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(2) MRS RIRhA
REHOHEEL L 12, TR GREEAHELE
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Ttems and schedule of laboratory tests

Item

Before |Day 3' | Day 7 |Day 14

Chest X-ray (pneumonia)

Chest X-ray (except pneumonia)

erythrocytes
hemoglobin
hematocrit
WBC
hemogram
platelets
reticulocyte

Blood
analysis

Mycoplasmal antibody (CF or IHA)

Chlamydial  antibody
Cold hemagglutination

s-GOT
s-GPT

Hepatic Al-P

function test LDH

y -GTP

bilirubin (total, direct)

BUN
s-creatinine

Renal
function test

protein

sugar
urobilinogen
sedimentation
occult blood

Urinalysis

(0000 000000000 000 1000000

blood sugar
ESR (1-h value)
CRP

Others

electrolyte (Na, K, CI)

~ .
-/

0000 C0000 00 0000000 000 (000000 (O

Bacteriological examination

@ : indispensable O should be performed as often as possible

should be performed for acute bronchitis

* should be performed for pneumonia
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Table 2. Criteria for clinical response against targeted disease (reference purpose)
Excellent

Pheumonia Chron}c 'resplr.ato‘ry Acute (esplratory
tract infections tract infections
Body decreased to less than 37°C decreased to less than 37°C decreased to less than 37°C
temperature | within 3 days within 3 days within 3 days
CRP decreased to 1+ or less within [ decreased to 1+ or less within|decreased to 1+ or less within
7 days 7 days 7 days
(to the degree +if it was 1+at| (to the degree =if it was 1+at
the start) the start)
WBC decreased to less than decreased to less than decreased to less than
8,000/ mm’ within 3 days 8,000/ mm’ within 7 days 8,000/ mm’ within 3 days
Sputum decreased to 1+ or less within [ decreased to 1+ or less within
volume 7 days 3 days
Sputum changed from P or PM to M, or|changed from P or PM to M, or|changed from P or PM to M, or
property disappeared within 3 days disappeared within 7 days disappeared within 3 days
Causative disappeared within 3 days disappeared within 7 days disappeared within 3 days
organisms
X-ray disappeared, or decreased to 2
shadowgram | points or less within 14 days
Good
Body decreased to less than 37C decreased to less than 37°C decreased to less than 37T
temperature | within 7 days within 14 days within 7 days
CRP decreased to 1+ or less, or two-step or more improvement | two-step or more improvement,
two-step or more improvement | within 14 days or decreased to 1+ or less
within 14 days within 7 days
WBC decreased to less than decreased to less than decreased to less than
8000/ mm’ within 14 days 8,000/ mm® within 14 days 8,000/ mm’ within 7 days
Sputum one-step or more improvement |one-step or more improvement
volume within 14 days within 7 days
Sputum changed from P or PM to M, or | changed from P or PM to M, or|changed from P or PM to M, or
property disappeared within 14 days disappeared within 14 days disappeared within 7 days
Causative disappeared within 7 days disappeared within 14 days disappeared within 7 days
organisms
X-ray decreased to 2 points or less, or
shadowgram| two-step or more improvement
within 14 days
Fair . when some or all of the above symptoms and findings are improved but not to

when the above symptoms and findings are not improved, or are aggravated.
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(5) FHHMH
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7272l ERRFNERAS THIEARE] THEIER £ 721358
RRAEEREHEBEFN CIEEREAHETA I L L L,
2)  BEYAE FAE

EGE BRI, 4% 5 B AT O BRIARSE IR ) OBR IR #R A
BAEE b &S, [BE], [WEE], [EIE] O3 KR
HET AL E LT

6. AEEBIOIY Ky, JEFIRLEKFCBFHD Z LD
Meat

EEAR T R, BERARISIEME, EFGSGEREEO T
LB L OB E AT EEE RG] (Reefl) oy
POV THRE 2 ATV, BB YRR & OthE O L
RERETHIEE LT,

7. PR

FEATIE, GBRRISRM O ED b &, HREERAS
HAFERBERIBICBNTIT) 2 & & L7z, TR
W, MIEFERRE, BIEH, BRMAMERE, A%
RERITHILEL, ZOM, REHOFEBEZHS 2

