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FLWEOM 7 = 4% cefdinir (CFDN) DFFRIRAEEICN T 2BKAR 2RI 2 BHT,

MEMER% 2052 CFDN 300mg/H 8 & 1°600mg/ B S8OEMME L & Vick e 2 SR =
BEREIC L D HHBRETL 12,

HHRIZEA L L TEBER W LPSET, MEs L CEBESERE 2 &6 L2 LlEMMmA R
£ Uk, ERIZISERUETORUT & L, MBIk d -7z, CFDN 300mg/B&58E (AT LB
rB&) i3 1 [E100mg 1 B 3[E, 600mg/Hi%5EE (UUTHE L) 3 1E200mg 1 H3E%, FAlE
LT4EMEO®RS LT, BERHR, MEENNR, T2Es L UERAEERTL,

LEf4260, HEE456I, 5878105 b, EEEREIR B & ERAMEORITIZ65, L&t (BIfER) o
AT 13810, ERERREMEDFITIITSEIC DL TR L 12o 48, BRME L ERAUORETL, ME
Mg, ~4 375Xk, FRRERERBME, 75 2 T7HROBER MR I SEFDORS
WZOWTERBL,

INEESHEEEIC, RO &S BEEEE,

1) MBOEREFIE, MEMMRICE T 2REORSHIOMBEICB T ZEUMCEELRY X

FHohidmot,

2) BRZIRE, MEEMASI T, LE296I93.1%, HEE4BIF82.4%ThH, BEEIIR

Bohidol, lv4a 75 Xvlikn EEEH2ER T, LE3260I493.8%, HEE7

BIh78. 4% DEYMETH Y, LEOMESEREIEN TV,

3) WEFARRIILE7H E HEUBI DLW TR s h, BEXEDOHARIZ, LETT.4%,

HET78.6% T, MEMCEEZRIRDONLL o7,

4) BIERFERBIIT LEEIBIF 16 (2.6%), HEE42FIH 28] (4.8%), BERREBEOREE

BFIRBIST LEE3SBIT 8 B (22.9%) , HEE40BIF 9B (22.5%) THH, WFhbEEEcHE

BEuZEoonndol, BIFFA, BRREBERELH2HEL TLM T, LEIGP

76.9%, HEE42BIR76.2%DELENB S, MEMICEEZERRD sz h 57,

5) FRAKOBRN TRAHMCEEZRREDshed o7,
INSORER, LELHETESMHCELRRD T, BROIRCBLTRVENRSGONLIL
0o, MEEMKICNT 5 CFDNOBKAR L L Tid300mg/HORSTHRELEZ SN,

Key words : Cefdinir, #iEtEti%, AEREHAR, BRI

Cefdinir (CFDN) 13BERERFFEACHRE SN EOAL
7 x hRHI4EHKIT, 7-aminocephalosporanic acid @ 3 fiiZ
vinyl %, 7 {11 aminothiazolyl 2 & hydroxyimino % %

BLTw3 (Fig.1),
FHi3 B g—lactamase W RE T, HXKOEOAX 7 = A

RALERICLEL, 7 7 AR & IR X LA R
EAR7 N5 4%%8T %, +%bb, methicillin-sensitive
Staphylococcus  aureus (MSSA), Staphylococcus epider-
midis, Streptococcus pyogenes, Streptococcus pneumoniae 8
EDT S ABHEICH L TENLE N 2T L, %72 meth-
icillin-resistant S.aureus (MRSA), Enterococcus faecalis 12
YPEEOWEES 2R, —F, 77 LARMEE T Bran-
hamella catarrhalis, Escherichia coli, Klebsiella pneumoniae
BRECKHUENHE 2R L, Haemophilus influenzae \=
HLUTvHBHE R,

&7e, b b MERPIMAE 54 4 BERSBIC © — 2 1S L, 100
mg, 200mg #ETENFNL. 1ug/ml, 1.6pg/ml ERLT,

COOH

H.N S (0]
2 N = R
Tf ﬂ Xy CH=CH
N C-CONH---
I H HS
Noou

N

Fig. 1. Chemical structure of CFDN.

% 7o, RPHEMIIES10~128RER T H 7.6, 10.8ug/ml 231F
5h, 2485 % TOFHRFEINEEF26~31%TH > 722,
AFNZ19874E 2 B & 1 AiASE [IHHERBR S KR S h, FPRIER
RAESSIC L CHERANSH B SR a N,

SERXL 1, PRBRIAE, & CHBEMEMR BT 2EH
DEEKARE L D EBNICRET 5700, iTS IHERRO
RSB THS 1[E100mg 1 H3ES & U1 E200mg 183
Eo 2 AREO, BHMES L ULt 2 SR EERERL
WEICE DRI LIDT, ZORBEEHRET 3,
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Table 1. Collaborating institutes

Department of Internal Medicine, Research Institute for Chest Diseases and Cancer, Tohoku University

Department of Respiratory Disease, Iwaki Kyoritsu General Hospital

Division of Respiratory Disease, Tohoku Welfare Pension Hospital

Department of Internal Medicine, Furukawa Municipal Hospital

Department of Internal Medicine, Yokohama Teishin Hospital

Department of Internal Medicine, Doai Memorial Hospital

Department of Internal Medicine, Kanagawa Prefectural Nursing and School of Hygiene Hospital

Department of Internal Medicine, Shinrakuen Hospital

Department of Internal Medicine, Nagoya City Higashi General Hospital

Department of Internal Medicine, Kaisei Hospital

Department of Internal Medicine, Tane General Hospital

Division of Respiratory Diseases, Faculty of Medicine, Kawasaki Medical School

Second Department of Medicine, Kawasaki Medical School, Kawasaki Hospital

Department of Internal Medicine, Kitakyushu Municipal Yahata Hospital

Department of Internal Medicine, Ureshino National Hospital
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1. NREE

BiER W LUPFEOHEEMA T, ML RO,
FeEh, DHK, RIMER, -BMERES, KRUMETTE, CRPHB
MR EDFER - FTRH,ERELZBEL L, BECKZAEH
BTEDISMULETORUTORA L LTz,
ROEIRBE~NOREIB#TE L L LI,

1) EFEREAEYR ¥ CROANC X 25BTIIT+97%
b D

2) ERLERKRBLCEHHE (BEEE, 012, &
RHEEE, BRE, HRE2L) 2BL, BREAID
B - ZeMOHELSREEL b D

3) M s L EHSERRMEREHTE LD

4) BREE2SC 7P UHEREE Y 7 LBMEREC X
3 RBLET, CFDNOZRSHFLE LD

5) RBEFRSINCHOTEFIREIC L D ERLHK
ELOO2HBHD, LREETHD LD

6) FRERFILAERTIC CFDNOSE S Wiz b D

7) OMBEROHAELELTEHD

8) E7 x ARE BNV VRIAEHMBEICT L L

¥F-—DOBREFEE2ETSH0

9) EELL - AT - BREBELEETIH08LU7
Ot RREOL—THIRFIOHAELELTZH0
10) #4d, BAFORAB & UERBRP I EREFE
THHEA

11) Z20ft, FHEESTEY LEDLHO

2, BEORE
FRBOEMIEL TiE, BECRRONFELHN
L, BEROEE b FETCRREEILEL
T2o BB, 20AMOBE 1 IAEDOLEN 2R EE
TRREEORIEEBZbDLLI,

3. BRREAB LU ARSE
RBEFITERO 2 HEH#L LT,

L& : CFDN 1 H300mg

H# : CFDN 1 H600mg

HREREAIZ 1 » 7 rduc CFDN 100mg (Hffl) #8
BL, LECRIABELBRITEEL L7 5 ks TeV
#risasbe, LB, HELbIC2H7EVEIEL
LibDk 1EEEL, 38%1HSELT, IOUB
S A 7EN) R 1FECBED 1EFASELE (Fig
2), %% CFDN# 7t A 8 L UR 75 ¢ &y 72 Vi
R & D REEER T T,

