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P+ 7 = 2% ME 1207 0BHAE I RIcNT 2 E@ AR % ReTT 5 BAY T cefteram
pivoxil (CFTM-PI) # t$M3K & | T2 EML, LITORME %2572, ME 12073 1 [
100mg 7212 200mg % 1 H 3@, CFTM-PIi3 1 200mg % 1 H 3 [, 14 HE&#%KSE &
L7z,

1) ERFRAME  BESMHEIC L 2 A%312, ME 1207 300 mg £ 91.7 % (33/36), ME 1207
600 mg ££ 88.6 % (31/35), CFTM-PI#:82.8% (24/29) TH 72,

2) HEEEEIR BN %EIE ME 1207 300 mg #T 80.0 % (16/20), ME 1207 600 mg
BT 87.5% (14/16), CFTM-PI£#792.3% (12/13) TH 72,

3)  HIYER  ME 1207 300 mg 2T 1 Pl BRE DWW LSEER Y RO b N, FHEIT 2.6 %
(1/39) ThHh-7z,

4)  BEARRRAME R FEHEIE ME 1207 300 mg £ 20.6 % (7/34), ME 1207 600 mg
BET29.4% (10/34), CFTM-PI#T18.8% (6/32) Th -7z, WHEIZBRENIFEIKYZ,
Mg+ 7227 3 F+—EAI»FL LN TH 12,

5) HABM  BEEMEIC L 5 A MEIE ME 1207 300 mg £ 88.9 % (32/36), ME 1207
600 mg £f 88.6 % (31/35), CFTM-PI 2 82.8 % (24/29) Th » 72, LLEOBEL D, MR
BRIZHT 2 ME 1207 oFKRMEIE, 10 100mg 1 H 3 Bl#5H54 & #E 2 L/,
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Ktk ThHBH ME120613, 77 LB, 77 ARRHERIC

NLEBHOME A7 745 HL, ¥ Sta-

phylococcus aureus, Staphylococcus epidermidis |= %t
THHENREROBEO LT 2 ZANC KL ENATY
210 R AR EEEORS L2 & 0kE
mehi# i 100 mg, 200 mg £ 5k T2 N 2141 1.48,
9.56 ug/ml Z7R L, MABEEFRLI T L 18
MTh -1z, ARIOKREN - BRIKMREIZ T TIZEHK
FHNTEY, Z N5 DERNULE 39 [ B AL ERR LY
os (19146 A, Hy) OFEL > Ko7 L12B
wWlEEI N,

AFORITHIE AHRBRIC B T, IRIRRREE 132
Fiz1 A58 & LT 300mg (47 3), 600mg (4 3)
RHLICRE &N, 84.8 BDOHMENTES L1z,

B A RIL, S BEEE D& - 12 Streptococ -

cus pneumoniae, Haemophilus influenzae T ZNE
Nn87.5%, 95.5% L @V iNKI A IR L 72, MR ERRGY
09 bEHREL R B PIOARFILIL.TR% LA
BEL L, #58MICASE300mg (403) T
85.7% (12,714), 600mg (47 3) T94.4 % (17,718)
L BRARETETEVHAEZRLTWw2L00, &
BRI S & OB MEIRIR AR B KGR Z o7
MR ERRAE IS T 2 A %h#E 300mg (47 3) T
87.5% (21,724), 600 mg (43 3) T81.6 % (31,/38)
b, BERME L5 R oRICHEE AR IZEED S R
uh otz

SR 2L, AR ORI EYAE I M 5 Bl
RERET 2 HITHR 2 BHEABT L RO B ELC
fREL T, 300mg (% 3), 600mg (4 3) iz cefteram
pivoxil (CFTM-PI) 600 mg (%r3) # %L L T
Mz 7z 3RETHEARBEFERML /2.

1. NRESLUHRBRFZE

1. NEEBB L UONRED

1989 42 10 A A 5 1990 4£ 9 A £ Tlc & H 21 Mgk s
JUZnBER A T2 L T AE L REE T, R
BRtGchH 0 Mo EI SO BEE AR EL
2o MREBIIBHEABFT L ROBMMENALLL, 16
UL T0 4 LUTF T, YRR O IREZ B 20> L H
EOBE L Lz, ABS - Sk L OMBNE b %A -

To 22720, FaowF iR T 5B,

BE5XR S RALL 72,

(1) Wi Reidedi i ¥ TROMIC & B I0R TR
FEEZHLNB LD,

(2) EEF 2 TR Y - AUFEL AL,
RIERMOAHIE, ToAEOWEN WYL L O,

(3) B A 5 1= M HL B AL £ 0 ik

DYHELDOHBLLDEIEEAAHNL O,
4) AREOMR L% BB — FIZHLT
ME 1207 % 72132 CFTM-PI % 5- & L T 72 L D,
(5)  Pseudomonas aeruginosa " RETH 5 Z &
LD LD,
(6) L7 zaFRFLAZN=2Y o RIUVEWRIZ
THETUVAX—BFREEET L LN,
(7)) EHLH - BHEEELFTL L0,
(8) Wb, #23Lh B L IR L TV 2RO H B
L,
(9) ZOMIBLELSNELY LBHZLD,
2. MHEDERES L CHREEDRL
SR L L TE, ALFEHEECEEER, RNEES
LU T THUERE LR %2 S UIPIRERRYHE DG H
IR R S R, AR HL L T 5 CFTM
Pl LI TH b & #£ 2 bitz, CFTM-PlL D%
i & LT3 CFTM-Pl 181 Gl BRUHAE IS 5§ 5
ENHERBROREYB S FEH® LY, 1 HE 600
mg (5 3) Z334R L 72, F 72 ME 1207 13—z BR AR K B
12 BT BEEKER, HEPIBEY, B L SR LHIC
4 2 MR A EA S, 1 HE 300mg (45 3), 600
mg (57 3) &L7
3. ABREA
REEAS LU 1 BREBII TR IFFE L,
AR :ME1207 1 H300mg (4 3) &5
(LLF ME 300 mg#f & B&9)
B# : ME 1207 1 H600mg (% 3) #¥58
(LLF ME 600 mg#f & B&3)
C# :CFTM-PI 1RH600mg (% 3) #&548F
(LLF CEFTM-PI 8 - 869
A 13 ME 1207 100 mg % 1 8t & S8 1 &5 1 6e
N7 T v REE 1 gENEET 288 %, B &I ME 1207 100
mg§E2 %%, CBHE CFTM-PI100mg £ 2 5% 1 &2
Fl7zbog lEEs L7z (Fig. 1),

after after after
breakfast lunch dinner
ME300
(ME1207 300mg/day) . O . O ‘ O
ME600
(MEI1207 600mg/day) | @ @@ @@ @
CFTM-PI
(CFTM-PI 600mg/day) ® LR LR o

