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CEM 8% 10 H 14 Bt - Tk 9 %4 3 A 27 H%H)

FHE )0y RO grepafloxacin (GPFX) O fat AR FURIRSAE (22§ 5 AR0E, REUDB
FOHE RN A BB T 5 HIY T ofloxacin (OFLX) # ML L EERILBREBZ EML
ik - AhE, GPFX Tld 1181300 mg # 1 H 1 [, OFLX Tix 1[H200mg # 1 H3m& L, HKH
ELT7 HEERZELIZS L, UWTOBRBER.

1) ERIKZDER: BIEW 244 HIh R R (ERIK) BTN S 201 BlOFRFIE, GPFX B 98.0 %
(98/100), OFLX # 93.1 % (94/101) T& Y, MBMICAELZIZOONT, AHROED 90 %EH
KX 0.2 %~9.7 %Thh, MEMIRIESNIZ, £/, MNERASHECL2ERMR (FRR) @
%% X, GPFX B 92.8 % (90/97), OFLX B 90.3 % (84/93) Td h, MHEAMICAEREIEDLN
T, ANEOED 90 BIEFEXEIE —-42%~92%TH Y, FHRENELRRCEHSEESRIES N,

2) MIBE¥MNE: MBAYNYRESHESNZDIZ 118 HITH Y, WEMILEIX, GPFX # 89.7 %
(52/58), OFLX B 95.0% (57/60) T, WMHEHEMOHIRIIAREEZIRD ONEH 57

3) BB L KRR AMEEREE: BIEAHOREFIE, GPFX ¥ 7.6 % (9/119), OFLX # 6.0 %
(77117) THY, BRREERFELHORIARIL, GPFX ¥ 4.8 % (5/104), OFLX B 0.9 % (1/108)
Thotze 72, WThLWHEMIIAEZIRD LN T

4) REW: “eFIX, GPFX # 86.8 % (92/106), OFLX B 92.7 % (101/109) TH» Y, MERHIC
FEZIZRDONEh o7

5) A AR, GPFX B 914 % (85/93), OFLX B 90.5 % (86/95) Tdh b, MBMICAERE
ZIIEBDOLNT, AHAEDOED 90 HIEBEXEIX —6.0%~7.7%ThH Y, RFUEIRIEIN,

PEORSEEL Y, ERARBIREYSEICH L GPFX 300 mg 1 H 1 HE#% 513, OFLX 1 [H 200 mg 1

JuLy 1997

H 3 ml4x 5 L AHFDOBKRMAHEL R I N7z,

Key words: grepafloxacin, OPC-17116, ofloxacin, Pk AFFHHEIBRYAE, —HEWRILERER

Grepafloxacin (GPFX) I KFEHEHRASHICE DR
ENza—F /0 ROGEARETH 5. TOIL¥HEE
& Fig. 1IZRTEHIS, F2Y VEBO 1Ly r7u7su
NIk, 5 AFNIE 6 M7 v EBIO T AT 3-4
FLVERG T NEEF LTV S,

AR 7 LGHE, 77 2BREEB L OHEAERICH
LTHIRIAWHEANXZ PV e EA L, REMICE
M35, FIZAF L) Vit % & Staphylococcus aureus,
Streptococcus pyogenes, Streptococcus pneumoniae,
Enterococcus faecalis % & D 75 LI L CHAEO R R
EH L DM ER I ERL, £, ¥4 a375X<, LIF
27, 77 IVTIHLTHHRCIEN ERT -,

AZEH % W BER A B F12 100, 200, 300 35 & U 400 mg #*
HEEEORS Lo mPiREL, Zheh 0.41,0.66,
0.99 BXU 1.62ug/ml THH, AEMENIEED SN,
PR R < 11.0~12.5 BT, 1 H 1 B%S5 TO#H
MO HTRETH B & PRSI NIz, KpPhE%IE 10~12 %

HN/\W V
N
HC/l\\/ Z N
‘ ‘ - HCI - 1%H.0
M
oy COH
CH 0

Fig. 1. Chemical structure of grepafloxacin.

Thh, FIETZALTHREP~PEH IS Z & DRSS
hTwd, 7, KEHRLE TOERMEIEED Shukdh o729

PERR ARHEIRIC BT 2 ABH OBRARATS X CFEA
- ARERFAT 2 BT - 2BRENE - HARICBY
T, ABHURIAE T 5 ARAOF AN HEIh, $7,
ZOBKARIX 1 H 300 mg (4 1) @Y LHEES I
$72, AEAOBAGRABNOBITHORFICBVTY,
MAREE % L % HRENIRELE SN, BIF2HEEBTEN
MR s hize,

PEog#kL b, ERARFEBBRIYE NS 5 AR O
Wk, REUBIUCHRAEEZEFBENICEMET 2 BB T oflo-
xacin (OFLX) 23BEL L HERILBEAREEBL
72DT, TORMERET 2. B, XA [EEROE
IRIRBRD LRI S 248 (GCP) ] #HFLTERBLZ.

L # 8B 5 &

ARABRIIFR 5 F 2 AP SHFR 6 £ 7 HETOHH
WKL 26 MiakB L IR S EBREEAERARIOK
RERTEEL.

1. NREBRBLIOHREE

1) SHRER

A B FEARYE (FENRE, EE#HR EBTFEN
R RYeFE, FTEHABRELZLY), FEftER% OF
wcge, BRAEERIRAE, PR, MR L)

B B; AMESREE OV Y YRS, S by L giE
#)
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2B, ABBIU B BIIOWTZNER TSI
2RI,

AR FEARE, FEMRRIR BE~OMZH5
WIREROMBIC L ZEBOIEINHNBICEL Y FEEKR
HEVETFENRSBHLYEMLICHS 2 ICERE AL,
iR 37CLLE, &5 \WidAIMmER 8,000/mm® Lk, &%
Wik CRP (+) ALk & RYedie R ASBHHE 72 B

B B NV MY VIRE, NV Y SR, Bk, B
B, EEEAEL, 5L MY VRIBEICOWTIE
it ASEERE L% % 5E B,

2) WREE

FREE ORIV L UCIFEAIE LTER 16 L
L 80 kMDY, BIAE LV L SE O M B REIE
(793 V7%8L) L LUTER, FrROVIMLERT,
AR - SAREB bR EE L, 220, KOV
NPDOEHIHELTIRZTINRIOBAT AL L
L7

(1) FTTIMEAEARTH YRS ETE L
WIEF]

(2) EELH, BRERELETHEH

3) ¥/urRHMARIIHLTT LLF—DBREFR
2HT B

(4) TANALEOEBEURBT - I oA
BA2 AT AR

(5) AHIEGFICMOPLEEHREIC L Y IERIEE
L2o2d BRI

(6) AHE5HEA T, GPFX %721 OFLX 75
Eh7=FEH

(7) iR, HRLTWAWENHDOH 2EH L L U
. D FE B

(8) 80 BMAMMDIERTH->TD, BEDOZOENS
JUREHFMICHBITLILEZONDIEELZA TS
», HEVIETEZENTFHSINDES

(9) Z0fts, REREYEMIHRELTHABEHEH
AT

2. BEOME

KREBROERIZHI--Tid, BET-IEEREA
CREBRONESB LU GCP TED LN FHII>WTH
SHELARHESCLRAELE

3. REREHB L OKES B

GPFX B L OFLX BO_EEREBERAR (F7 15
I—¥) LLCTROME - HEE L7

GPFX B (#:Ex3%); 1 8] 300 mg (150 mg §E% 2 ),
1H1mE&ES

OFLX # (x#8%); 1 [ 200 mg (100 mg §E% 2 §7),
1 H3mEks

REREEF) 121X GPFX 150 mg $&3 L UF OFLX 100
mg £k, FThENICHIST 25 LRI RELR 7T €
FREEEAL, Fig 2 \TRLAMAEDEIZL ) FA T

morning noon  evening

(@e@]+[an[an]an].

. GPFX group
i (daily dosage)

morning morning noon  evening

(b()|+r;AIAAA|AAJ§

@ : GPFX 150 mg tablet A : OFLX 100 mg tablet
(O : GPFX placebo tablet ~ /\ : OFLX placebo tablet
GPFX: grepafloxacin, OFLX: ofloxacin

Fig. 2. Administration schedule.

OFLX group
i (daily dosage)

CEHDOMAZFEAE LT 7 AESEOKS L,
AL 1H1ME #AKE (2720, KEHBEHICE
WTHIRBIZIRATEZWIERIRE T 2RI ERICH
H)

EHML1H3E HEREE

AT BLOCERANIOZNZN 7T B % 1 ERSE
LT, S LA ARICIOBI LA, 2D 4
EFITE 18EL, FHL I GPFX BB LU OFLX #
B2 IEBTON B EIICEEL IV THES
AMRL7Z, SR TR Ih-RH % BEOZHIEA
CHEBEOLEVIEI LR T A EELE, 2B, AR
BIZHEH L GPFX 8t B X UR 7 7 £ REEIT KIFHE
“ASHTRESN, $/2 OFLX $StBL VPR 77 &K
RITE - RBHRASH I IRBEZZ 2,

4, EHOE YT B LURARERL L
avbhu—5—i3, GPFX, OFLX WEH| L ZDT 5
LR E OBINAREE ORI, EHROEEBE Y F1T,
F—a—-FORELHARBIVHABHZEDOTFT— 7 OFRE
#, HARBOAFHORIAEZIT-720 T2, A
THEEE I 1 MOBABERIIOVWTOR
B, B, ARARLGEVE=ZFRBORERKEE
FZEHEAFERABZICTERS N, REICEST
DRI N,

5. BFR%H B X ORLE

AREBPIL, MoOREE, BTEREAT 01 FE,
LrRIESOT) CRAIBIVERTOA FRIBRAE
DPEREEEIE L7, HREEERE, MEAEME HBE
BIUKIED L EAEROERDEICEE LB LIT
TEAOMHEIETLIEE L, T2, XV EFY
BRIRE X T 2B 2 IR & RAIE LTS5
FHIZERO OO 2B I TFE L E L
RUEZTHAEOMER T 230E %17 - 2B H121E,
R 7, k58, KEHREIAZEIRENELELHE
RiCEBRTLZ L ELS

6. &5 oIk

BTG HEPICHEB L 225E, o EBEEER, BK
REMBREBLOCEROHEL L O-D& 5K H
DL IIAEY & MBS A0, ARERH YR
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MW TG 2 ETE b2 E L. &5HIEL
BB ZTORETHRGR TRICERTNEBIEB X
URELRSICHE 2T, PiEoB B E HIZHAER
WEFET AL ELL, L, MRVEOOLATH
&gk Lga, BHoNEd 3 Bk U%IIT
ST kL L7

7. Bl REEB B X O (Table 1)

1) BEER

A7 No., BEME ([ =Yy N), FiE, KE A
B - SLRIX 7, RUSEZE %, BAGEOBRER - wi
PR E - A0E, T LU X —BEERE, BT beat,
BRBEOM R EOBEFREFHERIERL 72

2) BERERIEIR
TRBZHBEICOWTHELZRY HHBZT 575,
P L& ERGH, &5 3 H%, &5 7 B (&
BVIIREGHRTE) ICBLTHETAIEE L,

A B FENBRYE, FEMRBSHX KR (EN#HE), T
Mk (FomEt, AT, RLo 3 BRE), BEkH»

