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SUMMARY OF CLINICAL STUDIES OF PIVMECILLINAM

(MELYSIN® TABLETS) IN JAPAN

—PART ONE—

Joji Isarcamr
From the Department of Urology, Kobe University School of Medicine

( Director : Prof. J. Ishigami)

Clinical studies of pivmecillinam was performed on 1767 patients with simple and complicated

urinary-tract infections, receiving 150 to 400 mg pivmecillinam three or four times daily. Clinical

effective rate was 71.59% on pyelonephritis and 87.19 on cystitis. Approximately 839, of all micro-

organisms isolated in this patient category were of the E. coli and Klebsiella, most of which were sensitive

to mecillinam, and the clinical treatment was successful. No serious side effects were observed in

patients receiving pivmecillinam. Pivmecillinam was found effective with small doses and may be

recommended as drug of first choice for simple urinary-tract infections.

HABEREHIOEATRE, EREDER L Zhic
SR AFBEAOERE & 3T, FTETHAILR
S TETVS. BREBPHEHBITIOT S, IR
TBRYWEICIIT B Pseudomonas, Serratia (TS UTH LY
FEREBEIDERRINA. —), E. coli, Klebsiella 73
E OBEET 2RI UTEFED ABPC, AMPC,
CEX 7z & OROFAOMHLHEE 2> TE T
b, NG LIHFROMEAIORR S EEh T
A.

#F 5% pivmecillinam OBFFETIIRIC mL, #
DFEERER 72 5 T ERIRRIBES 2> 5 pivmecillinam 7%
FHE U 19764 6 H DEE24 0 A LB SRR
WTHELIZ. T8bb,

I. E coli @ THHEVEDLDTEY. &
Proteus, Klebsiella, Enlerobacter 1C 3 ZHRMBH LN A.

2. BB, BEERIIEERORER ST 5.

3. TEREREMITIZY 4 92 v MRIRIESTHIES
Cwhds.

4. ERRCRMOR=v Y v, 2T rurARY
EOMIBIRIEY S 5.

5. ABPC, AMPC [HEEFIC § Z)EMN A BN 5.

6. AFIDIB b in 5 EIGITRBBIUETH b, KT
B R EE I3 L B 150~200 mg DENE S
BCHORHENS L. TIBARSTHALL S 28
MEMERBURYYET S 1 B 300~400 mg BB THELT
bbH. TOX S CHEAIDIHFEIZERDER =T >
FCIE U TR GENDISNE CBITHB.

7. BEERIDISVIIDEREIE R CAIER IR
U AVTAARN

2 OHBABNII9794E 4 AT INERDOS|O M
LZORBERWRTHEAINTVES., BEHLBEREIOB
FEBT IO TRE LR L 272 LROBESTHIRE
BT 4 phase IV study & UTAEFLICESR INT,
RO HEaB AN T VS92 AT A &I &D
DTKRELTH B EBbNA. 40, Wik phase IV
study & UCEEHE SN2 17675 DR BILE S & 3
gL Uz pivmecillinam OFE:, &2 oW T
DOBEHERZ2 L T EDIZOTHET .
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Table 1. EREHDOSH

%)

ltem Categories 2 m 60 80 f{{g Bl B ltem Categories 2 0 & 80 100 B ™
EELL : 20 1.1% 50mg r 1271 71.9%
AF - 197 1.1 100 478 27.1
. — |
2ER et 2 o 7 04 Be8 150 1 01
R 5% 2 1.2 200 \ 17 1.0
BRAR 475 26,9
~2
WBFRAaR ; 1046 59.2 S 7. 1.0
_RRSES 3 1183 66.9
" B : 417 23.6 4 563 31.9
2 1350 76.4 5~ 4 0.2
~19% 33 1.9 100mg 6 0.3
20~29 331 18.7 150 851 48.2
30~39 330 18.7 _ o | 200 428 24.2
- 40~49 286 16.2 RESE | a0 330 18.7
: 50~59 282 16.0 350~400 ‘ 130 7.4
60~69 : 229 13.0 450~ 2 1.2
28:79 22 1§? ~38 258 14,6
: 4~5 458 25.9
s L 1733 99.1 6~7 485 27.4
— r— e xnsmm | O77 0 2.4
15~30 107 6.1
. . 5L 755 99.3 ,
PUILE —RE iy P ol 3 | 08
BB 162 9.2 ~600mg 368 20.8
i 1363 7.1 650~1000 270 15.3
BRI o : 1050~1400 399 22.6
Z DIOREESE 231 13.1 L5 B2 -
2ol N N 08 1450~2800 535 30.3
- 2850~6000 169 9.6
&L i 1340 75.8 6050~ 26 1.5
% 1} r . . . . :
RERORRER | , 427 24.2 .
- - L 1621 91.7
- Fiiig
HF-FILDHE Py e 8.3
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X b 2EEFER,
7z.

