% 20244E 11 H T (85280)
20234F 8 HULET (BE1HK)

Bk SR IRAT
BREIE - 24

BEENZD ) D EH
JL 5 5 sk )
NALED VIEREIERE

N>y Nogg250mg
Pengood Tablets

BAEERRDSEES
876131

AFES | 21300AMY00425000
BRoERla 19814F9 A

) FE-EMEOMFEICIYVMHETL L

2. BR (ROBZBICE\ELBEVWI L)

21 REN ORI LBBUEOBEFEO H % BE
22 &y @ﬁ&f@*%[”%@“ﬁﬁﬁ%mwé LD
5]
3. R - MR
3.1 #rk
Wi 5e 4 RV 7y FEE250mg
15EH
VEE )% INH D) LEREREE
250mg (Jyfih)
BEARFI ., VO — A, AFTY) Uk
InFEl <~ AV A, b Taxua— R, Ty
VL ANT v FoNay
3.2 EHEOMIR
Wi7E% Ry 7y F§E250mg
billi2 TANET—T 4 v T §E
27 =L
Fii
S| B -
T =
EE (mm) 153% 69
E& (mm) 5.0
i (mg) 450
ZHZ& I—F n-PG250
ApdE o — n-PG250
4. FHEEXIIzHE
(BESERE)

ToEDUICEEOT FIEKER. L YEERE. MAEKHE.
BHEE. HME. XKB&E. 7O79X - 3JEUX, 127/1T
CHHE

(ERSAE)

REMEEBRLE. REMEBERBRPEE. U NE - U NER.
BHUREE. M5 RERVCFHAZEOZRESE, FLRE. B
B - MREEX. BHER. AMREZR. WX, EHTFRFRED -
REBGE, BERE. BEBR. HEBREE. BER. FERKE.
FERESRR. RERE. ZHE. AEX (BAEEEZET).
hEX. BISEX. wARGER. wEEABERK. tkigal - OEFI
Bl REEGE, BHIH

5. REERXIIZIRICEHET 2R

(SR - MREAZ. RMkR. SMEREXR. FEL. BSRER
[P HEEE#FHAOTI & D 22|, m@%&%@zg
P2 T L7z BT AR OG- 0%@ 8] & S N DY E B Gy
bk,

6. m&&vmg
ME L A A, 1H#E500~1000mg (1) & L.
4fnl “ﬂLf&Dh%#éo
AROBEIE, 1H#EI5~40mg (JIfi) /kg& L.
“ﬂufﬁu %55 o
&b Fp ERIC X EEIEET 5,

INhE3~
Z Nz 3~4H

8. ERLEFMERE

8.1 AHIDMHIZH 72> Tlx, MR OFEBIEZ P <720, HlE
L O 2 R L %F@é%iﬂ%&rdﬁ@%ﬁ@h%
Lwsrll,

82 Y av I NHLONLIBLNNHLDT, T aMEElT
o [1111 ZH]

8.3 BMUERENDH L DONL I LEDHDLDT, EHMITHAELITH
Z &, [1113 ]

9. BENERZEIHBEICHTIEE

9.1 AHHE - IEEEDH 2 8%

911 NZYULHRRIEE 7 x LRFEWE (I3 UBBYE D BLERE
DH3EE (70, FRNHUEBEOEREEDH 2 BEICIE
BELEWIE)

91.2 AARIAEH. ZHBICKEZHE. HES. ERSEOT7 LIV
¥-RIEERILPTWEEEZFE T IEE

atggnﬁm®$ﬁtﬁ%iu%ﬁu%§®ﬁ%\é%&%@%
(AY-:t
s I VKREIERDEHHDNDLZEDDH S,

9.2 BgEEERE

921 BENEEBENHDEE
BeG5a - S5 HBOBEY RHE T L0 CEEICKREGTAZ L,
MRS IE R %, [166.1 ZHE]

9.5 1113
A IR LT A I ﬁ@%%kﬁ X, EELEOFRMEDS
% L2 &R SN BHEIOREGTH 2 &, BidEk
(7v M) IZBWT, k& (SOOOmg/kg/day) W52 L A EE
meﬁ%éﬂfwéo

