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% FRUSO L0,

nB, EM - KEEARKSHNTORORS & Bk
ROEBLIRLTLO—HLZVI EdhDn, MM
SUMBRBEI L LOTRADRIINT 2 4EOK—
WAV o7,

V. & |

1. BHEOHR

EBRIRRII RN 180, MM, RIRRMRI26Y,
ETRES120, MMRIF, VWi ) 1 WRS
B, W2, W2H, IPAERE 16, LREEER
105 L UM ER 1 ORT7HTH S (Table 1),
%32 BIE4RHY(62.3% ), WH29B(37.7%)THNH
iz 8:5 Thd, FMIZI6~88RIAHLTHY,
FEERIZ39.88 TH - 72(Table 2),

HR LK L OMERIZ, BIEE Ti248642461(50.0
%)i360~69 kg =44 L, KV>T50~59 kg {2148

(29.2%), 70~79 kg i 5 HU(10.4% )DIMFTH - 72
— BB T 1240~ 49 kg 12 296UrR 156(51.7% ) ¢4
L, RW\WT50~59 kg ¢ 7 #(24.1%), 60~69 kg i< 4
BI(13.8%)DMETH - 72, FHHKIL57.1kg Tho
7=(Table 3),

BEAMI3IB LW RRIOEMTH ), PH5.6HT
‘)Of_'e

BREABELBERYPREOMFILI~-4BB(1261) DOF
2M100%, 5 ABE(37(41)i289.2%, 6~7HB(2461)i2
66.7%, 8~10A M (4 B)IZ100% DA EERL
(Table 4).

1 B 5&12100 mg X 2[0] B A77820651(26.0% ),
150 mg X 2 [ B A28 (36.4% ) ,200 mg X 2 [G] Bt A29 5
(37.7% )T 5 7=(Table 5),

BHE5RI208g L 04.0g3ITTHY, F91.7g T
Hol

PERERICB L TIR, EMLUANOTER OB 11T

Table 2 Distribution of sex and age

Sex Male Female Total (%)
Age

=19 5 2 7 (9.1)
20 ~ 29 15 8 23 (29.9)
30 ~ 39 9 2 11 (14.3)
40 ~ 49 6 5 11 (14.3)
50 ~ 59 10 6 16 (20.8)
60 ~ 69 2 3 5 (6.5)
70 ~ 79 1 1 2 (2.6)
= 80 2 2 (2.6)

Total 48 29 77

(%) (62.3) (37.7) (100)

Mean : 39.8years
Table 3 Distribution of sex and weight
Sex

Weight (kg) Male Female Total (%)
30 ~ 39 3 3 (3.9
40 ~ 49 3 15 18 (23.4)
50 ~ 59 14 21 (27.3)
60 ~ 69 24 4 28 (36.4)
70 ~ 179 (6.5)
80 ~ 89 (2.6)

Total 48 29 77

(%) (62.3) (37.7) (100)

Mean : 57.1kg
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LTwRnwZ L ¥l 7.

2. REYR

1) EREHEIC & HEERBRIZT7600, %27 6,
BRS6H, CLHMHIG, BUSHTHD, ARBWOK
B+H)I381.8% Th o7,

REBADRE, MAMMR186IF1261(66.7%), W
H14PIF1161(78.6% ), RIS 1260H116(91.7% ), K
THK1260 9 5U(75.0% ), Mg 9 Hish 9 #1(100% ),
Vg ) o W5 BlP 5 B1(100%), M2 Bl
261(100%), #2Hih 151(50.0% ), AL M/ RMN, 1L
I EWA S L OGRS 1 BUIZHR(100% ) DR
RTHS7

NENLROBEIZLLAMEIL [H ] TIZs6HIH
4200(75.0%), [% L] Ti22160h26(100% ) HsH RLL

LORKTSH > 7:(Table 6),

2) BE—HTHHMIZX DEEREIMISEM - BB M
RIETTIR, HHTH, AH8H, LOHYTH, &y
5HTHN, HYHEL.4%TH o7, :

KBTEHEIIMLTiE, BEERRT2.2%, KK
78.6%, MIMRO1.7%, HKTIMMS3.3%, HMA100%,
VosER ) 1 WEKI00%, WI00%, %50.0%, AT
1| R AR 100%, LML ERMAEI00% B L URSEE R
100% DK TH 5 70

NEWLROKFEZ L HHEDEIL [HD) | Tids6Hdh
4401(78.6%), e L] Tix2150259(100% ) AAHELL £
DEMTH - 72 (Table 7),

