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MAY 1987

WHIRKFEE AR B Z UL, CRREN KRB LEE, "ZBP Y — Y - VPR RS

YRICHEES, VINERASRA,
Ty b a=F =, R R T AT

(PO 2H 18 HZM - PRIEI A 12 HRA)

P+ u v RHHE prulifloxacin (PUFX, NM 441) ORIEMEMRIIH T 2H%1%E, ®etEBE
UA RN 2 ERNICHEMT 2 BT, ofloxacin (OFLX) 2 M EEL LT EERBMILBRR L XK
L7: PUFXIZ3 1 300mg1 H 2 M, OFLXiZ1[E200mg1 H 3 EH, “Wihd 14 B EARORSE
ERAE L7se BONLEMIUTOEBY ThHoT

1) BRI REF KL 201 FT PUFX 8 106 #l, OFLX # 95 i Tdh o 70 AMEORNT N REN
&, PUFX # 85 #, OFLX # 71 #IT, MEXFERHOFREFICREBYZALh 2D

2) REERZYHZ, PUFX 2 96.5 % (82/85), OFLX  93.0 % (66/71) DEHETHh, mEMR
BMOAEBEIALN Doz FSURE (A=10%) ONiR, WEAROEHRIFESETHL LIS

i E A (A

3) MIWFME)RIE, PUFX B 90.3 % (28/31), OFLX # 95.2 % (20/21) OMERMELETHD,

WEARHABEIAOR LD o7

4) BIfERRBEIE PUFX # 2.1 % (2/97), OFLX # 3.3 % (3/90) T, MEMTMICHEZIZA
b oo PUFX HTALONAERIIEMHK 14, BA - W 1 ATHTFhbPEETH -7

5) BMRREBERFLEBHORIARIE PUFX 3 16.0 % (15/94), OFLX # 16.1 % (14/87) T, Mm%
FIBRICARERAON o7z ERLDIIFMRMEL M VAT IFT—X¥DBELEATH -7,

6) BERLET [RETHAH] LFM I EMDOHEIX PUFX ¥ 825 % (80/97), OFLX ¥
82.2 % (74/90) T, MEFFHMIHEERAONLh» o7

7 EA% (FR] BUEo#EéE) 13, PUFX # 942 % (81/86), OFLX # 89.0 % (65/73) Td b,

MEAFRICARZRAON 2D o7,

BEOR#EEY, MBAEMARICH LT PUFX 1M 300mg1 H 2 E#%5i3 OFLX 16 200mg 1 H 3
E&5 EFEOHFHEIRE N, BFABLVEKREGRFEDHORARICOZ 5L, MANRMNE
N LTHRRBICHWERE RS haRALEZ O,

Key words: #i#tEAli &, prulifloxacin, ofloxacin, —EEH KL RER

Prulifloxacin (BAF PUFX) (3 H & $ ¥tk &4t et
RICER SN, HRREKRARIMEXRTHREFO SO F
Iy /ROX I u RERETH L. ARIREHOMALE
HMLLTE U VREBHO 1 1L 2 MEKEFEFEAL
-4 BREBELL, SHIBVWRIMEEZERL 7 o~
FSYVRIZAFVYIFIZVLZAAFVER#E LY, HE
ZLEMTH S (Fig. 1o

AANZROESHDPE LRI VBRINEH, FFV VY
LoV AFNESBER L - EEEARE (T UFX) &L
THENICSHT 5. UFX B7 5 0BMRB LY 5 LARH%
BICH LTEBEOREARZ PLEHLY, BICRBE,
Ty 7 LABEREL EOERN~ Y X BRSEICH L TR
LEBEHREVR I TV B2,

BaIR 55 I M3 T PUFX 100~400 mg Ze/iks B m14%
51D UFX MAFPREZ, %5540 1 BHCRBREICE
L, E0XBMIZ 7.7~8.9 Befl, &x5#% 48 BT T
UFX ORBRPHMEIL 31~46 % ThHo70 T/, KHE
BECIZERELBDON Lo

PUFX DFBRABS L UBKSE I HRROBE&E» b,
P TOBKBAERE S Hh, FK 3 E 11 A»SH%E
KYMB S, —BEKIABRIERS N, TOKE, HFK
BHERPIEIIN T LA EIL 85.2 % (403/473) TH o7
MEPER RIS 2 A %3 1 B 200 mg 35X TF 300 mg 1
H 2 M5 CcELEN 85.1 % (74/87), 100 % (16/16)
Tho7ev. 7, MABMEDOEERRATH S
Streptococcus pneumoniae N{H4HEIX 1 B 200 mg 1 H 2
E#5 TiX 774 % (24/31), 1 E 300 mg 1 B 2 E#5C
BUWTIR 4 KTRIPEINFTRTHRBEN TV, — K&
RABRIIBI DT RCOFERTORERARBER 3.5 %
(71/2,024), BRREMREEHRAEIR 4.7% (81/1,726)
Tholzve —F, FRBFRICH T EEHBRF AR
BEAERPELNRE LTIFbA, 1 H 200 mg 8L
300 mg 1 H 2 A5 T, Theh 846 % (22/26) BIV
89.3 % (25/28) DAEXEAGR I,

UEoB#E Y, PUFX MR ICH LT 1 @ 300
mgl H 2 BRETHILRIPFTE L LS Hh, £
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prulifloxacin (PUFX) (M. W. 461.47)

(%) -6-fluoro- 1-methyl-7-[4- (5-methyl-2-o0xo0-1,3-dioxolen-

4-yl) methyl-1-piperazinyl] -4-oxo-4H- [1,3]thiazeto
[8,2-alquinoline-38-carboxylic acid

UFX (M. W. 349.39)

(%)-6-fluoro-1-methyl-4-oxo-7-(1-piperazinyl) -
4H-[1,8]thiazeto(8,2-a]quinoline-38-carboxylic acid

Fig. 1. Chemical structures of prulifloxacin and UFX.

DFEMDYE, REUBLIUAFHAREEFRNICHET2HMT,
ofloxacin (BATF OFLX) %#x L LT, “HERILKR
BEEmLZ,

B, FRRIE/RIBITIIHREEZALOKELH
LB, [EXRROBRABROERICH T K] 28
FLTERSI N,

I. M&RELIVUERYE

1. o ® #

FEBRIIER 65E 3 AL S FR 84 5 A Tic2R
78 Wik k2B L, MEENALIHMEN-BELHR
ELTERBLA FRIZRAIE LT 20 &L EEL, #
NBLUARE - AREBbLRwZ L E LA, HER
HBBBNTERT, WRLREATHOHLRELZE
L, MERRAEL UTRER - TRAHEBELZEELZVL
PEEOBEELBR L. 4B, UTOEMIIHRDL
LENTsZE L

