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SEEHRERY - TULEAE - BRFIINF

BN —ER - kS

[EHIPNEEE ) FEEor, R R L 37 358 D8 152 R W
ERREE" - THEW - EME - BR
AHHE & PRRE— - £T/E - R L) i 2 e R
BT,
WRAFES R ME g Mt Bk
("3 WERERR VL 74 3. 7 R B
B A EOE— - KIBE# FrIiE+
PN g B Ea T L i 2 e A 9 B
EiEEH% 15 H {2 A
BT S B R B I 37 R L1 B R
EHBAER - JII % LT
R BT 15 5 B B L 3% S b R MR
HHEBEL - NHEE—EF - EH B Rk &
BITGERRI R MR e B+ TR R W
A R
HE S TR A o ] o 575 e e

1) -

D EMHRRGREEEN - BXREE
T AR R G AL SE R A
I REWRETERE

0.

CTVRAOTA Y REHEEA

2)

3)

wA #
L RARIRIL B TH BRI A

A4 - EPAI%
I W KA ER A4 52 T B 2R

Y A - HRED - REEE

NN KEEEH M B

% Fd
R XEHKEE - AHERE

wiE g
IR FESE B — N EUE

%E ¥A/ LES
WHRREZEHFEF A BREBENH
(**3, FRBTTH)

o ETISE ARSI

HHOBO<T 705 4 FRITEWH Th 5 azithromyein (AZM) D RIEELIBEE B I T 5
Eit, REBBLUERES®RET L, ERIE LTIHESE1Z250mgF 7-13500mg & L,
BREHEIE3EME L7z, BIXSEFNKIZL128FTH Y, 20 b REFIEIIERIE
116641, Z&t12661, HARAME1I166ITH o 72, BRKRZIRICBITA2EFE(ELI+HR]OE
£)1385.3% (99/116) TH o 7z, MEAFWRIRICBITHHEEE (HE]+ERRJOHE)

73.4% (58/79) TH o7z, BIERIZ 12661665 (4.8%) |

ZEE

Hoh, TORRIKE2H, B

DFEH1E, B HERLIE, W16, 7Y —HEBEROEAIFTHH, WTFROER
LBEETHo7, BRREMEDERELENIL09FIF 16 (0.9%) IFEEERDMEHTD s,

BIVEH, BRRREBEOREELEE S ICHRKL, FICHMBEL2b0E b o7,
Key words : azithromycin, &TEME LIRS, BRRAIRET

Azithromycin (AZM) 1K E 7 7 4 ' —#HFF%E, BHH
L7cxous4 FREEMETH 5, £DOILFEHEEIR
erythromycinM14BIR T 7 F Y IZ A FIVEREZIEA
SN, I6BREZoTWVWED, THIA FEHIRTE
h5Y(Fig. 1)

AZM 3 Staphylococcus aureus, Streptococcus pyogenes’z &
DT T LM HE, Neisseria gonorrhoeae, Moraxella catar-
rhalis, Haemophilus influenzae’z E D75 LEME B L O
Mycoplasma sp., Legionella sp., Chlamydia sp. (23 L TH
BENEETAH, £/, UBR~YZUOI( FOEMY

THLMENA A7 1 VL OFKBE, BEEHOAEZ
TW5?,

KETER SN BRERABFELRIFHTFEOESE
AR E LI EYBREREBR T, AZMIZEMRRB LT
AR, REBATICER, S5ICHEBRNOAMERESRE
MR SINAZLPRES R TV Y,

AIICBWTII1991E L W E T HAB»ITLN, £
DEEUPHERINTWEY, 40, KL IIEHERILR
BRI & 1) K AER R ISR S L3t T 2 AZMD AR
W, TetBLUEREYFMET 2 B THERY, BK

*F700 MILTTHEHAT2-5-1
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BRI 2T 72DT, FORMEERET S,
I. & B /5 &

