cured” + “Not cured” X 100
b Lascufloxacin injection and levofloxacin injection

ble 7 (27" ¢ MiFFEli& b 12, HEEBA THEREED
g s, TOCKODBEDB X UREMAIRAED
WY FERE S 472 90 B (LSFX #E 42 6, LVFX &

BA L FREFRMES

48 Bl) mRG L Lize BEEEEROWIE LI LSFX
BE976% (41742 %)), LVFX B 91.7% (44/48 5)
Th ol FRBEREHOMEERIL, S pneumoniae
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Table 3. Clinical efficacy on day 3 of treatment

Clinical efficacy 95% CI 95% CI
Treatment Efficacy Difference
X Ineffec-  Indeter- N
group Effective . K rate (%) Lower Upper (%) Lower Upper
tive minate
LSFXP? 133 124 9 0 93.2 87.6 96.4 —-0.7 —71 55
LVFX? 134 125 8 1 94.0 88.6 96.9
2 Efficacy rate (%) = No. of “Effective”/No. of “Effective” + “Ineffective” X 100
bLascufloxacin injection and levofloxacin injection
Table 4. Clinical efficacy at the end of treatment
Clinical efficacy 95% CI 95% CI
Treatment Efficacy Difference
X Ineffec-  Indeter- a
group Effective . . rate (%) Lower Upper (%) Lower Upper
tive minate
LSFXP 133 128 4 1 97.0 92.5 98.8 3.3 —28 9.2
LVFX? 134 120 8 6 93.8 88.2 96.8
2 Efficacy rate (%) = No. of “Effective”/No. of “Effective” + “Ineffective” X 100
b Lascufloxacin injection and levofloxacin injection
Table 5. Organism susceptibility to LSFX and LVFX (MFAS)
Causative Treatment MIC (ug/mL) MIC range
) MICs0  MICoo
organism group 0.015 0.03 =006 006 0.12 025 05 1 2 4 8 (ug/mL)
Gram-positive 55 LSFX*? 2 7 41 4 1 0.015-0.25 0.06 0.06
bacteria LVFX* 1 2 5 42 4 1 012-8 1 1
Gram-negative 42 LSFX 14 19 3 2 1 3 0.03 -2 0.06 0.25
bacteria LVFX 16 19 2 31 1 0.015-2  0.03 0.5
Atypical bacteria 9 LSFX 6 3 0.12-0.25 - -
LVFX 8 1 05-1 - -
Total 106 LSFX 2 21 0 60 13 6 0 1 3 0 0 0.015-2 0.06 0.12
LVFX 16 19 0 2 1 2 16 44 5 0 1 0.015-8 0.5 1
 Lascufloxacin injection and levofloxacin injection
Table 6. Microbiological effect on day 7 after the end of treatment
Microbacteriological effect 95% CI
Treatment Eradication
. Presumed . Presumed Indeter- a
group Eradicated K Persisted . K rate (%) Lower Upper
eradicated persisted minate
LSFX " 42 8 33 0 1 0 97.6 87.7 99.6
LVFXP® 48 10 34 4 0 0 91.7 80.4 96.7

2 Eradication rate (%) = No. of “Eradicated” + “Presumed eradicated”/

No. of “Eradicated” + “Presumed eradicated”, “Persisted” and “Presumed persisted” X 100
b Lascufloxacin injection and levofloxacin injection

75 LSFX # 100.0% (20/20 #), LVFX % 84.0% (21/
25#%), H. influenzae %° LSFX # 93.3% (14/15 #),
LVFX # 1000% (14/14 ¥k) Td o7z, LSFX #T
BRIV B 2 ho 2 ERR I, [FH—H5RE TR

N7z H influenzae & Pseudomonas aeruginosa

B EEET] &%l ERREIHRHIEIHEED 2t
WerRR R S [HEE k) & HE S h7ze LVFX
HETHEICWZS 2o 2 ENRE X S pneumoniae
D 4 ¥k & Moraxella catarrhalis ® 1R CTH 1), »
T TOC BRI A D& [fife) & HE

