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Cefteram pivoxil Mk (BLF, CEFTM-PIAIKL) OAKRERAMNETOAMME L REEZHEL, HbY
T T2 7 = 2fkHE (LU, CE#RE) & RIEMFEBIBELIZ O W THE L 72, 2005 4: 9 H ~2006
I H T CITHAERRICZZ L, WL, RAkdk, SMESE S ik B S hiz 15 ki o/hNg
CFTM-PI k% 259 5 (Fhgefifi 4.2 %), CE #F 108 % (cefcapene pivoxil 45 5, cefditoren pivoxil 49
B, 2o 14 1) (HJufiE 35 ) RS & Lize #&3Ead CFTM-PLAIKL 18 mg/kg, J&HI 5 H I (fis
7 HM) -a3ofFEL L, 5 HE (MRIX7 B £ TICHEMMEZ M L7z, CE FEORIERITKE
- HEE L, BRI ED Rh o foo A EHRIITIE TR L 720

CFTM-PI A7 B & O CE O HM £ 596+ 1.76 H, 627194 HTH - 72 CFTM-PI Ak
DOARIVERRNTHR GAEBNE 223 BITH Y, BREAEIE 421 =118 HRICHHl S 1, ARYERILNGE % 96.2%
(128/133), Wmitk% 974% (37/38), ZMERIELI 974% (38/39), NMi% 100% (13/13), KT 96.9%
(216/223) TH - 720 E B O BIR BRI IE~IEBIEL T,  Streptococcus pneumoniae 100% (28/28),
Streptococcus pyogenes 98.8% (85/86), Haemophilus influenzae 95.0% (57/60), Moraxella (Branhamella) ca-
tarrhalis 100% (24/24) TH o720 TDH 5, S. pneumoniae 28 1+ PISP 6 #, PRSP 7 #9l, H. influenzae
60 112 BLNAR 9 Bl25i80 S fze RHEMEE, 70.7% (183/259) %5 [fkART W] M ETH o7z, Hl
YEHIE CFTM-PLAIKLRE, CE BEE b ICEBIEILEHEIRTH D, FBISITK 54% (14/259), 13.0% (14/
108) TH Y, 3mEAMORIEHIEHFE L CFTM-PLATKAE 94%, CE i 26.2% T CFTM-PI ALK A
BIEA o7z (p=00129),

Dbz & X, CFTM-PLAIKL O & w5 E1%, ANEIPR S ESRE 1 LT R Ia MR 2R L,
MPERNC & 2 EASENOFR ZiaHtik e L THIfFT& %,
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AR NT A, BWPLEJI, B-lactamase IIX T B EWEE
P, BAF AR B & RFEE MR L LCTw 5, CFTM-PI
HRZ 1 HAHED9~18 mg/kg DIEZ A L, 18 mg/kg D
A& TIREMEIC R 5 T b PRSP % BLNAR (Zxf LT3
FCARVEDS IR T & S IRIEIET 27, 72, CFTM-
PTAMIRLIZ, /I Y2 I W 253 J& B i 12 % \» Streptococeus pyogenes
12X BIHEEA R BT, RECIREHMTH A
WTH2 I LARINTVDY Lo L, wHETORKL %
HIMER & O et % & IR IO W TIEH 4 2R A
fIbNTWBLIIFEX RV,
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1. S0k & A

HIEB X ORISR & % T720h s
& L, Table 1 \Z7RT 27 Jiae 2N o e [R5 a2 5 A e i
L LT, 20054E9 HA 5 2006 4F 3 HIZHER L 72,

CE 13 3 4F %8 5E & L 72 cefcapene pivoxil (CFPN-
PI), cefditoren pivoxil (CDTR-PI), cefdinir (CFDN),
cefpodoxime proxetil (CPDX-PR) o/ Vg B #351] Gz 71,
K74 vay 7H) &L, A—HEix T CFTM-PI Mk &
CE #2521 1 OE & TIER Z L L7z, EfFE, AR
WCENENOJREH Y ERN & EEA L ZRB L ChHEZ
P>z,

