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Table 1. Subjects evaluated in analysis

Treatment group
Population Total
TFLX CAM
ITT 33 30 63
PPS 6 8 14

ITT: Intention to treat, PPS: per protocol set
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Table 2. Subject summaries in the intention to treat population

Number of subjects (%)
Parameters Classification TFLX CAM
33 30
Gender Male 15 (45.5) 15 (50.0)
Female 18 (54.5) 15 (50.0)
Age (yr) 1 2(6.1) 8(26.7)
2-5 19 (57.6) 10 (33.3)
6-11 9(27.3) 11(36.7)
12< 3(9.1) 1(3.3)
Weight (kg) <10 1(3.0) 7(23.3)
10=<,<20 21 (63.6) 14 (46.7)
20=<,<30 7(212) 7(23.3)
30=,<40 1(3.0) 0(0)
40= 3(9.1) 2(6.7)
Inpatient or outpatient Inpatient 2(6.1) 4(13.3)
Outpatient 31(93.9) 26 (86.7)
Severity of infection Mild 25 (75.8) 22 (73.3)
Moderate 8(24.2) 7(23.3)
Severe 0(0) 1(3.3)
Underlying disease and / No 20 (60.6) 14 (46.7)
or complication Yes 13 (39.4) 16 (53.3)
Level of influence on the Slightly 10 (30.3) 16 (53.3)
infectious disease Moderate 3(9.1) 0(0)
Serious 0(0) 0(0)
Previous history No 31(93.9) 27 (90.0)
Yes 2(6.1) 3(10.0)
Drug allergies No 32(97.0) 30 (100)
Yes 1(3.0) 0(0)
Previous antimicrobial treatment No 33 (100) 30 (100)
Yes 0(0) 0(0)

(RS- A& - G mEK] 254 % (TFLX # 3 4,
CAM #1440, [BEAZEAS X OBEA#EEK] 231 4%
(TFLX #F), [Z oMo HE (4377 A<E
M) 17544 4 (TFLX # 23 %, CAMBE21 %) TdH - 720
72, WBERICESR L 72 63 44 (TFLX # 33 4, CAM
B30 %) TRTEREMWMIRENE L,

El=N=—N
2. BAF®

1) AEHEN T = BL OO R—=25 £ VIO
P

ITT B X OPPS O ALMEIEN T — 4 B X Mo
N—=2 54 YHOFME% Table 28 X OF Table 312" L
720 ITT B X O'PPS C, TFLX # & CAM B AI#5T
FTF— 7 BLOCMDOR— 2 T 4 VORI EE R O
DD o7,
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) #5# TR IR O (ITT)

P G TSI IR R O ER B X OVE D 95% 15 15
X 1%, TFLX # T939% (31/33%) B X 1879.8%~
99.3%, CAM #:T 80.0% (24/30 %) B & UF 61.4%~92.3%
Thotzo Tz, MEEOBMAEZ139% T, TD 95%
fEHEIX 1 — 2.5%~304% T - 72 (Table4).

5 Eai o e < 375C &K (TFLX # 14, CAM
H5%4) BXOMRIEL3 HARM (TFLX #14) 2HE
AHEE LR S 2E, G TRUEH IR
fREAE B X OZ D 95% 5 HHIX 11X, TFLX & T 100%
(31/31 %) 3 X 17 88.8%~100%, CAM #ET 96.0% (24/
25 %) B LU 796%~99.9% Th-7z0 T2, MHHEOR
213 4.0% T, Z D 95% E X H1E -3.7%~11.7% T
BHo7: (Tableb)o ITT (X9 2 BERIE O G O
£ e (P, #EPRH) (X, TFLX #:T98+29
Hi# (90 HM, 2~14 H ), CAM# CT94+33 H
(80 HM, 3~15H) THh-7z

2)  FHHTRESUI IR OFEFE (PPS)

