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(PR 448 H 6 BT - WAL4 F 8 A 25 HRH)

L&D R+ 7 = 4% cefditoren pivoxil (CDTR-PI) O#igtkifigkicxt+ 25, &
MBI UCERA%ERNT 5 BT, cefteram pivoxil (CFTM-PI) %2 xifE¥: L T_EW
B L D HERN LT, 5 %3 CDTR-PI Ti3 1@ 100 mg, CFTM-PI Tix 1 [E 200 mg
FoTFhb 1HIE, FAELLT 4 EMEORSL, UTORKREB,

(1) ZR2¥Ew L 2K E 13 CDTR-PI289.9% (62/69), CFTM-PI £ 87.7%
(50/58) THH, MEKBMICHERERIEDSNZL T,

(2) ZBALSYSE W L 2B ¥R I1Z, CDTR-PIE92.3% (24/26), CFTM-PI ££81.3
% (13/16) OWHAE THEXAMCHEREZZED ShLho T,

(3) ZRS¥EIW L 2BIfEME, CDTR-PI#9.1% (8/88), CFTM-PI§7.1% (6/85),
MK EERYE X, Thehn 22.4% (19/85), 25.6% (20/78) DRBMET, LI h b HIEH

MuABZRAED S hiro T,

4) ZASHUEBC L HEHY R, FH¥X (FALMU L) CDTR-PIE82.9% (58/70),
CFTM-PI 8 81.7% (49/60) CHIEAIHMIcEREZRBDOSNLL T,

k& v, CDTR-Pl i3tz e L, CFTM-PI1 H 600 mg (2 3#5) O¥RTH
FOEMM L RS TR S h, MEMMLCHL TERERDRBBRTEIHATEOR

WEFITHLEFEZONT,

Key words: cefditoren pivoxil, #i&AMi%, Double blind study, CDTR, cefteram pivoxil

Cefditoren pivoxil (CDTR-PI) i3BA#BE#KRLSH T
FRSNZFRALZIATAVEEOL 7 x LFITH 2, FH
BABREBE»oBINSh, BEROIRAT 7 —YiZk-
THEENE 2B T 5 cefditoren (CDTR) ik MEsh
% (Fig. 1),

EHEETHS CDTR B, 77 LBH, 77 LRNE

COOCHOCOC (CH.)s
0)

H.N S N—N
C-CONH- 1
I Ao

N<, S
OCH, \ N

Cefditoren pivoxil

COONa
0]

H.N Y
\Hji]LﬁCONH"—:L\S CHs

~c, 1 B S\=N

ME 1206 Na

Fig.1. Chemical structures of cefditoren pivoxil
and cefditoren Na.

wH LLBEEHOMRBA~RZ L EF L, % Staphylococ-
cus aureus, Coagulase-negative Staphylococci (CNS)
CHTARBENREROEO L7 x LFCHLBATY
61.2)0

AR EBEL D REREOFBRINNRF T, 100
mg BLU200mg REZSHOBREOFTAEIZTATH
1.48, 2.56 ug/ml THHPREFFB VT H b4 1 R
Thol, FRCOWVTR, TTESH L OXRN, BKEKN
BEBITbhTED, Tho O IZE 39 BB A{LERE
B¥E (1916 A, ¥R) OFEY RS U AHE
ani,

AFKOREHRZRIC BT 2 BRI T3, FFRIBBREAE
522fic 1 H5 & L LT 300mg (4 3), 600mg (5 3)
s s h, 82.2% (429/522) OBEHERHE S
T3, 205 B5RI7THFOEREI189.8% (123/
137) £ ® <, 300mg (%3) T88.6% (39/44), 600 mg
(433) T90.9% (80/88) &, 300mg (23) THL+4%
R CcEr Lt Ea N,

ZeMBL T 1,576 eI s h, BIEERERR
4.4% T, TOH BHLBERTH > 72, BRREBER
#Tik GOT, GPT O LR, {FEROMEBTCHESL
7ehs, BFREBVTHEBLZ L ORLZ L EROBERNE L
FxE5b¥, XFOROERNERESTHR S,

SE, FROMBEMMK T 26834 - ZEUB IV
BERAM*ZBICFE T 2 HA9T CDTR-PI 300 mg/B#
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£ ¥ CFTM-PI 600 mg/B&5 & D-_EWMHEEER L X
BLEDTEORMERET 2, 25, ZRREIERIE
1BED¥R4E2HETO 13 »AMIZLE 65 D XK
B UEOBRNIBRICE L TERE N,
L B B F &

1. SREREZ S CICHRER

MEMM R CREE O, F#, CRPHY, A
MERE%H, MEXARARZFICE D, S h LT
ETHLHIONZERATIORU LDV D 2R E
Lo &7, ARBERFRAIL L, BEELERE
BRTRERRE XN RBETOLRITL L, WL, X
DEIRPERXRLIOBAT I LI,

1) EERPELR ETEOFIK & 2BRTRT 52
L¥2 o SR

2) EEILIIETHEORRER - SHEEXAL,
HBREA OB, T2 O E L EEE L ER

3) FBREFBRSANICHOTIEFIREIC L D ERY
HELOOH D b DX IR THDER

4) FEROWNREZZBPIEY —FIIHLT
CDTR-PI % 7212 CFTM-PI 385 X T > =fEH

5) Pseudomonas aeruginosa BWELKETHZ I L
D3BH & D 2 FER)

6) t7xARERBR=V) CRUEVMBE T
37 VvV —-BREREERT S

7 EELH - BREEEEE T 2EH

8) R, BWMATBIUERL TWAAHERDOH S
fEBI

9) ZOfiHYESTEY & FHD I-FEH

k8, FRBROEMICEL Th o5 CHRAKROEN
BLUFHE, FRINIHEB I UVEREFCOWVT
BHECHHAL, AEEBIILELT,

2. FBEH

BEEFIITELOED & L7

#EAZEHF]: CDTR-PI 100 mg (1) &

FEEEEF: CFTM-PI 100 mg (F71ff) %

TEAIBRBR 2 Z 06, ThZhEE LN
B L 3AARE s placebo $E % fER L, CDTR-PI E3
1§ ¥ 721X placebo %% 1 2 £ CFTM-PI placebo £&
288H B3 VI CFTM-PIEE§E 282 ZhTh 1T
BTN I —AREHRAL TEROFFITEEHE
2F#E L7 (Fig. 2)o CFTM-PIB X UZD 77 &
FRBIFUMEZIEGRASH I VREEZT 2,

3. EHoBITT B X URBERER

1ERIS ORI, H-B-Y03#T% 1AL
L, FQTHRE7NVE=VLBANT-b D% 2
%5, 14 HS 24a) 2BEIPNHDHBEH LI, 3~

CDTR-PI group

after after after

breakfast lunch dinner
g oo| Boo| Boo
CFTM-PI group
after after after
breakfast lunch dinner
QOeoe| Qee| Jeeo

@: CDTR-PI 100 mg @ : CFTM-PI 100 mg

O : CDTR-PI Placebo

CDTR-PI, cefditoren pivoxil;
CFTM-PI, cefteram pivoxil.

