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Table 1-1. Institutes and doctors participating the study

Institute

Department

Doctor

Asahikawa Medical
Collage

Department of Obstetrics
and Gynecology

TeTsuYA SHiMizU, YUTAKA YOROZU,
AKIRA SouMa, TovyoKAzU SAITO

Asahikawa Red Cross
Hospital

Department of Obstetrics
and Gynecology

HiromiTsu Haca, TENSHU HASEGAWA

Monbetsu Prefectural
Hospital

Department of Obstetrics
and Gynecology

Yutaka Tori, TADASHI SAGAWA

Nayoro Municipal
Hospital

Department of Obstetrics
and Gynecology

SATOSHI SAITO

Hokushin Hospital

Department of Obstetrics
and Gynecology

Hisatomt MizoGucHl

Nikko Memorial
Hospital

Department of Obstetrics
and Gynecology

KAzuHIDE MURE

School of Medicine
Yamagata University

Department of Obstetrics
and Gynecology

Tersuro CHIMURA, NoBUYUKI MORISAKI,
TosHio HIRAYAMA

Shonai Municipal
Hospital

Department of Obstetrics
and Gynecology

YuuicHr SumiyosHl, WAKAKO SAKURAI

Nagai Municipal
Hospital

Department of Obstetrics
and Gynecology

REISUKE MIYATA

Oguni Town Hospital

Department of Obstetrics
and Gynecology

Keny1 NakaHARA, Kazuyo Ko

Tendo Municipal
Hospital

Department of Obstetrics
and Gynecology

TapasH1 GoTo

School of Medicine
Tohoku University

Department of Obstetrics
and Gynecology

AxIrA Yajyma, KuniniRo OKAMURA,
Mitsuo Kyozuka

Sendai Syaho Hospital

Department of Obstetrics
and Gynecology

TosHiAKI WAKUSAKA

Igarashi Clinic

Department of Obstetrics
and Gynecology

AKIRA IGARASHI

National Sendai
Hospital

Department of Obstetrics
and Gynecology

KaTsuyuki TakAHAsHI, NoBUKO IKENO,
HirosHr Enpo, Isao SHiMa, Hiroyukt Mourt

Koto Hospital

Department of Obstetrics
and Gynecology

Seil MATSUDA, Masaakl Suzuki,
Hiroak! Hirayama, Kinki OH

School of Medicine
Showa University

Department of Obstetrics
and Gynecology

Nankun CHo

International Goodwill
Hospital

Department of Obstetrics
and Gynecology

KaNnco Fukunaca

Kunii Hospital

Department of Obstetrics
and Gynecology

KaTtsuaki Kunn

School of Medicine
The Jikei University

Department of Obstetrics
and Gynecology

YosHITERU TERASHIMA, TATSUMASA SEKINE,
NoBUHIRO TSURUOKA, MICHIHIRA KITAGAWA

School of Medicine
Teikyo University

Department of Obstetrics
and Gynecology

MasanoBu Hocaki, TakasHr Tsujt,
SHIGEKI TAKESHITA

Nishiarai Hospital

Department of Obstetrics
and Gynecology

HanMme Iwase
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Table 1-2. Institutes and doctors participating the study

Institute

Department

Doctor

Tokyo Kyosai Hospital

Department of Obstetrics
and Gynecology

Tatsuva Kouara, Yukio MATsut

Kawasaki Municipal
Hospital

Department of Obstetrics
and Gynecology

SuiGERU Havasin, Yosniyus! Iwata,
Yosiiio Soyaya

Toyama Prefectural
Central Hospital

Department of Obstetrics
and Gynecology

Masaya Tatexo, Takasii NakaNo

Kanazawa Medical
University

Department of Obstetrics
and Gynecology

Soryu Kuwapara, Haruvo TAKABAYASHI,

Tosumko Iura, Mayi TovosHitTa

School of Medicine
Gifu University

Department of Obstetrics
and Gynecology

Katsuai Nopa, TErunko TaMava,
Kuxniko Ito

Gifu Municipal Hospital

Department of Obstetrics
and Gynecology

MoTokl HavasHi

Tajimi Municipal
Hospital

Department of Obstetrics
and Gynecology

Keiu Ninoaiva

Nagoya City University
Medical School

Department of Obstetrics
and Gynecology

Yosuiakl Yacanmi, SEir HaNapa,
MinorU Manzat

Nagoya City Higashi
Hospital

Department of Obstetrics
and Gynecology

Takasur Kitamura, HIROSHI SAKAIDE,
Yutaka OKUMURA

Komono Kosei Hospital

Department of Obstetrics
and Gynecology

Koujt NaKAMURA

Inabe Kosei Hospital

Department of Obstetrics
and Gynecology

Akiniro TaNical

Nagoya City Johoku
Hospital

Department of Obstetrics
and Gynecology

KouicHi Kok

Toyokawa Municipal
Hospital

Department of Obstetrics
and Gynecology

Yukiko Kaniya, Satosur Fujisawa

Nakatsugawa Municipal
Hospital

Department of Obstetrics
and Gynecology

Y ASUNORI MORITA

Kyoto Prefectural
University of Medicine

Department of Obstetrics
and Gynecology

Hirojt Oxkapa, TakAO YAMAMOTO,
JINSUKE YASUDA

National Sabae Hospital

Department of Obstetrics
and Gynecology

Masaakl Kaxao

Osaka Medical College

Department of Obstetrics
and Gynecology

Osanu Stcivoto, Kosuke Kitsuat

Saiseikai Noe Hospital

Department of Obstetrics
and Gynecology

SyuicHr KaMIKI

Doi Clinic

Department of Obstetrics
and Gynecology

SoNosUKE Dot

School of Medicine
Kinki University

Department of Obstetrics
and Gynecology

Kuchiro Noba, KAICHIRO YamaMoTO

Nara Medical University

Department of Obstetrics
and Gynecology

MotoHiko Icnijo, IKUKO SHIMAMOTO,
Masayukl Kyunma, KENSUKE Saito

Fukuyama National
Hospital

Department of Obstetrics
and Gynecology

Koyt HiraBayasHl, ETsuko Oxaba
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Table 1-3. Institutes and doctors participating the study

Institute

Department

Doctor

School of Medicine
Hiroshima University

Department of Obstetrics
and Gynecology

ATsusHl Funiwara, TAKESHI URABE,
Hirovyuki Narro

Hiroshima Gnenral

Department of Obstetrics

Yukinort Nakao, Tsuneo Fuji

Hospital and Gynecology
National Ootake Department of Obstetrics Hipeo KisHipa
Hospital and Gynecology

Hiroshima City Hospital

Department of Obstetrics
and Gynecology

Fumio Doko

School of Medicine
Fukuoka University

Department of Obstetrics
and Gynecology

KonicHl SHIRAKAWA, TsuvosHi KANAOKa,
SumiHiko Tono

School of Medicine
Nagasaki University

Department of Obstetrics
and Gynecology

Touru Yamagg, Tomomr Fukui,
Hipeakl Masuzaki

Tagawa Municipal
Hospital

Department of Obstetrics
and Gynecology

JYUN SHIGEMATSU

Nagasaki Atomic Bomb
Hospital

Department of Obstetrics
and Gynecology

Kenicur Kuroujt

School of Medicine
Kagoshima University

Department of Obstetrics
and Gynecology

Yukiniro NAGATA, TosHIKI OKI,
TosHinorl Fujino

Saiseikai Sendai
Hospital

Department of Obstetrics
and Gynecology

Axk1yukl Kawakami

Oshima Prefectural
Hospital

Department of Obstetrics
and Gynecology

Tersuper Uepa

Izumi Municipal
Hospital

Department of Obstetrics
and Gynecology

Syakueyo Go
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Fig. 2. Regimen of administration

Bl

1) KRABREMCOONER S Sh, TTioER
PE L22H HIES
5 /R UyHRBHHIEIR=v ) vREFZT LLF
—DEEDH BHEEH]

6) EEILHFELABFBREREE DS B
) TADATE DKEVEREE 02 b OBEERE
D B B EE B
8) IFhE ¥ o3I
9) TOMEREITE LY &OEIM U7CEE O

FRABOEMCE L TiL, AMXOERCHHE TR
ABONELXHAL, AAFRREEORAEXBLZ
&Lt
2. RBEAR IOHBREHE

REBREA L1 BREBITROBEY TH 5,

F5 %A : NY-198 1@ 200mg 1 B 3@

*$RFEA) : BAPC 18] 250 mg (Fffi) 1 H 4@

BMER IR R Hc), ThfhftitT57 7
tREREbY, Fig. 2 WRTHEERA Y &2 — L0
WiEl@lA4EE L, EF@LE (SP @) i1
R, BR% A% REMOERTEY L, ZOEHF
Ravber—5—-KIUHRIZX O IE EZPIARE 2B
RTHHZ DRI NI,

