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BZl, THOERI S VBREZAFYIAFY VIR
FNEEEELIFRLEMTH 5, FHIIRORS
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SE, FEbIF 15 PORERREFER BB KT %
BET2HEE2E-DT, TORBELR/ES 5,
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Table 1. Clinical Summary of NM441 Treatment
. X Isolated organism Effect
Case| Age Diagnosis Severi Daily dose | Duration Total Before Side
no. | Sex N - everity (mg X ti )| (days) dose Bacterio- o effects
(Underlying disease) mg X times ays ® . Clinical
After logical
28 acute bronchitis . normal flora
1 M mild 200x2 7 2.8 unknown good —
- sputum (—)
72 acute bronchitis ) sputum (—)
2 F - - mild 100X 2 8 1.6 unknown good -
pulmonary fibrosis sputum (—)
61 pneumonia . normal flora
3 mild 200x2 7 2.8 unknown good -
F - normal flora
65 pneumonia normal flora
4 M mild 2002 2 0.6 unknown | unknown | "2USe%
_ not done vomiting
56 pneumonia . normal flora
5 F mild 200x2 8 3.2 unknown good -
- not done
33 pneumonia . normal flora
6 mild 200x2 8 3.2 unknown good —
M - sputum (—)
49 pneumonia not done
7 moderate 100 %2 10 2.0 unknown | excellent —
F - sputum (—)
52 pneumonia . normal flora
8 mild 200x2 10 4.0 unknown | excellent —
M — sputum (—)
60 pneumonia H. influenzae .
9 moderate 200%2 12 4.8 eradicated good —
M — sputum (—)
67 pneumonia not done
10 moderate 200x2 7 2.8 unknown poor —
M emphysema normal flora
64 pneumonia H. influenzae .
11 F middle lobe syndrome moderate 200%2 14 5.6 eradicated | excellent —
hypertension sputum (=)
58 chronic bronchitis normal flora
12 mild 200x2 7 2.8 unknown good —
M — sputum (—)
72 chronic bronchitis H. influenzae
13 mild 200%x2 7 2.8 eradicated | excellent —
M - normal flora
38 middle lobe syndrome . B. cepacia
14 mild 200x2 14 5.6 - decreased good —
F — B. cepacia
old pulmonary tuberculosis - BUN 1
+infection normal flora i
15|78 mild 100 %2 | 2.8 unknown | good | et
F cor pulmonale, normal flora oombs
gastric ulcer, cholelithiasis test

92.9%ThH-7z,
WEEMERE i3, Haemophilus influenzae 3 ¥k (fE

B9, 11, 13, MIC id 3#k & b 0.054g/ml) & Burkhol-

deria cepacia 1 ¥ (FEB 14, MIC iZHIEE §) HH &
N, BEES% H influenzae 3BRIZTXTHEELR

D, B. cepacia 1 BRIZEHOBAIC & ¥ E 572, B. cepa-

cia DIBES NIEER 14 1F, PEERKEREIC ZRESR
REL LI BROEMBITH 2, HEFEFLIVMAZER
DL, 7EFN b CREXILRE L2 T 5,
XK, BEMEER % EFFICEBE L, R & D B. cepacia ()
VO Shi, BRREGREROB L & bR, B
HELREL:Z L, BEFHIOFEEHNS L OMMOME
BRI NS I Eh SRAE EHE LT,

FRI OGS L BEND B L BbN2EWERAY 18] (E
Bl4) w@EBohl, BEHE]1 BBRICELHHEL,

BE5RGB 2 HBR LB LLFFGL TEHL-7- 0, BE
BREACHIE LT, TAHLE 5 2To THREHIE
2 HBWCRHEER LD, [H408RDY ] LHEL L,
AFIR SR OBKRREMOHSE % Table 2 1R L7z,
AFIR S CEENH D EBbh2EEXE L LT, BUN
LR B — A AFABRGHE 1 H (EF15) 2RIz,
BUN 8L VEE 7 — LA ARREIREKRTERCREHE
RO, 5K T 11 HEORETIE BUN I3EE
AERD, /7 —LARBRIEFELL T, &3,
I BET AERIEFICED Lo 7,