QO : CFTM-PI Placebo

Fig. 2. Package of test drug.

ra—s—nHomnly, 4EFASE1IHELL, &4
&L BERER, MEEABETATN2ERNTOERS
IIEEACEVMFIL, —EESETL TEERIC
KL 7z, SRR TIRBEOZMMECHBEOS LEDL
S, ®#5L, A—&SO0EARIR—BEDOHICE
BELt, avbo—7—R3hBEXiFssEY L, HEA
DB DRI, EFROEEAFD 41, Key
code DIRE L, AEEXEB I URBXKR7 1 VLA
T 2HEE DS, Key code B EDT—F D
TEM ORI & LI 21T - 720

7y, BRARFDE, 3 bo—7—8KEMR-
7- BRI B L UNBEERIcOWT, HEZAR, B
HE, SBRIB L L P EERKERRAEREXHE
BERICHEEL, EERZL TR LBBCHEELTED,
placebo $FIC IZEFIK I ERFA TR W I EHER S
iz,

4. BEHEB L URSHM

1 H¥ 5 &2 CDTR-PI #13 300 mg, CFTM-PI
Biz600mg &L, 111G, 1H3E, H-B-9&
BREOVES L1, fE5HMIZ 4 BEEEARS 2R
ELRD, KOS BBECRTHREOHKTRE R
k228 TEBELT

1) BWEENEERL, ThULOBRSDOLERFE
DR VIFE
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2) BMER £ 7 3RRREMOREEMHHEL,
BSOS TAIRE & ¥ S h 595

3) EXBESMBKICER, TROKBLEDHON
T HERRL), BS5MESITFE LS 2L EHINS
haJ/E (L, TGtk BIET2
R 2B/ L e iciTo 2k e L)

4) NRHSWRAT 2R & F MRS ICHBA
LicBs

5) BEBRILEPHELHCBE

6) Zoftt, ERESKREFEELBELRD BE
zB, BE5EPIET ZHEICIITTRERR D Ik
FIEDRE (KRTERICHT 2) 21TV, LEE, &
ITERBLURRERERCERT 5L EbiC, Pk
HBOLAEEXZMRY MHBEx CRBYBEL, REXRKC
EWTsrZLEL,

5. prR%EHF
FHBABRERPOHFAERICOLTIIROLED &
DIZ L7080 72,

1) BtRREIET 2%A

(1) fofiEER

(2) BIBEKREATaAlr

120, FEROBSHEB 10 BLFI L v EEn
TEYH, LrbB5MBETI1I0BU ECb> TRIT

HRATFO4 FRECE 2 LRBbh 3EROEILHE
doht, »POEHRBKTHE CRKD SV IZENLL
TOROBIRWERAT 04 P TRESN 55
BELODLAR,

2) AL L THRAZ#ET %A

FERTOA FHEEBPEYLR, HEBRN, v-
Va=-FaR% iR

3) K- BR, HEWRER S ZOEE
RuREHl, SEZLRFIORSE, BLUHERICLER
N2 LT TH &V,

6. BT -MEB L UVHKRE

1) ERRGER « TROBE

BRI « FRRIC 2L T, FAle L THABRET
L0, MABBTERZVLWBETLA2LL
LILSME, 5K 3 B%, 7H% 14BRC
BLIBETsZ L, 5% 14 AkMTHIE
L7438 bt R CREL, TRELXMRD 14 %&b
BET2ZLELE, COBOBREBHEREOBEIIUT
DEHEZL 2> 72 (Table 1),

tig: 1 H 4 EHIE (LA, LZLERT LT,
1H2@EMET LW

K+ (BESEESALEE), +, —O3IER
A # G0ml/HME), #+ (10ml/BELES0

Table 1. Criteria for evaluation of signs, symptoms and laboratory findings

Criteria
Signs and symptoms

- + + H#
Body temperature (C) <37 237—<38 238—-<39 =39
Cough - + +
Volume of sputum - + + #
(ml/day) (<10 ml) (210— <50 ml) (250 ml)
Characteristics of sputum" - M PM P
Dyspnea + #+
Chest pain - +
Rales - + +
Dehydration - +
Cyanosis - +
WBC (/mm?) <8,000 28,000—<12,000 =12,000— <20,000 220,000
ESR (mm/h) <20 220—<40 240—<60 260
CRP - +, + 2+,3+ 24+

Y M: mucous, PM: mucopurulent, P: purulent
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ml/BK#M), + Q0ml/HXRM), — (ZL) D4
-7

R R (P), KM (PM), ¥4 (M)
D 3 B

PR RS + (BLTREETIRE), +, —03
B

o +, — 2 EpE

MR E: #+, +, —D 3R

AR +, — D 2 BypE

F7/ =¥+, —D 2R

2) NIE¥HIME

BER, BEMKBTHE, UHEBRCEREROH®
& DEEEROME D5 K FIE - B RAUE 21TV, #
EEABSIUHEZERBC DLW IREREL
CDTR 8L U CFTM icx+ 2 B2 (MIC) HiES
SUB-779~—VYEEDHEREETRSHEERE
2 —HRMBHHEL THEL 12, BRIHREIZR
KB PR (L 2dso 1o,

3) EKRE

BBk, HMRIE, Kk (1 6FMME), CRP iz
®R5H%BE, RE5HA3, 7, 4 B&ICKREL, FKil
R, MEXR, ~~ 27V v ME, @/R%E, S-
GOT , S-GPT, Al-Pase, HEEEY L E Y, EY
VEY, BUN, MEsv7F=>, CK, MEEMHET
(Na, K, CD), RArR (BEH, 5, vubt)/5Y),
Ric# (Rioxk, AMmER, A X&S5EH%KE, &5
FEE7, UBBICRET AL ELT, &8, X
RoBS5HK 3 BB 0RE L BRMA A, 7O bo>
EVRFICOWTRAIEER S ITEMT 2 2 Lz L,
3, =LA 377 XA=hitkili, BHRERGEB LU
—AZAEBERICRREKEH, 56114 H&ICH
ETBILELT

B 5 BAthH DR RREME I REMEL A & M SHIE
&0 HBAOMERIC H 2 LK S IS IXABRER
EDBR, BE5MGEONE, LE, BAZEICDOWVLT
FHWERCEHEL, FRE L TERZITOEEEH LW
BRSOV ANVICEET 522 TEFRETS L E
L7z,

7. BEREER

FEXERIC DWW Tk 0fESE, 2E, RHH, ZBR
EF L DBAfR, BEYGEOTE, NE, FBR LD
WTEKRHRAERCERT AL ELT,

8. H =

1) FHEHE
FHREOHMENEIC LD, BREEDOEER » &iE,
thEfE, EED 3 B, ERKSIR 2EBKER, X

MMATR, BIERERRE EOMBICEIEEY, B
2, RRER, WO 4ERES L SHETEICHEL
fo MIERRRRIL, BABLHEESNIRHBOH
EBIUREHRHBEORRIC LD, MKk, B %
IR R, WA, TED 4 BfEB & UVHETREC
HEL T, MIEELEIC OV TREWER B & VKR
AEMRERAOEE, B, BE, BRIV EHEL
LEBEORAMUNE b L, S, BeMer
RiEH 0, ZLMCHEHD, BLTIRRZVOD 4 KR
BLUHEBETRECHEL 2, £, ERAKREYMES
JUBBERLESLMRLT, sbHTHHA, A,
POERH, BAMR LD 4EBREB X RIERIECHE
L7,

