294 HELEREFIRE MAY 1997

[ - BRRER]
B¢ T 508 RYE (233 % prulifloxacin & ofloxacin @ — EE ML HABR

CZ# B e #AP - LD RERY
#HY - KH E%e - R Wi

P EE B
B E4Y - PR

INER
B

f,ﬁ‘-m.b) . iﬁ]'g
0 - BERY

; #7/)
XA e
h¥ Rz
THE—RY
/NEED SR
PR #EBS
)l IEBe
HE XRe
TH £F®
WA s
B |AE®
RA 3w
fE EE>
=R KA
HiE HX®
HH B®
R RE®
(6 . S
w’E T®
BERERR

*ga)

B A1
ST IR
R BB
M B2

-1
- FIH
-
Il
- JlI 9w
- K
i
- RiF
SRL S
N

A R
%m)
jlﬁ_ 16)
5o
G
Ezo)
t‘_ &20)
ﬁ;em
gmzz)

ﬁaz)

eI HizY
-
;i
AR R

T B2 ##
g -
- BDEAR
Ry
ST I
- B
AR 8

ﬂn
{0

. ,]\t E;E;m

- RARREH
. 'ﬁﬂi#—*“’
- HAR
P
WAV S
- R
- R
- T
RE FEw

E mm
FEA
ﬁmao)
EH ﬁzo)
A
iﬁ #23)

Kl i

KRB
HE A

PR RE

- BEF AR
. jj'g ﬁ Asa)b)

=L S
A R
- Hith Rigo
- jtbH
)
- BIRR
-1
-y
- SRIH
-JIlE
- B H

K
CIR pl
ﬂw)
o
AL
A
ﬁm
Hw
B ER

- WA E AR
-BAE ERE®
- A% LB
. )ﬁ ﬂ;qz:n)
CAM EA]
¥ =t

A%
- 5H
- HK
- A
A
- Al
- REF
=

AE KEe ER B B
8 Fd - H
*ie} B ﬁ;

. #_t n;&m . ﬁf# gm

%'—5]1) . 553 !ﬂ)lb)
ﬁe) . /]‘UJ Em)

B . 2 Fw
o - MEREEY
€ TIREINE -
HR - R M
wRw - FH o Ko
REo - KF HR
oo gD M
BT Al XE
HE—» . BB kEg»
BB B kH B

“HE

HE R LB W

IR EE® - I R

CBA EE® - Al EX®
. ﬁ[g} ﬁsz) . E;R igaz)
- %

K - W —@
E TR - b R

BH BEY -®B B - ik ERe WA OB -l &Y - WKk Ee
EAR R e -l EB® - B R0 - MK G

VEMRKER AR, 2EEEREE MR, CLBEREBEZAR, oALWLSEN B 3R,

ORAL K Z M EFAFEAT NSRBI s & OB iRk, oEV B WA,
"REABERRBREE R, "RAKEZERFHERSRRENR L L BERR (B I TEmb),
B HE A AR RREBEAR, ORI ERREAR, VELERERE v 7 — RS,

DR R A G PR RABEAR, CRRNRLERSIPREH L~ & — PR %R,
WEHET L KZEE—AH, 2B 7 Y FERRERRERIRELY 5 —,
WHBREBE_NEB L UBERR, TEREWRREAR, CKRBRENR, CRAERKES_AH,
PEHBRFERE -NR B L CRERR (B AHBRRETHEMRE), PAEBH LIRSS AR S L UNERE,
2 5UER K W AR BT FE AT 23 R SRAE AL B & B MR, PRI X R B AR 3R,
WRRRVUEMKEEZNR, =)IIRERKZPREENF (B IEREE X2 RN 2R,

B IR KRR )R BE 5 —PIRE), IR K HR )16 B 55 — Bt

(*BL NRERKEFFRZAR), DLBREE_NREL X ORERR, 2 BRAEE AR,
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YRR, VIRRAXER,
9Ty bE=7 =, *RPNIMREI GRS

(PR O 2H 18 HRM - R 9H 3 A 12 H=H)

FR* 0 RERIME prulifioxacin (PUFX, NM 441) O T 508 BYE 1203 5 A 1%,
REVBIUHARZZRNICHMT 2 ENT, ofloxacin (OFLX) %##REKE LT EKEMRMMILK
A EER LA, PUFX 1@ 300mg1 H 20, OFLX (2 1[H200mg1 H 3, w»ihd 14 HM
AAROZSERANE L. BONTHKIIUTOLB) THols,

1) REAMNKREFBIE 211 H1T PUFX # 106 #, OFLX B 105 $ITH o 720 HRYE DOMEHT T SIEH
¥, PUFX ¥, OFLX #: b 88 HiTH oo 5 A OMIEMERS X UM ICIR D A4 b e, #it
BETOME, T KIFENIZIIREEF TRV EHN &N,

2) BaBEERYRiZ, PUFX & 94.3 % (83/88), OFLX B 96.6 % (85/88) MAMETH ), MEH R
MIcHBZRAON ok FEHRE (A=10%) DR, WRFHROAYNEKIRAETHSI LN

1 £ 83 (WA

3) MWFMERE, PUFX B 775 % (31/40), OFLX # 82.5 % (33/40) DHBRHEILETH D,

WERFMICAREZRZAOR D7

4) RIEHARBEIL PUFX B 1.1 % (1/94), OFLX # 5.2 % (5/97) T, MEAHMICAREERIA
bt ol ELERIIMBFERTSHY, OFLX B TOMEK 2 FINHEFETH > LlEhR, $XT

EE?&O&Q

5 BRREMAEEHORIEIZ PUFX 8 7.9 % (7/89), OFLX & 7.5 % (7/93) T, WM¥H B
BICHEBRZERAONE o FRHDR VNI VAT IF—¥DLARTH -1

6) BIERLET [RETHD| LEFMishEANOHEIZ PUFX # 91.5 % (86/94), OFLX #
88.7% (86/97) T, MEHAMMICHRERIALN LD 72,

7) HEY ((FHJ) BLE) &, PUFX 3 94.3 % (83/88), OFLX # 94.4 % (84/89) Thh, WM*

ABMCARERAON G572,

PDEom#iEy, B TAEBRYEEICH LT PUFX 1 E 300 mg 1 H 2 HE#k5 & OFLX 1 [ 200 mg
1H3EFSLAZOAMELZRL, AFABIVEBRREEREZHORBAEILARZRALLE
Moto 7, PUFX BCRAL-BEHREEOTH 1 FIOATHY, B2 H, BHETAER
PAEICH L THRRMICR ARSI ER L ZX bh

Key words: 184 T &l R¥+fE, prulifloxacin, ofloxacin, — EERILEREK

Prulifloxacin (BLF PUFX) & H & E kR Sk =ik
R CER SN, WHEBEKRXSH LR THRPO 7O F
Ty /BMOFX ) u s RERNEETH L. AHIIHBEHOR
LZEMLLTE /U VREBO 1 Lk 2 NERART %
AL 4 BREELL, SOCECBRIEEZERL 7D
ERTFIVVBICAFVIAFV VN AFNVEELHEELIH
i keWwThs (Fig. Do

FHIROKEB M ERI VRRS A, FFVITFY
VoW AF VAR L EEEARE (BT UFX) &L
THRNIZHHT D, X5IC UFX B7 7 2BHRABIUY S
ARMEICH L CABEAOHEARZ PV EALY, BIIR
B#i, 200y 5 LBEHL L OERY T Y A BRIE I
LTRIFLHRBHRIRINTV S,

Bk % 1 Y T?D PUFX 100~400 mg Z2/5iks 4 m1H
58 UFX MBI, 584 1 RETREREICE
L, 20E®MiE 7.7~8.9 B, &5% 48 W F TD
UFX ORMRRDHEH KX 31~46 % ThHho/z. T, RE

BECI2ERELBDON LD 72,

PUFX D¥BRABRB L UBKSE I HAROK&H 5,
b M COBKMAREIEFESH, TR 3 E 11 Ad H0F%
&2 MBS, —BEKRABRFER SN, ZORKE, BR
BRASEICH T HHREIL 85.2 % (403/473) TH o 7o
ZDHH, WHWABESERIYEICH LT, 1A 100 mg,
200 mg L300 mg 1 H 2 A{KETENEN 815 %
(44/54), 81.9 % (118/144), 88.0 % (22/25) DAHEYEH:
&N, —BERKRARICBII A2 TRTOFERTORER
RBE$IZ 3.5 % (71/2,024), BERREHRFELHRAEL
4.7 % (81/1,726) THho7=% F7-, BB LEREEICH
T 5ERARKRI AR Tix, 1 200 mg 3307300 mg 1
H 2 BE5T, ThZh 84.6 % (22/26) 3 X1 89.3 %
(25/28) DHHETH 7z,

DEog#L ), PUFX 38 TRERBREICHLT 1
H 300 mg 1 H 2 BRSTHILREFMECELLANS
n, TOAEMYE, RetsIUEAELEBRNICEET2H
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prulifloxacin (PUFX) (M.W. 461.47)

(% )-6-fluoro-1-methyl-7-(4- (5-methyl-2-oxo-1, 3-dioxolen-

4-yl) methyl- 1-piperazinyl] -4-oxo-4H-[1,3] thiazeto
[3,2-a)quinoline-3-carboxylic acid

COOH F

CH.

