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FHREOA~ 7054 FRFTEYE azithromycin (AZM) OBMESGERRECT 260, £2
MBLUERAGERNT 372012, clarithromycin (CAM) %KL L THREAC-HERLER
BREERL I, AZMIiZ1E500mg (i) #1H1E3HM, CAM i1 [E 200 mg (hii) #1H8

2 14 HE L, UTOBRE®/,

1. RESES 171 Fidh, ERIR OB SES 14 Blic 8 2 HE (W] + [HY) O
B) X AZM B 94.5% (69 51/73 ), CAM #£83.1% (59 BI/714)) THot, HMEEMICHEZIIRE
B SN o fedt, AZM O CAM izt 2ERRIRISM RIES L (A=10%, p<0.001),

2. DMEOMEX (MK + [BER] OWE) ZAZM#75.8% (258/334), CAMK

68.2% (1581/226)) TH-7: (HEEZL),

3. BIfFRORBEIZAZMBE7.6% (681/798)), CAMBS5.1% (4HI/788) THo: (HEE

%L

4. BERREMOREEMORERIZ AZM B 13.5% (1081/74%1), CAM £9.3% (7 B1/75 #)

THol: (BEEEZL),

5. BERLEOMITHRES 1IMIcBI 2R2% ((MEXL] OWE) i3 AZMET79.7% (59
BU/74 B), CAMBE86.7% (6581/758)) ThH-o7: (HEELZL),

6. ARAMOBTNRES 138Gl 2EHE (sbHTHAL + ARl OWE) KAZIME
92.9% (6581/7061), CAM 3£ 79.4% (54 1/68B) TH-1: (HEELZL),

D EDBMREL D, BESGERRE IS LT AZM i CAM LERICERAEOBVWERATHILEEXS

iz,

Key words: chronic respiratory tract infection, azithromycin, clarithromycin, comparative

study

Azithromycin (AZM) 3XE7 7 1 ¥ — #0305 - FAR
Licezus4 FRAEMETHY, ZO{LEME IR eryth-
romycin D 14 BBS 7 il A F LV BBREELXAL, 15
BRELIETYIAFR~I7054 FRFAEMETH 3"
(Fig. 1) XHIBEHFED~27 074 FRIAEWMBE LRI
7 LIBHHE, MAMEB L U Mycoplasma, Chlamydia =3¢
L CEWHEEE 28T 5130 Haemophilus  influenzae %
D77 LBRUEBCHLTLBEALAERESTEATL
%0, e, BB ZEMBERRS L UK TOE
[ HHRBOYORER, MFPB & UHEBA A EHIHS 60~70 BF
ek, Zogtiorro074 FREMEICRA SR
LHEERT 2 I LsErD SN,

IhoDlEEL Y, BERBFECHT 2HA%SHFS
h, 15163 BMORE % RAIE T 5 —MRERARIS KR
Ehic, —MREKRARTOWRBBRIPGECHT 2EREIR

Fig. 1.

Chemical structure of azithromycin.

88.3% (286 Bl/324B) THD, D> bMIETEBRREK
3 2 ERE I 85.0% (119 B1/140) FlL, BiEEKIERORES
Ry sifFani RiFc@nBont,

%7, MERBREMEICNT 2ZERARERFTTZ2ENT,
MigisHRCAZIMD1H20mg (Hifi) #E5HELU
500 mg (Hffi) HERICL IHBAR Y _EEREICTE
ML 7:RER, 500 mg 5 EoBIRE N1,

UEogseigs 2, FFOBEJEBRE T 268
#%, ZeB L UFRAE 2 ERNICFMET 5 BT clarith-
romycin (CAM) %xiE¥E L L THRIFREERKL -0 T,
ZTORKERET 5,

78, XHAKIZGCP #MFL TERL 2.

I. 8 B 5 &

1. WEEFORESL L UHEROFEIRM

HEERDOBEICH 72> Tid, BHEFERBRPAE i< HG
¥ETH5ROB~7074 FRIUEWE T Strepto-
coccus pneumoniae B & U H. influenzae i@ G %
BL, ¥/;, HEZRCERAEHh, BELo L bELF
ffiz/d T3 CAM 2 ®IRL 7z, CAM 0% - AR
B RERRE T 5 AR TCHW SR 1H
200mg (Hffi) 1H2ME, 14 HEEkEE Lz, AZM D
REBIIMR T 2 ARZERARORESL L U—#
BARBR TCOBYSERREICH T 2R&E LD 1M
500mg (F7ffi) 1H 1[E, 3 BEKEEE L,

2. EE#EruREE

AHABRIZ1993F 12 A5 5 1994 £ 10 A £ TORI,
2E 41 fask B L U2 OSSR * 22 L 18 SER
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RfE (BMERETH, FEIRERLE, WMreRkag
REOZREBY) OBREENRE L, RIREM I
B, DMK, W, MOEE X #RAFR, CRP, #kit, HIMmIR
Pz ¥ o8 SERYYE DEROBART, 0 oK
OBIEHRTH ZBER VL UPFEEDEF & L, BE
DFEMIZI6RUEE L, 5, ABE-#k0FiZMb
Bholz, 2L, ROVThLORMEIIHEYT 2 BE
HREr oA TsZLELT,

) RO 7074 FRAEDRIIHLTZVLF
—DBEDD 2 BE

2) VIERTHRAREHEINIBEBLIUVERE:
RETHEOXERES - AHEEX R T2 RE

3) FHEBRMMATCHOMEESKE s h, TTRE
Ro%B#ELOOHIBE

4) F—RFRTVYY— Ficnt UBRIES - 13 E¥EH
Liic5ahhct0db s 8

5) MBI E 2RI F OHEERBE L TH
SHhicEMEELSN D BE

6) HELZBEPIVIIFREEELE T8

7 ERERBERL TWATEROS2BES IV
BALbhORE

8) BROITOEXMFMHBTHEYILEZSNLBH
9) FEABIUVREESREZY, BEERE2RHAT
ZILBERXFTLEE

10) Zoft, BEREYEMSEAABRONER L U THH
YIE L - BE

3. BEORK
EHBROEMICEL T, BEELIEERBAZFR
BRONEBLIUGCPcEDShI-BHEE2MHL, BH
BRI 3RER2E,

4. ABEH

MERFK: 1 88dc AZM 250 mg (Hffi) * 2 ET5H
BT ANAI—TFT 4 VTEE

NI 1 gghic CAM 200mg (F1ff) *SFHT5H
BIANAD—T 4 VTEE

TRA RS R L 5120, HREB L UNREEICZ
hZhHied 298 EEBITREL 77 e REgEER L,
HAADLEL LRI D _EEREOEREERHL 72
2B, AIMBLXUZED 7T R§EX7 7 4 ¥ —BE
WLy, CAMBIUZD77 v REIKEHER» S
B2/,

