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S BRI 13 5 Amoxycillin 35 X 8 Ampicillin
D_EEBRABEC X 5 BEEKLERECOWT

Hw R K B
TR AR+ B R B

A M OB K
M RFEFERIRBP

Beecham #-#f 28 Ff © B 3 = h &~ Amoxycillin X
Ampicillin (J{F, ABPC (BB ofifio~<v ¥ v
o~ Fric KEHELEA Licd 0T, HiEHiz ABPC
EEELILTH B, b Mgk ZRIREEI DOWvw Tk AB-
PC tAEOHRTH2MEREOMFEHEELARADS
haews,

ZoXS5hAMEe rComMBERRE LA KT S
Amoxycillin ® ABPC i Xf 3 2 B 2 B RB R Eic
EDX>hEBrhEx br%, AUEMMEREMALTSR
LT, #BOKkEICE 5 ABPC EEE L 70X ED
Amoxycillin ¢ TEERBRREZTE>THEBERN L
o THET 5,

WrIEREEY : ARBIC 2N LB TR o 5 #E
TH oD,

TR AR+ R B W R 2R B
FHF KSR SR 28 B

TR By K S IR SR W IR 2 B
RBK K W R BB
IE 37 RE A e 04 IR 253

SEERAM ¢ 197248108 5 5197343 A2 T 6 » A
Mtds,

FEERAT G ILBERB RITRTR 0 & 5 1T Sk Bt B
Bt FEGI T, Table 1 icRTEHED D DITR D72,

Table 1 Subjects of the experiment

Patients of acute simple cystitis
In- and out-patients (irrespective of sex)
Excluded children under 10years of age

Excluded pregnant or lactating women

o s W D =

. Excluded cases of which history is unknown
before the beginning of the present treatment,
and cases which were treated already with
antibiotic before visiting the hospital

6. Excluded cases which have a history of peni-

cillin hypersensitivity

g B F *x

ABREA L L5 Hy: : Amoxycillin 1 7+ A 126
mg, ABPC BfiED 2fERNBRDLI 2 7 &L, %
RHDOFEHBIEDI8S T (3HE) WIUV24H S
(4 B%) ZThZThESCAh, AERIVH T
BE (BF/iX4HY) #FRLT, £D8KIV4H
SORBEILKKERB[BCARTTIESEL, Thi
ERASE LT, Do LDESEDav e —-5—K
IVEBERLYAVCTLERAD C & & AKC Amoxy-
cillin ¥7:i3 ABPC » %3 C, —EEERMLi=d
DEESIRCBECHETHZ L E L,

Tk, FH8EDa vt v—F -k LTRKREIIKE
B2 o a A Key Code R LT\ el o &
&L, XIHK Amoxycillin ¥s X' ABPC D37 gt
e, EIEAEUT, BIHEBOT — 2 REE R L OHEH 0B
DTS E DGR SEEV L,

¥io, RERBAWAG, BEIEC, RERIEMBIAE
WHETHBH ABPC L = HICEl L Amoxycillin & D
2EEHRAREC LHRBERTHD L OTHLEKE
BRI LTV ETHR,

BERR: S L 27w 1HE D T2 (8
HRD FHT RS T A L L, RIS
K8 FEIZ4 AN %, SHLKKOBLRICL4 /X8 H
SEBEE LI

¥, PERERAXCTEALIERA LW EEL, &
L, MOFAEWE E Iy 7 5 FlE OB AT ER
S BB ERI Lo

FERBERBRZE T : 2B L BFE4 k6 HE (B
ZH)BIVU8HH (82H)KZhLh Table 2 TR
T X 5 A IR DT BB R X O BT RA g%
LT, ThENTOBENZLORBEAREYHON L
BDEL LICTEDIRRHERCHENZ L CEFETHE
& LI

Fio, BYHBICOWTIRIBA R REKT 18ME)
CHBEOHMmY B2 MTA I L & L,
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Table 2

Items of the observation

1. Subjective symptoms : Pollakiuria, miction
pain, sensation of residual urine

2. Objective symptoms (urine) :
Macroscopical findings, protein
Microscopic test of sediment—leukocytes,
bacteria
Bacteria isolated from culture—identification,
count, MIC, sensitivity

