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5 BB CHEL, RARMEDY 1,2, 3 DbOXREIERE
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Hotze

10. %RHAE



850 HALZEREZ2 X8 F

OCT. 1997

Table 1. Items and schedule of laboratory tests

Item

After

Bef
elore (the end of treatment)

During

RBC

Hemoglobin
Hematocrit

WBC

Differential WBC count
Platelets

ESR (1h value)

Blood

studies

GOT

GPT

ALP

Bilirubin (total, direct)
LDH

y -GTP

Total protein

Albumin

BUN

Serum creatinine
Electrolytes (Na, K, Cl)
Glucose (fasting)

CRP

Blood
chemistry

Protein
Glucose
Urobilinogen
pH
Sedimentation

Urinalysis

Chest X-ray

Mycoplasmal antibody
Chlamydial antibody

Cold hemagglutination
Coombs’ test (direct, indirect)
Arterial blood gas

(Pa0:, PaCO:, pH)

Others

O0OO0CO000 00000 0000000000000 0OCGOCGCOINOSGINONTS
O 00000 000000000 O0COGDOGCSE OGOGOGONOFO
O0OO0000| 00000 000000000OCDOCOCGCOEO OGOOGOGNOGONOOO

@: indispensable, O: should be performed if necessary

HERHE YR, &5RTRICE—gNOERE
fii & ko b, LT OHEHEBICOWTHER T 72,
1) ERRRIR

BRIERB L UOREMROKERZ D LT, 1. FR,
2: B%h, 3: AR, 4 EHD 4 BFELHEAREICH
E L7z

B, BHMREEERYGEB X ORI LR EIZDO W T,
[UTT ExhEFGHEEE (4 3 b)) /@ IR L - HE b IT-
pA

2) HMIWARIRIR
FHREOHEL L OKEHMHABOAEREEZ D LIT, Lt
Wk, 2: WA - —HHE%K, 3 BRR, 4 LD 4 B
EHEARBEIHE L7,

3) BERERE

BIEH B X UBKRRAEMREOLE, BESLHR
L, 1. #&TH5H REM, BRBEMRELZL), 2:
2IZRETHH (BIEH, BRREBEREIH 728,

EALE TSR, 3: REWICEMD Y BIEH, B
RRAEMBREHDH 0, MNEBICTHRSKE), 4: BREL
Bz avy (BIER, BRREERE DY, 5%
ik, FRERHPIETRETHoR) O 4 BRELHES
RELHISE L7z

4) HR%

BERME, MAZNHREBIUBREREELBRL,
1 ERICHR, 2: e, 3 37T, 4 i, 5 FF
WA D 5 R L PRARBICHE L 720

11. FEFIOHY >

BEBREMEA N EERA, Ik - BEASOLRELE
FlzoVwTid, REBRBYEMONN Z28EICL, HER
BIEEN S L SR EREFEA GERARFNERR)
PRFTICEE L TOMY F 2 RE L 72,

12. ¥ — ¥ b

FERFMET) OO L LT, BERHE, M
MR, REBKSHE RERSE, FHECH
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L, REBJ, 58, RASOEHEF2ITIL L
iz, BPE, BEXR, FHE, zoMoErky,
KBRF Lz, S OIICEIER, BRREEREIZOV
T, ThENOBHELRARERD 2, T/-HRIC
SARNRDOEBEVERETIHN TR EERERE LB &
L7z Mantel-Haenszel 8% (M-H) ##\, HE:K
B (BRFR) OBFRZHRT L,

kil CPFX BEICOWTIE, MHEEH»S, 2-0
YR—=FRA Y MEFNVEFEICLD, BYHEER S
GA-=YEREHR L, T/, ROBEBIVCRE?S 1
BHH7-) ORPHERES S ORERBICN T 2HEER %
HHL, BERPIBEICD W TSR SR/ i e b
2HEML,

B, —HOEFATIUTIZRTRY 2HTZ L
T7F=V - 2YT7IYR (Cer) 2BELBEL LT,

(140 - # #) x (K& kg)
2x (&2 V7 F = ViRE mg/dl)

ZHD Cor= (B E LTOEE#E) x0.85

T =5 OFNIE, RBRBEBEMB X OCHFEADEE
DHEXINL T VERBEREHITTIT - 72

IL. #

1. SEBVHERL

1) FHTREOEIR

FHREBRICB T 2 REMIEFI M 186 HITH - 72 (Fig.
Do SDH 5, BMEREAKSHIEHNRIGL 2 (98
%) X DEWBARETH 72 1 B2 185 B HETT
3h, BB 11 BlicAash, ZhoBNcx L Tidig
BRIRGE I o70 THZ0EFH 1 FIREAKR
B TH - 7= 5 HBE AN RIVER (%)
THoHIENHRHLERER G IfTTbharol L

B D Cer=

Total RTI S1 uTl
Clinical | _[ evaluated [ 153 68 [ 50 ] 35 ]
efficac " | excluded | 21 Il 10 | 10 | 1]
Total No. of
patients
administered
I | _[evaluated * | 163 74 [ 53 36
Safety [ |excluded | 11 4 | 7 { 0 }
Total No. of
patients
enrolled I T
] _[evaluated 152 68 49 | 35
_| Usefulness [—_ Sluded T2 |10 | 1 | 1 i
Total No. of
patients excluded
before administration
12 [ Skin test positive | 11 It 4 | 3 | 4 |
[Other ** [+ [+ 1 - -]

* three more cases (1 internal medicine case and 2 surgery cases)
were evaluable for side effect but not for laboratory findings and overall safety.
** diagnosed as ineligible disease after skin test

Fig. 1.

Case distribution.

Table 2. Reasons for exclusion from evaluation

No. of cases excluded
Reason Clinical
Safety Usefulness
efficacy
Ineligible disease 5 5
Withdrawal of informed consent (Duration of medication<3 days) 2 2 2
Serious underlying disease 3 3
Discontinuation for another reason (Duration of medication<3 days) 2 2 2
Concomitant use of antimicrobial agent 3 3
Concomitant use of antimicrobial agent/adverse reaction 1
Discontinuation for another reason (complication)/concomitant use of 1 1 1
antimicrobial agent
Discontinuation due to adverse reaction 1
Death 3 3
Lack of final laboratory tests
Total 21 11 22

*evaluable for side effect but not for laboratory findings and overall safety
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12h5o T, EBICHS SN0 186 FlF 174 HITH
-7

I3, oo 174 FRIZOWTEAERZKRET L7,
ThbbAEMEFMNRAOEBRICH 2> T, FHRH
gB, HAPEBEE, BORBHELOEHE, 174
—AFa vty PORBBLUZDOMOEH (Table 2)
W& D 21 BB SH 153 FIASEE SNz (BRIRE

153/174=817.9 %). BIVER OB IZH 72> TIRFRL
7-#H (Table 2) 12& V) 8 FIAAEHESH, S5
BRREEREOBRID S 11 A ERENAER L
HESh, BERESEOFMIE 163 FlIC L Tbh
7o (BRI 163/174=93.7 %)o EHIZTNLHDERH
SERMOFMYRA L LA e REWRE B
TX9 5 152 FIABIRS N (FRINFE 152/174=874

Table 3. Case distribution classified by severity of infection and severity of underlying disease (RTI and SI)

Severity of Severity of infectious symptom
o Total
underlying disease mild moderate severe
(] (1) 0000000000 0000 (4) 22
Absent 0000000 (17)
(e]e]elelelel0]e)] (8) | OCOOOOOOO (8) 16
Mild [ J (1) ( [} @2 ]|e (1) 4
(e]e] (2)
o0 (2) 0000000000 000000 (6) 19
Moderate [ ] (11)
OO0000000 (8) | OOOOOO (6) 14
0000000000 28
0000000 9
Severe 209900000 54; 000000000 (1)
Q000000000 (9) 13

@: case who did not respond to pre-administration of other antimicrobial agents

O: virgin case

Table 4. Evaluation of 10 cases outside the black frame in Table 3

Diagnosis Pre-administration
No. ( ity) Reasons for refractory infection Underlying disease Complication of antimicrobial
severity
agent
. . . ost lobectomic lung,
Pneumonia advanced organic injury in P y u €
1 old tuberculosis, none none
(moderate) broncho-alveolar system ]
chronic bronchitis
Pneumonia advanced pneumonia with P.aerugi-
2 . . none none none
(moderate) nosa (but slight inflammatory reaction)
Pneumonia . .
3 repeated infections none none none
(moderate)
Diffuse Panbronchiolitis | advanced organic injury in
4 none none none
(moderate) broncho-alveolar system
. e s . squamous cell carcino-
Diffuse Panbronchiolitis | advanced organic injury in 4 . .
5 none ma in lung, bronchial none
(moderate) broncho-alveolar system
asthma
Bronchiectasis . .
6 repeated infections none hypertension, anemia none
(moderate)
Bronchiectasis advanced organic injury in
7 none cor pulmonale none
(moderate) broncho-alveolar system
Bronchiectasis . . . . . .
8 repeated infections with P. aeruginosa diabetes mellitus none none
(moderate)
Bronchiectasis advanced organic injury in
9 none none none
(moderate) broncho-alveolar system
. post-operation for
Perirectal abscess . . . .
10 persistent infection none retroperitoneal none
(moderate)
abscess
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%) o

ZZT, ThOARMBFMNSR 153 FliconT, &
SICSEDOBRBROKMTH 5 FEF O EAE - #ikHIC
DVWTREI L. CORFFIZHA o TR T TICERBE
RMH BB MERE, FIRSHEERRIONT 5ENR
#, SOICEBKEAGHELZEORTFEIY L, &
FEBIZ L ZERHMi L7z (Table 3),

