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R IIEMAZEMEIERE, HERNAEEWHERE, LB KEELRENEHERE,
EHERAEEWEERE, WAMAZELBEMEERE, (5 BAAPESBENHPHE),
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FROZEO~ 7074 FRIEMEMHA TH 5 azithromycin (LT AZM) OEMEREEICHT 2
EFRAAREHS D DOSHRIERC & 2 HEBAREITT o720 AZM 250mg 1B 1E (UTLE),
AZM 500mg 1 H1[E (AT H#), cefaclor (BAFCCL) 250mg 1 H3E (BAFCE) wwowT,
LEt: HEMIR_EERE, AZME (LB, HE) L CCLE (CH) MRESERELAVE, HR
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226, 224, 24 B) EFIERE LI,
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272,
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720
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5. R HHATILETI.3%, HE90.9%, CE66.7% Th-o1, LEL HERBSIULE
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6. MEFAIRNR: HAEIZLE80.0%, HE£93.8%, CE69.2% Th-o7zo LEEL HEMBIU
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Azithromycin (BAF AZM) 13%E 7 7 4 9" — M 2t5e -
FRfELE~7054 FREEMRTHD, *0bemEix
erythromycin D 14 M5 2 b XA F LV EHBRBRERA
L, BARELAETYI4FR~2054 FTH3 (Fig.
1)V, Z&H|iX Staphylococcus aureus, Streptococcus pyogenes
DT LBYEE, Neisseria gonorrhoeae, Moraxella cata-
rrhalis, Haemophilus influenzae SOV 5 LRUEB L U
Mpycoplasma, Legionella, Chlamydia \=3tL THEEMSE
32370, KT H. influenzae S0 7 5 LM E I L T3,
BEDOw7as4 FRUEVR LKL, EnicHEEts
T, i, KETOXYMEBHROER, MWL LU
AWM OEHHAL 60~T0 M L R <, tho~=27054
FRAEVMBCRAShEWEMEET 2 Z LGOS N
727,

AR oWBN BT 5HE - AR, XETIZ1HES0
mg, ED#H250mg D4 BB ESLEETH S 24 (RE
1,500 mg), BXMTix1 H500mg @ 3 BRKES (FBE 1,500
mg) BAVSH, EEKREIB T HRM L ERED R -
ARBCESELDO2H2008HRTHE, COLSLERH”S
AR BT IEKRABRO A - AR/ 12250 mg ¥ 7212 500
mg 1 H1EIIHMKES L, BIHARTCLELELHE
#E, 2Ok, FIMEIHAREEML, BEWEREECNT
ZHERAMSTRE INI:DOT, R TREECBERBRIINT
SEHMOEEARERIFTT 2 BNOLKHARZEEL /2,

ek, MHEEL L TRARKOBREEOF THES, %N
BESFOBUL T 2EADI B, bo L bEANENFVLY
DERETLONBEETH B, LLEMNS, w7074 F
RUAYERFERC S W IEBIRECRARZWI L, 12
FRD Z L K KR O O—D i MP LB ER D 7 O
74 FRNEVECH UBRCRATH D, »23 MW
SEMREFAl L ShTwichkd, ARZEARDOERET
RERIRONEESRET S L REHELHEL, FHDA

*iCH, /CH’

_______________________________ H N\CH,
OH
= 2H,0
ocH, H 2

CH,

Chemical structure of azithromycin.

Fig. 1.

D2EAMFARLBEMITT A LBRYTHILHLON
fo TetiL, B TIEFEBETHYN, TEMMSRILL T
W 5 cefaclor (AT CCL) 2xfEL L, AROEAD S
AZM Bk CCL BfidFEmMmiik L L 7z,

73, XBHERIT GCP (good clinical practice) %#M5FL
THRMEL 720

I. StME & UEBE

1. BFRSBINMER & HFERAM

1993 6 A»SEFE 12 A % TOMMIc£E 15 Ml
FEIC & DEREL 7,

2. NRER
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(BI~VIEE) D055, HEEOHEBFHROHAZEICS -
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3. NREBE
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PEEOREENRETSI I L E LT, FEREIFEREL
TI6 LA E B0 &AM L L, HRIB L UABE « kD51
BARME LT, &8, TROWThLIZEYTIEER
KRB SBAL 12,

1) VIR, FRIABLBESNIBEBIUVEES
T ETHEORRESE - BHEXR T 285

2) BEERZBEHIVIFHREEES>E T 285

3) kDO~ 7us4 FRUIEVEBLI U7 4%
RAEYBECHLT7 VALY —DOBREDH 2 BE

4) WBBEABSZORRECHS»MCEEEZ SN
ZRBFEDBRE (VA NVA, HEXKY)

5 ARERFABANCHOMERSKRE SN, T TCIE
RoKELODOHLEE

6) LIENCEBREFISRE It Db s BEE

7 ERELIIERLTCOIAENDOH 2 BEB LU
wAFOBE

8) 80RAWMTH-oTHEBLEELRRE

9) Eofh, HEEMEMIINRE L TAEY & L
LB

4. BEORE

HROERICS &35, HRIBYEMIIHBREAA
TREERBACEBRAS 2B L. T, EH)
ELTXBECTHBREMI DLW IHHABERC L 2R
/rzrel, RPUR2HBY, OHCTRELE 28481
TONEREMT B L ELT,
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5. HRBRAE

) BR7Y¥4 v

AZM D2 E D A R® 58 (AZM 250 mgXx1[8]/H
(L#), AZM 500mgx1[E/H (H#)) & CCL#E
# (CCL 250mgx3[E/H (C#))MD 3 Mz & 31
BHEABRE LR,

28, AZMO2BORKLSE (LELHE) M
BZEER, LI HBEE CRMIZFEEREL
AL

2) IRRRFEA

HERIE L LT AZM 250 mg (fffi) fe%, xfR*EL
LTCCL 250mg (f1ffi) 4 7eneHwi, &8, L
B RAEE, BITHEL 7S iR bES T
EWED. HEEOBAITHEE 2REL, —HHERE
DEBHELIAL 2o HBREFOTEARIE Fig. 21T
L7

¥, AZM$E, B77 R 7 7 4 ¥ —REHER
&#, CCL A 7 Vi EFHERMNERASH S @it %
271,

AZM 250 mg £ : 1 $&1z AZM kLT 250 mg ()
PEETHHED T 4 VLT —T 4V TEE

AZM 75 2 R§E: AZM 250 mg gL A—HNBD 7 4
NALA—T 4 Y T§E

CCL25S0mg A2 7 N:1 A X hizCCLE L T
250 mg (F1fff) 2 8ET2HLED2EL 7N

3) EHOEITT

6ERISE 1MHE L, BHL bEEABEL2EMTO
kB kS arbu—F—HEERCE T, 1ER
AT ODRBREAEZIND LFRACHB LR L 2, &8,
key code It, I hua—F5 —EHFEEL T2,