3. Other clinical tests required

4. Presence of relapse (on 15th day)

5. Presence of side effect

ks, WK F I TE B BB SR
7o Ex AT 0T, FFFRRAE MY O Stk BEEER T
BB EEHER LI LTS FTHAR,

FELHERii ¢

1) ¥EEROHE L Table 8 1T /RTHEIC RN DT
W4T HER LU S HAREFRFRHE L

Table 3 Criteria for therapeutic effectiveness

Assessment of therapeutic effectiveness on 4th

or 5th day, and 8th day

Marked : Remission of subjective symptoms and
urinary abnormalities

Effective : Remission of either of them

Failure : Remission of neither of them

HELET, KEACECBEERTRELBRENEZ
BXU82E I 0BG T > T DR R L
L, 2 TEERAK TR, Key BBRIICABIEIEANRE
FENHEDT, FIEGIC LICE DB L INL TRAES
RHERAT L, ThdEBREIERMEE LT L,

2) * HREOKRFIAHR Lic X 51, HEHBIC O TH
T 1EM D168 B RERICITIN D,

3) JHIEIEGIOBEL Table 4 D X 5 7n K ¥ §¢
2, Withd Key BIHBTIC A DICHBIREE %
D, FIEFIC O TS LTI e o7,

T — R OB BB TH, SPEBBIREEN

Table 4 Criteria for dropout

Regarded as dropout were :
1. No visit hospital during treatment

[S&)

Insufficient record. When aggravation nece-
ssitated substitution for other drugs, the
patient was regarded not as dropout but as
“failure”.

3. Presence of particular primary disease.

4. Presence of other problems.

#EOTavir—5—KIbh Key ZBAHLTLHD
e BT, £ADERMOEKATERYL £ £ Amoxy-
cillin # 58+ ABPC $#5FL /T TEBZEHEES
BEHIE ORI L, WRAIRER ORI
OWTHERE LicDTh B A, TMEFIREGEHETOXN
SIERAOEREN (B4, MR X URERBEROERD
BELE) BB, HBEREBED 5 FEFICETS
HERE RS 4 72136 B B3 XU 8 B B DIELDFHE)
REFEE (BFEE4E026 HER LU8 B BOKER
OB ¥ I ORIERAHEERL X OlEREL 2X2 4
#E 5 B\ ML MANN-WHITNEY U 858 % W T 7
W, TR OFMTEUE R HBE ks X OfEFRIT O
TEhFhav e —5—DRIEY 5T, ik, &
S OFERFIFE B O BRAT O BHTHEBIIEFERIE LTH
%DEEKETHRE L, BHEICERZEDOLWHE IR
ERERELWEBR N.S.ERAL, i, ABEOHD
BEXTOEEWR L TEBEETLATH L L L,
= B B #&

KEREHTXIS : (Table 5)

Table 5 CHRT X5, REEALZED, VWbES
AERR ORISR L IO £ REFIEIL 160 BT, EOPNFRIL
FERANTIT Amoxycillin B 55 (LA, &5%#T) 1
#l& ABPC #&53# (LT, #E5E%KT) 8141 TH %,

Zhbm by, REEAIRERIIL Table 5 F72iX
Table 6 14753 & 51 Amoxycillin £ 5 fj, ABPC

Table 5 Subjects analyzed

Amoxycillin -~ 74
Analyzed cases | Ampicillin =~ 74

Amoxycillin = 5

Dropout cases | Ampicillin 7

Amoxycillin =~ 79 12

Total Ampicillin §L

| Total 160 Pationts Amoxycillin 76
examined for | Ampicillin 78
side effects ETTY

Dropout cases Amoxycillin -~ 3

due to side Ampicillin 3

effects 6

Table 6 Items of dropout cases

Amoxy- | Ampi-
Reason of dropout cillin cillin
Combined with rifampicin 1
Course unknown because 1
treated at other department
Course unknown because the
administration stopped due 4
_to side effect
Not visited hospital 3 3
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BT, FH1261T, TOLDHEECHENORREIL LD
8% % DT Amoxycillin ¥ 74§, ABPC #7414,
148 BITH B,

ek, BEEEMAIOBEEBICOWTiX Table 6 K&
LickBHTH5bB,

*io, BIEROEEYHRE LEIEMIX Amoxycil-
lin B 76 4, ABPC F£78 |, &t 164 BITH %,

[ sRHEEOMET :

1) EGMER; (Table 7)

HELROMHE S DHOT, HFRCIIERE L EEAR
DS L, 20~40FRAEHE L, Lrd, Ak
ERID KRS T E LD T,

DR E, AELE T HEMDII - DITYR
ThoHH, PURBTHAELAVb oYL L D
T, M LB EEE LI EE LD RIEES
#3% Key BIERICHBEEARCERLTREDIDD
TH2T, GHER IOHAROHNREIROTRELL
ERDTHB,