WER L L E— k53 By, Fo K54S ER
ABEL, F7ES Y IECRE LEE LIcbow 1E
Bl & L, INB-GJ & #iR Lz, 5118 — k%5 5EH|
IDfTler &L, 2k, 4iEMDEIHEEL, &
M4 NY-198, BAPC 2 fEfIF 2B L5, 55
HlHav e —5—pHERILBELRTE AT, A
BETR Lico AR TR HIFORIEHEEED
MR EABEOE I SBETHI L L L, i1
B, BEEGIHL 240 flE Liz,

3 avirr—535—

a2 v b e =), BRKFRFDEREEE DI
WbicFEus L, #ERASHROMEN WEAELDOT
7 LA L DFIIARENE DL, FERIOMERILE O 17,
F—a— FOFELAHSIVHEEED F—2DOTE
PE, fRITRS R DIRAE 7s & R (R LT,

frds, RBBAGEHRS OB THIC, 2vbe—F =
IE(EA i Lc o o A>T, WA D
ERROBE L & DMHIFENIRAR 2 T ER K FHUED
#E (EFRELD) kB Lic, TORBRMEA LD
HEBCZARLEELDTHAHZ MR I NI,

4. FEF| o5 E

HEMR 7 BMESHE S 2R A L L, EEBAedlfEA
NRBLIEBEREGRFETAZEnTELLDEL
7o ¥, BEOD EHRELS BIMAEL T LS
&, HHCTEROHEN AL N TRBER & B L4
W LA ET A A TLRIE3 B ST 52 &
&Lt

7k, ThHESEPIETAEA L &SP IERRCATE
DBEEXITEV, PIEEAS JOTREAER TR L
TR S TOBHEXTILOZ L& LI,

5. BERZERS XU RDAE

AT m A FEMREURA OO B Lic, £
fb IR, A7 = A FAIDOBRE T b2 &L
Too et LBF LU B IR 2T~ 128BE81 *©
D EE TO/BIZOVWTOHERTIe» e ETHAE
4, 1 BiSE 5N SR RERCERT S
L Lt

i, bl Lrefd =« DO FERID RBRER DR RIS
2 BFEORMIOLTIY, *—2— FEHEINCEES
CTHIE Lo

F i, AR T 1B &R T ONE YR E
TR TAS L L L

6. FERIEROPBZEL LOREHEA

D EEREROBE

BZEEAITLED LRV EL, BHIOBTAZ EXR
Hl & Loy, &G 5PAG R, 5 3% X0 7H
BT L, (RBCHhIABERE R 228 A
DR TACE L LT,

CARE)

(1) Rl - F2NE

(2) T : 2L, F2dts, Wm0 3ERR

(3) MBS DESRG: 7oL, 33\, FRu-oD 3 B

@) AZCTXH FEEDDD B BAER :
L, BRIE, PRI, WEEO 4 Bk

(B%H)

D iR JZE



976 CHEMOTHERAPY

JULY 1989

) FEF&x:7l, »bHoD2ERH

3) EE:%L, »ho2EMHE

@) EE: 7L, bHO2EE

(G) KE&X:lcm K, 1~2 cm Ki, 2~3cm
K, 3em LI Eo 4 B

6) BH Carbry vBRBEOZX) L, HhD2
123

%7, BIFAVELRBERNER LB, £
oER, BE, REB, ERERRFR LB BERiRED
WCRIAETCR D IS AR R REE T A L E LTS
2) ®EHE

HinEks, CRP, mit (1BMEE) wo2wTiy, #5
BAttH, ®E3IB%, 7THBRCLTRETHZ LEL
1o

FIERE, ~EF/evy, ~<b 7Yy b, HMERSD
B, m/) kgL, S-GOT, S-GPT, AL-P, BUN, S-7 v
7F=v, REH, FEKECOVTUL, H5HKBAS
JOBERTHICATEERBOIRET A2 L& L

ek, BEBIIALIE ORERREE B SHRARNC
LTELIEBEL, TORORBEFTMEHL, £0
BE, RBREALORERF HRcoOVTHRERICR
HTro e L,

7. BREORE

B 5BAAE, BRERTHRCTEANSY, [EI WY
¥ 75 AENES D VCIBHEoRBE LicHy) s
EREME Y, R d 5 ITEECTERL, FRLE
BELr vrHE—2=® (=19 754) THA
%, EODPILERBEERRE L v £ — ARG T
Bl Lt ABTREVWTEONE, RER IVR
BT AR/ REMEILEE (MIC) % BARLFER
EFLSEEERILH - THE Lico

¥t AERCFVCTLAEOLH REXE/RTS
ke LT

8. H =

1) THREZIHHE

FHRE DHIEICES TR EBAAR OREYIEEEE *
WRiE, hEsE, EAEO SBRET, FBMEER BK
BRERZOWB CESXBEERYDRLERNRE, TE *
2YUE, TE, BLD 5Bk XOHEREICHE Lo
Lo tbin O TIREIER, BRREBOREOFES L
UCFOBEREXBEL, BIfEML, BfFArH-1
Py ke, BIfER TR GPIED 3 Bkl JUHETRE
WCHIE Lo X &1t Atk EERE LBIfERS LR
FHREBRETNAHELT, FHcHE He Lbbl
Bz, AR, JERCT O 5 B R X OHIEAE
p:zié[]% Lo

2) ERL&IBHE

*—a— VRHHERS (B RERR, #ki
t, 3 FR —ENT FERC MENLD) 8y
avir—35— CNIBR) OB 2L 4
FERENER I i, FhicEkSERMtE JUB%ER
DHIE, EIERE, HREUE MTERRETOCTRE
it &Nt

1) 2k

X GIEBI A F—BNCHIET B1cd, TaRBkiEEyy
EL, THRIEEADEELXRE LI,

AR 2D 5\ R DM X BEFHDEL, K
B X BATFEETH 5 VI TFEMBHHEYBICERY
B, K 37°C UL, »5\ixAMmERE 8,000 [t
553 CRP () LEDEFIET R, 1L, B
FEARRFCOVWTREBHIE S IO ERYEEL,
B %« DEFICO EFBEXRETHZ L ET D,

BB : %, ER BREETHENLT 5, ik,
SR Y VBRI O\ T B H ANEERR LB BIEM LT
Z)o

(2) FEHHE

TREEC Y VEEE, BRDE HEFHHRL
CHERZR & MBI R Y BIRE LR SRR LT
L7,

OBERHA

BEAL LT 5B E (—2~BKBA), 384
(2~4R8) BIV7 A% (6~9 ) ©3EEHEIT

@BZEHEHE Lo AL

SHlE B 3 X OV D S5k Table 2 0 X 5 icEdh,
7o LABEOREBAA B e k3 5 4 5/fE B © S504
it (A S0 233 ST O EMR BT 5 2 il
oo

QEEE (ABDOZR)

BB AR 5 eS8 X b, BE (4~6
RO, HHE (7~9 &), HE (10 SLLE) © 3EHET
HE Lo

@HRHE

CATH)

BE3RK S X U7 H % o sEES Fig. 3 ki
T, EWUE oE COUE UEETO4BMH
T L1,

Wi, COREELE, ERGEY Fig. 4 oF
FEEITFE ST, EW), B EHO 3BEMEICHE Lk

(B#)

LT ot X v, A2, @50 3 g cHEl
7

W RE 3 BROKRE AR, BERE N



VOL. 37 NO. 7

Lomefloxacin & bacampicillin o 3%t R 977

Table 2. Clinical and laboratory findings and their scores

Check item (Score)
bod — ~36.9 0)
0
t Y t 37.0~37.4 (2)
mperatur.
{;:f € 37.5~37.9 )
—— 38.0~ (6)
—— none (0)
abdominal pain painful sometimes (1)
L—— painful always (2)
— none (0)
light 1
local tenderness SHE . W
A-group* medium (2)
—— severe (3)
o <8 (0)
WBC 8~<10 (1)
(X10%) 10~<12 (2)
— 12~ (3)
— - (0)
CRP +~2+ (1)
3+~4+ (2)
5+~ (3)
. l: no (0)
pain ves (1
— <1 (0)
B . size 1~<2 (1)
group (cm) 2~<3 (2
L— 3~ (3)

us

abscess only)

p no (0)
(Bartholin gland ———': ves 1)

* A-group . intrauterine infection or adnexitis
** B-group : bartholinitis or Bartholin gland abscess

Day 3 or 7

Tt W
o |79 I 4%7’
4~6 ///////4

V77 improved
[ not improved

markedly improved
[ slightly improved

g.3. The committee’s criteria for improvement

PlEatEsh, 7 BcEMEERSTESICHEELE
Blo 7ot LER), 068 F 7okl L7 ERIIARY &3

R : 85 3 BROKE SH, BEMBAICEN]