DELRTH Y, TNHIELFHHERE D TOC HE Ehize
BALFAOEFRMEE Vol 69 No. 3
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Table 7. Microbiological effect classified by the causative organisms and the MICs (BPPS)
Treat- MIC (ug/mL) Eradica-
Causative organism ment miss- Total tionrate
group 0015 0.03 006 012 025 0.5 1 2 ing (%)@
Gram-positive bacteria LSFX® 1/1  5/5 17/17 1/1 1/1 25/25 100
LVFX" 3/3 15/19 1/1 2/2  21/25 84.0
Enterococcus casseliflavus LSFX 1/1 1/1 .
LVFX 0/0 -
Staphylococcus aureus LSEX 1/1 1/1 2/2 -
LVFX 0/0 -
MSSA © LSFX 1/1 1/1 2/2 -
LVFX 0/0 ---
Streptococcus pneumoniae LSEX 2/2  17/17  1/1 20/20 100
LVEX 3/3 15/19 1/1 2/2  21/25 84.0
PSSp ¢ LSFX 2/2  11/11 1/1 14/14 100
LVEX 3/3  12/15 1/1  16/19 84.2
PISP ¢ LSFX 3/3 3/3 -—-
LVFX 2/3 1/1 3/4 ---
PRSP ¢ LSFX 3/3 3/3 -
LVFX 1/1 1/1 -
Streptococcus mitis LSEX 2/2 2/2 -
LVFX 0/0 ---
Gram-negative bacteria LSFX 4/5  8/8  2/2 1/1 1/2 /1 17/19 89.5
LVFX 9/9 6/7 1/1 1/1 1/1 2/2  20/21 95.2
Escherichia coli LSEX 1/1 1/1 -
LVFX 0/0 -
Haemophilus influenzae LSFX 4/5  6/6  2/2 1/1 1/1  14/15 93.3
LVFX 9/9 3/3 2/2  14/14 100
BLNAS © LSFX 4/4 3/3 1/1 8/8 -
LVFX 3/3 1/1 4/4 -
BLNAR ¢ LSFX 0/1 2/2 2/2 4/5 -—-
LVFX 1/1 1/1 -
BLPAR ¢ LSFX 1/1 1/1 -—-
LVFX 5/5 2/2 7/7 -
Klebsiella oxytoca LSFX 0/0 -
LVFX 1/1 1/1 -
Klebsiella pneumoniae LSFX 1/1 1/1 -
LVFX 1/1 1/1 -
Moraxella catarrhalis LSFX 1/1 1/1 -
LVFX 3/4 1/1 4/5 -
Pseudomonas aeruginosa LSFX 0/1 0/1 -
LVFX 0/0 ---
Atypical bacteria LSFX 2/2 1/1 3/3 -
LVFX 6/6 6/6 ---
Mycoplasma pneumoniae LSEX 2/2 1/1 3/3 ---
LVFX 6/6 6/6 ---
Total LSFX 1/1  9/10 25/25 5/5  2/2 1/1 1/2 1/1  45/47 95.7
LVFX 9/9 6/7 1/1 10/10 16/20 1/1 4/4  47/52 90.4

@ Eradication rate (%) =No. of “Eradicated” + “Presumed eradicated”/No. of “Eradicated” + “Presumed eradicated”, “Persisted” and

“Presumed persisted” X 100

b Lascufloxacin injection and levofloxacin injection

¢ Methicillin-susceptible S. aureus (MIC of oxacillin: <2 yg/mL)
4 Penicillin-susceptible S. pneumoniae (MIC of penicillin G: <0.06 ug/mL), Penicillin-intermediate resistant S. pneumoniae (MIC of pen-
icillin G: 0.12-1 ug/mL), Penicillin-resistant S. pneumoniae (MIC of penicillin G: >2 ug/mL)
¢ f-lactamase-negative ampicillin-susceptible (MIC of ampicillin:<2 ug/mL), f-lactamase-negative ampicillin-resistance (MIC of am-

picillin: >2 ug/mL), f-lactamase-positive ampicillin-resistant (MIC of ampicillin: >2 ug/mL)
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GRREERID TOC BDaMmE

