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BEHE (LIRVEBANC X 5 BT LUBE R il 7 < A %) Cefuroxime axetil (CXM-AX) OHZit, &
Ll XOHMIL L FBMYITRLET 5 22051z, Cefaclor (CCL) %2R L L~ RN RLBRRY
WLz, 1 B # iz CXM-AX 8% 750mg, CCL #¢ 750mg L L, $§1~NB2 10 M, %
V~MBHE 1 AR SE L,

REOIZ0 248 0 (CXM-AX B 121 0, CCL 8% 127 ) T, RAMKARZLSCICHAE
12 228 (il (CXM-AX B¢ 115 4, CCL 8¢ 118 0), HEELR 42 235 01 (CXM-AX B¢ 117 6,
CCL % 118 (1) %M pirt@ e L, UTORB LB

L AMKHRE CXM-AX Tf 84.3% (97/115), CCL B 85.0% (96/113) DHZHE (LMLl
£) RRL, RANMCEREES O hih ot ¥, ERNIRKARTLEI~VHT
TR A BRI H RS SR ieh - feo

2 @EFMRE CXM-AX B 86.7% (65/75), CCL I¥ 87.0% (60/69) OBM&ARLRL,
FIRFERC A EERED DRI -1,

3. MfERZ CXM-AX Bf 117 (i 10 GI(8.5%), CCL B¥ 118 {5 0 (4.2%) i=hbh,
AR (R A Z CXM-AX B 79 ik 5 0 (6.3%), CCL Bf 6704 4 0 (6.0%) iz b ichl,
UFRLHEFRM THERRED ORItk ot ¥, BIfFABXIVBRREBRE LEB LI
WER &2 CXM-AX B 94.9% (111/117), CCL B¢ 96.6% (114/118) nR4®R (ZFXLL
£) #RL, MEFRMCHEEIRL oA T

4 RAERHRS XKLL EE LTHE L HAK CXM-AX B 76.5% (88/115),
CCL 3¢ 77.9% (88/113) nHAR (HALL) ZRL, ARFANMCHEZIRDOhh -7

HEORS L), REECBIERBOBREEL LT CXM-AX 12 CCL LtRA#. HAKOHZE

APR. 1987
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Table 1 Institutes attended to the study

Department of Dermatology, National Defense Medical College

Department of Dermatology, School of Medicine, Teikyo University ‘
Department of Dermatology, Kanto Teishin Hospital

Department of Dermatology, Kochi Medical University

Department of Dermatology, School of Medicine, Hokkaido University
Department of Dermatology, Faculty of Medicine, University of Tokyo

Department of Dermatology, Japanese Red Cross Medical Center
Department of Dermatology, School of Medicine, Toho University
Department of Dermatology, Kanto-Rosai 11uspital

Department of Dermatology, Kansai Medical University

Department of Dermatology, Okayama University Medical School
Department of Dermatology. School of Medicine, Fukuoka University
Department of Dermatology, Faculty of Medicine, Kyushu University
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Table 2 Result of potercy on CXM-AX and

CCL samples
Group Drug Before trial | After trial
I~N CXM-AX 101.0% 98.5%
CCL 104.1% 99.6%
v CXM-AX 102.0% 99.0%
CCL 104.0% 101.8%
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Table 3 Evaluation schedule

Group 1~N

Standard evaluation day 3rd day 7th day 10th day

Range of evaluation day 2 3 4 5 6 7 8 9 10 11 12

Order of perference 2 1 3 4 2 1 3 2 1 3 4

Group V~VI

Standard evaluation day 3rd day 7th day 10th day 14th day
Range of evaluation day 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16
Order of perference 2 1 3 4 2 1 3 2 1 3 4 2135
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Table 4 Number of patients subject to the analysis
Total No. of cases
CXM-AX : 121
ccL
Total 248
Overall clinical efficacy | [ Overall safety rate | [ General usefulness rate
Exclusion  Dropout Exclusion + Dropout Exclusion - Dropout
CXM-AX: 6 CXM-AX: 4 CXM-AX: 6
L L i 9 oL i
Total 20 Toal 13 Toal 20
‘Analyzed cases Analyzed cases Analyzed cases
CXM-AX {115 CXM-AX : 117 CXM-AX (115
oL ius ccL cus oL
Total 228 Total 23 Toul 28
‘Table 5 List of cases excluded and dropout
No. of cases Case No. ‘Statistical
Reason ‘
CXM-AX | CCL | CXM-AX | CCL | anabsis
182 | m2sl
of allergy to
. 1 3 V-55-2
ns and Cephalosporins el
Adminisration of CCL closely | | ) V73 | mearl
Excluded | before trial v-31-3
‘Administration of other
antibiotics closely before trial : n-30-4
One patient r.ecnutzd in 1 1 -31-4 N-56-4
trials for 3 times
N-57-3 | M-42-2 NS.
No visit after initiation ) . V284 | NesT-2
of treatment v-2-2
w-25-3
Duration of administration
Dropost | Jess than 3 days (9 packs) ! vl
Deviation from administration 1 Vg2
schedule
Insuficient records of | B N
clinical findings
Total 6 14
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Table 6-1 Backgrounds of general characteristics

Characteristics CXM-AX ccL
Sex Male 69 72 NS
Female 4 4
13~19 16 16
20~29 4 40
30~39 21 16
Age 40~49 7 1 NS.
50~59 18 18
60~69 7 5
70~85 6 7
. In-patients 8 9
In, out-patients Out-patients o7 1o NS.
Severe 13 17
Severity Moderate 88 82 NS.
Mild 14 14
Within 3days 2% 2%
4~7 days 40 31
8~14days 19 19
Days after onset ~1 month 3 19 NS.
~ 6 months 13 12
More than 6 months 4 6
Group I 22 %
Group If 26 z
) Group I u B
Rkl Group N 1 1 RS
Group ¥ 2 2
Group VI 16 21
No 79 A
Underlying disease  Complication Yes " » NS.
Concurrent drug No & n NS.
Yes 32 35
No % 9
Surgical treatment Puncture ’ N NS.
Incision 9 12
Puncture-Incision 3 1
Tendency to remission 3
Status of disease at the Stationary 24 % NS.
beginning of treatment Aggravated 80 7
Remarkably aggravated 1 9
No 9% 105
Antibiotics before treatment Yes 15 8 NS.