Day 7

Degree of [markedly slightly not
improvement | improved improved improved | improved
markedly

improved

Day improved

3 |slightly
improved

improved

excellent

good

3 poor

Fig. 4. The committee’s criteria for clinical efficacy

SBEIR, 7T ARCBELEER ELTHE £ L E
Blo
R 5 3 AFRCEMEEROHUEN F 572K &5
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Rhigvhs, H50E7 BERICEMEERNELCE% L
Te\WEBo

LR oHERECHKY Lis\ 5 3 AR EMEER
DHEENE oo A bhigwa, 7 B EMEERA
AL LICEMXER L HE L
CHEFHIZIR

REL, BREMRRELHEL B40Efro2E
REVHEEL, Bl —BHEEERIALLREED
B, EER, TED4RSF LORBOHER Lico
Iethit : BAB ST CORBLENIEER, b LL
BRET X ) RERSERATEOH S

— I E AL ER O | ARSI
KoRFENIESh, BERCEDO—FOEBEDOLA
W LcBe, TRBOARBEORINALNICE

Ho

B BRREBRCERENTNTHEL, Thil
NoBEELIEINIE S,

TG : BFIREH D REFHOBLEN TN THFR Lic
B

RE : FRREBCRABOHEHRNETBTHLHER,
CRaBERHR

FERZI R L IR RE 2 EIE L, Fig. b w8
K-> TRAEBRBHR 2HE L1

9. EGIOEDFE
FELRIVzvie—S—DORRTIY, F—a—
FEIHE I RBREREM BT 5 EFfleonT, B
M, BEORDFVHREINI, FRABROLB IR

Y| eradicated | " '\ replaced | unchanged | ideigy

excellent

good //////

poor

|
excellent good [_]poor

Fig.5. The committee’s criteria for overall clinj
ica

efficacy

BRIV TIEER L S84 (Table 2) L, %og
AEBOBEE (Fig.3) »LERHR (Fig. 4) oy
¥THZ L E LI, LAREHEE ORBRELNFY
TH o Tete DB E RB O BNRETE LB - Em
EELSHENDBHRL Z &It L,

10. & —=— FoOBEH

BBRTHE, FHREASIGERAREZZEOHEFEOL Ik
FELSRER XOHEABTICOWTHE R TRV, 4o
TEREBTLEADavE - 2RANILTHE7-2
2, BEIhIcobavibr—F5—pF—a— ¥
L7

11, 5— x OfEMN

F— X DML, 2vir—F5—REOY ki, £§
FHEEHR ST v 2 — 8% L, BIER 0%
s UC WILCOXON JRVFIRTE, EHERERETHEH
Wi X REEREA L, BEKEXREMO0.05 &L,

II. 28 B8 X &
1. HNREF DR
AUBERBROKESREM 219 f (NY-198 # 12

Table 3. Number of cases studied

Case NY-198 BAPC Statistical
test
Total no. of cases 112 107 -
No. of cases excluded 28 31
No. of cases dropped out 6 4 NS
No. of cases evaluated for clinical efficacy 78 72 p=0.735
judged by doctors in charge
A-group 47 46 NS
B-group 31 26 p=0.736
No. of cases evaluated for clinical efficacy A 7:23 n
. . : A 45 -
tt be ( )
judged by committee members B30 (B : 26)
No. of cases evaluated for side effects 106 102
No. of cases evaluated for laboratory findings 99 94 -

A ! intrauterine infection and adnexitis

B : bartholinitis and Bartholin gland abscess
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Table 4. Reasons for exclusion and drop-out from evaluation

Statistical
Reason NY-198 BAPC
test
Disease not included in protocol 4 3
Symptoms did not satisfy the criteria 21 22
Serious underlying disease 1 1 NS
Exclusion | Other antibiotic given just before treatment 0 2 p=0.560
Combined administration with anti-inflammatory agent 2 1
Prophylactic medication 0 2
sub-total 28 31
No re-visit 3 2
Insufficient dosege 2 2 NS
Drop-out | yhufficient examination 1 0 p=1.000
sub-total 6 4
Total 34 35
Table 5. Classification diagnosis
. . Total no. Statistical
Diagnosis . NY-198 BAPC
of patients test
endometritis 37 21 16
pyometra 3 2 1
intrauterine | Puerperal fever 1 0 1 NS
infection infectious abortion 1 0 1 p=0.718
puerperal intrauterine infection 11 5 6
A-group sub-total 53 28 25
salpingitis 39 19 20
adnexitis adnexitis 1 0 1 NS
sub-total 40 19 21 p=1.000
A-group total 93 47 46
bartholinitis 6 3 3
B-group Bartholin's gland abscess 51 28 23 NS
p=1.000
B-group total 57 31 26
Total 150 78 72 -

BAPC B 107 @) Thotzo Zhb 219 flicous
FRALEBV TR L LTOFENKRH I,
BINEBREIC X 5 BRZES O BRAEHE X VR
thic, TORFRIBRSHER 59 # (NY-198 B 28
BAPC # 31 f)), Bi%fER 10 f) (NY-198 B 6
BAPC B4 ) THh, Lichi-T 150 AIrHERhE
IR LI T, BRAEL BEEG, BROMERHER RO

KBIVEBBOSMECOWTIE, WREEEICAEE LR
DIRREDd ORI T, ek, THREHERAFADS b
T, BALHTERCHS LERLSHEHUEN Thbh
7-fEBIE 144 B (NY-198 B¥ 73 {5, BAPC # 71 fl)
<% -1 (Table 3),

BIfER D R Tix, BIZRLIERBE L 7s 2ot 5 6l
(NY-198 # 3 fI, BAPC # 2 #1), 3 AR 12 @REAR
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Table 6. Patients’ characteristics
Total A-group B-group
Characteristic . statistical statistical | statistical
NY-198 | BAPC NY-198| BAPC . | NY-198| BAPC
test® test test*
16~19 5 3 3 1 0
20~29 28 27 22 22 6 5 .,
NS NS NS
Age 30~39 22 20 14 12 - 8 8
. Z=0.068 Z=0.337 Z=0.307
(years) 40~49 13 16 4 6 o 9 10
p=0.945 p=0.735 p=0.758
50~59 6 3 1 4 2
60~ 4 3 1 2 3 1
~39 0 3 0 2 0 1
. 40~49 21 20 NS 14 16 NS 4 NS
Body weight ~ -
(ke) 50~59 46 28 Z=0.293 25 19 Z2=0.721 21 9 Z=1.754
g
60~ 8 16 p=0.768 6 7 =0.475 2 9 p=0.079
unknown 3 5 2 2 1 3
in 13 6 . 9 6 - 4 0
, . NS NS NS
Out/In patient out 63 65 37 40 26 25
. p=0.280 p=0.490 p=0.15
out<in 2 1 1 0 1 1
Severit." mild 22 25 NS 15 13 NS 7 12 NS
judged by
doctors moderate 52 44 Z2=0.863 31 31 2=0.513 21 13 Z=1.923
in charge severe 4 3 p=0.387 1 2 p=0.607 3 1 p=0.054
Underlying no 58 60 NS 32 36 NS 26 24 NS
disease and/or _
complication ves 20 12 | p=0.231| 15 10 | p=0.350 5 2 | p=0.43%
Prf;reatmeﬂt no 70 66 NS 42 40 NS 28 26 NS
wi
antibiotics ves 8 6 p=0.782 5 6 p=0.738 3 0 p=0.242

* Wircoxon rank sum test

34 07 (NY-198 $f 2 i, BAPC Bf 2 i), #MrtkdEicifi
o< 2 BREICIREEAIE Lo 1 ) (NY-198 $¥) s X O°
A 7o re S KB Ligh - 7o 1 Il (BAPC £%)
=t 11 flxEru 7o NY-198 #58¢ 106 fi, BAPC #5
B 102 flpiET g% & 2hic (Table 3),

BERBRAEBRTE ORI, RENBCEREED
FER TR 193 ] (NY-198 B£ 99 f7l, BAPC ##
94 fi) 1D\ THT7» 7z (Table 3),

2. B4t BB L ZOEMB

M5B OB - Bi%ETEd % Table 4 12 7RT o BRIF
SEGIZ, sEsEEE 70 (NY-198 B 4 i, BAPC 33
), UTEETHEA 43 ) (NY-198 ¥ 21 fij, BAPC
BE22 0D, EEgE EER 20 (NY-198 B 10,
BAPC B 100, ABBIAER Z CHEFA» ESFI I
2 ) (BAPC B 2 (), i 58UM#HIBHA 3 f (NY-198 ff
2 {l, BAPC ¥ 100, REY-TFritks 26 (BAPC B2
G1) Thotoo MIEEGNL, WBFLIEREE Lighr - 7c
501 (NY-198 %f 3 {ji, BAPC R¢2 (i), HZH5EARE4

