VOL. 55 S-1 RP-I, 23 FE YRS (203 % garenoxacin O &5 1T AH PR 305 169

[FEZ - BBFR]
I 2 TG B 2 0} 5 & L 72 garenoxacin @5 11T A — i iR 5%

AR AT - P WY EA B - ANHY Y
WE S Y K GFAY - W KD - g JE
UMK R B R
2 HAG K AN i R 22 28 P - 55 0 5 53
(B ALK AN R SR S8 T LIk e 38 B F5AF 72 50 )
O FrE AL S H A R BN R
VUNEEITRER 2 ) =y o
O IIRK SRR S R s e 45— P RL
(Bl AR B PR S i &)
O TGS BB} A 25 B o 3 e P e PR
(Bl BRI S PR S B R I e 5
D ERSERAEN R RAEBE AR - ok A R 95 B A5 — R
(Bl R A R B e I o S 25 B TF R g 08 57 il P 0 0 S e Tl A 272 4397 )
O H AR R SR 6 e
CPEC 194 6 H 13 H32f) - P 194E 7 A 25 H 3

FHoORIFA7 VA aFx ) ar RiFE#E TH 5 garenoxacin mesilate hydrate (GRNX) o3I}z RLfili
K (RAATFA=, 793IVT7TBLIPL I ET) BIUARREX K2 GUCIPREIHEICN T 54
WPEB & e ME Lz, x5 B3 GRNX400mg 1 H 1 %5 & L, H5HEIE7~10 HEE L
726

1. BRRAIER : 5 TROAFEIIA 377 A<Mk MEENR 721327 7 IV T7hike oRE
BY A EE)100% (20/20), 77 3 V7 Mige (MIWYEN % & ORA G %E E1)923% (12/13) TH D,
MR T 989% (88/89) TH-7z. Fi, MWMAMFIEX100% (12/12), 75 3I YV TAMK
AEXEITHY, BUREXRKEAEKTI00% (13/13) TH-o 72,

2. MWHSFMRIR - WHEREII~ A 375 X% 100% (6/6), HMETEAI% 95.5% (21/22) TH Y,
AT PR 75 & JEE R 2% & OIRA BB T1d, —HORRFEOHE L»RETE S [—HHE] e
L7ZEBIAS 5 Bldp o 722 &Eh b, Tl Sk T 81.8% (27/33) THh o720 F72, AMERE XL TIX5/5
Tho72,

3. Ak T AHEFGIT 144 Bl 93 61 (64.6%) IZFEBLL, FF233 A SN, ED 9 bR HA T
WA 143 B 73 61 (51.0%) WCHBL, Rl UL EASRZ, 209 B, BIEHB X OEANCE#E
% i RRAAE S 2 B 1% 144 B 55 1 (38.2% ), &l 103 1T - 720 RS O E 722> 72 b D13, ALT
B 105% (15/143), AST #4156% (8/143) TH -7z,

D EOR#ED S, GRNX 400 mg1 H 1513~ 4 275 X<, 753 IV 7Mi%s L OMRMEEnR
B R GUPREEAYE IS LT, SRR AEHESHIfRFTE ) 5 2 &R Ehis,

Key words: garenoxacin, respiratory tract infection, Mycoplasma pneumoniae, Chlamydia pneumoniae

Garenoxacin mesilate hydrate (GRNX) i, &b T3 FIZWHE SNTW 667 v REWIED %, FHi b
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Fig. 1. Chemical structure of garenoxacin.

L CHMWIIHEEEZ R T2 22055, TSR L L
I B N D WP B GiE B & OVE BRI RL S e |k L
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Table 1. Diagnostic criteria of infection due to Chlamydia
ELISA )
Assay CF , Micro- IF
(HITAZYME C. pneumoniae)
IsM ID = 1.10 = 16 titer
Single sera IgG = 32 titer ID = 3.00 = 512 titer
TgA ID = 3.00
IgG ID increases by 1.35 or greater More than 4-fold of increase
Paired sera More than 4-fold of increase
IgA ID increases by 1.00 or greater

CF: Complement fixation

ELISA: Enzyme-Linked Immuno Sorbent assay
Micro-IF: Micro immunofluorescence

ID: Index values

Safety analysis set 144

+Community-acquired pneumonia 105

+Acute bronchitis 19

+Other than the target disease 20

Full analysis set (FAS) 124 Excluded from full analysis set 20

+Community-acquired pneumonia 105 - Other than the target disease 20

*Acute bronchitis 19

Per protocol set (PPS) 102 Excluded from per protocol set 22

+Community-acquired pneumonia 89 *Violation of inclusion or exclusion criteria 4

* Acute bronchitis 13 * Use of prohibited concomitant medication 10
*Violation of dosage 1
-Shortage of treatment period 1
-Essential data missing or invalid 4
*Unsuitable for assessment of clinical response 2

Bacteriological efficacy analysis set 4 Exclud.ed from bacteriological efficacy 60
analysis set

' Community-acquired pneumonia 37 -No causative organism identified before 60

* Acute bronchitis 5 treatment

Fig. 2. Patients disposition.

720 GRNX $5- AT ZPUREE A 5 S N7 B T il
#T3060 (337%), BMEREXL3IH (231%) ThH-
720

CNOEFO S bIEZH 2 EICL )M a TSI I<
Mg 166, 79I Y7kl BIBZRSh, S5ICH
We~A a7 7 A<ORGBERMELHE, MEwE s T3
VT ORGERNM R 2HBL YA TI AL T T3
VT OREEGNR 3B TH o 7o BMEELLEHITIX
MwE126, 29IV T71BICTHo72. %, 143H1T
L IF & T MIEPUARM AN 2 & 7z 25BtEplids oz
oz,

2) BRERDIA

IR F AT N R ERICB I R AR OB 2R L7
(Table 3), TirfhligeCld, HLMREGLAT 33 B, #EER

F3 A BN A SN Tz BIERB) T H. influenzae 14 #k7)3
w®bE M ENn, NI B-lactamase negative
ampicillin-susceptible H. influenzae (BLNAS) 8 #k, B-
lactamase negative ampicillin-resistant H. influenzae

(BLNAR) 4 ¥, THEARH 2 R TH o 720 IR T S. preu-
moniae 12 BEDSA S, £ DO PNFRIL penicillin-susceptible
S. pneumoniae (PSSP) 3 ¥k, penicillin-intermediate re-
sistant S. pneumoniae (PISP) 3 #k, penicillin-resistant
S. pneumoniae (PRSP) 5 ¥k, WHAHIHTH o7z, Z
O, M. pneumoniae 10 #, C. pneumoniae 1 BRI S
7oo 72, BBRBED A BT RTH 2 WHERGTH D
Z®DH b 3FES. pneumoniae & H. influenzae @ it &
FThHoT

