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¥ LMR I hi-ARFEH Ofloxacin(DL-8280) DMl OMTE & HHRRIEIHTIE
K2R LM L1,

B KU — o B L2 ZR0oREcEM 1 Bk 600mg ¥4 3 CEORE LEHRO XAk
B % EESAIC R Lico MIER Lt 4 BN CIAH BB ThEh 4.39, 5.69 pg/ml iCBL 8B
RE (2EE AR 4 B5M) 4.01, 6.49 ug/ml &7z h 10 Bl B (3 B A PIME 1 BER) Tix 4.8,
8.27 ug/ml L AGMEEICHEKE X iz, [k 12 ST Ofloxacin % 3~4 AMERES LMD
VTR RE LR - R TIE, MARSAX D RRELRT EMSL 10 pg/ml YR
LicbDix 12 i 8ATH 1

BRERFIEY ¥ v —2 (PTCD) ¥z EHMBEA ¥ L — SHiFAT, EAhCRERD
FERYB LI 44 Fick# 1 B 600mg % 4~10 AMREL SR, THUEOHER X 3B
RREH1G, HY 22 M, ORI, WH5M HERE T ATHHER 62.2% TH1%

MBS AR SRS WS hic 66 Fkeh 45 HONA LIAEKIR 68.2% THT 774
BRI LTk 45 Bb 38 Bk, HKRX 84.4% %HRLI,

RBH PR RERE 2 R i oV TEROFREE T 509, 1B D ARRAYFT R L MEEHS
BT LM R LT R 575 » 7o FREATAEEEONS 33 BICEM 1 01, #%h 22 O, 310
BITHBDEIT 69.7% Th -0

BKERYBT5 X 5 REfERIX AL hith 7,

Ofioxacin(DL-8280, L1 F OFLX :mi4) iz 5—M @iz Nalidixic acid(NA), Piromidic acid(PA),
EHR S H P RFRITIC 35\ CH I BB X hibenzo-  Pipemidic acid(PPA) k&8, EFE peBvh
xazine HrH T 5 ARMERITH D, AH LEJOH  EH% b Cinoxacin(CINX), Norfloxacin(NFLX) &
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Fig.1 Chemical structure of ofloxacin
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E2 48 RMUARRFCRELO X EHH S h 3 B
HHOWEFTH B2, —7, RIRHFHERC s T
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HHRE Gug/mD) XOVHBEL RTzeRAbRT
‘4‘6".)5

BERREC ST S REERE LTIk E N T2
TR LT HERAE» GO MTRHRRAREHSATE
b, E.coli, K. pneumoniae, Enterobacter it ¥ 0K
HEPEREL LTRHOh D, FBERNAMERZCR
BEF V- o EIT LeEAO R EEAEKEHC
HLTIK T bh 2 BEEFER v — o (PTCD)
RECRFUrv—-voREBERRMcbABZ L2184, &
DXHIEFMOBEH » Hik LiE Li¥ Pseudomonas
Serratia K X OFBEHFBRHM I A T B, LicMoT
BERRECH LTHRABECE 3 XARAHCHES
(EVWHEARI PS5 Ay, HOBHPEREY S
S EIHBECHH I KRNI E LV, KLY
FARBEOAL LT 75 ABBEIEY LT b&VHE
DEFRTIEBHAERTH 5 2, i S. marcescens
P.aeruginosa 1r ¥ OfftEE 3 X ¢ Bacteroides B#

RUDETIMAMNICH LT L UMD LT T 0o s
Thdc LV TESERSHh TV 3 QLR ©E%
it B B L B MR RIE T S LT L R AT A
TEBLBbh 3,

bhbhizz ® OFLX 1o\ T MY 7c & IC B IR
BN LTy, TRER X 2HRGRYE DM
MRRAE I 5T 5 WA MAEM L LCECBE LA D
Y, MMENRRE BH O RIRS - BMHNITED 4
AR IBHRYTERT RV, LERN LD TEDR
MErE+ 2,

L X% 0B+

1. NEBIVHE

PR ¥ v — ok BB LT 2 MLl 8 LRl
DWW, FH|1[E 200mg #1H 3@, 8B, 12 B,
17 B o & LIRH R O EFIRE + BESAICH 7 L
o BORIBEIMIELCHEREL, F—-UEEKRS
#R KRB FERT T Bioassay ¥ X b B. subtilis ATCC 6051
¥ E.coli Kp #REWE LTRE L1z, s HRE
ELTO01IN vy vE@EH (PHT7.0) %\ 72,

2. B ®

B 55 A T 2RI Lic 2 B Ciki 5k 4 BRR©
Bt FRE R EhFR 4.39, 5.69pg/ml i L 7=
F2EBEMMK4RE WEZ S L H8KME) TiIT
4.01, 6.49pg/ml & 7¢ b, ¥7-# 3 [EIEPIBRE 1 BERY
(TERE L b 10 BERIE) TiX 4.89, 8.27 ug/ml & #
HEM%Z R Lic (Table 1, Fig.2),
ERHOERFEAORRELMRET57% 3~4 AR
BRFY G R ITIL - T ER 12 flic o TEBICBRENSE
ZITi > IR % Table 2 5 X0¢ Fig.3 ioR LT
LEALMEC Y LEVETEIL, nEECILE Y
ff 2.5mg/dl Fk#*% Fig.4 iz, 2.5mg/dl Ll k% Fig.
S5 RLIco BFURKARS X b L HRELRTEN
2% < 10 pg/ml LIEDREE VXA %R © p1 12
BlF 8Blicihbh, BPOEREMADOSSD = EHHEL
hico ThIXBENFICHRILERONBER L BEHEI B

Table 1 Biliary concentration of ofloxacin in serial treatment

Time schedule Background
7:00 8:00 10:0012:00 14:00 16:00 18:00 20:00 22:00 24:00 gro
Day | Neme 200mg  200mg 200mg (hr.
012345 TP Tl GoT GPT Al-P P Amyl. :
01234 01234567 nbn COT G 7GIP Amyl. BUN Cr
‘ ] L L N 1 ! ] LN N A N | LI
RY. <0.01<0.01 4.39 2.62 4.01 4.89 61 04 19 15 53(KAU) 46 15 79 0.6
. HK. <001 5.69 6.49 8.27 75 06 41 99 13.8(KAU) 70 358 16 0.8
Mean <0.01<001 5.04 2.62 525 6.58
S.D. 0 0 0920 175239
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Fig.2 Biliary concentration of ofloxacin in serial
treatment, 1st day(200 mg X 8/day)
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Fig.8 Billary concentration of ofloxacin fn seria]
treatment, 3rd~4 th day(200 mgx3/dsy)

(1g/ml)
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BRI RE LI,

1. ®% &

78 b a—a (Table 8) KESXHEEAREE
BETEHAIMTELRBICD Y, R Xk TRt
FREEOMBHTEILIENE LIz, DL 5 ikfics
HTHOREE Vv F— o BRI EREE1bh
5, TibbARERECH L, EXEFRErV-
CERCBEAMERIKTIhL0, SRR

