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S. pneumoniae 9 (23%)
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S. aureus 5 (13%)
MSSA 5 (100%)

S. pyogenes 1 (3%)

Other 4 (10%)

AHIERE & L UIRER TR OERMR (PPS)

N=26 AR

BEEY

SRR (95%I5FE X )

AEHIER | 23

88.5%1(69.85-97.55)

SRR T B 25

96.2% (80.36-99.90)




194 (54)

THE JAPANESE JOURNAL OF ANTIBIOTICS

68—3 June 2015

EIFE BB L T2 e b, 2Pk ERI s
%3 WEEET] LHE Sz, BRElIO 26O
5%, NI M. catarrhalis DEIERTH D,
FEAE T RFICITTEIRAE R LTz, & 9 1l
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Bl) THO, [FERICABESEE - SEPEENK A SGE T R
12V 7 P LEREBEOEENITT% (202641), &
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(20122 %) DEHEREZEH AT 7 P LT
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AR - JRPEILK T 54%  (FE5-BRAG HIZRER D 7

o BHEEROEA, 58%), Bt - BERO
PEIRT81% AEESANZY 7 L, B T
RS T B T 92%, AR - MR MEIZIK C 69%
(P 5-BRA H IR D 2 o 7218 R 72354,
78%), Bt - HREIT2% B EEE SIS 7 b
L7z,
3) AR R

W D RFL, S. pneumoniae T3 88.9% (8/9
) TdH o720 M. catarrhalis TIXERR (6/68K) 7
AMPCH. I TIE IR A M X R nWp-5 2 4
v —EREERTH D, WIHKRIZ100% Th - 7=,
—J, H. influenzae DRIHEKZIE, BLNAS T80%
(8/10#k), BLNAR (3#k) ¥ &K U'BLPAR (1£k)
TN AL NG > 72 (F4). CVA/AMPC
12k BRI X 2 BLPAR (18R 1%, A
12544 5 CVA/AMPC O MIC 7% 8 ug/mL T & > 7=
Zen b, A H influenzae &=RIZ 5 5 HIG 1
a2 s & Mt d % BLPACR TH 5 & ¥
EEhY,
4) MIC

2 HEAN MR (2 3% CVA/AMPC (1:14) @
MIC %, PSSP (84k) 12X} L T=0.06~2ug/mL,

x3. BE5FEEDLSAEHEBANDEEEDY 7 bFT—TJI (PPS)

TR 7 B

TS5 REA n L | #EoE | PEUE
£
AL 0 0 0 0
BE/VE 5 3 (12%) 2 (8%) 0
hELUE 21 15 (58%) 6 (23%) 0
T H ik - S X
7L 4 4 (15%) 0 0
BE/VE 20 18 (69%) 2 (8%) 0
hELE 2 2 (8%) 0 0
ST 28R

n R fiEMED= hE=LE
R 0 0 0 0
IRV E 6 5 (19%) 1 (4%) 0
FEELE 20 16 (62%) 4 (15%) 0
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K4, BERTEOEHEXE (Bacteriology PPS)
CVA/AMPC(1:14)
BRHE (N=24)
n HE Fir | HEE
S. pneumoniae 9 8 1 88.9%
PSSP 8 7 1 87.5%
PISP 1 1 0 100%
H. influenzae 14 8 6 57.1%
BLNAS 10 8 2 80.0%
BLNAR 3 0 3 0%
BLPAR (BLPACR) 1 0 1 0%
M. catarrhalis 6 6 0 100%
B-Z293X—EELE 6 6 0 100%
S. aureus 5 5 0 100%
MSSA 5 5 0 100%
Staphylococcus (CNS) 3 3 0 100%
S. pyogenes 1 1 0 100%
Streptococcus sp. 1 1 0 100%
Enterobacter sp. 1 1 0 100%
Corynebacterium sp. 1 1 0 100%

XPISP, S. pyogenes . Streptococcus sp.. Enterobacter sp.. Corynebacterium sp.

[ZCVA/AMPC (1:14) DEIS B Tl

PISP (1#k) 124 L T2ug/mL, BLNAS (10%k)
12X L C05~2ugmL, -7 2 &~ —¥EEM
catarrhalis (6 #%) 1Zxf L T=0.06~0.25ug/mL,
MSSA (9#) 1ZxL C0.12~2ugmL TH O, Z
NS RIS 2 RS AR X h B RN EH O N
7zo —7Ji, BLNAR (3#k) (Zxf9 % MICIZ2~8
ug/mLTdb D, BLPACR (1#F) 1233 % MICIE
8ug/mL Tdh - 7=,

%72, AMPCHADL-5 7 4~ — ¥EELEM
catarrhalis (6#F) 123 % MIC130.12~2ug/mL
Tho7z (9.