FORER, WRFRIIE S L OUNBERESE IO W
TIRRPEDERERE, EREKBOEED S Table 3 ©
BRNOERNZ ITEED L VIZHEEFEHE L,
KOTEBADEFICEVWTIE, FIREREETHE
BAbhENo7: (@) 28 BHUIHFEIEL V) BA
PoOEEMELHZEL, BY® 10 FICE L TE 5 IHEK
HERF L7z (Table 4), ZDREREAES & b B RE
# (GEBI 3, 6, 8), X L BliR 5 E R L #E 7 2R E RO R
ENRPETH 50 (EF 1,4,5,7,9), RIEFRIZZL
WASHEBIIL B IR & (GEBI 2), RENCHHL
AP ABERE GE# 10) ZEOFHTEhZhEEE
b ] Y (AR

F7z, REGRIE 35 B 32 B BN IR B R YW
ThhY ZhBEIPBEEETHI L, BUHBEER 1
PHIER A EEZF, BRBALEO 2 FlidVFhbR
BRCEMBEESHELTVAHTHY, HiatteY
EENTz,

DEDKERE, SEIRREIAT-EBRRBETHSR
153 BlZ T NTHEIEDH B WIZHBNE & ) KBEBROXN
REBEFB-LTOULEREHES N,

2) FNTREIOLE R

AR AR 153 FIOFEREL5H L7z (Table 5).
HRTIZEM 104 B (68.0 %), it 49 B (32.0 %)
TEHAE L, FEMIT 60 ZULED 111 fITEHKD
725 % THolzo SHNEHEFDH) LT TICMOILEE
PHREEShD R EDHMBEVALNLH o726 84 Bl
(54.9 %) lZHA BRI,

1 BHSEINCA D E 200 mgx2/HA 67 #l (43.8
%), 300 mgx2/HA% 77 B (50.3 %) & ZDWMETK
SR EDOLR TV, TR BPEGEVPEEIL
728D H 1 #id 200 mgx2x3 HAH 200 mg ¥
3x10 HTH v, £ OMH TIIEHEMIC 600 mg/HEEIZ,
fbo> 1 B 300 mgx1x1 HA*5 100 mgx1x14 HIZ
EEL7-HE 400 mg W LEZHRLT OB (= 400 mg
B) CMATHIT2Tok. $7:, WREBREMIINR
ShTW3 600 mg/HZ B2 A5 RBNIA LN Do
7o BEWEIEH O, LD 14 HEZBIA LW EET
LBEDHETH-727% 1 #lix 15 H, o 1 Bl 20
HO@EEA T b Tz, 412 20 H kS I E R
55 8% vancomycin 2k 5 & Bbh b BUN 40.3
mg/dl, 7L 7F=> 1.7 mg/dl ®LEAHARLRH,DOM
BASE % b - 7 B P 228 T & > 722K 300 mg <

Table 5. Analysis of patients’ backgrounds

Item No. of cases (%)
male 104 (68.0)
Sex
female 49 (32.0)
~19 3 (2.0
20~29 5 (3.3)
30~39 10 (6.5)
40~49 10 (6.5)
Age (years) 50~59 14 (92)
60~69 46 (30.1)
70~79 45 (29.4)
80~ 20 (13.1)
Underlying disease ne 29 (25.5)
yes 114 (74.5)
o no 92 (60.1)
Complication
yes 61 (39.9)
Pre-administration of no 69 (45.1)
other antimicrobial agents yes 84 (54.9)
200 %2 67 (43.8)
200x3 5 (3.3)
Daily dose (mg) 300%2 77 (50.3)
300x1 2 (1.3)
changed* 2 (1.3)
3~ 4 7 (4.6)
5 38 (24.8)
X 6~ 7 42 (27.5)
Duration (days)
8~ 9 15 (9.8)
10~14 49 (32.0)
15~20 2 (1.3)

*200 mg % 2 % 3 days—200 mg % 3 X 10 days
300 mgx1x1day =100 mg X 1x 14 days

1 B2EEL, FHROFESFHEAIIAOR, 2ORERC
BUN, ZV7F=VbETFAERLAZZEDD, 14 HE
WCHANICEET A2 LU BFICHT 2 ARE A
PoORBEINLFITHY, AH 20 HEEGICL Y BER
WESFTHoT2e TNOLDENS, AFEEDT
Iho 2Bl b RINTHBILE LT

HERT R 153 BIOKRBIE R, FPReF&Y:
iE 68 B, C D) bk 39 #l, BMFERIIE 24 #,
ZOMBER 3 #, AiRSIAHEESORKRE 1 FlB
JUBHREXR 1 FITH -7z SRR TOREIE
X 50 BB SR, T LM - SRR RSE
22 B, FAREPIRYE 11 B, JRERSAE 7 61, Zofth
3BITH -7z FA-MUMAE 6 BB L " MRSA B4 1 #)
BHRHENTD, TSI TRLARERY S DIER
Thh, ABXTENBHEBREEICEY I LOTH
MdbZ LTl REBRBERIYEIX 35 fliCAabh, wh
W 5B RBRYYEA 32 FlE o, Tof, #iks
ARENOHFEE X WRESHBEE BT LHRIR
A% 2P TdH -7 (Table6),

2. BRRZHR

1) s & YE
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(1) #HBRIBEKRR)HR Bl, HHE 66.7 % Tho7e D) HLENBIIMAT

IR SRR HE 68 FIhER) 12 B 17.6 %, AR 376 9 #1 (23.1 %), BUHTERRIE 2 Bl (8.3 %) 2ab
54.4 %, L72hi->CTHBU EOMERIE 68 Bt 49 B, iz (Table 7)o
ZOHEMEIZ 121 % Th o720 (2) 1 BI5-BRIEKRHR

D) blifi%k 39 FIFAERL L 31 B, HEE 79.5 %, MRS RRgE 68 Bt 1 HIXS5EA VbW 3 <400
TVhO B AERETIE 24 FIPARLLE 16 mg B 27 B, 600 mg B X 41 BlICA LR, Thh

Table 6. Types of infectious diseases

No. of cases
Diagnosis Int. 1
en 3 e-rr.xa Urology Surgery Total
medicine
pneumonia 20 19 39
empyema 3 3
chronic bronchitis 5 5
Respiratory | diffuse panbronchiolitis 7 7
tract bronchiectasis (with infection) 9 9
infections secondary infection with chronic 3 3
respiratory disease
acute bronchitis 1 1
tonsillitis 1 1
sub-total 49 19 68
skin soft tissue infections 22 22
intraabdominal infections 11 11
Sureical biliary tract infections 7 7
‘nli‘rgu.: mediastinal abscess 1 1
infections intrauterine infections 2 2
sepsis 6 6
MRSA enteritis 1 1
sub-total 50 50
Urinary complicated urinary tract infections 2 29 1 32
tract acute pyelonephritis 1 1
infections epididymitis 2 2
sub-total 3 31 1 35
Total 52 31 70 153
Table 7. Clinical efficacy in each type of infection (RTI)
Clinical efficacy Efficacy rate*
Diagnosis o
excellent good fair poor (%)
Pneumonia 9 22 3 5 31/39 (79.5)
Empyema 1 1 1 V3
Chronic airway infections 2 14 3 5 16/24 (66.7)
Acute bronchitis 1 o1
Tonsillitis 1 V1
Total 12 37 7 12 49/68 (72.1)

* (excellent + good)/No. of cases x 100

Table 8. Relation between clinical efficacy and daily dose (RTI)

No. of .
Daily dose o0 Excellent Good Fair Poor Efficacy rate
cases (%)
<400 mg 27 3 15 3 6 18/27 (66.7)
600 mg 41 9 22 4 6 31/41 (75.6)
Total 68 12 37 7 12 49/68 (72.1)

* (excellent + good)/No. of cases X 100
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DHEFEIL, = 400 mg BT 66.7 %, 600 mg BT
75.6 % TdH > 72 (Table 8) X 5HIZZH S A FHAYIC
ArL, MRFETZ 400 mg 56X 15 Hd 10 Flic
UL ETHBEIL 66.7 %, 600 mg K58 Tl 24 )
21 FIDERUETHIEIX 875 %EREN, 600
mg BTRWEXRA SN, [ U B8R E KB
24 PlIZBWVTIE, 400 mg # % 10 Birh 6 BiAH R L L,
HXHE 60.0 %, 600 mg BT 14 Hrh 10 BIASHRILL L,
EHET14%EBBIIBOTEWVENRS N, &8,
BROERDOEZ D o M RICOVTHEESEICB T2 H
BRISEZRET 5720, 400 mg (5 2) #5 & 600 mg
(7 2) ZEXHBLI-EZA, 400 mg (5 2) &5
58.3 % (7/12 #1), 600 mg (%4 2) #5 87.0 %
(20123 Bl) THY, 2 BOENEIIEND B L IR
B Ehrz (Table 9),

(3) HEfE - HWHMHH T HERZE

SEBUF-EEHLVIZHBEERFNIC 1 HHEE
PERRZI R 2 BIZ L7z (Table 10). ¥ 3 RYSFEIRFTR
DERETHH LGS, PEEMT, &L IS
400 mg HIZH L 600 mg B THWEOARXRIE SN
TwieA, HICEEHICBVLTIZ< 400 mg 5T 8
Birh 5 BIAERLL L, 600 mg &5 Tl 16 Fid 12 #)
PHERULE, AT 750 %EZF0ENLEALTVS
HEAAR ST,