5. EH DT

aviu—7— (ERENKFERFHEHR $5
KiF) 12, BREFOBRITHEMLEZHERELIZIZXT, 4
EFSE 1L UTEEACH D1, Key code D
BB L UHBREDT — 5 DFREMZRIEL 72,

iy, RBREAICMT HHAFNARE, 2 bo—
-k DB TH 3 EERRKEERERE (B
KIETR]) wBEEh, WH L bICHREA L L TES

LT3 I ENMmant,

6. ¥E5FH%
AZMBIZ1H1E (H&%k) 500mg 2MHD3H
Mic&5L, 0% 11 AM75 e eRETHI L L
Lize CAMBEIZIE200mg 21 H2H (A%, ¥
Atk), HEMBSETsEELT, .
2L, REMBAICBLTRRGR, SRS EMHRT
285, TOHORSIHARKSS ¥ BARCRA S
#BILEL, ERYRENORELMATIHETH
->TH, BHABRKRSILORASESILEL,
nE, REEFLEKL - PTP LAY, REH
TRERMT AL L>TRE S 2MHIEL /2 (Fig.
2)o

7. BEOHILE

BEL2BE D 5 iEEEROREZC L ) AR
FOSREE R BE I I, RBRIBLEAM O TRE 2P
LTwZ kL, 2721, BHOKERDPZLLS
KBS 3 AMEEALBATIT > EL, &
7z, BRIET ZBETIIPIEFFCRAEORE - RE % OTHE
RROERTZZLELT,

8. FHR¥EAIB L ULE
ARBRPIIBOTEE, A7u4 F8HA, »7o7
Y o8KlB LU o = —RIMATF (G-CSF, M-CSF)
OBEIRERE LTIThhwI L, EAFOAF
MHIRESR, 2 - SUER, HRBERALR O IX8
F355, PUERBTHALCBER, BHL RE5RE
VEEfREARcER T L, B, RRIE
LTHEROI: D ORFILAEI#ITZZ e Lz, R

Azithromycin group

day 0|day 1|day 2|day 3|day 4 day 12|day 13

After e 0|0 0|08 00|00 00f{00O

breakfast O @) o) O O @] O
After ololol|lo]o ol o

dinner

e
4§
0: azithromycin 250 mg 0: azithromycin placebo

O: clarithromycin placebo

Clarithromycin group
¢

day 0|day 1{day 2|day 3|day 4 day 12|day 13

After 00(00|j0OO0O|0OO0|OO 00|00
breakfast o o Y ® ® Y ®

After
dinner

L
— T
0: azithromycin placebo @: clarithromycin 200 mg

Fig. 2. Packaging of test drugs.



778 Ax{tEMEEHEE

AUG. 1996

BT e v A b BEOF YD 72 DAL IZIT> T
fwZkklLi,

9. ER-FIROWES L URE

UTOBREL L URERDZL L HEER, BE5MH
JH%, THEBIUVUMBRCEBETA I LLLE
(Tablel), FTEDRMBHICERTE LV BEITIE, %
ORIHE L BEHCERTI L LT

1) BRER - RFR

(1) #E: KRR LT1H4ERE

2) =5 ++ (EELWEXNZEE), +, —D I
P&

(3) =& # (2100ml/H), # (50s~<100ml/
H), # (10=s~<50ml/H), + (<10ml/H), —
(BEH2 L) D5 EpE

Table 1. Items and schedule of laboratory findings

Day of treatment

before | day 3 | day 7 | day 14

Item

Chest X-ray [ [ J [ ]
Sputum culture o @] [ )
erythrocytes [ ]
hemoglobin @
hematocrit [ J
i:(l):sis reticulocyte [
leukocytes O o
leukogram O [
platelets [ ]
ESR (1 h value) O [ J
CRP O [ ]
Mycoplasma IHA
antibody CF

Chlamydia antibody

Cold hemagglutination
GOT
GPT

Liver LDH

function
tests y-GTP
Al-P

bilirubin

Renal BUN
function
tests S-creatinine

serum electrolytes

Others
serum phospholipid

protein

sugar

O} ol ol oaN BN BK BN BN BE BN BE AN BEoRiolieRNoAR RN K AN BN AN BEK AN AN )

OGN NOAY BN BN BN BE BN BN BN BN )

Urinalysis

oo NolioaN BN AN AN BN AN AN BN BN JEoANoRNCREORN BN BN BE AN AN BN AN BN BN )

urobilinogen

sedimentation A P A

@: Indispensable, O: Should be performed as often as possible,
A: Performed if proteinurea is present

%1, AEZRDSEEEMETSIEELT,

(4) @ik P (MiE), PM (K1), M (K61%)
D 3 BpE

(5) PR + (RLEROBE), +, —D 3 B
6) Mk +, — 2 EFK

(7 M #+, +, —D 3K

(8) MAAMER: +, —D 2 BfK

9 #7/—-¥:+, —D2HP%
FOMDERIZDOVLTIEH, +, —D 3T
A2kl

2) IR X AR
BEGREEGREGEECRA Yy FToLEELIC, BE
LI EREEFRNERESCRET S EEL T,

3) MIMEHME
ERMOFEIC L DERREEITY, TOHRERNT
3kt BAEZ 3B LEEESNEIZD
WwTik, EHBOHHTELS DEBOBREE & AZM
BXUCAM izxt4 5 MICHEZ *M=#LFt—>—
IV TEPRICITo 7o %8, MIC BE i3 B K{L¥E M
EESEREE'Y (EMER 10°CFU/ml, EXERER
#) LT,

4) HBRRME

BEMEFEB L VERBRE 2 FIRICRL 7z (Table
D, BERBBRICKREBEORKEMMAD SN BE
3, THEZRDEBMAET AL E L, 2B, REE
BOYHE I AREREEZSBIEFANELRERNNTEAS
wE"™ (LT, tEMEFSEELERE) 2B3FECLT
To12,

5) PFEFEER

FEFEAER S RBL L 1288 13RI & L TERSHET 5
¥ TEMREL, ToFER, BF, REHA, #kH, R
BELESOMFRA B L UNEREZF DL TERRZE
BgcgTaz LT

10. ¥EHEESB LUERE

1) BEREYESC X 24E

B R I AR SHIAHT B L URBRK TR
THROFEHEDWTHEL -, 8, JEMBMEATHE
BEHYEM* S CHEBEMIC I VYET 2 Z 2R
L7co 28, HIEBTER - B4 [REFREE] &
L, EDRYPEEMT 2L,

(1) FERBALER D EERK
FABRFAKATOMKATR, M XA R B & UBKR
ElE2E»S, NREBOEFEES [BE), PEE)
bzt EE] O 3IRETHEL -,

(2) ERRZNE

BRRFF R, MEXHARE L UF DtioRERROK
By [EF], 8%, [22E%] bswid [
%) D4R THEL, ZOHEBRIMIZOVLTERL
720
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(3) MHBEEAIRHR (1) BWMEOHE

