MR BE R e 12 w35 Cefuroxime & Cefazolin
Bt L R BET 5 EBRRE (CEERE)

HllE—* - HARER - EOBRER - KESR
EiFE—% - hiRiESE - THEA
R FE R PIR
MERE-XE B-AINEX
e KFEERE R
B - B
FLIR gE R B B

ER B A X
e E R R AR Bl R B PR

B E B E
)11 ST Bt

AT &£ @I 5
LIRSS R B PI#t

REAKL - SHET - BEER - LR €
WEXS - M R - FERE - FEHEA
EBEE - IHREX
ARTRFEFETE=NH

*oo#F - B
H R BRI R

A S .
HARR I AARRFEAR

H#F H F — K
KEEH LR A B PR
WA ¥ EBRE— - KBEX - EARET
KEFERE - 48 &
FAL R IR BT 5 77 PO

# R
Vb & T IR A BB AR BB B

£ K B
AR AR

B IE#E - BIET - WAEET
ZEIEA - 185 &
Ev®yr \Rbkrbs X o RaH

+ H ®-H %
HRBEEERAES =M
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B & — XB # 2 B
RRKFEE BB R RTP#
THE=R - L BE-FEEFT A
B RRER« v & — R REH
BHE—F - FUEZ - K LB WFER
157 37 )1 | ey S Be Pa o
BEEE -l E- E#BTE
e - uesE—Es - Bl B
RREEX - RENEZ - REEA
BRI L RFEEFEHE—AH
REH - -ATRE-Hf &
ISR - REER
FRAFEFHE_MH

WEFRZ®@H-% K B R
IR SRR Be P At

AR B-BEHFZA-FAEMH
B XERBzPI#

R 2B -SAXEFT-HAEY
BRI R RAFBEPI B

=B8R - 0 ' —
AHBH I RT RARAR

wox & %
AEEM I KEREEME PR

BHE= = KR W H M
KR L REEF 5 —PIR

AAR B MART - EHRIL - JIEKE
PITE R K FEH —P B

TAER-BFAE—--ALLER

Er ERAFSRENH
BEHRE BHEEE - ZAF A
DS B4 K 0 B B3P 4
R #-ERMIDL - ek
B RAB PR

R OBE-hEEX- XK E-HA B
RINK— - HEEHE - 2 2 -2 Bt
BN - B - BIRREE
RIEKFEFME P8

MABER - RFEE-HFF KA
R KFRHFE EP PR
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MEHLE - TE - BEHLE
T - H8KBSIE
REARKRFEFRH—A

o8 RBOOK
TR R REe P A

A B M X
REA T 3L T RIRBE Pt

IN ¥ E-x A 8 B
B BREFTRERERERAR

=R -EREZ-ERER
KR LR R

R B EZ-BE H B X
BERAYRILFHE S F I ARBAS

R XEXBHEH
AR UBFRF=ZERE R

5 g F B 5B
B I8y B AL HE R B I R
* RN BEE
(Bf1 55 4 1 A 8 BEM)

Cefuroxime & Cefazolin OHIBEMIE %7 & I B S BERLECRTHHEE L Zekr =

BREC L ) BB Lic, 7k, MERFOHREGEX1E 750mg, 1H3MEEL, 7HIW
L 14 AR#IRAES Lico

1. BREHES : REBEARIZ 201 61T, 205, EBERHEHECELTCINERLHET
1% 149 %) (Cefuroxime 72 I, Cefazolin 77 #) %, FFAEHIZE T 1978 (Cefuroxime 96 41,
Cefazolin 101 ) H A Ihi,

2. NEELYHEC X ABEHEERSE : #E 7 HEHE T, Cefuroxime IZEFEHIL DOV
HEERRTEAOEYR, 77 ABMRERROBRDESECI\T, Cefazolin KHELAR
3T,

¥, MRABZETOEPHR, PEELXTFTEAOEYLUEOEDR, BHSE RPECHRE
R TP Cefuroxime 23 SHICHEHENT D - foo

3. EREHEC I IRAERYDE  BEFATOBRKSDRIRE 7 HEE L OCRER TR OF
EELHEFE TEROZEIAL R -0

4. fER, FIRFIOHEE : 5 14 AR O VvESEOBEES C B\ T, Cefuroxime
BEECTShBE ONRERESFEAR), TChicim (av b r—5 —KAFD BRLT.

—7J, Cefazolin TiX#5 3 HEOMHEOMIRS S W IIBERE (NERLSEAL v TF
SRIEEEH > oo

5. BEARERIMBEYARIE : Haemophilus i3 5 EEM{LER L Cefuroxime T3 SHIAMHA
ZhoTo

6. ElIfFAkbURBRREMERY  BRKRAERY Y &» LEERORBERER, JRAS
(186 F) 75 OCERERE (197 F1) & & FEAIRICAT DER & & bl - T,

7. EREHEC X2 HERE ADRRERAG (14946 T, LXHFAUEOERARR
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Cefuroxime TEWEMAZR LA, = v b r—F—8AF (197 6D TREEFMCEEDZE

NARLReh -1,

LI EDREEN S, Cefuroxime 1ZJIEEHENGZ 7 & O B S RYUE X L TERRER TS

% LGRS his

2

Cefuroxime (CXM) W#EH/s 5 7 v THEI L

THo#ERYHE T 5 #H L\ & 4 A Cephalosporin #|

(CEPy) TH» b, 7fric 2-methoxyiminofurylacetic~
Fig.1 Chemical structure of CXM

s
L Jcconn
S N__-CH:—0-CO—NH:

0o
\O\CH3 COO"Na*

il

acid ¥EAT5Z LItk »T B-lactamase T THE
TEHxHEDIEDTH B!,

AHNOHEAR27 + 5 212 B-lactamase KT 5%
FEHR X D ERD CEPs X h X hhAdh, E.coli
Klebsiella » CEPg fitt:#k% Indole positive Proteus,
Enterobacter, Citrobacter it ¥zl T b Tt
BA®RTYY, ¥i, KFX, S. pneumoniae % H.
influenzae XL CTHHE¥RD CEPy X b B\ HEER
ALY, RRBRPEOHECT SR CBRHEM
HETE S,

AFDER ML BLMIC DTk T T B26E H &1k
¥FREFRB/EC BV THRHE S, FHESh T30,
SE, FAOPBEBRBECNTHENELELUELXE
Bz Hr» HHMT 5 BT, Cefazolin (CEZ) %
HAEE LT_EEREC X 5 HBRE TR 510

AEMRBOVICHESZE

1. X &%

REZIIPERT 53 £ 9 AN LR 54 4 A ¥ ToOMIC
EERES AP FERRR (40 MiRR) WWZ2 LicHsEMiZ s X
OBESERPEO S HHEELHF TS 15 FLUEDABRE
BEERRE Ui, 1L, UTEEYTHEMING
ﬁ‘fb%ﬂ‘ Lf&o

(1) FPRERREYE ORBARE L AEGI

(2) PZREETFETREBEbh5ER

(3) CEP; T TB7VAF—FKIVZD FEEY
BT HEN

(4) CXM Ffix CEZ X5 KARILYBIETH
2 EF

(5) BfFEmExL, CXM 5\t CEZ »3Tic
5 IhICEER

(6) ABEFAMINCHENEAZES INERR K
FELOOHBIEN

(7) BEREN Pseudomonas aeruginosa ThH5b T

L HER B AT FEBY

(8) 1ERFER X UERIHDIED

2. HETEEA
BREEAITEO 28F L L, MEFHLIHRETED
DOIEE=—L7 4 VATHEEL, HELEORI* R
& L‘f:o

(1) CXM:1-4 7 A5 CXM 750 mg (J31l) &%
(2) CEZ :1-'4 7A% CEZ750mg (Jiffi) &%
¥fe, BREOHEROBKDOBIITEELRERTS
Todd, BRHBELTY VBV E7S5EvF Y v AESH
% (20ml Y A7 S E LT 5mg &%, BFEE
FBU3EEY, LITV. B, S EMEER) AL,

ek, BAEHCOWTHOh LD BERKELT V.
B; EHETYAVIEA L EHAEBKY BV HBED
BROREM, bioequivalency 75b U EHEBHERR
{77\, CXM % XU CEZ OlEKAI L b, BRED
BT X ORI ENNE ERRER L, Ik, HX
HEDL VERS 42 471 (14 BS) ¥ EBECHDE
HL, chic V.B, K 42 7 v AR Lo
3. BEEH O LA

4EFSH 1 EL, 1+ CXM % X0 CEZ »
£22EFCIDB LD, avir—5—TkbhEEECE
bRt ek, EMERR TIFERCEELTES
IR BB CEETH L & L,

a2V br -7 -RBERAERERRE RS LA b0
CEETHERBEEPRT SEE=HLcRBL, WX
FIORATREHE T2 & O Il O ATtk SEIEAE A4,
Key code DREH IUBEARCZRINBERLLD
VCRERESR, EFEIMFTBEERSIVETBEC LSS
RHUEZHOH OB b I L0 F D%, Key code D
BAE I b UNC PR D 5 — 2 O M, HEHAEOAT
Pl EDRIERIKIF LT, 735, Key code DEIHE ¥ X
VXU OBIMCIEBE=EE e Ry, FRAF
BREEEEIEY L, ¥4, CXM % X0 CEZ ©
147 Ah0ER () 11, 2yt e—3F5—pUEE
A Ly v 7 ArimonT, EBFREGICET T
WERER CHEHONMEREL, BRCE TS
BHER LT