ROT, BERBOFENTHEEZRIF L2, B
CHEEHEIBRHTE 2ok 22T, AMELESN

Table 9. Relation between clinical efficacy,
severity of infection and daily dose in

patients with pneumonia

Severity of Efficacy rate (%)*
infection 200 mg x 2 300 mg x 2
Mild V1
Moderate 417 11/13 (84.6)
Severe 2/ 4 9/10 (90.0)
Total 7/12 (58.3) 20/23 (87.0)
|

* (excellent + good)/No. of cases x 100
**P=0.064 (M-H test)

A 5 72< 400 mg BETORBRBEL LBETOEL 7
Blaentt LR, 209 bBRYSERERE 2 1, widk
SUHERS 3 B L ORERYE 4 i LORTAZ
NZNEBELTCALNZFTHY, ZORICBITLE
KAMREEOFRIIELAZALOREFIZL EDL D
DEEZ LN,

EOWHIRGIAEEDFEIIOVWTHBIIZHHL
2o EMHICIHIRGNBAEOEEII I DD ST, (T
XRIER R (L LB 724 %, VB 71.8 %) 215
bz £/ [% L] OB TII< 400 mg/HT57.1%,
600 mg/H T 86.7 %L B#HEIBVTHWADEIE S
TV 7z, FICEEIES 5 72 < 400 mg TOHEE
BE L EOBEHBIE SH L72A, T2 TRE—EDOMER
BEohehoiz. 72 [HY ] OBTOEHFIE
400 mg T 76.9 %, 600 mg T 69.2 % ThH o720 =D
CLRY TR GHEEEDRICBNTIE, 0N
KBILHBNEER I T VEFETELZVLD LR
X iz,

2) SRR RS AE

(1) FRBRERRR R

ARYERHE N S8 50 B ER) 21 B, A% 22 BT
HY, TOHEMFIL 86.0 % ThHo720 DI HLERY
ARFIIEN - RIEBARRIAE 22 B 100 %, BEHEA
JEYAE 11 Bk 63.6 %, RREREYAETI1Z 7 Hrh 7 #175,
FEANBRIETIE 2 Bl 2 2%, F-MUMETIE 6 #1
4 BUZERTDH 572 (Table 11), F 7-HUME THE A
B Eh7zoix 2 Bl (Staphylococcus aureus,
Citrobacter freundii) DA TH o72HE bITHELE
KRG ERTD 72

(2) 1 HHAENGEERE

50 Bid 1 HHEAS 400 mg B 22 FlicA bR, #
DHH 19 BIBERL, HXE 86.4 %, %72 600 mg
T3 28 Blvh 24 BIDSERIUL ETHEIRIZ 85.7 % Th
D, WMEIBVWTEIASRED 572 (Table 12), =
DY) HLAME 100 % Tho KM - KEHEERYIE %
B&, BRY OERT b LBENREY &0 7 K&
PIEB L OMMIEIC > THEIICHRET S X, 400
mg B 13 FIFARILLLE 10 ] (%% 76.9 %), 600

Table 10. Clinical efficacy analyzed by daily dose and background factors (RTI)

Efficacy rate* (%)
Background factors Total (%)
=400 mg 600 mg

. finfecti . mild/moderate 13/19 (68.4) 19/25 (76.0) 32/44 (72.7)
Severity of infectious signs severe 5/ 8 12/16 (75.0) | 17/24 (70.8)
e no 1017 (588) | 1216 (75.0) | 22/33 (66.7)
Underlying diseases yes 810 (80.0) | 19/25 (76.0) | 27/35 (77.1)
Pre-administration of other no 8/14 (57.1) 13/15 (86.7) 21/29 (72.4)
antimicrobial agents yes 10/13 (76.9) 18/26 (69.2) 28/39 (71.8)

* (excellent + good)/No. of cases x 100
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mg BT 15 Bl AU E 11 5l (BX¥ 733 %) TH
D, BICHEBMOZRIIBHTE LD 572

(3) H|iE - WHRHHNTF L HRIRR
FERYGER - TROBENICBRE L, £#Ti
WAL F T 85.7 %, BEIER) 86.2 %L & HIT 80 %%
FEHABVAENELIE SN T (Table 13), H%5E
DTFOBTOAEREIX 400 mg BT 90.9 %, 600 mg
BHTB80.0% LWVIMETH-2A, ERBIPPELA
BHERHTE Zdh o7, EEH TIE 400 mg T 81.8
%, 600 mg T 889 %imdh, FEMEIALNLED
SN DOETIE 600 mg DHM X Y EELAEEIR
GNBZENRTRRENTL)TH b,
RPERBOFENICIhEADL L, EBEKEBLLT
5 Bt 5 FIAHBRIICA»DSTAMUE, Yo
BETIX 45 B 38 B 84.4 B DERETH o720 L L
BRELERDRICBLIZTHREIIOWTIE 400 mg,
600 mg LDICHVAMETHY, ZOAEHIIRHUT
Ehdol. MEGNEAEDHENERIRIIONT

LRETL 722, RIS HAROFEIIPDLTER
Zh 875 %, 853 %DHMEIEFEOLNTEY, TR
BEOBMICHERZAORE Y572,

3) RERRESIE

(1) HRBRUERRZR
FHREHEIC X ZFMES 35 BlhER 3 6, A%
13BITH Y ERTIZ 457 % THo720 ZD ) LEER
REBREGAE IR 32 BlicA bR, UL 13 B, A%
40.6 % Th o720 TOMBMEFEEERL 1 #, BIBLE
2BEE HIZHERTH -7z (Table 14),
FTTICHELShTWwWD UTI BT MELEICEETS
FEB 25 BN L CAREZEID LR, SHELRE
BYSEZBWTHEDFNIL 7T HOATH ) HRE 28.0 %
LEDbDTEMETH 72 (Table 15), & HITEEHILH
BiToBa, Tho 255 Bh 1 BB HOAT—
FLEBHIT 18 HHY, ZDIH 3FDANBENTSH
o7 (BRI 23.1 %) TOMOEIIBTHENE
13 12 Firp 4 B 33.3 % L {&AETH - 7= (Table 16),

Table 11. Clinical efficacy in each type of infection (SI)

. ) Clinical efficacy Efficacy rate*
Diagnosis
excellent good fair poor (%)

Skin soft tissue infections 8 14 22/22 (100.0)
Intraabdominal infections 4 3 2 2 7/11 (63.6)
Biliary tract infections 5 v
Mediastinal abscess 1 0/ 1
Intrauterine infections 1 1 2/ 2
Sepsis 2 2 1 1 4/ 6
MRSA enteritis 1 V1

Total 21 22 4 3 43/50 (86.0)

* (excellent + good)/No. of cases x 100

Table 12. Relation between clinical efficacy and daily dose (SI)

No. of .

Daily dose o0 Excellent Good Fair Poor Efficacy rate
cases (%)

400 mg 22 9 10 2 1 19/22 (86.4)

600 mg 28 12 12 2 2 24/28 (85.7)

Total 50 21 22 4 3 43/50 (86.0)

* (excellent + good)/No. of cases X 100

Table 13. Clinical efficacy analyzed by daily dose and background factors (SI)

Background factors

Efficacy rate* (%)
Total (%)

400 mg 600 mg

Severity of infectious signs

mild/moderate

10/11 (90.9)

8/10 (80.0) 18/21 (85.7)

severe 9/11 (81.8) 16/18 (88.9) 25/29 (86.2)

Underlving di no 3/ 3 2/ 2 5/ 5
nderlying diseases yes 16/19 (84.2) 22/26 (84.6) 38/45 (84.4)
Pre-administration of other no 6/ 7 8/ 9 14/16 (87.5)
antimicrobial agents yes 13/15 (86.7) 16/19 (84.2) 29/34 (85.3)

* (excellent + good)/No. of cases X 100
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Table 14. Clinical efficacy in each type of infection (UTI)

Clinical efficacy Efficacy rate*
Diagnosis o
excellent good fair poor (%)
Complicated urinary tract infections 3 10 6 13 13/32 (40.6)
Acute pyelonephritis 1 Vi1
Epididymitis 2 2/ 2
Total 3 13 6 13 16/35 (45.7)

* (excellent + good)/No. of cases x 100

Table 15. Overall clinical efficacy in patients with complicated urinary tract infections

Pyuria
Cleared Decreased Unchanged Effect on bacteriuria
Bacteriuria
Eliminated 3 2 5 (20.0%)
Decreased
Replaced 1 1 2 ( 8.0%)
Unchanged 3 3 12 18 (72.0%)
. Total cases
Effect on pyuria 7 (28.0%) 4 (16.0%) 14 (56.0%) o5
—— .
excellent 3 (12.0%)
[: 4 (16.0%) Overall efficacy rate*
moderate b 7/25 (28.0%)
) & oo
poor

* (excellent + moderate)/No. of cases X 100

Table 16. Overall clinical efficacy in patients with complicated urinary tract infections by type of infection

No. of cases Clinical efficacy Overall efficacy
UTI
group (% of total) excellent moderate poor rate* (%)
1
e 6 (240 6 0
(indwelling catheter)
2
group 1( 4.0 1 0
(post-prostatectomy)
Monomicrobial infection
group 3 2 (80 1 1 50.0
(upper UTD)
group 4 4 (16.0) 1 3 25.0
(lower UTT)
sub-total 13 ( 52.0) 2 11 15.4
group 5 7 ( 28.0) 3 4 42.9
(indwelling catheter)
Polymicrobial infection p
groap 5 ( 20.0) 1 1 3 40.0
(no indwelling catheter)
sub-total 12 ( 48.0) 1 4 7 41.7
Total 25 (100) 3 4 18 28.0

