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Table 1 Clinical trials with 6315-S
A Di i Daily dose Effect Adverse
Case ge agnosis (gx time) & Isolated Overall reaction or
Name| & (Underlying discase - Abnormal
N 5 ying di Duration organism Olinical Bagtoerlo-| ey laboratory
ox or complication) (days) logical finding
1 | T.Y. 81,9 ?ﬁf:::;‘i:cf::?:“nh 27:2 Normsl flors Good Unknown Good None
2 |Y.I ?: Bacterial pneumonia ;::gg:%) H. influensae Fair Eradicated Fair None
8 | K.K. g: ?ﬁ:z:;.'l'.cf::m"m lg;i Normal flora Poor Unknown Poor WRC |
74 |Bacterial pneumgnia 1gx8(7
4 |Y.F. | (Chronic bronchitis) lIXl(l; Normal flora Poor Unknown Poor None
5 | K.K. ';0 Bacterial pneumonia lf:Z Unknown Fair Unknown Fair GOT,GPT ¢
6 |H.S 1‘2 Bacterial pneumonia llll>‘<2 Unknown Good Unknown Pair GOT,.GPT ¢t
7 JU.S 8F° Bacterial pneumonis lg;Z Unknown Excellent| Unknown |[Excellent None
8 [HA. |85 |Bacterial pneumonis lgx2 C. freundii 1 Good |Eradicated| Good WBC |
P 14 E. cloacas
9 | H.M, g: Bacterial pneumonia llsXZ Normal flora Poor Unknown Poor None
57 |Bacterial pneumonia 1gx2 .
10 | K.K. P |(Chronic bronchitis) 12 11. influenzae Good Decreased | Good None
11 | Y.A. TPO Bacterial pneumonia 1122 Unknown Good Unknown Good None
12 |Y.0 58 (Bacterisl pneumonia lgx2 Normal flora Good Unknown Good GOT,GPT ?
| 77| M |(Chronic bronchitis) 14 00 0o '
13 | H.H. 'i,z Bacterial pneumonis lngz Unknown Good Unknown Good None
14 | T.O. 51,,8 Bacterial pneumonia 1‘:‘2 Normal flora |Unknown | Unknown Poor Eruption
82 | Bacterisl pneumonia 2gX2 |K. pneumoniae + : i
15 (W.H P A
M [ (Cerebral infarctiou) 125 E. faecalis Fair Replaced Fair None
16 | K.K. iis Bacterisl pneumonia 15)2(-2 Normal flora Good Unknown Good GOT.GPT ¢
17 |2.T. a4 Bacterial pneumonia 18x2 K. pneumoniae +|pycelient | Unknown Good GOT.GPT ¢
¥ 14 E. cloacae
18 |R.S 61,2 Bacterial pneumonia 1522 Unknown Good Unknown Good None
19 | T.N. 8P9 Mycoplasma pocumonia ég:gg?‘)’) Normal flora Fair Unknown Fair GOT,.GPT t
20 | H.K. i: Atypical pneumonia lgl‘>:2 Normal flora Good Unknown Good |GOT,GPT, Alpt
21 : T.0. 51? Bacterial bronchitis lgTXZ S. aureus Good Unknown Good None
79 | Bacterial bronchitis 1gx2 .
22 | Y.O. M | (Old pulmonary the) 14 K. pneumoniae Good Replaced Good None
28 | M.N. 77 | Secondary infection 1g%x2 Normal flora Fair Unknown Fair None
; P | of COLD 14
(COLD type B)
24 | Y.0. ‘r}o Bacterial pneumonia lg7x2 Unknown Fair Unknown Fair None
26 | Y.F. g: Bacterial pneumonia 131X2 Normal flora Good Unknown Good GOT.GPT ¢
59 Bacterial bronchitis 12x2
26 | T.M. M (Traumatic,_ intracraninl 1.5 Normal flora Fair Unknown Fair None
hematoma *

COLD : Chronic obstructive lung disease
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Table 2 Age distribution of patients and clinical effect
Clinical effect
Ase Excellent Good Palr Poor Unknown
20 - 29 0 1 0 0 0
30 - 39 | 1 0 0
40 - 49 l 0 0 0
50 - 59 0 3 3 0 I
60 - 69 0 3 0 2 0
70 - 79 0 3 2 | 0
80 89 0 0 1 0 0
Table 3 Relationship between underlying disease and clinical effect
Cases and severity Clinicsl effect
Case Total (Mild,Moderate.Severe) Excellent Good Pair Poor Unknown
With complication or
underlying disease 8 (4 3 z ) 0 4 3 2 0
o USRS ITI ICR B B A
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REORRALIHE LI H XA TCEMOBHEILSWVWT, &
HTHA. B, PPHA. FRTEY, EHTRET
RWBLTHEBREOWTONICHEL /.
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26 PIEA MR E LEBERHBRIS. FD 2 EH 13 M,
CORYDTH, MBI HEREKLIATHD, HHL
Ei260.0%, PPEBLAIBAEHMILBOXKT
H o1 (Table 1),

