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Fig. 1. Sitafloxacin structure.

FHORER SO XA 3-14-10 ZA4E L 5 B



140 H & fb % 3 % % & M ik

I

APR. 2008

o

Brplkie L LT, O=a—F /0y REHEISER T
5 LEZONDIRHADORE (EGVEoRIBE, K3, K
) RT7F 74 TF T —RRHERBIOMAREL AT LA
B, QTADPALR EOFBMRE T 21320 EH
THEH, QOIRL T B, BB G- W 12 i
RAFLELTVDEELIIIEERL TV SRS G ETE
ok, BLXORAFRZ LTwa etk @SR
FoBEEEE;RD NS BE (ME2 LT F= Ul
A 2mg/dL PLEZE AL LT %), ®EEOLHEGEREE (L
AER B RER &) 250 LN BH, ©FWG
WEET D0, HDVITEIRE D FFRERER S50 5
N5 EE, OWRBRFEHTS N. gonorrhoeae D AFTEH 7R
BN EH, ®F /0y RPHRICRZEE A S VIR
JEARIC & B IgeiE (LR - 7 AV ARYE, M) 2532
DHNDLEHE, OEEF 23T OB - S0HE
*ETHHRE (v PO—VARORRERE, S8
DRIEREE AT 5 BHE, EHEEERO L EITHES
L), AN EELGDH L FEEERE (70—
AR, WEMRERER, BB iy), ik
e H-BaaTHT 28 H AN FE S KOG H & < - B,
OF- =T E RSN DB D 728012 azithromycin (AZM)
MIERBRELE G WG4 DN S B O
STFX DGBOSMEE A S 588, WiHKIZ, FZEh
DFHKNOBEIZSIN L TV AHE, RiGERO RS IUEE
HCTHHERAOLGH#TH2S 30 HdD 5 Iid o
S5 EovFhirRWHHZHEEL TWRWvwER (F
720, ZONEPAHLLEAIZ 0 HE B L T vl
%), OARBEBROENERFERE OGRS, HBKES Ot
BB L OZORIE, WEIEOFRBRL BRI EE
FFSMSPOBEREHT 5% EOMEEZED, HRE
TEER I & 721G R 2SR ER O X G & L CTAN# Y &
FIWT L 72 B 2 BRAL L 720

2. G, BB X ORCGIH

15EHICSTFX #50mg &5 HT A7 ANV AI—T 4
YrBEER G, 1 50mg 1 H 2 M, #18 L O I2REOH%
H L7 BEWME7 AME Les 72, kA OHE
TO6HME R AE6 HIHES BT E L.

3. Gk Ak

ROBEHIZFENS T 5 HEDE U Ea3E e 2 4%
BEANOBRBHELE S 2R L, hoEREICEE T 5%
&, BHEIH L GEY R AE 2 To 72 OBFF2EZ
DERFZEORFZONEZKY 2 5% (RBHELR L) o
ILOW LSS - 72556, @K - Fr RodE» 2o 5
Nawd, HHCIENL0, HEGHOEEE
WL L7%h, OFEFRSRBO LN, RSG5k
MFE L v KW L7254, OS2 gL
L7258, ONRIVRETH S Z LB L7254,
IR ST 5 S AL, 4GB ORED
ZLwh, HVIIHHENEEAR T TH D LR L

7ot OBRPEEMEICIEA L TV 2 L L, L3
BEOFREVRZ LD, H5WIIGHENEEIA 5T
b % LHM LG, ®ME 2 L7 F = YA’ 2 mg/dL
DETH B LMWL 76, OF oM, HBFIEE
Bl & 7213 E BR - FH R Rl 335 B3 G-k Ao 2 AN 824 & ) I
L7858

4. BlgHE T IR

HWRERGHT - PIEBICIIHEZ RS L2GE, £
pAd e 3 R e R K R SR ISR 7N X AAVAR 7
ZHEAT L7283, TOROHERE D - THEZKRT
THIEE LT

5. PERIZEIRSE

WA THA OB IEEEE L 720 O iRERSE, @Ofh
OPIRE, PUEEB L ORIEREATEA F, 72721,
PLHEB L ORIBREX 704 FORIS- 130 g
ElL7 @7vEFa 7y, ZWVETSR T2 UT
FEFLBIOTr T 72y OEHERS, DTV =
T AREHT AN, 7Ry ABH], AV A
A, #Al, ®y-ru7) YA, granulocyte colony
stimulating factor (G-CSF) #! #I, macrophage colony
stimulating factor (M-CSF) #%i,