SOER (R, §8v, Lo 3 ER), WBIZLAT
RIS B VIR BT GRIE, PR, BE,
LD 4R,

B ®: NV MY VIR, SRy RS, IR (F
HE), BHR (Y, Lo 2 B, Ek (Y, &
Lo 2 BB, i@ (Y, Lo 2 ERE), K&
(28 cm, 2~<3cm, 1~<2cm, <1lcm D 4 EkRE),
i (Bh, LD 2K,

3) MRAFHRE

BERB L OHRGRTHICEEECS U THEY 25
kW RL-BREMBEY V3R —F—2HOTE
RRAERREL V¥ RS (FREE: HIE—)
ERL, AFICBWTHEO - FE, HENELS
I AR b RmEFEREEE Y 12 D%, GPFX &
OFLX » MIC €% EML7z. /2, KHFRIZBWT
bROGEE - FExWiERRY ElyorZ &L,
B, FERNBSBRIIOVWTETELZBYIZSIY
T b7aAXT A ARERELDPETERTLIL

Table 1. Clinical study items and schedule

Items Before Day 3 .Day 7 .
(or at discontinuation)
Clinical symptom ® o
Bacteriological test O
RBC
reticulocyte
@ hemoglobin
g hematocrit
£ [wec o
differential WBC count O
platelets
ESR (1 h value) ([
CRP [ J

Chlamydia antibody

5 s-GOT
S
5 . s-GPT
e~ %
g 8
b= Al-P
&
T bilirubin
s 5 2 -
g e s .
2 s-creatinine

Blood glucose

Serum electrolytes (Na, K, Cl)

protein

glucose

urobilinogen

Urinalysis

Cle/lo/o/® o606 0 060606 06O 0600 o0 o oo o oo

oNN BN AN BN BN BN BN BN BN BN BN BECAR BN BN BN BN AN AR BN BN BN BN )

sedimentaion

@: indispensable O: to be performed when possible
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L7

4) BRIRBE
KEAMBLIORGERTHRICTEHBIZOWTOERK
REZERTLIELE L, $7-KEY—H—Thb
HIMEkE, CRP, ARk (1 BEffE) (22w Tid, #45 3
HBIZHDMETHI L E Lz, &G HEUKICHREME
DEALH RO SN E, HARLEH#EES (HHEE
WX BEEBRIESNIC BT AREIER, BEREMRE DN
EREPICEVAFEHGLEINZHDIZONTIE, A
BEMEONRBEEEL 1. Ho2ICEEDLY, 2. £5
MEHD, 3. MESLZ2L LA, 4. Bt vws
Lw, 5. MEZRLD 5 BRBETHEL, 1~3 ZEKKR
EERFEEBE LTHE L,

mu: RIMERE, WRKRMIREK, ~EroE s, A<
N7 v ME, BIMERE, FMmERE, R
JF#EE: s-GOT, s-GPT, Al-P, € LK~
BHEEE: BUN, Ifiif2 L7 F= >

Zoft: miEEMYU (Na, K, CI), CRP, &it (18
M), mEE, 75 I VT7HRME (FEMNBREDYS
#)

RATR: &A, B, voey /-5, itk

5) BEPESEIR
RGRGEMEERO A E L MR L, MIEERSR
BLEBAE, ok, BE (BE, b%E £
B, BREH, BEEERIIHT 2 EE, EROKH, &
BREAOZG O L F 23 8kRi e & WARICKE
Akl

I/, WBEHEONRBRE 1. AO2ICHED Y,

2. £5MEHY, 3. WidEbsrrbLhkw, 4. Wi
b L, 5, Bl LO 5 BERTHEL, 1~-3 %
BIER & LTHENL 7

8. FHffi fiikEd X N EF DI

1) RBRHLEEIC L 2 HE

(1) TRERBAUAINE O EIE B

1. B9E, 2. H%E, 3. HEED IERETHEL,
(2) MR ¥HR)R
HERRABOBEEICELY, 1. #HE, 2. BL IR
WLk, 3. AL, 4. AXRO 4 BERB XU 5. H
EARETHE L7,

(3) EEIRANH

BRIEIRB L ORETTROHEE L LI, 1. FH,
2. H%h, 3. ERHO 3 BEEB LU 4. WERETHE
L7

(4) =&H

RIVERI B X OUBRREMRFEEH L D LT, RO L
BETHD, 2. TIRETHD, 3. RPRHEVDH S,
4, MELAHLO 4 BREBIU 5. WEARRTHEL
77

(5) HHR%

BRI RB L ORENEMELT, 1. EbDTHH,
2. HH, 3. RRAHM, 4. AHMELL, 5. HEDHY
D5 EEBIV 6. HEASETHEL .

2) MNERZILHHGET

(1) EBIORLY K

NERAR, F—a— FOMBRICERS - BERE
WZH EDXEROMBEIZOWTRA L, BIKZR,
RIER, BRMAEMRELY, KB OHHED
HEFHEEICDOWTOR Y R E#E L7,

(2) ZHZWE

MERZEX— 3 — VOB [P R AR F0RE
RHEIINTAIHAAOEDH EEEIZIODNT
(Chemotherapy 34: 22~30, 1986) ] (b L D& FEED
HWEKEZERL, ChIZ oW TRBERHELRT
of:o

OB 5 HMGH, &5 3 B, &5 7 H#E
BEeEsTsrZLEL. BERHOILIZOWTII,
Table 2 {2 L72A%- TH Y - 725

QBIBEHH L ZoMBIL: BZHEAB LU ZO Y
Table 3 DX I IZEDIz, B, ABHTHGHKHICE
T ARE A 3 HUTOER, ZTRAAHEL VR
AL 726

QFEEE (A BHOA): HSHEBHICIBITA2RAAK
X, 1. B (4~6 5H), 2. F%E (7~9 5), 3.
R (10 Hi~) O 3SEBERTHEL:,

(OB #

(AB) 5 3 HEBIUOKRS 7T HEBEOXEE S
Table 4 (2 L7245 T 4 BEREICHEL, ThEHWT
Table 5 {2 L7245, BRRZIR % 1. E%), 2. %), 3.
HxhD 3 EXRETHE L 72,

(B#) Fald#EIZ LA, BERDELZ 1. E5,
2. A%, 3. BHDO 3IEETHEL,

ERh: 5 3 HIEORAE A, HERBHICHN 2
MU ERAL, &5 7 HECAMEERS EEITHE
L7-fEfl, 72720, @4l, UREAZEERLAZD DI
AT 5,

A% #5 3 HEORAE LS, HE5HBEAICKN 1
HUERALL, &5 7 BEICAMMERIRIESIZHEE
L 7= 5Bl

R 5 3 HEWCHMEEROUEN T 572 A5
Nhuvd, Hb0vidks5 7 AHICEMEER S4I
WL 2 VAES,

COMBEFRIRNE: KEBIURIBREM B2 2~

Table 2. Agreement of test schedule

Test day Day 0 | Day 3 Day 7
|
Day range -2~0 i 2~4 6~9
|
Day priority | 0, -1, =2 1 3,24 7,6,89
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Table 3. Observation items and scores WCKETL, ZE5HEABOREL X UCHIEFHHR %
Items Score Til 5 BERTHEL X,
~<37.0 (0 YL BEBICTNTOREREIHEE, bLIREHK
body temperature 37.0~<375 (2) #F12 L ) BREM RIS BB A
© se~<aso @ R (RD): G AICERORRBAIHS R,
0 © BRI TO—ROBMOANHEE LR, 2,
lower abdominal pain sor::::nes E(IJ; ;’i%fﬁc:iﬁ&@?)\ﬁ& (2 %’EPEU\J:) L5
always (2) R &E‘fﬁb:ﬁ—’\fo)ﬁ%ﬁﬁi‘(ﬁg& L, FBEICE
— o RUOHER B S W,
slight o AL H5EHDTXTORRREAVHRL TSI
Group A local tenderness mild @) ~
severe ® A HE5HICRRADOHRVPAHLEE,
~< 8000  (0) OREHRME: WRPRB I CHBEENBRIDY,
WEC (/mm?) 8000=<10,000 (L maple 6 |z LA RAHRREE 1. EH, 2. B
10,000~<12,000 (2)
oy 2 s mAO 3 BBTHEL.
- oo mWE
g4 (1) F— Y OFIIE, a3 bo—F—DHFEHEDNDH LITK
o se~ar @ UGB IEMRATEERT R 10T o 12
5+~ @) 1) HRE¥
ain none 0) IR BB T RBICOVT, ZOBREFRZLY
yes W 5 EER O BRIER R EOWRETICN LT
o BMOKEoR 27T — RS ET
Group B sie a0 BEFIEHLTE U REL, 29 TRVEFIHLT
3em~ (3) X REZ AV,
none ) 2) FEFHMHE
pus yes (1)
Table 4. Criteria for improvement as judged by the committee
Day 3 or Day 7
Total points 10 ~ 7~9 4~6 1~3 0
10~ %-::E
Day 0 7~9 S
4~6

SO0 .
X markedly improved

%X m improved
E slightly improved ‘: not improved

Table 5. Criteria for clinical efficacy as judged by the committee

Day 7

Improved rate

slightly
improved

markedly

X not improved
improved

improved

markedly improved

improved

Day 3

slightly improved

not improved

X excellent

/) good
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FEFME R ERR, MAZORE, Rets
SUHEMBEEL, hZha%%E (A% U Eo%k),
LR ((BYt) BXO THENR] 0%), %4
R ([RETHEH] OF) BIOAFHE (HH] UL
OF) WIHLT 2 REBLY U BE (B EAKHERH
5%) EMOWTHMHEBOLELIT-72, S50, HBHKD
R ERE) BLIUOARANE FHE) CHLTZ0%
D 90 BEMXFZHEML, BKWIIHFEShLER
10 %L L7 E DRFEEORE %17 - 72,

3)  HIREEHIEH

Bl B G Al T B BRIRIE IR B & OB O YR &
L, &5 3 HEB IV 7 HILIZBIT A EHRIIHLT
x: BUE (EAHEmM 5 %) %M THlfER Ok Z
1otz F72, BAIEAIBIUOBKBREMBELIHOR
B3 LT Fisher OB EAMRE T (A EAENH
5%) ZRWTHEBOREZIT- 72,

IL B8 O K&
1. FEFI DR

Table 6. Criteria for overall clinical efficacy as judged by the commitee

Bacteriological partially Z
effect eradicated | eradicated replaced unchanged unknown
Clinical effect (decreased)
Excellent
Good
poor
excellent V//A good E poor

Table 7. Criteria for exclusion from the evaluation of clinical efficacy

No. of patients Clinical ~ Adverse Abnormal
Reason . . Safety Usefulness
efficacy reaction laboratory findings
total | GPFX OFLX
Disease not included in protocol 7 4 3 x O O O x
Disease not included in protocol +
. 1 1 x O x x X
Insufficient laboratory tests
Severe infection 2 1 1 x O @) O x
Failure to satisfy the diagnostic criteria 14 5 9 x @] @) 0O x
Failure to satisfy the diagnostic criteria + 1 L " o N N N
Insufficient laboratory test
Violation of concomitant drug Prohibition 2 1 1 x O O @) x
Violation of concomitant drug Prohibition +
. 1 1 x @) x x x
Failure to satisfy the diagnostic criteria
Failure to satisfy the diagnostic criteria 17 10 7 O O x x x
Failure to satisfy the diagnostic criteria + 1 1 o o . o o
Adverse reaction analyzed
Insufficient doses of the drug 2 2 x ®) O e) x
Insufficient doses of the drug (without adminis-
1 1 x x x x x
tration of I drugs)
Short duration of medication 1 1 x O x x x
Short duration of medication (dxscont'mued 9 1 1 « o o o o
administration due to adverse reaction)
Short duration of medication (discontinued
administration due to adverse reaction) 2 2 x @) x @) o)
Laboratory test
No visit after initial consultation 7 5 2 x x x x x