BPPS 12817 2 EK K> TOC RO G, B
MWD&, 77 ARGPERE M 6T LSFX &
100.0% (27/27 #1), LVFX # 852% (23/27 #1),

77 L EPER R T LSFX # 100.0% (13/13 1),

LVFX #£93.3% (14/15%11), 3k 7 7 J5 44 k5t 1 450
T LSFX % 100.0% (34/34 f51), LVFX # 92.9% (26/
28 B) THh o720 T 72, BERIEG D BH TIL, LSFX
#E5/6 6, LVFX#:5/6 B TdH - 720 JERE A5
EINTZEEDOH L, et d] CHESI R
#lx, LSFX #Tld H influenzae & P. aeruginosa
DBEBWELEB 1B OARTH > 72 —F, LVFX
Gl S pneumoniae 3%, M. pneumoniae 2 fl,
S. aureus, M. catarrhalis % 1 0 HE R EGH] 7
i, 7 & WNZ S. pneumoniae & M. catarrhalis O
B IEGB 1 BIOF 8 BICH - 72,

4. ZEMOFHE

(1) BEER

F A VTR RIEEIZ 51 5 HE R R ORI,

LSFX #f 538% (77/143 ), LVFX #£ 55.2% (79/
143%1) THotzo 2% U LOBEETHBEL-AE
HRL, LSFX BETIIHL 84% (12/143 %), T4
6.3% (9/143 %), % 5 B A7 AL HE 4.2% (6/143 H1),
TEGTERALER %,
GRS, ALT BMA4% 28% (4/143 #), &
L, FFREEREE, B, AIRAEDE 2.1%(3/143 #1)
Td o720 LVFX BECIIEGH AL ALBE, 7550 4L

FHIR7E73% 7.0% (10/143 1), 4 6.3% (9/143 #1),

T, GFEREREE AT 49% (7/143 B1), AHRAE
4.29% (6/143 B1) , RS2 2 FERK, BHIRZEHT% 2.8%
(47143 1), s, WM, e G5-EBALAOG, FEFERAL
KRN 21% (3/143Bl) Th o7z F72, HESH
SOERERE R OB EIE, LSFX B Tld & 28%
(4/143 B), "HEEEE 14.0% (20/143 §1), #REE 42.0%
(60/143 1) T 1), LVFX BETIEEFE 0.7% (1/143
Bl), FREEEE 154% (22/143 B), #REE 46.2% (66/143
Bl) Thotzo BREENEHEORERRIIBITLA
AU, LSFX #ECTLIIFH EkBum A3 3 61, SAs 1
B, LVFXETREE/{AIHTHY, win
LIEEREE L O BRI [ L] SHF Sz,
2) BEEGBEERBLUKREHRLEICWESTE
EER

KHEBRIZ BV THTEIIW 2 HERHRIIZO N
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IF PP ER B A 3% 3.5% (5/143 1),

Lirotz, BELRAERRIE, LSFXHT2H6] 24
(LR E D %HE, KMW), LVFX B T36 34 (G
WeVER g5, MREREA, KT MUY AME) SRR 5
N, 20 HLSFXBED 21 &, LVFX B0 3
PER 28, REERAIZEEEE & O RRBRDS [7 L
EHIWF S N T LVEX BT MU & A MUE LG
BtE L ORRBRD [HAH0d Litkwv] YIS
N7ze TNHOEERHRIT TN D AE F 72 13FRER
L7,

HEELAEFRUNCHBER G ORIz
A ERERIE, LSFXBETHBI5 M (ITHE bk,
ZHEMRE, BRREREE, BE, SR
1B 1¢F), LVEX B <1060 10 7 (& Bk %3613
Pk, ALBE2 61 2 1, IEGHRAERIR 2, FFREAER
TESTRALALEE, A PER R FENE, AL % 1
B ThY, Zo) blHEOHELi%E LD
LVEX BED RSB fHEIE 12> TIiERE L o
RRBLRIE [ L] LSz INOOFESR
FIZBIT BEIEE T TNTRED S PEET, Y5
ik F 72030 E IS X ) W A, B L7,
(3) BIEMA