2. WHBE

HAYEMAS, RIS, mbkdk, B[REZL, Mk
LWL, WBREOIKRD 375C U LOSE % R 72
SEE 723 SEO B A N R & Uz, IEEEHE R, [/
DRRHEISPL SR IR SRR B B e L |0 (LUF, /NR
HEIHEE) o7 Thbh, ABRE, A0HE K
KW, Fis, NEHLEOLEE*ERB LD 2T, W
WEEHYE, Rk, SPEREXRITFEAEES L, &S
Efi @HDE) #i<, CRP &fE (10 mg/dL 2L L),
HImEkEH % (15,000/uL LAE) &9 % 22D 1dH B IE
B, EHREIALREEZ ONLEMIPEEL L,
F 72, BEEHRIZ DV TR R DD % EF % R E5HE &
L7z MIWMERISITHRESESE L2, &5 REZ LD
&5 2 BRAREIR R M A L S HEHR BB < AR SR IE 2558 24
RIEGNIEE S, WRWNEE, 77/ —Edrdbseley
REPAROYEITITERELE L7z,

3. iSRS

CFTM-PIIRL D 1 H¥edRI1E 18 mg/kg & L, Th %
1H3MIZAE LT, FHIS HE g e Lz, HL, M
IR LTiE, BHI7 HEo#3EE L, ZetiFiio
Wt iR & L7210 7 « 2 RPUESE T, S

Table 1. Institutions and investigators in this study

Site

Pediatric and Allergy Clinic, Wagatsuma

Matsuura Children's Clinic

Nagai Children's Clinic

Akita Clinic

National Hospital Organization Tokyo Medical Center

Misato Kenwa Hospital

Sekishinkai Sayama Hospital

Sotobo Children’s Clinic

Azagami Children’s Clinic

Yokota Children’s Clinic

Ishihara Clinic

General Ota Hospital Society of Health Insurance of
Fuji Heavy Industries Ltd.

Saiseikai Sanjo Hospital

Niigata City General Hospital

Tachikawa General Hospital

Itoigawa General Hospital

Takashima Children’s Clinic

Yamagami Children’s Clinic

Ohkura Clinic

Kawasaki Medical School Hospital

Nippon Kokan Fukuyama Hospital

Onomichi General Hospital

Mizushima Central Hospital

National Kagawa Chlidren's Hospital

Okada Children’s Clinic

Shimada Children's Clinic

Tkezawa Children’s Clinic
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7. NEEEZX 5WE

MEREERT, ERAORTOMR, HYEMIZ X 5
BRRAD AR E OMERD, A HHRIEBUEB O 21T\,

SRR RO — L2 T o720 B, HELCHzoT
(&, REITIE U CTH YRR & kL 7z

PeIEFT o0 L 72 MW IS oW T, Bk 2 4 o1
W, BRERE L TOWRESEZH@®RL, MliE: LTo
Y o2 L, BB R ORE Ot — 1L 2175 720

bbb, BEEICBU 2 BARRIGEEALIE, IR
2SIREH, WHEH, SAMHEH, RbkEATHIEEE, Ak, MEH
B3 WV, SIREH, SRR SIS - BT RANIER, HIHEH
& U720 AMEBH 28, mpkgeh S & Ml I, S. preu-
moniae, H.influenzae, S.pyogenes H3W# (1+) L L,
Staphylococcus aureus, Moraxella(Branhamella) catarrhalis,
HILESHERE (C, GH#E) W& (2+) Dbz, 2K
HIgg, Migeh oMt SN ME L, S. pneumoniae H3H
i (1+) PLL, S.aureus, M.(B.) catarrhalis, H. influen-
zae, S.pyogenes, Streptococcus agalactiae HSW i (2+) DA
E, 722U, EREOWM THEERIC X 2EEOY A1
Wi (1+) DEam@ e LTI Lz 72, ABEB
T R A TR DY S. pyogenes #RILHI & L 720

8. Mkt

BIAE T R DO PR BERF IR 2 R L, AN e 2
WIS T, [EWICKAR TV, [KART V], [5HD
91 TERAIZ W, TR0 5 B RSHIE B L OTA
Bl THELZ. B, EOEDIRBIGRS LR DY
HFIFHEZRA L0 BRARICRRL 2.