4) ‘EH

HREEDORBIECEFEEOE VIE» S AZM B0
BE&i1E28E%*1810B, CCLEDEAIX1IELAD
ZTenE1H3E, WFhbARBEORETSZLLL
720 ERENTHERNC SOV THREIEFOERR 13405 T2,

5) E5®EB X URSHE

L #: AZM 250 mg (Affi) X1 [E/H, 3 HFHE

H B: AZM 500 mg (J7ffi) x1[E/H, 3 B

CE:CCL 250mg (f1ffi) x3[E/H, 7THM (712
L, BVEICOWTIX 10 HE)

6. AAITRENE

L&, H#OABLOBATREE >V TIZa v b

group: L group: H m group: C | I | | [ |

@: azithromycin 250 mg tablet
O: azithromycin placebo tablet
B cefaclor 250 mg capsule

Fig. 2. Test drug design.
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1) oKk, BRERATo4F, 707
YMFIE & oo = —RIMEAF (G-CSF, M-CSF) &
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NMEEREHRE (REH IRES) CREEEXL,
MEOSMFEE, HRAIES L UHACEREEIME
EO v AZM 8 XU CCL @ MIC HilE (M 10°
CFU/ml) %»EHL 7z,

6) BEFEER (BIER)

B 5ph%, BEEECHMEROFRLERL I,
PEAEREROSREBL L B &1 i3, ® DEER, BE, BBR
B, 0E, &% PHMcERERAKCRERTS
el gk, HBREHLORRMBEERD S BT
¥EL, 1, 2, 3EHEEINLLDR, HBREAICLS
BlEA E LTEHL

1. o ciEDHD

2. ZNKMEDHD

3. BEDIZLLLARY

4. BEZwSLL

5. PBS#ERL

7 EBRKRE

FERI: L THEHEE B L UBKBRERIC TEROBK
BEZERBL I,

(1) MHERE: GMmERY, RO, ~ESot,
A% 7Yy ME, BIMRAE, /MR

(2) FF#&fesR&E: S-GOT, S-GPT, ALP, £V A E
v (E# - g - 8)

(3) BHaemE: BUN, v 7F=v

(4) RHR:-®O, #, vovy /5y, vE (EAQ
BB E)

(5) Zoft: MFEME, MiFY VIEHE, RORKE
HE (1 65fEE), CRP

B, REMKBBECERREBEOREEH *FD 15
Biid, RBREF L ORRBFRLEMGKEAKICECA
L, FEEE - EH#EICET 3 £ TRlRERR D BB
FEETBHIEEL,

RELHOHE AR CEREEZS [MEECL S
BRIEFIC 57 2EIERA, BERREMRE OHEEE '
IRV, TRERIEA & DR EBIR I LR OREER DR E
FREIC 5 BRPETHIEL, 1, 2, 3EHEESRIODRIE
BEF I L 2EKREBEORELEE LTEF LI,

8) FHll - BEDOFK

B EFERE X UL RAEESHIEOFMA (&5 3
He, 5H#%, 7H®LZUEVEIZI0HE) cBES
nhTuiWwigs, ZoRBrBREshTuhiE, TDR
BTRMToz LI, Tbb, FHiH 3 HEROSE
2ix4 0%, 2 H%, FEEHS HEOEEZI6 BE, #F
ME7TEHROESII8H%E, 6 0%, FMHI0BE
(BVE) OBESI311 BE, 9 BEROELIFEL THEL
720

kH, BfEERS & CemRSEE OB BT
bi-->T, FAERME DBRES—TRERDBE DEUER
WRHBTOEBY & LT,

(1) BEMEEOFTEBREIREEOBET, MKE
R MEIMEE & 0 MO ERRBEMBS LT
AT, FORMEUHWMEE OMME LT

(2) 3 (2~4) HBEOMBHNKREMOHE L3 HED
RARIERE L Lo

10, HEHEB L UEM

1) HBRIBNEEC & 2HE

(1) ERPRBHER

B MR, MEFFROHEBE b EICRD 4 RFETH
fliL 720

1: ¥, 2: 8%, 308, 4 8Y

2 &ek

BIEA S & VEEREBEORKEMOER, BELN
EL, RO 4ERPETREL 72,

LELTHD, 2.12RKLTH5, 3 TLHICHED
b3, 4 BETRL

(3 HHAM

BERSRE L TR b LI RD 4 BREETHHE L 72,

LB THA, 2E8H, 3:PCFH, «BRAKLL

Enrolled
Group L: 24
Group H: 25
Group C: 27
Efficacy Safety Usefulness
Included Included Included
L: 22 L: 24 L: 22
H: 22 H: 24 H: 22
C: 24 C: 26 C: 24
Excluded Excluded Excluded
L:2 L:0 L:2
H: 3 H:1 H: 3
C3 C1 C3
Statistical Statistical Statistical
test test test
(x2test) (x test) (x2test)
NS NS NS
p=0.909 p=0.621 p=0.909

Group L: azithromycin 250 mg/day
Group H: azithromycin 500 mg/day
Group C: cefaclor 750 mg/day

NS: not significant

Fig. 3. Patients enrolled.
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(4) HMEEEMRHE

SR OWERE b LITRD 5 BRFE T L 7.
LHE, 28Y, 3 EER, ¢ FEK, 5 TH

2) EFIMRNBALIC & 2R

Key code MOBAHATICIERRIEYIEAT & D R XN EE
PIEEH AR OTHBEEL b 12, BARDBRASHRE
HEANIC & 2T OR UM BRI L 1

® Dfth, FERHFME_E ORIBARIC DV THBRE K ERT &
WAL, EFOIK B L CRKRHE 2T 10

11. EPIRFZERSE
FHRER, EMEELE,
fo—5—THRL T2,
12. avbo—5—
EXFLHEY L, HEREX (L#, HE) ONER
EOBATEXEORIE, EFORERFITIF, Key
code DIRE LB, MITAHORE, HBROABRK
BMOAREMDRIE S ¥ 21T> 72,

