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MEHEIEC 81T A TE-031 D FRRfE A RBGE

EHwiG - EHEESR
KRR RFEFEHE S8 E

FHEE
RIRALBACHT RF RS

KERAT LAk I T R Ao

AR - KEFH—
WAL FH RABTIE

HAE R
RIEHHZARIESE

#H R
EIARSH

HFlLw=ro74 FRIAEYE TE-03LIIDWT, SEHEBURESE 34 2 BRI R 2R3 L, LI
TOKRER,

1. BRMSKETAMREAE (M - &9, BIH, BOMHE, BER, B85, BIRL, kg, Zoft)
37BNt B TE-031 DERIRBLAIE, EZH11B, A%H196I, LRA%6 6, E3h 16, HiHES81.1%
Tho7,

2. AR D LB DONDE - EMEERIIEL RN o7, BRREBEREE X162
S-GPT ENBHE LANROONIZDATH 572,

TE-031it, RKEREKRASHTHESINLH L < 150 mg 1 B 3 [@E4%5 L7z, &5 HAMIES~148H, T

7074 FRFERITH 5, 7.98C, BH5EIX1.0~4.2gFH2.7g LB o7
A#|ix Erythromycin(EM)® 6 i »-0H % % -OCH:s %
WKERLZ-HEEZAL(Fig. 1), BIIHTHELENED Fig. 1 Chemical structure of TE-031

EMINEL(HESN TV,

A, SVESEIRREE, 450 KRR R G (X
AR OHMES L UREMIZOVTRILADT,
TDEKEHET B,

I. ¥REHE
SNBSS STH S AH % 175 L7
HRIE, FB18F, L1960, FMbiL23~828, FIHER
50.68% T2 - 7= (Table 1),
5 HiE, AH 1 E200 mg 5615521610 & 50
Ex 58, 2T 10100 mg %55 8 i, 150 mg x5
Bl7gTceFnd 1E2EIRSTH), 1HICIE1E
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EEONRIIA - £ 66, EHG6HF, BEEMDRET
B, BER3IG, BESHE, BIKRESH, FLIRAE 3B,
Z0fth 2 BIONE%, EHERE 16))ThHS(Table 2),

FRREIRDHELX, FEEOHERPOAVTVDEIR
IR o7 Tbb, EHE3IHLUAILZ/3L
L OREERDEE LIHE, BT S BLAIZ2/30
EDRFEERDTHEE LB E, A7 BRI
S DRIEFERDYLENLZD SNIHE, BRIk
EEROSEENTOON WA, BELLBEE L
(Table 3),

I. & *

RBJBERNEIL, & - L 6BIhEH26, A3
B, A1, EH6BITERIB, AHH2Hl, *
RAELG, BREMBETHIFED LG, FXOH,
REHIB), BERIBIFED2H, CLEHEMLG, K
BSBIPEN LB, Hxh4 6, BIES FIhER 46,
RRAEMLIB, ARRIBIPAE2H), LRE1H,
MEAR1BIIER), ERBER]BUIEBHTHY, 3764
E116I, FEHBI, LHR6 6, EXH1H, AHE
81.1% & 7 - 7=(Table 4),

$7:1 BRSEHNEBREEE, 1 H200 mg(100 mgX
2EDNHEG5 8B ER 3B, FHX4B, LB,
BH3H%E87.5%, 1 H300mg(150 mgX 2 [6])i%5 7 Fldh
1B, BERHSHI, A6, AxFES.7%, 1H
400 mg(200 mg X 2 [O])#%x 521615 E%h 6 I, AHxh106),
RRER A, B 1B, FHET6.2% T o 7:(Table
5)o

SNEHLE DR ERIRR AR L, SHERILE A BE305]
hER 6B, FHIH, RLER6BI, EXLG, Hxh
R76.7%, NEBEETFITIIEDSH, AH2HTH-
7z(Table 6),

DEI, WRENTETSH - 1328155, kOB
8 Sh7:(Table 7)o S. aureus, coagulase(—)Staphy-
lococcus B 12k &, RS 7 LGB AT308k & %2/3
*HYD, HEAMFELEDH LTS LEEEIZB0% L LI
Boohnl, HEFHMELADLE, S aureus 1 BEH
FETH72DAT, REFIIIT.2%Th o720 77 4