P 5-# TR SOE IR R O fi 213, TFLX # T 100%
(6/6 %), CAMEET 750% (6/8 %) Tdh o720

3)  FEEFRREIH

ITT TOFEFERM M o p e fiiix, TFLX # < 301
iR, CAM #:C 504 B# 8 T& - 72 PPS TOFEFFi
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K TdH o 720
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Table 3. Subject summaries in the per protocol set population
Parameters Classification Number of subjects (%)
TFLX CAM
6 8
Gender Male 0(0) 5(62.5)
Female 6 (100) 3(37.5)
Age (yr) 1 0(0) 0(0)
2-5 2(33.3) 2(25.0)
6-11 2(33.3) 5(62.5)
12< 2(33.3) 1(12.5)
Weight (kg) <10 0(0) 0(0)
10=,<20 2(33.3) 4(50.0)
20=<,<30 1(16.7) 3(37.5)
30=,<40 1(16.7) 0(0)
40= 2(33.3) 1(12.5)
Inpatient or outpatient Inpatient 0(0) 1(12.5)
Outpatient 6 (100) 7(87.5)
Severity of infection Mild 4(66.7) 4(50.0)
Moderate 2(33.3) 4(50.0)
Severe 0(0) 0(0)
Underlying disease and / No 2(33.3) 4(50.0)
or complication Yes 4(66.7) 4(50.0)
Level of influence on the Slightly 3(50.0) 4(50.0)
infectious disease Moderate 1(16.7) 0(0)
Serious 0(0) 0(0)
Previous history No 6 (100) 8(100)
Yes 0(0) 0(0)
Drug allergies No 5(83.3) 8(100)
Yes 1(16.7) 0(0)
Previous antimicrobial treatment No 6 (100) 8(100)
Yes 0(0) 0(0)
Table 4. Alleviation rate at end of treatment in the intention to treat population
95% CI of
. L Alleviation Difference of . otio
Group Subjects Alleviation N 95% CI (%) L difference of
rate™ (%) alleviation rate (%) .
alleviation rate (%)
TFLX 33 31 93.9 79.8,99.3 13.9 —2.5,304
CAM 30 24 80.0 61.4,92.3 — —

* Alleviation rate (%) = (Number of subjects reached alleviation of fever / Subjects) X 100

Table 5. Alleviation rate at end of treatment, excluding indeterminate in the intention to treat population

95% CI of
difference of

alleviation rate (%)

Alleviati Diffe f
Group Subjects Alleviation evia ton 95% CI (%) 1 e?rence ©
rate™ (%) alleviation rate (%)
TFLX 31 31 100 88.8, 100 4.0
CAM 25 24 96.0 79.6,99.9 —

—3.7,11.7

* Alleviation rate (%) = (Number of subjects reached alleviation of fever / Subjects) X 100

T 90.0% (27/30 44) Td -7z (Table6)o FIEAHED #ET100% (8/8%4) Tdhoiz,

B (TFLX B 1 4) 2 0 82D 5B 7255 OB R, 5) Pl TR kR,
TFLX # T 100% (32/3244), CAM#: T 90.0% (27/30 @ M. pneumoniae MDiH I3

TGRCR E Ry,  BYETRFA R

%) Toho7z (Table 7)o ITT @9 b M. pneumoniae HHRH S W72 8 O FFAM R
PPS O A #) %1%, TFLX B T100% (6/6 %), CAM  WZTL o BHFIEHEFER, G TRUIHIERETIR
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Table 6. Clinical efficacy at end of treatment in the intention to treat population
Clinical efficacy Effi * 95% CI
Group Subjects teacy °
Excellent Good Fair Poor Indeterminate (%) (%)
TFLX 33 23 9 0 0 1 97.0 84.2,99.9
CAM 30 20 7 0 3 0 90.0 73.5,97.9

*Efficacy (%) = (“Excellent and Good”/ Subjects) X 100

Table 7. Clinical efficacy at end of treatment, excluding indeterminate in the intention to treat population

Clinical efficacy Efficacy™* 95% CI
Group Subjects
Excellent Good Fair Poor (%) (%)
TFLX 32 23 9 0 0 100 89.1, 100
CAM 30 20 7 0 3 90.0 73.5,97.9
*Efficacy (%) = (“Excellent and Good”/ Subjects) X 100
Table 8. Bacteriological efficacy against M. pneumoniae
Bacteriological efficacy Eradication 95% CI
Visit Group Subjects N
Eradication Persistence Indeterminate rate™ (%) (%)
End of treat " TFLX 4 4 0 0 100 —
nd of treatmen
CAM 6 4 2 0 66.7 22.3,95.7
Test of TFLX 3 3 0 0 100 —
est of cure
CAM 4 3 1 0 75.0 —
A .. TFLX 4 4 0 0 100 -
Bvaluation ofjoint | 0\ 6 5 1 0 833 35.9,99.6