13. & #7

57— & f#f712, Key code DBIHATICEE X /- fB4T
HHEbEDwTarvbo—5—DiEXDb LICT 71
Y —RRRASHEERITRSER L 72, & EFMEHR
HORE, ¥RETFO IREHBOSHDRD ORI
X, A7) —CEFEENEET SEFICHLT

Kruskal-Wallis E, #3 TRZVEAFEIHLTASZ
ﬁ?ﬁﬁ RRWw,

AEBROEEEMNNLBEL HEMOKKTHS Z
E, BEIUAZM?2 AREEL CEMOHBUENRTH
bbb, HiELBREORNEHE OB R ICIT
ot. HKR, KM, ARAOLRICIZILEEH
BMTiz Wilcoxon 2 MRAME, LBHZIZHEEC
EMTIISEE ¥R L THEHFT— 5 T 5 Dunnett
HMEEAVE, A, SREIMEEOR, Hk
ERR, SMEOMR, REROREARE, HMKREM
DREEMORBEEDOLEICILELHEMTR
Fisher M€, LEH2 VI HEL CEMTII2lT—

Table 1. Reasons for exclusion

Efficacy Safety Usefulness
Reason
LHCLHCLUIHTEC
Drop-out without administration 1 1 1
Disease not included in protocol 1 1 1 1
Discontinuation of treatment 2 1 2
Cefaclor prior to test drug administration 1 1 1 1
Noncompliance 1 1

Group L: azithromycin 250 mg/day, Group H: azithromycin 500
mg/day, Group C: cefaclor 750 mg/day

Table 2, Background of the patients

Group L Group H Group C Statistical
Characteristics No. of cases 22 22 24 test
male 12 9 11 NS»
Sex
female 10 13 13 p=0.656
Age ( ) range 20~72 18~83 16~74
ge tyears mean +SD 43.3£17.6  43.9+19.6  43.0+17.8
In/out patients in-patients 1 1 3 NS»
out patie out-patients 21 21 21 p=0.486
II 7 4 9
N 1)
Disease group v 5 7 3 —05473
\ 10 11 12 p=7
mild 4 1 2 NS
Severity moderate 18 20 21 —0.212
severe 0 1 1 p=0
no 19 18 21 NSV
Underlying disease
nderlying disea yes 3 4 3 p=0.850
C lication no 15 18 19 NS»
omplicati
P yes 7 4 5 p=0.526
Antibiotics prior to test no 20 22 24 NS»
drug administration yes 2 0 0 p=0.116
Surgical intervention no 2 21 23 NSP
urgical inter
€ yes 1 1 1 p=0.997
tati 3
State of disease at St lona.ry 2 3 NS®
first visit aggravating 16 20 19 =0.477
frst vist remarkably aggravating 3 0 2 p=0

Nx? test, ?Kruskal-Wallis test

Group L: azithromycin 250 mg/day, Group H: azithromycin 500 mg/day, Group C: cefaclor 750 mg/day

NS: not significant
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Z X3 % Dunnett M E % v 7o, 70, SBED
AHOLLBIC XY 1 ZRRE, MIC O D LLBIC 1T
Kruskal-Wallis E 2 a7z, 28, REOHEKM
BRI 5% & L,
II. # 3

1. ERIOWR

Fig. 3CEROMR ERL o, BRI ETEH B 76 5
(LE:24%), HE: 256, CEE27H)) D55, BN
KREFABIENESH (FnEh226, 228, 24
Bl), REMT4H (FRFN24PF, 248, 2650, H
AMe8sl (EhEn224, 226, 248 THo iz,

TN OMEEE b 3 EHFEMIC 38\ TR RIESIK
REBRRZRD 3B 5ot

PRI R & MRAF L - EF DA IE Table 1 iZ/R L
2o

2. wWREAETF

1) BEOWRHETF (Table2)

BYWHRT RESIC BT, &, 8, AK-#
3k, AR, EERE, EWER - SUHEOHEHR, MK
DHTREDHE, SABEILROER, HRMERRY
FORBRERFODHFICMLT, IHMcEELRD X7
Dohnholk,

Table 3. Isolated organisms before treatment

G G G Statistical
. TOup Troup roup test
Organism L H C
x? test
S. aureus 8 4 6
CNS 4 5 2
others 4 1 3
E. faecalis 1
Monomicrobial Corynebacterium spp. 1 1 NS»
isolation GPR 1 p=0.540
C. freundii 1
S. marcescens 1
M. morganit 1
Propionibacterium sp. 1
subtotal 16 10 11
S. aureus, CNS included 1
S. aureus +CNS 1
S. aureus included 2 2
S. aureus + Streptococcus sp.
. 1
+ P. aeruginosa
S. aureus + Corynebacterium sp. 1
S. aureus + P. mirabilis 1
S. aureus + X. maltophilia 1
CNS included 3 3 4
CNS+CNS 1 1
CNS+CNS+NFR+P. acnes 1
Polymicrobial CNS+ a-Streptococcus sp. 1
isolation CNS+ Corynebacterium sp. 1
+ Peptostreptococcus sp.
CNS+ Corynebacterium sp. 1
+ P. acnes
CNS+ P. magnus + Bacteroides sp. 1 1
CNS+ V. parvula 1
CNS+P. prevotti 1
others 1 2
C. freundii + Citrobacter sp. 1
+ Bacteroides sp.
NFR+P. acnes 1
P. magnus + Peptostreptococcus sp. 1
subtotal 6 8 4 NS»
Total 22 18 15 p=0.434

CNS: coaglase-negative staphylococci, GPR: gram-positive rod, NFR: Non-fermentation rod
UDistribution of S. aureus, CNS VS others, ?Distribution of organisms in monomicrobial VS

polymicrobial isolated organisms

Group L: azithromycin 250 mg, Group H: azithromycin 500 mg, Group C: cefaclor 750 mg

NS: not significant
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2) 4 EEBE (Tables 3,4) T4 BRIz 3 AZM O MIC O ¥ — 2 1% 0.2~0.78 ug/ml

BEAMcRBaSn e 2 MBONIRIZ, 3EFIFELY S %9, CCLOMICOY —2130.78~3.13 ug/ml T
aureus 3 & Uf coagulase-negative staphylococci (CNS)  # = 7o MICso 8 & U MICs iz ®£h ®h AZM T 0.39
DIBAMENT, BREEOSMBEES L FE£DOMIC  pg/ml, 6.25ug/ml, CCL T 1.56 ug/ml, 25ug/ml T
AL T, IRABMERLZMD EDSLLD BT
27 3. ERKZNR (Table5)

