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R F 0 REBPIEE NM441 OEERAIERES

EH 8- Kx8 B BV -EF BZY-8F FEXY

FH ORBEY MR ERY-BH ZEY-BE 0 B - ReE Y
DREKFERFFRERAENR (C#H - HRRRPRESGHE),
VRSB VL ¥ —WRERY, OREFEAERY ¥ 5 —BRAER,
TERARZEFEE AR

TR * /0  RERPIEE NM441 122w TERRS 21TV, UTORRE 2B,

IR S8 R YRE 32 B, FRERRGLSE 2 BIDE 34 flic NM441 % 1 H 100~600mg, 4 ~18 ARKZEL, #
DEME, BEHITOWLTRA LT,

1) BRZNROFHMATHESIZ 34 BT, ZDRBHEEKRIIR IR 2/2, SHIJEXK 4/4, BHESKE
XK 18/22, [EXWREO —KER 1/1, [EXIMEOZKBER1/1, MKED ZXKEH1/1, MmO
ZRBH1/1, BEBLK1/2T, £EMNTIZ29/34 THY, BXEKRIZ8.3%ThHo Tz,

2) 1 HRSERERSRIZ, FIRIABIPAE Tk 200mg 3/3, 400mg 23/27, 600mg 2/2 Th o7z,
¥ 7o, PREEBYETIE 100mg 0/1, 200mg 1/1 TH -7,

3) BERESEE SN0 10 5T, 8 EHME 13 ko3l S hiz, MIEFRIZIRIX 75.0% DEHKE
THo7z,

4) BHWERIZESE 4 IR TH Y, BEOEBEL 16 (2.9%) R shl, BRREME
DRELEIZ 3P THREITL, EBED GOT, GPT L& 184 (3.0%) EDshiz,

UL OBREAE LD, NM441 ZARHERBRECN L CTERAEORVWERITHZ LEX Shl,

Key words : NM441, FE%aSRESE

NM441 ix, BERFEHASH L HBRRERRNS T
HEREAFETD, Yo Ry SROFLLF /o RERK
VHEETHZ, FFEF 7V UBERO 1AL 2% S
ENLTCLERBECL THEN 2R, S5 THD
EXRTOVBEAFYITFY VoA XAFNERESL
TR EED T, FIROGEMEETH 59, FFITF
O%S5%/MEESRL VRN SR, FFVIFFV V=
A FIVEHEER U - PUEBE A K NM394 & L THAI
ST B,

NM39%4 137 7 oBHEB L U7 7 2BHEEICXL T
BLWHEARY "VEET 5, B, REFE2EIUD
LT3 7 BEEC L TEN IENERL, EB&
B~ o ARBRPGECX L CTHOIIBE I 2 R TRERE O h
T 329,

e, 3oz 13 FICFFIREFBRAE 32 BB & UIRESRSE
2Bt L TEHRA OB E 21T, ZOMKBERM D
WTFHE L 72D TRk %,

NRIFFHRA4FELIA»STFRSFE6 A & COMICER
KEEREPFR & Z OBERE O 2 H{itB L UFREK
PEZNEHC AR £ 7237 kBhE L, SFEBONE £
B L CRIBE B & /- R R AIE 32 B & IR EE S iE
2%ITH-o7: (Table 1),