(1) AiRERBAMARTIC PUFX ¥ 7:i3 OFLX k5 & h
T5ER

(2) RBRENBZSAOMOFEEHREIC X Y ERAS
®ELDODODHSEH

(3) BLHEA UFX »5\id OFLX iCE%2R¥C
EAH S B IER

(4) EE I /-IIETHOLEBRER - SHELAL,
RBREFOE Y - REHOH EH H#E % FEH

(5) BEDL, B, ERERELATHEN

(6) BT VUNX¥—BERDDH HIEH

(7) ¥/)0 RABERICTLVF—BEDDH L5EH

(8) TADA, HHVEIHERELLOBRELET
2 IE

(9) BB LOERVFBETESFMAEEER
bh b ER

(10) #43, ERLTVWAWEEODHIZBAB LUK
A DFEH

(11) ZDfBERIE YR AA &Y & Hlr L 7 fEH
2. BEORXK
EBRBOEBZIEE2-T, HBREYEMIZEEIC
L GCP % 18 £ICED LW ABHEZHIL, HES

MW THREOHHERICEIZ2EEERAE LT
ETHASA, MEBRSEAR, RENBHELIEN
RRiEBMTALE LA RLEB/TOBICEA
BEBLEAROFERELERICTOREZERT AL
EL7

FAEOENERSBELHRETIHEITIZ, BEE
REAG EBEIIRD-THABEZRLIBS2bOORE
ERBTAEbOLE L,

3. ABREH

ABREFITROLBY L L,

1) #HEREA

PUFX 100 mg # (1 $7PIC UFX &£ LT 100 mg %
aF)o

2) XEAIEH

OFLX 100 mg % (1 %2 OFLX 100 mg #&4)o

B, EREABIUABEHNIETRENRIIHET
AEEBIU 79t XREMAEDELY TNV I —
HiCkh, —EEREOEBELHIL 7,

ABREHFX PUFX B, OFLXBL bic58& (81, #4)
T2k (B) 284148 QER) &L, #, B
403 8a% 1 L L7 (Fig. 2)o M 14 HS B
SUHMEHRSHO 1 & (PUFX #: PUFX %% 3 &
& OFLX 77t KR§E 2 §¢, OFLX #: OFLX £¥ 2 &
& PUFX 77K 3 ) 27 VI=T AHICAR,
1 ERIFE L, ¥#%% [NM-OF (RTD®%] & LT
SR LR L IO R L 22,

4. RBEHOH Y 1T L OCRARR

1) #y g

aryruo—5—ix, 55 L PUFX B OFLX
DENEFNDEELEZD TS L EROBUNIEBE 2
BLZ)RT, LA 2T O 4 EWTEZ 1 M
ELTEAELICHDMFIT2. Key code 132> bu—3
— DR TEHRE L

%$, & emergency key code #ER LT, KE&
FBEMAHAHRE TRE L.

2) SHIER

BELKTOMF IR, 2V -5 —2MERICHRE R
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Morning| Afternoon| Evening| Pirst administration|
iy 000 oo 000000
[Morning] [Afternoon] Evening| First administration]
500 merday O‘0.0 o0 O'0.0 0.0.0

. : 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 BEBREH B LU HEHIOVWTHEZFAKN (B
ENRKFEFFHE AHERAKR) THERKR &
HAR, SRABRLECLEBLT, ABCEETAHC
EEHAL

T RBIZOVTHEAROBREIT - 70

5. 5 HEB L UM
BEREYSEMTEED 1. HR] OL&GFIHEETS
CLEMBLEYE, BEOZMMEICHEOEVEHICH
L, 1018% 1H3ME S7T0ORERPORR
28w, ¥, B, FiIcEBEOKEGTHZEE L,
kML, ZERBADSE 1 BHORKIX [#MEESH ]
DERRDHLFA 5L, UEESTLORERG D
RRICE-THETAH L E L, &5 MM 14 B
WMAZSGERAE Lo 72720, UTOWTFRALICHK
Y5 HHEICIE, FREYEMOYN TR 2PIET
HILENTELILLL COBEICIIVTREEZRY
PIERICHREDORE (RTRICET D) 217w, Pk
B, hi-EH, ARBIUPLEEORBIZOVTIE
plitsgiciMT s e L, 72, RBREHZRS G
EHCBOMERICTHBET > HE 1, ZOXH
%, 5 HE, ZER, BEHMBIVCERRDELR Y
REEPIGFZICEBTHI L E L,

(1) HMBWEERL, ZhUERELSTE L HIN
oy (WP R

(2) BIMEH - REBRREBEOREEXEZDLQ,
B 5L TREL HIlF SN D54

(8) EFZEMMHBIER, FFROBBENZDOLN
T HELZEL), BERESTFE LIV EHEKSh
2HE (127U, %okt 3 HMAU Lix5 %I
fTHzkElL)

(4) HRPOBRNTREFADBEERBHBICHEL
e

(5) BEZFLRZORBALVDBILEOBHLHNMH -
bat oy

(6) oM, HBRHEYEMAI RSP ILEDOLELZZD
bAd

14 HEEE L2 o788, RAZSIE LKA
TLFEROBE, BRRELLZERL, BKHER

HEEIToe T/, BRHMOBFTREIREL
BB EBERIREL Y TEDHEABLIVUEORD
BBIZOWT, TREZBRIBVWEDbEEZITICEEL
A

6. PEH%H

EXHBBEOTER (2054 FOVREE %8
t), BIERATOA FH, WM, tX¥ IV H
SHREERA, BH, v 7RO LH, ANV I LH,
TNVIZILH, y-ra7Y) N, Jo=-—EHHE
FHAIIHRZREL

T/, RAIE LTEBROEDFHICEELZBLIZ
TELEZONZMOEHN GEATaA FHEMMEARY
KK, HEREEHN) IFHEZRBILZELE L 272
L, BEDRARDL-DRLLE2BITHBALEBER, £
DENE, HE - ARZCEEAZRCERTLICL
EL7,

d, HY - ZEA, HROEEZAH I 2VEEBE
#l, REXLEN, SERAN BIEREA704F
FiEal) oS BIVHRBICLELRELLIITT-
ThbEWnwZ L L, ThsiZonwTRLTEMRL
RiCERTAEILELY 22, 7AT74YV T EOB
Hicky, sA71 ) vombiBES LR X2k
BAHHDT, FHTIHGRBAE RS THLE
L 729,

7. BIF - REHB B LUERKRY

1) BEER

ARBRABICEERLI =V, IVTEHE, &
W, YR, &E, AR - AR0B, RE, BeEEDN
LBIUEOEEE, ERER  AHEBIUTOE
ERE, BEAEE, BWE, FHZSEMNOLEREDH
BBLIUZOHE, TILNVX-BEBZ X2 EALR
NERY A YA

2) BRRERDOKEE

him, Wk, Wea (B - #HR), RE®R, WE W
BoE, BAER, F7/—E20MLELEbIS
HEIIOWTHEL, EMGEKICERTILE LA

BRERICOVWTIRERBETAZLZRAET S
A, Pl tHBE5HBE, 5K 3 HE, 7 B,
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14 HRICRLTHEBTZ L L LA, 885 14 HE#
THIELZABAELPIERATLTHEL, TEREZRD
14 BHOLBE - BRI L LA, WEEKIIUT
% R-B BN

iR FHBRE 2 EM LRI (FHE)
Bk + (EEIRACREHF Xh 2 HE),
(ZL) o3 Bp

weE i w (100 ml L E/H), # (50 ml BAE 100
ml Kik/H), # (10 ml L L 50 ml ki®/H), + (10
ml Xi#/H), - (ZL) © 5 &R

WeEMEIR: P O(BRYE), PM (BRMEME), M (Mth) o 3
BR

R + (RUMPBROEE), + (), - (&
L) o 3BR

W+ (BY), - (L) ©2ER
MESE: #+, +, -~ 3B
BAFER: + (BY), - (L) o2 &R
FT/—¥:+ (BY), - (kL) ©2E&RK
ZOMOERIZOVWTIIAAMICERTA oL EL