3) RU 289658 5-M i m#Mic X 2{LEMET
ER L' SN 10HI2 DV T RU 28965028 % M3

Table 4 Clinical efficacy classified by duration of administration

Duration(days)
- ) 3 4 5 6 7 28 Total( %)
Clinical efficacy
Excellent 2 3 2 7(9.1).
Good . 1 30 3. 11 4 58 (75.3)
Fair 5 7(9.1)
Poor 5(6.5)
No. of cases 1 11 37 3 21 4 77
(%) (1.3) (14.3) (48.1) (3.9) (27.3) (5.2) |(100)
Efficacy rate(%) 100 100 89.2 100 61.9 100 84.4
Mean : 5.6days
Table 5 Clinical efficacy classified by diagnosis and daily dose
Diagnosis 200 Daily l;(());e (k) 200 Efficacy rate(%)
Infected atheroma 1/2 5/7 7/9 13/18 ( 72.2)
Felon 6/7 2/3 3/4 11/14 ( 78.6)
Wound infection 1/1 5/6 5/5 11/12 ( 91.7)
Subcutaneous abscess 1/1 8/9 1/2 10/12 ( 83.3)
Phlegmon 4/4 2/2 3/3 9/9 (100 )_
Lymphangitis * lymphadenitis 2/2 3/3 5/5 © (100 )
Furuncle 1/1 1/1 2/2° (100 )
Carbuncle 1/1 0/1 172 ( 50.0)
Periproctal abscess 1/1 171 (100 )
Folliculitis 1/1 /1 (100 )
Fistula of the ear 1/1 1/1 (100 )
Total 18/20 22/28 25/29 65/77 (84.4)
(90.0) (78.6) (86.2)
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Lfzo ZO#ER, Qfloxacin(OFLX) &R HI 3 #l, Cepha-
lexin(CEX) #2081 3 B, Cefaclor (CCL ) #Zh%1 2 H12 3¢
L, 2l AR efBEMULORMETRL,

Talampicillin(TAPC) {2 2 Blth 1 IAMHTH H, 106+
3 251(20.0%), Hxh761(70.0%), #%h161(10.0
%)THh N, RU 28965 H|ERYFI 123t 3 5 HXhEIZ10
Fivk 9 BAA I L TI0.0% DR % 7% L7:(Table 8),

3. MEFEMRR

SR BUMIM R RIXTTIEGIP, K536, M 3B,
%S5, W20, FHUBITH), HEHI2636)
HssElIYLK, 87.3%THh o7,

AR DK B & HRITTIE, [Hh ] TIX5060
dhasHIAt S L, IHEE0.0%THo7, [2L]) Tk
1361 10BIA%H % L, %K#T76.9% Tdh - 7=(Table 9)o

Table 6 Clinical efficacy of RU 28965 (Physician's assessment)

Ko of Clinical efficacy Efficacy rate (%)
Diagnosis Cases | Excellent Good Fair Poor Suz;lcal procec-i:re Total
Infected atheroma 18 12 3 3 12/18 | 12/18 (66.7)
Felon 14 1 10 1 2/2 9/12 | 11/14 (78.6)
Wound infection 12 1 10 1 7/7 4/5 11/12 (91.7)
Subcutaneous abscess 12 1 8 3 2/2 7/10 9/12 (75.0)
Phlegmon 9 9 5/5 4/4 9/9 (100 )
Lymphangitis - lymphadenitis 5 4 1 5/5 5/5 (100 )
Furuncle 2 2 2/2 2/2 (100 )
Carbuncle 2 1 1 1/2 1/2 (50.0)
Periproctal abscess 1 1 1/1 1/1 (100 )
Folliculitis 1 1 1/1 1/1 (100 )
Fistula of the ear 1 1 1/1 1/1 (100 )
21/21 42/56
Total 77 7 56 9 5 (100) (75.0) 63/77 (81.8)

Table 7 Clinical efficacy of RU 28965 (Study group committee's assessment)