O: assessed, X: not assessed

GPFX: grepafloxacin, OFLX: ofloxacin
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No. of patients evaluated ~ 201| | No. of patients excluded 43 .
- Fisher
r— Clinical efficacy —|GPFX 100{ "|GPFX 24" p=0.505
(doctor) OFLX 101) |OFLX 19
No. of patients evaluated 190 | No. of patients excluded 54 .
. Fisher
I Clinical efficacy — | GPFX 97| "|GPFX 271" p=1.000
(committee) OFLX 93] |OFLX 27
No. of patients evaluated ~ 236 | No. of patients excluded 8 Fisher
— Adverse ~1GPFX 119[|GPFX 57 p=0.722
) ti X 3
iTo!aJ number of patients 244 | reactions OFLX 117} |OFL
%GPFX 124
|OFLX 120 No. of patients evaluated ~ 212| | No. of patients excluded 32 Fisher
— Abnormal —|GPFX 104 "|GPFX 20["| p=0.186
laboratory OFLX 108| |OFLX 12
findings
No.of patients evaluated 215/ | No. of patients excluded 29 .
Fisher
— Safety —GPFX 106/ "|GPFX 18| 5=0.237
OFLX 109| |OFLX 11
No. of patients evaluated 188/ | No. of patients excluded 56 .
Fisher
“— Usefulness —|GPFX 93| "|GPFX 311" p=0.451
OFLX 95| |OFLX 25

GPFX: grepafloxacin, OFLX: ofloxacin

Fig. 3. Case distribution.

RAEBI B 244 B (GPFX B 124 #l, OFLX # 120
Bl) THoleo MNEEHETHRE S N7 B EEF ORK
W% Table 7 12, FAFMEBNORENOHRZ
SEFDORER & LT Fig. 3 \OR L7z, BRME (FRIE)
X, MRIVEE 8B, FiEEY 2 B, BPR%ER 3 #,
3 BRMREEAILE 1 61, REAE 3 B, SEEESE
& 15 6, RIERIC X 28tk 4 B, ML KEE
3 7 FIOET 43 BRI S, 201 B (GPFX # 100
#il, OFLX & 101 #l) MR L L7, 2014, &l
femix 236 B (GPFX # 119 #I, OFLX 2 117 #),
FERB AR E X 212 #) (GPFX # 104 #J, OFLX #
108 #), %&Mix 215 # (GPFX & 106 #l, OFLX
B 109 #1), A HIEL 188 #) (GPFX # 93 #], OFLX
BEO5 Bl) ZNIRSRE Lz, T/, BRYE (FESY)
&, BRZIR (FRE) e f 201 B2 o 11 fl a2 B
4L 7- 190 #1 (GPFX B 97 #1, OFLX # 93 %) #f#
HHRE L2z, COBRAFIONRIE, HEHBERICE
GAREA 3 HUT 2 B, MEBZAH 8 B, &5
HABBOREDY 1 BITH-7. BB, ThHDOM
WA SEHOBRBIBIC BT MBERICE Y 2o
Lol

2. HWRHAET

BERAD A (EWGE) MR 201 lOoBEERE
Table 8 IZ/R L 72,

Eiwm, RE, A - SRIXG, BWa, BRAEE EE
B, FEEERE - O OREA B, EATLEHEA &, OFA
AR, &5, ARRLELAEOVTRON I

BUTHHBEMICRY RO LN eh o7, FRKICA
B, BEHOEWIIHLRELVIADOA ko7, T,
BEREKOELBE  REFROSMH 28I
Tables 9, 10 \Z/R L72s A BEIZDOWTIX, kiR, THEH
i, MBE»o0JEME, NZICLAER, AMKE,
CRP BV THHEMIZRYIEDONT, TLFERN
BEBLIOTEMNBRRINCOLREKETH -2 B BHIC
DWTIE, R, MR, &, K&, BiticBwT
MR IR D IR0 b hkdh o7,

3. BEREOH/A B XU MIC 54

ERR A BT AR 201 BBV TRAEZHE LB
7-5EBIIE 128 B (GPFX # 61 #l, OFLX # 67 1) T
HY, HHRERSE 71 B (GPFX ¥ 34 #, OFLX #
37 #), HEOEESE 41 B (GPFX # 21 #l, OFLX
B 20 861, 793V 7REIE 16 Bl (GPFX # 6 #,
OFLX# 10 6l) Tholo ThOHDRREDOFHICI,
MR XED ShiHd o7 (Table 11),

T/, REHR 204 %D HEHIRZIREBRSERS
7z 167 #RiZDWT® GPFX B & U OFLX » MIC &
Az, MEBMICEY IEDLNLH 572 (Table
12),

4. Bz WT O

1) &HhoBEERDE (FEE/ZAR)

(1) FHEHE

4T ot % GPFX B 100 #I, OFLX B 101 #lics4 2
TBEHNEOBKR R % Table 13 I27% L7172, GPFX B
OEREEG TR 22 B, [H%] 76 B, Mmy)] 2
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Table 8. Background items
No. of patients { Group A | Group B
Items
GPFX  OFLX GPFX OFLX GPFX OFLX
- Test Test Test
No. of patients evaluated 100 101 69 71 31 24
~19 3 4 3 3 1
20~29 35 38 30 37 5 1
30~39 28 28 20 23 8 5
40~49 22 20 U 13 8 U 9 12 U
Age (yr)
50~59 10 7 p=0.581 1 2 p=0.637 9 5 p=0.756
60~69 1 2 1
70~179 3 3
80~ 0
~39 0 1 1
40~49 38 31 27 26 11 5
50~59 45 41 v 31 32 v 14 9 v
Body weight (kg) 60~69 9 15 p=0.381 5 7 p=0.926 4 s p=0.079
70~ 2 3
unknown | 5 n [ 3 9 | 2 2
out 78 85 51 62 27 23
In/out-patient in 20 14 * 16 14 * 4 *
in—out 9 9 p=0.508 2 1 p=0.576 1 p=0.105
endometritis 33 35 33 35
puerperal intrauterine infection 4 2 4 2
puerperal fever 1 0 1
infectious abortion 1 1 1 1 X2
) ) pyometra 1 5 X? 1 5 p=0.371
Diagnosis salpingitis 27 33 p=0379| 27 33
oophoritis 2 0 2
ovarian abscess 1 1
bartholinitis 1 o T
bartholin’s abscess 30 24 30 24 p=1.000
mild 27 27 18 21 9 6
Severity moderate 71 73 v 50 55 u 21 18 u
severe 9 1 p=0.942 1 1 p=0.866 1 p=0.906
Underlying disease yes 1 10 & 1 8 x* 2 X
and complication none 89 91 p=0.981 58 69 p=0.454 31 22 p=0.362
yes 7 8 6 7 1 1
Pretreatment with none 93 90 X 63 67 X 30 23 x*:
antibiotics unknown 0 3 p=0.211 3 p=0.250 p=1.000
yes 6 4 x? 6 4 X
Concomitant drug none 94 97 p=0733| 63 73 p=0611| 31 24 -
Duration of test ) 3 ] 615 2 U . : U ; 1 U
drug administration -~
g — ; o g PT0426 6s PTI98 o 03 p=0.474
ves 28 24 X 2 4 X 26 20 2
Surgical treatment none 72 77 p=0600| 67 73 p=0779| 5 4 p=1.000

GPFX: grepafloxacin, OFLX: ofloxacin
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Table 9. Background of patients (initial signs) in group A

No. of patients Intrauterine infections Adnexitis
Items
GPFX  OFLX GPFX OFLX GPFX OFLX
Test ———————— Test Test
No. of patients evaluated 69 77 40 43 29 34
~<317.0 18 15 12 7 6 8
37.0~<37.5 26 35 U 15 15 U 11 20 U
Body temperature 37.5~<38.0 13 19 p=0.687 5 14 p=0.129 5 p=0.168
() 38.0~ 10 8 7 7 3
~ unknown | 2 0 1 1
) ) 1 (+) 32 32 U 24 21 U 8 11 U
Lower abdominal pain 9 (#) 37 45 p=0.561 16 29 p=0313 21 23 p=0.690
- 1 4 1 4
: E ; 31 39 u 22 25 u 9 14 U
i +
Lower abdominal 1 p=0.164 p=0.685 p=0.113
tenderness 2 (#) 37 33 18 17 19 16
"~ unknown | o 1 1
0 (-) 0
1 (+) 8 11 U 4 5 U 4 6 U
Local tenderness 2 (#) 42 42 p=0.664 31 o7 p=0.155 1 15 p=0436
3 () 18 24 4 11 14 13
~< 8,000 25 24 13 12 12 12
8,000~ <10,000 17 28 U 19 U 8 18]
WBC (/mm?) 10,000~<12,000 11 15 p=0.628 8 p=0.310 4 7 p=0.691
12,000~ 15 8 11 4 4
" unknown | 1 2T 1 2 T
(=) 18 25 6 10 12 15
+~2+ 28 31 U 20 23 8) 8 8 U
CRP 3+~4+ 16 11 p=0.345| 10 6 p=0.207 6 5 p=0918
5+~ 5 7 3 3 2 4
unknown 2 _3 ______ T 1- ______ .

GPFX: grepafloxacin, OFLX: ofloxacin

Table 10. Background of patients (initial signs) in group B

Items GPFX OFLX
Test
No. of patients evaluated 31 24
5 2 2
Redness none X
yes 26 22 p=0.651
. none
Swelling -
yes 31 24
1 p
Pain none 1 X
yes 30 23 p=1.000
~<1 (0)
. 1~<2 (1) 5 1 U
Size (cm)
2~<3 (2) 15 10 p=0.105
3~ (3) 11 13
none
Pus -
yes 31 24

GPFX: grepafloxacin, OFLX: ofloxacin

BITHIE (HRLLLo*) 1k 98.0 % (98/100), —
Ji, OFLX REix T¥%)) 22 #, [H%h] 72 @, %)
7 BITHRIEIL 93.1 % (94/101) Tdh o720 MBERIC
HEAZEOOLONT, AHFED%E (GPFX B - OFLX

) D 90 %EFEXEIZ 02 %~9.7 %ThH Y, BKH
WKEFR SN B%% 10 %L LB AEOR%EMIRIESh
720

(2) ZH&H=

fEHT x5 GPFX # 97 #l, OFLX & 93 #licxf¥ 5%
H&HE DOBERE R % Table 14 1277 L72, GPFX 0
ERIRZD R %0 19 I, T&%) 71 8, [#%] 76
THIMHIX92.8% (90/97), —7, OFLX #id [E%))
18 #, [%%h]) 66 B, (%] 9 BITHEEIZ 903 %
(84/93) Th -7z, MBEMICAREZZDOONT, A
BMENZE (GPFX # -OFLX #) ® 90 %EHEX M
-4.2 %~9.2 %Th VY, BRHWIIHFEINEEL 10
% LIBEORISEEHEE S vz,

2) JERIERRE R

(1) HEBY (FHRE/ERER)

