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Levofloxacin (LVFX) &, #—Z=3HkNA&H2EIR L 22

I 23 TEGEE L2 03 5 levofloxacin TESIHI O ERARER (55 TI/III AHEUER)

LS S 7 B 7S < K 1 R S - N i F IR
HEHT RERS - B said” - BCR O WERY - 3 BRiR
PSS

2 HAC KA N R S R T LIk e 3 B S50 72 0
VAL SRR B A TR A S SR
B A R 50 i S Tk S i 2 Sl
D RGP REFEIR SR IR 45 — i
O B ER A P B 50 e e T ) 5 it
7 R KA A A
Y HA KR B e R R R PR 1B 5l P R A - AR T 45 B
O HU SRR A PR B R SR P

(Bl RIR I #H56)

CPHC 22 411 B 10 HA2Ad - PR 22 4E 12 B 10 H2#)

i~

i~

F /1 VRFETH 5 levofloxacin (LVFX) TEFH OMPREEEAE (1P 98 £ 72 1 3B PEIPIL & 28
TWRIES) ST 2 EMES L O RE T 5 BT, EERIE HRERR R T b L 72 I
HEB X OS5 MM, LVFX500mg % 1 H 1, 7~14 HBAEEES Lz

BRIRRDR © BG4 T - W O IR R AYE SR DO HR=R1Z 956 % (173/181 1) TH Y, ZMraaiic
(TR 98T 95.9% (140/146 1), PRPEMPIR A O —IKIEG T 94.3% (33/35 1) Tho7zo F72, 1T
Wi EAIE O F B R JF B T % Streptococcus pneumoniae 2353 HE & M7z BH TOHR)FHEIL 100% (35/35
Bl) THo7z,

MR R - B GHT - RO BRI 97.6% (80/82 B1), BT E=RI% 97.8% (91/93 k) Td -
2o

TN EERORIERZEBIEIE 42% (91/206 61) THH, 80 Ll Lo Ein® TORIMEHFEHEIX
250% (4/16 ) Td o720 5% LA LIZFBL L Z2RIVERNIE, TESTERALALIE 13.6% (28/206 %), ALT 3§
9.7% (20/206 1), AST ¥4/187% (18/206 Bl) T - 7z0 FFIC, 1HEGTERALUE (FEFFEALALEE, T4
EROLE D SRR, TESHEAON, TESHERAIERR, B X OVESHBALAERS) 1 EBEEICRD b, EoRBIE
12 165% (34/206 ) Tdho7ze %B, HEFHBMSE, TRTEETH), WIhDULELZLELE
FRHEALMAICHEL, 52k LERI R0 o 72,

P b opifEA S, LVFX {143#) 500 mg 1 H 1 0] 7~14 H B RGE#EHE L, PREHRAYE IS LTk
BHAIRPHIFTE, REMIIKRERMEI RV EEZ SN,

Key words: levofloxacin injection, respiratory tract infection, clinical study
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sy FETHY, MK O DNARRICLHAOMETDH 2
DNAY YA L—ABIV IR VAT —EIVOHELEZH
EI DI LI X DHH I RS HH, FHREHEHE D %
JEKITE T B Streptococcus pneumoniae, Haemophilus influenzae
GEO—BME A X LD E L, Chlamydophila (Chlamydia)
pneumoniae, Mycoplasma pneumoniae, Legionella pneumophila

% EOIFEAF RIS L TOmOIIEEE 2 A9 5 2 &2

HATIE, 1993 412 LVFX & O #I 25 @ % H & % 1 [l 100
mgl H 2~3 1 (FEF 7238/ Ta L Bbn s 561211
1 200mg, 1 H 3[F THETRE) & LCORBEZIEL, &
WELCIEL R ENTE 72, D%, ¥/ 1 v REDHEIR)
WM BI§ 5 3 % 7 Pharmacokinetics-Pharmacodynamics
(PK-PD) 787 A — %1%, it 24 KR AUC (AUCoam) & fie/h
SEH FLIERE (MIC) ot (AUC/MIC) Tdh 5 I & ovfiidh &

* R UL R R 1-7-1
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N7z 512, /0 Y READ S. pneumoniae DIt %
ik 3 % 720121%, Cow & MIC O (Cow/MIC) % 5 BLLE &
THUENRDH L L OHED 7 SN HHITER O M % B
1L, AR MERT 2808505, 2009 412 LVFX 500 mg
1 H 1 MOS0 - HEAKEI Nz,

2007 EICH AR CTEBENBZHT - F7 ¥ 20H
#¥ ¢, penicillin-intermediate S. pneumoniae (PISP) &
penicillin-resistant S. pneumoniae (PRSP) O 53 B X 2 h 2
N402% & 75% THY, vz a4 FREIHNT 5 S, preu-
monige DIEZTEHRIL 183~194% LIFFIKMTH -7 &
7o, I BLHEARICRN LCid, HH B-F 7 & 2 RIEILHEH
BRPHFETE RV ZOX) BERD D, S pneumoniae
EO—AEIZ, IR ERICER RIS LAY
7 M —F a0 rEOREMMEI LTV,

Shlbivbiik, el Rz &g £ 22132 e
WRAIR A O R IEG 2 MR LVEX R A OB # kB L O
Zet % 80 Ll LOE#E & & THET L7z, 8T, I
hEEYREANE L, BE T OEYIRE ST A —F L Mk
W, BIVEHSEBL L OB EEZ M2 L, PK-PD O
Mo b A HEOZAH ARG Lz 72, BRE~ORATH
LA L7z 2B, RRBCTORE: - I LVFX E5F o
B IAHRBRCR O N7 B RERE B L HATE_m I Wz
=AM 5V AEEESEIC, PKPDHEGEL D, 500mgl
H 11l 7~14 H B R@EFEE L7z,

ARHRBE, [RIEHOEEKRAEBRO DA (GCP) 1I2B$
LHEAICFR9E3 H 2T HEAB 44 28 5) =l L TH
i L7z0

L MR &HE

1. ¥%

AGAERIZ, 2006 4 8 H 25 2008 4 3 HIZ2F T, &H
45 OFEFHEBI THMi L 720

20 2L b (80 i Lh Lo miin s & &) OIFIR R EGIE
(T H 5 & 72 1R PR IR 22 O IR I&Gy) & B &
M, BEREREER X 721368 THIER Rl 25 A B0 2362
EHBL7-BEENRE L, 2B, Bk s, &
BoOHWMB LR, FRINLEER S ISR
ElilowTxHEZHCT A %2EHE L9 2T, HH
BERICL ) CECHE (HE) 2HUR L7z, &8, Kk
BRI E B OGBE AR B ROKR LB THEMEL
720

mitpilige e LT, MIRMEARICMZ, ~f 377 X~<
Blige, 79 IITHi%K BLXELIFATMEDLHFLIC
7z MR X #id 5V IZER CT AT, #rizic sk
DM RD DN, MERAS THIMIREIN S (s
LEREZEZ 5D 0) F7212 CRP #1 (1.0 mg/dL LA E)
DTN OZERIEFTRARDOONLEHDH B, K
D4HER2HA MU LEWATERESRE L O
370C (W) VL EoF#i il 5, @bk, Wk (IR
B, WojE, IR & OIFRIHERZ D 5, @Rk