2) ZASYE

HBRKTH, 23 bo—5—1ckD 754 &
h, Po5LCBESETEEINWRERS L UVREEXK
TANLES ECERSCBLTRENE CZNED
BEE, rnRe L TORE, WRXBREEE R,
RYEEER, BRSE, ELBORE L HEENY
R, HEA - BAREERE B L UEORE, #ER
2%, 26 VCHERAMOHERXUTOBERIC TIT-
72

O BWEBORETE LEITNROFEE

ARG OBKIER, M X SR B L UK
REME»CEHMEEHEELI, 2O, v/1275X
<Mtk (LUTFTMPERET) H20IZRABERIME
(L FPAP LBEY) WNRRAKBEL THREKES 2 &
L7, BF0oI EMBEMEMEEEL LU TESHL,
MM AR (MEMMAS & UI{LIE) &bt
T 2ERIC OV T LRI E21T- 72,

28, MP 0¥ i3 CF fitk{fi 5 & UF IHA Hiff
ZDOWT, R7MBETLEULEDOLERE2TED D, b
L RBEMPC 1EOAREL Tw3EBE,
CF itkfii i 64 514 =, THA $ikfiiid 320 ££00 + %
Bt L U, PAP CRERBEERITCHS12ELUERHB
HELEXDLHREDHEREL LIz, 127°L, EAE
HERIESR2EUEDERTH->TH, BLAHEEREEL
BIER & Ui [ IMERSK 8,500/mm? LA _E TR M
PEEH L TV BEGITHEEM % & L1z,

Rz, RBREBAESICL-0->T, FERT LI
Bk, et BRALL ORI RICET 2 8E
BRREITL 72,

@ M XREEOFY

XA 7 4 VA D2WV TR I L& oihhs
D, HRZEDLSHROEERE % 0 R (IEE)~10 55
(FEE) T 11 BRI a i THAL
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® RUyERER

B SMGATORE, BRKRER, MMXMAARS LU
FRRMEMZ 0 5, BiE, THE, BEDOIBRET
HE L 7,

@ KRR

BRER, MEXRE L VBEREMBOHEREL S,
E%h, B, ©OER, M0 4B & CRHETEE
WCHEL 2,

® HEEHRR
BAMERE Lk, EABOME, RSHRRHBE
DERBLUREOR, HROMBLECETE, ¥
%, MY 3MMAME, BER, TED 4ERERS X
UHETREECHIEL 72,

® BlIfFfBIUBKREHERE

BIfEA B X UBRRREMBRY R EBESRAERICE
BLIEABRBLUHBE b LT, BELEBEESD
M3 & 2 BEBREMIC BT 2EER, BRREHE
REOHEHEAE D 2BFITHEL 7,

@ BERE

BIfEH, BERREBOB(LOMESE, BE, FAxyE
ERIEL, TLOERICL -0, BIELLERUT
D 4 BePE B X CHIERRECHEL 72,

(1) Z2 BFACERREMOEBLUAD SR
WwH o

(2) LM PPMED D BIERA DO HECHBEKR
HEOBLLITD & iz 08, HBRIEH D E5/KEEIZ7]
BETHD, FRLHEREOLBEL LE»o7cbD
(3) ZetcMED D BIEADHECEKRRER
DEELZED S, RBRERORSHITIITTETH -
1obS, MEREEZLEL T 52 FERNCHEEDD &
Ezohsb0

(4) ZeTrzV:EEFROHBRCERREMOE
IthEH S>h, RBREXOBRS ik Lichx zidd
T RETHoTEEZOND LD

® HAK

BRI L BIVER, BRMREMREOARS L UR
BoMagdbeicky, Table 2RT L5, &b
»TER, BB, ©YEA, A2 LO4BREB L
UHIETRRECHIE L 720

9. Key code npfi%t
ZRZCTEFORD HVDORE L BRSHIEHHE
EL 1%, BENMEROREELLICI POD—F—
DIABLEVDG LT, BRSYUEOER, TX, B
CEFBERThbh:, 2> o —7 =& D Key
code pifiEt & h, HoOH UL HREShI-MNEE,
MEFECEITOTRETL T,

10. 7— % fEg#r

BEWRET, BEDR, ARZOWE, BKEK -
R, BERREMONEE, BIEM, BERREBER
¥, Atz YIcowT, EFAMOLE DO mXn
HEED ¢ WE (x2-test), @ Fisher DH FEREFEH
# 1= (Fisher - test), @ Mann - Whitney ® U &
(U-test) #AWTHRH L, BEHREFORITIC
i x*-test, Fisher-test, U-test D\>3"hd % i3
B, BERE, T2, B WRXBEARCO
WT Ik U-test, 27, BXE, BHAE, L%,
FRXE XBUREXRETLTHh [EH+EZ), [
R+EER), (&L, b TERA+EAR] B
PELL Eok®E o DWW THE L, Fisher-test ic THRE%
fTorz. %7, BIfFA, BKREBEREOFEIRFi
sher-test # V> 7z, AEAREIHEM 5% L LTz,

II. B B R M

1. EADOAER

ZHABR TCDTR-PI 55wz CFTM-Pl 0o 5H
fTbn-fERI2 179 5 (CDTR-PI £ 89 #, CFTM-
PIE9H) TH-o7 (Table 3), ZEELKBWLT,
TR £ L TOREERET L SR, BARIHR
NAEBDIH (w4 a7 X~k 136, FRHER

Table 2. Criteria for usefulness judged by committee members

Severity of side

Clinical effectiveness

effects & laboratory

abnormalitces Excellent Good Fair Poor Unknown
None + + + - 9
Mild + + + — ?
Moderate + + - - -

Severe - -

+4: Very useful, +: Useful, +: Relatively useful, —: Useless, ?: Unknown
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Table 3, Distribution of patients submitted to efficacy or safety evaluation

Total no. of patients

CDTR-PI
179

89

No. of patients included in
statistical analysis

Clinical effectiveness—}-—‘

CDTR-PI 69

121 CFTM-PI 58

No. of patients excluded from
statistical analysis

CDTR-PI 20

52 CFTM-PI 32

No. of patients included in
statistical analysis

_l

Side effects '—

CFTM-PI

90

CDTR-PI 88

173 CFTM-PI 85

No. of patients excluded from
statistical analysis

CDTR-PI 1

6 CFTM-PI 5

No. of patients included in
statistical analysis

CDTR-PI 85

163 CFTM-PI 78

No. of patients excluded from
statistical analysis

CDTR-PI 4

16 CFTM-PI 12

No. of patients included in
statistical analysis

CDTR-PI 88

173 CFTM-PI 85

No. of patients excluded from
statistical analysis

CDTR-PI 1

6 CFTM-PI 5

No. of patients included in
statistical analysis

__r

Usefulness

k

CDTR-PI 70

131 CFTM-PI 61

No. of patients excluded from
statistical analysis

CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.