2OMECINT 2 AZM B X UCCL O MIC 2 f % BEYE ((HY) ULowWea) RLBTT77.3%, H
ENEFNLE, HE, CBRCAUTRLE, 22KER BT90.9%, CHT66.7%THD, WHEIILE, H

Table 4. Sensitivity distribution of isolateds (10° CFU/ml)

Tested Treatment MIC (ug/ml)
drug group  g£0.025 0.05 0.1 0.2 0.39 0.78 1.56 3.13 6.26 12.5 25 50 =100

Total MIC,, MIC,o

LAY 1 1 3 9 3 3 2 1 1 1 1 2 28
AZM H B 1 1 4 5 4 6 1 1 1 1 1 26 0.39 6.25
c(cy 2 2 1 3 4 6 1 1 20
L (A2 2 1 1 1 5 11 3 2 2 28
CCL H (B2 1 1 3 2 5 3 6 2 3 26 1.5 25
C (C2) 1 2 2 3 3 4 2 1 2 20
Statistical test (Kruskal-Wallis test)
Al: Bl: C1 NS. p=0.889 A2: B2: C2 N.S. p=0.870
NS: not significant
Group L: azithromycin 250 mg/day, Group H: azithromycin 500 mg/day, Group C: cefaclor 750 mg/day
AZM: azithromycin, CCL: cefaclor
Table 5. Clinical efficacy
Clinical efficacy Efficacy rate (%) Statistical test

Treatment No. of

Wilcoxon 2 Dunnett

group  cases excellent good fair poor excellent 2good
Sample test type test
L 22 9 8 3 2 40.9 7.3 H:; 2‘559
-H: p=0.
22 9 11 2 40.9 90.9 L-H: NS
p=0.593 H-C: NS
C 24 8 8 5 3 33.3 66.7

p=0.296

Group L: azithromycin 250 mg/day, Group H:-azithromycin 500 mg/day, Group C: cefaclor 750 mg/day
NS: not significant

Table 6. Clinical efficacy by severity

Clinical efficacy Efficacy rate (%) Statistical test
Severity Treatment No. of Wil
group cases excellent good fair poor excellent 2good ilcoxon 2 ett
Sample test type test
L 4 1 3 1/4 4/4 LC ;“;
-H: p=0.
Mild H 1 1 0/1 1/1 L-H: NS
p=1.000 H-C: NS
o 2 1 1 1/2 1/2 p=0.992
L 18 8 5 3 2 444 72.2 L-C: NS
H: p=0.611
Moderate H 20 8 10 2 40.0 90.0 L-H: NS
p=0.671 H-C: NS
C 21 6 8 5 2 28.6 66.7 p=0.274
L 0
Severe H 1 1 1/1 1/1 No test done
C 1 1 1/1 1/1

Group L: azithromycin 250 mg/day, Group H: azithromycin 500 mg/day, Group C: cefaclor 750 mg/day
NS: not significant
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BFEbI240.9%, CBT3I3.3%THo7c, LB HEE
MBLULBHI2VIIHB: CHMcBLT, BEE
BERDShEhoT,

4. EFEEFIEERZR (Table6)

BEFTH (LE4G, HEEL1B, CEE24)), &
FEIZSIF (FnEFN 18K, 204, 214)) THD,
EEFZ2H (HEL1H, CELIA) Tholk, 280
HER AR DEFRNERAS T TREORNMITbR
ROETORBMHTREZRMIC D 2 L ¥ I hiclniR
ALl BEMCBII2EREIILEBTIHT 45,
H#ETIfF 14, CEC2Hh1MTH- -, LEE
tHEMRBIULEIZWLIZHEL CHMICBNVT,
EEEZRBDohEho Iz,

PEEMNCBTIEHRRILETT2.2%, HET
90.0%, CBT66.7% Th-o7, LEFL HEEM, B&
VL#HI I HEE CHMcBWLT, ARERIRED
shizholz,

BB 2EMULOERTHE, CEBELbLIZ
15H 1 RTH - 72,

5. HBEFIKKRIE (Table7)

FBUBRCBT2EHRILBTIHG45, HBET
4Ph 4 Bl, CEETIRF 7HITH -, BIVERZBIY
ZEYMEILECSHG4H, HETTHF6H, C
BT3fihifitho7co BEVEHICEITI2ERFTIIL
BT90.0%, HET90.9%, CET66.7%ThH- 72
WTNOEERS LB HEM, BIULEHZVIR
HEL CHMIcsWT, AEEZEREDShRD ST,

6. SMERHHITOBKLER (Table8)

B SHBRTOBEISRE S W ERIC B 5 BE
X LBT85.0%, HEET93.8%, CET80.0%TdH
S, LEEr HEM, BIULEHIVIIHEELC
BECBLWIHEREZERED SN RS T,

7. PMEHZAIEMHEHE (Table9)

NEE (®53H%, 5%, THRAZLEVERR
10 H#) FliceMmBBm LB Lz, 3HROHBXK
(e ULEo®E) I3 L3T68.8%, HEET4.4%,
CET68.8%, 5HEROUBEIZLIETT6.2%, HEF
T100%, CR#768.2%, 7TH#® (BVE#HIX10H®R) O
XTI LRET86.4%, HEET 100%, CHET70.8%
Thol, WTHOMHEES LEL HEMIIBWTEH
BERTHONLLol, £, LEHIWIZHEL
CEMIBWTR, FMEEX3IAHINEZOSEMELHR
LTESY, FEROIKTIED A4, 5 HROLHRHK
BEICBVLWTHRELCELOMIE, MHMCHEERZY
FEHoNnT (p=0.029), 3H%K, THHRELIZI0BR
DLEEDZVWIIHEL CHMIBLWIARERIZDS
hizhote,

8. FHliAFIEMHERDOHR (Table 10)

BIEROBEDOAME L U2 HB L U HE I
Tl TRTOEICBVWT, 5% 3IEHE, 5 HE,
TH#® (FLEBEVEIIZI0AR) L&BT 51221 T
ERDBEFENEBD iz,

9. MIEFEHMZR (Tablell)

HEAE (HEABLUARROFE) 13 L#T80.0%,
H#T793.8%, CBT69.2%THh, LEL HEMS
SULEDHIVIZHEL CHMEIBLWITAEEZIIEAD
SN oTz,

10. WERIMEENZR (Table 12)

BB BER BT 2 S, aureus DEERIZL B
TTHH7H, HET4BP45, CEHETSHF 45
Thol:, BHEIMERNOWMEEIZLBT85.7%,
HET90.0%, CEHTIRF7H QHEXRMDID%
FRIHT ) Tholz, BEBRIMEROHEEXL
BCo6pdapl, HETC6Bh6H, CEHETLFID2