Unknown
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Table 6-2 Backgrounds of general characteristics

Characteristics CXM-AX ccL Statistical analysis
Within 4 days 4 3
5~ 6 days 12 13
Growp I~N NS.
29 26
31 2
Duration of : ;
administration
5~ 6 days 2 3
Group V~VI 7~ 9 days 10 12 NS.
10~13days 9 10
14 days 17 17
Face-Head-Neck 37 38
Upper trunk 12 5
Lower trunk 12 16
Location of lesion NS.
Arm 9 9
Leg 2 32
Two sites or more 19 13
Table 7 Backgrounds of the isolated organisms
Organism CXM-AX ccL Statistical analysis
S. aureus 31 30
CNs* 31 29
S. pyogenes 5 3
S. agalactiae 1
Micrococeus sp. 1
Corynebacterium sp. 1 3
Monomicrobial K. axstoca 1 NS.
infection E. cloacae 1
S. liguefaciens 1
P aenuginosa 2
P putida 1
S, intermedius 1
P acnes 2 3
Sub total 7 72
S, aureus+ . pyogenes 6 6
S aureus+CNS 1 2
S. aureus + S. agalactiae 1 1
S. aureus + E. faccalis 1
S. aureus + E. cloacae 1
CNS+E. fuecalis 2
o CNS+ Micrococcus sp. 2 NS.
Polymicrobial CNS+E coli 1
Infection CNS+P. acnes 2 1
E. coli+B. fragilis 1
S. intermedius-+ P. anaerobis 1
K. pneumoniac+ B. fragilis 1
S, aureus+E. faccalis++ S. intermedins 1
S. aureus-+ P. aeruginosa-+ P. putida 1
Sub total 18 14
Total 93 8

* Coagulase negative staphylococci
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Table 8 Distribution of discase

Group CXM AX ocL Statistical analysis

Folliculitis 9 9

Growp 1| Acne pustulosa 13 15 NS.
Sub total 2 %
Furuncle 15 15
) Furunculosis 9 8

Group 11 arhuncle 2 NS.
Sub total 2% %
Imixtige contagiosa 3 5

Group 11 cma impetiginosum 1 8 NS,
Sub total 1 13
pelas 1 2
Phlcgmon 6 4
mphadenitis 4 3

Group IV 1
¢ paronychia 2 1
Sub total 1 10
Hypodermic abscess 1 2
Hidrade 1

Acne conglobata 4 3

Growp v Infected atherama 13 14 NS.
Chronic pyodermia 4 2
Perianal abscess 1
Sub total 23 2
Secondary infections 15 21

Group VI Infectious decubitus 1 NS.
Sub total 16 21
Total 115 113

Table 9 Overall clinical efficacy
Overall clinical efficacy E““:L",‘; e Statistical analysis
Drug T - —
o ol x* test, Fisuer
# + + 0 x e = Z+ | Utest

w | zw | 2%

CXM-AX | 48 | 32 | 17 8 7 3 15 | 41.7 | 69.6 | 84.3
CCL 52 | 28 | 16 7 9 1 13 | 46.0 | 70.8 | 8.0

S.

##: Cured, 4 ! Remarkably improved, + ! Moderately improved, + : Slightly improved, 0 : Unchanged,
7@ Aggravated.
Table 10 Overall safety rate

Overall safety rate 5"':':',)”“ Statistical analysis
Drug Total pEpw——
+ 1] X XX + 20 U-test
T | =0
CXM-AX | 100 o) 3 3 W | &5 | w9
‘ s.
CcCL 107 7 2 2 118 9.7 9%.6 NS NS N

+ i Safe, 0 :Nearly safe, X :Slight problem in safety, XX : Not safe.
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Table 11 General usefulness rate

General usefulness rate U"”‘“:"‘ff)’ rate Statistical analysis
%

Drug Total -
test, Ef
R R . o N o | me | U Xt Fu
- =+

OXMAX | 2 | 4 7 | 10 0 us | %5 | 765

oL “ 4 15 10 0 s | mo | me | NS | NS | NS

# : Remarkably useful, + : Useful, + :Slightly useful, 0 : Useless, X : Undesirable.

Fig.3 Sensitivity distribution of clinical isolates all strains (10° CFU/ml)
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— ccL
| ccL sifu2f1]1]2]3]2] a
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Fig.5 Sensitivity distribution of clinical isolates CNS (10® CFU/ml)
100 4-4

1 o--v0

I e—s

Cumulative percent (%)

2

Il ae--a

Noa—s

o]

Drog | wic |- oenfo.¢lo.05] 0.1 0.2 [0.38[0.78]1.56 5. 13[6.25 12.5] 25 | 50 [ 100 | 16| Tras [t
1 o] 15 15[ ¢ 1] 2 37
—H— cxm NS,
1| con HEORE 33
sy nlsfifi]s 1 7
— ccL NS,
[ cer 9 7[wf4]1]2 33

B, LHNAER, EE0N, RREGLCHT A HME  65.0% 1cxf L CCL Bat 95.0% 4B (P<0.05) i
DRI TT e > Tk H % Table 14 iR L1, W o tedt, BEERRSIVUKECRHEZIED5h

EROUREIC BT 19 BLITOERT CXM-AX +, 3B, WEBH IV M4 BEOUFERTLHES
BAHEE (P<0.05) i@, 60 ARNEMT CCLE  REDLhkh -1, HVERIHTH THARIV 10
PHE (P<0.05) Ic@imotens, ThdTHMBIY  ABORKICHWTUKET CCL B HE (P<0.0L

FHABETRWTh L AEERRD RN -1, P<0.05) icf@n-tepl, 3BBRIV 14 HETIH
ERUAOHR TREEARM THEERRS DN REIRDOLT, FHEHICHT 2HERS VAR

Mot BTLHEERBOORAM 1, Eiz, BVBCET
7. FH A 3 SMRUHE 53 B BOMBICKVTUKRET CCL BAHE (P<
HI~NBCxT 3 AFER OLMSFMEIC OV TH  0.01) KB, HERL CXM-AX KO 27.8%

Lok Tablel5 joRLic, CCL B¢5: 80.0% LHE (P<0.01) izfin»1d,
HFI~NVRRAI L3 A BOSRBAFMIzH LT, BE, 10 BEH XV 14 BEOAFE I 2HELLDD