7 (NY-198 £ 2 fil, BAPC B: 2 f7)), 2 ALIFE, BEi
K ZOBDOBENBEMMZ L5 1) (NY-198 5f) T»
7o

3. TRETOH—-HEOBF

H %h ¥ 3F i 5 & 4E (I 150 7] (NY-198 Rf 78 fil

BAPC %f 72 i) O A RRTFIOV W FHFEOR

D —E & BaT Lico

D & B8

ABED S BT EHRYx NY-198 #% 5-1¢ 28 fj], BAPC
5B 25 G, TEMREEIE NY-198 £ 5.5 19 f,
BAPC #4538 21 {jl, *7-BRfT(x NY-198 #5531
fil, BAPC 358 26 i TH v, HEBOHMEVTH
1 5B B R D (3E2D b g » 72 (Table 5),

2) i, FE, AR Sk ZTREEERE, BEE
B - HOHE, ATLE

&0, ABRIUBHEOLTFRIZREWTL ALK
FARFOSMRFEZEHIMCEE 2R » 3B»ohi
71z (Table 6),
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Table 7. Initial symptoms (A-group)

A-group total Intrauterine infection Adnexitis
Symptoms statistical tatistical tatistical
NY-108| BAPC |7 © 2| Ny-198| BAPC [0 <o | NY-108| BAPC |70
test” test** test*™®
~36.9 11 8 6 6 5 2
Body 37.0~37.4 16 17 NS 11 6 NS 5 11 NS
temperature | 37.5~37.9 14 6 Z=1.051 1 Z=1.097 7 5 Z2=0.270
(*C) 38.0~ 6 14 p=0.292 4 11 p=0.272 2 3 p=0.785
unknown 0 1 0 1 0 0
none 2 2 1 2 1 0
Lower . NS NS NS
. sometimes 16 15 10 11 6 4
abdominal Z=0.121 Z=1.024 Z=1.307
. always 28 28 —0.903 16 11 0,305 12 17 —0.191
paim unknown | 1 T 1 1 |PT o o [P
none 2 3 3 0 0
Lower i NS NS NS
i mild 21 18 13 10 8 8
abdominal Z=0.286 Z=0.032 Z=0.255
severe 22 24 11 11 11 13
tenderness p=0.774 p=0.974 p=0.798
unknown 2 1 2 1 0 0
none 0 1 1 0
Local slight 10 7 NS 5 NS 3 2 NS
oca medium | 21 22 | z=0.380| 14 10 |z=o0702| 7 12 | 2=0.506
tenderness®
severe 14 15 p=0.703 8 p=0.486 9 7 p=0.612
unknown 2 1 1 0 0
<8 18 12 9 6 9 6
WBC 8~<10 16 14 NS 11 6 NS 5 8 NS
(x109) 10~<12 5 11 Z=1.478 6 Z=1.236 3 5 Z=0.939
12~ 7 8 p=0.139 6 p=0.216 2 2 p=0.347
unknown 1 1 1 0 0
- 13 7 8 2 5 5
+~2+ 23 29 NS 13 15 NS 10 14 NS
CRP 3+~4+ 7 6 Z=0.634 3 4 Z=1.209 4 2 Z=0.402
5+~ 3 2 p=0.525 3 2 p=0.226 0 0 p=0.687
unknown 1 2 1 2

on uterine body or adnexa
** WiLcoxoN rank sum test

B 5-BALGRERT R
ERBKFOBENRES LOREMROFESLLOR
AF, TEARE FEMAREHL BHOVLTH
LTh, MREERCERRR Y IRD LI
Tables 7, 8),
ZRLE\EEEHE
FHRoWT, BB ADER LREBOREG R
ERECIFCEE, PHE BEEOIBETHE
ZT&') o
WOEEETM LT, ARLHK TERRES X

CFEMBBRAOVGINL WEREFEBICEE LR 1257
Bdhhieh -1z (Table 9),

5) HHEEER X OEFRE

fRTR RO 144 Bk, TARL L MEBRERITEOWH
HoFWTHEE» BAEE LTHEIRIERI 90
fl (NY-198 B 51 fl, BAPC B¥ 39 ) TH 57, %
D5 HLEMmERY 72 f] (NY-198 B 40 i, BAPC ®¢
32 (i), BIHEEREY 18 ] (NY-198 11 {j, BAPC
70D ThHotoo BIMEGD NRL7 5 BIEE 25
B, 75 AEthE 20 fl, MERER 27 fITHD, D
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Table 8. Initial symptoms (B-group)

Statistical test
Symptoms NY-198 BAPC WiLCOXON rank exact
sum test probability
- no 3 23 NS
edness yes 27 3 p=1.000
unknown 1 0
et no 0 22 NS
welling yes 30 p=1.000
unknown 1 0
Pai no 0 1 NS
m -
B yes 31 25 p=0.456
1~<2 3 6
Si 2~<3 16 8 NS
(lze) ; u 12 Z2=0.017 —
cem p=0.985
unknown 1 0
. no 22 Zi NS
us ves 8 p==1.000
unknown 1 0
Table 9. Initial severity (A-group) judged by committee
. . . Statistical
Diagnosis Drug Total Mild Moderate | Severe test®
es
Intrauterine | NY-198 26 11 7 NS
. A Z=1.103
infection BAPC 24 5 12 p=0.269
. NY-198 17 5 NS
Adnexitis 2=0.219
BAPC 21 4 p=0.826
Total NY-198 43 13 16 14 . If5043
ota =1.
BAPC 45 11 14 20 p=0.204

* WiLcoxoN rank sum test

BRECOWTHEREFHECEE LR 33D bt
ot FREEERECHSVTD, EEAREY IIZEDL
hishr- 1o (Table 10),

W2, HEEECR LTHEACERESEEECL 2R
NEFEIERE (MIC) ##IE LBk D 111 &+
103 %kTH Y, ThOHDOHEE X T5 MIC izoW\T
B3t L7 NY-198 # & 2 » BAPC 458kt 5
NY-198 » MIC ® 4% (A:B) % X O¢ ABPC 0
MIC % (C: D) RzhFhEEEZRRHLIT, &
BEFHORZHCRE Y 3ZD LIt ik, £
B BEOTishhicEHicoWwTo MIC HHTH,
NY-198 582 kiF 5 NY-198 o MIC 44 (A) &

<

BAPC #EBficsiT% ABPC o MIC 4% (D) D
CHEELRY 3D OIieh -7 (Fig. 6),

1. FELHTC X BRI

ZESHEOEMEL - LIz 144 ) (NY-198 B 73
B, BAPC B 71 fI) oW THEBLHTEERXUT
TRTo

1) LEfIF XUOEBFIEKLE

SEAR LORBFIBRSE %L Table 11 127R Lico

LFEGITIE, NY-198 #E55 73 fich, 2% 17 f,
AR 44 B, &% 12 fiTHYH, BAPC HEEI1L71H
o, E%H19 6, H%h39 Fl, &X 13 HITH-T, Th
Fhoh®Rit NY-198 # 58 83.6%, BAPC 58
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Table 10. Type of infection

Total A-group B-group
Isolate statistical statistical statistical
NY-198| BAPC NY-198| BAPC NY-198 | BAPC
test test test
G (+) 12 13 6 6
Mono-microbial G (=) 11 9 5 3 6
infection anaerobe 17 10 9 4
sub-total | 40 32 NS 20 16 NS 20 16 NS
X Xt %
2 isolates 11 5 p=0.324 4 2 p=0.455 7 3 p=0.632
Poly-microbial 3 isolates 1
infection® 4 isolates 1 1
sub-total 11 7 4 3 7 4
Total 51 39 — 24 19 — 27 20 —

* Polymicrobial infection

NY-198 : E. coli and B. fragilis (4), S. agalactiae and E. coli (1), S. agalactiae and P. mirabilis (1), S. agalactiae
and K. oxytoca (1), E.coli and E. cloacae (1), E. coli and B. distasonis (2), Coagulase-negative

staphylococci. and P. anaerobius (1)
BAPC

. E. coli and B. fragilis (1), E. coli and S. constellatus (1), E. coli and B. thetaiotaomicron (1),

A. calcoaceticus and X. maltophilia (1), S. aureus and S. intermedius (1), E. coli and B, fragilis and
P. magnus (1), S. intermedius and E. lentum and B. asaccharolyticus and V. parvula (1)

(%)

100 Statistical test
A © B Z=0.381, p=0.703
C D Z=0.421, p=0.674
% 84 A : D Z=1.287, p=0.198
.g A+B:C+D Z=1.230, p=0.219
%
; 60
o -
i’: 404 o :(A)
E a  (B)
=
& 20 e :(C)
= (D)
04 T T T T T T T
Antibiotic used | Dryg MIC (ug/ml)  (Inoculum size : 10°CFU/ml)
for MIC o - : Total
measurement | administered |0.025 0.05 0.1 0.2 0.39 0.78 1.56 3.13 6.25 12.5 25 50 100 >100
NY-198(4) 8 6 4 5 6 12 15 2 1 59
NY-198 | '
8 BAPC(B) 1 3 6 1 6 4 5 10 4 2 1 1 44
N NY-198C)| 12 9 5 2 7 5 3 3 3 1 9 59
ABPC BAPC(D) 11 3 3 6 2 4 3 2 2 1 7 44
Fig. 6. Distribution of MICs
8L7% Thh, WMHEEHEC BEERIEDLRI- BH Tz NY-198 1 55% 30 fidk, E%h2 6, B

o
ABETIY, NY-198 #58 43 i, E2h 15 6, B
%19 B, M9 GICHER L 79.1%, BAPC LR

45 BIh, %) 18 ¢, Hxh 20 4, HEHH7 OITHDE X
84.4% ThHY, WEFLEHEIC AEEITED LR -
12

25 fl, fm®7%h3 (I THBHFRIL 90.0%, BAPC #H58 26
P, E# 10l H% 19 6, ELhefl TH I R I
76.9% THH, WS BEERES SR
2o