COOH
(o)

UFX (M.W. 349.39)

(%) -6-fluoro-1-methyl-4-oxo-7- (1-piperazinyl) -
4H-[1,3]thiazeto(3,2-a]quinoline-3-carboxylic acid

Fig. 1. Chemical structures of prulifloxacin and UFX.

BT, ofloxacin (BLF OFLX) #xfA¥E& LT, “EHR
HERBREYERLZ,

B, FHRIERRICBIIEREEZAXOKELH
LB, [REMOBRABROEGICHT 5] ¢
FLTERS M,

L. HRELUVERAE

1. ¥ #®

R 54E 10 ANXSFR 7TE 12 A CIceBE 64 1
FEXDL, BUETRERME (BHEABEXL AF
HUERIE (RREEY), UTAMAMABE XD NHE,
BHERPRBERBICES TRERY) LIHIN-EF
gL LTERBL, ERIIRAE LT 20 RULEE
L, B BLUAR - NARiZBbRV L E LA,
MERRAEE LCTRER - rRSHABET, BELEEBR
BHRURLBEELCLPSFEORELEBR L, &35,
UTOEAINRIOBNATEZEE LA,

(1) AHBRBIMAHIIC PUFX 7212 OFLX H#c 5 & h
7= 5EBI

(2) RBEFESRICHOPIEEREICL Y ERS
HELDODDH HEN

(3) ®ERHEAH UFX »5H\ix OFLX %2R =
& AR & B I fEBY

(4) BEETL-IETHOEREKR - SHEZAEL,
ARBREROATNE - REH 0K E H3H 8 % 55

(5) REDL, W, ERERELET HEH

6) EMTLNVX—BBERDD % EH

() ¥/7u RHAEBITUVF-BEDDLEH

(8) TADPA, H2VRIBERELLOBREEZAT
% fEB]

(9) Bt EOERVPEECEDFMICAELE L
SN BIER
(10) &, BRLTVWAUWEEOH2BAL X U8R
L DFEH
(11) ZDRuEERIE Y KA E Y & 4 L 25 H

2. BEFEORE

BHEBOERICS &N T, HRIELEMIZBREIC
ML GCP % 18 LICEDOSNAFHZHBEL, BES

MoV TBENDHHERBICLIFMELRAE LT
KT, RAENRBEAR, RMERBHELENA
RRICEMTACEL L, RUEBTFORIICLIAE
BEB-BEAROARERRICEFOFEERT AL
L7

FRBORNERS BEEHRETIREICIZ, &2
REAGERBEZEIIRD-TREERLBSZbOORAE
ZRBTALDL L

3. AR¥EAH

RBREFITROLBY L L

1) BER¥EH

PUFX 100 mg 8% (1 &I UFX £ LT 100 mg %
aH)o

2) TR

OFLX 100 mg 8 (1 82 OFLX 100 mg % &4).

8, BREABIUCTREMIThERIINET
LZEEBIVT7ILEREBAGDELY TNV I —
BICXy, —EEREOEKELZPL,

ABREH X PUFX ¥, OFLXH L bIZ58 (3, ¥)
T2 B) 28414 (QER) EL, 89, &
40 3E A% 1 H4E L (Fig. 2)o €0 14 HA S
SUHMERSAHD 1 438 (PUFX #: PUFX £% 3 %
L OFLX 77t K§E 2 88, OFLX #¥: OFLX £¥ 2 &
& PUFX 75t XK 3 R) 27V I=YAHLITAN,
1EFFEL, ¥#%% [NM-OF (RTD®$] & LT
SHE BB /MDD B L 7o

4. RABEFOH Y 175 X URH R

1) #yhy

aviru—5—ii, H6» L PUFX 8L U OFLX
DENEFNOEERLEDT FLRROBII Aot 5
BLIEDZXT, EREL 2 EATO 4 W% 14
ELTEEAIZH T2 Key code 132> bu—3
— 2 CTEHRE L

%3, P& emergency key code ZER LT, BBRE
BEMAHIRE TRE L.

2) IR

EEAHFVNIR, oV bo—5—IEFICHEIT
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Morning| [Aftarnoon | Evening| First administration
w000 0o 1000 000
Morning] Afternoon | Evening| [First administration
o | OO0 00 100011000

. : PUFX 100 mg tablet O : PUFX placebo @ : OFLX 100 mg tablet (O : OFLX placebo

PUFX: prulifloxacin, OFLX: ofloxacin

Fig. 2. Package of test drug.

ST EREHB L UNEERICOVTHE=EBN (B
ERAREEAFHE AHEFTAER) CTHERR, B
HAR, SRERZLCEERLT, #ARcEsTsS
LERRALN.

75t RRIZOVWTHRIMOBBELT - 720

5. 85 HEBIURS MM
BBEYEMZEE) (1. Sf] O&#ICEHETS
CLERBBELLSE, BEOZMEICHBOLEVIHICH
#L, 1@ 18% 18 3MH 2780RERPORR
i, 8, B, FiIcEEROKSTAIIEE L
7L, Br5RBHO% 1 BIBOMREIR [#MEks5H ]
DERRODHIFAEHZE L, UBEFTLORERBDO
BERICE-THRETHIEE L, HEHIME 14 HIY
HEHBEEZRAE L7z 22720, UTowgFhhicH
LY52BA1C, BBRELYEBORNN CHRELHIET
LILENTEDLIELLEL COEFBBITIETRERIRY
PILRICFEDORE (RTHRICET ) 217w, Hik
R, bk B, FRBLUFhIEBOEBIZOWTE
FRBICERTACLE L, T/, RBREHBZES
EBICHMORBERICTHEBREIT-EER, ZOXH
%, B5HE, K5R, B5PRBIVBEBRGRL YL
THEMREICER TS EE LT,

(1) HENEZERL, THAULREREATIE LN
Shaigs

(2) AERE-REBERREBEORELH 1 ZDON,
BEMESATREE SN A5E

(3) EHILBMBIER, FTROUBENBOLN
T HEZEL), Z5MEXFELI 2SR
2BA (72U, BHoHKIZ 3 BRSUEREHIC
fFyzkElLi) .

(4) NEPOSBRATREFRHAIESHBRICHEL
A% g

(5) BEFLRZREORBALIVPIEOBLENRDH -
BE

(6) 2ft, HBRHELUEMAZKESRIEOLELXRD
At T

14 BMES L o883, RAZHIELRA
TLTHEROBE, BRRELECZEBL, WKHR

HEEITo7e $72, BBYEMORBPTHRENKREL
BB RMBRBEL L TEDHABBLIUVEOHRD
RBIZOWT, WEZRIMWEbEEITICLEL
A

6. BERI¥A

FHBHBORER (w2054 ForRESES
t), BINBRATOA FH, HEA, tX53I> He
SEEERHA, &H, < 7R VTLH, AT LH,
TVIZOLH, y-Zu7) yBHE, av=—FKHE
FRAZHHEZEEL:,

I, RAIE LTEABRROEYNFMHICHEELBLIT
TEEZONBMOER GEXT UL FEMRAMN
£H, HRBERHN) EHEBILZE L L, 27
L, BZORBO-DHLL2BFHHALBER, £
DXL, HE - ARZECrEARKRICERT LI L
L7

i, B, EEA, HRBREE S LVEEKBE
Hl, AEXUERY, FHEEAHN BEERAFaLF
Heat) ORSBIVHRRICLELZLEBL Y-
ThIwZ L, EhbilowTRELTEMR
BFICERTEIELELA £/, 71 Y Y EDH
By, 72740 vonhiBE* LR SESTEE
HAHHDT, FATLHIHORHEEICRETHLL
L7z9,

7. 8% - REFE B L UL

1) BEER

FEBRABIICBERI =N, AINVTFEE, &£
W, MR, RE, AR AROB, BE BRIMESN
LBIVEOEERE, EREKE - AHEBIUVZDE
FEEE, BEEERE, AWE, AHZRSEMNOLEREDE
BBIVFOHNE, TUIVNX—BERL Y4 EFAZS
WZER L7,

2) ERRERDESR

iR, W, W% (B - %HR), RES, WS W
BoE, BAKER, F7/ —F¥EFoMUELEDRS
HREIIOWTHERL, EPRFICERTIZLE L,

BAERERIIOVWTIIEABBRTAZL2FEAL TS
A, 2 LHHEGMMA, k5K 7 B, 14 A%
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CRLTHBgTs e LA, 5 14 HRMWTHIEEL
HALPERATLTHREL, WHBRIRD 14 HE#Y
g LR ToscLiLi. HESRIUTOEY &
L7

iR BARE 2 MU e (SZHHE)

B + (BRIBESHIBE), + (BY), -
(&L) © 3 B

wegs i (100 ml BLE/H), # (50 ml BAE 100
ml ki#/H), + (10ml B E 50 ml kii#/H), + (10
ml Ki#/H), - (&L) O 5K

megEtEIR: P O(MRYE), PM (MMEME), M (WitE) @ 3
24 ]

