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FHEF 0 RREOERIE HEerepafloxacin (GPFX) O AR RIS SLE (43§ 5 ERIKEYA A
Mr LE62MRORRFEIZL VR Lz, WRERIIRSZRIEL>PLEL, REHE

IZERIE LT1E100~300mg® 1B 1~2@#%F5+HZ L & L,

B 5ERIS52561 0 ) H 5098 % BRRZIRHIE OB S & L7z, SESICH T 2 BFRI
443/509(87.0%) TH 1, N LIFRIFESAE432/496(87.1%), IREEGE11/13(84.6%)
THh ol WRBBRISEICBITEENRLRBINCAS L, HETAKX - HIFEK19/22(86.4%),
Ftk#17/18(94.4%), BMEREX#K53/58(91.4%), ftifk 104/119(87.4%), ¥4 177
X<hHi#17/19(89.5%), REIfi%«5/5, BHEEREXK117/133(88.0%), REXILIRIELS/
63(76.2%), I AMAMEAEL217/19(89.5%) B & EMHIFRIFHEED _KEY35/40

(875%) Th o7z,

MR 23 B E WS B 1T A HEFRZ R IL233FITHES N, ZOHEERIEMBERE T
154/197(78.2%), BBEELTIZ22/36(61.1%) Tholz, F7-, BIMEREIIHITHHE
RIS T LHHEEA48/53(90.6%), 77 LKBRME105/142(73.9%) Thh, 77 ABEEICH
THMAFHIFROFTFER T2, IFREBFERREDRRED ) b MICARE SN 721158KIC
B} 5GPFXDMICg0130.39ug/ml T, —F*FBEEE (97#k) & L 7= norfloxacin (NFLX), ofloxacin
(OFLX), enoxacin (ENX) 8 & Ueciprofloxacin (CPFX) i3 #h #h 6.25, 1.56, 6.2538 & 170.78

pg/mlTdH o7z,

BIER 135196192661 (5.0%, RBMHEKISH) AN, TOEROARIE, HILEFR18MH,
BRMERLM, BREIESME, F0OM4tTH o7,
FRRMAMREE L, 490844961 (10.0%, BHEK6LH) AL, ZOEZ-HHEER,
WEEROWE L VT VAT IF—E¥DERTHo /2, WTNDER, TEIEIEELDDOIEIR

Mol

FRRZNE L BIVEH, BRREEREOREMZREAMICHRL-ARAEICOWVTIE, RS
BRAGE T DA HEAL22/497(84.9%), REBBREIET10/13(76.9%) Th Y, £ Tix432/510

(84.7%) TH o7z,

DEDR#EL Y, GPFXIIMFRAFEIE Z .l T 2 ARHEBRRE N L THARZEAT

6%) k%i_gnflo
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Grepafloxacin (GPFX) (3 RIFBIHRAXH CH L < B
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VERGF TV NVEEETEHLVYRTH S, FHIES
SABME, 7T LBRMEDB L UBERSUEE 3T L TIRL
VIHEARZ PV EBRWITE I ZH L, 41X Streptoco-
cous preumoniae® B0 7 7 AHHERICIIBEFEO =2 —F
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BEA~OBITH B, 45 HIHRAR I I R D 9
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KTHAHBEL, HBREIC2LZEDORAENELNE
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2. ®EBIURE

A, 18 ICGPFX DM E % & L T 50mg,
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T, HENRELIREMBIBAT~1BRICEE S,
SO ICHRGHRRED, HEVRTIAM~7HHZLUAIZE
MBI NEANLBTGRE Lo, FRMICE LTI, 3
BRIBUEMIC L Y FRAMIHE SN ERAESRE L
720 FEBIORY IS DOWTIE, #IE LA R € D%
BliE, TRTO¥EEE L VRS L, BROL- B - ik
B LU FDOMORRERES DV TIE, HEMEBHERE AL
RE L, RERIBUEM L OFHRO D L ISHRE L7,
I. & i
1. EFOAR
IR GEEGNIL52561T, ERRDEMATH REFI% S &

U BR AV EE B 4% % Table 1127R U7co FRART X S0 60 2043
5096 TH h, MITRE D I6BINKNSN, 2onER
3t BOVE BB, KA EEAB, BIERICL 3
BRI 2638 & UM LAERBEE 3661 Th o 12,

2. BEYER

ik R %0h SR Bt AT 3t B¢ AE B 5095 ) BB 75 3 % Table 24c
ML FD ) HIFREFBIIEH 4965 (97.4%), R
MY E 1361 (26%) Td o 7z %513 B ¥4 2735
(53.6%), Ttk 236%1(46.4%) TH N, EWMIIRIE
W13, BB ERSI K T60MLL L O EBHI i 24351
(47.7%) TH o720 ABE - HREFITOVTIF ALY