Table 7. Clinical efficacy by disease group

Clinical efficacy

Efficacy rate (%) Statistical test

Disease Treatment No. of

group  group cases excellent good fair poor excellent 2good Wilcoxon 2 Dunnett
Sample test type test
L 7 2 2 2 1 2/7 4/17 L-C: NS
H: =0.723

II H 4 2 2 2/4 4/4 L-H: NS P
p=0.275 H-C: NS
C 9 3 4 2 3/9 7/9 p=0.672
L 5 2 2 1 2/5 4/5 L-C:NS
-H: =0.257

v 7 3 3 1 3/7 6/7 L-H:NS P
p=0.861 H-C: NS
C 3 1 1 1 0/3 1/3 p=0.133
L 10 5 4 1 50.0 90.0 L-C: NS
-H: p=0.547

v H 1 4 6 1 36.4 %9  LHNS

p=0.640 H-C: NS
C 12 5 3 2 2 41.7 66.7 p=0.842

Group L: azithromycin 250 mg/day, Group H: azithromycin 500 mg/day, Group C: cefaclor 750 mg/day

NS: not significant
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Table 8, Clinical efficacy by organisms

Clinical efficacy

Efficacy rate (%) Statistical test

Treatment No. of

Organisms Wilcoxon 2 Dunnett
group  cases excellent good fair poor  excellent &good Sample test  type test
L 7 4 1 2 0 u1 s L-C: NS
2/4 gy NS P09
S. aureus H 4 2 2 0 0 p=0.835 H-C: NS
c 6 2 ‘ 0 0 2/6 6/6 p=0.881
L 7 3 4 0 0 oM ::_‘3 6”02

Monomicrobial -h B

5/6

isolation others H 6 2 3 1 0 2/6 /! p=0.521  H-C: NS
C 5 2 1 2 0 2/5 3/5 p=0.949
L 14 7 5 2 0 50.0  85.7 L-C: NS
9.0 L-H: NS p=0.742
subtotal H 10 4 5 1 0 40.0 . p=0.773  H-C: NS
c 1 4 5 2 0 3%6.4 818 p=0.922
L 6 2 3 1 0 2/6 5/6 H:)’ ::

Polymicrobial L-H: NS p=0.
isolation 6 3 3 0 0 3/6 6/6 p=0.423 H-C: NS
c 4 1 2 1 0 1/4 3/4 p=0.438
L 20 9 8 3 0 5.0  85.0 L":; :‘950

-H: p=0.

Total H 16 7 8 1 0 43.8 93.8 L-H: NS

p=0.833 H-C:NS
c 15 5 7 3 0 3.3 80.0 p=0.568

Group L: azithromycin 250 mg/day, Group H: azithromycin 500 mg/day, Group C: cefaclor 750 mg/day

NS: not significant

Table 9. Improvement rating by evaluation day

Improvement rating

Improvement rate (%) Statistical test

Evaluation Treatment No. of

day group cases ¢ 4 + + 0 X i 24 >+ Wilcoxon 2 Dunnett
Sample test  type test
L 6 2 2 7 3 1 1 2/16 (12.5)  4/16 (25.0) 11/16 ( 68.8) L-C: NS
“H: =0.942

3 H 8 1 4 12 1 118 (5.6) 5/18 (27.8) 17/18 (4.4 " NS P
p=0.277  H-C: NS
c % 1 2 8 3 2 1/16 (6.3)  3/16 (18.8) 11/16 ( 68.8) 0=0.261
L 21 3 7 6 3 1 1 3/21 (14.3) 10/21 (47.6) 16/21 ( 76.2) L-C: NS
-H: =0.390

5 H 2 3 10 9 322 (13.6) 13/22 (9.1 22/22 (100 ) NS P
p=0.253  H-C:NS
c 22 1 6 8 4 2 1 1/22(4.5  7/22 (31.8) 15/22 ( 68.2) 0=0.029
L 22 12 4 3 1 1 1 12/22 (54.5) 16/22 (72.7) 19/22 ( 86.4) L-C: NS
“H: =0.254

! 2 9 10 3 9/22 (40.9) 19/22 (86.4) 22/22 (100 ) L NS P
(10) p=0.909  H-C:NS
c 249 4 4 4 2 1 9/24 (37.5) 13/24 (54.2) 17/24 ( 70.8) p=0.244

H# cured, 4 markedly improved, +: moderately improved, *: slightly improved, 0: unchanged, X: aggravated
Group L: azithromycin 250 mg/day, Group H: azithromycin 500 mg/day, Group C: cefaclor 750 mg/day

NS: not significant

FITHotz, WThd LB HEMBIULEH
WHEE CHMc L IERERED N o7,
11. SEEOHK (Table 13)
SEESECBIHHAEIILETS6.2%, HET
95.8%, CETT73.7% Ch-olz, LB L HEMB LU
LEHFZ2VWIZHE: CHHEIEBLWIAREZEREDH
oz,

12. EIfFA (Table 14)

BIFRR L BCEBEOER (146) tBEOFRIHR
B (1f) oft2sl, HBECEEOTH (18) Lt&F
OTH - OOTRh 1H) Ot 2flB LU CEBcHSE
Eotro& (14) LBEOERS (18H) Dit2fs
Boohl, TOREFAZECEHLTCLEL: HEEB L
UL#EP2WIEHEE CHMIIBLWIAREREDS
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Table 10, Clinical course of symptoms on each evaluation day