No.of Clinical efficacy Efficacy rate (%)
Diagnosis Cases | Excellent Good Fair Poor Sur_gxcal pmceiure Total
Infected atheroma 18 13 2 13/18 | 13/18 (72.2)
Felon 14 1 10 1 2 2/2 9/12 | 11/14 (78.6)
Wound infection 12 1 10 1 7/7 4/5 11/12 (91.7)
Subcutaneous abscess 12 1 9 2 2/2 8/10 | 10/12 (83.3)
Phlegmon 9 9 5/5 4/4 9/9 (100 )
Lymphangitis *lymphadenitis 5 4 1 5/5 5/5 (100 )
Furuncle 2 2 2/2 2/2 (100 )
Carbuncle 2 1 1 1/2 1/2 (50.0)
Periproctal ‘abscess 1 1 1/1 1/1 (100 )
Folliculitis 1 1 1/1 | 1/1 (100 )
Fistula of the ear 1 1 1/1 1/1 (100 )
21/21 44/56
Total 77 7 58 7 5 (100) (78.6) 65/77 (84.4)
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Table 8 Clinical efficacy of RU 28965 in cases previously treated unsuccessfully with other antibiotics

Clinical efficacy )
Previous No. of Efficacy rate
drug cases Excellent Good Fair Poor (%)
OFLX 3 1 2 3/3. (100 )
CEX 3 1 2 3/3 (100 )
CCL 2 2 2/2 (100 )
TAPC 2 1 1 1/2  ( 50.0)
Total 10 2 7 0 1 9/10 ( 90.0)
Table 9 Bacteriological efficacy of RU 28965 classified by diagnosis
No. of Bacteriological effect Eradication rate (%)
0.0
. . Surgical
Diagnosis Case | Eradicated | Decreased | Unchanged | Replaced | Unknown mzl“ ;roceiure Total
Infected atheroma 18 13 1 1 3 14/15 | 14/15( 93.3)
Felon 14 9 1 4 9/10 | 9/10( 90.0)
Wound infection 12 9 1 1 5/7 4/4 9/11( 81.8)
Subcutaneous abscess 12 10 1 1 2/2 9/10 | 11/12( 91.7)
Phlegmon 9 6 1 1 3/4 3/4 6/8 (. 75.0)
Lymphangitis *lymp is 5 5
Furuncle 2 1 1/2 1/2 ( 50.0)
Carbuncle 2 2 2/2 2/2 (100 )
Periproctal abscess 1 1 1/1 1/1 (100 )
Folliculitis 1 1 1/1 1/1 (100 )
Fistula of the ear 1 1 1/1 1/1 (100 )
10/13 45/50
63( 87.3
Total 77 53 3 5 2 14 (76.9) (0.0) 55/63( ).
Table 10 Bacteriological efficacy of RU 28965 classified by clinical isolate
. i No. of Bacteriological efficacy Eradication
Clinical isolate -
cases | Eradicated | Decreased | Unchanged | Replaced Unknown rate (%)
S. aureus 6 6 6/6 (100 )
G | Staphylococcus sp. 2 2 2/2 (100 )
(+) | Other G(+) 1 1 1/1 (100 )
Mono- Sub-total 9 9 0 0 0 0 9/9 (100 )
‘crobial G P. cepacia 2 2 2/2 (100 )
microbia (-) Pasturella sp. 1 1 1/1 (100 )
Sub-total 3 3 0 0 0 0 3/3 (100 )
Anaerobes 5 5 5/5 (100 )
Total 17 17 0 0 0 0 17/17 (100 )
S. aureus+G(+) 5 2 3 2/5 ( 40.0)
S. aureus+G(—) 2 1 1 1/2 ( 50.0)
Staphylococcus sp.+G(+) 2 2 2/2 (100 )
Staphylococcus sp.+ Anaerobes 4 4 4/4 (100 )
Poly- Anaerobes + Other 4 2 2 4/4 (100 )
microbial Others 5 5 5/5 (100 )
§. aureus+Others 9 6 2 1 6/8 ( 75.0)
Staphylococcus sp.+ Others 12 11 1 11/12 ( 91.7)
Others 5 3 1 1 “5if4 ( 75.0)
Total 48 36 3 5 2 2 38/46 ( 82.6)
Total 65 53 3 5 2 2 55/63 ( 87.3)
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THESI, MMAHRRI S NEFHIXSERTH D, H
PG, RA MRS L BRI TIE, WIRBR7HIH L
AHS L, HEEIZI00% T o 7o 7R AMA4SH]
TidiH%3660, M 3Bl FKS5H, WRR2H, TH