BRE (&K ENFE) YAKL, 7rta-rkh BERATHEARCTERIMEIHLTL-160,
Table 2 Biliary concentration ¢ ulioxacin in serial treatment
i ] Time schedule Backeround
Thl 7:00_800 10:00 12:00 14:00 16:00 18:00 20 (0 22:00 24:0 &
Day |mbin |[Name 200mg 200mg 200mg (hr.
img dl) 012345 Tw Al-P 76TP A=l BUN G
01234 (;1231-197TPFmGOTGFr‘ ! ’
| ML 1658 BBIIR  Ine 65 13 26 9 10MKAL) 5 - 10 07
SY. 341 661 4.74 862 4801848 ¥79 68 07 18 11 16IU) 14 544 167 10
Y.H. 4.0412.7612.63149711.58 7.75 7.50 3 03 54 524mQU) 89 752158 05
11 7.9 82110.0913.6912.4010.0910.90 155 08 14 8 120U) 5 549 176 08
<27 |SL 35 63 11 26 23 5%KAU) 31 - M4 06
SA. 2.78 60 10 46 65 2LOKAL) 155 — 16 U7
KS 7.97 6.93 7.7 7.64 9.7011.0510.27 68 05 8 111 I136KAU) 135 1618 08
Mean 8.57 8.63 8.8 8.83 9.6413.09 9.37
| S.D. 6.50 2.84 2.90 535 3.38 4.88 153 -
3~ - 5 : 18 07
Y M. [5.86 6.04 6.85 3.33 2.74 68 26 36 2720u) 26 - 180
NS 8.5524.44 21.2436.1616.90 68 80 222 213 0KAU) 750 %820 09
KT. |750 361 540 587 465 9.68 6.78 98510.99 7.40( 7.1 25 66 40 I3%KAU) 214 109 67 12
<25 |HN. 408 60 171 38 24 163KAU) 18 - 12 O
MY, 1159 75 63 70 40 13%KAU) 99 4533 U0
Mean|6.68 6.0811.9613.5614.8110.22 5.06 9.85 6.87 7.40
SD. |1.16 34910.8110.871453 643 244 0 5830
Mean 668 7.8610.0610.1711.01 9.8910.79 9.46 6.87 7.40
S.D. 116 563 6.80 554 9.46 4.42 568 1.34 5.83 0 I
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Fig.4 Biliary concentration of ofloxacin in serial Fig.5 Biliary concentration of ofloxacin in serial
treatment, 3 rd~4 th day(T. Bilirubin<2. 5 mg/ treatment, 8 rd~4 th day(T. Bilirubinz2. 5 mg/
db) dl)
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Table 3 Protocol for clinical evaluation of ofloxacin in the treatment of biliary tract infection

1. Purpose :
To evaluate the efficacy and safety of ofloxacin for the treatment of biliary tract infection by an
open study

2. Subject :

Patients who can take orally the drug and from whose biles bacteria can be isolated and identified
are included.
1) Patients under percutaneous transhepatic drainage of biliary tract (PTCD)
2)Patients who have fistula with obstructive jaundice
3) Patients under choledochal drainage
3. Dosage and duration :
200mg, t.id. after meal (600mg/day), 3 to 14 days
4. Concomitant use of drugs :
Patients should not receive any of other chemotherapeutics, anti-inflammatory and antipyretic/analgesic
agents
5. Items of observation and examination :
1) Subjective symptoms
Spontaneous pain
Tenderness
2)Objective findings
WBC count
Bile findings
Body temperature
3) Bacteriological examination
Count of bacteria in bile
MIC
Identification of causative organism
6. Judgement of efficacy :
1) Effect on symptoms and laboratory findings by physician
2) Effect on bacteria in bile
3)Clinical efficacy evaluated by the committee
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Table 4 Surgical procedure on the biliary tract discase
— . ———
A group ‘ B group
Origmal discase 'rocedure” Toal I'rocedure”
I — — ; -
1 2 3 " 1 2 3 Totl
Cholelithiisis 2 5 17 24 1 3 1
Hepatolithiasis 2 2 1 1
Obstructive jaundice 2 1 3
Cancer of bile duct 1 1 2 1 1
Cancer of pancreatic head 1 1 2
Cancer of duodenal papilla 1 1
Cholecystitis | 1
Dilatation of common bhile duct 1 1
Empyema of gall bladder 2 i
Total 6 10 2 37 1 L T

* Procedure

1 . Percutancous transhepatic cholangio-drainage (PTCD)

2
3

External drainage of gall bladder
External choledochal drainage

KNIVBEAETEEFvr—UohftEIhicb o i
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LORERBRARE LI, TibbBA 57 £9 An s
158 4£7 A ¥ Tl 7 Miakiz ABE IR, OFLX £
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FIDRKRAZRI BN S hic,

B TIHR LRI TH 00, FEELRFR SR
DIEHALAEY TBRAECEIERN (AR &, @8
NRBEFLEVHLRATH-ER (BB L kFL
tzo ABEIY 37 B, BRIZ7THITH 1o HEROHEFL
S 26 f, &t 18 BIT, FMiL 37 @D 84 i,
T 64.0 XL HEHIRKEY Fh -7,

NEEADOFLEIL Table 4 [ F v+ — CHBITHR
LEBITRLI ThbbRARE 28 (5 LHEKE 4 6,
BB A0 260, FARERE3, PAEMRE3, BEE
BE2, +IEBAESML, BEMS3, FETL2,
SRS 1, BELE] T, ARTIZ6Hlic PTCD,
10 GLciETEs 2, 21 PR FLvr—on BT &
R, THBETIZ1Mic PTCD »%, 1 Bz,
5 GIICHRRRE F L — SARKTER TV B,

2. BEHE

OFLX % (1 4&hic Ofloxacin 100mg 4F) ¥ 1 A
B 600mg #7312 C, 3ALE 14 ALAKEZER
E L1,