FRRER: + (ELRROBRKE), + (BD), - (%
L) o 3 BkR¥

M. + (Bh), - (L) 02 B

WERD & #, +, - D3R

BAER: + (BY), - (L) 0 2B
F7)—¥: + (BY), - (L) D2EHK
FOMOERIZOVWTIRRGNICERTHISELL
4) WL RBY

BE5MMmH, R5MA 14 Bk BT - PIER) i}
LEREL, EARRICAY v FERATHELDIS,
B L -ERIZ/DERRTOEARIICHL

Table 1. Items and schedule of laboratory tests

Time of testing after entry
Items Before (day of treatment)
entry
3 7 14
Chest roentgenography o [ J
PaO: O O O
ial blood
A“';"'f ooc gas PaCO: o) 0 O
ana
ysis oH o o o
erythrocytes o o o
hemoglobin ) o [ )
hematocrit [ ] o [
Blood analysis platelets [ ] [ ] o
leukocytes ) O { ] [ J
differential WBC count o O o o
reticulocytes o) O @)
ESR (1h value) [ ] O [ ([
CRP ( O [ o
S-GOT ® o [
S-GPT ([ o o
ALP [ J [ o
Hepatic function tests | bilirubin (direct,total) [} [ o
LDH O O (@)
y -GTP O O O
LAP O @) O
BUN ] ] [ J
Renal function tests serum creatinine [ ] [ ] ([ ]
creatinine clearance O O O
Serum electrolytes (Na, K, Cl) o o [
Blood sugar® O O o)
Coombes'test (direct) O O @]
protein o [ [ ]
sugar o o o
Urinalysis urobilinogen (] o [ ]
sedimentation Qe+ O Qs
occult blood (] O [ ]
Bacteriological examination L ] O o [ J

@: indispensable, O: should be performed as often as possible,
*: The causal relationship to the test drug should be investigated when blood sugar is positive.
**: should be performed when positive urinary protein
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5) ERIRWRE

MRREHRE B L URERMICOVTIX Table 1 12
RL7%

BB, BEREMEICHEKLAREELONDIAY
ERNBDSAAEEICIE, ERMET SRS M
DEICEHETZ2ETURZRYEBREL, Fo#0
R, LELXZICMTIaAY PEEALRKICERT
Bl 2B, AREOHNIZ, HER/LERE
oW (HARICE2BBRENICH T EER, BK
REBERFEOH XL 28X L L1,

6) BEPERER

BEEERVHBE L AEEIE, £0ER, #3A, #
B, WE, HEH, F0ROBEBLLIIOWT, EH
ERRCHNMICERTAICEE LA, 2, ERZEE
ANREELLREICI, #EY2AREL, ELH»ICH
RTAEMBUOR, HBRRFBEMS L URREKEH
CXEL Do THETI I LE LA, T, LELS
Alck, Iy PO —-5—-DTEREBLI AT, BER
EEM A emergency key code # BB+ A2 EANTE 3
bok Lk,

7) MEFHRE

5 pE, k5MM% (3 HH) 7 H#, 14 B
(BT - hIEE) ICERROFEICE YBEROME D
HE - BlE, BRAE (#, +RRTH) 2EHT
BTrEL. 7, HERBABABIUHEHRSHH
HAEICOWTIITRELRY MIC 2 #llgdT AL e L
7eo FMREIEMLFICRBRL, BRALEESNS
BHRICOHZ, 5 BUBAREHEESNIEKICO
2 L%,

BEHUBARE LT, OFREBEEORREL L
TEELEE (B BRREA, 1 7 VvV HH, ®E
7FORAELY) T, AREAZSMIICIIBETERS
BICOMDTREBEINZE, OABREHZEMICHBEL
THREHICHONICEMN E -8 (2721, #ER
RENHELAECLICE-THBLTELLELON
AOENEERIIRL) 2LhdbiFa L,

B, KEERBFLIUORSGEBBABIIOWVTI,
BRI - MEREKEEL, AORFLHL
L7295 2 THE8LBEE— Y —TVIZEML, BOH
Rl & UFX B XU OFLX (Zx4 5% (MIC) #ll
EERRPMICERTAS L E LA, &8, MIC OJIE
R EARLEREFIBEDTY 1T LTV TITo 7

8. 3 ffi

1) FHREHE

P ERE M K M 12 R — M N O BBUE Rl & LT O FFE
HEIZoWwTR#ED L, HETAZLELT,

(1) ReYuhe BiE BE

1. B4, 2. P¥fE, 3. EiE
(2) BRAERRF

HiER, REFROKEBE L LIS, 1. ¥, 2.
AR, 3. XK, 4. KA, 5 WELBTHELZ.
T, HBOBRBIZOWTHRRL 2

(8) MUPZEMZ R

HEEBENICOVT, EDOHEEDLEZIZROFHT
L7

1. Mk BRAMASMELELD, FLRBASHRT
(i) BWOERNERHICHEL, REDRMAFREL
Roltdbn

2. MY F/ 3ok RREIHBIIRILAED
O, TLREABOBRREIED LN, FO—HBMFHE
LAEbo

3. 7K BREDBVVTFHELSD, RPYLED
SbOBLIUMMLAbD

4. YIETRR: BRENTHL2LD, FERED
HERBMXHLITR2VWDHD

F/, HEEREHHUBBEICOVWTIR, BREEROH
WEMEL, ROSETHEL

Lix5HHRARLL

25 HUHAED Y

4. BRRAR (BEHUBEICI2BRELZED
TWEE)

O, HRRE (RS5EHBABCLIIBEELZEIS
&)

(4) ="ek

i MRREMEREEDS X UCHEER

MR REMBREED T - 3HEERSRRAL-BE,
FORBIIHEARLERMEFZIR [HHAXIC L 2HRE
BUCBITHEIEH, BMAREHEREOH EXE ] 2
EDVWTRD 3ERETHREL 2,

1 BREE, 2. %R, 4 EE

Tz, ABREHEOHEMRIZ, BHRE, BEE,
PER¥E, ZELREORMMBRLLEMEL, XD 5
BRECTHEL, HEmitt L3 EmRRsicBHIE L,

1. HoRICEFEDY

2. B7MEkHY

3. MRdbELLLALN

4. BEZVL LW

5. BfRLL

B, HEBEN 1, 2, 3 DHDI20TIZEER
EERELH T /-IIRER L LCHIEE L,

i, BEREE

ABREALOBMBREBTETE 2w (REREHEOM
B2, 1 BHOoRICEERDY, 2. 20MKEHY, 3. BE
HaNDLAIR, OVWTFhAIPHEER-DD) A
ERBLUBRRAREEREEHORIARR, BELRY
Kb ETE, RBREROREHEROSPETHEL =

1. RE2TH5: AIEACBRREBORELH
DoNBVEE
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2. FIZRETHL: BEOREACERREMOR
HERIBDONALRE

3. RMEMDHL: PEEORERACEEREMD
REEHIBD LN HE

4. MEYD2: EEORFEHCHEAREMDOREE
BARD LN HE

5. HEARE

(5) HR#%&
BRDRBIUBMBEREEL LIS, 1. BOTHA,
2. HH, 8. RXHMH, 4 HA%RZL, 5. HESETH
EL™,

2) MEAKICE LKA

Key code AN AT ISEAORE, KEOE, EEX,
BIRZR, MEZRRR, BRREEREEDHOMHN
LEE, REROMNLEE, MERESEBIUAA
HOBRBBYEMICE2HEDORYKENDH 5 L/
BBATCRI SN, FORE, BEOD-AFHEBI
SVWTREERRIBYEMEL NEBRAXOMTHEAS L,
HEOK—HARF SN, FHAMOHEIXERLR
LEIER, BRKREMEREEHOFEBLIUEDOEE
ELodAagbErs, o, LHEDL-KEE (Table
2) b ETJEHEL

3) BMEER - R, BEREMEOKEEORH
EFEFICERINZEMNOBMERER - TR,
BRREMICOWT, BRI EEZITV (Table 3),

Table 2. Criteria for judgment of usefulness

Clinical efficacy

Overall safety
excellent | good | fair | poor | unevaluable
Safe + + + - ?
Almost safe + + + - ?
A slight problem + + - - -
A problem - - - - -

+ : Markedly useful, +: Useful, *: Slightly useful, —: Useless,
? : Unevaluable

REMMALEME LT, R5MK 3 B%, 7 B,
14 HR#OHREERD,

9., PRELEFORMHZWLHR
RREEFAOMY FVICK LT, HMMRTH Key
code MBIATICa ¥ bu—F 2%, [EERRROKE M
T AN FI4 VP IcRRLT, 1. FHEK, 2. F
ik, 3. Bi¥ - EMTRE, 4. ARSK, 5 LRABFD
5 oNAEIZRSL, BFICEBELTORYBZVEREL
f:o
DEDRIHBRTHRICTRTOF—s2EEEH, 3
v hba—9—i2& ) Key code M S i,

10. MEATARHT

7 — % ORI IE, Key code MBRICT Y bu—F—
EMALNBREATRESNI-MNLHICHST, 3
yha—5—nkENb L, HAREEKAXHERE
AHERICTEBL =

1) FEHE
ABCHMTATELHFMHAB L LTHRIR (B
#HE) %, FINICETLFEEB L LTHAFES
R (FERMILE) 2L, TOM, RO
RHBEICT A0 BN, ER - R, BERRE
HOREEOBTLERL-. X612, B (BIfE
- EBRREEREEDORAEBIUREREE)
BIUERAE (HHE) BT ERL.