+ (BY), -

pAS
3) ML REE
L5 MGH, 5MG 3 B, 7 B, 14 B (K
T-IER) ICRLTREL, EFREKICAYvFE
BATAHELEHIC, BELALBEHERNEARALTOEN
Bt L7,

4) BRERE

WRAEKREERE B X URERGICO VT Table 1 1
mL7

AP, BERREECEKEARBLEIONIRE
ZEBHRADON-HEICIE, EEMET RS HA
DEICEHET 2 THREZRBRYERREL, TO%D
B8 RELZYXICMTAIA Y FEEAZFICERT
BTl B, HELOYNIX, BAR{LEEE
& [MEEICXA2HEBEMCB T ZREH, WK
REBERFEOHEEE] 2BEL LT,

5) BEPEEEIR

BEMEERAHB L 22581, ZoER, BEH, #
B, WE, HEA, ZoBOBEBLLIIOVT, fEH
HEICHMICERTAIEE L. &b, EEZEME
BAPRELLBEICE, BULRREBELZL, ER2ITH
RT2EE/RBOR, BBREEEMS L CRBKEREE
CXBEboTHMETA I LE L. S/, LELRY
AiCiX, 3 bu—5—-DTEREBLI) AT, BER
$EE/A® emergency key code #2352 L2 TE 5
bok L,

6) MBEFHRE

L5 FMhET, 5% 3 B, 7 B, 14 HEE (K
T - hIER) KEREOFEICI VERPOMB DS
M- FEE, BEWE (#, +JRTOHV) 2EHTS

SkkL, 7, MEEEMNSEUEERGRIBI
WiZoWTIXTaERINY MIC 2#ll@F ALl
SMEBIESIACRRICAEML, M EHEEND WK
WCOM%E, RG5HIMBINEHEENDMKICONE
L7
REMHUBENE LT, OPBBERIEOLLMLE L
TRERNM (F: WRRE, 17V HH, RE
TFREZY) T, RBREMRSHICIEBETRS
BicMHTRHENE, ORBREHRGWICHLKL
BEBICHONMEME R o7l (ML, BEER
BAMRLACLIZE-THMLTELERXOLND
ORENEIERIZRL) 2EVdITAIEE LTS

B, HEREAWBLIURERBBBICOVTIZ,
MR - MEBRKEERL, EORFLHE
LS A TCHEB LB -V -V IZEMNL, BOE
REL UFX B & OFLX oxtd 2 8% (MIC) #
BERPHICERTALE L. %8, MIC DH%E
X H AL EREEXBMERY 12 LTV TIT- 72

8. & ff

1) EREHE

HBREHLEMIZE —HBRANOBEBEME LT O
HEIZoWTIHh#DH 2, HET AL L LT

(1) i B

1. 84E, 2. P%4E, 3. HiE

(2) BEREHR

B EAER, BRERR, WELWRFRO¥EBE L L
2, 1. E%, 2. H%, 3. A%, 4. B%, 5 HER
BTHEL:. 7, HEOBRIZIOWTHREBRL.
(3) MIERI%F

HEERBICOVT, ZOHEZHELIZKDHET
HlE Lo

1. #Hk: BREIBEELLZLD, FA3HERT
(Pik) REOFERAEHICHEL, REORNA T L
Toledbo

2. BAF-QEBHMK: EBRALVVEIRI LD
D, FLRBRBORBREFZOON, ZO—KAWHE
L7=bD

3. TE: BRADOBIDVTFHEERDLD, A Leh,
SbDBIUHMLZDD

4. YIERE: BREAFTHLZLO, $-3EAHD
EBYXHALHITEVLD

¥, HEXRSBHBARBICOVWTIR, BMMEROA
HEMNEL, ROMETHEL:.

L5 HMHABLL

2: 5 HUAED Y

1. BRABR BREHHBARICL2BYIELED
TVIHE)

O, ARRE (REBHBARCLLBRPELES B

)
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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 ®
Pa0s O o (e}
Arterial blood gas analysis | PaCOs O o (®)
pH o) o o)
erythrocytes ] o ( J
hemoglobin () o [
hematocrit o [ [
Blood analysis platelets [ ] @ [
leukocytes [ ) o [ [ J
differential WBC count () o [ J [
reticulocytes o) O o]
ESR (1 h value) [ J [ J { [ J
CRP [ J [ J o ( J
Mycoplasmal antibody (CF or IHA) o ([ J
Chlamydial antibody o [ )
Cold hemagglutination L ] (
S-GOT o [ ( J
S-GPT [ ] [ [
Al-P ( J [ o
Hepatic function tests bilirubin (direct, total) ] [ [ ]
LDH O o O
y -GTP O O (0]
LAP O (@) 0]
BUN ] [ o
Renal function tests serum creatinine o ) Y
creatinine clearance (@] (@] O
Serum electrolytes (Na, K, C1) ( o o
Blood sugar* O O ©)
Coombs’ test (direct) @) (@) (@)
protein o o o
sugar { ([ o
Urinalysis urobilinogen ) Y Y

sedimentation Os* e} O-*
occult blood (] (@) o
Bacteriological examination (] [) ) [

@: 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

(4) &2t 1. Ho»CHEDY

i BRREMRELES X URMER 2. ZMKkdY
MARREEREEH I 2 3MEEERIRRAL %S, 3. MEdborhdLhzw
TORBEIIBREMEFZDR [HHAEIC L 2 HERIE 4. HRZVLLW

BB T 2EI1EH, BEAREERFEOHEEE | 2D 5. MtRZL

ETVTKRD 3ERRETHEL 2 B, HREKN 1, 2, 3 DHDITOVTIIEKRE
1L8E, 2. P¥E 3 HE ERFEH I IRERA L L TR L7,
I, RABREANLORRMFKIE, BERE, HAEE, ii. BER2E

BrR%E, &KSEREORNMBRLEZMEL, RO 5 RBEEH EORBEBTETELY (REBREMNLOM
BRETHEL, WERRZLTEMSCHLL . 25 1 BoAICHfRHY, 2. 22M&KHY, 3. MKk
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barhdLlhtw, ovnFhpicHigshitdo) &l
EHBIUCERRREMRALEHORIARNK, BELRY
b Ty, ABREMNORESUEROMETHEL .
1. RETH5: BEHPERREMEOREER A
DonBVEE

2. BRRRETHD: BEOREHCHEKREMNR
HERHBD NS

3. XRXMELDHL: PREORER LKA ED
REEYIED LN

4. MEYIH2: EEONEACEEAREMOREE
gD SN HE

5. HIERE

(5) HH%E
MEMRBIUBMBREELL LI, 1. BOTHA,
2. HH, 3. R°XHH, 4. AENKLRL, 5. HEARRETH
EL7

2) MBEKICLDIWE

Key code R AIIERORE, BAIGEDN L, HIE
B, BERDR, HEFNDR, BRREBERETEHO
BRLEE, AEHOEBELER, BEREEBIV
FRAROBBREYEMICL2HWEDRYUXH O, L
HDAFRARCIVRFENT, TORKR, BROD-
ZEHIZOWTRBERBRHEAYEKME NERRXROMT
BARSh, HEOH RSN, T/, KERHE
YUEMDISR/RHENTXTORBLRERICOVT 1
BT ICBREDIEMY KT, 0 X (RERELZZ
HiEV)~10 A (REBEVAHFESRICD2SH0)
D11 BEIRALREOBEL L. FRAKOHRER,
MR R LBER, BAREEREEZHOAESL LU
ZOEEBELDMAEGDEDPS, DONLDEDIE
# (Table2) ICb L J&HEL.

B, ¥4 375 X<hifklfidc CF T 64 5 LD
A\, THA # (PA #) T 320 5L E2RL7-EH,
LLLBARTMFT 4 UL LR ZBDIIEMIZT

Table 2. Criteria for judgment of usefulness

Clinical efficacy

Overall safety excellent | good | fair | poor | unevaluable
Safe + + F - ?
Almost safe + + * - ?