SEEEDDL, @KL EOBERAE S, HEHE &
EEINDMEMHHERINL D, RSN RO
WHEOHRMEN RN,

PRPEMFIZRRZ O R IEGE, BIEEAGE IR, A
PRIV SRS S, S SChRaE, MhisUiE, IsHERE, 5
B, BEIBYERRSAE 2 & RIEROBE L L,
IR R EE X M7 &2 & o TAMRE L KR M2 5
EEN, BUENEEOFEEIHETE, Bk - FEoH
Bl B B IZ R R OB N B D AL & 6,
7> CRP &840 (0.7 mg/dL BL E, & 5 v i3tk b RRAE
ZHZHHD) #BOLEHEDI L, KO IHHAP 1 IH
HUL L2 BEEZNSRE L ORRE»WHETDH
%, @370C (W) DL Lo xR0 5, GHIMERENE
% (8,000/mm*LL L, & B WidHEk EBREEZBR S D)
RO D,

F72, WTROEBIZBWTY, ¥/ 0 rREICER
TAHTVUVNVY—EOHLEH, TAMPALREDORESER
BoOGH - MEOD 5 BE, HEOOERERE T 22138
BEREREE DD ST Wb B, D o B kR
EVRD SN TS EH, TR F 721X ET 0 R
B AHEEZ AT HBE R IR 2 5B L7z,

2. BHHE

LVFX500mg % 1 H 18 7~14 A, # 604547 T
FURENE L 720 BIES-2 H5kEOHY-F T 6 R DI E
HFrZ e Ll 2B, HHGHGAH»S 3 HE M
HUZBICHEBENISER SNGE, b LS h
WLOEDD BY41E, 7T HRMTOHRGKT - k%
wEE & L7,

3. DRHEEIL3E B X OVBE ARk Rk

LVFX #&5- 0, AR RITTRE8L 50
WCHBORELEZEEBLT, 27054 FMORERS2KR
CHLOPLHHED L OPUfFEE, © MuEsr a7y o8]
a0 = — AT 8A (GCSF 2 &), 7L RF=vno s
H10mg/HEBZ 2RIBREAT A (25855 F
IEWAYE), 7V vEsa7 v 7 5T or i
A, FERT T A MY A] (NSAIDs) B & O iR
Al (&ixh) o#H (EHS L dhinklEH %
e L7ARHET A U352k <), o RsEHh o3
ROPERZEIE Lz F72, Rl dbis BB L O
REXBMED I L2 SRS OPHZEEE T 22130
EFLELZYAE, BEOFRE EE L CRERY Pk
THZEE LT

4. ATEH B X OE R

1) HBEER

BB GRS, PR, AR, B, fRE, &G
SEZ WS, EEERE - GOE, YT L VEF -, E,

Wk e A L7z,
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2) EIR - PR

w5-FaaT, 5B 3 Hik, &EREBT7 HE &5
T - bR, RABIZEH (BGAT - Ik 7~14 BER)
W, M (W), Wk, W (R X ORI, IR
W, MadE, WERT ., BAER, 77/ —¥eggiEi
B AR A By

w5-FaaT, 5B 3 Hik, &EREB7 HE &5
FET - WIRERRICRAERT R & LT, HIMERE B X O CRP
il % JE L7,

3) Mg X

w5-FaaT, 5B 3 Hik, &ERGB7 HE &5
T - HIERRICIOER X BRAT 2 i L 72 e ds, LEIC
o U CHREBISEHICD Eii L7z 72, [TPREHEGSIE LS
BT 2 H AP 3 O R FEM LY % Z# 12 HE8 X
WEENE WikAaT) 2HELL.

4) WA

wh-FaaT, 5B 3 Hik, &EREB7 HE &5
FET - IR, REBISZHIZ, B O S EE - FEo
bR (BHESE) IR 720 SRR HE R B Y
DOFHEEY, kb oBEYZHHE - FETSHE LD
W2, Wz L, BEEEHEE SN D RbkE Eh i
B (Z2¥EA T 2 AMRKER) TEN L %
EHiEBFERE T O HE - FESHEE LG, Wik%E
SRR (%A L, 0B - W & REONE 21T 720

FPRAERE I, TRTOERRKIZOWT, Clinical
and Laboratory Standards Institute (CLSI) #EIZH#U 72
O BGEIC L Y, SREPUR I3 2 Bk 2l
E L7z,

B, MHiROBE T, FEMEERRECHRE
BRI L Vo 3 7 RAPPUERAR S X O B3R R
HHEMAEZIT S & & DIT, LA CHBRER S
BRI & 358 T - PR 23 REBISEHD 2 K1 ~
T, WITRTRIEFMMA % i L 72+ O M. pneumo-
niae  I1gG Hufk [HifEKS GRS (CF) 1, @ C. pneumo-
niae IgG [FIZHOEHLA (MIF) i1, @ C. pneumoniae IgM
(MIF $#:), @ Chlamydophilia (Chlamydia) psittaci Hifk (CF
), CF TRtk iR LMk, C. psittaci 1gG B LY
IgM (MIF ), ® L. pneumophila IgG (MIF %),

5) IMAEH B & ORI i R

MR SEYRENE D72, TSP TXTof
BHD3KRA Vb (Cow, THEAH, b T 7) THIRIMZ BR
WL 720 RO BZNE, Cow DSRIRHET 10 2351 2 © FTH
UL T, HERMAS R 2 A 5 12 R, b
5 7 SRR 18 BRI A S 24 BERIfR & Ls 72, %
PP SRR BRI E D 72D, $ G- H PR I 2R L
DZWEG D BF 6 BT, MU SRy B BRI &
Mk Z &0 3R ETHRE L 72,

M4Ed L OWEFEIE —20C DUFCRAE L, YRl
B (ZEF A T4 v ABRRAH) 1T%A LT,

LVFX B4 Emlpkra~x 797 4 =32 X 0l
ELZY,

6) FERIRA
B RmaTET, BT - AIERHCDUT OB H ORI
EEFERL 72,

M FERA RIS, NEZ 0o v, A< b2y
M, AMERE, HImERS W (GFEIEER, WFmeEk, 4
BR, U o8Bk, BERZ X)), MUMIED, A bFERALAST
(GOT), ALT(GPT), FLM:WiK*%E:#% (LDH), y-GTP,
ALP, ¥ Y LvEY, 2L 7F v FF—¥(CK(CPK)),
CRP, BUN, {7 L 7=, IMiEEME (Na, K,
CD, IpE], Rifet: (b #&[, i)

7 HEHRL

BB L OWRBEROAEL b, RS SHG
MO BIERETITEZA2HOWAIHFFE LW, H5
WIZER L 2w (BRRAEE, A7 LvA v of
WhREt), R ERENEAEESE L,

LVEX #5857 & 0 381 L T 2 5 R R 0% 13 & 0 e
YL, AEHGE Leh ol 7277, LVFX #5HiC
EOHEDSEAL L 2B AE, AEHERE LTl o7z,
F 72, BB HEER - B RoEALs X 0%
FEFT R OBEACIIEEFHGL L Liarho Tz,