PR AT A, HARME LICARTH 5205, kil
K LBVRESREI R LN,

DREREFIBRIIR L, BEMEHRLEFIFEL 66, &
136U, RHE5 B, EX 1B, FHE.0%, B
BREE7BIREN 2, HH46, LLEH1H, £
#85.7%, HWABEBF S FHILEBFIHEL LT 5 7:(Table
8)o

BMBERGESEIE L6 75 LEHEICL AL 0T, .
aureus 12, coagulase( — )Staphylococcus 9 B & {F R B
BREFELHDTWI, EHBERRETHIF661IE Y 7 45
HEREH LIS T LBUELBEEICLLbDTH
272

FRRSIZLHEBDONLE - EREIERIL 1612
LbRBDLN LN 5T,

—7, BRBREMBREL LT, 16IS-GPT ENE
EERAIFRBO LN, KSHIE2TH G5 7 B46312L
AL, BFHREFRICI2IETLTVWEZ EHL, KH
L DREEAEEH NI (Table 9),

o. % =

TE-031i3, fFRtts & RS 7 LABHE, H i
luenzae, B. catarrhalis, Campylobacter, Mycoplasma, Chl-
amydia, Ureaplasma 72 EIZHIEANRY b L% AL, in
vitreDFLE TJIZEM & 1ZIZFAETH B, 72, invivo 12
BT, BDOERBRYELR ET, SHEEE, HICH
FRBSE I LEN 2 BRRERNREFDOONTEY, B
HREGBITHI KB SN/ bDEEZ LNRTWVAY,

T/, TR LTEDLOTEELINTVSE
EAr b, EMIZH LIMFMREEIH 215, AUC b# 51
ERIFLBESBONT VS, SHICERDTI/T T4
FAREIARITIE, RPBEUEAE % LIEETH > 72955,
AH1240~50% & EM D#10fE & DEYLE LR L7

—7%, SRREBICET B MK ESREER, £
AN LBMEERRBLTAIEDNL, w07
1 FRIER DK G HE L EZ ONBEEIEN—DT
hbhHo LIchoT, EEGIZSE, NEHFEIBURYAE O
THERROANEZMFFEL T, R Z3ITFNEALL
ZTORER, EWHIH, AHI6, FHULOEHE

Table 1 Background of patients —age and sex—
20~29 30~39 40~49 50~59 60~69 70~79 80~ Total
Male 4 1 2 4 5 2 18
Female 2 5 4 1 3 3 1 19
Total 6 6 6 5 8 5 1 37
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Table 3 Criteria for evaluating efficacy of an agent in infectious diseases in surgery
More than 2/3 of the symptoms and signs disappear within 3 days after onset of
Excellent
the treatment
Good More than 2/3 of the symptoms and signs disappear within 5 days after onset of
o the treatment
Fai Any one of the symptoms and signs disappear within 7 days after onset of
ar the treatment
p None of the symptoms and signs disappear or their aggravation is observed
oor after 7 days
Table 4 Clinical evaluation of TE-031
No. of Clinical effect Efficacy
Disease
cases Excellent Good Fair Poor (%)
Furuncle + Carbuncle 6 2 3 1 5/6 (83.3)
Felon 3 1 5/6 (83.3)
Infected atheroma 7 1 5 1 6/7 (85.7)
Phlegmon 3 2 1 2/3 (66.7)
Abscess 5 1 4 5/5 (100 )
Wound infection 5 4 1 4/5 (80.0)
Mastitis 3 2 1 2/3 (66.7)
Paronychia 1 1 1/1 (100 )
Bursitis 1 1 0/1 (0 )
Total 37 11 19 6 1 30/37 (81.1)
Table 5 Clinical evaluation of TE-031 by dose
Dose No. of Administration Clinical effect Efficacy
(mg/day) cases timing Excellent Good Fair Poor (%)
Bef Is 7
200 8 clore mea 3 4 1 7/8 (87.5)
After meals 1
Bef 1 6
300 7 elore meas 1 5 1 6/7 (85.7)
After meals 1
Bef | 19
400 21 elore meals 6 10 4 1 16/21 (76.2)
After meals
Bef 1
450 1 elore mea’s 1 1/1 (100 )
After meals
Before meals | 32
Total 37 11 19 6 1 30/37 (81.1)
After meals 5
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81.1% & REF LR BHPH LN,