SERE LR S BT TR THEMFEEGTH D, S. preu-
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Table 2. Background of patients

It Community-acquired Acute bronchitis
em
pneumonia (%) (%)
No. of subjects in analysis 89 13
Bacterial pneumonia 56 (62.9) —
Mycoplasma pneumonia 16 (18.0) —
Chlamydia pneumonia 11 (12.4) —
Diagnosis Bacter%al p. + Mycoplas'ma p. 1(11) —
Bacterial p. + Chlamydia p. 2 (2.2) —
Mycoplasma p. + Chlamydia p. 3(34) —
Bacterial acute bronchitis — 12 (92.3)
Chlamydia acute bronchitis — 1(7.7)
Male 44 (49.4) 6 (46.2)
Gender
Female 45 (50.6) 7 (53.8)
= 18-< 30 19 (21.3) 3(23.1)
= 30-< 40 27 (30.3) 3(23.1)
= 40-< 50 11 (12.4) 0 (0.0)
= 50-< 60 13 (14.6) 0 (0.0)
Age (y7) = 60-< 70 12 (13.5) 4(30.8)
= 70-< 80 6 (6.7) 3(23.1)
=80 1(L1) 0 (0.0)
< 65 78 (87.6) 9 (69.2)
=65 11 (12.4) 4(30.8)
< 40 0 (0.0) 0 (0.0)
= 40-< 50 27 (30.3) 3(23.1)
Body weight = 50-< 60 34 (38.2) 4 (30.8)
(kg) = 60-< 70 19 (21.3) 5 (38.5)
=70 8 (9.0) 1(7.7)
Unknown 1(1.1) 0 (0.0)
Inpatient 1(1.1) 0 (0.0)
In/Outpatient Outpatient 65 (73.0) 13 (100)
In/Outpatients 23 (25.8) 0 (0.0)
) Mild 43 (48.3) 5 (38.5)
Severity of
. . Moderate 46 (51.7) 8 (61.5)
infection
Severe 0 (0.0) 0 (0.0)
Underlying No 55 (61.8) 5(38.5)
disease Yes 34 (38.2) 8 (61.5)
Antimicrobials No 59 (66.3) 10 (76.9)
in advance Yes 30 (33.7) 3(23.1)
Concomitant No 12 (13.5) 3(23.1)
Drug Yes 77 (86.5) 10 (76.9)

moniae 25 (PSSP 1%k, PRSP 1#k), H. influenzae 3 9
(BLNAS 2 #, BLNARI1#) TH -7

3) WD

MR B W CRERER & HEE S 7z M. pneumoniae
10 ¥k @ MIC 4 4ii % 7% L 7z (Table 4), GRNX & MIC
range B £ U8 MICy (% 0.008~0.03 ug/mL, 0.03 ug/mL
ThY, FREL-F/ urRMEEO LI TRD RV
PRETEZ R L, WHERIEA SN Rd o7z,

% 72, C. pneumoniae 1 ¥RIZ X 9 % MIC 1X, GRNX=
0.004 ug/mL, sparfloxacin (SPFX), clarithromycin
(CAM) 3 & ¥ minocycline (MINO) 0.03 ug/mL, tosu-
floxacin (TFLX) 0.12 pg/mL, levofloxacin (LVFX)
025 ug/mL T& Y, GRNX Tl d v MIC AR S h

725

3. A RHEO G

1) ERRAHE

(1) BEENERE CERhE)

PPS 2B 2 H 5 TR ORI R (FR%) 25”1
7z (Table 5)o Wi &4 RO AL 989% (88/89) T
HoTzo TOWFTULHRPENGJ 100% (56/56), <4 27
7 A<Mz 100% (16/16), 7 7 I Y 7Hi% 90.9% (10/
1), M@ & ~A4 375 X ORAEIM % 1/1, MK L
2I9IVTORABEIMK2/2BLII~vfaTT A< L
75 IV T ORBEINM R 3/3 THoT0 BB, ¥1 2
TIARE 7 T ITVT OREGBEGM K3 HIEES (Ta-
ble5) TIXEMIHERIE LTORLADS, @iz~ a7
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Table 3. Causative organism before treatment
Diagnosis
Causative organism CAP * AB**
Causative organism 37 5
Monomicrobial Gram-positive, Aerobic S. pneumoniae (PSSP) 2 1
infection S. pneumoniae (PISP) 3 0
S. pneumoniae (PRSP) 4 1
Subtotal 9 2
Gram-negative, Aerobic M. (B.) catarrhalis 1 0
K. pneumoniae 1 0
H. influenzae (BLNAS) 8 2
H. influenzae (BLNAR) 2 1
H. influenzae (resistance unknown) 1 0
Subtotal 13 3
M. pneumoniae 10 0
C. pneumoniae 1 0
Total 33 5
Polymicrobial S. pneumoniae + H. influenzae 3 0
infection M. (B.) catarrhalis + P.aeruginosa 1 0
Total 4 0
*: Community-acquired pneumonia
**. Acute bronchitis
Table 4. Sensitivity distribution of M. pneumoniae isolated from subjects with CAP
MIC (ug/mL)
N
prug N s 8|8 zs/g2|8|2 s al8|a|-|ale|Fg| Mo
= S S = S S = = S S S =
vi| <
GRNX 10 3 2 5 . . . . . . . . 0.03
* Cumulative% | _— | o o] o] oo/ o[30]500]100]|100]100]100]100] 100 100100 100
LVFX 10 3 7 . . . . 0.5
* Cumulative% | _— | oo o] olo] o] o] o]0/ o] o 30100100 10]100]10
TFLX 10 1 2 6 1 . . . . 0.25
 Cumulative% | _— | oo o] olo] o] o] o]0 |100]30]90]100]10]100]100]100
SPFX 10 1 1 7 1 . . . . . . 0.06
Cumulative % 0 0 0 0 0 0 |10.0 | 10.0 | 20.0 | 90.0 | 100 | 100 | 100 | 100 | 100 | 100 | 100
CAM 10 4 1 3 2 0.004
* Cumulative% | _— | 0 | 0 [400]500 800100 | 100 100 | 100 | 100 | 100 | 100 | 100 | 100 | 100 | 100 | 100
MINO 10 1 4 4 1 . . . 0.5
* Cumulative% | _— | oo o olo] o] o] o]0/ o0/100]50]0]100 10]100]100

