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Table 1. Items and schedule of laboratory tests

Item

Group I { Group 11

before day 7 before day 3 day 7 day 14

Chest X-ray

Bacteriological examination*

RBC

Hb

Ht

|
(
|

Blood analysis WBC

—

Differential count

Platelet

ESR (1hr value)

—t

(@]

GOT
GPT

ALP

iooioo o000 0000

Liver function test
Bilirubin (total)

I
|
l

LDH

y -GTP

BUN

Renal function test
S-creatinine

Protein

Glucose

Urinalysis
Urobilinogen

Sedimentation

CPK

Blood glucose

Other CRP

.O;Q...i.....O..}........QO

Mycoplasmal antibody (IHA or CF)

Cleo|®o® © 06060606 0 06 00 0 0 0 o0 o0 o

O

Cold hemagglutination

‘ |
Olc|e|e/ o0 e 000 0o o e e e
OlC/e ®o/® o0/ e o o o0 oo

O
O

O

@: Indispensable, O: To be examined as often as possible (including *day 3 in Group I)
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REBOIEN & FDOMOIRNT 2 1T - 72,
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1. MREFIONR

PHIERIEIE 41 B, KB TIXEMERER 4 6 -
PIRMETE 2 10 Bl T BE/NGF 14 B, RBYESE XK 14
Bl - S SLE (RRSeRE) 13 Bl T BE/hGEE 27 BT
ot

REREMREImH X V&L A ESIER & Table 2
WCRTHHTEMTEH»SBRA L, TO/KR, A
VRN X Sl ERIRADR 37 #, MIRZRRR 21
B, A VEmNT S, BIVER 41 B, EERMAME
37 B, BRELAIE 38 B, A HYEMNT I RBIE 37T
b7 (Fig. Do B, MBEAFMRETIE, BEIKHR
AT RED ) LERBAHOFER &, KH5HORE
PERERE - I HGHBORETEHDPFAWEMZBL S
JEBNL, fETH SR L 72,

2. BEHR

ARV RBITORE R R E Table 3 IT/RT,
HRNE B 22 1 (59.5 %), &tk 15 Bl (40.5 %) T
HY, Fhix 60 mMRA 146 378%) LboLb%
<, KT 70 AR 11 B (29.7 %) T, WiHETH 2/3

U THAER,

cl¥

3
N

oz, Ak - SkopiTid, 44k 30 61 (81.1 %),
ABe 7 6] (18.9 %) LIFEALENNRBETH 1,
ERSEDORRTIE, 1 Bxemat, 0 HIEE1H
FhE, R 23 PIAEBHOSHBETH -7z, BiE
SEBE I RE 18 B (48.6 %), HEEHE 19 # (51.4 %)
LIZIZHETH - 72,

g T 23 #l (62.2 %), [H] 14
(37.8 %) T, APHER (] 20 # (54.1 %), [4]
17 B (45.9 %) Tho7zo AT LV F—BHEEL L
CHMBGESEEEIE T Ho 1 flakE, 36 B (973
%) T [#] THY, WBRERGHEAOLERER
M| 33 B (89.2 %), 4] 4 # (10.8 %) T, #H
i (] 12 B (32.4 %), [H] 25 Bl (67.6 %) T
Hotlo T, FHERSEHEIIT I #T68H, I #
99 HTHh -7
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BT RS 37 Bl B, BRRFRIEES 5 6
A%h 28 B, A% 3 B, WAy 1 BT, FERF 135
%, HRE (HHUL) 89.2 % Th-7z. HKEBFIEK
METIE, AFEAMREE 3/3, A EMHHEE LK 100
% (10/10 1), LAE T #/hEF 100 % (13/18 #1), 8

Total No. of patients

41 cases
Efficacy Safety Usefulness
Clinical efficacy | Bacteriological Side effect (s)| 12POTaYTY |00 ol safety 37
efficacy findings
37 21 41 37 38
Fig. 1. Case distribution.
Table 2. Reasons for incomplete cases
Safety
Cat R No. of | Clinical Usefulness
s
ategory eason cases | efficacy side Laboratory | overall
effect (s) | findings safety
Long duration of medication 1 x O O O x
Concomitant antibiotic therapy and discrepancy 1 x @) x x X
in day of laboratory test
Treatment
violation . . .. .
Discrepancy in day of clinical observation and 1 x @) x x x
laboratory test
Unsatisfactory laboratory test 1 O (@] x x x
Side effect (s) (self-judgement) and
Discontinuation | . Judg n 1 x O x @) O
discrepancy in day of laboratory test
Total 5 4 0 4 3 4
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BRELR 846 % (11/13 B), G CILRAE (R Hery)
81.8 % (9/11 #1), AL T #/hit 83.3 % (20/24 #1)
Toh -7z (Table 4)o