U< AEL EA CXM-AX B0 15.4% it L CCL Hhftdotz,

Bh 36.7% LHE (P<0.05) i@ »1ehd, HES X EOWOROH - RA ROV TRARMFRCH

VHFUETRAEERED LAY, URETLHEEX  EERBDLhAL -1,

BRdLREN T, 9. MEFHHR
o, HEBHOVThOMERICE T 2BU¥ HROIAE I E DS WS 179 I (CXM-
BERTEABE THERIRD bhieh oo AX ¥ 93 §i, CCL %¥ 86 f) T= D5 b MIC ¥WE

FRICHV~ BT 5 EHER OLMUFME S LAEEKE 211 # (CXM-AX 3 109 #, CCL &
FELRCRERE Table16 w®T X 51, WTFhOFER 102 #) Thdo ShoOLHMELIERELORL 1
BIVARBHOLBUFIECIHEABM THERT S awreus 82 ¥k (CXM-AX B 41 #, CCL B 415

BB bt 3 XU coag negative i(CNS) 70 £
8. GFRS B - A ROUEE (CXM-AX ¥ 37 #, CCL Bf 33 #) icxid 5 CXM
HHEBHOE - MU RORMEY Table17 WRL %X CCL o MIC 44 (SR 10°CFU/m) %

7o Fig.3, 4, 5 IR L1z, CXM & B3 CCL o MICY

HUBHT2 10 B AORAICHTURET CCL 8 CXM-AX Bz CCL B & THELLRETE, WIh
HHE (P<0.05) Kfdiofohl, AESIVHBLE  SHEMRMCHEBIRES Shith -1
TRHBERBD bhh oo —%, HMERCHTS CXM & CCL o MIC 4%

MVEFTILT BB OEMO HHEE CXM-AX BO  HELTHSDL, 248Kk 211 x5 MICoE -
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Table 12 Overall clinical efficacy classified by disease

Overall clinical Effective rate i
fcacy %) Statistial analysis
Disease Drg Total PO
| [ 4|+ 0 [ x | ZH | 24| Utest o T
=4 2+
oo (CKMRAX 4] 3] 1] | 9 | Ha| T8 =441
Follicultis wP=00s| NS NS.
ol 9 9 |00 j0 ¥F:P=008
P hene coeax] 2] 45| [1]1] 18 | 154] w62 s -
pstuosa |0CL s|s|1fe] | 5] 0| ms - : Ns.
corax] 7 5[ 1] 2 15 | 46.7] 8.0
Fancle || ol L s | w1] 93 NS. NS. NS.
N EHERE 9 | 56| 889
Gl | Furncalosis |0 3111 s | sl s NS. NS. NS.
corax| {11 2 [ 0 [s00
Carbuncle | ) o O Bl el - - - -
Impetigo COFAX) 2| 1 3| 66.7(100 [100 . .
conagiosa el [ 4] |1 5 | 80.0] 80.0]10 NS NS NS NS
Groupll
Eczema corax] 6] 1] 1] 21 wss|as| mal o xS s xS
impetiginosum 0L | 3| 2 2 1| 8 | 35| 625] 875 - - ) .
] oov-ax| 1 1| {10 |10 .
Erysipelas ) 2w [ | NS. NS. NS. NS.
oxv-axf 3[ 3 6 | 500100 [100 | z=230 .
Plemon ey 1111 o] 0| 50| o ap-ocm| N NS NS
coeax] 1| 1] 1] NENENED
wpll i N NS. N
Grosot | Lymphadeits | ™" 3 3o | | NS. N, Ns. NS.
Vhitow | OAY 1 ; oo fm _ _ _ _
Suppurative  |COFAY] 1] 1 2 | 50.0{100 100 ¢
N 3 £ NS.
paronychia  [CCL | 1 1w |10 |1 S NS NS s
Hypodermic | CXM-AX] 1 INERERED
abscess oL 2 2 |10 {100 [100 NS NS NS NS
Hidradenitis |CXM-AX| 1 1[0 {100 [100 _ _ _ _
swppurativa__[CCL o| - -]-
Acne corax) [ [1fr] 4 [ o [ zof 500
3 NS NS, £
. | conglobata  |ccL RN 3o w1 er| N NS s
GroupV
Infected  |COFAY] 7] 5 1 HEEES NS XS XS,
aheroma oL | 6] 6] 1] |1 u | w29 67| 29
Coric —Joxeax 1 1] 2 4 | 250] 500[100 XS, XS, xs .
pyodermia |oCL | 1] 1 2 | s0.0[1m |0
Perianal | CXM-AX o - -1~ _ _ _ _
abscess o |1 1| |10 |10
Secondary  (O0AX] 7[ 1) 2(2 (2 1] 15 | 67| 3f 67| oo NS XS, NS,
infections_{ocL | 7| 5| 4[32 2 | B3| | w2
Groupht
Infections  |O0FAX] |1 1] 0 [0 | _ _ _ _
decubitis |CCL [
Toal corax| @2 (ur[8 7|8 ns [ a7l w6 83 Lo XS, XS, XS,
oL |s2|28[16]7|9[1]{ 13 | 46.0] 18] &0

#: Cured, ## : Remarkably improved, + : Moderately improved, + : Slightly improved, 0 Unchanged, X :Aggravated.
*:P<0.05
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Table 14-1 Stratified analysis by characteristics (General usefulness rate)