A5, BERBIZEHIZOWTLMKEEIT) 2 &k L
72

8. kA ENHEE

LHETHEBEABRLZBEIINL, M5B & U & R
FTHIEE LT, REEEE e U Tolnliz 5 2~4
B fR L L7oas, GEBRIRLAEMoOHIM THEELEL, £
ouRE A I HBIMTE LI L E Lz, GFLX Ol
FIXHPLCETIT) Z k& L7,

n. & B & #&

1. JEBIRER

FRAT AT RIEBI D FEGIREIL % Table 312, B4k - BED
Ml % Table 412" ¥, MBI FHEFBIZII0BI TS - 720
B R O RT3 RAEBNE 87 B CAEHBNL 23 BITH -
7o (BRAL - BEE20.9 %) FONFITEEES 16,
EHIO 7 = LRPURSES G 10, WRIMEE 26, %
JFEIRANBRE 2 B, #mLABE R PEE 9 16, 5 8AR
(BIERICCrl) 261, 3 & UTEHIEGER 1461 TH - 72,
BIVEH ORI RACBNE 97 B CARHBNL 13 B TH - 72,
ZOMNFUTERIL G 160, #n LA RbEE 3 16018 L O
Mg GEAT a4 PP REUHEH) 11HITH-
oo B, AERHELEZI3HOS L, EHE516E9

Table 3. Case distribution

Safety
TOFE}I m{mber Efficacy - — Usefulness
or cases Side effects Laboratory findings
110 87 97 84 89
Table 4. Reason for exclusion from clinical evaluation
Clinical | Side [ Laboratory No. of
Reason efficacy | effects | findings Usefulness cases
Re-administration X X X X 1
Case with pretreatment of antibiotics X O O X 1
Non-targeted disease X O @) X 2
Without definite infectious signs X O O X 2
No visit after initial consultation X X X X 1
- = discontinuance caused by side effects -
Insufficient dosing and clinical laboratory test not tested X O X O 2
X X! X+ X 9
L and abnormal laboratory finding X X! O X 1
Violation of prohibition NSAIDS
of concomitant drugs and insufficient clinical laboratory test | > < % )
items
except NSAIDS X O O X
- o clinical laboratory test not tested O O X O
Insufficient clinical laboratory tests - — — - - -
insufficient clinical laboratory test items | O O X+ O 3

" If side effects observed, the case would be evaluated.

“ If abnormal laboratory findings observed, the case would be evaluated.
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728,