HRNZBEM 136, ZE 21 BITH D, FHIX 25~T8 5%

(F#959.4 %) Tholz,
EBRONFUIMA 2 6], BEKEXL 46, BHEKE
XK 22 0, [EXZHRFEO KBS 18, KLEXWED
ZRBG 1B, KO ZREG 16, g0 ZRER
18, BRBL28TH-7,
BEHERERIC LD, 1H100~300mg % 1 H 1
~2EIRBEOKRE LI, %5 4 ~18 HET, £
BEEI120.7~7.2g ThH -1z, BERHIROHE X, K,
WK, WEAEOR B L R E OBRRERICZ, K
X $FrR, #ik, CRP, HIMEKHL & DRERBEORE
BEiERe L TEBREMRANICHIE LT, HIEEREL
LT, BYERS 3 BURICEHICER L, REFRR
557 ~10 BUWNIZIZIERL L 72 & 0 2[E%h ], BPE
ROBRERBORENN Z N & VBN OSBRI IXH
K-WELLODOE [BR), TRELHEE -HELGR
DONLELoTbDIRRRER], KEOASNLPD
7ebo, ¥ 3EMLE-bOE [HE] L L, MEF
R E L TRBRE XN EOWRIC LY TH#HEL [H
D ErIEmAHE], TERR), [RE] 0 4BRES LT
[HIETRENC THIE LTz, %8, FAIDOEIERELTT
VL F R, MEBRER, THRMEERZ £ OHBEY
RODLELERE L, %72, FFIRSHIZ DK,
BEE, BHAEL X OBSIRRE R HEITL T, ERRREMED

* T 130 AR E KA 2-1-11
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Table 1. Clinical results of NM441 treatment
. . Administration Evaluation
Case| Age Diagnosis Isolated* - ] Side
(yr) solate daily |duration|total | wBC* | CRP* | ESR* o bacterio- | effects
no. | Sex Underlying disease organism dose dose clinical Jogical elrec
(mg) | (days) | (g) | (/mm?®) |(mg/dD)| (%)
60 pneumonia normal flora 6,500 1.32 50
1 2002 7 2.8 good unknown (=)
M (=) normal flora 5,200 | 0.30 | 24
ol pneumonia not tested 10,100 4.41 21
2 2002 7 2.8 good unknown (—)
F (=) not tested 8,800 | =0.25 16
35 acute bronchitis normal flora 8,800 0.99 24
3 - 200x 2 7 2.8 good | unknown | (—)
F bronchial asthma sputum (—) 5,400 0.29 22
36 acute bronchitis normal flora 10,000 3.90 10
4 - 2002 7 2.8 good unknown (=)
F bronchial asthma sputum (—) 8,900 0.29 | not tested
66 acute bronchitis normal flora 4,800 | 1.10 | 40
5 F bronchial asthma 2002 7 2.8 good unknown (—)
hypertension normal flora 10,700 0.29 16
acute bronchitis 1fl 4.800 1.10 0
66 - normal flora , .
6 bronchial asthma 200x2| 7 |28 good | unknown | (—)
F _hypertension sputum (—) 7,700 | 0.29 | 16
liver dysfunction
50 chronic bronchitis normal flora 19,600 2.98 | not tested
7 1002 7 1.4 excellent| unknown (=)
F bronchial asthma normal flora 14,900 0.26 | not tested
64 chronic bronchitis normal flora 9,100 2.38 56
8 100 %2 7 1.4 excellent| unknown (=)
F bronchial asthma normal flora 6,400 0.34 30
73 chronic bronchitis not tested 7,500 1.34 35
9 1002 7 1.4 excellent| unknown | (—)
F bronchial asthma normal flora 8,800 0.36 34
25 chronic bronchitis P. aeruginosa 5,700 1.02 24
10 200X 2 7 2.8 excellent| eradicated | (—)
F ) normal flora 6,500 | <0.025 | 22
70 chronic bronchitis S. pneumoniae 8,300 | 5.31 76
11 F chronic pulmonary 200X 2 8 3.2 excellent| unknown | (—)
emphysema not tested 9,100 0.29 57
68 chronic bronchitis normal flora 7,100 | 2.27 | 56
12 bronchial asthma 200 %2 7 2.8 excellent| unknown (=)
F diabetes mellitus normal flora 5,500 0.26 25
63 chronic bronchitis normal flora 9,800 | 4.67 | 72
13 M bronchial asthma 200 %2 11 4.4 excellent| unknown | (—)
diabetes mellitus not tested 8,100 0.31 51
66 chronic bronchitis normal flora 9,900 2.30 11
14 2002 9 3.6 good | unknown (=)
F —) normal flora 9,500 | 0.33 1.3
41 chronic bronchitis not tested 10,400 1.73 40
15 200 %2 7 2.8 good unknown (—=)
F =) sputum (—) 10,100 | 0.25 | 17
65 chronic bronchitis H. influenzae 13,000 3.33 38
16 M 2002 5 1.8 good | eradicated | (—)
bronchial asthma normal flora 8,800 0.53 26
69 chronic bronchitis H. parainfluenzae 6,300 1.49 8
17 M 200%2 7 2.8 good | eradicated | (—)
bronchial asthma normal flora 7,500 | =0.25 3
78 chronic bronchitis normal flora 8,600 1.54 15
18 M 200%2 7 2.8 good | unknown (=)
bronchial asthma sputum (—) 9,100 0.31 9
58 chronic bronchitis M. catarrhalis 10,600 1.23 18
19 F 200X 2 7 2.8 good | eradicated | (—)
pulmonary emphysema normal flora 7,700 | =0.25 12
77 chronic bronchitis not tested 4,200 0.35 40
015 - — 2002 7 |28 good | unknown | (—)
chronic hepatitis normal flora 4,900 0.25 31
55 chronic bronchitis normal flora 8,000 5.20 108
21 F - 200X 2 7 2.8 good | unknown (—)
hypertension normal flora 6,000 0.55 66