HEERBEOMHELD MHK], WYL 2 EBIY BIEF O X HREX S & EFIRRAKE L LI
&K, [FE] b3z [HRAR) D4R THET S L WEEREL T,

EYICERE, TREOMERIMICOVWTERTSIZ L
ELT, B 0BE, BREKEF (EHR)
HELEEEEC L IBRREORTICL Y [HRARE]
E [BRABER] 2XFIL,

4) =K

@ BEEERE LIBERREBEOREEY
REAEEER E - XA REEORBEEM BRI /-4
A, TORERMtEREFEIERYERFC [BE,
[hEE], EE| O3BRBETHELR. £, HBREK
FlroRRMMIZ (LBESLIMEDD |, [2: H5H0E
0], BEHILLLAR W], [4BMH#ELVwsL
W] HBwiE [5:BE2L] OSEBETHEL L, 2
B, HRMFR 1~3 Db D% HBREHF I L 2BEA
TBEAREEOREER L L THEH L

@ BEReE

PEHHER B & UBKREEREEBHOARZ > itk
B kv [HEZL], [HAER, BERREEREISE
Bobol, HEER BAREERELSPEEDOL
D] H35wvix [HEER, BEAREERELSEEDOS
D] D4EETHEL 2,

(5) BRAK

BRR L BMIERE*MEL [EbDTHAL (A
Al *PEA] 50k [BRAERZL] O 4ERETY
FEL

2) EPIRFEASC X ZHE
EFRNERS (T8 /IMKET, HHE—EE, /INE
s, BIEME, H HTF BH B BZBREYE
Mk DB SN B XKRERS L CEFEHRAKEL b
s, ERIZ LI TEEHEOHERTo 7

nB, BEELEMRHEOTR—BBRIC DOV TR,
HBRIDYEA S L BED 5 X REEICHE ZH— L1

(2) MESE MEE

RE5MEr ORI, ERRATR, HARKMEES X UK
XWFRR S (BE], [HEE], [EE] O3B
THIEL 7.

(3) EHOMHMBT O H\>

R E I b & D RESZ LICERRRIR, MW
FHMR, €M (HMAER, WAREM, SEXL
E) 8 UERMEOEMMEEE DV TN £ DI
DHVERE LTz, %8, BERKOYUECIBRED I
BRI e AL (Table2),

11. R - FTROBBE

BIEFIOER « FRIRB X UBEKZROIER & 2 26K
RERBCDOVT—EOERIHEY, BEMBEICHT
25 3H%, THRBIUV 4 BEOREEEXRD I
(Table 3),

12. HEBIUVT -5 ORNT

BEES OEEFUT LD R EREHR, 2~ bo—
T —HBAREITo oo FEFMEEEB KR, MEFF
HIR, BIERSEBIUVEANK L Lz, BIKSHE, &
FELLEB L UERMIC D WTIE Wilcoxon 2 AR

Table 2. Criteria for usefulness evaluation

Adverse reactions and/or Clinical efficacy

abnormal laboratory findings |excellent good fair

poor  unevaluable
No + + + - ?
mild

M|+
W+
I
I
|

Yes moderate

severe - - - - hd

Unevaluable ? ? - - ?

4 Very useful, +: Useful, +: Slightly useful, —: Not useful,
7: Unevaluable

Table 3. Criteria for evaluation of clinical parameters

Grade

- + + # #
Symptoms
Temperature (C) <37 237~<38 238~<39 239
Cough + +

Sputum volume <10 ml/day (+)

210~ <50 ml/day (4) 250~ <100 ml/day (#})

2100 ml/day (i)

Sputum type - M PM P
Dyspnea - + +

Chest pain - +

Rales - + +

Dehydration - +

Cyanosis - +

WBC (/mm?®) <8,000 28,000~ <12,000 212,000~ <20,000 220,000
ESR (mm/h) <20 220~ <40 240~ <60 260
CRP - +~3+ 44,5+ =6+
(mg/dl) (<1.0) (21.0~<5.6) (25.6~<12.0) (212)

M: mucous, PM: mucopurulent, P: purulent
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€, MEFERRIRIC DOV Tid Fisher DE SRR ¥ f
WTRKIBM OB 21T o 7o, 27EL, MBEFRRRIC
B 2 HERIZERR ORI RIERI D 5 b EREMR
HEl R [HEA+ERAR] 22 FL LTREL
HREAT RERHRBAGIC O TEABEAICRL, &
HFOEFIBMOED DV TRETL 7o, BIRAIIREIH
BZBMHER S & UIIKRREBEOREEB 2 L & LT
FEFHER B & VERRREBORKEERIC OV TIRER T
E KRR SRET L, Fisher DEZREXREXHAWT
REROLLERITo o & 5 BRI & U THKY
RiIEBH, EEEH, ERKR - SHHEOHMRIIL &

ki, BHER - IHAREMORKEMMBO SN
TERIOBIER LB I3 T R TR 1248, BIfFRH
woont, HEREMSRHBEIT» SRS 85
DEFERLE : NHETIE] L U TEHER O SR &
hie,