EERTE, FENEYE FEMBESRL vy v
MBSz B L Tl SRR OB RITHEZ D b h
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Table 11. Clinical efficacy judged by committee —classification.of diagnosis—
Total Clinical efficacy” Efficacy Statistical test
Diagnosis Drug no. of rate®® | WiLcoxon rank -exact
patients E G P (%) sum test probability
| Ny | 20 7 9 80.0 NS NS
endometritis Z= 0.740
BAPC 15 7 6 86.7 p= 0.459 p=0.680
NY-198 1 1 100.0
pyometra
BAPC 1 1 100.0
5
':;) puerperal NY-198 0 —_
E | fever BAPC 1 1 100.0
£
5 | infectious | NY-198 -
£ | abortion BAPC 1 100.0
=
puerperal | Ny 198 | 5 3 2 100.0 NS NS
intrauterine BAPC 6 3 3 100.0 Z=-0.316 e
infection : p= 0.751 p=1.000
NY-198 26 0 12 4 84.6 NS NS
sub-total Z= 0.705
BAPC 24 11 11 2 91.7 p= 0.481 p=0.668
o | Ny 17 5 70.6 NS NS
salpingitis Z= 0.390 .
BAPC 20 7 75.0 p= 0.69 p=1.000
2
7 . NY-198 —
2 | adnexitis
5 BAPC 1 1 100.0
<
NY-198 | 17 5 7 70.6 NS NS
sub-total Z= 0.376
BAPC 21 9 76.2 p= 0.706 p=0.726
NY-108 | 43 15 19 9 79.1 NS NS
Agrowp total | pape | 45 18 20 7 giq | 2o 069 =0.5%
: p= 0.509 p=0.
NY-198 .
Bartholinitis 3 1 2 100.0
BAPC 3 2 1 66.7
Bartholin gland | NY-198 | 27 1 23 3 89 | Ng . NS
=-0.839
abscess BAPC 23 1 17 5 . =
783 p= 0.401 p=0.44
NY-198 | 30 25 . NS
B-group total BAPC 2% 1 19 22 g Z=-1.322 NS
: p= 0.186 p=0.277
NY-198 | 73 17 44 2 NS
Total BAPC 71 19 39 13 2?6 £= 0.7 o
T 1 p= 0.8 p=0.821
* E : excellent G : good P : poor

** Efficacy rate :

(excellent and good)/total
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Table 12. Initial severity (A group) and clinical efficacy judged by committee

Total Clinical efficacy* Efficacy Statistical test
Diagnosis | Severity Drug no. of s b rate™™ | Wi coxon rank exact
patients (%) sum test probability
NY-198 8 2 75.0 NS NS
mild Z=-0.151
BAPC 7 2 71.4 p= 0.880 p=1.000
. NS
Intrauterine NY-198 11 6 2 81.8 NS
. . moderate Z= 0.445
infection BAPC 5 3 100.0 b= 0.65 p=1.000
NY-198 7 4 100.0 NS NS
severe Z= 0.404
BAPC 12 8 100.0 b= 0.68 p=1.000
N
NY-198 5 3 40.0 NS NS
mild Z= 10.990
BAPC 4 1 75.0 b= 0.322 p=0.523
N
NY-198 5 3 100.0 S NS
Adnexitis moderate Z=-0.450
BAPC 9 5 2 77.8 p= 0.652 p=0.505
NY-198 7 2 2 71.4 NS NS
severe Z= 0.0
BAPC 8 2 2 75.0 p= 1.000 p=1.000
N .
NY-198 13 5 61.5 S NS
mild Z= 0.567
BAPC 11 3 72.7 p= 0.570 p=0.679
N
NY-198| 16 9 2 87.5 NS NS
A-group moderate ~ Z= 0.0 )
BAPC 14 8 2 85.7 b= 1.000 p=1.000
NS .
NY-198 14 6 2 85.7 NS
severe Z= 0.462 )
BAPC 20 10 2 90.0 p= 0.643 p=1.000
* E © excellent G : good P : poor

** Efficacy rate : (excellent and good)/total

f&ﬁ”)‘ﬁ:o

2) EEERIERREE
RRELHEBOEEE KSR L, ALK, TEA
REKIVFEMABRLOWTRICK VT L RSN
REEZIZED bhigh -7 (Table 12),

3 BRRTIERDE
SEMZOWT, THREEEE, AR -4k, EBEE
B ABHE, TMUBOBENOBIT LTI TOR
R, BEOFZE KT NY-198 580 HECE
hTuiedt, ZooER oW T ARSHECES

3D bheh - 7o (Table 13),

4) 5Bt RIIERK S R

AFEZOWTIRMRIR, TR, BETER NZE
fa, BMEEE X8 CRP off ROBREJIzikE L,
FROEDOEHRIVCTHOF Rk T SFHEIC
BEEZIRDOLNIH, » 7 (Table 14),

5) FEIRATR, EBRBEEOHER

FERRIER S LOBRKRAMOREMA 3 A, 7 HE
DHRER X WL SR THERE Lic, 2RI, &5
BAfA BVl 1 B PE L B LIciEGI HekER & LTH
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Table 13-1. Patients’ characteristics and clinical efficacy judged by committee

Clinical Efficacy Statistical test
L. No. of . »
Characteristics Drug patients efficacy rate®* | WiLcoxon rank exact
E G P (%) sum test probability
NY-198 14 5 8 1 92.9 NS NS
mild z= 0.722 1,000
BAPC 13 6 7 100.0 p= 0.469 P
g NY-198 28 10 10 8 71.4 NS NS
5% moderate Z= 0.281 —0.76
& BAPC 30 1n | 12 7| 167 | p= o07m p=0.767
NY-198 1 1 100.0
severe — _—
BAPC 2 1 1 100.0
&
s NY-198 7 5 2 71.4 NS
= NS
° mild Z= 0.824 0,602
£ p=U.
- BAPC 12 1 9 2 83.3 p= 0.410
o
3 = NY-198 20 2 18 100.0 * %
<] 3 *
= & moderate Z=—2.689
a2 7 p=0.017
= m BAPC 13 9 4 69.2 p= 0.007
2 NY-198 3 2 1 66.7
‘E severe - -
g BAPC 1 1 100.0
w
NY-198 21 5 13 3 85.7 NS NS
mild Z= 0.567 o647
BAPC 25 7 | 16 2 | 920 | p= o570 p=0.
_ NY-198 48 12 28 8 83.3 NS
= NS
2 moderate Z=-0.562 —0.315
BAPC 43 11 21 11 74.4 p= 0.573 p=2.
NY-198 4 3 1 75.0
severe - -
BAPC 3 1 2 100.0
NY-198 12 5 6 1 91.7 NS NS
in Z=—0.107 —1.000
BAPC 6 2 4 100.0 | p= 0.015 Pt
NY-198 59 12 36 11 81.4 NS NS
Out/In patient | out Z= 0.400 =1.000
BAPC 64 17 | 34 | 13 79.7 | p= 0.689 p=t.
NY-198 2 2 100.0
outSin —_ —
BAPC 1 1 100.0
* E : excellent G : good P : poor

** Efficacy rate : (excellent and good)/total
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Table 13-2. Patients’ characteristics and clinical efficacy judged by committee