* Eradication rate (%) = (Eradication / Subjects) X 100

TFLX #:T4/4 %, CAM#ET 3/56 %4, HEHER: T
TFLX # T 3/3 4, CAM#T 3/4 %, PBAEIEHMIRG Tl
TFLX # T 4/4 %, CAMBETA4/5 8 TH o720 72, iF
iR 3] & @ M. pneumoniae DWIHREE, 548 T Ik
Xix ik Tid TFLX #C 4/4 Bk, CAM #£T 66.7% (4/
6 k), 1HMCHIE R TIld TFLX #C 3/3 %, CAM #:T 3/
4 Bk, BE I FFAN RE T 1% TFLX #f T 4/4 8%, CAM&E T
83.3% (5/6 k) Td -7z (Table 8)o M. pneumoniae 25
HENEZ TN S EFHEOKRG X, TFLX #T
8~13 H, CAMBTT7~156 HCTdh o720 b, HlHIE
DERRHIH T 2 &BEATFLXHET1I 4B L O
CAMMBET1 %D o 72720, G HER O R EH L
TFLX T3 HBIUOCAMBT4HTH -7,

PPS OFHlliRE ] & & & M. pneumoniae @ 83 H M 2%
B L M. pneumoniae D Wi K= 1%, ITT & [W]—T
oz

6) PR TIRESEH IRIRE O — BT O S

— MR 2N & LTl S 72 B85 o $c 548 T
T RO BHE R R HELFIE, ITT Tk TFLX ## T
81.0% (17/21 %), CAM #T 40.0%(8/20 %), PPS T
(¥ TFLX # T 60% (3/5%), CAMB T3/44Tdh -
72

JER & L TR & 7z — il i o3 5% 1 iR 3L
IEFRE ORI 3L, ITT Tld TFLX #T 85.2% (23/27
¥). CAM T 57.1%(16/28 #), PPS Tix TFLX # T
60% (3/5H#:), CAM#T833% (5/6 %) Td -7

ITT THUH S 7z 2 IR o F G- TR 33k
RO WX, TFLX # Tl Moraxella (Branhamella)
catarrhalis T 100% (9/9 #k), Haemophilus influenzae T
875% (7/8 %) TH ), CAM ¥ Tld M.(B.)catarrhalis
T 778%(7/9#%), H. influenzae T 30.0%(3/10 ¥k) T -
720

7) M. pneumoniae O3 EZVE R A R

~ 7174 Niitth M. pneumoniae O #5534 % Table
91Z/R L7zo ITT @9 5 M. pneumoniae A3 S L7z i
Ho< a7 4 FiitkofENoa8=1E, TFLX #T
Wb 2/2%, CAMBT22%BI04/44THh-
72

PPS @9 % M. pneumoniae S E - BF o< 7 1
F A4 FiftkoF N OARFIL, ITT LH—Tho 72

) IHMHIER DI

ITT ® 9 HH5-#& TR H IR O FRIR ) R 254 %)
D bEoBEz g e LzineHER ORI, TFLX
T 83.3% (25/30%4), CAM BET 84.6% (22/26 %) T
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Table 9. Frequency distribution of macrolide-resistant Mycoplasma pneumoniae in the intention to treat population
o Number of MIC of CAM Mutations Number of
Antibiotic clinical isolates (%) clinical isolates (%)
susceptibility
TFLX(n=4) | CAM (n=6) (ug/mL) TFLX(n=4) | CAM (n=6)
Sensitive 2 (50.0) 4(66.7) <16 No 2(50.0) 4(66.7)
Resistant 2(50.0) 2(33.3) 16=< No 0(0) 0(0)
Yes 2(50.0) 2(33.3)
<16 Yes 0(0) 0(0)
bHoT PIETFT O FH X TFLX #, CAM B L IR L %

PPS ® % b ¢ 5487 I 313 v 11 1 o0 [ PR 3 3 A3 A %)
DiEo@BFZ g e L ERoife®iE, TFLX
BT 100%(5/5 %), CAM BT 100%(7/7 %) TH - 725
B, BHHEOEMGRLIC BT 5 %BiAt TFLX BT 1
ZHBLOCAMBETL &d 72720, BRHERONS
BEITFLX BT 4BL O CAMEBETT & TH 72,

9) B O 5E B RE

ITT @9 HinwHERE ISR & e Sz BE %3
G & L7 BiEHiiRe O S8 4G a1, TFLX #F T 84.0%
(21/25 %1), CAM BT 864%(19/22 %) Th o720 T
NOPEGHET b FIUIFHESI R D2 o 720

PPS 9 ik E e IS & H e S 7z B & xf
G L7 BRI oS8 ain sk, TFLX # T 100%
(5/5%4), CAMBETT714%(B/74)ThHH, wIhok
BB R OUIFHRYE 2 o 720

