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Code No.: NY-198

Chemical name : 1-ethyl-6,8-difluoro-1-4-dihydro-7-
(3-methy1-1-piperazinyl)-4- oxo-
3-quinolinecarboxylic acid
hydrochloride

Molecular formula: C,;H,sF;N;0;-HCI

Molecular weight : 387.81

Fig. 1. Chemical formula of NY-198
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Table 2. Distribution of sex and age

Table 3. Distribution of sex and weight

Sex Sex
Male (%) |Female (%)| Total (%) Weight Male (%) |Female (%)| Total (%)
Age (kg)
10~19 4 (8.2 2 (6.9 6 (7.7 40~49 2 (4.1)| 10 (34.5) 12 (15.4)
20~29 7 (14.3) 4 (13.8) | 11 (14.1) 50~59 16 (32.7) | 12 (41.4) 28 (35.9)
30~39 10 (20.4) 11 (37.9) 21 (26.9) 60~69 21 (42.9) 7 (24.1) 28 (35.9)
40~49 14 (28.6) 5 (17.2) 19 (24.4) 70~79 7 (14.3) 7 (9.0)
50~59 7 (14.3) | 3 (10.3) | 10 (12.8) 80~89 3 (6.1) 3 (3.8)
60~69 510.2 | 2(6.9 | 7(9.0 Total 49 (62.8) | 20 (37.2) | 78(100.0)
70~ 2 (4.1) 2 (6.9 4 (5.1
M © 59,
Total 49 (62.8) | 29 (37.2) | 78(100.0) ean * 59.5 kg
Mean : 40.8 years
Table 4. Clinical efficacy classified by duration of administration
Duration No. of Clinical effect Efficacy rate
(days) cases (%) Excellent Good Fair Poor (%)
3~ 4 24 (30.8) 4 20 100.0
5 31 (39.7) 6 21 4 87.1
6~ 7 17 (21.8) 9 4 4 52.9
8~10 5 (6.4) 3 40.0
11~14 1 (1.3) 1 100.0
Total 78(100.0) 10 53 11 4 80.8

BEAKII3ALNEREI4BMTH ), FH5.48T
Horz,

%5 BB L BRIRR & DBfRIZ 3 ~ 4 BEE (2461) &
H%h¥100.0%, 5 BEE(3141)1387.1%, 6 ~ 7 HEE(17
%i)1352.9%, 8 ~10BE (5%) 1340.0%, 11~14H
B (16 13100.0%0E%EERL: (Teble 4),

1 BiE5-8i3261X b 1 B600mg (200mgX 3[E]) Th
5,

BIEERIZ1.8g £ N8.4g X TTH N, ¥43.2g TH
272,

PRRIEEANCEE L TIIARLANDTERIOHR I RET L
TWwicnZ & 2FER L,

2. BEMR

EREHEIC & BERIEIS78%IH, FHLOF, B
53, RREHIG], EHHAFITHY, HHE Eh+
A%h) 1380.8% TH 72, BN - SRETHAERRLLSE TR
R 7661, F106, Axh52610, oA %10/,
MABITHY, HHERIIBL.6%TH-72,

BB R I3 BGAERE 1951 1201(63. 2% ), BUH

Mean : 5.4 days

10Fi3 2FA%) (100.0%), AiEg:10%i+ 9 (90.0
%), V) o3 ) oo ER LB AFAERIELE (100.0
%), K THRE 8%k 7651 (87.5%), %k 6FI+ 36

(50.0%), i - fAkEAE 5 Fish 3B (60.0%), {LIRIERL
Bk 4 Bliz&FIEBLLE (100.0%), ALPIRIEIRS 3 5
132516 %(100.0%), {LIRTEERER > 1 Fili3E2)(100.0
%) DEETH -7z,

NEHVLBNEEI L 2ERHRIZ TH D) TiI49PIF
350 (71.4%), T7c Ly Ti329FIH 2861 (96.6%) »H
BLLEDOBSETH 72, B » SEABRSLIE TOHR
Hi3 TH N, 48FIR3SH (72.9%), Ly 28fH27H

(96.4%) HHE#LILTH -7z (Table 5),

F—H AT L BB R BN - WOIARBIRE
7660, H30F, ARN28H, SRAED4F, k5 H
TH N EMEE.2%TH 72,

HENAHRICEL T, BY0HRE89.5%, MH
100.0%, AUEKiR90.0%, ) >/ Higk - ) v/ ¥E£80.0
%, B TFIREEST7.5%, We¥%66.7%, - MIELES0.0
%, {LIRFEFLIR100.0%, ALFIFEEIRE100.0%, H4&
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Table 5. Clinical efficacy of NY-198 (physician’s assessment)
Clinical efficacy Efficacy rate (%)
Total
Diagnosis Surgical procedure
cases | Excellent| Good | Fair | Poor Total
With Without