4. BE5FHiks XOHR 5

WEHES 1E 131 7% V.B, 44 20ml &
BFEL, 183@ 3, B 2, FRAE LT3~54Mn
TTHELI, LKL, HEERIEER, BEROM
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% 6~8 fH, WEFIDRIL 8~12 BERI & Lo
HEMIFERIE LT7BME L, EREVNLEELR
DEBETIX 14 BETERETAZ L E L
ek, BEOFIEIEELEEROEERS B VITER
DOHELE, FRENDELRDEBECTRI>ZLEL
foo Eio, WEEFLEY LML, HCEET 55
SRBRESHRE (94 7A) BELLBRTRSZ
Ll 2L, ThoREFRIEHD VLfEFI~DOE
BT 5 BERC b HEEF IR AR R h ITEDRE
YTV, TOFRIEBERLO O RYAERCEAT
AT k k L‘/’C_o
5. DFAZEHA
BRER AR EPIMOTNBELER, BIBKEAT R
1F, EAT R4 FHEEAHR, HAEERR, FIRA (7
re N, £OM) %, BEDPERIVEIFRACEE:
BIFTEELONAEKOPRITBET B & L Lo
fek, HEX - BRRH, [EZIRE, EAERAZ IR
WEREEFIOGRIHEE & L, R boIEFOH
B, B, BOKZOFERD D VIEBEECATHH
ER T - B AL, #5E BEHES
WTHAERCER T & & L
6. R, FTROBZE, BKALLOCKHEENRE
1 ER TROBE
R, W Bk & R, TREE Kb K
W, Bk, F7 . —YE0Ek FREOWT
g ERIE LTEREEL, BT ECLES, &
BOBENTAERSEE T A &b &5a, ®’EH
H3E%, S5AKKIVNTHECHELRETICLE
Lico %7, BEEH% 8 BUME 14 B ¥ THERE
TRBARIE, BEKTESLSVIRY 14 BEE TR
BLEETHZ L E LT
BEEREORSZE, BRIERCXEE (P), BRHH
(PM), ¥t (M), BHia L (—) © 4BFE, Bk, %
RE, FREHELSOCHBIETCILTOBER XD
4, —D 3B, K BRKERRLOTCFT/ —
YTRXFOEECLY +, —D 2B TR ->7
¥, HOHEIEH CRERVEEINIEEDD
D, BRETIE1HS0ml Y End o, HREETILE
EBERROBEDLD L L
' ¥t HEX 1 A4ABRMEL, TORMEREETS
LTEELi,
2) HRBE
Koih v ig#kEs, CRP, Mgtk (AMERA L X040,
FMERE, MEERE, ~< 7).y ME MRS, &
- 1 BsRME), FrigseE (GOT, GPT, 7any 7
F A7 - x—X), BEgERE (IF2Vv7F=v, @

RRFRER), RHRE (REH RUEER oW TIKE
BlELTHREMERET BEALDONC 14 ARICERT
Brlbll, ILEEFE 3 AR AMmMERFITLTH
ETHZEEL, BWMUVRBRER JORLIL, WEERR
VBRETAHZ EE LT

7ok, BRI » A (PaOy PaCO, pH) &2\ ThH &
IO DERARCFTREAAB OV RET S L& L

Fio, EABERILRLUIE~<S 275 X<Hitk(CF
Fioik THA) oREXFAIE LTRERR X085 14
ABICERL, TETHREIRETBBCIBETSZ
& Lto

3) MEFMRE
EPERRCE T, RAE LTHRGHB IOCHRET
BRI, BHEEELOOCWERLTR, FAETH
NIEREIAEF IO 14 BERKLER L THEEOR
E, BREDHELXTIL-T

¥, BEEEELORAEKROWTIE, CXM ¥
XU CEZ &xi3 5 REE % A AR LEREFLERE
ICHE UCR TR B 5 WILIRREKFE ETERRE
FHBTHE LT,

¥, BWRRKE SIERERFEFRERREEH
BB EMNT BB AL, S. pneumoniae, S. pyo-
genes, Haemophilus 135 3 = ' — b REHIK, *
OO HI FEREMIC RT3 L ARCHEIC b &
BL, 1BEEBRTEM L,

7. EEE, #R BB LOCEREOHE

1) NERLT XBHE

WS mtR»r bR HRE h 94 D/NE R (INEER
¥, B % BA—K KE B WRIRZE, BH
—3, =AX#E, R OB PIIE—D A,
BHAC = v b r =5 — 1L k> THRE, THESR, &K
FHE ) T BEES R IVTREC XA RHEET 55
BB ETD Lo RBERLSCICBHVE7 4 V&%
1 HRTICEED, SEMCOWT, BANEOEE, KE
VIR 7 4 VA DT, BWA, BEE REHERHR,
BEIfef, BRBREBERE YR Lis

(1) B viR7 + A 2 DOFH

STk D, FREOI D bR R &
#LLTRLEVLOY 10, BLbox 1, EHE®O
L Lt 11 WOBERR ViR 7 4 M 2 AR Lico INE
IhERBLET L&D 5 bEREISHIEEM K L2
Wi Lie7 4 A A DFIE VSRR IRIET 4 L A LHBL
A D, 1HToRA L, Tk, HEOFRETHT
B, 74 A ADBEESL, BEYERBRRY, EF
BT 7 g 2R LTIEAR & LERR LTS

LB o\VTER AR T, TREHET, MEtkh

Key code
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LN OB BRIE L W S WIERD 7 4 L 2% R
DT, TRTD7 4 M ARDWTHIER S &I AR
JRCERE Lico & DB, EWBEI ML OIFR 3R
EL W LIGERITH Z DOFBIC X hifik L2 hic
BARIL, BMERADE 7 4 LA DWTRIE & FAED
T X h i v R SRR A LTS,

(2) BMIRKORE, ¥4, BEELLTKRE
BRIRLRDOHE

B S ORBIRERORRET L b O HEH D
BfBUviR7 4 V ADFHBERC LY, HEEHCEEKT
LT ERE LTREL, BAEMNCO W TSR
HAHCIBEEHHROBRER, R VETRY D
BRERRYBE G, BEEEOHEROOCKRE
BRBROHERTI - 1o BEEICOWTUR, BIE,
hEE, HIECSEL, BEBKHRICOV TS
H7 B L BGR TR (85 8 B LUMEOMGERSF) ©
ThENREED, B, OB, BP0 4BHEHT

Table 1 Number of cases subject to analysis

Evaluation on
clinical efficacy

Judgement by
Committee

'C*Hﬁ L'f:o

(3) EIfERLLOERREMBREE OHE
KEBEBRSEOHE L AR, 5% OBRERY
LOEREENRESZCEIFROEELRI L,
2) FHRERIZ¥E

BERIH BV SHOBEIKIER, FERETRYHE
B EEE, RABRKDE MEFHSHE, BlfEAs X
CERMELYEEBECHERC LY TED L5/ EHER
01*“% L/‘f\.'.o

(1) EEE

BEMOBKER, SFERANRYIGECRE, $%
fE, BEED 3B E LI,

(2) REBKRZE

BERROBEKER, SEREMALEECRETH
BB IORE 8 AL MRS LICESI TR ERT
iz b &%, B, ©°FL), EHDO 4 BECHITTH
E Lo

No. of cases evaluated

CXM 72
CEZ 77
Total 149

No. of cases excluded

CXM 28
CEZ 24
Total 52

No. of cases evaluated

CXM 89

|___ Evaluation on CEZ 97

i ff “Total 186

Total no. of side effect Total 186
cases

No. of cases excluded

CXM 100 CXM 11

CEZ 101 No. of cases evaluated CEZ 4

Total 201 on clinical efficacy Total 15

and side effect

Judgement by
doctor in charge

CXM 96
CEZ 101
Total 197

No. of cases

excluded
| cxM 4
CEZ 0

Total 4

No. of cases unassessable
on clinical efficacy

CXM 8
CEZ 14
Total 22
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(3) RMBE¥HHR

EAEVER LB ARCTENE, MoHER (Fh
B, TE, BRNO 4B THE L

(4) EBIfFR (BHERNEZED

- BIfERMRRBR LB aw, ToER, B (BE

PERE, BECHH) HBERLUREERORH, &5#
HOME, AERECOWTHERCTE BB Y EMT
T Lico

(5) F R %

BE5 T AROBABRRDRLOOREIERAYHEL

REAZ L ERES Y, PRFHEKRL, FE Lk
WD 4 BY R A CHIRE Lo

3) fER, IrROEEFINKEE

FREFFERCER L@ 40 ER, FFRE2W
T, BEMIBEIAE, TEERLUR 14 BERIL
L, BREEROREEYEB LI, Thbb, B, %
HE, TREHLOCCRRSFE TR, +, —D3&
B, BEZEMERTTIE P, PM, M, —D 4 B¥FE, Hogfs, Bk
ER, #7727 —¥Tiz+, —D2BBREBELLEAD
R, BIRCOWT, #E5RiN—DEMNEZRVTLOH