. - before treatment
after treatment
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Table 1. continued
Case| Age Diaenosis Administration Evaluation
(yr) g Isolated* daily |duration|total | wBC* | CRP* | ESR* bacteri Side
no. | Sex Underlying disease organism dose dose clinical lac ?nlO_ effects
(mg) | (days) | (g) | (/mm?) | (mg/dD | (%) ogica
51 chronic bronchitis not tested 13,000 1.07 17
22 200%2 7 2.8 good unknown (—)
F hypertension sputum (—) 7,000 0.26 | not tested
58 chronic bronchitis normal flora 9,100 2.42 42
23 200 %2 7 2.8 fair unknown | (—)
F (=) not tested not tested | not tested | not tested
69 chronic bronchitis S. prneumoniae (H#) 12,900 3.77 10
24 F 200% 2 4 1.6 poor | decreased | (—)
bronchial asthma S. pneumoniae (+) 9,300 3.88 39
50 chronic bronchitis normal flora 21,900 2.34 15
25 2002 10 4.0 poor unknown (=)
M bronchial asthma normal flora 22,900 | 12.5 66
56 chronic bronchitis not tested 10,000 4.91 56
26 200%2 18 7.2 poor unknown | (—)
M bronchial asthma not tested 6,800 7.25 42
69 chronic bronchitis normal flora 8,700 3.10 90
27 300x2 7 4.2 excellent| unknown | (=)
M =) normal flora 7,000 | 0.30 | 46
27 chronic bronchitis M. catarrhalis 16,600 | 3.90 55
28 M bronchial asthma 300 %2 7 4.2 excellent| eradicated | (—)
fatty liver sputum (—) 12,800 0.61 16
74 bronchiectasis+RT]I normal flora 5,600 1.81 40
29 F 200% 2 7 2.8 good | unknown | (=)
(-) normal flora 6,500 | =0.25 30
36 | bronchial asthma+RTI normal flora 18,000 6.21 30 GOT1
30 M 200%2 12 4.8 excellent| unknown GPT1
(=) normal flora 9,300 0.26 3
67 | pulmonary emphysema+RTI normal flora 11,200 2.18 16
31 M - — 200x2 7 2.8 good | unknown | (—)
chronic hepatitis sputum (—) 5,600 0.73 17
64 hemothorax +RTI S. pneumoniae 10,600 | 0.92 | 18
32 M - E. coli 200x2 14 5.6 good | decreased | (—)
right costa fracture S. pneumoniae 7,500 | £0.25 9
pyelonephritis S. aureus 13.700 17.8 53
76 : K. pneumoniae » :
33 neurogenic bladder ! 100 1 7 0.7 . _
M hypertrophy of the P. aeruginosa 13.800 | 132 o fair | decreased | (—)
prostate S. aureus
67 pyelonephritis E. coli (10°) 7,400 7.8 66
34 F S. aureus (102) | 100x2 7 1.4 good | eradicated |headache
=) E. faecalis (10?) 5,300 | 0.2 48