2) fEGIRRORMLE

EFORE, E¥RET, WKER - AR, BK
REME, BRABIUVENBIBICOVWTENRIL
WCHEBL, EARMOBYORFEATFI) —ORE
\2J& LT Mann-Whitney ® U RE, x:REH DX
Fisher D EEREHHELZHOTERBL . AEEX
15 U TFTTRYDZD O ZAFIZOVWTREOER
EBE L7,

3) FHEHHOWMMLE

7 — & D44 216 U T Mann-Whitney @ U KR,

Table 3. Criteria for evaluation of symptoms, signs and laboratory findings

Symptoms, signs and

Grade

laboratory findings - + + “ e
Body temperature (C) <37 37~<38 38~<39 239
Cough - + +
Volume of sputum (ml/day) - <10 10~<50 50~<100 =100
Property of sputum - M PM P
Dyspnea - + +
Chest pain — +
Rales - + +
Dehydration - +
Cyanosis - +
WBC (x1,000/mm?) <8 8~<12 12~<20 220
ESR (mm/h) <20 20~<40 40~<60 =60
CRP (mgid) - t~+ 2+~3+ 24+

(03) (>03~15) (>15~65) (>6.5)
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x* RED 5\ i Fisher DEHBHEMNNELEANT,
ZEFMEHEORMBMEBRET oo REDHEAK
B 5 %E Lz, BEMHR (FR®E) ML TEH
ERCAHERENAOA - 2BAITIE, MEE2%E 10
%t LTHSMEORERZITICEE LA,

II. R E
1. SEPIHR
ABRBORN X REF B IZ PUFX # 106 #), OFLX
B 105 Pl0Er 211 FITH - s

HFMIHE T L ITHEFMBR (Table 4) B X UARA
Bl (Table5) 2 EhENRLA,

HRNAEBETRBESTHoA 1 Hl, XEMEBERT
Hoto 4 B, NRNOEELRETH-2 1 A, MEILL
BRBED Lo 1 61, EHENHEHLRESTH-

718, 704 FRESRALE 1 AIBLUHARE
Ko 9 #lix, TXTOFMEH IS0 THHNRIME
Bl L7,

KRR R, B5 MamEe o B ER - R R OB
AEME 1 BN A SRS MMEIC, RERT (PIL)
ROMBAIPRERT (PIk) 2 HHH»H 3 HERETIC
RENEFERENRE LT

BIERIZERICOVT, BEKREMREER L,
ERPR M A 5. 0y 12 3 5- MR 4 HAUA 4 5P
AT, HKERT (Fik) BiE, &ERT (k) 2 H
Ao 2 BRI TICERShEMNERIINSRE L
BERZESEIBEROBANRAB L UERREMER
BEEMRAFNERTHIRE L7

HHM R, BRHROBITSRAS L CBER, B

Table 4. Case distribution

Clinical efficacy

Total no. of
patients

PUFX: 106
OFLX: 105

Laboratory findings

Y Fisher’s exact test

Statistical

- analysis"
No. of patients included in

statistical analysis

PUFX: 88 OFLX: 88

p=1.000

No. of patients excluded
from statistical analysis

PUFX: 18 OFLX: 17

No. of patients included in
statistical analysis

PUFX: 94 OFLX: 97

p=0.482

No. of patients excluded
from statistical analysis

PUFX:12 OFLX:8

No. of patients included in
statistical analysis

PUFX: 89 OFLX: 93

p=0.424

No. of patients excluded
from statistical analysis

PUFX: 17 OFLX: 12

No. of patients included in
statistical analysis

PUFX: 94 OFLX: 97

p=0.482

Overall safety

No. of patients excluded
from statistical analysis

PUFX: 12 OFLX:8

No. of patients included in
statistical analysis

PUFX: 88 OFLX: 89

p=0.852

No. of patients excluded
from statistical analysis

L L]

PUFX: 18 OFLX: 16

PUFX: prulifloxacin, OFLX: ofloxacin
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Table 5. Reason for exclusion from evaluation
Category Clinical | Side | Laboratory | Overall | .. . No.of cases
Reason efficacy | effects findings safety PUFX | OFLX
Ineligible
Non-targeted disease x @) @) @) x 3 2
Non-targeted disease, no administration x x x x x 1 Y
Complication by non-targeted disease x ©) O ©) x 0 1
Serious underlying disease x x x x x 2 2
Without definite infectious signs x O O (@) x 1 2
Severe underlying disase x O O O x 2 2
Non-targeted severe disease x x x x x 1 0
Discontinuance
Discontinuance caused by accidental disease x @) O @] x 0 1
Discontinuance caused by side effect, insufficient dosing x O @) @) (@) 0 1
Discontinuance due to complication by non-targeted @] O @) x 1
disease
Discontinuance caused by aggravation of underlying (@) x x x O 0 1
disease
Discontinuance because of identification as non-tar- O x x x O 1 0
geted disease, insufficient
Drop out
No return after the first consultation x x 1 0
Complication was found, no administration x x x x 1 0
Treatment violation
Violation of prohibition of concomitant use of steroid x x x x x 0
Violation of prohibition of concomitant drugs x x x x x 4 5
Discrepancy in clinical laboratory testing day after @) O x O @) 1 0
administration
Failed to perform clinical laboratory tests after admin- O O x O O 1 1
istration
Insufficient examination of clinical laboratory items ) (@) x @) @) 1 1
after administration
Non compliance
Discontinuance because of withdrawal of consent, x O (@) x 0 1
insufficient dosing
Discrepancy in clinical laboratory testing day after O O x O 1 1
administration
Failed to perform clinical laboratory tests after O @) x (@) o) 1 1
administration

O: evaluated, %: excluded
PUFX: prulifloxacin, OFLX: ofloxacin

RREEREEHRIAGILBITHRE L,

R R R OB A RBIIE, 176 #1 (PUFX B 88 #1,
OFLX # 88 #l), BIfEH oM RHIz 191 #
(PUFX 94 #1, OFLX B 97 #1), MEREMBRELH)
DT R 182 #1 (PUFX # 89 #l, OFLX # 93
Bl), BEREEOHITREIT 191 #1 (PUFX # 94
$l, OFLX # 97 #1), AHAMMHFIRHA I 177 #
(PUFX # 88 #l, OFLX ¥ 89 #l) TH 7=,

2. BEERHETF

K PR R SR R 176 FIOWEFNBRBOTREF
IZDWTHET L7z (Tables 6~8, Fig. 3)o

1) RYEDW 4

BEAEILH 71 61 (PUFX ¥ 37 #, OFLX ¥
34 Bl) LHoltdEL, ROTREIMERE (BIHF)
D 56 B (PUFX # 27 #, OFLX # 29 #1) TH -7z,
MEAHMIEBRIHOREY AN o7

2) EERE, %R, £k, #AE, AR - AARoH

WTFNOHBICBWTHMEFABMICEY ALK
T ol

3) EABRE - SBHE, EALFERE, HHEOAE

WTFNOEHBICBWTHMEABBMICEY IZALN
ol

4) BERBROBMEER - TR, BRKRREMR

BHEREROBREROZH (p=0.062) BLUW
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Table 6. Background factors of patients
Treatment group )
Items Btatistical analysis
PUFX | OFLX
chronic bronchitis 87 34
bronchiectasis with infection 27 29
diffuse panbronchiolitis 2 1
. . pulmonary emphysema with infection 7 8
Diagnosis i o =(.924"
&n bronchial asthma with infection 9 7 p=0
old pulmonary tuberculosis with infection 4 7
pulmonary fibrosis with infection 2 1
pulmonary cyst with infection 0 1
Sex male 53 54 1.000"
female 36 34 p=t
<20 1
20~29 4 2
30~39 3 3
40~49 6 9
Age p=0.656"
(years) 50~59 16 11
60~69 21 21
70~79 19 35
=80 19 6
<40 7 16
=240~< 27 23
Body weight 40 50
(kg) =50~<60 29 22 p=0.403*
=260~<170 13 11
=70 1 5 4
unknown 11 11
Severit mild 34 28 0.346"
everti! =0. g
Y moderate 54 60 P
out 52 53
In/Out in 32 35 0.290
Patient in — out 0 p=0.
out —* in 0
Underlying disease absent 42 46
L p=0.651"
and/or complications present 46 42
Pretreatment with absent 81 83
) ) p=0.766"
antibacterials present 7 5
c itant dru absent 30 31 1000
8 =1. n
oncomitan 8 present 58 57 P

v Fisher’s exact test, ? U test
PUFX: prulifloxacin, OFLX: ofloxacin

B (p=0.061) IRy A SNz, ZOMOEE Ti,
WEABRICRY XA ONL P72,

5) BRHE, EHERTH

BRHEMINRPACERANEETE DI,
PUFX ¥ 42 #, OFLX B 41 ITd -7 PUFX #5
XU OFLX # T, HHIHREMIIZhEN 34 FiB &
U 36 B, BBEREFIERZNSHABIUSH, B
AHMEENEN 46 FIB L 47T FITHY, ThoHoD
AHERY AN o0