A slight problem + £ - - -
A problem - - - - -

+: Markedly useful, +: Useful, %: Slightly useful, —: Useless,

? : Unevaluable

4373 X=hligk L, 253 YTH&EMA CF &
T332 HUEERLAEMN, bLIRNTHINT 4 HLL
Lo rREPBEDLENE S I VTHEL LI 1R
L, 94275 X<higk, 2533V THRESNIE
BITHho-oTH, RBEERE, HOREHMFLLIEP
HMELDALNBERIZ, FTRZREMICHKLT,
MR E DARPIL L 7, EHEERXICH
512 EBEULEERLEZDDODI L, BERSRE, WEEME
R, KHEMREA SMEEMEEEEL ) SEHL
NEFERHREMME (PAP) L L7 &b, 4237
SXThHHWNIIZ T I VT OHMBEYEE XU PAP i,
RO RIVES & L,

3) HEER - FFR, BRREEOREEORE
EFRFICERSNA-ZERAOER - TR, BERR
FHEIZOWT, BRENICHEEIT (Table 3), #&5H
MHEEEL LT, 5MHH3 B, 7 H#, 14 BE
DREEERD=

9. PRELEFOID KL
AREFADORYFNICEHL TR, BERRTH Key
code FAHAIICa ¥ b O— 5 —H [ERKRBRDEA T
BT A4 FIA4 V2 ICRLT, 1. &, 2.5
ik, 3. Bi¥% - GEEFAEE, 4. MEEK, 5 RWELHEFD
5 DOSBEICEAL, BHICBEBLTORYBVZREL
7=

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

Symptoms, signs and

Grade

laboratory findings - + + H# -
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~<60 260
CRP (mg/dl) - = 2+ =3+ 24+

(0.3) (>0.3~15) | (>1.5~6.5) (>6.5)
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DEORUBRTHRICTRTOF—MEESsh, 2
v ra—5—i2& Y Key Code 2HI$ S iz,

10. AEATAEHT

7 — 5 O IE, Key code BRIV bO—9—
EMAZNBRETRESNIMFTHSHZI L2 T,
avitue—5—0kENb &, WHHRNERRXMEK
AT BRI TEML 2o

1) #FEIEE

AT 2 EELNHMEA L LTRERDR (B
BE) 2, FACAICKTLEMEE L LTHIEER
R (HRYELE) 2MF LA, £0f, REORY
FHHBICT AN, ER TR, BARE
EORBEEOMIT L EBL o S 61T, £ (BIE

B BRREUMBEZHOBAES L UREREE)
BIUARNE (FA%) CHT2HTLERL.

2) SEFUE O RE M LK

ERORE, ELWRETF, WKRER, AR, BK
R, EEAMBLUEFBRSIECOVTRARIL
ICHRRL, EABMORYORMEHNT I —DOBRER
2 LT Mann-Whitney ® U BR%E, x*BREHSWid
Fisher NDHBMEAMELAVWTEBL. FEBE
16 % UWTFTTRYDALNIRFIZOVWTIRENLEE
&i‘:”«f:o

3) BEMEH O ML

7 — & O¥EIZIE UT Mann-Whitney ® U R%E,
x* BSED B\ i3 Fisher DEEMEHHEZHOT,

Table 4. Case distribution

Clinical efficacy

" Fisher’s exact test

statistical analysis
PUFX:97 OFLX: 90
No. of patients excluded
from statistical analysis

Total no. of
patients Laboratory
PUFX: 107 findings
OFLX: 95
Emergency key
was opened | |
PUFX. 1 Overall safety

Statistical
analysis"

No. of patients included in
statistical analysis

PUFX:86 OFLX:71

p=0.399

No. of patients excluded
from statistical analysis

PUFX:21 OFLX: 24

No. of patients included in

p=0.417

PUFX:9 OFLX:5

No. of patients included in
statistical analysis

PUFX:94 OFLX: 87

p=0.638

No. of patients excluded
from statistical analysis

PUFX: 12 OFLX: 8

No. of patients included in
statistical analysis

PUFX: 97 OFLX: 90

p=0.417

No. of patients excluded
from statistical analysis

PUFX:9 OFLX:5

No. of patients included in
statistical analysis

PUFX:86 OFLX: 73

p=0.490

No. of patients excluded
from statistical analysis

PUFX:20 OFLX:22

- 7 7 [_]

PUFX: prulifloxacin, OFLX: ofloxacin
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EFMHE ORKBMLBREIT - REDHEKE
BB 5 % & L7, BIRZE (FH¥E) (ML TEH
RACHEBENAOR P NBEICIE, HFEEE 10
% L LTRISEOMERZITIC L E LA,
I. & |

1. JEPUHERK

ABRRICEAAN ORI REFANIE 202 AITH-
A%, BB RIS emergency key code MR L7 1
ZRA[MBI OB VA, LA T, RBEBRORG N
SIEFIMIZ PUFX B 106 #i, OFLX B 95 #lD&t 201
FltHhH o7

LERINMEA IR BBEOE DN ZHWLL
RREHTDHY, emergency key code % B L 2B
THBREYEMIC X BRI ELZENR TR D,
o), EFHEHHORIFHRE I LEZWIEEL
pAD)

ZFMEHEE L OEFMBE (Table 4) B & UTRH
Bl (Table5) ZEFhEFhRL,

BRIFENEETHo2 1 #, EREBERTH /-
2 #1, GCP " #& (BHHKE) Tho7- 1 #, HOHi
WELGEALL 1 4, BHAEBRRTHo7 6 6, AR
BMOMEBI TS D 1 flB L TRABRBMOME THR
ETRRD 2 fliz, T XRTOFEEE IOV THITHR
NaER L L7z,

BRRARIE, 5 MO aLKEER - rROBRE
AL G MM 3 HEA SRS MmA I, HERT (PIk)
BORBAIRERT (hik) 3 HAIAS 3 HRETIC
K ShrEpeRNTRE L

BEHRSEMICOVT, BEREMREEYIL,
KRR M AL S M A 134 5 il 3 HRIA o8 5Ptk
BETWS, #ERT (hik) Wiz, BE5RT (FIE) 3
HMAS 3 BE#ETICKBENEMERINRE L
Foo BRIERLEGBIMER QMK REL L CEERRE
HREERRIGIEBITRE L7

HAYEE, BWERDROMITKAB L UREM, B
RMEHEREENRIAGIEMITHRE L

KRB ROMTRBUIE 156 # (PUFX ¥ 85 #,
OFLX # 71 #l), RIfiHOMITx®H X 187 #
(PUFX # 97 #1, OFLX # 90 #1), BKMEMRNE
BT RFIIZ 181 #1 (PUFX ¥ 94 #), OFLX ¥
87 #l), BERESEOMITXRHIZ 187 # (PUFX &
97 #1, OFLX # 90 #1), HAEMT R 159 A
(PUFX # 86 #1, OFLX 8 73 #1) Th -7,

2. BE¥RHAT

BRI R o R B 156 FOmMEHEHOFERE T
IZDoWTHRET L7z (Tables 6~8, Fig. 3)o

1) BREBN A

WERI B CEKEIHORY XA SN LD 57

Table 5. Reason for exclusion from evaluation

Category Clinical Side Laboratory | Overall No. of cases
R Usefulness
Reason efficacy effects findings safety PUFX OFLX
Ineligible
Non-targeted disease x ®) O O x 10° 15
Severe disease x x x x x 1 0
Without definite infectious signs x O O O x 0 1
Serious underlying disease x x x x x 1 1
Complication by non-targeted disease x o O O x 2 0
GCP incompliance x x x x x 0 1
Discontinuance
Ineligibility found after the start x e) e} o) x 0
Discontinuance caused by side effect, insuffi- x 'e) 'e) 0
cient dosing
Treatment violation
Concomitant use of antibacterials x x x x 0 1
Violation of prohibition of concomitant drugs x x x x 4 2
Violation of the chemotherapy immediately o) o) o) o) 0 1
after the treatment
Insufficient clinical laboratory test items O O x o O 3 2
Non compliance
Withdrawal from the study, no administration x x 1 0
Withdrawal from the study, insufficient dosing x x x x 2 0

O: evaluated, %: excluded

*One case in the PUFX group was included in the evaluation of the usefulness because of development of side effect.

