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Table 1. Background of elderly patients with renal dysfunction

Case Agi&(yr) Body weight Cer Diagnosis

no. Sex (kg) (ml/min) (Underlying disease)

chronic bronchitis

1 F 37.0 14.4 (cardiac dysfunction)
18 79 M 43.0 27.3 pneumonia
pneumonia

19 96 F 50.0 33.6 urogenital tract infection
(cerebral infraction)
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Fig. 1. Serum levels and urinary excretion of balofloxacin following multiple oral administration

in patients with renal dysfunction.
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Table 2. Clinical results of balofloxacin treatment

Age

Case (yr) Diagnosis Daily dose Day Total dose Organisms isolated Bla ()cgtlgcl;llo- Clinical ~ Adverse
no. S&:X (mg) (mg) before after effects effects  event
1 T79F Chronic bronchitis 200x1 7 1400 E. cloacae (3+) E. cloacae (+)  decreased good (=)
2 51F Chronic bronchitis 200x1 7 1400 not detected unknown  good =)
3 M Bronchiectasis 200x1 7 1400 P. aeruginosa (3+) (=) eradicated good =)

S. aureus (2+)

4 62F Bronchiectasis 200x1 7 1400 S. pneumontae (3+) (=) eradicated good (=)

5 T70F Bronchiectasis 200x1 7 1400 not detected unknown  good =)

6 63F Bronchiectasis 200x1 7 1400 not detected unknown  good (=)

7 66M Old Thbc +inf. 200x1 7 1400  M(B). catarrhails (3+) (=) eradicated good =)

8 70M Old Thc +inf. 200x1 7 1400 K. pneumoniae (3+) =) eradicated good =)

9 72M Bronchial asthma + inf. 200x1 7 1400 H. influenzae (2+) (-) eradicated good (=)
10 37 Bronchial asthma + inf. 200x1 7 1400 not detected unknown good =)
11 70M Bronchial asthma + inf. 200x1 7 1400  M(B). catarrhalis (3+) () eradicated good )]
12 76M Chronic pulmonary emphysema+inf. 200x1 7 1400 S. pneumontae (3+) (=) eradicated good =)
13 73M Chronic pulmonary emphysema+inf. 200x1 7 1400 H. influenzae =) eradicated good =)
14 67M Interstitial pneumonia + inf. 200x1 7 1400 K. pneumoniae (2+) (=) eradicated good  GPTt
15 81F Lung Cancer +inf. 200x1 7 1400 not detected unknown  poor =)
16 86M Lung Cancer +inf. 200x1 7 1400 not detected unknown good  BUNt
17 45M Pneumonia 200x1 7 1400 not detected unknown good GOT-GPT!
18 79M Pneumonia 200x1 7 1400 K. pneumonige (3+) - eradicated good =)
19 96F Pneumonia 200x1 7 1400  pB-Streptococcus (3+) B-Streptococcus (3+) persisted good =)

S. marcescens 3+)  S. marcescens (3+)
20 83M Pneumonia 200x1 7 1400 K. pneumonice 2+) (=) eradicated good =)
21 TIM Pneumonia 2001 7 1400 H. influenzae (3+) (=) eradicated good =)
22 63M Pneumonia 200x1 7 1400 not detected unknown  good =)
23 65F Cholecystitis 100x2 14 2800 K. oxytoca (105) not tested unknown  good =)
C. perfringens (105)

24 85M Cholecystitis 100x2 14 2800 not tested not tested unknown  good =)
25 82M Choledochitis 100x2 14 2800 E. coli (105) not tested unknown  good )
26 64F Choledochitis 100x2 11 2200 not tested not tested unknown  good =)
27 T78F Urinary tract infection 100x1 7 700 E. coli 3+) (=) eradicated good =)

inf.: infection
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Table 3. Laboratory values before and after administration of balofloxacin