RIRB KRR EF TCORREERDO LI SKG LTHEL
TH1-p% 8 HLLAAY Amoxycillin B 51. 8595, ABPC
BED2. 0% & T FIBER Z LTI,

Fiz, FRLTWIRWA, AEJCIHEFEE b RS
% 46~60 kg DFIFHN TH D7,

¥, #PEHRH TORBEMNIRILEBREALIETH
DT, FERUATHZORERHEBRLEFOICHRAL

TR LD RE IR, Lrl, ThEhE b e
Rzt LTI b/ MITHhoT, HEHRNT EREE
51T ETR e ot

REGIRERL BT, &IHA & bHGHERMNT ERiRERIC
BEEIX DD,

2) WRRHERDH#:; (Table 8)

FRERE A 23T NTREBED b DI YRR B %
FEHE LTHELLBRITNETH O, EERAT
XED X5 Didishot, 1ok, MO RELET
B ofeH, HEYIEELE SAkEEEYRIIFIR
U &K X R ERNI SR B & L TR O,

Amoxycillin # & ABPC L ORIc, ZIZ2EEOHY
FIUCMEEROVThOEB CLEREREIXAL s
\e)

8) WIRBERIRETEBER & BB TUREM:

A) [REEFESTHEYE; (Table 9)

REETIRS Z ENTET, PUPBTREHENO
R G CEEORBRELIES P Amoxycillin FHC 2
B, ABPC BT 4 B, 516 BIAD tond, KEHFRAM ik
ECRERAEATIRFIRRL R VES & LTHRE
T# Key BHETc@E@Oo L, WhHhEIMWREME LT
B>z & & Lz,

b BARIME PR B REGME 0 Bl D — RO TR & RIS,
AERMBHTHLREBRIBEOEEHAIH TS T A
IStEIR O MM L TR & LICEANSE A S i,

Table 7
No. of Sex Age In- and out-
Drug K e
patients | p | F | 13~19 | 20~29 | 30~39 | 40~49 | 50~59 | 60~82 | In- | Out- | K n-
! nown
Amoxycillin 74 5 | 69 2 18 23 17 8 6 2 69 3
Ampicillin 74 7 |67 3 25 17 13 11 5 0 71 3
Statistical result N. S. N.S. N.S.
No. of Complication Duration Drug combined
Drug tient: Un Un Un
atients — - ~ ~ ~ - - -
P . + known 3 4~7 8~14 known + known
Amoxycillin 74 3 65 6 26 4 6 2 68 4
Ampicillin 74 1 71 2 19 5 11 8 63 3
Statistical result N. S. N.S. N. S.

Items of complicated diseases :

Amoxycillin 3 : post operation of vesicovaginal fistula 1, after gynecological operation 1, urethritis 1

Ampicillin 1 : acute pyelonephritis
Items of combined drugs :

Amoxycillin 2 : antiphlogistics 2

Ampicillin 8 : antiphlogistics 8
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Table 8 Comparison of symptoms on first visit
ayqs . e1qs Statistical
Symptom Drug group Amoxycillin Ampicillin ra;slslga
60 min. >(H) 50 49
60 min.
Pollakiuria min. <(+) 2 22 N.S
None =) 1 3
Uncertain 1 0
“+H 66 67
g (+~=) 2 2
a Miction pain N.S.
E - 3 2
» Uncertain 3
[
>
'§ (€D 64 66
-y Sensation of + 1 1 N.S
u% residual urine -) 4 4
Uncertain 5 3
Turbidity (H) 68 70
Macroscopic Turbidity (+) 2 3 N.S
findings Clarity (=) 1 0 -
Uncertain 3 1
"
§ =30mg () 21 22
- ) Trace +) 32 35
g Protein None =) 15 15 N. S.
8
g‘ Uncertain 6 2
>
z Countless 56 48
2 WBC 1~20/field (+) 18 26 N.S.
S | & Uncertain 0 0
3 g
ﬁ Countless 32 37
»
1~20/field
Bacteria /field (+) 34 81 N.S.
None (- 7 5
Uncertain 1 1

DR ThH, E. coli (IHEMABOITROTHRTD,
Amoxycillin FE474) (82. 4625), ABPC E£4645) (76. 4095)
LVThORTHMEREIC L L TEIL > TS h 2t

78, ROMEEHEADOHRRIII- F- WL U
T X S IBHEER LTWB S, Wth b RIGEEBRENC
THIEOBED DI DT, —MEER kDR H NI
CHE LTADBNRDZ L LART, 26 ITEEEET
DRI, HERELED § A D D\WIXEHELOR
BISe EOBEIC I D, Whis 5 Rob DEREES BN
LRI b D EMER LT, R L iR oms
BHETHOT i, 0 HE S X UMEERELCHER
TEETHS & LTHEACE DI,

