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BETT 50 DRI
BEH A PR T WA - M%Hﬁﬁfw i bz
JEI 5 HERLEE (%) JEGI HERLEE (%) SEBIK AR HE(%)
&t 734 100.0 464 100.0 254 100.0
He % 387 52.7 241 51.9 134 52.8
LS 347 47.3 223 48.1 120 47.2
0~3i% 152 20.7 95 20.5 50 19.7
4~6ii% 376 51.2 245 52.8 124 48.8
T~ 145% 206 28.1 124 26.7 80 31.5
Rl SEEE = FE (R 5.4%2.3 % 53+2.1 % 5.7£2.4 7%
op i 5 7% 5k 5 %
25%fi, 75%fiE 4%, Tk 45%, 7% 45%, Tk
GNP N 94 H~145% 94 A ~127% 15~ 147%
ERAE 275 37.5 220 47.4 49 19.3
¥ HAEAE 379 51.6 215 46.3 155 61.0
FIE 79 10.8 28 6.0 50 19.7
R 1 0.1 1 0.2 0 0.0
BIERS 610 83.1 398 85.8 203 79.9
VAL R Y ARG 104 14.2 58 12.5 40 15.7
R 20 2.7 8 1.7 11 43
1A 382 52.0 241 51.9 132 52.0
20 225 30.7 141 30.4 81 31.9
3H 64 8.7 39 8.4 23 9.1
4~ 63 8.6 43 9.3 18 7.1
eI T+ B 20423 1 2127 R 1814
o i 1 H 1 H 1H
25%(E, 75%1K 1H, 2H 1H, 2H 1H, 2H
I/ IME A~ RAE 1~38H 1~38H 1~12H
b5 150 20.4 95 20.5 55 21.7
HEHIRE H 578 78.7 363 78.2 199 78.3
R 6 0.8 6 1.3 0 0.0
b5 583 79.4 366 78.9 208 81.9
LR - B HHE H 150 20.4 98 21.1 45 17.7
R 1 0.1 0 0.0 1 0.4
b5 630 85.8 389 83.8 228 89.8
BETEIE " 101 13.8 72 15.5 26 10.2
R 3 0.4 3 0.6 0 0.0
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3. (fcx)
#5RER KA S @ﬁ-%ﬁ&ﬁm&mﬁﬂg% b
JiE Bl %R iR L (%) JiE Bl %R iR L (%) JiE Bl iR (%)
Ei3 579 78.9 378 81.5 190 74.8
T LU X —JEE A 150 20.4 85 18.3 60 23.6
RH 5 0.7 1 0.2 4 1.6
R fis 701 95.5 442 95.3 245 96.5
" 33 45 22 4.7 9 3.5
N i3 267 36.4 168 36.2 96 37.8
PR
H 467 63.6 296 63.8 158 62.2
< 9 mg/kg 205 27.9 133 28.7 68 26.8
9=, < 13.5mgke 521 71.0 328 70.7 181 713
13.5 mglkg = 8 1.1 3 0.6 5 2.0
SEH1 A PG AL A Y 5 9.3+1.1 mg/kg 9.3+1.0 mg/kg 9.4+1.2 mg/kg
rh 9.2 mg/kg 9.2 mg/kg 9.2 mg/kg
25%fE, 75%fE 8.9 mg/kg, 10.0 mg/kg 8.9 mg/kg, 10.0 mg/kg 8.9 mg/kg, 10.0 mg/kg
e/ ME~ T KA 4.8 ~ 16.7 mg/kg 4.8 ~ 15.0 mg/kg 5.7 ~ 16.7 mg/kg
< 45 mg/kg 35 4.8 19 4.1 12 4.7
45 <, < 90 mgkg 447 60.9 291 62.7 146 57.5
90 mg/kg = 252 343 154 33.2 9% 37.8
TR T+ HE (R 79.0+25.2 mg/kg 79.6+25.1 mg/kg 79.2+25.0 mg/kg
i 73.6 mg/kg 74.3 mg/kg 74.4 mg/kg
25%fl, 75%fHE 62.3 mg/kg, 96.8 mg/kg 63.0 mg/kg, 96.9 mg/kg 62.3 mg/kg, 96.8 mg/kg
/Mt~ KAl 17.8 ~ 207.1 mg/kg 30.0 ~ 207.1 mg/kg 27.3 ~ 180.0 mg/kg
~5H 76 10.4 44 9.5 26 10.2
6~10H 498 67.8 318 68.5 171 67.3
11H~ 160 21.8 102 22.0 57 22.4
51 I R 85+24 H 8.6+2.4 H 8.4+23 H
hgefiE 8 H 8 H 8 H
25%fHE, 75%1HE 7H, 108 7 H, 10H 7 H, 108
B/ M~ kil 2~19H 3~19H 3~15H
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~5H 3 2.9% 5 4.8% 0 - 8 7.7%
6H 1 1.0% 5 4.8% 0 - 6 5.8%
7H 9 8.7% 17 16.3% 0 - 26 25.0%
% 8H 12 11.5% 14 13.5% 0 - 26 25.0%
}Zi 9H 0 — 3 2.9% 0 — 3 2.9%
10H 2 1.9% 10 9.6% 0 — 12 11.5%
11H~ 10 9.6% 13 12.5% 0 - 23 22.1%
& &t 37 35.6% 67 64.4% 0 - 104 100.0%
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#7. BETRMNOAR)E
WA - g k™!
B SR — HME e p— ik P
GE L) (%) GE) ) (%)
GEi 464 457 7 98.5 254 250 4 98.4
- % 241 237 4 98.3 134 132 2 98.5
S 223 220 3 98.7 120 118 2 98.3
0~ 3% 95 93 2 97.9 50 49 1 98.0
Rl 4~6is% 245 241 4 98.4 124 122 2 98.4
T~147% 124 123 1 99.2 80 79 1 98.8
BRE 220 216 4 98.2 49 49 0 100.0
s A A 215 212 3 98.6 155 152 3 98.1
HIE 28 28 0 100.0 50 49 1 98.0
B 1 1 0 - - - - -
| ErRa S 398 391 7 98.2 203 200 3 98.5
VAL A S YL R JRAG RS 58 58 0 100.0 40 39 1 97.5
i\l 8 8 0 - 11 11 0 100.0
1H 241 236 5 97.9 132 130 2 98.5
2H 141 141 0 100.0 81 80 1 98.8
TP
3H 39 38 1 97.4 23 22 1 95.7
4H~ 43 42 1 97.7 18 18 0 100.0
b3 95 94 1 98.9 55 54 1 98.2
EHRE H 363 357 6 98.3 199 196 3 98.5
A 6 6 0 - - - - -
de 366 362 4 98.9 208 204 4 98.1
AR - A ORE H 98 95 3 96.9 45 45 0 100.0
T - - - - 1 1 0 -
Fi3 389 383 6 98.5 228 224 4 98.2
WA R H 72 71 1 98.6 26 26 0 100.0
A 3 3 0 - - - - -
i3 378 372 6 98.4 190 186 4 97.9
T LV F—JEE H 85 84 1 98.8 60 60 0 100.0
R 1 1 0 - 4 4 0 -
A p3 442 435 7 98.4 245 241 4 98.4
H 22 22 0 100.0 9 9 0 -
B pi3 168 165 3 98.2 96 95 1 99.0
H 296 292 4 98.6 158 155 3 98.1
< 9 mg/kg 133 131 2 98.5 68 66 2 97.1
A 5w 9=, <13.5mgke 328 323 5 98.5 181 180 1 99.4
13.5 mg/kg = 3 3 0 - 5 4 1 -
< 45 mg/kg 19 19 0 100.0 12 12 0 100.0
wk G 45 =, < 90 mg/kg 291 287 4 98.6 146 143 3 97.9
90 mg/kg = 154 151 3 98.1 96 95 1 99.0
~5H 44 44 0 100.0 26 26 0 100.0
i P54 H] 6~10H 318 311 7 97.8 171 168 3 98.2
11H~ 102 102 0 100.0 57 56 1 98.2