Case | Before RBC Hb | Ht | WBC PLT ESR GOT | GPT |Al-p | LDH |v-GTP|LAP| T-Bil | BUN | S-Cr | CRP
no. | After |(x104mm?) | (g/dD) | (%) |(/mm?3) | (x 10*/mm?) dum aum {am | @ | @ | @) |(mg/d) |(mg/dl) |(mg/d) | (mg/d)
1 B 492 13.2 (41.3| 7600 11.9 14| 16 1 | 328| 494 17 36 0.2 30 2 0.88
A 447 12.1 [38.4| 5400 21.4 71 19 5 | 353| 479 20 40 0.4 40 2.3 | <0.27
9 B 446 11.9 (37.8| 8400 28.7 60 | 18 14 | 241| 424 15 53 0.3 15 0.6 1.28
A 463 12.3 [39.2| 6800 27.8 63| 22 18 | 234| 422 14 51 0.3 15 0.6 |<0.27
3 B 401 11.1 36.2| 5400 274 15| 21 13 | 220{ 315 11 38 0.3 18 0.8 1.74
A 396 11.3 (36.1| 5100 30.1 11| 22 16 | 208( 298 13 38 0.3 14 0.8 |<0.27

4 B 375 10 [32.9] 5200 34.9 58 | 15 8 | 220| 324 11 35 0.2 18 0.6 1.02
A 360 9.8 |31.9( 3800 28.5 32| 17 11 | 190| 285 11 32 0.3 14 0.5 |<0.27

5 B 399 10.1 (34.7| 9800 48.6 119 ( 20 10 | 251 286 25 44 0.2 14 0.5 3.34
A 385 10.3 (34.5| 9100 52.4 157 | 21 11 | 247 336 30 43 0.2 10 0.5 2.86
6 B 497 14.1 |43.6| 8600 14.9 10| 16 11 | 190| 351 27 52 0.6 17 0.6 1.27
A 479 13.8 (42.6| 5300 14.8 1] 17 10 | 190{ 335 23 49 0.6 19 0.7 |<0.27
7 B 340 9.9 133.8( 4900 18.3 5] 30 12 | 187| 259 9 43 0.4 9 0.6 3.85
A 388 10.9 |38.4| 3200 19.9 22| 36 14 | 224 234 11 45 0.2 13 0.6 0.62

8 B 407 12.3 {41.9| 7700 16.8 4| 75 52 | 233| 304 9 41 0.4 13 0.9 8.28
A 424 12.8 143.1| 5400 25.5 58| 52 37 | 216] 305 9 44 0.3 10 0.9 1.53

9 B 439 12.9 |41.5| 7300 29.9 83| 20 22 | 270 343 33 51 0.3 17 1.2 1.38
A 433 12.8 |41 4000 33 55| 24 22 | 231| 308 24 48 0.3 19 1.2 | <0.24

10 B 515 15.7 |46.7| 10100 19 19| 10 14 | 182| 352 17 50 0.7 15 1 1.6
A 524 15.7 |147.6| 8200 24.9 10| 19 13 | 160( 409 16 48 0.4 16 0.9 0.38

1 B 483 13.3 [42.4| 9400 25.8 241 20 19 | 233| 351 12 32 0.9 15 0.8 4.67
A 452 12.1 |39.8| 6800 30 15| 23 21 | 244| 348 20 30| 04 16 0.8 |[<0.27

12 B 441 13.9 |42.6| 4900 15.4 31| 21 22 | 162| 342 25 44 0.5 21 0.7 5
A 425 13.8 |41.2| 3900 22 36| 26 24 | 166| 311 25 42 0.5 21 0.9 0.3

13 B 330 10.5 |33.1] 4300 19.9 45| 31 22 | 596| 496 92 |129 0.3 21 0.7 1.83
A 327 10.3 |33 4500 21.8 30| 44 28 | 533| 513 84 |125 0.4 14 0.8 |<0.27

14 B 450 15 |44.6| 6700 9.3 124 | 44 32 | 260| 353 60 70 0.5 11 0.9 2.54
A 426 13.9 |42.8| 5400 11.6 47 | 60 46 | 267| 391 56 67 0.4 12 0.8 |<0.24

15 B 339 10 [31.2| 18800 56.3 83| 14 18 | 280( 325 40 48 0.4 21 0.6 7.89
A 320 9.1 {29.9 | 12900 48.3 45| 13 18 | 251| 314 40 43 0.3 12 0.4 8.42

16 B 455 14.7 |45.3| 5600 21.6 32 27 18 | 427{ 720 84 60 0.6 18 1.1 1.54
A 436 14 [44.1| 6700 27.9 171 18 13 | 375] 355 79 57 0.6 28 1.3 0.58