AR, ARAEH, WHEM L E¥DAT - EE
RiET L 0O EIE LT,
3. BHNHERIUHELEE
1) FHREIDHE
FHEIEENBE, 3AEBRIURTHE (1A
B) \HARERE LTHRMEERS, MEOFRLLT
GE, EFEREFRLL LTRBNAMEY, OF)»
¥ v{i, GOT, GPT, CRP, Al-P, ESR 3 XUt
E&ﬁﬁ L”:o
AR ERITOBEYBEORL-IVES B
B, &0 3EMICEE L, Rz BBEYFRLLO
HBYER LI
BRI, ABMICRIO®y, &F, RAORA
h E ORI LU, BAIT LT EEIERILIR
ENBRRAOFERELLRE LEERERNL S
TRECEBERE MEERER RS IOBHFRE
CEHEALT "HMREFRHE vKo 4BETIL
1o
4 EICRRLR UL AREER BT
B35 X ORB I B OF~<TA 5 BLURIERLLE
i) OO
B : 5 REY R L HREER Bk R
B35 X ORI B 0:@EB L bt 7 BLARERD
L, HELILD D,
eoHY : BENMCRE LT L AfHEER Etff
ﬁﬁﬁx;vmﬁmﬁo¥&uTﬁﬁmmﬁﬁ
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LERITHE LIS D,
g HEMCRELRULEEREOTRTHMNTA
HATAREERIHE L D,
AEFRREREMER TV vr— YR oMz
WIAKRE L EROWEYX T 5 L AKFCA—R&Y
BEE—2— (2) =221 7148 CH-BEHER
LY hRFRFTCBRL, EMOREL MIC © JIE
(108 cells/ml) # P TFiroteo ZRERTO EED
HEzEH % #E Buffer T#H R L, Heart Infusion
Agar Plate AL, £F L= v = — B & HREHH
LEDEREY KD
: 107 cells/ml Ll E
: 108~108 cells/ml
: 104 cells/ml
: 10 cells/ml
— : 108 cells/ml K #%
BEEORE!IX Cowan and SteLL ¥ UTEKERO
Family #7:i% Genus #[F%E L7
MIC DJIER, BFRCFREFLFREC Z-TT
feotco
MBI R OHIE LB BRI L TR D
6 BRETHIE Lo
A AEAHEEA LD,
ERY  BECE L MER B Licd 0 (H—
Hetox, Ho+-x FT +o%),

—MH%k : WHEERRCT—HOMB MR LI, fib
D—BWOELBRF EIERREBZ Lcb D,
B B RBARRE OMBIIIE R LS, FickEmn

HELID D,
T : W, HELEDIDTEDDL D,
T B ERCHMEEOREN L S hich o lch, #
EREHIEE Lish > d Do
BEERCMEFHRERTiobhich » EMIR “R
B L THEEMHRAUEN RN L. R &
BCOBRAE IR EELEPUEIh - EHEOR I
Genus 2B TAHL DN BT RTEETS = &
Ll
2) ZEASHE
EECIMEENORELENRR LV > XBENRRT
DA d O IEERRIE AT 5 FH ORYRHIE DR
B D EREYE L2 FIBEHE R TR » TR, &
EbTROZ L XX DRI - THER T, Zh
RERAUEL Lo
B EHRRAEREL, HEEHCIMEONE
REBLRIH D,
A BHARAERL L, MEORD * iz —HH

+ + % =

Kimbbhicb D, EHHRIZERD ¥ *#B
L, MEERCIINE, BP D5\ i2—HKELE
BEXRAED ORI D, BHRTRIIBREOX %
HB LIcH, MEENCIZERECIIRYAED S
hicd Dy
&% AU R, HE¥NPREGETREDLD, *
IO — MR AR S » A, [BHFR
RORBULELRBEOEIHB LI D,
4. B =
R 44 Bl 5 LIAHFHE L S RFATE L8 37 §
(AT % Table 5 i, WERESNL S highotcd
DF LVRFENCHEN R TH-176 (BFD) %
Table 6 IC&R Lo
1 ER DR
2 M4 FIvEEEC X - CBE, $%iE EEOIR
Besd, BRYEOFEEERRHE TR, Th
% Table 7 IWiRL1co £5TIZEL 1A, B 22 fl,
RRERIG, K56, HETETHNT, EREER
Y AbR BRI 37 Fidh 23 4] 62.2% THotoo B
RBHRHUERND 37 GIOEEEFI T B E 29 fiF 17
Bl (58.6%), FEIE4BIF 3B (75%), EE4HF3
Bl (75%) THot
2) ABORK
FERFAEAMTET 2 CRAEAREB S hicd Ok 37
BT, =05 HLHMEFHRRERNHIETESL S 01 33 4
TH -t (Table 8), EBREI LHHETIIER1H
BEh 20 B, RoER4H, ERH50, HETETHAT
BHote TiebbER, FHEXELRICHEHRIL 30 4
21 ] 70.0% THh-tco BRIYFEHEFNDOEEET
TRBRED 22 FIFEZ 15 flTHRIRK 68.2%, FEIE
4BIh 36 75.0%, EEX45FERLF, BR26T
BHHR 75.0% Thotoo ¥l OBV BEMERP LS
BERP T THD E, BHERY 14 flo 5 LES)
16, BZ76, B% 16, £E%26, HETLES
PITER BHEXELRIEYHRIX1L FF8H72.7%
Lisotco HBEERIL 23 Al AR 13 6], ©°FH
%h 3B, %3G, FIETEE 4G, HRHRL1 Fil413
5] 68.4% T2 -~1= (Table 9),
MEFOBHRENEL8 O, EEI 0, —HH% 14
Bl, BERR5B, TE6F, FB4BITH-70 HER
MR REIETTHES 33 AR 8 Bl 24.2% TH-
oo
HEOHEE L THREHIEDOR R % Table 10 IR L
too 37 Glrh T2 HASEES i, EBRETIX P
cepacia D 1 BRI ZE %), S.faecalis X 38kF 28, K.
prneumoniae 13 4 Bk 3BHRICERD, E.coli, P.morganii
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Table 5-1 Clinical summary (f
Symptoms and laboratory findi
Name (nisinal Sove l)u,\agc . , o ory lndmzs
P I e e Tl B -
Sex e ! lays e T e o e . " bil-
eX anys Pain | Iderness) Fover |Bile WBC irugg) GOT
1 Y. k. 1 cancer of Se. 200% 3 - + <7 A [9,200] 6.0 a
TONDL | pancreas head 7 - - <47 N [5300] 3.9 3
2 ML Enpyena of | SL 200% 3 + + L7 N 20,7001 1.3 2%
70N | pall Dladder 0 - + <37 N 4,900 0.9 2
3 All 1O ] sl 200X 3 o - <37 N {10,600 3.5 30
F o - - <37 N 8,500 2.7 ‘ 12
! H.I. | Cancer Se 2004 3 - - <7 N 5,900 1.5 1
63M | of hile duct 8 - - <47 N 3,601 0.9 11
5 | SA. | C L. Sl 200% 5 -~ - lestloN |e6o] 05 | o1
67F 7 - - <7 | oN |s.5us] 05 | 12
G T.K. | Hepato- Mo. 200% 5 - + <s7} N 6,900 0.5 33
M| Lithiases 7 - - <7 N 4,900 0.5 | 6
]
| i
i ; i
7 AN ;C. L Sl 200X 3 - - ST N sty O Bty
35N O T 10 - - <iT Y 7,499 1.9 S
|
|
8 | vi lcL Sl. 200% 3 -~ - <37 | A |6,700] 26 | 3%
{ 84M | Cholangitis 6 - - <37 A | 4,000 19 116
9 MO | C L. Sl 200X 2 - - <37 A 4,600 | 0.4 %
61M | Cholangitis 10 - - <37 A 5,600 0.6 2
10 | HK. | Cancer of Mo. | 200x 3 - - <3| A 700 11 5
53M | duodenal 9 - - <37 | A |6,800( 1.0 51
| papilla
i
11 | YH |C L Sl 200 3 + + <37 | N |6.000| 03 | &
64F 8 - - <37 | N 4,80 04 |12
—
12 | S.Y. | Hepato- Sl 200 % 3 - - <37 | N |7.400| 05 2;
55M | lithisais 8 - - <37 N |[6,400| 0.4 1
|
| |