x1 0 BEER BIXS) A (B, &%) T ¢PREZERLCER BRENROoNLEREFEN ST

X2 BME (%) =B/ EHE X100
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R Wi s K MR | i
BRI FERRTE (%)
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NHEH - MEBRE HEEZ W v b 85 77 8 90.6
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FHEE R A 70 68 2 97.1
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Evaluation of the safety and efficacy of cefditoren pivoxil fine
granules for pediatric use in pediatric patients with
laryngopharyngitis and tonsillitis caused by
Streptococcus pyogenes

Saort Kawamata, Hitosar YaAMADA and YOSHIKAZU SATO
Pharmacovigilance Dept. Reliability & Quality Assurance Center,
Meiji Seika Kaisha, Ltd.

Yuir SASAGAWA, YASUHIRO ITwaMA and MASATO MATUMOTO

Biostatistics & Data Management Clinical Data Science Dept., Pharmaceuticals,
Meiji Seika Kaisha, Ltd.

Rheumatic fever and acute glomerulonephritis are known to occur secondary to infection with
Streptococcus pyogenes, and early elimination of the Streptococcus pyogenes by treatment with an
appropriate antibiotic is required. Treatment with penicillins for 10 days has been recommended for
Streptococcus pyogenes infections, but cephems are also now being used, and cefditoren pivoxil
(CDTR-PI) is listed as one of the recommended drugs in the Guidelines for the Management of
Respiratory Infectious Disease in Children in Japan 2007. We therefore conducted this study in
order to collect appropriate use information in the clinical setting of CDTR-PI to treat Streptococcus
pyvogenes infections. In this study, 790 patients were enrolled in 147 institutions. Of them, 734 and
718 patients were chosen for safety and efficacy analysis, respectively.

There were 11 adverse drug reactions in 11 patients, and the incidence of adverse drug reac-
tions was 1.50% (11/734 patients). The most common adverse drug reactions were diarrhea and
hematuria, and there were 3 events of each, but a positive urinalysis after administration were only
obserbed without the clinical symptoms. With the exception of the 3 patients in which the patient
did not return to the hospital and the outcome is unknown, the patients either recovered from all of
the adverse drug reactions or they were relieved. No serious adverse drug reactions were reported in
this study.

The response rate was 98.5% for laryngopharyngitis (457/464 patients) and 98.4% (250/254
patients) for tonsillitis. Examination of the response rates according to patient background showed
that they were high, 95% or more, in every group. The Streptococcus pyogenes eradication rate was
94.6% for laryngopharyngitis (194/205 patients) and 92.4% (110/119 patients) for tonsillitis.

In summary, CDTR-PI exhibited excellent safety and efficacy in laryngopharyngitis and tonsil-
litis caused by Streptococcus pyogenes, and CDTR-PI was reconfirmed as a useful drug.
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