331

Useful » ]
General usefulness r:t“["‘:;')' Statistical analysis
Characteristics Drug ‘Total PE—
est,
H# H[+[0[X | 4 | U-test
H# =+
cxM-AX [ 28[28[10] 3 6 | 40.6] 81.2 .
o Male g 28]28]10] 6 2 | 39| el NS | NS | NS
cxm-ax |14 18] 7] 7 6 | 30.4] 69.6]
Femile oo [6|s] s|4| | a1 | 0| mo| NS | NS | NS
cxy-ax| 8| 6] 1)1 16 | 50.0| 87.5
1319 36| 3[4 16 | 18.8] 6.3 NS
cxaax| o] 7] 3 w0 | 25] o] .
o-n 1516) 5[4 w | ws| ms| NS | NS | NS
cxm-ax|n| s| 3]z 2 | 52.4] 76.2 .
9 e HEE 16 | s0.0| gr.s| NS | NS | NS
oxmax| 4 2[ |1 7 | s1.1] 8.7
~ 4 N. NS.
R ® e 6|5 u | sl | NS | NS | NS
cxm-ax| 8 6] 2] 2 18 | 44.4) 7.8
9 6] 5] 5|2 18 | 13| o1a| N NS.
CXM-AX 3131 7 0 42.9| Z=-241
-6 CcL 3| 2 5 | 60.0{100 _| ¥P=0.08 NS NS
cxveax| 2| 3 1 6 | 3.3 s3] .
LS T by M 2 ool | NS | Ns | Ns
) oxwax| 3| 2[ 12 8 | a5 25| .
) . In-patiens | M o | :a| g NS | Ns | Ns
o atients CXM-AX (394416 8 107 | 3.4 7.6
Out-patients | oy 41]41]13]9 10 | 39.4| 8] NS NS
CXM-AX | 5| 6f 11 13 38.5| 84.6 g
Seere oL || 4] 2|1 v | ses| s NS | NS | NS
CXM-AX |32(35 | 4|7 88 36.4| 76.1
Severity Moderate | o O D ] @ | sa| a4 NS s. | Ns
CXM-AX| 5| 5| 22 4 35.7| 1.4 ,
p s N NS.
Moo 5081 1 | 57| 2| NS S S
CXM-AX 13|10} 3 26 50.0| 88.5
in 3day: Ns. | Ns. | Ns
Within 3days | ooy 110 2 2% | 53.8] 9.3
cxv-ax| 1515 8] 2 w0 | 375] 75.0 .
-~ Ns. | Ns. | Ns
I a1 | 56| 9.3
cxvax| o 7] 2|1 19 | 47.4] 82 .
- Ns. | Ns. | Ns
D Blidays ooy, 7| 8] 3|1 19 | 3.8 78.9
fter t
s afer onse mon | CXMAX[ 2] 7] s 1 [safezl (o[ ys | ws
o eer 3| 8| 3]s 19 | 15.8) 57.9] -~
oxmax| 2| 5[ 1]s 13 | 15.4] 53.8 .
~ Ns. | Ns.
fmonths | ooy 3|.3| 2|4 12 | 25.0] 50.0
More than | CXM-AX | 1] 2| |1 4 | 25.0] .0 .
NS | NS | Ns
Gmonths | CCL 1] 3] 2 6 | 16.7] 6.7

# : Remarkably useful, + : Useful, + : Slightly useful, 0 Useless, X : Undesirable.

*_ P<0.05
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Table 14-2 Stratified analysis by characteristics (General usefulness rate)
General uscfulness Uselulness Statistical analysis
‘ rate (%)
Characteristics Drug Total Illlﬂ. FISHER
W |[+] 0] X # | &+ U-test
H 2+
CxMAX| 8l10] 1] 3 2 | 36.4] 818 .
Grow ! cop, 9 7] 4]4 24 | 35| 6.7 NS | NS
cxax 1011 5 2 | a.5| 80k i )
Growt oo 0|0 2|1 25 | 35| smo| NS | NS | NS
cxmax| 7] 3] 3]1 14 | s0.0] 14| . )
Growtl | oy 7| 4| 1)1 13 | sa.8| ms| NS NS NS.
Tove of diease cXMAX| 6 5] 3 14 | 42.9] 8.6
5 X ¢ ¢
GrowV | oy HEIEIR 10 | %00 0.0 N5 NS.
cxmax| 61 3[3 23 | 26.] 139 . i
Crow¥ ey 7|n| 31 2 | s s8] NS NS. | NS
cxMAX| 5] 6] 2] 3 16 | 313 68.8 . ]
Crow¥ | oy 6|10 3|2 21 | 28.6[ 76.2 NS | NS
CXM-AX | 2236 [ 13] 8 7 | 21.8] 3.4
Y N S,
Underlying disease e oL [30|2s] 9|7 74 | 40.5| 78.4 S| Ns
Complication CXM-AX |20 (10| 42 3% | 55.6) 83.3] .
Yol |ufm] 6|3 w9| 9| NS | NS | NS
cxv-ax| 3037 9] 7 8 | %.1] 807 . .
o AR EIESE w | 23| 2| NS | NS | NS
Concurrent drug cxvax| 2] o] 8] 3 32 | 37.5] 65.6
i XM-AX | 12 7.5] 65.6) y .
Yo e |ufw.s]s 5 | 4| mma| NS | NS | NS
. CXM-AX [ 36] 3615 9 % | 37.5] 5.0] .
o ccL |3[39[13]9 o | ma| w6 N> | NS | NS
cxmeax| 2] 4] 1 7 | 6] 7| . .
Pucure | " M o | ool sor| NS | Ns. | Xs
Surgical treatment I S EDET
cision | ep 704 |1 12 | w3 ag| NS | NS | XS
Punctwre | CXM-AX| 1] 1] 1 BERCHEN .
Incision | CCL 1 10 o | NS | NS | NS
Tendency to | CXM-AX 0 — - _ _ —
remission ccL 2|1 3 0 66.7
) . CXM-AX| 8(10| 2| 4 24 33.3| 75.0 . T
Status of disease Stationary | oy ol ol 5|3 % | sie G| NS NS. NS.
at the begining of cxM-AX [29[32] 18] 6 8 | %.3
treatment & = 3|3 V.
Asravated | oo 39|09 | 8] 6 5 | ar| s NS | NS | NS
Remarkably | CXM-AX | 5] 4] 2 1| 455 818 y
y .| NS
aggravated | CCL 3l 4] 1)1 o | 33| sl ¥ | NS
CXM-AX |36 (40|14]| 9 9
N . s. | Ns
© oL |a2|afis| 7| |5 NS. | NS
Antibiotics before cxvax| 6] 5] 3|1 15 | 40.0] 3.3
Ve .
treatment Yo oo HEINE s | 20| es| NS | NS | ¥
ninown | CMAX[ 1 1] 0 oo [ _ _ _
ccL ol —| =
4+ Remarkably useful, # : Useful, + : Slightly useful, 0 : Useless, X : Undesirable.
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Table 14-3  Stratified analysis by characteristi

Seneral usefulness rate)