NM44l 3 7a R 7y 78 * /o v RERTNEETH
D, FOMBEEERETHS NM3M X7 7 LAGHES
FO7 7 AEMECH L TLHEAOIEA R bV iR
L, TOERPFENL S BEI NS Z £ D%\ H. influen-
zae, Klebsiella pneumoniae, Pseudomonas aeruginosa
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Table 2. Laboratory findings before and after NM441 treatment
Case RBC Hb | Ht | WBC Platelet |Eosino| S-GOT | S-GPT | ALP | LDH | BUN S-Cr ESR | Direct | CRP
no. |(X10¢/mm?®|(g/dl)| (%) | (/mm?) | (X10/mm?) | (%) | (U/l) | (U/D | AU/ | (U/1) | (mg/d]) | (mg/dl) | (mm/h) |Coombs’| (mg/dl)
. B 467 14.3 {40.9 | 5400 23.8 1.0 16 13 104 331 15.4 0.94 2.0 N.D. (=)
A 490 14.9 |44.7 | 5900 25.2 1.0 17 12 102 338 14.1 1.00 2.0 N.D. (=)
) B 451 14.0 [41.0 | 13800 24.1 4.0 90 69 189 386 18.0 0.80 N.D. N.D. 1.03
A 430 13.4 {39.4 | 7900 26.3 9.0 72 49 180 381 15.0 0.70 N.D. N.D. 0.31
B 434 13.5 [40.5 | 7000 29.7 2.0 20 26 78 377 14.0 0.70 15.0 N.D. N.D.
3 A 466 13.4 {39.5 | 14000 14.0 2.0 27 32 89 429 17.0 0.80 7.0 N.D. N.D.
B 453 14.9 [43.6 | 11800 43.2 0.0 19 14 241 361 16.0 0.90 76.0 N.D. 0.9
! A 433 14.0 (41.7 | 10100 42.1 1.0 16 11 223 296 16.0 0.80 N.D. N.D. 1.4
s B 398 10.4 |33.1 | 10900 22.3 5.0 60 26 615 372 7.0 0.70 N.D. N.D. 8.1
A 387 10.0 |32.3 | 5100 19.2 7.0 39 19 N.D. | 267 6.0 0.60 N.D. N.D. 0.4
6 B 543 16.2 |47.7 | 7400 24.0 2.0 20 19 N.D. | 279 14.0 0.80 9.0 N.D. 0.3
A 520 15.8 [45.1 | 5900 28.2 1.0 21 22 N.D. | 264 16.0 0.90 2.0 N.D. 0.1
7 B 423 12.9 (38.7 | 9800 23.0 0.0 15 8 102 324 15.0 0.70 N.D. N.D. 1.36
A 436 13.4 [39.6 | 7600 30.3 0.0 14 8 108 306 16.0 0.70 59.0 N.D. <0.25
B 485 15.0 [45.8 | 7400 31.1 0.0 23 23 82 325 19.0 1.20 73.0 N.D. 7.8
s A 471 14.3 (43.7 | 7800 36.1 1.0* 14* 13* 75* 315* | 18.0* 1.30* 87.0 N.D. 0.79
B 351 12.5 [34.2 | 11600 41.5 0.0 35 32 289 353 | 20.0 0.90 132.0 - 13.59
’ A 386* 12.3*(36.4*| 7100* 36.4* 4.0* 25* 29 170* 273* | 19.0* 0.90* 35.0° - <0.25*
B 439 13.0 |37.6 | 7700 33.4 2.0 16 8 156 216 19.0 0.80 70.0 N.D. 5.08
10 A 472 13.8 [39.6 | 7900 35.9 2.0 19 14 170 238 16.0 0.70 47.0 N.D. 3.62
I B 435 12.6 {37.2 | 11500 54.1 2.0 20 32 350 289 14.0 0.80 128.0 N.D. 8.83
A 442 12.5 |37.2 | 8800 28.7 4.0 20 9 246 225 15.0 0.70 N.D. N.D. 0.92
B 412 13.4 |38.6 | 4400 18.1 1.0 17 15 102 364 21.3 0.94 21.0 N.D. 0.9
= A 406 13.2 (38.5 | 5100 24.3 3.0 19 16 92 333 14.6 0.97 19.0 N.D. 0.2
3 B 411 13.4 (38.5 | 9300 40.3 2.0 26 17 197 399 25.0 0.90 40.0 N.D. 4.6
A 403 13.1 (38.4 | 6200 46.0 2.0 24 11 172 423 22.0 0.90 N.D. N.D. 0.38
14 B 425 13.2 |39.3 | 5900 24.3 4.0 15 11 72 200 18.0 0.70 15.0 N.D. 0
A 430 12.8 |40.4 | 6100 24.4 0.0 16 9 82 200 18.0 0.80 10.0* | N.D. 0.3
5 B 404 9.7 |32.1 | 3700 17.2 0.0 18 13 8.8" | 315 16.2 0.80 11.0 — 2.63
A 499 11.7 |38.4 | 6900 23.6 0.0 23 14 12.5' | 393 (32:2)" 0.70 16.0 (_7;” £0.25
B: before A: after, *during therapy, **follow up, 1 King-Armstrong unit, N.D.: not done
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Clinical study on NM441 against respiratory tract infection

Fumiyuki Kuze?, Katsuhiro Suzuki?, Takuya Kurasawa?, Bunichi Umeda?®,
Kenji Bando”, Yoshiro Mochizuki®, Yasuji Nakahara®, Tetsuji Kawamura®,

Kazunari Tsuyuguchi® and Akiko Tsunoda®
YThe First Department of Internal Medicine, Chest Disease Research Institute, Kyoto University
53 Shogoin-kawaramachi, Sakyo-ku, Kyoto 606, Japan
?Division of Respiratory Disease, Minami Kyoto Hospital
¥Division of Respiratory Disease, Kobe Municipal Hospital
“Division of Respiratory Disease, Saiseikai Nakatsu Hospital
$Department of Internal Medicine, National Himeji Hospital

NM441 was orally administered to 15 patients with acute or chronic respiratory infections (2 cases with
acute bronchitis, 9 with pneumonia, 2 with chronic bronchitis, 1 with middle lobe syndrome with infection
and 1 with old pulmonary tuberculosis with infection) at a dose of 100 or 200mg twice a day, and its clinical
efficacy, bacteriological efficacy, side effects and abnormal laboratory findings were investigated.

The clinical efficacy was excellent in 4 cases, good in 9, poor in 1 and unknown in 1, with the efficacy
rate of 92.9%.

In the bacteriological efficacy, a total of 4 strains, 3 strains of Haemophilus influenzae and 1 of
Burkholderia cepacia were isolated from 4 patients. All of H. influenzae were eradicated and B. cepacia was
decreased.

Though nausea - vomiting was observed in 1 patient as a side effect and an elevation of BUN « Coombs’
test positive was observed in 1 as an abnormal laboratory finding, both of them were not particularly
problematic.

From the above results, NM441 was considered as a useful drug for the treatment of mild or moderate
respiratory tract infections.