MZERERESEEBR O CLMBERICEEDE
2 €73/ ey

B) 4yEEEEEI%; (Table 10)

EEAGICIY, Amoxycillin F62%), ABPC 634,
3t 125 I EEGHE A T isbhic, 2D 5b, 100 E
DB R LIEERILATE R <66 (88.70%), HKEHF
TIX5461 (86.7198) THDto

104 ¥ 1X F R T O b 0% 2D THEC OV T
BREZ T2k, AROEXAL NI DI,

C) Ampicillin Disc g&5z#; (Table 11)

MBI R A EE T, ABPC Disc % F\ T DS
HEFIo BT b Dit Amoxycillin B C524), ABPC
BETI60BITH 0T, ThbHWEHD ABPC Disc TOR
BT OV TIRAREEL e hof,

D) MIC4Hi; (Table 12 35 X 08 18)

fERRANCT I B A%, Amoxycillin FFTHIL K IR 7 HE
B Amoxycillin MIC Z#iE LBIcb Dk 14 6],
i, ABPC ##T ABPC MIC #JIE LB/ & DAt 49
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Table 9 Organisms isolated from urine culture on first visit

N Amoxycillin Ampicillin Statistical results
E. coli 47 46
Klebsiella 3 2
Prot. mirab. 6 6
5 Prot. vulg. 1
3 & Proteus 1
S
g Pseudomonas 1
é:,, G(—)rod. 1 4
@n Total 57 61
G(—)Diplococcus 1
‘S Staph. aur. 3 2
g Enterococcus 1 1 N.S.
Total 5 3
E. coli+ Kleb. 1
8 ~E coli+ Pseud. 1
é Kleb. +Pr. mir. 1
'§ E.coli-+St. epid. 1
E E. coli + Entero. 1
Total 2 3
- 8 7
Unidentified 8 7
Total 74 74

Table 10 Number of organisms isolated from urine

Statistical results

Drug group
Amoxycillin Ampicillin
Bacterial counts
=10° 55 54
=10¢ 7 9 N.S
Total 62 63

Table 11 Sensitivity to ampicillin disc of urinary isolated organism (before treatment)

Sensitivity
Ht +H + — Total Statistical results
Antibiotic
Amoxycillin 28 6 6 12 52
T N.S.
Ampicillin 25 10 10 15 ) 60
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Table 12 MIC distribution on all organisms
isolated from urine culture on first

visit

MIC (mcg/ml) Amoxycillin Ampicillin
<0.1 3 1
0.1 2
0.2 2 2
0. 39 4 5
0.78 1 4
1.56 1 3
3.13 7 6
6. 25 10 12
12.5 9 6
25 1 2
50 1
100 1
>100 6 4
Total 44 49

Table 13 MIC distribution on E.coli isolated
from urine culture on first visit

MIC (mcg/ml) Amoxycillin Ampicillin

<0.1
0.1
0.2
0.39 1
0.78
1.56
3.13 4
6.25
12.5
25
50
100
>100 5 3

O D W e

Total 23 29

B2tz

Table 12 IRT X 51, WBELIRIEMUCLS K
NAiREERZR L, 6.26meg/ml DFFTC 12D ¥ — 2 %R
L, O\ 100meg/ml LA EDRTCTNE I — 2 2fF>
T, —~BRBHEREBPHEDRFEED MIC 434 & i
RLTW, TR BICDOWTIEE 2T A s
()

Ft, ThbHD 3G E. coli T30
BEFTHRSB E, Table 18 357”3 X 5, Amoxy-
cillin #2286, ABPC BTI329¢1C, ThZh o

KINORRELRIE SR T B, ZONHEHLHR OB
A LFAMRT, HiFL $ 6.26meg/ml DFFT1 DD € —

72, EHKEENT100meg/ml OFFICE 1 OO — 7
BEBIR TS, ZHICDOWT HHEHEIBITE AR T
Y4

HE, stgofBEfc o W TEHBCH T TR 2T
EOICHER, T OB LS, HEFHBITERAR
REA TRV Th I AEARSHEICE B O L2 R D
T, EOHEEIMREE S .