Table 1. Patients evaluated and reasons for exclusion

. . Total no. . . No. of patients
Diagnosis of patients No. of patient excluded and reasons for exclusion evaluated
diseases not included in protocol 4
. . . diseases not suited for evaluation 4
Respiratory tract infection 512 discontinued due to clinical adverse reaction 2 16 496
no visit after initial consultion 6
Urinary tract infection 13 0 13
Total 525 16 509
Table 2. Background of patients (No. of patients evaluated)
RTI UTI Total (%)
Items
496 (97.4) 13 (2.6) 509 (100)
Sex male 270 3 273 (53.6)
female 226 10 236 (46.4)
Age (yr) =19 9 0 9(1.8)
20~29 43 2 45 ( 8.8)
30~39 67 1 68 (13.4)
40~49 56 0 56 (11.0)
50~59 84 4 88 (17.3)
60~ 69 115 2 117 (23.0)
70~79 104 3 107 (21.0)
80= 18 1 19 (3.7)
In/out patients in 111 8 119 (23.4)
out 385 5 390 (76.6)
Body weight (kg) <39 35 2 37(17.3)
40~49 126 1 127 (25.0)
50~59 137 5 142 (27.9)
60~ 69 82 1 83 (16.3)
70= 20 0 20 ( 3.9)
Unknown 96 4 100 (19.6)
Severity mild 268 6 274 (53.8)
moderate 223 7 230 (45.2)
severe 5 0 5 (1.0
Underlying disease and complication with 283 8 291 (57.2)
without 213 5 218 (42.8)
Before administration of yes 61 2 63 (12.4)
antimicrobial agents no 412 11 423 (83.1)
unknown 23 0 23 ( 4.5
Medicine with 267 8 275 (54.0)
without 229 5 234 (46.0)
History of allergy in the past yes 19 2 21 ( 4.1)
no 477 11 488 (95.9)
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Bl(24.2%), 5+3%390%1(75.8%) Thol:e KBRNEIE
ik BE274% (53.8%), FHAE2305(452%) TH Y,
EEE5H (1.0%) ThHolzo ERERE - SHENHEIC
onCid[H129161(57.2%), [#1218%1(42.8%) TH
otzo MBEHHGICOVTIA[A 1635 (12.4%), 4]
42351 (83.1%), BFRAIII[H12756] (54.0%), 4]
2341 (46.0%), T VIV ¥ —BREEIR[A 1216 (4.1%),
[ 148861 (95.9%) ThH o 72,
1H#ES B2 W Tid200mgA%240 Bl (47.2%),

300mgAs205%1 (40.3%) TH hH, &END876% % LTz,
Fk - BEAICAD L, 200mg(51) 27215681 (42.2%),

2\ T300mg (41) 15040 (29.5%), 300mg (5+2) 504
(9.8%) Thot:, HEBHIIIBUANLLIAE(2.2%), 4
~7H236%50(46.6%), 8~14H238%1(46.8%), 15H
LLE32461(4.7%) T, 7H LRI 2476 (485%), 14
H LAPAI24 8561 (95.3%) T - 7= (Table 3)o

3. ERRZHR

1) BRBRIERRRIFR

B BB DERRZN R % Table 41278 L7z, M0k 25 MU E
BT B ERREIR 1X496BI R E%)86H], FRh3466H), <
RER34BI, EHIOFITHY, HREHLULDOK)
13432/496(87.1%) Tdh o 7=, FRERMIYSE TIZELH55,

Table 3. Number of patients classified by daily dose and treatment duration

Daily dose Dosage-dose Treatment duration (days) Total (%)
(mg) (mg x times) =3 4~7 8~ 14 15~ ’
100 100x 1 10 10 20( 3.9
150 150x 1 1 1 2(0.4)
200 100 x 2 11 13 1 25( 4.9

200x1 3 106 97 9 215 (42.2)
100x3 2 3 5( 1.0
300 150 x 2 30 16 2 50 ( 9.8)
300x1 65 76 150 (29.5)
400 200 x 2 11 18 31(6.1)
600 300x2 2 2(04)
Changed 2 7 9(1.8
Total (%) 11 2.2) 236 (46.4) 238 (46.8) 24 (4.7) 509 (100)
Table 4. Clinical efficacy classified by diagnosis
Clinical efficacy Efficacy rate*
Di i No. of patient:

agnosis O- O patients I cellent good | fair | poor (%)

Respiratory tract infections
Laryngopharyngitis-Pharyngitis 22 8 11 3 19/22 (86.4)
Tonsillitis 18 8 9 1 17/18 (94.4)
Acute bronchitis 58 9 4 3 2 53/58 (91.4)

subtotal 98 25 64 6 3 89/98 (90.8)
Pneumonia 119 26 78 4 11 | 104/119 (87.4)
Mycoplasmal pneumonia 19 9 8 2 17/19 (89.5)
Atypical pneumonia 5 5 5/5
subtotal 143 35 91 4 13 | 126/143 (88.1)
Chronic bronchitis 133 14 103 13 3 | 117/133 (88.0)
Bronchiectasis 63 5 43 7 8 48/63 (76.2)
Diffuse panbronchiolitis 19 4 13 1 1 17/19 (89.5)
Secondary infection with chronic respiratory
disease 40 3 32 3 2 35/40 (87.5)
subtotal 255 26 191 24 14 | 217/255 (85.1)
RTI subtotal 496 86 346 34 30 | 432/496 (87.1)
UTI subtotal 13 5 6 0 2 11/13 (84.6)
Total 509 91 352 34 32 | 443/509 (87.0)

* excellent + good/no. of patients
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AH%h6sl, EH2BITHY, HRHIZ11/13(84.6%) T
Hol, TEEFICBITAHEREIT443/509(87.0%)
Tdhol, MIRBBASEICBITAENEERBNICAS
&, WEMEEEA - MEEH419/22(86.4%), MM#17/18
(94.4%), BHRBEI£53/58(91.4%), M#104/119
(87.4%), =437 X<Mifk 17/19(895%), W
ftige5/5, BHREFA 117/133(88.0%), KXk
BRIE48/63(76.2%), U AMIMAERZ£17/19
(985%) B & U8 M4 19 0% 23 % B > Z kK & %+ 35/ 40
(87.5%) Tdh o 72

Y4375 X7k LURB %L GOLMEDAE
EI2126/143(88.1%), T\ bW 518 & E &S
fE12217/255(85.1%) T o 7=,

2) 1H#Z5E - &5 EBIRRRRIF

15 & - %5 B BIERKREIR % Table 5127R L7z,
MR B3 A E VS BT 2 1 B S B OFZHIL100mg
14/19(73.7%), 150mg 1/1, 200mg 205/232 (88.4%),
300mg 176/ 205 (85.9%), 400mg 28/ 30 (93.3%),
600mg 2/2TCH o 7z, T - REEEYSETIZ100mg 1/1,
150mg 1/1, 200mg 6/8, 400mg 1/1TH o7z, & 5IC
0% 23R YLAE (2 B VT 5 i - FERA#HEIZ200me (5
1) 184/208(88.5%), 200mg (432) 21/24(87.5%),
300mg (4+1) 130/150 (86.7%), 300mg (%2) 42/50
(84.0%) $ & 1*400mg (4+2) 28/30(93.3%) TH o 7z,