9. MR ORESEN E

)RRk

LA B2 B S WA IPIRER SRR & 45 Bt 7] 22
& N7z S. pneumoniae, S. pyogenes, M.(B.)catarrhalis, H.
influenzae % F\ 720 Miag & ) 2 S N7ZHRIZOWT
(&, BB TRIEE 21T, BEEORRDS, b
FLWAETH o 7285 a1E MIC OMERMKRE L7z,

S. pneumoniae T, penicillin G (PCG) @ MIC #%* 0.06
pg/mLUTFEX= ) Y&z %5k W (Penicillin
susceptible S. pneumoniae ; PSSP), 0.12~1 ug/mL % /X
=) Y AERE RN 2 EKR (Penicillin intermediate
resistant S. pneumoniae ; PISP), 2 ug/mL Ll I % PRSP
& L72o H.influenzae Tl&, PB-lactamase B4 T ampicil-
lin (ABPC) @ MIC %4 ug/mL bl L % BLNAR, B-
lactamase B 1 T clavulanic acid/amoxicillin (CVA/
AMPC) @ MIC 8 ug/mL L L % B-lactamase posi-
tive amoxicillin / clavulanate resistant H. influenzae

(BLPACR) & L7,

2)  AEHZEH]

MWEEKE LT, WINSHMEDOHS 2% CFTM,
CDTR, CFPN, CFDN, clavulanic acid/amoxicillin
(CVA/AMPC), azithromycin (AZM), PCGH X O
ABPC # w7z,

3) /AR FIEE (minimum inhibitory concentra-
tion : MIC)

MIC 5 1P AR 75 B2 CLSI % M7-A7, 2006”3
L Y M100-S16, 2006% 12 U CTH1 - 726

I #& R

1. BEER

CFTM-PI MUALHE D B SR B1 KL 266 FITH D, B
A4 60, 1 HORIERAL 3B % Bk 259 6 % etk
JRMT TR E Lz ARNTEMNT T SBE, 0 ROV
12 B, BRLGIERIRAS 37.5°C K 4 B, HFEHBDOAE 3
B, BIEHOTh 136, S&kar X b F3EH 2 HH 16,
HEARE 3B Z bR 223 BITH - 720

CERMOREHIZ 1096 TH Y, BEMEINO 16 % B
< 108 B % Z AT R G B & L 7z e 33 H ORI,
CDTR-P149 #5, CFDN 11 5|, CFPN-PI 45 #5l, CPDX-
PR3BITH 5720

VNS SUER O BETF 5% Table 2 127”7,

CFTM-PI ML, 1~3 % 41.3%, 4~6 % 425% 2%
%<, HUHIZ 42 K TH o 720 FED B KB F TOHIM
¥, 0 H166%, 1 H51.0%, 2 H178% T, #185% D&
WRASFEED 2 H PP REE LT\ iz, EAEE I, 78.0% A%
WERE T, WML, 4~5 H 398%, 6~7 H 41.7%, F
¥596+1.76 HT, AREOFMH THbEESINL T
726

CE BEiZ, 1~37%49.1%, 4~67% 352% 7% <, Wik
1L 35 Td o 720 HAESE 1L 89.8% A T, P HII ]
1%, 4~5 H 34.3%, 6~7 H 40.7% %% <, F34 6.27 +1.94
HT®Ho7,

CETM-PL KR, CEREOMER, FEin, FGIMICH
BRI LNT, FEEIT CFTM-PLHREE S 225
72 (p=0.0079),

2. BRIRANH

LUF, CFTM-PIHIAREIZ DWW TR 5,

1) BEBBIERIARR)F

BB R %) S % Table 3 12783, MHMEEH 2% 96.2%
(128/133), Fbk% 97.4% (37/38), A5 L4 974%
(38/39), Mige100% (13/13), &R T 969% (216/223)
DERBETH o720 B, T—F I CRRELholzds,
BRI R L, HEIH~7THRICHESIRTEN Z
DI 421118 HTH - 7=,