FHREHEI L BEBNOBEKRI R % Table 15 127
L7:. GPFX B, OFLX MDA, A BTIRFE
Pdy: GPFX B 100 % (40/40), OFLX # 95.3 %
(41/43), FEfEE%; GPFX # 100 % (29/29),
OFLX B 91.2 % (31/34), BHODO NV +y) v sk (B
) 122w Tid GPFX # 935 % (29/31), OFLX B
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Table 11. Distribution of causative organisms
No. of patients Group A Group B
Causative organism
GPFX OFLX GPFX OFLX GPFX  OFLX
: xitest ———————  yitest x* test
No. of patients evaluated 61 67 32 46 29 21
G (+) 9 14 5 7 4 7
Monomicrobial G (=) 18 19 8 10 10 9
infection anaerobe 7 4 5 3 9
subtotal 34 37 I 18 20 16 17
TR . ] p=0.110
Polymicrobial infection 21 20 p=0.647 8 16 p=0.522 13 4
Chlamydia 6 10 6 10
GPFX: grepafloxacin, OFLX: ofloxacin
Table 12. MIC distribution of causative organisms
MIC (ug/ml) Total
Drug Group . U test
<0025 005 01 02 039 078 156 313 625 125 25 50 100 >1op (strain)
GPFX 17 7 6 20 14 7 5 1 3 1 1 2 84
GPFX p=0.738
OFLX 20 8 6 9 12 13 2 4 3 4 2 83
GPFX 2 11 7 4 9 8 20 8 8 3 2 2 84
OFLX p=0.467
OFLX 4 12 5 4 7 4 15 10 11 4 3 1 2 1 83

GPFX: grepafloxacin, OFLX: ofloxacin

Table 13. Clinical efficacy (evaluated by doctors)

Clinical efficacy

Test of clinical equivalence (A10%) Statistical test

No. of Effi te*
Group . cacy rate Efficacy rate difference (GPFX-OFLX)
patients (%) . P
excellent  good  poor (90%Cl of the difference) X U
GPFX 22 76 2 100 98.0 4.9% N.S. N.S.
OFLX 22 72 7 101 93.1 (0.2%~9.7%) p=0.177 p=0.519

N. S.: not significant, "excellent + good/no. of patients, CI: confidence interval

GPFX: grepafloxacin, OFLX: ofloxacin

Table 14. Clinical efficacy (evaluated by the committee)

Clinical efficacy

Test of clinical equivalence (A10%) Statistical test

No. of Effi te*
Group : ot 1cz:§/y)ra € Efficacy rate difference (GPFX-OFLX)
ients >
excellent good  poor P° 7 (90%CI of the difference) X U
GPFX 19 71 7 97 92.8 2.5% N.S. N.S.
OFLX 18 66 9 93 90.3 (-4.2%~9.2%) p=0.727 p=0.741

N. S.: not significant, *excellent +good/no. of patients, CI: confidence interval

GPFX: grepafloxacin, OFLX: ofloxacin

91.7 % (22/24) THH, VWFRIIBVTHHERIZAH
BEEIBRDONLE D7

312, ZRAAHEIC L 2EBHOBERMEZ Table
16 I L72. GPFX ¥, OFLX HOAEIE, AHT
X FEM®RY: GPFX B 94.6 % (35/37), OFLX #
95.2 % (40/42), FEMEIE%; GPFX # 96.6 %
(28/29), OFLX B 85.2 % (23/27), B #D/3 0V}

vigge (B#E) [owTid GPFX B 87.1 % (27/31),
OFLX # 875 % (21/24) Td Y, WEEIIHEEAL
BOOLNL 5T,

(2) EEEH (FEZ)

ZASHERE I LIS EHEENOBKRY R %E
Table 17 Z/R L72. GPFX B, OFLX HOAFRFIL,
#%4E; GPFX B 83.3 % (15/18), OFLX # 875 %
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Table 15. Clinical efficacy according to diagnosis (evaluated by doctors)
Clinical efficacy No. of Efficacy rate® \
Diagnosis Group : %) X ?test
excellent good poor patients (%
. GPFX 5 28 33 33/33 (100) N.S.
EndOMELTIES OFLX 6 27 2 35 33/35 (94.3)  p=0.499
puerperal intrauterine GPFX 4 4 4/4 _
infection OFLX 1 2 2/2
GPFX 1 1 11
puerperal fever . -
intrauterine OFLX 0
infection ) ) ) GPFX 1 1 /1 .
infectious abortion OFLX 1 1 1
GPFX 1 1 1 _
pyometra OFLX 9 3 5 5/5
| GPFX 7 33 0 40 40/40 (100) N.S.
Group A subtota OFLX 9 32 2 43 41/43 (953)  p=0.506
Ioingiti GPFX 9 18 27 27/27 (100) N.S.
sa’pingitis OFLX 11 19 3 33 30/33 (90.9)  p=0312
GPFX 2 2 2/2
oophoritis —
OFLX 0 —
adnexitis
. GPFX 0 _
ovarian abscess —
OFLX 1 1 11
GPFX 9 20 0 29 29/29 (100) N.S.
subtotal
OFLX 11 20 3 34 31/34 (91.2) p=0.296
GPFX 16 53 0 69 69/69 (100) +
subtotal
OFLX 20 52 5 77 72/75 (93.5)  p=0.090
s GPFX 1 1 v1
bartholinitis -
OFLX 0 —
G B bartholin’s GPFX 6 22 2 30 28/30 (93.3) N.S.
TP B bscess OFLX 2 20 2 24 22/24 (91.7)  p=1.000
GPFX 6 23 2 31 29/31 (93.5) N.S.
subtotal
OFLX 2 20 2 24 22/24 (91.7) p=1.000
Total GPFX 22 76 2 100 98/100 (98.0) N.S.
a.
0 OFLX 22 72 7 101 94/101 (93.1) p=0.177

+:p<0.1, N. S.: not significant, *excellent + good/no. of patients
GPFX: grepafloxacin, OFLX: ofloxacin

(14/16), %4iE; GPFX # 100 % (28/28), OFLX #
87.5 % (28/32), #fE; GPFX B 100 % (20/20),
OFLX # 100 % (21/21) THhH, »FhIZBWTHH
HECAEEIZD O N 572,

(38) ZotBHEHERMN (FHR)

BEEREFNOBKIRE%Z Table 18 (2R L7z, A
Be - Ahok, BB - SOHEAE, EAbeRiEg i,
PFHEAE, ZEHBBLIONBMLBEEDVTH
DHEBMNOEMBIIBTOHBMICAREIZRDS
Nihoiz,

(4) PBAURRERFRY) (BHA)

AH G FIERE O P RBIOBERE) R % Table 19 (IR
L7z. A BEIZDWTIL, iR, THRE®, BE»60
JE#E, WN2ZIZ & BIEM, HIMMERE, CRP fNVTho
FIRNOEHFRIIBNTDH, MHMICERERZREDSL

Nih oz B BIZOWTY, Bk, M, %8, K
&L, BowTFhomRAOEHRIIENTS, W
BHCAREERD O Ed o7,

(5) EEEY (FER)

B5 BB ICRERREIFE S 720X GPFX # 61
%1, OFLX & 64 #lDat 125 BITHY, ZORRERN
DEEKK R % Table 20 (7R L7, GPFX &, OFLX #
ODEMRIR, I LEEERERY;, GPFX B (7/9),
OFLX # 85.7 % (12/14), 7' 5 ARt &Y,; GPFX
PE100 % (18/18), OFLX # 94.7 % (18/19), WM&
Wik, GPFX B (7/7), OFLX # (3/4), Chlamydia
trachomatis &%; GPFX & (6/6), OFLX # (7/8),
BB &Yy, GPFX # 90.5 % (19/21), OFLX B 94.7
% (18/19), €# T GPFX # 93.4 % (57/61),
OFLX # 90.6 % (58/64) TH Y, wFhIZBWTDH
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Table 16. Clinical efficacy according to diagnosis (evaluated by the committee)
. - Clinical efficacy No. of .
Diagnosis Group (_) © Efﬁca(c]y rate X *test
excellent good poor patients (%)
” GPFX 6 22 2 30 28/30 (93.3) N.S.
endometritis
OFLX 11 21 2 34 32/34 (94.1) p=1.000
puerperal intrauterine GPFX 1 3 4 4/4
infection OFLX 2 2 2/2
GPFX 1 1 11
puerperal fecver —
intrauterine OFLX 0 —
infection GPFX 1 1 11
infectious abortion —
OFLX 1 1 1/1
GPFX 1 1 11
pyometra _
OFLX 3 2 5 5/5
GPFX 8 27 2 37 35/37 (94.6) N.S.
Group A subtotal
OFLX 14 26 2 42 40/42 (95.2) p=1.000
. GPFX 11 15 1 27 26/27 (96.3) N.S.
salpingitis
OFLX 4 18 4 26 22/26 (84.6) p=0.325
. GPFX 2 2 2/2
oophoritis _
OFLX 0 —
adnexitis
. GPFX 0 -
ovarian abscess —
OFLX 1 1 1/1
GPFX 11 17 1 29 28/29 (96.6) N.S.
subtotal
OFLX 4 19 4 27 23/27 (85.2) p=0.307
GPFX 19 44 3 66 63/66 (95.5) N.S.
subtotal
OFLX 18 45 6 69 63/69 (91.3) p=0.535
bartholiniti GPFX 1 1 1
artholinitis OFLX 0 o
G B bartholin’s GPFX 26 4 30 26/30 (86.7) N.S.
roup abscess OFLX 21 3 24 21/24 (87.5) p=1.000
btotal GPFX 0 27 4 31 27/31 (87.1) N.S.
subtota OFLX 0 21 3 24 21/24 (875)  p=1.000
Total GPFX 19 71 7 97 90/97 (92.8) N.S.
ota OFLX 18 66 9 93 84/93 (90.3)  p=0.727
+:p<0.1, N. S.: not significant, *excellent + good/no. of patients
GPFX: grepafloxacin, OFLX: ofloxacin
Table 17. Clinical efficacy according to severity (evaluated by the committee)
Clinical efficacy No. of Efficacy rate*
Group . . X *test
excellent good poor patients (%)
" GPFX 15 3 18 15/18 (83.3) N.S.
m OFLX 14 2 16 14/16 (87.5)  p=1.000
d GPFX 11 17 28 28/28 (100) N.S.
Group A moderate OFLX 11 17 4 32 28/32 (87.5)  p=0.156
GPFX 8 12 20 20/20 (100)
severe OFLX 7 14 21 21/21 (100)

N. S. not significant, *excellent + good/no. of patients
GPFX: grepafloxacin, OFLX: ofloxacin
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Table 18. Clinical efficacy according to background of patients (evaluated by the committee)
Clinical efficacy No. of Efficacy rate* .
Items Group . o X * test
excellent good poor patients (%)
GPFX 12 57 6 75 69/75 (92.0) N.S.
out OFLX 15 54 9 78 69/78 (88.5)  p=0.643
. GPFX 6 13 1 20 19/20 (95.0) N.S.
In/out-patient n OFLX 2 11 13 13/13 (1000  p=1.000
. GPFX 1 1 2 2/2
in—out OFLX 1 1 2 2/2
GPFX 1 8 1 10 9/10 (90.0) N.S.
yes -
Underlying disease and OFLX 3 6 9 9/9 p=1.000
complication GPFX 18 63 6 87 81/87 (93.1) N.S.
none OFLX 15 60 9 84 75/84 (89.3)  p=0.541
GPFX 1 6 7 777
yes —
OFLX 3 4 7 i
Pretreatment with GPFX 18 55 90 83/90 (92.2) N.S.
antibiotics none OFLX 14 60 9 83 74/83 (89.2)  p=0.665
Kkn GPFX 0 _
uninown OFLX 1 2 3 3/3
GPFX 1 5 6 6/6
yes OFLX 1 3 4 m
Concomitant drug
GPFX 18 66 91 84/91 (92.3) N.S.
non
one OFLX 17 63 9 89 80/89 (89.9)  p=0.758
3 GPFX 1 1 /1
OFLX 2 3 5 5/5
Duration of test drug 4~ GPFX 2 4 6 6/6 N.S.
administration (days) OFLX 2 2 1 5 4/5 p=0.924
7 GPFX 17 66 7 90 83/90 (92.2) N.S.
OFLX 14 61 9 83 75/83 (90.4) p=0.870
GPFX 1 24 3 28 25/28 (89.3) N.S.
es
y OFLX 1 20 3 24 21/24 (87.5) p=1.000
Surgical treatment
GPFX 18 47 4 69 65/69 (94.2) N.S.
none
OFLX 17 46 6 69 63/69 (91.3) p=0.743