CDTR-PI 19

4 CFTM-PI 29
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Rt 48 2 B, SR STHLERAE + M | B, MfiMMERE + &
1B, FRSIE+RRY 4B, BRIEMMRSE+BY 3
B, CHIEREMRRE + SUBMRR 3 51, NUiEPABAE AR A+
BR1H, FAMAMAERL 15, WL,
PIE fEMHE 2 B, BilSiz 2 B, 7 v v ¥ — Mg 1
Bl), EREBEELH, BPERTEMI G, Mk
FAR TEATE 3 B, P. aeruginosa iz & 3084 1 B,
AL & 2 B ER LA S 0T 1 FIOR 96, Bk
Plia bR ERK 4 5 GIEABREIMH, X704
FOHA 160, X BMERAEE 1 6], #1E LR
€924, BIfERPL 1B 8HT, ULH 524
(CDTR-PIB£20%), CFTM-PI & 32 *» KR
ROTHAB L LIz (Table 4),

BER ORI Bz > TRINRIER (x4 375

A2ftig) pORSERTETH-o 14, EREBE
fiE 1 5, HHRERTER 3F (HRAER (RIER
HMEEXK) 1522 t), VIBILIBXREEY T 15D
H 6% (CDTR-PIB 14, CFTM-PIB58)) %F
REE LT, RBHAXRBEICERL T3t
M3 1~2 HM LG T H o 7 2 6] & 916 LARE B
Lithro o8, REABEDSELEBRENI1HD
H3gIIRAE LT,

MR EMOMY T3, BWEARNTERAL L6
B0z, RARKE?2H, RERTHROMESKE
MEREBL T THREASTA T3 (RAL
LT3 B2BALIES) 8F%2ED, 31684
(CDTR-PI B 44, CFTM-PIB£1281) 2 FEAL
L7

Table 4. Reasons for exclusion and dropping out from evaluation of clinical effectiveness

Reason

CDTR-PI  CFTM-PI

(1) Ineligible disease

Mycoplasma pneumonia

Primary atypical pneumonia

Infected bronchiectasis
Infected pulmonary fibrosis

Infected pulmonary emphysema
Secondary infection of old pulmonary tuberculosis

Exclusion
Diffuse panbronchiolitis
Pleurisy

Pulmonary infiltration with eosinophilia (PIE syndrome)

Pulmonary tuberculosis

Allergic pneumonitis

(2) Severe underlying disease

(3)  Unclear infectious signs and symptoms of pneumonia

(4)  Unclear shadows on X-ray
(5) Infection due to P. aeruginosa

(6) Improvement with pre-chemotherapy

No visit after first consultation
4) Discontinued due to side effects

6
0
1
0
3
1
Infected respiratory tract with middle lobe syndrome 0
Infected chronic obstructive pulmonary disease 0
0
0
1
1
0

) Concomitant medication with prohibited drugs 2 2
2) Impossible to evaluate efficacy on chest X-ray 0 1
) 1 1
0 1

CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.
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CDTR-Pl =B EMELEHM (RIBIER%)

BIEE 2B ORN IXBIERMBTN & O 173 )% #AT
N&RELL,

BERAMEOMNIZIRA & U TEIBRSR O fet o i m)
L27FERRE LD, MRAKBTEIEROREL
7z 2 B, MiRPEETEERETRASINERADS &, B
ERORBE L2 16, BWERIbIc & 2 1 52K
mx, #1314 (CDTR-PI# 704, CFTM-PI &
61 B) EMTHRBIEL L7,

DE:2BIET 5 L, BRI BET KRG 127 5
(CDTR-PI # 69 %, CFTM-PI 2 58 #1), H|{FF 2
Wt ®H 1738 (CDTR-PIE 88 #, CFTM-PI &
85 61), EREKMRZE fHARAT N RAES 163 ) (CDTR-PI
#8584, CFTM-PI# 78 4)), BiELLERITN S
#1738 (CDTR-PI 2% 88 %), CFTM-PI £ 85 #1),
£ AT R B 131 1 (CDTR-PI 2 70 #), CFTM-
PIEE6LB) ThHol,

2. BAYRRET

HE K% SR AR 4T 0 % 81 127 B (CDTR - PI £ 69 #,
CFTM-PI 358 fl) 0B EREFIZOWT, HIEH
BB O 21T I,

1) 2%

FRIDMER S N IER OPERIE, MEMERI% 126 B
(CDTR-PI 2269 1, CFTM-PI B¢ 57 1), Bfi{tigtt
14 (CFTM-PI# 181 ot 1274 (CDTR-PI#
698, CFTM-PIE58 fl) T, MEFIBRICERER
"R RAD SN -7 (Table 5),

2) M, F#, KE

HRBFOUR, EWFI, EEFOIHBKIC I
EABMCEERRD 3FED Sz d» o (Table
6)o

3) ARt XKD, BRGEEERE, EREKR-&
PHEDS T, FiREHERAOEE, HAEOERE, &
A% 0K

RESHIE I & B RRYE OB E 2612 XS FIRE
MicEBERIRY BEDSh iz oI,

Table 5. Diagnosis classified by committee members

Statistical
Diagnosis CDTR-PI CFTM-PI
test
Bacterial pneumonia 69 57 NS
Lung abscess 0 1 (p=0.274)
Total 69 58

Statistical test: x*-test
CDTR-PI, cefditoren pivoxil, CFTM-PI, cefteram
pivoxil.

1483
Table 6, Background of patients
CDTR-PI CFTM-PI Statistical
Item
69 58 test
Sex Male 31 31 NSO (p=0.339)
Female 38 27
-19 1 0
20—-29 5 6
30—39 13 6
Age 0—49 6 ‘ NSO (p=0.070)
(p=0.070)
O s 16 1 @@
60—69 19 14
70—179 7 9
80— 2 8
-39 4 4
Bod: 40—49 17 16
0. Y NSO (p=0.944)
weight 50—59 24 21 ® (p=0.458)
(kg) 60—69 15 12 p=s
70— 9 5

Statistical test: Ox?-test @U-test
CDTR-PI, cefditoren pivoxil, CFTM-PI, cefteram
pivoxil.

¥/, HBES - SHHECOWVL TR, BYEE, ¢
REEEE, KR, BER, BREEAR, Toft
#BELLTAHBELBROAFCERELRD 238D %
o tz, ABE ARDXS, KEEBRBAAATOTTERIE
BOER, HtAEOFRK, BREHEOAHIIBLTH
MEFIBRICERZR BT Sehn o7z (Table
Mo

4) FER - FAROBE S L UBKKREE
KGBREBATOFKR, N, BHRE, HRMER, W
R, KME KRS E, RAER, F7/-¥, B
MER#, FRLMEB & FCRP DWW T i, M3EHIEER
CEHELRRD 3EH ST (Table 8),

5) MIERXRATR
RIEREABATI OB XBROBELHTEC L 2 HERE
BEOAFIIB LTI, TIRAKSHMCERZERY
BEDHSNh o7 (Table 9),

6) BAHEB L UEFIRZH

BRI RABTR & L 72 127 Blh, BAEHIHRE S
NnIERIE 44 1 (CDTR-PI 827 #l, CFTM-PI #
178) TZz05> bEEREZ 24 (CDTR-PIE1
%, CFTM-PI#16l) O&THZT R THEEBLT
o7z (Table 10), BMBRICBITI2EEEL LT
boltbHLIMBENT-DIZ, Streptococcus pmeu-
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Table 7. Background of patients