I ZEXHRBEHE :

1) &Y REE:; (Table 14 A 3 L U'B, Table

15)

Ai# L7z Table 8 DY|EEMEICRENDT, HIKE 4~
5HE (B2H)KBIUS8HRB (82B)RERLThHE
HEE Licd 0w RS RIS/ Tk L,

A DOEE THREEL 4~ HERW L8 HARKEEL
e dy, ERXEIER & CIRER R Lizicd, Th
I OLERHN T O RHEHREE & 7> TR IR
%EH L UTHBUERDTERINIRRTH E B D TH D, Tik
bbb, ThbO—RNREEMIEEE4~bBENS8
HEDOELLHDWDIES TIEKREE LT, RHENSR
Ll HBi-d DT, Fijo Tableb X6 i Lo,
E o7 G BBRA ListF s b e 27 ik iE B
LIIRIDHDTH B,

EHPICONTRETHBbIE, 4~5HH (A) i
WEEL 160258 THBH, 8HE (B) TIX& HIK80%
PSR LT, MEECAREIRDLRIV, dHAH
A, BRHIUEORBEICOWTIL4~6HE (A) T,
¥7-8 HH (B) T MEMICAREIARDL g Df,

%7-, Table 16 % Table 14 DRF % M3EFIH 55
LHBHERCHF T 7 7R LTCHELLD DTH
%,

2) HMZRRSHEEIZRILE; (Table 16 ¥ X

Table 17)

Table 16 35 X O 17 (X FI2REIR 7 BERE e & FHI D ¥h
B R & AR 5B & HE B THleEGE L
LD TH 5B,

Fi, RPCHEREE LThIFEGE, didd
Lic X 5 il o¥IE B TRHEFTRETH Dred, Lok
HTCIRHERREO — R I B AR 2R Lich O TH
%o

HMoEoR SR LH B E.coi @2\ Th b
L, —ROBER S HoTLT L EREL &ITVWL R
57, 8 HBEHEMRESICTELY D DX, Amoxycillin
PETH.19%, ABPC BETIE 4.6 ¥, WlELb A
B EDORBETER TH DT,
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Table 14 Results of general judgment of drug efficacy
A. 4th or 5th day
Effects Analyzed case
Total Dropout
Drug group Marked Effective Failure
43
Amoxycillin 22 ! 72 2
(59.7%) (30. 62) 9.7%)
41 21 1
Ampicillin ! 73 1
(56.29) (28.89%) (15.09)
Statistical results N.S.
B. 8th day
Effects Analyzed case
Total Dropout
Drug group Marked Effective Failure
A i 52 7 4 63 11
moxyetiiin (82.595) (11.126) (6.3%8)
55 5 9
Ampicillin (79.79) (7.396) (13.095)
Statistical results N.S.
Table 15 HHHBHDOT, BLHIY 8ZH EWHEAKILTLLE
Amnrmm W BRI LTisn s, #EEHArfiT BT i
59.7% WA Marked (e -p=%--19/3:Bet
— )| £ Effctn B ° .
S P Tets, TRABEBCHE4~5HRCE 1HS XV
2% 28.8% 15.0% . _ . .
Ampicillin 77 7 - 8 HARA 2 AT OWRRER Lich DA bR,
L OBEZRRREL Table 19 IKRTERD TH %,
[
% o (%) %7, Table 18 T4 77 Lic E. coli CRBEEHEHOD
B.8th day .55 T FH|o MIC »JIE LB fES (Amoxycillin Ff234,
5% 1% 6.3% Marked $ -
Amoxycillin 7] Effective ABPC B¥296)) ©2o\T, MIC FIOMBELXHER T &
7% ramuoy  JFailre A THEZE Ui Risins, Table 20 3 X 08 Table 21
Amsicillin 2 ]| TH%o
= o BERHORRBT B Tttt BRPRAY AL TR &

CHIR LT, $€kh5 ABPC fitlsig L\ bh
% Proteus B> Klebsiella % 5\ % Pseudomonas s
EONERIA IR, Thb DR TOHELD S DI
HRLIA LI >CHAIhi,

hboNBENS R T, 4~6HB, 8HA
DOFHIEHCH W THHHE TOEREEIR DL high
7,

3) RAOBEOHBIE:; (Table 18)

VLRRIMEEDO >, 108 PLEDdORDOWTEER
B, #HBEHEHCOWTHEFHENTOED
Wkic L OHB L HERE LIcb D TH %,

MR d LicX o, HER L —RBi%E % 4 5 iE

b MIC fHIL ¥ X £ WATHITH 21,
4) EROHBILE; (Table 22 3 X 1028, Fig.1 X
w2)