3) BB - EAERERIERKRR

BBA - EAEE R IZERRZR 7 Table 612/ L 72, 1
0 B3 M S |2 38 1F B A Xp e 13 BB 239/268 (89.2%),
% E189/223(84.6%) T 1), * /REEKYSETIZ
WERE4/6, WEET/TThHo72,

SREFICBIT HAETRITEAE243/274(88.7%),
4:9E196/230(85.2%) Tdh o7,

4) EBERB - SUHER ERIERKE) R

HRERE - AOHER BBIERRZHR & Table 7R L1,
WROR 2R I AAE (- B VT 5 BBER B - S PFHEME | DESICHt
TAHERHIT191/213(89.7%), [HIDEBIZKT 5
BE3hH1£241/283(85.2%) Th o 7co REBEIEICH
VT AEMKRB - AHHEME]OESICK T B ELRIZ5/
5 [HIDEFIITHERHFEIZ6/8TH o7z, 2L
LCIERER - SOHEMEIDOES T 5 H%%iX
196/218(89.9%), B IDEBII T 5 HEZIZ147/
291(84.9%) TdhH o1,

5) EREFIERZIR

IR B3R AEA96BI D S B, G BMREREAE T
EN7-FEBIE2376) (47.8%) Td o 72 (Table 8a) , B¥h
BT A A XNEI2183/200(91.5%), HWEEK
BTI331/37(83.8%) Th o7z, HHMBEBRREICBITILE
¥EIZ ST LEEES54/54(100%), 77 LBREEL127/
144(88.2%)Th Y, 7 LABHHICHT AERED

Table 5. Clinical efficacy classified by daily dose and adminsitration times

Daily dose (mg x times)
Diagnosis 100 mg | 150 mg 200 mg 300 mg 400 mg | 600 mg hanged
c|
100x1 | 150x1 | 100x2 | 200x1 | 100x3 | 150x2 | 300x1 | 200x2 | 300x2 ¢
RTI
LaryngopharyngitissPharyngitis
Tonsillitis 2/3 3/3 33/35 26/32 19/19 4/4 17 1/1
Acute bronchitis 94.3) (81.3) (100)
Pneumonia
Mycoplasmal pneumonia 171 11/12 45/57 10/10 39/43 16/16 4/4
Atypical pneumonia 91.7) (78.9) (100) 90.7) (100)
Chronic bronchitis
Bronchiectasis
Diffuse panbronchiolitis (1713/135) 11 79 18;51/141)6 4/5 6/8 (7821/88% ( 880/1(3 11 12
Secondary infection with chronic : : : :
respiratory disease
21/24 | 184/208 | 4/5 42/50 | 130/150
subtotal ung | w1 | @D | @85 ®4.0) | @67 | 28130 | 212 | 61
(%) (73.7 205/232 176/205 93.3)
(88.4) (85.9)
UTI subtotal n 17 11 5/7 0 0 0 11 0 212
22/25 |189/215| 4/5 42/50 | 130/150
Total 15/20 2/2 (88.0) | (87.9) (84.0) | 86.7) | 29/31 2/2 8/9
(%) (75.0) 211/240 176/205 93.6)
87.9) (85.9)

* excellent + good/no. of patients
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FHEN TV, FRARRAGEIC BT 2 ERF IOV
THh AL, Staphylococcus aureus 15/ 15, S. pneumoniae

39/ 32, Moraxella (Branhamella) catarrhalis 12/ 12,

Haemophilus influenzae 56/56 & WM OFXHEH 100% 1)

<%V, Pseudomonas aeruginosald29/39(74.4%) T -
720

Table 6. Clinical efficacy classified by diagnosis and severity

R R GRE 1361 1- D W TR 1 18I TR 2 A%l 58 & 1,
FOHEFYHIL9/11(81.8%) Tdh - 7z (Table 8b),

4. A FER)R
2 9 TR BUAB R SRR 5
HE ST BN B9 R % Table 9a# & UFObIZ/R L 72,
IR S MHIE (2 B 1T A MM E RN R % 4 5 &, BUMHE %

Clinical efficac *
Diagnosis Severity No. of patients y Efficacy rate
excellent good fair poor (%)
RTI N
Laryngopharyngitis<Pharyngitis mild 69 14 48 5 2 62/69 (89.9)
Tonsillitis moderate 27 9 16 1 1 25/27 (92.6)
Acute bronchitis severe 2 2 2/2
Pneumonia mild 74 16 50 2 6 66/74 (89.2)
Mycoplasmal pneumonia moderate 69 19 41 2 7 60/69 (87.0)
Atypical pneumonia severe 0 0
Chronic bronchitis mild 125 7 104 12 2 111/125 (88.8)
Bronchiectasis moderate 127 19 85 11 12 104/127 (81.9)
Diffuse panbronchiolitis severe 3 2 1 2/3
Secondary infection with chronic
respiratory disease
mild 268 37 202 19 10 239/268 (89.2)
RTI subtotal moderate 223 47 142 14 20 189/223 (84.8)
severe 5 2 2 1 0 4/5
mild 6 2 2 2 4/6
UTI subtotal moderate 7 3 4 717
severe 0 0
mild 274 39 204 19 12 243/274 (88.7)
Total moderate 230 50 146 14 20 196/230 (85.2)
severe 5 2 2 1 0 4/5
* excellent + good/no. of patients
Table 7. Clinical efficacy with or without underlying disease/conplications
. . Underlying disease . Clinical efficacy Efficacy rate*
Diagnosis complications No. of patients excellent | good | far | poor %)
Respiratory tract infections
Laryngopharyngitis « Pharyngitis no 61 17 41 1 58/61 (95.1)
Tonsillitis yes 37 8 23 5 31/37 (83.8)
Acute bronchitis
f,}‘yec‘g;‘;‘;‘; 2 preumoni 1o 73 7 | s 1 67173 (9L.8)
Atypical pneumonia yes 70 18 41 3 59/70 (84.3)
Chronic bronchitis
Bronchiectasis
. \ e 79 7 59 7 6 | 66/79 (83.5)
Diffuse panbronchiolitis no
Secondary infection with chronic respiratory yes 176 19 182 | 17 8 |151/176 (85.8)
disease
no 213 41 150 9 191/213 (89.7)
RTI subtotal yes 283 45 | 19 | 25 241/283 (85.2)
no 5 3 2 5/5
UTI subtotal yes 8 9 4 6/8
Total no 218 44 152 9 196/218 (89.9)
yes 291 47 200 | 25 147/291 (84.9)