CFTM-PI

CDTR-PI Statistical
Item
69 58 test
In 35 25
31
In/Out Out 30 NSO (p=0.627)
Patient In—out 1 1
Out—in 3 1
Mild 48 38
Severity ' NSQ (p=0.704)
Moderate 21 20
No 46 30
Underlying A 3 6
dis N (p=0.314)
lseastes a.nd B 17 19 s® (p
complications
A+B 3 3
Pretreatmc‘znt. No 60 51 NSO (p=0.869)
with antibiotics Yes 9 7
Combined No 30 31
N (p=0.263)
drugs Yes 39 27 SO @
Durati ¢ -3 3 2
uration
one -7 16 9 NSD (p=0.531)
treatment
8-13 16 11 @ (p=0.149)

(days)
ays 1

34

Statistical test: @x?-test @Fisher-test @U-test
CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.

moniae 17 Bk, Haemophilus influenzae 17 % T H -
120

HMREE, BARRFIOVINCBLW T HERE
ORI IE, MEFRSHMCERZRY 3EDH>Hh
Bpolz,

ZhsDERED D b EFIBRZHARSER I N
b D ix278% (CDTR-PIE 198, CFTM-PI g8
¥) T, TORARZUHSMCIHEAMICEELR
D iRED S o i (Table 11),

3. BESHEW L BEKHE

1) ZBASHEW X 2BEME

EB2w L 2BERMEHE & CDTR-PI £ 69 £,
CFTM-PI#58 flic 2w TfTbhbivlz, CDTR-PI
TIRER 1B (1.4%), BX6LHI (88.4%), PPH
%46 (5.8%), X3 B (4.3%) THRES9.9
%, CFTM-PIETIZE® 3H (5.2%), B 47
(82.5%), XHZ 3B (5.3%), X 48 (7.0
%), HIETHE1HIT, BRE8T.7% T, WIEFIELRM
CHABRERED Sk o Tz (Table 12), fti{LIBEE

ZCFTM-PIED 1 04 ThH - 12038, EBELHRI
WY EHUEESNT,

2) RRREEFERIERER

EASI & 0 HE S NI BRREEFEE R ICERZR
*®at L7 (Table 13),

BEFDERE T2 CDTR-PI B 48 A %Ll E
46 BITHEZNE 95.8%, CFTM-PI £ 38 b2 L
MBPITHEYES.S% THY, MERAHMcHEEZIR
Boohote, £, hEERTIE, CDTR-PI
Ho21PIhEHU L 16 ITHRE 76.2% CFTM-
PIE208th (55 1 iz HEAEE) R L1661
THMEB4.2% L, Ak cHAENHMcEEZRE
HoNEho T,

3) EBRERIEEKE

BRESEE SN B oL TELENOBERK
2R E M3 L7 (Table 14),

ME 1207 #2761 © £ %) % 13 88.9% (24/27),
CFTM-PI# 16 IO BRI % i3 93.8% (15/16) Th
D, MEFHEMCERERASR 5T,
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Table 8, Background of patients (Initial signs and symptoms)
tem CDTR-PI CFTM-PI Statistical
69 58 test
<37 15 13
Bod
te‘r’n:ﬂmre 237- <38 35 19 NS
) 238—-<39 17 20 (p=0.134)
<39 2 6
- ! 3 NS
Cough + 35 34
+ 33 21 (p=0.138)
Volume - ! 5
of + 35 33 NS
+ 26 17 (p=0.855)
sputum
puty # 1 3
- 7 5
Characteristics M 9 9 NS
of PM 26 25
(p=0.528)
sputum P 27 18
Unknown 0 1
- 63 47
Dyspnea + 6 10 NS
+ 0 1 (p=0.088)
; on
pain Unknown 0 1 (p=0.603)
- 33 27
Rales + 34 28 NS
¥ ) 3 (p=0.792)
- 65 54
Dehydration + 4 3 ( —T;)ISQOZ)
Unknown 0 p=5
- 67 56
Cyanosis + 2 1 ( _I:S(s 83)
Unknown 0 1 p=0
< 8,000 17 19
= 8,000—<12,000 29 20
\(I\//BC ) 212,000— <20,000 11 12 ( _123543)
mm 220,000 2 0 p=r
Unknown 10 7
<20 5 3
220—<40 14 8
ESR 240—<60 15 10 NS
(mm/h) 260 18 20 (p=0.186)
Unknown 17 17
— 1 1
+, + 5 3 NS
CRP 2+, 3+ 23 15
24+ 29 32 (p=0.202)
Unknown 11 7

Statistical test: U-test

CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.
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4. MIEERZHR

BAENREIN, FOHRCOVTRNTER
QL POHMELNME, 8L UELAENOHRICOW
TMH L7 (Tables 15, 16), CDTR-PI & 26 #I T

Table 9. Background of patients (Initial chest X-ray

findings)
Chest  CDTR-PI  CFTM-Pl  gyatistical
X-ray
findings 68 58 test
0 0 0
1 5 1
2 16 18
3 33 19
4 10 10 NS
5 3 > (p=0.234)
6 1 5
7 0 0
8 0 0
9 0 0
10 0 0

Statistical test: U-test
CDTR-PI, cefditoren pivoxil;, CFTM-PI, cefteram
pivoxil.

W& 236, MY 14, EERL1H, TE1H, TH
4 %92.3%, CFTM-PI# 16 T3#H X136, &
D1, BREROF, FE2HATHAESLI%B TH
N, TRFEMCEEZZSONZD DI,

BLEEOMBECBWHLTH CDTR-PI B 27 % Tid
WMk o5kk, BV RFE2HRTHERI.6%,
CFTM-PI B 17 5% TIRRME 14 &k, BY &3 TK3
BRTIHAE82.6% LHEFBMICARZRIREDHN
wipo T,

HENOMEEHKT 5 E, S. aureus i3 CDTR-
PI 8 3 %k, CFTM-PI 8¢ 2 ¢kt 8 h, CDTR-PI
Bz ek L0t L CFTM-PIBEG 2Kk E b
L Turets, MEFBMcARELZZRBOONL
» o fzo S. pneumoniae i3 CDTR - Pl ¥ 8 ¥,
CFTM-Pl #ic 9 kR S hiHk B X Eh T 87.5
%, 88.9% CHEFIMMCEEELED ko1,
H . influenzae i3 CDTR-PI B 15 %, CFTM-PI &
ko xh, HEAERZENRETN93.3%, 100% T
mEAHEMCERZRZR ok, o7,

5. XBRXEE

FEASC L VHEL I XBFA & EHMAHT L L&
L, &%, %, Bt 28| 7z, CDTR-PI#,
CFTM-PI#o%ZEX3zh¥£h 3 HE5.1%,
51.6%, 7 H H90.4%, 76.6%, 14 H H94.6%,

Table 10. Background of patients (Causative organisms)

CDTR-PI CFTM-PI Statistical
Causative organisms
69 58 test
Monomicrobial infection 26 16 NS
Polymicrobial infection 1 1 (p=0.484)
Unknown 42 41 p=7
S. aureus 4 1 NS
S. pneumoniae 7 10 (p=0.127)
Subtotal 11 11
Monomicrobial ~ ---ccoccooos A2
infection K. pneumoniae 1 1 NS
E. aerogenes 0 1 (6=0.125)
H. influenzae 14 3 p=0
Subtotal 15 5
S. aureus+E. faecalis (1} 1 NS
Polymicrobial S. pneumoniae+ H. influenzae 1 0 (p=0.157)
infection =~ cooomroooooooooessssesosoeoooocccosccscosccccssoes
Subtotal 1 1

Statistical test: x*-test

CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.
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Table 11, Susceptibility distribution of causative organisms

Inoculum  Tested Treatment MIC (ug/ml) Statistical
size drug drug 50025 005 01 0.2 039 078 1.56 Total  test
- CDTR-PI CDTR-PI 6 5 2 2 1 0 19 NS

CFTM-PI 3 2 0 0 8 (p=0.355)

cells/ml

CFTM CDTR-PI 7 5 2 0 1 2 19 NS

CFTM-PI 2 1 2 1 1 1 8 (p=0.264)

Statistical test: U-test

CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.