4, EHOEITY B & URERR
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CFDN 600mg/day group

D P D P D SB
DO|D|D D @ @

@ CFDN 100mg capsule
CD CFDN placebo capsule

CFDN 300mg/day group

Fig. 2. Package of test drugs.
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B, HELGELREEICR 5 & 5 CEFA BT %,
BFEMR A LT, 2 b o—F — I EIEASIM D
oft, BREFIOEEROIERENYE, SEEORAITEENS,
key code DIRE 2 & I BiE, AEE L VW EABES B &
UEHEK L 33REUELAIOTIVED & 2 DRE, ¥
VY FAAERCHT 2MBESOMNE, BITIREID
RE, AHEDOT -5 DTEEZ EATFHORIECH
feotz,

kB, BRETIERC Y bo—F —0EEACHE
UIRBRERICOWT, FERAT®RIC, SBHAR:2SD
HERERE TRENKEBEVERE (BEFREHR)
CHEBELT, ZORR, BBREFASFBIEEL T3
Zrkavbhbo—5—HnERE LY,

5. BRIRS5AEB L UREHR
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IE1@ (24 7€N) 1B 3E®REL, &1,
BEORZIEIC, EHINAHCERL - EHESOEL
BeEL, 1 20&F0EAIZ 1 AODBEDAHICRS
THIrELT,

2) BEHM
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BOWFhp e L+ 281, THREOHK Ck5%
FEFBZEMTEB L EL,
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(71 Zzof, FHRESBRSHGETEY &I LI5S
rerZL, #E5EFIET 2581, PUERCAIEDRE
2T52kkLll,
6. DHRZEH|
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AF7a4 FOFLeHREEEL:, BL, BIBEER
7o4 FiZ2nTid, FRRBROKEMEI0BLIERTL D
BREshTEY, LrbRERAROBULEICDIST
EIBREAT oA FREIC L 2 EBbh B EROE LA
oY, »OFARKTH: CRARDEIBKERT
04 KOSk L TIRESNBFERELO2DARNI L
ELT, &7z, ERAT 04 FERBERHEAA, HRE
xEl, y—Zo7) CEFIRERE LTHALZVLZ &
L7z,
2B, HAX - BEA, HRIEEE S L OBRBEA,
B, LR EOBRE S L UEICLERLEB I, 1To
ThbEwI kL,
7. ER - IROBE L L VEBKRRE
1) EK - TROBE
g, Bk, mE (R, MK, o), TREE M
B, Mo E, RAER, F7/—¥izouTiEFEAE
LTHEH, TagEBaidzl &b kG, &5
Btk 4 HE, 8HEBLUISHE (27 &EKT, F
IR CHTBETAZILELL, RBAEDHEE
TAJgeRBEE, ZORMBERREBHICITIZEELR,
¥7z, A5H»OEHATCUBRBRBCRES 2HhIELISBE,
HBVIIMEICERE LIS b IEERR Y 15HE & TH
BET>IkEll,
78, INsDERK - MROHEREEILUTOLEY
el
(1) #&: 182~ 4EHE(EAE), 281 BOK
BERBLITCEBZ 2 BT EDOMELHF
HTEFTL L L,
(2) =K+ (BESEESNLE2E), +, -0 I&RK
(3) W&ER ;B (50ml/BIAE), H# (10ml/BHAES0
ml/Bk#) , + (10ml’BR#H), — FEL
L) O 4E&RE, HOB\EIILTEAED

HreETERZE T I LT,
kB (P), ¥Rt (PM), #5tE (M)
D 3 BfE

o, — O 2 BeFE
(4) TPREE : H+ (RLFROBE),+, — 0 3B
(5) Mg .+, +, — D IEKE
(6) MAER>F : H,+, —D 3 &R
(7) BAEELR @ +, —D 2 ERFE
8 F7/—¥:+,—D 28k
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2) MEERE
[FHI & U T 5ha%kRT, 58 HHE, 15HE (724
BEHRT, PR 2, SHEROFEC L DBERDOH
BOSHE - FE - HRAIEEER L, STHEDS b
KELEESN3EKRICOWT, BEIEL CFDNB XU
cefaclor (CCL) icxt$ % MIC I (HE{LEREES
AT & D 10°CFU/ml THIE) % RIGKFEZERH
BRBERERMAEE (LOE=386) CEFHCERL
120
3) BIfER
ARABRBAAE I E U ERIC DO W TIX, 2 DR,
2, %EH, HERE, EREAEELL, 72, HR
FH L EEER L ORRBRE, BEORKRE, HREE,
BERSR, 3K RE L ORRINMBRR ¥ 2 EIER L THIE
FT5ZkELT
4) BRRRRRE
[RHIE LT E5RA%ART, 5 4HE, 8HHE, 15HE
(% 721388 54K T - hibR¥) = Table 2 W RLAZEB
DWLWTEHBTEZLELT, 570 b ot UHHE,
Byt y, 735397 CFHUE, 7 — AARIGIZLE
EFEDONBFRICERT B L e L, 8, FABRK
Bts I BEENSA SR, INBREREL Y ELD

B H 5 LHE S NISHEITR, B CEREF,,
AL L CERED 5SRO VRVICERT 3 3
TEWNAETL L L LT,

8. EEEL S VREHE

1) MNEEEHE

FHREL VRESNAER (EHES, s, n
LUEAIZ R & CEREHERD > bo—5—iz
gInEsnizb D) BIUMEVRZ 4 Vohkb ey,
NEEE (BKE | KRBIKRES, VWRETT, BEERE,

BOIR B, =AU, BIBHE NEEE R #p

»2lra, BEE, BRR, BHVERER, e
R, BB L UFAROEEBCOLTHErEH
L7z

(1) BB 4R RO FE

FHE L VRESNISEROBEVET 4 VAo
WT 1B CREDLYD LR S, 04 (E¥) »
5105 (BREE) % COURKEICHI TEINEEST
mAllz, 7 4 VLAFRKRTHE, IThERENECEY
BRFOIRCEE L BUFRE LFAOERL 21,