* excellent + good/no. of patients
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Table 8a. Clinical efficacy in respiratory tract infection classified by causative organisms

Clinical efficacy
Causative organisms No. of patients - Efficacy rate* (%)
excellent good fair poor
Monomicrobial infection
Gram-positive rods
S. aureus 15 2 13 15/15 (100)
S. pyogenes 6 4 2 6/6
S. pneumoniae 32 8 24 32/32 (100)
Corynebacterium sp. 1 1 11
subtotal 54 14 40 0 0 54/54 (100)
Gram-negative rods
E. coli 5 5 5/5
C. freundii 1 1 1/1
K. pneumoniae 9 7 1 1 719
K. oxytoca 1 1 0/1
Klebsiella sp. 1 1 11
E. cloacae 1 1 1/1
E. aerogenes 1 1 0/1
H. influenzae 56 14 42 56/56 (100)
H. parainfluenzae 6 1 4 1 5/6
H. parahaemolyticus 1 1 1/1
Haemophilus spp. 3 2 1 2/3
P. aeruginosa 39 5 24 5 5 29/39 (74.4)
Pseudomonas sp. 1 1 11
X. maltophilia 3 1 2 3/3
Neisseria sp. 1 1 11
M. (B.) catarrhalis 12 12 12/12 (100)
Flavobacterium sp. 1 1 0/1
A. xylosoxidans 1 1 1/1
GNR 1 1 11
subtotal 144 21 106 9 8 127/144 (88.2)
Anaerobe
B. melaninogenicus 1 1 11
Other
Mycoplasma pneumoniae 1 1 1/1
Monomicrobial infection
subtotal 200 35 148 9 8 183/200 (91.5)
Poly microbial infection
2 species
Gram(+) + Gram(+) 2 1 1 1/2
Gram(+) + Gram(—) 22 2 16 3 1 18/22 (81.8)
Gram(—)+ Gram(-) 8 7 1 7/8
=3 species 5 1 4 5/5
Polymicrobial infection
subtotal 37 3 28 3 3 31/37 (83.8)
Total 237 38 176 12 11 214/237 (90.3)

* excellent + good/no. of patients

Table 8b. Clinical efficacy in urinary tract infection classified causative organisms

Clinical efficac
Causative organism No. of patients y Efficacy rate®
excellent good fair poor (%)
Monomicrobial infection
GPR 1 1 11
E. coli 5 4 1 5/5
K. pneumoniae 1 1 11
P. aeruginosa 1 1/1
subtotal 8 5 3 8/8

Polymicrobial infection
2 species 1 1 11
Gram(+) + Gram(—)

= 3 species 2 2 0/2
subtotal 3 1 2 1/3
Total 11 5 4 2 9/11 (81.8)

* excellent + good/no. of patients
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Table 9a. Bacteriological efficacy in respiratory tract infection classified by causative organisms

Bacteriological efficacy

Causative organism No. of patients . decreased Eradication rate
eradicated | replaced partially unchanged (%)
eradiated
Monomicrobial infection
Gram-positive rods
S. aureus 14 14 14/14 (100)
S. pyogenes 6 5 1 5/6
S. pneumoniae 32 28 1 3 28/32 (87.5)
Corynebacterium sp. 1 1 1/1
subtotal 53 48 2 3 48/53 (90.6)
Gram-negative rods
E. coli 5 3 1 1 4/5
C. freundis 1 1 1
K. pneumoniae 9 4 2 3 6/9
K. oxytoca 1 1 0/1
Klebsiella sp. 1 1 0/1
E. cloacae 1 1 1/1
E. aerogenes 1 1 0/1
H. influenzae 56 52 3 1 55/56 (98.2)
H. parainfluenzae 6 5 1 6/6
H. parahaemolyticus 1 1 1/1
Haemophilus spp. 3 3 3/3
P. aeruginosa 37 10 5 22 10/37 (27.0)
Pseudomonas sp. 1 1 11
X. maltophilia 3 2 1 2/3
Neisseria sp. 1 1 1/1
M.(B.) catarrhalis 12 11 1 12/12 (100)
Flavobacterium sp. 1 1 11
A. wylosoxidans 1 1 0/1
GNR 1 1 11
subtotal 142 95 10 9 28 105/142 (73.9)
Anaerobe
B. melaninogenicus 1 1 0/1
Other
Mycoplasma pneumoniae 1 1 11
Monomicrobial infection
subtotal 197 144 10 12 31 154/197 (78.2)
Polymicrobial infection
2 species
Gram(+) + Gram(+) 2 1 1 1/2
Gram(+) + Gram(—) 22 12 1 9 13/22 (59.1)
Gram(—) + Gram(—) 7 5 2 5/7
=3 species 5 3 2 3/5
Polymicrobial infection
subtotal 36 21 1 14 22/36 (61.1)
Total 233 165 11 26 31 176/233 (75.5)