GRNX: garenoxacin, LVFX: levofloxacin, TFLX: tosufloxacin, SPFX: sparfloxacin, CAM: clarithromycin, MINO: minocycline

7 A=Mise (REBIEEEL) & Lz, BRERE

ROHRAIE 100% (13/13) TH o 7.
SVERAE S 100% (12/12),

/1 THhotz

?53H%®%$%%(ﬁﬁw)
64.4% (56/87), 2

Z D) HlE

79I TVTAMRE LR

(&, iR T
P SC 9 2R T 538% (7/13) Th -

720 2D HLATHE VN2 66.7% (36/54), <4 275 X<

g 750% (12/16), 7 7 3 ¥ 7hi% 364% (4/11), &
O DORABEGBIOM 9 TIE 6 Bl 4 BIAST TIZART
ot BMERELRERDOHEHRIZ 538% (7/13) TH
D, Z09H HLHEEATESRE LI 500% (6/12), 7T 3
VTANERE TR /1 THo T

BeH#T 7T HAOBIRME (FR)3%) 2R L7 (Table
6)o THIREEROAHTNZFILI7.7% (85/87) TH 72
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Table 5. Clinical efficacy at the end of treatment
Diagnosis Numt.)er of Efficacy Efficacy rate™® * 950 CI* * *
subjects Effective Poor (%)
Total 102 101 1 99.0 94.7 - 100
Community-acquired pneumonia 89 88 1 98.9 93.9—-100
Mycoplasma pneumonia (included mixture infection) 20 20 0 100 83.2—100
Mycoplasma pneumonia 16 16 0 100 79.4—100
Bacterial pneumonia + Mycoplasma pneumonia 1 1 0 [1/1]
Mycoplasma pneumonia + Chlamydia pneumonia * 3 3 0 [3/3]
Chlamydia pneumonia (included mixture infection) 16 15 1 93.8 69.8—99.8
Chlamydia pneumonia 11 10 1 90.9 58.7-99.8
Bacterial peumonia + Chlamydia pneumonia | 2 | 2 | o | a2 |
 Mycoplasma pneumonia + Chlamydia pneumonia * | 3 | s | o | mm |
Bacterial pneumonia 56 56 0 100 93.6— 100
Acute bronchitis 13 13 0 100 75.3—100
Chlamydia acute bronchitis 1 1 0 [1/1]
Bacterial acute bronchitis 12 12 0 100 73.5—100

* 3 subjects of the mixture infections (Mycoplasma pneumonia + Chlamydia pneumonia) were same. These subjects were counted as Myco-

plasma pneumonia (containing mixture infection).

** Efficacy rate (%) = number of “effective” /number of subjects X 100

*** CI: Confidence interval

Table 6. Clinical efficacy at the 7th day after treatment completion

Diagnosis Num.ber of — Ij:[ti: :C”‘y 92 (f «
subjects Effective Poor | Unknown (%) c
Total 102 97 2 3 98.0 92.9-99.8
Community-acquired pneumonia 89 85 2 2 97.7 91.9-99.7
Mycoplasma pneumonia (included mixture infection) 20 20 0 0 100 83.2—100
Mycoplasma pneumonia 16 16 0 0 100 79.4—100
 Bacterial pneumonia + Mycoplasma pneumonia | o e o | o | o |
 Mycoplasma pneumonia + Chlamydia pneumonia * | - s s | o | o | 3] |
Chlamydia pneumonia (included mixture infection) 16 15 1 0 93.8 69.8-99.8
Chlamydia pneumonia 11 10 1 0 90.9 58.7—-99.8
Bacterial pneumonia + Chlamydia pneumonia 2 2 0 0 [2/2]
Mycoplasma pneumonia + Chlamydia pneumonia * 3 3 0 0 [3/3]
Bacterial pneumonia 56 53 1 2 98.1 90.1—100
Acute bronchitis 13 12 0 1 100 73.5—100
Chlamydia acute bronchitis 1 1 0 0 [1/1]
Bacterial acute bronchitis 12 11 0 1 100 71.5—100

* 3 subjects of the mixture infections (Mycoplasma pneumonia + Chlamydia pneumonia) were same. These subjects were counted as Myco-

plasma pneumonia (containing mixture infection).

** Efficacy rate (%) = number of “effective” /number of “effective and Poor” X 100

*** CI: Confidence interval

Z OPFRISH MG 25 98.1% (53/54), ¥ 4 27 5 A= i
4£100% (16/16), 7 5 I Y THI#& 909% (10/11), Zh
LOREGBELEFITIE6FITRTHEMTH o7, b, #
KW & LTM. (B.) catarrhalis 25K & 3072 40 0 14 it 9
1B 5 TR (A% THoizds, HE5RT7~8
ARICHEREROMENASh 27208 e HE SN

720 AR REROH AT 100% (12/12) TH D,
T OWHUGHTR SRR 39 100% (11/11), 7 7 3

TEMEELRXL/]1 THoT.

(2)

PG4T g O I ) D B R B R
IR A BT X REE RN BT B 3 588 T RE DR
DR R % BEHNR L7z (Tables 7, 8)o HiHlif&IC

v
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Table 7. Clinical efficacy classified by causative organism at the end of treatment (CAP)
Causative organism Numl.)er of Efficacy Efficacy rate *
subjects Effective Poor (%)
GPB 8. pneumoniae (PSSP) 2 2 0 [2/2]
S pneumoniae (PIP) | S T o | 331
S pneumoniae (PRSP) | - s e o | 44l
Subtotal 9 9 0 [9/9]
GNB | M. (B.) catarrhalis 1 1 0 [1/1]
Monomicrobial K. pneumoniae 1 1 0 [1/1]
infection " H influenzac (BLNAS) | s | s | o | s8]
" H influenzac (BLNAR) | T o | 2]
" H. influenzac (unknown resistance) | | | o | il
Subtotal 13 13 0 100
M. pneumoniae 10 10 0 100
C. pneumoniae 1 1 0 [1/1]
Polymicrobial Two organisms 4 4 0 [4/4]
infection Subtotal 4 4 0 [4/4]
Total 37 37 0 100

* Efficacy rate (%) = number of “effective” /number of “effective and poor” X 100

Table 8. Clinical efficacy classified by causative organism at the end of treatment (AB)
Causative organism Num?er of Efficacy Efficacy rate *
subjects Effective Poor
GPB S. pneumoniae (PSSP) 1 1 0 1/1
S pneumoniac PRSP) | | 1| o | mno
Monomicrobial Subtotal 2 2 0 2/2
infection GNB H. influenzae (BLNAS) 2 2 0 2/2
H. influenzae (BLNAR) 1 1 0 1/1
Subtotal 3 3 0 3/3
Total 5 5 0 5/5