N. S.: not significant, *excellent + good/no. of patients
GPFX: grepafloxacin, OFLX: ofloxacin

MEMICAEEZIRDON LD 57,

3) PRI ERE

AR BEOEAIZOWT, Z2OBE - REFRD
%5 3 HEB LU 7 HEOHEX % Figs. 4,5 2R L
o TNZENOBE  REMRIZHSH E R
(Table 5) IZL7=2AVZ0RELGEL, Z5HBHO
RYERT RO G G ICIEEL (M3 0) Li-728E
PREEL L

A BiZowTid, ki, TREE, BEH»50ER,
HWZIZ L 5EH, AMmKY, CRPOVWThOHBICE
WTHHEE 3 HEBLU 7 HEORERIIWMBMICAH
BERZOONE o7z, /2, B BIIOWTHRRK,
MERE, &, K&, BitowdFhoBHHIIBWTDH
AT BERICABZ RO ONE o7,

4) MEFMRR

(1) HBRIHMEF%hE

MEFNBEIHE SN0k GPFX ¥ 58 #l,
OFLX # 60 Blogl 118 HITH Y, ThHDKBFOD
HBE¥%E% Table 21 1278 L72. GPFX B, OFLX
BoRMAE (BELLERROE) &, FENRE
GPFX ¥ 81.0 % (17/21), OFLX # 96.3 % (26/27),
FEfH R B %, GPFX # (8/8), OFLX B 100 %
(12/12), s b vBR%E (B%) ; GPFX # 93.1 %
(27/29), OFLX Bt 90.5 % (19/21), &kTix GPFX
B 89.7% (52/58), OFLX # 95.0 % (57/60) T&VY,
WTFRICBWTOMBERICARZIZD O dh o7

(2) AEEEHJMEERRR

FEAE N OMEFEBE R % Table 22 125 L 7o
GPFX #, OFLX HoOBRH LRI, BMpRECcIZs
5 LM HI; GPFX # (6/8), OFLX & 90.9 % (10/11),
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Table 19-1. Clinical efficacy according to initial manifestations (evaluated by the committee)

Clinical efficacy No. of Efficacy rate* )
Items Group . B 7y test
excellent good poor patients (%)
<30 GPFX 2 12 2 16 14/16 (87.5) N.S.
’ OFLX 9 2 11 9/11 (81.8) p=1.000
GPFX 6 18 1 25 (96. N.S.
370~ <375 24/25 (96.0)
OFLX 9 19 3 31 28/31 (90.3) p=0.766
body temperature GPFX 7 6 13 N.S.
y temperatur 375~ <380 13/13 (100)
(C) OFLX 7 11 1 19 18/19 (94.7) p=1.000
480~ GPFX 4 6 10 10/10 (100) _
: OFLX 2 6 8 8/8
GPFX 2 2 2/2
unknown -
OFLX 0 —
1 (+) GPFX 6 22 3 31 28/31 (90.3) N.S.
lower abdominal OFLX 5 19 3 27 24/27 (88.9) p=1.000
pain 2 (4) GPFX 13 22 35 35/35 (100) N.S.
OFLX 13 26 3 42 39/42 (92.9) p=0.307
6 (<) GPFX 1 1 U1
OFLX 3 3 3/3
L GPFX 7 19 3 29 26/29 (89.7) N.S.
lower abdominal OFLX 9 21 4 34 30/34 (88.2) p=1.000
tenderness 2 (4) GPFX 12 24 36 36/36 (100) N.S.
OFLX 8 21 2 31 29/31 (93.5) p=0.408
GPFX 0 —
unknown —
OFLX 1 1 1
0 (<) GPFX 1 1 1
OFLX 0 -
Groun A ) GPFX 2 5 1 8 8 N.S.
roup 1 OFLX 1 5 1 7 6/7 p=1.000
local tenderness
2 (4) GPFX 12 26 1 39 38/39 (97.4) N.S.
OFLX 11 24 4 39 35/39 (89.7) p=0.355
() GPFX 5 12 1 18 17/18 (94.4) N.S.
H
3 OFLX 6 16 1 23 22/23 (95.7) p=1.000
GPFX 7 15 1 23 22/23 (95.7) N.S.
~< 8,000
OFLX 5 11 2 18 16/18 (88.9) p=0.825
<10.000 GPFX 3 12 1 16 15/16 (93.8) N.S.
8,000 ’ OFLX 7 19 1 27 26/27 (96.3) p=1.000
<19.000 GPFX 5 5 1 11 10/11 (90.9) N.S.
WBC (/mm?) 10,000~<12, OFLX 4 9 1 14 13/14 (92.9)  p=1.000
GPFX 4 11 15 15/15 (100) N.S.
12,000~
OFLX 2 4 2 8 6/8 p=0.211
o GPFX 1 1 1
uninown OFLX 2 2 2/2
GPFX 3 13 1 17 16/17 (94.1) N.S.
(=) OFLX 4 13 4 21 17/21 (81.0) p=0.477
GPFX 10 14 2 26 24/26 (92.3) N.S.
+~2+
2 OFLX 12 15 1 28 27/28 (96.4) p=0.947
GPFX 5 11 16 16/16 (100) N.S.
~4+
CRP 3+~4 OFLX 1 8 1 10 9/10 (90.0)  p=0.809
GPFX 1 4 5 5/5
5+~ OFLX 1 6 7 "
GPFX 2 2 2/2
unknown OFLX 3 3 3/3

N. S.: not significant, *excellent + good/no. of patients GPFX: grepafloxacin, OFLX: ofloxacin
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Table 19-2. Clinical efficacy according to initial manifestations (evaluated by the committee)

Clinical efficacy No. of Effi te*
Items Group ‘0 © 1ca<o:y ra X *test
excellent good poor  Patients (%)
GPFX 4 1 5 4/5 B
none OFLX 2 2 2/2
d
redness GPFX 23 3 26 23/26 (88.5) N.S.
yes OFLX 19 3 22 19/22 (86.4)  p=1.000
‘ GPFX 27 4 31 27/31 (87.1) N.S.
swelling yes OFLX 21 3 24 2124 (87.5)  p=1.000
GPFX 1 1 on
none OFLX 1 1 1/1
pain
Grous B GPFX 27 3 30 27/30 (90.0) N.S.
roup yes OFLX 20 3 23 20/23 (87.0)  p=1.000
GPFX 4 1 5 45
1~<2 (1) OFLX "
e < GPFX 12 3 15 12/15 (80.0) N.S.
el 2~<3 OFLX 10 10 10/10 (100)  p=0.379
, @ GPFX 11 11 111 (100) N.S.
OFLX 10 3 13 1013 (769)  p=0.278
GPFX 27 4 31 27/31 (87.1) N.S.
pus yes
OFLX 21 3 24 21/24 (87.5)  p=1.000

N. S.: not significant, *excellent + good/no. of patients

77 LY H: GPFX B 944 % (17/18), OFLX #
94.7 % (18/19), WX MEW; GPFX # (7/7), OFLX B
(3/3), C.trachomatis; GPFX & (6/6), OFLX & 100
% (10/10), HEER &Y, GPFX # 84.2 % (16/19),
OFLX # 94.1 % (16/17), 2{kTiX GPFX # 89.7 %
(52/58), OFLX & 95.0 % (57/60) TH Y, Wi hic
BOTOLWHRICARZIRDON LD o7,

(3) REREFMEFE

KEHRZBOHREIHASIN-DIX, GPFX # 95
¥k, OFLX # 89 ¥kDiEl 184 kTH H, FoOHkX%
Table 23 /R L7z, RO LK IE GPFX B 92.6 %
(88/95), OFLX #f 96.6 % (86/89) TH V), MiEERIIC
FREZIEDON o7, /2, 75 BN HE,
GPFX # 89.7 % (26/29), OFLX & 96.7 % (29/30),
75 LM H; GPFX B 96.4 % (27/28), OFLX #
96.4 % (27/28), WEMH; GPFX B 90.6 % (29/32),
OFLX # 95.2 % (20/21), C. trachomatis: GPFX &
(6/6), OFLX B 100 % (10/10) TH» Y, wWFhilH
WCHMmBHMICEEREIRD N o7,

5) REBMARE (FAR)

FHRZICE2BRMELMBAFANHELISHES A
7= RAEHIKE R % Table 24 12/ L7, GPFX BHOBE
BRRA RS [ER] 7 81, TH%) 47 B, 4% 4 #)
THBHIZ93.1% (54/58), —Ji, OFLX BEix [#%h)
10 B, [H%h] 43 B, [HEH] 5 BITHREIEZ 914 %
(563/58) TH Y, MBMICARELIRDONLED -T2,

5. REMIZ DOV T OB

GPFX: grepafloxacin, OFLX: ofloxacin

1) BIfEH

M1 GPFX B 119 I, OFLX & 117 BlDE
236 BITHH, ZOREIMEM % Table 25 12K/ L 72,
GPFX HORIEMIZ 9 #1 (7.6 %) 15 fFicRBo S,
ZONFUE, B, LEEE, B, B Dodmx
w, EL, RBR RN, R - BN TR, EX -
TH - R, RE& 1LHITHY, —JF, OFLX Bz 7
Bl (6.0 %) 10 fric@EH R, ZOARIE, IV,
W - 5620%, IR - REBIR, BA - B, BS
% 1BBLVHER 2 PITH -7z, GPFX B TidiH{Ls
FAERA,, OFLX HTIRIMRERERVEETH -7, B
TER OREREL, GPFX BE2SEEEE 11 1B L USSR 4 1,
OFLX MAEEE 3 B X UOHMEE 7T HTEELDLOR
<, TRTORERDS G HHdP T 223 5R-THIC
ZOHRVHER SN, ChOMBEMOBEHRRE
CAEBEZEIZD LN D572,

2) BAREMERELD

M HiE GPFX # 104 #l, OFLX # 108 03
212 BITH Y, ZOBWKKREMRHE EH % Table 26 £
AR L720 GPFX BOBKRBRAMREIL 56 (4.8 %) 6
iR oh, ZORRIZHMBREIKT, 1FRRHE,
GOT k5, GPT LAB IV GOT - GPT L A& 14T
»Y, OFLX Bix 1 % (0.9 %) 1 4T, AI-P FRT
Hoto CNOWMBHMOBKREMAFE LRI
EEZR@Evohehr o7,

3) waeh

fR¥T X S GPFX B 106 B, OFLX # 109 Ml %4t
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Table 20-1. Clinical efficacy according to causative organisms (evaluated by the committee)

