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5) B M :Corynebacterium spp. Lactobacillus spp. ZBE SAMCEBICBS LS
WEED ARSI ER IR T 3,

6) RE B :RELHOEZEHN] 0BLAD LD

2. MR
FEHOMBIIGL, 18 (Single-dose therapy), 3HE/ X THMET 3,

BB ECRRCERKBOBRIEET AL, 4, MBI RIOHEE b
TH &

% : Corynebacterium spp., Lactobacillus spp. FA2 S U WHBEBRLM oL Tid, <
NSDEREOAEBRALTHIES .
T, HESHEUAOKEDKRE S EFMEIBRAT 2,



218 BR{LERELANE APR. 1987

3. ERMRO¥IE

1) $hBR¥IE DR
BERINE L, IR TS, KT 5~ AREEIURRART 4~6 MBI HIE
43, 127150, RREBVRERTIOUEETHEL T 5, AT 5~9 Hik®
KUREKRT 4~6 JBRA% OYITEIZIDSA/FDAH 4 K5 4 LiZ&k AYTELEDHBEDI %
BRI S, 1%, Single-dose therapy ISH13 AIIMATEFDHITE ., FRIE LT
JEBIITNE Y,

2) BERTHICH 2ERDROUE (BHEHE)
OBaMERICHT 228 Bffect on subjective symptoms
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QEEIEETH HE1F, AEVBVERKICIT HHF
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HIEBHCERAE L TV 3 AN SRR B0 MBS bt k), TEOT LR
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REREE ZR®| )~<]10* CFU/mI 210* CFU/ml
0 (£1: 33 BRA

<10°® CFU/ml oD o
210° CRU/ml R & R I

WHERRGI< B 2 MEROMNBHER, REBICLDITEI bDET 3,
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A —-AC >AM&§REE.CH&RE&LT.%ﬂ?ﬂ@E&ﬂ%
AB -AC “ENEEL, tRKI-THET 3,

TA D AuBEREELHET 5.
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TWVWRWIEAWE210° CFU/ml & KT 5,
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BHEER, BER HERZIEEELT, F0HBICESX, TEOITELEY
Excellent , &%) Moderate , #E%h GEEAEEL) Poor(including Failure) @ 3

BB HIET B,
B % 2t y
B’ R |Ewe %= | R B
IR A
B D, R
R|X %
[ Jl=n & 2
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220 BE{LEEREEEINE APR. 1897
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SHRAE B 1SR TR OIRSERR R THR) £7cid W% LY IN/EH
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:] Bradication - Failure
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T 0 34t ME BR B MR FRE IS F5 1 S MESTH R (i i 48
Criteria for Complicadted UTI

1. MRER
REBICEWRELET HRBBREL T 5o

2. BERNG

1) £ ®:208ELE, EREEDLEVA, LRI U THRRBRO & bk LR
HEDHBIENBE LV

2) ¥ B Eb,

712U, BBV THIIRAEEOE BER - TRE2TSER, 8% FLUR

IR ARBORE L E T AEH RBRAT 5,

3) R EAIE LTRM, HHRME REULER, SR THEME fNE BE
BEHS (VA EfMZE055b0ET 5, ERONVLDLIRAL, R THIE
WETE .

4) BB R : $RIERTSK = 10WBCs/mm’

5) B % REATEH=10'CFU/nl  (BHRERE L UL T — T IVK)

BIEATEE = 10°CFU/ml  (KEDOHRER)

6) B8 #& : Corynebacterium spp., Lactobacillus spp. 1 EFBASMCKRBICAS L
HOWEEDO AN S NISESIIBRAT S

T) E@EE . @, EEIRCHEELLV, BERME BBMERrE BRRLE
DLEUEREROAT, REBICIIBEBEBREDBHUVEFREDEIV, 72, BE
FIF RSB MR OIS IZE DIV,

3. MR
EROBEIECFAE LTS A GESED £/2378 (BOFD &9 %,

4. BERHBROHUE
1) hBEHIE DS
BERRANERIY, BERTH, HEKRTS~9BEELTRERT 4~ 6 BRI%KICHE
T5, 1L, RREBVBELRTHOKELFHEL T3, REKTS5~9IB%D
L UHBRERAT 4 ~ 6 BREIEDOYEIZIDSA/FDAL A K54 LIk BHEE DHBD I8
BHITE D