BERZD RN R B, BRAVW O, LR 572 21
B B R EEFERIKR R % Table 5 12783, Al
BRETOAEMEIR 81.3 % (13/16 BI) THhH, Fi
£ 4% TlX Staphylococcus aureus 3/3, Streptococcus
pneumoniae 3/3, Pseudomonas aeruginosa 3/5,
Haemophilus influenzae 2/2 T&H »72. 2 WHi» 5%
BHEMERER 5 FIETXTHNTH - 72,

4. MBEFHRR

21 P>V T ORE R BIM 2K % Table 6 (2,
FAH 26 HhOHE % Table 7 IR T, EBIERTOH
RIIEEIL 66.7 % (14/21 #1) THH, HMREGRT
DHEMILEIL 68.8 % (11/16 Bl) T, LELERET

X S. aureus 3/3, S. pneumoniae 3/3, P. aeruginosa

1/5, H. influenzae 2/2 T o720 —Ji, BBEEET
DRBEMALRIE 3/6 THholo EHII, WEKTOR
WA 73.1 % (19/26 #k) T, FHREZBOBIK
#1L, S.aureus 6/6, S. pneumoniae 4/5, P. aeruginosa
1/5, H. influenzae 4/4 TdH -7,

%h, WRARBER;EERE LR 2 #HIZEDON,
OOk BB P aeruginosa,
philus parainfluenzae % 1 i TH - 7=

E2l RO ERRZEOME T, S. aureus 4 #
254 % CPFX @ MIC 1% 0.20~6.25 ug/ml (MICso:
0.39 ug/ml, MICs: 6.25 ug/ml) {254 L, P. aerugi-
nosa 2 BR\ZH3 %5 MIC ZFhZFh 0.78 ug/ml, H.
influenzae 3 BRIZH LTI 9 XT=0.025 ug/ml TdH -
72

5. #&Mt

1) EIEHB X CERRAME R

Haemo-

Table 3. Background data of patients assessed for clinical efficacy

Item Group I|{ Group II| Total (%) Group I | Group I1 Total (%)
Sex male 9 13 22 (59.5%) Underlying no 8 15 23 (62.2%)
female 4 11 15 (40.5%) disease yes 5 9 14 (37.8%)
20~29 1 0 1 (2.7%) o no 9 11 20 (54.1%)
Complication
30~39 4 2 6 (16.2%) yes 4 13 17 (45.9%)
40~49 1 1 2 (5.4%) History of no | 13 23 36 (97.3%)
Age (year) 9 1 %)
50~59 3 (81% drug allergy yes 0 1 1 ( 2.7%)
60~69 4 10 14 (37.8%)
70~79 1 10 11 (297%) History of hyper- no 13 23 36 (97.3%)
sensitivity, etc. yes 0 1 1 ( 2.7%)
4 out 11 19 30 (81.1%)
In/out patient o 9 5 7 (18.9%) Pretreatment with no 12 21 33 (89.2%)
antibiotics yes 1 3 4 (10.8%)
o,
acute. 13 0 13 (35'10/0> Concomitant no 7 5 12 (32.4%)
Type chronic 0 1 1 (2.7%) drug yes 6 19 25 (67.6%)
acute exacerbation 0 23 23 (62.2%)
of chronic Duration 4~17 13 11 Group I: mean 6.8
| (days) 8~14 0 13 Group II: mean 9.9
R mild 7 11 18 (48.6%)
Severity
moderate 6 13 19 (51.4%)

Table 4. Clinical efficacy classified by diagnosis

Clinical efficacy
. . No. of ,
Group Diagnosis . T Efficacy rate* (%)
patients | o cellent good | fair | poor
Acute tonsillitis 3 2 3/3
I Acute pharyngolaryngitis 10 2 8 10/10 (100%)
|
|
Sub-total 13 3 10 13/13 (100%)
Chronic bronchitis 13 1 10 1 1 11/13 (84.6%)
I Bronchiectasis (infectious) 11 1 8 | 2 9/11 (81.8%)
Sub-total 24 2 18 3 1 20/24 (83.3%)
Total 37 5 28 3 1 33/37 (89.2%)