Table 12. Clinical effectiveness classified by diagnosis judged by committee members

No. of i Efficacy Statistical
Drug . Excellent Good Fair Poor Unknown

patients rate (%) test
CDTR-PI 69 1 61 4 3 0 89.9 NS® (p=0.780)
CFTM-PI 58 3 47 3 4 1 87.7 @ (p=0.859)

Statistical test: @Fisher-test @U-test

CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.

Table 13. Clinical effectiveness classified by diagnosis judged by committee members

i No. of . Efficacy Statistical
Severity  Drug . Excellent Good Fair Poor Unknown
patients rate (%) test
Mild CDTR-PI 48 0 46 2 0 95.8 NS®@ (p=0.399)
i

CFTM-PI 38 0 34 2 0 89.5 ® (p=0.274)

CDTR-PI 21 1 15 1 0 76.2 NS®@ (p=0.698)
Moderate

CFTM-PI 20 3 13 2 1 84.2 ® (p=0.348)

Statistical test: @Fisher-test @U-test

CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.

93.9% COThOFMB BV T b HEREMCE
BEER2FEOLdhoT,

6. FHREHEIW X ZHEKRE

CDTR-PI 269 ], CFTM-PIE 58 flic DV T E
REDEKRRIRKIE 2 MRET L /2 (Table18), CDTR-
PIETIZER 136 (18.8%), BHRh46 B (66.7%),
PRERS B (7.2%), EES5H (7.2%) T, BEH
¥85.5%, CFTM-PI#TCi3E%18 8 (13.8%), &
2438 (74.1%), E2H (3.4%), EZ5P6)
(8.6%) TH®IF87.9% ThHhh, MEFHMEER
EZixaoshkxdhol,

7. BWEAB X UERIRIRE

BIfEA RN RIES i3 1734 ¢, CDTR-PI &
88f g 8 Bl (9.1%), CFTM-PIE 8%l h 6 &
(7.1%) EWERALED s icds, MEFHMCAR
EZixAaenkproi (Tablel19), BIfEA DRERIL,
CDTR-PI#CIIRZ 26, K26, THI3HF, T
F+EBTRE1FIT, 20OBREREE 26, hZH
D6PITHo71, CFTM-PIEETREBATE 2, &
K16, TH2HIT, TOREIEE 26, THE4
FlThot,

R R EE ORI RE X 163 #l T, CDTR-PI &
85 @l 198 (22.4%), CFTM - PI 2 78 5 &1 20 41
(25.6%) WCERKREMBRELED Shicd, WHEH
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Table 14. Clinical effectiveness classified by causative organisms judged by committee members

No. of Excell Good Fai Poor Efficacy Statistical
i i ’ nt Goo air
Causative organisms Drug patients xcelle rate (%) test
CDTR-PI 4 0 2 0 2 5.0 Ns® (p=1.000)
S. aureus @ (p=0.683)
CFTM-PI 1 0 1 0 0 100
CDTR-PI 7 0 6 1 0 85.7 NS® (p=0.437)
S. pneumoniae ®@ (p=0.198)
CFTM-PI 9 1 8 0 0 100
Mono- CDTR-PI 1 0 1 0 0 100
microbial K. pneumoniae -
infection CFTM-PI 1 0 1 0 0 100
CDTR-PI 0 0 0 0 0
E. aerogenes -
CFTM-PI 1 0 1 0 0 100
CDTR-PI 14 1 13 0 0 100
H. influenzae NS®@ (p=0.758)
CFTM-PI 3 0 3 0 0 100
CDTR-PI 26 1 22 1 2 88.5 NS® (p=0.854)
Subtotal ® (p=0.207)
CFTM-PI 15 1 14 0 0 100 P
S. aureus CDTR-PI 0 0 0 0 0
+ —
E. faecalis CFTM-PI 1 0 0 1 0 0
Poly- S. pneumoniae CDTR-PI 1 0 1 0 0 100
microbial + -
infection  H. influenzae CFTM-PI 0 0 0 0 0
CDTR-PI 1 0 1 0 0 100
Subtotal NS@ (p=1.000)
CFTM-PI 1 0 0 1 0 0
DTR-PI 27 1 2 .
Total ¢ : ! 2 8.9 NSQ® (p=0.893)
CFTM-PI 16 1 1 1 0 93.8 @ (p=0.505)
CDTR-PI 42 0 38 3 1 90.5
Unknown NS®@ (p:0.520)
CFTM-PI 41 2 33 2 4 85.4 @ (p=0.876)

Statistical test: @Fisher-test @U-test
CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.

Table 15. Bacteriological effectiveness

No. of Decreased Eradicati Statistical
Drug atients Eradicated ( partially ) Replaced Unchanged & llca ton stica
P eradicated rate” (%) test
CDTR-PI 26 23 1 1 1 92.3
NS® (p=0.608)
CFTM-PI 16 13 1 0 2 81.3 @ (p=0.763)

Statistical test: Qx?-test @Fisher-test
v Er+Re/Er+P. Er+De+Re+Unc
CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.
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Table 16. Bacteriological effectiveness classified by causative organisms

. . No. of Unchanged/ Eradicated Statistical
Causative organisms Drug isolates Eradicated Decreased rate" (%) rent
- 00
S oo CDTR-PI 3 3 0 1 NS
. Us
=0.
CFTM-PI 2 0 2 0 (p=0.100)
CDTR-PI 8 7 1 87.5
S. pneumoniae NS
Gram- CFTM-PI 9 8 1 88.9 (p=1.000)
positive CDTR-PI 0 0 0
E. faecalis _
CFTM-PI 1 1 0 100
CDTR-PI 11 10 1 90.9
NS
Subtotal (5=0.590)
CFTM-PI 12 9 3 75.0 p=2
CDTR-PI 0 0 0
E. aerogenes —
CFTM-PI 1 1 0 100
CDTR-PI 1 1 0 100
K. pneumoniae -
Gram- CFTM-PI 1 1 0 100
negative CDTR-PI 15 14 1 93.3
. NS
H. influenzae (p=1.000)
CFTM-PI 3 3 0 100 p=1
CDTR-PI 16 15 1 93.8 NS
Subtotal (b=1.000)
CFTM-PI 5 5 0 100 p=t
CDTR-PI 27 25 2 92.6 NS
Total (p=0.359)
CFTM-PI 17 14 3 82.6 p=9

Statistical test: Fisher-test
. Er/Er+Dec+Unc
CDTR-PI, cefditoren pivoxil, CFTM-PI, cefteram pivoxil.