* (excellent + moderate) /No. of cases X 100
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(2) 1 BEG-RBUEEKRR)FR
FHREHZICEY)IhZAB L, 400 mg &5 21 #
AL 11 7, %= 52.4 %, 600 mg #T 14 #
FERULE 5B, HXE 35.7%TH -7z (Table 17),
(3) HiE - HHHEHETLHAREBRIR

UTI ¥ & d L EEESFIT RS,
TN RERMER TR THERKBELZALTY
225, FiIREREEOEEIIOVWTOAKREL
oo BONZBRBMIFBREMEERLZ LOBT 24 #ih
12 BISERAETHEIE 50.0 %, HHORTIZ 114
FAEZLL LA 4 PITHEIE 36.4 %L B0 L TIEHRE
PEMETHo7. ABRNTRARENERLLETD
AZFE 400 mg # 53.8 %, 600 mg B 45.5 %L A E
Hixzsaohiehok, TLMBERAEDYOHT
600 mg ¥/ 3 B AZIBIL 0 TH o7z (Table 18).
4) HiRSHEREOMR L RBBREDBERFIR
ERRPCBVTHZRSREEEN L 84 BlichSh
2o THODERIIHT 2 ARBBREHLSIC L B BIKRD
REBEL,

TTIZ, REBREREENICBVT, FRERYLEE
39 B, NBIRRYE 34 B, REREBIIE 11 1, 3t 84
FICH LT TIBDOIEESZRE S h, PRty
ChoDHBREAOMEDP o720 THODREREHE
BOMEIX, 72 2RBEEb-L3%5< 2184, %k
WTHOF / uyRT 12 #l, FLEBOREEEAR
A3 20 FICAH SNz, THOEFICKT 5 HXIEIZ 72,6
% Tholh, oF /) u sy REHAEDHHICBVT]
FEBRERECIDZHED 41.7 %L BEETHH 72
(Table 19),

—7, BikE % LOERIZ 69 BlicAbh, AigEic
BT EEIZ 69 Bk 47 FISEFHU LETH D, 68.1
%Tholzo COBBEIHBESNARENFTOER
RLIFZAETH 72

3. MIEZENZR

1) REBFMEZEHIIR

B BRI N R B 153 BRI A HEE L 25k
115 BITH ) FEBEHHEZ 75.2 % Tholze DI
b 2 PRS- RTRICRENTE 2P > REMTHY,

Table 17. Relation between clinical efficacy and daily dose (UTI)

Daily dose No. of Excellent Good Fair Poor Efficacy rate
cases (%)

400 mg 21 3 8 4 6 11/21 (52.4)

600 mg 14 5 2 7 5/14 (35.7)

Total 35 3 13 6 13 16/35 (45.7)

* (excellent + good)/No. of cases X 100

Table 18. Relation between clinical efficacy and pre-administration of other

antimicrobial agents (UTTI)

. 9
Pre-administration of Efficacy rate* (%)
N i microbial Total (%)
other antimicrobial agents 400 mg 600 mg
No 7/13 (53.8) 5/11 (45.5) | 12/24 (50.0)
Yes 4/ 8 0/ 3 4/11 (36.4)
Total (%) 11/21 (52.4) 5/14 (35.7) | 16/35 (45.7)

* (excellent + good)/No. of cases % 100

Table 19. Clinical efficacy in non responder to pre-treatment with other antimicrobial agents

Pre-treatment with other antimicro- Clinical efficacy Efficacy rate*
bial agents excellent good fair poor (%)
Penicillins 2 4 1 6/ 7
Cephems 7 10 3 1 17/21 (81.0)
Carbapenems 1 4 2 5/ 7
Aminoglycosides 1 2 2 3/ 5
Macrolides 1 1 1 2/ 3
Quinolones 1 4 3 4 5/12 (41.7)
Others 3 5 1 8/ 9
Two antibiotics or more 8 7 2 3 15/20 (75.0)
Total 24 37 10 13 61/84 (72.6)

* (excellent + good)/No. of cases X 100
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FEREOHENBRETEDIZ 113 AITH-720 2D
MR, PSR RRYE 68 Bl 48 B (RN & ¥ 9%
70.6 %), AFHRYLAE 50 B 34 B (68.0 %), B
BdesE 35 #ld 31 B (88.6 %) ThH Y, IRIZHEDIE
BRICH LS RAYE TR VWRRNEHHETH - 72,
ERNERBEOHEELY AL L, FPREERSE 48 #h
27 BIRE S, BEFE 56.3 %, ZDH HLAEFIALE
K% o 72BiRTiE 31 #lidh 19 BINBRE S h, 20X
¥ 61.3 %, BHFERIIETIE 14 Hirh 7 BIAKRE X
h, ZOBRHBEEIX 50.0 %TdH -7 (Table 20), 47
RS 1 34 B 24 BIABRE S h, BREFIE 70.6 %
EREN, T HEMKBMAKREETIE 16 fik
11 IABRE S h, BRREE 68.8 %, BEARLAEIZ 10
it 6 BITHREE 60.0 %, *7-BUME ToREKEEKH
B2HTIE2MMELBREINTW (Table 21), R

BPFETIX 31 BIPBRAIE 11 BlOARIZALH, BREE
13355 %EBRNMETH - 720 T -8B MM RBBIRYAE 30
BUZBITHBREED 36.7 % BETH -7 (Table 22),

2) TR B ER R B

FREAHBE L7 115 BlC oW T Z ORI R % B
Bl ChOoEHREHHAMT, HRRITEHET 68.7
%, 0O HLHEMBEREFI TSI LEHER 29 HIT
724 %, 77 LBEVERE 45 1T 689 % THo720 —
7, BEERER 39 FITOERFIL 66.7 % THY,
¥¥1Z Pseudomonas aeruginosa % & & BB &R pT
50.0 % L {&KfETH - 7z (Table 23),

3) HMERIMEENEIR

ABBRTHRHEENLETXTORKRICOWTHEN I
BRERLBEL. 77 2BUREHROBREEIZ 68 #
36 ¥ 52.9% THH, Z0)bKkENEEH» -7

Table 20. Bacteriological efficacy in each type of infection (RTI)

Bacteriological efficacy
Elimination
Di . decreased or
1agnosis rate®
eliminated partially unchanged (%)
eliminated
Pneumonia 19 6 6 19/31 (61.3)
Empyema 1 1 0/ 2
Chronic airway infections 7 2 5 7/14 (50.0)
Acute bronchitis 1 Vi1
Total 27 9 12 27/48 (56.3)

*eliminated/No. of cases X 100

Table 21. Bacteriological efficacy in each type of infection (SI)
Bacteriological efficacy
Elimination
Diagnosis decreased or rate*
eliminated partially unchanged (%)
eliminated
Skin soft tissue infections 11 4 11/16 (68.8)
Intraabdominal infections 6 3 1 6/10 (60.0)
Biliary tract infections 1 1 2
Mediastinal abscess 1 V1
Intrauterine infections 2 2/ 2
Sepsis 2 2/ 2
MRSA enteritis 1 V1
Total 24 5 5 24/34 (70.6)
*eliminated/No. of cases % 100
Table 22. Bacteriological efficacy in each type of infection (UTI)
Bacteriological efficacy
Elimination
. . decreased or .
Diagnosis ) rate
eliminated partially unchanged (%)
eliminated
Complicated urinary tract infections 11 3 16 11/30 (36.7)
Epididymitis 1 0/ 1
Total 11 3 17 11/31 (35.5)

*aliminatad/Nn of races X 100
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Table 23. Relation between clinical efficacy and causative pathogens
No. of . Efficacy rate*
Causative pathogens 0 Excellent Good Fair Poor Y
cases (%)
MRSA 10 1 8 1 9/ 10 (90.0)
S. aureus 7 1 2 1 3/ 1
gram- S. agalactiae 1 1 /1
positive bac- S. pneumoniae 3 1 2 3/ 3
teria E. faecalis 6 2 1 2 1 3/ 6
Bacillus sp. 1 1 1/ 1
GPB 1 1 1/ 1
sub-total 29 6 15 6 2 21/ 29 (72.4)
E. coli 1 1 o/ 1
C. freundii 3 2 1 2/ 3
K.pneumoniae 2 2 2/ 2
Monomicrobial E. cloacae 1 1 1/ 1
infection S. marcescens 2 1 1 1/ 2
gram- P. mirabilis 2 2 2/ 2
negative | p geruginosa 24 3 11 1 9 14/ 24 (58.3)
bacteria P. fluorescens 1 1 1/ 1
X. maltophilia 3 1 2 3/ 3
F. meningosepticum 1 1 0/ 1
Acinetobacter sp. 1 1 1/ 1
H. influenzae 4 2 2 4/ 4
sub-total 45 8 23 2 12 31/ 45 (68.9)
Anaerobe 2 1 1 1/ 2
sub-total 76 14 39 8 15 53/ 76 (69.7)
o P. aeruginosa + others 16 4 4 2 6 8/ 16 (50.0)
Polymicrobial | oerg 23 9 9 3 2 18/ 23 (78.3)
infection
sub-total 39 13 13 5 8 26/ 39 (66.7)
Total 115 27 52 13 23 79/115 (68.7)