6. PEAHZES IR

— IR IR 2 B 3 PRI AW 2Bk
PRI U7 72720, BEONBZED S A TLY
TLERDIHAEIIORY TE WA, ZOLEILHR
oGy sZ e L7,

7. WRBEER LT - Lo BURE E 5 BR

BEEOMEIAT I THo 7204, TMTL10
M TEGEZPIELEELRE, BERERSHKTED
LG TR 1~20F T, HREOEFHG IR %R
O % L 72
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(3) BLHETHI~2HOFAEHEH

BB G RGHR OB B X OBk

BGAE TP O G R TR 1~28F TITEBL, $L
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Table 1. Observation and test schedule
Observation day
Observation/Tests 1—2 weeks after the
Before treatment End of treatment
end of treatment
Informed consent [ anytime
Patient background o anytime
Compliance with drug administration [ J
Sexual intercourse [ J ([ J
Symptoms ([ o [ J
Cervical secretions o o ([ J
Adverse event anytime
Microscopic A
examination?

Microbiological tests

& PCR assay®’ o [ J ([ J

EIAY o [ [ J
Laboratory tests ([ o O
@ required A possible O as needed
¥ N. gonorrhoeae
YN, gonorrhoeae, C. trachomatis
) C. trachomatis
A2 MR X DR L 72, 8) HEHZ

4)  REIR

B 5-BAGATET, B 58T - IR, BT 1~2 812,
FEE, i PR, THEEON, UERRRRET R T AENP
WL DAERE L 720 2B, HERE D ESHOEYIT X DB
THEBE 7EEAL L 2RI D W T O B L 72

5 Ak

B 5-BAGEHET, B 58T - HIRR, BT 1~2 812,
FESEEWY (EWT) om, HIRICOVWTREE
MBI X DR L 72

6) AME kA

WAEMFMRAS, 5-FMEH, BT - Ik,
PEHHT 15 1~2 BIZFENE L 72 o A 22 MRS O ik
i, TEHSEES WY R EERRE L, C trachomatis 122
Wi, Polymerase Chain Reaction (PCR) # (123 2/
PCR #:) & Enzyme Immunoassay (EIA) #: (IDEIA)
\2& Y, N.gonorrhoeae \Z>\Tix PCR #: (1 ¥ = /PCR
) X RS =g Y- —x v (B =8 b
AT 4 Ly AR &) TRk L 7.

7)) MEMRAR X OIRRAS

Ve 5-BAMAET, 5T - Ik FE 220 EIE U TR S
TR 1~2 812, RIMERE, NEr70Er®m A b7
Uy ME, AIMERE, AimEkom (FEERk, GFERER,
IFrRRER, ) U8Bk, HER), /MRS, AST(GOT), ALT
(GPT), LDH, 7y-GTP, ALP, ¥ YL, EHELY
VEY, #alx7u—), BUN, lMiEz7L7F=>,
REE GEME), WRBECGEM), MEEMENa, K, CD),
CK (CPK), IihE% AL 7,

BRSPS NBEICE LT RTOGFFE LL %
WIEIR - BB E 2 IR TH D, RBRERGMIGE DS
B G#T - ik 3 HETICiBO Oz D L L
72o WGBEE L ORREBEROGEIIM DL 2o 72 KR
Pe G & 0 BB L T BIEIR - B0 R0 50 1A PHE &
L, BEHR L L od, BB HIEALL 2
BERAEREL L LT HKY, BAASHERSNZHE
ZFOHRERZORBIH L Lizo T 72, FHRBIMHE) EIR -
BHEOELIHEHERRE Ladr o7