* Efficacy rate = number of “effective’ /number of “effective and poor”

B B &G T RO R B ER &R 1E, PRSP %
BLNAR % & Ot PR 12 & 2 B ge 5 & OBI0R &4
4B1% &L 3T BT RTUIIBWTHRITH o 72, S ERE
TRIFEHIHMEEGTH Y, PRSP 1 fl % ZHTXTH
BT o7z

2) MIWFWRIRE X ORI KRR

PG TR O AR R (R KE) 2R L7z (Ta-
ble 9)o WHERIZ~ A 375 X< MiJHisl<T 100% (6/
6), B PEMG 25 95.5% (21/22) TH o7z, [—FHE] &
HE SNz 6B, MIEHURMGIC X 22 % & &R
FREGBNCBNT, —T DREH D ADHRDPHEET S
72561 &, M. (B.) catarrhalis & Pseudomonas aeruginosa
DR FEGLPB) THE TR P. aeruginosa H34rHe L 72 1§
P96 1 BT dH o 720 Z DGR, T4 T 81.8%
(27/33) TH o720 BB, BHEREXROWNEERIZS/
5THo 7

MW FAIRNE (MO ZHRENICR L7 (Tables
10, 11)o WOHKSIIHHMi% T 97.3% (36/37 #k) T
Y, ZOWNHRIE M. pneumoniae 8 ¥k, PRSP 5 #k, PISP
3 ¥k L UV BLNAR 4 M & & 36 #hASH L, P. aerugi-
nosa 1 Bk (GRNX ® MIC & 2 pg/mL) 2385 TdH - 720
SPSELRIIBWTIE, S. pneumoniae 2 ¥k, H. influen-
zae 3 RS NTHE L 72,

BEMT 7T HEOWHELRIE, THigefT81.3%
(26/32), RPESAESCHRT 5/5 T, HHR L 72AE B3l e
Miged 1 BT o720 MIEHURAMIC X 2 HEE B2 & &
BAEEG 6 BITOWMEFIL, HGRTHREHAKTH -
Too T2, 5T 7 HEOME Z0RNE (W OHE) I,
il R RO B 23205 97.2% (35/36) T, M. (B.)ca-
tarrhalis 1 BRASFE IV BL U AFfe & € S 7z (GRNX 0
MIC iZ<006 ug/mL). % B, SHERELZRTIETT
HE L7
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Table 9. Bacteriological prognosis at the end of treatment

Bacteriological effect
. . Number of Eradication .
Diagnosis . Partially o 95% CI
Subjects Eradication | Decrease L Persistence | Unkown | rate™* (%)
eradication
Total 42 32 0 6 0 4 84.2 68.7—94.0
Community-acquired pneumonia 37 27 0 6 0 4 81.8 64.5-93.0
M 1 i
Tycoprasina pretmonta 11 6 0 3 0 2 l6/9] 29.9-92.5
(included mixture infection)
Mycoplasma pneumonia 7 6 0 0 0 1 [6/6] 54.1-100
Bacterial pneumonia . 1 0 0 1 0 0 [o/1]
+ Mycoplasma pneumonia
M 1 i
ycop asme? pneumomé . 5 0 0 9 0 1 [0/2]
+ Chlamydia pneumonia
Chlamydi i
: amydia p'neum?ma . 6 0 0 4 0 9 [0/4]
(included mixture infection)
Chlamydia pneumonia 1 0 0 0 0 1 —
Bacterial i
acterial pn.eumoma . 9 0 0 9 0 0 [0/2]
+ Chlamydia pneumonia
M 1 i
ycop asmz? pneumomz? . 3 0 0 9 0 1 [0/2]
+ Chlamydia pneumonia
Bacterial pneumonia 23 21 0 1 0 1 95.5 77.2-99.9
Acute bronchitis 5 5 0 0 0 0 [5/5]
Bacterial acute bronchitis 5 5 0 0 0 0 [5/5]

* 3 subjects of the mixture infections (Mycoplasma pneumonia + Chlamydia pneumonia) were same. These subjects were counted as Myco-

plasma pneumonia (containing mixture infection).

** Eradication rate (%) = number of “eradication” /number of “eradication, decrease, partially eradication, persistence” X 100

*** CI: Confidence interval

4. BEVEOFHE

LAVERNT SRR 144 Bl 5 BIETHNL % b o 720
HELAEFLIL 66, 6 FRBLL. 209 BEIER &
LCHREDP L, 1IHCASR I L—F2Tholz, BE
RAEHRGIT 46, SMRBL, 209 HLEIWEAIXFE—E
BITHBL L7 ALT 84hn, AST 8400, y-GTP Héhn, 1
ALT¥InB L ORp 7 Mo X 2L 160, 5
7B L CIMET 161, 11T - 7o BITEH B L ORR
BAE R OFEM Z /8 L7z (Tables 12 A, B)o ZBI%s
3% LL L oRIWER B X OHRMRAE SR H 1L TR 35% (5/
144), ALT ¥ 105% (15/143), AST #4156% (8/
143), y-GTPH#im49% (7/142), 17 I 7 —EHim
42% (6/142), WFREEREINZ 35% (5/143) 7= HONTIR
HEERTE 35% (5/143) TH - 720 BENKGFETOE
e EER B X ORRR A S5 o S BLOI UL P IH E R AR
736 B, MEEMmRA (REREZ &) 116, BIR
FRRAEB L OB 10 BB L OHEREESFHITH -
720 TRHIFTRTIL—F2UTFThHo7

MELTFTO 16 (7L — F2) Tid GRNX N 30
GENTFEED T VAT L o MEE T IR IE DR
R THLRTEE (2/530) & GRNX L OMAEERH L
%7, WEERE BRHL2 Lhzv] SHESR
720 B, TEBRESROHEMFRIIARREBEFOMAE - IR

B MR B OZEE) 2 a2 72V iR, RGBT
B IMEDOZEENIEEE (GRNX #5-1i 154/73 mmHg—$%
5.3 H1% 126/65 mmHg) T 0, HERBIMGIEO MLEAE %
Br&, BB LIAT 2> O 54 TR £ CHE B B 2S
ALNLholzZ bnh, REZIIHAKRBRICL 5EE
HEREIND L HMr sz,