VAT RERNC BT 2 EITEH O 3 BLE (L,
LSFX # 259% (37/143 %), LVFX # 364% (52/
143 1) Td - 72 (Table 8)o 2% LA L E#H T3
B Z-BIERNE, LSFX B Cld T4 4.9% (7/143 B1),
TESTRALERIR 25 3.5% (5/143 B, TEGHERALALBE 2.8%
(4/143 B1), ALT # f121% (3/143%1) T & b,
LVEX B C (& 4 347 5% DR 25 7.0% (10/143 1),
RS ALEE 6.3% (9/143 B), T, AT ERERELHE
A% 4.2% (6/143 Bl), fEH: 35% (5/143 #), #
R4 2.8% (4/143 B1), Hls, & 5-3BAL S, T4
AL E D FEE & 21% (3/143Bl) Td o720 [1E
BHERAL RS | &R 0 5B =1 LSFX B 11.9% (17/143
%), LVFX % 196% (28/143%1) Td > 726 VT
NOBETHIHEOE RN T L 0 BIVEH ST
< e AEANIERD e o 72
n. =8

RBRCI IR 4% S Ll 2 2 R
2, [EREED LVFX i E45%] 500 mg & xf fi & L 72
AR AL B ML EGR 2 17 v, LSFX 414
150 mg 1 H 1 E#&5-0FMMES & 0% % 5
L7,

FEFMIEE Td % TOC BB HIE, LSFX
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Table 8. Adverse drugreactions
LSFX * LVFX?
System organ class (N=143) (N=143)
preferred term

n Events % ° n Events %°
Total 37 52 259 52 72 36.4
Blood and lymphatic system disorders 1 1 0.7 0 0 0.0
Eosinophilia 1 1 0.7 0 0 0.0
Gastrointestinal disorders 11 11 7.7 14 17 9.8
Abdominal pain upper 0 0 0.0 1 1 0.7
Constipation 1 1 0.7 5 5 3.5
Diarrhea 7 7 4.9 6 6 4.2
Nausea 2 2 14 3 3 2.1
Vomiting 1 1 0.7 1 1 0.7
Hypoaesthesia oral 0 0 0.0 1 1 0.7
General disorders 0 0 0.0 1 1 0.7
Feeling hot 0 0 0.0 1 1 0.7
Hepatobiliary disorders 1 1 0.7 1 1 0.7
Hepatic function abnormal 1 1 0.7 1 1 0.7
Investigations 7 8 4.9 10 10 7.0
Alanine aminotransferase increased 3 3 2.1 1 1 0.7
Aspartate aminotransferase increased 1 1 0.7 0 0 0.0
Blood creatine phosphokinase increased 0 0 0.0 1 1 0.7
Blood potassium increased 1 1 0.7 0 0 0.0
Eosinophil count increased 2 2 1.4 6 6 4.2
Gamma-glutamyltransferase increased 0 0 0.0 1 1 0.7
Neutrophil count decreased 1 1 0.7 0 0 0.0
White blood cell count increased 0 0 0.0 1 1 0.7
Metabolism and nutrition disorders 0 0 0.0 2 2 1.4
Hyperkalemia 0 0 0.0 1 1 0.7
Hyponatremia 0 0 0.0 1 1 0.7
Musculoskeletal and connective tissue disorders 1 1 0.7 0 0 0.0
Arthralgia 1 1 0.7 0 0 0.0
Nervous system disorders 1 1 0.7 1 1 0.7
Dizziness 1 1 0.7 0 0 0.0
Headache 0 0 0.0 1 1 0.7
Renal and urinary disorders 2 2 1.4 0 0 0.0
Renal impairment 2 2 1.4 0 0 0.0
Skin and subcutaneous tissue disorders 6 6 4.2 3 3 2.1
Eczema 1 1 0.7 0 0 0.0
Erythema 0 0 0.0 2 2 14
Pruritus 0 0 0.0 1 1 0.7
Rash 2 2 14 0 0 0.0
Rash pruritic 1 1 0.7 0 0 0.0
Urticaria 1 1 0.7 0 0 0.0
Skin mass 1 1 0.7 0 0 0.0
Injection site reaction 17 21 11.9 28 37 19.6
Administration site reaction 0 0 0.0 3 3 2.1
Injection site erythema 4 5 2.8 9 9 6.3
Injection site pain 2 2 14 1 1 0.7
Injection site phlebitis 5 6 3.5 10 12 7.0
Injection site pruritus 0 0 0.0 3 3 2.1
Injection site reaction 2 2 14 1 1 0.7
Injection site swelling 1 1 0.7 0 0 0.0
Infusion site induration 1 1 0.7 0 0 0.0
Infusion site pain 1 1 0.7 0 0 0.0
Injection site eczema 0 0 0.0 1 2 0.7
Puncture site erythema 1 1 0.7 0 0 0.0
Administration site erythema 1 2 0.7 0 0 0.0
Phlebitis 0 0 0.0 4 6 2.8