BRI O RIS O W TIE, H ALk
W X BIRBERNIC B 2 EIVEM, BRSO
P VA BEIC LT, BIRINCAH E R E) &R S
NG HERERSL L7,

B, EHEHBAROGE, W X OHEH GRBE TR
WEHI D B ) 2 EIRPIPE S L2 EEEERAL & 0 AR o
ki L O LRI B AL L L, KB 2O FERK, K
7 EOREIR - TR EPE D R FHR L Lz,

5. HENEB L OF0ikHE

1) JKGE o

[P 2 T e 2 38 V) 2 7 BLPL AR A W 3 oD [ IR it
EPoREkEC XY, [BE], [l [EEl o3
BercHE L7z,

2)  ERAERDF

BB EE I & 72 3R BRI, H AR bR
& TP B3 G\ 38V B BT ML DU A W 38 o i R 3P4l
EERBEC, RSMG3 A% HERT - hIkREB X
OlRMBIEOBKREZ A%, THEH], THEsiklc
HE L7z

3)  AEWENRR

BB EE N & 72 3R BRI, H AL
& TP 33 G\ 38V B BT ML DU A W 38 o B R 3P4l
EPERBE, BHRT - hIEROMAEDFNE (B
PAL) 2 [THR F 723, [ £ 7235,
Tfefe ), THERBEICHE L. 72, 08k - FESh
724 DFRREICOWT, 5T - hikEoREIcEk
D&, MAEWFNHME GEK) & KL [kl [
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EARE] TH®E L7,

4) HEREZ

AERZOERERE L, [PUREIC X 2 EBIERICBT 5
BIVEH, BERRMA SRS o f w2 | 2 23 1T E
(], [EE] THE L.

BB ORRRE, REBREERS LA ERLREIL L
ORI, RBREDAOER (FRE, AHHE 6
HE - SRS O EEZHRL, [HH2ICHED
D1, T£5HEDD |, THEDL2D L], [Tk
ALHEEZ L], B L], [BIEAH] o6 X4-TH
L, NFEACHEZR L], [B#E% LIPS ORERSE
ZRMWER & L7

6. JEFIOTLY P>

REEMR, HPHELZEH TR SN -ZHASZRE
L, SREGI ORI % JerE L7z,

BRSNS RETNL, BN O 372 2 1 54
THY, EBRFEHETEIFICEE L2ERE Lz,

RN REIIL, REWMRNT 03722 W54
THY, BR% GCPEK, LVFX 1 ML EhTw
%\, BHHWIELVFX G5 %DT— B FE o7 il
Hrby L7 BEERE L,

ZAEVED PK-PD Nt RAERNL, ZEVEMNT 0§48
D9 b, MAEHSEYREAFIHWRE 2 BEEH L Lz,

A &P D PK-PD AT & R4 F L, %41 @ PK-PD
AT RER D ) B, HRNERNT R G O TR R A
S S MERTE O MICEAFI T RETdH 5 BEHEF &
L7z

7. WEFFNTL

1) HEMEOMHT

FZEEHME B 38 54T - RIEREORIRRIR & L7z,
MHEARRE] 2B FR a2 e o BE5% (F
B BEE+ TR BER) (S35 AR BEK
DEEZAMIE LT, mHfEEME EBLEPIIED <
Ml 95% SR (95%CD) %KD=,

RIRBYFFAEIE H (X, $5%5-516 3 HikB L REBIE D
BRRRD R, B2 58T - Wk OBED R R (BBEk1L),
BGHT - PIRRROMAEENRIR GHER) &L, Fh
NS EME & Z OWH 95% FHEXH %2 KD 72,

2) AEHLB X UEWEHOMHN

FEFHLTICH ERREHETFESE (MedDRA/]J version
9.1) DHEARFE (Preferred term) (25 AEEZ, AEHLE
X OEIWERFEBIR O T HE B & O 95% 15 BHIX [H
2ROz,

3)  FEYEYRE O fFHT

(1) EWMBRE ST A — 5 O

BN & 255 U7 RHEFISE BRE T X — 5 2% |
W, XA ZHEFIZE ) LVFX 500 mg 1 A 1 [0 54 G-
DEFIRBIZBT 5 FBBEOEYBYRE T A -5 L LT
Cowre $25- 24 BEHIFE OB (Con), AUCoom & ZF D

SRR 2 L L 72,

(2) PK-PD /%5 2 —% L AHIMEOM

PK-PD /87 X —% & LT, FEYHE T X —5 (Cpa
AUCon) 3 & CHRHE IS 2 LVFX @ MIC fii 2 v
T, HBHA T LI Coo/MIC B X AUCoon/MIC % 55 HY
L7z B, BEEEROLE 1, FEEEICYT 2 MIC
D RAEZ 720

B GHT - kR O RRR AR £ 723 W A B R
(k) &, BHITE D Cow/MIC F 7213 AUCoon/MIC
DM 2 B L 720 72, Coun/MIC % 7213 AUCy20/MIC
DI X Y ZhZENS T IV =T, 77 N—Th)
DAMFL L CHEFRZH B L 72,

(3) HMBE/ T X — & L REMFHIEH OB

KWL /ST A —F (Cowr, Con, BE U AUCen) L%
EVEEHIHE (FHHER, RIEH) oFE8l/I53 o Btk
Z, #EEOPKPD BT RERICEBVTO Y R
74 v 7 T TV & TR L 7.

L & ES

1. EBIRE K

BERS NI BB 206 61 (bt 25 165 B, 12k,
WIRAD “WRG 41 H)) TH Y, HEBREIKG S hi:
206 Bl & MM R ER & L7z (Fig 1) o RAaEVEmNT
XFHARNZIE 80 U LD E A 16 FlE T T 7z,

FRNVEREN N RAERNE, W RAMEED 12 6, FrildkiE
BO T, BEEBIHAR D 4 6], BIREEEEE L D 1 6,
B LU LSRG 0 2 610 25 6] (EHEERDH DY) =
Bz 81 BITH o7z b, BAEWFEIIRRIE, AR
PEEAT S AR I D ) 5, 82 61 95 MR CTHIE L 720 95 ke
2RI, GHT - HIEREORAE DR ER D 7250, A
FIRRILH EARRETH - 720

L2V O PK-PD ATt R4 HE 195 #1, A RI1ED PK-
PD Mt SN 77 BT d - 72

2. BEERNT

AANVERENN SRR BT B2 W oW, i
i 92 2% 146 11, T PEIFIL AN 22 D R IEHA 35 BITH -
7z(Table 1)o Wil 9 &, FFEERGRIE~ 1 277
AMiRA 13BN, 725 I V7% 16, LI+ i
K31 BI, — AR & M. pneumoniae DIREGBEGeDS 2 B,
— MR & 7 I VT IROBEEEN 1B TH o720 K
YediE ERERE 1, T 98 TEAE 26.7 % (39/146 1), i
JiE 67.1% (98/146 Bll), ThE 6.2% (9/146 B1), P2PEIFIL
LIS D " RIEG TEYE 86% (3/35 1), HHAEE 88.6%
(31/35 1), HiE 29% (1/3561) TH-o7z,