* eradicated + replaced/no. of patients

Table 9b. Clinical efficacy in urinary tract infection classified by causative organisms
c ) . No. of Clinical efficacy EfS e (%)
t . tients
ASatVe Organisms 0 o patien eradicated | replaced | decreased | unchanged cacy rate T
Monomicrobial infection
E. coli 5 5 5/5
K. pneumoniae 1 1 1/1
P. aeruginosa 1 1 11
subtotal 7 7 77
Polymicrobial infection
2 pieces
Gram(+) + Gram(—) 1 1 1/1
=3 species 2 1 1 0/2
subtotal 3 1 1 1 1/3
Total 10 8 1 1 8/10(80.0)
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B3 B 14%XI2154/197(782%) Th 1), HEHE
RYTIIYLKI322/36(61.1%) T o 72, BLIRH MY
BT BIEERIZS T LBMR48/53(90.6%), 7T A
REPEB105/142(73.9%) TH H, 77 LM I3
BN LRI RO FTHEN Tz, MR AR RYE |2 B 1)
ZEERMBIZONWTHADLE S aureus 14/14(100%), S.
preumoniae 28/ 32 (87.5%), M. (B.) catarrhalis 12/ 12
(100%), H. influenzae 55/56 (98.2%) $ & U° P. aerugi-
nosa 10/37(27.0%) TdH o> 72,

FREGBEIGEIZ BV TIL E coiD BB BB A ETH
D, &fliEE L7,

2) AW LMICHA

MR BFERIE 12 BT B ERE D ) LMICHRIE S iz
115%k (x+BE 3RO 7#K) D MICHH i % Table 10all/R L 72,

GPFX D MICg0!30.39g/mlTH h, —FH3tERIEL L1
NFLX, OFLX, ENX3 & U°CPFXI3 £ #16.25, 1.56,
6.258 X 10.78ug/mlTdH o 72,

F7o, BEBOHENHEE SNZ113BRIITT A MIC
I 538 % Table 10bIZ/R L 72, MIC 0.394g/ml (GPFX
DMICgo) LT DB KHIL87/95(91.6%) TH b, 4
AL LTi397/113(85.8%) Tdh o7z,

5. R&M

BIVER 1$51961 42661 (5.0%) 12384 D LN, +
D—¥F % Table 11IIR L7z £OHRITEILEZLS
7 (ER, KRHERIR, THS), HHHER1I34 W,
SO 5O, TEE%) T, BBEMNF WS, %%, 15,
F 04 (LU, R, METREK) Thotz, £
DR IEF261, FEELIVS, EFIGTHo7, B

Table 10a. Relation between MIC in respiratory tract infection
MIC (ug/ml)
Drug (strains) 0,006 0.012 0.024 0.05 0.1 02 0.39 0.78 1.56 3.13 6.25 12.5 25 50 100 S100 10w
Grepafloxacin (n=115) 4 10 13 23 18 15 14 8 1 3 3 2 1 0.39
Norfloxacin  (n= 97) 1 8 25 11 7 9 7 9 12 4 11 1 1 6.25
Ofloxacin (n= 97) 2 3 18 16 9 13 8 16 6 3 21 1.56
Enoxacin (n= 97) 1 2 7 24 15 9 6 9 10 10 3 1 6.25
Ciprofloxacin (n= 97) 5 4 23 13 6 3 15 14 8 3 1 1 1 0.78
Table 10b. Relation between MIC in respiratory tract infection
. . MIC (ug/ml) tha].
Causative organism (eradication
=0.006 | 0.012 [ 0.024 | 0.05 | 0.1 0.2 | 0.39 |0.781.56{3.13(6.25|12.5| 25 rate %)

S. aureus 111 3/4 4/5 11 1/1| 10/12 (83.3)
S. pyogenes 2/2 1/1 (11 4/4
S. pneumoniae 11 4/5 6/6 4/5 | 3/4 11 19/22 (86.4)
Corynebacterim sp. 11 11
E. coli 11 11 212
K. pneumoniae 2/2 0/1 1/1 3/4
E. cloacae 111 11
H. influenzae 3/3 7/7 | 8/8 |10/10 | 2/2 11 31/31 (100)
H. parainfluenzae 11 | 2/2 11 11 5/5
P. aeruginosa 1/1 2/2 1/2 3/4 11/2|10/1]0/3]0/1 8/16 (50.0)
Pseudomonas sp. 11 11
X. maltophilia 11 11
N. meningitidis 1/1 1/1
M.(B.) catarrhalis 1/1 11 | 3/3 | 2/2 11 8/8
Flavobacterium sp. 11 1/1
B. melaninogenicus 0/1 0/1 0/2
F. nucleatum 11 11

Total 4/4 |10/10|13/13 | 22/23 | 14/16 | 13/15 | 11/14 | 5/8 | 0/1 | 0/3 | 2/3 | 2/2 {1/1| ~97/113

(%) (100) | (100) | (95.7) | (87.5) | (86.7) | (78.6) (85.8)