@ ME1207 100mg tablet
() ME1207 placebo
@ CFTM-PI 100mg tablet

Fig. 1. Package of test drug
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v bo—7—3, PEREIEYL, REEHL
T U BEDBHNTRENE DR, WHRH O & RO IEH
T, EEDERLE ) 1T, X—2— FOREZIT-
72, FREESHEICHL, FAERNOEAREYS - Mk
% LKL - FRERHERSNCAX L THRDT
oL L 12 H B 5L, X—a3— FEHE#BENT— 2
DRI 7 6 ISR E % 1T - 72,

ks, AR T, RBREKEL L UREKT
BriC, 7> bo—J—»EELICHE L 2 RBEEAIC
DWTEHRARE L UBHIARENE* S U RARED B
B EANFHE GHERHR) TITbh, £
BHEICHEBICEALTEY, 77 eREIEDELET
DERNEZA T W EPHERINT,

4. HB5FEB & U5

HEHEE T3, BEOZFREICHFEOLE IEICHEL,
mEKILIH IS T ZEE LT,
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DG DVELBED T EHKL 25482k E, EAI
LT HIEBEHS & L7z, 72, %5 %ICIE
WATROWFELSBH LN TES L HWIL, &5 %2H 1k
LAb#IcZEE T 254, &5, BIK 72 Bl % &
WL ZEICAT) bk Lz, &b, BIFER Z 72I3ERK
RAMED R LW B, B5-MkEEH U HE & 3K
L 72854, NRH HBRNATNE FiFH B 5BR%ICH
L7285, BEHI L2 H LIBEEA, 2oftiER
E A5k & 38 & MM L o 3aci3, EBENH
W52k T52 0 TERLDELT,

b, 52T a841003, PIERICATENOR
1, BEAAT, kR, P BERE L U R s
PHRARICIKTAZ L E L,

5. fif#KA

REE AN G- P3O PR TER R DG B & RIS
KB 72 Ta PRIz Rz L7, 72720,
HIBEHEZ T a4 FRIZOWTIE, ARRBRO LKL
10 HLBTE DG ENTHED, Ui L EREBEET 10
AU Eichr> CTHIBEEAT oA FibGioL s &8
DI BREKRDEALHFED SN, OB T £
THEBEH BV EFNLUT ORI IE L TR XN 58
HlIE L2 2wk Lz, AT oA PR

SATEIS RA, WREERE], y— 707 MBI ER
LCHFRERRIE L 7ohs, RUHBTHERL 2544,
ZONFLABERICIEHMT 5 & & Lz, 8- 15
B, HRIDREE S e WIERRIER], REIEM O
25 B L CERICLELLE 2 X3 T-> TH By,
ENHIZDVTRUGTHAERICKB T L &L,
6. fEWK - TROBE S L UEKRRE

) # K

BEEHB L UBBREEITEENEB) L L, &R
BT B2 L & Leds, A & LB554E,
5B 3 B, 7B 14 BRICIULTBRELST
bIEElL

(1) & B 1H4ERE EE), 27L§®
BHTUT1IH2EBMETD v,

(2) % wk o+ (REIROEEI N AREE), +,
— ) 3 ExbE
(3) % K Ee (50ml/HLULE), # (10ml

/HLLLE 50 ml/ B &i#), + (10 ml/ B R, — (L)
D 4 EXFE
CPEK--P(BRYE), PM(REERYE), M

(x51)

(4) DRORENEE  + (GRRAMIRZET 2512E), +,
— ) 3 EkpE

(5) Mg 4+, —o2 KR

6) METHE .+, +, —D3IEKHE

(7)  BEAKEEIK © +, — o 2 ExPg

Q) FT/—x .+, —D 2k

ARERBIAE RIS FBH L B EKIC DWW TR, 29
FEXH, FREE, FHH, REBEHR L nBEk, K5#ED
[, MLE, PRSIl OWTHAERICERTAIL
L7,

2)  BEARREE

FnERE, FImERSRE, AR7E (1 BefE), CRP 3K
LBt H, #5585 3, 7. 14 B#glc, Rimske, M@
B#E, ~= 7).y ME, /RS, 7— L4 RER
B, S—GOT, S—GPT, Al—Pase, E#t It
v, e )y, BUN, 7L 7=, LFEE
%8 (Na, K, Cl), JRiTR (&H, ¥, 7eE)/7
>, BRIGHE GRIMEK, ([uEk, MA) (356K
BeHBARG T, 14 R T a2 e Lz, bB, 7
o} o, CPK 22w Tid, THELR ) £
TrIrELT,

G aaTs, REEAHBLL 235a, ABREHL
OEURIZ SN TRET £NZ 5 & & bic, R LTHE
BEAT, FElED L VIIRERIOL -~ L BEETS
FCEBHRAEL, AfKICERTAIZIEELL
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3) MERL >~ b

BEREH B L RGBS 14 By > b
VRERERL, 74 VLaERETLEI L E LT,

4) WEFOIRA

BEF, B5BM%GTH, 14 BRSSO HEC &
DR OME O BE - [ - BREGE 21TV, RBR
BB TRBEOMEIC D, BEEE 7 I ERE
FHESNAHEIC OV THEREZE & #ic ME 1206 &
FCFTM (x4 5 ZES (MIC) MI5E (H AAbayHe
s gic £ ) 105CFU/ml TRIE) BX U g-7
7 92— YHEEHFERABMARE L ¥ —HEIT
Bz ITH- 72,

7. FHEHE

1) EitEHE
FHRENHELRIZ L), BPAENBEE % BIE,
thEgE, EIEWS, MR AR AR, B F 72380
ik, A, TED 4P, B X UHEARIZ,
BERAIRIZERY, H%h, OXEW, EHO 4L L
CHERRICHE L 72, BIEREEREIERL X Ui
WREMEOBILOMER, 2%, BB 288 L, &
£, BEHICRCHMEH Y, LethicMEs ), 44
TRLEVD 4L LU HENRICHE L 72, A%
i, AL L OISR EE 2 MEL T, BH THH,
HH, B0, AL Lo 4 BB & HETRE
ICHEL 72,

2) BEAHE

RBEHETH,, 22 Fo—F—»KEFKFS - Mk
YRS - FREMENTRIN T2 774 F
ftl, B2 7> 72460 H EHES OG5 S N 45
BloRERB L UWEL > 7> 74 nak b Xiz,
HEZE2IC BV TEAEBHHEPIORS, ZHiHN
WeE, B, RAWOME X MEE0hE, BREM
R, e, BIRMRAEMEY, HIELLES L UAH
HOHE % F R BHIC TiT - 72
DEFIDRE & W& OHEE
ARBRBLRIOBRARE K, WEEL > L7 TR B &
VEEHRRR A & 2 M 4 2 WE L 72, KIS, RBEH O
RUA & B L B T E B L ) i BRI A IR L L%
Bih, BREBHEC BTN R X L TOWRS 2 METL 72,
Qs
BEBMATORIE, BRARSEK, ML > b TR
BEUVBKRAEMEOHRS 2 &, Bde, WHE, BHEO
SERBETHEL 72,