FAEBI L D BRI L 720 BRIARBRATAE O AT 1 RE 5113 84 f1
TAFRRBNL 26 GIT® - 72, BRIKIRA D5 MG RH 2 %

FhHGA HaiA S8R T, £,

PG4T (b

1) B, 45T (k) B2 S4HtRE CIoER S

i, ol En g, IR B L OE R E O

FIH A TIHH L EHNE S AU AER % B R AR ALl O BT A
FIEBESTHILE LT 4\‘ﬁéfﬁ1ﬁl DOWNFUTFHEIZT 16,

EIPARE R 16, x5 m AR (REIfER I

THik) 2

B, GFHEER GEA7A l\lfhﬁ SAJE ) 1061
BLUBRRAEA ) (BRRELRERS L OCRAEH
AR 128 TH -7, B, AEHELZ26609 B,

ERIG 6, MDA 3 165 & O

i 11 ) % i 7213 ﬁﬂ%ﬁ%b*f"ii% H 1311
RAEMRE PR 725

IR A A
IDOWT,
WASRAT AT RIERBI & LT 7

A, KGR TILE fﬂ%’é%@iim#"fﬁl, N/ ASWAYAL SN
TRt SHEBT & BRA L 7o AR AT RIEBIE 89

[TAZS

BITAIEHBE 21 BT > 72 A RVED BN S RER 1T

Wi R & S S A 0 REB T A O BIMER B & OCERR MR A
A E QIR SN E T 52 L, 7270,

Table 5. Age and sex of cases

Age Male Female Total(%)
=19 0 0 0
20 ~ 29 5 5 10 (11.5)
30 ~ 39 4 3 7( 8.0)
40 ~ 49 5 5 10 (11.5)
50 ~ 59 8 8 16 (18.4)
60 ~ 69 10 9 19 (21.8)
70 ~ 79 9 12 21 (24.1)
30 = 3 1 4( 4.6)
Total 44 43 87*
(%) (50.6) (49.4)

* No. of cases evaluated for efficacy

1)

(19/22),
& PENTIR 259 o>
87.0% (20/23) TH o7z, Hig2361D
AT T AVHENEENTEY,
B1IHTOTH-7 b,
PRI E LA 26012

BEH AT
ﬁxﬁJ PEFRAT XS RAERI
5127R%,
PN, BEAT44 6] (50.6 %),
TH o7z, FilE60mLLEA44 5] (50.6 %)
i HEH TV,

JU = B3
X}

WA AR AE 27 2SR B L 72 SE BN A 1 O FR AT ok B 5E 51
EL7,
2.

(2B % ik - YR OFEBIE % Table

DWVWT

LEBIT

L4351 (49.4 %)
&
BITIE1 B 2157278361 (95.4 %)
ERE D& EHTWz, (Table 6)o
3. ERIRRDA
BB R PR )
BEB DR MA %= Table 712, [Fxh] & [H%H]
TELELAME (LTAHDE) (SRS ERGAEEEK T
92.0% (80/87) Th-o7zo ELHEHIZONVTHL LR
MREXLRTI.4% (17/18),

VRS LR T86.4 %

S IRIAE (REgeRE) T100% (12/12),
CREGT100% (10/10), Hi%T

b 2BlD~ A

ERIRZNRIERD, AR

TlEdH %%,
BIXTHEHUETH - 72,

Table 6. Number of cases classified by

UCfA

daily dose
Daily dose Times/day 0
200 4 29 33(37.9)
300 37 37(42.5)
400 17 17(19.5)
Total 4 83 87
(%) (4.6) (95.4)

Table 7. Clinical efficacy classified by diagnosis
Di: No. of Clinical efficacy Efficacy rate*
lagnosis o - (%)
cases excellent good fair poor 0
Acute bronchitis 18 5 12 1 94 4
Pneumonia 23 6 14 1 2 87.0
(mycoplasma pneumonia) (2) (1) (1) (100)
Chronic bronchitis 22 1 18 3 86.4
Bronchiectasis with infection 12 1 11 100
Secondary infection with 10 1 9 100
chronic respiratory disease
Diffuse panbronchiolitis 2 2 100
Total 87 14 66 2 5 92.0

*(excellent+good)/ No. of cases X 100
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2) B - TG ERERR AR

BNRETR Wik, BUHSELE SESLRE (%
gulty) (RPN ERE B 0 RIS B L U E AR
EERIIBT G ENOBIKR R © Table 8 12/R7,
INSDEBEERTORSEFNAFDZIZ100mg X 2[11/H
T, 89.7% (26/29), 150mg X 2[l/H T, 89.2%
(33/37), 200mg X 2mE/HTI100% (17/17) TH-
2o BoB, BMRELRIIBITAAEA%FEE 100mg X
2nl/H, 150mg X 2[E/H, 200mg X 2[E/H %5 T
ZFh2190.9% (10/11), 100% (3/3), 100% (2/2)
Tholo BiRIZBITAAEHFEIEENEN100% (4/4),
81.3% (13/16), 100% (2/2) TH-o7-, BHEREXL
RIZBITAEMRIIZFNFNTE.0% (6/8), 88.9% (8/9),
100% (4/4) TH o7z [ETILRAE (BgelE) 1280
LAEMEBIIFNFNI00% (1/1), 100% (7/7), 100%
(4/4) Tholz, BUHIFHRIEED RIEEIZBITLH
BT FNFN100% (5/5), 100% (2/2), 100%
(3/3) Thot:o PFAMIMAELRIIBIT Z2HRER