(2) ¥4

FEB LR B & U2 DR, AR & DL L2
SNIEFIODT, <4 3275 X2 Hilsflisk 5o

Table 2. Schedule of laboratory tests

Item Before

Day 4 Day 8 Day 15

Chest roentgenography
ESR (mm/h)

CRP

RBC (X10*/mr)

Hb (g/dl)

Ht (%)

WBC (/ur)

Differential WBC count (%)
Platelets (X 10*/mr)
GOT (U/1)

GPT (U/))

Al-p (U/1)

BUN (mg/dl)
S-Creatinine (mg/dl)
Urinalysis

Mycoplasmal antibody
(CF or HA)

Cold hemagglutinin titer
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~THET4EALED LR EZRD 55, BEEERIGT
i E B B v 3 IR MEREESR RIS T320fF LA L % 7R
tHEflE~4 277 X<k AT MPRi%) &Lz
$ 12,4 277 X HAMIER G CRBEEER EH3512
EU LR RUIEE RRREEREMA (LT PAP) L L
1o BL, EHEERIGHREZRLIBETOLREAE
paAH SN EFMIHEMEMR T L, ¥,
75 V7 HEMSRERIBRORTIE T 4 LD L
A¥EH 50, MEEERICTREULETLIEE,
793 THRE LI BBINSD MP ik, PAP, 7
5 V7R DBAZEENCHRLEBZVOT, MBI
Khteo TRHEMEMABETCORITE 3R, ZDk>
REREE L ED I EFTOREN 1T o 72,

(3) EEE

BEEERE, BRER, BEVERRRS X VERR
ERER L0 5, BE, PEE, EEOIRBETHEL
2o

(4) ERERZNE

ERIER, BRLVRATR B & VERRREBREOHR %
bricLT, &%, B, ©0ER, EIOD 4 BRETH
EL,

(5) MBEFHIBIR

WEAIRCERG S SN EOR T, RRAMENH
BENLEEEREL L, BERBEOHRB L URARED
HROFE, S, HE, BRNR, WAIWHEEL, B, TZE
DSERETHEL 72,

6) &%

i) BWEA B & VEERREEO REEE

AIffA B & VISIRIREBORE LS X, FIEEH K
LRABE D EIC L THRERRE LTz, BRREEOR
ERBOER Y, EHb»SREOLEIRSBROMEs K

BHIDEIC 520BLULDEIL, BEH»SREDEH
BEERIOEDI0%BUEBLD b D L LT, RBEE
E%x, ToRo®E#EIIHE-> THEL:,

BE  KRE#mTEI5E

TEE  RERIECESRLDT, BRELEELR

BE

EE ®ELT, BEOTFRCHERSEZIES

i) &etk

BIfEA B L VEKRREBRELBOEEE 2 HIRL,
et E TR0 4 BETHEL:,

RIEZ L : BIfEA, BRREEREEE L
PREEDD [ BEA, BRREEREESHVSEE
FiEDH Y : EIfEA, BERREEEEESITEE
KCHED Y : B, BERREEEEEHIEE
B, BERREOEHEST+ATH->TH, BIEAD
EESER SN TORERLEOYECHFMA L L,
(1) ERkE

BERZIR L e EEL, Table 3 DEHICH >
T, BHTER, B, °°ER, BATRVO 4BRE
THEL 2,

2) FHREHE
BEBEDRKIHINIC & 0, BEEOEEE P BIE,
chERED 2 BiFE, EERSIRE %, BRER, MMV EFRR,
EERIRERE : E ORBICET &, E%h, BF, ©PFH
%h, SEZND 4 BeFE, HEFEAHMREBEOERS L FEHE
(& - ¥R OB E b L icilk, BER, B, T
O 4B, RLMEERMEERL, POMEHD, MESHY,
AORMEDH Y O 4 BETHEL 2. & LERBR, &
MR ERHRLT, BRALEEDTEA, FA, £
AR, BETRVO 4EETHEL

9. AT REIDORE

Table 3. Criteria for evaluation of usefulness by committee

Severity of side Clinical
effects and abnormal efficacy | Excellent Good Fair Poor | Undecided
laboratory findings
None + + + - ?
Mild + + + - ?
Moderate + + - - -
Severe - - - - -
1. very useful + :useful =+: slightly useful — :useless ? :undecided
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REAR T key code BIEETICE X DEEFNIC DV T
£BSray bu—7—ORITHEL, BITTREIER
ElLl, EL, REELSC T N VHEERE S 7 Akt
BRI & 2ERIEREOEIT Y SR LTz

10. Key code D

INBELSYEENRE, HEAB DWW TRARERD
REMAUEMORESE, TEOL, FEROT -2 2EE
L, key code %B#t L7z,

11. f#t7

BRAREHENC DV T, key code BAEATIC/INERS L
vro—5—OFTHHEL.

RIREE R, SREOBKRERERORHRERL &
WINEBBL & 2HEBRICEIWT, WRSRERIC
B HEFRER, BREOERET, BRHR, K-
BoWRER, E4H, WEZIHE, BIER, BRRE
EOEE, T2M, BER%LEICOVTERL . BE
&7 —5 DRE, HEICKUT, 28Ik XRE, Fisher
DEERERETE, Wilcoxon @ 2 AR E (Mann-
Whitney DURE) 2z, BERHE, EK-FRB
L UERREREONEE, @MHEENHR, T2 7
FtE, #hZnOBHE, EREEE, BHEAE, REX
BXUBRARE, [E9+8%), [1EREULOSE],

ME&+ERR), RELL] BLU (BOTER+E
B TRYI- CHELUREMTHR L, BB, ER -
FEB & VREREDOBRERIC D TITEMREFTO—
B®Td 5 logrank BRE %2 7z,

BRI 5 %k¥EE Lz, 28 185 FIRHOEE
T, BEDETB L UEFIEORTIIE T,

II. R b |

BB L UEREYECOVLTR, FEIOBYEE
PRI CHEMMAROBREERTLEL, S 51H
B AUSN O %R (MP %, PAP,2 5 Y 7Hf
R) 2EDILEFITORFTLERL I, % BEIER,
R EEDRRAT % & b 1 ZEMHIE X DWW T LFER)
EXRE LT,

1. EFIDOAR

#3E2 © CFDN 300mg/H (L&) & %\>13600mg/H

(HE) &5 n/ERNZ, Table 4 Rl I L
<, LE426), HEMSBIDFHIBITCH o720 DS BN
FEESHEIZ BV T SBRA S NIERIEZ & Ui
BAEE %, BREBESEC Table 5 1R L, BKRR
WDOWLTORMNZ, FRERTH-L LD 20, BM4E
T2 & 5 MEEREHS 15, "RSBTE 3G, Mk
DBRETHE 3 B, BEREZATHE 2 H, &KHE8
Pseudomonas aeruginosa 151, SRMER 4§, #E%Hs

FRE 16, BEUERTEARE 1 BloEt 1861 (LEt10,
HE8H) Thol, BWFRTOBRMNE, FiaR 28,
BHBRLI & 5 MACENTEEH 1 6], R5HRR 3p
oFt 6B (LE 3B, HEIH), BRREECORS
i3, BIER DRI 6 B L BEPRRE E AR ¢
BIEH126] (LEE7H, HESH) Thote,