2 Lascufloxacin injection and levofloxacin injection

b Incidence rate (%) = No. of subjects who experienced adverse events/No. of subjects who were evaluable for safety X 100
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T 952%, LVFX #90.0%, # M 2 1353% (95%
Cl: —17~124%) T& v, LVFX 500 mg |2 & 3
% LSFX 150 mg D IEHEAIREE S 7z WEE & b
WCEWERNEZ R L7278, @kl 7z LVFX
OB PET P& Z2 R & L ZEE MBI
BIF 2 TOC KE D IR &) H 1L 889% T ), A5l
BROFEXIHIZBIT 5 TOC B iH#E S 88.2% & [Fkk
Thotzo Tz, Mt S 7 B IRBAEY O 5 BT
BLOLVEX IZxH§ 2B MERmE A T4~
EHEOWME T EHEML T e RS, KRBRICE
VT % IR BAE ) O 53 AT (L BRI O IKDL & 13 13—
LTBY, AREICOWTHORYRBEEEZON
720

4 E LSEX BETId, A —HeBRE THRE S 7z H
influenzae & P. aeruginosa M4 1 #A5 [
DHETH > 720 MERIZKF % LSFX © MIC 2%
21003 ug/mL, 2ug/mLT&H Y (Table7),
MDJEKE & RSN O TE R o7208, &K
FEBNEBLBER B RE IRIEL G L THB Y P,
aeruginosa xS BEW T A & SHE L WEER T
hotzREING,

—7, LVFX ¥, S. pneumoniae 4 ¥ & M. ca-
tarrhalis 1 #2%5#%¢ L, S. pneumoniae 4 FRIZX)§
ZLVFX®OMICIE v 1L b 1 ug/mL, M ca-
tarrhalis 2% L Ci% 003 ug/mL T& - 7z (Table
7o WHAIEDERKE & LTS pneumoniae &%
b2 Y, RRABRIZB VT O EE S 7z R 4k
DPFELNH 722 9E O/, ZDHbH9
#HIE LVFX B L ' PZFX @ MIC #°1 pg/mL Ll I
ThY), HRMLFREFRDEET LA 7KL~
FO% BRI ARG R Sz TS L, LSFX
® S. pneumoniae (2353 % MICy i 006 ug/mL &
MOFEFHF 7 0 v RPUEEIC A 8 5Pl HEET
HY, 77 LEHREBRRGIEEORER, MRt
WEEIRNBZ BT HIGHEE S 100% THho72Z L%
5FR5DE, RENIBEAAFEOMBSZ R LT
BWRIRERT EE 2 b,

F 72, RRBEE AT - 72 2016 SEIX EE I~ A 2
7T AR OFEERDE , WL B2 3 EIHTE
% IEEIIM RO BEEZ A E D 7275, LSFX 13 IEE R Al
% (ZOHIB2BIL IV R THi%%), 75 I
W & IEERR AR DI A GBI R LT b iHm =R
100% %/~ L, 2&FEToORKRAEMEIZERS 3 H %D
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59EAERR Tz, MMM %€ & I B 2 AU
WZxF 9 B ECE RN & e EIRGE L L A S

M) —F 0 O THLH, FHNLZOFE%
B N O A R = 4 By S

BIERZEEER 1L, LSFX % 259%, LVFX % 36.4%
Td 5720 LSFX F G- H IR & < & B L7z IfE
(B 2% MLE) (&, TR, JESERALEIR 4
FEFERALALEE, ALT M TH o720 TN HDEJE
BEVL T & SRR 2 D % 1 HEAS &R, 2o
IE T RTEETH ), KEB/TITMALE TR L 72,