1. WISk S & UHFgei M

AABRRABREIREAREBLIUMILKREIIBNT
19934E2 A 7° 5199349 A F TCOMMIZEM L 72 (kA
B RS BRIGBRACIERAT | WL R R K ARl
BE & F),

BUEA%E T AHERBRIISHERR 12 3BV T 1992484 A A5 1992
F£I9AFT, HPE TMHABRITISMEZIZBVT19924
12AA2 51994418 F TOMRMIZEM L 72

RERDERIIHR L CTIATEREE & O FRAR SR O 3 it (2 B
T 5 &M (GCP) |2 MF L7z, 2B, RIRESMOFEFTI
BRAATRESREBEACT L, RBROBY, Hiks
SUFHEINDHE, ML L2 +5CHBH LA ET,
BHEEICLIAEELXET ZIIAEICTE,

2. AZMOR M PR DT

1) NRBEHE

HEMEDOHRSG % LEL T 516 E8OE KDL
MASEHNOFMBE L L7,

2) HE&

BEEB L UHSHEIZAZM 500mg (250mg /I fli/5E
X2)OHEEFEOKRS & L1,

BRAEOTENE L VEBEHEICOVWTIIUTOEB YT
272,

(1) H&P L UmBRE

BERAGIIFRERDODBEOEM 2L L7z, fREL
L-EREASIfE L Ty AI e F—ETRERY,
ABEAERTHE L%, —20C THEBERFLL, M1
TWORPUIE R ORMHERIZITY, 1 mlEREL LT
—20TC THEEERF L 720

Fig. 1.

(2) M 5E i

AZMOBBERNE L, (BR) S#LEY— ¥ — TV L%F
BERTFIE S 12 33\ T Micrococcus luteus ATCCO341 & 1RTE
B & B bioassayi:' Ol & VAT o 72, K MAM DN EH
KHE, RS R TFHME R L2, 1%Tween 80%
AO0.IMY) ¥ BRRATHE (pH7.5) 2 #EMA THEY FA4 X
L, SOOHEL %o Bile Lrc, ik F -3 £
DFFMEIHE L 720 B2 AHLM P il BE O PRI RIS L %
Tween 80474 0.1M") ~ ERMB i (pH7.5) T, Mk
DOREM I e b I TER L 7.

3. FERARBYARET

1) xREBR

AZMICBSE AR S NG 2, HESNLEES T
LM, 7T LRMHE, BRMEREIC X B LT OBREE
rxRERE LT,

EIH: EER(FAR)

SR, BWEE X

E A . EEMRAZ

EIVEE  BEK, I, REMR) VN @)K, BIEH,
2 M %

HVE O ETIRE, (LIRETRRE, BREEHHE

EVIEE S - S - FIAIL Lo RE S (RO
bDIZRB)

2) MRBE

BRI & U CHIERYEE & L COER, FrRASHELE
ELWLFSEDI6HELU LB KMOBEL TR L L
720 F72, MRB LA - SARDOFIEAR & L7z,

B, DTOWThPIlEZLT2EBZRIFABR» LR
L7

(1) fERDO~7Z7OI74 FRUEEIHLTT LV

- 2H:0

Chemical structure of azithromycin.
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F—OBRFEDH B BE

(2) BEFEHFICTFRIAREBESNIBES LU
ER I CIIETHOEMER - SEE T 2 BB

(3) FREROMICMOMEEINEST SN, BLICHER
DYEFELOOHLHE

(4) LIATICAZMAME S SN2 bbb BE

(5) AZMPEMEEZONBIA VA, HELED
BRYYEDBE

(6) EELEDHLVIIIFHEMEL T 28E

(7) HHBEIFELTVWATEROH L BEL X
UILFnBE

(8) BOMKIMTH > THBILAHELBE

(9) Zofth, EUEMAITEE L TIEY & M L
ATy

3) B’EEBIUHKRSHIE

KA 250mg N fli/ggx WAL, EHI & LTLE
250mg¥ 7213500mg* 1H 1E3 AR, & ICEORS L
770

4) BEREFB L USNFLE

(1) MoREE, r-7o7) P HEHBLIFaO = —
RIBEF & OFRIZEZIE L7,

(2) BIBEEATOAFN, EAFOA FHAEH,
BEERR, HABESZ EIZERE LTHALRN
L/,

(3) HEBEBOBRBIILELER KRS L TWEHE
B FEEZLZE AL,

(4) BFRAlE LCHRESHMTOEEL BRI L T 5508
LB IIfTb RV & & LTz,

5) #i%, ®ME, FMEEE B L OERKLY

(1) BRIRETR

O EEE

BERGEICEBERBI UL EREZHEL, LT
D 3B R TEHE L 72,

1LBE 2. 9%E 3 BEE

@ "