17 B 405 12.4 |38.1| 11200 10.6 22| 13 10 | 195( 313 9 38 0.4 19 0.4 12.5
A 397 12.1 |36.9| 6500 24 6| 42 63 | 134| 412 13 41 0.2 15 0.5 0.25

18 B 274 8.3 (27.1| 6900 16 271 19 7 | 232| 344 11 40 0.3 7 0.7 3.3
A 292 8.7 128.9( 3900 19.8 42| 21 | 17 | 277| 289 13 | 41| 04 9 0.8 2.49

19 B 390 11.7 [36.4| 6900 17 16| 25 18 | 346( 409 8 47 0.6 26 0.9 0.78
A 359 10.9 (33.7| 6200 19 10| 29 | 20 | 331 423 9 | 46| 0.6 27 1 <0.27

2 B 416 12 [39.2| 9700 30.7 32| 50 38 | 362| 274 30 48 0.4 25 1 3.88
A 435 12.9 {40.1| 6800 30.2 18| 26 31 | 406| 250 31 53 0.6 20 1 1.89

2 B 360 11.8 |37.8| 10500 22.6 16| 17 | 11 | 135| 325 13 | 36| 05 21 0.9 1.85
A 379 12.1 |38.1| 5600 20.5 18] 19 12 | 142| 318 15 33 0.6 24 09 |<0.26

92 B 415 11.9 |38.2| 7300 33.9 53| 44 | 49 | 384 228 50 | 68| 0.5 11 0.7 3.83
A 43 |12 [39.5| 6700 | 34.7 30| 32| 27(367/ 249 | 58 | 70| 04 | 13 | 07 | 113

23| B 399|117 1372110800 | 303 |120| 33| 81 [691] 442 | 194 [172| 06 | 7 | 04 | 13.9
A 430  |12.9 |40.5| 3600 | 17.8 34| 41| 37 | 444|487 | 89 [121| 0.7 | 12 | 05 0.7

| B 390 [12.1[37.5] 8200 18.3 30| 34| 53 |412[ 331 66 | 0] 1.1 | 24 | 06 | 19.04
A 379|116 [36.8] 4200 | 335 30| 19| 27227/ 238 | 31 | 45| 03| 17 | 0.8 |<025

25 | B 283 9.7[30.3| 6000 | 23.8 21| 74| 51 [1849] 324 | 81 [119] 268 | 15 | 09 | 51
A 239 8.7 22.2| 3000 | 222 21102 | 89 | 808338 | 28 | 76| 95 | 11 | 1.1 |<0.25

2% | B 414 [132[40.7] 5500 | 151 330107 | 242 | 553 378 | 250 [142| 22 | 12 | 06 | 6.12
A 398 |12.5(39.4| 4300 | 25.5 12| 23| 35(349| 285 | 98 | 76| 0.7 | 18 | 0.7 |<025
7| B 253 7 [23.3] 6500 | 30 153 | 66 | 23 |2705| 322 | 210 [211] 06 | 20 | 09 | 438
A 256 7 l238| 4100| 206 |172| 42| 17 |2684| 315 | 214 |214| 05 | 15 | 08 | 1.24
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KRBT TH o 7275, B2k, LW, BWROLEFESRD
LNEREHE L7z, EFIISIZAHEICHERE -
R RBIT, Bk, Wk, RS L, MEBLARIC
TEERELROI-OAR, FARAICIIINALD
ERDVPULELENTH o7 EFILIIIMEEIZTAR
L, FPREBRIIMREZHRELIEST, REELLT
B-Streptococcus sp. + S. marcescensH IR & N7z, ARA|
200mg/ Hx 7HREHES L, &ML EROEELRD
ExEHE, EFI20ELHEERICL D AKER X
D, HER, W, BUHESEREL, HEZENICLK
preumoniae® A L7z, REIRG 2L, BE, ZBO
YUEEOBKRERDUE, BRXEADHEK L VAR L HIE,
JEBI 21 H. influenzaex ®EKHE & L 7L BIT, 37.7C
DR T, BERSEON, REFEZRS TIHRKIIE
FE - MRV UEL, THRSRIITBEREROLE L
RABOHEPHER SN, EFI22LHET, BREA
DEEIETE o200, EFI21 L FE% % BRKRE
KE=EL, 7THEOES THEL