Usefulness

General usefulness .
rate (")
Characteristics Drug N Total [~
]l " ]
Within 4days | 7 ! |
> el 1
cxMAX | 4] 5] 8
5~ 6days ; N NS NS.
Group ccL 9 202
1~V CXM-AX| M| 7| 6 0
LEETC bl 4 N I NS NS, NS,
oxmax || 3] 2 . ]
todays | ol e s NS | Ns. | Ns
Duration of ) CXMAX 1 NERE
Wi ’ A
administration ithin ddays | oo 1 1 loo |0 | NS Ns. NS.
CXM-AX 2 R
s~6dus | N 3l el Ns
Growp oxyax| s 3] [z 10 | 50.0] 0.0
~9days N, NS | Ns
vow| 7T o 5| 4] 3 12 | | o] NS N NS
oxyax| 3] 4] 2 9 | 3.3 7.8
10-13dass | o MR o 1ol soo| NS | NS | Ns
cxyax| 3] 3] s s 17 [ 17.6] 647 .
udays | oo ol 2l 1w ans| gyl NS | Ns | Ns
Face - Head | CXM-AX [12]18] 4] 3 37 | 324 811 .
- Neck oL [13)12] 6] w8 | s05| ma| NS | NS | NS
oxwax| 4] 5| |3 12 | 3.3 5.0
s. | N NS.
Usper trnke | (" N = mohe | NS s
oxMax| 4] 5] 3 12 | 33.3] .0
Lower trunk | M I 6 | sl eyl NS| Ns | NS
Location of lesion oorax] 2 3 1 . >2] 5.6
- 2.2 5.
A bt s. | Ns. | Ns
Am e BEINE 9 | 67| sso| NS | NS
oxwax |12 s8] 4] 2 2% | 46.2] 76.9
NS | NS | Ns.
Les ccL [ujul 43 32 | 364] 1
Twosites |CXM-AX| 8] 7] 2|2 19 |21 8.9
NS | Ns. | Ns.
or more | CCL 4| 4] 41 13 | 3.8 61.5

# : Remarkably useful, + : Useful, + : Slightly useful, 0: Useless, X : Undesirable.
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Table 17-1 Efficacy on symptom in cach group (Group1)
Efficacy Effective rate tical analysis
valuati.s
Symptom | PR Total | Unknoren et Fsii
day REIEIEIES U-test
il =+ - z+
CXM-AX| 1] 8|7 15 L] 6.3 %.3
d day NS, N N
vl || 7]s 1 7 63 | 90 NS NS NS
AX| 5115 2 1 38 76.2
Papule Tth day NS NS, NS
Fau " Wleel | sjuls 2 1 73 | n3 s S NS
CXMAX 714 2 318 B8
h NS, NS N.
e I 2 w4 | ma NS S NS
CXMAX| 3] 6)5 ]2 16 5 ILE ) %.3
" Xs. N N
b 4| 6)6 1 7 o | 625 S S NS
X\ 6[3[1 2 1 .0 #0.0
Pustule LR bt I o » N I e NS s Ns
CXM-AX|13[ 5[ 201 2 6.9 5.7
0 Xs. X 3
Wl e ol of 4 3 05 | w8 S NS
CXM-AX| 2[ 391 15 6 133 33 - | -
3 day X3 X s,
e, | 6| 15 7 67 | %7 S S
CXM-AX| 8[ 6] 6 20 1 0.0 70.0
Indurati Tth day NS, N N.
urtion e | 8] 8)o 2 NEZRE S $ s
CXM-AX| 9 8] 4 2 29 | 8.0 |
10th day NS, NS N.
Pleew [asfs)a] 2 a8 | s S | s s
4 @ Resolved. + @ Improved, 0@ Unchanged, * @ Aggravated.

713 CXM 2% 0.78ug/ml (53 #:25.1%), CCL
1.56 pug/ml (48 # : 22.7%) T CXM 511 HREMI T
Wiz

7, S.aureus 82 Hizat s MIC 0 &= 7i2CXM
35 XVTCCL & %z 1.56 pgfml (34 #k : 41.5%, 234k :
28.0%) THoto

CNS 70 #kic ki 5 MIC ' — 713 CXM 410,39~
0.78 pg/ml (28 # : 40.0%), CCL A% 1.56 ug/ml (23
$:32.9%) T CXM 21~ 2 HREBER TV Iz

179 f (CXM-AX Bt 93 {il, CCL ¥ 86 §i) =\
TOMBERR R Table 18 (iR Lichs, MEFHI%
REHEHNTHETH - 72 144 (] (CXM-AX B 75 0,
CCL B 69 0I) TOWNLFIL CXM-AX B 86.7%
(65/75), CCL Bf 87.0% (60/69) TH b, FsAIREMIC
HEERED Dhicr ot ¥, BRKALVIHY
ERRFITHCTLAEANM TEEEIRD b hieh
BN

10, EIfFA

BHERLEMTAR 235 Glio X b e RIfFA %
Table 19, 20 17K L7z, CXM-AX Bfi2 117 Gl ] -
BE3G), WEM20, B0, @%-BL20 B
S 10, EE 100 10 T, RERRLL.5% T

Bt —F, CCL BHix 118 (I FH - KEL1, T
- BETRE] A, &E - EOONESEEI A, &
- 5 - HFE L. WREAR AOHSHT, R

12 4.2% THY, ARARMCHEEZERSOhTS
BN

¥r, ERLSHT, 7= 2REMIC TuA¥-E
ERB Y BRI & Trote 2 I 250 EH - o FE
(CXM-AX B) 5 XU (CCL B) piAhbhis

ek, ARBETRREL TERNTHLIA
(CXM-AX B2 (i, CCL B 10) %82, WThof
HLEERB B REERTHRIZNE LI

1. EERRE

BEMEERRELHE LEAD S b, BFL
) RE R LICEF% Table2], 22 iWRL,

CXM-AX BTiX 79 (i, MiRms, o
/M - WBC ¥4, GOT-BUN kR, RESHAN %1
GIOE 5 Flicxbh, RRRIL6.3% Thoto — T
CCL PH2fFMAERM% - GOT-GPT L&, GOT-GPT k
#, GOT-Al-P 1§, GOT-GPT-Al-P Ef»%& 150
HAPICASh, RAKL6.0% THY, MEANMC
HEEZEDShd T,
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Table 17-2 Efficacy on symptom in each groun (Groupll)