. 7 (10) days
Evaluation day Start of treatment 3 days after start 5 days after start ) day
after treatment
Treatment group L H C L H C L H C L H C
@
3 11 11 8 3 1 1 2 1 1 2 2
2 10 10 13 5 5 5 6 4 8 2 1 4
Redness 1 1 1 5 10 8 7 10 10 5 10 8
0 3 2 2 6 7 3 13 11 10
mean 2.5 2.5 2.2 1.5 1.3 1.3 1.2 1.0 1.3 0.7 0.5 0.9
SD 0.6 0.6 0.7 1.0 0.8 0.8 1.0 0.8 0.8 1.0 0.6 1.0
@
3 12 9 6 2 2 1 2 2 1
2 8 12 17 5 3 4 6 2 7 1 4
Swelling 1 2 1 1 6 12 7 4 11 7 5 8 8
0 3 3 3 10 9 6 14 14 11
mean 2.5 2.4 2.2 1.4 1.0 1.3 0.9 0.7 1.2 0.6 0.4 0.8
SD 0.7 0.6 0.5 1.0 0.6 0.9 1.0 0.6 1.0 1.0 0.5 0.9
)]
3 7 6 5 1 1 1
2 8 7 8 2 3 2 2 2 1
Spontaneous 3 6 9 ¢ 5 7 3 4 6 3 1 5
pain 0 4 3 2 9 10 7 15 16 14 18 20 19
mean 1.8 1.7 1.7 0.7 0.6 0.7 0.5 0.4 0.5 0.3 0.1 0.2
SD 1.1 1.0 0.9 0.9 0.8 0.7 0.9 0.7 0.7 0.7 0.5 0.4
@
3 8 9 10 2 1 2 1 1
2 10 10 10 3 4 5 2 2 8 4
Tenderness 1 2 2 2 5 8 7 7 8 7 5 4 4
0 2 1 2 6 6 3 10 12 7 16 18 15
mean 2.1 2.2 2.2 1.1 0.9 1.3 0.8 0.5 1.0 0.4 0.2 0.6
SD 0.9 0.8 0.9 1.1 0.8 0.9 1.0 0.7 0.8 0.7 0.4 0.9
©)
3 5 6 7 1 1
2 13 12 14 4 6 6 5 5 10 2 2 3
Induration 1 2 7 9 7 10 11 9 10 8 14
0 4 2 2 4 3 3 5 6 3 9 12 7
mean 1.9 2.0 2.1 1.1 1.2 1.2 1.1 1.0 1.3 0.8 0.5 0.8
SD 1.0 0.9 0.8 0.9 0.7 0.8 0.8 0.7 0.7 0.8 0.7 0.6
@
3 2 1 2 1 1
2 9 7 8 2 1 3 3 1
Pus 1 4 6 3 5 7 2 7 7 2 3 2 6
0 6 5 10 7 8 10 10 11 14 17 17 16

mean 1.3 1.2 1.1 0.8 0.6 0.5 0.7 0.5 0.6 0.2 0.1 0.4
SD 1.0 0.9 1.1 0.9 0.6 0.8 0.7 0.6 0.9 0.5 0.3 0.7

@®: aggravated from severe, 3: severe, 2: moderate, 1; mild, 0: none

Group L: azithromycin 250 mg/day, Group H: azithromycin 500 mg/day, Group C: cefaclor 750 mg/day

Nihotz, WFhOEWEALRERTHE, 2HURIC HMBIULEHZVIIHEL CHBEBLWIEERES
HEL . EE N (RS R
13. EBERREMEOREKXE (Table 15) 14. %&£ (Table 16)
ERREEORELEHIILEC 2 BEYLEY 2R ((Z2Th2] OFE) B LETS3.3%, H
DEZELA 1M, BUNOEEER14), HEFw 16 HT87.5%, CETS8.5%Thol, LEL HEMSB
(ALPOEBE LR) BIUCHC 16 (FEROEE JULBHEHIZVEZHE: CEMCBLWIEEZRID
%) cEHLon, TORBAFAECEHLTCLELH Mo Tz,
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Table 11, Bacteriologic response

Bacteriologic response Eradication Statistical test
Treatment No. of rate? Fiohers  Dunnett
group  cases eradicated decreased replaced unchanged (%) exact test  type test
L 20 15 1 1 3 80.0 L-C: NS
L-H: NS p=0.644
16 13 2 1 93.8 p=0.355 H-C: NS
c 13 7 1 2 3 69.2 p=0.160

Yeradicated +replaced/No. of cases

Group L: azithromycin 250 mg/day, Group H: azithromycin 500 mg/day, Group C: cefaclor 750 mg/day

NS: not significant

Table 12, Bacteriologic response by organisms

Bacteriologic response Eradication Statistical test
Organisms Trea::lnent I::;e:f ) q aced nanged rate" Fisher's  Dunnett
group eradicated decrease replace unchang (%) exact test  type test
L 7 6 1 /7
S. aureus H 4 3 1 4/4 No test done
Cc 5 4 1 4/5
L 7 5 2 5/1 1-'(:: ;‘;
i : L-H: N p=0.
MOTIOmlC.TOblal others H 6 4 1 1 5/6 _ S
isolation p=1.000 H-C: NS
C 4 2 1 1 3/4 p=0.933
L 14 11 1 2 85.7 L"‘:; :‘22
-H: N p=0.
subtotal H 10 7 2 1 90.0 L-H: NS
p=1.000 H-C:NS
C 9 6 1 2 7/9 p=0.676
L 6 4 1 1 4/6 L‘(‘:): ;q‘;
. . “H- p=0.
Po{ymlcroblal H 6 6 6/6 L-H: NS
isolation p=0.455 H-C: NS
c 4 1 1 1 1 2/4 p=0.142

Yeradicated +replaced/No. of cases

Group L: azithromycin 250 mg/day, Group H: azithromycin 500 mg/day, Group C: cefaclor 750 mg/day

NS: not significant

Table 13, Bacteriologic response stratified by isolated organisms

Bacteriologic response  Eradication Statistical test
Treatment No. of ——— @ @ e

Organisms . rate isher"
group  strains eradicated  persisted %) Fisher's
exact test
L 9 9 9/9
S aureus H 5 5 5/5 No test done
C 5 4 1 4/5
L 4 3 1 3/4
CNS H 4 3 1 3/4 No test done
C 4 2 2 2/4
L 16 13 3 81.3
Others H 15 15 100 No test done
C 10 8 2 80.0
L 29 25 4 86.2
Total H 3 1 %.8 L-_};' ;g
C 1 14 5 nr P

Group L: azithromycin 250 mg/day, Group H: azithromycin 500
mg/day, Group C: cefaclor 750 mg/day
NS: not significant

15. BHY% (Table17)

ERARERUL) W, LBT77.3%, H#T90.9%,
CHT66.7%Tho/co LEEL HEM, BXULED
Z2RITHEL CHECBLWITAERERE OGP
72

1. # ®

AZM ik, Q15 BR7¥ 74 FRTH 5, QMmESL &
VHBP OB L 60~70 BT H 2, BS. aureus,
S. pyogenes X T AHIHEE IRV Ao v L&
REIETH 2, @BHEMRICEHBEICERD A T hWRE
WMAUTBRE SN OREFMTOBRENBHL 25RY
D ERF >, FMABITICOWTIY, 500 mg BiEIE
5 4~155f% D 25T 2.66 ug/g, 6.36 ug/g, Th
FREM/MEH,IE42.4, 61.7TDF—BEL SR TV
3", % 7., ¥HS500mg, 2~5H 250 mg #E5KT 72
REI% T 0.42 ug/g ODEMANBEVNESh, 2OROM
B3 0.011 ug/ml TR /M4 X 38.2 L |®E
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Table 14, Adverse reactions
Total No. of Incidence Patients with adverse reaction
Treatment no. of cases with of relation
. day of drug
group cases adverse adverse symptoms severity to test dmini ) outcome
evaluated reaction reaction onset drug administration