AR I A E X TE > THEROR D R >R
Banl,

PEDZE EFEEEITOMML I, EOER, B
FRENRYIE 144 ) (AZM B 7361, CAME£7160), BE

Table 4, Case distribution

UNE K BB CREBI 30 R (A O BRI AT No.of  No.of ~ Soeucdl
B0tz %8, RELSY HERAMIZBEWRIZD patients  PAtEMS (Pighers
excluded  evaluated sher’
WTIRFER 15%, FRUSC OV TRER 5% E L, B exact test)
R (pE) 2WHLR. 35 CHNESFD 5% EMR Clinical | (02127} | total M4Y o
KM & HEH Lz &0, AMECHL TRIFE (O) Cefficacy |AZM 12[7|AZM T3 (pg e76)
% 10% & LB AS M ORI 81T 5 12, CAM 15] [cAM 71
I B & & #& total 14 total 157
1. BRI X ERIOIR YD &> | Adverse [ ———| |——— 1| NS
EME N7z 171 Pl > 5 RIS 2 B, EHER 1 reactions | W0 o | Cay 7s| |F=0-78D
B, MZAUEKBED R o726, 3 HEUBERRED
Lbhotz14, EWMEREE TS LIUVARATuL FOH total 171 Laborat total 22| |total 149 NS
aborator
BEES B | BUET < C ORI oA sh (A 85T ™ —azM 1AM T poy a0
t. CAM 86 CAM 11| |CAM 75
£ 70, SRIKBS B, BRIBRTYIRE 4 B, by —— o
O (ERRBOBEC & > TEFEER) 2 5, | satety i M A il NS
{BRE GRWHRK) RHROLD 6 BMTHEL 1 cam 1| |cam 75| |FT0
B, BIfEARHE Do 3 BEEKRBKTHIEL 72 1 HIZEEK
MEDOEFE OSBRSS N, total 33| |total 138 NS
ZecBL Tk, BEROBKRENKRERT (P — Usefulness— AZM 15[ AZM 70 [(p=0.699)
k) HOR% 3 BURIEEBE LTV RV 6 FIB X UE CAM 18] |CAM et
BEANTRWEPREEEICREDH S 2 BOSEE IR AZM: azithromycin, CAM: clarithromycin
B NS: not significant
D RE BT S BRI S LT, e e
Table 5. Reasons for exclusion from evaluation
Number of patients | Clinical | Adverse |Laboratory
R
€asons total | AZM | CAM | efficacy | reactions | findings Safety |Usefulness
Violation of cut off date 2 1 1 X X X X X
Administration same 1 0 1 X X X X X
No return visit after first consultation 2 0 2 X X X x X
No return visit after third consultation 1 1 0 X X X X X
Serious underlying disease 7 3 4 X X X X X
Ineligible disease 5 1 4 X O @) @) x
Unclear symptoms of infection 3 2 1 X O O @) X
Unclear symptoms of infection 1
+ Violation of required laboratory schedule 1 0 X O x x x
Insufficient confirmation of disease under study 2 1 1 X (@) (@) @) X
Steroid dosage change 1 1 0 X x X X X
Discontinued due to accident (aspiration pneumonia) 1 0 1 X O O O X
Discontinued due to adverse reaction 1 1 0 X (@) (@) @) @)
Violation of required laboratory schedule 5 2 3 O (@) X X %
Deficient laboratory data 2 2 0 O O x x X

AZM: azithromycin, CAM: clarithromycin
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HEER¥IE 157 B (AZM B£79 61, CAM E£ 78 61), KA
FRREEHIE 149 51 (AZM B 74 B, CAM £ 75 1),
BETLEHEORN (AZMBE 748, CAMETS
), ERAMHE 1385 (AZME 704, CAM # 68
Bl) LEBATIRE A, 70, TEREOBEIERAGISUC
RO Ra szt (Tablesd, 5).

2. ¥RATF

BREKZIR ORI &R 144 Bl O RE F % MEER T Lo
L7,

ERORR VAT XK 67TH (AZM B¢ 31 41,
CAME3686), [EXILREBREIIG (AZM B
1651, CAME1560), @Mmekass B o = RIBQR 46
B (AZMB26 %), CAMB2040) TH Y, MEEM
Ryizsaonhizrofe, AZMB D CRP 13 CAM B
<, BERZIRY (p=0.017) 34 5N, % Dft
OFEBETIIR, WMBEMCEY BAShE N5 (Tables
6~8),

3. ERESBIUENREZY

ERPKZh R DRRAT R 144 Bh, R EHSKIBE L 1EH)
25981 (AZM #3384, CAME268) T°HDH, 0D

Table 6. Patient backgrounds (1)

Treatment group AZM CAM

Statistical
No. of patients test
Item 1
chronic bronchitis 31 36
Diagnosis infected bronchiectasis 16 15 NS?
en secondary infections with 26 20 (p=0.560)
chronic respiratory disease
Severit mild 37 40 NS»
y moderate 36 31 (p=0.498)
Sex male 48 38 NS»
female 25 33 (p=0.174)
20~29 1 0
30~39 5 1
40~49 6 1
Age NS»
(yrs) 5039 6 B p=0.5%0
e 60~69 2 a3 P
70~79 29 22
80~ 4 9
~<40 5 6
40~ <50 22 22
. 50~ <60 28 16 NS®
Body weight 60~ <70 10 13 (p=0.827)
(kg) 70~ <80 1 2
80~ 1 0
unknown 6 12
gndeﬂvinz absent 13 14 NS®
isease or _
complications present 60 57  (p=0.833)
Pretreatment absent 64 62 NSY
with _
antibiotics present 9 9  (p=1.000)

> b BB RRYIZ AZM B 25 6, CAM #2141, A%
WSRIZ AZM B8 B, CAMBESBITH - 1o, BIRE
RBIBNC 3 1F 2 RS K 13 E 1S Staphylococcus aureus, S.
pneumoniae, Moraxella catarrhalis, H. influenzae '3
ETHolehs, TNOHEBABEDOIH MM THEE 2N
DigAashZdofe (Table9),

BRBED > b MIC DFIE %17 > /- #ikkiz AZM 3¢ 25
B, CAMBEIS#DEH 3K TH o245, £DMIC
AHCHBEMTERZRY A5k o7 (Table

10),
4. ERKEIR
1) ERRZR

ERRRIR X AZM BE 73 BUh, %3] 1061, [HZ)
59 g.'.l’ r‘%"‘bﬁﬁu 1@]; rm%] 3@]?5?7’:0 —'ﬁy

Table 7. Patient backgrounds (Primary symptoms and signs) (2)

Treatment group AZM CAM

Statistical
No. of patients
Item 71 test
~<37 24 26
37~<38 36 35 NS»
Temperature 38~ <39 10 6 (p=0.353)
() 39~ 0 0
unknown 3 4
- 0 0
3)
Cough + 3 o ﬂ)ssm)
+ 8 34 P
- 0 0
Sputum + 12 15 NS®
volume + 52 4 (p=0.864)
# 7 g P
H# 2 3
M 2 5
3)
Sputum type PM 28 29 ( ‘NOSBZZ)
P 3 3 P
- 47 38
3)
Dyspnea + 22 31 ( *N OS 195)
+ 3 2 P
unknown 1 0
- 64 64 NS»
Chest pain + 8 7 (p=1.000)
unknown 1 0
— 27 23
)
Rales + 29 31 ( _I\i)S; 63)
+ 17 i P
- 70 68 NS»
Dehydration + 2 3 (p=0.681)
unknown 1 0
- 71 71 NS»
Cyanosis + 1 0 (p=1.000)
unknown 1 0

AZM: azithromycin, CAM: clarithromycin
NS: not significant
DFisher’s exact test, ?x*-test, *Wilcoxon 2 sample test

AZM: azithromycin, CAM: clarithromycin
NS: not significant
YFisher's exact test, “x*-test, ?Wilcoxon 2 sample test
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CAM B TIHITIx (%) 96, [E%] 508, [+
%) 78, [ 5HTHY, MHEMCERERS
ol (p=0.147),

¥h, ARX ([¥%] + [BY] 0#E) i3 AZM
#£94.5% (69 /1/73 %), CAM #%83.1% (59 U/71 #)
THY, A=10%DOEFHEREOKR LD, AZM O
CAM izt 3 2 KR SHHMRIEE e (p<0.001),