Infected atheroma 19 2 10 5 2 |11/18 (61.1)] 1/1 (100.0)[12/19 (63.2)
Felon 10 2 8 7/7 (100.0)| 3/3 (100.0)[10/10(100.0)
Wound infection 10 9 1 1/2 (50.0)| 8/8 (100.0)| 9/10 (90.0)
Lymphadenitis, lymphangitis 10 9 2/2 (100.0)| 8/8 (100.0)/10/10(100.0)
Subcutaneous abscess 8 (] 1 6/7 (85.7)| 1/1 (100.0)| 7/8 (87.5)
Phlegmon 6 3 1 2 2/4 (50.0)| 1/2 (50.0)| 3/6 (50.0)
Furuncle, furunculosis 5 3 2 3/5 (60.0) 3/5 (60.0)
Suppurative mastitis 4 3 1 4/4 (100.0)| 4/4 (100.0)
Periproctal abscess 3 3 3/3 (100.0) 3/3 (100.0)
Suppurative folliculitis 1 1 1/1 (100.0)| 1/1 (100.0)

Sub-total 76 10 52 10 4 [35/48 (72.9)[27/28 (96.4)62/76 (81.6)
Suppurative arthritis 2 1 1 0/1 (0) 1/1 (100.0)| 1/2 (50.0)

Total 78 10 53 11 4 [35/49 (71.4)[28/29 (96.6)|63/78 (80.8)

Table 6. Clinical efficacy of NY-198 (Study group committee’s assessment)

Clinical efficacy

Efficacy rate (%)

Total
Diagnosis Surgical procedure
cases | Excellent| Good | Fair | Poor Total
With Without
Infected atheroma 19 3 14 2 16/18 (88.9)| 1/1 (100.0)(17/19 (89.5)
Felon 10 6 4 7/7 (100.0)| 3/3 (100.0)(10/10(100.0)
Wound infection 10 9 1 1/2 (50.0)| 8/8 (100.0)| 9/10 (90.0)
Lymphadenitis, lymphangitis 10 7 1 2 |0/2 (0) 8/8 (100.0)| 8/10 (80.0)
Subcutaneous abscess 8 4 3 1 |6/7 (85.7)|1/1 (100.0)| 7/8 (87.5)
Phlegmon 6 4 1 1 4/4 (100.0)| 0/2 (0) 4/6 (66.7)
Furuncle, furunculosis 5 3 1 1 4/5 (80.0) 4/5 (80.0)
Suppurative mastitis 4 3 1 4/4 (100.0)| 4/4 (100.0)
Periproctal abscess 3 3 3/3 (100.0) 3/3 (100.0)
Suppurative folliculitis 1 1 1/1 (100.0)| 1/1 (100.0)
Sub total 76 39 28 4 5 |41/48 (85.4)[26/28 (92.9)|67/76 (88.2)
Suppurative arthritis 2 1 1 0/1 (0) 1/1 (100.0)| 1/2 (50.0)
Total 78 39 29 5 5 |41/49 (83.7)| 27/29(93.1)|68/78 (87.2)

UMURMEE LA 100. 0% DB TH - 72,
ABHLBOBEIC L 2EEIT [H D] Tiza8fih
415 (85.4%), e L, Tid28FIr266 (92.9%) »%
MU EDBECTH 72 (Table 6),
NY-1988 5 thDHLEAIIC & BRI TES &

WEIN IFIcHWT NY-198D%E % RaF L7, %
DFER NY-1980 R FlIc 3 2 A 7hHI3 9 Fih
THIER, 2BIRREMTH NTT.8%DHEEERL 2

(Table 7).
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Table 7. Clinical efficacy of NY-198 against the poor cases treated with other antibiotics