*1 ~*i . See Table 6.
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DL-8280 treatment for A group
Isolated organism L .
Effect Physician's Committee
‘ Before Count g: teri judgement *¢ | judgement *¢ Remarks
! oun cteria
{ GPT | CRP | ESR - After Count
34 - 50 P, cepacia 4 | Eliminated Excellent Excellent Basophil ~
23 | - - -
9 + 10 P. morganii + | Eliminated Good Moderate —
10 + 33 - -
18 S. faecalis + | Eliminated Good Moderate -
9 Acinetobacter +#
5 2+ E. cloacae Partially Poor Moderate -
6 2+ F. aeruginosa eliminated
P. aeruginosa
14 K. pneumoniae Unknown Good NE. -
15 N.T.
112 + S. epidermidis Partially Good Moderate -
105 2+ | S. faecalis | eliminated
: E. coli . it
K. pneumoniae
E. cloacae
S. faecalis H
K. pneumoniae
56 E. cloacae # | Unchanged Good Poor —
82 NF-GNR +
E. cloacae +
NF-GNR #
27 2+ 12 K. pneumoniae | Replaced Fair Poor —
104 + S. faecalis +H
20 2+ S. faecalis 4| Partially Good Poor —
16 E. coli + | eliminated
' E. cloacae -
S. faecalis #
P, aeruginosa +
58 + S. faecalis + | Partially Good Poor —
37 Klebsiella # | eliminated
E. cloacae H
S.faecalis
S. marcescens -
NF-GNR H
52 K. preumoniae Eliminated Good Moderate —
91 - -
15 3+ S.faecalis # | Partially Good Moderate —
5 + E. coli + | eliminated
Klebsiella +
H. alve: +
. Anaerobe +
Anaerobe
Candida
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Table 5-2 Clinical Summary of

Symptoms and lahoratoryfindings
N Name | Orginal . Seve - Dosage -
Ol e liscase * ity ** PXHes .
\\:‘: v rity ”u‘da;:l “ | P | Tenderness| Fever |Bile ** | WBC lz‘ull)::nln GOT
—_— R B
13| YS |l SLo | zoox s - - <s7 | N |6300 08 | 6
0] i 8 - - <37 N | 3,600 0.6 | 5
— | . —_—
TR IR} | s 200% 3 - - <37 | N |6,000] 17.1 | 3
|62k ! - - <37 N |10,200] 17.0 3%
15 s [ ClL S, 200% 3 - - <s7 1 N 5,000 1.1 | 2%
| 3R 5 - - <37 | N | 3,600 88
16 ' Y.X | CL SL 200 % 3 - - 37-38 N 9,200| 0.5 126
| 60F 1 - - <37 N 5,800 0.3 4
17 | SA lCL sl omooxos - - <37 | N 1730 1.0 | 4
R | 7% - - | <wm | X
|
18 | Yl |CL. S| 200X 3 - - <z N |s.50] 0.4 | 3
L 6TF 5 - - <37 | N | 4,90] 0.4 %
l
19 MY |0 SI. 200X - - <37 | N 7000 63| 70
LM 4 - - <37 | N~ |s.7o 5.1 5
|
|
: |
‘ _
20 TAML|CL. Sl 200% 5 - - 37-3s] N [11,100] 0.6 | 15
1 55M 5 - - <37 N 6,000 035 | @
21 TN | C.L Sl 200X 3 - - <57 A 1.400 0.5 50
35M 4 - - <37 | A | 1,800 0.6 | 56
22 K.I | Empyema of | SL 200% 3 - - <37 N 6,000 0.5 K
68M | gall bladder 5 - - <37 N 1,900 0.5 29
o |
23 KK. | CL. Sl. 200% 3 - - <37 N 6.800] 1.2 61
TF 1 0OJ. 5 - - <37 N 4,400 0.5 30
24 KI |CL. Sl 200X 3 - - 38-39| N |11,500{ 6.4 | 618
35F 1Ol 5 - - 4s—=39| N [10,100| 13.8 | 43I
25 Y.K. | Cancer of Sl 200X 3 - - <37 N {11,800 2.2 ég
74F | pancreas head 9 - - <37 N 5,000 2.0
26 | Y.T. |CL. SL. 200% 3 - - <37 | A | 680 10 33
56F 5 - - <37 N 4,300{ 0.6
—