L 2 2 8.3% Constipation mild 2 Possible continued cured
’ Abdominal discomfort mild 1 Possible continued cured
Diarrhea mild 1 Probable continued cured
H 24 2 8.3% [ Diarrhea mild 2 Probable finished cured
Dry lip mild 0 Probable continued cured
c 2% 2 7.7% Nauselj\ mod.erate 1 Probable conttnued cured
Drowsiness mild 0 Probable continued cured

Statistical test

* Fisher's exact test L-H: NS p=1.000

* Dunnett type test L-C: NS p =0.995
H-C: NS p=0.995

NS: not significant

Group L: azithromycin 250 mg/day, Group H: azithromycin 500 mg/day, Group C: cefaclor 750 mg/day

Table 15. Abnormal laboratory findings

Treatment group L H C
Total No. of cases evaluated 23 21 24
No. of cases with abnormal 2 1 1
laboratory findings
Incidence of abnormal
. 4. .
laboratory findings 8.7% 8% 2%
BUNt* ALPt* eosinophil 1 *
Parameters (17-18-29) (171-+300) (4-11)
(before—after) T-Bilt**

(0.79-1.20-0.52)

Relation to test drug: *possible, **probable
Statistical test
- Fisher’s exact test L-H: NS p=1.000
* Dunnett type test L-C: NS p =0.739
H-C: NS p=0.995
NS: not significant
Group L: azithromycin 250 mg/day, Group H: azithromycin 500
mg/day, Group C: cefaclor 750 mg/day

EANTWB', 500 mg AR 3 BFfIB M 0.25 xg/ml,
W 0.42 ug/g DREAES H 5,

INSDZLERET S L, AZM 3K MEHES O
REDHEMCER L TALMEOHL2ERLEZSN
Tzo BBETOXRFOBKEEIZ1H1 B 250mg ¥ 7
12500mg 3HEARTT IHSN TS, §EIZ1H
AR 250 mg & 500 mg R HE L 72,

XEEIEE LT, (VRELSBROBTEREATY
3, QEEUSEZENTVEY, QEWEHERDO—8
HEERECH T 2EMELLLABOONTLERER
& D CCL #&ATZ,

AZM 250mg & 500mg D IF —EER & L 7243,
CCLRIEME Lo, ThiZ AZM OE Y LK
RRZ2REDOBEMNT, FMEOEE > T3 CCL 2x¢
BeElLT, AZMOEHREBROEAMEL DDV H
D, TOLTELLDORABN L D HEIL 2HWEEAT S 7
DTH5,

MRELICIZ, KFMBIEBORRNIASEIETDH 3
IIE, IVEEL, FROHEBREMSRIFEEIONSE T
EEDBEHTHLVEEELRAL,

Table 16. Overall safety

Overall safety Safety Statistical test
Treatment No. of " ; rate Wil > D
group  cases safe nearly  safety not safe oy ilcoxon unnett
safe problems 0 Sample test type test
L 24 20 ‘ 0 0 83.3 C-L: NS
L-H: p=0.821
H 24 21 3 0 0 87.5 H: NS

p=0.698  C-H: NS
C 26 23 3 0 0 88.5 p=0.993

Group L: azithromycin 250 mg/day, Group H: azithromycin 500 mg/day, Group C: cefaclor

750 mg/day
NS: not significant
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Table 17, Usefulness

Usefulness Usefulness rate (%) Statistical test
Treatment No. of

remarkably slightly i remarkably Wilcoxon 2 Dunnett
group - cases useful useful useful not useful useful &useful Sample test type test
L 22 8 9 0 5 36.4 77.3 C-L: NS
0 2 40.9 g9 LHNS p=0.50
2 o 1 ' ‘ p=0.45 C-H:NS
C 24 6 10 0 8 25.0 66.7 p=0.13

Group L: azithromycin 250 mg/day, Group H: azithromycin 500 mg/day, Group C: cefaclor 750 mg/day

NS: not significant

MBEELIVEBEER DB L, AZM 250mg 3 HEE (L
B) 12841, AZM 500mg 3H B (HE) 114, CCL
BCH RATEMMNSEIFSN, £ VHETIRL
BEI06, HEELLG, CERLRATHENMESEBITS L
DT, BHMOERIBCIZRBD I WEELTLL,

EROBERXIZ LB 77.3%, HE90.9%, CE66.7
BTCH<LB<HBE:L-TWw3, [IE+IVETII,
LE¥8/12 (66.7%), H®10/11 (90.9%), C2£8/12
(66.7%) TCH=LB<HBTH»2, VETIZLE
90.0%, H#£90.9%, CE66.7% CCR<LBE<HZ
TH3, VT b ENCAEEZR L BRFEDO LT
BHEXLE, CHIDIVEREERLTWS, C
HOAEBRIIAEDOBRE ' ICERS LBV, EH
BLL Lol chTCCHEE2FMrzzizTasnl,
EhRZOBKABROBEN TRV, BIRLIX > 2,
FHEDOEE > Tv>5 CCL #1BE LT, AZM D&Y
BREBFFELIONEWNTH S, £5F5L, AZM ik
250mg 1H1E3HM&ES b CCL 250mg, 1 H 3
BI7HM (VEIZI0BM) BRECEBT29R8H
D, AZM 500mg 1H1E3 MRS S cEWEHE %
RLEIRELEZONS,

BRHFIOBFZE S C B (80.0%) <L & (85.0%) <
H# (93.8%) TH5, S. aureus BREFII Vv b3 L
BES5/7, HE 4/4, CEE6/6 DEERERIETH 2, B
HAEIXCEE (69.2%) <L B (80.0%) <HEf (93.8
%) T, S. aureus X L E£9/9, HEE5/5, CEE4/5 T
KLl ZOHRTHAZM O HELSHELIDEL>TW
20,