¥ : Corynebacterium spp., Lactobacillus spp. X4 U HBBERERLAICHOWVWTIE,
INSOEBOAERALTEHOEZS .
F7., HESWHEUNAOBEMIFREI N AERHIBRAT 3,

AT TNVEBRLAHLARBREREEIC>DVWTR, AERIEBVEET LK
DEIH—BEKARICED TRITT 5,
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2) BERTRICH T BEERMROYTE (RARIHIE)
OBMERIcKTT 28R Bffect on subjective symptomsidi@AEHRIBOHERE L
TIRERE LTID EFRngt, SR I & ICHIRRIHT 5, SEROUEIR T
DL MK Resolved , BIR Improved ., RE (MEZE&ET) Persisted D3

BYRIC¥IET B,

T e + # #
+ HE|IXE | XRE | XK
* HEX|BR|IXRE|XE
H H x| &8 Bk | 8 | XX

@RFRIcXF B2%R Effect on pyuria
THRDIECEHL Cleared, & Decreased, A% (EAET) Unchanged @

3 BB HET B,

= 0~ WéB_C)- ' | 10~2 zViB)Clln' 30~9 Q(V'J'B)C-/n' 10 O(V.J“B)Cnln'
+ Rt | A% | A% | R &
+ R | R &2 | A& | R &
- EElL | & 2 | A% | R %

QMR ICX T 2%E Effect on bacteriuria
HERHICERE L TV AREE L RRBOBHOMEAEbEICLD, TROITEKRE
41t Eliminated, #i’> Decreased, E8ZfX Replaced X7<iIRE (EEXEL)
Unchanged @ 4 BXFEICHIET 5,

I RKE 0~<10° CRU/ml =10° CFU/ml
0 RatEAL B
<10® CFU/ml o
210° CFU/ml 2N 3 Z N

WHEREFIOIW DKV, BLURRBEOHEICO>WTIE, SHBEEANEREDE
& ERIBRICITY. (P 14BH)
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@WRAEERRIE Overall clinical efficacy
ISR & FHBESR 1R E LT, #DHBICETE, TEROIE S HR Bxcellent, A
%h Moderate, #®X) CWEBES&T) Poor (including Failure)d 3 EXPEICHIET 50

BAR  RE| u P
T ff/ ////
— -

CEaf

s

[ ]l= =

s [ »

GOHIEFHI%hR Bacteriological response
MRRICT AR E 3B, B ICHEENONREYET 5, (P.232K)
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3) AT 5~ 9 BHRICH T BEELRYBOUIE (REIEILITE)

SHRIE ) i3 80R I TR DR A BRI B TW2) £/ [EY LUEINIEY)

3 -

@ Clinical outcome
CureE7ci3Railure OVWTHNICUET 3. (+) ULOERIBEL TV IR
%Failure £33, R, BERIIATHOREH (P, 4) 126 > THUET 50
BH, BEMTHORAEKMWRY B LUEINEF IIAYEICEITS
Failure& L THREFIIINZ 3,

@ Microbiological outcome
Bradication ¥7zi3Failure OWTIMIYET 5, i, BEKRTROBRSERK
ZhRAS TR EHEINAER RAYEICH S BRailures LTRETISIOR 5,

#8 | <10* CFU/ml | Bradication
3]
¥ | =210* CRU/ml | Failure

oS L, YIERHICRE  /oi3Corynebacterium gpp,, Lactobacillus spp, 75 FBES

NMCERBEELSNAVENEME L L TRHIWABERBERICH DD ST,

Bradication& ¥IE®d %,

4) FELRT 4~ 6 AR%ICE T AERDBROYE (GEEYE)