3 7:370h, EREHIEETD - 723265 5 17H 144
BROEI SN, BHTH S aureus B L U coagulase
(— ) Staphylococcus 15 % 12%k, ZDMOF TS 7 40
P 6 £k, WA T LHHRTHREE, 77 LBMR
BREKEED TV, ThH6DH L, HENE 8

ENT:S. aureus & coagulase( —)Staphylococcus {22\ T,

AR ORZEMEL, A &L 7 (Fig. 2 ).
WTFNROBEICH LTS, FAEILEME RSEOHREN %

HLTHED, S aureus 2B T100 ng/ml UL L Oifif %

B 3D ONT, AFIXEMBIHERICITEDTH S

EEXD, LL, STHEGNBRKSHR SHENAES
BHREL S, EbOTHVENEIRINTEY, &4
BADOBIFLBITEARKBMENTVELDEHEL 3,
—F, FEIEHEEHR SOV RZIRE L hE vk
BELRT A5, AERE L7376, RS shr:
S5HUIBNTE, ZEEEES LRISOHEIBE LT
bo EHIZ1 BRGEIZLABRDEIIBVTY, &
DEPDHRIZZIZFAETH 72 INHDZ ENSG, KF
DERHR IS, RS5ELEOEE SIS
HTWLDEBLNDA, BIBH LR, $EI»HA
TS BELIIPIBEE L TRETALENH L EED

Table 6 Clinical evaluation of TE-031 by surgical treatment
Surgical No. of Clinical effect Efficacy
treatment cases Excellent Good Fair Poor (%)
Yes 30 6 17 6 1 23/30 (76.7)
No 7 5 2 7/7 (100 )
Total 37 11 19 6 1 30/37 (81.1)
Table 7 Bacteriological response to TE-031
No. of strains Eradicated Unchanged Unknown
S. aureus 12 11 1
S. epidermidis 2 1 1
Coagulase (—) Staphylococcus sp. 12 11 1
S. haemolyticus 1 1
S. sanguis 1 1
E. faecalis 1 1
E. faecium 1 1
Sub-total 30 27 1 2
E. coli 2 2
K. pneumoniae 2 2
M. morganii 1 1
E. cloacae 1 1
Sub-total 6 6
S. intermedius 2 2
P. anaerobius 1 1
P. prevotii 1 1
Peptostreptococcus sp. 1 1
Corynebacterium sp. 2 2
B. fragilis 1 1
Sub-total 8 8
Total 44 41 1 2
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i DEDZ Ehs, RANKIANKS, HEEI OGNS
I, AANZL B EBbNDE - MEHEIER I B S EHBERE (4 L TR R AT H Y, $724
FIZOBDONL N 57, T ERREMBRE L HIC OB TEECRERARD ST, Zetom g
S-GPT EDBE L A28 6 r=dt, 1555 ik gk HTHHEEZ %o