*1_*4. See Table 6,
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DL8280 treatment for A group(Continued)
Isolated organism Eif
ect e .
Physician's Committee
Before Count on_ . judgement *¢ | judgement *¢ Remarks
GPT | CRP | ESR e ount bacteria
er oun
g? E. coli #| Eliminated Good Moderate -
;g P. putida + | Eliminated N.E. Moderate -
23 E. cloacae . Replaced N.E. Moderate -
264 F. meningosepticum
137 S. faecalis 4| Unchanged Goor Poor -
43 S. faecalis
T. glabrata
65 S. durans Partially N.E. Moderate -
Flavobacterium eliminated
A. hydrophilia H
S. durans +#
27 S. faecalis +| Unknown N.E. N.E. -
24 N.T.
40 A. lwoffi 4| Partially N.E. Moderate -
31 Peptococcus +| eliminated
P. fluorescens +
Peptococcus +
18 S. faecalis +#| Unchanged Good Poor -
117 S. faecalis
104 S. faecalis Unchanged Poor Poor -
76 S. faecalis
45 - S. faecalis Partially N.E. Moderate -
30 - P, fluorescens eliminated
P. morganii
A. hydrophilia
S. faecalis
P. fluorescens
81 - E. coli Eliminated N.E. Moderate -
24 - C. freundii
511 + C. freundii Unknown Poor N.E. -
361 + N.T.
ég + K. pneumoniae | Eliminated Good Moderate -
38 - S. faecalis Partially Good Moderate -
26 - S. lactis eliminated
S. faecalis
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Table 5-3  Clinical summary of
| Symptoms and laboratory findings
Name i S Josing
Sex ’ ayvs P I N ile*3 et .bil-
¢ Puain | Tenderness| Fever |Bile®? | WBC irubin | GOT
27 SY. CL. S 200% 3 - - <37 N ]10,000{ 0.7 25
GoAl 5 - - <47 N 9,000 0.4 16
28 KT, C.l Sk 200% 3 - - <47 N 3,100 2.2 87
76M O], 5 - - <u7 N 5,100 1.5 45
29 T.T. Cholecyst- Sl 200X 3 - - <57 A 4,500 0.6 51
T0F itis 5 - - <37 N 5,000 0.4 26
|
i
30 N. Cancer of Sl 200% 3 - - <37 N 6,000 1.0 39
73M bile duct 5 - - <37 N 6,700 0.3 35
31 D.K. C.L. Sl 200% 3 + + <37 A ,200 0.4 19
73M 5 - - <37 N 2,700 0.5 2
|
32 AN.| CL. Sl 200% 3 + + <37 A | 5,200 0.6 a3
63M 6 - + <37 N o, 000 0.9 a7
33 | TN. | CL. Se. | 200x3 | + | +4+ l3z;-38] A | 3.90 B
83F 6 - - <u7 N 4,20 0.3 H
|
|
34 | LS. CLL. Se. 200% 3 + + 5T=3 A | 5500 51
83F 5 - - <37 | N |5,200 x|
35 NS. | CL. Mo. 200% 3 ++ + 37-38] A 9,900| 11.4 79
65M 5 + + <37 A u.400| 5.9 69
|
36 | KS. | CL. Sl. 200 3 + + <37 | A |e6,80 05| 8
74F 6 - - <37 A | 5,90 0.4 74
-
37 | HS. | CL. Mo. 200X 3 + + <37 | N | 9,000 0.5 29;
68M 7 - - <37 | N |590] 04 |7
——
*1 ~*4 :See Table 6.
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DL 8280 treatment for A group (Continued)
Isolated organism
Erflfect Physician's Committee " Remarks
. .
GPT | CRP | ESR Rfetfeo:e Egmz bacteria judgement judgement
30 | 3+ S. marcescens Partially Fair Moderate -
19 + P, aeruginosa eliminated
P. aeruginosa
59 | 3+ S. faecalis Partially Fair Moderate -
25 + C. freundi eliminated
S. faecalis
Candida
64 2+ E. acrogenes Replaced Good Moderate -
31 - E. cloacae
A. anitratus
P, aeruginosa
P. maltophilia
Elavobacterium
54 + S. faccalis Unchanged Poor Poor -
21 + C. freundii
S. faecalis
C. freundii
14 | 3+ E. coli # | Replaced Good Moderate -
12 - K. oxytoca
F. aeruginosa
S. epidermidis +
S. faecalis
S. avium
79 2+ 25 K. pneumoniae Partially Good Moderate -
69 - 35 P. morganii eliminated
A. hydrophilia
P. morganii
49 + 24 | K. pneumoniae Unknown Good NE. -
32 - 17 P. morganii
Anaerobe
N.T.
38 | 2+ 61 a- Strepiococcus Partially Good Moderate -
18 60 Candida eliminated
S. avium
Candida
65 3+ S. faecalis 4 | Unchanged Poor Poor -
52 3+ Candida 4+
S. faecalis H
) puts it
Candida
11 2+ S. faecalis 4 | Partially Fair Poor -
18 | +- E. cloacae # | eliminated
S. faecalis 4
396 | 3+ S. avium Replaced Good Moderate -
152 - 24 C. freundii

S. marcescens
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Table 6 Clinical summary i
Symptoms and laboratory findings
Name | original  |Seve- D‘,’::i” —
No. |ARe | Giceage *! [rity 2 | MEXtimes aae .
Sex days Pain | Tenderness| Fever |Bile ** | WBC | Tbil- GOT
irubin
38 | T.N. | Cancer of Sl 200% 3 - - <37 | N | 4,00 3.7 {135
48M | bile duct 7 - - <37 N 2,200 2.7 1
39 LL Dilatation Sl 200% 3 + - <37 N 8,000 0.8 2
7IM | of common 8 - - <37 N 9,500 0.7 7
bile duct
40 YN. | CL. Sl 200% 3 - - <37 N ]10,400] 0.9 U
46F 5 - - <37 N 5,500 0.6 3
41 RK. | Hepato- Sl 200% 3 - - <37 N 6,500 14.3 a
49M | lithiasis 5 - - <37 N 3,200 4.2 62
42 S.0. | CL. Sl 200X 3 - - <37 A 13,900 0.6 15
55M 5 - - <37 N (10,500 0.5 16
43 AN.| CL. Sl 200% 3 + + <37 A 8,800| 0.6 m
63M 5 - + <37 A 6,300 0.4 49
44 KM.| CL. Sl 200% 3 ++ + 37-38) A 5,300 0.4 2
68F 10 - - <37 N 0.5 16
*1 C.L.;Cholelithiasis, O.].;Obstructive jaundice
*2 Se.;Severe, Mo.;Moderate, Sl.;Slight
*3 A;Abnormal, N;Normal
*¢ N.E.;Not evaluable
Table 7 Clinical efficacy on all cases
Severity Total cases Excellent Good Fair Poor NE.* Effective rate
Slight 36 17 9 3 7 17/29 (586%)
Moderate 4 3 1 3/4 (750%)
Severe 4 1 2 1 3/4 (75.0%)
Total 44 1 22 9 5 7 23/37 (62.2%)
*N.E;Not evaluable
Table 8 Clinical efficacy on group A
Severity Total cases Excellent Good Fair Poor NE.* Effective rate
Slight 29 15 4 3 7 15/22 (68.2%)
Moderate 4 3 1 3/4 (150%)
Severe 4 1 2 1 3/4 (150%)
Total 37 1 20 4 5 7 21/30 (100%)

*N.E;Not evaluable
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DL8280 treatment for B group
4 Isolated organism
Effect e )
— Physician's Committee
; Before Count | 9. judgement *4 | judgement *¢ Remarks
GPT | CRP | ESR After Count bacteria
93 - f:} - = | Unknown Fair NE. Eosinophil. ~
19 ‘ - -
16 + - . = | Unknown Fair NE. -
37 - S. faecalis
89 - — | Unknown Fair N.E -
48 = -
140 2+ - — | Unknown Fair NE. -
169 - - -
61 2+ - — | Unknown Good NE. -
17 - S. marcescens
Flavobacterium
119 2+ 17 - — | Unknown Fair NE. -
57 Streptococcus +#
22 + 49 Candida Unknown Good NE -
21 Candida

Table 9 Clinical efficacy on group A by the type of infection

;{}ggﬁgg Total cases Excellent Good Fair Poor NE* Effective rate
oo 14 1 7 1 2 3 8/11 (72.7%)
Polymicr-

obial 23 13 3 3 4 13/19 (68.4%)

*N.E,;Not evaluable

D& 1 ¥RIcELY, C.freundii, S.faecalis % 1 BT
#, S.faecalis, E.cloacae, P.putida % 1 # CILEER
BTh-1Te, WBERSTIE 58 B2 DHES h HR 36
B CCEY6HK JAYSH HETHE 1L kb Y,
AR A7 Bkeh 36 BRCH R R 76.6% K Rllo S
faecalis 2 ¥, E.cloacae, P. aeruginosa, C.freundii ®
Z1RILEH Ch - T,