Bl SRR WIE, S, pneumoniae 75 35 #£(19.3% ),
H. influenzae % 31 % (17.1%), Moraxella (Branhamella)
catarrhalis 5 8 ¥k (44% ), Pseudomonas aeruginosa % 6
P (3.3%), Staphylococcus aureus 7% 4 ¥ (2.2% ), Kliebsiella
pneumoniae 33 3 ¥k (1.7%) Tdh -7z (Table2),
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Community- | Secondary infection
a.cquired.y of ch};on_ic Total
pneumonia | respiratory diseases
Enrolled subjects 165 41 206
A
Community- | Secondary infection
acquired of chronic Total
pneumonia | respiratory diseases
Safety analysis set 165 41 206
Reason for exclusion Total
Other than target disease 12
Violation of exclusion criteria 7 [Reason for exclusion Total |
Shortage of treatment period 4 [ —[ Essential data missing or invalid 11 |
Violation of inclusion criteria 1
Use of prohibited concomitant medication 2
Total 25
v A
Community- |Secondary infection Community- |Secondary infection
acquired of chronic Total acquired of chronic Total
pneumonia |respiratory diseases pneumonia |respiratory diseases
i PK-PD(safety)
Efficacy analysis set 146 35 181 analysis set y 154 41 195
Reason for exclusion Total
» Exclusion from efficacy analysis set 19
Essential data missing or invalid 99
A
Community- | Secondary infection
acquired of chronic Total
pneumonia [respiratory diseases
PK-PD(efficac
analysis set v) 56 21 77
Fig. 1. Summaries for each analytical population.

3. ERRHNR

BHHET - IR ORI 95.6% (173/181 B, 95%
Cl:926~986%) T#H -7z (Table3d), ZWHNDOELR)
i, WS 95.9% (140/146 B1), TR VEFEILZHRZE
D RIEGHT 94.3% (33/35 B) Tdh o720 WU EEEYLE
DELELRIFEKNE TH 5 S. pneumoniae 355 HE S 7= BH
TOAMFIZ100% (35/35Bl) TdH o720

il g 9 B AR TEN % T OA R H1Z 953% (122/
12801), ~4 375 A<Mi%TiZ100% (13/13%1) <
Hotze 72, 7IITVTRMILLIA, LI AT
B, B X O & IR e TR AR DI A &G 3 Bl DR
IRFNRIL, WITNSEERTH -7,

B 5-MIE3 H % O A &) F 13 657% (119/181 #,
95%CI : 588~727%) TH 1, RHBIGRF DA RYFIX
89.5% (162/181 B, 95%CI : 85.0~94.0%) TH v, %5
T - IR D BRI RASER STz,

4. WAEWFNRIR

BGHT - IR QA AR (B L) ok
1LEEI1X 97.6% (80/82 1) TH -7z,

AW FRRN R GHK) HIEASTTRETd - 725K 93
BRIZH 5 LVEX O MIC &, 77 AW E& Tl
012~1 ug/mL, S.pneumoniae T 1% 0.5~1 ug/mL T &
D, ZRASHE L7z (Tabled)o P.aeruginosa ZF< &,
75 WEVER KT 5 LVFX @ MIC 133 XT 0.06 ug/
mLELFCTH Y, AWK L 720 P.aeruginosa T
LVFX ® MIC 805 BL F 2 ug/mL D% 2 BRIz L
72h, 4ug/mL O 2¥RIIFRE L 72e F 72, PRSP 4 #,

PISP 7 #, macrolide-resistant S. pneumoniae 26 #, J-
lactamase-negative ampicillin-resistant H. influenzae 12
DI EES N8, LVFEX O 52X D XTHLL
720 BB, R=VY) rkwrzuI 4 NIz R
3 S. pneumoniae 57 #ERE (Table 5) & LVFX IZxF L Cid
I X TN B

5. RO FH

1) HHEFR

HERGIEHFRIL, 72.8% (150/206 51, 95%CI : 66.7~
789%) Tdh o 720 BWIAH T, W% T 73.9% (122/
165 1), MRVEIFIL AR ZE O R IEHE T 68.3% (28/41 1)
ThHo7o

2) HEELAERL

FECII W o 7oA EERE, WETEMGE, A%,
TR R IE S 5% 1 FICRBD B, HHEE & o KRR
&, MEMENMRESIEED L0 L], NEEES
K ORI TBE R L] Tholze ZOMOE
BoHERLI4ABENED O, BiEA, FREBRIERZ%,
RGP A NG 5% 1B, OB MEIIAMIGH (% I51:) B
LU S MDA EDLHITH - 720 TG L ORFE
FRi%, MilK22s [ BEdH 0 1, IR %25 (13 &
ACBIEZ U, WEREVEIMAE B, (O EEIAIGE, B
LU o P AEDS TR L] ThoTz,

3)  EIFEM

wlE 38 BLAR 13 44.2% (91/206 61, 95%CI @ 374~
51.0%) TH Y, ZWANTIEHHI% T 47.3% (78/165
B), 1SVEMFREFRE O ZRIEGT 31.7% (13/41 1) T
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Table 1. Subject summaries (efficacy analysis set)
Secondary
Community- infection of
acquired chronic Total
pneumonia respiratory
diseases
n = 146 n =35 n = 181
Gend Male 96 (65.8) 25 (71.4) 121 (66.9)
ender Female 0 (34.2) 10 (28.6) 60 (33.1)
< 65 9 (54.1) 7 (20.0) 86 (47.5)
Age (y7) 65 <-< 75 1(28.1) 15 (42.9) 56 (30.9)
(at the time of informed 75 <-< 80 9 (13.0) 5 (14.3) 24 (13.3)
consent) < 80 7 (4.8) 8 (22.9) 15 (8.3)
Mean = SD 58.1*17.4 71.5+9.5 60.7+17.0
Body weight (kg) Mean = SD 572%*125 50.9+9.8 56.0+12.3
Community-acquired pneumonia 146 (100) — 146 (80.7)
Bacterial 128 (87.7) — 128 (70.7)
Mycoplasmal 13 (8.9) — 13 (7.2)
Chlamydial 1(0.7) — 1 (0.6)
Legionella 1(0.7) — 1 (0.6)
Bacterial+Mycoplasmal 2 (1.4) — 2 (1.1)
Bacterial+Chlamydial 1(0.7) — 1 (0.6)
Secondary infection of chronic respiratory diseases — 35 (100) 35 (19.3)
Diagnosis Bronchiectasis — 10 (28.6) 10 (5.5)
Pulmonary emphysema — 8 (22.9) 8 (4.4)
Bronchial asthma — 4 (11.4) 4 (2.2)
Chronic obstructive pulmonary disease — 3 (8.6) 3 (1.7)
Diffuse panbronchiolitis — 3 (8.6) 3 (1.7)
0ld inactive pulmonary tuberculosis — 3 (8.6) 3 (1.7)
Chronic bronchitis — 2 (5.7) 2 (1.1)
Pulmonary fibrosis — 1(2.9) 1 (0.6)
Pneumoconiosis — 1(29) 1 (0.6)
Mild 39 (26.7) 3 (8.6) 2 (23.2)
Severity of infection Moderate 98 (67.1) 31 (88.6) 129 (71 3)
Severe 9 (6.2) 1(2.9) 10 (5.5)
Body temperature (°C) Mean = SD 38.0£1.0 37.7£0.9 38.0£1.0
WBC (/uL) Mean = SD 11,759.5 £4,790.1 11,214.6 = 4,342.3 11,654.1 £4,700.2
CRP (mg/dL) Mean = SD 13.5+9.8 11.7£10.1 13.1+£9.8
Pretreatment  of No 95 (65.1) 28 (80.0) 123 (68.0)
antimicrobial agents
(within 7 days before the Yes 51 (34.9) 7 (20.0) 58 (32.0)
start of dosage)
()%
H-o7: (Table6)o FREBEHINCIZ, FEEEDT 1.0% (2/206 B1), HHEEEEHT7.3%
FREMER GEHE2% DL (&, @4 ALALHE A (15/206 #1), BEEEAS37.9% (78/206 B) Tdp o720 HEE
13.69% (28/206 A1), ALT HIMIAT 97% (20/206 1), ORI OWAUE, WENRED 2 P TH - 70 i
BimAs 8.7% (18/206 B), THiAHY 4.4% (9/206 1), FEOREROMNFRIE, ALT ¥mAs6 61 (29%), AST
WBT D SR, IFEERMON, y-GTP WA 39% 8/  HIMA 4 H (19%). y-GTP HIM 3B1 (15%), T X
206 1), VESHEALEIEAY 34% (7/206 B1) T - 72 (Ta- CALP #mAasv3ihd 246 (1.0%), 7ax ) I
ble6)o %5, HEBFMBMS GEABAALEE, TAHBAOE 2 - 74 7 1 ¥ LW, AN BOLBUR, Tk, O°

