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fti #2335 gatifloxacin & levofloxacin O —EEHRILKRAR

f-q: . LI ) 735 S Tl i:n) . ﬁ'Eﬂ e . ﬁ-m *w K ycﬁt)
FE4AREFEFY L HEC - ER EBC - KM BZO - WL BV -FH EXRC
R R—Y - B ity @I B -RE BV - mR B - EF R
WH ORBY -y WE - PEE—R" -k T M BT -=R #
RE EEY W RSO -BEFE XRY - K#F B RARESY - E KB
W) EA&Y - B ERY AR ORI mA EAY B ERY - #lH FEY
BHE MT?-FA ESY MR EY Kk RRY-RE ERY-AE XY
M Et - HE XEC - BF OEREC-E5M BY-ER WFY - TH 8
AR - EF RN -HE BXY B FRY-KE  ENY-5H HEEY
PR - NE ZHERY - RAT AR AT - LB FRT-TH K
WA e - kB B - Fa8 BB - EH OFEY HF FEY - XF ARY
$HiE B - BA WA - EE %Y - BF ZAY-mAk =" - 3F EX?
HE OB kB EY NI HESLY - BFHOREY - WEH FEY - KA gEY
Al XEP - E BB - K% 280 - B4 A tE O BERY - KR EEY
ANl REX - #AOFLT - 2H FHP - W BEY - =k XHEMY - RE BEXE”
=8 BT fEARERD - ME THD BB HAREWY - BRE #FY 2K FAY
WO 22 - ME - dhER ZERP - kil EEY - FEOEZY - KB FERP
HEH FIE® - BT K™ IO =B TH E7Y-EH BV -AB RET
KRHAE™ - A HE*® - kR RBFEY - HP 822 -0 £=2"-JIIK EL®
R OBER® - hHE ORK® R BV AR R -2 EE® - AR B
KA MED - HE SUR™ - $& EF0 - LR WMERY - WA OB - B BuR™
A 2 - %E OHY-AE O FY-mE O EP - ESY-TH @
[P% %Has)c) . kﬁ E‘_..’M)c)
"HEEEAERKEHBRHURERSAR, YL EASE AR S L UBERE, PLRSE RS,
YEFEMKREESAR S L OBERR, YRILAZEMNE ZRFFER M SR AR S & R R,
"REREMET L V¥ —KH#, ”mm‘iﬁilﬁeﬂ%ﬂ!&%ﬂ, YRR AR RENE, "HHRKESE—AH,
O ST AT R B IR R 2R, )| L A R R PR R R BRI,
PR REHE BB X UBE R, O ERERBEAR, KEBRBAR,
UHBREE_ARE L UBERR, CRBREAESE RS L OBEER, B R KRS,
PEERAEE—NRB LUMERT (B ZEBKEFHEMRSE), YEHBEREETARS L ORISRk,
R AK R BRI B AR B L CBENR, M SRRRAE, PRRETENASEZAR,
RBAFEEZAR, YNGR REFREZNR (B )IEEREH A EEAEAER),
PINGEHKZH R GRS R, PAMKEE—AR S L UMERKR, TREAEE-NR,
PAEKKEE—NE B L UBERR, T RGKEEARS L UMEGR,
PRGRFRTELHETNR B L UBERE, W ASEMAEE AR S X UMERE,
THRIRAEE AR B L USSR, CRBERAEREERE, YRRENAZEREBRESRE

YRXBEE, "INER4EE, Javtu—5—
(PR 1143 A 23 HEf - TR 1147 A 2 HEH)

82 b ¥ ¥ ¥/ 0y REEE gatifloxacin (GFLX, AM-1155) DRti&ICH3T2458M%, REtBLU4

Rt % Z 8IS E T 5 HB T, levofloxacin (LVFX) 2 3B L L T EEREBRABRE £M L 72, GFLX

it 1E200mg1 H 26, LVFXiX1E 100mg1 H3E, wihbd 14 AMHEES & L. B5hnRlid
UToLBY)THholes

‘TERBHTHT 163-1
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1) MENRHIMIE 226 61 (GFLX ® 115 61, LVFX % 111 5l) T, BEDROME S HRHIL, 200 5l
(GFLX B 100 #l, LVFX # 100 1) T o 7=,

2) BEKRZHRIX, GFLX ¥ 98.0% (98/100), LVFX # 95.0% (95/100) DHWETH 1), FEHOM
EORR, MEABOBKYRIFAETH ok, 28, WRABMICHEEZIEIALN Do

3) MINFMZRIL, GFLX ¥ 100% (39/39), LVFX ¥ 87.6% (21/24) NHBRHILETH 1), WX
ABMIcHRERAONLZ Do,

4) BEARALIL GFLX ¥ 104% (12/116), LVFX B 4.6% (5/110) T, MEKBEMICHELIZA
bhkPol, GFIXBTALNAERIIAGT, dFv, BF, THLZYTUFNLISEUT THo
f:o

5 BEERMEMANOSRIAKIL GFLX # 14.2% (165/106), LVFX & 19.6% (21/107) T, WEKIZEM
CHEZERALOKR Do ERVDR NS VAT IF—¥OBELRTH -7,

6) MERLZET [RETHD| WM SN EFHONEIE GFLX & 76.4% (84/110), LVFX X 76.6
% (82/107) T, MEMBMIAEERALN LD 57,

7 AR¥EIX, GFLX #92.9% (92/99), LVFX & 89.8% (88/98) T& 1), MEFEM I BEZIZA
Bn&ﬂ‘oto

Bk, BiicH¥ 5 GFLX 1 E 200 mg 1 B 2 El#%5-12 LVFX 1 [H 100 mg 1 H 3 Bl#%5- & BHER R
$Tholo &8, GFLX HOWMBIEILEILZ 100% Thote. 7=, BMEAB L VEBHRREEREORE
RARMICERAON N o THhODEMN S GFLX IxHihhisk GEMEN%, ~1 375 X<lii%,

273IVTHE) DERCBNTRVWAHEINF SN IEFTHLLEL LN,
Key words: Bli#, gatifloxacin, levofloxacin, —EERHLBRER

Gatifloxacin (BATF GFLX) i3 kB EMR S H e if s
ARSI, /v7axddy, 7Ludd Y Vil
Iviox) o REEETH D, ZRXF /0 B 1
flicysa7aovk, 6fiIC7vE, THIC3-AFILER
FI=NE BNIKA MR EXATAIHAS AP F
/07Ths (Fig. Do FFBF /0 EHEDEAIZA T
¥ ECEATACLICLVMAERELZRLDLETEY A
BURES L UBARECHT 2B MR EShT, F/22
FIVTR, VIIARTR, w4 a75X~, RBMEICLHE
VWHEDEREL, R0 7rAoX oL REEEICKL,
HEARY b ARHALTV 2, 7=, BHWERIZBNT
WAREMREFVEIZ LD LT 2 EMBEE 7NV CENL
in vivo IRV B ONTEY, in vitro HAH DK & BT
CRBENRB SN bDEVEEH", 1, BE2HD
ACOF /O EROBAIICA PF XL BATEIILICE
D, #RDOTVAOX )0 RBBEECHBEL 2oTV5EE
BT OR, Sy b CORBRTRED LAY, Thidkic
BT ARERNRE oS LICRETAEEX OGN TV 5
oM, FEKARCERSN-ZHOBEABRTH, HIC

. Y
Fig.1. Chemical structure of gatifloxacin.

MBOZWZ LR IR TSN,

REBAZNRE LB IHBRIARICBVT, BEMP
RE, AUC IZHREFMICERL, mrhilEEEmiiz 7~8
WM, RAPICIZIRAH 72 B % TIICIRA B 0 82~88% ¢
Kbtk LTHilt S hTvw 2, 3-RERARRICBNT
LEMY, REMRIBDLATVEN?,

ChORBOKEN L F CORKRMAEHEIBESH,
FR4E1A»S, —REBRABRIEREIN, T2HER
®it, 1H200mg (42), 1H300mg (42) BXU1H
400mg (72) Tholco TOER, MREFRLELEICH
T 2E%®IX 92.7% (266/287) T, ZDH b, MiLicH3
HEREIL, 90.3% (93/103) TH o 7z FFREEBIED
FERLE I T S EHLEIL Streptococcus  pneumoniae
(23/23), Haemophilus influenzae (30/30), Moraxella
subgenus Branhamella catarrhalis (14/14) T, W¥hd
100% THo7:0 —BRERARIZBIT 2T XTOHERTOE
B RBI®IL 3.56% (55/1583), BRRREMEERBIEIL4.8
% (62/1303) Tho/W, Tz, MERBEMRICHBITIZES
BREARZRITSEMT, BHERERMEZNRE LTH
BERERBRN TN, HHid, 100mgx2 E/H (L&),
150 mgx2 B/H (M) BXU200mgx2E/H (H#¥) »
—EERBMEBARE L. LE, MBBIUHBOE
eI, FhENIT.1% (33/34), 87.56% (28/32) BLUF
94.7% (36/38) TH Y SHMICABEIIA LN o208,
EHMEITENEFN59% (2/34), 6.3% (2/32) BXU21.1
% (8/38) Tdh ol BIUNBIIZE T AREXIERE (B
WwE) BIUORREREENFSECEMIBVTCHED
BRDEIERICEETCHoT —H, ChOARBRERER
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TORERRARS X UKKREMRNRBR IS ARET
L AL Y (B3 TP At