4. waet

KARBIRRIA EH G5B % Table 10 1SR L7z, B4
PEFEAT A G4 I 63 4412 AETE, T DO EEE 2o A EF G
BHL edrolze BEUINOEE 2 AEFS1E, TFLX
BETA41241, CAMBETSLIC6 MR L. 2D
LR L ORERD ) 0 EFRIE, TFLXFT1
KA 11 (BIAHE), CAMBET1£IZ20 (THiB X
OME:45 1 1) BB L 720 #5HhIkol & %o 74 %
H5%, TFLX BECHBIE L ORERRD ) OF EFHG
(ZIALHE) A3 1 A 1 HBIL, CAMBECIERH L %
noiz,

HEFRLOEBHIE, TFLX # T 66.7%(22/33 4, 34
), CAM BT 66.7%(20/30 %, 311F) T o720 B
ELORPHGRD ) OFERLOREBIFE, TFLX BT
152% (5/33 %, 51F), CAM# T10.0% (3/30 %4, 4
) THo 7,

8B 5% D oA EFHGE, TFLX # Tl RIHEE %
B LU EREORIEN% 152% (5/33 4., 51F), WEH:,
RS, ALY F—F B X OEMRB L 6.1%(2/33 4,
21F) THorzo CAMBEETIZ FHIA133% (4/30 %, 4
7)), WE, BB X ORIFEAR%100% (3/30 4, 3
), REXR, FXREORIE, WiEB X OREDE 6.7%
(2/30 %4, 21F) TH-o7z.

Modze BMEICHEET 24 FHFLIETFLX ML L O
CAM BECHER 2K 153 L, 3EH & o REBIRIE
WINDB L L Tho7,

m. = =

ARiGBE, TFLX o/MNE~ A4 a7 5 A<iigicxs 5
HIEB L ORENEMAT LI L ZHWE LTHEML
720 F72, RGBT HEZHE T TO TFLX OAREZ B
AT b0l ~Af a7 T A< sebiniz/ NEEE %
g E L, ITT % FEEHIEEH H O RERNIRE L
720

ITT ([CIIAREBEBFICEER SN -2 8% 634 (TFLX #
33%, CAM#E304) RSz, €D 9 % PPS
WA EN72013 14 4 (TFLX # 6 %4, CAM#84) T
Hole T, BEINIBED PR EDS5EUT O
BETH -7,

AP L CiE, ITT TOHRGHK T 3 Hhiko
fift B 1k, TFLX B T939% (31/33%), CAM & T
80.0% (24/30 %), A&, TFLX T 97.0% (32/33
%), CAM #ET 90.0% (27/30 %) TdH o720 72, Fe#h
et o defiiix, TFLX # T 301 B, CAM BT
504 FFEITd b, TFLX #TH 20 B84 <, TFLX
(& M. pneumoniae &GS GEbNI2 < 4 27 7 X< fili g i
T L, CAM & AR @R L AR AR L,
CAM [ZHARTHRIRET 5 L F 2 b7z, PPS T,
Pe G- T IR S IR o fif B3 13 TFLX BT 100% (6/
64), CAM BT 750% (6/8 44), A#h#i% TFLX #T
100% (6/6 44), CAM FET 100% (8/8 44) Th o720 %
7z, FEEFRHCI o gL fE1E, TFLX # T 48.3 ¢ [,
CAM# T 409K TH» Y, TFLX \& M. pneumoniae b
PEDSHERE N2~ A4 3757 AMRBHICHLTDH, [
BICRWIRARE FRFEERTEEZ LN, BB,
TFLX # T iy B & O BHiEiEE o Bl R B &
DEERRRIANRICHRTET L7222, TofER
CAMBETOIRT ERELSRL D LD TIERn»o72,