M2 A BEBATD CAbRIHED X CMEER
O RIEBRIAHE OHEB LR IE R & L ICHR G EFIRC
ST HBRRE LT,

Table 223 H EiERICOWT, Table 23 X fEAER
KOWT, FhERFERELEBE TR LTHELL
LD TH b,

W OIERER  HET AT L CRRERRCER
2128795 o

7e3s, Fig.l 3 X0 Fig. 213 FhFh Table 22 ¥s X
% Table 28 OFEELEZRR LIch DTH 5,
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Table 18 Transition of urinary isolates
B : Amoxycillin A : Ampicillin
Orgams'n-{ Time of Drug Disappeared | Unchanged Alternation| Disappear-| Statistical
at 1st visit culture of flora rance rate results
B 21 1 95.5
4~5th A 22 1 95.6
E. coli B 27 2 93.1
8th A 21 2 91.3
B 1 1
4~5th A 2
Klebsiella B 2 1
8th A 1
B 5
4o
. Sth A 4 1
roteus grou
B 8th B 4 N. S.
A 3 2
B
4~5th A 1
Pseudomonas B
8th A 1
B 1 1
4~5th A 9
Staph. aureus
8th B !
A 2
B 1
4~5th
A
Enterococcus | ————-
8 tt B !
! A
B 29 2 1 90.6
i~5th A 31 1 1 93.9
Total
8th B 35 1 2 92.1
A 28 2 2 87.5
Table 19 Examples of bacterial alternation
Amoxycillin Ampicillin
4th or 5th day Klebsiella — E. coli Proteus group — E. colli
8th d E. coli — Klebsiella Proteus group — Klebsiella
a
y E. coli — Klebsiella Proteus group — E. coli
Table 20 Effects classified by MIC (E. coli) (4th or 5th day)
Amoxycillin
MIC (mcg/ml) [<0.1 | 0.1 | 0.2 | 0.39 [ 0.78 | 1.56 | 3.13 | 6.25 | 12.5 | 25 50 100 |>100 | Total
Marked 1 2 6 6 3 18
Effective 2 1 3
Failure 2 2
Unknown
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Ampicillin
MIC (meg/mi) [<0.1| 0.1 | 0.2 | 0.39 [0.78 | 1.56 | 3.15 | 6.25 [ 12.5 | 25 | 50 | 100 >100 | Total
- - U PO P el —mn
Marked 3 1 4 6 | 3 | } \ 1119
Effective 1 [ 30 1 | | |7
Failure | r ! i ‘ 2 2
Unknown 1 i ‘ ‘ 1 ' J | 1
Table 21 Effects classified by MIC (E. coli) (8th day)
Amoxycillin
MIC (meg/m) |<0.1| 0.1 | 0.2 | 0.30 | 0.78 | 1.56 | 3.13 ‘ 6.25 | 12.5 | 25 i 50 | 100 [>100 | Total
Marked 1 3 7 6 3 20
Effective 1 2
Failure 1
Unknown 1
Ampicillin
MIC (mcg/ml) l<0. 1 i 0.1 | 0.2 {0.39|0.78 | 1.56 | 3.13 | 6.25| 12.5| 25 50 100 [>100 | Total
Marked 1 2 1 1 6 8 4 1 24
Effective 1 1 2
Failure 2 2
. Unknown 1 1
Table 22 Change of subjective symptoms
Pollakiuri Amoxycill?n ‘ Ampicillin Statistical
ollakiuria <60 min. >60 min. | None Uncer- 1 < 60min.| >60min.| None | Uncer- results
(G:9) (GD) (=) [tain GxD) (&) (=) |tain _
1st visit 50 22 1 — 49 22 3 — N. S.
d.4~d.5 2 18 50 3 4 19 50 1 N. S.
d.8 1 5 56 11 0 8 57 9 N. S.
Micti ) Amoxycillin Ampicillin Statistical
iction pain Marked |Moderate| None | Uncer-| Marked | Moderate| None | Uncer- results
Gs9) (GD) (=) [tain GD) +) (=) |tain
1st visit 66 2 3 — 67 2 2 — N. S.
d.4A~d.5 3 17 48 3 21 46 1 N. S.
d.8 1 4 54 12 9 54 8 N. S.
Sensation of Amoxyecillin Ampicillin Statistical
residual urine | Marked | Moderate| None | Uncer- | Marked | Moderate| None | Uncer- results
(€:9) (GD) (=) |tain (Gs9) (+) | (=) |tain -
1st visit 64 1 4 —— 66 1 4 — N. S.
d.4~d.5 4 17 45 3 3 19 48 1 N. S.
d.8 i 9 48 11 0 9 53 9 N. S.
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Table 23 Change of laboratory findings
Macroscopic Amoxyeillin Ampicillin Statistical
findings of urine| Turbidity| Turbidity| Clarity | Uncer- | Turbidity| Turbidity| Clarity | Uncer- results
Csd) + (=) |tain (GsD) (GD) (=) |tain
1st visit 68 2 1 — 70 3 0 — N. S
d.4~d.5 3 16 49 3 1 22 49 1 N. S
d.8 1 2 56 12 1 7 55 10 N. S
Amoxycillin Ampicillin Statistical
Protein in urine |34 mg Trace (- Uncer-{| 30mg Trace (=) Uncer-| results
CiD) (GD) tain ) G tain
1st visit 21 32 15 — 22 35 15 — N. S
d.4~d.5 3 6 56 3 4 8 58 2 N. S
d.8 2 1 56 9 0 5 57 10 N. S
Amoxycillin Ampicillin Statistical
WBC in urine Uncountable| 1~20/F| None | Uncer- |[Uncountable] 1~20/F| None | Uncer- results
D +) (=) [tain GxD) (GD) (=) |tain
1st visit 56 18 0 — 48 26 0 — N. S
d.4~d.5 4 28 39 3 30 37 3 N. S
d.8 2 12 48 12 2 14 48 10 N. S
Bacteria in urine| Amoxycillin Ampicillin Statistical
(mlcroscotp;lscts) Uncountable| 1~20/F| None | Uncer- |[Uncountable] 1~20/F| None Uncer- results
Gsd) +) (=) |tain +) (=) |tain
Ist visit 32 34 7 — 37 31 5 —_ N. S
d.4~d. 5 4 9 55 5 2 13 55 3 N. S
d.8 1 3 57 12 2 6 53 12 N. S