9.6 B3R
R EOFRER OCBIAFEOG L HZRE L. ZILOME
PIEA BT 52 8 BIPABITT L2 EAHE SN TY
292>O

9.8 EiE
ROTIEZ L, HELEOICBS-HEIcE
B L L EREIKGT LI L,

9.8.1 ABBEREISMETL TS I ENEL
VY,

982 VY% 3IVKRZIZ
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10.2 FAEE (BERIKEETSH &)

s
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Y
(v

Y 5% EBEORE
v EERSFEBIL R
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224%\ZRBH LN, T
V¥ v HARR A
B 1,257 Tl%7.5%
IZREO bz, 72
VARV E |
Lawruary /) —
VAR R 283610 5
+ 2.1% D3 HK 14 38 95
EREBLIE WD
END D,

* | B M) N ) AR BUEE AR & =
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b2 e & B X0 A
WS 2 B LN |12 H ILE R 73 1 5l &
%o NLWRENELGD 5o
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AHDOFF Ok A
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1. BMEA

ROBWERDRH 5bN b Z e HDOT, BlEE 512 Tv, &
EERO LN A G A IR B Y R LE AT 2

tO
1.1 EXEEMER
11.1.1

2avy (01%ki) . 7F747F% 2 — (0.1%Aii)

AP, CONEE R, WG, MRS, e, S5, 257
IR, M T, MEETESOERYD S b2y
kL, BYRLEZIT) 2k, [82 BR]

11.1.2 hEMRKIBIEBMMBIE (Toxic Epidermal Necrolysis :
TEN). BEFLIEIRAEMRE (Stevens-JohnsonfEfREf). SIEAF
MRSHRGE (3L HEAH)

11.1.3 2MBEE (BHELH)
AMEEESORELFEENS SDONDLZENH D, [83 &

Jet ]

11.1.4 BEEXBE. HMEXBRE (5L HEEARY])
TBIETER s 95, MIMPER 255 0 M & fF 5 mE 2 K %0is &
DI DD L, R, HEOTHPD S bNEEICIZED
G el 5 CEY R RERTT) 2 L

11.1.5 FFieERE=.
AST. ALT,

JERDLONDL I ENDH b,

11.2 ZOfOBEEA

BE (WO HEEAR)
7-GTP. LDH. ALP FAS% 08 IFfREm S, o

14, BRAEDEE
141 FEHIZFEFOER
PTPEEDOIFIPTPY — b2 SWY) L TIRHAS % L 5 i8E S
52 Lo PTPY — ORI LY . TS A AT ARSI~ A
L. BIZEEe B L CHEREHREOEE R AIHEL % 5
ZENDH AL,
14.2 EEIBE5EFOEE
BIER LRET L L, FNICAEEBREFEZTZENHL0
T, ZOOKTHM S, FICHEERORMAEICITEET S
to

16. EYEHE

16.1 MAiRE

16.1.1 HE®RE
HERERL AT 16441237 ¥ ¥ 21) »250mg (F1fifi) % ZefRE xSk %S L7228
By TSR PG P LR Ol L L. DR IX 4 4629 ug/mL., 422 4 g/mL
ThY), HHEOEELZEALZT L7,

(pe/mL)
7.0
6.0
1m 5.0}
E
/B
4.0
th
p=} 3.0
E
2.0
1.0

B (h)

INH ¥ D) R AR NI ZEER S A LR S L7 L 2 o MiE PiEE (n=
6. F¥fl £SE)

16.5 HEitt
HEHER AN > ¥ 2 ) 2 250mg (D) & 22 UL BRI RR LI - L 72856, Kl
GHET ¥V vl LT, 6 E TISA £ 59.4%, 55.3%A A HEME S L7zt

16.6 HENEEEHTHEHE

16.6.1 BiRERERE
EFEREREE N 2 ¥ 2 ) 500mg (Iili) & AECIHS LA, BRI T G
UC. HRIHEEASRIE L7z, F72, 1S iER L. AUCO ERA DA SNTZY, [921 &
1]

EEPRAERSE 1L 500mg (Oofifi) HLIERECTHS (FI5fl+SD)

Growp | ¥ |MmiEs VT F | HbEEES | Cmax tmax tz | AUCo-2m
DT () (mg/dL) (/h) |(ug/mL)| (h) (h) | (ug-h/mL
Al 2 0.8 0.66+0.06 | 11.33%2.34 050 =0.18{ 1.05+0.09 | 23.55 = 3.54