Q7T S

BARIEIR, & & CBRRRAEM O 2 &, %5, B
B, RRAE, MR 4 BB §OCHE TR HE L

72,

@A “F 5

BREEHEE L 721, BRHDOWEENEE, ik
HDIBOE S L KD - PR OHER 7 &2 3
DE, IR, WA IR, WA, AN 4B
FE b L O HEARRICHIE L 72,

@FEIVER B & VBRI R W

BIVEH B & URRIRBAR I R, EiGELFAAEIC
WML NGB L UHBEZ L LSRG 2B5EL, it
TRENHE#IT- 72, BEISRE (B5#ETER
BE), HHEEEG P ESs2 LD, EEFLEE
L7236), BE(KETTBENTRICEETL L
A DIERMEE L,

BRIKRRAIC DWW T3, BREEHOHLE L TFin
HRICE->TIHT L ICRBERFOFELHEL 2,

(1) EEiE—REE

B 20 %LL L% REEE & T 5,

(2)  RHEAl— R

Bt 2 5Ll L& REZ# L T 5,
(3) koBEFHIZOWTII FTROKIE+ B
T2,
B EkE 3,000, mmd A jif
IR 10 %Ll EHE & L T 500/mm?
Pl
IR - 10 T/ mmd A

s, FEUSAOEHIC OV T &RE 0 IEH 8
B9, BEIN T VWEAIE TRKREERE,
EEBIZL 5,

OME$E L2

BITEH, BRRRRAMERT H D NHAIC13, Ticitl
BORAEIZGE, BIRLEE S Tilo 4 BB L UH
EARICHEL 72,

(1) %4 BERXEARREBO BlLrld b
i,

(2) HEMIZXPXMES ) GBER O M B XK
BRAED B D H Nz hY, REEA O K53
WHETH O, PR HERGLE L LEE Lk 2L 0,

(3) ZetIcHE S ) - EEH O BB IR A
O BAL AL 61, REBRER OG5 MMIZTEETH
S 72hY, RHESE A LB T 5 % SERIKIIC SR Y
EEZLND LD,

@) ZETE T REHO MBI ERREED
HAH o 5, REEROEG 2L 2h, F2
FrhibdNETh-TEFZLoNBE LD,

DA MM
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ED#lAaL I L) Table 1 IZ/RT & iz, HHT
R, A, SXFH, FHtEL LD 4BEE L UH
EAEEICHEL 72,

3) HERK - FTRB L VKRB ENNEE

BERFER B & UBRIRRREMEIC DV TR 5% E - #
5838, 7TH, 14 HREOKEE % 1 KFELL LdE
L7adlEs L THRELL, B, EROEEIR
Table 2 IZ/R T HHEICTEV, ZNENHERL KD,

8. X—a— FoORH, T— @

HEZBSICTERMOR) hoRrEL L UEES
HEITbN %, EHEESI N, 2> te—F—
I X—a—F2REEIN, borLoBTESINS
WEIEE, REFHEICE D THEA2ERL 2, BT
i3, 3> to—7—nfEENY &, BHERERNSH
ICBWIEBE N, REIZT—ISORE, HHIZIE
LT, Kruskal & Wallis’ test, y*-test & % \»{3 Fi-
sher D EEMRESF % v 7z, HEAKEIES % &
L7z,

I = B B &

Table 3i2/RL 72 & 7 iz, BR¥EEEH I 1126
(ME 300 mg £ 39 #, ME 600 mg & 39 i, CFTM-P|
BE34B) T, T bR - BE 126 (ERERE
B, SNREE2H, GEEREE TR, BRER
15 1 45, #0[El LA K BT 3 1 61, Table 4) % v 72 100
%I (ME 300 mg &f 36 %, ME 600 mg & 35 #I, CFTM
-PI 829 $l) % BRRBN RO RE & L7z, BIER
DRI RENT SRR BEE 16, 400 LRk 4
1608 & URHRBREIC & 2 REAMF 16 % 2nz
NOERES 5BV 72 109 ) (ME 300 mg 2 39 i,
ME 600 mg £f 37 %, CFTM-PI & 33 #l)), Bzt
REBATTREN, HBERBES 1), REHE 15,
wEILE RS 1B, ERRRAKRER 2 B, R&kA
N0k b4 URHIE L THRERIEE L +£38) 7
Bl % Z N EFNOFGEED B 72 100 B (ME 300 mg
B 34, ME 600 mg & 34 5, CFTM-PI & 32 ),
A DTSRI EERM RO RBI & L 12,

%h, HERTEOBRREL I BLUETNTH
BT, #BE5PICREMBREREIED SN 1HIL, BKE

1. NRFEEHF RAENERE OHITRRECI 2 72,
Table 1. Criteria for the judgement of usefulness by the committee
Severity of side Clinical effectiveness
effects & abnormal
laboratory findings excellent good fair poor undecided
None +# + + - ?
Mild + + + - ?
Moderate + + - - -
Severe - - - - -
4 : markedly useful, + : useful, £ : slightly useful, — : useless, ? : undecided
Table 2. Criteria for the evaluation of signs, symptoms and laboratory findings
Criteria
Sign and symptom
— + +# L
Body temperature (°C) <37 =37~ <38 =38~ <39 239
Cough - + n
Volume of sputum - + # #
(ml/day) (<10ml) (210~ <50ml) (250ml)
Property of sputum” - M PM P
Dyspnea - + +
Chest pain +
Rale + +#
Dehydration +
Cyanosis - +
WBC (/mm®) < 8,000 28,000~ <12,000 212,000~ <20,000 220,000
ESR (mm/h) <20 220~ <40 =40~ <60 =60
CRP - .+ 2+, 3+ 24+

Y M : mucous, PM : mucopurulent, P : purulent
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Total number of patients