5) WROAME (168 H) t#k; (Table 24)

B ¥ 160 HITKBE Lich o7 fiER, &{EhH 5\
GEIWERTREP IR LIFIC R LIcER7L & 2K
V72 120 ) (Amoxycillin #6834, ABPC 57 ) 1
DOV, FEHIB SRS 1BRO16H BRI ER D
%% LEREY LB Table 24 RT &350 T,
HROHBIRI Amoxycillin B£4.8%, ABPC #f 8.5%
T, MEHCAEROEX D,

BlE, FEHZROKEHEBB LR\ LERER
WEE, FEREBRS JOBRHBEREOEA DRE
D HEEFIE ROV THERA L, whd i
RINREEHRER LI D 2, FRHEC b DR
BIZOWTOFEBZIVTRE DS RIhDT,

I BIfeA : (Table 25)

FTTRABRAE 5, BEAOKRR 2T B g
FEFIE. Amoxycillin 2 76 |, ABPCEE 78 @, 1644
Thbo

BIfFAHBERIZ Amoxycillin B 7 £ 10. 5%
T, ABPC BfTI116.49% & 7co7oht, HESHEFROMAT

TRAEHECHBROBFEZEZXA DRIV,

B D, tpls  ERB G L LIEMIER
() ARRTERDTH S,

¥, BWEBERDOMWERIL Table 26 ©RT L&D
T, REHBE A Amoxycillin £ 0 TH % D ABPC
TIRABLADBRAZ E1T, niERAKYELCET
LB LisWR Y, MEAMORLIL I bR
BB AD & MRBEDRIETIY, BROKERE Lo
ETE b,

T v

S B REDE S 1605E 6 (Amoxycillin B 5F¥T981,
Ampicillin #5H814D #xR L LT, —HEHERELCT
Amoxycillin 126mg 1 #» 7+, & Ampicillin 2560 mg 1
H T Thd SEIZ & 24 S e, T HREEGR
5T, ROEHBCOWTHBERE X TIs072%,
WTROBHBI B\ T HEFR G ERZEIRD
biigholz,

I WEERFEEOBEYE

T EFH R AEHE
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Fig.1 Subjective symptoms Fig.2 Urinary findings
Pollakiuria m i ezt E:l—l; 2:::‘:’5‘;‘:" Appearance m+ 7+ O- 2:::’::3}}:‘
o 80 80 =z 80 80
z‘eo 60 2. 60 60 60
:’ 40 40 g 404 40 40.
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B A B A B A B A B A
Fxrst visit 4—5th 8th First visit 4~—5th 8th
Protein
Miction paip g 80 1
% % s, 60 60 60
z 8 S 40 40 40
< 60 60 60 g
“
" 0 © 20 20 20
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First visit 4—5th 8th
B A B A B A WBC in urine
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e
Sensation of residual urine e, 60 60 60‘!
o 40 40, 40
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g 40 40 40 B A B A B A
&, 2 2 First visit 4—5th §th
Bacteria in urine (microscopic test)
A B A B A z 80
Fxrst visit 4—5th 8th © 60 60} 60
ga M 40 40
A N - 3 v
D RedEss (4 273588, 8HED L é % ZOL 2
2 PRHRBEIPHE (4 16 HED 14 L L L
3) :Aﬁﬁﬁﬁ%ﬁ%%@ (4 FL b H H,8H E) Fxrst visit 4 —5th 8th