. . before treatment

" “after treatment RTI : respiratory tract infection

BEEOHBROFE LRI L 72,

EKEIDOR G %17 - 72 34 FleBIoE i ET REIT
HO, EERZNFEIE 34 BIF [ZFR) 1061, [H%H]) 19 #1,
(g% 26, [#EX] 3BTHD, 85.3%(29/34)
DEMETH -7z (Table 2), EERINZ I (2/2), &
HREXK 4/, [EHREO ZRKBEEA/1), &
IR RD ZRIBH(1/1), KD ZREH(1/1), Mmi
DRBGL(1/1) BT [BR LEThy, BHE
EXRH 2260 18 BIH [B%] LIL(81.8%), BEE
%260 165 (BRI THoz,

TR BRREAAE D 1 HIR G BHIEGKLIE (Table 3) i3,
600mg &5HID 2 FlTix &%) 2 1, 400mg 55D
27 BTk (&%) 56, (B2 184, [LHE%] 14,
[ 4% | 3 B CHEZFIL 85.2%, 200mg 56D 3 FTit
[Z%] 3B ThH-T, Tlz, REELYE 2 B TIE, 200

mg BE5HFI[ER], 100mg BREFHB[RLERITH-
2o

IR SR RRGLAE 12 B V> T, BEPR AN R 2 MRET L 72 32 B
J LEREHHRE & NIRERIDS 8 BT 6 B 9 BRyS
ansz, BEEINC AEDME (Table 4) & Moraxella
(Branhamella) catarrhalis 2 ¥k, Escherichia coli 1%,
Pseudomonas aeruginosa 1%k, Haemophilus influenzae
1Bk, Haemophilus parainfluenzae 1 ¥k032tk [H%]
THY, Streptococcus pneumoniae 3BEHD 2 ¥kH [F
Bl 1P REBROBERBREMOD: o [HEREE] T
Holz, REBRPEE 2 I, 14)(Case 33) 13 3 RERR
TH Y, Klebsiella pneumoniae, P. aeruginosa 3%
¥ % & methicillin-resistant Staphylococcus aureus 25
ftl, 14l(Case 34) 3 54&T#H S. aureus, Entero-
coccus faecalis B E N 5 b EH 10%cells/ml D=,
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E. coli HEBlE Uiz, 2 34 BIOMBEFEE L 75%
(9/12) DEHEETH -7z,

BfERIZRRE L7z 34 BleBlTRETL, 16)(Case 34)
CEEOHRERD I, NEML TREMEL 6 BRI
FERGHEE L T2, BERAEBEE URE Rk L T
B8, FEEDORRBEFEEHZnb Lz EHEL
2. EEFRRRZE(E (Table 5) OREEH IR SH-HITHK

GPT 0&EE LR %Dz, GOT i3 16 » 5 43(1U) 2,
GPT 320 »5 T3(IU) C LR L0, EK T SHEOD
BHRE T& 229, 45 LERL 12728, &AL ORRE
Fbscrb Lz EHELT,

Lk, FEIIEZNED 85.3%(29/34) &<, BIEA
#2.9%(1/34), BARREMBRELHH 3.0%(1/33) &
Dl BEMHNFH I L LY, RRRBBRIEICES VT

EREML 2 33HFITRETL, 16(Case 30) iz GOT, +HCERESIECEIERTH L LB,
Table 2. Clinical efficacy of NM441 according to diagnosis
i . No. of Clinical efficacy Efficacy
Diagnosis N /) »
cases |excellent| good fair poor rate (%)
Pneumonia 2 2 2/2
Acute bronchitis 4 4 4/4
Chronic bronchitis 22 9 9 1 3 18/22(81.8)
Bronchiectasis+RTI 1 1 1/1
Bronchial asthma+RTI 1 1 1/1
Pulmonary emphysema+ RTI 1 1 1/1
Hemothorax+RTI 1 1 1/1
Pyelonephritis 2 1 1 1/2
Total 34 10 19 2 3 29/34(85.3)