LTWwh,

Table 8 Clinical evaluation by clinical isolates

No. of ) Efficacy
Excellent Good Fair Poor
cases rate (%)
Single infection
S. aureus 12 4 5 2 1 9/12 (75.0)
Coagulase (—) Staphylococcus sp. 9 7 2 7/9 (77.8)
S. sanguis 1 1 0/1
Corynebacterium sp. 2 1 1 2/2
Peptostreptococcus sp. 1 1 1/1
Sub-total 25 6 13 5 | 1 19/25 (76.0)
Polymicrobial infection
S. epidermidis
( P 1 1 1/1
Coagulase (—) Staphylococcus sp.
S. epidermidis
< P 1 1 0/1
§. haemolyticus
Coagulase (—) Staphyl .
( oagulase ( aphylococcus sp . | n
S. intermedius
S. intermedius
3 1 1 1/1
P. prevotii
Coagulase (—) Staphylococcus sp.
E. i
Jaecalis . 1 1 1/1
K. pneumoniae
M. morganii
E. faecium
E. coli
K. pneumoniae 1 1 1/1
E. cloacae
P. anaerobius
E. coli
( ' 1 1 1/1
B. fragilis
Sub-total 7 2 4 1 6/7 (85.7)
Unknown 5 3 2 5/5
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Table 9 Laboratory findings
Case RBC Hb Ht WBC | Eosino | Platelets | GOT GPT Al-P T-Bil | BUN S-Cr Na K Cl
No. (X10Y) | @/dl) | (%) | (/mm¥ | (%) | (X10% | (U) (V) | (KAU) | (mg/dl) | (mg/dl) | (mg/dl) | (mEq/L) | (mEq/L) | (mEq/L)
B 431 13.5 40.4 6,400 2 28.0 14 6 5.6 0.8 11 0.6 143 3.7 103
! A 426 13.3 41.2 6, 600 - - 14 8 5.6 0.4 10 0.6 144 4.1 100
B 403 12.0 35.9 7,200 - 20.6 12 2 7.0 0.3 14 1.0 142 3.8 107
2 A 395 11.9 35.8 6, 900 — 27.9 15 5 7.1 0.4 15 0.6 138 4.1 103
. B 487 | 14.6 | 46.4 | 10,500 6 28.0 27* 45* 5.3 0.4 14 1.1 142 4.0 101
A 496 14.0 45.1 7,400 - — 20* 36* 5.8 0.4 18 1.1 — - -
6 B 535 17.0 51.8 |10, 400 1 18 27* 27* 5.0 0.6 10 0.8 140 3.6 102
A 509 17.0 52.1 5, 500 1 23 37* 63* 6.2 0.4 11 1.1 146 4.8 103
8 B 491 15.4 45.7 9, 400 - 24.1 14 10 8.4 0.6 14 1.1 141 4.0 105
A 479 15.1 44.9 8, 000 - 29.3 8 9 9.0 0.5 12 1.0 139 4.0 103
B 570 16.9 50.1 | 10,200 - 28.1 14 12 8.0 0.9 10 1.0 142 4.4 102
9 A 551 16.3 48.8 5, 700 — 26.7 16 10 6.9 1.0 9 1.0 140 4.0 105
1 B 454 13.6 41.8 6,120 | 0.8 21.2 15 16 10.7 0.4 19.0 0.9 144 4.1 106
A 416 13.3 38.7 3, 280 1.1 20.5 16 10 4.8 0.8 18.6 1.0 145 4.4 106
12 B 502 12.4 39.1 8,990 | 0.4 24.5 16 13 8.2 0.4 21.6 0.6 135 4.4 103
A 474 12.4 38.8 8,400 | 0.6 25.0 25 25 7.2 0.4 20.7 0.6 139 3.8 105
B 424 13.4 40.2 4,100 - 25.2 14 10 5.0 0.9 17.5 0.8 - - -
13 A 446 13.8 42.6 4, 300 — 26.8 — - — 0.6 16.4 0.8 — - -
B 442 14.6 41.5 9, 100 - - 9 14 7.1 0.2 11 0.6 137 3.9 101
14 A 412 13.8 40.1 7,500 - — 10 15 7.6 0.3 9 0.5 139 4.0 100
17 B 513 12.8 41.4 S, 100 2 23.0 12* 5% 5.4 0.5 17 1.3 143 3.4 107
A 477 13.0 41.1 4,100 1 24.0 25* 12* 5.0 0.9 18 0.8 145 3.9 103
18 B 472 13.6 41.3 7,400 1 13.6 19 8 11.7 0.3 7 0.8 142 4.4 107
A 461 13.5 42.2 6, 000 0 13.8 21 6 10.5 0.4 9 0.8 141 4.0 100
19 B 505 16.0 48.2 5, 500 - 27.3 20 16 6.0 0.5 13 1.1 135 3.9 102