T/, LEROREELRE LT [WWEN QT EE] 8
144 B 160, 1 #RIC3BL, 2L — K 2 TGRNX £ DK
RERIE TRRZVWS L] LHESN: (QTc=4818
msec, A QTc=554msec), LEXPTRABEFHEICLD,
EMNOBEEZ AT 5 BETIREEZIFRAZIIEN
DAREHEED 2 VIFHET 2 2 LIFHENICALR
5ZLTHY, REFIHERBGER OB HEEN
DFBEEEZF L TV 2 EAHER SN, MigoimE ek
WOARERNHEELZEEZOLNE I EHN D, GRNX
R e A EH G 2 RN S e Do oo

m. % 3

VLA, WP SR IEYSE DRICEH ShTwb B-5 2 %
L%, w7 0T 4 FR%EOPREEIN T MR O H
m, 58127 5 A YRR ORI L 22 d %", T
b, PRSP A A MET -5 7 5 2%, =205 4 K
FEBLUT bIVA 7 URYIRNE R EEE ORI
i % R 3 L AL DS AR DD H ), FPIELHIESE D
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Table 10. Bacteriological prognosis at the end of treatment (CAP)
Number of Bacteriological effect Eradication
Causative organism . - - 95% CI **
strains Eradication Persistence Unknown rate * (%)
GPB 8. pneumoniae (PSSP) 3 3 0 0 [3/3]
S pnewmoniae (PISP) | s | s | o | o | sl |
S pneumoniae (PRSP) | | 5 | 5 | o | o | 551 |
S. pneumoniae (unknown resistance) 1 1 0 0 [1/1]
Subtotal 12 12 0 0 100 73.5—100
GNB M. (B.) catarrhalis 2 2 0 0 [2/2]
K pnewmoniae | o | o | o | ol |
H influenzac (BLNAS) | s | 7 | o | | 771 | 590-100
" H influenzac (BLNAR) | - A .| o | o | aal |
 H influenzae (unknown resistance) | s | s | o | o | Ll |
P aeruginosa | T o | ' T T onl |
Subtotal 18 16 1 1 94.1 71.3—99.9
M. pneumoniae 10 8 0 2 [8/8] 63.1-100
C. pneumoniae 1 0 0 1 — —
Total 41 36 1 4 97.3 85.8—99.9
* Eradication rate (%) = number of “eradication” /number of “eradication + persistence” X 100
** CI: Confidence interval
Table 11. Bacteriological prognosis at the end of treatment (AB)
Causative organism Numbf}r of Bacteriological effect Eradicat*ion
strains Eradication Persistence Unknown rate
GPB S. pneumoniae (PSSP) 1 1 0 0 1/1
S pneumoniae (PRSP) | T T o | o | o
Subtotal 2 2 0 0 2/2
GNB H. influenzae (BLNAS) 2 2 0 0 2/2
H. influenzae (BLNAR) 1 1 0 0 1/1
Subtotal 3 3 0 0 3/3
Total 5 5 0 0 5/5

* Eradication rate = number of “eradication” /number of “eradication + persistence

BRSO FEEA2ZITFHI w2, /2, 75
LB IZBWTD, KD H. influenzae X M. (B.) ca-
tarrhalis 72 & O -5 7 ¥ < — ¥ ELER 7213 Tk <,
BLNAR O FE L L2252, —75, dithlligoi
AW & LT 10~20% B 53 % M. pneumoniae
R C. pneumoniae 7% E\ZxF LCTIE"Y, -7 7 ¥ 2 R PLM
FOWEF R, —ROERL NVIZBWTH, WG
HICBU 2@ R PREOBIICHE Z LD R
W,

BfEO 7 VvAFa X oy REREIE T 7 2 BRI
FTLPREEIUHE S NOOH 200, R HE
FELL EORBAGEISH LT, TORIBTE 2 EWEEITL
FTLIHON TRV, £72, IhbTvtud /oy
RUWHEOL VT L T, RRSRAEIR, Gt
BOS, QTc iR, Mraptk, MUBEESRE 2 EORITEH,
WAEBWIZ BT 5 BEREE, AT oA FUERRESRE

OMESEH 2 EPBEEINRTWD, GRNX IZZ b A
D7NVAaFx s RPUNELIH T B EE E T 5
CERHELLTHEENZWDWS 6D 7 vEEK
FL7zFAT7VvEF RS )0V RMEETH D,
ARERIZ, ERE> GRNX O 2 51, AL
FRICBUT 5 — AR b & OIEERIBAMI L 5 R
VbW BT 2R BRI T B AR & T A
HERFETAENTREBEEINZDDOTH 5,
FEFHHE Th 5 5% TR OB RHRIEH Pl e
R 98.9% (88/89), 9 HLAHIWMEMI% 100% (56/56), ~
4377 A<ig100% (16/16), 75 3 ¥ 7Hi%k 90.9%
10/1D)TH Y, IS OREEREEZDHTDH 97.0%
(32/33) L HMIEYIZH B Z ENBVEBVAREITRE
N7zo SO, THHRTTHHTIIREERE LTM. (B.)
catarrhalis B3 S WA MERG 250 1 I CHRSE -
BHEOLNTZDOHRTHY, H5#T 7 HBROFRRIKS
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Table 12 A. Incidence of drug-induced adverse events

SOC, HLGT

‘PT

Number of subjects for
) Incidence (%) *
safety assessment

Metabolic and nutritional disorder

‘ Anorexia 144 2 (1.4)

Nervous system disorder

Dizziness 144 2 (1.4)

Headache 144 2 (1.4)

Hypogeusia 144 1(0.7)

Subtotal 144 5(3.5)
Eye disorder

Eyelid edema 144 1(0.7)
Gastrointestinal disorder

Abdominal distension 144 2 (1.4)

Cheilitis 144 1(0.7)

Diarrhea 144 5(3.5)

Nausea 144 1(0.7)

Stomatitis 144 1(0.7)

Subtotal 144 8 (5.6)
Skin and subcutaneous tissue disorder

Eczem 144 2 (1.4)

Rush 144 2 (1.4)

Subtotal 144 4 (2.8)
General disorder and administration site

Feeling abnormal 144 1(0.7)

Feeling hot 144 1(0.7)

Malaise 144 1(0.7)

Thirst 144 1(0.7)

Subtotal 144 3(2.1)

* Number of subjects experienced adverse event (Incidence %)

Incidence (%) = Number of subjects experienced adverse event/Number of subjects for

safety assessment X 100

MTHRELIFIZMABCTH - 7o MiR~AITIATBIV
%2 93 Y7 D% AT 5 gatifloxacin (GFLX) B
X 0" moxifloxacin (MFLX) ®EPANERRRERICBIT 5H
MHIZ, GFLX Tv A4 275 X~k (REEG% &)
100% (26/26), 7 3 Y Thligc4/4 T, MFLX T~ 4 2
T AWK 971% (33/34), 7 I7ITVTMiK2/2TH
D, GRNX &FBOAREIRE SN T0B Y,