i, TEBTERALE 9 HER,

TESERALPN, B & ONESERAL

LA R, B, SREEE,

FEE, B X OERERE

) ORIVERIZ 165% (34/206 #1) IC@BH 5, §X
TRETVWINLLEZLEEEFREBIHYHICHEL
720 F72, EHEABOSOFEHUC X ) FHHIRIZ W25
2B IRBOON Dol b, EEHBALUL Z B
CHITEHFEBII3 306% (63/206 1) Td - 7o

BAPCITND 16 (05%) THo7z

K E B X OISR EE ORI X, NSAIDs(7 1
Y VRT3 7 s = VEEESR) ZHEH L 2 d o 2
162 FIT 361 (19%) IZ# D SN, NSAIDs (Fr ¥~
WRFE/T 7 = ZVEEERR) 2O L7z 44 BICTIERAD S
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Table 2. Causative organisms
Secondary
Community- infection of
Diagnosis acquired chronic Total
pneumonia respiratory
diseases
Evaluable number for efficacy 146 35 181
Gram-positive bacteria 35 (24.0) 7 (20.0) 42 (23.2)
Staphylococcus aureus 4 (2.7) 0 (0.0) 4 (2.2)
methicillin-susceptible (MSSA) 4 (2.7) 0 (0.0) 4 (2.2)
Streptococcus pyogenes 1(0.7) 0 (0.0) 1 (0.6)
Streptococcus pneumoniae 29 (19.9) 6 (17.1) 35 (19.3)
penicillin-resistant (PRSP)¥ 4 (2.7) 0 (0.0) 4 (2.2)
penicillin-intermediate resistant (PISP)? 4 (2.7) 3 (8.6) 7 (3.9)
penicillin-susceptible (PSSP)» 20 (13.7) 3 (8.6) 23 (12.7)
macrolide-resistant 24 (16.4) 4 (11.4) 28 (15.5)
macrolide-susceptible 4 (2.7) 2 (5.7) 6 (3.3)
Streptococcus constellatus 1(0.7) 0 (0.0) 1 (0.6)
Corynebacterium sp. 0 (0.0) 1(2.9) 1 (0.6)
Gram-negative bacteria 35 (24.0) 18 (51.4) 53 (29.3)
Moraxella (Branhamella) catarrhalis 2 (1.4) 6 (17.1) 8 (4.4)
Klebsiella pneumoniae 3 (2.1) 0 (0.0) 3 (1.7)
Klebsiella oxytoca 2 (1.4) 0 (0.0) 2 (1.1)
Enterobacter cloacae 1(0.7) 0 (0.0) 1 (0.6)
Enterobacter aerogenes 1(0.7) 0 (0.0) 1 (0.6)
Haemophilus influenzae 22 (15.1) 9 (25.7) 31 (17.1)
[ -lactamase-negative ampicillin-resistant (BLNAR) 9 (6.2) 3 (8.6) 12 (6.6)
f-lactamase-negative ampicillin-susceptible (BLNAS) 12 (8.2) 6 (17.1) 18 (9.9)
Pseudomonas aeruginosa 3 (2.1) 3 (8.6) 6 (3.3)
Legionella pneumophila 1(0.7) 0 (0.0) 1 (0.6)

()%

JMIC to penicillin G: < 0.06 xg/mL as susceptible (S), 0.12—1 u g/mL as intermediate (I), > 2 xg/mL

as resistant (R)

Table 3. Clinical efficacy at the end of treatment
Efficac a)
Diagnosis Y Total o Efﬁf(z:écy (%). !
Effective Not effective Unknown (95% confidence interval)
Community-acquired pneumonia 140 (95.9) 6 (4.1) 0 (0.0) 146 (100) 95.9 (92.7, 99.1)
Secondary infection of chronic 33 (94.3) 2 (5.7) 0 (0.0) 35 (100) 94.3 (86.6, 100)
respiratory diseases
Total 173 (95.6) 8 (4.4) 0 (0.0) 181 (100) 95.6 (92.6, 98.6)

4) “Effective” / “Total” cases X 100

N7 dp o 7zo MBI ORIWEMN BRI, 80 AR Tl

2) PK-PD /89 X —% L RO AHBITERIER

45.8% (87/190 $1), 80 mElL ETiZ 25.0% (4/16 #1) TH Conas/MIC 235 it D 2 Bk1Z & HITHFHE L 7255, Con/
0, 80 L L CRIEABHENE L R A HEEITRED SN MIC %35 PLE® 84 #R1Z T RTH L L7z (Table8), F
ol 72, AUC2/MIC %% 30 KD 1 ¥k & 30 L L 60 £ >
6. PK-PD f##r 7 Rkd 1 Rk RE L 7225, AUC20/MIC 2560 DL E Tl
D JEMBIRE ST A — 5 OERHER TRTHE L
%MD PK-PD AT RAEFICE T 5 Coa 1 1224 FHMED PK-PD T W REMICB VT, PK-PD /8T
357 ug/mL CF¥gfE = BEHEMR 2, DUF L), Conld 116 A— & LG - IR ORISR (ERE) ORI
154 pg/mL, AUCn i3 8765+51.24 ug - h/mL TH > AT 2 IR ERD S e o 72 (Table 8),
72 (Table 7)o
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Table 4. Bacteriological response by MIC
LVFX MIC? ( #g/mL)
Causative organisms Total
<006| 012 | 0.25 0.5 1 2 4 > 8 |unknown

Gram-positive bacteria 2/2 2/2 | 13/13 | 21/21 2/2 40/40
Staphylococcus aureus 2/2 2/2 4/4
methicillin-susceptible (MSSA) 2/2 | 2/2 4/4
Streptococcus pyogenes 1/1 1/1