Table 8, Patient backgrounds (Laboratory parameters) (3)

Treatment group AZM CAM

Statistical
No. of patients t
Item 71 tes
~< 8,000 37 38
8,000~ <12,000 27 20 NS
WBC 12,000~ <20,000 8 11 (p=0.795)
(/mm?) 20,000~ 1 0
unknown 0 2
~<20 19 20
20~ <40 19 17 NS»
ESR 40~ <60 1 13 (p=0.933)
unknown 8 6
~< 1.0 14 23
1.0~< 5.6 38 37
=0.017%
CRP 5.6~ <12.0 15 5 P70
(mg/dl) 12.0~ 5 4
unknown 1 2

AZM: azithromycin, CAM: clarithromycin
NS: not significant
YFisher's exact test, ?x*-test, *Wilcoxon 2 sample test

HUROED 0% EERMIE (1.5%, 21.3%) TH-
7z (Table11),

#3, CAM DM/ M (Escherichia coli, Klebsi-
ella pnewmoniae, Entevobacter cloacae, Citrobacter
freundii 3 X U Pseudomonas aeruginosa) OMEL
105 (AZM Bt 4 61, CAMBE6 ) 2RV HRHER
AZM B 95.7% (66 51/69 #1), CAM ¥ 84.6% (55 B/
65%8) THD, TOBRICBLT LIEMICAEER
Aohnot: (p=0.186) »5, AZM @ CAM ic¥
LMKARISEENRIES NI (p<0.001) (Table12),

2) HIRZNR DM MEAT

(1) KRBIERKRIR

W MELRICNT 2EMEIR, AZM B 96.8% (30
#1/31 #l), CAM 2£83.3% (30 #U/36 1) TH-7

SR SRR 351 5 R AZM B 93.8%
(15#1/16 B1), CAM®80.0% (12#/1581) TH-
12

MR BEBOKBRIC B 2 HYEIX AZM ¥
92.3% (24 #1/26 #1), CAM % 85.0% (17 #1/20 ) T
Hol,

LFhOBIBLTHHRHMCEEZRALOhE P>
7= (Table13),

(2) HEEEREKZR

BEMTIXAZM B 94.6% (3561/3781) CAME
85.0% (34 /40 B1), %HfEH T2 AZM B 94.4%
(341/36 1), CAMB£80.6% (2581/3181) OFY
RTHD, BEF, PHEEFOLTIICBY T H ML

Table 9, Distribution of causative organisms

Causative organisms AZM | CAM Fisher's
exact test
gram- S. aureus 7 2
positive .
cocci S. pneumoniae 7 5
M. catarrhalis 3 1
Moraxella sp. 1 1
Monomicrobial E. coli . 1
infection gram- K. pneumoniae 2 2
negative | C. freundii 1
bacteria | H. influenzae 2 6
H. parainfluenzae 1
P. aeruginosa 1 2
P. multocida 1
Sub-total 25 21
S. aureus + H. influenzae 2 W NS
S. pneumoniae + M. catarrhalis 2 (p=0.757)
Polymicrobial | S. pneumoniae + H. influenzae 3 2
infection S. p iae + C. pseudodiphtheriticum 1
S. pneumontae + M. catarrhalis + H. influenzae 1 1
K. pneumoniae +E. cloacae + P. aeruginosa 1
Sub-total 8 5 F
Total 33 26

AZM: azithromycin, CAM: clarithromycin
NS: not significant
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Table 10, Susceptibility distribution of causative organisms (Inoculum size 10° cells/ml)

Tested Treatment MIC (ug/ml)

Statistical test

drug growp <0025 0.05 0.10 0.20 0.39 0.78 1.56 3.13 6.25 12.5 25 50 100 >100 (Wilcoxon 2 sample test)
AZM 2 2 2 2 5 4 4 1 1 2 25 NS
AZM
CAM 2 1 3 1 4 1 1 3 2 18 (p=0.112)
AZM 2 5 4 3 2 1 4 1 1 1 1 25 NS
CAM
CAM 1 2 1 1 2 1 6 2 2 18 (p=0.114)
AZM: azithromycin, CAM: clarithromycin
NS: not significant
Table 11, Clinical efficacy
Clinical efficacy Statistical test
Efficacy - -
Treatment No. of rate (%)* Wilcoxon test of clinical equivalence (A =10%)
group  patients excellent good fair poor (95% CI) 2 sample efficacy rate difference (AZM-CAM)
test (90% CI of the difference)
94.5%
AZM 73 10 59 1 3 69/73 (86.6%, 98.5%) NS p:o;g;n
(p=0.147) ’
CAM 71 9 50 7 5 59/71 8.1% (1.5%, 21.3%)

(72.3%, 91.0%)

*(excellent+good) /No. of patients

AZM: azithromycin, CAM: clarithromycin
NS: not significant

CI: confidence interval

Table 12. Clinical efficacy (excluding organisms not indicated by clarithromycin)

Clinical efficacy

Statistical test

Efficacy

Treatment No. of rate (%)* Wilcoxon  test of clinical equivalence (A =10%)

group  patients excellent good fair poor (95% CI) 2 sample efficacy rate difference (AZM—CAM)

test (90% CI of the difference)
95.7%
AZM 69 10 56 1 2 66/69 (87.8%. 99.1%) NS p<0.001
'6% (p=0.186) 11.1%
CAM 65 9 46 6 4 55/65 84. ' (1.1%, 20.9%)

(73.5%, 92.4%)

* (excellent +good) /No. of patients

AZM: azithromycin, CAM: clarithromycin
NS: not significant

CI: confidence interval

Table 13, Clinical efficacy by diagnosis

Diagnosis Treatment Nc{. of Clinical efficacy Efficacy ' Statistical test
group patients  excellent good fair poor rate (%)*  (Wilcoxon 2 sample test)

Chronic AZM 31 5 25 1 30/31 (96.8) NS
bronchitis CAM 36 3 2 3 3 30/3 (83.3) (p=0.066)
Infected AZM 16 1 14 1 15/16 (93.8) NS
bronchiectasis CAM 15 ¢ 8 3 12/15 (80.0) (p=0.656)
St.acondary'infections AZM 26 4 20 2 24/26 (92.3) NS
::;ﬁ;f;';’%i%e CAM 20 2 15 1 2 17/20 (85.0) (p=0.406)