* (excellent + good) /No. of cases X 100

methicillin-resistant Staphylococcus aureus (MRSA)
X 18 Bk 9 Bk 50.0 %, S. aureus ix 11 B 5 £k
45.5 %, %7z Enterococcus faecalis 18 ¥k 7 #k 38.9
% THolzo %oB MRSA BIHNRHEBRY L OBMA, F
72 E. faecalis (35 F B X R SR FBA S O HEAS
ol ki, 77 ABHETIX 88 th 57 ¥k 64.8
% HEBWEh, BREANED» o7 P. aeruginosa T 40
B 16 # 40.0 %, o7 P BFERBE Y 5 ARY
BHE 11 B 8 Bk 72.7 % Tholeo TBEAMNR 10
KDL 8 kBB E Tz (Table 24)

4) FRFIBREE

A% 1 Hix5 B % 400 mg # & 600 mg D 2
BICHhITEMNERBOHEELBEL /2. HRER
RSERARICBVTIE, < 400 mg B, 600 mg BEL b iC
BHE®IX 56.3 % THo7zo MRIZBWTIE= 400 mg
B 115 6 BINKBRE S, BREE54.5%, 600 mg B
T 20 Hith 13 B, BEXE 65.0 % THhH, »hs8a%
PR 2% RS HE Tk 600 mg B THWHAREh 2L
Wik —F, BYERERRE 14 BITIXBRER 50.0

% TRERNZRIADhEH o, NRHEBRSIEIC
BWTH 400 mg H T 16 #IF 11 #l 68.8 %, 600 mg
BT 18 #Ith 13 #1722 % DBRHEETH Y, 600 mg #
KBV TETRWENE O, KB TIECE
BRI RShd ol REBRIETIE, 2KICKRHE
EREL, HEIFHICBVTH —E0HMIZALN
LH o7z (Table 25),

5) MIC 54 & Ml %R

MIC 2HlE S h 2 REE X 90 KicAbh, 20
ZLAEHNBRRBEE, REREED S OSHET
Hote RIC MIC D% 0.78 ug UTFTHB L, D
BRriEEI 48 BRPERE 39 # T 81.3 %, 1.56 ~6.25ug
TR UL 17 # 13 Bkl L 765 %, 12.5ug DL
T 25 %k 4 ¥ 16.0 % Th o7 $72, Tho MICH
A% 12.5 ug VAL O BBR D B3R 13 K2 B <R BE RS B 5K
HWTdh o7 (Table 26),

6) ERRZF L MBEENBRO—F M

BRI R FHBEOBEREMNE ICETE 1134
ZoWnT, MHED—BHEZMET LA (Table 27). KE
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Table 24. Relation between bacteriological efficacy and causative pathogens
No. of iminati .
Causative pathogens . Eliminated Persisted Elimination rate
strains (%)
MRSA 18 9 9 9/ 18 (50.0)
MSSA 1 1 vV 1
S. aureus 10 4 6 4/ 10 (40.0)
Staphylococcus sp. 5 2 5 1
Gram- S. pneumoniae 2 1 2/ 3
positive Streptococcus sp. 2 2 2/ 4
bacteria E. faecalis 18 7 11 7/ 18 (38.9)
E. faecium 3 1 3/ 4
Others 3 3/ 3
sub-total 68 36 32 36/ 68 (52.9)
E. coli 7 5 2 5/ 7
C. freundii 5 4 1 4 5
K. pneumoniae 5 5 5/ 5
Enterobacter sp. 5 5 5/ 5
G S. marcescens 3 2 1 2/ 3
ram-
. Proteus sp. 6 6 6/ 6
negative B
bacteria M. morganii 2 2 2/ 2
P. aeruginosa 40 16 24 16/ 40 (40.0)
Other NF-GNR 11 8 3 8/ 11 (72.7)
H. influenzae 4 4 4 4
sub-total 88 57 31 57/ 88 (64.8)
Anaerobes 10 8 2 8/ 10 (80.0)
Total 166 101 65 101/166 (60.8)

*eliminated/No. of strains x 100

Table 25. Relation between bacteriological efficacy
and daily dose

Diagnosis | Daily dose | Elimination rate* (%)
=400 mg 9/ 16 (56.3)
RTI 600 mg 18/ 32 (56.3)
sub-total 27/ 48 (56.3)
400 mg 11/ 16 (68.8)
SI 600 mg 13/ 18 (72.2)
sub-total 24/ 34 (70.6)
400 mg 7/ 18 (38.9)
UTI 600 mg 4/ 13 (30.8)
sub-total 11/ 31 (35.5)
<400 mg 27/ 50 (54.0)
All 600 mg 35/ 63 (55.6)
Total 62/113 (54.9)

*eliminated/No. of cases X 100

BAHE L 62 HID D B 56 B (90.3 %) (FERKRMR
DETHHBULORBAB LN YD 6 FlOL
RHR - BHHAICTRIBERZMRIEL HESMLAT
by, RHEL LT MRSA, P. aeruginosa, Serratia
marcescens, Achromobacter xylosoxidans 7% £ H H B

L, BRER - TROFEL D 72BThH o700 B

BOABSRTHMHE L 9 BIOBKRMET 6 PIAER
BOLAMEHAESR TV, SO LIZEELL
RBENRZTNOEFNOREELEEO LTHESEEZE
LTwbnbtE2bhl, FLEREAREMIIBY
THERMEVPEHULEDER 11 iR LIz, D
Pl SO LARR, RLYITTICRMIICES
LEAHER S N7z2%, ZOBEBIZERIEE LV,

4. RE%

1) EIfEH

BIVEH AT S RB) 166 Bl b, HEELOREM
s TEFR»E2 L] UEEHESIhEE
iz 118 (6.6 %) @D SHN7: (Table 28)s ZDW
FUTHALBHER E LTESR 2 #1, TH, OEBARE,
£ 16, MEERE LTS () 16, Zoftio
FERE LTHIRE 4 B, MER, HHOLAZ 1HIT
Hotze TOHHL, WH (W) 22 L7ER (200
mg % 1 \¥%5) THEBEOKREPIEShiz, 1 Hi
SR OBIERERFIEIE, < 400 mg 5 7 #, 600
mg &5 4 BITH -7,

A (YRR RO SNIEMIL, & 14 6 »HA
Y RMEREAmEE REL, SILEREETS
Tho7ze AHIBME 5 HAT X ) BEAMBIL, amikacin,
ceftazidime, fosfomycin #fHH L7238 E 3, M
REOWKRE, P. aeruginosa WM S Ni=7-®, KA
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Table 26. Relation between MIC and bacteriological efficacy

(Elimination rate*: %)

MIC (ug/ml)
Field Total
=<0.78 1.56~6.25 12.5~>100
RTI 14/17 (82.4) 3/ 3 V1 18/21 (85.7)
SI 17/22 (77.3) 9/13 (69.2) V2 27/37 (73.0)
UTI 8/ 9 V1 2/22 (9.1) 11/32 (34.4)
Total 39/48 (81.3) 13/17 (76.5) 4/25 (16.0) 56/90 (62.2)

*eliminated/No. of strains x 100

Table 27. Relation between clinical efficacy and bacteriological

2 & B iBEABRMR & N zo AH 200 mg 2 100 ml D4

efficacy BAEWICHEML, 1 BEAEBELRITLZE S,
- . De“easjf or Unchansed | No. of BRI ICBREORBESREL, 1 FTHELY. 25,
iminate arti . .
o || TR kg SR HREE RO Sh, BHOMERET
BEEACHBELTEY, FHRER, ERIREICE
Excellent 20 4 3 27 . . . ~
- ; » BHDEEZOLNDH, RHNENEZFHFRL WY
d 36 8 5!
° PERTEBV] ZLd b, RHIEORBWEE (M
Fair il i i M Hhopd Lk LHK Lz,
Poor 3+ 2 18 23 ¥, ARBRPOBELAEERLLTRCHAN 4
Total 62 17 34 113 AEDONTz, VTR FERBLERKE - SOHER
*superinfection RELAEDIDOTHY, BB LEM L 5 TICHRERE
EidB X OHEACK ) FHICRE S, £HLOR
RRRIE TRREL] SNz (Table 29),
Table 28. Side effects
Y Daily dose
Side effect No. of c_ases (%) = 200 mg 600 mg
(N=166)
(N=177) (N=89)
Diarrhea 1 (0.6) 1
Nausea 2 (1.2) 2
Epigastric discomfort 1 (0.6) 1
Seizure (extremity) 1 (0.6) 1
Vascular pain 1 (0.6) 1
Phlebitis 4 (2.4) 3 1
Erosion 1 (0.6) 1
No. of cases with side effect (%) 11 (6.6) 7 (9.1) 4 (4.5)
Table 29. Synopsis of expired cases
Sex Diagnosis Underlyix?g d%sease Dosa.ge Day of Cause of Causality
Age Complication Duration death death
M X Diabetes mellitus 200 mg Heart failure
Pneumonia . 2 . none
75 Heart failure 1 time Pneumonia
M . Stroke 300 mgx2 .
62 Pneumonia DIC 9 days 9 Heart failure none
. . Asphyxia due to
F Br.onc‘hx ect:fs:s Cor pulmonale 200 mg x2 12 insufficient none
47 with infection 12 days .
sputum excretion
Burn injury (98%)
5Ni Sepsis Renal failure 302 :‘g x2 5 MOF none
Respiratory failure ays