Table 2 Reasons for exclusion (Judgement by Committee)
From the analysis From the analysis
of clinical .
of side effect
Reasons excluded efficacy
CXM CEZ CXM CEZ
Without objective disease 7 8 1 1
No. of insufficient t
o. [¢) 1r.1su icient symptom 6 4 0 0
of infection
For side effects (eruption) 2 2 0 0
g
g For asphyxial death due to
S 2 1 2 1
I sputum or food
B @
§ _§ For death due to septicemia 1 0 1 0
5 o
=
£ g| For operation 0 1 0 1
c .8
S =
2 = For thera f diac
A : he py of car 1 0 1 0
insufficiency
Iml?r('we?mement with pretreated 1 4 0 0
antibiotics
Combined therapy with other 3 1 3 1
antibiotics or steroid
Insufficient examination on
. 1 2 0 0
chest X-ray picture or others
Treatment with two times daily 3 0 3 0
Pseudomonas infection 1 1 0 0
Total 28 24 11 4




€694

CHEMOTHERAPY

JULY 1980

Table 3 Reason for exclusion or unassessable
cases in clinical efficacy (Judgement
by Controller)

Reasons CXM CEZ
Treatment with
o . . 3 0
.S | two times daily
2
Q
& | Urinary tract
. . 1 0
infection
Without objective
. 0 4
disease
B
S | No symptom of
Q2 |, . 0 2
‘?:'; infection
RN .
-2 | Discontinuation of
S | treatment within 6 4,
£ | 72 hours
3
[ .
© | Improvement with 1 3
3]
% pretreated antibiotics
2
# .| Combined therapy with
55 | other antibiotics or 1 1
steroid
Total 12 14

EEY 3+~1+, T, —1~—3 THELTHE LI,

Fio, KB LA 8~10 (HF), 5~7 (4), 3~4
(), 1~2 (+), 0 (=) D5EHE, &#B (1 BH0RE
EAE) 1, 39C LIk (), 38C & (4, 37C &
(+), 37C ki (=), CRP it 4+ LI E (4D, 2+~
3+ (), x~+(+), —, AMmEEK (WBC) ik 20,000
iE (D), 12,000 LhEk 20,000 kit (H4), 8,000 LA
£ 12,000 ki (4), 8,000 K (=), Kt (ESR)
%60 LIE (), 40 LAE 60 ki (H), 20 LiE 40
Kili (+), 20 Kith (=) DEThFh4BECHEL,
T OYEE XL L AEOELET X h¥E Lic,

8. Key code DBfH bW — % DEN

FTRCDF—swavtr—5—FRLOEMTIE
AT AR, AERESDOHEBCATL, BELE
ET Key code #FfEf L, F—2D@Iizavie
— 5 —FB£ T MANN-WHITNEY O URE (Zo), 3% #H
E (v, FSHER OEHERRFEE (P) %AWTHk

S To FeEL, BEHM, MEFHRESRCEETS
AREEL LUV BERERERBAREEREAC VWD
B2 v r e — 7 KRR LTI, Bl L g0
FEZ X T,

¥, MEAMOHBIIERESS UT: T8£S
bl BRI UTEMEADY ] ELTRIFE -1,

74 &

1. #HREHER

KA EAV TS I ERAFE, Tablel RT L
h 201 BITHYH, CXM #5 (CXM ) 100 #), CEZ
#E5F (CEZ #) 101 fITH -7,

ZhG201ERADS D, BITRROAINEELHET
IR AERIRZD R¥IE T 149 B (CXM B 72 4, CEZ
B 77 B0, BIfERHE T 186 #I (CXM £ 89 4,
CEZ % 97 ) Tholo th, FRERIZRAE
KRER, BIfEA, BREOHEDETNGL, av e
— 7 =B LI 4 BIRER\ 7o 197 61 (CXM B
96 6, CEZ B 101 fI) Th-tco Mods, =D 197 f
D5b, 22 f (CXM B84, CEZ B 14 ) X2 v

bE—S—HF L Y RAERDETRAGN E LTRD &R
27

PRALI’EEERSEHED LB L 7o £ flik 52
B (CXM % 28 f5, CEZ & 24 #) ThbH, *0OK
AEHIL Table 2 WRTER D, HWEIER (GBS
BX% BRI, BHEREZS ORE, RERPERE)
15 B, RRESERH A SIIL I TREEREIESR 10 Fl, 72
KRIAR DB SFIEF] 10 §IT, F OO REHEER
BID 17 BITH b, FAEABMOBRAGIE, BRABHL
BREOERZ LD oo ¥, BFADHE SR
S UTCEERN 15 I (CXM 2 11 4, CEZ B 460
THH, EONRIAGHRE (REBRRE, BithE
%) 261, 72 RERLIRORE ik 4l 6 61 (BIfEAR X
BHIEFIEER TV, TOMOR S S EEBsl
THTHD, BB CXMBETETFEh -1,

=%, avie—5— T, /PERELSTHRNLE 52
Pl RE 10 6 (CXM 6§, CEZ B 4 40,
RERIERD 2B NI TREIFE /B 8 I (CXM B 6
B, CEZ B2 00D, *Dfhostfadebif 8 £l (CXM
LV CEZ H& 400 D 26 i, LAKaKRY
B Sh, BD 26 Gk 4 GIA S h, 22 Glixsh
RETBEHAEL LTRYHE -7,

B, a VR =5 —¥F X BB CRHER
BOIOMRIL, Table 3 RT L b, Bbh4 BlE\T
b CXMBETL H 2[EREY 36, REBGLEED 16
Thotco Eie, FHERH 22 AIONTIL R R IKE
(BHESEZ%, PIE fEGRE, RLMREL, OFL)
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Table 4 Background characteristics
No. of cases Adopted by Committee Adopted by Controller
CXM | CEZ Statistical CXM | CEZ Statistical
Characteristics (72) (W) analysis 9%6) | (101) analysis
Male 46 49 64 64
Sex NS NS
Female 26 28 32 37
< 20 yrs. 0 3 1 3
20 — 29 7 9 7 9
30 — 39 8 6 10 11
Age
40 — 49 8 13 NS 9 14 NS
50 — 59 13 10 22 13
60 — 69 17 22 25 27
= 70 19 14 22 24
< 40 kg 8 4 9 8
40 — <50 28 30 35 37
50 — <60 22 25 26 31
Boc'1y NS NS
weight 60 — <70 9 9 15 12
< 170 1 7 4 9
Unknown 4 2 7 4
Pneumonia 50 52 78 72
Mycoplasm‘al 1 3 1 9
pneumonia )
Di . NS P<0.10
iagnosis : :
Chron}c res.plratory 21 92 15 18 (Zo)
tract infection
Other respllratory 0 0 9 9
tract infections
Mild 38 36 46 45
Moderate 31 36 40 48 )
Severity NS NS
Severe 3 5 8 8
Unknown 0 0 2 0
Underlying No 33 36 43 49
disease & . NS NS
complication Yes 39 41 53 52
Pretreatment No 60 64 78 81
with NS NS
antibiotics Yes 12 13 18 20
Concomitant No 39 51 NS o4 70 P < 0.10
drug Yes 33 | 26 2 | 31 Zy *%)
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Fig.2 Distribution of pretreatment symptoms and clinical findings
(1) cases adopted by Committee
20 40 60 80 1007, 20 40 60 80 100%
— —_
Body CXM ) CXM
temperature| Riles
CEZ CEZ
CXM|E7Z (M
Cough Dehydration Xl
CEZ} CEZ
Volume CXM[E CXM
of H Cyanosis
sputum CEZ [{ZZ CEZ
Property CXM
of CRP i
sputum CEZ CEZ
Dyspnoea CXM WBC CXM
CEZ CEZ
Chest pain CxM ESR CXM
CEZ CEZ
- EA: + ER: H#
CXM : 72 cases, CEZ : 77 cases
Fig.3 Distribution of pretreatment symptoms and clinical findings
(2) cases adopted by Controller
20 40 60 80 100% 20 40 60 80 100%
Body CXM N ]
temperature o Riles ' NS
CXM R
Cough Dehydration NS
CEZ %]
Volume of X CXM &
sputum Cyanosis L NS
Property
of CRP
sputum Qo [
CXM FZ. ]
Dyspnoea Eﬂm WBC
CEZ % R
Chest pain CXM ESR
CEZ
= 3+ B - [ # Unknown
CXM : 96 cases, CEZ : 101 cases
46, 72 BELUA DO EEFIES (PEESERL) 10 ¥h, avie—S-RAMATE, W4, BHAED