* (excellent+good) /No. of cases
RTI : respiratory tract infection

Table 3. Clinical efficacy of NM441 according to daily dose (respiratory tract infection)
Diagnosis ; . .
Preumonia Acute Chronic Bronchiectasis fsrtc;ﬁ:ml :;:s::ga Hemothorax [No. of Clinical efficacy Efficacy
g:sl::)zmg) bronchitis | bronchitis +RTI ARTI CRTI +RTI | cases excellent | good | fair | poor rate(%)*
600 2 2 2/2
400 2 4 17 1 1 1 1 27 5 18] 1 3 |23/27(85.2)
200 3 3 3/3
Total 2 4 22 1 1 1 1 32 10 18| 1 3 ]28/32(87.5)
*(excellent+good) /No. of cases
RTI: respiratory tract infection
Table 4. Bacteriological efficacy of NM441 (respiratory tract infection)
No. of Bacteriological efficacy Eradication
Isolated organism . - - R
strains | eradicated | persisted |unknown| rate

Streptococcus pneumoniae 3 2 1 0/2

Moraxella catarrhalis 2 2 2/2

Escherichia coli 1 1 1/1

Pseudomonas aeruginosa 1 1 1/1

Haemophilus influenzae 1 1 1/1

Haemophilus parainfluenzae 1 1 1/1

Total 9 6 2 1 6/8

*eradicated strains/ (No. of strains—unknown strains)
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Table 5. Laboratory findings before and after treatment with NM441
Case RBC Hb Platelet |Eosino.| GOT | GPT | ALP | T-Bil | LDH BUN Cr
no. | (X104/mm?) | (g/dD) |(X10¢/mm?) | (%) |[dU/D|1U/D | AU/D | (mg/dl) | (IU/1) | (mg/d]) | (mg/dD)
1B 429 13.7 22.0 2.4 19 14 161 0.62 415 11.5 1.1
A 454 14.4 25.8 2.1 23 20 201 0.75 427 14.4 0.9
2B 419 12.9 21.4 6.0 25 41 143 0.58 333 16.4 0.8
A 376 12.2 28.6 4.5 20 24 151 0.43 266 18.6 0.8
3B 494 15.3 38.9 0.2 14 12 156 0.51 313 7.1 0.7
A 438 13.7 41.0 0.6 16 15 141 0.39 31 8.6 0.6
4B 409 12.6 18.8 3.5 12 11 91 0.40 261 17.3 0.8
A 408 12.6 19.9 4.0 14 17 91 0.57 283 14.3 0.8
5B 491 14.6 18.0 5.0 24 32 126 0.69 435 13.8 0.6
A 509 15.1 32.5 1.5 23 32 131 0.52 355 14.5 0.7
6B 491 14.6 18.0 5.0 24 32 126 0.69 435 13.8 0.6
A 509 15.1 32.5 1.5 23 42 131 0.52 355 14.5 0.7
7B 477 14.2 44.5 8.0 22 14 129 0.77 440 9.5 0.7
A 497 15.1 40.0 9.5 16 11 133 0.38 377 9.5 0.7
8B 431 13.1 20.2 8.0 28 37 195 0.61 347 11.9 0.7
A 427 12.9 23.8 8.0 24 37 184 0.38 374 16.5 0.7