BEGIL BER, BEBR X0 REEYEL
U, BRI =Y vRERNCET 2 BEER B L
T2 EDH P BEEBRNT S L S EELI.

BER, BSHREIREICEBZEB O ORBBYE
i1 30mg #1 H3~4[H, REBCHEER, 58
BERZERERE DS % REFEIUIEICIZ 1 | 100mg % 1
H3~4HOREARE2FEAE Ule. BERIZER
BEDREED» L TIRED HEICL hYIRD S &L
7z ETCEISIEIR B AR, MER, BRREOH
B o FRECEE I YRELI.

o ES

19784F 6 HLIEE, 19804F 4 B3 TICLER 165
b bW BRI, SRR OVTRIEFC & 1T
M % E VRS, BEE, 5N SRR
PIE OB DI VER 2 D F X, 17675IITDU T EE]
Bt %t -1z,

1. EfoEEER

NG 17610 ERER O % Table 1 1R
I NEYEFID 5 B, 1046 FIDSISEREERL, 475 HlhSEE
BABOEBITHY, £ED86.1%8% iz, EH
T 502 E TOEM 41761, Zo¥: 13508 Coh b,
2018 5 TORDOEEEBIC L CH— A7 LTV 5.

BRYYER 1B 2 B LTSI R RIUETH b, %
DPIFUSBEREZE DS 136301, BEBER 16261, ZDHO
TREEEYYE 231 BITH -T2, ChdREBBAEDS b
IRERWCHEBEE R 2G93 ERIZ4276 (24.3%) Th D,
B 7 —FVEBEOEMIZ14661 (8.3%) Th-iz.

BT % ST AR R L

Table 2. HBHIEERIE

FEBIZ1HES50720 0 100mg, 1H3WU4E
TEERD 98 BLL L% S, 1HEESEIZ 150 mg 2%
85141 (48.2%) LR EH L, DT 200 mg 4285,
250~300 mg 33050, 350~400mg 130 Tdh b 200
mg ¥ TCTLED 72.7%, 400mg ¥ CT98.8% %5
HTN 5.

BYEHARIE 3 HDANDS 25881 (14.6%), 4~5 HHS
45801 (25.9%), 6~7 B3 4850 (27.4%), 8 ~14H
P34458 (25.29) ThH, 1BELANOEELED
67.9%Tdh -1z (Table 1).

2. EEPRSHER

FBE ik Y EFHED 3111z 1689 HD EHE,
Table 2 R T &L, FEH3Y 8026, B 5645 ThH
b, EZEAT.5%, BFULOEER (UTHHPRE
T2) 138098 Th -7,

FRER DI DRRGUSE L LB % BRUO TR BRI 163 %
AU v oBRDERIE, 16786IFFERI80261, ExRY56241
THZHESL3BTHH, I LICERBBICTTSE, B
BERIE 130260HRZE %) 70561, AR 4296 THEZIK 87.1
%, BERERIE 158BIFREL556], HE 58I CELIE
11.5%TCd -1z (Table 2).

HTC RSN R, R, RERO EREEOF
2, | HRE5E8, RSN cENLUTZHEES Table 3
R

B BL O EHEOE, RERIC EEERDE S
B BT~ FVBEBEOETEYRVELLE, 36K
1 B SERB X CHS A 5 L5 RE, #5
HEO#inE & 3 BRED 55 EHm 2 bhic
(Table 3).