ME300
ME600
CFTM-PI

Table 3. Case distribution

Efficacy

Side effects

Total

Abnormal
laboratory
findings

Utility

Included
ME 300 36
ME 600 35
CFTM-PI 29
Total 100

Excluded
ME 300 3
ME 600 4
CFTM-PI 5
Total 12

Included
ME 300 39
ME 600 37
CFTM-PI 33
Total 109

Excluded
ME 300 0
ME 600 2
CFTM-PI 1
Total 3

Included
ME 300 34
ME 600 34
CFTM-PI 32
Total 100

Excluded
ME 300 5
ME 600 5
CFTM-PI 2
Total 12

Included
ME 300 36
ME 600 35
CFTM-PI 29
Total 100

Excluded
ME 300 3
ME 600 4
CFTM-PI 5

Total 12
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Table 4. Reasons for exclusion and drop-out from the evaluation of clinical effectiveness
Reason ME300 ME600 CFTM-PI Statistical
analysis
Severe underlying disease 0 1 0
Ineligible disease 0 0 2 NS
Infection due to P. aeruginosa 3 2 2
Violation of administration schedule 0 0 1 (P=0.307)
No further consultation 0 1 0
Table 5. Background of patients
Item ME300 ME600 CFTM-PI Statistical
analysis
male 20 27 18 NS
Sex _
female 16 8 11 (P=0.150)
30~39 3 0 1
40~49 3 1 1
Age 50~59 4 5 6 NS
(year) 60~69 14 13 8 (P=0.671)
70~79 9 14 11
80~89 3 2 2
~39 3 1 1
40~49 9 11
Body weight 50~59 12 14 11 NS
(kg) 60~69 8 6 8 (P=0.944)
70~ 2 1 1
unknown 2 2 0
S it mild 21 17 13 NS
eventty moderate 15 18 16 (P=0522)
In/Out out 22 22 1 NS
tients " 12 13 16 (P=0.167)
pa out—in 2 0 2 :
. no 9 12 9
gnderlynrll;(gj A 8 3 3 NS
‘Se?l‘.sei o B 17 16 17 (P=0.289)
complications A+B 9 4 0
Pret;/ei;mem no 33 32 28 NS
antibiotics yes 3 3 1 (P=0.673)
Combined no 12 9 12 NS
drugs yes 24 26 17 (P=0.414)
. ~3 1 1 1
2”“?0”?f 4~7 9 10 5 NS
'3'“?‘ 8~13 6 2 3 (P=0.767)
avs 14 20 22 20
2. HEEAT i, WERAE ABZOME BB L THRLL

B Rz RAEATIF R B D15 57 K F % Table 512w L 72,
ZREE L 60 U EDBENBAEL E LD T 7207 v
THOERERFICBWTL 3EMICAELRD 13320
T, WHELBERTERL T, ok, REESEB - &4
FEIZ DV T EMNESS, PACRRREE, RE, BRE

$7:, BGBMBEIOEKITR (iR, WBC, KL,
CRP, Iz, WEecid, WEsvbtk, pRmEE, Mass M
T, BASEK, 57/ —+) iz 2w T bk 3#
BlcA&E LR 138D LN d -7 (Table 6),
HEEBSI TRRBEVHEE S (L iEHE 526
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Table 6. Background of patients : initial symptoms
Item ME300 MEG00 CFTM PI Statistical
analysis
<37 11 9 7
t B;’faymre 237~ <38 16 19 16 NS
emp(nc) 238~ <39 8 4 6 (P=0.991)
=39 1 3 0
< 8,000 11 11 8
WBC 28,000~ <12,000 14 9 12 NS
(/mm?) 212,000~ < 20,000 5 11 6 (P=0.631)
unknown 6 4 3
<20 9 8 3
220~ <40
ESR 2 > o : NS
/b Z40~ <60 5 10 5 P 0860
mm 260 9 6 6 (P=0860)
unknown 8 5 7
— 2 1 1
+, + 8 3 3 .
CRP 2+, 3+ 11 9 9 (P:\()SIS'
24+ 8 15 12 018
unknown 7 4 4
+ 13 17 13 NS
Cough W 23 18 16 (P=0.558)
+ 6 11 5
Volume of #+ 20 20 23 NS
sputum # 7 3 1 (P=0.176)
unknown 3 1 0
Property of M 2 0 ! NS
A PM 12 13 10 (P=0.868)
sputum P 22 2 19 =
— 24 22 16
NS
Dyspnea + 12 11 11 P
N 0 2 9 (P=0.540)
) - 33 31 27 NS
Chest pain + 3 4 | 2 (P=0.807)
— 8 8 1 .
NS
Rales + 18 21 22
N P=0.360
+ 10 6 6 ‘ )
. - 35 34 29 NS
Dehydration + 1 1 0 (P=0.659)
C . - 34 31 27 NS
yanosis n 2 1 2 (P=0.638)

(ME 300 mg 2 22 4, ME 600 mg £ 17 i, CFTM-PI
H13B) THY, HEERYE 47 B (ME 300 mg &
17#1, ME 600 mg £ 17 51, CFTM-PI & 13 ), #
BEEYeI: ME 300 mg B0 22 5 W EEL, R0 2
#H6nr: (P <0.05, Table 7).,

EJH & HEE S N7z 58 Bk, 25 BRIz D X MIC il
RHGTb 0%, 3B TR Y 13328 b e
-7z (Table 8),

3. BEESHEIC L DA

1) ERKRHR

B R sh BT A % 100 BIZE B SH5EIC & B BEARR)
$% Table 9 127k L 72, AL o433, ME 300
mg B T91.7% (33.736), ME 600 mg # T88.6%
(31,35, CFTM-PI#:7T82.8% (24,729 T, 3B
Bl EA RS NG h -1,

2)  ERAE IR AR SR
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Table 7. Distribution of causative organisms
ME300 ME600 CFTM-PI ot
Causative organism StatlStl?al
22 17 13 analysis
Monomicrobial infection 17 17 13 *
Polymicrobial infection 5 (P=0.023)
S.aureus 1 3
S.pnewmoniae 3 7 2
Streptococcus sp. 1
E.faecalis 1
Monomicrobial A?‘(B') catarrhalis ! ! !
. . E.cloacae 1
infection
E.aerogenes 1
E.agglomerans 1
K.pnewmoniae 3 1
H.influenzae 7 5 6
P.multocida 1
S.pnewmoniae+ M.(B.) catarrhalis 1
Polymicrobial S.pnewmoniae+. H.influenzae 2
infe)(:tT;on a M.(B.) catarrhalis + H.influenzae 1
S.agalactiae + H.influenzae 1
+ K.pneumoniae
x 1 P<0.05
Table 8. Susceptibility distribution of causative organisms as judged by the committee
(inoculum size : 10° CFU/ml)
MIC(gg/ml) -
Drug Treatment Total Statlsn?al
<0.025[0.05] 0.1 | 0.2 1039078156 |3.13|6.25|125| 25 50 | 100 |>100 analysis
ME300 2 3 1 2 1 1 10
ME1206 | ME600 2 3 1 1 1 8 P_I\(I)S%a
CFTM-PI 2 3 1 1 7 -
ME300 1 3 2 2 1 1 10 NS
CFTM ME600 2 2 1 2 1 8 P=0682
CFTM-PI 1 1 3 1 1 7 o
Table 9. Clinical efficacy as judged by the committee
No. of . Efficacy* Statistical
Treatment cases Excellent  Good Fair Poor rate (%) analysis
ME300 36 33 1 2 91.7 NS
ME600 35 31 1 3 88.6 _
. ) (P=0.609)
CFTM-PI 29 24 4 1 82.8
*excellent + good
Table 10. Clinical efficacy classified by initial severity as judged by the committee
' i * istical
Severity Treatment No. of Excellent  Good Fair Poor Efficacy Statis Kfa
cases rate (%) analysis
ME300 21 18 1 2 85.7 NS
Mild MEG600 17 14 1 2 82.4 (P=0.855)
CFTM-PI 13 10 2 1 76.9 ’
ME300 15 15 100 NS
Moderate ME600 18 17 1 944 _
. (P=0.371)
CFTM-PI 16 14 2 87.5