5 FGA B S LUF O 3B s TR L 72,

1 ETEE 20 BALA 3 ABE L

@ &R, BEER, MEFRR

5546 A, 3H%, 5E% (EAEEH), 7%
VEEILIOR®&) BB T A L & LT,

2B, BEVFMEDBERIITObRTW R WIEAIT,
FTEDEBZHRIHOBE THIEL T,

KB IIEEROESKEL LT,

HEER, tETFROKEENOFMEEE ZLTO L
BhEL,

EIH: BF, BE T, R EER

SEIE CAEKS, HREE, TE, &, EE, B

FIME B, KE, UbA, BEFE

EIVEE . TS, ERE, W, SR, R

VR WS, BERE, ER, BAR, JER, PEK

EEVITE . BN, I8, J67%, NOAR, BEMR, PRSI,
fi-ganhi( 3

B EEIR, MRERT R ORI LT D5 E R TR L 72,

Ozl LIEE 224%% 3IHE O BE”»L
WE L 225e

@ EixkEE

KiR, BEEIR, MBEFRICOVWTEBEBE RS
AR RILBL, HE, EHRE, Wk CRuE A%
B L UME DGR R TR L 72

(2) HIWZERRE

FRERD O ORAFIRIUIIR S AR B L VBB REICT
BEZBR D SEME L 72o MIE O RE, FEB L UMICOHIE
VB AR SRR IS, BT T HART
13 (BR) =LY — o — T LERER RSB ICB VT,
BB IR TIE 7 7 1 H— I ) FFEME L~
MR RZBICBNT—FELTITo7, 372, Bk
WBWTOHEERRD, BT, FES L UMICH
WELFEEL 2

(3) BRktR#E

JRA) & LTS5 F%6E, 3~5H%, 7TH#RT-IIRK
BEHICUTOREYERL .

@ miEHwzE

RIMERE, ~NEZOEY, Avhs )y M, QM
¥, BMIKSE, mAMRELR L
@ PrHesERE

S-GOT, S-GPT, ALP, EJ V¥ ¥ (& - ),
y
Q@ EHEERE
BUN, M7 L7F=vil
@ REFR

&H, ¥, vov) sy, il (BaBEOSS)
»
® Zoft

MEEHE, RILERIEFEEE (18$/ME), CRP%Z &

B, BRREMBORELEHOAEISHBEOEEH
BB LUBRCERELLHEEIC X 2 E8BERICE
FAEIVER, BRRREERE OHELE? OT, b2
BIEFREE L) B LTHE L,

EREB L ROGEIEEEE 3B 5EcET
ZEITHRZRY)EBHFAETT AL E L, T/,
AZMEDRREBEFZR* LT OB THEL, 1, 2, 3k
HESNDDEZERIZ L HRREEORELH L L
72

1. o icEEDd D

2. Z5HEDY

3. BEHz0bLnkn

LDH %
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4, BEZZVL LW

5. BIEZRL

(4) FEREEIR BITER)
FEPEFERATREL L7234 I F DOREIR, 185, %A,
B, $IR% e EMICEMRL, S S5IERMNYEELT A
¥ CTEHRE L,

F72, AZME ORREMARIIERERE OIH & BRI
EL, 1, 2, 3LHEINADDZEIERE L7

6) XR¥E

BRHR, T, FHREORRYE LI LEM AT
v, M ZEREIR O E LGRS EM AT - 72,6

(1) ERRZHR

iR, BEER, MERROMEBL L LICUTO4E
TR L, HIEATE Lo 2B HEAEE]
L7

1. % 2. A% 3.