Streptococcus pneumoniae 11/11 | 21/21 1/1 33/33
penicillin-resistant (PRSP) 3/3 1/1 4/4
penicillin-intermediate (PISP) 4/4 3/3 7/7

penicillin-susceptible (PSSP)® 4/4 | 17/17 21/21

macrolide-resistant® 9/9 |17/17 26/26
macrolide-susceptible® 2/2 4/4 6/6
Streptococcus constellatus 1/1 1/1
Corynebacterium sp. 1/1 1/1

Gram-negative bacteria 45/45 1/1 2/2 2/2 0/2 1/1 51/53
Moraxella (Branhamella) catarrhalis 8/8 8/8
Klebsiella pneumoniae 3/3 3/3
Klebsiella oxytoca 2/2 2/2
Enterobacter cloacae 1/1 1/1
Enterobacter aerogenes 1/1 1/1

Haemophilus influenzae 30/30 1/1 31/31

[ -lactamase-negative ampicillin-resistant (BLNAR)® 12/12 12/12

[ -lactamase-negative ampicillin-susceptible (BLNAS)Y | 18/18 18/18
Pseudomonas aeruginosa 2/2 2/2 | 0/2 4/6
Legionella pneumophila 1/1 1/1

Total 45/45 | 2/2 3/3 15/15 | 21/21 | 2/2 0/2 3/3 91/93

Eradication (%) 100 100 100 100 100 100 0.0 - 100 97.8

¥ Based on CLSI methodology

b MIC to penicillin G: < 0.06 ug/mL as susceptible (S), 0.12—1 u g/mL as intermediate (I), > 2 xg/mL as resistant (R)

9 MIC to clarithromycin: < 0.25 ug/mL as susceptible (S), > 1 ug/mL as resistant (R)
9 MIC to ampicillin: < 1 ug/mL as susceptible (S), 2 xg/mL as intermediate (I), > 4 1 g/mL as resistant (R)
©) “Eradicated” / “Eradicated” and “Persisted” X 100

Table 5. S. pneumoniae isolate cross-susceptibility to penicillin and macrolide

Penicillin
Resistant? Intermediate? Susceptible¥ Total
Resistant ) 4 6 16 26
Macrolide Susceptible ?) 0 1 5 6
Total 4 7 21 32

4 MIC to penicillin G: < 0.06 ug/mL as susceptible (S), 0.12—1 ug/mlL as intermediate (I),

> 2 pg/mL as resistant (R)

b MIC to clarithromycin: < 0.25 ug/mL as susceptible (S), > 1 ug/mL as resistant (R)

3) EYEHERT X — ¥ L OB

AREE COMAERIEYIREOHPITlE, LVFX OB
RO, B OFBERDHINT 2 @370
LN dro7z(Fig. 2)o B, AEFRIIOVTHHEED
WHRTHo T,

F 7o, MRCRIEE T 2, TR, BPIHGE R
% (ALT 84f0, AST 84fn, ALP ®h1, y-GTP #4in, €
YL s, LDH 8o wv$huh), iR o
WCBNIBE L2/, wWTRIZBW T LVFX OBt
"R OMIMNIIE S HFEFLBHET - 3REHEHED
BEIMEIRNZ D S e o 720

7. W SE R

P2 PR IR 2RI 28 D IR &G B 6 B0 S 1 S 72k
FR DRI RE % B E U720 I i I8 v 3 T 1 i )
151 0.5 REE A & 375 R oI o, o —HHM:
D RZ IR U Tzo eI PSR IR L 1%, 14.17 £ 6.09 ug/
mL CP¥HE = B2, DUV Thoroo 72, M
W TR O MR IEYIRESANRHATH 72 1l xR <
5 BT, R I SR & o b (d i ¢ vh SR W i
Vi /B v LA v SE M ) 13 0.99 =041, HR YL id 1.09
THo7z
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Table 6. Adverse drug reaction incidence
Community-acquired Secondary infection of
pneumonia chronic respiratory diseases Total
Evaluable number for safety 165 41 206
System organ class and Preferred term® Subjects (%) Subjects (%) Subjects (%)
All 78 (47.3) 13 (31.7) 91 (44.2)
Infections and infestations
Total 1 (0.6) 0 (0.0) 1(0.5)
Clostridium difficile colitis 1 (0.6) 0 (0.0) 1 (0.5)
Psychiatric disorders
Total 1 (0.6) 1(24) 2 (1.0)
Anxiety 1 (0.6) 0 (0.0) 1(0.5)
Insomnia 1 (0.6) 1(24) 2 (1.0)
Nervous system disorders
Total 1 (0.6) 0 (0.0) 1 (0.5)
Hypoaesthesia 1 (0.6) 0 (0.0) 1 (0.5)
Ear and labyrinth disorders
Total 1 (0.6) 0 (0.0) 1(0.5)
Tinnitus 1 (0.6) 0 (0.0) 1(0.5)
Respiratory, thoracic and mediastinal disorders
Total 2 (1.2) 1(24) 3 (1.5)
Interstitial lung disease 1 (0.6) 0 (0.0) 1 (0.5)
Pleural effusion 1 (0.6) 0 (0.0) 1 (0.5)
Pneumonitis 0 (0.0) 1(24) 1 (0.5)
Gastrointestinal disorders
Total 12 (7.3) 2 (4.9) 14 (6.8)
Abdominal distension 1 (0.6) 0 (0.0) 1 (0.5)
Abdominal pain 0 (0.0) 1(2.4) 1 (0.5)
Constipation 1 (0.6) 0 (0.0) 1 (0.5)
Diarrhoea 7 (4.2) 2 (4.9) 9 (4.4)
Gastritis erosive 1 (0.6) 0 (0.0) 1 (0.5)
Glossitis 1 (0.6) 0 (0.0) 1 (0.5)
Nausea 1 (0.6) 0 (0.0) 1 (0.5)
Stomach discomfort 1 (0.6) 0 (0.0) 1 (0.5)
Musculoskeletal and connective tissue disorders
Total 3 (L8) 0 (0.0) 3 (1.5)
Arthralgia 2 (1.2) 0 (0.0) 2 (1.0)
Osteoarthritis 1 (0.6) 0 (0.0) 1 (0.5)
General disorders
Total 3 (L8) 0 (0.0) 3 (1.5)
Feeling abnormal 1 (0.6) 0 (0.0) 1 (0.5)
Malaise 1 (0.6) 0 (0.0) 1 (0.5)
Pyrexia 1 (0.6) 0 (0.0) 1 (0.5)
Administration site conditions
Total 33 (20.0) 1(24) 34 (16.5)
Injection site erythema 27 (16.4) 1(24) 28 (13.6)
Injection site induration 1 (0.6) 0 (0.0) 1 (0.5)
Injection site pain 7 (4.2) 0 (0.0) 7 (3.4)
Injection site pruritus 8 (4.8) 0 (0.0) 8 (3.9)
Injection site swelling 4 (24) 0 (0.0) 4 (1.9)
Investigations
Total 31 (18.8) 8 (19.5) 39 (18.9)
Alanine aminotransferase increased 19 (11.5) 1(2.4) 20 (9.7)
Aspartate aminotransferase increased 16 (9.7) 2 (4.9) 18 (8.7)
Blood creatine phosphokinase increased 1 (0.6) 0 (0.0) 1 (0.5)
Blood potassium increased 1 (0.6) 0 (0.0) 1 (0.5)
Eosinophil count increased 4 (2.4) 4 (9.8) 8 (3.9)
Gamma-glutamyltransferase increased 7 (4.2) 1(2.4) 8 (3.9)
Granulocyte count decreased 1 (0.6) 0 (0.0) 1 (0.5)
Haematocrit decreased 1 (0.6) 0 (0.0) 1 (0.5)
Blood urine present 0 (0.0) 1(2.4) 1 (0.5)
Haemoglobin decreased 1 (0.6) 0 (0.0) 1 (0.5)
Red blood cell count decreased 1 (0.6) 0 (0.0) 1 (0.5)
Blood alkaline phosphatase increased 4 (2.4) 0 (0.0) 4 (1.9)