* (excellent +good) /no. of patients
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Table 5. Clinical efficacy classified by causative organisms
No. of Clinical efficacy
Organism tient Efficacy rate* (%)
pauents | oxcellent good | fair  poor
S. aureus 3 3 3/3
GPC S. pneumoniae 3 1 2 3/3 m
S. constellatus 1 1 11
Monomicrobial
infection P. aeruginosa 5 3 2 3/5
H. influenzae 2 2 2/2
GNB . 6/9
A. xylosoxidans 1 1 0/1
M. catarrhalis 1 1 1/1
Sub-total 16 4 9 3 13/16 (81.3%)
S. aureus +S. pyogenes 1 1 11
. . S. aureus + H. influenzae 1 1 11
Polymicrobial
. . Two pathogens | S. aureus+X. maltophilia 1 1 1
infection
S. pneumoniae + H. influenzae 1 1 m
S. pneumoniae + M. catarrhalis 1 1 1
Sub-total 5 5 5/5
Unknown 16 1 14 1 15/16 (93.8%)
Total 37 5 28 3 1 33/37 (89.2%)
* (excellent +good) /no. of patients
Table 6. Bacteriological efficacy
Reoponse
. No. of Elimination rate*
Organism i decreased or (%)
patients eliminated . o unchanged °
partially eliminated
S. aureus 3 3 3/3
GPC S. pneumoniae 3 3 3/3 &
S. constellatus 1 0/1
Monomicrobial
infection
P. aeruginosa 5 1 1 3 /5
GNB H. inﬂuenlzae 2 2 2/2 5/9
A. xylosoxidans 1 1 71
M. catarrhalis 1 1 11
Sub-total 16 11 2 3 11/16 (68.8%)
S. aureus + 8. pyogenes 1 1 0/1
S. s+H. @ 1 1 11
Polymicrobial Two aureus influenzae
. . S. aureus +X. maltophilia 1 1 71
infection pathogens )
S. pneumoniae + H. influenzae 1 1 1
S. pneumoniae + M. catarrhalis 1 1 0/1
Sub-total 5 3 2 3/5
Total 21 14 4 3 14/21 (66.7%)

*eliminated/no. of patients
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BIVE AT R 61 41 Bivb, BIEH (GREBRE L Ol 3
A [BfEH292b L] ML) HEshr
DIk 4B (9.8%) IC6fhEALR, ZONFIE [Heho
&, [0 - BEAR], [HA] TARET - 87
nl %, TXTHLSERTDH 572 (Table 8), WFh
DERDBETHY, ERT T LEhIEEICHES D,
W& L7,

BRRAREMIT T RE) 37 Birh, BRBREMRYE GhBk
RLORRMES (BRdLIH2LLAzV] BE) 12
Bl (5.4 %) \CEDSN, FORNRIE GPT LJ7 2 #T
#-72 (Table 8),

2) BEREE

BEREEMT N RE) 38 Fith, X2 TH 2 33 #,
BIIERETHHL 5 PTHY, BERXLEETORES
([Z&THA]) & 1 B 84.6 % (11/13 #l), 1 &
88.0 % (22/25 1), 24k Ti3 86.8 % (33/38 #l) T

o7z (Table 9). BEFREEICBVT [IIKRETH S
RSN 5 Bk, BERER T 72 3BRKREMR
EVRRERLIERTH - 720

6. HH%

BERZN R, MELEELR2E*MRLTCHEL-AH
HORRTIE, HHAEMITNRE 37 ik, FEFHICHE
56, Wik B, £33 66, Aili 1 PITHo7
(Table 10), A THOHEME (M#HE] L) &, 1
#91.7% (1112 61), 1 8 76.0 % (19/25 #l), &tk
Tid 81.1% (30/37 Bl) TH -7z,

7. BRAIR

AMRAORMBEIZOWTHEL,. 41 BIOKRET
1, AR T 12 B, il 21 B, KA W 6 f,
A2 61T, BRART30.8% (12/39 #)), L@ L
84.6 % (33/39 H1) TdH -7,