BN MBS E Y 2% Table 11 KR L
Ko 77 ABMETIE 20 AL L O IX6KKT D

b, AE 13 #;, TH 1K THERERITH L HREBRVIC
19 Bk 6 bk, 1HELEK31.6% Thoto /7 2EBERT
IIREG 4 BRR BRI 45 BkeR 38 BRAVHAR Lic, AR
84.4% TH-71co P.aeruginosa 13 3¥kF 1 kHEK, 2
BRE, S marcescens 1 BRIIEEK L T, SHKELXS
B, TRTERAHTHERB 6 kxR E 66 ¥k 45 ¥
% LIELEIL 68.2% Th-To

Table 12 CBMBERRS L BHRBERRPCITT, £h
FhOBEEROWEERRY R Lico BMERROERN L
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Table 10 Clinical cfficacy evaluated by physician for each strains

Isolates .I‘\ljl")&jlil(l’.: lixcellent Gond Fair Poor NE." Eaftf:ctive
S. faecalis 4 2 1 1 2/3
E.coli 1 1 1/1
w P. morganii ] 1 1/1
's_ S| K.pneomoniae | 3 1 3/4
§§ E. clovcae 1 1
gf—’, P. ccpacia 1 1 1/1
= P. putida 1 1
C. freundit 1 1 0/1
Sub total 11 1 7 1 2 3 8/11 (72.1%)
S. cpidermidis 1 1 1/1
S. faccalis 11 6 2 2 1 6/10
a- Streptococcus 1 1 1/1
Streptococcus 3 2 1 22
E. coli 5 4 1 | 44
P. morganii 3 2 1 22
K. pnciononiace 3 3 33
- K.oxytoca 1 1 11
2 Klebsiella 2 2 22
3 | E.cloacae 7 5 1 1 57
E E.aerogenes 1 1 11
2 | S marcescens 1 1 01
f—i P. acruginosa 3 1 1 13
‘E | P fluorescens 1 1
S| Cfreundii 1 1 1 1 1 13
T | Acinetobacter 3 2 1 2/2
NF-GNR 1 1 1/1
H.alvei 1 1 1/1
Flavobacterium 1 1
A.hydrophilia 2 2
Peptococcus 1 1
Anaerobe 2 2 2/2
Sub total 58 36 6 5 11 36/47 (76.6%)
Total 72 1 43 7 7 14 | 44/58 (75.9%)
*N.E.;Not evaluable
BXh-HEOHERIL 72.7%8/11), HEER{T 1BDARTH- 1

12 63.6%(35/55) TLERITOLTIk 65.2%(43/66) T
BDoTo

MIC & MHER¥H%R & DBAfR% Table 13 IR L1,
MIC % RITE Lic 43 #k&#EA: 12.5 pg/ml LUTF & RIF72
FEENBORIN, L L P aeruginosa TiThi
1.56 ¥ XU 3.13 pg/ml D{EL MIC Z/RLICITd v
bHT 3%F 1 HROAYVRAINICIBE Ighr o7 S.
marcescens Tixt MIC 1,56 pg/ml D D APk, S.
faecalis i 10 HFBRE S hicnik MIC 1,56 gg/ml ©

B EHOWBEY Table 14 |5 L, 4 Hh 14 Al
M 13 TR 20 BpMBRH S huic, Tinhb S.faecals
Streptococcus, S.marcescens % 3 #k, Flavobacterium
24k % (2 U S. epidermidis, P. aeruginoss, P.
maltophilia, P.fluorescens, P.putida, NF-GNR, F.
meningosepticum, A.hydrophilia, P.acnes %1 BHTh
5o

3) BEHDORK

B b B AT 2 T o T SEH 7 B0 B R R
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lLaple 11 Bacterological effect on isolated strains

Isolates g?éi:st, Eliminated | Unchanged | Unknown ll;alir:inated
S. epidermidis 1 1 1/1
o S. faecalis 15 2 12 1 2/14
EZ | aStreptococcus 1 1 /1
G &.| Streptococcus 3 2 1 2/3
Sub total 20 6 13 1 6/19 (31.6%)
E.coli 6 G 6/6
P. morganii 4 2 1 1 2/3
K. pneumoniae 7 4 1 2 4/5
K.oxytoca 1 1 1/1
Kilebsiella 2 2 2/2
E. cloacae 8 7 1 7/8
E. aerogenes 1 1 1/1
¢ | S. marcescens 1 1 1/1
"a P. aeruginosa 3 1 2 1/3
2 | P.cepacia 1 1 1/1
E P. fluorescens 1 1 0/1
& | P-putida 1 1 1/1
C. freundii 5 3 1 1 3/4
Acinetobacter 3 3 3/3
NF-GNR 1 1 0/1
H.alvei 1 1 1/1
Flavobacterium 1 1 1/1
A.hydrophilia 2 2 2/2
Sub total 49 37 8 4 37/45 (82.2%)
E Peptococcus 1 1 0/1
S | Anaerobe 2 1 1 1/1
Total 72 43 23 6 43/66 (65.2%)
Fig. 6 Laboratory finding Fig. 7 Laboratory finding
(X104/mm?*
600, ) RBC (n=41) “’QS” Hb (n=41)
500, /
15
400/
300
§ o 10
p-] &
200 <
5
100
% 100 200 300 400 500 600 % 5 10 15 20
" Before (X10¢/mm?) Before (g/d1)
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Table 12 Bacteriological effect on isolated strains
Isolates Eliminated | Unchanged | Unknown E;‘:‘“‘t‘d
S. faecalis 3 1 0/3
E. coli 1 1/1
X P. morganii 1 11
E g | Kpneumoniae 3 1 3/3
. ﬁ E. cloacae 1 1/1
E! P. cepacia 1 1/1
S | P putida 1 1/1
C. freundit 1
Sub total 8 3 3 8/11 (72.7%)
S. epidermidis 1 1/1
S. faecalis 2 9 2/11
a-Streptococcus 1 1/1
Streptococcus 2 1 2/3
E.coli 5 5/5
P. morganii 1 1 1 ! 1/2
K.pneumoniae 1 1 1 | 172
K.oxytoca 1 i 1/1
_S Klebsiella 2 i 2/2
S | E.cloacae 6 1 | 6/7
E E. aerogenes 1 1/1
E S. marcescens 1 1/1
° P.aeruginosa | 1 2 1/3
E P. fluorescens | 1 0/1
2 | Cfreundii ] 3 1 3/4
~ Acinetobacter 3 3/3
NF-GNR 1 0/1
H. alvei 1/1
Flavobacterium 1 1/1
A.hydrophilia 2/2
Peptococcus 1 0/1
Anaerobe 1 1 0’1
Sub total 35 20 3 35/55 (63.6%)
Total 43 23 6 43/66 (65.2%)

B, EBRECHTEREY Table 15 127 Lo EHREN
B X HBEERYHRIED 20, LLHYSHATHY X
28.6% TH-tTo

) ZFALHEORK

AW AL TIREBEMT 5 BRDRUT L1224 5
Bic, IR0 L THEEREYREL, HETERARN
33 Bl oW TEHDOEFIZYR LR Lo

B% Table 16, 17, 18 iR L1, 256 33 flic
NTHHRTER LM, BRY 22 4, &% 10 flTERD
Hix 69.7% (23/33) Thol