Efficacy Effective rate Statistical analysis

Symptom E";:""" orag [T T T ] ot | vk “) T Tl b
' = i o
oS |6 L e ] s | e |
oo Loal L e 1 [ = [ = | =
10th cay g‘c‘i“"“x if : L f; gﬁ 1:3[ NS. Ns NS
el S T 8 L (] e [ = [ =
Tendemess Tth day E‘C‘EHX :j ? 2| | ﬁ } Sf ;:; NS, NS. NS,
10th day g‘c‘i\"’“ iz g L 2 g: ‘g_s NS. NS. NS.
3rd day E‘c‘:"“x 1‘; 3 } S : g j:: NS, NS. NS.
o [l (]
10th day gé:ux i; l; ! Z gz 135 Ns NS
w0 0 ] s [ = | =
Swelling 7th day g&:mx 1: 1; s ! 2 : i;': :::’ Ns XS NS.
R HERE
ol T e T 5 [ [ = | =
e [T T o 0w [ |
10th day (C;Cx{'“‘x l; i; ; Z ;fg :s xs. Xs. Xs.

+ - Resolved, + : Improved. 0 : Unchanged. * : Aggravated,
* 1 P<0.05
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“Tuble 17-3  Efficacy on symptom in each group (Grouplll)

Efficacy Effecive rate Statstical aralyss

Sympom | B Total | Unknown (%) et Fisiex
day #l+]0]x U-test

+ z+ + z+

3rd day Eézl“ : i 2 g SZ‘" ;’j; NS. NS. NS,

Blister T day Eé:l"“ ; ; : ::f :Z: NS. NS, NS,

o aay | M T ; b N xS, NS

o o L [ s [ s [ s

Erosion 7th day EEL““: : i ' :; g: ;:: NS. NS. NS.

= HARRIE R

EE bt I A N B A SR xs | xs | oss

e e SR AHERE AHEEERE

el L T8 s s [

3rd day gzz"“i : f : 32 "jz | xS NS | NS

New envption | 7th day g’éﬁl"“: 11 ; . 1: in : ‘ XS XS, NS

iR

4 : Resolved, + : Improved, 0 : Unchanged., x : Aggravated.

L. % ®

BAEEMACRIERRB AT 5 CXM-AX OR%H, %
£k XUHMME L ERIOOCIET 5 720512 CCL #3f
BRETHHERERB LR L,

BERCBEEB S ORERET, ARKERR
EHL, BRLT 5 L3MTHBL, R ICRE»S
EEREER LN LIcn' s 2 FIORKDR A HE TR D &
VO AT, MENROHERBO MR E LTRRLHE
LEb DOV EDTHSL Do Lin LARFIZIREED 2
RETD T LHB I DTEMEY 7B DB IIE <
R B L%, ARAEOMRY T L Do
LTRET O E%ETH B,

Cefuroxime (CXM) (24«7 = & RMEHH &
LCHREME, WEHEL Celotiam Hifl LT h,
BERRILREORABOHR TR B v &> 5 S.
aureus 35 X 00 CNS i2xf LTh, H#hie MIC flikdy

L 3075 AREEOEET 5 f-lactamase I2b %

FETHBY L1zdi>T, CXM % prodrug ft LT&R
ST B LI » TERBRABHROKEICH
LTObRENIS L 5 T & B B & TSRO
ERELLOLELORD,

4123 Tz CXM-AX i251-T open study % 234
T2V THTT LPY 88.9% ORBEEBILY, @
BHCRIE Li: 22 IORMERBTORRTHRURR
%7 0T, §F CCL #xBL LTRSS
Efifeots,

SEIXBIE L UTRAL CCL 12, Rkt Bt
HRCBBRLAAEIR TV 2RATH S,

SEO ZEERLRRN T HITEREn-72 248 6
D5L, KEEABMKHRED B L1 228 f
O RITTI EREC AT 5 2 B2 URE L BEET
CCL M i<, SEmMBEC 4T BRI URET
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Table 17-4  Efficacy on symptom in each group (GroupN)
Effcacy Eifective rate Sttisical analysis
Symptom B"L“i"‘ Drug el+lolx Total | Unknown (%) et 2 test, Fistiek
+ = ]
T [ B e = [ [ =
p;s';"““""“ Tth day g)c(:mx ‘: f 'i ::: :: NS. NS. NS.
10th day gé:["“ N ‘: :’;z: " Ns. NS. NS
ol e e e |~
Tendemess | 7th day g'c‘:""x 3 MK :: :2; o ows NS. Ns.
10th day ?C"’_“x ; Z ) :: :: lga Ns. NS, NS
3rd day g‘:"“ 5 : : j g ::: Ns. NS. NS,
o [ T B e [ = | =
10th day g:mx : : ) :; :; “;‘:0 NS. NS. NS.
T [ (B = [ = | =
Swellng Tth day g‘i“x ; ; ) :; 3:3 1;_0 NS. NS. NS.
10th day g’:‘z"’\x 0 i, :; ;;; ";“M Ns. NS Ns
3nd day %’_‘“X : : j A : i ;g Z; NS. NS. NS,
Iduration Tth day ggux f N 3 ]: ::: 2:; Ns. NS, NS

+ : Resolved, + : Improved, 0 :

Unchanged, X : Aggravated.
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Table 17-5  Efficacy on symptom in each group (GroupV)