12200mg X 2M/HT100% (2/2) THo7,

3) S TR B BRR Rh A

REFNORKEDF% Table 91287, LRI
L7239 EBI TOHAMEIL94.9% (37/39) Thoto, H
THE G 37 FIOFREIE97.3% (36/37) T, 774
WIEw & 7 7 LR oA RFIEZ LN 100 %
(18/18), 94.7% (18/19) THh »7z. HEREHELEDIE
2B THY, NIFIFHHTH 72,

FE R RE ORI L Streptococcus pneumoniae
(11/11), (5/5),
(Branhamella)catarrhalis (5/5), Pseudomonas aeruginosa
(4/4) B & U Haemophilus influenzae (3/3) THVY, »
TN 100 % DHEMETH > 72,

4) AR R R R

(1) RREFME TR

R R OMBFIRN R % Table 10-1, 10-212R7
RRBEOBEEN S 2 & - 7234 EF TORFBRMHLEIL
91.2% (31/34) TH -7z, HMEBHEOFRELFIL

Staphylococcus aureus Moraxella

Table 8. Clinical efficacy classified by diagnosis and daily dose

Di . Daily No. of Clinical efficacy Efficacy rate*
iagnosis dos . . (%)
ose €ases  |excellent  good fair poor 0
Acute bronchitis 100mg X 2 11 10 1 90.9
150mg X 2 3 2 1 100
200mg X 1 2 1 1 100
200mg X 2 2 2 100
Subtotal 18 5 12 1 94 .4
Pneumonia 100mg X 2 4 4 100
150mg X 2 16 4 9 1 2 81.3
200mg X'1 1 1 100
200mg X 2 2 2 100
Subtotal 23 6 14 1 2 87.0
Chronic bronchitis 100mg X 2 8 6 2 75.0
150mg X 2 9 8 1 88.9
200mg X 1 1 1 100
200mg X 2 4 4 100
Subtotal 22 1 18 3 86.4
Bronchiectasis with 100mg X 2 1 1 100
infection 150mg X 2 7 1 6 100
200mg X 2 4 4 100
Subtotal 12 1 11 100
Secondary infection with | 100mg X 2 5 1 4 100
chronic respiratory 150mg X 2 2 2 100
disease 200mg X 2 3 3 100
Subtotal 10 1 9 100
Diffuse panbronchiolitis 200mg X 2 2 2 100
Total 100mg X 2 29 1 25 1 2 89.7
150mg X 2 37 7 26 1 3 89.2
200mg X 1 4 2 2 100
200mg X 2 17 4 13 100
87 14 66 2 5 92.0

