654 H AL % & &% 2 Mt

SEPT. 1995

7 17 NEVRR YL SE 12 %F § 5 pazufloxacin D ER R YRR &Y

EE M- RIEIET - BIE R - BEot= -

B TE

E Al &Rk E im AR

HLWEOEF / 0> R Epazufloxacin (PZFX) D EG ARHRGYE 234§ % BRIREY A A%

IZDOWTHRET L7,

AKEE G & T - 7216BIDM, BEEAERDSTHETH - 2 FERBERIBIZ RV 721360 THRK
BRHELT, FORNRIEFERELTI, JIER3G, /L bY) VIRIRELE), SRS
1818 & VIEBERIE1IFITH o 72, &5 HiEIX1EL00~200mg 1B3E £ FOKRE L7, &5

B#37~12BETH o7,

BRR A R X 13BEBIER TH o 720 MEZEHIIZLI0BI2 O THELIM AT 5 B S, H
%128k, fEf L IR TIEARRIZ23% TH o7,

WA EHE L 72166I0M, BIEAE LTIFIICEERL DT W RDH LN, BRKREMBED
BEIT1HIZ3 5 HGOT, GPT, AL-P, 7-GTPO LR M FED L iz,

Key words : PZFX, iR NBHEYE, —2—F /0>, BIEA

Pazufloxacin (PZFX) X, +V ¥ 7 AN <7 AMEA
RE TEBRIEFELREBVWI LR EIZEB L THES
NEFLVWEORS /0y ZMEETH S,

ARENL, EBIEARZ VT LE5FL, HFREZL U
CEREMERE O L CTENTE I 2R . PZEXIIRHE
BIWZEARAL, £ OBEMIZT L, ciprofloxacin (CPFX)
EEIELEDHE S L, Pseudomonas aeruginosal’
x4 A HH S 13ofloxacin (OFLX) & 0 3\ 2 & A4FEE T
HoHY,

4], FA SR AFHEBOBREIE IS LT, RAIO
BRREh R & BIFER DWW THRET L 720

EEATRIETR4ELILA & ) FREE3A DM IZESL
G HEERARIT, ERAFNREE LSS, Kb
Bl L TREX B REREELIR ZGR L LT,
FNDAHL, HEEOREEIEETH), REMALS
b RGP RNBARE & HIHT S 7o FE MR ARIFIERR&D
BAIED LRI LSO AFEE L7z, RHETRD
13BN AR FERNRERTH, FRER3GI, NV~
ARhesE 1650, YEEE RS 1657 L CTRERERELBITH o 72,
Y551, 1@100~200mg 1 H3E 2 #0O4%&5 L7,
S5 EHII7T~12BM T, #£%58132100mg» 5
7.200mgTdH > 72,

BRRNREOHE L, FEBMEMEROYE, BKRKE
BTG ENSBRERIZHE L, T2bb, FEH
MERERSIBUNIZELCHEL, BRIZES2H
EREYW, FTEEMEERPIBUAICIEEZRL,
FO®RERLIZGEY AR, EEBMENERH3E &
EBLTHUESN L VIHELEE L7z, 2 BFM,

URSONELE x HtH L 7235613, FEREEY, ¢
RTEHMEHEL 72,

REESHEIEIL, FERNRETRIFEARYEZ, 8
TR TIZY 77 AEERM %, FMESRRETIIRT
ZERILL, MEOSH - FE %17 o 72, MEFHRIRE,
HE, B b L CIIESHEE, BN, TEBIUHE
TEEDSEXFE THIE L 72,

PZFX % PEIH N FH SRR D REGAE 1665 L ZfE R L 72 BRAR A
# % Table 1II/R L7z, ZARHEIMRIZLIBITHY, £
DEARIILIBEBNFENTH - 72,

FERNEXRDS5HFIE, PZFX% 1H300mg 78/, 261
131H600mg 7HMH&S L, £fIZTHEIE, EBEPRE
BOBRKRFERD L UBRRIRE T b Bl xkEk, CRPOUE
MBHONT, IERIBITIE, WTFNLMEKRE CRE
W2AAHTH o 727%, BRIKIEIRTIE, 2k, THEHED
HE L, BMEkE, CRPLIEEILL7Z, 2NV ) YRR
%, HSEERE, BEEREOIFIE, UIRAHEROLEN
bz, wWh bk, %k, R, RIS WEORE
RIERIZTHE L, MEMBSEFLLARTH o7,

ME AR, 10BN B AR S iz, Staphylo-
coccus aureus 2Kk, Staphylococcus epidermidis 2#k, Stre-
ptococcus agalactiae 4 ¥k, Enterococcus faecalis 2 ¥,
Escherichia coli 1 ¥k, Enterobacter cloacae 1¥k 8 & UFP.
aeruginosa 1RRASCHE SN, FOWERIIME 12K, F
fie D 1BRT, THERFEIX923% TH -7,