37, BARCEMESIEEREICT MIC 2HZELA
7-#ikkix, 100 ¥k 56 % (PUFX # 33 #%, OFLX #
23 %) THH, EHBREUSHFICBNT, WEHHH

KRV iEAGNEHh o7z (Fig. 3). BERELIEES O
72EDS5H, MIC % 6.25 ug/ml BLETH o728 D,
PUFX #TIX Haemophilus influenzae 1 % T, #0
MIC (X UFX Tk 3.13 ug/ml, OFLX Ti 25 ug/ml T
Hotco 72, OFLX BTl Staphylococcus aureus 1
BT, £ MIC i UFX Tl 25 ug/ml, OFLX Tii
12.5 ug/ml T -7z,

3. BEERHE

1) BITHREICORKER, #ABIBKLR

KRR %) REHT R RBY 176 BUX 3 5 A BE 5 B IE %D
F&ZmL7 (Table 9), PUFX # 88 #flth¥%) 13 #,
A% 70 #, %% 5 #l, OFLX # 88 #ih¥E%) 15 1,
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Table 7. Background of patients (initial symptoms, signs and laboratory findings)
Treatment group
Characteristics Statistical analysis
PUFX | OFLX
<37 29 25
&37~<38 43 38
=0.216"
Body temperature 238~<39 15 21 P
()
Cough + 42 39 p=0.658*
+ 45 48
- 0 2
+ 19 17
Volume of sputum + 51 49 p=0.978"
+# 13 19
Hi 5 1
- 0 2
Property of sput 3 ! =0.062*
operty of sputum M 19 a1 p=0.
P 66 54
- 52 48
Dyspnea + 33 32 p=0.380*
+ 3 8
Chest pai 82 73 0.061"
est pain + 6 15 P .
— 25 23
Rales + 42 41 p=0.607"
+ 21 24
Dehydrati - 8 81 0.329"
ation =0.
ehydrati + 3 7 P
Cvanosi - 83 86 0444
yanosis + 5 9 P R
< 8,000 41 37
2 8,000~<12,000 37 33
p=0.265?
WBC (/mm?®) =12,000~<20,000 9 17
220,000 0 0
---- unknown | 1 | 1 |
<20 18 21
=220~<40 23 18 0.904"
ESR (mm/h) 240~<60 17 19 p=o.
=60 24 26
unknown 6 s |
- 7 13
= 10 8 P=0.5347
CRP 2+,3+ 40 38 :
=4+ 29 28
unknown 2 1

!V Fisher’s exact test, ? U test
PUFX: prulifloxacin, OFLX: ofloxacin

AR 708, LA 1H, B 2HTHo7, HHE
X PUFX # 94.3 % (83/88), OFLX ¥ 96.6 %
(85/88) THhh, MHELDICHVAHEIREh, F
HEABBICAERZRIAONE» o (p=0.720),

EHETHEABMICATEZNA LN o220,
FEEZ 10% (A=0.10) L LTRASHOREEZT-
2o TOXME PUFX BHIZAHEIZOVWT OFLX B LR
EThHhHILIHBINAL (p=0.006), % B, HHE
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Table 8. Background of patients (causative organisms)
) i Treatment group | Statistical
Causative organisms )
PUFX OFLX analysis’
Monomicrobial infection 34 36
Polymicrobial infection 8 5 p=0.753
Unknown 46 47
GPB S. aureus 3
S. pneumoniae 4 ]
M. (B.) catarrhalis 3 4
E. coli 1
K. oxytoca 2 1
K. pneumoniae 2 2
Monomicrobial E. cloacae 1
infection S. marcescens 2
GNB P. aeruginosa 8 4 p=0.548
H. influenzae 9 12
H. parainfluenzae 2
H. parahaemolyticus 1
A. lwoffii 1
A. xylosoxidans 1
Polymicrobial two pathogens 6 3
infection three pathogens 2 2
Total 88 88
" Fisher’s exact test
GPB: gram-positive bacteria, GNB: gram-negative bacteria
PUFX: prulifloxacin, OFLX: ofloxacin
lgg -4 DED 90 %REBEXMIE-7.3 %~ 2.7 % Th o7
" £7:, ROPERDRE Table 10 SRLA. E2%K
< 0. BOBRER, BEAEXLKT PUFX ¥ 97.3 %
g 60- (36/37), OFLX # 97.1 % (33/34), REXLKE
'_‘§ 501 (R%«k¥¢) Tl PUFX # 96.3 % (26/27), OFLX ®
§ 401 0—o prulifloxacin group 93.1 % (27/29), Mi%ED ~KEYTid PUFX & 6/7,
ek B &4 ofloxacin group OFLX & 8/8, &% XMW B D KBeTix PUFX & 9/9,
20 p=0953 (U-test)
o OFLX # /7 Th o 72
g 2) WRETICX 5 EAMS
=0.0250.05 0.1 0.2 0.390.78 1.56 3.13 6.2512.5 25 | . D -
039 078 1.5 WAEES), ERRB - SHEOHRIWRIRID
WTHKRE L7 (Table 11),
191 e fossci EREHNERDR, BRKEE - £ 00HEOH RIMK
o BRI B TREAB I A BELA bR ho 2,

(=]
L 1

o0—o prulifloxacin group

Cumulative (%)
)

301 a4 ofloxacin group
20 p=0.705 (U-test)
104

0

50025005 01 02 0.390.78 1.56 3.13 6.25 125 25
MIC (ug/ml)
Fig. 3. Sensitivity distribution for clinical isolates (10°
CFU/ml).

3) RRBIMEFIBTHEKRSR

EREYHE SN ERDOHZEIL, PUFX # 95.2
% (40/42), OFLX ¥ 97.6 % (40/41) T& Y, WX
FBMICHEZIRALNED 57 (p=1.000) (Table
12),

Streptococcus pneumoniae D*3REE N7-FEBIZ, B
BEREHTPUFXH 48, OFLX® 6 MTHY, 8
BHEBREFAICIENZN 1 FITOTH o BRBE
¥ PUFX ¥ 5/5, OFLX 8 7/7 T&® - 7=,
Pseudomonas aeruginosa H35 B S M7 JERIE, B
BRPIT PUFX B 8§, OFLX B 4 HITH b, HHE
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Table 8. Clinical efficacy

Treatment No. of Clinical efficacy Efficacy rate Statistical
group cases excellent good fair poor (%) analysis
p=0.0086"
(A =0.10)
PUFX 88 13 70 0 5 94.3
980% confidence
interval
(PUFX-OFLX)
06.6 —0.073~0.027
OFLX 88 16 70 2 X p=0.720"
p=0.500"
Efficacy rate: (excellent + good)/no. of cases
v Test for clinical equivalence, ¥ Fisher’s exact test, * U test
PUFX: prulifloxacin, OFLX: ofloxacin
Table 10. Clinical efficacy by diagnosis
Treatment | No, of Clinical efficacy Efficacy rate | Statistical
Diagnosis .
group cases | excellent | good | fair | poor (%) analysis
PUFX 37 9 27 1 97.3 p=1.000"
Chronic bronchitis
OFLX 34 7 26 1 97.1 p=0.7217
Bronchiectasis PUFX 27 2 24 1 96.3 p=1.000
with infection OFLX 29 2 25 1 1 93.1 p=0.721
PUFX 2 1 1 2 p=1.000"
Diffuse panbronchiolitis
OFLX 1 1 11 p=1.000?
Pulmonary emphysema PUFX 7 6 1 6/1 p=0.467"
with infection OFLX 8 1 7 8/8 p=0.204"
Bronchial asthma PUFX 9 2 7 9/9 —_
with infection OFLX 7 5 2 i p=0.065
Old pulmonary tuberculosis PUFX 4 3 1 3/4 P=0.364
with infection OFLX 7 7 Vi p=0.257"
Pulmonary fibrosis PUFX 2 2 2/2 —
with infection OFLX 1 1 V1 p=1.000
Pulmonary cyst PUFX 0
with infection OFLX 1 1 1

Efficacy rate: (excellent +good)/no. of cases
' Fisher’s exact test, ? U test
PUFX: prulifloxacin, OFLX: ofloxacin

BEFITIIEREN 2 HIBX 3 BITHo7. ARE
12 PUFX # 90.0 % (9/10), OFLX & 7/7 Td -7z

4. MBEENRFE

BEABEVHEESN-EAOMBEFHZE (BB
) & PUFX # 77.5 % (31/40), OFLX # 82.5 %
(33/40) T, MEABHICAEZIAON o2
(p=0.781) (Table 13),

REANOEDKEE %2R L7 (Table 14), 2% DH
%¥3 PUFX ¥ 80.0 % (40/50), OFLX ¥ 85.1 %
(40/47) THY, MEHBRICAREZEIAOL LD
7= (p=0.598), 77 LB R Tid PUFX # 89, OFLX
B 846 % (11/13), 7 7 AR E TIk PUFX B 78.1
% (32/41), OFLX # 85.3 % (29/34) Th o720 &