*excellent + good
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Table 11-1. Clinical efficacy classified by causative organisms as judged by the committee
[ -
| Efficacy s
Causative organism Treatment No. of Excellent | Good Fair Poor rate” Statlm‘?d]
cases analysis
(%)
] ME300 1 1 1/1
S.aureus ME600 0 _
....................................................... R SR
CETM-PI 3 3 3/3
ME300 3 3 3/3
S.pneumoniae ME600 7 P R N %/7
CFTM.PI 2 2 e
ME300 0 —
G|
Streptococcus sp. ME600 1 1 0/1
(+) CFTM-PI 0 —
ME300 0 —
E faecalis ME600 1 1 0/1
CFTM-PI 0 —
ME300 4 4 4/4
Sub total CUMES0 | N 2 | 79 NS
________________________________________________________ Loty (P=0.329)
CFTM-PI 5 5 5/5
5 ME300 1 1 /1
S|l
-ig M.(B).catarrhalis ME600 1 1 1/1
s CFTM-PI 1 1 1/1
el
g ME300 1 1 1/1
£ E.cloacae ME600 0 —
s N CeTEeeRes
= CFTM-PI 0 —
ME300 0 —
E.aerogenes ME600 1 1 1/1
CFTM-PI 0 —
ME300 1 1 1/1
G | b
E.agglomerans MEG600 0 —
=) CFTM-PL | 0 —
ME300 3 2 1 2/3
K iae " ME0 | S A A R I NS
pnewmonige | ME600 04 T (P=0.505)
CFTM-PI 1 1 1/1
ME300 7 7 7/7
H.infl CUMES0 | N | 5/5 | NS
-ijluenzace IS SORE RTINS SUURRN SRR S P (P=0347)
CFTM-PI 6 5 1 5/6
ME300 0 —
P.multocida ME600 1 1 1/1
CETM-PI 0 —
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Table 11-2. Clinical efficacy classified by causative organisms as judged by the committee
Efficacy e
Causative organism Treatment No. of Excellent | Good Fair Poor rate* Statlstl(':al
cases o analysis
(%)
= G ME300 13 12 1 12/13(92.3)
P U T Iyl RO I IS AR R A NS
= tal ME600 8 8 8/8
=, Subtotal | MEEOO 8 ) B8 /8] (P=0.608)
= CFTM-PI 8 7 1 7/8
=z ME300 17 16 1 16/17(94.1
= Y s D e NS
g 7 2 15/17
: Tow B IO B O A NI |
; CFTM-PI 13 12 1 12/13(92.3)
ME300 1 1 1/1
S.prneumoniae RS S e
M.(B.) catarrhalis ME6OO _________ 0 _________________________________________________________
CFTM-PI 0 —
ME300 2 2 2/2
S.p'neumomae ME600 0 -
g H.influenzae | ]
Es CFTM-PI 0 —
L
= ME300 1 1 0/1
= M.(B.) catarrhalis ~— [777T T T |
;g H.influenzae ME600 _________ 0 _________________________________________________________
5 CFTM-PI 0 —
£
= . ME300 1 1 1/1
S S.agalactiae L]
H.influenzae ME600 —
K.pneumoniae CFTM.PI 0 -
ME300 5 4 1 4/5
Sub total ME600 0 —
CFTM-PI 0 —
ME300 22 20 1 1 20/22(90.9)
"""""""""""""""""""""""""""""""" PR B NS
Total MBSO LM Bl 2 |IIED| pogse
CFTM-PI 13 12 1 12/13(92.3)
*excellent +good

5. 5- Bt O BAE )12

JEA L 72 BRR%hH % Table

10 42R L 72, BEEBI D A %hA4E, ME 300 mg # T 85.7

% (18,21),
CFTM-PI T 76.9 %

{3 ME 300 mg £ T 100 % (15,715),

94.4 %
THY,
D7z,
3) R
EHEHEIZ
$% Table 114
90.9% (20,722),

(17.718),

ZVES

17), CFTM-PI#7T92.3 %

ME 600 mg #f T 82.4 % (14.717),
(10,13),

o SERE B D A7 whER
ME 600 mg #:T

CFTM-PI#T87.5% (1416)

WTNOHEL SRMICATEIED LN

L DR OMEE L 72 iER) TORRKS
RL 72, AREE, ME 300 mg BT

ME 600 mg #f T 88.2 % (15
(12713) TH-72, Z

D) L BB EYA) 2 xS 2 B RhEIS, ME 300 mg B
94.1% (16.17),

17),

CFTM-PI#£92.3 %

ME 600 mg # 88.2 % (15/
(12713) THotz, T

NOBAE L ISBRICHEEZED LN h > T2, BE
WD 9 b S. pneumoniae BIRHREYLHIZ T~ THA,
H. influenzae BIH EGH) Tid CFTM-PI O RL
HAMD 1B EBRETXTHETH - 72,

4. FTHEHEK
FRSHEIC
FHSENE % Table 12 12

& B ME R R
L0 REEOMEE S N7z 52 BIOME
L7z, Mk, BEREEbE

72 94 % #< iz, ME 300 mg £ T80.0 % (16,20),

ME 600 mg # T 87.5% (14,16),
92.3% (12,/13),

B B RIS

CFTM-PIET
XY B IHRRIE,
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Table 12-1. Bacteriological efficacy classified by causative organisms as judged by the committee
Causative organism Treatment No. of Eradicated| Decreased | Replaced | Unchanged | Unknown Eradication Statisti(:‘al
cases rate (%)* | analysis
] ME300 1 1
S.aureus MESOO | o | [ r T -
CFTM-PI| 3 S e
ME300 3 3
S.pneumoniae ME600 7 6 7 ”1 77777 —
CFTM-PI| 2 2 o
) ME300 0
G |
Streptococcus sp. ME600 1 1 —_—
(+) CFTM-PI| 0
ME300 0
E faecalis ME600 1 1 e
CFTM-PI 0
ME300 4 3 1
"""""""""""""""""""""""""""""""""""""""""""" NS
Sub total CMEGOO G 9 T L o (P=0587)
CFTM-PI 5 5
s ME300 1 1
§ M.(B.) catarrhalis ’\IEGOO ------- R R R A _ NS
Z AB) catarrhalis | NROOY (P=0.223)
s CFTM-PI 1 1
2
g ME300 1 1
g E.cloacae ME600 0 —
et T etn ERRTTEIEE
S
S CFTM-PI| 0
ME300 0
E.aerogenes ME600 1 1 —
CFTM-PI 0
ME300 1 1
G |
E.agglomerans ME600 0 —_—
) CFTM-PI| 0
ME300 3 2 1
................................................................................... NS
K.pneumoniae ME600 0 —_— P ; 05505)
CFTM-PI 1 1
ME300 7 5 1 1
D iy Bt I B I I I NS
H.influenzae ME600 5 5 — (P=0.619)
CFTM-PI 6 5 1
ME300 0
P.multocida ME600 1 1 -
CFTM-PI 0
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Table 12-2.