Table 17. Improved chest X-ray findings

No. of Improved Statistical
h d A ted

Days Drug patients (%) Unchange ggrava test

3 CDTR-PI 41 23 (56.1) 12 6 NS
CFTM-PI 31 16 (51.6) 12 3 (p=0.812)

7 CDTR-PI 52 47 (90.4) 1 4 NS
CFTM-PI 47 36 (76.6) 8 3 (p=0.099)

14 CDTR-PI 37 35 (94.6) 0 2 NS
CFTM-PI 33 31 (93.9) 1 1 (p=1.000)

Statistical test: Fisher-test
CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.
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Table 18. Clinical effectiveness judged by the attending physicians
No. of R Efficacy Statistical
Drug patients Excellent Good Fair Poor rate (%) test
CDTR-PI 69 13 46 5 5 85.5 NSQ (p=0.79)
CFTM-PI 58 8 43 2 5 87.9 @ (p=0.746)
Statistical test: @Fisher-test @U-test
CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.
Table 19, Side effects judged by committee members
Statistical
Item CDTR-PI CFTM-PI
test
No. of patients with side effects
8/88 6/85 NS
Total no. of patients evaluated 9.1%) (7.1%) (p=0.782)
Severit Mild 2 2
everity Moderate 6 4
Eruption 2 0
Anorexia 0 2
R Nausea 2 1
Side effect Vomiting 0 )
Stomach disorder +Diarrhea 1 0
Diarrhea 3 2

Statistical test: Fisher-test

CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.

HEICEEZRRBD Sh o7z (Table 20),

BAREEREONRITESRR L b, GOT,
GPT D £H (CDTR-PIE 104, CFTM-PI # 12
Bl) B X UHFEEEkE%S (CDTR-PI# 10 £, CFTM-
PIR£8 ) ETHo 7,

Ih5 ORIFR, BMAREMERYE CISCEELD
DEIEDShedo T,

8. ZRESHEW L 2EELLE

BHE R 2 ISR RG] & [/ U 173 B L
Lo [Z2] ThH2 LHES hifiEd iz CDTR-PI
616, CFTM-PIH598IT, ®LX 3z hTh
69.3%, 69.4% ThH ) MERHMEEZ IR &
iz otz (Table 21),

9. ZRFHE L 2HERAN

ERRRRBEATN R 127 Blic, NRMEB CRIFERR
BU7: 20, MARETHECEERRERL - 2 4,
BIffAsib & e > 72 160 (CFTM-PI#) %tnz 7-5f
Bl Alic DL THRAM % LR L 72 (Table 22),

ZAREBLTHODULOED S SN TN
(Table 2) THESh7:HMYIE, CDTR-PI# 70

B, EbHTHALH, (1.4%), G576 (81.4
%), RREATH (10.0%), HAELZL 5H (7.1
%), THE¥ (82.9%), CFTM-PI & 61 #th, =
bOTHAIB (4.9%), BA 468 (75.4%), PP
HR 4B (6.6%), BRAMEZL 76 (11.5%), HE
THIBITERESL.7% TH D, HEABRECEE
ElxFEvonsnot,

10. FHREHECL 2658

FHREC I DHFE S - H RN, CDTR-PI #
7081, CFTM-PI & 60 &1z o v» THERL
(Table 23),

A%z, CDTR-PI# ¢ i3 80.0% (56/70),
CFTM-PIE T2 85.0% (51/60) DERETHD,
HRFRECEEZ3ED S h e do 726

OI. BELS iz

ROMY 7 2 ARFEYE 12, WX, TLLTHE
@ﬁﬁ&bxbtiqlgii@@%&ﬁ?éﬁb: cephalexin
(CEX), cefaclor (CCL), cefadroxil (CDX) # &%
RushnT s, EE, 77 ABRME P B-lactam-
se EEBKICN T 3B HOR+43 = EHOEFLL
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Table 20, Abnormal laboratory findings judged by committee members

CDTR-PI o= RWHRLLEERR (NS0T 42) 1491

i
Ttem CDTR-PI  CFTM-p1  Orétistical
test
No. of patients with abnormal findings
19/85 20/78 NS
Total no. of patients evaluated (22.4%) (25.6%) (p=0.714)
Eos ! 7 5
Eos, GOT 1 1 0
Eos, GPT t 1 2 -
Eos, GOT, GPT, BUN t 0 1
Eos, CK t 1 0
PLT !, GOT,GPT1? 1 0
GOTt 2 1
GOT,GPT t 4 4
GOT, GPT, Al-pt 0 1
GPT1t 1 2
GPT,BUNt 0 1
Al-pt 0 1
BUN 1 0 1
Kt 1 1
Statistical test: Fisher-test
CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.
Table 21. Overall safety rating judged by committee members
No. of Virtually  Slight problem Not Safety Statistical
patients Safe safe with safety safe rate test
CDTR-PI 8 61 18 2 69.
8 7 3 NS® (p=1.000)
CFTM-PI 85 59 21 1 4 69.4 @ (p=0.845)

Statistical test: @Fisher-test @U-test
CDTR-PI, cefditoren pivoxil, CFTM-PI, cefteram pivoxil.

Table 22. Usefulness judged by committee members

Markedly Slightly Utility Statistical

Drug No. of Useful Useless Unknown"
patients useful useful rate (%) test
DTR- 1 57 5 82.9 0
CDTR-PI 70 7 NS® (p=1.000)
CFTM-PI 61 3 46 4 7 81.7 1 @ (p=0.882)

Y: Patient who was excluded from the calculation of percentage and from the statistical test
Statistical test: @Fisher-test @U-test
CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.

TE=H#HREO Y 7 x 2K & F i 5 cefixime
(CFIX), cefteram pivoxil (CFTM-PI), 7 ¥ #34H
ROTHREENI, Ll, IhoERIZS 7 LBHE
B 2@ RABCHEE L bOD, /T LA

B 7NV RBCHT20EARL S
CCLXD 52D Tho7

CDTR-PI AR BEHRASHERBEWRAFICE
WTERENLFREO R 7 x ARFHAT, 774
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Table 23. Usefulness judged by the attending physicians
- oy < tical
No. of Markedly Slightly Useless Utility Statistica
Drug patients useful Useful useful rate (%) test
CDTR-PI 70 13 43 7 7 80.0 NS® (p=0.497)
@ (p=0.821)
CFTM-PI 60 7 44 3 6 85.0

Statistical test: @Fisher-test @U-test
CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.

e, S LBEEE b CEVRENEEL, B
12, S. aureus «xtL Tid CCL, cefpodoxime prox-
etil (CPDX-PR) kD bHWiiENE2HE T2 2 &8
HEINLTWEY,

CDTR-P] 0 KHAR 3 ESRMOMEL L HMBL
TEMS h, FERBERREICNT 5HHEIL82.2%
(429/522) &Y, T3 bR T 55K
iz AH 300mg/H (533) %5 7T88.6% (39/44),
600 mg/H (52) 85 790.9% (80/88) w3 h
OREBEBVLTHEVWEEERL,