9) ®EITEH

HEFEDH L, EEEE ORE-RN TH S22
B |, [Z5HEHY |, [HEHLZ,d L] F
72 THEAR] sz IR E LTHRY
o 726

9. AMEB L O ReEMoOFMmEE

1) A#MEoFEmEE

RHHMR (REEE) BLOBRBRERES (O
B, REAAY) ER S L OREG ERET L%, &Y
KT kR SR TR 1~2 B0 EEITo 72 72,
FREFEMR (B R ) (TR Z & DAY IR
ROWY P2 HET L, ZoHEE b LITHBRELRE
KDAEMF RN R 2 e L7z,

BERBERASE, TiOREIH - THRMEZHE
L7z

(1) ®BEWKRSR (Table 2)

P57 % 1~2 38 12, microbiological outcome &
clinical outcome DAL Y, BEEKMREE [F
B, THER], TR &HELz,
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Table 2. Criteria for evaluation of overall clinical efficacy

Table 3. Patient profiles

Clinical outcome Item Patients 40
Microbiological outcome
Cure Failure Age (yr) mean = SD 25%6
Eradication Excellent Moderate Weight (kg) mean = SD 52.6+10.3
Persistence Poor Poor Complication No 27 (67.5%)
Yes 13 (32.5%)

(2) Microbiological outcome

T H 1~2 812, PCRIEIZ X 0 BERSESR 5 G
B ZHEH U 72 C. trachomatis D K230 &, [Eradica-
tion| F 7z [Persistence| & ¥ L7z, [Eradication]
&, PCRIETHEBEKGRGATICHRIL S iz C tra-
chomatis 3G T H 1~2 BB s N R L o2l
4 & L7z [Persistence Ji&, PCR #: TIBEERFB 5 -BAAAHT
WA &7z C. trachomatis D345 53T 15 1~2 HIZ H R
maInhegae L.

(3) Clinical outcome

WHAT - Ik, SR TR 1I~26, ERB LT
B R o¥ERS % 3512 [ Cure] F 721& [Failure] & H%E L 72
[Curelid, BEBEEHGHMGHI 26 OFHEERICHRT
LIEREB X OHTRATRTHERL72EE L Lz [Fail-
ure 1, TREREEEG-BIART A S O T ESHEE KICHET S
FEIRB & O RASH ERIC D B 5N b6 L Lz,

2)  watkoiFLEH

EEEEEERD E 7 TR B HERMNS, BEBRFEGRICE
BL-AERELONE, %BlH, WLE, whz#iss
LI, ZoRE» S MHFELOME, HEXS, W
FERZHE L7z, RBEE OREEBE THLCH
WH 0 [ Z0HEELH ) THEDZE2d LN I[IZEA
CRER U ITBER L] o5 BB L TMEAH] ©
HEL, NZEACHEZ UIMMEZ LIPS o35 % F
TERE LT o 7ee BRRMAMESREZE)NL, HAA
RS TPUREC L A IRBOERIC B 28R, R
IR O R MR " 2 2 F 1w Lz, F72,
EEEME GG 1, GRETER F 72 3R 3sH
FERGC & B9EH & & OfF HEHLHEOR LM% MG L
720

10. FEBFIOILY v

FEBIORCY P ik, RFEMEL L OB ELZE S
2 & BIEFIIRES & T ORI L D RE L 720

11. AR

HRIPERNT S R LRI, FAR % GCP & B (7] BRI,
ERTR L OB, EHWIMAMES) oBEERIL,
FHEERTH S Z ARSI N, GEEEZ 11 2L Rk
EL, ROFMHITERL-BEOLR & L, OFRKE
W27 L, BRAERE I L v, @ - HE#IK
B, QOPFHEIESEORS T 2230 HEEFRE T
T\, OREERRRFE LA - Blgg)s

HE SN2 bz, @RI LR v,

RN RERIL, BEEIL LS 1 HE
B SN BEOHREFE Lz, 72750, ER% GCP &K
DBEFIERRAL, HEREHfZIT) & & L7

FEFHMEIH B &, 358 TH 1~2 HIC BT 28 E 1R
BROFRRE Lz, BIKEHEE I, 5K TR 1~2
¥ 1Z B IF % microbiological outcome @ eradication =
& L7z 2 DOMOF R B3 5 8- B 1, 587 -
ke, P 5T % 1~2 5812 B 1T 5 clinical outcome
@ cure B L U C. trachomatis MFEKEE (PCREB X
EIA i) & clinical outcome DR & U 720 A %01 SR
Hofhr i, &iFMEE ICoWwCEHElEB L OF ol
DOIEHEWIZIED Tl 95% FEX M (CD #&H L
720