XPRAEF I T 5~ 9 Bk DMicrobiological outcome A%Bradication& ¥IE

INIIEFIE L, BEFRTRESEESIC W THET 2o

@ Clinical outcome *

® Microbiological outcome
HEAERIEFELRT S5~ BROUELEKRET S,
78%, Microbiological outcome IZ&i} AFailureld X SICHJRESPR D relapsed
reinfectioniZ#3¥Ed 5,

t . HEOLERBABRKBENEBRELLEVES R, BESOFRICLIDTEELNE EHK
OWHEEAEL, Clinical outcomeD¥IFER TS S EAEF L L,
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5. BEHENMEBESIE Classification by the type of infection
BEDRMED LU E - BBEIOLICE » T, TROTEC 6 BICEIIL, BHMAER

BLUBBIRAANREIEMT 5o
5%, BIIRINEBAER, FRE LT ] » AUNOBRRELE T 5. REB, i

RICOVWTIRRBIT BLEIZE,

B R B L VBRI A B R

B EGIg (MRR) | ¥y | AY | B (KRE
BHE
B 1B (h7-7IEREN C % %
B B28E (NIRKRERE) C % %
g W3 (roMDLBRAELE) ¢ %) %
"i 4B (oROTHRMENE) C % %
N Et C % %
8| B5E (h7-TVAREN) C % %
ié 556 BF (h7-TIREAEEN) C %) %
gi N E ¢ %) %
it ( 100%) %
HT—7IVEE EFIE (R | £ | &% | 8 =)
YR
B C % %
" ¢ % %
it ( 100%) %
Sk, BRERRCETS5BOEEIEMI, $£1, 2, 3, 4BOETH5DT,

BELTWBIEEIR, TOREERDEICRT 50L& LTRIIT 5,

BIZ IBIIBRFETH 7 — TV BBERICHEBEREHR LTV AEFIZE | BHICAD,
COREFINA T — TV EIhE LIRETIIE 2BHIA B, /- TERIRBSEGE IC_EBTIR

BRRGEL A LA bDIREIBE LTI,
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6. ¥oifth

1) BRREXWRESSETR—RMOAEMRLET S, COBE, ORI B K VIRE
BRECMNALE VR, QFHEERHNRES N TV ARSI EOREREERLT
A0, OEHOZ VR, QMROEEDRVE, ©F 7—7/IVIRIE (B, R 1K
%) ORVRAIDOIT ¥ L THRAERET 25, T THREHRTVBEIZER
kAT 5,

2) AT-THLERBEICLVT, REHEICERR R RENTONIBEIZE
D E*case report formiCBAICT %, £t HEET-HBAREXSESHEOER
%BA32Y 3,

Bk, B7F—TILORPIKREEFLBBAEFICOVWTHRYEEITH BEICIE, K
D& ITHWT 5,
OHBYERICHTF—TANERINTVWABAR, ZOMEOREZMHLIREE
glEd 3,
QHBYUERICAHT—TFANFBINTVWRWEAR, BREHROESL EOBKE
BLTWABAHEESE L, ¥2KiEDOBHDOBEERBES LT 5, HEES
ABFICLAEREIT > TEFIENRET HDIIFE L 1E0,

3) TubelessORBERMEBESTIE, HATF—FILECIOHWAT—TILEBEHET
AN, BUHO I nliBEAERT, ZORDEREREETZY Y
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IV #H B 3£ A930h SR D ¥ 5=

Bvaluation of Bacteriological Response

HEEES 5\ 3 £ MO, RRKTRICRD L CHIET 5o 7L, MERIC
HTAMRTREC, FRESLURREEBEL CHELAFTRTH S,

1. HEFEHIR
FREERDOBMIC & BRI HK, RO 2 BIICHET %0
1) 4% Bradicated : BEFICED SN BENRERBH SN - 1BE, B
RRYB-TH MHR) LHET S
2) 7Ekk Persisted : HREBNICIRY S BHAUREKICLRHSNBBS EOE
VUSRI T EHET 5,

2 M K B M| M %k (M%kE) | F &
( %)
( %)
H ( %)

2. BERHBMEA
BIERNCED SNEh - HEEARERF TR LRSS, TOBRBICEREC,
ChEREERDBIME S L TR 5,
B X ® B B & o

R ® B B o8 B B 0OM (HBRHEE)
( )
( )
it (100%)
3. BR/NRBHEILEBE (M1 C) EDOB% HWEREH/ DREKK
o MIC (ug/ml) CFU/ml EitiEH p—