F 72, AR SZEICBVWTIE, 1360 G 2MA
BXRI12H, 75 I VTEMREXLLH) O5HKT
RO RIFIL 100% (13/13) T, 5T 7 HZRICBW
THFRBETH o720

BT R OMBEFAIER (WOWE) <&, mipil
97T 97.3% (36/37), AMERIE LR TIE5/5 LT XTHE
L, &G T7HRIZBWTHRMKETHY, B0 L
WZ EEEbE, M. pneumoniae 10 FRIZHK 3 %5 GRNX
@ MIC range 3 & U MICy &, €124 0.008~0.03 ug/

mL B & 7003 ug/mL, C.pneumoniae 1 ¥k MIC 1Z=
0004 pg/mL 2D 7 A+ ¥ ) 0 ¥ RPUEEIC AR
WHLHE MR L7z E 72, PRSP 6 #, PISP 3 ¥k L O
BLNARSH Z & & —BAMBE B HRICB VTS, MIC
range B & O MICy i N2 =<0.025~0.1 pg/mL B &
07005 ug/mL TH o726

APRELRDE L IFIA VABRGITER TS E SN
TV D, i RHEBERE L AT HNA ) AT HETIE
S. pneumoniae X H. influenzae 7% £ DAMH 12 X ) S5
BERDPOMRICERT A2 LD Y, MR RGO
DAL NG A IIPIEEO MR I N TV B,
KA TIIMAE SR E XKL R2ABLT 7 77T

SRE LR L FIOR G TRB L ORGHT 7THEZD
%Wﬂ%i?«fﬁﬂf%@,%k&&é%hﬁﬁbﬁ
JEYHEN A SN o722 200, Eia AR R
HITBNAYN A7 BFEDOBERICOIIFIND o
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Table 12 B.

Incidence of drug-induced adverse events

8OC, HLGT Number of subjects . *
Incidence (%)
‘ PT for safety assessment
Investigation

Cardiac and vascular investigation (excl. enzyme tests)

‘ Blood pressure decreased 144 1(0.7)

Enzyme investigation

Blood creatine phosphokinase increased 140 1(0.7)

Blood alkaline phosphatase increased 143 4 (2.8)
Gastrointestinal investigation

Blood amylase increased 142 6 (4.2)
Haematology investigation (incl. blood group)

Eosinophil count increased 143 5(3.5)

Neutrophil count decreased 82 1(1.2)

White blood cell count decreased 143 2 (1.4)

Platelet count increased 143 1(0.7)

Neutrophil percentage decreased 56 1(1.8)

Lymphocyte morphology abnormal 143 1(0.7)
Hepatobiliary investigation

Alanine aminotransferase increased 143 15 (10.5)

Aspartate aminotransferase increased 143 8 (5.6)

Bilirubin conjugated increased 140 2 (1.4)

Blood bilirubin increased 143 3(2.1)

Gamma-glutamyltransferase increased 142 7 (4.9)

Urobilin urine present 143 1(0.7)
Metabolic, nutritional and blood gas investigation

Blood glucose decreased 140 1(0.7)

Blood glucose increased 140 2 (1.4)
Renal and urinary tract investigations and urinalysis

Blood creatinine increased 143 4(2.8)

Glucose urine present 143 1(0.7)

Protein urine present 143 5(3.5)
Water, electrolyte and mineral investigation

Blood potassium increased 142 4 (2.8)

Total incidence cases 144 55 (38.2)

* Number of subjects experienced adverse event (Incidence %)
Incidence (%) = Number of subjects experienced adverse event/Number of subjects for safety

assessment X 100

7z, ARBTIX, GRNX 581 7 H LA OHUR
AT SN 9 30 Bl X OV A SV S 5% 3 Bl
WZBWTIE, ZTOBRED 636% 3 H#EI1L7 2 A RB X
Ox7u 74 FRERETH), WIRbEHTH -7z
FEFITH B0 TNHIZ GRNX 2385 S, £ DERE)R
BOWFRL AR TH o720 bbb, LT 2 2%B
LU= 7 074 FARYURFED R OREH KT 5
GRNX OF AR E N2 D LI N D,

BAFO7vAaE oy REREOHE MBI 53
WBREIZH L, GRNX 400 mg 1 H 1 Fl4%5-13, OARER
TorHE S 7z M. pneumoniae X C. pneumoniae ¢ MIC 12

3¢ fAUC/MIC i, 700 DL L&+ icH itk % 3
Tho7zZ ¥k, @GRNX @b MFhEks & U2/
(HeLa229) (2B BN RATIEIE, wihd LVFX
% GFLX & ) &2 &, QFETOMBBATIEO MR 2
5 400 mg ¥ 5- 12 B B feo il 92 LR B (CF 35 10.10
pg/g), WERIBENRERIRE (3 6.15 ug/mL) B LT
wEltila~ a7 7 —VE (F97075 pg/mL) 1,
AR THHE S 7z M. preumoniae ® MICy % 45 1 ]H]
DL TWAHZ &R ENLY, GRNX DA 27 I X
~MigeRe s 7 I VTR T EEALERET LD
Tho 72,
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ZEMIZH LTI, SCHOREBII R, BEELZEE
HED6 B, 6 FEIL, 209 LEWEH L He sh/-5H
%1%, BBO1IH, 14 (FL—F2) Thole T,
SIS TS A b N2 EIEH B X OERR A fiE
FLHE, ALT 8401 10.5% (15/143), AST 34411 5.6% (8/
143) B L M7 R 7 BERIN 1.4% (2/140) TH - 72,
INBWETRTCTL—=F2UTOLOTH Y, FFITHR
MICHEE R 2 FEHRE L IIEZ ONL o7z, ET
OFFHEORB CHER I N MER TIZDWTIE, Kb
Bcid 160, 11433L, GRNX & o RFEBELRIE RS
L2 L] EHEEIhz,

T/, JtuaF/)arRMERO SAZT L7 b
Thb [QTcEE] BLO MK I2owTiE, FiF
RICEALEXBELHE LT [LERQTIIERE] 71
B, 1253 L, GRNX & ORBEBEBETERZVS L
W] I Nz, BRI RMEEICL Y, RBRRG
MOLERD? LT TIIHEWOHREEZALTBY, M
ROBEENECOAEPEELLL DD LEEZ ONR,
GRNX ICRRM A ERFR L IHUM SN o7, F
7o, TMIMBERE ] A3 160, 1H5E3LL, GRNX & ORRH
fRi3 TBIFRZ L) L aniz, AEMIZERSHT 6 H
BICIAEAEDS 66 mg/dL LK TFLAzZ L, £ VR V%
HOWEBELEBRLTW /I B I OABRBEOBAKIRET
HolzZ NS, GRNX ICHRW A ESS &30
WSINGho/zbDTHDB, ZOM, BRRRAEMER L
W ENzdboTid, MH7 MR a1 60, 14, i
N RN AS 2 B, 2 T, SEBURINIZ AR T BT
P56 HH, IMAELEABO2H63H5%T 7HHETH-
e, WINSIEREZEDLT /L —F2UTTHE T L
M5, GRNX #5112k 5 27 LidBbhidol,