4. EH

(2) MEFHHHE

SEEOEELY D LICUTOAERTEHFML, HEs
TEALholBE [ ARBEJE L,

1. H%k

2. WA IE—ERIHEK

3. A%

4. BRA

(3) &&=t

BIER B L UBKREEOREEBHORELHRL
T, UTO4EBETHML, HETELhotHEICR
MHEREEIE L7,

1. MEZL

2. ZIZRELR L

3. RRXMEND D

4. FAENDH B

hB, WAL L UVBRREECRELHEVIILE
BIZET B EEff IC oV T, RetRETERE GRERK
e NESEHE EE OB SUEREFSEEY L
BE|BYEMOFHENZ UM EHEE L 72

(4) HRAMH

BARMEB LUREMEHMEL T, UTO4ERRETE
ML, HETE LD oA I HEREEIE L7

1. BOTHH

2. HH

3. RREH

4. BERBZL

7) AEEEF ORER

BIREHE % %7 & 2 WERD, 185EF Tk L7 ES
B LU BEREEREN % EAREAES O L OB
B REFRE A TRET L, BUEMOTHEOD LITR
E L7,

RRAEI

I. # b S

1. AZMORZMA B & UL AR B EE DORE

YT EEEFISHIC T L, AZM 500mg % Hi[E %5 L 72 BF
O Rz AL EE 33 & OHf = i % Table 18 & U'Fig. 2
VT L 7ze #0514 ~ 150 £ 0D B2 M AR R P il % 13 2.66
~6.36pg/gT, ¥ I$0.06~0.10ug/mITdH > 7o
2. [FERERAYARE

FEBI DM % Fig. 312, BHlixS RAMES O BRVEH %
Table 2127k L7z, @ 128ERFIHR, TAZRA L Z2H-
721608 & OB B LE, R L %5 o 7 16013 2 EFi
HESBRAN L, T/, WMRNERLE, Ak - Bl
B (4HMU LRSS SNEKRSEL5gEBR-b D)
6%, ERRMRDHEHEIE L BN3FILLHED
Ak EEAlixT G2 & L7zo BRPRZYE O FFMxT R A S O R EK

i ® O : Plasma
6 A : Serum
@ : Skin
5 (n=3)
C
E 4
S~
o
Z
§
g 37
g o
8
&
S 24
1 -
0 T T £ ()()—_Q—
0 5 10 15 72
Time (h)

Fig. 2. Plasma, serum and skin concentrations of azithromycin
after administration of 500 mg.

Table 1. Plasma, serum and skin concentrations
of azithromycin

. ) Concentration
Dose/day Patient Time -
(mg) ID (hy  Plasma skin (ug/g)
(ug/ml)  [skin/plasma ratio]
14 0.06* 2.66 [42.4]
500 15 0.10 6.36 [61.7]
3 0.25 0.42[ 1.7
72 0.02 ND**
* serum

** not detected
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F % Table 31Z/R L7z,

B, BEEDER (96), 80mLL DS (26) (5
BURRET &\ BV TIRBRFALARS O FRRE, KRR - S0HE
G ERRET LIoHER, WREBRATRE TR L L ks
h, BRIRFIE ORIz,

1) BRRZHER

(1) ZEBRFIRKIRS & U1 BRE5-BHFRRR R

RBNRRDR, 1ERSENFRDREENEN
Table 4, 5IZ7R L7z, B OFRHITE I H3.1%
(27/29), #T#83.3% (20/24), 4 M#2/3, BV
92.0% (23/25), #HVET708% (17/24), #VIF90.9%
(10/11) T, €16 Ti285.3% (99/116) Tdh o7z, &5
B OB REIZ250me#t5-87.8% (43/49), 500mgiks-
83.6% (56/67) TdH o 7=,

(2) S HETE B ERRRH

53 BT B ERPR %D 3R % Table 617 L 72,

S. aureus BRI DERFIZ 3T T A HFXEIZ89.5%
(34/38), coagulase negative staphylococci (CNS) BB
Bgel376.9% (10/13) Th o7z T72, HEHNIZHEIS
BESNTEFD D) LERIEIFHETETH o 72896
2B B EREIZ83.1% (74/89) T - 7=,