=0.39] 0.78 | 1.56 | 3.12 | 6.25 | 125 50 100 | >100

NN AN NN AN S S S

-V— = = = T =

b

-]
l}

i': = = :‘: ¥
VAV Aravardvavavardveard

o e I I R I N B R P g g e
R [ HICHICHICHICHICRHICHICHICHICHICHICY
(W i - )
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V HEmEROkRaT

Evaluation of Adverse Bvents

MARBEFERORN AT NTOEF & L, RERTHE TICRALLERBIY
ERRREAMEREERICOVWTRNT 3, ChoR¥ICH>W\WTId, FOHIE BE RH
H, XHEORK ERBELVLEF%E case report form ICIEMT 5, RBERB LU
ERAMREEORMERIIT TR L, & 51I2KH & ORFRICOVTIIRICHIET 5o

1. JEH & DBAR

RBERBLVERRBEORKEYIC DWW TIITIROBHIC K KK & OBFREY

ET 3o

1. Ho»icMESH b FRIATERPIEICEDERNBERL, BRECLIVBHEBALLBES
2. EHMEDY 50Ul LORBTMEDID BN 3,

3. MEdbaHhbLNOEY |BEHDOHEBIRSIXKRGEEDN S,

4. BRIV S LL MEE2RRAKNBTETELVWA, TOHBIIERICEVWEREDN S,
5. BFkEL BMFELAEZLICBEETE 5,

2. RBEERR

HUERAERDOEREICL DIRD 3 BRBEICHITET 5.

P AL ERORSEE BB L TESADMEE X 2 EBKVEEL b "
ERICHT S NEBELELE T 2EED LD "
ERICH T BREBELELE LA WERED bO +
2 5 X ¥ & o B &

B 5 it Bab | 5w

L = wle |+ |sas)l 0 8850 * L

53] Lhfsw| sLwn
¢ %)

¢ %)
RBEHI
#® & )
RIE B8 ai
1) ¥4 .o .o .o
oERENR ( %) ( %) ( %) |

t REGR/RIREF w RBFIERERIEFI 5
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3. ERMEME

FERAMEIC VW TR YR OERKEE» S (RE) B&U (E¥) OYETETV,
case report formiCiEMT 5, HARRRMSEMEN BL), TRES, RS
D 3 BRMICHINT 3, BILOWTERBFLEREELLRERYEERICIE > THET 5,
$HMEASE(L & YT LB I3 DER & FH & DMRICOVTIN | JNICH U TYE

7T 5%,
R EEEER
% E W =
I Bt (EEEOBR
T s e B50b 7L FE| %=
APy PR TS Kl IS U I
) Livw W
(100%) (%) C % |C % | %
(100%) ( %) ( % | % |( %
SRR EEOE L
DH SN FEFEK
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Table 1 —1.

VI LA D FE &2 DT F L T E D RS MF
Summarization of Clinical Results and Their Recording Examples
1. Acute Uncomplicated Cystitis

Clinical summary of uncomplicated cystitis patients

treated with UT-ve3

after treatment

Dr

:Dr's evaluation

Treatment Symptom ° .
Patient| Age| Sex Diagnosis - Pyurla —
No. dose route | duration [dys. (Rl
(menopause) (gX/day) (days) |wria |ewy
= . Ht +
<O, - - - - -
! 34 @'after) AVC 02514 P 3 - -
+ ol 5. O IO O
to |25 (@fore> after) AUC o5 x4 | po 7 - |- -
Bacteriuria® Evaluation®*
Side effects | Remarks
species | count| MIC UTI Dr
E.wh 07 [t |- -
— 7 —\/5' Excellent | Excellewt -
3 \o® -
__;w}e 7 O_/\) Excellenr | Excellewt —
before treatment " UTI : Criteria proposed by the UTI Committee

Table 1 —2. Overall clinical efficacy (evaluation at the end of administration)