UElnrsh, ARBIZBWTRER7VIaX/ 0rR
WWED s 5 A7 27 b & LTOREER, QTc EEB
X MBS R 22 LIZ DOV CIIFICEHE L FIIEA ST,
F72, tEMEBLUHSHEED AN, o 7,

U E#RHET 5L, KXRBORGBEEAZEO~< 42T
FA=Mi%, 77 ITTMi%, MEESEREZLLS
Y7 7 IV 7 AMAELRITH T 5 GRNX 400 mg 1
H1k&E 10 HEHRS OB BRI, GRNX O
W 2% IR E O T 2R 5L W B X U M. pneumoniae X C.
pneumoniae (2K % 3PURETEME &, GRNX O 723
WEIEL L OHMARITE 2 L2 L 725D TH D,
o7 vFuaF /o rRZMERO 7 S AT 7227 MIH
LT, FHicHEE 22 HIRB I e ol T2,
WA, A4 AT T ATMRDOE—ERIETHL~ /1T
A4 FRUEIEZmEZ RS (278274 Ntk M. pneu-
moniae |3 N T WA D% GRNX X Z DRif Rk Iz
L THIWIIRIEEZ RFEE L TB 0, KRBT
RIS BFE, [~ 27 1T A Fiidtk M. pneumoniae] ~®
FREDHRFTE L)

C 2

REBOERIZEEL, TN 7z72w iz TRlliak o
BREARER O T IR L E 9

P AL KENFL - IR ) = v 7 (e
B KENFH, FEHEAN BOATFWME &2V =y
(Mg fl) NGBk, BRERE AL A& N —H A4
FHREHERSGE 7V =y 7 (WE - BRESED FH
XiZ, B RFEEN IWEREEEZIRIE B (5 —NED
fEm 3%, WEEEAN ZREWEE (NFH) b3, K
FEENAR BURSZE I Iy be (W) AR,
FEFREAME EHRSPMNEREG Y =y 7 (BRENED
ez, BERBRF Wb (RGIEFR - Bl e
HIGESC, ERABBLFEHGEAG S Z b (ke
B AR, MRS ERRE GE—NED
B oo, EREAME HETA - 7Y =y 7 (IR
wrpk)  RARARRER, ARSI BRI AR & v 2 —
(W fl)  MEAE], AT 2 EsE R (M)
KA, ERENME ZBEE200WERZ Y =y 7 (I
W Rl SIS, i A SR A5 JE B BE (Y
) HAREE, SRERKRFRERE (FRENFD
WA, IS R ke (R JRES ¥, REOh
KA (PR ZRARE)  HAE, BAREA R
[FIRLA G R AR BE (PR R 88 B, G
mREkE (Fgs R MEHESHE, +#RIEAN HAMmE
WHF R RIRFE Wb (PR Bik—F, RERE
N R EERE (PR ERRE) Wi ), BOZATEGRE A S7)
B A AL AR R WL 57 K e (R gs AR A
Vefs, JNIGERFIRA=ME e (g R ZARFA,
J1 ey % 2= e LB R T s Bt (PIRE) DR B, PRI
BEchYeR ke (PENRD  AE I, BAZIR B R
(Mg AL REOEME, EIRABEHILFHAGEEG RS
ke (WAL SEHHERER, SFERERBEAN AL
FRREMPE=S (PREGENED  l—, IREB7 LV
F—IPgr ) =y 7 (T LVF—F) @R —m, X
RN ZHANFER (NF)  ZHEC, HIRNFVNE
FrEERE (NF)  HE3ET, BREBEA BEAR (WFD
T ET, SEANEE - IR (NEE - IR ERRE) AR
&, ZERAWE (PR MRS, MOTATBOREA
] 3799 AR o R BE (FF 2 Rl)  KH SCRE, BRIBEEA
TS mbE (R BARZSE, dLIUIN T L N bt
(A =, BRSNS RRAESIE R B (IR 23 L)
AR, EHFEAN R (NR)  Wikdke, &
RN FHAREER 2 )=y 2 (BR)  SFHEE,
NEE VAR ) =y 7 (NFD s % ZENEVS
WRHERRE (NRE)  ZEREB, IRENRHERE (NFD 5
Bk, BE#EEN dREz )=y (FEH & #H,
FEVRFEN RIRRAEESES - ir i MR be (55—
B Mk, EEERBR SR AW (NFD R
Hi—, WERKFEARMERPE CE—NFR)  HE K



VOL. 55 S-1

-1 i G iE L2 63 % garenoxacin O 45 TIT AH kPR 3 ER 183

JeERs X PERm &b (WA
KHME IR (NFD  PREEENE,

MR

EEHREN IO
EERREN #AF

SR (MR KILZE— GRBRERR ORI L %)
X ik
1) Hayashi K, Takahata M, Kawamura Y, Todo Y: Syn-

2)

3)

4)

5)

6)

8)

9)

10)

11)
12)

13)

thesis, antibacterial activity, and toxicity of 7-
(isoindolin-5-yl ) -4-oxoquinoline-3-carboxylic acids.
Discovery of the novel des-F (6)-quinolone antibacte-
rial agent garenoxacin (T-3811 or BMS-284756). Ar-
zneimittelforschung 2002; 52: 903-13

Takahata M, Mitsuyama J, Yamashiro Y, Yonezawa
M, Araki H, Todo Y, et al: In vitro and in vivo antimi-
crobial activities of T-3811 ME, a novel des-F (6)-
quinolone. Antimicrob Agnets Chemother 1999; 43:
1077-84

Fung-Tomc J C, Minassian B, Kolek B, Huczko E,
Aleksunes L, Stickle T, et al: Antibacterial spectrum
of a novel des-fluoro (6) quinolone, BMS-284756. An-
timicrob Agents Chemother 2000; 44: 3351-6
Morosini M 1, Loza E, del Campo R, Almaraz F,
Baquero F, Canton R: Fluoroquinolone-resistant
Streptococcus pneumoniae in Spain: Activities of ga-
renoxacin against clinical isolates including strains
with altered topoisomerases. Antimicrob Agents
Chemother 2003; 47: 2692-5