*(excellent +good) /No. of patients
AZM: azithromycin, CAM: clarithromycin
NS: not significant
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Table 14, Stratified analysis of clinical efficacy
I Treatment No. of Clinical efficacy Efficacy Statistical test
e group  patients excellent  good fair poor rate (%) (Wilcoxon 2 sample test)
i AZM 37 35 1 1 35/37 ( 94.6) NS
mild CAM 40 4 30 3 3 34/40 ( 85.0) (p=0.987)
Severity AZM 36 10 24 2 34/36 ( 94.4) NS
moderate CAM 31 5 20 4 2 25/31 ( 80.6) (p=0.091)
AZM 13 1 12 13/13 (100 ) NS
Underlying 2% 14 2 12 14/14 (100 ) (p=0.593)
di or
complication present AZM 60 9 47 1 3 56/60 ( 93.3) NS
CAM 57 7 38 7 5 45/57 ( 78.9) (p=0.089)

* (excellent+good) /No. of patients
AZM: azithromycin, CAM: clarithromycin
NS: not significant

KERERZASHE D> (Table14),

(3) HEWERE - SHHEDHEIIHKHR

HPRE - SOHE (2 L] T2 AZM 100% (13 61/
1361, CAME100% (14 81/14 B)), EWEB - &6t
fE [HY] TIZAZM 93.3% (56 £1/60 #1), CAM &
78.9% (45BU/57Bl) DEHMETHD, EREE - 6t
fE [2L] (0] ouFhicBL T HAEMICEES
iXH& sz o7z (Table 14),

(4) EBRERHEIOBEKZR

BRBORE S 7z:59 6 (AZM 2334, CAM &
26 B) OBEZIEIT AZM BTI293.9% (31 41/33 41),
CAMBTIX76.9% (20 81/26 B1) TH -7z,

BRMERID E. coli, K. pneumoniae, E. cloacae
BLUC. freundii B35 LU 1-5ER I AZM B 3 4,
CAMBC4PlA N, IS DEFOEKRIE IZ
AZM BETiz2fiss [H%1), CAMBEETIZ 4 Bt 3 fios
[B%h] ThHote, 72, P aeruginosa BSE5 L 1-fE
Blix AZM B2 1 4, CAME i 3fIZES >h, AZM
HTu (E3%l, CAMBTCIRIfIHR 182 (B8] ©
Holzo

ERERHFIOS> 52 s CAM 0BG EEDOM
5L7:1081 (AZM# 46, CAME68)) 2Bwi-F
2T AZM BETI396.6% (28 B1/29 ) CAM BT
80.0% (16 #1/20 ) T&H -7z, (Table15),

5. ME¥RIRIFE

BRI ROBEIHREF D> &, EXFIREESh,
ZOHEESHER I NI 555 (AZM B 3341, CAM B
22 B)) DHEFHIZIRERETL 7o HEAF (ML) +
(AR OFE) X AZM B 75.8% (25 /33 1),
CAME£68.2% (1581/22 ) ThH Y, MEMCEES
Barohhol, £, BHEREMOOWHEEIZ
AZM B 80.0% (20 #1/25 B1), CAM B 73.7% (14 #/
1960 THY, 77 2BHETIZAZMEE71.4% (10
Bl/14 81, CAMEE85.7% (681/7H), 75 ARRHE

TIXAZM$#£90.9% (Qof/1161), CAMB66.7%
B8HI/12 %)), &6 AWMBERBREE T AZM B 8 fih
58I, CAME 3B 1 FInHEL I, wTFhicBLT
bEEMcEREZERAONLZEN S T2,

¥7:, CAM O#-HBEOMSL-86 (AZM
4%, CAME4H) 2BniEREOHLEIX AZM
B£75.9% (2281/29 1), CAMB£72.2% (1364/18 #4)
TH-o 7z (Table16),

6. fER - TR, BRREMBEONEE

BRKER - TR B L VEEKREMORSHA 3 B,
TH®, UHROUEZE *MHMTHEL 7, HEE
IR SRAMAATIC B L, 1 ERPELI FoRE L I-fER L &S
&L, BFEAICBWTRSMHTIL» S DXL [TEH
—~IE¥] 27213 [RtE—-RE] THo b0k, MRy
SRRV THEREHLE L, MPLI-TRTOEBID
WTHHMCEREZ A SNk > 7 (Fig. 3),

7. &2H

1) FEMER (BIVEM)

BEFHERR (BITERR) Do sh7-fEfliz AZM BTt
98T 68 (7.6%), CAMETIE, 78FIh 48 (5.1
%) THY, MHMCERERAShEL ST,

EFIORRIZ AZM B TIRIR - OB EER, &F, &
KRR - ORREAR (ONK), BF, BS - €H, Fi
VBE1PITH >, CAM BTIIER - BiF0, O»%
CKAHBL 22, REET - REFE, EX - @ikt
Bl1flbotz, BEROThOBEEE - INEETH
D, RBRELEORT (hib) &, EROMEHER
3IhTw3 (Tablel7),

2) BERREBEORELEH

BARREHEORELZHHED o 1-FERIX, AZM B
T 74 B 10 61 (13.5%), CAMEBTIX 7580 74
(9.3%) THY, MEMCBEEZERASh otz *
DARITIFBER DK%, GOT D L8, GPT 0 t&,
ALPDOERBEZSDOTHD, CAMED 1 flic hZ
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Table 15. Clinical efficacy stratified by causative organisms

; Statistical
Causative organisms Treatment| No. of Clinical efficacy Efficacy test
8 group | patients | excellent | good fair poor rate** (%) | (Wilcoxon 2
sample test)
S. aureus AZM 7 1 5 1 6/ 7 B
' CAM 2 2 2/ 2
G ) AZM 7 7 7/ 1
B | S pneumoniae CAM 5 1 4 5/ 5
sub-total AZM 14 1 12 1 13/14 ( 92.9) NS
CAM 7 1 6 7/ 7 (100 ) (p=0.425)
. AZM 3 3 3/ 3 ~
M. catarrhalis CAM 1 1 1
AZM 1 1 1/1
Morasella sp. CAM 1 1 1/1
. AZM 1 1 1/ 1
E. coli CAM 0
K. presmoniae AZM 2 2 2/ 2 _
Monomicrobial ) CAM 2 2 2/ 2
infection . AZM 0
g C. freundis CAM 1 1 U1
B . AZM 2 2 2/ 2
H. influenzae CAM 6 2 2 2 2/ 6
. AZM 1 1 1/1
H. parainfluenzae CAM 0
. AZM 0
P. multocida CAM 1 1 1/1
P soruci AZM 1 1 0/ 1 ~
- aenigimosa CAM 2 1 1 1/ 2
AZM 11 3 7 1 10/11 ( 90.9) _
sub-total CAM 14 9 3 2 | 94 (6a3)| P00
b-total AZM 25 4 19 2 23/25 ( 92.0) NS
sub-tota CAM 21 1 15 3 2 |16/21 (76.2) | (p=0.091)
S. aureus + AZM 2 2 2/ 2 _
H. influenzae CAM 0
S. pneumoniae + AZM 2 2 2/ 2 _
M. catarrhalis CAM 0
S. pneumoniae + AZM 3 3/ 3 _
Polymicrobial H. influenzae CAM 2 2 2/ 2
infection S. pneumoniae + AZM 0 3
C. pseudodiphteriticum | CAM 1 1 1/1
S. pneumoniae + AZ
M. catarrhalis + M ! ! /1 -
H. influenzae CAM 1 1 1/1
K. pneumoniae + AZM 0
g CAM 1 1 0/ 1 N
b-total AZM 8 88 NS
su CAM 5 4 1 4/5 (p=0.206)
AZM 33 4 27 2 31/33 ( 93.9)
Total CAM 2% 1 19 3 3 |20/26 (76.9)| P00
. AZM 29 4 24 1 28/29 ( 96.6) _
Total CAM 20 1 15 2 2 |16/20 (80.0)| PTO-060