VOL. 45 NO. 10

CPFX ISR DRI 4 I M RB & A - it IR Yedi

863

2) BRBREMERE

B RE 163 HIDH b, HEEL DR EBRH
(BEH 2L DEEHESIN-BERRAM
BREIR, 178 (104 %) CADOLNT, FOWNFITHK
MK - NEF0ury -~ 27y b - BEAORY 1
B, FBEZELCYNVE VY REDLER 15 #, BUN - ~
V7F=vDLRA 1 BITH -7 (Table 30), HERT
Abk, GOT 9 ff, GPT 9+, y-GTP 7 f, ALP 7
#, LDH 3 f#, BUN 2 tFOMHICRBGHHIEE L, 20
fts, KME, ~EZFQEY, ATFrZYy b, ¥UN
vy (R, BE), BREA, ZLT7FU00% 1 ED
bhiz,

1 HRERBIOBRREMEE BRI, < 400
mg %5 8 # (10.8 %), 600 mg 5 9 # (10.1 %)
Tho72

3) BEERAE

RAVERNT A 5B 163 BIIZ BV CEITEA B & 0K
BREBREOHE, BELZEZHELTCHEShE
FBEEBEZ/RN L7 (Table 31), BIEREEN [RET
bb] LHEINIERIL 135 BIT, REeHI: 828 %
Tholzo 1 HEGRHITIX, < 400 mg #%5 T 81.1
% (60/74 #), 600 mg %5 T 84.3 % (75/89 Bl) #:
[RETHAH]| LHEENT,

5. HH%

A HVERNT S RE] 152 B BT B EIRSE, W
MBRBLUOBBEREEZHEL-EHEELR L,
(Table 32), AHMA [#HR] LLEEHESh R
X 93 BT, HHFEIZ61.2% Tho72o 1 HESEY
T, = 400 mg %5 T 55.1 % (38/69 #i), 600 mg
5T 66.3% (55/83H1) DEHETH -7

Table 30. Abnormality in laboratory findings

Daily dose
Item No. of cases (%) 200 m 600
(N=163) =" me m8
(N=174) (N=89)

RBC!| Hb| -Ht! - TP! 1( 06) 1
GOT?t - GPTt - ALPt -Bilt y-GTP?! -BUN't 1(06) 1
GOTt -GPTt - ALP! -LDHt y»-GTPt 1( 0.6) 1
GOTt -GPTt ALPt y-GTP!? 3 (1.8) 3
GOTt - GPTt y-GTPt 1 ( 0.6) 1
GOT?t - GPTt 2 (1.2) 1 1
GOT t 1(06) 1
GPT t 1 ( 0.6) 1
ALPt 2 (1.2 2
y-GTP t 1 ( 0.6) 1
LDH t 2 (12 1 1
BUN?t - Crt 1(086) 1
No. of cases with abnormal laboratory findings (%) 17 (10.4) 8 (10.8) 9 (10.1)

Table 31. Relation between overall safety and daily dose
Overall safety
Daily d No. of o~ ] Safety rate*
aily dose
Y cases ey acceptable ess unacceptable (%)
acceptable acceptable
<400 mg 74 60 9 5 60/ 74 (81.1)
600 mg 89 75 12 2 75/ 89 (84.3)
Total 163 135 21 7 135/163 (82.8)

*safe/No. of cases % 100

Table 32. Relation between usefulness and daily dose

Usefulness Usefulness
No. of - .
Daily dose . ful slightly less not rate
cases very usefu usett useful useful useful (%)
=400 mg 69 13 25 17 14 38/ 69 (55.1)
600 mg 83 20 35 11 15 2 55/ 83 (66.3)
Total 152 . 33 60 28 29 l 2 93/152 (61.2)

* (wvamr veafinl 4 11cafis ) Na Af nacac X 1NN
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Table 33. Pharmacokinetic parameters of ciprofloxacin in blood concentrations

Case Dose* Infusion | Simulation a B tiea ties Caux V. Vs CLt AUCo-= AUC/
no. time time (h) (h) (h) (h) (ug/ml) () (l) (Vh) |(pg-h/ml)| dose
1 200 mg 1h 6h 2.53 0.27 0.27 2.6 3.51 24.9 69.0 28.8 6.95 0.035
2 200 mg 1h 7h 7.56 0.23 0.09 3.0 2.07 209 | 1229 34.9 5.73 0.029
3 300 mg 15h 55h 14.84 0.43 0.05 1.6 3.72 6.1 53.1 36.5 8.23 0.027
4 300 mg 1h 6h 14.05 0.30 0.05 2.3 4.68 8.4 70.5 26.2 11.47 0.038
5 300 mg 1h 8h 6.20 0.26 0.11 2.7 3.53 24.8 97.2 29.8 10.08 0.034
6 300 mg 1h 7h 2.31 0.20 0.30 3.5 5.71 24.3 77.6 22.6 13.29 0.044
7 300 mg 2h 5h 2.39 0.17 0.29 4.0 4.82 19.2 64.7 15.2 19.75 0.066
8** | 200mgx2 1h 7 days 0.70 0.05 1.00 | 14.0 4.20 37.9 95.3 5.4 36.80 0.184
9** | 300mgx2 1h 21h 3.32 0.09 0.21 8.0 14.13 7.8 479 5.0 60.49 0.202

*initial dose except for cases No. 8 and 9
**patient with renal dysfunction

Table 34. Cumulative urinary excretion rate of ciprofloxacin in patient with renal

dysfunction
Urinary excretion Urinary excretion
Case no. Daily dose Day (mg) rate
e %)

8 200 mg X 2 1 42.24 10.56
(1 h infusion) 2 32.77 8.19

3 46.96 11.74

4 37.38 9.34

5 40.04 10.01

6 40.43 10.11

7 34.86 8.72

6. HHNEE

HAED X OB BEREEBRZEOHAPIC, I (M
HBIUMmMHED) BIXEZOMDOKE T CPFX BEEAS
HWES N 1 BEEERIE 200 mg 7213 300 mg T,
FUEREREIE 1~2 B TH o720 BREEEROS L&
MBBEN T X — S DHEMUDPUETH-72 7 HO
Cuas 1 2.07~5.71 ug/ml, AUCo-=i3 5.73~19.75 ug -
h/ml, t12si31.6~4.0 h, CLw %% 15.2~36.5 Vh {254
Lo —F, BEEREREN 26 (217520
7V7 7 vA:15.3 (Eillf) 5L 19.68 mV/min (#E
BAE) W] 2BV TIE, Cme 1d 4.20~14.13 ug/ml,
AUCo. 7% 36.80~60.49 ug * h/ml, tws i3 8.0~14.0 h,
CLw 7% 5.0~5.4 VhT& 72 (Table 33), 7 HEIDE
WPICBIT 5 REBRERES 1 #lo CPFX Rkt
£ (/H) 138.19~11.74 % THB L7z (Table 34),
WeEh CPFX REEX 7 licBVWCHllE &S h, %58
PEREZ A 1 BB 6 BlOBREHE DB
1.00~2.21 ug/ml ThH o720 F72, BRHWEHE DS/ R
BmPiBERERDI-ESA, 0.26~0.50 THo7-
(Table 35)

JAH s CPFX B, ZEHEMH CPFX BEZ & 1 #IiC

Table 35. Sputum and blood concentrations of ciprofloxacin

Case Coax (ug/ml) Sputum/
Dose* .
no. blood sputum blood ratio

2 200 mg 2.07 1.03 0.50
4 300 mg 4.68 1.23 0.26
6 300 mg 5.71 2.21 0.39
7 300 mg 4.82 2.17 0.45
10 300 mg 2.22 1.00 0.45
11 300 mg 4.69 1.60 0.34

*initial dose

BOWTHEL . BSBEHOBH FRE (7.90 ug/ml)
WM HEREE (3.51ug/ml) D 2 L BIFLBITHED
bh, Ukl BRBRERERHICHEHEL (Fig. 2).
FEREMPIREE I3 5 R T 1 BRI IC Y — 7 (2.27 ug/ml)
WCEL, DUBLPREHEELEBEL TRRRIRICHE
L7 (Fig.3),

IIL. %
<HBHREFOFR> ;
AEBEBOHEKIE, BEIEDH S\ HEEERRE T
Ay7uzudyd s v BEOEWYE, REMBLIUA
RAUOFMTH Y, WHICEE  BEHENRE LS

&=
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Fig. 2. Concentrations of ciprofloxacin in plasma and
bile in patient with biliary tract infection (case No.1)
after 200 mg infusion.

=======Pelvic dead space fluid
Plasma

End of administration

Concemtration (ug/mi)

Time

Fig. 3. Concentrations of ciprofloxacin in plasma and
pelvic dead space fluid in patient with parametritis
(case No.3) after 300 mg infusion.