*(excellent+good)/No. of cases X 100
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Table 9. Clinical efficacy classified by causative organisms
c " . No. of Clinical efficacy Efficacy
ausative organisms *
& cases lexcellent  good fair poor rate” (%)
Monomicrobial infection
S. pneumoniae 11 2 9 100
Gram- S. aureus 5 1 4 100
positive | S pvogenes 2 1 1 100
bacteria
Subtotal 18 4 14 100
M. (B.)catarrhalis 5 2 3 100
P. aeruginosa 4 4 100
K. pneumoniae 3 3 100
Gram- H. influenzae 3 3 100
negative E. coli 1 1 100
bacteria K. oxvtoca 1 1 100
S. marcescens 1 1 0
H. parainfluenzae 1 1 100
Subtotal 19 3 15 1 94.7
Subtotal 37 7 29 1 97.3
Polymicrobial infection
2 species 1 1 100
3 species 1 1 0
Subtotal 2 1 1 50.0
Total 39 7 30 1 1 94.9
*(excellent+good)/No. of cases X 100
93.9% (31/33) T, HMEKREIIBITL 7T LR Lo 1,
BLU/7 7 LBEMRORFBEEILETZENZN 100 % 2) ERRMAEEREE
(15/15), 88.9% (16/18) Tdh» 7o —J, HEHFK BRI R RHR & ZDOPNR % Table 13-1, 13-2
AT VREBIT, 77 LFEMEAERE & Streptococcus agalactiae R T o B S-EORRBAERERBZEIZ100mg X
I L7225, MRSADSife L7z, %, 5% EHEE 20l/HT14.3% (4/28), 150mg X 2[l/HT5.7%

BRoNGho7z, TEGEZHORELEEIL, S
pneumoniae 100 % (8/8), S.aureus 100% (5/5), M.
(B.) catarrhalis 100% (4/4), P. aeruginosa 75.0% (3/4)
B L O H. influenzae 100 % (3/3) THh -7,

(2) EREIHTLIEN

RCREIZHT HGFLX, tosufloxacin (TFLX),
ciprofloxacin (CPFX), ofloxacin (OFLX), norfloxacin
(NFLX) O4fiifiJ) % Table 11127°%, GFLX O3
ETFLX & I2IZRFE %~ L, CPFX, OFLX,
NFLX & D@V iiE D &R L7z,

4. Ltk

1) EIfEH

BIER B & 20N % Table 12-1, 12-2 1R
¥ #IGENORIERFEBEFEIE 100mg X 2[8]/H T 3.2 %
(1/31), 150mg X 2[m/HT6.8% (3/44), 200mg X
2/HT5.6% (1/18) Thh, EEROFMEHEIHFIL
6.2% (6/97) Th-7zo WiRIL, FHIZ, 70, IR,
AAR - LB, WA, WA - WIETHD, £
DIEFLIBE L3P HFEETHY), EELLDEALN

(2/35), 200mg X 2Mm/HT22.2% (4/18) TH Y,
EROEHEREEERTHEEEITI11.9% (10/84) THo
720 PERIZGOT, GPTHDMFHreMmAMED —@itD L5
WELZLDOT, ZORERITRTEETH), EELD
DIFHA LN D 5T,

5 HHM%

ARMEBHT S RIEFBIBID S 6, MOTHHEFH%
HHETFEBNLT5 BT, FHAFIEZ84.3% (75/89) T
&7 (Table 14),

6. RNB)REE

BUHAEXEOIFIZBVT, MiEE L CBEETD
GFLX iBEE %l L7- (Table 15). 200mg X 2 [Al/H
DRIEFG A & B W0 5-&OvEZEPIREE, S8KEMHE T
2.40 pg/mL T, [EIZHE SN MEFREL1.58
pg/mLTHY, ZoxMmiFEkidl.52 Thdo7, 3HHE
DG %2 TIEIZENEN3.74 pg/mL, 2.34 pg/mL,
1.60 To» ), 5HHOKSGHK2KEMIZBLTHEZR TN
6.94 ng/mL, 2.91 pg/mL, 2.38 Tdh o7,
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Table 10-1. Bacteriological efficacy classified by causative organisms