Table 7. Bacteriological efficacy classified by causative organisms

Response
. No. of
Organism . Elimination rate* (%)
strains .. .
eliminated | persisted
S. aureus 6 6/6
GPC S. pneumoniae 5 1 4/5
S. pyogenes 1 1 0/1
S. constellatus 1 1 0/1
Sub-total 13 10 3 76.9%
P. aeruginosa 5 1 4 L5
H. influenzae 4 4 ‘4/4
GNB | X. maltophilia 1 1 V1
A. xylosoxidans 1 1 V1
M. catarrhalis 2 2 2/2
Sub-total 13 9 4 69.2%
Total 26 19 7 73.1%
*eliminated/no. of strains
Table 8. Side effects and abnormal laboratory findings
No. of patients evaluated 41
No. of patients with side effect (s) (%) 4 (9.8%)
Side effect Gagging 1
Oral dryness + gastrointestinal discomfort 1
Bitterness 1
Anorexia + gastrointestinal heaviness 1
No. of patients evaluated 37
Abnormal
laboratory | No. of patients with abnormal laboratory finding (s) (%) | 2 (5.4%)
finding
GPT ! 2
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Table 9. Overall safety
G Di . No. of af essentially less not Safety rate* (%)
sate *
roup 1agnosis patients safe safe safe aletyra ¢
I Acute tonsillitis 3 3 3/3
Acute pharyngolaryngitis 10 8 2 8/10 (80.0%)
Sub-total 13 11 2 11/13 (84.6%)
I Chronic bronchitis 13 11 2 11/13 (84.6%)
Bronchiectasis (infectious) 12 11 1 11712 (91.7%)
Sub-total 25 22 3 22/25 (88.0%)
Total 38 33 5 33/38 (86.8%)
*safe/no. of patients
Table 10. Usefulness
No. of lightl e
Group Diagnosis o° VY useful | SEY | useless very Usefulness rate* (%)
patients | useful useful useless
1 Acute tonsillitis 2 1 1 2/2
Acute pharyngolaryngitis 10 2 7 1 9/10 (90.0%)
L
Sub-total 12 3 8 1 11712 (91.7%)
I Chronic bronchitis 13 1 9 1 10/13 (76.9%)
Bronchiectasis (infectious) 12 1 8 9/12 (75.0%)
Sub-total 25 2 17 5 1 19/25 (76.0%)
Total 37 5 25 6 1 30/37 (81.1%)

* (very useful + useful) /no. of patients

1. % =

Za—%/ 0 rREBRVEE CPFX X, XTI T
WCHEM L LTRR - RSN, FRSFRYE, REBR
BefE, RAMMCBRERBEMBARREICHASATY
51, LLids, HWESLHWTHELHKRIL2BE
1ZiE, SERICMA L VIRALR T AP LEIh S &
ZHTHNw WCEA TN QMR A AR S W,
AR MR A 14 1 ¥ G- B O I 4 v R B D FR AT A S SR &
EPEHICRAETH S EIFHEIN TV,

4|, CPFX MK A M3 BE3AE (203 5 A5,
REMBIVCEAREA -7 VRBRICTHRE L. &
BEBRTIX, FRERRED ) LRAMRMKE, S
R, TREBRRPIEL LTEBEATIREAE IR
fE (BRYRy) 2BRFTHOTEEIBVHEATHSR
KBIEY, BE - ARG, SERTORERYE - AR
DHIBLLoLLEHAENTVS 118 200mg, 1 H 3 M,
Ri#& T 7 HELUWN, $#8 T3 14 HRURNOKIRYS
L7

B 5ERRIE 41 B, KBTI 2ERER 4 5,
ST 2 10 B, BYERE IR 14 B, FE IR

- -
y =

fE (BRYeRF) 13 BITHY, EHORYFVICE Y ZH
Homirxt R8s, BIKRZE 37 #, ME¥HHR
21 B, BIEA 41 B, BRERMAM 37 4, BEREE
38 B, AR 37 PlLho7e BETFRIE, FHd 60
BARB L 70 RIROEAIH 70 %L %L, 1FEAL
BHARBETHY, EEEIZ, BE, PEELIZEIZR
KThHo7,

MR RECTOEDEIL TR 100 %, 0# 833% &
it 89.2 % ThHY, RULEBRHREATHILN
WRIN, BEEJNEFRDELZRBENCHELL
E2A, ZOEHMRIIIZABEDETH -7, I,
BRERSENOL 7 2 aR iz rus4 PRI
WL BATREESE 4 B (NRITAE ILRE 3
B, BMREME 1 B) TTXTEBUEOHENRD
iz,

21 BlIC BV TEl 26 thOREREMEIMSHh, E25
iKW S, aureus, S. pneumoniae, P. aerugi-
nosa, H. influenzae T -7z MEFHRHETOH
4431z P. aeruginosa 1/5 ZK &, MOBEETIE 80
BULETHY, SROEHEEE 73.1% LHROVS
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BEREGHEONT, BRALLTOHIR Rk
9% 14 KT CPFX @ MIC i€ sh7’, 2hb
MIC fii & BERZI R & OMIHTI1Z, MIC (ug/ml) <
0.025 LLF TIXARH 3/3, [HKIC 0.20 Tix 2/3, 0.39
T2 2/2,0.78 TlX 4/5,6.25 TiX U1 Tho72e LA
>TC, KBBREFIZE TS CPFX ® Break point I
0.78 ug/ml EE X HN 5, B, BRRBERIEML
BXk 2 BUZAHA LN, P. aeruginosa, H. parain-
fluenzae & 1 BTG HMHABE LTRIBES R, &
OWD H. parainfluenzae DWIIZH$ 5 CPFX
MIC i 1.56 ug/ml T - 7=,