JEBI23, 24IIBEBRIEFITH 5, EFI23ILFHIENED
FWEHTHRNC AR LZEZ A, B2 - BRYFR,
BEteR & 1) K. oxytoca, C. perfringens ¥ H, FHES L 3
W, BEZITEERNL —F— 21T, £DHKIZEKHA
100mg# 1H2E14BERA L7, £0KR, BERz L
DERFERDOLEIZINZ, CRPOBRMILE FZDHER & H
BT L7z, EF24ETEHB/ICL ) LR E2Z2. FHD
FRABIC & ) BEREEIRDELE, IR ENE L VE?R
OBEMEHE Lz, EFI25, 2613V T BERE
BITHbD, EFIIETFEARML ) HESFEHL, £0
BUEARON VW DOICLE 2%, BITHRLDE
coliZ Bt L, ZDOMDOERKEIRED HBER L ZW.
AHE x5 FAE B ICPTCDR AT L 72d 0D, 14 HE DR
B CERKRIERDSE, CRPOBREILYEED//-OF%hL
HE Lz, EFI26IEIEGHBER, LEHBEIFRT S
1oLk RE ZL, MEMEEOZM CHAE Ak, &
#x 11 B MR X D ERIRIEIRDOE, CRPORRMEAL
RROFMEHIE L, T, FHEREZEIIOVWTLE
LWiELZRDT,

FEFI27 X EHRE X RICTAKEE R e, TR
i, PRSI, IREEERGGE ML, RAZRS L
720 ¥&5-3B AT TREERE, FRIREAHEEL, MEFE
BIZ O E coinSigk L7z7-bFR L HIE L 72,

om % ®

— MBI BRI OB RSB REEIE T I L V28 S
A2 &N, CerdiEE H 14.4ml/ min, 27.3ml/ min,
33.6ml/min& £ 25340 EHIIBLFX ¢ O%K S LK
NEIREA IRET L7, ZOMRR, BEOREIKRE( LS
WZONTMHBEEDO LERAF RO LN, L L, WEH%
S5MEOBERITIOEBLEY I 2L -3 VIZEDE

DEBIE—FLTEY, BHEEEETICX 5EAERNIR
Lk EZONT, %8, Cer 33.6ml/minDBEHETI}
BEFRAOMBPBITL IZIZEABRLERZRLZ, Tho
DBEZIXM% FESI19 (Cer 33.6ml/min) B X UFEFI18
(Cer 27.3ml/min), 1BMREZKE GEBIL (Cer 14.4ml/
min)) T, WFNHEHREROAES L PELFOWE
DAL HIE S NI,

INSOEBERBEL D, BRESET LICEHREICS
WCIIBLFX1 B O# 5 T+ 4 2 T REFHFTE,
BaRshEd FNE KB L CRFLERMFONL Z L
FENT, HIZ2E %S TIZMAIREIET OREIE
WERTAZENS, BIEROEREZERIZIVRLLE
5B,
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Pharmacokinetic and clinical studies of balofloxacin
on respiratory infectious diseases

Nobuki Aoki and Yoshikazu Yanagisawa
Department of Internal Medicine, Shinrakuen Hospital
1-27 Nishiariake-cho, Niigata 950-21, Japan

Balofloxacin (BLFX: development code Q-35) was orally administered at 200 mg once a day for 7 days
to 3 elderly patients with varying degrees of renal dysfunction. The curve simulated from the plasma
concentration of BLFX on the first day was generally consistent with the subsequent changes in plasma
concentration, showing no accumulation. As renal dysfunction progressed, T1,2 was prolonged, and the
area under the curve (AUC) increased. In contrast, the rate of recovery from urine accumulated up to
168 hours was decreased.

Clinical efficacy was investigated in 27 patients: 22 with various respiratory infectious diseases, 4
with cholecystocholangitis and 1 with urinary tract infection. BLFX was administered to the patients with
respiratory infectious diseases at a dose of 200 mg once a day for 7 days. BLFX was administered to the
patients with cholecystocholangitis at a dose of 100 mg twice a day for 11~ 14 days. BLFX was
administered to the patient with urinary tract infection at a dose of 100 mg once a day for 7 days. Clinical
efficacy was good in 26 patients, for an efficacy rate of 96.3%. Although no particular side effects were
observed, slight elevations of GOT and GPT were observed in 1, a slight elevation of GPT in 1, and a
slight elevation of BUN in 1 on clinical laboratory tests.