PUFX: prulifloxacin, OFLX: ofloxacin
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Table 6. Background factors of patients

. Treatment group | Statistical
Characteristics i
PUFX | OFLX | snalysis
bacterial pneumonia 83 89
bacterial pneumonia +
Diagnosis mycoplasmal pneumonia 1 2 p=0.778"
bacterial pneumonia +
chlamydial pneumonia 1 0
male 48 38
- 1)
Sex female 87 a3 | PTOT48
<20 0 0
20~29 5 4
30~39 11 8
Age 40~49 12 10
=(.983"
(years) 50~59 10 15 | P
60~69 24 16
70~79 15 16
=80 8 4
<40 8 3
=40~<50 19 17
Body weight 250~<60 30 31 p=0.910¥
(kg) =60~<170 12 11
<70 10 5
unknown 6 4
Soverit mild 50 39 0627
eventy moderate 35 32 p=t
out 24 22
In/Out in 51 44 0.812
Patient in = out 9 5 p=0
out — in 1 0
;I.nderlymtgi/ absent 40 32 0.872°
meas-e an or present 45 39 p=o
complications
absent 73 56
Pretreatment with present 9 1 p=0.499"
antibacterials ~~  fF-------------------p----—g-—--d-——— -
unknown 3 4
Concomitant absent 35 27 Y
drugs present 50 44 p=0.744
Duration of test 2~3 Z g
drug administration 5 p=0.290*
6~17 6 10
(day)
8~14 76 58
» Fisher’s exact test, ? U test
PUFX: prulifloxacin, OFLX: ofloxacin
2) HEERE, HWH, £, KE AR - RO R LUBATR
VFROFEBIBCTOMEMRMCREY Eaoh WFhOEE BV TS HEMBMIEY RALH
Bhol Bhol
3) ERKE - AUHE EALERE HEEORE 5 EXE, FABIKE
5 HH BMEDREABIT A RATCRABANFEETE -0,
WTFROBEBICBWTHWEFNBMIR/Y ZA SN PUFX # 33 i, OFLX # 21 fITH > 7zc PUFX 5
ol XU OFLX T, BHEREMIZThETNI 30 flB &

4) BSREROEMEER - TR, BRREE W 184, SEERRAEAZTA 3 M, EREMIE



VOL.45NO. 5

MMM &cT % prulifioxacin MBI

281

Table 7. Background of patients (initial symptoms, signs and laboratory

findings)
L. Treatment group | gtatistical
Characteristics j
PUFX | OFLX | analysis
<37 20 14
Body temperature &37~<38 42 32
=(,380"
() 238~<39 18 21 (P
=39 7 4
- 3 2
Cough + 49 44 p=0.704
+ 33 26
- 9 2
+ 38 38
Volume of sputum + 28 23 p=0.688¥
+# 6
+H 1 2
- 9 2
M 10 6
Property of ti =, 2)
perty of sputum PM 28 36 p=0.863
P 38 27
- 65 54
Dyspnea + 17 14 p=0.937%
+ 3 3
63 52
Chest pai -1, 1
est pain + 22 19 |PT1000
- 36 30
Rales + 40 33 p=0.956*
+ 9 8
- 81 65
Dehydrati =0.514"
ydration . 4 6 p=0.514
Cyanosis - 8 70 0.455"
anosi =,
4 + 0 1 (P
< 8,000 25 20
WBC (/mm?) 2 8,000~<12,000 37 30 0.8812
mm 212,000~<20,000 | 18 20 |P7%
20,000 5 1
<20 9 7
220~<40 15 14 0.087°
ESR (mm/h) 240~<60 19 13 [P
=60 37 31
unknown 5 6 —
- 1 2
CRP ¥ 2 0.898"
24,3+ 34 g9 |PT0-898
=4+ 45 38
0 0 0
1 0 0
2 12 12
3 35 25 0.858
p=0.
Chest X-ray findings 4 26 21
5 9 8
6 2 3
7 1 1
unknown 0 1 |
"Fisher’s exact test, ?U test

PUFX: prulifloxacin, OFLX: ofloxacin
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Table 8. Background of patients (causative organisms)
. ) Treatment group | Statistical
Causative organisms )
PUFX | OFLX | analysis’
Monomicrobial infection 30 18
Polymicrobial infection 3 3 p=0.424
Unknown 52 50
S. aureus 3 1
GPB | S. pneumoniae 12 8
Monomicrobial E. faecalis 0 1
infection M. (B.) catarrhalis 2 0
GNB | K. pneumoniae 6 0
H. influenzae 7 10
Polymicrobial
) ° mxcro e two pathogens 3 3
infection
Total 33 21

U Fisher’s exact test

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

PUFX: prulifloxacin, OFLX: ofloxacin

100

[+
S © ©
1 1 2 1

(=}
1
».

o0—o prulifloxacin group
A4 ofloxacin group
p = 0.612 (U-test)

Cumulative (%)
w s oz
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0 — T T—T—T T — T T
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Drug: ofloxacin
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S © O
I L L 1

(=]
L

0—o prulifloxacin group
a----a ofloxacin group
p = 0.373 (U-test)

Cumulative (%)
28283

[\

(==

L 1
».

101

0 T T T T T T T T T T T T T 1
= 0.025 0.05 0.1 0.20.390.781.563.136.2512.5 25 50 100> 100
MIC (ug/ml)

Fig. 3. Sensitivity distribution for clinical isolates (10°
CFU/ml).

NEN 52 PIBLL 50 BITHY, ThODFHITRD
(F & A (B 3/ oA

T, BRMCEREFSEEEICT MIC 2HIE LA
7-HitkiZ, 60 Bk 33 #k (PUFX # 23 #, OFLX #
10 #%) ThHH, RFABRTHSAICBNT, MEFMFY
KRy RALGIh RN (Fig. 3). BRELEEI L
72E®DIH, MIC % 6.25 ug/ml LETH 72 DI,

PUFX B ® S. pneumoniae B X U Staphylococcus
aureus & 1 Bk TH o720 £D S. pneumoniae \=X¥ 5
UFX 38X OFLX ®» MIC ik&¥hZh 3.13 ug/ml,
6.25 ug/ml G, S. aureus TIZENZH 50 ug/ml, 12.5
ug/ml TdhH -7z,

3. BRRZIE

1) BTN REITOBRKEYR

ERERE) RMHT A RH 156 AISHTIEEKBRERL
7= (Table 9). PUFX % 85 fsh¥%h 18 #1, A% 64
1, #%h 3 51, OFLX & 71 b %) 12 B4, A% 54
Bl, RRHE% 15, E% 4 ATHo7-. HHEI
PUFX # 96.5 % (82/85), OFLX # 93.0 % (66/71)
THY, LHCEVAEHEIREHh, F-MEANFH
ERERAOLN LD 57 (p=0.470),