WA AN EIC B LT, H5R TR IR
M. pneumoniae O BEFH RN K=& TFLX BT 4/4 4,
CAM #:-T3/5 %4, %7 v 74 Ntk M. pneumoniae DWW
M1 TFLX BT 2/2 %, CAMBETO0/2HTH Y,
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Table 10. Adverse events and Adverse drug reactions
TFLX [n = 33] CAM [n=30]
IS_I};;:TQS;gg?O?;S;;Zf Adverse event Adverse drug reaction Adverse event Ad;e:j;:;ug
Preferred Term Sl?bjects Events Sl?bjects Events SL_lbjeCts Events Sl_lbjeCts Events
(Incidence™) (Incidence™) (Incidence™) (Incidence™)
Total 22 (66.7) 34 5(15.2) 5 20 (66.7) 31 3(10.0) 4
Gastrointestinal disorders 5(15.2) 5 3(9.1) 3 7(23.3) 9 2(6.7) 3
Vomiting 2(6.1) 2 0 0 3(10.0) 3 1(3.3) 1
Constipation | 261 | 2 | 261 | 2 | 133) | I
Diarthea | 130) | | 160) | 1| - 4133 | 4 | 20671 | 2
Glossitis | o | o | o | o | 133 | 1 | o | o
General disorders and
administration site conditions 0 0 0 0 1(33) ! 0 0
‘ Instillation site swelling 0 0 0 0 1(3.3) 1 0 0
Immune system disorders 1(3.0) 1 0 0 0 0 0 0
‘ Seasonal allergy 1(3.0) 1 0 0 0 0 0 0
Infections and infestations 9(27.3) 10 0 0 8(26.7) 9 0 0
Nasopharyngitis 5(15.2) 5 0 0 0 0 0 0
Herpangina | 261 | 2 | o | o | o | o | o | o
Bronchitis | 130) | v 0 | o | 2en |2 | 0 | o0
Otitis mediaacute | - 130) | 0 | o | 133 | 1 | o | o
Varicella 1(3.0) 1 0 0 0 0 0 0
Gastroenteritis 0 0 0 0 3(10.0) 3 0 0
:e;elgz(;molytic streptococcal 0 0 0 0 1(33) 1 0 0
Acutesinusiis | o | o | o | o | 133) | 0 | o
Herpesvirusinfecton | 0 | o | o | o | 133 | 1 | o | o
Injury,.poi.soning and procedural 3(9.1) 4 0 0 0 0 0 0
complications
Animal bite 1(3.0) 1 0 0 0 0 0 0
Arthropod sting 1(3.0) 1 0 0 0 0 0 0
‘Excoriation | 130) | 1 [ R S R N N R
Contusion | 130) | 1 N
Musculoskeletal and connective
tissue disorders 130) ! 0 0 1(33) ! 0 0
‘ Growing pains 1(3.0) 1 0 0 1(3.3) 1 0 0
Nervous system disorders 1(3.0) 1 0 0 0 0 0 0
‘ Presyncope 1(3.0) 1 0 0 0 0 0 0
S e R RREEE
ppper resPiratory tract 0 0 2(6.7) 9 0 0
inflammation
Asthma 0 0
Rhinorrhea 0 3(10.0) 3 0 0
(Continued)

TFLX &~ 27 1 J A Fiif ¥ M. pneumoniae 12 %f L T
CAM % L[ % M. pneumoniae HRFE &R L H 2 b

72o

GEVECE LTI, TFLX BECA LN FEFHRIZS
NI TICTFLX TALNHERHL O LFEEDOL DT

HY, 72 CAMBEL HERRONT, HEBUHIES L O
FEICRE W o7z T72, BEHIFT RORE SRR

DO, BMEICHEET 2 AHFERD 11 (R &

CAM B LABREORBTH ), FH L OREBRD 7

MolzZ &rh, TFLX 23 BEIFRE 2 75583 % Rtk
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Table 10. (Continued)
TFLX [n=33] CAM [n =30]
System O Cl d Ad d
}TS em Drgan Liass an Adverse event Adverse drug reaction Adverse event verset e
High Level Group Term reaction
Preferred T Subjects Event Subjects Event Subjects Event Subjects Event
referred Term vents vents vents vents
(Incidence™) (Incidence™) (Incidence™) (Incidence™)
Skin and subcutaneous tissue
) 5(15.2) 5 1(3.0) 1 3(10.0) 3 0 0
disorders
Urticaria 2(6.1) 2 0 0 0 0 0 0
Eczema 1(3.0) 1 0 0 1(3.3) 1 0 0
Erythema polymorphe 1(3.0) 1 1(3.0) 1 0 0 0 0
Sweat rash 1(3.0) 1 0 0 0 0 0 0
Rash 0 0 0 0 2(6.7) 2 0 0
Investigations 1(3.0) 1 1(3.0) 1 1(3.3) 1 1(3.3) 1
H.aematology investigations 1(3.0) 1 1(3.0) 1 0 0 0 0
(incl blood groups)
‘ Eosinophil count increased 1(3.0) 1 1(3.0) 1 0 0 0 0
Renal and uri tract
_ona”and urinary trac 0 0 0 0 1(33) 1 1(33) 1
investigations and urinalyses
‘ Protein urine present 0 0 0 0 1(3.3) 1 1(3.3) 1