2) AR B ERIR R R

RSN R GRE BT 223 B, 161 B RASkei &
7z (Table 4)o BMIEFIOHRIIE 975% (157/161) T
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Table 2. Patient profiles
Parameter CFTM group (%) CE group (%)
male 152 58.7 55 50.9
Gender
female 107 41.3 53 49.1
<1 17 6.6 10 9.3
1-3 107 41.3 53 49.1
4-6 110 42.5 38 35.2
Age (years)
7-12 24 9.3 6 5.6
13-14 1 0.4 1 0.9
median 4.2 35
0 43 16.6
Arrival date from ! 132 510
. 2 46 17.8
attack of fever ,
(days) 3 23 8.9
v 4 10 39
5-9 4 1.5
=3 10 3.9 4 3.7
. 4-5 103 39.8 37 34.3
Duration of
R 6-7 108 417 44 40.7
administration
8—10 32 12.4 18 16.7
(days) "
11-15 6 2.3 5 4.6
mean=S.D. 5.96 = 1.76 6.27+1.94
. mild 202 78.0 97 89.8
Severity
moderate 57 22.0 11 10.2
*11-12 days
Table 3. Clinical efficacy in respiratory infection clarithromycin ICEB L2 ZAMRE LTz, BHED 16
E:3:1 i N & ~NHEE 45 C
- No.of | Clinical efficacy | Efficacy (&, BRI H. influenzae 25 1+ TH S L7z IRBH %
Diagnosis patients | Good Poor (%) CFTM-PIMIK. % 5 HH4FE$ 5 b 37C DB A 7
Laryngeal pharyngitis 133 128 5 96.2 7’:_ &bﬁ)‘j k é hf\_rﬁj T , ceftrlaxone D ,'.J—i?ﬁ'ﬁ - T$:l: H{ L
Tonsillitis 38 37 1 97.4 7o o> 1 B, $EEHITIC B-lactamase #EA: H. influenzae
Acute bronchitis 39 38 1 97.4 A1+ THIM S I 2IHEE % ©, CFTM-PL kL% 5 H 4%
Pneumonia 13 13 0 100.0 2 flomoxef O FIHEHEZ 1 MIPEH L7225, 2% 32
Total 223 216 7 96.9 DI L SNTIEBITH Do RIEMEIZZENZN [RA

o720 72, S. pneumoniae, H. influenzae, M.(B.) ca-
tarrhalis |2 & % BE N IERBI DL 720, EAFEBIEUS
£ 2 M BB ORRIR AR 2 MGt L7z (Table 5)o fAIE
\&, S. pyogenes 98.8% (85/86), PISP # X UFPRSP13
Bl % & T S. pneumoniae 100% (28/28), BLNAR 9 Bl % &
& H. influenzae 95.0% (57/60), M.(B.) catarrhalis 100%
(24/24) Td - 720 % B, PISP B & U PRSP 13 #,

BLNAR 9 #liE, &BIHRMTH - 72
S. pyogenes \ZHERNTH - 72 1 BN, HEEHE O FRipkJE PR

JDIERIT CFTM-PL AR O FIZ 5 A TH o 720 %
31 HIRIZIREE B 7205, BEERT 3 HIRITHE# % 32

O, ot 7 x ARPIRFEIZTHREZ T o 7272 DR <‘:
g s hiz, REHE (529 ] Tho7zo H. influenzae
R TH - 72 3BIE, BIE 2 B, HERE 1 B ONKEE 25
DIEBIT, HEEED 1 Bi% group G streptococci & DB
WIEADIHTH 2T, $AEIAER b B - JERO LA 7%
< CFTM-PLMihi#dE 4 HRII~ A 375 A<&EL2E 2

Il [529] Tholz

3) MW OMEE TOHEK

IEAFEBIELN & BN R O # E COH# % Table

6 IZ7RF o S. pyogenes 7T HEBITIZ, HH 1 HZE LTI
Bl 74 51 (86.0% ) 7%, 3 H%F Tl /\&Jz})ﬁq:ih‘bf\_o S.
pneumoniae 77 EEBITIE, HFE1 HEE TIZ9H (321%)
25, 3HBI TIIEBIHEL, 209 HPISP B & U‘
PRSP 13 %1%, % 1 HA £ TIZ 46125, 3 HEE TIZ
BHSEE L 720 H. influenzae 53 HEBITUE, 23 1 El{ﬁi"(
23160 (51.7%) %%, 3 HiEE TIZ57 B (95.0%) 23
L7208, 3BNIMEE RO L0572 F72, BLNAR
9BIE, 31 HEE TIZ 7625, 3 HER X TIZEBID%
§)*\L?’:o .(B.) catarrhalis 7B CI1Z, ZFE1HKZEET