ENRFBTH S,

FEFNE, WRR, ARRE X OWRER R DR
5, ZNZNIPFHZEIAE, AR RGE, REER
fERR & 174 FIHERENI, 2095, HHHIIHL
Tid 153 #l, &ML Tid 163 #, AHMKICHL
Tid 152 BIASEHMi0 S 61 & L CERIRS N7z

— i, BIEEEECHBEOREIIN T 5 IE
DHEREIX 2L, BIERPHROME R ZORH
PO—TRICEHIWEZ L EETHSL, T TIh
LIZMATREDKRER T TIZIThhHEIINT S
ERR L EOREHRH» S5 OBEHEIRTY
2%, ThETHERBREYEROBRICL - TRINT
WABBEHBL R hv, FITRBRTRMA—ED
KL Z2, FTRPER  FTROBE, FiRGHE
BICEEPIME, SOICREMKBORAELRLED 3 DOH
FEHRE LTHEMEZBIRT 52 EBLMIBNTH
Raht,

—%, EREhERAESNTSE, TS
ETiddh HH, BYSED BIER & HHEERFIILTL
bs LT BOTIERL, &L AR
FEIBOTRHRIERDZLVLONEENDLI LN
v, ABBRCTIKICEBRLZERD 3 DORF2HD

oW, TONFROEBEEERHEO T HBERIME L O
HEPTRLZ2LDODERDOERED S VT HHENE T L
T5ETRIDEREHRONLLDTHA ),

CNODOREPORELER, BIINRELS7:
FEBIE 60 ML L OB 725 % % 5O RYSEIR - AT R
EToERE 53 ff (UTI %K< 118 BITHHF 44.9
%), MEGHAETHRNREN 2D 72 84 1
(54.9 %), BIUREBEHEBMRA 114 1F (745 %) T,
ZHBINERTFOVTI, 2 EMHLITERLT
HELTOWEBITH 70 COFEKLS, YMEMEL
THEIEDH S VITHEEEBEDERFIZIZERS AL
HbDENVZ LI,
<FH#HEIzOVT>

BT RE 153 BITOHENEIL 706 % Th
5720 TD ) HIFHEEERHE 68 FIOFREIX 72.1 %,
% 39 BITOEREIX 79.5 %, BIERERIIE 24 #)
TDEFNIX 66.7% Th oo Mtk H2 (3 EAEFKIEE
YusE (BME 3 B, "% 25 %, ESE 15 ) ST 5
imipenem/cilastatin (IPM/CS) DERZIRZ BT LA
ME 72.1 %THY, HILPHEEULET 700 %, 25
IR DATIE 667 % LHEL TS, £ELY
) 4 %0 O S AE - EAEM R BE SN 5 IPM/CS
DBEERFREZ 28 Pl LTHRFEL, HFE 57.1 %
EHRELTWE, ThoDORKE, EEEOME, £
REEFAOBRRNTOERDDY, KBRBRTORSEL
EESELTHRTAILIRETH LA, ~WOER
ELTBRITNIE, RERTOMBEFZRIECIBTS
BRI R1X, IPM/CS »ZFh &L, 2% EHITT
R L ZZHDNRETHA I,

ARBERIZ BT 5 BHREE LS D T 50 Bl 86.0
% DEMEHRENTz, FICE B REAERIE 22
Hlth 100 % TdH Y, BENRYIE % &0 7RSS
RRYFE R X ORUMAE 28 FITHLAHME 75.0 % LBV HE
REBESLRTWI, SOZ i, REBRENI IS HIR
ORYIEICH LMBEShEZ L 2RBRLZDDEV L
9

—7%, REBRBRYEIIH->TIE, ZOAEMNE 457 % &
BWETDH - 720 REROEHFHARER BT 2B MM
PR B B 20 B A RN E 1 1 80 %I R D AR
LRTBY, ABBREZOMIULVWEENEALRTY
o ZOHME LT, ABRRTIIIFICEERRLE V)
BHEIS, EOZOREDKRBRIZEHTEIALALW
hF—F VEREFH 25 Firh 13 #1 52.0 % (ERERHE
Tl 32 Birh 18 1 56.83 %) ICALN AT &, S KT,
FEHBDS b E. faecalis * 10 PliciH o, F—K
Tlx P. aeruginosa 7% &% &0 2B IERIED 35
Bk 18 Bl Ed7- L R ECRRTADDEZI LN
720 A, AEHEIZ, 0L REICLHHEED
BARMBETE ) 2OTE GV EEZ SN, BT
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bhizbiFTHo2h, BRI, H S ERIEIIH
LTHMOBEOHEEXZEET 5 X ) A BRBREOR
BRUEIRBERETIIRBTES, Lo TERL
FERANLAOA R o LHIMEE D% 2 BV

1 HESBNCEERDR BN LR, 260F%
H(Z=< 400 mg T 68.6 %, 600 mg T 72.3 %ThHY,
COMMETIE, BRIREZRIAOAEDP 7. €
T, RBRNCChZ2aWT 5L, NARHEEETIX
400 mg HB LUV 600 mg HLHBIIBVARRTHY,
—FRBERERIIETIIE DITECARETLE HICHER
HEBHZAON Doz LELEDND, HREFEY
FEICBWTIES 400 mg B THRIE 66.7 %, 600 mg
BT 756 %, SHLIHEMTHZEREN 66.7 %,
87.5 %, BUFERIETENLEN 60.0 %, 714 %
& 600 mg HICBVTAMESRVERAIRShTY
720 CORBIE, MBREBRIHECBVTIRENE - B%
ZMbH3 600 mg HEAL W HEELRBRRIHFTE
HBILERBELEDBDEVZ L,

E LIRS MBREDF 84 BIIH L TAIKEREME
BICE Y 72,6 % DEREINRON. BIk5EHF
JarRTholkBh, FEBREOEHFIX 41.7 % T
Hold, ThEBRVWIMMOBEEEHNFAICHTLE
BMEIZ 77.8 % Tholo —RITMHHELHIH T 55
REIRIZ 50~60 % L ShTwab,

ABHBRBETORESHRAREDHCBIT BN
BOERE (72.6 %) BRIZSHEELZLLEVS vir-
gin case 28115 68.1 % LIZIAELEHETH-
720 CORPRITEDLDTETHALVA, 38 1 I2H
BEREEN T oK BR LTV ERP T L, 2
IR B BAMEIL I3 & & b AT 5-PU B 3 © R uiE s
BFHILLOoODHIBREICH 722 L, B3 ITXTFEL
(RIS MERZERT IR REI W LT
FLRBEEHITONE D, TR & 5% BEHDOR
WERBALTHUETHEIH, CCTHEBEICEZSZ
LIREREhHEANTOERE - BHRMICH LTI,
HMBREHEEDEEI»DDOT, FBRENXZOR
EOBKRDREZMHEINIZ L) —HELLTORE
HVRHLIBBEARINE S,

MHEHZERBRICELTY S 2BHEE I LTt 68 #
ik 36 KT 52.9 % DREETHo720 CDHH
MRSA 7% 18 #, E. faecalis 18 BB A SN, AIBERIC
BwTRZ772BHAPIRLORENELEIIT
Wi (52.9 %) OHRLLARBMEVEIE) ThOH
I —MIC 8BS R Compromised host & % Vit
DOHMBEERPHEHAMICHERABRKRLE LTHBTLZ L
HHE L, EBCIREORAEZHACTHREIHEER
ERL L v, ABRBRICBWTH IO 2 @WRICH
TAHREEIX 44.4% B6 P 16 #k) Thoo —H4,
CHLEBRWLEHETOREREAL L 625 % (32 K

B 20 #) Thoro CHODEIEATERZERT S
LIZIZRYULBEEE R b

EHRELREShZ S ABMEE 88 KRICHTIRE
i3 64.8% Tholo ZDH HLEREMEL ShIRE
BT 40 ¥k (455 %) Abh, HEEEZLHEDTVE, &
OWRBE T ABRERRIE 40.0 % Tho7ze —HKIC
fOTRBEEERERICB ) 2RBERERIT 20~40
% BETHHY, KEBRIIBWTHLOhEIZRLT
£H5DTIEARL, EATERZERTLEILLARER
DHRBEHEDZENZ LEZ D DLESINL D, RA
W7o ARHEICBIIARBEEZEBVWAREAIX 48 ki
41 KiICABHh, ZOREERIT 854 % THY, ¥<h
PREMENRENZDDEVZ L. FmAKE
10 BRAARFERERIE L VB ONDBZED I L 8 Hat
BREIh TV,

FRENICAZERDRE 77 2BHEH - BYER
ZHbT, BHEREFATIILDICH 70 % OFHE
MWREhiz, —F, BEEREMIIN LTI 66.7% D
BIRZIEX B O, BHMERYE, HEERECTHL
DPATDH, E. faecalis R P. aeruginosa EFBIHH
BErETSELEREALNRE D,

X5, RREOHELEEKME LML LAES,
FEHREXHEELZICO DL, PREAEHBLTE
8 6 FlALNEZZLTHD. ThLDPITTT
PRRRETH Y, LHdRAED MRSA, P. aerug-
inosa RMOIERBEE, B LUV S. marcescens & ¥,
LLARKHBRPERENEREICLELIEAOhIEE
Tholte THOILR—DICRNRL B - LEADOHE
BAVHCHBERTHo 2 ERRTEIHDOTHY,
AHBRBEICD LIS HRBLEIZZIIC . ¥4, K
HEXRETH Y 2Hh0, BERMBROLTEHY LZ
BLEMAD 11 BlICALNR, ThOEREZSHITS
&, KBRS RYREAR, MRkSHEEENALR
EThotzo £ LTHMMD S AIFHIE MRSA 15 5
$l, E. faecalis 2 B, 5% Y ® 4 Hlix P. aeruginosa 3
1B XU DPB B} 5 S. pneumoniae 1 BITH o720
COILHBRBEIEFATIEITTIC N SME N
biofilm #BHE L TWVEHDEFHEh, biofilm £V
WEREL 7> floating BEICE > TREL, BEHMELL
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Phase IIb study of ciprofloxacin I.V.