No. of patients Group A Group B
Causative organism Group | Clinical efficacy Noof  Efficacy rate® 2 test Clinical efficacy Noof  Efficacy rate’ © st Clinical efficacy Noof  Efficacy rate* ) test
excellent good poor Patients (%) excellent good poor PUEnls (%) x”tes excellent good poor Patients (%) :
GPFX 2 1 3 23 1 1 1 1 1 2 V2
S. aureus — _ _
OFLX 1 3 1 5 4/5 1 1 2 22 2 1 3 23
oS GPFX 11 2 1 _ 1 1 m 101 o B
OFLX 2 2 22 0o - - 2 2 22
GPFX 0o - 0 —
S. pyogenes _ _
Prog OFLX| 1 1 0 1 1 un
. GPFX 1 1 m 1 1 U1 0 -
S. agalactice — — —
o OFLX| 1 3 4 4 1 1 2 2 2 o
¥ GPFX 1 1w 1 1 m
— |S. oral — —
i OFLX 11 o1 11 o
GPFX 1 1 11 1 1 1”1
S. constellatus OFLX 0 o — o _ —
. GPFX 1 1 V1 1 1 V1
Corynebacterium sp. OFLX 0 o — 0 _ -
; GPFX 0 — 0 —
G. morbillorum — _
OFLX 1 1 V1 1 1 1
GPFX 1 6 2 9 7 N.S. 1 4 0 5 515 N.S. 0 2 2 4 2/4
subtotal —
OFLX 3 9 2 14 1214 (85.7) p=1.000 3 3 1 7 6/7 p=1.000 0 6 1 7 6/7
GPFX 11 11 1V11 (100) N.S. 4 4 4/4 7 7 n N.S.
E coli —
OFLX 2 9 1 12 1V12 (91.7) p=1.000 2 4 6 6/6 5 1 6 5/6 p=0.936
X oncumoniae GPFX 1 1 m _ 1 V1 -~
P OFLX 1 1 wn 1 1om
— GPFX 2 2 22 _ o - _ 2 2 2 _
’ OFLX 3 3 33 1 1 11 2 2 2/2
GPFX 1 1 71 1 1 ”m
AE E. cloacae OFLX 0 _ — 0 _ —
2
4 P aerusinosa GPFX 1 1 n _ 1 1 nm _
Eol Bl OFLX o - 0o -
:a' ~
S| ) GPFX 1 1 1 1 m
é M. morganii OFLX 0 _ - 0 _ -
=]
&
S . GPFX 1 1 v1 1 1 V1
= A. xylosoxidans OFLX 1 1 1n - 1 1 un -
GPFX 0 - 0 -
©NF-GNR el 1 m - 1 1 wm B
N GPFX o - _ B I B
fessseria sp. OFLX 1 1 int 1 1 v1
btotal GPFX 1 17 0 18 18118 (100) N.S. 1 7 0 8 8/8 _ 0 10 0 10 10/10 (100) N.S.
o OFLX 4 14 1 19 1819 (94.7) p=1.000 4 6 0 10 10/10 (100) 0 8 1 9 8/9 p=0.957
. GPFX 1 1 1 1 1 m
P. asaccharolyticus OFLX 0 _ 0 _ -
GPFX 0 - 0 -
P.tetradius OFLX 1 - 1 1 m a
» GPFX 4 4 4 _ 3 3 33 _ 1 1 m ~
‘eptostreptococcus sp. OFLX 1 1 2 V2 1 1 2 12 0 —
a
v
2
S . GPFX 0 — _ 0 — B
§ B. fragilis OFLX 1 1 V1 1 1 V1
< : GPFX 1 1 um _ 1 1 un B
P bivia OFLX 0 — 0 -
. GPRX| 1 1 m _ 1 1 n B
Mobiluncus sp. OFLX 0 _ 0 —
R | 1 6 0o 7 U B 1 4 0 5 55 B 0 2 0 2w
sabtaal opx| o 3 1 4 3 0 2 1 3 0 0 1 0 1 m -
_ GPFX| 3 3 6 66 NS | 3 3 6 66 N.S.
- trachomati oFLX| 1 6 1 8 8 p=1000| 1 6 8 8 p=1.000
GPFX 6 32 2 40  38/40 (95.0) N.S. 6 8 0 24 24/24 (100) N.S. 0 14 2 16 14/16 (87.5) N.S.
Subtotal oFix| 8 32 5 45 4045 (889) p=0530| 8 17 3 28 2528 (89.3) p=0291| O 15 2 17 1517 (88.2) p=1000

CNS: coagulase negative staphylococci

(G) NF-GNR: glucose non-fermenting gram-negative rod
N. S.: not significant, *excellent+good/no. of patients
GPFX: grepafloxacin, OFLX: ofloxacin
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Table 20-2. Clinical efficacy according to causative organisms (evaluated by the committee)
No. of patients Group A Group B
Causative organism Group | Clinical efficacy Ny of  Efficacy rate* L test Clinical efficacy ;o Eﬂica:y rate* Y test Clinical efficacy NZ oL Eﬂicz(;j/yjrate' 2 test
excellent good poor Palents (%) excellent good poor Patients (%) excellent good poor P3N e
e eg(e PR 4 4 4 _ [ _ 4 4 4 _
‘ OFLX 3 3 33 3 3 33 0o -
GPFX| 1 1w _ 1 1 un N [ _
GGl omx| 1 4 1 6 56 1 3 4 4 11 2 1
GPFX 1 1 m 1 1 m B
5 (6t gy o - — 0o -
“E G4+ GPFX| 1 4 1 6 56 N.S. 1 2 3 8 B 2 1 3 23 _
2 amerbes opy| 1 4 5 565 p=1000| 1 3 4 1 R
2, GPFX 3 3 o - 7 3 3 33 B
g |G raenbes oyl 1 m - 1 1 om o -
>
£ oot GPFX 3 1 4 34 _ 2 2 w2 _ 11 2 » .
anaerobes +anaerobes OFLX 2 2 2 2 2 2/2 0 -
04146 1) ranmhes 1Y 2 2o _ 1 1 m _ 1 1 un _
WS oFLX |1 1 2 1 1 m 1 1 m
Subtaal GPFX| 2 17 2 21 19421 (905) N.S. 2 o 8 88 0 11 2 13 1113 (84.6)
ubtota OFLX| 4 14 1 19 1819 (947) p=1000 4 11 0 15 1515 (100) 0 3 1 4 3
Tt GPFX| 8 49 4 61 5761 (934) N.S. 8 24 0 32 3232(1000 N.S. 0 25 4 29 2529 (862) N.S.
OFLX| 12 46 6 64 58/64 (906) p=0.802| 12 28 3 43  40/43 (93.0) p=0353| O 18 3 21 1821 (85.7) p=1000
N. S.: not significant, *excellent+ good/no. of patients
GPFX: grepafloxacin, OFLX: ofloxacin
. . Improvement rate (%) ,
Manifestations | D OPFX | OFLX 2test
a 0 10 20 30 40 50 60 70 80 90 100 X
T T T T T T T T T T T
Body 3 | 34/44 | 36/55 0\'\ ‘ N.S. p=0.288
temperature | 5| 4345 | 50/56 o [ NS, p=0.430
o quelr . 3 | 26/59 | 27/62 | O\ N.S. p=1.000
abdomnalpain | 7 | sg/e5 | 63/72 T N.S. p=0.961
Lower 3 | 25/50 | 23/51 N.S. p=0.769
abdominal \ )
tenderness 7 | 58063 | 57/63 T N.S. p=1.000
Loca 3 |1548 |18/53 | o | N.S.p=0.938
4
enderness 7 | 5263 | 51/65 e N.S. p=0.720
3 | 15/25 | 23/30 .S. p=0.
WBC . ~1 ;| NS p=0299
7 | 34139 | 35/43 e N.S. p=0.679
3 8/31 9/32 N.S. p=1.000
CRP T~ ;
7 | 33/44 | 26/41 TS5 N.S. p=0.356

N.S.: not significant
GPFX: grepafloxacin, OFLX: ofloxacin

Fig. 4.

% Table 27 (2R L 72,

GPFX HOREWIZ [RETHH] 92 B, MTIXR
ETH5H] 10 #, [RRMEFHSL] 16, [FE»DH
5] 3HBTREE ([RETHDH] D) X 86.8 %
(92/106), —7%, OFLX BiX %4 TH» 5] 101 #l,
NIERETHD] 6 6, [RLLMBELEDS] 0 H, [
BAH5] 2 PITERERIZ 92.7 % (101/109) TH D,
MFEBCARERED O D 57,

6. HRAMIZOWT ORI

Mt R GPFX B 93 %1, OFLX B 95 Bl At %
Table 28 {27k L 72,

o—e GPFX 0—0OFLX

Improvement rate according to manifestations (Group A).

GPFX BOAHHMIE [¥bOTHM] 21 #, THH]
64 B, [RREH] 3B, FHAMLL] 44, HED
D1 BTHERE (FH] LEoK) X914 %
(85/93), —7, OFLX Bz [XhdTHE] 19 #,
(BRI 67 Bl, TRAH] 48, (HEMLRL] 5,
(EH 0] 0 WTHAEIX 90.5% (86/95) T -7
WEMCAEERZOONY, EHENE (GPFX
B -OFLX #) @ 90 %fEHEXMIZ -6.0 %~7.7 %T
HOBEKBICHEEENDZEZE 10 %E L= BES 0 R %N
ASMREE S N7z
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Manifestations |Day | OPFX | OFLX ? 10 zolnégrozgmse:tggte;;%)so 90 100 xitest
Fedness 3 |16/21 | 1317 a_ . |NS.p=1000
7 | 23/25 | 22122 oo | NS p=0.528

Swelling 3 | 18/28 | 14/20 o | NS p=0918
7 | 26/29 | 22/24 TNeo N.S. p=1.000

pain 3 |25m8 |20m2 | «  |NS.p=1000

7 | 2728 | 23/23 o | N.S. p=1.000

Sine 3 |16/26 | 916 | . | N.S.p=0988

7 | 2329 | 19724 o N.S. p=1.000

o 3 |23m6 1417 | Q#  |NSp=0908

7 | 2529 | 21/24 N.S. p=1.000

N.S.: not significant
GPFX: grepafloxacin, OFLX: ofloxacin

o—e GPFX o0—0OFLX

Fig. 5. Improvement rate according to manifestations (Group B).
Table 21. Bacteriological efficacy according to diagnosis
Bacteriological effect
i No. of icati .
Diagnosis Group partially t'> 0 Eradication rate X7 test
eradicated eradicated unchanged replaced patients (%)
(decreased)
. GPFX 13 3 1 17 14/17 (82.4) N.S.
endometritis
OFLX 19 1 1 21 20/21 (95.2) p=0.450
puerperal intrauterine GPFX 1 1 2 1/2
infection OFLX 1 1 2 2/2
intra-
teri r GPFX 1 1 /1
u rmAe puerperal fever OFLX 0 -
infection
G A . GPFX 1 1 1
roup pyometra OFLX 3 1 4 4/4
GPFX 15 3 1 2 21 17/21 (81.0) N.S.
subtotal
OFLX 23 0 3 27 26/27 (96.3) p=0.211
ot GPFX 8 8 8/8
adnexitis salpingitis OFLX 11 1 12 12/12 (100)
GPFX 23 3 1 2 29 25/29 (86.2) N.S.
subtotal
OFLX 34 1 0 4 39 38/39 (97.4) p=0.199
lin's ab GPFX 26 1 1 1 29 27/29 (93.1) N.S.
Group B bartholin’s abscess OFLX 18 9 0 1 21 19/21 (90.5) p=1.000
! GPFX 49 4 2 3 58 52/58 (89.7) N.S.
Tota OFLX 52 3 0 5 60 57/60 (95.0) p=0.455