BITERIEZ 481 (98%) 26k ([Lho&], 1018,
[HEAR], [EA, TEKKT], [Bbh]) 2o
bh7zAs, WTINSBEOHBFERTHRERIT L
, 9L 2 BIRAEOWKIZENTLIDEEZZ 5N
7o BRERBAMRE L LTIX, 2 6 (5.4 %) 2 GPT
ER 2P ROONIBCTHIBEOERHTH - 72,
REH 5 VIR EMEERE A SNh: 6 i 5 #)
60 RUEOREETH 724, Zhid 60 LD
BEVREUBITHRAO 71 % %50 5 500 RER
DREBEREZZ25L, BREOLIRA LAWK L

AAEBIUORENEBIRL-AHFE, T8 91.7
%, 1% 76.0 %, A&t Tik 81.1 %Thh, AHMED
BuZ ednahiz, FRRARICIOVTIE, [#KAI
] 25154 % H AL [BRARLT V] 2730.8 %,
[EiE] LLEA 84.6 % & E&RIMIZIIMEIICHRARL T W
HIFTT, KARTSELTOMBAOHFEEREID S
LBEbhs,

EH O, AREGEA ORI IZITFRSEIIE 76 Bl
1 H& 300~1,200 mg %% 2~3 T 3~28 HEMARL,
BARE 78.7 %, BIEMRBERK 132 %, HBRBREMER
% 53% ORBEERTEYY, SHIOHEBEFHE bITIZ
—H LT,

72, AERGEHI AR O RYAE I T2 AR
¥i2 76.8 % (853/1,110 fl) Thh, WHMesH%K, Bt

SR, WRERGITOADFIE 794 %, TOME
PRE LS 124 %, A LRIE (BRAHF) 78.1 %D
HMETH o 720 FRIZKZEF D% R B] 3,781
P CTOREMBBRAEIL 33 % THY, EAsHERIE
HALSHAER, BBUER, WAMEERTH -2 72,
B R RSl 3B o BB T, GOT LA 3.0 %,
GPT |5 3.0%, ALP L5 0.7 %% THh 7=,

S OMKA DBEBROERHIL 89.2 % THY, SEHl
ERFOBRMREZAL L, ZEHEOmM T, MBEE L
580 %EIER S 52V IZBAREEREIZDOONT,
ZTONELGEACTHMODDTHY, ZOHEDFE
HELEZZOhT:,

LEDZ Enn, AMAANIISEA K, BRI Z2A%
UBLOLRENEATHILPHRS K, AL
THEHLZEMEZEZ bz,
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Clinical study of ciprofloxacin, in fine granule form, for respiratory
tract infections
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The efficacy, safety and usefulness of ciprofloxacin (CPFX), in fine granule form, were investi-
gated in a clinical study involving treatment of patients with acute tonsillitis, acute pharyngo-
laryngitis (referred to as Group I hereafter), chronic bronchitis and infectious bronchiectasis
(referred to as Group Il hereafter) among respiratory tract infections. A 200mg dose of the test
drug (as CPFX) was orally given t. i. d. to the patients after each meal. Patients in GroupI
received the test drug for 7 days or less, in principle, and those in Group I for 2 weeks or less.
A total of 41 cases were enrolled in this study: There were 4 cases with acute tonsillitis, 10 with
acute pharyngolaryngitis, for a total of 14 cases in Group I. There were 14 cases with chronic
bronchitis and 13 with infectious bronchiectasis, for a total of 27 in Group II. The clinical efficacy
rate was 89.2% (33/37 cases), being 100% (13/13 cases) for Group I and 83.3% (20/24 cases) for
Groupll. The elimination rate of causative organisms was 73.1% (19/26 strains), in terms of bac-
teriological efficacy. Side effects were noted in 4 cases (9.8%) with 6 events all involving gas-
trointestinal symptoms, all of which were mild, and disappeared after completion of the treatment
or drug discontinuation. Among abnormal laboratory findings, GPT was elevated in 2 cases
(5.4%). In the evaluation of overall drug safety on 86.8% (33/38 cases) safety rate was obtained,
which produced an 81.1% (30/37 cases) usefulness rate. Therefore, the present study confirmed
good effectiveness and safety of CPFX, in fine granule form, for the treatment of respiratory tract
infections.