FICRAEBE OB T S T2EM D 5 B R B

= A5 = (%
pme SAOR g m R | ovEH| ®H | S E 20 4 60 80 iio%)
55 58 18 27 158
[ =2 A
= BLBR| e 36.7% 11.4% 17.1%
705 429 65 103 1302
R S E 32.9% 5.0% 7.9%
=1
e ZDHBO 42 75 12 89 218
= PRI | 19.3% 34.4% 5.5% 40.8%
i
A 802 562 95 219 1678
" 47.8% 33.5% 5.7% 13.1%
; 2 2 7 1
TORDBHRE 18.2% 18.2% 63.6%
& 5 802 564 97 226 1689
=8 47.5% 33.4% 5.7% 13.4%
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Table 3. H¥2ERBIBEIE

oit
= 85 131 44 134
21.6% 33.2% 11.2% 34.0%
% 717 433 53 92
55.4% 33.4% 4.1% 7.1%
Mann-Whitney Test Zo==14.915%* ¥#op00l ¥ IP<0.05 AIP<0.1 NS:Not Significant
ok
EH | AW voED EH | & B n 0 @ wm B

SET | oo | v | o | v | B
2 | 3 | o | e | e | B
W | ol | mes | o | s |
000 | 0 | e | aws | o | i
050 | e | wws | om | ww | G

60~69 74 80 22 42 218 7 /

33.9% 36.7% 10.1% 19.3%

70~78 30??% 30?13% 11.2:% 28??% .
80~ 24.15% 30?3% ‘ei)% 40.2(?% » :-:-:-:

Kruskal-Wallis Test H=140.363**
ORBFOERESR
_ 9
i Ew | AW vOED| BB | 2 H | » w0 e w0 @
] 1 1 1 J
EL 721 443 50 73 1287 7
56. 0% 34.4% 3.9% 5.7%
B 77 121 45 152 395
19.5% 30.6% 11.4% 38.5%
Mann Whitney Test Zo=16.824**

OHhTF—TFNEBEOHE
EH | B | TrEYN E B

AL 788 529 85 152
50. 7% 34.0% 5.5% 9.8%

&) 14 35 12 74
10.4% 25.9% 8.9% 54.8%

Mann-Whitney Test Zo=12.577**
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- = )
Z 3 B PEYD| &Y & & 2 40 60 80 100
. 137 85 5 18 245 7
SREF o 9% 34.7% 2.0% 7.3%
45 210 140 19 60 429
49.0% 32.6% 4.4% 14.0%
6~ 240 135 23 67 465 Z
51.6% 29.0% 4.9% 14.4%
8 ~14 17 160 36 62 429
39.9% 37.3% 8.4% 14.5%
1530 39 41 11 16 107 7
36, 4% 38.3% 10.3% 15.0%
41 5 3 3 3 14
' 35.7% 21, 4% 21.4% 21.4%
Kruskal-Wallis Test H=230. 096**
1 RAksE
E D BB | 0ES| & D A
150m 478 284 23 49 834 P
9 57.3% | 34.1% 2.8% 5.9%
200 208 142 27 26 403 7
51.6% 35.2% 6.7% 6.5%
82 104 33 88 307 7
250~300 26.7% 33.9% 10.7% 28.7%
31 25 10 57 123 7
350~400 25.2% 20.3% 8.1% 46.3%
. 2 8 4 6 20 9
BOMELE | o | a0% | 2.0 | 30.0%
Kruskal-Wallis Test H=220.325%*

Table 4. SEEEBIERERIE

- @)
NEEE BRERIAR Z W V=) R XHLH E ) & & 2|0 4|0 6]0 8‘0 JO%
8 12 4 2 3 21
''''''' 57.1% | 21.8% 9.5% 14.3%
. 33 15 2 50
S.epidermidis | o0 | 3500 4.0%
E. col 503 260 26 49 838
: 60.0% | 31.0% 3.1% 5.8%
. 20 15 5 16 56 7
Klebsiell 35.7% 26. 8% 8.9% 28.6%
Enterobact 12 2 2 5 21
foba 57.1% 9.5% 9.5% | 23.8%
Prot 13 15 6 12 46 //
28.3% | 326% | 13.0% | 2.1%
P ; 5 11 6 29 5 Z
''''' ginosa 9.8% | 21.6% | 1.8% | s6.9% |
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BED £ - 72 EICOWT, 20 BERIE 2
L1zDds Table 4 ThA. HTCIEEEDOZ» -1
E. coli {Tx§§ A EEEREYEE 8385 Z) 50360, HZD
2606, b HLEFIE 60.0%ERE LB TH 12
(Table 4).