9B 452 13.6 27.2 3.0 14 16 187 0.73 449 22.8 1.2
A 453 13.5 27.3 3.9 13 4 182 0.64 499 21.4 1.0
10B 421 12.7 24.6 8.0 15 5 113 0.60 245 6.8 0.6
A 409 12.4 30.2 4.0 13 4 272 0.31 272 9.9 0.6
11B 428 14 .4 29.4 0.4 21 12 177 0.74 454 10.6 0.8
A 392 13.0 43.9 0.8 14 11 201 0.69 381 13.2 0.7
12B 385 11.3 28.4 0.5 13 9 183 0.76 402 20.0 0.9
A 368 10.8 28.4 0.0 13 10 174 0.48 362 21.2 1.1
13B 517 15.3 21.6 0.0 16 14 183 0.79 302 24.2 1.4
A 501 14.7 21.3 3.0 17+ 13*| 165* 0.54* 318* 14.7* 1.4*
14B 421 13.9 27.3 0.0 24 18 122 0.69 489 16.7 0.8
A 433 13.9 31.2 0.5 27 16 115 1.15 480 13.2 0.7
15B 465 14.5 31.4 3.7 11 10 108 0.77 287 8.1 0.6
A 423 13.2 40.3 1.5 12 18 110 0.39 264 9.5 0.7
16B 452 14.0 23.5 0.0 16 18 209 0.73 452 15.1 0.8
A 449 14.1 27.6 0.0 12 16 211 0.51 464 18.1 0.7
17B 423 13.7 22.0 7.5 28 23 112 0.61 511 14.7 1.1
A 410 13.6 20.9 3.0 33 26 127 0.29 536 13.5 1.1
18B 532 16.2 22.0 2.3 20 18 181 0.62 308 14.4 1.1
A 484 15.7 17.9 1.4 21 34 161 0.40 271 17.2 1.0
198 439 12.8 34.0 1.0 13 8 122 0.55 329 13.9 0.8
A 430 13.2 41.8 3.0 12 9 138 0.37 313 16.7 0.8
ZOB 357 12.3 16.4 3.3 56 38 217 1.17 451 9.8 0.8
A 345 12.0 18.5 2.7 43 37 194 0.64 443 14.6 0.9
21B 398 12.0 37.9 0.6 18 18 188 0.62 302 11.6 0.7
A 399 11.9 42.5 2.2 14 14 196 0.32 311 14.9 0.7
228 493 14.4 39.2 0.5 27 25 184 0.81 659 13.6 1.2
A 496 15.0 39.3 4.0 27 34 186 0.82 627 11.3 1.0
238 462 13.7 27.2 0.0 18 19 188 0.63 388 11.0 0.8
A NT NT NT NT NT | NT NT NT NT NT NT
24I:’» 462 14.5 17.7 0.5 24 40 160 0.61 404 13.5 1.0
A 428 13.0 29.1 0.5 21 30 154 0.77 365 9.5 0.8
25B 445 14.3 50.6 1.0 29 31 96 0.69 390 9.9 0.9
A 475 15.0 61.8 0.0 25 33 89 0.35 553 5.5 0.8
268 470 14.4 41.1 4.0 32 33 118 0.33 304 17.4 0.9
A 435 13.1 44.1 1.0 18 20 123 0.41 329 15.4 0.8
27B 440 13.0 31.4 2.6 17 20 201 0.46 344 11.5 1.1
A 460 13.5 30.9 0.5 15 17 201 0.32 346 11.4 1.0
288 531 15.6 30.2 0.0 54 155 187 1.03 359 8.7 0.9
A 545 15.9 29.7 2.5 61 141 209 0.47 384 14.2 1.0

B : before treatment,

A after treatment,

NT: not tested,

* . during therapy
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Table 5. Continued