0
0.25gX Y /day, 3-day treatment

-0

in acute uncomplicated cystitis

Symptom Resolved Improved Persisted
Effect on
Pyuria clear- | decre- | uncha- | clear- | decre- | uncha- | clear- | decre- | uncha- | bacteriuria
ed ased |nged |ed ased |nged |ed ased | nged
eliminated || (3 || ) S 20 (§3%
- decreased
Bacteriuria (replaced) 0o (0%
unchanged | | 2 g (%
Effect on symptom ¢ (5% % 7« 2‘j % 3 (3% Patient total
. IL’.
Effect on pyuria 5 (63 % n ( z°1 9 > (§F%
[ excettent 13 (54 % Overall efficacy rate
D Moderate & 21 /24 (&5 %
[ poor (including failure) 3
Bacteriological response
Total no. of strains Eradicated Persisted *
2 2 (83 % 4

% regardless of bacterial count
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Table 1 —8. Overall clinical efflcacy (evaluation at the end of administration)
of UT-vov3 classifled by menopause

No. of (porcent) Bxcellent| Moderste [ Poor | Overall

patlents \of totsl efficacy rate

Before menopause 22 (2% | 12 1 3 5 «
After menopause 2 (&% | ) v loo ¥
Total 24 ( 100%) 13 '3 3 &8 %

Table 1 —4. Overall clinlcal efflcacy (evalustion at the end of administration)
of UT-vo3 classified by bacterlal count

No. of (percent) Excellent| Moderate Poor Oversll

patients \of total efficacy rate

10° CFU/al 4 (179 | 3 0 | X
210* CFU/al 2w (8% | (o '3 2 Yo %
Total 24 ( 100%) 13 5 3 s X

‘Table 1 —5. Overall clinical efficacy (evaluation at the end of administration)
of UT-ov3 classified by the bacteriuria

No. of (percent) Excellent| Moderate Poor Overatl

patients \of total efficacy rate
Monomicrobial 33 (9% % 12 S 3 8"7 |
Polymicrobial ] (% I 0 0 Joo X
Total 28 ( 100%) 13 5 3 s X
No. of percent Excellent| Moderate Poor Overall
patients (of total) efficacy rate
Only 20 (83 % 9 5 3 §5 %
uropathogen®
Uropathogen® + c (o ¥% (0] () 0 o X
nonuropathogen
Only 4 1% Y o o) loo %
nonuropathogen
Total 24 ( 100%) 13 § 3 88 %

% : Enterobacteriacea, Enterococci % /-3 Staphylococcus saprophyticus
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Table 1 —6. Bacteriological response to

Isolate No. of strains Eradicated Persisted*
E.coli b 4+ (§&% >
S saprophy ticus 2 | (5o % !
Total 24 20 (E3° % "

¢ regardless of bacterial count

Table 1 —7. Strains" appearing after

Isolate No. of strains
S saprophyticus, | ([oo %)
Total ) (100 %)
No. of patients in whom strains appeared /
Total no. of patients F173 ( (’L %)

¢ regardless of bacterial count

UT.003 In acute uncomplicated cystitls

PT-053 treatment in acute uncomplicated cystitis

Table 1 —8. Relation between MIC®*® and bacteriological response to UT¥003 treatment
in acute uncomplicated cystitis

(**Method :c‘(*c‘y r\de dirution)
¢

MIC (ug/ml) Inoculum size CFU/ml Not
Isolate Total
=<0.39] 0.78 1.56 3.12 6. 25 12.5 25 50 100 >100 done
- ‘ ' / 3/ 5/ l/ 2 / Cy l / / “0/
E. cols //// //1, 3 & 2 //gf | ! N

I

S SL\‘)\'\)‘JAYT\‘GAS

Total

e \

( (loo%)

q
(100 %)

4
(loo ¥)

(&%

4
(loo%)

.l/2
(loc'k)

Z<Y
(b7%)

°“rl Ly
(0% | (5%

\

%)

No.

of strains eradicated/ no. of strains isolated
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Table

Table 1 —10. Follow-up evaluation on 4-6 weeks after treatment with U[-003
In acute uncoaplicated cystitis

Table

1 —9. Follow-up evaluation on 5-9 days after trestment with g‘[_._,_p}
In acute uncomplicated cystitis
Clinical Cure Fallure
Microblal Tolal
Eradication 13 2 1y (g%
Fallure | relapse o [ | (5%
reinfection 0 I | (5%
unknown [4) 3 3 Qg%
Total 13 7 Patlent total
(LS %) (35%) 20