2BITH D, HEBIZ466IHIBHAGHEL, 82.6% DM

%R L7 (Table 10)o

SMEMRTIE, BSMRYZ B T IEBEY S RESE O
W S, aurens MM B N 6 IEBITIIEBIHEL, HE
H100% TH o720

4. RiEH

EFEG L h AL BRI, 77604 1 61(1.3
%) DAL MEBI X AR T HBIETH - 720

BER RO RIS L TIRIMESICOW TR LT
BR, SICREHEATRTENEDHNLD o 72(Table
1),

5. HAXHE

FHEIC L DHUE SN HREOHERTIFIS, FK
IZMEL08, W@ES1HI, 3 ESiMBI0f, ANil6 fl,
FEEICTH/OTHY, 1T7HH6IFIAWEINLT, ARE
1379.2% Th o7

NELBOEEIZE AEHER, [Hh] TiAs6H
h4051(71.4%) HHBILLET, (2 L] Tix215/H2H
AR EDEKTH -7

LEANOFBEMEICHLTIE, BfEnE185+126]
(66.7%), MIH14HIH1051(71.4%), RIm&R126]4106]
(83.3%), RETME1261 951(75.0% ) L U 25

o1 61(50.0%)A5BE N LDBKTH > 720 BHERI P,

YR ) osEIRS B, 626U, ALPIRERMRE 1
g, {LIRtEERE 6, REEEELFIZVTRL 26

100% DHHE £ R L7 (Table 12),

6. BERSTMEHOMEN

EERTMEBRD S H MIC % HlISE L 187 M #ki1246101258%
THd, TOME, 1258PI6HK(76.8% ) MIC 43,13
u8/ml LLTIZ4H#7 L 72 (Table 13),

BICOMMED LB\ S, aureus 21K T, 10°
cells/ml DEHBERTI21.56 ug/ml LLF D MIC 1220%
(95.2% )24 L, 10 cells/ml DEMME T b @k
FHERL, WTFROEM LE%, IMIhEBhI-ER
%RL7:(Fig. 2, 3)o

S. epidermidis 18¥k Tix, 10° cells/ml T3.13 ug/ml L
T D MIC (214#(77.8% ) A5 % L (Fig. 4 ), 10° cells/
ml Ti2138k(72.2% ) A3 4 L 7=(Fig. 5 )o

V. ¥ x

EM ZBRE, BVMEHShKZEEN/-ENTHS
A, BOKRSOBEAMICLLILELR, (LFBEL
Lacton 6 L AL & 1, Ketalization E W H)BRREEL
Lacton BMAHIR T 5, £D7/-HE MBI 5 Mikbk
R3O TV, EM400 mg 2 ZEBIBFICE MCRFLT
b, FORBMAFREIRLOg/ml LT THAB, EM
DEERIZEBIT AR LT BB LIOIEK
FIThs,

AHKI150 mg ZHERZSICL Y BRENHFFRE RS
%2~3BEMIcH ), #5.0 ug/m P LEE LD, o TEK
FOFHE S EM ICHB L T1—288% 575, SRBE
IZBWTHAIMD) S EHNTES, T idH 6BMERS,
BT 6 BREFTH 5,

AL T, EM LEIBROHB AR PNV ER

Table 12 Clinical usefulness of RU 28965

No. of Usefulness Utility rate (%)
Diagnosis cases Very Useful Fairly Not useful | Unknown Surgical -)rocedurg Total
useful useful - +-
Infected atheroma 18 12 2 12/18 |12/18 (66.7)
Felon 14 1 9 2 2/2 8/12 |10/14 (71.4)
Wound infection 12 1 9 2 7/1 3/5 |[10/12 (83.3)
Subcutaneous abscess 12 3 6 3 2/2 7/10 | 9/12 (75.0)
Phlegmon 9 1 8 5/5 4/4 | 9/9 (100)
Lymphangitis *lymphadenitis 5 4 1 5/5 5/5 (100 )
Furuncle 2 2 2/2 2/2 (100 )
Carbuncle 2 1 1 1/2 1/2 (50.0)
Periproctal abscess 1 1 1/1 1/1 (100)
Folliculitis 1 1 171 | 1/1 (100)
Fistula of the ear 1 1 1/1 1/1 (100 )
Total 77 10 51 10 6 0 21/21 40/56 61/77 (79.2)
(100) (71.4)
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Table 13 MICs of RU 28965 against clinical isolates (10%ells/ml)

Clinical isolates

=0.1

0.2

0.39

0.78

1,56

3.13

6.25

12.5

25

50

>100

Total

§. aureus

S. epidermidis

§. haemolyticus
§. cohnii

§. hominis

§. simulans
Suphylococcus sp.
Micrococcus sp.
§. pyogenes

§. agalactiae

§. sanguis

§. milleri

§. equisimilis
Streptococcus sp.
E. faecalis
Enterococcus sp.
G.P.C.