Clinical Efficacy Statistical test
g No. of efficacy* .
Characteristics Drug patients rate’™™ | Wircoxon rank exact
E G P %) sum test probability
NY-198 55 10 35 10 81.8 NS NS
Underlying BAPC 59 15 | 3 | 10 8.1 | p= 0.465 Pt
disease and/or
complications NY-198 18 7 9 2 88.9 NS NS
yes Z=-0.667 —0.364
BAPC 12 4 5 3 75.0 | p= 0.504 p=r
NY 198 65 13 40 12 81.5 NS NS
no Z= 0.142 1 000
Pretreatment BAPC 65 15 | 37 | 13 80.0 | b= 0.8%6 P
with
antibiotics NY-198 8 4 4 100.0 NS NS
ses Z= 0.600 1 000
BAPC 6 4 2 100.0 p= 0.547 P
* E  excellent G : good P : poor
** Efficacy rate : (excellent and good)/total
Improv %
Symptoms | Day| NY-198| BAPC mprovement rate (%) Statistical
01020304050 60 70 80 90100 | test
Body 3 [ 31736 [ 2037 %9 |p=05s
t ) ; NS
emperature 7 | 31/36 | 32/37 b oS00
Lower abdominal | 3 | 36/44 | 36/43 . A p:}\f%n(}
pain 7 | 40744 | 41743 Ve L NS
Lower abdominal| 3 | 34/43 | 32/42 . N , D=§.5799
/ . NS
tenderness 7 | 39/43 | 39/42 NS00
3 | 31/45 | 39/44 o Anm
Local tenderness [ \"_ 073'5031
7 | 42/45 | 40/44 P PRI
NS
W 3| 19/28 | 26/33 N .12539
7 | 25/28 | 31/33 D
NS
CRP 3 | 12/33 | 16/37 e _ ) D:O'_‘ng
7 | 27/33 | 33/37 D
o—o NY-198 «---« BAPC
Fig.7. Profile of symptomatic improvement : A-group

sl ek, 7T HHEOHERICOWTIRWThOFEBIC
FOTLEEREHMICEEERREDbhisr -1 (Fig.
Do

B TRIHER IO 7THZOWThoFEAIBELT
LW EHEMICERERRD bhih -7 (Fig.8),

L7, 7ok, ARETIXIR, MEEHR, WBC R XIU
CRP, BETI3AZ XizoWT, Table 2 12tV h%
NEREEL, Fi, 2B OEZSHIFTRASEEENX
ﬁg*ﬁ'l b%ﬂb‘/‘:o

ABETO WZER® 3 Atk SiER 12 NY-198 ££5

F£T 68.9% (31/45), BAPC #F5.Bf 88.6% (39/44) 5. HIEEFMIRHER
Thh, BAPC E#EH AT ICEh TV, 1) FEBPIMEFRRIR
ZTOMOEB TIREESHIICEEE RS bhieh TR0 144 G105 b, MEFAD RS HE LG
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Table 14-1. Initial symptoms (A-group) and clinical efficacy judged by committee

Clinical Efficacy Statistical test
L No. of i N
Characteristics Drug patients elticacy rate** | WiLcoxon rank exact
1en
E G P (%) sun test probability
NY-198 9 5 4 5.6 NS NS
~36.9 o | 2= osn -
BAPC 8 6 2 75. = 0416 p=0.619
NY-198 | 15 5 6 4 73.3 NS NS
37.0~37.4 . . 5 G | 2= 06% o 6
BAPC 1 7 . N p=0.
f’Ody wure | 37,557 0| NY198 | 13 8 5 100.0 | _ 1\35946 NS
emperature o land . =—0V. —
o BAPC 6 3 1 2 6.7 | T_ oau p=0.087
NY-198 | 6 2 3 1 83.3 NS NS
38.0~ . woo | 7= 129 o
BAPC 14 8 6 . I p=0.300
. NY-198 0 _ B
UIKROWI ) pApC 1 1 100.0
NY-198 2 2 100.0
none J— —_
BAPC 2 1 1 100.0
, NY-198 | 14 3 9 2 85.7 . NS
L sometimes | o 4 pc 14 5 7 2 57 | 2T o6 =1.000
ower 2z . p= 0.534 p=1.
abdominal
pain NY-198 | 27 12 8 | 7 74.1 NS NS
always | papc 28 12 | 1 5 21 | £T 0% =0.5%7
‘ p= 0.821 p=L.
. NY-198 0
unknown — -
BAPC 1 1 100.0
NY-198 2 2 100.0
none —_— —_
BAPC 3 2 1 100.0
, NY-198 | 18 6 9 3 83.3 NS NS
mild Z=-0.217
Lower BAPC 17 5 9 3 82.4 p=1.000
) p= 0.827
abdominal
tenderness NY-198 | 22 9 7 6 72.7 NS NS
SV I Bapc | 11 9 | 4 g3.3 | 2T Oou =0.483
‘ p= 0.538 p=v
NY-198 1 1 100.0
unknown _— —
BAPC 1 1 100.0
Local NY-198 0
none J— —
tenderness BAPC 1 1 100.0

* E [ excellent G ! good P : poor
** Efficacy rate : (excellent and good)/total
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Table 14-2. Initial symptoms (A-group) and clinical efficacy judged by committee
Clinical Efficacy Statistical test
No. of . .
Characteristics Drug patients efficacy rate®* | WiLcoxoN rank exact
E G P (%) sum test probability
, NY-198| 9 s 100.0 NS NS
slight y Z=-0.061 .
BAPC 7 3 100.0 b= 0.951 p=1.000
o INY| 2 7 9 | s 76.2 NS NS
medium | i pC 21 10 7 s s10 | LT 086 =1.000
Local ' p= 0.402 P2
tenderness NY-198 | 12 4 66.7 NS NS
severe Z= 0.416
BAPC 15 3 80.0 b= 0.677 p=0.661
NY-198 1 1 100.0
unknown — —
BAPC 1 1 100.0
<3 NY-198 16 8 75.0 7 N(? 307 NS
=—0.307
BAPC 12 7 75.0 p= 0.738 p=1.000
NY-198 14 8 2 4 71.4 NS NS
8~<10 Z= 1.189
BAPC 14 10 4 100.0 p= 0.234 p=0.097
WBC NY-198| 5 4| 1 80.0 NS NS
10~<12 Z=-0.136
(X10%) BAPC 10 2 4 4 60.0 p= 0.891 p=0.600
NS
NY-198 4 100.0 NS
12~ Z= 0.267 ,
BAPC 4 100.0 b= 0.789 p=1.000
NY-198 1 1 100.0
unknown — —
BAPC 1 1 100.0
NY-198 12 2 4 66.7 7= I_\IIS 3 NS
BAPC 6 1 3.3 1 2 0.149 p=0.321
NY-198 20 9 8 85.0 NS NS
+~2+ Z= 0538
BAPC 29 15 11 89.7 p= 0.59 p=0.677
NS
NY-198 7 3 2 71.4 . NS
CRP 3+~4+ Z= '0.310 )
BAPC 6 2 100.0 p= 0.736 p=0.461
54 NY-198 3 1 2 100.0 _ .
BAPC 2 1 1 100.0
K NY-198 1 1 100.0 _ .
unknown BAPC 1 2 1000
* E ! excellent G : good P : poor

** Efficacy rate : (excellent and good)/total
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Table 15. Bacteriological effects —classification of diagnosis—

Bacteriological efficacy Statistical test
Eradicated T —
No. of . exact
Diagnosis Drug . tially rate exact | probability
patients : partially I .
eradicated eliminated replaced | unchanged | unknown (%) probability on
| eradication
——— NY-198| 16 9 1 2 4 75.0 NS NS
endometritis BAPC 8 2 4 1 1 28.6 p=0.080 | p=0.073
. NY-198 1 1 0.0 _
prometa - papc | 1 1 100.0
8
‘8‘ puerperal | NY-198 0 .
E | fever BAPC 1 1 100.0
Q
N
% infectious NY-198 0
£ | abortion BAPC 1 1
puerperal |y 108] 5 3 1 1 75.0
intrauterine - -
. . BAPC 5 1 1 2 1 25.0
infection
NY-198| 22 12 1 4 5 70.6 NS NS
sub-total
BAPC 16 5 5 3 3 38.5 | p=0.080 | p=0.137
o NY-198 2 2 100.0
salpingitis — —
BAPC 2 2 100.0
2
G - NY-198| 0
@ | adnexitis - —
< BAPC 1 1
<
NY-198 2 2 100.0
sub-total — —
BAPC 3 2 1 100.0
NY-198 24 14 1 4 5 73.7 NS NS
A-group total
BAPC 19 7 5 3 4 46.7 | p=0.091 | p=0.159
. NY-198 2 2 100.0
Bartholinitis — -
BAPC 0
Bartholin NY-198 25 23 2 100.0 NS NS
gland abscess | BAPC 20 16 1 3 94.1 | p=0.425 | p=0.42
NY-198 27 25 2 100.0 NS NS
B-group total
BAPC 20 16 1 3 94.1 | p=0.404 | p=0.404
Total NY-198| 51 39 1 4 7 88.6 NS NS
ota
BAPC 39 23 1 5 3 7 71.9 | p=0.095 | p=0.077

* Eradicated rate : eradicated/no. of patients—unknown
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Symptoms Day| NY-198| BAPC Improvement rate (% ;b[atls(ltal