TEWOBTNRES I, BIERRARL L, Bir
EEHHEEERFIbEDD L LT,

BREORIT, ERHE, RLEDORAFIT, s
B (LE10B, HEESH) 24U,

2. BEYRATORE

FEPRShRARIT T RAEFI6OB (L BE3261, HEITH) o
BEHFRET IOV, AREBHEMOHEY 1,

1) 24

LWL DWR % Table 6 2Rz,

MR 26360 (L #2961, HEE3481), MPRi% 34

(LB 16, HE 240, PAP 28] (L&, HE&1
B, 772 7M% 1G] (LEELA) ThHD, 2L
DIEFISFICOWT, TEEICEEERITED SN
72e

2) %, Em%

MRBEOY, W, FE, AR - IROXS, BR
BtasEIC DWW T id, Table 7- 1LIZRLIzEBY, il
RicEEERZD oz o7,

3) FISHMEFIOEE - EEE

NI EREFOEE - fEE, HRAROER-ER B
REEERE, ERER - SHECHE - BE (TREX
BRI UTEOM DoV T, TMHEEOAHCEELRY
3ED sz ot (Table 7-2),

4) BEHIOER « FTRB & CRERK

ARBREIAETOMKE, W, BEE, BRER B
ik, SRR, Ko, MRS E, BAER, F7/-
¥, QMRS #ik, CRP, KL @arRicpLT, @
B RE, SRS & CHER T HEBME L IR,
MEE A ROARES HETEE (P <0.05)ic7uEL
TR, WRECEEZRY 3R ook

(Table 8),

5) EERHE

BEROBEL S SHES B ELEH rYEENL
B % Table 9 107 L7e, MEMAZ% & B & n163H
RSB E LIRS N b DIR56HIT, ZOFTE
KBRS0 (LB 75, HEEI5H) Tholk. B
KEHEEGD > 5, LETIREMERRY 6 PICHBE
Bitns 1 B, HEETIREMERRHISRTH T, B
ERIROETIE H.influenzae HS11H1 L B H <, KT
S.aureus 3%, K.pneumoniae, B.catarrhalis & 2 kS
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Table 4. Breakdown of total patients evaluated for efficacy or safety

No. of patients excluded
from evaluation on

No. of patients Statistical test

evaluated for

Clinical efficacy

Clinical efficacy

—— 300mg/day 10 —— 300mg/day 32 NS
600mg/day 8 600mg/day 37
Total 18 Total 69

Side effects

Side effects

— 300mg/day 3 —— 300mg/day 39 NS
600mg/day 3 600 mg/day 42
Total no. of patients Total 6 Total 81
300mg/day 42 —
600mg/day 45
Total 87 Laboratory tests Laboratory tests
— 300mg/day 7 — 300mg/day 35 NS
600mg/day 5 600mg/day 40
Total 12 Total 75
Usefulness Usefulness
“— 300mg/day 10 |— 300mg/day 32 NS
600 mg/day 8 600mg/day 37
Total 18 Total 69

Hote, BB, H.influenzae HSREE TH - 1ERDH
i, LETR0fIChoeDIcHE T, HEE
RO BB SNIz, Z D7 BHERBRPEOEET DA
REBLZIRY 855 stz (P <0.05)0
6) BE5HM
FEDUBMORE ¥ 5T LIERI, SR D698
PG (LELI9E, HE230) <, 7 HURTHLESH
REGIDSI4P (LB, HBEES7H), 8~13HTHiE&h
REGD136) (LBE6 B, HEETH) Hoizds, 205
FROLTHHBMcABRERED o na ot
(Table 10),
3. EERMIE
1) RRBIDEFRINE
MBI X B OBRER SR % Table 113K L7z, LE29
PIeuss 2 5, Hams6), ®RH2 BT, TOERIR
93.1%, HEE34BITIIEL28E, Lo 46, L2

NS : not significant

BT, ZOBEMRIIL.4%THD, BEEIEDShZ
oz, BB MPHi%, PAP, 77 I TR 2ED Tz
SfEFITIE, LERGITIE, X2 6, B286, &S
28T, BEEII93.8%, HE3ITHITIX, BHEH296I, <
PE4IG, EABILRD, FOELKIZT8.4% L e
D, LEDOHRBBERECE T (URE: P
0.05),

2) EEERIEERIIE

EEEREEKRE % Table 121278 Uiz, MBS (C
SLTORN TR, BEMICBVLTE, LEAGITIRE
#1961, #%h2 BT, BREIE0.5%, HE24BITIIH
20208, LER 3B, &R 1FIT, BRERIIEI.I%T
bot, PEERITIX, LESHITIEER2H, BX6
BT, BhEKIZ100%, HELBITIIER 8 H, LB
18, #2h16IT, B¥EEF0.0%T, BEREZRADS
nigmnolz,
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Table 5. Reasons for exclusion from evaluations

Efficacy Side effects | Laboratory tests | Usefulness
R
easons 300 |600 [300 |600 |300 ]600 [300 |600
mg/day | mg/day | mg/day | mg/day | mg/day | mg/day | mg/day | mg/day

Age outside of limits 1 1 1 1 1 1 1 1
Patients under hemodialysis 1 1 1 1
Violation of medication schedule 2 1 2 1 2 1 2 1
Pneumonia shadow poorly defined, 1 1 1
laboratory tests unsatisfactory
Clinical symptoms of infection unclear, 1 1 1 1 1 1
laboratory tests unsatisfactory
Pseudomonas infection, 1 1 1
laboratory tests unsatisfactory
Disease not included in protocol 3 1 3 1
Tuberculosis as main lesion 1 1
Pneumonia shadow poorly defined 2 2
Symptoms of infection unclear 1 1
Laboratory tests unsatisfactory 2

Total 10 8 3 3 7 5 10 8

Table 6. Classification by diagnosis of
patients evaluated by committee

Diagnosis 300 600 Total
mg/day | mg/day
Bacterial pneumonia 29 34 63
Mycoplasmal pneumonia 1 2 3
Primary atypical pneumonia 1 1 2
Psittacosis 1 1
Total 32 37 69
Statistical test NS

3) ERERE - APHEDBERC & 2EEKRIIR

MBI RBETOERKR - SHHEDEHE L BRIR
L D&% Table 132K/ L7z, EREER - SOHEDRE S
FEGITIE, LEE19FIDER 16, Bxhlehl, #Esh2 /T,
BEIEIX89.5%, HEL22BIFE%216], LB 14T,
BHEIZ5.5% T, HEERBD SR o1, 1B,
HBREKR - BOHHED b 2 EFITIZ, LELFITIIER1
B, B IBIT, BEEIZI00%, HELHITIIER7
Bl, *eEH3IG, EH26T, ERKII58.3%T, L

BEUERCES Tz (URE, 2RE : P<0.05),
4) BREADIEEKE
BEREBHSHLTH-72228] (LEET7H, HELH)