2) HMBEFHRIFE

(1) S EERFMEFENZIR

SEERE R HE F %R * Table 712K L72e S aureus
BB RRGESIZ BT 5 H%KE1188.2% (30/34) ThH -
Too 72, AHDEESNIIEFO D BB FEIZNEDH
EUEETH o ZTHEFNIZB T A IEKHIL73.4% (58/
79) TH o7,

Table 2. Reasons for exclusion

Reason Efficacy Safety Usefulness

1
1

Drop-out without administration
No revisit to hospital

Disease not included in protocol
Dosage/Administration violation
Delayed judgement

W O =
W= =

(2)  FEBRERI AN R RD R

BRI OB BRI R % Table 8IZRL 72 I ~
VBN, BVIHOEERENCRPBIETHLEHNRT
Holz,

(3) 4l BB T e 2R

S MER B OB MY LB % Table 91 /R L7z, MEEE L
THRIBENZSDSED THBEMMPOWHEREL AL L
7S5 LB E TS, aurens 82.2% (37/45), Staphylococ-
cus epidermidis 80.0% (12/15), S. epidermidis% B < CNS
TI13688% (11/16) THh h, 7 7 LBHEE24ETIZ
80.4% (74/92) Thotz, 7T LEHHEEIETIZ68.8%
(11/16), BWAMH LA TIZ88.9% (16/18)ThHhH, 7
MEXN7-HEETI280.2%(101/126) THh o7z,

3) wEk

(1) EER

ZIL7-BIEA O —% % Table 101278 L7z, BIEAIE
126566 (4.8%) 1258 b, FORERITERFE 26,
BOEA1E, EEEmmIF), K1, 7rE-#%
BEEADENIFITHY, ETEETH o7,

(2) BRRREMEDORELH

TR REME D RE LB ORI % Table 11127R L 72,
1096174 161 (0.9%) IZIFEEER DML HZRH b7z,

(3) WELREE

BRIER L % Table 1203/R L7z, REF((RIEL L
DEE)1395.2% (120/126) Th o7z, %8B, 12664,
ik BEZERL/EFACHESENLH, wihd
BEERB L UBRRREBEORELHIIZD HNT, B
ZEEIIELZLITH o7,

4) HRAM%

A HM % Table 1312R L7z BAHXR(BD THRAI+
[HRIDEE)12250me%t 5-87.8% (43/49), 500mgHk
5836% (56/67) THh, &K TI385.3% (99/116) T
Hotlz,

oI £ =

FREEROEERE» S SN LMEILS. o
reus, CNSOUSE D SRE D H Ve FOEIHERE 2V

Total no. of patients enrolled

No. of patients evaluated No. of patients evaluated No. of patients evaluated
for efficacy for overall safety for clinical usefulness
116 116

Fig. 3. No. of patients.
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PERZLZME & LTS, progeneshid 5, BEROSM:IR R
i, BERIO RS, MRMERE O ZRRY TS HER A
ERLLB, LL, TNTL YT ABMUIRE BT
H5Y,

AZMBEER DT 205 4 FIZHATY 5 4 M,
¥FIZH. influenzae, N. gonorrhoeae’s & \23t3 5 i 71 2%h
ToTVLHEHBE L TVAEIY, 75 ABMWHIC
FLTHURRDT 7054 FERLU LI ICAVIEN %
RYH s F D RTAZMIG R A RS O 14 IR IEH] &
LTERGRERDLEZ NS,

AZMDOJRDRFHII E DRMBYRBFAIGFIE D 5,
MAREEH TR 25 F R IS BITLY,
BADOHMBE TR LYVIIZNIIHVBENEBORLY,
EMBITLENLTANT, bhbhoIBHITORKDL %
NEWRLLILERD, FHOMFBEDNT,, I3
250mgMI Ak T3.2 + 1.0h (& 5 4 B¥ i peak ~ 9h), 25.7 £
2.7h (9~48h), 500mgMAR T2.8+0.5h (peak~9h), 17.2
+2.7h(9~48h), 61.9+9.4h (48 ~168h) T&H %, #