EHRDREERIICHD L, FE 30 RARBLIUL
BRICAoN, M 60 RARBLT 70 RRKA LN
o HRBLUPPEUAMREERICHA > TV,
SELLTHNREE SICEDRETOHENAGN
7-(Table 2),

EWEES ZVBAHESOERICL DERKYRES
3L, WTHADKRBEET S bOTIRIADILED,
BEUHHbETAR (4.4 %) THh, KBERFLLL
LbOTIR ITRADSSH 11 B (68.8 %) &V HERNE
Shie WICENMES 2 LEBED TIE2H (222%),
WUTIR 1P (6.3%) &M-THD, ERKESZVEE
BHEBOH 2 O THYEIYEL 15> T/ (Table 3)
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Table 4 Distribution of daily dose of 6315—S and clinical effect
Daily dose Cases and severity Clinical effect
(g x time) Total (Mild, Moderate, Severe) Excellent Good Fuir Poor Unknown
1.0gx 2 21 « 1, 12, 2 ) 2 12 4 2 1
1.0gx3 1 (1, 0, 0 ) 0 0 0 1 0
20gx 2 2 (0, 1, 1) 0 1 1 0 0
1.0gx 2
208X 2 2 (0, 2, 0 ) 0 0 2 0 0
Table 5 Daily dose and bacterial effect
??;yti?nocs)e Isolated organiam| Casses Eradicated | Decrcased | Persisted | Replaced Unknown
H. influenzae 1 0 1 0 0 0
S. aureus 1 0 0 0 0 1
K. pneumoniae 1 0 0 0 1 a) 0
K. pnewmoniae
1.0gx2 Y E. cloacae 1 0 0 0 0 1
C. freumdii
+ E. cloacae 1 1 0 0 0 0
Normal flora 9 0 0 0 0 9
Unknown 7 0 0 0 0 7
1.0gx3 Normal flora 1 0 [} 0 0 1
K. pneumoniae 1 0 0 0 1®) 0
20gx2 +E. faecalis
g Normal! flora 1 0 0 0 0 1
H. influenzae 1 1 0 0 0 0
1.0gx2-220gx2
Normal flora 1 0 0 0 0 1

a) : K. pneumoniae — E. aerogenes

b) : K.pneumoniae + E. faecalis — P. aeruginosa

1 ERER | BRSEMEERDR L OMICI
Bon/spRIzS Shd Wb 3 dose response (332
HigMm-t: (Table 4),

2. HEENYHR

HEYOREIREL S DIMEICODOVWTEREL -
A, 26 PIPEEREBH-LD THT, o 19 i3S
MENERHER 126, EXRERHTHNEVIER
TH-oko FMEh-#HEDARIE Haemophilus
influenzae 2 #), Klebsiella pneumoniae 1 #),
Staphylococcus aureus 1 FITH b, WHE»RD M
&h b o Tt K.pneumoniae + Enterococcus

faecalis, K.pneumoniae + Enterobacter cloacae,
Citrobacter freundii + E.cloacae & 4 | | >
Thoto ThOOREBICHT 2 FHOBEFENHER
2H5E, HER2H, BD 1A, BRR2H, RPH2H
EVWHERICIE 7 (Table 1,5),
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Table 7 Relationship between daily dose and adverse
reaction or abnormal laboratory findings

Daily dose Adversc reaction |Abnormal laboratory Tatal
(gX time) findings (%) (%)
1.O0x2 l.)/2l (4.8) lb)c}2l (429) 10/21 (478)
1.0x38 0/1 o) 0/1 C 0 ) 0/1 ¢ 0 )
2.0x2 0/2 Co0) 0/2 «C 0 ) 0/2 «C 0 )
LOX2->20x2 0/2 «0) lb}2 (600) 1/2 (500)
a) : Eruption
b) : Elevation of GOT, GPT, Al-—P
c) : Leucopenia
3. BfEABLUERARREBERY o % E S

AR OBTEICHB L EVER B L UBERREERE
ELTHEEMN 26 P 1B (3.8 %), HMEREORK DM
26 P24 (7.7 %), M# GOT, GPT © LH M 26
b 7H (26.9 %), M# GOT, GPT, AlI-P o +R
N2 Pb1H (3.8 %) icsonr, ER 14 (T.0.)
DEZRLEUOKMTIHERY I VHEFERLTHT
HELL, EF8 (HA) TAShiAmMEKORKD
BEAHESARTHEPHCERICE L, BB mek
HogLoisonlfEH 3 (K.K.) Tk, WRBRETIE
BENRBELEW D ZOROBRIIRECE /LI -1,
GOT, GPT tRDAoNEMS (K.K.), M6 (H.
S.), fEF 12(Y.0.), fEF) 16 (K.K.), fEf 17 (Z.T.),
fEH 19(T.N.), EH 25 (Y.F.) LU AI-P D LtR%
HofER 20 (H.K.) Tid. 58 THBRZESTIC
HEZ A IHBERLETRLA LD 6 F, FEEHORSIC
THRERMETR LD LAITHD, 1 P>V TIRESE
BTROBRIIBIZTX M -7, Y EOEHKRREERE
DEERVWThOEEICIEEh, #5424k LAERIZA
Mh-7:(Table 6),