AHETHEABHMCARENAONE N o 72720,
FEXE% 10 % (A=0.10) : LTR%HOREEIT-
2o EDOXR PUFX BHIIARHEICOWVWT OFLX H L
SThHhHZLPHEBASN (p=0.000), 2B, HHE
DED I % EEXMIZ-1.6%~8.7% ThHol

2) HRETICX BB

HAEKER, EREKE  SEOHENEBKIHRICO
WTHRES L7z (Table 10)o

HAEERIRZIR, EREE - SFEOA EHKK
MBICBOWTHEABRICAEERAON P o7

3) ERETMEFICETLBERRE

REBVHEE S NEAOEFHEIE, PUFX ¥ 93.9
% (31/33), OFLX # 95.2 % (20/21) Tah b, ¥
HBEMCEEZRIAOREN 57 (p=1.000) (Table
11),

4, MBEFHZHR

BARVEESINEMOMBEFENDR (BB
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Table 8. Clinical efficacy
Treatment | No. of Clinical efficacy Efficacy rate Statistical
group cases | excellent | good fair poor (%) analysis
p=0.000"
PUFX 85 18 64 0 8 96.6 (A=0.10)
90% confidence interval
(PUFX-OFLX)
-0.016~0.087
OFLX 71 12 54 1 4 93.0 p=0470°
p=0.327*
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 severity and underlying disease and/or complications
L Treatment | No. of Clinical efficacy Efficacy rate | Statistical
Characteristics o )
group cases | excellent | good fair poor (%) analysis
. PUFX 50 9 40 1 98.0 p=1.000"
mild »
OFLX 39 8 30 1 97.4 p=0.5821
Severity
PUFX 35 9 24 2 94.3 p=0.414"
moderate o
OFLX 32 4 24 4 875 p=0.121
PUFX 40 13 27 100 p=0.083"
absent
Underlying disease OFLX 32 6 23 3 90.6 p=0.071%
and/or complications PUFX 45 5 37 3 93.3 p=1.000"
present
OFLX 39 6 31 1 1 94.9 p=0.529"

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

¥) & PUFX ¥ 90.3 % (28/31), OFLX # 95.2 %
(20/21) <, MEABRMCHEEERZRAONE o/
(p=0.639) (Table 12), EBRFEHNOHEDHKEZRL:
(Table 13), &%k E it PUFX # 91.2 % (31/34),
OFLX # 95.8 % (23/24) Thh, WMEFRIHMICAR
Zidhbhhdor: (p=0.635). 75 AMUHETIZ
PUFX # 88.2 % (15/17), OFLX ¥ 90.9 % (10/11),
75 ABHE T PUFX 3 94.1 % (16/17), OFLX
B 100 % (13/13) ThoZco FTHHEEOE» o7 S.
pneumoniae Ti%, PUFX # 85.7 % (12/14), OFLX
# 8/9, Haemophilus influenzae Tix, PUFX # 7/8,
OFLX 3 100 % (11/11) OHRETH o

5. BE5HRHUBE

WK RO R RBDH b, &GRS X Tk
E®T (PIb) RICHEFHREIER S N7 PUFX
& 63 §l, OFLX ¥ 60 Al &5 HNBAOHITHRE
L7

#EHMAE IZ PUFX #7Ti2 2 51 (S. pneumoniae,
Haemophilus parainfluenzae % 1 $1) T, OFLX #T
13 1 8 (Pseudomonas aeruginosa) \ZRoh, wih

LHARRARTH -7z (Table 14),

6. HMEMER - AR, BRREMOWLERE

i, WK, WEEE, BRIk, PRI, B,
W &, BAKER, #7/—+¥, WBC, ESR, CRP,
BB LA ROB S BGB ICN T 2R Z &5 MG 3
H#%, 7 B#%, 14 HHOZRATHFME LA (Tables
15, 16), WFE IG5 FMMATICH N, 1 BRI EXE
L7-%E8% [&&] L L, SFEHCBTHRERMS
B2onEHd [EFE—-EH] 723 TRE~BH%]
THoLLDRBEILBVWTHERLHHL -,

3 HEOHE I EOWUEXN, PUFX ¥ 71.1 %
(32/45), OFLX # 46.2 % (18/39) Th -7 (p=
0.026) (¥A, WThOFMHAICE THHEAEFM
ICARERALN o7

7. ®ek
1) EIfEH

BIfE BB PUFX 2 2 4, OFLX B 3 fIT, ®
AEZEhEh 2.1 % (2/97), 3.3 % (3/90) TWHK
FBRICATERAONLEN» o7 (p=0.673),

PUFX # T35, WH - XA % 1 FIEt 2 41,
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Table 11. Clinical efficacy classified by causative organisms
c " . Treatment | No. of Clinical efficacy Efficacy rate | Statistical
ausative organisma group | cases | excellent good fair poor (%) analysis
PUFX 3 2 1 2/3 p=1.000"
§- aureus OFLX 1 1 on p=0.617"
s ) PUFX 12 8 100 —_
. pneumoniae OFLX 8 2 6/6 p=0.550*
GPB
E. faecali P
. faecalis
OFLX 1 1 V1
PUFX 15 6 8 1 93.3 p=1.000"
Sub-total = '
Monomicrobial " ? OFLX 8 2 5 1 7/8 p=0.464*
infection M.(B) PUFX 2 1 1 22
catarrhalis OFLX 0
PUFX 6 6 1 5/6
K. pneumoniae
OFLX 0
GNB
B inf PUFX 7 1 " —
20
OFLX 10 4 8 100 p=0.294"
PUFX 15 2 12 0 1 93.3 p=1.000"
Sub-total OFLX 10 4 6 0 0 100 p=0.111*
PUFX 30 8 20 0 2 93.3 p=1.000"
Total _ )
OFLX 18 6 11 0 1 94.4 p=0.639
Polymicrobial R th PUFX 3 1 2 ) 313 J—
o pathoge
infection Wo pathogens OFLX 3 1 2 3/3 p=1.000*
PUFX 33 9 22 0 2 93.9 p=1.000"
Total
OFLX 21 7 13 0 1 95.2 p=0.634"
PUFX 52 9 42 0 1 98.1 p=0.200"
Unknown
OFLX 50 5 41 1 3 92.0 p=0.120"

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

OFLX BTRAR - ks bo %, R, WHA - &%
AiR% 1 BIEH 3 BIBD LN, KDLLDOXNBETH
Sk TFR P EETH 572 (Table 17), IR
EAHERYE (= FIERLERE) CXDHKLL, Ko
HBLDEIIOVTIX, FHICHEREL S RBER DK
E#RT LA, 20BOERI 2L, BBIAHT
Holzo TOMDIERIIRBREROPILIZI DiHEL
A

2) BRBREMERELD

BMEREMERELH»ED 5h-01x PUFX # 15
#l, OFLX ¥ 14 FITRBEARII TN ZN 16.0 % (15/94),
16.1 % (14/87) THEAHMIAEZRALNE» -
72 (p=1.000), MEHBRLIRELHIIBETHY,
FLEBRTBRME L PSS VAT IF—FPDOLRAT
o 7: (Table 18), EBMAE% £ LB EMIZ T
TERLE 3% HEL,

3) BEReE

BEZEEIREEBIVERREBEREZEH 2

ELHAEL (Table 19),

[RETHD] LFMENEMONEIZ PUFX B
82.5 % (80/97), OFLX # 822 % (74/90) T, W%
FARMICAREZIAONLE D 57 (p=1.000),

- 8. HH%

PUFX # 86 #iTix [BDTHME] 155, THH] 66
#, [RLHR] 18, [FE%%2L] 4 M, OFLX &
BHTIE [WOTHA] 11 8, THE] 54 1, [RR
R 28, [FREEZL] 6 ATH-7 TRODTHA
E [HA] 28be-HHEIX PUFX B 94.2 %
(81/86), OFLX # 89.0 % (65/73) TH¥MFMICH
BEEREALNhED o7 (p=0.260) (Table 20),

L. = =

BE, £725F, FIUYR, ANVARRALARE
FORBEERORRIIDETLL, Hidh, A&,
BEAORBICIVEAOREEICEAEATWS,
MEBBEECBVWTOIRENLZEBARBTH S S.

aureus, S. pneumoniae, Klebsiella pneumoniae, H.