Clinical Cure Failure
Microbial Total
Eradication I I 12 (2%
Failure | relapse o o o (0%
reinfection o | | (&%
unknown o 0 0 (o¥%
Total ] 2 Patient total
(88 % (15 % 13
1 —11. Overall outcome of Ul-ood in acute uncomplicated cystitis
Cure Failure | Patient total
{ 9
5% | s 20
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2. Complicated UTI

Table 2 —1. Clinical summary of complicated UTI patients treated with UT-\>°3

Treatment
Patient| Age| Sex Diagnosis Catheter | UTI
No. (route) |group; dose route | duration
Underlying condition g% /day (days)
chvrente  cysTiTs, + .
5 G- |20x .
' 43| M rewrogente bladder (rethva)| bjzer2 5
Symptoms” Bacteriuria® Evaluation®®
Pyuria® - Side effects | Remarks
dys - | Freq species| count | MIC Ut | Or
urtcd "7
- |- W [l | 107 | 3,02
e B el Bl 5= Il R WA AN
- + [Peedt] Mt | too
before treatment UTI : criteria proposed by the UTI Committee
t 31
after treatment Dr :Dr's evaluation

Table 2 —2. Overall clinical efficacy (evaluation at the end of administration)
of UT-ce$ in complicated UTI

0,5 g xJ/day, 5-day treatment
— Puria Cleared Decreased Unchanged Effect on

Bacteriuria bacteriuria

Eliminated A 12 S o (5%

Decreased | I C1 %

Replaced D i q (io ®

Unchanged [ 7 2| 29 (B3

Patient total

Effect on pyuria 7T (2% 22 (5% 48 (5% % : 18;70 :
Excel lent (h ) Overall efficacy rate

[ ] boderate 35 Sty ey (59w
[ poor (including failure) 3

Bacteriological res

ponse

Total no. of strains

Eradicated

Persisted *

lob

69 Cet %

3h

+ regardless of bacterial count
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x bs 3¢ Se N} ooor) L3 19101
x £9 3! «© N o) Ls oN
X oh £ T\ Q (% §¢ ) ©¢f saj
[®10) jo, sjuajied PESEIRY)

au Dwiyja| 1004 | ayvaapon huayjaoxg H _

1101340 juadsad! jo oN|  Buppiampu]
x bS b3 ST P | & ooor) LB 1001
x M b 9 | « £1y N 1210}-qng

o H ) u01193Ju]
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x o8 ¢ L A « L)y S (110 Jaddn) ¢ dnois uonioajul
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12101 jo, sjualjed

ajel Aoea1jja| 1004 | ayesapop fuaqiaaxg _ _ dnouy

11%J3AQ juadtad/  jo "oy
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Table 2 —4. Overall

clinical efflcacy (evaluation at the end of administration)
of UJ-oe3 classifled by sex

No. of ,percent Excellent| Moderate | Poor | Overall

patients (of lotal) efflcacy rate
Male 22 (830 | 3 | a8 | 3 5 %
Female 5 Mm% 3 7 5y 67 %
Total §7 ( 100%) % 35 36 59 %

Table 2 —5. Overall

clinical efficacy (evaluation at the end of administration)
of Y[-o0y classified by symptom

No. of  percent Excellent| Moderate | Poor | Overall

patients (of total) efficacy rate
Symptomatic LY _\;‘\ % 9 $ Wy 5y %
Asymptomatic G (¢ % i M Y 6n %
Total g7 1000 | 6 3 36 5¢ %

Table 2 —6. Overall clinical efficacy (evaluation at the end of administration)
of UT-ec3 classified by bacteriuria

No. of percent Excellent| Moderate Poor Overall
patients (of tolal) efficacy rate
Only 67 (MW | 12 27 1§ 5«
uropathogen”
Uropathogen” + "7 (20% 3 9 | 59 %
nonuropathogen
Only J (3% | | [ 67 %
nonuropathogen
Total §7 ( 100% Wb 3% 3( _s-‘j %

t: S.aureus, S.saprophyticus, Enterococcus spp.,

Enterobacteriacea, Pseudomonas spp.
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Table 2 —7. Bacteriological response to Ul-ooj In complicated UTI