Bacteriological efficacy classified by causative organisms as judged by the committee

Causative organism Treatment f;;e(;f Eradicated| Decreased | Replaced | Unchanged | Unknown E;‘:’T;:ﬁ n S;i:ls;isci:l
£ G ME300 13 10 1 2
z Sub total ME600 | 8 6 1 1 — NS
E b (P=0.899)
= ’ CFTM-PI 8 7 1
£
g ME300 17 13 1 2 1 87.5
; Total ME600 17 13 1 2 1 87.5 NS
= e e P e (P=0.888)
= CFTM-PI 13 12 1 92.3
ME300 1 1
S.pneumoniae [ I N
M.(B.) catarrhalis - MIZS()O . 0 ________________________________________________________________
CFTM-PI 0
ME300 2 2
S.pnewmoniae [T LTI A e e
= H.influenzae MEGUOO ________________________________________________________________
= CFTM-PI| 0
L
= ME300 1 1
= M.(B.) catarrhalis B e e o
3;3 H.influenzae - MEGUO I 0 ................................................................
< CFTM-PI 0
z . ME300 | 1 )
= S.agalactiac Lo R R
- H.influenzae ME600 —_—
K.pneumoniae CETM.PI 0
ME300 5 2 2 1
Sub total ME600 0 JR—
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, U R
CFTM-PI 0
ME300 22 15 2 1 2 2 80.0
""""""""" P S T e e NS
Total (MBSO 1T B Vool Vol 875 | (=066
CFTM-PI 13 12 0 0 1 0 92.3
*eradicated +replaced
ME 300 mg # T 87.5% (14,716), ME 600 mg & T 6. ZEHRHTEIZL b%eM
87.5% (14.716), CFTM-PI £ 92.3 % (12,713) 1) HIfEH

L, WINoBAED SERICHESIIRD LN h
72, BRI A B X, S. pneumoniae HAd T ey <
BTN LBRE XN, H influenzae YY) Tl
ME 600 mg £ T3 $XTHRE X LT 729, Fotho
T IR OB T AR TH - 72,

5. FEHEIZ L AR E
FiiEHOELD L BERAY % Table 13 123 72,47

MU oA 2 #x ME 300 mg # T94.4% (34
36), ME 600 mg £ 80.0 % (28,735, CFTM-PI £
82.8% (24.729) SBEMNC A S LR S e
=7z,

.
[
Ly

RIVER AT X % 109 B 517 5 FBHERB L 20N
% # Table 14 (277 L 72, FIfERIIZ, ME 300 mg £,
B OSR « LIRS 1 RIS LN NBRTHY,
AL 2.6% (1,739 Thoto, AiEkE, &Y
bz & DRI L 72,

2)  ERRHRAfE R

i R LA 5 AT X 100 B0 150 B RAERE
SEWA £ U F OM%E % Table 15 1R L 72, REEH
12, ME 300 mg £ 34 #th 7 (20.6 %), ME600
mg BET 34 Brh 10 #1(29.4 %), CETM-PI #£T 32 )
6 (18.8%) 12 b, 3 BRI AT EEIZED
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Table 13. Clinical efficacy as judged by the doctors in charge
Treatment No. of Excellent Good Fair Poor Efficacy® Statistic'al
cases rate (%) analysis
ME300 36 5 29 2 94.4 «
ME600 35 5 23 4 3 80.0 NS
CFTM-PI 29 5 19 2 3 82.8 (P=0.591

*excellent+good

Table 14. Side effects as judged by the committee

Treatment L
Side effects Statistical
ME300 ME600 CFTM PI analysis
No. of cases 39 37 33 B
o NS
No. of cases with side effects 1 (P=0.404)
(2.6%) ’
Nausea * upper abdominal pain 1

Table 15. Abnormal laboratory findings as judged by the committee

Abnormal laboratory findings Treatment Stat]stlgal
ME300 MEG600 CFTM-PI analysis
No. of cases 34 34 32 NS
No. of cases with abnormal laboratory 7 10 6 (P:A0i5-11)
findings (20.6%) (29.4%) (18.8%)
RBC!, Hb |, Ht| 1
WBC!,GOT 1, GPT 1
Eosinophilia 1 3 2
Eosinophilia, GPT *t 1
Eosinophilia, K 1 1
PLT | 1
GOT 1 1
GPT 1 1
GOT1,GPT1 1
GPT 1, proteinuria 1
BUN 1 1 2
BUN 1, proteinuria 1
K1 2 1
Sediment (erythrocyte) 1
Table 16. Safety as judged by the committee
Treatment No. of Safe nge problem l.’roblem Not safe Slatisticg]
cases with safety with safety analysis
ME300 39 31 7 1 NS
MEG00 37 2 10 (P=10.665)
CFTM-PI 33 27 6 o

bt o1z, REEBOMNRIL, £ & L THRRERY 1% R/ *mwmw 13, RIVEHT 500 & W)
%, GOT, GPT oMt 7> 27 = + £ 14, Hzm 109 5 T F4sEIZ DT Table 16 1275 L
BUN LR%ECH -7, BEIIT~NTRIETSH -7, . 3B 44 eg A7 h - 7255, ME 300 mg &

1. ZESMWEC L o5 iyw Tﬂlruﬁi . t:fi;ubifﬂfmh ARG A Lz 1 s
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T e Tidn vy CHESNLZLUSNY, §XTEkes