OB b2~30 &£ SN BY, AZMIZIER I A IR
KA Eh'Y, RERFT~NRITND, 72, HiMEFM
Jaiz b BRIl AT h, ML &b ICHBAAZM
EE XN 5, MUHESEMIAE AN DR ) A A IZEMD
215120 T A", AZMEAIRBPICE R L 72 miHE 3F 4R
AL EHBMIRE KFFERT L L, BEHDAIMEE D
WA TEBEAMER Y HERT % L 1) 3~4EDAZMAS
EHEMIRPICINY AT h, MBEOMEERICLY
AZMASE DR R CHIIEAICER D AT 5 Z L2 E
ENTWVDEY, TH6DF— 57 IZAZMA R W B fE D
ERICELZZEKTHATEELERL TS, 7,
T RWE i35 %, k5AMEETE, 3~
TIAT VAR L TELETEHENRE Y,

AZM 500mgl H1[E 3 H M# 5 & dicloxacillin 250mg
1H4[E17H M5 & O LBERER', AZM 250mgl B 2[@] %
WE%RE, #0%1B1E2~58#%%5 £ EM 500mgl H
4[6]7 H 5 0 LB, AZM 250mgl H2[@# H#X
5, #0%1B81RE2~50#%5 L cephalexin 500mgl H

Table 3. Background of the patients

No. of patients 116

male 61

Sex female 55
range 16-82

Age Om) mean * SD 42.4+18.9

in 7

In/out patients out 108
in—out 1

I 29

I 24

Di . 111 3
isease group v 95

\' 24

VI 11

mild 15

Severity moderate 92

severe 9

. . no 80

Surgical intervention yes 36
stationary 15

Disease state at first visit aggravating 82
remarkably aggravating 19

" . . . .. . no 109
Antibiotics prior to azithromycin administration yes 7
Dose/day 250x 1 49

(mg x times) 500 x 1 67

: folliculitis

: furuncle, furunculosis, carbuncle

: impetigo contagiosa .
: cellulitis, erysipelas, lymphangitis, felon, acute paronycia

*
S<Z2E=RT

: secondary infection

: subcutaneous abscess, hidradenitis suppurativa, infected atheroma, perifolliculitis capitis abscedens et suffodiens
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Table 4. Efficacy in each disease
. . Efficacy Efficacy rate”
.-Group Disease No. of patients excellent  good  far  poor (%)

I folliculitis 29 11 16 2 27/29 (93.1)
furuncle 12 4 7 1 11/12 (91.7)
furunculosis 7 4 2 1 6/7

I carbuncle | 5 3 2 3/5

subtotal 24 8 12 3 1 20/24 (83.3)

I impetigo contagiosa 3 2 1 2/3
cellulitis 9 8 1 8/9
erysipelas 1 1 1
lymphangitis 2 1 1 2/2

v felon 2 1 1 1/2
lymphangitis + felon 1 1 1/1
acute paronycia 10 6 4 10/10 (100)

subtotal 25 17 6 1 1 23/25 (92.0)
subcutaneous abscess 4 2 1 1 3/4
hidradenitis suppurativa 4 3 1 4/4

\' folliculitis abscedens et suffodiens 1 . 1 0/1

infected atheroma 15 7 3 3 2 10/15 (66.7)
subtotal 24 12 5 3 4 17/24 (70.8)

VI secondary infection 11 5 5 1 10/11 (90.9)
Total 55 44 9 8 99/116 (85.3)

116

* (excellent + good)/no. of patients

_Table 5. Efficacy in each disease by daily dose

Efficacy rate* (%)

Group Disease No. of patients Dose/day (mg x times)
250 x 1 500x1
C 16/17 11/12
I folliculitis 29 94.1) ©L.7)
furuncle 12 2/3 9/9
furunculosis 7 6/7
II carbuncle 5 1/3 2/2
17/18
subtotal 24 3/6 (94.4)
I impetigo contagiosa 3 2/3
cellulitis 9 8/9
erysipelas 1 11
lymphangitis 2 1/1 11
v felon 2 1/1 0/1
lymphangitis + felon 1 1/1
acute paronycia 10 4/4 6/6
17/19
subtotal 25 6/6 (89.5)
subcutaneous abscess 4 3/4
hidradenitis suppurativa 4 1/1 3/3
\Y perifolliculitis capitis abscedens et suffodiens 1 0/1
infected atheroma i 15 8/8 217
8/15
VI secondary infection 11 7/8 . 3/3
Total 43/49 56/67
otz 116 87.8) - (83.6)