W2 8 B1(33.3%) ASRE L, 4 AT TICEBIAHRAL 7,

3. ZAEM

CFTM-PI Mk # 35 & OF CE # O EI/E A o fifH & 58 Bl
F % Table 7 127" F . BITEHOMEIL L b IC&BIHLE
JERTH Y, CETM-PLATKRE T ORILARIT 54% (14/
259) T, WERIZTH 1160, TH#0 - Wamk: 160, dkfE 2 41
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Table 4. Isolated bacteria (patient-based)
No. of Clinical efficacy Efficacy
Bacteria . %
patients Good Poor (%)
S. aureus 1 0.6 1 0 1/1
8. pneumoniae 12 75 12 0 100
PSSP 4 2.5 4 0 4/4
PISP 2 1.2 2 0 2/2
PRSP 2 1.2 2 0 2/2
S. pneumoniae (resistance unknown) 4 2.5 4 0 4/4
Single
S. pyogenes 80 49.7 79 1 98.8
Group C Streptococcus 1 0.6 1 0 1/1
H. influenzae 25 15.5 23 2 92.0
BLNAR 4 25 4 0 4/4
H. influenzae (resistance unknown) 21 13.0 19 2 90.5
M. (B.) catarrhalis 6 3.7 6 0 6/6
Two 27 16.8 26 1 96.3
Two or more
Three 9 5.6 9 0 9/9
Total 161 100.0 157 4 97.5

Table 5. Clinical efficacy by the isolated bacteria (organism
based)
No. of Clinical efficacy | Efficacy
Organism .
patients | Good | Poor (%)

S. pyogenes 86 85 1 98.8

S. pneumoniae 28 28 0 100.0
PSSP 7 7 0 7/7
PISP 6 6 0 6/6
PRSP 7 7 0 717
S. pneumoniae 8 8 0 100.0
(resistance unknown)

H. influenzae 60 57 3 95.0
BLNAR 9 9 0 100.0
H. influenzae 51 48 3 94.1
(resistance unknown)

M. (B.) catarrhalis 24 24 0 100.0

Others 8 7 1 7/8

TdH 72 CEHTOIRBHIZ13.0% (14/108) T, PR
WETH10 B0, TR - MEE 1B, BkAE 1B, HALA R 2
BITH o 720 3iAimi, 3Ll LOEIVEH ORI,
CFTM %£A394% (9/96), 31% (5/163), CE BEA% 26.2%
(11/42), 45% (3/66) THh -7z,

INSORIERIZWHEEE I 3B EICHRT 3 ME
ORI TORIEENE L, 3EAMOBRIETO CFTM-
PIAIANHEORAEAERFBICEHICHRTHEILK
o7z (p=00129),

4. I

AR P A3 HE 8. C & 72 CFTM-PL AR 259 5l 5 X OF
CE # 108 il oW THEH L 72 (Fig. 1) CFTM Ak EE D

[IER AR T V] BLOTHRART V] IE707%, CE
713 630% TdH Y, CETM-PIAIK 18 mg D HEICH
VT BRIFLIRIEMEEZ R L7,

5. LW

4l O FR A T IR ER OB S S iz E 4 Rikk
O &3 Pk I %2 A% S % Table 8 1278 3. PISP, PRSP 19
Pk % & © S. pneumoniae 26 ¥k \Z XF 3 5 CFTM @ MIC
&, 0.06~4 ug/mL (25045 L, MIC50, MIC80, MIC90
ZEhEh, 1, 1, lug/mLTdH Y, PISP, PRSP 19
FRiZx 3 5 MIC50, MIC80 i [T, MIC90 X2 ug/
mL & 5725 S. pyogenes \2% 9 %5 CFTM @ MIC i&, =
0.004~0.008 pg/mL 2574 L, MIC50, MIC80, MIC90
ZZh2h=0004, 0.008, 0008 ug/mL THY, CFTM
(B A i R HUR G 2 7R L 72o BLNAR 13
¥ % & & H. influenzae 54 #1263 % CFTM @ MIC i3,
<0.06~2 ug/mL 2 4 A L, MIC50, MIC80, MIC90
kEnEN, <006, 05 1ug/mL TdH-72, BLNAR
13 BRIZH§ % CFTM @ MIC 12, 012~2 pg/mL 254
L. CDTR IZRWTHRWHIHIEEZ R L7z 72, 7—
YIRS e hr o 7225, CVA/AMPC @ MIC %38 ug/mL
® BLPACR 7 2 R €, CFTM O EZEIZZzh 2
N1, 025 ug/mL TdH o7z M.(B.)catarrhalis 44 BRIZXF
3 % CFTM ® MIC 1, =<0.06~2ug/mL |2 4 4 L,
MIC50, MIC80, MIC90 ixZh &M, 1, 1, 2ug/mL
Tho72,

n. == 3

[N SRR YAE BT A K5 4~ 2007 I2B VT
BEREINTVS I ) ITHMEROMBLZ R/ANRIZE &9
B0, TARLERETE L2 EMEICE & T
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Table 6. Days until fever alleviated by isolated bacteria (bacteria-based)