SN DOREMHD S, GFLX i2Migicxnt LTb 1 200 mg
1H2ERETHARYRIMBTEDLLHNL, TOHEY
%, REUBIUAAEEFERNICHET I LD
levofloxacin (ML F LVFX) %2/l & L TZEWRILHK
BREERLZ. FOMNMIIESMHENRIELE/-sEHKE LT
FH e Lo 28, XERIEMBICBITDHREES
B&nEBEBHLL LI, [EEKHOBKBEBROKEKICHW
TAHEE| EMFLTEMEIN,

I MRELVFE

1. o ®

FHEBRIZERTELA»S, PRIESRETICE
58 ke B L, MEMML <4377 XMik
BIUZFIVTHRLBMSNABEEHRELTH
ML= EMIITRE 208, LREFAIsSORE L,
BB LA - NARIZMbLENI & L LA, HBEE
EBRENTRET, WHEXRERTHL»LHLRE
¥BTAHCLELALL,3TC U LOREIBD LA,
SHIZCRPLEHA (21+), WBC# % (=8,000/mm®)
T EhOREHE L LTORER - Bt RO B 2 fE 5 % BN
ML Lo UTHRBRMAKRICHER SN/ -EMEEE %R
L7

UToBZERINRIOBNTHEI L E L,

(1) A—BEIEy-—FiZwiziitax/ oy
FEE AM-1155 BX L E70F 4L L 2 &8T)
PETH-T-BH

(2) FBBRoOERM 1AMMUA) FT7rtox)
OyRAEELHEE LTV RE

() MDOMERHHERELELTLEE

(4) OHAERBREICL VERIBELOOHLE
z

(5) EELEREKE, AHELZAL, HBREFNDE
BOFMAREE R BE

(6) EEMPMEL LTRORICLZERITHEY L
Hrshs 8

() BEZRL, F, YREEEDOHZBH

(8) TADLALEDEBRMRBOSHE, T2
hooBaEDH»BE

9) ¥/o0 REERICHL, 7LVF—H o0t
ERLEEROBREDH 5 8%

(10) ZofoEWIIHT S, TLLF—F /138
BEOBRENH L BE

(11) ##, ERL TV A2TMEEDHLBEEZE T /-1
BilhosE

(12) €0, BREYEMAFEY LMK L8
£

2. BEOREK

FBRBROEBICS &5 T, HRIBYEMIIEBRON

BELBATHIC LMo TREICHAL, XER~0
BMPWTHAIE LTXHICL W EHERICL 2AK
BB LEL 1ML, ®UEBTORTHELS
A ROERMENSOERY [OMFERER) ci2&
FTaELELIC, EFRERICLFMICEBHEERTAOL
EL7 28, AEERABBLIUMEOLE: (XHE/:
O bEMRRICERTAZEELS,

3. HREHF

BREFITTROEBY E L

1) #HMREH GFLX 100 mg f& (1 #&€iC AM-1156
WAMELTI00mg 2 8H)

2) AR H LVFX 100mg R (1R ICLVFX &
LT100mg 2 &H)o

2B, BREFBIUNRERIZELETLIINET S
ERBLUT I AREMAGDEL Y TV Y I =T
Lh, —KEREOEREEMICLE LT,
WREH)IX GFLX 8, LVFXBL b3 RE2 18 (1
ER)EL, ¥, & 0388 18B3L L7 (Fig.2),
01485 (KGFLX®>: - /P GFLX £ %2 &
LLVFX 75t XR1%, BAGFIX 77t K2HkL
LVFX 75t #& 1%, <LVFX®>: 8- -/5wn
THhOLVFXEXRI1RLGFIX 75 KR2H%) %7
VI ABICAN, 1EAGE L, ¥%%%AM-DBT
P JELTHBLELRAE L MECROKRBETHZL
L7

4. BBREROHY T8 LUTREAR

1) #yhHf

aryhbe—95—ik, H6HLHGFLX B X ULVFX
DENEFNDEELEFDT T L FKREOBIIAREELHS
LZADAT, EXRNABE4 2EATO4EATZL
Me L TEESBCHNFIIAZ L L LT Key code it
I hu—-F-AERRTRE CEHREIAZELL
7o

F7z, HICKREBBONIEE LT emergency key Z1F
BL, BBRRERMIANREICRETAICLELL.
2) MEAR
BEABMVMATHR, 3V bo—F—2ERICHIML
THRRER B LU RERICOWTE=ZMM (BEH

Morning Afternoon Evening
GFLX group
400 mg/day ( ] Jm oon ( 1 Jui
LVFX group
300 mg/day oon oon oonm
@: GFLX 100mgtablet ~ O: GFLX placebo

B : LVFX 100mg tablet [O: LVFX placebo
GFLX: gatifloxacin, LVFX: levofloxacin

Fig. 2. Package of test drug.
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KEERLEEAHEARE) CTHFIARNEME LR
RAMEEML T, HREH L LTOMAEEHBT 2
ckilie 7IERBIOVTHMMOMBELT S =
reL7o

5. BEHEBLURSMM
BREXEMITOENANADKGICHATIC LR
gLiH, BEOXAMSHMEFOE CNUMBL, M—
£ E2OEMRRIADRBRERALL, ioBHICIIM
ALwo ke LA 5 HFER IR 1Q% 18 3,
p- b Y= WICBHR SN RERBOFRICHE, B,
B, ACMBRORETHI L E L, 225L, #H5m
%A, BRHEI VAT IRERIVUKRROEN & Bt
i, BEBROENE I RRIC, FRBOEN R
BT LELR. BENMMIZ 14 BME LA, 272
L, UTOWThRCHYS T 2@A 101, HEBRIE YK
DR THREZHPIETEILNTEBILE LS, HIE
LERAREORLATHRZEYAEDORE (B THIC
BY2) RERL, TORMLBRLEARRICERT
dotkli

(1) HEELRUFL, THAULOBREIARELY
KEN-BE

@) #R-FHROXB#EIBDHLIT (BLESL),
BERSPFAY L P ShAgs

(3) EMLBEANRBALLBE

(4) ABHEOHET-IIBRRENRE FROFH
kat) L-BE

(5) EMAHMOEERLEL LIS

(6) LEUNOEH THREM B O MFHAT
Bicko -4

() BBREAGEHIC, HREBBIVBEEOBREE
KERLTWAZ LAHBE LIS

(8) BENFRMEEMEL/-BHE

(9) ZOMERELEMOHMTICE ) hEALEL
Shi-gs

B, BENEBRRPTRRELL o BB, £
NEHBIUZDBROZERIZOVWTHE T -IIBELY
KEDBHRELEAZHRICERT L L L

6. PEE¥H - Wi

RERBRP IO &0 H LB E1L, TOXAE,
BER, ERMMLEMAZFICERTI LA, £
I RBEFT--BEbFORES, B M) 22X
KOWTERRGICERT AL L Lz, 2721, BiA
EHBLULABONBIZOVTIUTOREICHS b
EL7,

GV J:E- 1% 31

O BRBRENOEMFEMIHEBLBLIZTHO
OHEE", AIFEERA T4 FEBAELED),
y=7a7Y) »HKl, G-CSF H#

‘RIUT4 FOLRFESOBEETHLE LT &

12, HNBKD ) b streptomyein, kanamycin, rifam-
picin, enviomycin, lividomycin, capreomycin 8 & I¥
viomycin L DHHORIETE L L L7z,

@ HBREFLOBEICLD, HROWEMMOT
HAH2 LD

FERT7 04 NN KNERE

(2) PFRAEBIIALAAT LVEH

O HBREFDOBRINEET €2 TEENDS b0

ANYIL TR IL - PANIZOLRBHATS
fImRA), S

@ AMBBERADOTRENYHS D

FTYFRBEFIRE, ANT+=y LT REOH
RIRE, 7=/ 77T Bk (AWK, HLiy3
v%), HEHES

@ WHBEBREK ORMIMICHEE RIZTTRSEYD S
bo

HRBERE, MMEME

8) F4740 yBHNL, BRERNTFET 1Y Y
RBCKBEBLI2TTRE D LDT, HEICHRST
ATkt

(4) EREL - EHEOHEBRICLELEALHES L
TWaBHAEICIE, £ (1)~@) oXFZBREFA &
LTRAEERDELSHERAL, E0XHN 4, 51K,
BERIM L ERRSFICERT AL L LT,