TEWFEMIEE OMT i, AEHELRHR LIRS
B miEEZ s L OZ 0w 95% FEX HE % KD 72,

I & ES

1. SEBIERL

AGRBRIZ B SR SN AERNZ 43 BITH - 720

BT 1~2 BB 2 A8 50T R LR 11X 40
BITHY, NRHAL L7 3FORRAAAHIZ, 541
R, HTAER, HSHHARTSH 72,

BT RERZ, BHEMN B HOEFTH -
726

2. BEFER

BHRWEN S SEF TOBE TR %Z Table31Z/R L
72

3. ERZIEB X OAEYF R sh R

) FEEEHGEHE 358 T#% 1~2 HoRE IR
% (Table 4)

BRI, 975% (39/40, 95%CI=92.7%, 100%) T
Holz

2) FIRFEMIEH : #4587 % 1~2 8 ® microbio-
logical outcome

Eradication 2 1%, 97.5% (39/40, 95%CI=92.7%,
100%) TH o720

3) FofhofRIECE T % FHiEH

(1) Clinical outcome

Cure 313, 547 - pIERET 325% (13/40), #45-
WTH1~2T475% (19/40) THo7zo HEGHRTH
1~2 12 [Failure| T» o 72fEFNI T2 5 WM DR AF
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Table 4. Overall clinical efficacy
Overall efficacy (%)
Excellent Moderate Poor Total verall e ICdCy( )
(95% CI)
Cervicitis 18 (45.0%) 21 (52.5%) 1 (2.5%) 40 97.5 (92.7, 100)
4 (Excellent + Moderate)/ No. of subjects X 100
»95% confidence interval
Table 5. Relationship between detection of C. trachomatis (by PCR assay and EIA) and clinical outcome
Before 1—2 weeks after end of
End of treatment
treatment treatment
Clinical Clinical
n n n
outcome outcome
EIA Cure 0 Cure 0
. 36 0
PCR positive Failure 2 Failure 0
positive EIA Cure 8 Cure 1
. 4 16 1
negative Failure 8 Failure 0
EIA Cure 0 Cure 0
" 0 0
PCR positive Failure 1 Failure 0
negative EIA Cure 5 Cure 18
X 0 21 39
negative Failure 16 Failure 21
Total 40 40 40
n: No. of subjects
L, 17 BN hsidsd Sz, m. £ £

(2)  C. trachomatis 1t % # % (PCR# B X U'EIA
#:) & clinical outcome ®B4£% (Table 5)

C. trachomatis % PCR F1EC EIA Bk ERIZ, %5
BHEAIRELCIE 4 BT H o 7245, #5847 - kRIS 16 IS
Wz, 209 b 8HlE clinical outcome A% [Cure] & ¥
FE S NIz BT 1~2 HIIE 1 HNSIY, Z D%ER]
® clinical outcome & [Cure] &HE Shiz,

EIA 12 & % C. trachomatis DIEFFL, B G TR T
91.7% (33/36), #x5-#T 1% 1~2HTix 100% (36/36) T
Ho72

4. BEMEOFHM

1) HEHEL

FEBELFHEIT302% (13/43, 95%CI=165%,
440%) TH - 720 FhHEHLIL, THNT9.3% (4/43),
f&h v T FIENT0% (3/43) B X UITFERBREEM A 4.7%
(2/43) TH o720 WEBLUVEELFEFRIIHH LA
o7,

2) ®ITEH

EIVE BRI & Table 6 (2R L7z,

Bl VE %8 B 13 233% (10/43, 95%C1=10.6%,
359%) THo7zo LHEIEMIE, THIA 93% (4/43) B
XOWEA VD FTIEMNTO% (3/43) THolzo EELHE
ENRERIEEED N d o 72,