VOL.45NO. 5

A0 14 Bt #8123 5 prulifloxacin O KA 285

Table 12. Bacteriological effectiveness

Bacteriological efficacy
Elimination X
. . Treatment No. of decreased Statistical
Causative organisms rate lysis"
group cases eliminated | or partially | unchanged (%) analysis
eliminated
PUFX 2 2 2/2
S. aureus
OFLX 1 1 V1
PUFX 12 10 2 83.3
S. pneumoniae p=1.000
OFLX 6 5 1 5/8
GPB
PUFX
E. faecalis
OFLX 1 1 11
PUFX 14 12 0 2 85.7
Sub-total p=1.000
OFLX 8 7 0 1 7/8
Monomicrobial M. (B.) catarrhali PUFX 2 2 212
e . (B.) catarrhalis
infection OFLX 0
PUFX 6 6 6/6
K. pneumoniae
OFLX 0
GNB
PUFX 6 6 6/6
H. infl
OFLX 10 10 100
PUFX 14 14 0 0 100
Sub-total
OFLX 10 10 0 0 100
PUFX 28 26 0 2 92.9
Total p=1.000
OFLX 18 17 0 1 94.4
Polymicrobial PUFX 3 1 2/3
. . two pathogens p=1.000
infection OFLX 3 3/3
PUFX 31 28 1 2 90.3
Total p=0.639
OFLX 21 20 0 1 95.2

Elimination rate: eliminated/no. of cases

v Fisher’s exact test

GPB: gram-positive bacteria, GNB: gram-negative bacteria
PUFX: prulifloxacin, OFLX: ofloxacin

influenzae, P. aeruginosa % EIZHWHENEZRTE
H2AMRCCHESH, BREEORBIEL-EHO
BRABF STV S,

PUFX BF7¥ X/ ) v EMEETHHBL 70
Foo 78o*/)arREBRNREETH S, PUFX O
RREEAL UFX i3, 7 2BHRABLUY 7 aBH
BICH LIBEVWIEANRZ bV EAL, #IC P gerugi-
nosa iZULHET A7 2BHBREICHTIHENICE
N, FEREEFNVICH L TRIFZERHRZRL.
%72, sub MIC 2BV THHVWRENEZRL, EHH
TORBEHICERL TV,

— B BERRBRICB VT, PUFX (3R 23 & S 1 0f
LTRVWAMEZRL, ZORTHEEMAEIHLT
218 200 mg %\ L 300 mg 1 H 2 E#5 TRFRA
MEERToEEEDOLN, B, S. pneumoniae
D%k IT 1H 200 mg 1 H 2 BIRETIE 774 %
(24/31), 161300 mg 1 B 2 E#k5- Tt 4 HBRTIEH 5
PIRTRAEN:, REWICOWTIR, BHERADOR

BE, BEREEREZHORBAERLLEVDIDOTH
D, PURX IZBRN L2 HDIEED LR TRV,

GER 41X, PUFX OMBHMRICY T2 HHEL
EHMNICHEMETAENT, OFLX 2Xl¥EL LT &
BEREBARE EZRKL 7.

HRELLTRF /O RERAEAEOPRT, FR
BRBEOHMIIAASH, AR LIUREEOF
fliAs€E > TWab OFLX #EE L7,

PUFX O - F#id 1 B 300 mg 1 H 2 EH5,
OFLX DR - AR IIMPRERIEICHT 2 KEHE
THs 10 200mg1H3BEHERELL, HEABEED
5T 14 HRERRS 2R E L,

B, REBRABHTER 7E 2 A 8 H, HGMR
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Table 13. Bacteriological elimination of causative organisms
. . Treatment No. of - Elimination Statistical
Causative organisms eliminated persisted rate .
group cases anealysis"
(%)
PUFX 3 3 3/3
S. aureus
OFLX 1 1 11
PUFX 14 12 2 86.7
S. pneumoniae p=1.000
OFLX 8 1 8/9
GPB
PUFX
E. faecalis
OFLX 1 1 1
PUFX 17 15 2 88.2 1,000
Sub-total -1,
" OFLX 11 10 1 90.9 P
PUFX 3 3 3/3
M. (B.) catarrhalis
OFLX 1 1 11
PUFX 6 8 6/6
K. pneumoniae
OFLX 1 1 v
GNB
PUFX 8 7 1 /8
H. influenzae p=0.421
OFLX 11 11 100
PUFX 17 16 1 94.1
Sub-total p=1.000
OFLX 13 13 0 100
PUFX 34 31 3 91.2
Total p=0.635
OFLX 24 23 1 95.8

Elimination rate: eliminated/no. of cases

" Fisher's exact test

GPB: gram-positive bacteria, GNB: gram-negative bacteria
PUFX: prulifloxacin, OFLX: ofloxacin

Table 14. Strains appearing after treatment

No. of cases
Isolates
PUFX OFLX
S. pneumoniae 1
P. aeruginosa 1
H. parainfluenzae 1
Total 2 1
No. of patients in whom strains
2/63 /60
appeared
No. of patients
(3.2 1.7
%) ) (1m

PUFX: prulifloxacin, OFLX: ofloxacin
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lL6 H#D 2 H 14 BIZBET L7
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YICEHURERE, MESERREEALTLOBE
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7 BT 57
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METHLELLIS, HDLETHREMYEMOBER L X
Dz TORKR, T M) —FICHERERAKTER
BOMBLTHILLLT, KitREZHETHILL
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& FlE 156 B (PUFX 3 85 #, OFLX # 71 #1) T