Efficacy Efficacy rate Statistical analysis
sympon | ERl g Tutal | Unknown %) e, Fsvex
day #l+jo|x U-test
+ =+ +* z+
oxmax| s| 8| s[1] w s | s1 | s ! )
bl e 7| a]a]| ‘ 182 | 6s NS NS NS
CXM-AX|11] 2| 3 16 3 68.8 8.3
Tth day NS NS N
Spontaneous Tl ey, 9| s 1 1 63 | 10 s
pain CXM-AX| 14| 1|3 18 1 8 8.3
g X
10th day oL 13l 2 5 .7 1% NS. S, NS
CXM-AX 3 19 3.7 B2
oy xS g X
B RO T 15 @y | w XS S
CXM-AX| 3| 5| 9|1 18 5 16.7 “a
XS v
bl | s) o] 41| w 7 s | 63 S NS XS
CXM-AX| 6[ 7| 7 2 3 X 6.0 1'=395
" s =
Mol | alw| 1 P 1 6o | NS e
Tenderness CXM-AX|10[ 7[5 2 1 773
- 7
y N N NS.
Wyl o] 1 2 5.2 s S NS
cxveax| s 6] 2 F) o3
. N X
R 2 %2 S S N
CXM-AX| 1f 7] 9f1 18 5 56 4“4
NS NS X
Sl ul 4 15 7 0 73 S S S
exaeax| 1)) 7 » 3 50 | 6.0 | ze-268
. X §
e | ale| 2 2 1| w3 | ws | sspeoos S xS
Redness CXMAX| 3|1 5 2 R
M- 5 6 | 7.
X .
10t day | nj2 2 09 | 99 S s
c o3 P as | &0 .
Mhd e 6| 2 2 s | we | S NS s
oxveax| 1) ¢[ef1] 1. 5 56 | 74 )
ol | alw|s 15 7 B3 | o0 XS
cxeax| <] 6|10 ) NERED .
™yl s 2 R s xS
Swelling CXM-AX| 610/ 6 2 1 23 .7
M- X 2.7 !
10th day | o wf 7|5 2 55 | 73 XS s s
| CXM-AX| 13| 5 5 23 %.5 .3 . 9
JTEY ] b o » ot Ol I xS XS,
C AX| 2] 2(13]1 18 5 11 22 . . 9
Srd day | ey s{6[1| 1 7 0 53 NS NS s
Jexseax2[u] 7 » 3 | 0o | 6o !
ey | afu]sl1| a 1 48 | T4 NS NS X
frdrtion oxseax] 4|1 2 1 5
| oxa- 5 2 182 .3 i .
oo | il el | 2 a1 | w2 | NS NS N
exeax| o]0 4 % w1 | w26
l4th day 93 9 9
Bay e e P 73 | as | NS NS s

+ : Resolved, + : Improved, 0 : Unchanged, X : Aggravated.
# 1 P<0.05, %% : P<0.01
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‘Table 176 Efficacy on symptom in each group (Group¥l)
Efficacy Effective rate Statintical enalysis
Symptom. | PR g Total | Unknown %) P —
day #]+]o[x Urtest .
+ | =+ + 2+
CXM-AX| 5[ 2|1 8 6 | &5 | &5
KL b I s s | ms | s NS NS NS.
CXM-AX| 7] 4] 3 1 00 | 76 .
stmon | 00 oc | o]z ]2 2 w7 | w3 NS, NS, Ns.
win CXM-AX| 9[ 23 g ®3 | .6
tow day| 0 0L 2 w0 | ®3 NS, NS. Ns.
oxMAx{n| |3 % w6 | 76
Lith day ol |2 ot w1 | w3 Ns. NS, NS,
o 2[5 ]2 9 6 | 2z | ms N
3nd duy 254 u 7 182 | 66 NS NS
JoxMAX[ 4] 7|4 3 %1 | B3
B Mooy | sls)s 3 w4 | n2 NS us NS
edemess Lot day || € 63 3 wo | &0 NS s s
ccL | s[s[s 18 4 | ma2 > =
o [CXM-AX| 9] 38 5 w0 | 80
Vith day ooy 8/5]s 8 44 | n2 NS NS NS
CXMAX| (63 9 7 0 | &7 .
dloe | ifes 12 9 83 | 83 NS NS Ns
o foxMAx| 3|8« [1] 1 18 | 688
Ayl | dfs]s 2 90 | 619 NS NS NS
: CXM-AX| 4[8[3[1] 16 %0 | B0
NS
byl ] sle s P us | &1 | NS NS S
CXM-AX[ 7[5 [3[1] 16 a8 | w0
! NS,
Myl 1 ils)s 2 ws | na | NS NS
CXM-AX| 2] 4] 3 9 7| 22 | &1
X
oy 6]t n 8 91 | &6 NS NS s
COMAX] 3] 76 1 88 | @25
N S, NS,
™l a]s|e 1 %8 | 82 $ X
Swelling CXM-AX| 4| 7|5 % 2.0 8.8
ek - - s, NS, Ns.
Wby loe, 1 g]s )7 1 %s | g2 | NS
CXM-AX| 7] 4] 5 I B8 | @8 §
. NS NS
Uehdayoer | o7 )3 19 a4 | ma2 NS
oXMAX[ 1] 1]5[1] 8 s | us | %0 N NS, Xs
Syl | afa]s 9 6 22 | n3 S -
CXMAX[ 6[2|¢[1] B 62 | 65 X NS NS
. o, 7]5(3 15 %7 | 80 S i
CXMAX| 7| 1[4]1| B ©8 | 6ls NS NS NS
ot dayl o, | 7]5]3 15 61 | 80 >
OMAX| 7]2[3[1] B 88 | 62 NS NS. NS,
Ml oo | 852 5 53 | w7 -
CXMAX| 2[2[4[1] 9 7| 22 | M4 NS. NS, NS,
Sdyic | 2)6)s i 8 82 | 727
CXM-AX| 7[5(3|1]| 16 4.8 7.0 NS. NS. NS.
O Mol o|s]s 1 a4 | ma
e ot g | VA 8] €[ 3] 1] 16 %0 | B0 [ o NS. NS
ot dayjee, 964 19 a4 | 9
CXMAX[ D[ 2] 3] 1] 16 @5 | B0 XS, N XS
b day oo 0] 7] 2 1 26 | ®5