No. of Clinical efficacy Efficacy
Previous drug
cases Excellent Good Fair rate (%)
AMPC 1 1 1/1 (100.0)
BAPC 1 1 1/1 (100.0)
CEX, 3 2 1 2/3 (66.7)
CEX, NTL 1 1 1/1 (100.0)
CMZ 1 1 1/1 (100.0)
CDX 1 1 0/1 (0)
TAPC 1 1 1/1 (100.0)
Total 9 7 2 7/9 (717.8)
Table 8. Bacteriological efficacy of NY-198 classified by diagnosis
Bacteriological efficacy Eradication rate (%)
Total
Diagnosis Surgical procedure
cases |Eradicated|Decreased|PersistedReplaced[Unknown Total
With Without
Infected atheroma 14 10 1 1 2 12/14(85.7) 12/14(85.7)
Felon 7 5 2 4/6 (66.7)| 1/1(100.0)| 5/7 (71.4)
Wound infection 6 4 2 0/1 (0) | 4/5 (80.0)| 4/6 (66.7)
Furuncle, furunclosis| 5 3 1 1 4/5 (80.0) 4/5 (80.0)
Phlegmon 5 4 1 3/3(100.0)| 1/2 (50.0)| 4/5 (80.0)
Subcutaneous abscess| 5 3 2 3/3(100.0) 3/3(100.0)
Lymphadenitis,
lymphangitis 3 3 1/1(100.0)| 2/2(100.0)| 3/3(100.0)
Periproctal abscess 3 2 1 3/3(100.0) 3/3(100.0)
Sub-total 48 34 2 6 4 2 30/36(83.3)| 8/10(80.0)(38/46(82.6)
Suppurative arthritis | 1 1 0/1 (0) 0/1 (0)
Total 49 34 2 7 4 2 30/37(81.1)| 8/10(80.0)|38/47(80.9)

3. HEFNHR

BRBSIRREZRIRNRAL, 49FIh, K345, Wb 2
B, AETH|, EWRAR4H, FH2FITHY, HhEi
4TI 38BIH K, 80.9%TH -7z,

SPHLEDFIIC L DRATTI, T 0, TII3THIH
30BIDtHR L, HEESL.1%TH 72, M LTI 106

8 FlHHRL, HAES0.0%TH-7 (Table 8),
TBRERH, MABAURM & NIRRT AERITH 2, B
MU, BABLGC X ZRATTIY, BB 356250
HE, 1608, 6BIFE, 3BIERATHY, kK
13356 28BIAHR L, 80.0%THh 7z, F 7 iRARG:
HBITIZER OB, Wb 10, AZ 16, WA 165
SURH2BITH ), IHREIZ 1265 10F1H4% L, 83.3

%DM ERLI2 (Table 9, 10),

FBMEY, IRA BSOS MR BB IR
T3, TOBRFPIBKATER, WA 58K TE 8K BRAS
B FHSERTHY, HKEIZ80.0%ThH -7,

SHEEB R T3 BRI B\ THERI D BHRE OB\
S.aureus TIZISPRPLIBRIEL L, HEET8.6%TH-
2. Staphylococcus epidermidis15¥ETI312B14% L 1
BIERZATHY, HKRE86.7%TH -7 (Table11),

4. BIfER

ARPREIC & 0 B o 2BIHERIZT8FIF 2 61 (2.6%)
Th-olz, ZOWRIITH, EXD, F1HTHY, »
FHOEFIOBETH ), WEIEEHTETH 72

BRREEOREICHL Td, R REMEERTER
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Table 9. Bacteriological efficacy of NY-198 classified by clinical isolates
(monomicrobial)
No. of Bacteriological efficacy Eradication
Clinical isolate
Cases | Eradicated | Decreased | Persisted | Replaced Unknown rate (%)
Gram(+)bacteria
S. aureus 9 6 1 2 66.7
S. epidermidis 9 7 1 1 88.9
S. haemolyticus 2 2 100.0
S. hominis 1 1 0
S. pyogenes 1 1 0
S. agalactiae 1 1 100.0
E. faecalis 1 1 100.0
Sub-total 24 16 1 5 2 75.0
Gram (—)bacteria
E. coli 2 2 100.0
C. freundii 1 1 100.0
S. marcescens 1 1 100.0
P. aeruginosa 1 1 0
P. cepacia 2 2 100.0
P. stutzeri 1 1 100.0
Sub-total 8 6 1 1 87.5
Anaerobes
Peptococcus sp. 1 1 100.0
P. magnus 1 1 100.0
Bacteroides sp. 1 1 100.0
Sub-total 3 3 100.0
Total 35 25 1 6 3 80.0