Bl, T OMNREEEBE 8 HITH -0

2. BEOERRET

1) #F, 4, BFE DWR EEE HERKER
LOCADHE, BRI, GrRZEA

KBRBEDWUT, 4, KE, BWiH, BEES X 0K
KR OV ADHE, BERBRIMONAERRS OO
B 5RO PR EFR D F IOV TRET Lico B
Table 4 KRT L FH T, NEALEKAMATIVTHhD
BAFCRCTIAEAMOBEDOER R LD T

FRECE\CHEFRICRE b OEAL R SR cH, F0O
MORF TRAEFMCEREOEY R EDich -1,

ek, B4R, BEEECOSWLWCOI/PNERLRELTIE
NERESHEDHRY, ¥z vt r—5—RAFATIE
FHREHEDOERYIEA Lo

2) ®REFOER, ROBE
REEAZEROGE, B, BEE, BHkR, ¢
REEE, MofE, Wi >, BiAKEER, #7 2 —+, CRP,
WBC, % XU ESR O&E% Fig.2 XV Fig.3 I,
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Fig.4 Susceptibility to CXM and CEZ by clinical
isolates from sputum

(1) cases adopted by Committee

Table 5 Distribution of pretreatment severity Treatment Substrated Treatment  Substrated
group drug group drug

on chest X-ray finding

o—o o----0
(9 strains) CXM CXMI (9 strains} CXM CEZ‘ i

S, x---x N.
(8 strains) CEZ CEZ |

il :
(8 strains) CEZ CEZ J

Degree of Adopted by Committee | Adopted by Controller & joqf 10 cells ml Lok 10°cells ml
mi | W F W]
0 0 0 0 1 R g
1 1 3 1 4 g
2 5 7 5 8 <1.56 3.13—-12.5 =25 <1.56 3.13-12.5 =25
MIC /sg ml
3 12 11 12 12 (2) cases adopted by Controller
4 12 9 16 10 Tr;;:';nt Sugi:‘;u!ed Tr;::::;nt Suh;::;becd
5 12 13 12 13 (14’(2&?"5\ CXM CXM | N (14:}_r:ins~ CXM CEZlN‘ .
6 4 7 6 10 i:.,loo ;2?:;‘“:1 CEZ_,C:;),(MJ 100 (lis:er;;sm; cez cez)
7 5 3 7 4
8 0 1 2 1 ? 50 50
Unknown| 21 23 34 38 3 o
NS NS N T T e N R T T
MIC (ug/ml)
Table 6 Distribution of clinical isolates from sputum
No. of cases Adopted by Committee Adopted by Controller
CXM CEZ CXM CEZ
Clinical isolates (29) (35) 41) (42)
S. aureus 4 3 6 4
S. preumoniae 5 7 6 7
3- strept. 0 1 0 1
Klebsiella 3 6 6 8
E. coli 2 1 3 3
H. influenzae 6 5 6 5
Haemophilus 1 5 1 5
Enterobacter 3 1 3 2
Serratia or other GNB 2 0 3 0
P. acruginosa 1 1 2 2
Mixed infections 2 5 5 5
NS NS
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Table 7 Duration of treatment

No. of cases Adopted by Committee Adopted by Controller

CXM CEZ CXM CEZ

Duration (day) (72) (77) (96) (101)
<6 1 3 7 9
6—<8 28 37 35 48
8—< 12 11 6 12 10
12—< 14 6 1 9 3
14 26 30 33 31

NS NS

Table 8 Reason for continuation of treatment over 8 days

No. of cases Adopted by Committee Adopted by Controller
CXM CEZ CXM CEZ
Reason (43) 37) (54) (44)
In chest X-
i chest Aray 12 13 15 14
finding
Insufficient e
. nc
efficacy symptom 10 2 12 3
in 7 days
treatment In chest X-ray
finding and 3 4 3 4
clinical symptom !
More improvement was
expected by continuation 14 15 20 18
of treatment
Others 4 3 4 5
NS NS

Table 9 Overall clinical efficacy in all cases judged by Committee (7 days later)

Drug No. of Overall clinical efficacy Statistical
cases Excellent Good Fair Poor analysis
8 46
CXM 72 — 11 7 P< 0.05
54 (75%) (x*(Ex), P(Ex))
1 49 P<0.10
CEZ 77 18 9 (Zo)
50 (65%) 0

Ex : Excellent
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¥, MEB LR AR Table 5 ic¥ Lawicrs, NER
&R IVavie—35—gRAHLY, CRP, WBC %K
WTRARABCEEOEY R LD Ish » 1o 78 ¥,
CRP % XU WBC TII/INERLK IV 2 v ir—5—
HAGIE S CRP THEFMCAEDOR» %, % 1,
WBC THZEAIRICRE » DAL & & DT,

3) HHEER XUV CXM 7 b CEZ miext+ 5K
<3

Table 6 iR &EBh, NERELSFEAGI T 64 6l
(CXM # 29 fl, CEZ ¥ 35 %), =vim—3—if
ABITix 83 # (CXM %f 41 #I, CEZ % 42 f) &
BHEHLENSEE IR, DEEOBRIIAESRMIT
BEDERZ EDIch o1, 1ok, HEEO S bEAHE
LRERINIEFAINEB SRR T 59 GI(CXM B
27 §l, CEZ B 32 f), =2 v tr—5—8HFITIL 76
fl (CXM 2 37 #l, CEZ B 39 ) B9, ®HHDO*%
hZh 5Pl O 7 BUEHZERE Tik e\ 2 R & T
ETHT ENEELIESTH - 1,
CHhHLDOHHEED 5L, NEASKARTD 17 i,
avie—3—AGTO 2%k OWTHE L CXM
B IV CEZ w3 AR HI, Fig.4DEkhThD,
B L MR ORI REFARCEEOERY R LD
oo,

4) HBEHE

CXM % X v* CEZ o 5HREAIE LT7 B,

FHRELALELRHLBAITIL 14 BETHETAE L
& Lichy, Table 7 1IR3 &k b lWEFM CHRELMIC
BREOER R LD T, ¥, 8 AUEHEZRT:
EG CNERESFA 80 B, = v w—5—#A 98 #)
DHEEGMHFEEEIL Table 8 WRT &% bT, 7HKRSE
X OWHRERTESFINVPNREESEAT 44 F (CXM B
25 %, CEZR 19 ), =vitr—5—8HTS5LH
(CXM P 30 4, CEZ ¥ 21 ffl) Thotco ¥t 7
AEIZ X R LSRN, SOHREXIAFLT
B 5w ki L7-iERNT T h T h 29 4] (CXM B¥ 14 1,
CEZ B 15 #) % X0 38 Il (CXM % 20 #il, CEZ
I8 B THbh, TOMOEHTIDLDIIERSE
BEATTIH, 2vir—-5—4BTIFITH-7 8H
Ll e 5 L BH TN EREBARAR L2 v
Fr =7 —RAMNL IEEFECEREOER R LD
>

3. RAEEKE

D NEESHE (7 BEHE)
NERESFAGOHRS 7 ARHEC X 5K ABERE
TOWTIER SO B Li-ER% ¥ L, Table
9~131T7R Lz, BIEFIC X3 5 4 AERIK %)%, Table
9 wRT R HT CXM B (72 §I) TXER 8 (11
%), B 46 Bl (64%), B% 11 6l (15%), &%
78 (10%) THb, CEZ B (77 f) TRE#H 161 Q
%), HB%h 49 B (64%), *RE% 18 #iI (23%), &X

Table 10 Overall clinical efficacy classified by diganosis (judgement by Committee, 7 days later)

) i No. of Overall clinical efficacy Statistical
Diagnosis Drug .
cases Excellent Good Fair Poor analysis
7 34 5 .
CXM 50
41 (82 %) P<0.10
Pneumonia N l m
CEZ 52 10 1 (x*(Ex), P(Ex))
41 (79 %)
0 | 0
CXM 1 p 0 1
Mycoplasmal 0(02% NS
pneumonia CEZ 3 0 | 1 0 2
1 (33 %)
. 1 | 12
Acute excerbation CXM 21 6 2 P<0.10
in chronic 13 (62 %) ’
respiratory 0 ' 8 Z2)
tract infections CEZ 22 8 (36 %) 8 6 0
(%4

Ex : Excellent
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98l (12%) THbH, FHULOBHRZE T, B
A CHEEOER R LD -1t (CXM B 75%,
CEZ % 65%), ZXRizk\Ti3, CXM FHEINFREIC

BEh ot (P<O0.05, %% P),

WA RIORSIX Table 10 D E &b T, g TIIE
R I WT CXM FEXE VAR ZR Licat (P<O.10,
1% P), BHULOEHRCRARKECERELY R LD

ithotz,

FEERERREOSMIEE T, URECHVT

CXM HOEZERN CEZ Bt LT ShIcEmERL
t=7% (P<0.10), y2 METRAEFMCEEDOEL L
Ldieh o tco

4RI Table 11 RTEE D, 50~59 FOfE
#lT CXM B EE B VWA RER LA (P<
0.01, Zo, P<0.05, x% P), ZDfOF4LE TIXFHHEH
CHEBDER R EDREI T,