Zhao X, Eisner W, Perl-Rosenthal N, Kreiswirth B,
Drilica K: Mutant prevention concentration of ga-
renoxacin (BMS-284756) for ciprofloxacin-susceptible or
-resistant Staphylococcus aureus. Antimicrob Agents
Chemother 2003; 47: 1023-7

H AL 208 2 S DU TR S8 IR A A 323 1) 8 25 B & Ik
RTRARWE  MPUERRASE 2 BT 2 Frf btk
WEORRHGE (%), HL#EAEE 1997; 45: 763-78
HA bR S - /NS E BILRE (MIC) Mk
HETIZ2W T, Chemotherapy 1981; 29: 76-9
Clinical and Laboratory Standards Institute: Per-
formance Standards for Antimicrobial Susceptibility
Test; M100-S15. CLSI, 2005

HA LR 2R e 2 R e R RS iR
I X BIRBIERNC BT ARIE, ERMRAMEEE O
HIEF#E, Chemotherapy 1991; 39: 687-9

6 fi MPURZRAE 73 B Mg/ Mli SRR 2% 1R
HOREAE, ANVT =TI, 1T, HARGER,
H# BP £, HxH{, 1999

BFEAT, RIS, REECE TR OB, 3
Ja 2004; 55:11-9

PRI - HERE PR O zo0x  a v 7)) 20
<A ¥y O¥G#EIR. HE 2005; 87 (Suppl): 1283-6
WG, AR S, S L FPIRERERSYE O

14)

15)

16)

17)

18)

19)

20)

21)

22)

23)

24)

TARITAY 1) HROHFA K547, 3. HARNL
PR R BERHE SR O IEARNZ 2T HAMHS
IR 2004; 63 (Suppl): S16-21

Ishida T, Hashimoto T, Arita M, Ito I, Osawa M: Eti-
ology of community-acquired pneumonia in hospital-
ized patients: a 3-year prospective study in Japan.
Chest 1998; 114: 1588-93

Miyashita N, Fukano H, Niki Y, Matsushima T, Oki-
moto N: Etiology of community-acquired pneumonia
requiring hospitalization in Japan. Chest 2000; 119:
1295-6

Miyashita N, Saito A, Kohno S, Oizumi K, Yama-
guchi K, Watanabe A, etal: Community-acquired
Chlamydia pnewmoniae pneumonia in Japan: a prospec-
tive multicenter community-acquired pneumonia
study. Intern Med 2002; 41: 943-9

A B Gatifloxacin O R EIIC B 1) 5 K FE
filie HABHEZREE 2002; 50: 646-73

INREAT, ARG, ZARFA, EL ®, WE
JNEHE A, Al - T2 3 4 levofloxacin % #}
Mk & L7- BAY12-8039 (moxifloxacin) &% T A —
BRI, HALEESEE 2005; 53 (Suppl 3): 27-46
INREAT, FAGE, ZARIGFA, EL %, WaE
/NEHEDEEAS, At PR ER IR GRE 12K 3 5 BAY12-8039
(moxifloxacin) O 4 IIT HHERIR R, HALFEZEE 2005;
53 (Suppl 3): 47-59

H AR 25 R AHEGHE ST 2 4 F I 4 &
TERZH & i [P AE ST 274 F I 4
VNGB EAYESIR O RN E 2 J7o AR S
24y, B, 2003

Andrews J, Honeybourne D, Jevons G, Boyce M,
Wise R, Bello A, et al: Concentrations of garenoxacin
in plasma, bronchial mucosa, alveolar macrophages
and epithelial lining fluid following a single oral 600
mg dose in healthy adult subjects. ] Antimicrob Che-
mother 2003; 51: 727-30

Matsuoka M, Narita M, Okazaki N, Ohya H,
Yamazaki T, Ouchi K, et al: Characterization and
molecular analysis of macrolide-resistant Myco-
plasma pneumoniae clinical isolates obtained in Japan.
Antimicrob Agents Chemother 2004; 48: 4624-30
Suzuki S, Yamazaki T, Narita M, Okazaki N, Suzuki
I, Andoh T, etal: Clinical evaluation of macrolide-
resistant Mycoplasma pneumoniae. Antimicrob Agents
Chemother 2006; 50: 709-12

Yamazaki T, Sasaki T, Takahata M: Activity of ga-
renoxacin against macrolide-susceptible and resis-
tant Mycoplasma pneumoniae. Antimicrob Agents
Chemother 2007; 51: 2278-9



184 H & L 22 % & % & OCT. 2007

b
ﬁ
=
g

Clinical phase III study of oral garenoxacin in patients with
community-acquired acute respiratory infection
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(Present: Department of Infectious Disease, Kyorin University School of Medicine)
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The clinical efficacy and safety of garenoxacin(GRNX), a novel des-fluoroquinolone, were observed in pa-
tients with respiratory tract infection including community-acquired pnuemonia and acute bronchitis
caused by Mycoplasma pneumoniae, Chlamydia pneumoniae or Streptococcus pneumonige, community organisms.
All patients were treated with 400 mg once daily dose of GRNX for 7-10 days.

1. Clinical efficacy: The efficacy rate at the end day of treatment was 98.9% (88/89) in all cases of
community-acquired pnuemonia, including pneumonia with M. prneumoniae 100% (20/20), with C. pneumoniae
92.3% (12/13) and with common bacterial organisms 100% (56/56). The efficacy rate for acute bronchitis
was observed in 100% (13/13), including 12 cases with bacteria and 1 case with C. pneumoniae.

2. Bacteriological efficacy: The eradication rate at the end day of treatment was 81.8% (27/33) in all cases
of community-acquired pnuemonia, including pneumonia with M. pneumoniae 6/6 and with common bacterial
organisms 95.5% (21/22). The eradication rate for acute bronchitis was observed in 5/5.

Bacteriological response with 5 cases of mixed infection caused by bacteria, M. pneumoniae and C. pneumo-
nige was judged as partial eradication.

3. Safety: Adverse reactions involving 233 were observed in 93 cases of 144 cases (64.6%). Some 103
events of the side effects and drug induced laboratory abnormalities were observed in 55 out of 144 cases
(38.2%). Abnormalities seen most frequently were increases in ALT and AST , but the incidence was 10.5%
(15/143) in the former and 5.6% (8/143) in the latter.

From above findings of GRNX, a 400 mg oral dose once daily treatment may be useful for patients with
respiratory tract infections including mycoplasma pneumonia, chlamydia pneumonia and acute bronchitis.