Isolate No. of strains Bradicated Persisted’
E.coli [ g (B2 % 2
S aureus 2 | (o ¥ |
Total (o} 6] (4t ¥ 3,

t regardless of bacterial count

Table 2 —8. Strains appearing after UI-ood treatment in complicated UTI

Isolate No. of strains
P.vulgarts 3 C14 %)
S\ep\‘derm‘d\‘g | C 5%
Total 3 (100 %)

No. of patients in whom strains appeared _(&_ ¢yl %
Total no. of patients Pl L’
t regardless of bacterial count

Table 2—9. Relation between MIC*" and bacteriological response loUT—oo§ treatment
in complicated UTI

(**Method :llac.r Plt\‘lo Ju\ru'hbh)
MIC (ug/ml) Inoculum size CFU/ml Not

Isolate Total
=<0.39| 0.78 | 1.56 | 3.12 | 6.25 | 12.5 25 50 100 | >100 | done

A AV AN AV AV AN AV AN WA AN

Total 540 Lal| 3| S '%)%%%%()/’
(B9 | (W | D | (B0 | 6FD | 579 | Gow | (339 | (0% | (09|63

No. of strains eradicated/ no. of strains isolated

N
N

2
®
£
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Table 2 —10. Follow-up evaluation on 5-9 days after treatment wlth U[-oo}
In complicated UTI

Clinlcal Cure Fallure
Microbial Total
Eradication 30 2 32 (55%
Fallure 2 W™ 25 (5%
Total 32 2(’ Patient total
(55%) 5% 5§

Table 2 —11. Follow-up evaluation on 4-6 weeks after treatment with UT—DO}
in complicated UTI

Clinical Cure Failure

Microbial Total
Eradication 13 2 52 (47%)
Failure | relapse I3 2 17 (22 %)
reinfection ] Y s Gb®
unknown 3 > 5 %
Total 22 lo Patient total

6 %) | (3% 3
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3. Adverse events

Table 3—1. Inclidence of clinical adverse reactlons

No. of adverse reactions Relation to the drug
Reaction severity . definitely
total (%) | definite | probsble | possible | uniikely
il #|+ not
Eruplion l | %] |
NauSen 2 2 (07X
Total no. total no. b3 C ! |
of patients |of adverse 622 lo
evalusted | reactions 9 [
total no.
of patients . oo e
with L 2w 5 (LEY | (049
adverse
reactions
No. of patients with adverse reactions Total no. of patients with adverse reactions
% X 100 13 x 100
Total no. of patients evaluated Total no. of patients evaluated
# : drug administration must be discontinued and some treatment for the adverse reaction is needed
# : drug administration can be continued, although some treatment for the adverse reaction is needed
+ : drug administration can be continued and no treatment for the adverse reaction is needed.
Table 3—2. Changes in laboratory test results
Aggravated (Relation to the drug)
Item | Total no. Unchanged | lsproved
of patients |definite | probable | possible | subtotal | unlikely Hefinitelyl subtotal
evaluated hot
24| ] bY| !
RBC 5’ 6 ! 5 5}
(100 %) « % (4.6% | E12% | ({2 %
S G 234 | ! 3 3 )l& 2
(100 %) (0.4 %) (39| (32% | (5%
No. of patients
with aggravated
laboratory test |5 3'7
results
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VI Case report form I Xk ITNE DOEEMUISFY
L UT- vo3 T A N m & (lEs A28
LW o g nyE
REEZ A x @A #ILFha
& @ (Y + | @» @ %k * R I's kg + R
(1) MEMRENDS
(i) RENSEBETONM ( B)
(ii) REN4MUAORBERDNM (¥ - W - RE)
(i) BA6E (RO - (MMAKE:10 & A))
LI 3 (iv) A% EMOUTI (  B/%)
e owog | (VEXBC(  E/E-A)
(vi) BEBRORA (K- A (Ko ¥ -+ ) 7  BEORER) )
2 BEMKEREWN%
@) ampgFRBERE (WIW%L - Wb - IZ KR BRI
& :
W& o f )
x w | ReE " N
5 e Av e PR e
%‘g ' .L.....*% R SO e
" -
wE L @) s b [UR 8% A § 8
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