No. of strains eradicated/no. of strains isolated
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Table 11. Clinical adverse reactions
P el B e e W
1 m;;le (%Oga;sl) Wooziness + 5 probable withdrawn
2 rrgxsle ( fg%:yls) Diarrhea + 11 probable continued
3 fer;za le (12 3 %:yls) 223::; a + 6 possible continued
4 rrgge (%oga; 51) IN)ﬁllm}l:::Z: c;ilimbs + 3 probable continued
5 ferg;l N (f {) %:yls) Rash + 8 definite withdrawn
6 fer;;] € (23033;51) Headache + 3 possible withdrawn
7 rr;age (isga; 82) Thirst * Constipation + 3 probable withdrawn
8 rr;asle (270ga);52) gg;ﬁggss + 4 probable continued
o | e [T b Wi Lo || 1| e | it
10 fer;lzal € (2303;;51) g:xzhe + 2 possible withdrawn
11 feglgl € (2703;;51) Thirst + 1 probable continued
12 ferzr?l € %gg : g : g Plantar erythema + 9 probable withdrawn
13 fer5n4ale (zsoga;sz) Dizziness ++ 5 probable withdrawn
14 "}73516 (;52;;52) Wheals +# 7 definite withdrawn
15 n’17a51e (12 g %:yzs) gsri%lggzz .of 4th and 5th + 1?) possible continued
fingers of both hands
16 fer';lélle (?;Oga;;) Bitter taste + 2 possible continued
17 fer;sale (zzoga);sl) I;\Izg:giia + 2 probable withdrawn
18 ferg;le (ff(()tl:yls) Nausea + 5 possible continued
19 H,’;lzle (38023);51) Sleepiness + 1 possible continued
20 m;;le (%Oga;:) Wooziness + 2 probable continued
300x2x1 Diarrhea
21 ";ge 300x3x1 + 2 probable continued
300x1x12
22 n372171e %gg z g : g 223::; + 1 probable continued
23 female | 200x1x3 | Wooriness + 8 definite | withdrawn
“ | (T | Nawsess norexi . 3 | probable | continued
25 rrg;le (%Oga;:) Nausea + 3 probable withdrawn
26 male (%Oga’;,sl) Diarrhea + 6 probable |  withdrawn
+:mild +: moderate +# : severe
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BEOIHIWETHY, ik Ay I VAINRSEOLE I
SR LA, F72, 2661 13F1IB VTR AL
STz, BRARIREMERF 13490614 4961 (10.0%) 261
BAED LN, FEEEREL 164, GOTLA 134, GPT
ER16M, ALPERTHENELR DD TH 572 (Table 12),

6. HRM

A R ORAT RIESIZ5106] TdH o 72 (Table 13),
SIEFNI B 28 B TIEEICHE 916, [HE]341
Bl, Teb6 bz Hv]406), [RiEl38FTHY,
HARGRL LEDX)432/510(84.7%) THho 12 %
7z, DRUR 83 ERYLE O K ¥ 13422/497 (84.9%), IREE
RYFEDHFXRIT10/13(76.9%) TH o 72,

Table 12. Abnormal laboratory findings

I * 3

GPFXiZ ¥/ 0 v ZABMEET, £OMWEL, £/
)Y BIEROSMIC A FVETEAL, 1LY 0 70
VIV, 67 vEBLUTMII-AFIERT V=
VEEFETIH LK TH S, KFIL, 77 LB0HHE,
77 LBEREB L UMAEE 2L NS I 75 X,
253V, LY I%IH LTLRBER B A~
Mo LLBEOBMAEBRLCRIRSN, 7, 8zt
BRCOEBHRETICBWT, Mz UL+ 55488H
~NOBITHICENDIFR A L, FFIIRERYAE |25t
TAHRRIPRFESNLEHTH S,

AEEM L 72 REBRICB VT, HRBITITHRIES 5256
DI H51261(97.5%) VIR EFEGEET ED SNz, &
DT ki, BREEIELEMAHIDR L/ EROIEED» S
AR AE (X T A ERRBIIR 2 MR L CREER 24T

Items No. of cases SlHEREVA LY, LIz T, UTIHRBELEED
goBsgophﬂ : 3 B % LI EBT B,
GOT 1 13 ¥, BEICIIRFENLBEN =2 —%/0vE
glpg 1 1675 IZDWT, FDF — 72 HKERZ BT B PR 33 EGLAE (At
Urobilinogen 1 1 T A HHEIL, ofloxacin (OFLX) 76.8%”, ciprofloxacin
Urinary protein ¥ i (CPFX) 73.8%%, tosufloxacin (TFLX) 80.0%, flerox-
potal bilrubin 1 1 acin (FLRX) 84.4%'?, sparfloxacin (SPFX) 84.4%" L #
BUN 1 2 HEXNTBY, SEIOCGPFXDEHELT.1% L\ B
Incidence of abnormalities 61 NI ATINSBEFEOERICH L TELLLDTIR
Total (%) 49 (10.0) 2l, BECBTEZ2—F /0y BT HHEED
No. of patients evaluated: 490 HWnEEETLL, PrEEBRIIHoTIHETELE
Table 13. Usefulness
Usefulness
. . . - Usefulness rate*
Diagnosis No. of patients | markedly borderline markedly
useful useless (%)
useful useful useless
RTI
Laryngopharyngitis-Pharyngitis 23 8 11 3 1 19/23 (82.6)
Tonsillitis 18 7 9 1 1 16/18 (88.9)
Acute bronchitis 58 10 42 3 3 52/58 (89.7)
subtotal 99 25 62 7 5 0 87/99 (87.9)
Pneumonia 119 28 74 6 11 102/119 (85.7)
Mycoplasmal pneumonia 19 8 9 2 17/19 (89.5)
Atypical pneumonia 5 5 5/5
subtotal 143 36 88 6 13 0 124/143 (86.7)
Chronic bronchitis 133 13 102 13 5 115/133 (86.5)
Bronchiectasis 63 5 41 7 10 46/63 (73.0)
Diffuse panbronchiolitis 19 4 12 2 1 16/19 (84.2)
Secondary infection with chronic 40 3 31 4 2 34/40 (85.0)
respiratory disease
subtotal 255 25 186 26 18 0 211/255 (82.7)
RTI subtotal 497 86 336 39 36 0 422/497 (84.9)
UTI subtotal 13 5 5 1 2 0 10/13 (76.9)
Total 510 91 341 40 38 0 432/510 (84.7)

* markedly useful + useful/no. of patients
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gThbLvr L),

GERBACEMELAD L, EREKSA90.8%, kfi
%7388.1% B & WBMTGERIYEAHT85.1% & Vi
LTHOBVWAMRTH o7z, T/, KA TIISKELIL
BEICHT BERENT6.2% & RRED - 7275, FEIR
BFROME/NA F 7 4V ADFEHA UL LIEA & hiliih
BEVWDRTWEY W L2 ERT 5L, KHDHRE
HERLEFHTEARETH S, T2, BEOIATIX
HEAFS LRI W EARAMAE X £
(OFLX63.0%”, CPFX 54.5%", TFLX 56.5%", FLRX
86.7%' B & USPFX 60.7%'") 1ZxF L T, &#IA% 89.5%
YEVWADRERLAZBIIEFERIETAIOTHDL, T
o0z s, RENISEK, HBBYEEEME O RRSE I
FLTO7 7u—F L HFFHRLFER EEZON D, &
bio, —BHME L ERRARPET bbb 75X
2Hi%196, BRFASFIIEEFN TV, Thbi
HLTHELAEFREEIS%, 100%THH, KAOHE
HERBL:RBIFEEETH - 72,