BEHBOLBBEE IEF OESM % & 5 DI
D, JHH, SHHOEZHREE, UERL L ICHEE
BB CHLH<HHETHS,

EWERATCIIWTFHOBICbEEL DR R KEEXE
JUBIWERER L b 3BMIcER RV, BRREER
HIXLE2H, HEEL1H, CEL1HITHD, wFhb
BEDLDTH B,

ERAML CH<LE<HBEOEIZ->TWT, AZM
12250 mg % 7213 500mg 1 H 1[6 3 HE&% &5, CCL
250mg 1H3E7~10 HHEEICE L6 RWEEZ S h

72

BE, EOE»5ATH AZM 500 mg BED 62 250
mgBLVBOEYEL > THT, BERICbENY
WZess AZM 500mg 1 H1[EH 3 HMESE 2 M8
RIF OB S L TIwIEELT,

1)

2)

3)

4)

5)

6)

7)

8)

9)

10)

X [
Retsema J, Girard A, Schjelkly W, Manousos
M, Anderson M, Bright G, Borovoy R, Brennan
L, Mason R:Spectrun and mode of action of
azithromycin (CP 62, 993), a new 15-membered-
ring macrolide with improved potency against
gram-negative organisms. Antimicrob. Agents
Chemother. 31:1939~1947, 1987
Rylander M, Hallander H O: In vitro comparison
of the activity of doxycycline, tetracycline,
erythromycin and new macrolide, CP-62993, agai-
nat Mycoplasma pneumoniae, Mycoplasma hominis
and Ureaplasma wurealyticum. Scand. J. Infect.
Dis. Suppl. 53:12~17, 1988
Chirgwin K, Roblin P M, Hammerschlag M R:
In vitro susceptibilities of Chlamydia pneumoniae
(Chlamydia sp. Stran TWAR). Antimicrob. Age-
nts Chemother. 33: 1634~1635, 1989
Neu H C :Clinical microbiology of azithromycin.
Am. J. Med. 91 (Suppl. 3A): 125~18S, 1991
Ridway G L, Mumtaz G, Fenelon L:The in-
vitro activity of clarithromycin and other macro-
lides against the type strain of Chlamydia pneumo-
nige (TWAR). J. Antimicrob. Chemother. 27
(Suppl. A):43~45, 1991
Hardy D J, Hensey D M, Beyer ] M, Vojtko
C, Mcdonald E J, Fernandes P B: Comparative
in vitro activities of new 14-, 15-, and 16-
membered macrolides. Antimicrob. Agents Chemo-
ther. 32:1710~1719, 1988
Foulds G, Shepard R M, Johnson R B:The
pharmacokinetics of azithromycin in human serum
and tissues. J. Antimicrob. Chemother. 25 (Su-
ppl. A):73~82, 1990
T F& REMX, kM¥E, REEA, &9 &
Azithromycin 0% | AR —$EKEL X U3 BM
RERSFHER, BREEEELME S
HEEREF¥ S MIC HIEERTEES: BIRE
FHiE#E (MIC) BHIE#HETIZ DWW T, Chemothe-
rapy 29: 76~79, 1981
HACEREPSEVEHHERERNEE S i



VOL. 43 NO. 9 BAEM RN BICX 3 2 azithromycin O AR KE B

849

11
12)

13)

14)

I & BEBRIERIC B BRIER, BMEKREBRE O Bz xt3 % Cefdinir & Cefaclor & )~ B MLEEH

FEEH, Chemotherapy 39: 687~689, 1991

41l B X P REPESRAETTRE: FEY v 15) FEERER, fh (14 MM, BOEAERD): MEMECMMER
Y7 A, [Azithromycinl, 3, 1994 £ 11 A izt 3 % Cefditoren pivoxil & cefaclor £ D_HE
7749 —WE 7Y=L v HE, 199345 WAL LK. Chemotherapy 41:57~77, 1993
A, pp. 48~49, 16) FEHIRER, ftb (15 Midy, BLEMERY): RIEMCMMEE
BH %, $iktZ, W/IEN, THER, NIK B3 3 S1108 & Cefaclor O — R WM LB HBK
¥, ANl &, FHEB: Cefaclor DREMMWE -2 #®. Chemotherapy 42: 326~345, 1994

ESIBC 81 5 prospective  study— AAR{LFE LR 17) FHEXRER, fit (36 MEXL): MIEMLRERBICN T S
£HEIE 43: 27~40, 1995 SY 5555 & Cefaclor D - B WM LLEE K., Chemo-
FCHXRAR, fh (11 MEdk, BB MEMLRMYEE therapy 42: 740~760, 1994

Clinical dose-finding study on azithromycin in the treatment
of skin and skin structure infections
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A multicenter clinical trial was conducted to determire an appropriate dosing of azithromycin
(AZM), a new 15-membered antibiotic macrolide, in the treatment of skin and skin structure
infections. AZM at 250 mg a day for three days (L-group), AZM at 500 mg a day for three days
(H-group). and cefaclor at 250 mg t. i. d. for 7—10days were compared. Patients were assigned
randomly to a drug group after informed consent had been obtained. The L-group and H-group
were given AZM in a double-blind fashoon. The C-group was not blinded. The infections treated
were (l)deep-seated hair follicle infections: furuncle, furunculosis and carbuncle;(2)diffuse deep-
seated infestions: cellulitis, erysipelas, lymphangitis, and lymphadenitis: (3)miscellaneous abscesses:
subcutaneous abscess, suppurative hidradenitis, and infected atheroma. The total number of
patients enrolled was 76 (L-group, 24; H-group, 25;C-group, 27). Clinical efficacy was evaluated
in 68 patients (L-group, 22; H-group, 22;C-group, 24). Safety was analyzed in 74 patients (L-
group, 22; H-group, 22;C-group, 24). Clinical usefulness was evaluated in 68 patients (L-group,
22; H-group, 22; C-group, 24). Clinical efficacy rates were 77.3% for the L-group, 90.9% for the
H-group, and 66.7% for C-group. Differences were not statistically significant. The overall
clinical improvement rates on days 3 and 5 were in descending order of H-group<L-group2C-
group. Differences were not statistically significant. Safety rates were 83.3% for the L-group,
87.5% for the H-group, and 88.5% for the C-group. Differences were not statistically significant.
Usefulness rates were 77.3% for the L-group, 90.9% for the H-group, and 66.7% for the C-
group. Differences were not statistically significant. Bacteriologic response rates were 80.0% for
the L-group, 93.8% for the H-group, and 69.2% for the C-group. The incidence of adverse
reactions and abnormal laboratory findings were low in all three groups, and were all mild.
These results suggest that the appropriate dosage of azithromycin is 500 mg once a day for 3 days
in the treatment .of skin and skin structure infections.