RHE AT - 721361 BT, KA X BEIEH
ERD NG Do T, REWD I % L7238 DA
IBITHER LD T VHNED LN, ERITVTRLLE
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ETHY, FILEBIIVLEL Likbhor, BRKREHER
EEINEEBRE D162, %5 $GOT, GPT, AL-PL 7.
GTPICBE LANROL NN, SR THEEL:
(Table 2)

EIRAR RIS O F e BRYE I BBRAKRETH Y, HE
EO&EML L TSR OMBBITASRITF 2 2 L A5
EThH5, PZFXIZFEAE, FE/HE, &S L U5

Bl o RSN OBE LSS, BFRBITH
BOONTN LD O ERANEOBREEIZZENH S L
Zz2 oMb, FOMEEDERIIEEZ VL REEOK
IEIA L COFRBEN GV EEX ObN 5, PZFXIE
BOZ2—-F% /0 RMEETY 7 4BMES L OENS
B LT, BEFOROELNFEEIENIMEN LR
To B2V T LEME DP. aeruginosalZxF L TIZOFLX

Table 1. Clinical efficacy of pazufloxacin
Treatment ; Efficac
Case | Age | BW Diagnosis - - ISOIatEd forgarusm - Y Side effect
n0. | 1) | 2 | nderlving disea daily dose |duration | total dose | DPelore | bacterio- clinical 1de eflects
ying S€ | (mg x /day) (days) (@ after logical
endometritis excluded
300 (=)
1 |22 |47 = i, 7 21 |————— from =)
) (=) evaluation
endometritis S. agalactiae
2 | 25|47 ) (1(;3002 3) 7 2.1 “-‘gT_)— eradicated | good =)
endometritis S. aureus
3 13150 ) (103002 3) 7 2.1 T eradicated | good (=)
endometritis P. aeruginosa
4 127 |50 O (163(;) 3 3) 7 2.1 ‘—(_A;—‘ eradicated | good =)
endometritis - excluded
5 21 | 47 600 7 4.9 B o from =)
=) (200 x 3) NT evaluation
endometritis 600 S. agalactiae
6 |27 | 52 ) (200 x 3) 7 4.2 _S. epidermidis | eradicated | good (=)
- =)
endometritis S. agalactiae
7 |31 |58 ) (253(?2 3) 7 4.2 if) eradicated | good (=)
endometritis E. faecalis
8 |27 60 = a o 3 7 2.1 ——f(_)— eradicated | good -
dometriti E. cloacae .
9 |28 |45 endometritis 300 7 21 S. agalactiae partially good )
missed abortion (100 x 3) ’ TS acalactize agalactiae eradicated
10 |23 | 5 endometritis 300 , 21 (=) exfcrl(l)llcll]ed Malaise
pelvic peritonitis (100 x 3) : (=) evaluation Dizziness
salpingitis =)
11 |32 |43 = o 9 y | 7 4.2 O unknown | good )
salpingitis =)
12 | 29 | 40 = (206002 o | 7 4.2 O unknown | good )
salpingitis (=)
13 | 46 | 76 o) a (;3002 3) 7 2.1 O unknown | good (-)
Bartholin’s abscess E. coli
14 |52 |48 = a o 3 7 21 |~ (2, — |eradicated | good )
. .. GOT 1, GPT 1,
15 | 27 | 50 |—Yulva abscess 600 1 g | Siebidermidis | gicated | good |AL-P T,
(=) (200 x 3) (=) v-GTP 1
16 | 48 vaginal wall abscess 300 S. aureus
62 ) (100 x 3) 7 2.1 __E. faecalis | eradicated | good (=)
- (=)

NT: not tested
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Table 2. Laboratory findings of patients treated with pazufloxacin