REFBEDE A 572, H. influenzae Tix PUFX # 90.0
% (9/10), OFLX # 100 % (12/12) DHEETH-
720 %72, P. aeruginosa Ti¥, PUFX # 3/9, OFLX
B 2/T DKL TH -7

5. BEHMBE

R ROBTMNRAD S B, BZERGEHB LUE
ERT (Pik) RICHBEZORENERE L7 PUFX
B 76 Bl, OFLX # 76 Pl x5 HMBABMOMITHRE
L7

5 HMBMEIZ PUFX #Tix 1 81 (S. pneumoniae)
T, OFLX #Tix 2 ¥ (S. aureus, S. pneumoniae
£ 1K) AL, WTFhIAXRAKRTHo
(Table 15),
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Table 11. Clinical efficacy by severity and underlying disease and/or complications
Treatment | No. of Clinical efficacy Efficacy rate | Statistical
Characteristics (%) lysis
group cases | excellent | good | fair | poor analys
PUFX 18 1 15 100 p=0.448"
mild
chronic OFLX 13 2 10 1 92.3 p=0.913¥
bronchitis PUFX 21 8 12 1 6.2 p=1.000"
moderate
OFLX 21 [} 18 100 p=0.481*
PUFX 10 10 100 —
mild
. bronchiectasis OFLX 11 11 100 p=1.000"
Severity with infection PUFX 17 2 14 1 94.1 p=1.000'
moderate
OFLX 18 2 14 1 1 88.9 p=0.741*
PUFX 8 1 6 1 7/8 p=1.000"
mild
OFLX 4 1 3 4/4 p=0.502?
others PUFX 16 1 13 2 87.5 p=0.180"
moderate
OFLX 21 6 16 100 p=0.054*
PUFX 42 5 35 2 95.2 p=1.000
absent
Underlying disease OFLX 46 6 38 1 1 95.7 p=0.853*
and/or complications PUFX 46 8 35 3 93.5 p=0.618"
present
OFLX 42 9 32 1 97.6 p=0.438"

Efficacy rate: (excellent +good) /no. of cases
" Fisher's exact test, * U test
PUFX: prulifloxacin, OFLX: ofloxacin

6. HMMERER - TR, BERREMEONEE

thim, Wk, WERE, WREYER, PR, K,
M5 %, BA#ER, F7/—+¥, WBC, CRP, ESR
DHESRHBEH T IR EELRS5M%G 3 HE, 7 H
%, 14 BB O ER ATl L7 (Table 16),

R EE IR EHBAICHEN, 1 BEREULXEL-5E
% #E] L, EFMHICBTHERBALISD
EEA [ER-EH] $7- TRE—BHE] TR
LORBEIOSBRVTHRERLENL,

7 H#® ESR O ¥ %EH PUFX # 35.1 % (20/57),
OFLX # 51.8 % (29/56) Tdh o7 (p=0.043) (IN
B, WTFhoFMBAICETOHEAMICARZTA
biteh oz,

7. Rtk

1) ElEH

BIfEFARBHIZ PUFX B 1§, OFLX® 58ITC, %
ARz EhZEN 1.1 % (1/94), 5.2 % (5/97) TH¥
HBMCAEEZRALN NP7 (p=0.212),

PUFX #CI3BEOTH 16, OFLX ¥ Ci3ERE,
Bk Ry ik, WR, B%RFEK - §H, HEIFEHIRVL
BLU - WEAAE 1 HE 5 Al oh, BERIZVWTFRD
hEEThH oD%, MITBETH -7 (Table 17),

MHEMEZLEE LEMZ, TH (ERoxT 3
F), BEEBHE (VAFaY), BR (77€FY V),
AKAFE - §% (FaFYEF) 04 PITHo7e B
BRI, BBREORSHEES, KELHhE (B

T) HBVIIHEREICL DHEL.

2) BRREERELH

BREREBEREEGHFED S0k PUFX ¥,
OFLX Bt b 7 FICREAERIIENEN 79 % (7/89),
75 % (7/93) THEFHEMIAHEREZRIAOhLEZ» o712
(p=1.000), MEHHLIRELHIVETHY, F
ZEBIRZFNSYRAT7IF—E¥DLERTH -7 (Table
18). BMAELZER L EMIITRTERILT i3
#L7

3) BEREE

BERZEEIREABIUVEBKRERELEH 2R
L€ L7 (Table 19),

[RETHAH| LFMESNERADEEIX PUFX &
91.5 % (86/94), OFLX & 88.7 % (86/97) T, WI¥
HEMICAERZERAORED 572 (p=0.631),

8. HH#%

PUFX # 88 #iCIX [BOTHH] 124, [FH)
718, TAHE%LZL] 56, OFLX # 89 fITI &
THHRE] 148, THH] 70 5, [RLHEH] 2 #,
[FRfELRL] 3HITHo7 [BOTHA] & [HH]
b AT PUFX # 94.3 % (83/88), OFLX
B 94.4 % (84/89) THRABMICATERAOLL
o7z (p=1.000) (Table 20),

. = =

F/u REEAREORBRIOEILL, HED

DAL, BIFZMEBITE, BEHONREL L OHE
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Table 12. Clinical efficacy classified by causative organisms
. . Treatment | No. of Clinical efficacy Efficacy | Statistical
Causative organisms .
group cases | excellent | good | fair | poor | rate (%) | analysis
' PUFX 1 1 ”m —_
S. aureus
OFLX 3 1 2 3/3 p=1.000*
PUFX 4 1 3 4/4 —_
GPB |S. pneumoniae
OFLX ] 3 3 6/8 p=0.532"
PUFX 6 1 4 0 0 5/5 —
Sub-total
OFLX 9 4 6 0 0 9/9 p=0.423"
PUFX 3 2 1 3713 —_
M. (B.) catarrhalis
OFLX 4 1 3 4/4 p=0.414>
PUFX 0
E. coli
OFLX 1 1 V1
PUFX 2 2 2/2 —_
K. oxytoca
OFLX 1 1 V1 p=1.000*
PUFX 2 2 2/2 —_
K. pneumoniae
OFLX 2 2 2/2 p=1.000*
PUFX 1 1 7)1
E. cloacae
OFLX 0
Monomicrobial PUFX 2 1 1 2/2
. . S. marcescens
infection OFLX 0
PUFX 8 7 1 7/8 p=1.000"
P. aeruginosa
OFLX 4 4 4/4 p=0.596"
GNB
PUFX 9 2 6 1 8M p=0.429"
H.infl
OFLX 12 1 11 100 p=0.876"
PUFX 0
H. parainfl
OFLX 2 2 212
PUFX 0
H. parah olyticus
OFLX 1 1 v1
PUFX 1 1 1
A. lwoffii
OFLX 0
PUFX 1 1 1
A. xylosoxidans
OFLX 0
PUFX 29 6 21 0 2 93.1 p=0.492"
Sub-total
OFLX 27 3 24 0 0 100 p=0.758"
PUFX 34 7 25 0 2 94.1 p=0.232"
Total
OFLX 36 7 29 0 0 100 p=0.729*
PUFX 6 6 6/6
two pathogens
Polymicrobial OFLX 3 2 1 2/3
infection PUFX 2 2 2/2
three pathogens
OFLX 2 2 2/2
PUFX 42 7 33 0 2 95.2 p=1.000"
Total
OFLX 41 7 33 0 1 97.6 p=0.800*
PUFX 46 6 37 0 3 93.5 p=0.677"
Unknown
OFLX 47 8 37 1 1 95.7 p=0.494*

Efficacy rate: (excellent+good) /no. of cases
" Fisher’s exact test, ® U test

GPB: gram-positive bacteria, GNB: gram-negative bacteria

PUFX: prulifloxacin, OFLX: ofloxacin
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Table 18. Bacteriological effectiveness

Bacteriological efficacy

Treatment | No. of Elimination| Statistical
+ Causative organisms decreased aiat
group cases | eliminated | or partially | unchanged | rate (%) | analys
eliminated
PUFX 1 1 V1
S. aureus
OFLX 3 3 3/3
GPB |S. i P ¢ 3 ! i 0.400
. pneumoniae =0,
P OFLX 8 6 w6 | °
PUFX 5 4 0 1 4/6
Sub-total p=0.357
OFLX 9 9 0 0 9/9
PUFX 3 3 3/3
M. (B.) catarrhalis
OFLX 3 3 3/3
PUFX 0
E. coli
OFLX 1 1 11
K. oxvi PUFX 2 2 2/2
. oxytoca
OFLX 1 1 1
PUFX 2 1 1 172
K. pne iae p=1.000
OFLX 2 2 2/2
PUFX 1 1 V1
E. cloacae
OFLX 0
Monomicrobial PUFX 2 2 2/2
S. marcescens
infection OFLX 0
PUFX 7 3 4 31
P. aeruginosa p=0.236
OFLX 4 4 0/4
GNB PUFX 8 7 1 7/8
H. infl p=0.400
OFLX 12 12 100
H nfl PUFX 0
. parain,
P OFLX 2 2 2/2
PUFX 0
H. parahaemolyticus
OFLX 1 1 V1
PUFX 1 1 1”1
A. lwoffii
OFLX 0
PUFX 1 1 1
A. xylosoxidans
OFLX 0
PUFX 27 21 0 6 71.8
Sub-total p=0.728
OFLX 26 22 0 4 84.6
PUFX 32 25 0 7 78.1
Total p=0.329
OFLX 35 31 0 4 88.6
PUFX 6 5 1 5/6
two pathogens
OFLX 3 1 2 13
. . PUFX 2 1 1 172
Polymicrobial three pathogens
infection OFLX 2 1 1 1/2
PUFX 8 6 2 0 6/8
Total p=0.293
OFLX 5 2 3 0 2/5
PUFX 40 31 2 7 715
Total =0.781
OFLX 40 33 3 4 82.5 P 8