SR SUG I B9 5 RIVE A ZEBI=1%, LSFX &
119%, LVFX #:196% Td - 720 Bz b REBETH
BB MRRBIITE 2L DD, LVFX IZ[HE
O WP F YA 2 0P 5 & L 72 B PR 55 TIT AR 3B 12
BT HEME & FEBED 202% (69/342 6]) TiE4HEE
MEIGAFRS 5NTB Y™, F 72 PZFX (1,000 mg
1 H 2 \H%5) OM@tERig e R e Lz RS 1T
FERER 2 B0 B ISR BUG 1 364% (51/140 1)
EHEEINTWEY, SHORRBE? O A5 L,
LSFX OiFSIERAL SUG FE BB B 3B 1 TR
EEZ BN,

Zofl, F /0 RBEETHS TS R
FFRERERM AL H, AR RIS, A SR
B EY 72 CORIEHICOWTH, LVFX B
EHARTARATIRICEBE S H VWHRITFED b
B0 lze 72 QT/QTc RABRDAE R 6, AH
I, 5-mOBINAENEF T A v 7 %88 75 mg
IZHARZ L QT MMRIZRIZT B WM NEEZ L
NDH, KRB B\ TR OB XA (2 B i
T LEWERH OIS D e d o720 HHRFNFFAG 2 HR
T & B {EFHA UG & Br v 72 A% O BIVE R S B3 1X
182% (26/14361) TH b, ZIuxTiPhli%E xR
&L 2R OH] o B IR 55 TIT AH 508 oo Bl i 38 3 2%
17.9% (25/140 B)* L FFEETH - 720

Lo &, LSFX 150 mg (Bff#k 5 & L
THHIE300 mg) 1 H 1 [ A5 IR A S &, I
BRI % & L I R R LI 5- R o5
WHRMNMEER R L, ZeEEICORELRBEITZWEE
Aoz 72720, BIRBERIZ BT AR EERU
ROENTWDID, KEIOZEEIZE L T3Sk d
e L TR L TV S EDSEEEEZ 5D,

I

RABROFEREICEEL, B 72720 7 FRthisk o
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GERBEEEM OEATT \ZHRH 2L 9 (brng,
TGERFERERFOFTRIZ L 5) o

BUO AW ERARHREE R, AT E
ENERLR R ILHE R > & — ILARRHE], H
&Y, FERAE AR O 2 itk /N —
B, AR RN E IR A S E e S ETE,
WOALATBuE NENLR PR AR T R > 5 — il
TR, ARILAT B N S BE AR R o T R
& — HMECOR, MRS H L RERT H ARG
AV, ARSTAT B N S B AR B 7T
BRINIC, AR EREASUE A 71 vt > 7 — 5k
AT Al vy — ke SUSIASE, R I R R
MR E ARG WEE AR, X Rk A
S RC W b R SRt e be SR, ER LB
BIFEHeEE R =Rk &IET, M Bk
NERLRBERE RG> 4 — NMUHE#, H
A A REE AR b BT, MOZATEOR
NEZIR BERAE RN b AEIEM, 5 SRA7 AT B
R N A2 373 B et Aof 2 ) 1| VR S0 Bt WP 259
Ly — BEEE, EREMNMIFIZ ) PAZEAR
ERbE R, ARk N E T Rk
W EHEEBE NGRS, Hri i R bE K H L,
I8 UL I A o S B [ L 5 0l 5 2 SR il o R 5 B
aEW, BN RIREE A HER, ALAT Bk
NESZIR B SIRER > ¥ — dufkz, #J5mh
SATBGER N LB ST B i 1 LR 7 i I e B
T, MO MAATBOE AR EPIR ALN BR R B IR
SEMERE L > & — (LR, H AR+ AR
ARl W, M5 ARSI AT BUE N R I AR A
et >y — BB, KRIEWRAGEE AL, Al
SEATECE N E SR BEp A R be SIS SR, ekt
R & — AR RE, AL B R
SERIR G bE B = BN b HATOLR], A tEtk
N B AL TS A A e B A e A A
B, MR AT B N T ) U7 3797 e R T ] UL 7
aWibe BB, St G H AR B S 4
HEIFE M WA, HAR AT RS
— R FbE AT RAR, SAZR AR A,
Frimfesr, SR RMEE BRm—, MR
WbE ZHRREE, HWITMVATEGEAND A ) REIE
et vy — RIE, HREREAZC SRR
A REL, M5 AR AT B AR BRCHT B e A B
WAL EER Y v & — SR SR ATEE NE ST