Case | before RBC Hb | Ht Plt WBC | ESR | CRP | s-GOT | s-GPT ALP |~4-GTP| BUN | s-Cr
no. | after | (x104/mmd | (g/dl) | (%) | (x 10#mm?) |(/mm®)| (mm/h) | (ug/d) | (mm/ml) | (mm/ml) | (mm/ml) | U/ | (mg/d) | (mg/d])
before| 483 11211398 258 7300\ & | 03 15 . 8 Lm0
1 after ......... 482 ......... 1 23 39 7 ....... 263 ....... 6,600 ....... 7 ......... 0 .1 = ; - = 5 iy
before | 406 | 1151360 182 133001 5 | 03) 19 | . Bt a )12
2 after ......... 399 ......... 1 15 350 173 ....... 3900 4 ......... 0 3 ...... 19 - " = 5 iy
before | 463 | 133 |41.8)| 232 17100} 8 | 05] 18 | . A 69 ... T B 05
3 after ......... 481 ......... : 38 427 ....... 241 ....... 4,800 5 ......... 0 1 ....... 17 ..... - i ; " i
before | 444 | 11.5|39.1) 295 ~16500) 16 | 12] 17 S 8 LA
4 after ......... 442 ......... 1 18 377 ....... 339 ....... 5500 7 ......... 0 2 ...... 23 13 - o - i
before | 430 1133 1399| 267  |4,000| 14 | 03] 15 2ol % LI LB
5 after ......... 425 ......... 1 32 396 ....... 235 ....... 4’200 8 ......... 0 2 ....... 16 10 - i 5 o
before | 418 | 11.9 |37.7) 225 151001 13 | 06| 1 LT TOUO0oc 0000 U000 OO 0
6 after ......... 388 ......... 1 13 349 ....... 272 ....... 6,500 ..... 10 ......... 0 3 ...... 15 10 ........ i = 5 ; 4
before 426 12.7 | 40.6 144 4,500 23 0.5 18 11 62 11 B 11 “““ 0.4
7 after ......... 411 ......... 1 26 383 154 ....... 4300 ..... 20 ......... 0 2 ....... 16 ............ 8 ........... 77 ........ 10 ..... 13 04
before 478 13.8 | 41.7 — 6,000 8 0.8 15 12 85 8 9 0.6
8 after ......... 450 ......... 131 398 ....... 262 ....... 3,400 ....... 7 ......... 0 3 ...... 14 11 .......... 81 .......... 7 ........ 1 1 05
before 440 12.7 | 39.1 14.1 4,100 8 0.3 14 12 65 13 8 0.4
9 after ......... 441 ......... 1 30 410 148 ....... 4’500 R 0 3 ...... 14 10 .......... 62 ........ 11 7 04
before 442 13.5 [41.6 254 5,800 3 0.2 17 11 51 6 10 0.6
10 after ......... il s 405 ....... 237 ....... 5’200 3 ......... 0 1 ....... 16 ........... 1 P o 15 7 ....... 06
before 441 13.7 | 40.6 17.6 6,000 17 2.2 12 8 45 13 8 0.5
1 aﬁer ......... 430 ......... 133 394 ....... 203 ....... 3,200 6 ...... <01 ....... 13 ............ 8 .......... 44 ........ 10 ........ 10 ....... 05
before 441 13.9 [42.1 294 9,700 4 0.3 12 7 60 11 12 0.4
12 after ......... 424 ......... 1 30 403 ....... 321 ........ 5,400 4 ......... 0 o 14 ............ 6 .......... 59 ........ 10 ........ 11 ....... 05
before 528 15.4 | 45.9 30.2 7,100 9 0.3 16 15 88 19 14 0.4
13 after ......... 521 ......... 1 50 452 ....... 310 ....... 3,100 9 ......... 0 3 ...... 17 16 .......... 85 ........ 22 ........ 16 ....... 04
before 465 13.6 | 42.2 30.9 8,600 19 0.4 14 14 182 — 12 0.5
14 after ......... 480 ......... 1 41 427 ....... 369 ....... 5300 ..... 15 ...... <01 ....... 21 23 ......... 164 SR 14 05
before 416 13.1 | 41.5 23.4 9,000 20 0.3 21 17 113 4 10 0.4
15 after ......... 422 ......... 1 33 407 ...... 246 ....... 5400 9 ......... 0 2 ....... 15 ........... 1 5 ......... 111 ........ 9 04
before 474 13.8 | 42.2 47.5 8,000 12 6.2 17 29 120 64 14 0.6
16 after ......... ol 1 41 429 ....... 386 ....... 7600 . 5 ......... 0 4 ...... 13 ........... 1 7 ..... oo 77 ........ 39 ........ 10 ....... 06

[]: abnormal laboratory value possibly related to administration of pazufloxacin
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Clinical efficacy of pazufloxacin in obstetric
and gynecological infections

Hiroshi Endo, Junko Goto, Ko Asano, Kozo Akagi and Katsuyuki Takahashi
Department of Obstetrics and Gynecology, Sendai National Hospital
2-8-8 Miyagino, Miyagino-ku, Sendai 983, Japan

We performed clinical studies on pazufloxacin (PZFX), a new oral quinolone antimicrobial agent, for
its clinical efficacy in obstetric and gynecological infections.

A daily dose of 300 mg~600 mg of PZFX was administered orally for 7—~12 days. PZFX was
administered to 16 patients with endometritis, salpingitis, Bartholin’s abscess, abscess of the vulva and
abscess of the vaginal wall. Clinical evaluation was possible in 13 patients, and we obtained the following
results.

1. The clinical effect was good in all 13 cases.

2. Bacteriologically, 13 strains were isolated from 10 patients. The eradication rate was 92.3%.

3. Among side effects, malaise and dizziness were observed in one case. Among abnormal laboratory
findings, the elevation of GOT, GPT, AL-P and?-GTP were observed in one case. These abnormalities
were all mild and transient. PZFX is expected to be useful in the treatment of obstetric and gynecological
infections.