Bacteriological efficacy
. . No. of ne Eradication
Causative organisms . decreased or PPy
& €ases | eradicated partially replaced unchanged | rate (%)
eradicated
S. pneumoniae 8 8 100
Gram- | S qureus 5 5 100
positive | S pyogenes 2 2 100
bacteria
Subtotal 15 15 100
M. (B.)catarrhalis 4 4 100
) P. aeruginosa 4 3 1 75.0
Monomicrobial K. pneumoniae 3 2 1 66.7
infection H. influenzae 3 3 100
G _ 2
negative | E coli 1 1 100
bacteria | K- oxytoca 1 1 100
S. marcescens 1 1 100
H. parainfluenzae 1 1 100
Subtotal 18 16 2 88.9
Subtotal 33 31 2 93.9
Polymicrobial R
infection 3 species 1 1 0
Total 34 31 1 2 91.2

*(eradicated+replaced)/No. of cases X 100
" GNR, S. agalactiae were eradicated, MRSA was unchanged.

Table 10-2. Bacteriological eradication of causative organisms

c , ) No. of | Bacteriological response | Eradication
ausative organisms . 0
£ strains | eradicated  persisted | rate”(%)
S. pneumoniae 8 8 100
S. aureus 5 5 100
Gram- S. pyogenes 2 2 100
positive | MRSA 1 1 0
bacteria | . agalactiae 1 1 100
Subtotal 17 16 1 94.1
M. (B.)catarrhalis 4 4 100
P. aeruginosa 4 3 1 75.0
K. pneumoniae 3 2 1 66.7
H. influenzae 3 3 100
Gram- E. coli 1 1 100
negative | K. oxytoca 1 1 100
bacteria | S. marcescens 1 1 100
H. parainfluenzae 1 1 100
GNR 1 1 100
Subtotal 19 17 89.5
Total 36 33 91.7

*eradicated/No. of strains X 100

Table 11. Antimicrobial activity of GFLX and reference drugs
(inoculum size 10° CFU/mL)

) ) No. of MIC(pg/mL) : range

Causative organisms | _ .

strains GFLX TFLX CPFX OFLX NFLX
S. pneumoniae 4 0.10~0.20 0.05~0.20 0.39~3.13 0.78 ~3.13 1.56 ~50
S. aureus 2 0.10 0.05 0.39 0.20 ~0.39 1.56
S. pyogenes 2 0.20 0.10~0.20 0.39 0.78 ~1.56 1.56 ~3.13
K. pneumoniae 2 0.05~0.10 0.025~0.10 0.025 0.10 0.10
M. (B.)catarrhalis 2 0.05 0.0125~0.025 0.05 0.10 0.20
E. coli 1 0.05 0.05 0.025 0.10 0.10
K. oxytoca 1 0.025 0.0125 0.0125 0.10 0.05
P. aeruginosa 1 6.25 1.56 1.56 6.25 6.25
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Table 12-1. Side effects classified by daily dose
Dosage Cases Rate(%)
100 X 2 1/31 3.2
150 X 2 3/44 6.8
200 X 1 1/4 25.0
200 X 2 1/18 5.6
Total 6/97 6.2
Table 12-2. Side effects
No. Type of reaction Severity Efljtrl;)g %)dn;}?)t Administration Sex (Ayg;; (m?&siﬁses)
1 Urticaria Moderate | Probable 0 Withdrawn Female | 16 150 X 2
2 Oedema Mild Possible 5 Withdrawn Male 84 150 X 2
3 Sleepiness Mild Probable 5 Withdrawn Female | 44 200X 2
4 Nausea Moderate | Probable 3 Withdrawn Female | 41 100 X 2
5 Nausea - Vomiting Moderate | Probable 0 Withdrawn Male 71 150 X 2
6 Anorexia - Discomfort | Moderate | Probable 1 Withdrawn Male 22 200 X1
Epigastric
Table 13-1. Abnormal laboratory findings
classified by daily dose
Dosage Cases Rate(%)
(mg X times) s °
100 X 2 4/28 14.3
150 X 2 2/35 5.7
200 X1 0/3 0
200 X 2 1/18 22.2
Total 10/ 84 11.9
Table 13-2. Abnormal laboratory findings
: ! Change in abnormal Relation | Period of Age Dosage
No. Items value to drug | administration(day) Sex (yr) | (mg X times)
1 WBC 5300 »14700 >4400 » Possible 10 Female | 53 100 X 2
3200* »(4100)
2 Eosinophil t{ 1 =4 »10* Possible 7 Female | 30 100 X 2
3 G 1 15 »17 »49* »(13) Probable 13 Female | 54 200 X 2
4 GOT 1t 19 »63* »(28) Probable 5 Male 66 200 X 2
5 GOT 1 23 »34 »73* »N.E. Possible 12 Male 58 150 X 2
6 GOT 1t 27 »65* Possible 7 Male 31 100 X 2
GPT 1t 46% ~111* Possible
7 GOT 1t 20 »131* ~(21) Probable 5 Male 69 100 X 2
GPT t 18 »115% »(24) Probable
3 GPT 1t 31 »55* Possible 12 Male 48 200 X 2
9 GPT t 94* »253* »271* Possible 7 Male 32 150 X 2
10 y-GTP 1 47 »63* »(32) Possible 7 Male 66 200 X 2