Elimination rate: eliminated/no. of cases
v Fisher’s exact test

GPB: gram-positive bacteria, GNB: gram-negative bacteria

PUFX: prulifloxacin, OFLX: ofloxacin
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Table 14. Bacteriolo,

gical elimination of causative organisms

Elimination

. ) Treatment | No. of L. ) Statistical
Causative organisms eliminated | persisted rate
group cases analysis”
(%)
s PUFX 3 3 3/3 0.500
aureas OFLX 8 4 2 e P
PUFX 5 4 1 4/5
S. pneumoniae OFLX 7 7 T p=0.417
GPB
PUFX 1 1 V1
B -Str P us OFLX 0
Subtotal PUFX 9 8 1 8/9 1,000
ub-total p=1.
OFLX 13 11 2 84.6
PUFX 5 5/5
M. (B.) catarrhalis OFLX 5 T
PUFX 0
E. coli
OFLX 1 1 111
K PUFX 2 2 2/2
8 {1
oxyioca OFLX 1 1 1
PUFX 3 2 1 2/3
K. pneumoniae p=1.000
OFLX 3 3 3/3
PUFX 3 3 3/3
E. cloacae
OFLX 0
P . PUFX 1 1 11
. T
agglomerans OFLX 0
PUFX 3 3 3/3
S. marcescens
OFLX 0
PUFX 0
P. mirabilis OFLX 1 n m
GNB
PUFX 9 3 6 3/9
P. aeruginosa p=1.000
OFLX 7 2 5 21
PUFX 10 9 1 90.0
H. infl p=0.455
OFLX 12 12 100
u o PUFX 2 1 1 12
. parain, =1.000
P OFLX 2 2 2/2 P
PUFX 1 1 1”1
H. parahaemolyticus
OFLX 1 1 V1
PUFX 0
A. calcoaceticus
OFLX 1 1 1
PUFX 1 1 1
A. lwoffii
OFLX 0
PUFX 1 1 11
A. xylosoxidans
OFLX 0
PUFX 41 32 9 78.1
Sub-total p=0.555
OFLX 34 29 85.3
Total PUFX 50 40 10 80.0 5
ota -0. 98
OFLX 47 40 7 85.1 P

Elimination rate: eliminated/no. of cases
Y Fisher’s exact test
GPB: gram-positive bacteria, GNB: gram-negative bacteria
PUFX: prulifloxacin, OFLX: ofloxacin
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Table 16. Strains appearing after treatment

No. of cases
Isolates
PUFX | OFLX
S. aureus 1
S. pneumoniae 1 1
Total 1 2
No. of patients in whom strains
appeared 176 2/76
No. of patients (1.3) (2.6)
(%)

PUFX: prulifloxacin, OFLX: ofloxacin

HELLEAR, RETRIHLOBREEICESMASH
559l oT0a,

PUFX BRF7¥ I ¥ v BREATAH AL 70
Fov 78X )0 REENERTH S, PUFX ©
PIIENEAML UFX 13, 77 2BHRBIU YT ABHY
BICH LBILVHEARY PV EAL, RICP. aerug-
inosa 2IZLDET AT LARBE KT A2HENICHE
n, SERREFNVICHLTHRFLHBIRIRE
h7s 7, sub MIC ICBWTHHEWHEHERL,
ERMToORENICLER TV,

— MR SR BRI BT, PUFX (3 PRk 25 IR 34 (2 0t
LTEVWEREEZRL, TOhTEBHE T A8 REAEIC
#LTix 1M 200 mg %L 300mg 1 H 2 Hix5TH
FraMtERTLrBDONL, RERIIOVT
2, BIEROREE, BRREMRELZHORIEL
LEVHLOTHY, PUFX ICHENZLDIEIBDLHN
Twhv, ¥, BKARKRERBRLD, SRE2VUF
AR MAEXROBREMES L UAE RE (&
Yeby) R EBEMEEROBRCEBNE T O BRREICILA
LABEoBKERHRE, 1M 300mg1l H 2 BiEE
MNRYLIEEI NI,

SHER %412, PUFX OBH TREBRREIINTLHHE
A2 %80CHFET2HMT, OFLX #HELL
T_EEREBRBREERL 2

HEELLTRF /0L RERNMBEEOP T, FK
BREEOBEICAASI, FHHBLUCR2HEOF
MAEE>THY, PUFX OERKARKRETABRTHE
BED-OONBEL LTHEALL OFLX 2 EE L7,

PUFX A& - ARIX, 1 [ 300 mg 1 H 2 Bl¥kS,
OFLX O #: - ARIIMPRFRBIGE N T HREIHAER
THhbH 11 200mg1 H 3 EKEGEL, FHEIKE
WM 14 BRGER RS 2 RAIE L7

Rt SERIZ 211 AT, D) LEKRZROBIT
HRFZ 176 BITH -7 BEOEREFTRERM
HOBHEERB L URETEY BALRLH, Fhll
NOBEBBIURGEFARTIIHERHMBICED A
bhid ol

HHEETHSH OFLX ODEXBRBRTOEREIX 96.6 %

(85/88) T, ThETIC  HKERIEKKRTHIRKLE
LTHAESh7-EM 78.8 % (59/75) (levofloxacin)',
83.6 % (61/73) (sparfloxacin)', 90.7 % (88/97)
(grepafloxacin)® & WM T B L LR RHVWMTH-7o b
DD, BBULRABHMAIRDONZEMTH 72

B i1E PUFX Mt 94.3 % (83/88), OFLX #
96.6 % (85/88) L L bIcHWAMENREN, HEBAE
BRASNENoT. MEEY 10 %L LTHSHEORE
21T o =M%, PUFX B3 H%ICBWT OFLX B
F%THr LAMHASN,

BEWRBBOERBEICBOTRIOBD LN E
HHR (p=0.062) LHH (p=0.061) » 2 HFIZD
WT, BFxHRICBVWTAHMERILAECZA,
MR (p=0.557), MM (p=1.000) TR IR
HMEhidhole SO EMNS, BHEERE X UKM
BHATENICRIEMATF TR EVWEEION, &6
2, BIEMER, WEEZHABAERELTO Y AT, v 7
BRI ET o2 TOMRR, EFNVIIBWTHEHRNE
R, WEO p HIzZREN 0288, 0.937 ThhH, BN
Y (BERDR) HFELTVW ARV EAERENT,

M 2% R % BRELETR AL, PUFX ¥ 775
% (31/40), OFLX B 82.5 % (33/40) TW¥HIHMH
CHEBERAON R -7, BRELEESNAEK
T, MBRHSBREORRNL2ERBLEZOLND S.
pneumoniae, H. influenzae, P. aeruginosa Dif%id,
PUFX #TZ#h¥h 4/5, 90.0 % (9/10), 3/9, OFLX
BT 77, 100% (12/12), 2/7 TH o7

BERIER - FTROKBE R G FMGRF2 H 0k (23
KB THEB L, 7 H#%D ESR DX &% PUFX B
35.1 % (20/57), OFLX ¥ 51.8 % (29/56) T®H -7
(p=0.043) 3H1d, WTFhOFMHICEWTH HWIEH
HHEICAERERAONEd o7

REMIZOVWTIX, PUFX BOBERB X UBKR
EHREEHORIAEIX PUFX # 1.1 % (1/94) B
7.9 % (7/89), OFLX HORHAEIX 52 % (5/97)
BLUT5% (1/93) THOVHEBEEZZIAOhEZd o7
BMEREZE (X2¥) & PUFX ® 91.5 % (86/94),
OFLX ¥ 88.7 % (86/97) THRABMICAEEZIZA
bheho7z. PUFX OBRIER S L UBKREBRE
EHRAKIZ, BHEOF /UL REBRHBEED &Y
BREE R ORKE ZIZRABETH -7

% 7: PUFX O—#BBRABRTORBEHARRAEIL 35
% (71/2,024) T, MEER 0.6 % (12/2,024), 7L
V¥ —FER 0.6 % (13/2,024), HILBER 2.1 %
(43/2,024), £0ft 0.1 % (3/2,024) THH, BHED
F/)urREBRAEEL ZZRABETH - /20, T/,
F/OYRERAEETHEL 2 25019 258K
fET® R EORWERIZA LN TV &2 ¥ PUFX 3%
EHRHCBVTHICEKEMEL 2203 hnwEE2