N. S.: not significant, *eradicated + replaced/no. of patients
GPFX: grepafloxacin, OFLX: ofloxacin

L. = &

FAE, ERABMEBRERETIE, HERICLSHAM
RBREEORIZ O PICREZOERIIHE) 773V
75 AT 4 ARYIEDB Y & BRIE O BRANT
EtAA LN, RABLHRBEOE TR DERIH
bhTwaew, —F, HEOHETHHNEEIES
B L7 LAL, ChOoDOHEIZOEAED o
TEFORAZEXELTVAEILELEDLVERRTD
D, RERERIEOPT, TELXTENBRERELD
MM CRMEREVNEE CHETHLILE

Z25E, FRmPFIN, BEHRL, EFEERBLVo72
BEORBOLBIZH LD BEAFDOHELHEHT S
REEOHMZ2ZRICANS L TOEY 2 EBH BN AH
SHETETEETH S,
ERARFEBR T, REORFEEIERIINR=
N URRETLARBEDL-F 7 ¥ LENED, Th
EWOMNBLTY 70734 FRRTFIIHA 2 VK
DREEIMERH ESN T -7 52 EINF VR
DENTHEARYZ PVEAL, BEELZBRTIEEE
WKHHATEZ:0, TERY SO TRENZIFICEE
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Table 22-1. Bacteriological efficacy according to causative organisms
Bacteriological effect Eradication
G No. of te* X ?test
. . : : ra
Causative organism roup eradicated partially eradicated unchanged replaced  patients o
(decreased) (%)
GPFX 2 1 3 2/3 o
S. aureus OFLX 4 1 1 5 4/5
GPFX 1 2 1/2 _
CNS OFLX 2 2 2/2
. GPFX 0 _ B
S. agalactiae OFLX 4 4 4/4
" S orali GPFX 1 1 m _
— | S. oralis 0 -
o OFLX
GPFX 1 1 V1
S. constellatus OFLX 0 o —
. GPFX 1 1 171
Corynebacterium sp. OFLX 0 _ —
btotal GPFX 6 1 1 0 8 6/8 N.S.
subtota OFLX 10 1 0 0 11 10/11 (90.9) p=0.763
E. coli GPFX 11 11 11/11 (100) N.S.
seo OFLX 10 1 1 12 1112 (91.7)  p=1.000
. GPFX 1 1 V1
K. pneumoniae OFLX 1 1 1”1 —
. GPFX 2 2 2/2
H. influenzae OFLX 3 3 3/3 -
GPFX 1 1 /1
E. cloacae OFLX 0 - —
§ P. aeruginosa GPFX 1 1 01
S| |P o —
'g | OFLX 0
3 |-
g GPFX 1 1 1
B [&] M. oy —
5 morganii OFLX 0 o
§ A. xylosoxidans GPFX 1 1 1 —
E OFLX 1 1 V1
g GPFX 0 —
s (G) NF-GNR OFLX ) . " —
Neisseria sp GPFX 0 - —
' OFLX 1 1 11
subtotal GPFX 16 0 1 1 18 17/18 (94.4) N.S.
OFLX 17 1 0 1 19 18/19 (94.7) p=1.000
PFX
P. asaccharolyticus gFLX 1 (1) lil —
. GPFX 0 _
P. tetradius OFLX 1 1 " —
Peptostreptococcus sp GPFX 3 1 4 44
% OFLX 1 1 11 -
. GPFX 0 _
3 |B. fragilis _
£ € OFLX 1 1 1
3
« .. GPFX 1 1 /1
é P. bivia OFLX o . _
. GPFX 1 1 71
Mobil . —
obiluncus sp OFLX 0 o
subtotal GPFX 6 0 0 1 7 w7 _
ubtota OFLX 3 0 0 0 3 3/3
C. trach ris GPFX 6 6 6/6
. trachomatis OFLX 10 10 10/10 (100)
Subtotal GPFX 34 1 2 2 39 36/39 (92.3) N.S.
ubtota OFLX 40 2 0 1 43 41/43 (953) p=0910

CNS: coagulase negative staphylococci
(G) NF-GNR: glucose non-fermenting gram-negative rod

N. S.: not significant, ‘*eradicated + replaced/no. of patients
GPFX: grepafloxacin, OFLX: ofloxacin
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Table 22-2. Bacteriological efficacy according to causative organisms

Bacteriological effect No. of Eradication
. . 0.0
Causative organism Group eradicated partially eradicated h q laced atients rate* X *test
T
icate (decreased) unchange replace P (%)
GPFX 4 4 4/4
G (+) +G (+) OFLX 1 1 2 212
GPFX 1 1 V1
+) + - —
G (+) +G (-) OFLX 4 9 6 6/6
GPFX 1 1 1
§ |G *G (=) OFLX 0 - -
3
(5]
& GPFX 3 1 1 5 4/5
g +) + —
= G (+) +anaerobes OFLX 4 4 m
2 GPFX 3 3
E G (-) +anaerobes OFLX 1 1 ?ﬁ —
E’ GPFX 2 1
& anaerobes + anaerobes OFLX 1 1 2 32 -
GPFX 1 1 2 2
G (+) +G (=) +anaerobes OFLX 9 9 ;//2 —
Subtotal GPFX 15 3 0 1 19 1619 (842)  N.S.
OFLX 12 1 0 4 17 16/17 (94.1) p=0.680
Total GPFX 49 4 2 3 58 52/58 (89.7) N.S.
OFLX 52 3 0 5 60 57/60 (95.0) p=0.455

N. S.: not significant, *eradicated +replaced/no. of patients
GPFX: grepafloxacin, OFLX: ofloxacin

BIREIEBRABBREEDOE —EIRE L L TOFMIX
SHIEDLOLBVEEZ IO, L2L—AT, -7
75 LRI BEOERARFRBIIEICBVTER S
NTW327953IV7 - F7a37 4 AKX BBRRIEL
BHTHE, 77IV7 - b TIATT 4 ARRIER,
BRI, AL EDERVPHBENGHAEHETHL I L
PEHT, ZOHFEEFRBRASATICRATEIhSL L
R, AEIIHTHEBRIATFIEDE I ETREL
BHILORBE - r—AbEAbNMb, Tz,
AiEE OBEERLHERNICBTE2HERNOEERRIC
BWTHHEHEEATEY, ZOBKLEOERIKNE
s

—%, ¥/ RREEIIOVWTE, TV VAR
ZIRULDETHIHF 2 O ¥ EITRBEEYE R AR
EENTVN whwboa—Fu s ERBELT
L, ZOEVWHBE AR b VE R ZHEGBITED
5, FHHARYE, FENBRASONUBRRITHE
AR SN, T RERAFBRREEDHREL
LTR -5 27 % 2B EERCAENEOHFTE 2EAH
Thd, 72, BRIV ZOREILERDHEHZ T
IV7 - bFaARTARCHENEETAEIL-T7
YLAEL IR LB MAH Y, OFLX, tosufloxacin,
sparfloxacin, levofloxacin (2 AR H 3 2 @I HEED b5
hTwa, #2Th OFLX i3, 7 2BMHE, 774
RUEZ O CICHAKBEICH T AEVHEANRT PV
LNV ADERRNBREAT S END, Sk
B ME A L CECEROBBTHAZRTSEY,
2%/ urEORTRLHDTZZ7IVT - b

AT 4 AT HBEIEEEE L TR, AREOM
BB bh s — A28 % Empiric therapy D ER
EDOVEDELTHZOFMIH e, THDLHIT=
2—F% /70 yEIBORBELLTHEIEN DD
THH—HT, ZOEHII2>VTIEHKLLELDS
NBERETHD, DEDIIREHDOETHB~NDEA
BESTHY, ATPFNBUBITHPZDOONDL 72D
B ~DOHERHERITEILIEAREONRIINT IR
EUPELIER TRV ELORYTH D, T2,
FEATFOL FRIERBELOBRAICL 2ERFRERL
EOEPHEERCIZBERACOTFICERET L
EhdH DY,

DXz a—F /0y EOBRKHUEMIOE
BIZBWVWT, GPFX WHRDOFARELURTT 7 16
HEICHTIHBEHOBILL K GFE) ~0FEL
BITHE2ERL CHREINLEHIT, C. trachomatis
123 LT3 minocycline (ZIZIZEEHT 2B VB L %
A5 52, AEHOERAFFIRERAE N § 5 ERIKRS
“HRBOER, EBUCTFEHNRE, TEMRSHXR,
NV VBRE (BE) i LTEORRMEIHE
RBahie,

ZZ T4HHE, GPFX O AR SRR N T 5
BARRNAAEZ S SICEBRNIRFATS2EBT, Bk
DT E L BRWA RS OFMAH L SN TWw5S OFLX
ENBELLTC_EEREBRABLEBL 7, GPFX
BIU OFLX OWMFMFBLOBTHAZ Lh b, HRIT
BEEENTELBEZVILPSFEORRRELE L, &K
BREGABFRBEREEOR L 25 FEREYE, 5
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Table 23-1.  Bacteriological response
No. of patients Group A Group B
Causative organism Group |  Response Eradication Response Eradication Response ' Eradication
L Strains rate* yitest}— Strains rate’ xitest | Strains rate* X*test
eradicated persisted (%) eradicated persisted (%) eradicated persisted (%)
s GPFX 4 1 5 4/5 N.S. 2 2 212 2 1 3 23 _
e OFLX| 4 1 5 45 p=1000] 2 2 ) 2 1 3 23
oNs GPFX 4 1 5 4/5 N.S. 1 1 U1 _ 3 1 4 3/4 _
OFLX 6 6 6/6 p=0.924| 2 2 2/2 4 4 4/4
(Staphyl GPFX 1 1 1/1 1 1 V1
aphy ! _ _
phylococcus sp OFLX 0 N 0 _
. GPFX 1 1 17 1 1 v
S. pneumoniae — —
OFLX 0 - 0 _
S axalacti GPFX 3 3 3/3 1 1 71 2 2 22
. agalactiae — - -
d OFLX| 8 8 88 5 5 55 3 3 33
S anei GPFX 1 1 171 1 1 U1
. SuS — —
angino OFLX 0 _ 0 -
. GPFX 0 — 0 —
~|S. mitis — —
+ OFLX 1 1 1n 1 1 71
- GPFX| 2 2 2 1 1 N 1 1 n
OGS, oralis f — — —
OFLX 0 — 0 — 0 —
GPFX 3 1 4 3/4 1 1 2 12 2 2 212
S. constellatus — — —
OFLX 0 — 0 — 0 —
Strept GPFX 0 — 0 —
reptococcus sp. - -
P P orLx| 2 2 o) 2 2 o)
. GPFX 3 3 313 0 — 3 3 33
IE. faecalis — — _
OFLX 3 3 313 1 1 7 2 2 22
. GPFX 3 3 3/3 1 1 V1 2 2 22
Corynebacterium sp. — — —
OFLX 2 2 212 2 2 22 0 —
GPFX 1 1 _
G. morbillorum 1 — 0 — 1 1 n —
OFLX 3 3 3/3 3 3 3/3 0 -
subtotal GPFX | 26 3 29 26/29(89.7) N.S. 8 1 9 8/9 N.S. 18 2 20 18/20(90.0) N.S.
ul
OFLX | 29 1 30 29/30(96.7) p=0.580| 17 0 17 1717 (100) p=0.742| 12 1 13 12/13(92.3) p=1.000
£ coli GPFX | 16 16 16/16(100) N.S. 6 6 6/6 10 10 10/10(100) N.S.
’ OFLX | 17 1 18 17/18(94.4) p=1.000[ 10 10 10/10 (100) 7 1 8 /8 p=0.908
) GPFX 1 1 17 1 1 1
IK. pneumoniae — —
OFLX 2 2 2/2 2 2 22
) GPFX 2 2 212 0 — 2 2 22
\H. influenzae — — —
OFLX 3 3 3/3 1 1 1 2 2 22
£ o GPFX 1 1 17 1 1 ”mn
¢ — _
oaca OFLX 0 - 0 -
B GPFX 1 1 1n 1 1 1
IA. baumannii - —
OFLX 0 — 0 _
GPFX 1 1
\P. mirabilis ol - 1 1 un —
OFLX 0 — 0 _
T , GPFX | 1 1 2 112 1 1 2 12
— |P. aeruginosa — —
o OFLX 1 1 171 1 1 m
p . GPFX 0 — 0 _
. cepacia — _
P OFLX| 1 1 1n 1 1 il
M. morganii GPFX| 2 2 o2 1 1 7 1 1 11
- mOTE OFLX 0 - 0 - B 0 -
) GPFX 2 2 2/2 1 1 1 1 1 v
A. xylosoxidans — — _
OFLX 1 1 111 1 1 ”m 0 -
©) NF-GNR X 0 - 0 -
i OFLX | 1 1 n 1 1 !
Neisseri GPFX 0 — 0 _
eisseria sp. — _
SR oRX | 1 1 n 1 1 m
btotal GPFX | 27 1 28 27/28(96.4) N.S. 12 1 13 12713 (92.3) N.S. 15 0 15 15/15(100) N.S.
subtotal
OFLX | 27 1 28 27/28(96.4) p=1.000| 16 0 16 16/16 (100) p=0916 11 1 12 11/12(91.7) p=0.909