A2 2 27~28 0.20£0.08|1093+746|355%1.55|3.69+ 144 |10850=70.73
A3 2 36~75 012+002]1216+219|2.37%0.39|567+093|122.86 2819
A4 5 72~157 1008=0.02|17.04=9.60|338+281|9.63+3.00|29288+206.11

0.1~5%A i 0.19%A:iifs B AN
B UE B, €I BB B
k3 Bfi, FERLER IR
N (WY
A WFEREREE S
HALE TR B - R EE G,
LTS = 1 NV R /N (A< 2
B AR
AR OW%. K%
(o ¥Hb
WITIERESZ D
KlebsiellaZ: (2
r%)

Y 3IURZRE vy I UVKRZ
JER (K7 b
oY sImE.
H e A &) |
vy 3 UBEEX
ZREIR (F 4.
LM%, AEROR
IR, MR gEE)

12. BRARIRERRICRIETZE
FROFFIZE) . NATF 47 PR HHVIET =) YT
HIZLDRIERETABELEEET L2 LD H D,

BB (g2 L7 F =) 12X D 4Groupll5$is
Al BHEBRIERB. A2 LS 2 L7 F = ¥ 72~3mg/dLOSER], A3 MiEs L7 F=
¥ H3~8mg/dLOJER], A4 © IMHEENT BH

(pg/mL)

10.0 Group A4

Group A3
m 1.0
th
b
0.1
E
Group Al
0.01 T T T T T
13 5 8 12 24
i (h)

NAYED) e BEERERFTICHERRZEOES L SomPbiRE (one-
compartment open model)

16.6.2 /NEF
NBEH (4~125%) 1288 v BT Y 10me/kg Xi320mg/kg (i) % Z2REREI2RE L
BT L7, #G-R6ERH £ TIZ, % 4535%. 47.2%2 A CHE S, £ o5l



R AHT2MER] F CITHRE S A7 IR 12 ]~ 2B R AR R 12
1ZiE, PR X BRI A SN o720,

L 720 Cmax K PAUC

ANRREL9BIF  ZeJE R AR 9% S (one-compartment modellZ & 2 f##T)

ek Bl Cmax tmax tiz AUCo-24n
(mg/kg) (ug/mL) (h) (min) (ug-h/mL)
10 11 702 1.02 45.23 14.67
20 8 12.81 0.76 61.16 23.26
(pg/mL)
100
201
m -
10F [~ — 10mg/ kg
-=-- 20mg/ kg
N
=
E 1L
S ~
s ~
N
0.1 -

INH Y ED) v R/NBBEE R R OIS L & & o fiiiEeE
(one-compartment modellZ X % f##7)

NEEE (4~9%) oT—%

1E) ARHNOKE SN WER ORI, BAOHE, 1THA500~1000mg (F11li) %3~
AENZE L TR G- Th %,

17.1 BHHRVRLMICET 28R

17.1.1 BR-_ESHIERHR
Ho, o, BEUL (ZFEERO) . BEGE, ) v SBEROBEISH LT~
Y1) v (BAPC) 1000mg (8% : 1§tH12126mg (Jufili)) ® /A Xx7 v 2 »
(ABPC) 2000mg (8%¢ : 1§EH112250mg (Fifii)) /H & 1HAR (AL OEnR) &
4559 2 “EEBRERBRICBW T, ARRETRO LB TH ) KHIOH A
RENTz, Fo. MFERICHEEE RO LD 572, BAPCEGEIZB W TRIEMIX
136% (8/59B1) 12k b, EABIEILIEE . B 438% (2/5361) Tdh-

BEH 5615 E5 (B1) %) (1) AR (%)
BAPC 53 31 18 925 (49/53)
ABPC 54 30 18 889 (48/54)

17.1.2 ER—RERRHER
I SR (EBEBR 5% |
L N7 v E21) »750mgZe v L1000m

AT Mige, SEIMIdE, OB OBE) OBE T

(37@;4& 1§EH12250mg (i) /H#%1H3
[l (g fth) x4l s OBEERT) RS L 7z BRRER Bv»CL $55:800)
VR L CRERGHI. A Rh5361 TH%hH85.0% (68/80f1) Td -7z, FIEMIX48% (4/87
B G EAEBISE & G ) 1SR S, B2.3% (2/876H1) . WM, T, ARA
Ry FBHLL% (1/8761) Th-o729,