IR ETEICORMES ) E V) BRI TH - 2,
8. ZEHESHEIC L MM

A RN AT R 100 B1iC 351 2 H M % Table 17

2R 72, ARULESOERAHEIZ ME 300 mg #7889

% (32,°36), ME 600 mg # T88.6 % (31,735),

Table 17. Utility as judged by the committee
No. of Markedly Slightly Utility* Statisti
Treatment ¥ Useful EnLY Useless Z stxcfal
cases useful useful rate (%) analysis
ME300 36 32 2 2 88.9 NS
MES00 35 31 1 3 886 (P=0.786
CFTM PI 29 24 4 1 82.8 786)
*markedly useful +useful
Table 18. Utility as judged by the doctors in charge
No. of Marked]l Slightly Utility* isti
Treatment y Useful Bty Useless z Statlstlc.al
cases useful useful rate (%) analysis
ME300 36 7 26 2 1 91.7 NS
ME600 35 6 22 4 3 80.0 (P=0.609)
CFTM-PI 29 6 18 2 3 82.8 e
*markedly useful + useful
Symptom Days - No of patients Improvement rete! %) Slalisti(l:a]
ME300] ME60OCETMPI 0 10 20 30 40 50 60 70 80 90 100|  analysis
Body 3 27 26 23 NS(P=0.547)
tempera- 7 26 26 22 NS(P=0.465)
ture 14 17 17 16 NS (P =0.948)
3 4 12 12 NS(P=0.174)
WBC 7 18 20 16 NS(P=0.563)
14 11 15 13 NS(P=0.883)
13 12 13 NS(P=0.538)
ESR 7 i 17| 20 " \ NS (P =0.530)
{ 14 12 15 14 NS(P=0.599)
[ 3 16 14 14
CRP [ 23 23 23
Y 16 1% 17 NS(P=0.269)
3 36 35 29 NS(P=0.217)
Cough 7 36 35 28 NS (P =0.945)
I 24 23 21 NS (P =0.394)
3 32 34 ; D —n 907
Volume N 29 NS (P=0.207)
of sputum ! 33 3 28 NS(P=0.112)
: 14 20 22 20 NS(P=0.542)
Property 3 36 35 29 NS(P=0.728)
of sputum fo 36 35 28 NS(P=0.440)
1423 23 21 NS(P=0.555)
30002 13 13 NS(P=0.357)
Dyspnea 7 | 12 13 12 NS(P=0.365)
o8 10 10 NS(P=0.328)
P B
300 ; (P00
Chest 3 3 4 2 1\5(}’ 0.9?3)
i 7 3 4 2 NS(P=0.174)
b 14 2 1 | -~ NS (P =1.000)
3 22 25 22 o & NS(P=0.166)
Rale : % % " N NS(P=0.243)
] 19 19 19 NS(P=0427)
ME300
ME600

CEFTM-PI A—n\

Fig. 2.

Improvement of symptoms and signs



VOL. 40 S—2

ME 1207 M &RRE R E (MRS %)

475

CFTM-PI BT 82.8 % (24,729) & 3MERIC A EAL
b o712,

9. FEEHEIC L B AN

FREHEIC L 2 HMMEE Table 18 127 L 72, f7/H
oA B#IE ME 300 mg £ T91.7 % (33,736,
ME 600 mg &£ T 80.0 % (28,735), CFTM-PI# T
82.8% (24.729) & 3MEMICAHERELEH LN L >
A

10. fEHK - TR B L UK A E O SCERE

fEdk - AT RO SCEE & HUEORAET L 72kt & Fig. 214
Tl B H 725 TE, KMl H I3 v TR SR
LR TIEF R, TR H 50,
F— I RIBOBEIL, BREHHED HBRV TEERE Y B
WLz, wInofEK-AridicsWvW <y 38, TH, 14
HEOWERIZ T 3 BB AR ED S h - 12,

m. # 2

BOL7 2 2FN, B 2 USSR o e 1
#izxfL, cephalexin (CEX), cefaclor (CCL) 7 &
PILCRAWLNTE L, BF, 77 LEMEX -
lactamase FEARRIC KT B HA I DATES & % 4l - 3K
e LT, whWsEZMANFEN 7 = L7 cefter-
am pivoxil (CFTM-PI), cefixime (CFIX) MBI%
DHED S 1, BRIC A & TR EFREYSE DG RO B
TOMEAHELENTE TS, L Lkdh, F=
HROFEO £ 7 « 2813 7 7 LBEMERICH T 20087
HEN TV L0, 77 LB, F512 S, aureus 12
MLTE, ©LACCLICL, MANINETEE LD
Thb,

ME 1207 (3, 85 REH X SH TS L2 HHD
RO 7 2 280T, 777 LIS T B HW T 2R
LoD, 77 LWMEH, RS S, aureus |2 X T BIE N
FUES Y, FICRINRNMEE &S b ols, 4407
MRYBIZE SO L )LF X o 2 F L h L 2T LA
S/ prodrug Th 5,

418l ME 1207 WM &5 S s 0f 37 2 il W %
BT 5 HEYT, CFTM-PI % 5l & | T il
BRI 72, —fic, ISR I 51 B RERT TG
RBOXMRHEB L LT3, MHEABERAED L 512
PLRRTERMT 5057 Th - 7245 1989 5 A
HAR{GEBR kTP KBRS AR AT 2 5 S
PEEL, WERFE 222, Elik5EEUMICR
AEBZ L 2 AL, MWYEEAZEMERli R 5, M
HARE LR BMRBIEN A E ARBROMGAE L L
AN

SROR TH LNz BERRIE, BERAHET
ME 300 mg £ 91.7 %, ME 600 mg £ 88.6 %, CFTM

-PIRE82.8% L il AfF 213380 5 11§ ME 300
mg H & ME 600 mg #: DA #3133 8k 72 ks T
hHo1z,

MBI TH B CFTM-PlostdFon _EERAEK T
DMPERE LRI T BERRA RIS, 84.2 % & HE &
NTHENY, SNOKHEIZIZRHETH - 72,

T S URRET TUd BRSNS I X % 1 100 B> 5
55260 (52 %) Iz BV TR REAMEES Lz, BiS
NrEREOEL L DI, S preumoniae 12 ), H.
influenzae 18 BT ), [EIHFEIC & 2 BIH0H GBI 2
HE&Hd e, GhlnEREN KB o TE D,
FEOB RIS B 2 R K B3 5 #een & Ml
T5LNDTH-12,

M 24090 313 ME 300 mg #: T 80.0 %, ME 600
mg BT 87.5%, CEFTM-PIET92.3% Tk - 7277,
B0 5 25 ME 300 mg BEHZ D AAR - T 72728,
AR Ic DWW T A S &, ME 300 mg £, 600 mg
HT87.5%, CETM-PI#£92.3% %, w»¥Hizbw
TLH0 %L, meilkFELRL T,

BIYEMAIZ, ME 300 mg BElZ 3T 1o BE L
BEEK (ER - LB 2AL5nnsTHY, B
KRR EIZ BV T UKD D £ 7 = LA & 66k
12, BREOFEIKOMEmE L 7 27 1 F+—+D
ERADPELLNTH - 72,

LIk, MHRE L RICHT 2 ME 1207 O F @56
IZOWTERBOIC IR L 72 & 2 A, BRI T,
ME 1207 300 mg £ & ME 1207 600 mg £ T2 L2
91.7 %, 88.6 %A4ish# L /"L, MEFIRR TIL,
BB RIS B Tl E L 87.5 %0ik %71,
F7, LeticB LT LmICHBE L Lol <,
WTNOFHIHEICBL TL, #AFEnic AEAILL
DN h -7z,