3. ReH

KRB TIE41% (112761) OEE THEHEFRL
Wt ez, 2095 BEWEMIZ19% (527%1) T
Ho7zh, VTN PIEIETIE I 4 B bR E
I NBHERTH 572 (K6), AHEFERIEH
FEOPHRIGIZRERETH D, BRSO
kA pE e LzBH RG>, hEED

78, B G- RAA s HRICHRBLL, R
T ETHEL &2 5725, BRSO 53hIE
g, B & ORI BRANIC & D T
ENTnd, &7z, ABRTIIC, EEAAHE
HROWEI AL, BIRECRHE & & 5 R R A
EDZEEIFRD &N isir o Tz,

4. ARAM

PPSIZ# 2 ARMAMEE, [FERICARAR T W] £
721E [ERAR TV 2826.9% (72661), [52 |
7338.5% (1026%1) TH D, [5H25] Dk
65.4% (1726%) Th 7z, &k, [fkdkn] &
HE X h 72 BE3H 67, BHEOMRIETFEIN 4
B¢ 80~100% DHEHNTH > 7= Z &» 5, 2l
REEE DRI HET & - 7=,

IV. 8%

AGRERIIAER3 » H LB 15 AN O /Nt
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x5 HEHMEEICHT 5 MIC (Bacteriology PPS)

E4
B 3G

MIC (pug/mL)

=<0.06] 0.12 [ 025 | 0.5 |

1

2 | 4

8

16 | 32 | 64 | >64

S. pneumoniae

PSSP

CVA/AMPC (1:14)

AMPC

CDTR

CFPN

CAM

[e.e] [oo) [l fo o] Kool

PISP

CVA/AMPC (1:14)*

AMPC

CDTR

CFPN

CAM

—_ == =] =

H. influenzae

BLNAS

CVA/AMPC (1:14)

10

AMPC

10

CDTR

10

CFPN

10

CAM

BLNAR

CVA/AMPC(1:14)

AMPC

CDTR

CFPN

CAM

WlW|W| W |Ww

BLPAR (BLPACR)

CVA/AMPC (1:14)

AMPC

CDTR

CFPN

CAM

M. catarrhalis

B-2053—EELE

CVA/AMPC (1:14)

AMPC®

CDTR

CFPN

CAM

(o)} [=)} [=)} Ko\ Fo

S. aureus

MSSA

CVA/AMPC(1:14)

AMPC

CDTR

CFPN

N=} =}l NNo} o)

O |W[— W

CAM

9

a. PISPIZCVA/AMPC (1:14) D E S B FE TIXA L
b. M. catarrhalis IFAMPC O i B 8 TlXALY
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x6. 2 TOREERBIVEMER

CVA/AMPC (1:14)
BENKSEE N=>7
HEKE n(%) FEER ElEA
S RBFIE 11 (41%) 5 (19%)
BRPFERUVFERE 6 (22%) -
hHEX 2 (7%) -
SEXR 1 (4%) -
S2IREE 1 (4%) -
SMPEHR 1 (4%) -
28 1 (4%) -
BEHES 5 (19%) 5 (19%)
TH&i 3 (11%) 3 (11%)
=i 2 (7%) 1 (4%)
B 1 (4%) 1 (4%)
MR BE R U HitFEEE 3 (11%) -
£4Hm 1 (4%) -
SR 1 (4%) -
FLILX—MHEX 1 (4%) -
FREDRE 1 (4%) -
HEREE 1 (4%) -
{EER 1 (4%) -
RERUETHEBES 1 (4%) -
b2y 1 (4%) -

¥MedDRA version 16.1&#RALTa—FK

SRR BAPES 8 27 = L, CVA/AMPC (1:14)
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Efficacy and safety of clavulanic acid/amoxicillin (1:14)
dry syrup in the treatment of children
with acute bacterial rhinosinusitis

Rinya Sucita?, SauicHr Yamamoro® , Hipekatsu Motoyama? and Masao Yarita ¥

! Sugita ENT Clinic
2 Medicines Development, Japan Development & Medical Affairs Division,
GlaxoSmithKline K.K.
3 Clinical Platforms & Sciences, Japan Development & Medical Affairs Division,
GlaxoSmithKline K.K.

To demonstrate clinical value of clavulanic acid/amoxicillin (CVA/AMPC) 1:14 combination
dry syrup for acute bacterial rhinosinusitis (ABRS), the efficacy and safety were evaluated in a
multicenter, open-label, uncontrolled study in 27 children with ABRS. The proportion of subjects
who were ‘cured’ at the test of cure as the primary endpoint was 88.5%. In subjects with a major
pathogenic bacteria at baseline (i.e., Streptococcus pneumoniae, Haemophilus influenzae and
Moraxella catarrhalis) bacterial eradication was achieved in >80% of the subjects with the
exception of f-lactamase non-producing ampicillin resistant H. influenzae: BLNAR and
B-lactamase producing ampicillin resistant H. influenzae: BLPAR (f-lactamase producing
amoxicillin/clavulanic acid resistant H. influenzae: BLPACR) . The MIC of CVA/AMPC (1:14)
was not higher than 4 ug/mL for all pathogens except one strain each of BLNAR and BLPAR
(BLPACR) . Drug-related adverse events were reported in 19% of patients (5/27 patients) . All of
the reported drug-related adverse events were classified as gastrointestinal disorders that have
been commonly reported with antibacterial drugs.

These results indicate that CVA/AMPC (1:14) was clinically useful for the treatment of
ABRS and is also suggested that was effective especially for the treatment of ABRS in children
caused by beta-lactamase-producing bacteria including M. catarrhalis.