VOL.45NO. 5

M WAEN <N 2 prulifloxacin LKA

287

Table 15-1. Improvement rate of symptoms, signs and laboratory findings

Symptoms, signs Treatment No. of Improvement Statistical
and laboratory Days group patients Improved Unchanged Aggravated rate analysis
findings (%)
3 PUFX 69 49 16 4 71.0 p=0.145"
OFLX 58 48 7 3 82.8 p=0.142*
PUFX 63 57 5 1 90.5 p=1.000"
Body temperature | 7 OFLX 56 4 5 1 89.1 p=0.809
14 PUFX 39 87 2 94.9 p=0.425"
OFLX 37 33 4 89.2 p=0.368"
3 PUFX 82 35 46 1 42.7 p=0.869"
OFLX 69 31 37 1 44.9 p=0.801¥
Cough , PUFX 78 60 18 78.9 p=1.000"
OFLX 66 60 16 75.8 p=0.8727
14 PUFX 52 47 5 90.4 p=0.751"
OFLX 43 38 6 884 p=0.7567%
3 PUFX 76 43 32 1 56.6 p=0.097"
OFLX 69 29 39 1 42.0 p=0.087%
Volume of sputum 7 PUFX 72 55 17 76.4 p=1.000"
OFLX 66 50 15 1 75.8 p=0.895"
14 PUFX 50 42 8 84.0 p=0.765"
OFLX 43 38 5 88.4 p=0.551*
3 PUFX 61 39 22 63.9 p=0.446"
OFLX 54 30 23 1 55.6 p=0.328"
PUFX 46 38 8 82.6 p=0.589"
Property of sputum | 7 OFLX 36 28 7 1 778 p=0.5547
14 PUFX 24 20 4 83.3 p=1.000"
OFLX 19 15 3 1 789 p=0.677*
3 PUFX 20 14 6 70.0 p=0.462"
OFLX 17 14 3 82.4 p=0.401*
PUFX 21 17 3 1 81.0 p=0.364"
Dyspnea 7 OFLX 16 15 1 93.8 p=0.267"
14 PUFX 15 13 2 86.7 p=0.511"
OFLX 9 9 99 p=0.290"
PUFX 22 13 9 59.1 p=0.538"
3 OFLX 19 9 10 474 p=0.468"
X PUFX 21 20 1 95.2 =0.172"
Chest pain 7 OFLX 19 15 4 78.9 :: =0.130?
PUFX 14 14 100 J—
" OFLX 13 13 100 p=1.000
PUFX 45 32 13 711 p=0.026°"
3 OFLX 39 18 21 462 p=0.021°*
PUFX 46 38 8 82.6 p=0.782v
Rales 7
OFLX 38 30 7 1 78.9 p=0.640”
14 PUFX 32 29 3 90.6 p=1.000"
OFLX 26 23 3 88.5 p=0.801?
PUFX 4 4 4/4 _—
3 OFLX 6 6 6/6 p=1.000"
) PUFX 4 4 4/a —
Dehydration 7 OFLX 5 5 5/5 p=1.000°
PUFX 3 3 3/3 e —
14 OFLX 4 4 4/4 p=1.000°
PUFX 0 0
3 OFLX 1 1 11
. PUFX 0 0
Cyanosis 7 OFLX 1 1 "
PUFX 0
14 OFLX 0

Improvement rate: Improved/no. of patients
v Fisher’s exact test, * U test

PUFX: prulifloxacin, OFLX: ofloxacin
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Table 15-2. Improvement rate of symptoms, signs and laboratory findings

Symptoms, signs Treatment No. of Improvement Statistical
and lab‘oratory Days group patients Improved Unchanged Aggravated rate analysis
findings (%)
PUFX 54 45 9 83.3 p=1.000"
3 OFLX 49 41 7 1 83.7 p=1.000”
PUFX 56 49 8 89.1 p = 1.000¥
WBC T OFLX 49 43 4 2 87.8 p=0.782%
PUFX 38 36 3 92.1 p=0.622"
u OFLX 31 30 1 96.8 p=0.421*
PUFX 62 19 32 11 30.6 p=0.271"
3 OFLX 44 9 29 6 20.5 p=0.588"
PUFX 66 30 28 7 46.2 p=0.359"
ESR 7 OFLX 54 30 17 7 55.6 p=0.457*
PUFX 42 30 8 4 71.4 p=0.243"
u OFLX 36 21 9 6 58.3 p=0.213*
PUFX 75 38 36 2 50.7 p=1.000"
3 OFLX 63 31 30 2 49.2 p=0.849"
PUFX 75 62 13 82.7 p=0.128"
CRP 7
OFLX 66 61 5 92.4 p=0.085"
PUFX 51 48 3 94.1 p=1.000"
14 OFLX 43 40 3 93.0 p=0.837"
Improvement rate: Improved/no. of patients
! Fisher’s exact test, ? U test
PUFX: prulifloxacin, OFLX: ofloxacin
Table 16. Improvement rate of Chest X-ray findings
Improvement L.
Days Treatment N(?' of Improved Unchanged Aggravated rate Statmm‘:al
group patients analysis
(%)
3 PUFX 76 53 12 11 69.7 p=0.211v
OFLX 61 36 18 7 59.0 p=0.327*
. PUFX 79 67 7 5 84.8 p=0.809"
OFLX 64 56 6 2 875 p=0.611*
14 PUFX 50 47 2 1 94.0 p=0.623"
OFLX 42 41 1 97.6 p=0.399*
Improvement rate: Improved/no. of patients
" 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 2/97 3/90
Total no. of patients evaluated (21%) | 33%) | P~ 0673
fever moderate 1
insomnia mild
light-headedness | moderate !
Contents tremor moderate 1
nausea moderate
anorexia moderate !
vomiting moderate
nausea moderate 1

Y Fisher’s exact test
PUFX: prulifloxacin, OFLX: ofloxacin
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Table 18. Abnormal laboratory findings
Treatment group | Statistical
PUFX | OFLX | analysis’
No. of patients with abnormal laboratory findings 15/94 14/87 1000
Total no. of patients evaluated (16.0%) | (160%) | P~
WBC | 1
Eos. t 3 2
Eos.t - S-GOT!t - S-GPTt 1
Eos.t - S-GOT?t - S-GPTt - Al-Pt - BUN ¢ 1
S-GOTt 2 2
S-GOTt - S-GPT!t 4 1
Content S-GOTt - S-GPTt ' LDH ¢t 1
S-GOT?t - S-GPTt : y-GTP? 1
S-GPT t 3 1
Al-Pt - y-GTP? 1
total bilirubin t 1
BUN't 2
Kt 1
appearance of urinary cast 1
! Fisher’s exact test
PUFX: prulifloxacin, OFLX: ofloxacin
Table 19. Overall safety
Treatment Almost A slight Safety rate Statistical
No. of A probl
group 0. ot cases Safe safe problem problem (%) analysis
PUFX 97 80 15 2 0 82.5 p=1.000"
OFLX 90 74 13 3 0 82.2 p=0.935%
Safety rate: safe/no. of cases
U Fisher’s exact test, ? U test
PUFX: prulifloxacin, OFLX: ofloxacin
Table 20. Usefulness
ked], Statisti
Treatment No. of cases Markedly Useful Slightly useful Useless Usefulness rate lﬂtl(.!&l
group useful (%) analysis
PUFX 86 15 66 1 4 94.2 p=0.260"
OFLX 73 11 54 2 6 89.0 p=0.353"

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 bacterial pneumonia
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The clinical efficacy, safety and usefulness of prulifloxacin (PUFX, NM 441), a new quinolone,
were evaluated in bacterial pneumonia under a double-blind 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.



VOL.45NO. 5 MR g2t 3" B prulifloxacin DA 293

1. Of the total 201 patients evaluated, 156 were evaluated for clinical efficacy. There was no
significant bias among patients’ back ground factors between the two groups.

2. The clinical efficacy rates were 96.5% (82/85) in the PUFX group and 93.0% (66/71) in the
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 90.3% (28/31) in the PUFX group and 95.2%
(20/21) in the OFLX group.

4. Side effects were noted in 2 of 97 patients (2.1%) in the PUFX group and in 3 of 90
patients (3.3%) in the OFLX group.

5. Abnormalities on laboratory findings were observed in 16.0% (15/94) of patients in the PUFX
group and in 16.1% (14/87) of patients in the OFLX group.

6. The safety rates (“safe” in the overall safety) were 82.5% (80/97) in the PUFX group and
82.2% (74/90) in the OFLX group.

7. The usefulness rates (markedly useful +useful) were 94.2% (81/86) in the PUFX group and
89.0% (65/73) in the OFLX group.

No significant difference was observed between the two groups in any of the above ratings.
These results indicate that PUFX is one of the most highly effective drugs for the treatment of
bacterial pneumonia.