(5) HBREHAOEFMICEELBLIZTEELDL
NHMBIXTELETRIIIN, RPLEBTHoBE
i3, FORESR, Rl GHE) HCoOWTEFREICE
| % 2 Nl N B A

7. WEHEB L UERKRY

TEREEHBOAELITH . EMRMICOVWTIE, FTED
HICERTERVEE, MEF-RBHICERTAC L
& L7

1) BEHER

KEBRABRMICEESR (=Y v ), #A, 25
&5, £, AR -7k, 4hE, RIMSEDN A, EEE,
BRYSEZUTIRE, ERKE - APHEL O PICEFDEERE
BIUBRBREDTFH - FBICBIIZTHE, BERICHE
R HBEEE, BRE, FHRGERGOLEERE, 7V
Fod/)usRREROREE, 7LV X-BREE%S%
FEPIGRSRICEEMT AL E L7

2) MRIFEKR

i & ) IREDHEZEZ TV, EMRFIZFOKIRE
BWTHLEL

3) BRRIER

i, Bk, WEE (B - HR), MRERE, WE W
W5, BAER, F7/—ELEOMLELBbhE
HIcOoOWTHEL, EMRFICERITIZEELE. 8
BEHICOVWTIIEIBRETLAIENET LV, 4
CLyrERBE RERBEXATRLESIZ1H
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B, 5 30% BETARBIURS 14 BRI
DR THI L L L #5 14 BRBTHILL 25
SLHIERATLTREL, E&TA L L. E
BRADRBHERUATOLEBY ELL,

&iR: A

Wk 2+ (ERAHEXhHEE), + (B, - (&
L) o 3Bk

W% E: 4+ (2100ml), 3+ (<100 ml~Z50ml),
2+ (<50ml~=10ml) , + (<10ml~>0ml), - (0
ml) @ 5 Bk

MR P O(MtE), PM (BRMEME), M (Kif%) @3
Bepy

MR R 2+ (RUMNBRORE), + (BE), - (&
L) @ 3Bk

Wig: + (bh), - (2L) D28

WER T & 2+ (EH), + (BE), - (2L) O3B
BASER: + (Bb), - (L) 2B
FT7I)—¥: + (Bh), - (L) O2BKkE
FOMLELEONZFEMDLEEEMT AL
L7

4) MEEHRE

MEFHRE (BEL»OOMBED TR - FE - BEH
E) X, FAlE L CHRERBMICEWT, &E5MGHHEX
SRt HEX TR S A1 HED), 53 8%, &5
7TH#%, 148B% (F-3B5PIER) CLTERTS
kel

R SNLERICOWTHRS L UREKRETR (7]
BB - 77 ARBREZTV) IZO2WTERR
ik TAsELE L
SEERIITRTERGSICERL, BRELEESN
LZHEHKICOHZ, HSHMBRLHEE SN EKICOR
BT lE L. BEHEBRDODNIEN RSN/
A, NFRLULEMET, THIN-HREENE
RERL, ThEhoBict LERET v 7 2ERT A
L7,
BEHBBEL LT, OFRBBEEDREEL LT
BELBREEZRL-LTCOLEE (B RRE, 17
VI UHE, BBETFVORELRLE) C, SIHEREANS
FEETHRSBICHD TR SN-EH, ONEERXSH
ICHB L THRSBICHL P ICEMEE kol (2751,
HERRENHEE L LIZL->THERBLTE-LEX
ONHOBNEEREIIRC) 2LdiFAILE L,

B, BREBIURSHBABICOWTI, FKAlE
LTFaal— b (REHMLEER) ([C2H] - SERK
BEL, BORFLRAENED I ANVICLERELE
ADE, W= LFEEY - —NVIZER/L, BOBRE
¢ GFIX BX U LVFX I3 5 B&EH (MIC) #lE?%
RPWICEBTH L L Lz 2B, MICORBEIXH
FALEREEREREVICH L TWTITI I L E LT,

5) KEE X M

REMEM, HE530%, HETERBIURE |4
A# (735 HhIER) ICRELTREL, BELEE
K PMBRKIRBTHIEEL

8) MfHER

TRREI S M S FEEERD ML 2B BITiE, K
Bl LTHERSHERTAIETHEBRMELEORE, B
B, RBEH, 5 (M- PiL), LR, BALLEE
BIResRICIEMICREMT Ao L & L7z 28, EWHE
FERARAE L aicik, AYLARETI LI, &
2 (4 BEMUR) ICEOHRTIERRMOK, ik
BRIEEMS X CRMREREIC, O, &L /X FAX
Bl THEML, 1AMUARICXEY Lo TRETAS
el ¥7:, EMzBEHERIREL, BBRREER
AL EE YL -G, BRESEEM X emergency
key ¥*MBT A5 LMNTEDbDELT

7 HRRE

BRMERE 8 & UMERI L Table 1 ISR L7

8. HEHEBIUENEHK

ZESMMICEB VT, TTREZBR YD EFRREAMICH
BOEMIZE 5 HR0L, HBTHLEL

1) HREBBIUEREKSR - SOHEOEREK

ROGETCHETHLE L b, EREKE-&
HEOBRIEDTF# - EBIZBLIZTHERBIIOVTHA
o B RO i Al B AN

1. 84, 2. %4, 3. EE

2) HERERZHR

ERRIEIR, M X MEH, WBC, CRP $0BKRE
BROEREZ LKABEOBREL L LI, BRORAZE
ik (Table2) *BEICROFMHETHETHILEL
A

1. %), 2. &%, 3. LRHEY, 4. £, 8. HE
e (EPHOHEIZ, 3 MU LESHRICHET S
kel )

3) MHEENTHR

(1) HERABOHEERICLY, UToO3EBEIE
HERREBICHETA A LE L,

1. RetiL: AW EELSL) PHERLLZLO,
IR SROERIETICHEL, BERORIHAT
BEEhkolzbD

2. BATR—WHk BEE HELEL) »H
BICBAL-bD, $-38RORAE EELXET)
VRHLN, FO—HBHELLZDD

3. AE: B4E HErah) ORPILHELD
D, BYL Do 00BLU0WML-bD

8. HEASRE: BREISAHLZ LD, FLRIERED
HBBHLPTLRVLD

(2) MEEOREMERICRIZTHEIIOVWTRD
FETHETAILE L
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Table 1. Items and schedule of laboratory tests
Time of testing after entry
Ttems Befure (day of treatment)
entry

3 7 14
Chest roentgenography [ [ [ [
Pa0, O O
Arterial blood gas analysis PaCO, (@] (o]
pH @) O
erythrocytes [ o ([
hemoglobin () o [
hematocrit (] o [
Blood analysis platelets ([ ] [ (
WBC () [ ) (] o
differential WBC count ) @) o (]
reticulocytes o) O ®)
ESR (1h value) [ ] O [ [
CRP ' () o o ([
Mycoplasmal antibody (CF or IHA) [ J {
Chlamydial antibody [ ] o
Cold hemagglutination ® )
S-GOT [ ) @ o
S-GPT [ ) o  J
Al-P [ ) o { ]
Hepatic function tests bilirubin (direct, total) [ ) o o
LDH o o (]
v~GTP o o o
LAP (@) O 0]
. BUN ) ® [
Renal function tests serum creatinine o [ L
Serum electrolytes (Na,K,Cl) o { {
Blood suger® @] O O
CK @) @) @)
Myoglobin @] @) O
protein ® ([ ([
sugar o [ ] [
Urinalysis urobilinogen [ ] o ]

sedimentation or (@04 o
occult blood o o ®
Bacteriological examination [ [ ] [ ] ®

@:indispensable, O:should be performed as often as possible

*recording of the timing of blood sugar determinations with respect to doses and meals required

**should be performed when urinary protein is positive

1. BEREFICL > THRSBRHABLL
2. BEBREAICX o THREHRUBEDY
i ERRBA%R WEABCIIBREELZHEDEVE

il. WRRE (MBHICK5BEMELHE) BE)

4) HEPEER

BfEEROBEIX, ARLEREERE [HEEICE
ZEMERICBT2EER, BRREERFEONEE
K| oL T, BE, PEE EEOIEBICHET
dTiili,

BBRER L OERBFKICOVTIE, ROFETHET

ALEBIT, Ay PRERRFRICERTIILE L,

1. BOHCHEDY: 2oL ZITHEERIEICK Y ER
MPHRL, BRECIVBHRALLEELY

2. S7MEHY: 50% L LOBEERTHEDY LB
bha

3. BfEds2bLILR: BtkD Y DHEERIX50%
XK Bbh s

4. BFEZVLHLV: BREELZICTETE 20,
ZOHRIIFEICENLEDIS

5. BfRLZL: MBREELZICBEETES

DL, [Ho,icEEHY ], [S0MRHY]SB
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LU THFRB 220 Lk EHESRERE
BfEAE LTI S L& L

5) HRRMEMBY

HBRERR S MERICELEELHN D REM
(RELS) ORFE, HRCERESEXE THKKIC
X BEBRESICHITABIER, BMKREMNREOHES
LA Skl L, REERE N LIRS
i, BRI L ORBERFEICOVT, BEOERES,
BHESERMR LA LT, BMIEROERNA L FMC
M. BohicMESHY] ~ (6. MBELZL] THETS
TekL