* Abnormal value

() Following investigation

Table 14. Usefulness
No. of Usefulness Usefulness rate*
cases remarkably useful useful slightly useful useless (%)
89 11 7 84.3

*(

remarkably useful+useful )/ No. of cases X 100
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Table 15. Serum and sputum concentrations of GFLX
GFLX was administered 200mg X 2/day for 7 days (Chronic bronchitis)
Time after administration Concentration of GFLX(,g/mL)
(hr) serum sputum sputum/ serum
Day 1 before - — —
(treatment began) 2 0.32 0.46 1.44
4 1.09 0.53 0.49
6 1.44 2.36 1.64
8 1.58 2.40 1.52
Day 3 0 2.44 —
2 2.34 3.74 1.60
4 — 3.23
6 - 5.44
8 - 4.15
Day 5 0 2.77 -
2 2.91 6.94 2.38
4 - 2.83
6 - 5.14
8 — 5.90
m = = 189.7% (26/29), 89.2% (33/37) BXT 100 %

GFLX 13, AHREHRASHTHRSIAZHH 7 VA
0% /)0y RZOMEETH 5,

REANIMLCIIE AR T L LN 2 A L,
invitro DIFENIZDOWTHAD L, 7T LR TIZCPFX

ZIZERE, 77 AR, &R, 77 IVTR
BLUOYA 2SI XAvETIICPFX L vt e f
THIEFRESIN TS ',

Ll fR A1, DRI SR YEN O BRR BIS A S D
GFLX A%, Z4&t, BIUHERMIZOWT, IR
PRAEBEE IR E L THRE L 72 GFLX DFEHIL,
92.0% (80/87) THhh, o7 rtuFx/ar RE
# [CPFX, TFLX, sparfloxacin (SPFX), levofloxacin
(LVFX), OFLX] oF#FE" = L~ THEME,ZEN
PDETHot, EEICHMEL AL LETRELE
94.4% (17/18), Hif87.0% (20/23), BHREXL

%86.4 % (19/22), RAELIHRAE (RFERE) 100 %

(12/12), 1@HIPREREBO ZREG 100 % (10/10),
O FABIMSAEZR100% (2/2) THH, SHKE
ERBIUM KL Vo BMHEBE L L L), BHKE

IR YIE | Htf%mwﬁw*fbéoQ&MT%ém
PEAE O ER TIEAEDS T L ZV R v E AL A
HREITH L TOARERAL00 % (2/2) OHMEL R
Lz ERFERHTREZETHDEEZON, £,
fige23EBlD ) bv A a7 XA<fligh2hlaEn, #
OBREFIIER), HHEIFTH -7, TNHDOHE
E, ETHAAS MAHERIRAERT TOMERRSNTEY, GFLX
(2P0 25 R A A L 23t L CRURAI RS S LB BN
HEETHILEEZ LN,