*Incidence (%) = (Subjects with Adverse event or Adverse drug reaction / Subjects) X 100

K<, TFLX OZEMIIRE 2B EEI2wEZZ 6N
720

AR, /NSRS EAYE B 5 0B S D M. preu-
moniae D% 3= 7 07 4 FiifkxZ/RLTWw5Y7EIF T
%<, S.pneumoniae 3 £ O H. influenzae I22VTH < 7
07 A4 FRIEITT DI HEA TV D Z LAHE S
NTWBHY, RBR TR S NIZBEOF LI AV
VRIS ERS IR AT A BT 4~ 2017 Tl B L O°
T AN ZHRROBIEAE L SNTW 5 5T O~
HTHY TA N AT ERERFEBLL TRV do
D, XA AT T A% FE o 72D S — AR AR
WE & LTINS ETH-oTH TFLX 3 EWA
MEZE IR L7z TFLX BRI 7 1T 4 FRIEDHER)
THRHEZ T 2 LE 05 5 LW SN 755058~
EPGE L L CHERE ST 5 MINOPIE, H. influenzae
PEIBWHIZEZ TN TRz, H. influenzae 235 A
WE b E0O0RIINETH S, LarL, TFLX i&—
MR EG R AP L2~ A a7 7 A MRBZITH LT
bHMGERTH L LEZ LTz, MOPIHIEH MR X
FRRIFFTE R CBFISH L THINNARL LD D
Wwidza—Fu rREOROFZMHET 52 LT A
a7 T Mg & ATEEMIZEE DO ABERPET LT
WAHZEBHEEINTENY, TFLX O A B iH#
PR 7 H/NBEF WA S, RER O FHERS
EREFEOMTHORELRAY Y M PHLLEZONL,

T RGBT, TFLX 273998 HM TG54 2
ET, *A a7 T X=MigEE B L O M. pneumoniae |2
T B ECARREWHAREZ/R L2, TFLX IZZnE

TIZ, 7174 Fiidtk M. pneumoniae \ZX 3 % HiH &
2 (#7 60%) A5 MINO (#9 80%) 124> Tzl &, <
717 A4 Fiittk M. pneumoniae (255 % 5 HH OGHET
X 75% ERAFEA L T2 &P, x4 a7 T A<hli%k
BEITT 5 6.2 HE OG- TIZAERE (96.3%) &
HTHAE (61.5%) 25Tl L Tl LV ShTn
b0 TDI=®, M. pneumoniae DF%AFR° TFLX 12K T 5
M. pneumoniae DAL L V572 27 & iR/AMET 5 72
WIZWE, TFLX & @Y 2G5 3 5 L 8E8H b L E X
bbo

XA 27T AR FEY TORGEDPZ L, RIKD
PR XY R 2 L TR § 2 AYETh S0 il
PRAEIRASEEPR L 7212 D b & 97508 1121 M. pneu-
moniae D3 FINEAF LIFR ZitlT 5 2 &0 HE ST
5T ehb b, FEHRE R TORMIEAE R BIDIK
% VFi$ %9 2 Tlk M. pneumoniae % 1532 HR S ¢ 5
CENFEFICHELEZZ OND, TR ZH
HA R4 2 TeA a7 7 A<his % &I e i Je ke
WEFIIH T A EERICE v REER SR TW S
WATIE, v 8174 Ptk 5B AV X0 K
WZ EPHRE SN TS, 22T, TFLX % /N
JBIHEZIEN A BT 4 > 2017 12HE-> T 7~14 H Y
L M. pneumoniae % WA S5 Z L1d, TFLX (2
XF$ % M. pneumoniae DMEALZ B <720 T2 <, £H
FEHREAGER D PR, ARTHRARBRICY 7 17
A NPt M. pneumoniae DM 2 MH]§ 2 £ v 9 K TH
FHICEHETHHEEZ LN D,

DbkoZ s, TFLX BHEZSHEIFTIAa7F7 X
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~hili g% B8 9 /NB BT LT CAM & FSEOL R L
CAM % L 2 mAm A EERL, etk b RE
GRERALN VAR ZIEAITH Y, F7/NRIFRESE
JRYSEBHBN A F5 4 > 2017 TSNS, v~ 7054
FREPIMR) TR IE 2 T 2 LD 5 LS
BN A 37T A= MigkiIx3 2 8 R L
LTOHERHTHLEEZONSL, SHIZTFLX ICHT 5
mﬁm@uxa%%mmu NAT 4y MERKILT 5
72D IE /N RIF SRR GRE A A KT 4 > 2017 12
%ofﬁﬁhﬁm?élobﬁﬁégtﬁﬁﬁféék