DL, THO»RERDY], [E0RERBN]B
LU THMES 220 L] LUESAERE IRER
EHNC L DERREMBERE LTINS I L e LT
6) MIERLE
BERBLUEBRENICLABKREMRELRE
L, XosBETHETA I LE L,

1. =2 MELL
2. 312RE: BEOBEA, FLXHBRERICLS
BAREEREHIEED LD

3. PPMENDHL: FEEOBEM, TAIXERE
AL 2BRREMEREDVFEREDOS D
4. MELDH2: EEOBEM, T 3BBRERICL

AHEFREMREIEED b D

8. HETRE

7 HRK

MR RB LURELXLEEERENICHRL, X0Hp
MoKeTAILEL

1. &bODTHHA, 2. i, 8. KA, 4. H
TR\, 8. HESRE

9. NBRRZLHIMY

Key code ME M IEHANRE, KEOIM, KiEX,
BRR, MEERZR, REER, BERERRE,
BECEEBLIUNAROUBDRYBE 2 H 6D L
HDIBREITMRBTHI L L L TORR, REDH
STHBIZ2VWTRADABRAL BRBYERHOMTIRN
3h, HEDRYMERBTAZLELA, 7, HR
HURM»SREBESNATRTOMBXRAERIZOW
TIHRTLICREDL ) LBERD S, 04 (RERY
FTROHLEV) ~10 8 (REBENXEEFSRICDAES
LD) OILBERICRAL, BERYDROMBICHT S
kEL7

FHRABOHE IR REBMERLELOMAASDE
o, HohLOED/EHE (Tabled) ICbLTaY
E¥THZELELS

B, v 77 XAMROBEIE, ¥4 375X~

Table 2. Criteria for clinical efficacy against Pneumonia
(for reference)
Excellent Good

Body Temperature decreased to less than 37C decreased to less than 37T

within 3 days within 7 days
Sputum Property changed from P or PM to M changed from P or PM to M

or disappeared within 3 days or disappeared within 14 days
WBC decreased to less than 8, 000/mm’ decreased to less than 8, 000/mm’

within 3 days within 14 days
CRP decreased to 1+ or less decreased to 1 + or less,

within 7 days

X-Ray shadowgram marked improvement

within 14 days

Causative organisms

disappeared within 3 days

or two—step or more improvement
within 14 days

moderate or greater improvement
within 14 days

disappeared within 7 days

Fair: when some or all of the above symptoms and findings are improved, but not to a clinically significant degree.
Poor: when the above symptoms and findings are not improved, or are aggravated.

Table 3. Criteria for judging usefulness
Clinical efficacy
Overall safety
excellent good fair poor unevaluable
Safe + + + + - ?
Almost completely safe + + + - ?
A slight problem + + - - -
A problem - - - - -

+ + Markedly useful, + :Useful, +:Slightly useful, —:Useless, ?: Unevaluable
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GitkfliAtCF 3T 64 L LD B\ i3, THAY¥: (PA &)
7320 EERLAES, b LLRRTMIMINT 44
NEDLREBOLERNLTELLLE, 253V7
WEOBNIX, 27 I VTHAEMACF ET 325U LE
PRULEER, bLARRTHNT4EU LD LR %
FOERELTHEE LT B L, =423 75 X%
Wik, 273IVTHREBHESNAENTH-TY, i
KMORH, BMRFMEL LR PERZEYDALN
BEFIZ, FTRERESRICHNL T, MEMMiL:ny
pEFETHEIEE L,

10. FAELEFOBY hy & MR

AELEFORY BN IS L Tid, key code F$AT
KABRENA/ PO -5 —DUbaVnd & [EKR
BOMEMITICMT 2L FI4 skl T, 1.
MK, 2. ik, 3. W% - BEEARE, 4. LERK,
5 REFAEFD5ODOFEICERFL, BITICEBELTO
MYV RESR, 27— I2EREH, 2V bo—5
—i2& D keycode ¥ FARFH L L L,

11, BEaHMIT

-4 OFMFEE, MHTHEIR, key code BABAIIC
aybo—-F—MAZ/IMBRETRETAILEL
oo B, 7= ORI bu—5—DikisDb L,
EHNEBRAXHMAMBERBICTERT L LEL
A

1) FHEEE

(1) FEFMEE: BRZHE, MHEENODHR, BE
REE, FHE%

(2) BIXWFMEE: FREFIEKIE, CLHE
PIMEEMZIR, R - FTRO¥EB (iR, B, %%
B, BHEfR, WX HAMK, BMm3RE ESR, CRP
%), BIEARBE, BEREERERAXRS

2) MHHE:

BRAER, /152 M)y 2BV TF—5 0%
HCBULT, BRHE, BERESE, FRETFHIERKL
R, EROHEER, &ML L2 Wilcoxon DA FIBRE
RV, EHE, FHE, MEENZDHE (FRELE,
BREHNEE), BEARAE, BAREMERERE

X, ReE HEAELRLIX *REDH S\ Fisher DE

BERFSHEZ AL LE L, REDEEKEIZTHH
5% &Té: Lt L7

i7, ¥REFOMTIE, %, £, AK- 5K 2
Wi, EEE, ERKR - SHHEORE, BHE, BWHX
WEl, #5ABEOVWTIFIZLELL. ThOH
REFICOVWTHERE 15% U TOEIFBD LN
f121¢, Breslow-Day ®E, x’#REH 5 i3 Fisher
DEHEEEEH S X U Mantel-Haenszel RE% &%
RweaztilLi,

BHOBMIASHORIETH Y, £OHEIZ [FK
RROMEBITICMT AT 1 K4 VI Lizhn,

BRZ BRI LTITI IS E L,
II. # R

1. SEBIMRK
FHRBRICHEAAN LGN REFIBIZ 22T TH o %
A, BREWCFAEEME L2 1EFA DD, RENR
fE 1% GFLX 8 115 #l, LVFX & 111 filD#t 226 #1 T
Hol,

FFMHEE &L DIEFIMAL ¥ Table 4 12, ¥ 7-T4RA
F % Table5 IZ/R L7

AIRRRAT (6 2 A LR IcflaniGRRICEB I L 7= 1 B1i,
T'\'To)ﬁﬁﬁ‘c)%ﬂ'l,f:o

B PR Zh 3R o> % 47 B 12 200 #) (GFLX B 100 #1,
LVFX# 100%1) C, ~"RA #2264 (GFLX ¥ 15
Bl, LVFX# 116)) Tho7: (BH - BEX 11.5%) o
FORRIZ6 A URIMDBERIZEBML 7= 1 5, %
RKRNEBEH, BRI 7LV —OBREESFl, £k
K16, BAFERSHRE LB, ATEER 26, RIE
BTRR 76, SrAERR 181TH o7

Bl VE B @ % 37 3t & #1112 225 #) (GFLX 2 115 #1,
LVFX # 110 #1) T, 6 » AURNICtnERRICSMML 7=
14 (LVFX# 161 278BAL LA

FRER A ORI xR H1 213 # (GFLX 2 106 #1,
LVFX & 107 #1) T, T #RAHIIZ 13 #) (GFLX 2 9 %1,
LVFX# 48l Tho7co BKRENRE MR
53 HAI» ok 5MBE FTIC, 58T (hib)
BRiX, #5RT (PIk) ST S 3HBETICERS
h, PomBE—KRE, FRERES X UERERED
REHBEONEFNEFN1EHBUEXERShTWSE
Pl BRRREBEOBITHREAIL L, FRAFIIKREEE
DOR%E, READTIhOHoERNLELTHo7,
BELLE ORI REIE 217 # (GFLX £ 110 41,
LVFX # 107 #1) T, FRASIL 9% (GFLX # 5 61,
LVFX# 48l Tholo BERESEIRIERN L KEK
BREMAIICRA SN EFZBITRROIE L 7272
L, BRERREMEIAREATH o EFIZB W TEIFER S
BB IR b BT REIE L7z,
HRE OB REIE 197 I (GFLX # 99 #], LVFX
B 98 #l) T, ARAIBIIZ 29 # (GFLX B 16 #1, LVFX
B136l) Tholo FHUOBITHRANIE, EELE
DR R THERLEENFMIN TV BEFE L
T2o 272L, BRMEVARETH o 2EFICBNT,
BIER - 3R MR E A RE L ERII BT %
Bl L7

2. BEERAT

BRI %) R X RF 200 IO T EXBMOERAF
IZ2WTHE L7 (Tables 6~9),

1) RBREESH A

i B 5 SR FRAT X BB 350 F B TS 1) B ) D IR e e 25
LR A SN (p=0.0337), RIBFED N4,
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Table 4. Case distribution