U b o, BERE X £iI2xd L TME 1207
£, 181100 mg 1 H 3 @5 THAHMmE»/LINS
EFEZ I,

X 3

1) Sakagami K, Atsumi K, Tamura A, Yoshida T,
Nishihata K, Fukatsu S : Synthesis and oral
activity of MEI207, a new orally active ce-
phalosporin. J Antibiot 43 : 1047 ~1050, 1990

2)  Tamura A, Okamoto R, Yoshida T, Yamamoto
H, Kondo S, Inoue M, Mitsuhashi S : In vitro and
in vivo antibacterial activities of ME1207, a new
oral cephalosporin. Antimicrob Agents Chemoth-
er 32 : 1421 ~1426. 1988

3) RN f, RHT B AN 39 [l H AL A AR AR
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4)  AKELT, b RGBS T 5 T-2588 & 6) MAAEEE | IFIRIFRRYE KRR, R4 D 70~74,
cefaclor D F5h B RERAL K, B EEFHEE 60 ° 1985
1052~1077, 1986 7) % E o BIEEERRYME. BABK 45 536~540),
5 BAR{bY#EDES  BNRETEREL L R (MIC) fil € o 1987

DOSE-FINDING STUDY MEI1207 FOR ACUTE EXACERBATION
OF CHRONIC BRONCHITIS

Kohya Shiba, Jingoro Shimada*, Atsushi Saito, Osamu Sakai
The Second Department of Internal Medicine, The Jikei University School of Medicine
3-25-8 Nishi-Shinbashi, Minato-ku, Tokyo 105, Japan
(*Division of Clinical Pharmacology, Institute of Medical Science,
St. Marianna University School of Medicine)
Akira Saito, Masumi Tomizawa, Ichiro Nakayama
College of Medical Technology, Hokkaido University and Related Hospitals

Kotaro Oizumi**, Akira Watanabe, Masakichi Motomiya, Kiyoshi Konno, Yushi Nakai,
Junichi Saito, Kazuo Sato, Tsukasa Yoshida, Toshiharu Ito
Department of Internal Medicine, The Research Institute for Tuberculosis and Cancer,
Tohoku University and Related Hospitals
(**First Department of Internal Medicine, Kurume University School of Medicine)
Kaoru Shimada, Yasuyuki Sano, Yasufumi Miyamoto
Department of Infectious Disease, The Institute of Medical Science,
The University of Tokyo and Related Hospital
Izumi Hayashi

Department of Internal Medicine, Cancer Institute Hospital

Hiroyuki Kobayashi, Hiroshi Oshitani, Shin Kawai

First Department of Internal Medicine, Kyorin University School of Medicine

Fumio Matsumoto, Iwao Sakurai
Department of Internal Medicine, Kanagawa Prefectural School of Nursing and Hygiene Hospital
Shigeki Odagiri, Masanori Matsumura, Kaneo Suzuki, Kou Murohashi, Kenichi Takahashi,
Yasuhiko Ashikari, Teruaki Yoshioka, [zumi Koyama, Akira Shoji

Department of Respiratory Diseases, Kanagawa Prefectural Cardiovascular and Respiratory Disease Center

Masaaki Arakawa, Kouichi Wada, Masanaga Takatoh
Second Department of Internal Medicine, Niigata University School of Medicine and Related Hospital

Nobuki Aoki

Department of Internal Medicine, Shinrakuen Hospital

Hajimu Takeda

Department of Internal Medicine, Nagaoka Red Cross Hospital
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Fumio Miki

Department of Internal Medicine, Tane General Hospital

Rinzo Soejima, Niro Okimoto

Division of Respiratory Diseases, Department of
Medicine, Kawasaki Medical School

Toshiharu Matsushima, Sadao Tomizawa

Second Department of Internal Medicine,
Kawasaki Medical School, Kawasaki Hospital

Takao Sasaki, Yukio Matsumoto, Yuji Sugimoto

Third Department of Internal Medicine, Faculty of Medicine, Tottori University

Yoshiro Sawae, Nobuyuki Shimono

First Department of Internal Medicine,
Faculty of Medicine, Kyushu University

Atsushi Shinoda, Tsuneo Ishibashi
Masahiro Takamoto, Yoshiya Kitahara

Department of Internal Medicine, National Sanatorium Ohmuta Hospital

Kohei Hara, Shigeru Kohno, Naofumi Suyama, Hideo Mashimoto

Second Department of Internal Medicine, Nagasaki
University School of Medicine and Related Hospitals

Keizo Matsumoto, Atsushi Takahashi, Hiroshi Tanaka

Department of Internal Medicine, Institute of Tropical
Medicine, Nagasaki University and Related Hospital

Masaru Nasu, Yoichiro Goto, Mitsunobu Akashi
Second Department of Internal Medicine, Medical College of Oita

Atsushi Saito, Yoshiteru Shigeno, Yuei Irabu
Hiroshi Fukuhara, Tsutomu Shimoji, Masakiyo Ishihara

First Department of Internal Medicine, Faculty of Medicine, University of the Ryukyus

Mitsuyoshi Nakashima

Department of Pharmacology, Hamamatsu University School of Medicine

Koichi Deguchi

Research Section, Tokyo Clinical Research Center

To evaluate the appropriate clinical dose of ME1207, a new oral cephem, in the treatment of acute
exacerbation of chronic bronchitis, we performed a dose-finding comparative study using cefteram
pivoxil (CFTM-PI) as the control drug. Patients were given a daily dose of ME1207 100mg (t. i. d.) or
200mg (t. i. d.) or CFTM-PI 200mg (t. i. d.) for 14 days, in principle. The following results were
obtained.

1. The clinical efficacy rates (excellent and good only) as judged by the committee which was
organized for the study, were 91.7% (33/36) in the ME1207 300mg group, 88.69% (31/35) in the ME1207
600mg group and 82.8% (24/29) in the CFTM-PI group.

2. Bacteriologically, the eradication rates were 80.0% (16/20) in the ME1207 300mg group, 87.5%
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(14/16) in the ME1207 600mg group and 92.3% (12/13) in the CFTM-PI group.

3. As to side effects, mild nausea and upper abdominal pain were observed in the ME1207 300mg
group.

4. The incidence of laboratory abnormalities as judged by the committee were 20.6% (7/34) in the
ME1207 300mg group, 29.4% (10/34) in the ME1207 600mg group and 18.8% (6/32) in the CFTM-PI
group. The majority of the abnormalities were mild eosinophilia and elevation of transaminase.

5. The utility rates (markedly useful and useful only) as judged by the committee were 88.9% (32
/36) in the ME1207 300 mg group, 88.6% (31/35) in the ME1207 600 mg group and 82.8% (24/29) in the
CFTM-PI group. There were no significant differences among the three groups with regard to any
of the results presented above. We concluded that a daily dose of 100mg (t. i. d.) is a suitable clinical
dosage for ME1207 in the treatment of acute exacerbation of chronic bronchitis.