*excluding organisms not indicated by CAM, **(excellent+good)/No. of patients
GPC: gram-positive cocci, GNB: gram-negative bacteria

AZM: azithromycin, CAM: clarithromycin

NS: not significant



AUG. 18956

786 BEAtt2RMREYXSHR
Table 16, Bacteriological efficacy stratified by causative organisms
Bacteriological efficacy Statistical
Causative organisms Treatment No. of ecreased or Eliminston -
8 group | patients | eliminated | partially |replacement| unchanged | rate** (%) (Fisher's
eliminated exact test)
s AzM 7 5 1 1 6/ 7 _
. QUTEUS CAM 2 2 2/ 2
S . AZM 7 4 3 | 47 NS
¢ S. pneumoniae CAM 5 4 1 4/ 5 (p=0.576)
AZM 14 9 1 4 10/14 (71.4) NS
sub-total CAM ; 6 1 6/ 7 (85.7) | (p=0.624)
. AZM 3 3 3/ 3 _
M. catarrhalis CAM 1 1 1/ 1
AzZM 1 1 1/1 _
Moraxella sp. CAM ) ) /1
. AZM 1 1 1/1 _
E. coli CAM 0
K . AZM 2 1 1 1/ 2 _
Monomicrobial - pneumoniae CAM 0
infection
.. AZM 0 _
g C. freundii CAM 1 1 V1
B
. AZM 2 2 2/ 2 _
H. influenzae CAM 6 3 3 3/ 6
. AZM 1 1 /1
H. parainfluenzae CAM 0
) AZM 0 a
P. multocida CAM 1 1 /1
P ) AZM 1 1 /1 B
- gervginosa CAM 2 1 1 12
sub-total AZM 11 10 1 10/11 (90.9) NS
Y CAM 12 8 4 8/12 (66.7) | (p=0.317)
sub-total AZM 25 19 1 1 4 20/25 (80.0) NS
ubtota CAM 19 14 5 14/19 (13.7) | (p=0.723)
S. aureus + AZM 2 1 1 1/ 2 _
H. influenzae CAM 0
S. pneumoniae + AZM 2 1 1 1/ 2 _
M. catarrhalis CAM 0
S. pneumoniae + AZM 3 2 1 2/ 3 _
Polymicrobial H. influenzae CAM 2 1 1 1/ 2
infection S. pneumoniae +
M. catarrhalis + AZM ! 1 V1 -
H. influenzae CAM 0
K. pneumoniae + AZM 0
E. cloacae + —
P. aeruginosa CAM 1 1 0/ 1
AZM 8 3 5/ 8 NS
b-total
subtota CAM 3 2 /3 (p=0.545)
Total AZM 33 24 4 1 4 25/33 (75.8) NS
CAM 22 15 2 5 15/22 (68.2) (p=0.553)
Total* AZM 29 21 3 1 4 22/29 (75.9) NS
CAM 18 13 1 4 13/18 (72.2) | (p=1.000)

*excluding organisms not indicated by CAM, **(eliminated +replacement) /No. of patients

GPC: gram-positive cocci, GNB: gram-negative bacteria
AZM: azithromycin, CAM: clarithromycin
NS: not significant
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E® GOT, GPT, LDH, »GTP, ALP 0 LA»&E®»
6 nf:ﬂ*, ﬁm&ﬁ?‘i&# l/ Tt (Table 18) o
3 BiELeE

m Statiotcal
Clinical |Days|No. ?ﬂm Improvement rate (%) ‘:.(c'
ater M [CAM |0 10 20 3 40 50 8 70 80 s igo] (Mcoon?
T[T (o o S (p=0.663
Temperstore | 7 | 30/47 | 35/42 k*\ S (p=0.467)
u L [ 3670 S (p=0.566)
R EAEL S (p=0.957
Cogh | 7 |49m|um .\\ NS (p=0.671)
W | sm |sum N NS (p=0.33)
o | 3| B0 |31 ray INS (p=0.746)
Soum |7 1 4g/73 | N INS (p=0.714)
u |sym |syn NS <p=o.3g)Y
yTam o - NS (p=0.962
Soaun | 7 1 sg/7 | s5/m ™~ NS (p-0 332
W {s0/73 | sa/m . NS (p=0.337)
3T 10/48 | 13/48 - NS (p=0.467)
Rales 7 | 32/48 | 29/48 “"'--—\ NS (p=0.703)
W | 36/48 | 33748 a NS (p=0.435)
Y0 o ren NS (p=0.132)
WEC 7 | 29/40 | 0737 .\‘\I NS (p=0.337)
W 2940 | 2wz ‘a NS (p=0.920)
YT st 50| e S (p=0.099)
ESR 7 | 19/51 | 17/50 ~wa NS (p=0.988)
14| 26/51 | 26/50 - NS (p=0.584)
3 T18/59 | 1249 - NS (p=0.374)
CRP 7 |/ | 39 N X NS (p=0,097)
| 51759 | 39749 P NS (p=0.500)

AZM: azithromycin, CAM: clarithromycin
NS: not significant AZM: — CAM: a----- -

Fig. 3. Clinical parameter improvement rates.
Table 17, Adverse reactions
Treatment group
AZM CAM
Item Severity
Itching of eyes and lips mild 1
Headache mild
Headache/Palpitation moderate 1
Bitterness/Feeling sick mild 1
Taste diminished/Appetite loss mild 1
Anorexia/Oral Erythema (stomatitis) mild 1
Nausea mild 1
Nausea/Vomiting moderate 1 1
Constipation mild 1
No. of patients evaluated for adverse reactions 79 78
. . . 6 4
No. of patients with adverse reactions (%) 1.6 (.1
Statistical test (Fisher’s exact test) NS (p=0.746)

AZM: azithromycin, CAM: clarithromycin
NS: not significant

BERLRIZAZMBETIX746F [HIEZ L] 59
B, TRAEAER - ERARMEMB R 2BEEDO L D] 145,
[REALELR « KM EMBRSTEROLD] 1HTH
D, REX (MEZL] OWE) 1X79.7% THo e
¥ CAMBTIR 755 THMMEZ L] 656, [REHE
R BEMEMBE2EEDOL D] 785, [FEAER -
HMEREMRBELPIEREOLD] IFTKRLER
86.7% THD, MBEEMIIEREZRALLEL O
(Table 19),