P. asaccharolyticus
P. magnus

P. prevotii

P. micros

Peptostreptococcus sp.

Bifidobacterium sp.
Eubacterium sp.
P. acnes

Propionibacterium sp.

C. sporogenes

E. coli

K. pneumoniae

E. cloacae

E. agglomerans
H. alvei

$. liquefaciens
Pasteurella sp.

P. cepacia

P. acidovorans
Pseudomonas sp.
A. xylosoxydans
Achromobacter sp.
X. maltophilia

N. mucosa

B. fragilis

B. asaccharolyticus
B. ureolyticus
Bacteroides sp.

V. parvula

N DN e

1

-1
12

17

1
1

Py
1

— e

]
Q0w

e e e e e b e e e e W) e b e e e b DO b S DD e s e Y O DD O e e 00 e B = W B e B e 8 e e

Total

22

14

—
)
w
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Fig. 2 Susceptibility of S. aureus to RU 28965 (21 strains, 10° cells/ml)
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SEPT,

9%
15)8' L s
i e RU 28965
T —— EM
s |/ e - IM
E ~ — ABPC
9]
MIC (ug/ml) | <0.1 0.2 0.390.781.563.136.2512.5 25 50 100 >100 | Total
RU 28965 1 1 17 1 1 21
EM 1 2 8 9 1 21
M 1 19 1 21
ABPC 5 1 2 5 7 1 21
Fig. 3 Susceptibility of S. aureus to RU 28965 (21 strains, 10° cells/ml)
)
1007 ' /
i /
! s
f /7
j /
i /
i /
-’ /
|4 ! /
& i //
50 !
é’ i / - RU 28965
:E, i — EM
3 A
&) P T M
, i — — ABPC
7/ |
7 i
Ll L T v 4" T T Ll T T T
MIC (ug/ml) | <0.1 0.2 0.390.78 1.56 3.136.2512.5 25 50 100 >100 | Total
RU 28965 1 1 18 21
EM 1 8 11 21
M 21 21
ABPC 3 2 2 1 1 3 2 4 21
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Fig. 4 Susceptibility of S. epidermidis to RU 28965 (18 strains, 10° cells/ml)

(%)

621

100 1 ;|
s
________ /i
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/ //
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/ /
|5
; “|
: 50 — RU 28965
5 H —— EM
£ P e M
3 '
© i — — ABPC
MIC (ug/ml) | <0.1 0.2 0.390.781.563.136.2512.5 25 50 100 >100 | Total
RU 28965 12 1 1 4 18
EM 3 9 2 4 18
M L 11 3 1 18
ABPC 13, 3 2 18

Fig. 5 Susceptibility of S. epidermidis to RU 28965 (18 strains, 10° cells/ml)

1% :
/’/ ///
4 7~
d rd
_..//
2
§ | ——
g
@ 501
-% —— RU 28965
E —— EM
o 4 ¥ ¢ eeme—- M
—— ABPC
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RU 28965 IN SURGICAL SKIN AND SOFT TISSUE INFECTIONS
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We clinically investigated the effect of RU 28965, a newly developed oral macrolide, on skin and soft tissue infections.

The diagnosis of 77 patients consisted of infected atheroma, felon, wound infection, subcutaneous abscess, phlegmon,
lymphangitis, lymphadenitis, furuncle, carbuncle, periproctal abscess, folliculitis and fistula of the ear.

Clinical efficacy evaluated by the physician's assessment was : excellent 7, good 56, fair 9 and poor 5, out of the 77
cases, with a clinical efficacy rate of 81.8 % . On the other hand, clinical efficacy assessed according to the standard
criteria for skin and soft tissue infections was excellent in 7 cases, good in 58, fair in 7 and poor in 5, with a clinical
efficacy rate of 84.4%.

In the bacteriological evaluation, the eradication rate in 17 cases of monomicrobial infection was 100%, and in 48 cases
of polymicrobial infection 82.6%.

The clinical effect of RU 28965 in cases previously treated ineffectively with antibacterial drugs was excellent or good
in 9 out of 10 cases with an efficacy rate of 90%.

As to side-effects, only mild epigastralgia was observed in 1 case. No abnormal laboratory test values were observed.

The MICs for 125 strains of 46 species isolated from clinical specimens were investigated. The results revealed that 96
strains out of the 125(76.8% ) were eradicated at 3.13 .g/m! or lower concentrations.