CNS: coagulase negative staphylococci
(G) NF-GNR: glucose non-fermenting gram-negative rod

N. S.: not significant, *eradicated/strains
GPFX: grepafloxacin, OFLX: ofloxacin
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Table 23-2.  Bacteriological response

No. of patients Group A Group B
Causative organism  Group |  Response Eradication Response Eradication Response Eradication
————Strains  rate’ yitest{— Strains rate’ yitest | Strains rate’ 77 test
eradicated persisted (%) eradicated persisted () eradicated persisted (%)
) GPFX 4 4 4/4 1 1 V1 3 3 3/3
P. anaerobius — _ _
OFLX 2 2 212 2 2 212 0 -
GPFX 2 2 2/2 2 2 2/2
\P. magnus — _
OFLX 2 2 2/2 2 2 2/2
. GPFX 2 2 212 0 - 2 2 22
IP. asaccharolyticus _ _ _
OFLX 2 2 212 2 2 212 0 -
j GPFX 1 n 1 1 U1
P. prevotii — —
OFLX 1 0 — 0 —
GPFX 1
IP. tetradius ! 1 — 1 ! v —
OFLX 1 1 171 1 1 1
o GPFX 1 0 — 0 —
IP. lacrimalis _ _
OFLX 1 171 1 1 U1
GPFX 4 4 4/4 3 3 3/3 1 1 V1
Peptosteptococcus sp. — — _
OFLX 2 2 212 2 2 2/2 0 -
GPFX 1 1 171 —
Veillonella sp. / — 0 — ! 1 1 —
OFLX 1 1 171 1 1 V1 0 -
GPFX 1 1 0/1 1 )/
B. fragilis / — ! ol —
OFLX 1 17 1 1 1
, GPFX | 1 1 7 1 1 71
IBacteroides sp. — —
OFLX 0 - 0 _
@ . GPFX 4 1 5 4/5 1 1 2 12 3 3 3/3
2 |P. bivia — _ _
S OFLX 2 1 3 2/3 2 1 3 2/3 0 -
kS , GPFX 0 — 0 —
é IP. denticola — -
OFLX 1 1 1 1 1 U1
L GPFX 0 — 0 —
IP. melaninogenicus - -
OFLX 1 1 mn 1 1 171
. GPFX 0 — 0 —
P. disiens — —
OFLX 1 1 n 1 1 V1
1P, loescheii GPFX 1 1 0/1 1 1 01
. loescheti OFLX 0 N 0 N
GPFX 0 = 0 -
\P. oralis - -
OFLX 1 1 171 1 1 171
Prevotell GPFX 0 — _ 0 - B
O opx | 1 1 0 1 1 i
GPFX 3 3 33 1 1 ” 2 2 212
IP. asaccharolytica - - —
OFLX 0 - 0 - 0 _
b vincivai GPFX| 1 1 171 1 1 U1
. gingivalis OFLX 0 N 0 B
GPFX 1 1 171 1 1 V1
IMobiluncus sp. - -
OFLX 0 - 0 _
GPFX 2 2 2/2 2 2 212
\Fusobacterium sp. - -
OFLX 0 - 0 _
. GPFX 2 2 212 1 1 U1 1 1 U1
lAnaerobic GNR OFLX 1 1 1 1 1 1 0 _
GPFX | 29 3 32 29/32(906) N.S. 9 3 12 9/12 (75.0) N.S. 20 0 20 20/20(100)
sbtotal  oprx | 20 1 21 20211952 p=0928| 17 18 17718 (944) p=0324 3 0 3 313
) GPFX 6 6 6/6 6 6 6/6
C-trachomatisoerx | 10 10 1010(100) 10 10 1010 (100)
GPFX | 88 7 95 88/95(92.6) N.S. 35 5 40 35/40 (87.5) + 53 2 55 53/55(96.4) N.S.
Total OFLX| 8 3 89 86589096 p=0384| 60 1 61 606l (98.4) p=0068| 26 2 28  26/28(92.9) p=0870

+:p<0.1, N. S.: not significant, *eradicated/strains
GPFX: grepafloxacin, OFLX: ofloxacin
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Table 24. Overall clinical efficacy

(evaluated by the committee)

Overall clinical efficacy No. of Efficacy rate*
Group excellent  good poor  patients (%) X" test
GPFX 7 47 4 58 93.1 N.S.
OFLX 10 43 5 58 91.4 p=1.000
N. S.: not significant, *excellent + good/no. of patients
GPFX: grepafloxacin, OFLX: ofloxacin
Table 25. Adverse reactions
Group GPFX OFLX
Number of patients with adverse reactions 119 117
Number of patients analyzed for adverse reactions (%) 9 (7.6%) 7 (6.0%)
Fi N.S.
isher’s exact test p=0797
dizziness 1
headache 1 2
headache - floating feeling 1
insomnia - night pollakiuria 1
epigastric pain 1
Adverse stomachache 1
reactions stomachache - bitter taste 1
nausea (retching) 1
nausea * vomiting 1 1
nausea * vomiting - diarrhea 1
nausea * diarrhea - constipation 1
rash 1 1
N. S.: not significant
GPFX: grepafloxacin, OFLX: ofloxacin
Table 26. Abnormal laboratory findings
Group GPFX OFLX
Number of patients evaluated for abnormal laboratory findings 104 108
Number of patients with abnormal laboratory findings (%) 5 (4.8%) 1 (0.9%)
Fisher’s exact test .
p=0.114
WBC | 1
Type of Eosinophil. 1 1
abnormal GOTt 1
laboratory GPTt 1
findings GOT?t - GPTt 1
Al-P1? 1

N. S.: not significant
GPFX: grepafloxacin, OFLX: ofloxacin

RHBRBEBLIUNAVEY VBRE (BE) & L. AR
BOBE - ARIX OFLX D@t ShTwiRERD
1 H 600 mg (4 3) ZHL, GPFX ik hics & %o
TERL7-BRE _HRAREMGBITHES X OHBED

HhEDOEBHRETEES,S 1 H300mg (1) &L

720
ERAMERERMEICH T2 MERO _EERIEB

RERIABTHEIC 7T RBVER ST 25, xR



VOL. 45 NO. 7

Grepafloxacin @ %YM S &Y be B a5k 549

Table 27. Safety

Safety
Group No. of Safety rate* Statistical test
safe almost safety not safe  Patients (%) ( x*test)
safe questioned
GPFX 92 10 1 106 86.8 N.S.
OFLX 101 6 0 109 92.7 p=0.232

N. S.: not significant, *safe/no. of patients
GPFX: grepafloxacin, OFLX: ofloxacin

Table 28. Usefulness

Usefulness

Statistical test

No. of Usefulness Test of clinical equivalence (A10%)
Group . slightl not 3 rate* Usefulness rate difference (GPFX- OFLX)
Y useful ety y questioned Patients (909 . X * test U test
useful useful  useful 90% CI of the difference)
GPFX 21 64 3 4 1 93 914 0.9% N.S. N.S.
OFLX 19 67 4 5 0 95 90.5 (-6.0%~1.1%) p=1.000 p=0.670

N. S.: not significant, *very useful + useful/no. of patients, CI: confidence interval

GPFX: grepafloxacin, OFLX: ofloxacin
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Double-blind comparative study on grepafloxacin and ofloxacin in infectious
diseases in the obstetric and gynecological field
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We conducted a double-blind comparative study of grepafloxacin (GPFX), a new oral quinolone
antimicrobial agent, in order to evaluate its clinical efficacy, safety, and usefulness in patients
with obstetric and gynecological infections, and used ofloxacin (OFLX) as the reference drug.
GPFX and OFLX were administered orally to the patients at doses of 300 mg q.d. and 200 mg
t.i. d., respectively, for consecutive 7 days.

1) Clinical efficacy

Of the 244 patients treated with GPFX or OFLX, 201 were included in the evaluation of clini-
cal efficacy. The efficacy rate [(excellent+good)/total] was 98.0 % (98/100) in the GPFX group
and 93.1 % (94/101) in the OFLX group and the difference between the groups not significant.
The 90 % confidence level for the difference in efficacy ranged from 0.2 % to 9.7 %. These
results domonstrate that the efficacy of GPFX and OFLX is equivalent.

2) Bacteriological effect

The bacteriological effects of GPFX and OFLX were evaluated in 118 patients. The eradication
rates were 89.7 % (52/58) and 95.0 % (57/60), respectively, showing no significant difference
between the groups.

3) Adverse events and abnormal laboratory values

The incidence of adverse events was 7.6 % (9/119) in the GPFX group and 6.0 % (7/117) in
the OFLX group. The incidence of abnormal laboratory values was 4.8 % (5/104) in the GPFX
group and 0.9 % (1/108) in the OFLX group. No significant difference was observed between the
groups.

4) Safety

The safety rates (safe/total) were 86.8 % (92/106) in the GPFX group and 92.7 % (101/109) in
the OFLX group, showing no significant difference between the groups.

5) Usefulness

The usefulness rates [(very useful +useful)/total] were 91.4 % (85/93) in the GPFX group and
90.5 % (86/95) in the OFLX group, showing no significant differences between these groups. The
90 % confidence level ranged from —6.0 % to 7.7 %. These results demonstrate that the useful-
ness of GPFX and OFLX was equivalent.

These above findings confirmed that the clinical usefulness of GPFX 300 mg q.d. and OFLX
200 mg t.i.d.is equivalent in patients with obstetric and gynecological infections.