3. BIfER

BIfEH O HBUEE BI OV HRBE LI BWEBEOWA %
Table 5 T/RT.

BlIVEF OFEBAEE 121767515681 (3.2%) KED 5
NIz FIHIWER FEBRBUSCHIETOM: D PIA I B BEEIR
W3443t: (1.9%), FFHERASE 9 HlI7H: (0.5%),
SBEE 8 Bll0KE (0.5%), MBHMEZEE 1G24 (0.1
%), ZDMTHITH (04%) TH-TC.

2 Y v UgEEIc Xk b R B EIVE A O B
BEBERTH b, BENE HEERERER, LRRE

Table 5. B{eBORBEERBER

B % H RS (€3::E)
%g FRILERHD 10008) | 161 28
BE| ~EJ/OEZESY | 1(0.05) (0.1%)
B GOT L& 8(0.45)
”%% GPTLES 6(033) | 9 17tk
“E| AL-PLR 2(0.1) ©0.5%)
®| LOHER 1(0.05)
® B 5(0.28)
B & E 1005) | g
| 10¢F
| s F ) 1(0.05) © 5%1 )
& | DIEE 2(0.1) e

2 B 1(0.05)

E D 10(0.5)

oM 2(0.1)

B | BRFE 6(0.33)
HIERR 2(0.1)
Blm 13(073) | 341 43tk
&= | TR 10.08) | (1.9%)
T @ 4(0.2)
& @® 1(0.05)
% i 1(0.05)
BBREE 3(0.17)
% B OB 2(0.1)
% | BEE HO08) | oy
O | OREHRES 1(0.05) ij)#
# | LUhm 1(0.05) o

NEatREE 2(0.1)

E fl B 1767151
BIERRRESNR 564
BEBRERGR 7951
BlIfERREREME 3.2%

BERELEOFHEBIFBITERTH -1z, 726, b
BWEAOTNIEBR 2 D sh -1

I DICEWEARER SR 5 2 5HREED » 5 HIH
Bt oWT BIVER 8B % i LTz DR Table 6
Th3. EHBH 7Lo¥—HEOERARE B
BROEFICEVERARBRRVSLE L 2HACH 12
23, MR, R, EBEBOFEINCBUVTHEE
EEEED bhisd -1z, 71 HREEIICA S
&, 150mg & TORSHICORITERRRERIZ2.7%,
200 mg G 3.7%, 250~300mg T3.9%, 350~400
mg "T3.8%, 450 mg DI T2 0 % L BRSEDOHMINIC
ONTHBEFENES 0B i1,

I 5 ICE SN A S & 7 HUROBRETORIE
FIRBIEIL 2.9%, 8~140H 5T 3.1%, 1BHME
#E5 T 5.8 % LB SHHOBEIMICONWT BREESD
THICEL R A EAICD > THEBEOZEED 61
15 HE LB ETOBWERARERE L 5.8 HLEETH-
7z (Table 6).

m & 2

29 L VEODDEIR BT S FEIC N T Tic
EENZEOREPREL TS, SEIZA Y o580
Rz 2B L UTARIO REEIEICHT 28
ZEIZ S & X VISR BRI THE T DA
HRPEEEE O I0 § S ICRBER PR L 7.

BRI OWT A5 &, FRERIEI6TSHICE T 5
A Y v oBRDBIRITZBLIBTH D, 5 LREERICE
BEER B D 707 O B el SR B RRYUAE 19 A B RIPRIS 904
%, FEEEPRERE T 5 H R ERREIC 3 2 E3
HiE50.1% Th -7z b OFRFIZT TICEZVH
HUNRBE IR ThH -T2, LN OR2E
B9 5 &EFITIREEL b AT RETREZRLT
WV5H, CiidZelic BApiEBERER D 5 5 FHTERN
it EEBELLNSG.