EREER T Table 12 iRTEE D, PFEFECH
T CXM BOERHEN CEZ Hiclh LEELEL @

Table 11  Overall clinical efficacy classified by age (judgement by Cnmmittee, 7 days later)
No. of Overall clinical efficacy Statistical
Age Drug :
cases | Excellent ‘ Good Fair Poor analysis
CXM 0
<20 yrs 0 | 2
CEZ 3 0 1
2 (67 %)
2 ( 2
CXM 7 1 ” 2 1
57
20—29 67 % NS
0 7
CEZ 9 ’ 1 1
7 (78 %)
1 ‘ 6
CXM 8 0 1
7 (88 %
30—39 8 %) NS
0 6
CEZ 6 ’ 0 0
6 (100 %)
1 ‘ 6
CXM 8 1 0
7 (88 %)
40—49 NS
0 10
CEZ 13 ] 3 0
10 (77 %)
oxM | 1 1 | o . ) P<0.01
50—59 12 62 %) Zo)
o | 4 P<0.0
CEZ 10 4 2 <0.05
4 (40 %) (x*, P)
3 ] 10
CXM 17 3 1
13 (76 %)
60—69 NS
1 12
CEZ 22 ‘ 5 4
13 59 %)
0 ‘ 11
CXM 19 4 4
> 11 (58 %)
-l 0 [ NS
8
CEZ 14 5 1
8 (57 %)
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Table 12  Overall clinical efficacy classified by severty (judgement by Committee, 7 days later)
. No. of Overall clinical efficacy Statistical
Severity Drug X
cases Excellent Good Fair Poor analysis
1 28
CXM 38 8 1
29 (76 %)
Mild NS
0 ’ 27
CEZ 36 7 2
27 (75 %)
6 17
CXM 31 l 3 5 P<0'02
23 (74 %) (Zo, x*(Ex), P(EX))
Moderate 5 ‘
18
CEZ 36 11 7 P<20'10
18 (50 %) (x?Ex+G), PEx+G))
1 ‘ 1
CXM 3 0 1
2 (67 %)
Severe NS
1 [ 4
CEZ 5 0 0
5 (100 %)

Ex : Excellent

<0.05, Zo, x% P), Fiz, AL LEDEML CXM #
T 31 frh 23 Bl (74%), CEZ #T 36 fis 18 I (50
%) Thbv, CXM BEXEHLULOEDRTHCEHEE
Rl (P<O0.10, x2 P),

DB DR EEERLI R Table 13 DE %Y T, E.
coli ¥ X0 Klebsiella, Haemophilus, Enterobacter
ZDffi> GNB, BARRITHEFMCER 0EXARE
Bithot, LmL, S.aureus (CXM F 44, CEZ
B30, S. pneumoniae (CXM B 5 I, CEZ BE7 f)
B LW B-streptococcus (CEZ B 16 X GPC R
BHTIRURBC I\ T, CXM HTEBRTSChE
#HRERL (P<0.05), FISHER DEHEHREC X 5H
U EDEFHRTH CXM BTEWEALZRLE (P<
0.10),

2) EREHE (7 BFE¥HB)

a2V b r—F—=2H LLER Q97 FD wownwT
FHRENBE 7 BERHE LB Table 14 TR$
LB DT, MEFRTEEOEIALRNILI T,

ik, BE7BBATBOZESE, 4, BEEELLV
EABERN DR ATERSE T, EEENCER Lics
BOEEYRTEAT, CXM B (84D 2358 2 4,
2RE 16, #5346, HESB2H6, CEZ F (8
B 2214, B4R, BRG], R 2
BlTHy, URECEWT CEZ HOBEHRLTShic

Ex + G : Excellent + Good

fEE (P<0.10) ZRLHf, "EAHECEED
EHBEDIh T,

3) 8 HHUEEEFIOHREKTRHE

Bk Lick3sbh (Table8), 8 AL EDHEIL, IE
B4&BAFITIX 80 i (CXM % 43 §l, CEZ % 37 £,
avir—35 — AT 98 Fl (CXM B 54 f,
CEZ B 44 B) Tholo ZD5H, NERKKAG
Tix 64 (CXM #26), CEZ F44D, =vir—3
— BT 18 B (CXM B5 4, CEZ # 86D kK
Wi FRFh 74§ (CXM B 41 f5l, CEZ # 33 B,
bWz 85 Bl CXM B 49 @I, CEZ # 36 #I) o
WT OB AEEREEL Table15 DR HTHY, INE
BAHELOOREREHE (2 v v — 7 —RAD
bz, MEFBTAEOERREDIEM T,

ok, SHERHERTIbI - TER ORI BB,
INEESEAATIE 9 BERBOBEHIS5 F (CXM 32
@, CEZ B34, HEHHPOTEZMMERS 16
(CEZ) THhY, =vbhr—35—FATXI BRIMD
#5664 (CXM F24l, CEZ B 40D, BREHMEF
DAFwA FhHDHWEFALFIOMAST X 2HRHER
EEBIA 7 (CXM B3 BI, CEZ B4BD TH-7

4. ER, FTROEEISEE

*iE, B, HEORR IOMIR, RESE KoE,
WS, KL Ss, CRP, WBC X0 ESR ©
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Table 13  Overall clinical efficacy classified by clinical isolates from sputum
(judgement by Committee, 7 days later)
No. of Overall clinical efficacy Statistical
Clinical isolat D i
tical 1sofates rue cases | Excellent Good Fair Poor analysis
1 8 P<0.05
CXM 9 . 0 0 o)
Gram 9 (100 %) ©
positive cocci 0 ‘ 7 P<0.10
CEZ 11 4 0 (PEx + G))
7 (64 %)
0 ‘ 3
CXM 5 1 1
E Cf)ll. 3 (60 %) NS
Klebsiella 0 ’ 5
CEZ 7 0 2
5 (71 %)
0 | 5
CXM 7 2 0
5 (71 %)
Haemophilus I I s NS
CEZ 10 1 2
7 (70 %)
1 ‘ 2
Enterobacter CXM 6 3 50 %) 2 1
or NS
Other GNB CEZ 2 0 ’ 1 1 0
1 (50 %)
0 ] 1
CXM 2 1 0
1 (50 %)
Mixed Infections 0 I . NS
CEZ 5 2 1
2 (40 %)
Ex + G Excellent + Good
Table 14  Overall clinical efficacy in all cases judged by doctors in charge (7 days later)
Drug No. of Overall clinical efficacy Statistical
cases Excellent Good Fair Poor Unassessable analysis
15 44
CXM 96 18 8 11
59 (61 %)
17 45 NS
CEZ 101 16 7 16
62 (61 %)
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Table 15 Overall clinical efficacy in all cases judged at the end of treatment (9~14 days later)

No. of Overall clinical efficacy Statistical
Judgement Drug X
cases | Excellent | Good Fair Poor Unassessable analysis
5 33
CXM 41 3 0 0
38 (93 %)
By NS
1 | 28
Committee CEZ 33 2 2 0
29 (88 %)
12 ! 27
CXM 49 8 2 0
By Doctors 39 (80 %)
NS
In Charge 10 ‘ 20
CEZ 36 5 1 0
30 (83 %)

Fig.5 Improvement of clinical symptoms and clinical findings (1) cases adopted by Committee

Clinical symptoms No. of cases Improvement o—oCXM treated Group
or Day judged rate (%) x---xCEZ treated Group
Clinical findings CXM | CEZ 10 20 30 40 50 60 70 80 90 100
3rd day| 62 59 o %
Body temperature | 7th day | 62 59 A
i 14th day] 39 | 29 4 )
3rd day| 70 77 s .
Cough 7th day | 70 77 ‘-""N‘\
14th day| 44 37 i
3rd day 70 75 LN .
. Volume of sputum | 7th day | 70 75 T
: 14th day| 42 | 37 P<0 10T
] ard day| 70 | 75 =L
iPropertyof sputum! 7th day | 70 75 \“0;‘ x| i
(14th day| 42 | 37 P
3rd day | 34 36 > | |
Dyspnoea 7th day | 34 36 \?‘ ! |
l4th day| 19 | 20 i3 |
T T T3rd day| 31 | 31 ’ |
Chest pain  [7th day | 31 31 RN
14th day| 19 | 19 | *
13rd day 55 59 e
Rales | 7th day| 55 | 59 AN
[14th day| 31 | 29 |
-ray [ 3rd day| 50 52 el ‘
E:Z:gx‘my [7th day | 50 | 52 NN
[T4th day| 31 | 28 L 1 i |
T 3rd dayl 71 | 75 |t L ‘
CRP 7th day| 71 | 75 | T
14th day| 44 | 37 | | ] | T
[3rd day| 59 | 56 \ xS
|  WBC [7th day| 59 | 56 % =
L 14th day| 34 | 30 ] | e
]' 3rd day| 66 74 ox
| ESR Tth day| 66 4 | | | T .
| 14th day| 43 37 Mo 1

Only patients with pneumonia were judged in improvement rate.
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Fig.6 Improvement of clinical symptoms and clinical findings (2) cases adopted by Controller