* (excellent + good)/no. of patients
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Table 6. Efficacy by organism

Organism No. of patients Efficacy Efficacy rate*
excellent good fair poor (%)

S. aureus 38 19 15 3 1 34/38 (89.5)

Monomicrobial  CNS 13 6 4 3 10/13 (76.9)
isolation others 6 3/6

subtotal 57 26 21 6 47/57 (82.5)
S. aureus with others 6 2 6/6

Polvimicrabi CNS with others 12 6 1 11/12 91.7)
isgggg;ro ial S. aureus + CNS with/without others 2 1 1 4/6
others 8 2 2 6/8

subtotal 32 15 12 3 27/32 (84.4)

Total 89 41 33 7 74/89 (83.1)

* (excellent + good)/no. of patients

CNS: coagulase negative staphylococci

Table 7. Bacteriologic response

Bacteriologic response

Organism No. of patients decreased or Eradication rate*
eradicated  partially  unchanged replaced (%)
eradicated
S. aureus 3 28 4 2 30/34 (88.2)
Monomicrobial _CNS 12 6 5 1 7/12 (58.3)
isolation others 5 1 2 2 3/5
subtotal 51 35 11 5 40/51 (78.4)
S. aureus with others 4 1 1 4/6
) CNS with others 7 1 1 719
Polyqucroblal S. aureus + CNS with/without others 3 2 3/5
isolation
others 8 3 1 3 1 4/8
subtotal 28 17 5 5 1 18/28 (64.3)
Total 79 52 5 16 6 58/79 (73.4)
* (eradicated + replaced)/no. of patients CNS: coagulase negative staphylococci
Table 8. Bacteriologic response in each disease group
Bacteriologic response
: : * ; decreased or Eradication rate**
Organism Disease group™  No. of patients eradicated partially unchanged replaced (%)
eradicated
1 17 14 2 1 15/17 (88.2)
I 10 7 2 1 8/10 (80.0)
Monomicrobial III 2 2 2/2
isolation v 7 4 2 1 5/7
\Y 11 6 3 2 8/11 (72.7)
VI 4 2 2 2/4
1 5 3 1 1 4/5
L II 6 4 2 4/6
Polynpcroblal v 7 4 3 4/7
isolation v 6 5 1 5/6
VI 4 1 1 2 1/4
* 1 : folliculitis
II : furuncle, furunculosis, carbuncle

I
Iv:
V:
VI: secondary infection

** (eradicated + replaced)/no. of patients

impetigo contagiosa
cellulitis, erysipelas, lymphangitis,

felon, acute paronycia

subcutaneous abscess, hidradenitis suppurativa, infected atheroma, perifolliculitis capitis abscedens et suffodiens
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Table 9. Bacteriologic response by MIC of azithromycin
Oreani No. of Eradication of bacteria™ Eradication rate*
ensms ‘strains 50,025 0.05 0.1 02 0.39 078 1.56 3.13 6.25 12,5 25 100 >100 (%)
S. aureus 45 11 4/6 55 16/18 2/2 11 0/1 2/2 2/3 4/6  37/45 (82.2)
S. epidermidis 15 212 12 4/5 2/3 3/3 12/15 (80.0)
Other CNS 16 3/3 14 45 23 11 11/16 (68.8)
S. pyogenes 3 3/3 3/3
S. agalactiae 1 11 11
Gram S. canis 1 11 n
positive S. intermedius 1 0/1 0/1
S. sanguts 1 1n 171
a-haemolytic St. 2 1n 11 2/2
E. faecalis 3 11 01 11 2/3
Corynebacterium spp. 3 3/3 3/3
Micrococeus sp. 1 1 17
subtotal 92 11 5/5 7/10 13/18 12/14 18/21 3/3 2/2 0/2 2/2 2/3 9/11 74/92 (80.4)
Neissera sp. 1 m 11
H. influenzae 1 171 11
E. coli 3 12 01 1/3
C. freundss 1 0/1 0/1
K. pneumoniae 1 11 171
K. oxytoca 1 | 1/1 }ﬁ
G E. aerogenes 1 11
ner;f;ive S. marcescens 2 171 111 212
P. aeruginosa 1 0/1 011
P. putida 1 1 11
A. calcoaceticus 1 011 01
Actinobacillus sp. 1 171 11
X. maltphilia 1 171 n
subtotal 16 11 01 1 11 34 2/5 212 11 11/16 (68.8)
P. anaerobius 1 o n
P. asaccharolyticus 3 2/2 171 3/3
P. magnus 5 22 01 n 11 4/5
P. micros 1 mn 1
Anaerobes P, gcnes 6 34 2P 5/6
B. adlescentis 1 171 171
B. uniformis 1 11 17
subtotal 18 3/4 4/4 11 22 273 11 n 2/12  16/18 (88.9)
Total 126 4/5 5/5 5/5 7/10 14/20 15/17 20/24 4/4 3/3 3/6 5/8 4/5 12/14 101/126 (80.2)