ZDoWT, BABEDEERIC A 7 BEKSIE % Table 14k

w~L7z,

BB CIIEEEOERSY 1 ~ 25 L drvd
T H.influenzae 13118 & 5o 123, TXTHECR-
Twiz, ZDFRIZ11BIG 9 PIHSHERTHRIEI81.8%
ThHotr, BHBERLAFISTIILE6RITIREYLH,
B%5 81T, BFIX100%, HEEISHITRAEZIE, ©
ELH 26, 8|2 BT, BEHRIXT3.3% CHEHE
BEREDOZLoT,

Bt EWBEIC X BHE

& EHEOHKINELIE R, MEEMLS & VLEH
/BRI L TE%E % Tic Table 15107 L7, REIZNER
SHFORREIZZFEETH - 12,

4, MIEEHZHR

MEEHIRNR 2 HE LB ERI, EXESAPT
B 12200 S EOBBRBE R 2o 2 1 Pl
B (LB 761, HEL4B) T, ZOERE% Table L7
Uiz Ch&2RI0OMESEBBRELET 5L, LET
i3 7 BIhRs% 5 B, EAMK 15, WY 1HIT, HAE
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Table 7-1. Background of patients evaluated by committee

Bacterial pneumonia All patients
300 600 300 600
No. of patients mg/day | mg/day Stailessttlcal mg/day | mg/day statgstécal
Item 29 34 32 37
male 15 14 16 16
Sex female | 14 20 NS 16 21 NS
16~19 1
20~29 4 3 6 4
30~39 8 8 8 8
Age (yrs) 40~49 3 5 NS 3 6 NS
50~59 6 6 7 6
60~69 6 10 6 10
70~76 2 2 2 2
25~39 1 1
) 40~49 8 8 9
B°dy(k‘g)‘"ght 50~59 | 14 1 NS 15 12 NS
60~68 4 10 5 12
unknown 2 2 2 2
in 13 22 15 23
In- or Qut- out 10 10 11
patients in — out NS 2 NS
out —in 3 1 1
Day fkronfl <7 22 26 23 29
attack o
disease to 8~14 NS 6 4 NS
treatment =15 2 4

1371.4%, HEETIZUBIFHHELIL, BERR1E, TE
3BIT, MAKIIT8.6% T, MEMICEEZIREDSN
Rdote,

7, BBERSL 1 PI2S 0218 (28K O&EE
BIOBE% Table 17 R L7, SEEOME SRR
&, LBESHRPMHE6H, B 14k, TELIKT, HE
RI3T5.0%, HEEIAERNYKLIIER, T 3IKT, HEX
A78.6%ThHY, MEMHCEEERRED AR,
BERERNC1x, H influenzae 1285, S.aureus 3 BkHSED
SNIeH, Hinfluenzae T LEET 185, HE T1IH,
Saureus 3 TIX VTR LEEL, AHTROBALH
Riz®, BREBOLBIITAETH > 12,

28, REGHBEIHED 15T, H.influenzae i
R8T Pseudomonas aeruginosa bS5 BES NLiz,

S, R - IR B L URBREOREE

R, mo, kR, WHEMER, Ko, Mo E, o

MmEkEk, ik, CRP 8 & UMV RFFROEZEHIC DV
T, ®BE5rifELtt~7: 4 HE, sHEBLUISHEDXK
EEERI L, BEOMEOFE, PRES, BHRAER
BIUF7 /-, EEOBEREFBI 2o
HWEE ORITERD SBRA LIzvs, BEFLA-2EBD
WEESM, XEBRCBLIAEBCEEEIED SN
zholz,

6. ERERER

ER - FIRB X UREBRED S b, BINTTTRELEER
B D b 5 ZEFE, HHW, BEE, BEMER, KE
R > &, BERE, R & U CRP DMIEMM&A RS
X ULFIIBIF B2 EERICDWVT logrank BRE 217
feh8, WTFNOEBECBL T HAHMCEERZITD S
niz»roiz,

7. BIfEF, BRREERE B L UREM

1) EifeA
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Table 7-2. Background of patients evaluated by committee
Bacterial pneumonia All patients
309 609 o 309d 600
No. of patients mg/day | mg/day stattlsttlcal mg/day | mg/day | statistical
Item 29 34 €s 32 37 test
absent 28 26 30 29
present 1 3 NS 1 3 NS
Pretreatment | unknown 5 1 5
with
antibiotics penicillins 1 1
aminoglycosides 1 - 1 -
new quinolones 2 2
absent 27 31 30 34
NS
present 2 3 2 3 NS
Concomitant adrenocorticoides 1 1
drug analgesic and
antiinflammatory 2 2 - 2 2 -
drugs
antiinflammatory 1 1
preparations
by mild 21 24 23 26
N N
committee | moderate 8 10 S 9 11 S
Severity
by il 23 23 2 2
doctors in mild NS 3 6 NS
charge moderate 6 11 9 11
respiratory 4 5 4 5
Underlying disease tfiCt N
& other than
complication {saslgératory 6 7 NS 6 7 NS
(by committee) | ot 19 2 22 2

EIER D SIS X LBE39BIF 1 B (2.6%), HEF42
Bk 24 (4.8%) CHEMCEEZEIRDShE» o7
(Table 18), EWFAADMFIL, LETIIPEETHL 1
B, HETRHTEERS, BEL52E83% 14T, &
NS RBOUTFh L RERTROPILERCHEL 1,

2) BRREEORELS)

ERRIRE(ED RE KB L HIE S niERNE, LE35H
th 8 B (22.9%), HE40BIF 9B (22.5%) TR
BAEZRFE» Sk o7z (Table 19), HE J L ORE
{ERELH (Table 20) T, HZLFEDE > b DIFIFEIER
W% T, LE34BI 6 B (17.6%), HEE395F 4 5

(10.3%) TEOHBBEECEREZEZ L5712, RWT
FNFYRT 2 F—¥ T}, S-GOT LAHHE3MBIF 3
B (7.7%), S-GPT &M LE3M4BIF 16 (2.9%), H

BE40BIR 4 B (10.0%) B ohtz, ZORERTA
TEET, REGEFLEBEATREREED SR
BfiovAnvic@ER L 2 L SR & hiz,

3) &M

INEREITBIT B REWHERER K> THERT>
724 % Table 21ic R L 7z, LEEIZ39BpREIEL L0
Bl, LOMEHD 8, FIEHY 1 HITKEE6.INT
Hotee &I HEEIZ42GIFRRIE R U326, ©CRIEDH)
9B, FIEDHY 1 BICRLET6.2%ThHY, FHME
BERBDSNRd o1z, TEE 1 FIOMED Y LHE
SNLFEFIZ TS BHER L HEEDER TH o T,