+ ! Resolved, + : Improved, 0 : Unchanged, X : Aggravated.
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Table 19 List of side effect
Age “Appeard ] Relation to | Statistical
Drug Sex (yrs) Symptom date Severity | Administration the drg
M | 25 | Diarrhea-Soft stool 1 + | Continued | Definite
F | 13 | Diarthea 5 + | Continued | Definite
F | 21 | Soft stool 3 + | Continued | Probable
F | 3 | Stomach heavy sensation | 2 + | Continued | Definite
woax | M | 65 | Stomach beavy sersation | 5 + | Discontinued | Unknown
& M | 59 | Gastric pain 9 + | Discontinued | Probable
M | 17 | Nausea 2 + | Continued | Unknown
F | 3 | Nasea 5 # | Discontinued | Definite
F | 24 | Hearthun 1 + | Continued | Definite
F | 67 | Toxic eruption N + | Continued | Probable
Soft stool f + - - NS.
M| | . 4 | Discontinued | Deinite
Diarrhea 2 + ) Definite
M1 B Gastric discomfort 1 4 | Continued | hable
Soft stool + N Definite
COL | M| 2T | G ouped small papules 2 4 | Continued Probable
Soft stool 3 + ) Definite
F | %8 | Redness-ltching 4 4| Contineed b abie
M | g | Feeling of abdominal 1 + | Continved | Unknown
fulness
Table 20 Side effect
. Symptom i
Drug No. of 4 Incidence | . istical analysis
cases None Mild | Moderate | Severe (%)
OMAX | 7 107 6 3 1 85 NS
oL 118 13 2 2 1 42 -
Table 21 List of abnormal laboratory findings
Age Relation to | Statistical
Dug | Sex | (5 Items and change of abnormal value e drog | analyss
M | 13 | Eosinophil(4—13) Unknown
F 23 Monocyte(4 — 11) Unknown
CXM-AX | M | 15 | Platelet(32.9—9.3)-WBC(11,100— 1,600) Unknown
F | 8 | GOT(15—25—33)-BUN(18—22—+32) Unknown
M | 23 | Urinary protein(— — +) Unknown | NS,
M | 30 | Eosinophil(4 —10)-GOT(17—27)-GPT(26 — 42) Probable
- M | 50 | GOT(30—48)-GPT(32—48) Probable
F | 75 | GOT(31—34—21)-Al-P(317 — 30— 363) Unknown
F | 55 | GOT(56—130—26)-GPT(73~ 140~ 19)-Al-P(91 = 112-+81) | Probable
Table 22 Laboratory findings
. lity i
Drug No. of Abnormallty Incidence | g isical analysis
cases None | Present %)
CXM-AX 7 ) 5 6.3
NS.
ccL 67 6 4 6.0




344

CHEMOTHERAPY

APR. 1987

CXM-AX AU B4=ih: » 222, CXM-AX (2B LTIx
4RO NED open study OFIF &S & el
[ES VIS <N

AP 90 LAYLHENE D 5 1~V IED AIEMIZ 35 L
T, M 3IRIEA OF L < Sl Loy CCL T
FZW o 2ent, HHED D IR E QUM TE S
R LI - O THRFOHRORE TS & 15
LOTREVEELORD, £i:, FHHATAE - LKD)
T ROHMIETIE, W PEOTR, HVIHOEM, R4
35 XU 44 APA E 0 — I CRIRAITEM A8 Ao
BHENTE, AMBRICICTRADH BRI %
NHHT LIERT DL HTHEN, RMOPTLI
AEHRER LD, BRKHAT =4 Fhre s, MEE
THIf L ORPOMTE L OB, MY MYTLOY
flit LTHERLBLOTH-T, SOMBPLErLRs
L1k, BEGOESREEACRERB Y, SET
5o P F MBI KD TRIE LB EOFIHE L VL
BThHAH 5 MEFMOFREEICHETS MIC 5L 5
vt EMABTO By 512t MRABM O AR
ELELEVTHS ) S LR BRELILOTHS
P D BREIZEVTL invivo ICE VTR IZEL
BT L LI LEERT B L TH-T, GHMRET
MREELRMETSS 5o

AEFHOHRIL N OHERICE TR RENI LT
LY RAEEE —H LV EWS MRCI2LDTHE
P~ E L AT

BIfFAIL CXM-AX & CCL & ORJICARf LA £
1A, GEOEFD 8.5% OBIFRRBRLMIE X
Ufta D open study DF —#YEHANBLHLLOT
Bt

BB E RN L MERBRCE RS Ieh - 720 L

Lk CXM-AX (247 = 2FOHTHEL AAEATLS
CCL iz}t~ T S. aureus %% &+ HRIEVELIMIEEME
RO B ECT, FORRE I HAKIC 2YES
F, ZOMOKBOEMZH L\t 7 « LREOFNHN
BENPZLFELLILTHDLLELD,

x L3

1) AMB%EF, it A, MIER FRF, &
JRE : Cephalosporinase 1= 5 7z % ¥ ¥ f&
Cefuroxime @ in vitro, in vivo H{M{EM, #
TUTEEMRIZHT 5 KEEORK, Chemo-
therapy 27(S-6) : 1~18, 1979

2) =M i : Cefuroxime DM A, Chemothera-
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A double blind study was performed on cefuroxime axetil (CXM-AX), 8 new oral cephem, for
objective evaluation of its clinical efficacy, safety and usefulness in superficisl suppurative skin and
soft tissue infections, using cefaclor (CCL) as the comparator. In both CXM-AX and CCL group,
the daily dose was 750mg and the drug was administered consecutively for 10 days in Group I, II,
I and 1V and for 14 days in Group V and VI.

A total of 248 patients (CXM-AX : 121, CCL:127) were treated, among whom 228 (CXM-AX :
115, CCL : 113) were analysed for overall clinical efficacy and general usefulness, and 235 (CXM-AX :
117, CCL: 118), for overall safety. The following results were obtained.

1. In the evaluation of overall clinical efficacy, the efficacy rate (‘Cured’, ‘Remarkably improved'
and ‘Improved’) was 84.3% (97/115) in CXM-AX group and 85.0% (96/113) in CCL group, with
no significant difference between the two drugs. Also in clinical efficacy evaluated for each diagnosis
group, there was no statistically significant difference.

2. Bacteriologically, the eradication rate was 86.7% (65/75) in CXM-AX group and 87.0% (60/69)
in CCL group, there being no significant difference.

3. Adverse events were observed in 10 out of 117 cases (8.5%) in CXM-AX group, and in 5 out
of 118 cases (4.2%) in CCL group. Abnormal laboratory findings were noted in 5 out of 79 cases
(6.3%) in CXM-AX group, and in 4 out of 67 cases (6.0%) in CCL group. There was no significant
difference. The overall safety rates (‘Safe’ and ‘Nearly safe’) based on clinical adverse events and
abnormal laboratory findings were 94.9% (111/117) and 96.6% (114/118) in CXM-AX group and CCL
group, respectively, without significant difference.

4. When general usefulness was assessed besed on overall clinical efficacy and safety, the usefulness
rates (‘Remarkably useful’ and ‘Useful’) were 76.57% (88/115) and 77.9% (88/113) in CXM-AX group
and CCL group, respectively, and there was no significant difference.

The above results have shown that CXM-AX is a useful drug, like CCL, for the treatment of
superficial suppurative skin and soft tissue infections.