No. of No. of patients following duration for fever—days
Organism .
patients 0 1 2 3 4 not alleviated
S. pyogenes 86 5 69 8 4 0 0
S. pneumoniae 28 0 9 13 6 0 0
PSSP 7 0 3 3 1 0 0
PISP 6 0 2 3 1 0 0
PRSP 7 0 2 4 1 0 0
S. pneumoniae 8 0 2 3 3 0 0
(resistance unknown)
H. influenzae 60 0 31 14 12 0 3
BLNAR 9 0 7 1 1 0 0
H. influenzae 51 0 24 13 11 0 3
(resistance unknown)
M. (B.) catarrhalis 24 0 8 7 7 2 0
Others 8 0 2 2 2 1 1
Bacteria negative 60 3 26 23 5 2 1
Total 266 8 145 67 36 5 5
Table 7. Side effects
CFTM CE
Side effect All patients < 3 years old = 3 years old All patients < 3 years old = 3 years old
(N = 259) (N = 96) (N = 163) (N = 108) (N = 42) (N = 66)
Diarrhea 11 8 3 10 7 3
Diarrhea + vomit 1 1 0 1 1 0
Mucous stool 2 0 2 1 1 0
Dyspepsia 0 0 0 2 2 0
Total 14 (5.4%) 9 (9.4%) 5 (3.1%) 14 (13.0%) 11 (26.2%) 3 (4.5%)
l ]
p = 0.0129
The patients were
reluctant,
but took most doses
6 (2.3%)
Unknown 1 (0.4%)
Cefteram Patients took: o o The patients were occasionally
pivoxil doses willingly, EBatients took<all46doSsgs ;ﬂthout problem reluctant, but took all doses
(N =259) 37(14:3%) MB(E8) 68 (26.3%)
I
The patients were refused
to take the drug 1 (0.4%)
Other cephems 1 (0.9%)
(N=108) 7(6.5%) (61{(56'5%)| 36 (33.3%) 2 (1.9%)
L 1 1 1 1 1 1 1 1 1 ] 1 (0'9%)
0 10 20 30 40 50 60 70 80 90 100

Fig. 1. Compliance for cefteram pivoxil and other cephems.

AT 2HEH ISR SN TULA, KEHADE - R L, o0t 7 « AREE L ) SR OHIEH
OB TT o HREEHRETE L2EABD L, FRITN BETH» Y, BH=ETIZ PRSP X BLNAR IZXf 3 % PLis
WHRIOMEEORRTE: - HEEHRSNTEBY, B 0L REER 2 5 /N EYWE CHRIEIC 2 > Tw
& HEZEZ TCORPDPHERIRRICD B, ZD0%0 5 IN5OMMERIEIIEICD o2 AErfFcx %
T, CFTM-PI#I¥1Z 1 HHED9~18 mg/kg DIEZAH  ZEeAHEESINs, 72, NBICHEEDO S HEZ R
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Table 8. Comparative activity of cefteram and others against clinical isolates from pediatric respiratory infections

MIC (ug/mL)