INEBRELSTERAS NEROEHREC L 2REMHE
k5% % T Table 221K L 7228, INBRSYE L AR
HHEMCERZIRZD s o 1,
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Table 8. Background (primary symptoms and laboratory parameters) of patients evaluated by

committee
Bacterial pneumonia All patients
300 600 300 600
. mg/day | mg/day | statistical | mg/day | mg/day | statistical
No. of patients test test
Item 29 34 32 37
<37 5 6 5 7
Body temperaturey 37~ <38 12 10 NS 13 10 NS
O 38~<39 11 17 13 18
=39 1 1 1 2
Cough + 14 17 NS 16 18 NS
+ 15 17 16 19
- 5 1 6 1
Volume of + 19 27 NS 20 30 NS
sputu + 5 6 6 6
- 5 1 6 1
Appearance of M 2 10 2 13
sputum PM 17 14 NS 18 14 NS
P 5 9 6 9
- 22 32 24 34
Bloody sputum + 1 1 NS 1 1 NS
unknown 6 1 7 2
Dyspnea 1 218 322 NS 320 325 NS
- 20 22 23 24
Chest pain + 9 11 NS 9 12 NS
+ 1 1
- 12 13 12 14
Rales + 15 18 NS 17 20 NS
+ 2 3 3 3
: - 25 27 28 30
Dehydration + 4 7 NS 4 7 NS
. - 29 34 _ 32 36 _
Cyanosis unknown 1
<8,000 5 11 6 13
8,000~<12,000 16 15 18 16
WBC(/mm®) "0 can o 7 8 NS 7 8 NS
220,000 1 1
2030 | 10 7 0 2
~ P<0.05
ESR(an/h) 4055 | 9 Lo | @250 | 1 2 NS
unknown 1 1 1
- 2 1 2 1
+, + 2 2 % g
+2 6 6
CRP 13 3 6 NS 3 6 NS
+4 7 6 8 6
2+5 9 13 11 13
1 1 1 1
2 10 11 11 12
Score of chest 3 11 13 NS 11 13 NS
roentgenography 4 4 8 5 8
5 1 1 1 2
6 2 1 3 1
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Table 9. Distribution of causative organisms

300 mg/day | 600 mg/day
Statistical test
29 34
Gram-positive pathogen
S.aureus 2 1
S.preumoniae 1
B-Streptococcus 1 P<0.05
Single infection Gram-negative pathogen (*,=15.283)
€ K.pneumoniae 2
B.catarrhalis 1 1
E.coli 1
H.influenzae 11
sub-total 6 15
S.aureus + H.influenzae 1
Polymicrobial
infection
sub-total 1 0
Total 7 15
Normal flora 18 16
Not tested 4 3
Table 10. Duration of treatment and withdrawal
i 300 mg/day | 600 mg/day
No. of patients Statistical test
32 37
14 19 23
Duration of | oo . _
treatment NS
(days) 8~13
=7 7 7
No. of patients withdrawn 13 14
cure 7 4
poor or unsatisfactory response 2 6
Withdrawal | "0 V" ! 3
side effects 1 1
mycoplasmal pneumonia 1
abnormal laboratory findings 1
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Table 11. Clinical efficacy by diagnosis evaluated by committee
No. of Clinical efficacy Statistical t
Diagnosis Druy, . tatistical test
agn g patients excellent | good fair poor
2 25 0 2
Bacterial S00mg/day| 29| (g9 | (93.1) NS
pneumonia 600 mg/day 34 0 (8%?4) 4 2
Mycoplasmal 300 mg/day 3 0 3 0 0
neumonia, PAP, _
;P)’sittacosis 600 mg/day 3 0 1 0 2
2 28 0 2
All patients W mg/day) 32 (6 (-)3) (93.8) ) ) 300 u(%>t60(t))mg'
es
600 ng/day| 37 (78.4)

() :cumulative %, * : P<0.05

Table 12. Clinical efficacy by severity evaluated by committee

No. of Clinical efficacy
Diagnosis Drug a%i eonts Statistical test
p excellent | good fair poor
300 mg/day| 21 0 19 0 2
mild 00 ng/d 24 0 % 3 1 NS
mg/da
Bacterial Y (83.3)
pneumonia 8 2 6 0 0
moderate 30 ne/day 10 (250' 0 (120) 1 1 NS
600 mg/day (80.0)

Table 13. Clinical efficacy by underlying disease

() : cumulative %

and complication evaluated by committee

Underlying ¢ Clinical efficacy
Diagnosis | disease & Drug Naot'ieonts Statistical test
lcomplication p excellent| good fair poor
1 16 0 2
300 mg/da 19
absent mg/day (5.3) (8315) . 0 NS
Bacterial 600 mg/day| 22 (95.5)
pneumonia 1 9 0 0
300 mg/day| 10 (10.0) | (100) 300 mg>600 mg®
present 0 7 3 2 |(Utest, x'test)
() :cumulative %, * : P<0.05
8. BAK i, LEETIR2fITED TR 84, BRI18FI, *FE

BAMRS & URSME MR CHIE s R EAMSE
Table 231z R L 12,

WEMEMAR T, LECIZFIEoCERA 2, &
Foapl, ©RHM 14, BRETRV 28T, BAXR
89.7%, HBETIX4FIhEEM, L2ERA5H), BH
Tru2fiT, BRARIT.A%THY, HHECEES
REDS g7z,

&1, NERSTRASWIEROEHREC L 558
HHEES% % 10 Table 24107 LTz o SEBIMMARET

H16, BRATRV 26T, BEKIX89.7%, HETIX
4IRS THA 2 B, BRSH, LPEASH, BA
TRV 2HIT, BRAEIRT9.4%T, LESHECEREC
EoTwe (URE : P<0.05),

. & ®

SEEOROAL 7 = ARMERIORREOESITE L W
LDHH B, Fhi B-lactamase EE I & ATREFOH
BRBREDEEHI IZEHE T % immunocompromised
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Table 14. Clinical efficacy by causative organisms evaluated by committee

No. of Clinical efficacy
Causative organisms Drug a%i ec;ts Statistical test
p excellent| good fair poor
S 300 mg/day 2 0 2 0 0 _
-aurens 600 ng/day| 1 0 0 0 1
G
. 300 mg/day 0
P | S.pneumoniae 600 ng/day 1 0 1 0 0
C
300 mg/day 0
f-Streplococcus coo vefday| 1 0 0 1 0
Single ) 300 mg/day 1 0 1 0 0
fec- _
tion’ Beeatarhalis ooy wgjday| 1 0 1 0 0
. 300 mg/day 1 0 1 0 0
G | E.coli 600 ng/day 0
N
. 300 mg/day 2 1 1 0 0 B
B | K.pneumoniae 600 ng/day 0
. 300 mg/day 0
«| H. . _
influenzae |y wg/day| 11 0 | 98L8| 1 1
_ 300 mg/day 6 1(16.7) | 5(100) 0 0
Sub-total 600 mg/day| 15 0 |num.3| 2 2 NS
gi(;llymicro- S.aureus+ 300 mg/day 1 0 1 0 0 B
infection H.influenzae  |600 ng/day 0
300 mg/day 1 0 1 0 0
Sub-total 600 ng/day 0
Total 300 mg/day 7 1(14.3) | 6(100) 0 0 NS
600 mg/day 15 0 11(73.3) 2 2