E ALY (W

@ &

KGBROFNEIEE L, TV 7z720nW iz Fitltiioin
BRTTT R AL O e 7 1R 72 LU 5 UFASE,  SopRmg,
HBREIERE OFTE ) o

EEENOEDYSMBINOEDLY 2 )=y 7 N

iR, BIREATAZLEFAZObE7 Y=y K
AEdk, NEFHARZY=v 2 @fd—, JA LiEEE
AT RE S 22, BERGE A L SRR ERE
WA, E#EA Manna&Baby 2 &b 7 ) = v ¥
FONEH, EFEAEMEORNEIEL 7 )=y s
BORERS, WAREREE MEE, LAERZE DY
V=7 R, EREEABEESBIrIEIEL S
Y=y iR R, — 8RR S L g
wbE MR ORI, MOZATBOE NGB SR AL A R 1
57 9 b tcﬁ%EE%" AN AT BGE ANME R WL R
¥ —fAfE VAR E T, PR AT FIE & B B AR
yV=v 2y TR W, KRGSEAHRE KRB, R
BANEL sty ) =y 7 (kS EEENET
EFe JHH %, EFEAOO OB dER, 2
AT ERERE W # REEAMFREEST R
Eyor=v s E*/ﬁ\% il NERERE SR,
EFEN LA L) /NERHER:  MEfEHE, BHREAR
L7z/NERHERE IIF#=, E#EANISC WhiAaDZ &
b7V =y 7y Rt B OB LETSEEBERBA A AKH
FUARBE MR M, ARNATEOE A E LR B N TR

Wy — BRSO ATEOE N E IR BEARREA AR
) S A W =5 S VA 5 @ YN I WA o] ot 3 i
WWEH Y >~ & —  WHBGE, FATBOE A E 5 B
WEREL Y — - HEPAL Y Y — EHIE—, X
E773V—2rV=v s AKRY¥ EHFEAEHZZS

L2z =y B, IR FEE R

PR A CHE Al 8% BA—EB L O
g (A &, TFLX 0BR8P 5 IR R R il &
LCo#EzZH, FIfbes TR S X ) ZELEs
AL XN TV B EINE—EBIZ TFLX 0% 2Rt
ZHE L ToEE I, FIbF TERSH X #F
FERARAE S T 5, ER BRI E I T3k
HOHETH %,

BINBEAA, 20164E 12 H 31 HiCZHESINF L
720 RGBRICEFEHEMEE LTIROEY FL/-2 LI
AR L LTS LB, ATITEMHZ BT W
LEd,

X ik

1) NEMREREEEZBHAT A F 54 v 2017 FEE
& NI ERIRBSES IR T A N T4 2017, #51
R, RFIANE, R, 2016

2)  HARALAER SR E R MR BB & L
AT X B EBEGINC BT 2 EITEH, E‘F"]‘ﬁﬁﬂﬁ;ﬂﬁ'
HI5E 2%, Chemotherapy 1991; 39: 687-9

3) WIS, AIE—, Bk, WRHERRE, FREER,
S, Al H A bS5/ AR S DU T 5 B
IRFRERIC BT 2 ) e, HAbEESEE 2003; 51: 144-
51

4)  JEAE G R IR AR A A PR ¢ DU SRR BT A
HAFTA Y (%) FH2248
http://search.e-gov.go.jp/servlet/Public?
CLASSNAME=PCMMSTDETAIL&id=495100165

5 JEHYE AT AIIBIT LT LA 7 EAL Y
NOEZ . HvA a7 5 X<&5E 2008; 35: 59-60

6) KREHZEZE WEHT, R W/, e KT ik
<4 a7 F A3 (Mycoplasma pneumoniae) it~ = =
T Vo MEINRAETERTIET, ENLRASENIZERT, Tk
2349 /1
http://www.nih.go.jp/niid/images/lab-manual/
MycoplasmalPn.pdf

7)Y OPRIG, T ASSHE—ER, AN R, B BE A
sufloxacin Mikz 10% /N ERIRERER I BT % L4tk
OFGY. HALESE 2010; 58(S-2): 78-88

8) ‘AH L HAEZ, mIlE—HR, IS NEH
tosufloxacin MR OMITHPEMI %, HEH R T 5%4
L BHREDOWE. AALHSEE 2014; 62: 204-16