—‘ Clinical efficacy l—

No. of patients included in the
statistical analysis

Btatistical
analysis®

GFLX: 100 LVFX: 100 Total: 200

No. of patients excluded

from the statistical analysis

p=0.46056

GFLX: 15 LVFX: 11 Total: 26

No. of patients included in the

——{  Sidoeffects  [—

statistical analysis

GFLX: 115 LVFX: 110 Total: 225

No. of patients excluded

from the statistical analysis

p=0.3077

GFLX: 0 LVFX: 1 Total: 1

No. of patients included in the

Total no. of
patients f tory findi

Labora }—
GFLX: 115 | Ty InTine?
LVFX: 111
Total: 226

statistical analysis

GFLX: 106 LVFX: 107 Total: 213

No. of patients excluded
from the statistical analysis

GFLX: 9 LVFX: 4 Total: 13

——  Overallsafety | —

No. of patients included in the
statistical analysis

GFLX: 110 LVFX: 107 Total: 217

No. of patients excluded
from the statistical analysis

GFLX: 5 LVFX: 4 Total: 9

' Usefulness | —

No. of patients included in the
statistical analysis

GFLX: 99 LVFX: 98 Total: 197

*yx* test
GFLX: gatifloxacin, LVFX: levofloxacin

EABBLUBRYROSHFICHMT2XERHOR
EEXRF L2 5, p=1.000 (Breslow-Day &) &
Y, REEHIZBD bR Lol & 6HICRIEDN

No. of patients excluded
from the statistical analysis

GFLX: 16 LVFX: 13 Total: 29

p=0.1729

p=0.7749

p=0.6208

HLBRHRO 2 RFREERERFL, p=0.734 (1*
KE) THEZRALhEY o7,

2) EJERE, %3, £, Ak - SE0H
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Table 5. Reason for exclusion from evaluation
Clinical | Sid No. of cases
o o | e, | 7| e
y | effec ndings safety GFLX | LVFX
Participation in an other new drug trial in the previous 6
X X X X X 0 1
months
Non-targeted disease x @) O o) x 4 4
History of drug allergy X o) e} o) x 3 2
Age violation x ©) @) O x 1 Y
No definite signs of infection X @) @) @) x 0 1
Pretreatment with new quinolones x @) @) @) x 1 1
Insufficient X O O O x 0 1
dosing and discontinuation because of side effects x o] 0 (0] 1 1
, discontinuation because of side effects and x o x
insufficient clinical laboratory test items o 2 0
, discontinuation because of mild side effects x o N o o 1 0
and insufficient clinical laboratory test items
and insufficient clinical laboratory test items x (@) x X X 1 0
Violation of prohibitions against concomitant drugs x O O O x 1 0
Insufficient clinical laboratory test items (@) (@) X X x 4 3
Side effects and insufficient clinical laboratory test items O @] x O @] 1 0
O: evaluated, x: excluded  GFLX: gatifloxacin, LVFX: levofloxacin
Table 6. Patient background factors
Treatment group e
Characteristics - Stamh.cfl
GFLX LVFX analysis
bacterial pneumonia 86 84
R . mycoplasmal pneumonia 8 16 -
€ chlamydial pneumonia 4 0 p=0.0337
bacterial pneumonia + mycoplasmal pneumonia 2 0
. mild 40 48 _
Severity moderate 60 52 p=0.2545
male 49 52 _
Sex famale 51 48 p=0.6714
20-39 29 28
Age 40-64 4 37 _
=0.
(years) 65-74 24 22 p=0.4091
75-84 6 13
out 35 32
In/Out patient in 50 53 p=0.8951
in—out 15 15
Underlying disease and/or absent 61 63 =
p=0.7708
complications present 39 37
absent 83 74
Pretreatment with antibacterials present 15 25 p=0.1874
unknown 2 1
absent 25 32 _
Concomitant drugs present 75 68 p=0.2729
. o ~1 20 21
Duration of test d.rug administration - 8~13 29 26 p=0.7472
(day) 14 58 53
°x' test  GFLX: gatifloxacin, LVFX: levofloxacin
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Table 7. Patient background (initial symptoms, signs, and laboratory findings)

Treatment group Statistical
Characteristics GFLX LVFX analysis
<37 20 18 p=0.5280"
&37~<38 39 46 p=0.4371"
Body temperature () 238~ <39 25 27
39 18 9
- 1 0 p=0.2346"
Cough + 48 41 p=0.3443"
2+ 51 59
7 12 p=0.1310"
+ 34 41 p=0.2822"
2+ 44 33
Volume of sputum 3+ 9 12
4+ 5 2
unknown 1 0
- 7 12 p=0.4684"
M 44 32 p=0.2297"
Property of sputum PM 43 46
P ] 10
- 79 79 p=0.9203"
+ 21 19 p=0.5519"
Dyspnea 2+ 0 1
unknown 0 1
- 69 71 -
Chest pain + 29 21 p=0.4235"
unknown 2 2
- 38 44 p=0.5228"
+ 49 42 p=0.7962"
Rales 2+ 1 12
unknown 2 2
- 91 93 -
Dehydration + 5 6 p=0.3843"
unknown 4 1
96 98 -
Cyanosis + 0 0 p=0.4071"
unknown 4 2
< 8,000 36 45 p=0.3277"
= 8,000~<12,000 42 31 p=0.1377"
WBC (/mm?*) 212,000~ <20,000 17 22
20,000 5 1
unknown 0 1
<20 7 9 p=0.9630"
220~<40 22 19 p=0.8785"
ESR (mm/h) =240~<60 21 20
260 45 44
unknown 5 8
2 0.3~< 5.0 33 29 p=0.7828"
CRP = 5.0~<12.0 35 40 p=0.8945"
212.0 30 29
unknown 2
1 7 4 p=0.3387"
2 21 26 p=0.0991" °
3 34 38
Chest X-ray findings 4 16 14
5 16 7
6 4 7
7 2 0
unknown 4

"U-test, Yy’ test

GFLX: gatifloxacin, LVFX: levofloxacin
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Table 8. Patient background (causative organisma)
Treatment grou isti
Causative organisms gToup Stntutu':al
GFLX LVFX analysis
Monomicrobial infection 39 19
Polymicrobial infection 2 5 p=0.0038"°
Unknown 59 76
S.aureus 6 0
GPB S.pneumoniae 15 7
B-streptcoccus 0 1
M. (B.) catarrhalis 1 0
K.pneumoniae 1 1
Monomicrobial H.influenzae 13 7
infection P.aeruginosa 1 0
GNB E . coil 0 1
E.cloacae 1 0
S . marcescens 1 0
X.maltophilia 0 1
others M . pneumoriae 1 1
Polymicrobial two pathogens 2 5
infection
Total 41 24
*Fisher’s exact test
GPB: gram—positive bacteria, GNB: gram-negative bacteria
GFLX: gatifloxacin, LVFX: levofloxacin
Table 9. Susceptibility of clinical isolates
MIC (pg/ml) isti
MIC of Treatment Total Statlstl.cail
group =0.025 0.05 0.1 0.2 0.39 0.78 1.56 3.13 6.25 analysis
GFLX 9 1 4 6 7 2 1 30
GFLX p=0.8580
LVFX 6 2 1 4 4 2 19
GFLX 8 3 1 3 3 6 5 1 30
LVFX p=0.8751
LVFX 6 1 3 1 5 3 19
*Wilcoxon 2-Sample Test

GFLX: gatifloxacin, LVFX: levofloxacin

WTFROBEBIZBWTHMERFMICEY ZALNE
otz

3) EPER - S0HE, HALFERE HHAECH
#, &54M

WTFROFEBIZBWTHOHEFBMICRY ZALNIE
ol

4) HERMBEHROBAMERER TR, BRREME
R X #AT R

HE5MO%ER, WBC BXUMBXKBAARICENT
Rhdabhi=, LaL, kiR, Bk, WK, Pk
WEE, W, 5%, BA#ER F7/—%¥, ESRBJX
U'CRP ICIHTEHBMICREY IAbhEd o7 RD
DA LN-BEHOEEE, WBC B X IHE X MR
KBWTEhZhORETF, EABEL L UBKRHRO 3
RFcMT 2 XERAOEEYRETLIZES S, TE
1 p=0.386, p=0.791, p=0.341 (Breslow-Day #&%E) &

Y, XTEEREIAOKW o7, SHIZERETFROR
FLERHDHRO2EFREERERF LA, £
N2 p=0.422, p=0.464, p=0.939 (x* %) THEE
I NOY (R 3/ EoW A

5) ERE

BRI EBAARFATERFIRETE DI,
GFLX #4164, LVFX¥#¥ 24l ThH o 7o GFLX ¥ B
JULVFX # T, BRI ZThZNI9FEB LT
195, BEHEBREANIZNZN2HABIVU5H, BA
BB EFNEFNSIBBLTT6HTH 70 chHD
SAIRY A LN/ (p=0.0038), HKE, ¥EH
BHBIVBRDROSHFICHITAREROAEEZ
BE L7-& 25, p=0.588 (Breslow-Day ®E) & %
D, REERRAONEIoT, EOHICEER & BKRS
BO2RFXREEAHERF L& Z 5, p=0.088 (x*
BE) CTHEENMA LN, Mantel-Haenszel REIZ X
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DHIEL7 L 5 p=048T7 Lo

6) EHIBITH

B A (b miE2 Mk T MIC 2 illE L3 7o W#k
id, 72 %48 ¥k (GFLX B 20 %, LVFX# 194) T
50, EHBSIHESMIIBNT, WRFABMICHY 13A
Lihvehol,