C. trachomatis \Z X % TH S KEEH TIE, AEMTERG
BEWEHEINTB Y, RHET HIERD Z L WEH
ML LBOONTe ZD720, HREHEREREIC B W
THEMAENER SN, FEHEHERBZOPRTC -
chomatis DSHERR T E 7HERIASA AN ST L2 L, 1
B B THRERIER G- BIATT O A Y F M AR R T
C. trachomatis BSAMITH - 72728, WHIMEE L LT
BB OG- IE X N7zs —7, clinical outcome @
cure F, HHHT - PIERB L OKRSHTH 128
T, & HIEL, ZOENIZEICHESWIOBRETH -
72o Clarithromycin O ¥EFC b % 5-H% 14 B2 0W
WIHFEAT L 7B OE S 60% (Lo Twad Z &
5%, C. trachomatis \Z X % T 5 SH4F 4 & T A 5
WARELRLT WD, cure BAEL ol bEZ S
N7zo ARFER & FERIC PCR {:C C. trachomatis % 3% L
72 AZM @ T MR B <1, 1,000 mg M 5-C
D C. trachomatis DIFKZIL, 54515 HEH T 85.2%
(46/54), ¥e5-BUG 29 H HT981% (52/53) TdH - 7%,
¥ 72, telithromycin(TEL)600 mg 1 H 1 [ 5 H Rj#5-12
B % C. trachomatis DEH K F X, HEHIBI4HET
80.4% (37/46), $%5-BA%h 28 H#% T 95.3% (41/43) TdH -

=7 ARRERIC BT, STFX @ microbiological outcome
\ZB I} % C. trachomatis @ eradication 1%, AZM B &
U'TEL TOHEKRFEELZ LR > THBH, STFX X C. tra-
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Table 6. Adverse reactions among cases evaluable for safety

Subjects 43
Subjects with adverse reactions (%) 10 (23.3)
95% CI¥ (10.6, 35.9)
System Organ Class Preferred Term® Subjects (%) Events
Infections and infestations Vaginal candidiasis 3(7.0) 3
Subtotal 3(7.0) 3
Gastrointestinal disorders Abdominal pain lower 1(2.3) 1
Diarrhoea 4(9.3) 4
Subtotal 5 (11.6) 5
Reproductive system and breast Pruritus genital 1(2.3) 1
disorders Subtotal 1(2.3) 1
General disorders and admini- Feeling abnormal 1(2.3) 1
stration site conditions Subtotal 1(2.3) 1
Investigations Eosinophil count increased 1(2.3) 1
Subtotal 1(2.3) 1

495% confidence interval
»MedDRA/J V.9.0

chomatis |2 X % T ESERITT L THVARMESWEET
b EEZ LN, RREEE FERIC AZM B X O TEL
DORETH 72 PCR #:1, otk & TR ERD
MR EEASE WS, SR Z M5 2 L2 & D Bkt e
LA EPREINTWEY, 22 TRABTIE, C tra-
chomatis %314t & LT PCR LD BB OB % Mgt 3
%728, PCREICH A TEIA &b RIKICERK L, PCR
51T ETA BEYEDSEBNZ DWW T, Ak - BT 2 S 1551
ERET L7z, ZTOMRE, 5T 1~2 812 PCR ik
T EIA BEYEOIERIAS 1 BIRED &7z AHE BT H 2 RS
FEAR - BT RSSO 6T, MiRHEO T TIGHRTH 1~2
HHEDORK 1A HBIKRBE L, € DOBEO C. trachomatis
DAY FHIHAE T PCR BBHESHER S N/z720, 58
T 1~2TO PCRABFEMED W REMED TR RIS
Too RIEBIDOBEGHT 1 1~2 B0 EX, BB S5
UGtk 13 HBEIZHEM L TH 0, SER OB BRIER 5-F G2
LHER T TOFEF 19 HE & R U T 2 R A3
o720 2006 4F D HAREREEFRDOHT A KT 4 T
&, 5L 2 MR 72 ETIA 12X %
IR ORI L ORERE & EHE R 2~3 BN HARAT I
X B EWOMREZHEIRE L T 57 KRB TR AR
ENFHERNE, PCR B L A HEORHEE o720 0
LEZON, SROBE,SIL, FE5REHE 2 HMARE
Tl PCR BB L 7 2Rk & S iz,