BMRAHCOBRIEN 1M, ER6H, EH4A

THYE 63.6%, WEERRHCOHEHY 16 A
KW 6 ATHYR 12.7% THotoo

5 Bl ff B

BERREER YA 5 BIfE I 2RI ED bhizh ko

BERRABOREN R v b o, KMlToF
MRS 1§, FEARNS 1 HIo 2 fiTh ok, ER
RN PR TR 1 Ch ot borR RS H
B3% 7HE 11% :#mL, H5RT7HEAKES
9% L ERRECH L b O TAMODHMLESOL
Ex bhic, FEERNSAARREN2Y, 858
7 AE 12%, RTH7EE 17% LHSLELOT
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Table 13 Correlation of MIC and bacteriological response

St MIClg/mb) <005| 0.1 | 02 | 039 | 078 | 156 | 313 | 625 | 125 | =25 Total
S. faecalis 0/1 1/2 0/5 0/1 0/1 1/10
aSireptococcus 1/1 i1
Streptacoccus 0/1 0/1
E.coli 2/2 | 1/1 1/1- 4/4
P. morganii 1/1 1/1 1/1 3/3
K. pneumoniae 2/3 | 1/1 | 11 4/5
K.oytoca 1/1 11
E. cloacae 1/1 | 3/3 | o1 4/5
E. aerogenes 1/1 1/1
S. marcescens 1/1 1/1
P. aeruginosa 0/1 | 1/2 1/3
P. fluorescens 0/1 0/1
C.freundii 11 | o/1 | 121 2/3
Acinetobacter 1/1 1/1
H.alvei 1/1 1/1

" Flavobacterium 1/1 1/1
A.hydrophilia 1/1 1/1

Total 5/5 7/9 7/7 2/3 1/3 3/5 2/8 0/2 0/1 27/43 (62.8%)
Table 14 Strains appearing after treatment
MIC(ug/ml) - .
Specieé 0.78 1.56 313 6.25 125 25 50 100 >100 | N.T. Total
S. epidermidis 1
S. faecalis 1 3
Streptococcus 1 1 1 3
S. marcescens 1 1 1 3
P-aeruginosa 1 1
P.maltophilia 1 1
P. fluorescens 1 1
P. putida 1 1
NF-GNR 1 1
F.meningosepticum 1 1
Flavobacterium 1 1 2
A hydrophilia 1 1
P. acnes 1 1
Total 3 3 1 3 1 3 6 20
*N.T.;Not tested
Table 15 Clinical efficacy on group B
Severity Total cases Excellent Good Fair Poor N.E.* Effective rate
ot Y
Sigw |7 > 5 2/7 (286%

*N.E;Not evaluable
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Table 16 Clinical efficacy evaluated by the committee
(Total cases)
Bile Cleared Unchanged Effect on
: Abnormal — Normal — Abnormal — bacteria in bile
Bacteria Normal Normal Abnormal
Eliminated 7 8(24.2%)
Decreased
Partially eliminated 15(45.5%)
Replaced 4(12.1%)
Unchanged » » 6(18.2%)
Effect on bile finding 6(18.2%) 21(63.6%) 6(18.2%) Total 33
1(30%)
Effectiveness rate
0,
’M?(i\efatev 22(66.7%) 23/33 (69.7%)
10(30.3%)

Table 17 Clinical efficacy evaluated by the committee

(Monomicrobial infection)

Bile Cleared Unchanged Effect on
Bacteria Abnormal — Normal — Abnormal — bacteria in bile
actert Normal Normal Abnormal
Eliminated 5 6(54.5%)
Decreased

Partially eliminated

Replaced 2(18.2%)
Unchanged ” . . 3(27.3%)
Effect on bile finding 1( 9.1%) 8(72.;7% ZV(‘1>8.2%) Total 11
[ Excellent ] 1( 9.1%) _
M»odevrz(ite 6(54.5%) Eff;/cltllve(:g;zs%r)ate
oor 4(36.4%)

FDRRICOWT, FFIL OBFEIXTRA TS » 70
FBERBREMEOFE OHEBIZ O\ Ti Fig. 6~1812
AL,
I, = =®

JEEREHUE I LB E 2 B <, RRIBE D& b4
BRI E > THELDEVRIUED—2Th %, [ERK
JuE R LT g LR £ L LcRHBENT
RbhZ023@HTHY, BETILhDORTRMRETS
PIiS\e L LIERCHENFEET 5 K0 Tiza T
LI RGES LIXR ST, LB T 5 1]
LHDORERRIBEN S W ERBARTOFENLEL
BhTWab, TicbbILERNDKER, ®2%E & BEk
SEDFER LS ~WERTKERRTFTHD, &

BTz, AL»OARMABELILETS
50T, HERPEIANMEREERE L LTRbhBNE
bDLEZLND, WERIEERPORLEL LTREAM
ErEERIN TR, ME~DORBRER & LT
T, U w7, B0 3onbFL R T B
2, 05 BFRENT D MITRE L =IRIBAE,S
OEFHREV RS BENEL, Licdi- TEAEHIZB
PRI L e D, FHICKIBE, MARELILDE
LT, EWE BEELED 7S 2BHBEEORLEE
AR,
PEEREGERE O RETIIERBIHT ORFEVRAR &
Bbhzay, ChEBEELTLIAES TRV, A#
BTz +=38E v v F e L 5 EHORERMNE 2 bh B
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Table 18 Clinical efficacy evaluated by the committee

(Polymicrobial infection)

Bile Cleared Unchanged Effect on
. Abnormal — ' Normal — Abnormal — bacteria in bile
Bacteria Nomal' Normal Abnormal i
Eliminated | | 2 2( 9.1%)
Decrféase&“ N ‘
Partially eliminated’ 3 9 | 3 15(68.2%)
Replaced b 2 ‘ 2( 9.1%)
Unchanged 1 | 3(13.6%)
Effect on bile finding 5(22.7%) 13(59.1%) 4(18.2%) Total 22
%
- Effectiveness rate
_ o 0,
Moderate 16(72.7%) 16/22 (72.1%)
1 Poor 6(27.3%) ’

Fig.8 Laboratory finding

. Ht (n=41)

Before

Fig.9 Laboratory finding
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Fig. 10 Laboratory finding
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Fig. 12 Laboratory finding
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Fig. 14 Laboratory finding
1000, AP (IUY (n=7)
800]
600
= 400
200 s
////
% W0 400 600 &0 1000

Before

mg dl) . bilirubin ( n =40)
%) i
208 i
L :
10 ;
; .
9 o 15 %
Before (mg/dl)
Fig 17 Laboratory finding
fme_di) BUN (n=33)
JK
30
< 2
10
% 19 0 % w0
Before (mg/dD)