010203040 50 60 70 80 Q0100 | test
fed 3 |27 1323 { 0 583

edness
7 | 25727 [ 20/23 T B“eﬁo
4

3| 14/30 | 9/26 . ! qu
Swelling — : \O\\ g 4 :
7 12530 | 19/26 N L0315

90 4 ~jor | NS

Pain 3120/31|17/25 R N , |p=1.000
7| 29/31 | 22/25 R p—0.647

- - NS
Sise 3|1 25/30 | 18/26 AN p*()',‘341
7 | 28/30 | 22/26 SOh [ NS

/ . NS
Pus 3 | 15/28 | 14/24 N.\\ p=0.:784
7 | 25/28 | 19/24 e p=0.446

o—c NY-198 =+« BAPC

Fig. 8. Profile of symptomatic improvement : B-group

Table 17. Organisms isolated before and after treatment in patients in whom
the bacteriological response was replaced

. Isolated organism Isolated organism MIC 10°CFU/ml
No. Drug )
(before treatment) (after treatment NY-198 BAPC
1 BAPC CNS* K. pneiononiac 0.39 >100
2 NY-198 E. coli A. xylosoxidans 6.25 12.5
3 BAPC P. asaccharolyticus E. coli 0.05 >100
A. calcoaceticus -
4 BAPC . S. aureus 0.78 12.5
X. maltophilia
5 BAPC Peptostreptococcus spp. E. lentum 3.13 0.1
6 BAPC P. maginus E. coli 0.1 >100

* > Coagulase-negative staphylococci

12 90 Rz OWT B KR LciER % Table 15 (253 L
foo £01Ti% NY-198 #5658 51 O, [2f1k 39 17,
B0, RZ 44, TH7HTHY, BAPC 53
39 Gk, REMEAL 23 4, WA 1 G, BN S Gl AES3
Bl, FHT7GITHD, FhZho 2HE 88.6%,
71.9% THbH, NY-198 {3 5HTH L TEfEaR Lic
D EREHEEC BEE DD LR o, AT
NY-198 s 5.5 73.7%, BAPC #%5.3£ 46.7%, BET
1% NY-198 #5.8% 100.0%, BAPC $¥55£ 94.1% T5%
D, A¥, BEUThIFmEEHUMOBRERICERE
WWEDO N » T, HEJIORMALRYZ S L, FE
Fﬂ!%ﬁ?}&mi NY-198 # 58 70.6% (12/17), BAPC %
58 38.5% (5/13) TH b, FEEXILOLNT, FEA
BTz NY-198 53¢ 75.0% (9/12), BAPC 4.
B 28.6% (2/7) T h, NY-198 5B o B\ Tl ff %

I

IR LI i SR RIS B E RS bl h - 1o, Ak
1z, by VIR T NY-198 #3255 100/ (23/
23), BAPC ¥ 5.7¢ 94.1% (16/17) T h HEE 11

Bhreh -t

2) SEFEANMEFRIRFE

SEEE AR EHEE S 7z 90 Bl A
%hH % Table 16 12735 Lic, NY-198 fivu#@l&-fﬂe{taa
12 88.6% (39/44), BAPC B EBEDIEMALE L 71.9%
(23/32) Lich, NY-198 5 HEDEILRIIE - 12
75, BEEREEICEEERRD S high - 7, REGIEE
AN AL 2 A D &, BT NY-198 #5.5f
85.7% (30/35), BAPC i¥53¢ 71.4% (20/28) T

, —77, BIEUAIEY T NY-198 58 100% (9/

9), BAPC #45.8f 75.0% (8/4) TH » 1=, RRYIUIER
DOIEEERICE LT, MESHMcEESEZD 60
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Table 18-1. Isolated organisms and clinical efficacy

Clinical Efficacy Statistical test
No. of . .
Isolates Drug c:sez efficacy rate™* | WiLcoxoN rank exact
E G P (%) sum test probability
s NY-198 5 4 1 80.0 _ _
. anreus BAPC 4 2 1 1 75.0
CNS NY-198 2 1 1 100.0 _ _
BAPC 4 4 100.0
. NY-198 1 1 100.0
%, S. haemolyticus BAPC 0 - -
g
2 s NY-198 | 2 2 100.0 _ B
% . pyogenes BAPC 1 1 100.0
[=7
g
[C) s acti NY-198 2 2 _ _
. agalactiae BAPC 3 2 1 66.7
B et NY-198 | 0 _ _
-Jaecalis BAPC 1 1 100.0
NY-198 12 1 8 3 75.0 NS NS
sub-total BAPC | 13 | 2 o | 2 | ee | 20 =0.64
: p=0.467 P
£ ol NY-198 | 8 7|1 87.5 _
ot BAPC 4 2 2 100.0
Kiebsiella NY-198 1 1 100.0
Spp. - -
ebsie PP BAPC O
2
= . NY-198 2 1 1 100.0
< | H. influenzae ~ — -
o BAPC 4 3 1 75.0
=
&
2 o NY-198 | 0
g | S spiritivorum — —
£ BAPC 1|1 100.0
O
NY-198 11 2 8 1 90.9 NS NS
sub-total Z=0.540
BAPC 9 3 5 1 88.9 0.588 p=1.000
p=0.
NY-18| 2 | 3 | 16 | 4 | s NS. NS
Aerobe total 2=0.776
BAPC 22 5 14 3 86.4 p=0.437 p=1.000

* E @ excellent G : good P . poor
** Efficacy rate : (excellent and good)/total
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Table 18-2. Isolated organisms and clinical efficacy

Clinical Efficacy Statistical test
No. of £ .
Isolates Drug cases etheacy rate™” | Wircoxox rank exact
E G P (%) sum test probability
Anaerobic NY-198 11 5 5 1 90.9
streptococci BAPC 2 2 100.0
Poblostrept NY-198 2 1 1 100.0
eptococcus Spp. - —_
eplastrep PP | BAPC 5 4 1 80.0
2
Sl g NY-198 | 3 1 2 100.0
5 _ _
g . lentum BAPC 100.0
<
Bacteroid NY-198 1 1 100.0
roiaes Spp. - -
cleroass spp BAPC 1 1 100.0
NY-198 17 9 1 94.1
sub-total — _
BAPC 10 5 1 90.0
N
) NY-198 | 40 11 24 5 87.5 NS NS
Mono isolate total Z= 0.228 .
BAPC 32 9 19 4 87.5 p=1.000
p= 0.819
i NY-198 11 2 8 1 90.9
2 isolates — —
BAPC 5 2 60.9
5
i 3 isolat NY-198 0 _ _
g | Vo BAPC 1 100.0
o
£
2
) - NY-198 | 0 B B
5| e BAPC 1 100.0
o
NS
NY-198 11 2 8 1 90.9 NS
sub-total Z=-1.438 _
BAPC: 7 5 2 71.4 _ _ p=0.528
p= 0.150
NY-198 | 51 | 13 | 32 6 83.2 NS NS
Total ' Z=-0.300 o
BAPC 39 9 24 6 84.6 _ ~ p=0.756
p= 0.764

* E.excellent G :good P : poor
** Efficacy rate : (excellent and good)/total

hatc,
783, Table 16 RT3 X 51T, RS & DIEGIK
Pl ENOEES L OFERIRE RN e - T

NY-198 ¥ 58Tt Staphylococcus aureus, CNS,
haemolyticus, Haemophilus influenzae, Peptostre-
scoccus spp., E. lentum, Bacteroidesspp. »iEH X h

ToHEGI216 (3 X TREtEAL U, E. coli 136 Bl 5 GiAs &
ML L1 FIRERR LT ic, —%, BAPC 55 T
S. pyogenes, S. agalactiae, E.faecalis, H.influenzae,
S. spiritivorum, anaerobic streptococci, E.lentum,
Bacteroides spp. DHBEHI N EGANT 11 GIFXTE
#{E LT\ 7225, CNS, Peptostreptococcus spp. i35 i
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Table 19. Overall clinical efficacy judged by committee —classification of diagnosis—

Total Clinical Efficacy Statistical test
Diagnosis Drug | no. of efficacy” rate™ | Wi coxon rank exact
patients | g G P (%) sum test probability
J
| NY-198 | 20 6 10| 4| 8.0 NS NS
endometritis Z=-0.814
BAPC 15 1| 12| 2| 867 _ p=0.680
p= 0.415
t NY-198 1 1 100.0 _
pyometra | papc 1 1 100.0
puerperal NY-198 0 _ _
| fever BAPC 1 1 100.0
Intrauterine
infection infectious NY-198 0 B _
abortion BAPC 1 1 100.0
puerperal NY-198 5 1| 4 100.0 NS NS
intrauterine BAPC 6 6 100.0 Z=-1.095 =1.000
infection ’ p= 0.273 P2
NY-198 | 26 71 15| 4| 846 NS NS
sortoral | pape |2 220 | 2| o7 | 2270 =0.668
4 Tl p= 0.426 p=9.
o NY-198 | 17 1| 11| s| 706 NS NS
salpingitis | 5 pe 20 1| 5| mo | T 0% £1.000
‘ p= 0.823 p=i
- N NY-198 0
Adnexitis adnexitis — -
BAPC 1 1 100.0
NY-198 | 17 1l11| 5| 706 NS NS
sub-total | b\ pc 21 1| 5| w2 | 2T 0% =0.726
: p= 0.772 p=0.
NY-198 | 43 8| 2| 9| 79.1 NS NS
Acgroup total BAPC | 45 335 | 7| saa | 2270 =0.586
7 : p= 0.6l4 p=r
o NY-198 3 1| 2 100.0
Bartholinitis — _
BAPC 3 21 1| 667
_ NY-198 | 27 1| 23] 3| 8809 NS NS
Bartholin gland abscess BAPC 23 1 17 5 78.3 Z=-0.839 m
: p= 0.401 p=0.
NY-198 | 30 22| 3| 9.0 NS NS
B-group total BAPC 2% 1119| 6| 769 | 277132 7
: p= 0.186 p=0.2
NY-198| 73 | 10|55 | 12| 836 NS NS
Total BAPC 71 4|54 | 13| g7 | 2T
’ p= 0.266 p=0.821