3. BERDHR

1) BERZHE

B R X SR ARAT X $ 5 200 B 2 KRR 20 3R & Table
10 (2R L 7=, GFLX 2 100 B ¥ %) 29 51, A% 69 1,
%2 #1, LVFX 2 100 %) ¥ %) 26 51, & % 70 61,
RREYLH, BW4FITH o7, HRHEIZ GFLX B
98.0% (98/100) , LVFX # 95.0% (95/100) T& 1,
BRE%10% (A=0.10) LLTAHAYF4F ¥y THIC
FARSMORIEET o7 TOERGFLXBIXHS
RIOWTLVFXBLASTHH LMMWAS L (p
=0)o %8B, HYWEDED 90% BWX ML -1.3%~13
% Tholee EOICRMAREREICL2BTEIToLT
5, HHEICBWTGFLX ¥ L LVFX BIZoW TR %
THhHorIhBBENA (p=0.0002), ¥/, WMEHRH
MicHEBEZRAON Do (p=0.2484, x*MRE : p=
0.3596, UKRE)o

2) M ShediE 5 7 4 HU B PR 3D

B E I OBERZ R % Table 11 IR L 7o MMM
KO IZ GFLX ¥ 97.7% (84/86), LVFX ¥ 94,0
% (79/84), ¥4 373 X<viikik GFLX ¥ 100% (8
/8), LVFX ¥ 100% (18/18) THh o7 %72, 7 5
IVTHABLIUMMEREE S ITFIXWADR
BHEVFR S GFLXBIC L&A LN ho Lodteh
88l HMULTH o7 MEMNIARTH - /-MNHT
MEBLUTAI7IXHEDAYHEIZBOTHEN
BEMcHEBREIALONED ST

3) KERY, EWEE - SHEDOHKIEEKDHR

KEEJBERDR, XWEL - SHHEDOHXKIEEKD
% Table 12 1Z/RL7=e REENBLUERKL - &
HEOHENEED RIS BV THENERICHELZIA
bhizd ol

4) EAMMRHEMICEITSEELHR

REMIRH SN EAOHFHEIE, GFLX B 100%
(41/41), LVFX 8 95.8% (23/24) T & o 7= (Table
13), %38, LVFXHOEDHO 1 I NBAEBRRTH->
A

4. MEENZHR

ERrEVRHEN, TOHEIHLITHEHD

Table 10. Clinical efficacy

Treatment No. of Clinical efficacy Efficacy rate Statistical
group cases excellent good fair poor (%) analysis
p=0" (4=0.10)
GF1X 100 29 69 0 2 98.0 90% confidence interval
-0.013~0.073
95% confidence interval
LVFX 100 25 70 1 4 95.0 —0.021~0.081
p=0.2484", p=0.3596”
Efficacy rate: (excellent + good) /no. of cases
Test for clinical equivalence (maximum likalihood method) : p=0. 0002
"Test for clinical equivalence, * x* test, *U-test
GFLX: gatifloxacin, LVFX: levofloxacin
Table 11. Clinical efficacy by diagnosis
Clinical efficas isti
Diagnosis Treatment | No. of cy Efficacy Stahstu':al
group cases excellent good fair poor rate(%) analysis
GFLX 86 21 63 0 2 97.7 =
Bacterial pneumonia p=0. 7613:
LVFX 84 21 58 1 4 94.0 | Pp=0.2341
GFLX 8 5 3 0 1 =
Mycoplasmal pneumonia 0 » p=0.0864"
LVFX 16 4 12 0 0 100
GFLX 4 2 2 0 0
Chlamydial pneumonia 100
LVFX 0 0 0 0 0
Bacterial pneumonia + GFLX 2 1 1 0 0 100
Mycoplasmal pneumonia LVFX 0 0 0 0 0

Efficacy rate: (excellent + good) /no. of cases
"U-test, *x* test
GFLX:gatifloxacin, LVFX: levofloxacin
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Table 12. Clinical efficacy by severity and underlying disease and/or complications
Characteristics Treatment | No. of Clinical efficacy Efficacy Statistical
group cases excellent good fair poor rate (%) analysis
mild GFLX 40 10 29 0 1 97.5 p=0.6926"
LVFX 48 10 87 0 1 97.9 |P=0.8061"
ty GFLX
60 19 40 . = }
moderate 0 1 98.3 p=0. 4581"
LVFX 52 16 33 1 3 92.3 |p=0.1236"
GFLX 61 23 36 0 2 98.7 = )
absent 6 P 0.3953;
Underlying disease LVFX 63 20 39 1 3 937 |p=0.4257
and/or complications
pli i GFLX 39 6 33 0 0 100 p=0.6278"
! LVFX 87 5 81 0 1 97.3 |p=0.3014"
Efficacy rate: (excellent + good) /no. of cases
VU-test, "y* test

GFLX: gatifloxacin, LVFX: levofloxacin

MR R (M RMEILE) i3 GFLX # 100% (39/39),
LVFX % 87.5% (21/24) T, GFLX BORM{LEHH
WHEF AR 57 (p=0.051) (Table 14), % 3, E#K
HOWENTHD - HOMEEN LRI T X 2h ol
EMIZ, GFLX ¥ 28I TH o7

BEBVNOBDIEEL Table 15 ISR L7z £460H
#4%%i: GFLX # 100% (41/41), LVFX # 89.7% (26
/29) T, GFLX B Tiz&skiHk Lo 77 0BHAT
it GFLX B 100% (22/22), LVFX ¥ 78.6% (11/14),
75 ABR¥HE Tid GFLX 3 100% (19/19), LVFX #
100% (14/14) Th o7z % B, LVFXBICBWTH
# L7 3 #i3, Staphylococcus aureus, S. pneumoniae
B X U* B-streptococcus NEH 1 ki TH o7z RHBEED
# ? o 7= S. pneumoniae T i3, GFLX # 100% (17/
17), LVFX 8 91.7% (11/12), H. influenzae T3,
GFLX ® 100% (14/14), LVFX # 100% (10/10) ®
HHEETH oo 4B, HSBHMBARIMEFFL D
Aboledh o,

5. RIEH

BERAREMIIGFLX B 126], LVFX¥58TH
D, REKIZZILZN 10.4% (12/115) . 4.5% (5/110)
THEMBMICARZRA LN Lo (p=0.1298).
ZOWNFRIE GFLX BCidht), 3. FHRARE,
T, T# - LS, TH - B\, OAK - OBUDS
A, EEHEE, &R, KE K BRSO 12
#l, LVFX BTiX T3, %5, FRGER, BEHFR, B
LD 5MTH o7 (Table16)o WTFHOERLER
RbDi%L, PEENTTH), HREFOFILEL
RETICX D ERIZTXTHEL.

6. HMRREMRE

BRI EERE AR 5 -0 id GFLX ¥ 15 81,
LVFX®215iTH ), REFEEA TN 142% (15/
106), 19.6% (21/107) THEKBMICHARERIAD

hizdor: (p=0.3610), MEHFM L bRENELHAE
Er9 Y RA73F—EDLATH -7 (Tablel?)o £
NDEREIIGFIXBHNDGOT-GPTLERAD1H B LV
LVFX #® GOT - GPT - y-GTP LR D 1 fIA P EE
TholUNITRTEETH o7z, 7o, BHRAEL
ERLBEMITRTERLE 2I3HEL

7. BERESE

BEEZZEIAERABIUVRERREERFEZHELT
¥E L7 (Table18), [RLTHAH| LFME NI
#l > & 4 1% GFLX # 76.4% (84/110), LVFX & 76.6
% (82/107) T, MEFKMICAEZRZIALh LN
7= (p=0.9965, U BE) o

8. HH%

GFLX B OfHT X% 99 BTl & b THH 20 #1,
[HHR] 726, [RREH] 26, [FHTRZW] 56,
LVFX BB R 98 FITIX [EbDTHA] 194,
(%) 69pl, [R*+ER]sH, [HHTEWV]5H
Thoto [EbOTHA] & [HH] 2&bE7-HR
% |3 GFLX & 92.9% (92/99), LVFX & 89.8% (88/
98) CHEMBMICHEEEIIA LML H o7 (p=0.6355,
U # %) (Table 19) o

m. # =

VAR urRRAREORBOUME IR Eo 2
BE, BROZEBLE LD ICEFOHEDOMIL, BiFLM
BBTYE, BMERAORENRAALNL TS, 7, BK
BN IIERD Z DEOEF DT HTH o M RRE % 1
LoHeTs77aBHEICHTARENOHEENET L
Twh,