BED LN 72, (Table 12, 13),

5. B

FHEUEIC L 2ERER, 1860, EEICHRT
Bl, HRS55F, RLRLAMLIE, BETEV 56T, AH
FI379.5% Th -1,

BUW « SRR SR IC DV T, 76fich3EE cE
T, HRE54H), RLRLABRIB, BRTEWS5HT, A
R®I380.3%TH -7,

RBRICA S &, ByMENIE63.2%, BIH100.0%, £l
Bi90.0%, Y oo sHik- ) v MEK100.0%, KRS
87.5%, #H%33.3%, M- BEEEG0.0%, [LARVETLIR
R, MPIFERE, (UBEERERTIZZ2NZN100.0%,
LIRIEBRE %50 . 0% DA AE TH >72 (Table 14),

6. EEKOMEMOBDNY

ERPR Bk MIC % BIE L1587 Bikki2 20568k T &
%, ZDEFR10°cells/mlT13568kH 478k (83.9%), 10°

cells/mITi3568kH418%(73.2%), #3.13ug/mITFic
L7z (Table 15, 16),

FRCOBEREDLBIE S, aureus 148 T3 10
cells/mlE & UF10%cells/ml & ¥ 123.13ug/mlEL Fi2 136k

(92.9%) »*3# L, \“w§h b pipemidic acid (PPA),
enoxacin (ENX) # X ¥ norfloxacin (NFLX) k9
ENREEERL: (Fig.2, 3),

S. epidermidis10kk T 1310°cells/ml T {33.13ug/ml
LIFic@tkas, F7:108cells/mITid, 3.13ug/miLITFic
9tk (90.0%) 3L, I b NFLX, ofloxacin,
ENX ¢ [F%, PPA L WENTBE*RL: (Fig.4,
5)

vV ¥ &

NERERIC BT A EE L TR - SREEES L omEm
BYFEICAT LT NY-1982 %5 L BRIREIRET 247 7% -
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Table 10. Bacteriological efficacy of NY-198 classified by clinical isolates
(polymicrobial)

Clinical isolate

No. of
Cases

Bacteriological efficacy

Eradicated

Decreased

Persisted

Replaced

Unknown

Eradication

rate (%)

aureus

. epidermidis

100.0

aureus

. pyogenes

100.0

aunyreus

. marcescens

100.0

aureus

. coli

. epidermidis
. haemolyticus

100.0

sanguis

. morbillorum

calcoaceticus

GNFR

100.0

. aeruginosa
. coli

100.0

. aureus

epidermidis

. pyogenes

100.0

aureus
hominis

. Dyogenes

100.0

epidermidis
haemolyticus
bivius

100.0

epidermidis
hominis
oxytoca

100.0

milleri

. cepacia
. fragilis

P
E
S
S.
S
S.
S.
S
S.
S.
B.
S.
S.
K.
S.
P
B
S
E
P

. epidermidis
. faecalis
. aeruginosa

Candida sp.

Total

14

83.3
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Table 11. Bacteriological efficacy of NY-198 classified by clinical isolates
No. of Bacteriological efficacy Eradication
Clinical isolate
strains | Eradicated | Decreased | Persisted | Replaced | Unknown | rate (%)
Gram (+ ) bacteria
S. aureus 15 11 2 1 78.6
S. epidermidis 15 12 1 1 86.7
S. haemolyticus 4 4 100.0
S. hominis 3 2 1 66.7
S. pyogenes 4 3 1 75.0
S. agalactiae 1 1 100.0
S. sanguis 1 1 0
S. milleri 1 1
E. faecalis 2 1 1 50.0
Sub-total 46 33 3 6 2 2 79.5
Gram (—)bacteria
E. coli 4 2 1 1 100.0
« C. freundii 1 1 100.0
‘S | K. oxytoca 1 1 100.0
;é S. marcescens 2 2 100.0
P. aeruginosa 3 1 1 1 33.3
P. cepacia 3 2 1 100.0
P. stutzeri 1 1 100.0
A. calcoaceticus 1 1 100.0
GNFR 1 1 100.0
Sub-total 17 10 1 1 3 2 86.7
Anaerobes
S. morbillorum 1 1 0
Peptococcus 1 1 100.0
P. magnus 1 1 100.0
B. fragilis 1 1
B. bivius 1 1 100.0
Bacteroides sp. 1 1 100.0
Sub-total 6 4 1 1 80.0
Candida sp. 1 1 0
Total 70 47 5 8 5 5 80.0
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Table 14. Clinical usefulness of NY-198
Usefulness Utility rate (%)
Total
Diagnosis Very Fairly Surgical procedure
cases Useful Unuseful Total
useful useful With Without