9) WH & AH R BAN—E, RS, AR,
WINBEA - NBH R4 R 9 % tosufloxacin MikE
15% OEIN - e ORI, HIb#ESE 2014;
62: 613-21

10) Kawai Y, Miyashita N, Kudo M, Akaike H, Kato A,
Nishizawa Y, etal: Nationwide surveillance of
macrolide-resistant Mycoplasma pneumoniae infection
in pediatric patients. Antimicrob Agents Chemother
2013; 57: 4046-9
1) ERETH:, Sk, EARFH, BIEA © /NERHHE

IR GIE LS )‘éifﬂﬂii CBE9 A 2012 AREEH — XA
7V Ao [lﬂ: E3RE 2014;62: 118-28

12) 77 A% = (k) + I~ A ¥ Hk 2%

¥ a—74—2h, 20154 1 HETR

13)  RBHN—1E, WIS AR OGRS BT 25

HREOPIR S D22, Jpn ] Antibiot 2014; 67: 157-66
14) WERE: ~vz7uI4 Vit~ A4 a7 5 XA~ 0l
LRI O AR T 5 MET. HAbHE RS 2014;
62: 110-7

15) Okada T, Morozumi M, Tajima T, Hasegawa M,
Sakata H, Ohnari S, et al: Rapid Effectiveness of
Minocycline or Doxycycline Against Macrolide-
Resistant Mycoplasma pneumoniae Infection in a 2011
Outbreak Among Japanese Children. Clin Infect Dis
2012; 55: 1642-9

16)  WJIIK— 1 Mycoplasma pneumoniae F&AHE O HEH K

]
D

A v



596 H K AL % % i % & M Gk JULY 2017

PET A b B XU O bk, & ME 1980; 7: 203- T, Kurihara T, et al: Macrolide-resistant Mycoplasma
9 pneumoniae in adolescents with community-acquired
17) Miyashita N, Kawai Y, Akaike H, Ouchi K, Hayashi pneumonia. BMC Infectious Diseases 2012; 12: 1-6

A phase III, randomized, open-label study on 15% tosufloxacin granules
in pediatric Mycoplasma pneumoniae pneumonia

Kazunobu Ouchi”’, Shinichiro Takayama”, Yoshitake Fujioka®,
Keisuke Sunakawa'™ and Satoshi Iwata”

U Department of Pediatrics, Kawasaki Medical School, 577 Matsushima, Kurashiki, Okayama, Japan
? Department of Surgical Specialties, National Center for Child Health and Development

% Clinical Research Department, Toyama Chemical Co., Ltd.

¥ Formerly: Kitasato University Research Organization for Infection Control Sciences (T Deceased)

” Department of Infectious Diseases, Keio University School of Medicine

We conducted a randomized and open-label study to evaluate the efficacy and safety of tosufloxacin
(TFLX) 6 mg/kg administered twice daily to children with Mycoplasma pneumoniae pneumonia.

The alleviation rate was 93.9% (31/33 patients) in the TFLX group and 80.0% (24/30 patients) in the
clarithromycin (CAM) group. The efficacy rate was 97.0% (32/33 patients) in the TFLX group and 90.0% (27/
30 patients) in the CAM group. The efficacy rate for patients who had macrolide-resistant M. pneumoniae
pneumonia was 2/2 in the TFLX group and 2/2 in the CAM group. In the TFLX group, the eradication rate
of M. pneumoniae was 4/4 for patients with M. pneumoniae and 2/2 for macrolide-resistant M. pneumoniae. In
the CAM group, the eradication rate of M. pneumoniae was 3/5 for patients with M. pneumoniae and 0/2 for
macrolide-resistant M. pneumoniae.

In the TFLX group, the incidence of adverse events was 66.7% (22/33 patients) and of adverse drug reac-
tions was 15.2% (5/33 patients). The most common adverse events were nasopharyngitis (15.2%) and upper
respiratory tract inflammation (15.2%). No serious adverse events were reported. In the CAM group, the inci-
dence of adverse events was 66.7% (20/30 patients) and of adverse drug reactions was 10.0% (3/30 patients).
The most common adverse events were diarrhea (13.3%), vomiting (10.0%), gastroenteritis (10.0%), and rhi-
norrhea (10.0%). One serious adverse event was reported in the CAM group, and was considered related to
CAM administration. One joint-related adverse event was reported in both groups, and both cases were con-
sidered unrelated to TFLX or CAM.

These results showed that TFLX was comparable in its efficacy to CAM, better in its safety than CAM,
and offered good bacteriological efficacy. TFLX is useful for the treatment of pediatric patients with M.
pneumoniae.