BN E Do AMERI TR EES ¥ DV ETH
D, #G eIk LERRO SN aholze =a—F
Ja RHEEORIEH & LTBasns, Lt I
wiE, PR, BRBUBRUEE, JtEtEd B I fE
NOPFEEIRDONT, BEMITKE RMEIZRZWE
Ezbhiz

PLE X0, C trachomatis |2 & % T = S5 9212 STFX

Z1M50mgl H2 M7 AEBORGTAHZEI2LD,
TR AEMEINFFTE, REMICERLZMEZ VW
ZzZ BNz
i
AKBRBOEIZEEL, BN W7 TR OER
FALRMOSEAET IRH - L3 (BoFRmg) o
EFREN B ESALRE b (R AR © mFREA, NIH
R R G 2T IR MUK 2 3t 290 e RE IR ARL) © B &3
g, WERTIREEE GEmARL)  RIEHE, EEEA
FEHLTF 4 —A2 ) =y 7 GERAR @ HHW, 2w
EZVLTF4—AZ ) =y 7 (FERAR @ ZEHET,
EILTFTH A=y (ERAR - BT
(BUEDORTEIZ X %)
X ik
1) Sato K, Hoshino K, Tanaka M, Hayakawa I, Osada Y:
Antimicrobial activity of DU-6859, a new potent
fluoroquinolone, against clinical isolates. Antimicrob
Agents Chemother 1992; 36: 1491-8
2) PEEHET — XA 5 v AWFRYE BRSBTS &
YeE — XA T ¥ 2—2002 FERAERE— IR
GLfE SR 2004; 15: 17-45
3)  HA LSRR SRS G € Z B & UTL )
FMLHE (55 4 BUETER) B4, HALFRSEE 1999; 47
566-92
4) AR SRR S R RET T R S
PRI & 2 BBIERNC BT 2B, R
WO EFEMESR, Chemotherapy 1991; 39: 687-9
5) REABIH], MHEEG, BB R © Chlamydia trachoma-
tis EFEEERIIHT L7 5) 20~ 4 ¥ VDR
EOME . HEEAGESGE 2006; 17: 82-92
6) HrIE ORI 3 % 1E#H [database on the Inter-
net]. MR @ MALATECIE N PR E G R B AR SRR A AR
5 » 2004— [cited 2006 Jul 10]. )% 16 4F 4 A K2
5 (BBEFEME) » Y AT < v 7§ 250 mg AR
53, Available from : http://www.info.pmda.go.jp/
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shinyaku/r04.html 8) JRMESAEL B LSRR - AT B 7
T OBHER, ARHRE RECH, SWBEE N IVT - b TavwT 4 Ao R 1996; 40:693-8

B fi%EBi s, A © Telithromycin O 2P AFH LK 9)  HAMERES W VERAE B - G T4 N

BATE 2 b DN FE SV RIS 5 IR IOBRET. HAL T4 ¥ 20060 HPEREEAESREE 2006; 17:40-3
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Clinical study of sitafloxacin in treatment of cervicitis with Chlamydia trachomatis
Seiji Matsuda”, Masayoshi Noguchi”, Jinsuke Yasuda” and Seiji Hori"

U Japanese Foundation of Sexual Health Medicine, Hongo 3-14-10, Bunkyo-ku, Tokyo, Japan
? Department of Obstetrics and Gynecology, Aichi Medical University
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The clinical efficacy and safety of sitafloxacin(STFX), a new quinolone compound, were evaluated in pa-
tients with cervicitis with Chlamydia trachomatis. STFX was administered orally at 50 mg twice a day for 7
days.

Overall clinical efficacy was 97.5% (39/40) in cervicitis. Eradication in microbiological outcome for C. tra-
chomatis was 97.5% (39/40). Cure at the end of treatment was 32.5% (13/40) and at 1-2 weeks after the end of
treatment was 47.5% (19/40).

Adverse reactions occurred in 23.3% (10/43) of cases evaluable for safety, the most common being diar-
rhoea at an incidence of 9.3% (4/43). All symptoms were mild or moderate.

Results suggest that STFX is effective and safe in the treatment of cervicitis with C. trachomatis.