Case RBC Hb Platelet |Eosino.| GOT | GPT | ALP | T-Bil LDH BUN Cr
no. [ (X10*/mm?) | (g/dl) | (x10*/mm?)| (%) |dU/1)|AU/D| (1U/1) |(mg/dD | (IU/D) | (mg/dD | (mg/dl)
298 377 11.2 21.0 1.9 24 16 107 0.31 377 22.1 0.9
A 371 11.2 30.2 2.2 20 18 111 0.55 368 20.9 0.9
30B 481 14.9 441 7.5 16 20 265 0.40 353 10.0 1.0
A 491 15.2 41.4 2.2 43 73 204 0.44 346 11.6 0.8
31B 444 14.7 29.7 0.5 48 44 162 0.27 327 11.4 1.0
A 445 14.3 29.0 2.4 49 47 146 0.33 369 12.9 1.1
32B 440 14.0 17.1 0.5 31 44 188 0.68 401 8.8 0.7
A 435 14.2 29.1 1.2 31 36 231 0.40 373 10.1 0.7
33B 335 10.8 31.3 2.0 8 7 139 0.60 188 13.0 0.5
A 340 10.8 31.7 1.0 10 10 153 0.60 187 15.0 0.5
34B 408 12.0 32.3 2.0 17 17 191 0.60 312 11.2 0.7
A 403 12.1 38.7 3.0 14 14 175 0.20 316 NT NT
B: before treatment, A : after treatment, NT : not tested
X " a new quinolone, NM394. Antimicrob Agents
1) Segawa J, Kitano M, Kazuno K, Matsuoka M, Chemother 35: 2490~2495, 1991
Shirahase I, Ozaki M, Matsuda M, Tomii Y, Kise 3) Yoshida T, Mitsuhashi S: Antibacterial activity of
M : Studies on pyridonecarboxylic acids. 1. Synthe- NM394 the active form of prodrug NM441, a new
sis and antibacterial evaluation of 7-substituted- quinolone. Antimicrob Agents and Chemother 37:
6-halo-4-oxo-4H -[1, 3]thiazeto[3, 2-a]quinoline- 793~800, 1993
3-carboxylic acids. J] Med Chem 35: 4727~4738, 4) Ozaki M, et al : In vivo evaluation of NM441, a new
1992 thiazeto-quinoline derivative. Antimicrob Agents
2) Ozaki M, et al: In vitro antibacterial activity of Chemother 35: 2496~2499, 1991

Clinical study of NM441, a new quinolone antibiotic

Kaoru ShimadaV*, Satoshi Kimura®, Shinichi Oka", Yasuyuki Sano?, Yasufumi Miyamoto?,
Yasuo Arai?, Takashi Inamatsu®, Otohiko Kunii*, Hajime Nishiya* and Isao Ohyatsu®
YDepartment of Infectious Diseases, Institute of Medical Sceience, University of Tokyo

4-6-1 Shirokanedai, Minato-ku, Tokyo 108, Japan

(* Present address : Social Insurance Central Hospital)
2Department of Allergy and Respiratory Diseases, Doai-Kinen Hospital
nfectious Diseases Section, Tokyo Metropolitan Geriatric Hospital
“Second Department of Internal Medicine, Teikyo University School of Medicine

The clinical evaluation of a new quinolone antibiotic, NM441, was performed, and the following results
were obtained.

NM441 was administered to a total of 34 patients including 32 cases with respiratory tract infections and
2 with urinary tract infections at daily dose of 100~600mg for 4~18days, and its efficacy and safety were
investigated.

1) In 34 evaluable patients, the clinical efficacies classfied by diagnosis were 2/2 in pneumonia, 4/4 in
acute bronchitis, 18/22 in chronic bronchitis, 1/1 in secondary infection of bronchiectasis, 1/1 in secondary
infection of bronchial asthma, 1/1 in secondary infection of pulmonary emphysema, 1/1 in secondary
infection of hemothorax, 1/2 in pyelonephritis and 29/34 in total cases, and the efficacy rate was 85.3%.

2) In bacteriological efficacy, 13 strains of 8 species were isolated from 10 patients with determined
causative organisms, and the eradication rate was 75.0%.

3) Side effects were evaluable in all 34 patients administered NM441, and a mild and transient
headache was observed in 1 case (2.9%). Abnormal laboratory findings were investigated in 33 patients,
and a mild elevation of GOT and GPT was observed in 1 case (3.0%).

From above results, NM441 was considered a useful drug in internal medical infections.