17.1.3 ERN_ESHIERHR
MBI 2 D BE R Lox > 2 ) » (BAPC) 1000mg (4% : 158H112250mg (J
fil)) /HX &7 EF> 1) ¥ (AMPC) 1000mg (47 7t 1 17 7 &)V H1i2250mg
(i) /H % 1HARREIHS-3 2 “EERILEHBRICBWT, AREETEROLBY
THY . MARGHEICHELEY RO %> 72, BAPCEGHIZB W CRIENIZ28.2%
(2077161 = #£5-HIHER % &) (RO SN, EREIERIZINE F 5 > A7 3 F—ED
FRH127% (9/716) . BFERERI S . ISR %56% (4/716]) TH 79,

=

Eil BB EH () R () HEE (%)
BAPC 57 4 35 684 (39/57)
AMPC 59 4 41 76.3 (45/59)

17.1.4 EX—EEERE
ZMRMEED BB IR LN > E Y1) 21000mg (48E @ 1§E7H12250mg (i) /H %1
H ARl 454 2 BRRABRIC B\ T $e5-30B112 %) L C 250, g3l T
HO33%TdHh - 720 BINERIIEFIZAH L ORI 57210,

17.1.5 EIN_ESHIEBHR
DAL E £ R AR O BE I LN v E ) (BAPC) 1000mg (4
$ 1 15Eh12250me (Ffifi) /HXIE7EF ¥ v (AMPC) 1000mg (4% 7L 1
717k )V HL Z50mg (i) /H % 1H4R (GFEHE K ORER) &O%532 ZHER
HEHBIZBWT, AREEITEOLBYTHY, 2HMICAEELRO Lo 72,
BAPCH# G-BEIZ BV TREIEMIZ7.1% (9/12661) (258 S, ERFIVEM L H Bk
48% (6/12661) TH o721,

Y
GEUS SIS TR0 - B (%
JOE TS F| GBI %0 o) T 60| R (A HRE (%)
BAPC 60 23 21 7 850 (51/60)
BEHER AMPC 58 24 17 11 89.7 (52/58)
smiipg g | BAPC 62 49 3 5 100 (62/62)
ERBE AMPC 65 41 15 6 954 (62/65)

17.1.6 EIN=EEHRIEERHR
SRR OB EICK LN Y EY ) v (BAPC) 1000mg (4%E 1melJ
250mg (J7fifi)) /H 7\ L500mg (48 : 18eH12125mg (Jufi) ®) /HXL7 »
) >~ (ABPC) 1000mg (4% : 15£%12250mg (Ffif)) /H % 1H4E (i i% % O#heE
W) AR5 T 5 SEERLERBRIC BT, AMERETROL B TH Y, SEMIC
HEAEZRORD > 120 BIEHIZBAPCI000mg % 58125\ T5.1% (5/98%1) 12388
St ) HABIRTHLEREE TH - 1212,

gl B Hx (B % (#1) AR (%)
BAPC (1000mg) 98 69 20 90.8 (89/98)
BAPC (500mg) 93 49 34 89.2 (83/93)
ABPC (1000mg) 99 54 36 909 (90/99)

17.1.7 ER—ARERFRER
et gD BEIZH LN Y 2 2 T750mgZe v L1000mg (33 448E @ 152H112250mg
(i) /H%=1H3ME (43 fﬁ) XAl (FFE s OhEERT) #EOHS L 7 BRRER IS
BWT, ARHRETEOL B Th o /oo BIMERILAMEHEAMMERE 0 BH2BIZ B

CTHpRE 2R,

ER S ERESRiE %y () AHxh (B) AR (%)
‘:"‘rﬂrﬁ%@rﬂrﬂmﬂtﬁé 14 11 3 100 (14/14)
---- [P 2 s o 9 6 3 1 66.7 (4/6)

17.1.8 EIN—AZERERHER (hR)

kg, MR e, BRATEL. PE %, SR LoNEik. AN BRICH LNy v E
1) »750mg (3%E : 15e0112250mg (Jfiti)) /H (19~40mg/kg/H) #1H3M (L
) RS LR ABRIC B\ T BG1TBNCR L CAHREI13824% (14/17#1) T
Hotzo BEIWERIZENZTRD 2o 7210,
17.1.9 ER—EaHKEERBR (ML)