%7, AFIZBHEAEIAENRE L CHEREA
BREPERBLTWAY, ZORETHEEREIR N
LT300mg/BRECERAESEDOND EL T
39,

IhonZ EhoERIR, BOFC X 2EBNRE
iz 2 BHE RV LS Ofi% 10 L T ik 300 mg/ B
5rct+anEitrETsLEz o5, SH, &
5 KB HEMNM £ w5t 2 CDTR-PLOER)
H, REMBIVERELTMMT LI E2BMHELT
—EERHEFEREERL 12

SR IE, FREFECIATFVROEOY 7 = A

#T, HEART M, ERMESLBRESREIL T
D, [h< % OB EDNEREFEORIIL Tw
% CFTM-PI #:8IR L, RE5RIMEICNT 5KE
FARTH21H600mg (53) L7

ARBR DRIZ SR 1E 179 PITH > 1-05, FRRAETIC
FASBLTARHEBRORECABRE S, MK
o BB S Zv LS hie 52 Bl s EHEOK
WHEOBRAEIIBEE LI, ZORCE, w437
5 X<figs (MP) 0 134, RFEEREM% (PAP)
D2FBEENTVE, THSDEBIBALRTS
hzue LTBINRICMA S 2 b0, §
B & D EE IS 3 -oREcRA LTSI
PEESIBOLTRIED I,

12720, EROHBABROEE L DEEDIHIh
S2KRBEZDIBHOLBFLLTITI I LWL
nB, MUEE 1 FII3AENCHEEME L ZRBD
WEEZ SRS I Lo MBEMR M TR
MigEEEL, —BLTENMTIsZ kit

BRI CEMEDRATR & %5 72D ik CDTR-PI
B 694, CFTM-PI®£58 B Th - 720

INSDBEOEBREFITOVWTRALI-ER, I

Table 24, Clinical effectiveness by diagnosis judged by committee members

No. of - -
Drug 0_ ° Excellent Good Fair Poor Unknown" Efficacy Statistical
patients rate(%) test
. CDTR-PI 69 1 61 4 3 0 89.9
Bacterlal. NS® (p=0.780)
preumonia “cprm-p1 58 3 47 3 4 1 87.7 ® (p=0.859
CDTR-PI 6 0 4 0 1 1 80.0
MP & PAP NS® (p=0.385)
CFTM-PI 8 0 8 0 0 0 100 Q@ (p=0.268)
CDTR-PI 75 1 65 4 4 1 89.2
Total NS®@ (p=1.000)
CFTM-PI 66 3 55 3 4 1 89.2 ® (p=0.628)

: Patients who were excluded from the calculation of percentage and from the statistical test

Statistical test: @Fisher-test @U-test
CDTR-PI, cefditoren pivoxil; CFTM-PI, cefteram pivoxil.
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EHNBRMcARRRY 32, ARYRLEH %2
sz,

ZRASYEIC L SMEMR (H%=) &, CDTR-
PI#89.9%, CFTM-PIE87.7% t w¥fh b ®WwW
AYEERL, MEAHMCERZREDSNLEL-
2o

4E1# 5 h7: ME 1207 DBE%¥ 89.9% % MBI KK
ANLHOEO L 7 x 4R KR OHEERIC 817 54
BEURARBCRNTIEMELEBRLTA S ,,
cefetamet pivoxil (CEMT-PI) 88.9%”, CPDX-
PR 88.4%® L IZIZEMR T, cefotiam hexetil (CTM
-HE) 80.5%, cefprozil (CFPZ) 81.7%'® 2 ¥ &
DREVWEDETHY, FHOBEMER LS FEH L
HBELTHLREBREVWHDTH- I,

BB, 3ECABRRLEICSEORI TIZMP,
PAP 28R4 L 1c3, £FDd I hoEBEMZT
W L7 Z 5CDTR-PI#89.2% (66/74),
CFTM-PI #89.2% (58/65) OFBXIEL L H, WK
KB EAREERRED k> 2 (Table 24),

BEEERR, EREFOBRMR, WHXHKED
HEFCOWTOHEFFMCEREZEEE D, -
2o

PR BRRSAE, TR ICBL TRELRBORED
BEL2ZEHH, FHERBRTCLERBELREL S
REFARURATHo N, ThoBAFREICE T
LB F% R 13 CDTR-PI#£92.6%, CFTM-PI
#82.6% DHEAETH - -UHEHHMICERE X
Ivohkhol, £/, PREEOE»- S
pneumoniae, H. influenzae, =343 3 EBHHEEIL,
CDTR- PI 8 #387.5% (7/8), 93.3% (14/15),
CFTM-PI B %88.9% (8/9), 100% (3/3) Tw ¥
NYMERFBCEREZE2ZD o1z,

BlfE A X CDTR-PIE88 I 8 & (9.1%),
CFTM-PI# 85 Blch 6 B (7.1%) W& ShicHM
AP EREZ 2D T, 2/, ERLHEBRER
BETCEERZbOR ko, BKREMBERYE I,
CDTR-PIE 85 Bich 194 (22.4%), CFTM-PI 8

78 Bilch 20 81 (25.6%) WA ShicH, HEROEDE
7 x LK & FMC BB DOiF kiM%, GOT, GPT O
LRXET, MEFBMcERZRIED OO L,
o
M EDOR#E D, CDTR-PI 18300mg (43 &
5) xMEEMmLicx L, CFTM-PI 18 600 mg
(5 385) LASORVWAK LELHEBTRENT,
LietoT, FRIAFNVEREOL 7 » L# CDTR-
Pl 3B M & L TEN BRI RBMARFT &
2ERMORVWKFITHEEHRA SN,
X ®
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A double-blind comparative study on cefditoren pivoxil (CDTR-PI) was carried out to evaluate
objectively its efficacy, safety and usefulness in the treatment of bacterial pneumonia, using cefter-
am pivoxil (CFTM-PI) as the active reference drug. In principle, CDTR-PI at a dose of 300 mg/
day or CFIM-PI at a dose of 600 mg/day was administered in three divided doses for 14 days. The
following results were obtained.

1. The efficacy rate as judged by the committee was 89.9% (62/69) in the CDTR-PI group and
87.7% (50/58) in the CFTM-PI group, with no significant difference between the two treatment
groups.

2. The eradication rate of the causative organisms as confirmed by the committee was 92.3%
(24/26) in the CDTR-PI group and 81.3% (13/16) in the CFTM-PI group, the difference between
the two treatment groups not being significant.

3. The incidence of side effects was 9.1% (8/88) inthe CDTR-PI group and 7.1% (6/85) in the
CFTM-PI group. Laboratory abnormalities were observed in 22.4% (19/85) and 25.6% (20/78) of
cases, respectively. There were no significant intergroup differences in the incidences of side effects
or laboratory abnormalities.

4. The usefulness rate as judged by the committee was 82.9% (58/70) in the CDTR-PI group
and 81.7% (49/60) in the CFTM-PI group, with no significant difference between the two treatment
groups.

From these results it is indicated that CDTR-PI at a dose of 300 mg/day (in three divided doses)
(one half the dose of CFTM-PI) is equally effective and safe to CFTM-PI at a dose of 600 mg (in
three divided doses) in the treatment of bacterial pneumonia, and we conclude that CDTR-PI is a
useful drug with high efficacy for bacterial pneumonia.