[ Clinical symptoms No. of cases|Improvement ~ =—oCXM treated Group
or Day judged rate (%)  w---xCEZ treated Group
I Clinical findings CXM|CEZ | 10 20 30 40 50 60 70 80 90 100
: 3rd day| 79 80 I\
1' Body temperature | 7th day| 79 80 3
14th day| 46 35 o
| drdday] 94 |100 aay i
Cough [7thday| 94 | 100 e
(hday] 55 | 44 R |
\ ddy| 92 | 97 | |oho ]
| Volume of sputum [ Tthday] 92 | 97 & 1.
| (14th day| 52 44 Tl A N SN S B
i drdday] 92 | 98 o0 I
|Property of sputum | 7th day| 92 98 K -
| Mthday| 52 | 44 IR
| 3rd day| 41 45 | A |
Dyspnoea Tth day| 41 45 %& Loy
Wthday| 22 | 23 !
drdday] 35 40 S, ;
Chest pain [ Tthday| 35 40 ! RSN
Tthday] 20 | 19 | > 1
3dday] 67 | 73 . ]
Riless  "7hdyl 67 | 73 T L]
L Mthday] 34 [ 33 ~i !
[ [ 3rdday| 78 71 i J
Qheft X-ray Ty 77 7 ﬂsg“\ 1
| finding + Tnaay] 44 | 36
r 3rd day| 90 97 |oAmtend
CRP Tthday| 90 97 ™
14th day| 52 43 P |
3rd day| 75 74 *b O
WBC Tthday| 75 74 et
lthday| 41 | 35 )
drdday] 84 | 96 oy
ESR Tth day | 84 96 b
14th day| 52 42 S

« Only patients with pneumonia were judged in improvement rate.

11 HEEDSWT, #E5MEHE LcRE3R%, 7H
HHLUI 14 BEROBERY/IEBLSEAHL ST
2avitr—S—-RAMACHFTTELD, Fig.5 I
Fig. 6 IR Lico 7ods, RFHEAZEEINCER, R
EHETHLOKBY, Fh, BHVvESBEMLCO
TRTHRE L,

HFHREABIOHKFER (Improvement rate, x2 K,
FISHER HERERE) 11, NERS, 2 v e —5— v}
hOERAAITHHE 3 BROBEHEOMRIZ 5\ T CEZ
BDEVHEMEE (P<0.10, 32 P) %R LicLisbicil,
FAEFBCEREDERZ EDich o1,

Fio, BEBTE BB LER, B R OB ¥ (Degree
of improvement, UMRE) 1%, BRBH IV LvE
BN CTHERRCEEDOEY 2 L bieh -1, K
DYER, BHER X UK VR SROBEOREI DL
TiX, Fig.7 3 X0 Fig.8 WiRlic, INERLIELHH
T, Fig. 7R T LB VG 14 BE DKM LS
DREDPBREN CXM BHTEE I T <h (P<O0.01,
Zo), BRETIX, #E3IPHOHNEOREN CEZ B

THShsEE (P<0.10, Zo) R Lico iz, 3 v
Fr—5—RFITIL Fig. 8 iRt Ekh, HE14HA
RO VRSB DOHEDOREN CXM BTT Shi
REETR LI, fok, BROMRIL, p2RELLUTR
FISHER DE#ERERYE: T CEZ B CHERIGWEA
ZARLIY, URER X Z2HEOBETIY, PERS,
TV EFR=F-WTFhORARTLEEARICEEDE
R DI T,

5. MIE¥M%E

NRELWMAGOSMED > 5, Bl b UCREARK
Fomplxib 3, BHRHUETEL 53 EEcoWT,
BEEACHBEENOBRLHE Lico TR, Table
16 WRT LR YT, Haemophilus iwif+% CXM B
DHIEHALRIZ CEZ Bt Lt S h A% R L
ZTOMMOBEETITEFIICHEED £ % L L o iho
oo

6. EIfff%s XIUEKRREBRE

(1) IFEL¥ER

EBRREBERE % 8D BIFAOREIEE 12, Table
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Fig.7 Degree of improvement of sputum and chest X-ray finding compared
with the initial finding in cases adopted by Committee

(1) Volume of sputum

cumulative percentage
10 210 3:0 40 50 610 7P %0 90 100

CXM(70) T

3 days later ' L — P<0.10
CEZ 75/ 1 0
CXM (70)[] b H]

7 days later ] - N.S.
CEZ 75) _ [
CXM (42) ]

14 days later . o E:I NS,
Cez 31l d Il

(2 ) Property of sputum

1020 30 40 50 60 70 80 90 100

3 days laterCXI\I 701 U .| IJ \.S
CEZ 15) T 1 ]
7 days latercx‘\l 70 L = l ! \.S
CEZ (75) | A 1 ]
CXNM (42 i
14 days later J 4 . . J—I N.S.
Z 37) i 1 ]

(3) Chest X-ray finding

(patient with pneumonia

MG
3 days later CXM(50) 1 - J N.S.
CEZ 52)[f 7= ]
XM s50)[E T~ )
7 days laterCX 1150 i N . N.S
CEZ (52) [
CXM (31)
14 days later
CEZ (28)
3 grade improvement
[_Junchanged PR 1 grade aggravation
[CH2grade
231 grade [Junassessable cases () No. of cases

17 wRT L% h CXM 7 83 fidh 13 §l (15%), CEZ
B 97 Bk 19 B (20%) THH, MEAMCEERDE
NN (RIS Ry

ChSDBEIERD 5 b, BRER T E LIGEFIICXM
Bopl, CEZE6HITHY, LORRL, FEn CXM
B3 X OCEZ [BET%& 20, drug fever, DFJTE, A
76 « SRR X O mRs CEZ BT 1AITH-
Foo 7o¥s, drug fever 3 X OMEIMREZMREEER\ 7 6 Bl
GEIEAORBI X hfExHIE LT,

ERREEESE I CXM B 11 £ (T 16 §1), CEZ
B 13 ) (K 24 B) ThoTo

I A ERE GO RBAEICOVWTIL Table 18 O
EEbh, FhERORERBINCREENCHT2ED
RTHbb Ll LOME, CXM HTRHFRRES,
GOT 3 X0 GPT 0 LAFIN % 3HI (3.4~3.5%) T
Bb, oMo 7HATEERERIPIRRE,RALR
+:o %7:, CEZ BTk GPT DLEA8F (9.0%),

GOT D L8» 66l (6.7%), FMuEkH (RBC) LU
~=t 270yt (H) OB B ICILFRFAER
(BUN) O LB E 26 (2.2~2.3%) CHaEDDHR,
Fofo 4HETIEETALR] Bl REFN R EDLR
Foo To¥s, AHEERNORBAEIHEEAMCEED
R L LN oT El, EHEZ—HAT AL (BE
$E] CXM BE7cH0UC CEZ BE4& 29 ), M7 v7
#=+ (CXM P 83 {jl, CEZ B¥ 87 #fi) % XU RBC
A RATR (Bl, WBC, MR, CXM & 82 fi~
85 fl, CEZ Bf 86~90 §i) TRFIEAILbRFEEHE
Digh -1,

(2) FHEHEG GHEHELE

2y b r—35—FARKCOWT, EEREHECXHE
EHREEYB L1

EIfE RSB S Table 19 RT &k ), CXM B
< 96 Gl 7 @l (7%), CEZ BT 101 fi 10 £ (10
%) THYH, HMEAMCEZOEILLIILS 2T
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Fig.8 Degree of improvement of sputum and chest X-ray finding compared
with the initial finding in cases adopted by Controller

cumulative percentage

(1) Property of sputum

10 20 310 40 510 60 70 80 90 100
| : (i

CXMO2 [T BT — ..
3 days later ‘ N B N.S

CEZ (98)fstoof | ]

CXM(92) [ B | I i .
7 days later _ . . N.S

CEZ (98)|. Baddu o 3 I K]

CXM (52 - @ g ke] I f ] NS
14 days later CEZ e TETE l .| .

cumulative percentage
(2) Chest X-ray finding 10 20 30 40 50 60 70 80 90 100

(patient with pneumonia)

| ]
3 days later CXM (78) . - . NS
CEZ (71§ [ ]
‘ i
7 days later CxXM (@) [ N.S.
CEZ (11)
M(44) |2
14 days Iater P<0.10
CEZ (36)

RBELLEIERD > B, BE6FI-Thi BERE
EREGTH 1o Tiobb, CXM BTILIFHBRYS
BI1 Bl X O R—FEFI CIF BRI S & GPT » k8 Lic
EFI1PITHY, CEZ BHTRE—EMCIHFBERREES L
BUN EH L7516, GOT % X8 GPT 2t iz
LERULIHNIBITH - too 1o, HEHE 11 flO5
B, 7THILEE LI DNBRRESHETAR L R ERERY
BLICERIT, 246 (CXM B L0 CEZ B4 2
B Te LORDEITHE, BEE - ETIR, BRI 1
Bl (Fhd CEZ BE) Thotoo B DD 4 PULIRFR
Bz olizEr bhicWEE, RWEKLLOT
g X 2 1% S O FEH (CXM # 3 4l, CEZ
10D Thy, =avire—5—D¥ER Ly, BEIEA
DBREXHEEL LIENTH S,