SEPT. 1984

Fig. 15 Laboratory finding
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Fig. 18 Laboratory finding
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2, SIS IR LR R B S5 - B L
TH), BEETCEANRELTVWS L3Pkl
Vo ZDX S ARBT CIX+=18EB /v ColBEEH
FRRATRETH Do FPERCELTHTHEB~
ORHOMEAEEIR T AHMNSL, RGO
BRIXE R Tlho\o ¥4E PTC % ERCP i X O¥RIC X
HIBH-RER DL e b LTRSS, REERET O
BRI FERBRCIEMT 500 d - L b HEEETHA 5,
e, EARFRA KT 542H 66 ARER» 6D
7vir—+43ic kB LY, 3,595 #ithkth E.coli 1,462
¥ (40.7%) L Kiebsiella 1,190 #k (33.1%) 7\ BExik
WT%<{, Enterobacter 11.7%, S.faecalis 10.3% 1z
ENZhIZK ¥, P.aeruginosa & 7.6% B IhTuw
50

DX ERIHIEERIYECH LTRIRShAH
BHD, Thb 75 smERECRCHAEEEY b,
LR PBTORVOHBRINSERALCH 50
ORI FEFIE LTRBAR~R=>Y ¥R,
Bo~Bo DL T7 2 A%, Z/RF AT =22~
R FEIHL 20 VROFER, FV s ABRDOE
BREH L ERDT oI B, WIhd ML R
P ERECHRtt X h, Lad 75 sRREHEVHT
BEELYRTONERTH 50

SERF DR L7 OFLX 12 NA 8% & LT
HREINLCY Py v BREERAERHO—OTH
D) RERDFY U7 ARRER L HKR LT L DEVHE
BhEABEOHEARZ FSa%dd, 77 LBHE
DAL 75 ABHE, ILMAHECLTHE
hHEONBH LR TV B, * e AEFZIEHHICE
RECHEIhSC LAMbhTH D, TTRBEESH

TWad X5, mPRELDL 2~3 HKL, 7~18
sg/ml DB\ R AIREE B il T h T W
540, RPRRDOEFITH\TH 1 AR 600mg 4> 3 DFE
REEIT X > T 4~8 pg/ml &R\ IBH- ol BE A F s )
MRENDZ ENSD ot ¥i: 3~4 BRRTEES
T, FRBEROBRE OIS EHhREY#ET
CENBABNM LD, T ORE TREARCH TS
MIC %4> E[61 % REE & 72 5 0 CIRSEMREECS L T
PESUBERMRIYETES LBbh 5,
bhbhid, %kic UTI RehipihXne s %1 KH 6
BANE ORI RMEOER) &, BHORFR LS FHY
RAFOEAEND, BEBBIECHT 5 HEHIORHE
T A EERAT, TTREE LAY, SEIT
TOXERICHE > THRENCEHPOMEVIBRE L
= AR 37 BUIPHIERTRELES 33 Bl oW TAF DRIFE
KEE Lico THbBIEE NV F -SRI THTTS
B RREER LN EE S OERBET LRV RER
REELicH, BE, REMEDLELYRT>REEN
ERERILico —BICIEH DILHE D fohic &8 H M ERA
BELTVWD2 3O BRMEH EELLRTVWA2, B
BOBEET CIRFMERDRIs b FHMRG BB ST
LZWMENBELDHONTBDTY, AMBRDO FEDOA%
RPEH OIE LT 5T Iiz@h T, BRACELSCE
B\, REEBROFETIETL2FRNEEL D27
Vo = ORALbbhbIUIIEH ORIRE % foixibED
RO R LI FAEOEE L AARD LRI -
TR ME X A2, Table 16, 17, 18 D X 5 i B X (FRL
Lichi}Thd, ZOEMESWTEYLHET S L
2%, EHrAbeicERI ik 33 fid 23 B, B
Rik 69.7% Tholoo THhHOLAHEEMCEOMNEY
Zfcb DM BT 24.2%, —WHEKEARLD 15 F)
(45.5%), ExR40) 12.1%), ~E 6 (18.2%) T
B0, BHRRCOWTIREREFRRVEFLLIL D6
& (18.2%), EXKMHIE® 21 4l (63.6%), AHIH D
me B (18.2%) THH, TOHFIEY1G, FLH
22 G, %% 10 BITH-7co ¥ BBERRTIIHEDEK
1% 11 Gl 7 B (63.6%), HEBERHTIX 22 fid 16
Bl (72.7%) Thbh, BRGDE»OEHTHETHER
EHEORMIEVHHRIBORT WS, TisbbE
BEHTEL X ABEKOBHETED LA, B%h 22 4, °
5% 9 B, \%H5FITHRYR 37 flF 23 4 62.2%
Thh, FRAFREHNMEEIREIWICATDS bE
BEKELZT T 30 FleonTit E3 16, A% 20
5, B4 F, ESH, HRHEI 30 flF 21 fi
70% Thotco ¥ -BBERERRH LTIARHRIT 11
ek 8 B 72.7%, BFEEFR LTk 19 Fl4 13 F



624

CHEMOTHERAPY

SEPT. 1984

68.4% Thoto COLIBAMYEIC L HHRZ,
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Biliary concentrations and clinical effect of ofloxacin (DL-8280), a new synthetic antibacterial agent,
on biliary infection were investigated.

Ofloxacin was administered orally to two patients with biliary drainage in a dose of 200 mg t.i.d.,
and the blood concentration of ofloxacin was determined periodically.

Biliary concentrations of ofloxacin at four hours after administration were 4.39 and 5.69 gg/ml,
and those at 8 hours (four hours after the second administration) and at 10 hours (one hour after
the third administration) were 4.01, 6.49 pg/ml and 4.89, 8.27 ug/ml, respectively.

Ofloxacin was administered consecutively for 3 or 4 days to 12 patients and the biliary concentrations
were determined. Eight patients showed biliary levels more than 10 g#g/ml and the levels determined
tended to be higher than those observed on the first day of the administration.

Ofloxacin was administered to 44 cholangitis patients with PTCD or surgical tubular drainage in
a daily dose of 600 mg for 4 to 10 days. Clinical efficacy judged by doctors in charge was “Excellent”
in 1, “Good” in 22, “Fair” in 9, “Poor” in 5, “Not evaluable” in 7 and the efficacy rate was 62.2%.

Forty-five (45) strains of 66 clinical isolates were eradicated and the eradication rate was 68.2%.
As for Gram-negative rods, 38 strains of 45 isolates were eradicated and the eradication rate was
84.4%.

A criteria for objective evaluation of clinical efficacy from the gross observation on bile and from
bacteriological effect was established for the patients in whom bacteria was determined from the bile.
Thirty-three (33) patients were evaluated by this criteria and the result was “Excellent” in 1,
“Moderate” in 22, “Poor” in 10 and the efficacy rate was 69.7%.

Abnormal laboratory findings were noted sporadically, but no clinical symptom was noted. Also,
there was no complainment from the patients.