* E ! excellent G : good P poor
** Efficacy rate : (excellent and good)/total
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Table 20. Clinical efficacy judged by doctors in charge —classification of diagnosis—
. . H H 1 t
Total Clinical Improved Statistical tes
Diagnosis Drug | no. of efficacy rate** | WiLCOXOX exact
. , ank sum
patients| nr | [ | B | Uy | A %) r ntestu probability
.. | NY-198 21 31 14) 3|1 81.0 NS NS
endometritis BAPC 16 6 9 R Z= 1.79 —0.36
1 98-8 | = g.o72 | PT0-364
NY-198 2 2 100.0
pyometra — —
BAPC 1 1 100.0
puerperal NY-198 0
. fever BAPC 1 1 100.0
Intrauterine
infecti
miection i fections | NY-198| 0
abortion BAPC 1 1 100.0
puerperal |y o8| 5 1| 4 100.0 NS NS
intrauterine BAPC 6 1 5 100.0 Z=-0.136 =1.000
infection ’ p= 0.891 p=t
J
NY-198 28 20| 3 1 85.7 NS NS
sub-total BAPC 25 -1 9.0 Z= 1.601 —0.354
17 . p= 0.109 p=0.35
| NY-198] 19 3] 9] 52 63.2 NS NS
salpingitis | pape | 20 | af12| 2| 1| 1| s00 |Z2 U1 0.0
Y | p= o03s8| P
o . NY-198 0
Adnexitis adnexitis - -
BAPC 1 1 100.0
NY-198 19 3 91 5 2 63.2 NS NS
sbtoral ) papc slele 11| so |22 0¥ po0.2e
BAPC 21 3 . p= 0.370| P70
A total NY-198 47 7129 8 3 76.6 7 1\15 657 NS
- 0o/
group fota BAPC | 46 |11|30] 3| 1|1]| 8.1 © | p=0.168
P 0.097
. NY-198 3 1| 2 100.0
Bartholinitis - - -
BAPC 3 1 111 66.7
Bartholin eland ab NY-198 28 21| 1 1 92.9 Z—I—\OS 7 NS
artholin gland abscess BAPC 23 6|1 2 87.0 T =0.647
p= 0.654
NY-198 31 6 | 23 1 1 93.5 NS NS
B-group total 171 2 2 84.6 £=-0.607 =0.396
BAPC 26 5 . p= 0513 P70
NS
NY-198 78 13152 91 4 83.3 i NS
Total _ 3 87.5 Z= 0.957 ~0.498
BAPC 72 16 | 47 | 5 1 7. p= 0338 | P70

* M : markedly improved, I : improved, F : fairly improved, U
** Improved rate : /M and I)/total

. unchanged, A  aggravated
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Table 21. Undesirable symptoms judged by committee
Total no. of .
Treatment No. of patients with o .n Incidence Statistical
. patients
group undesirable symptoms (%) test
evaluated
NY-198 5 106 5/106 (4.7) NS
BAPC 0 102 0/102 (0.0) p=0.059
Table 22. Undesirable symptoms judged by committee
Treatment Age Undesirable Date of Severity of . i Relation to
Administration Outcome
group (years) symptoms appearance symptoms the drug
rash . . . .
22 o day 5 mild continued possible improved
itching
47 urticaria day 5 mild discontinued possible cure
nausea . . .
NY-198 27 . day 3 mild continued possible cure
vomiting
18 nausea day 6 mild discontinued probable unknown
51 diarrhoea day 3 mild continued possible cure

Table 23. Abnormal changes in laboratory findings judged by committee

No. of patients with . .
Treatment Total no. of patients Incidence .
abnormal laboratory Statistical test
group o evaluated (%)
findings
NY-198 1* 99 1/99 (1.0) NS
BAPC 0 9 0/94 (0.0) p=1.000
* Eosinocytes 2%,—10%—12%
MEHEL 40 BR LT, £tk LT NY-198 # NY-198 #58 11604, Z8h2 4, A%)s 6, &4

SEROBMEARIFBCEER LT, ik, BRI
NY-198 #5881 1, BAPC #5812 5 fIsED b,
o MIC fEiz 2\ T & % &, NY-198 H#ERETIX
6.25 ug/ml THbH, BAPC #HEBETIX1FIH 0.1pg/
ml Thorehy, 145 12,5 pg/ml, 3 FA 100 pg/ml
HUETH -7 (Table 17),

3) REHIUREHEERZER ‘

SBEEBIFRRZ)E % Table 18 105K Lic, MIHERYT
2 NY-198 £ 53 40 fidh, Z%h 11 6, HH) 24 4,
|45 0l, BAPC #£55f 32 b, ZE#96l, A 19
O, |ME4UITHY, AHRIFREHM LS 87.5%
THOEREZEIR D b higd -ty EEERRETIR

Ol, BAPC 8 &8¢ 7 ik, B%h5 4, &EZH2HTH)
TREROFERIL 90.9%, 71.4% Thb, mhsk
CEEEZERIEDSRich -t

6. MHAEERHE

ZRSBERSE L ISR RE L EIE L THELE
HHEREE% Table 19 iR Lic, &AL RREL
FEITTUX NY-198 #r R HR=R 1z 83.6% (61/1)
BAPC 5B OERRIL 81.7% (58/71) TH"Y, B
SHECERZIZED btk - T,

ATETIY, NY-198 #5.8% 79.1% (34/43), BARCE
58 84.4% (38/45), BEETI3, NY-198 58N
% (27/30), BAPC #5.3f 76.99% (20/26) TH I
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We evaluated the efficacy, safety and utility of lomefloxacin (NY-198), a new quinolone antibac-
terial agent, in the treatment of intrauterine infection or adnexitis (A-group), bartholinitis or Bar-
tholin gland abscess (B-group) by a comparative double-blind method, using bacampicillin (BAPC) as
a reference drug.

NY-198 was administered for 7 days at a daily dose of 600 mg (divided into 3 portions) and BAPC
for 7 days at a daily dose of 1,000 mg (divided into 4 portions).

1) Of 219 patients included in this study, 112 received NY-198 and the remaining 107 BAPC.

Sixty-nine patients (NY-198, 34: BAPC, 35) were excluded from the efficacy evaluation and 11
(NY-198, 6 : BAPC, 5) from the analysis of adverse reactions. No statistically significant difference
was observed between the two groups.

2) The clinical eficacy rate (excellent and good) on the basis of committee judgement was 83.6%
(61/73) in the NY-198 group and 81.7% (58/71) in the BAPC group. No statistically significant dif-
ference was observed between the two groups.

3) The bacteriological efficacy, evaluated in terms of the eradication rate of isolated organisms,
was 88.6% (39/44) for the NY-198 group and 71.9% (23/32) for the BAPC group. The difference
between the groups was not significant.

4) The overall clinical eficacy rate (excellent and good) for NY-198 and BAPC was 83.6% (61/73)
and 81.7% (58/71). No statistically significant difference was observed between the two groups.

5) The clinical improvement rate (markedly improved and improved) according to the doctors in
charge was 83.3% (65/78) in the NY-198 group and 87.5% (63/72) in the BAPC group.

As to the A-group diseases, the clinical improvement rate of the NY-198 and BAPC groups was
76.6% (36/47) and 89.1% (41/46).

As to the B-group diseases, the clinical improvement rate of the NY-198 and BAPC groups was
93.5% (29/31) and 84.62% (22/26). There was no statistically significant difference between the two
groups.

6) Undesirable symptoms were observed in 5 patients (4.7%) and abnormal changes in laboratory
findings in 1 patient (1.0%) in the NY-198 group. Thus no statistically significant difference was
observed between the two groups.

7) The utility rate (markedly satisfactory and moderately satisfactory) according to the doctors in
charge was 85.99% (67/78) in the NY-198 group and 87.5% (63/72) in the BAPC group. No statistically
significant difference was observed between the two groups.

From these results, we conclude that NY-198 in a daily dose of 600 mg is as effective and useful
as BAPC in a daily dose of 1,000 mg for the treatment of female genital organ infections.