GFIX 38 A FF ¥/ usRHEETH 5. FH
BF /o BROSHMICA MR EATLILIC
ITOMAREZIILDET ST ABMRES X UERRHYE
BionTampihysmsh, S6IC2773IV7R, VU
JAATR, A3 75X=, HBREICLHEVCTREL%
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Table 13. Clinical efficacy classified by causative organisms
Causative organisms Treatment, No.of Clinical efﬁcm?y EMc:cy
group cases | gxcellent | good fair poor | rate(%)
S.aureus GFLX 5 ] 100
LVFX 0
S .pneumoniae GFLX 16 8 7 100
are LVFX 7 2 5 100
B-streptococcus GFLX 0
LVFX 1 1 100
Sub-total GFLX 20 8 12 100
LVFX 8 2 6 100
M. (B.) catarrhalis GFLX 1 1 100
LVFX 0
K.pneumoniae GFLX 1 1 100
LVFX 1 1 100
H.influenzae GFLX 13 4 9 100
LVFX 7 2 5 100
Monomicrobial P.aeruginosa GFLX 1 1 100
infection LVFX 0
GNB
E . coil GFLX 0
LVFX 1 1 100
E . cloacae GFLX 1 1 100
LVFX 0
S . marcescens GFLX 1 1 100
LVFX 0
X . maltophilia GFLX 0
LVFX 1 1 100
Sub-total GFLX 18 4 14 100
LVFX 10 3 7 100
others M . pneumoniae GFLX 1 1 100
LVFX 1 1 100
GFLX 39 12 27 100
Total
LVFX 19 5 14 100
Polymicrobial Two pathogens GFLX 2 2 100
infection LVFX 5 2 2 1 80.0
Total GFLX 41 12 29 100
LVFX 24 7 16 1 95.8
Unknown GFLX 59 17 40 2 96.6
LVFX 76 18 54 1 3 94.7

Efficacy rate: (excellent +good) /no. of cases
GPB: gram-positive bacteria, GNB: gram-negative bacteria
GFLX: gatifloxacin, LVFX: levofloxacin
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Table 14. Bacteriological cffectiveness
Bacteriological 1'1“1'110; 7 ‘
Treatment No. of decrensed or Elimination Statistical
group cases eliminated partilly unchanged rute (%) analysis®
climinated
GFLX 39 39 0 0 100
LVFX 24 21 2 1 87.5 p=0.051
Elimination rate: eliminated/no. of cases
*Fisher’s exact test
GFLX: gatifloxacin, LVFX: levofloxacin
Table 15. Bacteriological elimination of causative organisms
Causative organisms 'I‘r:z::r::nt No. of strains | Eliminated Persisted Unknown El:::::::/:i)on i:’::;:iic;l
GPB S .aureus GFLX 6 5 ) 1 100 p=0.1667
LVFX 1 1 0
S.pneumoniae GFLX 17 17 100 p=0.4138
LVFX 12 11 1 91.7
B-streptococcus GFLX 0
LVFX 1 1 0
Sub-total GFLX 23 22 1 100
LVFX 14 11 3 78.6
GNB M. (B.)catarrhalis GFLX 1 1 100
LVFX 0
K .pneumoniae GFLX 1 1 100
LVFX 1 1 100
H .influenzae GFLX 14 14 100
LVFX 10 10 100
P.aeruginosa GFLX 1 1 100
LVFX 1 1 100
E .coil GFLX 0
LVFX 1 1 100
E.cloacae GFLX 1 1 100
LVFX 0
S.marcescens GFLX 1 1 100
LVFX 0
X . maltophilia GFLX 0
LVFX 1 1 100
Sub-total GFLX 19 19 100
LVFX 14 14 100
others | M.pneumoniae GFLX 1 1
LVFX 1 1 100
GFLX 43 41 2 100
Total LVFX 29 26 3 89.7

Elimination rate: eliminated/ (no. of strains—unknown)
*Fisher’s exact test
GPB: gram-positive bacteria, GNB: gram—negative bacteria
GFLX: gatifloxacin, LVFX: levofloxacin
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L, RRO7VAOF ) 0L RAERICHKL, ABR  SHICHEARMCIIMREFVERLOLT 5508
NP F5 AR LTV S, Lieberman D 513, %l REFNTHENIC in vivo HIRIBLNTBY, in vitro
EiPRORREIIMAREDOALLY I IVT, MEHDBE L RFLEANRIRIFohTY
LY RTGRELERERRARLENRITTEYY, 27", %7/, S. pneumoniae E BV THDEMMTKAIZ
GFLX ik nREMOKMIEH —-LTB BWT, GFLX i DNA gyrase ¥ M—WMMXL LT
Y, empiric therapy IZBLTWAEKELEXLND, Wb EAHBL, ciprofloxacin (CPFX) %2 ¥ D%

Table 18. Side effects

. Treatment group Statistical
Severity GFLX py— analysis®
No. of patients with side effects sth 12/118 5/110 p=0.1298
Total no. of patients evaluated ’ (10.4%) (4.5%) ’
vash moderate 0 1
eruption moderate 1 0
urticaria mild 1 0
sleepiness mild 1 0
dizziness mild 1 0
tendency to insomnia mild 0 1
stomach discomfort mild 1 0
. diarrhea moderate 1 0
Side R .
effect diarrhea mild 0 1
diarrhea, abdominal pain upper moderate 1 0
dearrhea, abdominal pain moderate 1 0
stools loose mild 1 0
abdominal discomfort mild 0 1
retching mild 1 0
nausea mild 0 1
stomatitis,oral sore mild 1 0
hypochondrial pain, left mild 1 0
*Fisher’s exact test
GFLX: gatifloxacin, LVFX: levofloxacin
Table 17. Abnormal laboratory findings
Treatment group Statistical
GFLX LVFX analysis®
No. of patients with abnormal laboratory findings 15/106 21/107
Total no. of patients evaluated (14.2%) (19. 6%) p=0.3610
RBCt :Hbt - Htt 0 1
WBC | 2 0
WBC | - Neutro. | 0 3
WBC| :-S-GOTt - S-GPT? : Al-Pt 0 1
Neutro. | 1 0
Eos. 1 0 3
Eos. t -S-GOTt -S-GPT!t - Al-Pt - y-GTP t 0 1
S-GOTt - S-GPTt 4 3
Parameter | S-GOT?t - S-GPTt - y-GTP ¢ 1 1
S-GOTt - S-GPTt - Al-P?t - y-GTP t 1 0
S-GPT t 4 3
S-GPTt - y-GTP ¢ 1 0
S-GPTt - y-GTP?t - LAPt 0 1
Direct bilirubin t 0 2
Kt 0 1
Blood sugar | 1 0
CKt 0 1
*Fisher’s exact test

GFLX: gatifloxacin, LVFX: levofloxacin
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Table 18.  Overall safety
Treatment No. of cases Safe Almost A slight A problem Safety Statistical
group completely safe problem rate (%) analysis®
GFLX 110 84 21 ) 0 76.4
LVFX 107 82 19 5 | 1 76.6 p=0.9965
Safety rate: safe/no. of cases i -
*U-test
GFLX: gatifloxacin, LVFX: levofloxacin
Table 19. Usefulness
Treatment Markedl i isti
atmen! No. of cases arkedly Useful Slightly Useless Usefulness Statlstl?al
group useful useful rate (%) analysis
GFLX 99 20 72 2 5 92.9 p=0.6355"
LVFX 98 19 69 5 5 89.8 p=0.4336"
Usefulness rate: (markedly useful + useful) /no. of cases
"U-test, "y’ test
GFLX: gatifloxacin, LVFX: levofloxacin
n7VAaXx/a s RiiE¥ED topoisomeraseV # 18R MR UTHLHEEZ LN,

ELTWARILERLRD, (EAWFICBVTOEVLH
B ) DoDH B, GFLX 13 DNA gyrase lHERE
L1312 U iR BE T topoisomeraseV# LHEL, ZDM
EFHE-2—F ) 0 Y RAREDO LA TIIRMEICHHE
ah, F/ortERicH L TOEBEARBE IR T
bo 7, WHEERRIZBWVT, GFLX iZfio 7 v
to¥/ o RAEECHL, HHEESREV KR
ENA®, IHIIREROTMTLF /Oy BED 8 LIS
AMFUELBALER EROT7LVATF )OSR
MEAECHBL 2o TV 2 ABUIBIMWERTIZIZD S
Nz eoTWVABY,

— R RERIC BV T, GFLX 13 FF IR 25 B Je fiE (0
LTEVWESEN RSN, ZORTHRIIHL TR
B 100mg, 150mg % \» L 200mgN 1 H2E&E 5 T
BHLEBUERT I LMNEBOLNT, %8 S. pneu-
moniae (23/23), H. influenzae (30/30) B X U'M.
(B.) catarrhalis (14/14) OHEHEHEFEIZ T 100
%LENLDTH o7z, REWICOVTIE, BERD
REE, BRREMBREORAFLLICENVDBDOTSH
D, GFLX 23 LBBRIG % L ORI b DIXED
bhhhol, —F, HRFHERICH TS EHEKRM
BRERR A, BUSERREEXHRE LT, 100 mg
x2[E/H (L&), 150 mgx2 B/ (M2) ¥ & 05200
mgx2 B/ (HE) 0_EERBMLERARICTER
Sh, BRI IHMICEREIALON o L
L, HETEDEN b b B, /o, BRI
CBIARELIRE (REE) B X URRIERERD
FEEDEFNICBVWTHEOADENARIIEDL 2
o %8B, BMEARBEEL L UVERRAEBERERAEIC
VEBZUEALR oY, CRODBREEBRL
T, Migioxt LT F @K ARIZ, 200mgx2 [E/H