—Clinical study in patients with severe and/or refractory infections—

Hiroyuki Kobayashi”, Shin Kawai’, Hiroshi Oshitani”, Susumu Sakayori”,
Takao Koike?, Katsunori Onishi?, Akira Saito®, Ichiro Nakayama?,
Masumi Tomizawa?, Mitsuhide Omichi®, Yomei Hiraga® Akira Watanabe®,
Toshihiro Nukiwa®, Nobuki Aoki®?, Osamu Sekine®, Yasutoshi Suzuki®,
Masaaki Arakawa”, Kouichi Wada”, Shinichi Oka®, Takashi Inamatsu®,
Yoshishige Masuda®, Kaoru Shimada®, Kohya Shiba”, Masaki Yoshida®,
Tetsuo Sato'®, Izumi Hayashi'¥, Harumi Shishido”, Shinobu Akagawa'?,
Hideaki Nagai'®, Hisashi Watanabe®?, Motoo Baba'?, Fumio Matsumoto™,
Iwao Sakurai'®, Jingoro Shimada, Seiji Hori*, Shigeki Odagiri®®,
Kaneo Suzuki®, Kenichi Takahashi'®, Yoshihiro Hirai’®, Yuriko Ishimaru®,
Toshiyuki Yamamoto'®, Kanzo Suzuki®, Toshinobu Yamamoto®, Kaoru Shimokata'”,
Hidehiko Saito'”, Nobuhiro Narita®, Keiichi Mikasa', Fumio Miki!®,
Yoshihito Niki*, Rinzo Soejima?”, Yoshiro Sawae?”, Yoshiyuki Niho?",
Kotaro Oizumi?*”, Yoichiro Ichikawa?, Naoto Tokunaga?, Kohei Hara*,
Shigeru Kohno?, Jun-ichi Kadota?, Kazunori Tomono?, Yoichi Hirakata?,
Shigefumi Maesaki®®, Naomi Itoh?, Keizo Matsumoto*, Tsuyoshi Nagatake?,
Yoshiaki Utsunomiya®’, Naoto Rikitomi?*, Masaru Nasu?®, Tohru Yamasaki®,
Atsushi Saito*, Hiroshi Fukuhara?®, Takaoki Hirose?”, Yoshikazu Sato?,
Yoshiaki Kumamoto®, Nobuo Kawamura®, Keiji Okada?, Hiroaki Inatsuchi®,
Sadao Kamidono®, Souichi Arakawa?, Shigenori Miyazaki®, Hiroyuki Ohmori®,
Hiromi Kumon®, Noriaki Ono®”, Toyohiko Watanabe®, Tadashi Murata®,
Joichi Kumazawa®’, Tetsuro Matsumoto®”’, Nobuo Ogata®’, Koichi Takahashi®",
Takuya Amano®’, Motonobu Nakamura®’, Matsuo Yamamoto®’, Takeaki Shimizu?®?,
Shigetomi Iwai*®, Masahiko Kunimatsu®, Kazuhide Otsuka®, Yoshihide Nakagawa®,
Tetsuya Watanabe*, Hideki Matsuyama®, Yuji Sugiyama**, Issei Nakayama®®,
Nagao Shinagawa®), Keiji Mashita®*®, Tadao Manabe®*, Hiroaki Kinoshita*®,
Ken Morimoto®, Shoji Kubo®, Mikio Fujimoto®®, Takami Ueda®®,
Ryutaro Iwasa®, Takashi Yokoyama®’, Takashi Kodama®’, Hiroaki Tsumura®’,
Seiji Matsuda®, Jinsuke Yasuda*®, Takao Yamamoto®, Hiroji Okada®,
Shigeatsu Endo*”, Yasuhiko Yamada*”, Tetsuya Takakuwa‘, Kazuyoshi Saito*,
Naoki Aikawa*’, Kiyotsugu Takuma*’, Chiiho Fujii*
and Mitsuhiro Fukuda®

Y The First Department of Internal Medicine, Kyorin University, School of Medicine, 6-20-2
Shinkawa, Mitaka, Tokyo 181, Japan and Affiliated Hospitals

% The Second Department of Internal Medicine, School of Medicine, College of Medical Technology,
Hokkaido University and Affiliated Hospitals

% Department of Respiratory Diseases, Sapporo Hospital of Hokkaido Railway Company

9 Department of Respiratory Medicine, Institute of Development, Aging and Cancer, Tohoku
University

9 Department of Internal Medicine, Shinrakuen Hospital

® Department of Internal Medicine, Suibarago Hosipital

” Department of Medicine (1), Niigata University School of Medicine

® Department of Infectious Diseases, Institute of Medical Science, University of Tokyo and

Affiliated Hospital



870 HALEHREERER OCT. 1997

9 The Second Department of Internal Medicine, Jikei University, School of Medicine

10 The Fourth Department of Internal Medicine, Jikei University, School of Medicine

w Department of Internal Medicine, Cancer Institute Hospital

2 Department of Respiratory Diseases, Tokyo National Chest Hospital

19 Department of Internal Medicine, Kanagawa Prefectural Midwives and Nurses Training School
Hospital

 Division of Clinical Pharmacology, Institute of Medical Science, St. Marianna University, School
of Medicine

1 Department of Respiratory Diseases, Kanagawa Prefectural Cardiovascular and Respiratory
Diseases Center

1© Department of Internal Medicine, Nagoya-shi Koseiin Geriatric Hospital

1 First Department of Internal Medicine, Nagoya University, School of Medicine

® The Second Department of Internal Medicine, Nara Medical University

19 Department of Internal Medicine, Tane General Hospital

» Division of Respiratory Diseases, Department of Medicine, Kawasaki Medical School

2 The First Department of Internal Medicine, Faculty of Medicine, Kyushu University

2 The First Department of Internal Medicine, Kurume University, School of Medicine

» The Second Department of Internal Medicine, Nagasaki University School of Medicine and
Affiliated Hospitals

» Department of Internal Medicine, Institute of Tropical Medicine, Nagasaki University and
Affiliated Hospital

% Second Department of Internal Medicine, Oita Medical University

» The First Department of Internal Medicine, Faculty of Medicine, University of The Ryukyus

2 Department of Urology, Sapporo Medical University

»® Department of Urology, Tokai University, School of Medicine

» Department of Urology, Kobe University School of Medicine

% Department of Urology, Okayama University Medical School

s Department of Urology, Faculty of Medicine, Kyushu University and Affiliated Hospital

% Department of Surgery, Shinrakuen Hospital

3 The Third Department of Surgery, Nihon University, School of Medicine

% Department of Surgery, Itabashi Central General Hospital
The Third Department of Surgery, Nihon University, School of Medicine

% The First Department of Surgery, Nagoya City University Medical School

3 The Second Department of Surgery, Osaka City University Medical School and Affiliated
Hospitals

i Department of General Medicine and First Department of Surgery, Hiroshima University, School
of Medicine

% Department of Obstetrics and Gynecology, Koto Hospital

% Department of Obstetrics and Gynecology, Kyoto Prefectural University of Medicine

“ Critical Care and Emergency Center, Iwate Medical University School of Medicine

4 Department of Emergency and Critical Care Medicine, School of Medicine, Keio University

* Division of Emergency Medicine II, Kawasaki Medical School

The clinical efficacy, safety and usefulness of injectable ciprofloxacin for patients with severe
and/or refractory infections were evaluated as a phase IIb study. Patients were intravenously
treated with 200 mg b.i.d., t.i.d. or 300 mg b.i.d. for 14 days at the longest. The following results
were obtaind.

1. Among the 174 cases infused, 153 were evaluated for clinical efficacy, 163 for safety and
152 for usefulness.

2. In the 153 cases available for the efficacy evaluation, 72.5% were more than 60 years old,
44.9% had far-advanced infectious symptoms and findings, 74.5% had unacceptable underlying
diseases and 54.9% were not evaluable due to having recently been treated with other antimicro-
bial agents.

3. Clinical efficacy was 70.6% in the total of 153 cases, 72.1% in 68 cases with respiratory
infections, 86.0% in 50 cases with surgical infections, including 6 cases of bacterial sepsis, and
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45.7% in 35 cases with complicated or severe urological infections. Dose dependent efficacy was
seen in the group with respiratory infections, that is 66.7% in cases treated with a 400 mg daily
dose and 75.6% in the 600 mg group. No dose dependency was recognized in the groups with
surgical infections and urological infections.

4. One hundred sixty six strains, including those divided from the cases with polymicrobial
infections, were determined as causative pathogens. Most were among the 18 strains of MRSA, 11
strains of Staphylococcus aureus, 18 strains of Enterococcus faecalis, 40 strains of Pseudomonas
aeruginosa, 11 strains of other Non-fermentatable gram negative rods (NF-GNR) and 10 strains
of anaerobes. The bacterial elimination ratio was 60.8%. , the percentages were 50.0% MRSA,
45.5% other S. aureus, 38.9% E. faecalis, 40.0% P. aeruginosa, 72.7% NF-GNR and 80.0%
anaerobes. Elimination of other community acquired pathogens, such as Streptococcus pneumoniae,
Escherichia coli, Klebsiella pneumoniae and Haemophilus influenzae was 84.2%.

5. Side effects were noted 11 cases (6.6%). Six events of temporary pain at the injection site,
4 of gastrointestinal symptoms, were observed. Temporary cramping was seen in patients with
bacterial meningitis. Neither severe side effects nor sequela occurred. Abnormalities in laboratory
findings were noted in 17 cases, mostly slight elevation of GOT (9 events) and GPT (9 events).
Others included slightly abnormal RBC, Hb, Ht, AL-P, y-GTP, LDH, TP, BUN and S-Cr. No
dose dependency was found between the 400 mg and the 600 mg group. The safety-ability, in
terms of “overall safety”, was 82.8% in 163 cases evaluated.

6. From the above findings, the 600 mg daily dose of injectable ciprofloxacin is an acceptable
treatment for patients with severe and/or refractory infections in the respiratory and surgical
fields.