EEENICIE, BEL2VWLILHFESEOERNITLSEKD
99.0%% 5, MEDEMEIIKELZIALNT, £
LEREE - APEDHEFHDOEHE DL FROERTH
ol B, RENIBRFES S hfE O IR 25 R YE |1

TAERALEL D EEbILS,
Rk ARCOVWTRELTAS L, ER1BHSE
NOEZHIE, 100mgBET73.7%, 200mgEE88.4%,

300mg#85.9% B & F400mg&t93.3% THH, 100mgT
REBIZ Lo TERRARt+HLEZOLN, 1BKREGE
200mgll L TR T E 23EN B OND LHEB I NI,

7, HSEBIZOVWTIAK S E200mg, 300megk 5
BrhBLTAaBE, 200mgBETIES1, D274
885%, 875%, 300mgEETIIs1, 248 486.7%,
84.0% L VTN IHZEGEBMICBVTHBRICKE R EI
Ao ol — Iz 2 —F /0y BIZHAEKEY
KEREMEEZRT I EPHELPIZENTEBY, /275
LGHREO AL 575 LEMWER 23 L T b post
antibiotic effect (PAE) # R4 = &2 5, HE5HEBOEE
FARREEDONTNE ™, ERDELD=2—F /10
VERIA2~3ETHWOLNTE 22, AFITINSIC
BBVl SRS 0ESH HFEWELEB L UVEY
effect regrowth time (ERT) # BT 2% D EBH R b &
D, IHIEHES b +4TEETH S EFRINS, EE,
WKL DT 5 72 A KBRS E 7 V12 & BIRET T,

FHOMBRIABIKEL TV 500, ZOHRS5EK
KBWTEWEED LTV WY, KREBIZBIT 55
L, M2DEHRIZENA SN E o E v KR,

CNLDEBHRITE —BTHDDTH .45, —2—
F/OVEZEANREED LI B THAIHK
REBIREEDI LTI TV AREXHE, 18

1A GHTEHRTH I L IEFOERTHY), 4% S
SIZ1E 1A S &l b LR AR I N5,

MO 25 10 120, DRI 2 R HIE 12 B VTS, aureus, S,
pneumoniae, H. influenzae, P. aeruginosa, M. (B.) catarrha-
UsHEDEEREH L LTEETH ), EBRARRIC
BWTH IASME OFMEIREE LT {, BEIREBRRED
766% % 57, SNOLDEEME AT 5 EKAD
MICgo 1l & 7 4% % (X S. aureus 0.1 ug/ ml: 100% , S.
prnewmoniae 0.78ug/ ml: 87.5%, H. influenzae 0.05pug/ ml:
98.2%, M. (B.) catarrhalis 0.05.g/ml: 100% & {741
B R LIZBmWEERETHD, s OMERES
DERMBIIEFERU L TH o720 —)7, P. acrugino-
salZ DV TIHE, MICgofli# 3.13ug/ml & M FR 1L 5
LRGN, FOWERII2T0% EEP272, ZDLD
\ZP. aeruginosal &N H B0 PbOLTHREICE
LW EW)BERIRAOA L SFTILL—KICHENT
WBHEIATHD, TOT LI L TIKRS IZHE 1
FT7ANLDRE A ZFDORRBIZETTED, 4FICP
aeruginosall % { AL NBH DL L TWAE"9, LS
2T, PPAREEICIE, MBEERLIERTERICLE
HELHREPEZINETHA ), 261, FREBEOER
BHEEBIZ BT LERRIE, MEFWRREeATHLDE,
FAFFETI03%, HEKETIS5%TH ) WEDBICA—
BB ABNTWE, TIEDdiscrepancy i LT H T
BOMBENAF T4 NV LDOFEFEDERELTEZS
Nb, TDT &L, KHDP. aeruginosal 1§ 5 L=
327.0%THHIZb00b b, BRHENTL4% LG
ST EMHLBWEIND,

BIER 35196092661 (5.0 %) (238445325 5 L7245,
BEHIEFT)H 5 CIZLEIC L ) SEFNIC BV TER
DERZHRE L, IHRSEFNOREARBEKE
100mg 5% (1/20), 200mg 3.8% (9/240), 300mg 5.4%
(11/205), 400mg 12.9% (4/31) T ¥, 100~300mg
ICH L T400mgDEBEHEF T, REHOBa» 5
300mgll THARYETHAHH EEZ LN,

FRIR AR fE 2% 134906 4961 (10.0%) 126114388
Lh, ELEEEEEE I, HFEEEk¥L164, GOTL
F13#, GPTER16M, AILPERTHET, WIhiE
EOEETHY, FICHBICR230IERD N0
720

ULOBEZBRT S5 L, RROERNFRT LD
BENHE N B L BT D O BIfF SRR AR
REJIZOFERR SN, 1H&KRS5E200mg~300me#k 5[5
1H1[E THENEE 2B HREREE £ TEO 2Pk
ERGE |3 LIL CERIREVE AP SN A EHITH
hrEZ LN,

(REICH TEEFSNEFNIARFE S DL MRR LD
EFIEERLTBY £7,)



346

B &AL Bk &M ik

JULY 1995

10)