REOHBRLAEFMIIE g, | B2EESHICE
PLTHVREROSE, RESEAROSD L IMELE
iMoo LU Lg, 2EESICH LT
DL BHEORMNICRSBOEFORATRIELETH
5 (Table 7),

4. HAY
BEERELTHAFOBRBERM L. BHTHA
1O, HR 134, PPHEASH, HATHVWLH, O
BR0Boh, HALIER 26 fid 14 #1 (53.8 %) T
o1,

HEHTHRRATEL, KM S LBHEEOSE ST
75 LBEEICORENE b2 — 7 UMAITH B,
MERBEMPEDOERBOLBEAL DL, 75 LRMEN
WMt 3—ATY 5 LMERSICRET N OREIDL
FTOMMLO2H 2, COLHSRKRATTIR, BEABR
BHDMEIR SFRAE I L, AR I3 —MIROEMH &
LTEIIME-TWB LWL LD,

FEEODRRTIE, 25 PIOMBRBBR{FICHL, F
ULDERIZ 15 B, 60 ¥ TH-1o ZOEHIMD
MEXELEBRLTHE->TVBEERVWALW, LA LER
DERIPRICOVWTRIILTA S L, BRETERYH
P, POHEWRHEL, 60 FULTIZ 12Fb6H, T0F
PETCRTHP 4 FAHNPLLPERLOLIZEYTHD, 0
BAECIKONTHEYIRIZET LTV, & oIcBMEK
BHLVRAHKBOFTENOYNRESLTH, FAohD
KEE L OEHTHYRBIIEL B> TV LT
SEORRERL L EBMBED BV IIEM, AHKEL
RORELEPRMOBHRMEDRT L ERANLRNS
BAELDICLEERLETAIR ST, XHHERICH
1TeoTROIBEFENARINT 5N BELELSEHER
THo1co TRARDOMADEREEMAIE N & bEYE
PR EBTIEFRRENL-TWEEEDLNE, Ut
oM EROHERPERIOKHLEM TN, FHOF
PR EFTRYBODEELITLIVTHSS,

KIS REERDREDOMMICOVTR, ES5LT
LEEM B BEH I EE2BLUVIYD, SEIORRY
i Ti3 dose response ICOWTERT A & IZEM S
ZORFAIE SV, BEFNHRORNEE SIKE
TH- T, IBREABATIOIMENERBERTH - -
D 12 B, BEDEHAIE W EDEE CTRAEARN
DEANTHADEITh TV, & SITHRIRGLERICEE
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6315-S (FLOMOXEF) IN RESPIRATORY TRACT INFECTIONS

Yuraka Isuikawa, Kazuo OBARA, TAkasHi Ito
and MAsao TAMURA
Third Department of Internal Medicine, Iwate Medical College

Masao SaTo
Third Department of Internal Medicine, Fukuoka Hospital

Koraro ITAkura, Kazurosin Gomi, KATSURA MORIYA
and HirosHi KURAMITSU
Department of Internal Medicine, Kitakami Saiseikai Hospital

KAzuo TANIruJt and NOBUHISA SATO
Department of Internal Medicine, Kanan Hospital

YosHikaTsu NEMOTO
Third Department of Internal Medicine, Hachinohe Red Cross Hospital

Clinical efficacy of 6315—S (flomoxef), a new oxacephem antibiotic, was evaluated in 26
patients with respiratory tract infections : 20 with bacterial pneumonia, 3 with bacterial
bronchitis, one each with secondary infection of chronic obstructive lung disease (type B),
mycoplasma pneumonia and atypical pneumonia. Response was excellent in 2 patients, good
in 13, fair in 7, poor in 3 and undetermined in 1.

Causative organisms, were 1 strain of S. aureus, 2 of H. influenzae, 3 of K. pneumoniae
(including 1 case each of mixed infection with E. faecalis and E. cloacae), and 1 mixed
infection of C. freundii and E. cloacae.

Bacteriological efficacy was observed in only 5 cases. In 2 strains of H. influenzae, 1 was
eradicated and | decreased, | strain of C. freundii mixed with E. cloacae was eradicated ;
1 strain of K. pneumoniae was replaced by E. aerogenes : and 1 case of mixed infection
(K. pneumoniae + E. faecalis) was replaced by P. aeruginosa. As adverse reactions,
exanthema was observed in 1 patient. As abnormal laboratory findings, GOT, GPT and
Al-P were elevated in 8 patients, and WBC decreased in 2.