4) FEROHERE (4 ¥%iX6HH, 8HR)
i) BREER CGHAR, PR, BIRRD
i) fE JR ER BRRPTR, &, &
BR—E ik, MHED
5) BREOEE
o EifEA

(B x 50X, HIHI 172w 7= &3 A
Bleavir—5—¢ LTHBNDEREZ V2L VAEKR
RSz KBEEREE EEERCESHLZBLETS,)

n¥k, KRXOBERIXH21E B A LEEEELB LI
B 5YvATY s, “Ampicillin BELFREHE—m

FEEEAOCEFRBE SV THRSBREER L,

Table 24 Relapse on 15th day

Relapae Present Absent Total Unknown and
Drug group excluded cases
Amoxycillin . g%) (95?3%> 63 11
o e 2 55
Ampicillin (3.59%) (96.59%) 57 17
Statistical result N. S
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Table 25 Side effect

Amoxycillin Ampicillin Statistical result
Absent 68 cases 66 cases
8(3) 12(7) N- 8
P t
resen (10.595) (15. 495)
Eruption 40
Edema 1 1D
Nausea 1
Gastric malaise 1
Loose stool 1
Diarrhea 4
Nausea, vomitting, anorexia, gastric 2(2)
malaise, diarrhea
Nausea, anorexia, diarrhea 1(D
Nausea, vomitting, anorexia, gastric 1¢D
discomfort, diarrhea
Gastric discomfort, epigastric pain 1
Gastric discomfort, diarrhea 1
Numbness 1(D

() :Figures in parentheses indicate the cases in which the administration was interrupted.
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A DOUBLE BLIND CLINICAL STUDY OF AMOXYCILLIN
AND AMPICILLIN IN ACUTE CYSTITIS

Taro Furusawa
Department of Urology, Kyoto the Second Red Cross Hospital
Jos IsHiGAMI
Department of Urology, Kobe University School of Medicine

Abstract

The blood concentration of amoxycillin, a new ampicillin (ABPC)-like antibiotic, is reputated to be
higher than that of ABPC. The present authors have investigated comparatively the clinical effect and
side effect of two drugs by means of a double blind test on the cases of acute simple cystitis.

Amoxycillin (1capsule containing 125mg) and ABPC (1 capsule containing 250 mg) were administered
at a dose of 2capsules every 8hours for 7days respectively. The transition of subjective and objective
symptoms were studied on 4~5th day and 8th day after the commencement of administration, as well
as the relapse of disease was examined on 15th day.

The criteria of the judgment of clinical effect is indicated in the table. The objects to be analyzed
the results of the experiment reached 148 cases except some omitted ones, and the number of cases of
two drugs was found to be just the same 74 by chance as clarified by opening the key.

The comparison between the homogeneicity of cases and the clinical result of two drugs was made
statistically by means of mXn contingency table and MANN-WHITNEY U assay method.

A majority of the cases consisted of women in both drug groups, and their ages ranged mostly 20’s~
40’s years. On the first examination, the bacteria isolated from urine were mostly singly, and over-
whelmingly numerous was Gram-negative coccus, in which E. coli occupied 82% in amoxycillin group
and 75% in ABPC group.

The distribution of MIC was investigated on cultivated bacteria isolated against amoxycillin and
ABPC, and the biphase was observed in both groups, a curve with a peak of 6.25mcg/ml and an
another one with a peak of 100 mcg/ml.

As for the clinical results, the remarkably effective cases on 4~5th day were 57.79% with amoxycillin
and 56.2% with ABPC, whereas those on 8th day 82.5% with the former and 79.79% with the latter.
The statistical examination was tried between two drugs, and no significant difference was observed.

As to the relapse ratio on 15th day, it was 4.8% in amoxycillin group and 3.5% in ABPC group,
exhibiting thus no significant difference between two drugs.

The side effect was investigated on 76cases of amoxycillin group and 78cases of ABPC group, and
the appearance ratio was 10.5% (8cases) in amoxycillin group and 15.49 (12cases) in ABPC group,
showing thus no significant difference between two drugs. The side effects consist mainly of eruption
and gastro-intestinal disorder, and yet the patients who were obliged to interrupt the administration
due to the side effect were 3cases out of 8cases in the former group and 7cases out of 12cases in the
latter one.

In short, a quite similar result was obtained both with amoxycillin (a half of common dose of ABPC)
or ABPC (a common dose) on the clinical effect, relapse and side effect in the treatment of acute

simple cystitis.