X 79
Imada T. Miyazaki S, Nishida M, Yamaguchi K
and Goto S: in vitro and n vivo antibacterial acti-
vities of a new quinolone, OPC-17116. Antimic-
rob Agents Chemother 36: 573~579, 1992
Wakebe H. and Mitsuhashi S: Comparative in vitro
activities of a new quinolone OPC-17116, posses-
sing potent activitiy against Gram-positive bacter-
ia. Antimicrob As Chemother. 36: 2185~ 2191,
1992
FRERX, BIBHKE | 410 B R LEREFRT
HAEZEHWES, HIES Y KRI Y L, Grepaflo-
xacin (OPC-17116), #&, 1993
B, HERMEE, RIE 1E, AEFIC  Gre
paflexacin D R &5 — M Bk, A bME43(S-1):
155~175, 1995
B AL EREFS | BR/AREHIERE MIC) IE
HEHXETIC DWW T, Chemotherapy 29; 76 ~ 79,
1981
EHCE : #3900 B RMLEREFIRER, BIE
R EEERFERESRE, ®E, 1991
B OE—, B EZFE Fik B $H30EAB KL
FREFREARIRR, X VRV T L,
DL-8280, &5 /E, 1992
RGEg—, ATEH  E320 B K LEREFER
BHAXHR S, HELKI T AL BAYO
9867, L, 1984
EHCE, BH 2B EMZEAXCEREFS
Be, WY VRV Y L, T-3262, HH, 1987
&1 B4, BIBME : F37HH AMEFEREFES

12)

13)

14)

15)

16)

17)

18)

19)

5 A A AAE, FE VAT Y L, AM833
(Fleroxacin), F0%kIL, 1989

LB —TE, WHFEE K T SE38EA A
LAV AERZTRR, R VRV
(2), Sparfloxacin (AT-4140), U%E., 1990
INKREAT @ VPR SRS E 12 BT AR S M 7- R
#o Ther Res Vol 11. No. 8: 2395 ~ 2400,
1990

INHREAT, KIEEE | 18 % 5B &4 IE biofilm
disease& LTH7 7 u—FI0k, Vol 11. No. 10:
1266~1271, 1992

KIEMWE, /INREAT  SA A T 4 VL, B
7, Vol 18 No. 12: 1523~1524, 1990
KIEMME, KEHRE, MRET | A LE -
BFOILFERIE, 7T LBREBRE IR Gk
IR 25 B HedE, BRER & A, Vol 21. No. 1
51~54, 1994

FRiE—, Hith B, RENHEE, HRKENL
CHEEORSETE, {LEFEEDOEE 6(2):
296~302, 1990

FEAR—, BEKENR  UEEDPAEL 5,
#A R 37(9): 2187~2190, 1988

BHH—, EKENR  ERBY EPAED S A1
HERE. —a2—F/O0VOE LWEWE (HEH
B, BH ¥ ), ppl22~130, BEI v—
Fvtt, KRR, 1991

BF%AE—, SHEMN, Fih B EFIIBE
EKENER . Hi L\ F / 0 FEgrepafloxacinDE)
MEEGE TV BT A5 EORE, BIL#ES
$543(S-1): 244~248, 1995



VOL. 43 S-1 PR RIS RSE (2 X3 A GPFX D AT A I 347

Clinical evaluation of grepafloxacin in the treatment of various
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Clinical evaluation of grepafloxacin in the treatment of various infectious diseases in the field of
internal medicine.

The clinical usefulness of grepafloxacin (GPFX), a new quinolone synthesized as an oral antibacterial
agent, in various infections in the field of internal medicine was investigated by collaborative research at
62 institutions nationwide. GPFX was administered primarily to patients with respiratory tract infec-
tions (RTI), mostly at daily doses of 100~300 mg once or in 2 divided doses. Clinical efficacy was
evaluated in 509 of a total of 525 patients for analysis and efficacy was observed in 443 (87.0%) of the
509, including 432 (87.1%) of 496 patients with RTI and 11 (84.6%) of 13 patients with urinary tract
infections (UTI). In RTI by disease, clinical efficacy was observed in 19 (86.4%) of 22 patients with
pharyngolaryngitis or pharyngitis, 17 (94.4%) of 18 with tonsillitis, 53 (91.4%) of 58 with acute
bronchitis, 104 (87.4%) of 119 with pneumonia, 17 (89.5%) of 19 with mycoplasmal pneumonia, 5
(100%) of 5 with atypical pneumonia, 117 (87.3%) of 133 with chronic bronchitis, 48 of 63 with
bronchiectasis, 17 (89.5%) of 19 with diffuse panbronchiolitis, and 35 (87.5%) of 40 with secondary
infection with chronic respiratory disease. Bacteriological efficacy in RTI was evaluated in 233 patients.
Bacteriological eradication was observed in 154 (78.2%) of 197 patients with monomicrobial infection
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and 22 (61.1%) of 36 with polymicrobial infection. For monomicrobial infection, bacteriological efficacy
was higher in patients infected with gram-positive bacteria (48 of 53, 90.6%) than in patients infected
with gram-negative bacteria (105 of 142, 73.9%) . The MICgo of GPFX was 0.39 pg/ml in 115 strains of
causative organisms in which the MICgq was determined in RTI, and the MICsgo of norfloxacin (NFLX),
ofloxacin (OFLX), enoxacin (ENX) and ciprofloxacin (CPFX) were 6.25, 1.56, 6.25 and 0.78 ug/ml,
respectively, in 97 strains. Adverse drug reactions were observed in 26 (5.0%, 38 cases) of 519
patients, including mostly gastrointestinal symptoms, CNS symptoms and hypersensitive symptoms.
Abnormal clinical laboratory test values were observed in 49 (10.0%) of 490 patients. Major changes
included increased eosinophil and transaminase. None of the reported symptoms or abnormal changes
were serious. Based on clinical efficacy, adverse drug reactions and abnormal clinical laboratory test
values, GPFX was judged to be useful in 432 (84.7%) of a total of 510 patients, 422 (84.9%) of 497
with RTI and 10 (76.9%) of 13 with UTL From these results, GPFX was considered to be useful in the
treatment of various infectious diseases, particularly RTI, in the field of internal medicine.