7. B A H%

FHREC X DHEI WAL NERLEANKS
Viea v br—35—AFHICDOVTHRE L, Table 20
2 LBl NERALEAATRRRERU LOERAR
Yl CXM B Tix 72 fih 68 il (94%), CEZ BTix

[ unchanged

[Junassessable cases ()

BR2A 1 grade aggravation

: No. of cases

77 Bl 65 B (84%) THH, LLEAULOERRIL
CXM BETEWHEAYR L1z,

&k, v be—5-RAMTIAERNRCAEREOE

P ENP RS IR o
% =

EHARERIC X > TRYEYBTRT 284, 1ED
BERELVCESEBIRET L HAENME O A H
B KEOEEE, ZOMORTI X TRESIhS
2, —RCHOAETE, 1 BoREEKE LT 2 @RS
NERIhTW3,

Cefuroxime 123\ T %, open trial'® Tix, K¥Ep
LA 2ERE X D &S hich, PR L OWRER
FIRORERFET, 18 750mg %1 | 2 Bl 53584
SO AEEY 1 H3EBET ABECHEDRNEL kD
ZENHREDLNT,

T, =V RAERPHRPIEIC 3T 2 Cefuroxime e
B O Cefazolin @%ﬁﬁb%mﬂé?%ﬁﬁﬁzﬁmf%,
PSRN, MRBEC X 5 EROBPECR L, B50
P BRI T RS RERCET 5 B BTt e L 25
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Table 16 Bacterial response of clinical isolates from sputum in cases adopted by Committee
Clinical Bacteriological response o
isolates from Drug No. of Eradicated Statistical
! ; icat .
sputum strains e ( ;)a € Decreased Persisted analysis
6
Gram CXM 7 86 %) 0 1
positive 0 NS
: 1
! cocci CEZ 11 0 1
91)
3
E. coli CXM 5 60) 1 1
Klebsiella NS
P. mirabilis CEZ 9 0 4
(56 )
| CXM 8 6 1 1
‘ (75) P<0.10
] Haemophilus . .
EZ 7 2 3 ©
¢ (29)
Enterobacter CXM 5 1 0 4
(20)
o NS
Other Gram 1
negative bacilli CEZ 1 (100) 0 0

Lo, LrbZOHRIEHOFPREOF I LI H T L
5, BHERREICBIRTA Z EAEND LR TV D,

—7, Cefuroxime @ 1 EliR5 BT AK D IRENI ¥
BB L BE B X0 B R IRMIEE D RSEME & DBIFRA HIR
HEMmzbh, 750mg BB\ % 1,500 mg 2EEKRANIC
BULBETHS LHB IR TWD,

¥, AFOMAEREINTERARE LD, BIRNE
P4, Cefuroxime | Cefazolin 12T\~ AR
PaRTZ EAREIRTN319,

HED X 5 khBEND, KHEEEE Tk Cefuroxime
BV Cefazolin O EE % 1H 750mg 1 H 3@
EL, HBEEL LT, RBEYYEDF T HEL
REBEIBEVEELON B JIE I e bR -
lactamase FEAEIC X AR S\EEZ DR DBES
BRYUER FE, WEF ORI & REeMx B LT,

FDFER, Cefuroxime IPNERERC X557 HE
o LE T 5 R AHKRHRITI\VT Cefazolin
WH L, #5750 FISHER OEHERRETHRCE
WERREYRL (P<0.05), UREIF\TH Cefuro-
xime DFFHEIT ShBERA P<0.10) &R LI,

eI BE Lic Al ffif Tt 0ER)
Rz T, y2 BEl b UNC FISHER DEHEMHRET

Cefuroxime ¥ Cefazolin X 3 < h b A (P<0.10)
RL, ¥, BESKEREETDH Cefuroxime DEZRY
RIIUREBEETT SR AHERA (P<0.10) &R L,

MBEMEMZCBIT 5 Z ORI, B vigakoE
PREC RIINTE V/INEESHAOHEEI KRG
TiX, URER IHHE 14 RO VRAROSEE
DEEH, Cefuroxime THEI T hTwic (PL
0.01),

¥, BHESERPECE T LA ORML, Cefu-
roxime 7% f-lactamase FEEER® Haemophilus &3}
LCHRVWHENIRZRTCERREATAOLEXLRS
A%, EEE, Cefuroxime (X Haemophilus X3 5B
HERNURE BT Cefazolin X b3 hicfm (P
<0.10) #/RLT,

Cefuroxime ¥, F7,
B RYIECK LTS, URE T Cefazolin Ll LR
1wt SRR R R Licht (P<0.05), ZHIIAEH
1 [E 750mg 51 X % APy EpAE»S Gram positive cocci
XL, TADEYRELBLIRETHSH Z LR, Gram
positive cocci 12 X % REHWE 20 D 5 b, Cefuroxime
THEEA B E IR TW5 S. preumoniae \ZX 5%
RRYEM 12 ) (Cefuroxime 5, Cafazolin 7 ffi)

Gram positive cocel T X
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Table 17  Side effect in cases judged
by Committee
Drug CXM CEZ
Number of cases adopted 89 97
Number of cases with 13 19
side effect (15 %) | 20 %)
2 1
Eruption * @2 % | @1%)
g Drug fever 0 !
5 (1.0 %)
E |, 1
E Palpitation * 0 (L0 %)
:g Feeling strange 0 1
O | with headache * (1.0 %)
Sensation of fullness 0 1
in abdomen (1.0 %)
Decrease of RBC 12 2b,c
Decrease of Hb To1a 1€
o Decrease of Ht 12 2b.c
:"é Decrease of platelets o 12 1
& | Eosinophilia 3d 1e
e Elevation of GOT 2 0
g Elevation of GPT 2d 2
g Elevation of GOT & GPT 1 6
3 Elevation of AL-P 1 0
Elevation of BUN 1 2e
Increase of RBC in urine 1 1€

* Treatment with CXM or CEZ were discontinued.

The marks (a—e) in laboratory abnormality indicate
case number and the same mark shows laboratory
abnormality occurred in the same case.

Zhbhic LIcBET LD EEX BRI,

7535, Cefuroxime (¥, EFEREHHELERRIEHNC
BUWTHABCEVEDRERL, AU LDOERRT
4 Cefazolin it L3 ¢hicA% R LI,

a2vhe—5—fAMCOWTOEREHE T,
R, FHULOBSRE L CHEFM TEEOZE
{, THREHBC XBHEHULLEDEL)R (Cefuroxime,
Cafazolin & 312 61%) /NE B £ D % h (Cefuro-
xime 75%, Cefazolin 65%) X h{Eh>»7,

ZOFRE, EREHETRIERESTERAG 48 4

MNEFhBZLENFRELSHEL THREHE L OFEE
BBV LDZLDEEXLNR S,

Tiebhb, PMEASTTRERE LI 48 Bl (Cefuro-
xime, Cefazolin % 24 §) PEHREUE TOHBHR
1%, Cefuroxime 21% (24 #4 5 i), Cefazolin 25%
24 BiFF6 ) THH, Th, THREHECKTH
BHEOETORELIL>TWD, TAOTRERAAY R
EHEDOESHIUEDHERRIL Cefuroxime 75% (72
71 54 ), Cefazolin 73 % (77 B 56 §l) TH-
o

b, TONEBLHRAB 149 Hil (Cefuroxime 72
B, Cefazolin 77 ) IDOWT/IERELR L O KER
EHEC L 2REBRDEYHBE L THS L, HEOH
EHEB L IHE B Cefuroxime TiX 72 Fh 43 @y
CE# S5O, H% 31 4, B4 6], £33 46),
Cefazolin T 77 BlIF 47 B GEZH 1 61, A 32 4,
PREHIC, EXS5B) THoto —F, IFEAHKMUT
Cefuroxime 29 i, Cefazolin 30 FITHH, Zhbn
5%, ThXh 10 fi7cb 0% 14 Bl EBEHE L
ERHENERSHEBTIABELHEI LD THD, |
BDDEFITE, MNERSHETHENER LE-b 0 13
Bl (Cefuroxime 10 ffl, Cefazolin 3#I), {EF L7=d
D 20 B (Cefuroxime 9%, Cefazolin 11 fI) T
b, EREHETHAMN2 G (Fhd Cefazolin T/HE
BLHETRRRER 16, B 16D Thotoo