GPC : Gram-positive cocci

GNB ! Gram-negative bacilli

Table 15. Clinical efficacy by diagnosis evaluated by doctors in charge

Clinical efficacy
Diagnosis Drug | No.of Statistical test
patients )
excellent| good fair poor
9 17 1 2
Bacterial 300 ng/day | 29 (3L.0) | (89.7) 300360 '
pneumonia 2 26 4 2 test)
600 mg/day 34 .9 82.4)
10 19 1 2
All patients | V| 52| 6Ly | ©0.6) 30 ng>600 mg’
600 mg/day 37 3 26 4 4 (U test)
8.1) (78.4)
() :cumulative %, * : P<0.05
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Table 16. Bacteriological effect evaluated by committee
No. of Bacteriological effect
0.0 . .
Drug patients . g | partially Statistical test
eradicated | replace eradicated decreased |unchanged
600 ng/d 14 10 1 0 0 3 NS
ng/cay (71.4) (78.6)

() : cumulative %

Table 17. Bacteriological effect by causative organisms evaluated by committee

) ) No. of Bacteriological effect o
Causative organisms Drug strains - Statistical test
eradicated | decreased [unchanged
S.aureus ggg ﬁ;g:i g 3 0 0 —
G | S.pneumoniae 288 ﬁ;gg (1) 1 0 0 -
P
C | B-Streptococcus 233 Eﬁjsg g 1 0 0 _
o |Somen [ e e
s [ 1 [0 e
IR
I; K. pneumoniae ggg ﬁ?gg 3 1 1 0 -
H.influenzae ggg ﬁfﬁii I 8(702 ) g 3 N
oot e 5 (Y] 0 [ 3 | -
Toal i eem| 4 | ume | o | 3 NS

GPC : Gram-positive cocci
GNB : Gram-negative bacilli

host DMK L T, GERBEM & 1T & 72 cefaclor
(CCL), cefadroxil (CDX) 7% ¥ o % # 0 % # %
amoxicillin (AMPC) % ¥ O&OFE~R=v ) VAT,
BEMROTA5 2 BB L7z & & bi—F e Bbh 2,
SOESBRRIZAL T, BEHAROESHAL T = A
RIAERNC RS 2 B/ % b D cefixime (CFIX) ®
cefteram pivoxil (CFTM-PI) % EFORORAt7 = 4%
RERDBEL T, TNoBOM© 7 2 A RFER
B 75 LBHHRE I T 2B R RAS R B T LA
TOMROBED 1 oL s NDTHBA, Wi T A

) : cumulative %

(

BHEREH T 2MENDOETE 25 L1,
CFDNIBBERESFEFCHEE L FLOEOAL
ZJxAFRMEF T, i £ & LT 3 cefixime
(CFIX) k[E# B-lactamase KEE T 7 7 LBHEC
M RBOHEHERL LS, 77 LBMHE, <
7R ERECHBREICHLTY, ROEOAE7 =4
RMER I VBORENERT I LR shTL
20, T bbb ERBRERRFEOETBELEAT IINT S
MICgt3, methicillin-sensitive S.aureus 0.78ug/ml,
S.pneumoniae<0.05ug/ml, Escherichia coli 0.39ug/
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Table 18. Side effects
300 mg/day 600 mg/day

No. of patients
evaluated for side effects 39 42
No. of patients 1 2
with side effects (2.6%) (4.8%)
Statistical test NS

continued withdrawn continued withdrawn
Study treatment

0 1 1 1

Eruption 1
Light headedness 1
Diarrhea 1

Table 19. Abnormal laboratory findings

300 mg/day 600 mg/day
- Statistical test
No. of patients analyzed for 35 40
laboratory findings
No. of patients with 8 9 NS
abnormal laboratory findings (22.9%) (22.5%)
Eos. 1 6 4
GOT 1 1 _
GOT t +GPT? 2
GPT 1 1 2
BUN 1 1
Table 20. Abnormal findings in laboratory tests
Ab | 300 mg/day 600 mg/day
norma -
— - - Statistical test
findings . no. of patients . no. of patients
g‘c;élc&faé):dtlents with abnormal g‘cl)él%fa{):élents with abnormal
findings findings
Eos. 1 34 6(17.6%) 39 4(10.3%) NS
GOT 1 34 0 39 3( 7.7%) NS
GPT 1 34 1( 2.9%) 40 4(10.0%) NS
BUN 1 33 1( 3.0%) 39 0 NS
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Table 21. Safety evaluated by committee
Safety
No. of ..
Drug patients bl slightly moderately | severely Statistical test
N0 Problem) gionificant | significant | significant
300 mg/day 39 (7299) 8 1 0 .
32 9 1 0 NS
600 mg/day 42 (76.2)
():%
Table 22. Safety evaluated by doctors in charge
Safety
No. of .
Drug patients o slightly moderately| severely Statistical test
N0 Problem gionificant | significant | significant
300 mg/day 39 (83?7) 4 0 0
" 36 5 1 0 NS
600 mg/day (85.7)
):%
Table 23. Usefulness by diagnosis evaluated by committee
No. of Usefulness
Diagnosis Drug 3 - Statistical test
patients very slightly
useful useful useful useless
2 24 1 2
Bacterial  [U0"€/day 29 6.9 | 9.7 -
pneumonia 0 27 5 2
600 mg/day| 34 (79.4)
2 27 1 - 2
, B00 mg/day) 32 6.3 | (90.6)
All patients 0 28 5 . NS
600 mg/day) 37 (75.7)

ml, B.catarrhalis 0.39ug/ml, Klebsiella pneumoniae
0.2ug/ml, H.influenzae 0.39 ug/ml T& %, CFDND
100mg B & U'200mg B BI85 U 72 B D 5% 5 I H # RE 1
ThENL.1ug/ml £1.6pg/ml T, ZH S DBEIFZD
MICufE% E3 b5 TWie?, 5T, 75 LBMEE
575 ESEAPRUSEXL, FHikDRMETRIEBY:
ECHLTOHFE SN2 bDEEL BN,

CDLUEXL &, BARDHE IHERROBR 2R ¥
X, EERFRRITSER L L T2EIBERRRG L UZD
BRI 5T, MEERA 2 R RIC AR 1 [E100mg
bL<i3200mg 1 H 3 ED 2 BRMEC-EERIER
BERML 12, SEOHBRER T BERL 2N RER
EUTRAR D, Bk PRBERED BB D—
OTHY, ML AT R, CRP, 4hig, HmEH: ¥ 0%
EW&?E’%%FE'«!'C%#J@%W%%%M Lo 3&ERT
Boley ¥7:, BOMERIDEIETH 5 —KIEDERER