Organisms (No. of strain) Drugs
Range MIC 50 MIC 80 MIC 90
S. pneumoniae CFTM = 0.06—4 1 1 1
26 CDTR = 0.06—2 0.5 0.5 0.5
CFPN = 0.06—2 0.5 1 1
CFDN = 0.06—16 2 4 4
CVA/AMPC = 0.06—1 0.5 0.5 1
AZM = 0.06—> 16 4 > 16 > 16
PCG = 0.06—2 1 2 2
PSSP CFTM = 0.06—-1 0.12 0.12 1
7 CDTR = 0.06—0.5 0.12 0.12 0.5
CFPN = 0.06—1 0.12 0.25 1
CFDN = 0.06—2 0.25 0.25 2
CVA/AMPC = 0.06-0.25 = 0.06 0.12 0.25
AZM = 0.06—> 16 > 16 > 16 > 16
PCG = 0.06—0.12 0.12 0.12 0.12
PISP + PRSP CFTM 0.25—4 1 1 2
19 CDTR 0.12-2 0.5 0.5 1
CFPN 0.25—-2 0.5 1 2
CFDN 0.5—-16 4 4 8
CVA/AMPC 0.12-1 0.5 1 1
AZM 2->16 4 > 16 > 16
PCG 0.25-2 1 2 2
S. pyogenes CFTM = 0.004—0.008 = 0.004 0.008 0.008
25 CDTR 0.008 —0.015 0.008 0.015 0.015
CFPN 0.008 —0.015 0.008 0.015 0.015
CFDN 0.008 - 0.015 0.015 0.015 0.015
CVA/AMPC 0.008 —0.015 0.015 0.015 0.015
AZM 0.06—> 8 0.12 0.12 >8
H. influenzae CFTM = 0.06—2 = 0.06 0.5 1
54 CDTR = 0.06—1 = 0.06 0.25 0.25
CFPN = 0.06—4 = 0.06 1 2
CFDN = 0.06—16 1 4 8
CVA/AMPC 0.12—-8 0.5 4 8
AZM 0.12—2 1 1 2
ABPC 0.12—= 128 1 4 8
BLNAR 13 CFTM 0.12-2 0.5 1 1
CDTR = 0.06—1 0.12 0.25 0.25
CFPN 0.25-4 1 2 2
CFDN 2-16 4 8 8
CVA/AMPC 2-8 8 8 8
AZM 0.12—-2 1 1 2
ABPC 4-8 4 8 8
M. (B.) catarrhalis CFTM = 0.06—2 1 1 2
44 CDTR = 0.06—2 0.5 0.5 0.5
CFPN = 0.06-1 0.5 0.5 0.5
CFDN = 0.06—1 0.25 0.25 0.5
CVA/AMPC = 0.06—0.25 0.12 0.25 0.25
AZM = 0.06—0.12 = 0.06 = 0.06 = 0.06
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The efficacy and safety of cefteram pivoxil(CFTM-PI) fine granules at the maximum
approved dosager in pediatric with respiratory tract infections
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We compared the efficacy and safety of cefteram pivoxil(CFTM-PI) fine granules at the maximum ap-
proved dosager and the frequency of adverse events comparied to a group of other oral cephems (CE group).
Among children under 15 years of age who visited designated medical facilities from September 2005 to
March 2006 and were diagnosed with laryngeal pharyngitis, tonsillitis, acute bronchitis, or pneumonia, 259 in
the CEFTM-PI fine granules group (median age: 4.2 years) and 108 in the CE group (45 administered cefcap-
ene pivoxil, 49 cefditoren pivoxil, and 14 other agents) (median age: 3.5 years). CETM-PI fine granules were
administered at 18 mg/kg/day in 3 divided doses for, in principle, 5 days (or 7 days for pneumonia), and effi-
cacy was evaluated by day 5 or day 7 for pneumonia. For the CE group, although the duration of administra-
tion was not predetermined, dosage was determined based on the approved dosage and dosage regimen. Ad-
verse events were assessed at the end of administration.

Duration of administration of CFTM-PI fine granules was 596 + 1.76 days and CE groups 6.27 = 1.94 days.
In the CFTM-PI granules group, 223 cases were subjected to efficacy analysis; clinical efficacy was evalu-
ated after 4.21 = 1.18 days, resulting in efficacy of 96.2% (128/133) for pharyngitis, 97.4% (38/39) for acute
bronchitis, 97.4% (37/38) for tonsillitis, 97.4% (37/38) for tonsillstis, 100% (13/13) for pneumonia, and 96.9%
(216/223) overall. Clinical efficacy for each major detected bacterium was 100% (28/28) for Streptococcus
pneumoniae, 98.8% (85/86) for Streptococcus pyogenes, 95.0% (57/60) for Haemophilus influenzae, and 100% (24/
24) for Moraxella (Branhamella) catarrhalis. Out of 28 strains of S. pneumoniae, 6 of PISP and 7 of PRSP were
found, whereas 9 of BLNAR were found among 60 strains of H. influenzae. Organoleptic evaluation showed
that 70.7% (183/259) of patients felt the drug was “easy to take”. Adverse events observed in all cases gastro-
intestinal symptoms and the incidence in CFTM-PI fine granules group was 54% (14/259) and in CE group
13.0% (14,/108). For children under 3 years of age, the incidence of adverse reactions was 26.2% in the CE
group and 9.4 % in the CFTM-PI fine granules group, the latter being significantly lower than that in the CE
group (p =0.0129).

These findings suggest that a high dosage of CFTM-PI fine granules produces a sufficient therapeutic ef-
fect in children with respiratory tract infections and can be expected to be effective for treating infectious
diseases caused by resistant bacteria.