PEEMIONTHL E, 100mg X 2[E/H, 150mg X
2[@/H, 200mg X 2[/HOHESETOREMNRIEIFNE

(17/17) T& Y, |49
IS D IZ GFLX 0k
cEbhs ",

WL TED
i iR

RIS A S AL
o il A AR
GFLX DIRHNBREIZ DN THA DL E, 200mg X 2 [u]/H
D7 HBO RS G X g b, AR5 H
PHOT G 2 WEB H I B\ TSI 6.94 ng/mL &R L,
ARG L2 S AL ML il 2.91 g/ mL Th Y, 3
MiFki32.38 TH - 72,

kA B O BRIR KD A B X O A e AR, B b C
90 %L LD R A A TH Y, T FELEZRTH S
S. pneumoniae , S. aureus , M.( B. )catarrhalis 33 & O
H. influenzae |34 THR LT, 4512, ARdCHER 055
WL EZSHITES pneumoniae |22V T GFLX O AR
B2 BT A MICL »2120.10~0.20 ng/mL TaH Y,
S. pneumoniae H3FEH X AL7 4 BN EFRIR DAL 45 L O ~1Y
HEIIBVTHTNL 100%TH Y, R (E A
LTV,

BERIZO7HIH 66 (6.2 %) HuALh, 5
Hkoe F 721345 ik B X OV & éiﬁtﬂa‘ﬂﬁiﬁffi@é
NTHYH, BEMIZBVTHEIROW L L L
& 1ﬁ;’5’=m(i841iﬂl|'101711 (11.9 %) v_m&f)bﬂf J
EH B & OERR AR ORIE TS b 721
MEETHY), EELLOXHEOOLN LT, o7
VAT F 0y REURE ORI B L ORRIR B AR
DT S LI L TH, ZORES LN L b I24
HIREHDE LD -7,

Lo L Y, GFLX MU ) & FLf % filik e
TI2& ) 1 100~200mg, 11 2 d4% " - TRk E %
Y 7 & UIPI &SR L2 L, BRI RATHITE T X 5
MEETHL L EZ LN,

P ESRC
1=

V- sy
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LATE-PHASE-I CLINICAL STUDY OF GATIFLOXACIN,
AN ORAL NEW QUINOLONE,
IN RESPIRATORY TRACT INFECTIONS
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We investigated the clinical and bacteriological efficacy, safety, usefulness, and fluid concentrations
of gatifloxacin (GFLX) in respiratory tract infections. GFLX was administered in once-daily
or twice-daily doses of 100, 150, or 200mg for up to 7 days in cases of acute bronchitis and
for up to 14 days in cases of chronic respiratory infection and pneumonia.

The results were as follows :

1. Clinical efficacy was evaluated in 87 cases, of whom 83 received twice-daily and 4 once-daily
doses. The overall clinical efficacy rate (excellent or good) was 92.0% (80/87).

2. Bacteriological efficacy was evaluated in 34 cases of identified bacteria. The eradication
rate was 91.2% (31/34).

3. Side effects were evaluated in 97 cases, and their incidence was 6.2% (6/97). Laboratory test

findings were evaluated in 84 cases, and the incidence of abnormal findings was 11.9% (10/84).
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4. Clinical usefulness was evaluated in 89 cases. The usefulness rate (very useful or useful)
was 84.3% (75/89).

5. Serum and sputum concentrations of GFLX were measured in one case of chronic
respiratory-tract infection after the 5th and 9th doses of 200mg twice daily. The sputum to
serum concentration ratios were 1.60 and 2.38, respectively.

These results indicate good clinical and bacteriological efficacy for GFLX and suggest a satisfactory
penetration into sputum. Therefore, it was concluded that GFLX, 100 to 200mg twice daily,

is a useful and satisfactory antimicrobial drug for the treatment of respiratory tract infections.