312

HEL¥REZQIHE

MAY 1897

Table 16-1. Improvement rate of symptoms, signs and laboratory findings
I
Symptoms, signs and Days Treatment No. of Improved | Unchanged | Ag ted mprov::unt Statistical
val .
laboratory findings Y group patients P o e x(':b) analysis
3 PUFX 60 43 14 3 1.7 p=0.410"
OFLX 66 62 10 4 78.8 p=0.407"
Body te ¢ 7 PUFX 62 63 4 5 85.5 p=0.271"
ocy temperature OFLX 63 58 4 1 92.1 p=0.220"
14 PUFX 41 39 2 95.1 p=0.616"
OFLX 42 41 1 97.6 p=0.554
3 PUFX 81 36 43 2 444 p=0.640"
OFLX 84 41 43 48.8 p=0.474"
PUFX 86 69 25 1 69.4 p=0.297"
Cough 7
OFLX 86 66 19 778 p=02127
14 PUFX 59 46 13 78.0 p=0.074"
OFLX 55 50 5 90.9 p=0.060*
3 PUFX 82 38 42 2 46.3 p=0.352"
OFLX 84 46 35 3 54.8 p=0.336"
Volume of sput 7 PUFX 86 63 22 1 73.3 p=0.862"
u sputum
pu OFLX 84 63 20 1 15.0 p=0.801"
" PUFX 59 50 9 84.7 p=0.244"
OFLX 54 50 3 1 92.6 p=0.212?
3 PUFX 78 49 29 62.8 p=0.868"
OFLX 77 50 27 64.9 p=0.786"
PUFX 70 57 13 814 p=0.227"
Property of sputum 7
OFLX 68 61 7 89.7 p=0.170*
14 PUFX 36 32 4 88.9 p=0.388"
OFLX 26 25 1 96.2 p=0.311*
3 PUFX 32 16 16 50.0 p=0.814"
OFLX 39 21 18 53.8 p=0.754"
PUFX 35 22 13 62.9 p=0.207"
D 7 g
yepnea OFLX 40 31 9 715 p=0.170
14 PUFX 26 20 6 76.9 p=0.465"
OFLX 26 23 3 88.5 p=0.282%
3 PUFX 5 4 1 4/5 p=0.303"
OFLX 14 6 7 1 429 p=0.173"
P 5 =
Chest pain 7 UFX 5 5/5 p=0.530"
OFLX 14 10 4 714 p=0.214*
14 PUFX 2 2 2/2 p=1.000"
OFLX 8 7 1 8 p=0.803*
3 PUFX 45 22 23 48.9 p=0.279"
OFLX 42 15 27 35.7 p=0.219*
Rales 7 PUFX 60 43 17 .7 p=0.535"
OFLX 62 48 14 774 p=0.470"
14 PUFX 44 34 10 7713 p=0.070"
OFLX 41 38 3 92.7 p=0.051*
3 PUFX 3 3 3/3 _
OFLX 6 6 6/6 p=1.000*
PUFX -
Dehydration 7 2 2 22
OFLX 7 7 n p=1.000®
14 PUFX 2 2 2/2 _
OFLX 5 5 5/5 p=1.000

Improvement rate: Improved/no. of patients

U Fisher’s exact test, » U test

PUFX: prulifloxacin, OFLX: ofloxacin
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Table 16-2. Improvement rate of symptoms, signs and laboratory findings

. Improvement
Symptoms, signs and Days Treatment No. of Improved | Unch d | Aggravated rate Statistical
laboratory findings » group patients P change grava (%) analysis
3 PUFX 5 6 5/6 _
OFLX 1 1 11 p=1.000"
. PUFX 4 4 4/4 p=0.333"
Cyanosis 7
OFLX 2 1 1 1/2 p=0.288"
1 PUFX 4 4 4/4
OFLX 0
3 PUFX 26 22 2 2 84.8 p=0.347"
OFLX 30 22 6 2 73.3 p=0.364"
= 1
WBC 7 PUFX 43 28 10 6 66.1 p=0.166
OFLX 47 37 9 1 78.7 p=0.111%
14 PUFX 34 29 3 2 85.3 p=1.000"
OFLX 35 29 3 3 82.9 p=0.770"
3 PUFX 42 23 17 2 54.8 p=0.824"
OFLX 38 22 14 2 57.9 p=0.813*
= n
CRP 7 PUFX 73 53 17 3 72.6 p=0.431
OFLX 68 54 10 4 79.4 p=0.408*
14 PUFX 54 50 3 1 92.6 p=0.735"
OFLX 50 45 5 90.0 p=0.669"
s PUFX 33 5 21 7 162 |p=0.085"
OFLX 31 11 14 6 35.5 p=0.182*
ESR 7 PUFX 57 20 29 8 36.1 p=0.089"
OFLX 56 29 24 3 51.8 p=0.043°*"
14 PUFX 43 29 9 5 67.4 p=0.814"
OFLX 37 26 8 3 70.3 p=0.736*
Improvement rate: Improved/no. of patients
Y Fisher’s exact test, * U test
PUFX: prulifloxacin, OFLX: ofloxacin
Table 17. Side effects
. Treatment group | Statistical
Severity .
PUFX | OFLX | analysis’
No. of patients with side effect 1/94 5/97 0.212
Total no. of patients evaluated (11%) | 2% | P7
feeling irritated mild 1
soft feeling mild 1
nausea moderate
nausea moderate 1
Contents
fullness abdominal mild 1
anorexia mild 1
stomachache mild
diarrhea mild 1

» Fisher’s exact test

PUFX: prulifloxacin, OFLX: ofloxacin

bhTwa,
A% PUFX # 94.3 % (83/88), OFLX # 94.4
% (84/89) THXFMBMICARERALhERD o7
B, PiLd 1 MULORE BRI NER
209 BIDERKRRICOWTHERIT LR TR, PUFX

B¥ 81.7 % (85/104), OFLX # 86.7 % (91/105) D&
$ETH o7

DEDOE#E Y, PUFX 318% T REREIEICH L
T, 1H300mg1H2E#&ESICXY, OFLX 1 | 200
mg 1 B 3 BE&KREERIFOFEERELRL, BHEAB L



314

HELZREFQIREG

MAY 1997

Table 18. Abnormal laboratory findings

Treatment group | Statistical
PUFX OFLX analysis"
No. of patients with abnormal laboratory findings 7/89 7/93 -1.000
Total no. of patients evaluated (19%) | 16%) | PT ™
WBC | 1
WBC |, S-GOT! 1
Eos. 1 1
S-GOTt 1 1
Contents S-GOTt, S-GPTt 3
S-GPT ¢ 1 1
S-GPT!, y-GTP! 1
BUNt, Creatinine ! 1
Kl 1
v Fisher's exact test
PUFX: prulifloxacin, OFLX: ofloxacin
Table 19. Overall safety
light fety rate | Statistical
Treatment No. of cases | Safe Almost | A sligl A problem Safety ra i8 |.
group safe problem (%) analysis
PUFX 94 86 8 0 0 915 p=0.631"
OFLX 97 86 9 2 0 88.7 p=0.4917

Safety rate: safe/no. of cases
v Fisher’s exact test, ? U test
PUFX: prulifloxacin, OFLX: ofloxacin

Table 20. Usefulness

Treatment Marked], Useful te | Statistical
atmen No. of cases arkedly Useful | Slightly useful | Useless sefuiness ra g l,
group useful (%) analysis
PUFX 88 12 71 1] 5 94.3 p=1.000"
OFLX 89 14 70 2 3 94.4 p=0.725"

Usefulness rate: (markedly useful + useful) /no. of cases

v Fisher’s exact test, ? U test
PUFX: prulifloxacin, OFLX: ofloxacin
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A double-blind comparative study of prulifloxacin and ofloxacin
in lower chronic respiratory tract infections
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The clinical efficacy, safety and usefulness of prulifloxacin (PUFX, NM 441), a new quinolone,
were evaluated in lower chronic respiratory tract infections under a doubleblind comparative study
with ofloxacin (OFLX). PUFX was administered orally at a dose of 300 mg twice daily and OFLX
at a dose of 200 mg three times daily. The following results were obtained.

1. Of the total 211 patients evaluated, 176 were evaluated for clinical efficacy. There was no
significant bias among patients’ back ground factors between the two groups except “property of
sputum” and “chest pain” However, no influence on the drug evaluation from these biases was
verified from the viewpoint of the statistical analysis test.

2. The clinical efficacy rates were 94.3% (83/88) in the PUFX group and 96.6% (85/88) in the
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OFLX group. Both groups showed high efficacy. The clinical equivalency of PUFX to OFLX was
confirmed at A=10%.

3. The bacteriological elimination rates were 77.56% (31/40) in the PUFX group and 82.56%
(33/40) in the OFLX group.

4. Side effects were noted in 1 of 94 patients (1.1%) in the PUFX group and in 5 of 97
patients (5.2%) in the OFLX group.

5. Abnormalities on laboratory findings were observed in 7.9% (7/89) of patients in the PUFX
group and in 7.5% (7/93) of patients in the OFLX group.

6. The safety rates (“safe” in the overall safety) were 91.5% (86/94) in the PUFX group and
88.7% (86/97) in the OFLX group.

7. The usefulness rates (markedly useful +useful) were 94.3% (83/88) in the PUFX group and
94.4% (84/89) in the OFLX group.

No significant difference was observed between the two groups in any of the above ratings.
There results indicate that PUFX is one of the most highly effective drugs for the treatment of
lower chronic respiratory tract infections.