22T, SEFK 412, GFLX Ofi%izx ¥ 5 H%1E,
REMBIUAERE*FBIIEFMT 5720, LVFX %
MEBEEL, —EERBRABREE™L .
AEBIZH T 5 RIE L LVFX 258 E S Lz 45,
LVFX i ofloxacin D RETH Y 7r+ux/ o &k
MAROLH»T, §H, WRFEJFEDERIZOo LD
REEN, EEBLIUREUHOFEMNELT >TSS
EBIUEBMICFHEABVI LR LIl L o7

LVFX OH#E - AR IMRESFEEEIC T 2 KEHE
TH5H1E100mgl H3MEIXE & Lo —F GFLX
DR - ARIZOWTIE, RERETO—ERR AR TIL
Eah-hik 88 o AEFAXZFIX, 100 mgx2 [Bl/H
89.7% (35/39), 150 mgx2 [El/H 80.8% (21/26) B
X U200 mgx2 H/H 95.7% (22/23) T& 1, 200 mg
x2 @/ BOEHENR Lo L b ED o2l l, SHILERD
KIZBWTENFN17.9%, 23.1% BLU522% LA
BERESSZO N L, T2, REHIIOWVWTIZA
BEREHIIROON ool L2 ZELT, 10
200mg 1 H 2 M5 % BN L 7z &5 MM IZmERE
Eb14HME LT

BE S REFIL 226 BIT, D9 LEEKR RO BT
% #1132 200 1 (GFLX 2 100 #J, LVFX & 100 %))
Thot: (BN - HEE115%). MEFEETORE
DEBAFNI L, BREFESH B, ERES L OKS5H
kR - WBC - X RuBErBREFRAFTIIWE
KIBEMICEERE15% UTTRIEAONZ Do 72,
RYDALNIEERFIIOVWT, ZREFNIHFXK
EERABLIU2RFREEHOKRIZ L, BRELER
WTHEEERAORTY, BRHRICEELBLIZS W
TENRTRENT, BEBHIZOWTIE E 52 Mantel-
Haenszel REICE W MIEL 7R, RBRICERBREIC
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Table 20.  Climical efficney Gntent Lo treat)
Treatment No. of (‘““i“nl.@f_c‘v - e —— l*)ﬂk;:;/c); Statistical analysis
group cases excellent good finr poor uncvaluable rite (70
p=0.0042' (A=0.10)
GFLX 115 30 0 0 2 8 91.3 90% confidence interval
-0.066~0.056
- S 95% confidence interval
VX 1o 26 . | . ‘ ol 8 0.078~0. 068
p- 0.889% ,p=0.3162'

Efficacy rate: (excellent + good) /no. of cases
"Test for clinical equivalence, *y* test, *U-test
GFLX: gatifloxacin, LVFX: levofloxacin

BELrBLIZS LV LML SN0, LU O MM
DOHIEIZITH RN o7

BRER%h 3 GFLX 8 98.0% (98/100), LVFX #f: 95.0
% (95/100) L WiBEE HIZEW A D TH - 7o b7
EZE10% ELTNHAYT 4 Xy THICEBEGNL.OK
iE % 4T o 7245 B, GFLX BEIZERR 4 #1288 T LVFX
BLASTHLILAMBE XN, X HICR AR CIES
X BRI AT, BREEZD #1233V T GFLX #f & LVFX
BIIOoOWTRHI%ETHL I MR IN, B, HIEH
HRICEEZRAON o7,

MHEETH L LVFX OEXGBRTOHEH 95.0% & »
I fEix, LVFX & ofloxacin ¢ D _EERHLBARBRTO
B4 85.3% (58/68) L LT A L R BV HMTH
272 LA L, levofloxacin ®—#xEERABRIZ BT 5 Bl
% - BiMREE - BRI x 35 1 100 mg 1 H 3 [k 45D
B2 93.2% (41/44)PEHE S TEBY, SE &1
RO TH o720 %8B, KEBROBVAHRIL,
BEBREELHBICL, BE2BENTL M) —Sh
Il —HEEZ OGN,

MBI R L BEMILRTA S &, GFLX B 100%
(39/39), LVFX B 87.5% (21/24) T, GFLX# D k&
HEENBECBEEIZH S Z D) hhibhiz, llEh
RERKRDS b, MRBEMMENREN ERAB L E X
N5 S. pneumoniae, H. influenzae DHHERTIL,
GFLX #Twv3hd 100% (17/17) . 100% (14/14) ,
LVFX 8 T3 91.7% (11/12), 100% (10/10) T »
72

REMIIOWTIE, GFIXBORER B & UBKRR
EEREORBAEIL 104% (12/115) B L1 14.2% (15
/106) . LVFX BOEHEIL 4.5% (5/110) 3 L1 19.6
% (21/107) T, MEABBMAEZEIAOL LD 5
72

BELEE (K2%) 13 GFLX ¥ 76.4% (84/110) ,
LVFX # 76.6% (82/107) THEFMEBICHEZ I A
bhedole GFLIXDEIEAB L UVBERREBRE
EREIL, BEFEO7 VA0 ) 0  RABEEO_ES5K
HBRABR P OB L 2IZABETH 5720 F 7. GFLX

O KR KR T OMIPEN ZEBL4 (L 3.5% (55/1583),
Io4 JAE HE Ar Ai0 W 6 B 1k 4.8% (62/1303) THh, Bt
(fO7NFax)armhulE * EZNEETH-
o 72 INAOX UL RIBBCHIME 1 pEP
REMBSOC e ORI bALNR TV 20w X,
GFLX i3 ZtEic BV THRICEIK LML 25 b D13
TutEZ LN,

{r B#$13 GFLX B 92.9% (92/99), LVFX & 89.8%
(88/98) THjRAMHMIZHEEIALN LN

B, 6 PAURNICIOEBERCEML - 1 LR/
IR 225 BIOBREEIRIZDV T Intent to treat
AT L 7-45 RT3, GFLX # 91.3% (105/115), LVFX
£ 91.8%(101/110) DA HE T, FEHIRIES N,
d, miEFIBEHICHEEIIA LN L Ao 72 (Table 20)
(p=0.3162, U %) o

UWEDHK#IZ, GFIX 2k 7Vvt+uax/osfk
PUEEICHBL, ZOoBMEEEOERSCEHABFOE:
WCHIRT 2ENHE . R ENBEL L ORA%
BRBIh:bDEEZ SN, GFLX (2 M B4R %,
12 S. pneumoniae, H. influenzae & %\ i¥ 27 7 3
V7, RATT 57X BRALTH20DWAHPHR
XL THARERTHLLEZ ORI,

X 78
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A double-blind comparative study of gatifloxacin and levofloxacin in pneumonia
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This randomized. double-blind clinical study was conducted to compare the clinical efficacy, safety, and
usefulness of gatifloxacin (GFLX, AM-1155), a new 8—methoxyquinolone,with that of levofloxacin (LVFX)
in pneumonia. GFLX was administered at an oral dose of 200 mg, twice a day, and LVFX at an oral dose of
100 mg, three times a day, for 14 days, and the following results were obtained:

1. Of the total of 226 patients enrolled, 200 (GFLX group: 100, LVFX group: 100) were eligible for
evaluation of clinical efficacy.

2. The clinical efficacy rate was 98.0% (98/100) in the GFLX group, and 95.0% (95/100) in the LVFX
group, and thus high efficacy was shown in both groups. The clinical equivalency of GFLX to LVFX was
confirmed at A=10%, and the difference between the groups was not significant.

3. The bacteriological elimination rate was 100% (39/39) in the GFLX group and 87.5% (21/24) in the
LVFX group, with no significant difference.

4. Side effects were noted in 10.4% (12/115) in the GFLX group and in 4.5% (5/110) in the LVFX
group, and the difference between the two groups was not significant. The major events were diarrhea,
sleepiness and dizziness.

5. Abnormal laboratory findings were observed in 14.2% (15/106) in the GFLX group and in 19.6%

(21/107) in the LVFX group, and the difference between the two groups was not significant. The major
events were mild elevations of transaminases.

6. The safety rate (“safe” in overall safety) was 76.4% (84/110) in the GFLX group and 76.6% (82/107)
in the LVFX group, with no significant difference.

7. The usefulness rate (markedly useful + useful) was 92.9% (92/99) in the GFLX group and 89.8%
(88/98) in the LVFX group, and the difference between the two groups was not significant.

The clinical equivalency of GFLX to LVFX was confirmed at A=10%. The bacteriological elimination rate
was 100% in the GFLX group. There were no significant differences between the two groups in the
incidence of side effects or abnormal laboratory findings. These results indicate that GFLX is a highly
effective drug for the treatment of community—acquired pneumonia (bacterial, mycoplasmal, and
chlamydial pneumonia).