() : cumulative %

KT 7 LBUBEOBENENIZ LS, F74H
HE T OB E2E T 25F O ERBRE &
3 LETIE, MREBRE L TGETEEZ SN,

FIHAZ IERBR COMA T 2RTER T, 18
300mg (1[E]100g 1 H 3[E) #%5786.7% (13/15), 1
H600mg (1 [E200mg 1 B 3 [E) & & ©72.7% (8/
11), 5+80.8% (21/26) DEMENE SN TBY, RE
SHSNTw3CCL, CFIX, CFTM-PI® #h Zh
83.9%, 73.5%, 88.9% & VLo AR LLB L TH
B, MR LTEHRERTHS LEZ SN,
%7, BMEREARIZIZCHWRBRIBERZ LD
3926 T, FIRKI24.1%, RS BFI T3 1 H300mg
3.8% (10/263), 1 H600mg T6.1% (5/82) TH Y,
ELIEEREIER L 2 B2 H IZIZRES R E
£z 5Nz, Mo TERMLEKRARRKRETIZ 1 H300mg,
1 H600mg O 2 m_gFaﬁT&:ﬁTa CENRYLEZS
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Table 24. Usefulness by diagnosis evaluated by doctors in charge
No. of Usefulness
Diagnosis Drug : - Statistical test
patients ng’lul useful ilégelgﬂ%' useless
8 18 1 2
Bacterial [0 "E/d®] 28 (27.6) | (89.7) 300mg>600mg®
pneumonia 2 25 5 2 (U test)
9 20 1 2
300 mg/day] 32 28.1 90.6
All patients ( s . ” ) ; M
po0 me/day 37 (8.1) | (5.7
() : cumulative %, * : P<0.05
niz, WEEBEZRRZL, BIZNELERALEL 51T,

RBAER, L VBELFBRNRFMEATEEL T 57
ST —EEREMNLEE L L, RHERTIE, YEBIT
2 AREOLBRT 2L T 570, EFOEREY
BT 2ERT, REOUEKBRTRBEIA TR
ol NRBEOEHBD LREED, T0RKUTE L,
ZHNIIEEICE 2126y, ERER - SHHEREDD
CEBEOEASH DY, SEORBROBEH S IR
ELTHEHYTREVWEEZ D THD, AIRCEERERE
REBLEHE (BHEEE, 172, PEHEEE, B
R, BRREZY) 28T 5 b0k, WRBR[ZLEEDTF
BEEEBEE5Z22Zs, BATEZEELT

2B, EFORE/NEELTOEL DEFMRETORE
R, ETOEEEZITVL, HEVTHEVSRUTOER), &
BoERRBCEMHELET L0, BLUMBKOE
HSERBEEEHT S b0k, EHFTMoHRELT
BALD 3 LY a N,

FRBRICB O TRESFIEIITRITH - 7228, HRH
RE, BEBTE% EOEHTISFISBRIA SN, 695IHs
FRIR IR OB RBI & e > 72, D CHIBIMEMZ LU
#hi MP fitik 3 1, PAP 261, 25 3 & 7Hti% 1 Blost
6 B b IR RBI L a T8, €7 = LARIAERIC L -
THEICHERTHB Z L5, Thd 68l% 7DDl
REEEL, HEMMABCOBTEEL LESHA2E
DELLEFIZDOLTOHETRITLT:, #oT, B
RORBEATR GBIz, MIBEMEMZBE635 (LEE29M), HE:
348 T, LEFNIZ69F] (LEE32HI, HE3E) Tho
726

REOERATF X, MENMAROKLETCHEICE
BECHEOLDOHAHL, £17, BEFNEABOART
HEHC H . influenzae 3% 03572 2 L SE DA HICH
BE2RD 0B sz, ZOMOEE DV T IR

BRZIR T, LENHECHLENRCLEY, ¢
ERCREEICE> TR, BL, EEERHLECSY
T, REEDODICRY BH ORI L E0HES
a3 2 HWTREBI Wilcoxon 2 EBARE X EHLT
L 25, HMEAMMAETHASN TV Pof#0.0806118
E#0. 1374 K& K 2otz TR & D LA
DL TIFHECEFTRR @ RIS TR S hiz,
BRIREEEERCATH, HECLL LEIEHE
TLEEIZERIZED S oz, BABERIIRTR
BMERAE R & REREHBEFILEIC BT HRKOE
ATHo7z, 8, Hinfluenzae 0SEEE TH HEHO
SHRY BEH oIz, 11BIT X THHETHY, £
DEEERBRO11FIFEZ 9 B, LHER1H, 816,
BE%h%81.8% L, H.influenzae FHEFIDIR Y HEREDF
DERCHEREZ TuRhpolzbD LRSI,

3706 A AL F 2B L T OH BRI R TR
FEESRENTB LT, MATRERERBOFETLO
REDS»DY, BHNRLEESND I LRESNL
AREBRT b EBKBLAHHEDERA I EERHR LR
U728, SIEMERA B CERRRCSFHESROHTR
HEDS LBCLARB WA ERL I, BicEREE?
BHHEIE BB TRABHS L idk o fess, LESH
HLVBLOEMERERLL,

SED 2 AR B BERHRE, —RcERENT
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We compared the efficacy and safety of cefdinir (CFDN), a new oral cephem, in bacterial pneumonia at two
doses by the double-blind comparative method to determine the optimal dosage for respiratory tract infec-
tions.

Patients with mild or moderate bacterial pneumonia were aged 15 to 70 years, of both sexes, and patients
with either pulmonary tuberculosis or chronic airway infection were excluded. Patients given test drug in
doses of 100 mg t.i.d. (L-group) or 200 mg t.i.d. (H-group) for 14 days as a rule were evaluated for clinical and
bacteriological effects, safety and usefulness.

Out of the 87 patients (42 at 100 mg t.i.d.,, 45 at 200 mg t.i.d.), 69 were evaluated for clinical efficacy and
usefulness, 81 for safety and 75 for laboratory evaluation. A comparative evaluation of clinical efficacy and
usefulness was performed mainly by the committee in patients with bacterial pneumonia and in all patients,
including those with mycoplasmal pneumonia, primary atypical pneumonia, and psittacosis. The results were
as follows.

1. There was no significant difference between the two groups in characteristics except the distribution
of ESR values, which was higher in the H-group in the bacterial pneumonia group.

2. The overall clinical efficacy rate assessed by the committee in patients with bacterial pneumonia was
93.1% (27/29) in the L-group and 82.4% (28/34) in the H-group. There was no significant difference between
the two groups. The clinical efficacy rate in all patients was 93.8% (30/32) in the L-group and 78.4% (29/
37) in the H-group. There was a significant difference between the two groups.

3. The bacteriological eradication rate was 71.4% (5/7) in the L-group and 78.6% (11/14) in the H-group.
There was no significant difference between the two groups.

4, The incidence of side effects was 2.6% (1/39) in the L-group and 4.8% (2/42) in the H-group. The
incidence of abnormal laboratory findings was 22.9% (8/35) in the L-group and 22.5% (9/40) in the H-group.
There was no significant difference between the two groups. Considering side effects and laboratory findings,
the safety rate was 76.9% in the L-group and 76.2% in the H-group. There was no significant difference
between the two groups.

5. In usefulness evaluation under consideration of clinical efficacy combined with safety evaluation, there
was no significant difference between the two groups.

As described above, there was no difference in safety evaluation between the two groups, and efficacy rate
was high even in the L-group. From these results, it is concluded that CFDN 100 mg t.i.d. is very useful in
the treatment of bacterial pneumonia.