Infected atheroma 19 1 11 5 2 11/18 (61.6) 1/1 (100.0) 12/19 (63.2)
Felon 10 9 7/7 (100.0)| 3/3 (100.0) 10/10(100.0)
Wound infection 10 9 1 1/2 (50.0)| 8/8 (100.0)| 9/10 (90.0)
Lymphadenitis, lymphangitis | 10 1 9 2/2 (100.0)| 8/8 (100.0)|10/10(100.0)
Subcutaneous abscess 8 7 1 6/7 (85.7)| 1/1 (100.0)| 7/8 (87.5)
Phlegmon 6 2 1 3 2/4 (50.0)| 0/2 (0) 2/6 (33.3)
Furuncle, furunculosis 5 3 2 3/5 (60.0) 3/5 (60.0)
Suppurative mastitis 4 3 1 4/4 (100.0)| 4/4 (100.0)
Periproctal abscess 3 3 3/3 (100.0) 3/3 (100.0)
Suppurative folliculitis 1 1 1/1 (100.0)| 1/1 (100.0)

Sub-total 76 7 54 10 5  [35/48 (72.9)[26/28 (92.9)(61/76 (80.3)
Suppurative arthritis 2 1 1 0/1 (0) 1/1 (100.0)| 1/2 (50.0)

Total 78 7 55 11 5 [35/49 (71.4)127/29 (93.1)|62/78 (79.5)

Table 15. Susceptibility of clinical isolates to NY-198

(108 cells/ml)

MIC (pg/ml)
Clinical isolate

<0.025

0.05

0.1

0.2

0.39|0.78

1.56

3.13 | 6.25

12.5| 25

50 |Total

DOV RO LUy

aureus

. epidermidis
. haemolyitcus
. hominis

. pyogenes

. agalactiae

. sanguis

. milleri

. faecalis

coli

. freundii
. oxytoca
. marcescens

aeruginosa
cepacia

. Stutzeri

morbillorum
magnus

. fragilis
. bivius

4 5
3 4
4

4
2

14

[y
o

T S L T T SR SO N e L S

Total

11

13

(4]
[=2]
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Table 16. Susceptibility of clinical isolates to NY-198 (108 cells/ml)

MIC (pg/ml)
<0.025| 0.05| 0.1 | 0.2 |0.39|0.78 |1.56 |3.13 | 6.25| 12.5| 25 50 | Total
Clinical isolate

4 2 1 14
2 1 1

. aureus
. epidermidis

—_
o

. haemolyticus 1

- oW o N

. hominis
pyogenes 2 1 1
. agalactiae
. sanguis 1
. milleri 1
. faecalis 1
coli 1 1
freundii
. oxytoca
marcescens 2
aeruginosa 1
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Fig. 2. Susceptibility of S. aureus to NY-198 Fig. 3. Susceptibility of S. aureus to NY-198
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CLINICAL STUDIES ON AN APPLICATION OF
A NEW ORAL QUINOLONE (NY-198) TO SKIN, SOFT TISSUE
AND JOINT INFECTIONS IN THE FIELD OF SURGERY
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We evaluated the clinical efficacy of NY-198, a new oral antibacterial agent (new quinolone), in 78 surgical
patients with infectious diseases of the skin, soft tissue and joint, such as infected atheroma, felon, wound
infection, lymphadenitis and lymphangitis, subcutaneous abscess, phlegmon, furuncle and furunculosis, suppur-
ative mastitis, periproctal abscess, suppurative folliculitis and suppurative arthritis. The efficacy rate deter-
mined by the attending physicians was 80.8%, being excellent in 10, good in 53, fair in 11 and poor in 4 cases.
On the other hand, the efficacy rate determined by the Study Group Committee’s criteria for skin and soft tissue
infections was 88.2%, being excellent in 39, good in 28, fair in 4 and poor in 5 cases. Bacteriologically, the
eradication rate was 80.0% in monomicrobial infection (35 patients) and 83.3% in polymicrobial infection. NY
-198 was effective in 7 of 9 patients in whom previous treatment had been ineffective (efficacy rate: 77.8%).
Side-effects occurred in 2 of the 78 cases (2.6%): one had diarrhea and the other complained of nausea. No
abnormal laboratory tests attributable to NY-198 were observed. The attending physicians considered the drug
to be very useful in 7/78, useful in 55/78, slightly useful in 11/78 and unuseful in 5/78 cases, the usefulness rate
being 79.5%. The MIC of NY-198 against 56 strains (20 species) isolated from clinical samples, was 3.13ug/ml
or lower concentration against 47 strains (83.9%).