3B, ¥F-FAEBOFESIUREE, 5
BRI A S EH T —F VHBOENB L CBEE,
BEAEoEme & $ 20 EREBES % 5 EEIED
shcds, »F—FLHEE, ZEHS, BiiRS 25
B L9 AR I E M O RBSIYEV BN D & F
AbNA. Eiz, DHEIICHERERE S5 & RER
YUCREEERE O E. coli 1T L 9115 E 5D T
BUHELSED NI CHEAROBMOD 1 >TH
bY, FHELWTTICHEUNEREE I —RLT
WA,

BIVEFIR BRI Z DB 82 DTH Y, FEH
W 1767407 5641 3.2% & Ch g TOHE & EARFERE
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Table 6. T RERBBERRIAE

[ 3
= %)
i 2 4 e 8 10
7 410 417
% 1.7% 98.3% J
; 49 1301 1350
#J 3.6% 96. 4% ’
Chi~Square Test X§=3.341~
® ik
S R N I I T T T T
0 33 33
1988 | 00 100, 0% ‘
14 317 331
20-~28 4.2% 95.8% l
8 322 330
30~39 2.4% 97.6% J
3 277 286
40~49 3.1% 9. 9% J
- 10 272 282
50~59 3.5% 96. 5% J
8 221 229
60~69 3.5% 96.5% J
6 215 221
70~79 2.7% 97.3% J
1 54 55
80 1.8% 98.2% }
Chi-Square Test X&=3.575Ns
@ EELERIE
H 4 B U & &t 20 40 60 80 i(;/a)
53 1680 1733
f~
< L 3.1% 96.9% J
3 31 34
3
b Y 8.8% 91.2% ‘
Chi- Square Test X§=1.977Ns
7 LI —FH
Y | &L | & 2 w0 e w10
55 1700 1755
f‘
w L 3.1% 9.9% J
1 11 12
¢
&Y 8.3% 91.7% J
Chi- Square Test X&=0.039ns



WRICE 263 [HES

® BLAE
MR sy | 2L | &8 i
A 12 150 162
LESLES L 7.4% | 92.6% }
41 1322 1363
sl _l&
BB X o 97. 0% )
Z DD 3 228 231 J
REEEE |  1.3% 98.7%
0 1 1
TOM o0 | 100.0% ‘
Chi~Square Test Xg=12, 591**
SRR DERESE
Rl s w | 5L | & a i
43 1297 1340
3
LI 3.2% 96.8% j
13 414 427
'L 3.0% 97.0% !
Chi-Square Test X:=0.0001Ns
o1 ARSE
HER 5w | L | & %
22 835 857
~150mg | 6o | o7.4% ‘
200 16 412 428 ]
3.7% 96. 3% ]
13 317 330
250~300 | 4 o0 9.1% \
5 125 130
350~400 |5 g, 96.2% ’
0 22 22
450~ 0.0% | 100.0% j
Chi- Square Test X3=3.020M8
® 15
MR s 0 | kL | &8 1%
1" 247 258
~38 1 95. 7% ‘
12 446 458
4~5 2.6% 97.4% }
12 473 485
6~7 2.5% 97.5% ‘
14 431 445
8~14 3.1% 9. 9% ]
7 100 107
15~30 6.5% 93.5% ]
0 14 14
31~ 0.0% 100. 0% J
Chi- Square Test X§==6.646NS
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WERTHY, EESEWER IRV EREBAZER
FIFERICEEREREBLLNS.

v o® 8

1D Y v B REEIYECH LTI N
RHATH Y, BAREH TR R MM REERBIUEIC
HUTH, 272 h OBEFRERLI.

2) FRRED E. coli EEZ 5N 5 REBRIMEIE
H1BYFHE UTHMATRETH 5.

3) 1HEMWEETH 400mg (85 LDWVE
BECHREVAIfESIZY, ZORWEHIZ S H TEH
Th-T

pivmecillinam (Melysin® §&) OBEFICEBE L TIHI%
W& E U S EOMEmRic U TFEEs LT .