A 446 14.6 42.9 8, 200 = 32.2 13 14 6.0 0.6 13 1.4 140 4.2 103
20 B 405 11.9 36.2 8, 000 - 28.4 12 6 7.3 - - - - - -
A 371 10.6 33.2 5, 500 — 27.7 - - - - - - - - -
21 B 412 13.3 41.2 9,700 5 22.4 12 14 5.9 0.3 10 0.8 144 4.3 106
A 429 13.7 41.8 7,800 — — 12 8 5.8 0.3 10 0.8 144 4.6 98
22 B 446 13.6 42.9 | 20,100 0 14.0 20 7 2.9 1.2 18.8 1.4 142 4.2 101
A 462 13.8 45.1 5, 300 1 25.0 20 15 2.2 1.0 — 1.0 146 4.4 103
23 B 480 15.4 46.7 6, 400 1 22.0 17* 15* 9.4 0.6 21 1.1 146 4.5 104
A 479 14.4 44.2 7,200 0.7 26.0 27* 20* 6.9 0.4 21 — 136 5.0 100
24 B 527 13.8 43.0 6,250 [ 0.8 28.9 10 5 8.5 0.3 8.8 0.7 140 3.7 107
A - - - - - 11 5 8.5 0.3 12.7 0.6 140 4.0 106
2% B 831 | 24.5 | 74.2 | 4,100 | 1.1 49.0 16 7 - 0.8 | 21.3 1.1 146 3.9 106
A 465 14.3 40.9 6,050 | 2.2 25.9 16 9 - 0.3 22.1 - 139 4.2 105
27 B 488 15.5 47.1 8, 800 0 - 31 35 6.5 0.4 15 0.9 142 4.2 109
A 490 15.1 48.1 6, 000 0 — 30 20 6.2 0.4 15 1.2 140 4.5 100
28 B 458 14.8 42.9 7,300 0 20.3 23 20 7.3 0.5 16 0.9 144 4.4 100
A 528 17.2 50.2 6, 300 — — 27 26 7.2 0.5 16 1.0 143 4.5 103
29 B 445 13.5 43.4 6, 800 2 - 15* 7* 2.1 0.5 17 0.6 146 4.0 105
A 417 13.6 37.5 6, 400 2 - 20* 12* 4.2 0.8 13 0.9 148 3.5 105
31 B 420 | 13.9 | 42.4 | 9,600 3 30.0 13 3 6.5 0.4 - - - - -
A 401 12.9 41.3 6, 200 2 31.3 10 6 6.8 0.5 - - — - -
32 B 432 7.6 29.9 8,000 1 42.0 20* 12* 7.8 0.5 13 1.1 145 3.7 104
A 463 8.3 32.8 5, 200 6 49.0 22% 17* 6.9 0.6 15 1.5 144 4.3 103
33 B 475 14.7 43.3 5, 600 5 25.8 34 52 5.9 0.4 14 0.8 140 3.7 107
A 472 14.4 42.7 4,700 3 27.6 40 61 6.2 0.6 15 0.8 140 4.1 103
34 B 438 13.1 39.9 3,900 1 29.3 34 36 7.5 0.7 13 0.9 143 4.0 109
A 452 13.9 41.0 3, 500 3 33.1 33 39 8.1 0.8 12 0.9 141 4.4 106
35 B 485 15.0 45.5 | 10,400 2 25.1 18 23 6.1 0.2 10 - 140 4.2 106
A 510 15.0 45.5 7, 800 0 23.4 20 8 6.1 0.5 11 - 140 4.4 105
B : Before * KU
A

: After
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Fig. 2 Sensitivity of clinical isolates
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CLINICAL STUDY OF TE-031(A-56268)IN SURGERY
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The clinical effect of TE-031(A-56268), a new macrolide antibiotic, on surgical infections was examined and the fol-
lowing results obtained.

1. Of 37 patients with skin and soft tissue infections(furuncle, carbuncle, felon, infectious atheroma, phlegmon, abs-
cess, wound infection, mastitis and others), clinical efficacy of TE-031 was excellent in 11 cases, good in 19, fair in 6,
poor in 1, i.e., the efficacy rate being 81.1%.

2. There were no subjective or objective side-effects attributable to TE-031. The only abnormal laboratory finding

was a slight elevation of S-GPT in 1 case.