TALEOBIE (AH15kgP 130kgAT) 12k Lxs ¥ €2 ) » (BAPC) Xixs 5 v €
1)~ (TAPC) *#%1H#5-57A%31220~30mg (JIfili) /kgk % % & 9 12k HE20kg R
121%400mg (Jiffi) /H (8% 7k : 14 7 )V ii250mg (Jiffi) #). 20kghl I
30kgLA F1212600mg (Jufifi) /H (127 7+ V) 1H4H (4 Zfﬁ&U"iﬂFﬁﬁ) FECHS
L EHERILEBGEBRIC BT, AFREITEROEB) TH Y, WEERMICER R Do
720 BAPCE G BV CRITEAIZ4.5% (6/133B1) 12720 5L, Eﬁmﬂﬁf)ﬂli%?‘
38% (5/133%) TdH o721,

FHA BB F5 () fE (B0 R (%)
BAPC 120 61 54 95.8 (115/120)
TAPC 115 58 52 956 (110/115)

&5 EY) v (TAPC) IZBRFEH IR

) ARANOKR S NFIEE250mesi TH B o

18. FhFEIE

18.1 {EFMRF
NHED) R BENTT Y EY Y e
L BRI T %10,

18.2 HEIER

18.2.1 HBRENTO/EA
A7 NVEYHFH, KBH, 7079 A - 358 AROCKE R LD 7T ABREEILE D
VB JEERTA ., WREREA. LBRL » BRI, 27 F YRR RO G 7 F YRR LD s 9
LR LR BRI 2 R,

18.2.2 By TOIER
< A TOBRGIERIERT, 4 ¥ 7V HH, KE#, a7y 2 - 358) A, #

B OMIBEE S 2 HE$ 2 2

o7 B BRI 70 812 & B YA LR L CHEENZEBRE R T2 RO
T L7zIREEO~ Y A (EEBRYHAMEHAE~ 7 A) TORBRIZ & 2 EEEIZBWT,

TrEYY Y TEFY VY VL) ERZERDENRO S TWBHID 18,

19. AR A BT 2ELERH R
E’JZ’F@’ A ¥ HEE (Bacampicillin Hydrochloride)
N’é 5 BAPC
124, 1-Ethoxycarbonyloxyethyl(2S,5R 6R )-6-(2R )-2-amino-2-phenylacetylamino]-3,3-
dimethyl-7-ox0-4-thia-1-azabicyclo[3.2.0]heptane-2-carboxylate
monohydrochloride
43 F3 - CaHzN307S-HCl
i 501.98
oK BE~EEGOKSEORRTH S,
AL 7 =NIFTY 7 =) (95) IZHEFTRT L KRIZRRET TV,

Tb2Ep
O CH, O
O)\O)l\o/\CH
H.N H 8E
< : - HCl
0

20. RV EDFEE
73 Ca— @R, A

22. Ak

1008 [108E x 10 ; PTP : #28HIA D ]

23. XEX@H
1) IR E)A R AL RS A PSS IE R O F5 ] &
2) HiER b . Chemotherapy. 1979 : 27 (S4) : 362-367
3) N. Engl. J. Med. 1972 ; 286 (10) : 505-507
4) =ARXHE A : Chemotherapy. 1979 : 27 (S4) :132-142
5) Pt : Chemotherapy. 1984 ; 32 (3) : 156-163
6) WZHSFIE Al NERNSHR. 1986 049 (2) : 321-326
7) FEHWHEE A © Chemotherapy. 1979 ; 27 (S4) : 416423
8) Wil i HARKIERERR. 1983 42 (7) 616625
9) =ARICHE b : Chemotherapy. 1979 : 27 (5) : 725-759
10) A2 HEAL Al HTSE L ERR. 19825 31 (B) : 767-769
11) =Aafr fib: B & &k 19795 25 (5) 13981414
12) iH3E® il : Chemotherapy. 1979 ; 27 (S—4> : 318-335
13) MERtER Ml Prog Med. 19822 (8) :1313-1316
14) WHBEL M3 A‘kﬁ?% 1982 19 (6) :1551-1554
15) iR = il : EYESE 1979553 (3) 121138
16) Iz b ChemotherapyA 1979 ; 27 (S4) 5963
17) &= il : Chemotherapy. 1979 ; 27 (S4) : 16
18) K#ET i : Chemotherapy. 1979 : 27 (S4) :7-16
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