Efe, SHULMEREFDS b, TBREC L HHE
TR EBHICHTER S LIERDR, PNEELSESDIT
avte—=3—AGL LI Cefuroxime (ERS 43
Bl 25 B, = v b r—3— 54 fich 30 ) A Cefa-
zolin UNERS 7 IR 196, =virm—35— 440
21D LD B ot ZhODERICHTAHEETH
BRHUB L HHFHUEDEHRIINERLZAMC LS
NEREFIE T Cefuroxime 88% (25% Hh 22 fl),
Cefazolin 58% (19 fch 11 f), %74, aviw—>5
—BRRAGIDEHREHETH Cefuroxime 77% (30 ik
23 D, Cefazolin 67% (21 BIFF 14 §) Thbh, zh
B OEGITOR GMFE & B KL R I5E ORI AERI
DBARLRIEM o, 5T, ZhEDEHIOKEHIEL
RAFAED XD IREBREN BRREILR &bt d D
DEYVEERHREYFE LIERATHS L\ k5,

Zh ¥ TIKHET S i Cephalosporin Fiop BE % 225%
RIS T 5 TR IR 20Tk, B & LT,
*WIEL LT Cefazolin pSEEZH, WFhd 1H2E
BEZIVERER TS,

ZZT, ThLoidodhss 1 Bl EErbhbh
DRGSR (2.25g) LAVAR (2g) THRIF IR
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Table 18 Incidence of abnormality due to drug in laboratory findings
CXM CEZ
Abnormalities of No. of cases No. of cases No. of cases No. of cases
laboratory findings measured abnormality measured abnormality
occurred occurred
Decrease of RBC 87 1(1.1) 92 222
Decrease of Hb 87 1 (1.1) 92 1.1
Decrease of Ht 87 1(1.1) 92 2 (2.2)
Decrease of platelets 80 1 (1.3) 82 1(1.2)
Eosinophilia 85 3 (3.5 88 1(1.1)
Elevation of GOT 87 3 (34) 89 6 (6.7)
Etevation of GPT 87 3 (3.4) 89 8 (9.0)
Elevation of AL-P 87 1@1.1) 88 0
Elevation of BUN 86 1(1.2) 87 2 (2.3)
Increase of RBC in urine 85 1 (L2) 86 1(1.2)

Parenthesis indicates percentage.

No abnormalities due to drug in laboratory findings was shown in Direct Cooms’ test, S-creatinine, urinary

protein, WBC in urine and casts in urine.

Table 19  Side effect in cases judged by doctors in charge (Overall safety rating)
No. of cases with side effect
No. of cases
Drug Present
judged Absent Unknown
Mild Moderate
CXM 9% 88 2 5 1
92 %) 2 %) (5 %) 1 %)
CEZ 101 91 4 6 0
(90 %) 4 %) 6 %)

LIDREEIZOWT, IR % Cefazolin DEEKZ)
Bri#il, 1 AREEROEVT X BERHENDE
EYBRE L Thi, b bHA, HEOKE TIRKWD
T, BEOYWRRTRELETOMBRAS S, PMERK
CIsHE7 ARHZEORBEY TS L, SEID1H
3 AL DRE Tl Cefazolin i 52 B 41 #1 (79%)
B TH-71-n, 18 2 EEE5ORH T 64 Fld 44
Bl (69%) whHHTHb, 1HIEEEDOHECHYHE
1% 10% &> T\ 5o

—7, Hfigwextd 5 Cefuroxime D& [E DAL
EBLORE 7 A%HIET, 50 fid 41 6 (82%) &

ZHTHhHD, open trial DFHAICH T2 HMED Tk, #
BB, BEREA—ETREr ok, 1 BOREEK
13 2 EHs & D o totosdhs, 93 BIFF 67 81 (72%) HH
#5= L, Cefuroxime DA% Cefazolin s AR
R 10% B - T EFILHRRE
BEERRAERE ZBR REIfER © RBBURE Cefur-
oxime 89 @k 2 B (2.2%), Cefazolin 97 fi 6 fi
(6.2%) Thbh, Cefuroxime TiX open trial DFAR
(635 @i 15 B, 2.4%)"PLiBE—HK LI ThbHD
BEIfERD 5 S, BEVAERITThER2HICALRI
7%, Cefuroxime Ti3#5-1 HER X0'3 BB Cefa-
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Table 20  Judgement of clinical usefulness by doctors in charge
Usefulness .
Adopted D No. of cases - Statistical
one e judged Useful Slightly Useless Un-‘ Unknown analysis
useful desirable
50 18
CXM 72 4 0 0 P<0.10
B 69 ¢ 25 %
y 69 %) ( %) (z2(U+SU),
Committee 54 11
CEZ 77 9 3 0 P(U+SD))
(70 %) (14 %)
55 23
CXM 96 6 3 9
B 9 24 9
y (57 %) (24 %) NS
Controller 60 13
CEZ 101 11 5 12
(59 %) 13 %)

U + SU : Useful + slightly useful

zolin TR E2AHRREBEL, 2f1L b RIALARKC
HBEEPIE L, #E5RTD Cefuroxime 7¢ 6 V4 Cefa-
zolin K5 KRR RBESN O LB T TH v,
ER 7 VvAF—FE, BEROFBEEESLAbNIh -
oo FERIIFEFRIESE 3~7 HTHEEL, REBCHTS
B % 1T7 - 7 FEBNE 4 BlFr 2§l (Cefuroxime, Cefa-
zolin TH 1B wTX/eh o7,

%7z, Cefazolin TR LI ICUMETHE, T - B,
IR, drug fever (F 161D D5, LFETUE,
B - BRRCTRAER L AR S 2PhE Lch, W
EHEDERIZ—BETH b, B#E 1 FBLUPICIERIL
{ﬁg’i L'f:o

NERLSHEC X BRREBERTEOL, FHRERHE
(Cefuroxime 3 ff, Cefazolin 1 #J), GOT O Lt &F
(Cefuroxime 3, Cefazolin 6 ) 7t &V GPT ©
+A (Cefuroxime 3, Cefazolin 8fl) »NETH-
o

Cefuroxime DBHIABMORBEE X, GOT 56
O GPT D LH Tl open trial ORI H~XT
EFEVREBRER LIS, FBRHEE DI RILopen
trial DFAT & ITIT—FK L1,

FaIRZhE L BIEA 2 R L AR D R TIx, Ce-
furoxime I FREFAGIORLEAUELOFERRIC
BT x2 REMR SV FISHER OEHEHEREIC X b
Cefazolin X b3 <hicffifg (P<0.10) % 7R3 Bifft%
1870 THhuL, Cefuroxime DEFZMIEIT A REY K
B35 LLbic, BIFARBAEV EEABCERE E
Ai7e{, U»d Cefuroxime THLAETERTH -
T ENRELILLDEEZ o

U E%#%#ET S L, Cefuroxime DEMME T LMK ¢

13, MEERAL SO IBMSEREIECH LT Cefa-
zolin WS &L LRFEMETRL, Cefuroxime HIF
RBRERPFEDHEFRICERLRERTTHBZ LAEDLR
oo

X 3
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A comparative study of Cefuroxime with Cefazolin for bacterial pneumonia and chronic respiratory
tract infections was carried out by the double blind method. Each one of the antibiotics was given
in doses of 750 mg i.v. three times daily for seven to fourteen days.

1.

Cases subject to analysis: Of 201 cases recruited in this trial, 149 (Cefuroxime 72, Cefazolin 77)
were adopted by Committee in evaluation on clinical efficacy and 197 (Cefuroxime 96, Cefazolin
101) were adopted by Controller after judged by doctors in charge. The background charac-
teristics of the patients in Cefuroxime and Cefazolin treated groups were almost the same.
Overall clinical efficacy judged by Committee: Cefuroxime was significantly superior to Cefazolin
in judgement on the 7 th day of treatment in the “excellent” rate of total cases and of moderate
cases, and in the efficacy of cases with infection due to gram positive cocci, etc.

Cefuroxime showed also a tendency to be superior to Cefazolin in the “excellent” rate of
patients with pneumonia, the efficacy rate of moderate cases and in the clinical efficacy in chronic
respiratory tract infections, etc.

Overall clinical efficacy judged by doctors in charge: As for the overall clinical efficacy in total
cases, there was no significant difference between Cefuroixme and Cefazolin in both judgements
on the 7 th day of treatment and at the end of treatment.

Improvement of clinical findings: As for the degree of improvement in chest X-ray findings on
the 14 th day of treatment compared with the initial ones, Cefuroxime was significantly superior
to Cefazolin in cases adopted by Committee and showed a tendency to be superior to Cefazolin
in cases adopted by Controller.

Besides, Cefazolin showed a tendency to be better than Cefuroxime in property and volume
(only cases adopted by Committee) of sputum in the judgement after three days treatment.
Bacteriological response classified by clinical isolates from sputum: Cefuroxime showed a tendency
to eradicate Heamophilus at a higher rate than Cefazolin.

Side effects and abnormal laboratory findings due to the medication: As for the incidence of side
effects including abnormal laboratory findings, there was no significant difference between Cefuro-
xime and Cefazolin in both judgements by Committee (186 cases) and those by doctors in charge
(197 cases).

Clinical usefulness judged by doctors in charge: Cefuroxime showed a tendency to be superior
to Cefazolin in usefulness rate (judged as useful or slightly useful).

From the results obtained, it has been concluded that Cefuroxime is a useful antibiotic for
treatment of bacterial pneumonia and chronic respiratory tract infections.