8. BHAM

AR L - EMic b L T THESh-FRA% IR AZM
BTG, TebdTER] 106, B 556,
[RLHA] 1ABIV [EAMZL] 4AICHAX
Txb»THER] + [AH] OWE) 1192.9%TH-
7eo $7:CAMBETIZ68BIH, (b THEH] 96,
[R]85, [RLHEA] sfl8LU [FRAKRZL]
6HTHAREIZITIA%TH), AHEMCEREZRAS
iz o7z, (Table 20),

Table 18. Abnormal laboratory findings

Treatment group

AZM CAM
Item
WBC! 1
WBC! :GPT1t 1
Eosinophil 1 3 2
Eosinophil t - ALP 1 1
GOTt 1
GOT?t - GPT1? 1 3
GOT*t -GPT1?t - ALP? 1
GOT?t -GPT?t - ALP?t - y-GTP1? 1
GOT?t GPT?t - ALPt -LDH?t - y-GTP? 1
ALP?t 1
No. of patients evaluated laboratory findings 74 75

10 7
. of pati i i

No. of patients with abnormal laboratory findings (%) (13.5)  (9.3)
Statistical test (Fisher’s exact test) NS (p=0.452)

AZM: azithromycin, CAM: clarithromycin
NS: not significant

Table 19. Overall safety

Safety Statistical test
Treatment  No. of adverse reactions and/or Safety rate*
group patients  ng problem abnormal laboratory findings (95% CI) Wilcoxon 2 sample test
mild moderate severe
79.7%
14 1 0 59/74
AIM m % / (68.8%, 88.2%) NS
9 (p=0.306)

CAM 75 65 7 3 0 65/75 8.7%

(76.8%, 93.4%)

*no problem/No. of patients

AZM: azithromycin, CAM: clarithromycin
NS: not significant

CI: confidence interval
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Table 20, Usefulness

Usefulness

Statistical test

Treatment  No. of - Usefulness rate®
group patients very useful slightly —  eeful (95% CI) Wilcoxon 2 sample test
useful useful
92.9%
AZM 70 10 55 1 65/70 (84.1%, 97.6%) NS
79.4% (p=0.123)
CAM 68 9 45 8 54/68 (67.9%, 88.3%)

* (very useful +useful)/No. of patients
AZM: azithromycin, CAM: clarithromycin
NS: not significant

ClL: confidence interval

. "

E, URB~=7u54 FRMEVBRRUVEARR
MK EZ& (DPB) Xt 2 RS OFMME Y, &
S IXBRIERIGEOBERTH 5 RIMEZ D biofilm i
xf LTRBE IE /A R 2 R T FO®|E 0B D, H
BEEUAOEBEELIEE 2O TS,

FHL 5 ARMER*E TS AZIM i, AR~ 7o
A RRBEMEO NS OB ITME, $%E
MERZE DRI OBITH I BN, BRSO DM I3FE
RBPABLL & LKL 2~6 /L I LB SN TV 5%,
¥/, ARZOEPBRELEIAN60~T0RE L b
TRWI LS, 3 HMEKRSE2FAE UTEIHARYS
fTbh, fEkn~vrus4 FLREBOERSBRETRT I
EBELD SN T VB,

SEIEZ 1T AZM OBMSGEREE X T 2 A%,
ZeEBIUERAL*EBENCTET 2 BT, CAM
EAEEE L HEAREYERL 72,

ARBRICBLWTERIN-REABIZ 17TIHITH- T
5, EEIRZNR DT R & 1, FARRTDERRE T 27§
BB ENT, ZOELBEABZIRO LB TH S5,
HXROZOBORRELBE L TZOENFVLELLON
3, EROFIHELEARIC B TIE, —MRAED L L
TEHSREINTER R Z L LBCHEAT S LW
IFEZAVBERECH-IEITHE, 2O LiF, »b
0 3 TBHAED B 5 V> 13 IS WEER b TR E L
THAShZ Z L), BRICIIEIGRHE %L
TRERISTFHEN TV I L VBETERD T, HE
KEOHBBRIIBOWTIE, TOHRFABOEIRHOE»S B
EERBTHRIBEEINTORLIFAT, BRESAHL
SN ENHL, BIZK> TRREEBEHEIKEET 2 Z
EHEEELTASATWVS, 2D ELHER, H51E
BB inl e LTh, IhoER2FHENRIC
Mz 72388, THHBRECBWT /A ABEBEATE I L
EZzoNnTw3, ZOMH, MEENECE T 5 RN
DERD—DIZ > T, ZARTIRFMEELLTH
BEZODIZTHIE, $FNICE>TIDERIE
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The efficacy, safety and usefulness of a newly developed oral macrolide antibi‘otic, azithromy'rcin
(AZM), for treatment of chronic respiratory infection were investigated using ?-randomlzed
double blind trial with clarithromycin (CAM) as the control drug. AZM was administered at a
dose of 500 mg (titer) once a day for 3days, and CAM was administered at a dose of 200 mg
(titer) twice a day for 14days. The following results were obtained:

1. The efficacy rate (proportion of patients in whom the clinical efficacy was excellent or
good) was determined in a total of 144 patients in whom clinical efficacy could be analyzed, opt
of a total of 171 patients to whom the drug had been administered. The rate v&_ras_94.5% ({59/73) in
the AZM group, and 83.1% (59/71) in the CAM group. There was no significant difference
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between the two groups, and the clinical equivalency of AZM to CAM was demonstrated (A=
10%, p<0.001).

2. The elimination rate of isolated bacteria was 75.8% (25/33) in the AZM group, and 68.2%
(15/22) in the CAM group (no significant difference).

3. The incidences of adverse reactions were 7.6% (6/79), in the AZM group, and 5.1% (4/
78), in the CAM group (no significant difference) .

4. The incidences of abnormal changes in clinical laboratory test values were 13.5% (10/74),
in the AZM group, and 9.3% (7/75), in the CAM group (no significant difference).

5. The rate of safety (proportion of patients in whom the drug was not problematic) was
determined in 149 patients in whom the degree of general safety could be analyzed. The rate was
79.7% (59/74) in the AZM group, and 86.7% (65/75) in the CAM group (no significant difference).

6. The rate of usefulness (proportion of patients in whom the drug was very useful or useful)
was determined in 138 patients in whom the degree of usefulness could be analyzed. The rate was
92.9% (65/70), in the AZM group, and 79.4% (54/68), in the CAM group (no significant
difference) .

These results suggest that AZM is very useful for chronic respiratory infection and is
comparable to CAM.