2 MedDRA version 9.1
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Table 7. Pharmacokinetic parameters of subjects with RTI
Diagnosis n Crmax (#g/mL) Caan (4g/mL) AUCo-24n (g * h/mL)
mean * SD 12.24 +£3.57 1.16 £ 1.54 87.65+51.24
Total 195 median 12.02 0.75 75.67
min, max 5.23, 37.04 0.21, 17.08 29.85, 574.30
mean = SD 11.87£3.55 1.04*1.49 82.69 = 49.56
Community-acquired pneumonia 154 median 11.72 0.72 73.90
min, max 523, 37.04 0.21, 17.08 29.85, 574.30
. . . mean * SD 13.61 +3.33 159+ 1.65 106.30 = 53.72
Seco‘ndary 1nfect10n of chronic M median 13.23 0.99 37.90
respiratory diseases
min, max 6.88, 21.17 0.33, 8.60 45.11, 314.92

Table 8. PK-PD parameters vs clinical or bacteriological response

All pathogens S. pneumoniae
Clinical efficacy (%) Eradication (%) Clinical efficacy (%) Eradication (%)
n =77 n = 86 n = 33 n = 31
<5 1/2 (50.0) 0/2 (0) — —
5<-<10 6/6 (100) 7/7 (100) 5/5 (100) 5/5 (100)
o MIC 10<-<25 22/22 (100) 23/23 (100) 22/22 (100) 22/22 (100)
e 25 < - < 50 9/9 (100) 8/8 (100) 6/6 (100) 4/4 (100)
50 < — < 100 1/1 (100) 1/1 (100) — —
100 < 36/37 (97.3) 45/45 (100) — —
< 30 1/1 (100) 0/1 (0) — —
30 < = < 60 5/6 (83.3) 6/7 (85.7) 4/4 (100) 4/4 (100)
AUCoan/MIC 60 < — < 125 18/18 (100) 18/18 (100) 17/17 (100) 17/17 (100)
o 125 < = < 250 12/12 (100) 11/11 (100) 12/12 (100) 10/10 (100)
250 < - < 500 2/2 (100) 3/3 (100) — —
500 < 37/38 (97.4) 46/46 (100) — —

a) “Effective” / “Total” cases X 100
b “Eradicated”/ “Eradicated” and “Persisted” X 100

m % =

T 9 D A BE R 2 & 3Bk S B I R AR
& LT, S.pneumoniae D5y HESFED R S 5 <, R\ T
H. influenzae 3 & U° M. pneumoniae, C. pneumoniae D $HE
VR £72, L HE—ORMZTTIE %<, ME
R, MR+ JEER, e + IRE AL X ) R
IO % & D5EDH 5" AFTIL, Wbl gD GH
& THREMEHOT A P4 Y J(HREGGEY S, BHAE
(L PIEEFR) D B\ IE [N 58 H A K74
¥ J(HAMPG R E) VSRR SN TE ), HESH
PU SR T AP IS W 2 AR R SEHN AL E O
LNTWbe LLAAS, RN % & IFE R %€ T
3% 5 REOFEH DRI NTEB Y, JirEIZEL B-7
7Y AR, BEFITINIVA IV BHIVIEIITTA
FRETH B0 —0, KETEATHMIZIZH$ 5 IDSA/
ATS 4 R4 YO iahThh, ABTIICU B
AT By ZHBMOEAELT, LAY b
V—D7NAaF I urHb I -7 7 AREET
a7 A4 FREOHFHIHERE IR TV L, didliigTid
EREHT O R ISR MK, £ 72 M. pneumoniae,
C. pneumoniae % & & B BON EA D W REVED D 5 BH 12

HLTIRTYEY v 7 iEHR2EEE S D2 2 R0WHED
%\ LVEX IS HIE S. preumoniae 75 & O— BRI 2N
A, FEE B R 2 IS A D DT PRI L LT,
ZOWBRMRPHF SN LA TH %,

AL A DR EHEGE (T itige, 12PN
ZOZWER) BHEZMRIS, LVFX500mg 2 1 H 1
R EE L, AL X Otk 2 MET Lz, 5
T IR OERBR DAL, PG 4k T
95.6% (173/181 1), BWrHHITix, HHiHfili% 95.9%
(140/146 151), 2 PENPIR ER 2 O — K IEGA% 94.3% (33/
3B Bl) Thotze F72, S. pneumoniae H35HES N7z B
BB L OIFERNM % (—BMEE ORGERZEE
) LW INZEFE BB BIITROANTH o720

AR GHR) &, SRS N B EKRT
978% (91/93 k) &\ HERZR L1zo EEKEEH DM
JFIL, P.aeruginosa ® 66.7% (4/6 #k) ZFrE, 100%
Td o 724748 L 72 P. aeruginosa @ 2 ¥R, P2 A%EIFIR 255
O ZRIEGD B 2 BNTHER L Tnize BEEF I
Wedn R DIERER BT [EMAAE ] & [l
MEJE | B XY [ SRIRAE | & [0 APEPLAISUE L
KIEHLTBY, WIhd P.aeruginosa |2 & % &G4
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Fig. 2. Adverse drug reaction probability vs pharmacokinetic

parameters.

N=195, Vertical scale 1: observed some events 0: observed
no event

Each line shows estimated adverse drug reaction probabil-
ity with a logistic regression model.

Circles represent observed responses (0 no event; 1 some
events).