R BE R R R v v — BRI — A,
JiARSLAT B N KRB SZAR B BRI OF & D RS
vy — AR, WAOYHEERE KT, A7
FTBOE N ENLIR BRI B 5 £ > & — AR,
H AR A B luoR i be. BT, 2tk i
EYNUNEEVEE  GIPSIR S i o G ST A
S, RS A T E T b SREE T, X
RS —, MROZATBOE N B LN Bt R £ v
y— Ag—, MW AL, HART
FAR AR+ TFBE AR A, FRAZAT BUE A AL
T BERAE S AR e R, ARAZAT B 7 B
Rez M AL 57 SO BE It LIEAE, R SEEER RS
Wb RSP, HREREATOREGIFEYY T
TBE ARTCE R, GHHER,  — Mk F AR B AL
KRBRE R XA SRR BE B, BRI
ENHENEERBEE KT LG, ki AR
SRR A X SRR B B 0 2 X H TR BE R T,
FE AR N SBR[ A 2 SRR R VR 3 A S A ]
wembe MEE, EAEEANUAREER 5T
EZoHBIEHAGES X T Rmbe ERms, 4t
KEREANFMEAFT ML A0,
MAZATEUE NMEE VL ERR &~ 5 — IR kR
BB, HAR AR F R A8 g, W
MATBE ARG ARBER R RIG A e & A 71 1L
Ly — R, @R MATAT Bk A
PR AR E AR S AR SR e TR, U7 oL
TTEE N R AR >~ ¥ — fHE—, H
ARt R R EREARE, ERA
B EIE A e RREA T R TREEE, iR
Hk NG G A A B — PIANER, SRAZAT
B N7 W SR 2 WA RE AR 57 SO e ki e,
ROTVLAIRE R, HARHFA R R+
Wikt BAKIRZ, MELATBOE B B R R
et vy — Bk, MAZAT BRI Bk
iR HeERR, AEARERRE AR X EUREE B
Lty

MIACH CH - BRI S AR D
BRHABHE L7 WM RIEARHRBROEZEHMEL L
T, ZRE, =8HE—, A%, PIHE—, BRHEKE
(TIGBRREEE R & LT, MR RO, #EH 1, PR
W IBHET SN —Didl 2 H, ARk
AR L) B RE SN TV AT, &
fsE I RERAZE OB TH 2,
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Phase III double-blind comparative study of intravenous lascufloxacin
and levofloxacin in patients with community-acquired pneumonia
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We conducted a randomized, double-blind, comparative phase III study to evaluate the efficacy and
safety of intravenous lascufloxacin (LSFX) in comparison with intravenous levofloxacin (LVFX) in pa-
tients with community-acquired pneumonia (CAP). In the LSFX group, the subjects were administered
LSFX 150 mg (300 mg on the initial day) by intravenous (iv) infusion once daily. In the LVFX group, the
subjects were administered LVFX 500 mg by iv infusion once daily. Both investigational drugs were ad-
ministered for a period of 7 to 14 days.

The cure rate at test-of-cure, as the primary endpoint, was 95.2% (119/125) in the LSFX group and 90.0%
(108/120) in the LVFX group, demonstrating the non-inferiority of LSFX 150 mg to LVFX 500 mg. The re-
sults for the secondary endpoints were as follows: the early clinical efficacy rate on Day 3 was 93.2% (124/
133) in the LSFX group and 94.0% (125/133) in the LVFX group; the clinical efficacy rate at end-of-
treatment was 97.0% (128/132) in the LSFX group and 93.8% (120/128) in the LVFX group. The bacterial
eradication rate by subject was 97.6% (41/42) in the LSFX group and 91.7% (44/48) in the LVFX group.

Adverse drug reactions were reported in 25.9% (37/143) in the LSFX group and 36.4% (52/143) in the
LVFX group. No deaths or serious safety problems were noted with either drug.

Based on the results, LSFX 150 mg (300 mg on the initial day) administered iv once daily is expected to
show a high efficacy from the early stage of administration, with no major safety problems, in patients
with CAP, including atypical pneumonia.
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