CNS: coagulase negative staphylococci

* No. of strains eradicated/No. of strains

Table 10. Adverse reaction

Total no. of  No. of patients Patients with adverse reaction
patients with adverse age ] relation to
evaluated reaction Sex (}i«) symptoms severnty oc((;lrllndz;ce azﬁ:luomycin

M 35 loose stools mild 3 related

M 71  loose stools mild 2 possible

126 6 M 19  stomachache mild 0 probably
(4.8%) F 55  sense of abdominal fullness mild 3 possible

- F 54  heartburn mild 2 related

F 26  aggravation of atopic dermatitis mild 4 possible

Table 11. Abnormal laboratory findings
Total no. of patients evaluated 109
No. of patients with 10 9(7') relation to
abnormal laboratory findings N7 azithromycin
parameters eosmophllT : [0—>11—>7]

[before— after]

possible
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Table 12. Overall safety

Dose/day No. of vafi Overall safety Safety rate*
(mg) 0. of patients - (@)
safe almost safe problems in safety not safe
250 52 50 1 1 50/52 (96.2)
500 72 68 4 68/72 (94.4)
500—250 2 2 2/2
Total 126 120 5 1 120/126 (95.2)

* safe/No. of patients

Table 13. Usefulness

Dose/day No. of patients Usefuln.ess Usefulness rate*
(mg) very useful useful slightly useful not useful (%)
250 49 24 19 3 3 43/49 (87.8)
500 67 30 26 6 5 56/67 (83.6)
Total 116 54 45 9 8 99/116 (85.3)

* (very useful + useful)/No. of patients
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A multicenter clinical evaluation of azithromycin, a new 15-membered macrolide, was performed in
terms. of its efficacy, safety, and usefulness in the treatment of skin and skin structure infections.
Azithromycin was administered at the dosage of 250 mg or 500 mg a day for 3 days after informed
consent was obtained.

128 patients were enrolled. The clinical efficacy rate was 85.3% (99/116). The bacteriologic response
rate was 73.4% (58/79). Adverse reactions were seen in 6 out of 126 patients (4.8%). These were loose
stool in 2 patients, stomachache in 1 patient, sense of abdominal fullness in 1 patient, heartburn in 1
patient, and aggravation of atopic dermatitis in 1 patient. Abnormal laboratory finding was observed in 1
(eosinophilia) out of 109 patients. Adverse reactions and abnormal laboratory finding were all minor in
severity.

Skin penetration of azithromycin was examined in three skin surgery patients after a single oral
administration of 500 mg after informed consent was obtained. The concentration of azithromycin in the
skin ranged from 2.66 ug/g to 6.36 ug/g (s‘am’pling time: 14 ~ 15h). The corresponding serum
concentration ranged from 0.06 xg/ml to 0.10 pg/ml. '

These results suggest that azithromycin penetrates well into the skin and will be effective, safe, and
useful drug in the treatment of skin and skin structure infections.