TR DR LTz BREIRIE, 1 BIAERD, 1 B2 HER)
Tholze 5aA FEID P.aeruginosa 12 & ZiiHTON
A7 4 VLTI, FERERR IS X 2 DU 0 i 3
NOBITAT D% ENRFHRDORINE LTER 5Nz,

B, Wil s BB RO P.aeruginosa 3 ¥RkiZ$ X THH
KL, BRBRS S XTHMTH >72o —7J5, PRSP4
¥k, PISP 7 ¥, macrolide-resistant S. pneumoniae 26 #2
xt9 % LVFX O MIC iZ w31t b 05~1.0 ug/mL TdH
0, {HEHRIT100% THo7zo F72, BLNAR 12 BRIZHT

2% LVFX O MIC iZw 31 d 006 ug/mL LT & EWw
PLREEZ R L, HEFIZ100% THo7ze Bl LD,
LVFX (A REHT R FE M %2 7R 9 S. preumoniae 3 X
O H. influenzae \23F L CH R T & 5 LHES
iz,

AERGHPRD L OCREMNREBRIEZ M ZN 728%
(150/206 1) I & T 44.2% (91/206 B1) T o720 4
DR TRD O N-EIERNI IS e & &, §X
TLVFX RIATHON TV I HRTH 72, & B, iF
SNSRI FE B3 2 TR AL SUE & B 72365 DRl
TERIZEBIERIE 30.6% (63/206 B1) T Y, FPRIFELE
ZX G LVFX 500 mg 1 H 1 BI85 L 72 3BT
BONLEIERSEBE395% (60/152 B1) & FEET
o7z

IR SR RGGE R IS BT 2 W IRE DY B RE < F
A —F 1%, Coax #° 1224 £357 ug/mL CFI il + BEHE(R 72,
LUFRBE), Con?s1.16+1.54 ug/mL, AUCo2u 7% 87.65
5124 ug - h/mL L S 17z (Table 7)o RN % XF
LUTER L - E TAHBRAEBTIE, 500mgl H 11\7
H O AE 5 7 D Coax 59.97 £1.88 pg/mL, Con2°
052*014 pg/mL, AUCo0 255411 +641 pug - h/mL
TH Y, fEFERA & U TP g R GE B T, Coa
BIU AUCO—Mhi)S‘%Df()_IE:_JA,fﬁ%i—\. L7, %@Jﬁi[ﬂ‘i, 2'—‘%*%%
DBZFELEBERAND Ccr DFENIZL B EEZ BNT
LVFX BRI OFEHTH B 2 &, BLURRBROL
VRN RER TOEZ DOERIIL 614166 HTH D
EFER A D 23625 % & IR L TR <, — I B aE
s & EDIRTTAHZEHh 5, Cor BEWEE ST
A—=F B L2 N T LSS,

WL SR DOME T, B WEe i SRR R & i
LA R SRR EE O B2 099 + 041 (FPYLfiEiix 1.09) TH
D, IMiEd & FAEOEEF~OBITEEZ /R L7z, LVFX
500 mg #& I #) THIRLEE~ O RATH: 2 BiET L 72350 T
&, 5 2~24 W 1% F ORI & AE & o LVFX
IEEE T 1.06~9.98 & EWHLERBATH: 2R L7z LVFX
OB - MBORIREE L, MAEHRELFEDLEEZ S
M, PR AR B ISR I BLC 00 IR O 32
DR PIIRATT B LTS Tz,

— IS F ) a v REOH L Con/MIC B & T
AUChen/MIC £ ENTWV S5, RABETIXIT LA LD
WHASNEE L7272, PK-PD 785 A — % L GHT - h
LR OB RO BN 2 EIANIERRD SNk b o 720
PR 2 A E D F R R IR W T 5 S. pneumoniae 7373
HESN7-BETIE, BRMRZRIET 27010 &
N2 AUCoan/MIC=30 % i 72 L 72 3 O E G 53 100%
(33/33 %) TH Y, FHEIFED 100% (33/33#1) TH -7z
(Table 8)o F 7z, FEAMMEALMH OB L STV
Coo/ MIC=5 % i 729 B O A1E 100% (33/33 #1) T
Holzo L72H-> T, LVFX 500 mg 1 H 1 [A] S ERE L,
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IR 25 i 2 0 5 & L 72 LVEX JEGH o iR 38R 29

T ERARR R B X O K B 0 FEAN AL 2 305§ % 2
EVHRECE LMY - R TH D 2 EDHRTE 720

ARIGERO MRS IR FEDOHFPRIZ B\ C, Y BRE/ <
T A =% (Cuasy Com, B LT AUCom) DEINZAESD, R
TEH OFEBIR OB MMEIANIIFED 5z o 72 (Fig.2).
LVFX 500 mg % s § % &, LG & L T
Conax D LA FRIND DS, RHBEH L D, LVFX 500
mg PG R Cow @ EFITERR T 2 M HFE O M
BIZELZWEEZ D,

LVFX (A L ORI OHMERHRIF L TH Y, BE
BT AROAEGHDNAFTTRAFTEY 7 413 98%
EHEEEINIZ ENSY, H—HITTDRA v FHED
BHLZRZ 6N,

S oA KA A S, LVFX500mg1 H 1 7~14
H B i, A ool 98 XA 2N 22 O
TRIETH S B T iR A L, IRGEAYE
DEELZIFHE TH 5 S. pneumoniae, H. influenzae %
T — M TR > © FE e B AR VS v 7 B MRS i AR L e
LTHMTH S Z LAVRENTz, FIZ, 2R LE
FEALT 2 WD H 2 M RERW I B L LV F 2 5
Mg DM IR AR L2 L, BEAF O HBUR S
ERRLDIWMIBIWN R ) RDEER D REND
T, HEFERMGRO HNTBY, SHBOBHRIL
EVUETH DA, TOMITREITHE REELS RN
CEVHLRLE L STWS, L7zh> T, LVFX {57
(&, Biigeds X OB PEIPIR G028 O —KIER DRI IZ B WV
T AHHMD D HHH] - B GETH L EDERZ BN,

o

RRBROFERGICHEL, TSI 7272072 TRk O’
EERE O AT ICHR#N 2 L3 bk, SRBRSE fti 24
DR ) o

TR (A7 AT B N LS e b B AL ) . A g
He— CaTEFRERIERBE), AREIFE (W FSEAEE
KAEIEER ), oy (ERs ME# R, KH
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Multicenter open-label phase II/III study of intravenous levofloxacin
in subjects with respiratory tract infection
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This open-label study evaluated the efficacy and safety of an injectable preparation of levofloxacin(LVFX),
a quinolone antibacterial, in the treatment of respiratory tract infection(RTI). Subjects with community-
acquired pneumonia or secondary infection of chronic respiratory disease were enrolled and treated with
LVFX administered at 500 mg once daily by intravenous infusion for 7-14 days.

Clinical efficacy: Of 181 evaluable subjects with RTI, 173 (95.6%) showed a clinical response at the end of
treatment. Clinical response rate by diagnosis was 95.9% (140/146) for community-acquired pneumonia and
94.3% (33/35) for secondary infection of chronic respiratory disease. A clinical response was achieved in 35/
35 subjects (100%) with isolates of Streptococcus pneumoniae the predominant RTI causative organism.

Bacteriological efficacy: Bacteriological response rate per subject was 97.6% (80/82) and overall pathogen
eradication rate was 97.8% (91/93), at the end of treatment.

Safety: The adverse drug reaction incidence was 44.2% (91/206) in the overall population and 25.0% (4,/16)
in the elderly (=80 years of age). Adverse drug reactions reported in at least 5% of those treated and evalu-
able for safety included injection site erythema (13.6% [28/206]), ALT increased (9.7% [20/206]), and AST in-
creased (8.7% [18/206]). Injection site reactions—erythema, pruritus, pain, swelling, and induration—were
especially frequent, occurring in 34 of 206 subjects (16.5%). All injection site reactions were mild and re-
solved within the day of onset without treatment. None required treatment discontinuation.

In conclusion, LVFX administered by intravenous infusion at 500 mg once daily for 7-14 days is effective
and safe in RTI treatment.



