2023%F12HERET (55 1 1)

BTE - EIRRE
EMEAA : 2564 A

B-570 9 —CHEEBRIESHENSRA
NHEERRY

01
BAEERROEES
876139

ARES
22700AMX00924

AR7chasE
2015%12H

Bl & e A
N 72,25

F & mEEEA
Ny 745

22700AMX00925 | 2015%12H

BAEEA FSREIVINIIL - ERSIU Y

') EN resmwzan»72.25 "DSEP;
DY) EAN wesmmzanyr4.5"DSEP,

TAZOPIPE ‘COMBINATION FOR I.V.DRIP INFUSION BAG 'DSEP;]

) FEE—EMFEONSBICK VAT LI &

2. B2 (RDEBEICIFIBS ULV &)
2.1 BREIDORRD XIER=2 ) ¥ 2P E I3 LB EE
DERERDO D % BE
2.2 GHRMEEEEREDRBE [(R=2 ) Y RIENE DR S
TREPSHELPTVEVLIWENSH 5]

3. f8R% - IR
3.1 #8Rk
74 VR %y Al

SO e 1Ny 7 REEKE T N LW
TICRER |50 5 0 (HR) 0.395g. pHAAHFHI
S EREA
N 7295 0.25g (F11i)
rDSEPJ' Y52 Lk (HE)

2.0g (J1fifi)

e 1Ny 7 REEKFEF b Y L0
FICRRE |5y 5 1 (BR) 0.789g. pHIAHHI
'ﬁfﬁfg{f 0.5g (F1i)

I'DSEPJ. Y52 LK (HE)
4.0g (F11iff)

Ny 7 BN EAIER (B R) EBRER (RE) 25740, FTEIEMRIKE L THASE

B AR AER100mL (100mLHE(LF b Y 7 A (HB)0.9g) 2 &H T 2.

ENVERRAEIA S UCTA LTV 2725, BUEHIRIC K DRI AT Ok E LTIHE
LTWw3,

3.2 HF DR
FRRERE L TRV 2 BGRREHAITH %,
HE~MEABORNIINEKTH S,

TBRR OpH A ONRIEE

SRS L T BETE
VA AR SR/ GRRE pH (AT )
ESTHK 4.5g (F1fi) /20mL|5.0~7.0 %93
. |4.5g(7ffi)/20mL|5.0~7.0 4
ERBEE S i)/ 100mL [4.6~6.6]  fa2
e g | 458 (71) /20mL 5.0~ 7.0 4
S%7 B RRER S i)/ 100mL [ 4.6~ 6.6 %2

Na&H& (13 7) « HAER AR 100mLIC AR
& EREA RMEER/ N Y 72.25[DSEP] @ 20.10mEq
5 EREE RERER/ N Y 74.5[DSEP] @ 24.79mEq

4, FREX FTNR

O —RRERAE

CERERE)
AEICRERMEDOT ROKER. VY UIRER. XA,
BEREE. ES7t3 (T3 VN\X3) - h95—UZR,
KEBE&E. YhONII—E. JUTYISE. IT70O
NII—E. ESF7RE. FOFDRE. FOEFVY
B, AVIIWIVYE. BEE. PYRMMII—RE.
RFIRNAMVTNIvARBE, ZJO0XANUIDLE(ZO

AMNUIGL - T T2 VIVZERL). NOF70O04F7RE.

TURTSE

REHEE

GEIE)

BUMAE. FEMRERPE. USh - BED RRR.
fik., BEREX. EMMERRX. BERX. EERES.
AEEEN. REER

O FEMIFPIRRIAME

5. $HEEN FZIRICRIET HiER
(GhEEHE)

SAKBOBEICELTIE, JBAE LTERZHEEZERL.
B -lactamase DS E X S5, AFNEEDFRKEIC
B HEEL FORBYYETH A ICHRETH I &,

(RSP IRERRIAME)

5.2 KANZ. DIRO2&M 2T BEHIIRET S &,

< 1EHOHBTISTULEDFE, XIX IR /RS 5
37.5CH Lo FE

« BFHREREA500/mmPRFE DA X1Z1000/mm3R i
T500/mmPAKHICHDT 5 2 ENFRISNS5E

53 AHOERIE. BRADHTA RS54 0 E2BB L. KK
BOWEBEICT A EBEESEMOL & T, AFIOMHH
AL HW SN DBEZEIIOVTOARERTH &,

54 RFOFHEGICEE L TIX, BERNICMKEESEOMRE L E
Mg B &, ERBEAHELLZBICIE. KREIRSREED
DEREGEIT A L,

55 KA OHFEGICE L Tid. BESMBREHOEZRTH 5
RSP BREBETHRTEZVIEAICE. BIMERKD¥
BAEHHRRBE LTHET S &,

5.6 IR, HEORIENRD 5 NHBEITIX, RAOHK
Ert#ZETs L,

5.7 BB - BAAZEOIEBREORATH 5 Z EPHERS
NHEIE, EPPICAR OB EE2HIET ST &,

6. BERUHAZE

(—HRRRAE)

- BUMAE. AR, BERRRN. BEREARE. EEXNUBEER
DiZE
BE. BRAZYINT S L - EXRFVY ELT, 1E
4.5g (N1ifi) %2 1 H3[E S EHET 5. MROFA. FER.
FREEICID U C1H4EICHEETE 5,
HEE. /NRICIE1EI112.5mg (F11if) /kg % 1 H 30l S ERE
T 5, B, ER WEBIE U TINS5 E2EEHBET
&5, 127120, 1EFS5ED ERIZBAICBT 51[EH4.5g
(i) # R ZVWHDET B,

TR ERRE. USh - BBEDITRBERDBS
BE. RAICIETINTZL - ERFTY LT, 1
4.5g (F1fifi) % 1 H3[El =L 5.

- BERBRNUEMEERRDES
BE. BRAIZYINT S L - EXRFTTY ELT, 1E
4.5g (J1ffi) 2 1 H2E SE#ET 5. 2B, ER HEIC
JGUTIH3EICEETE %,
HEE. /NRICIE1EI112.5mg (F11ii) /kg % 1 B 2 [0 s ERE
T3, B R REBIEUTINERSEZEEHBET
X5, £z ER. RIS CTIHIMENICHEETZ %,



772U, 1580 ERIZBAICE T 5 1E4.5g (F11ii)
EBIRVLDET B,
(CRBMEFPERRIAME)
BH. RAIKIWEZYINT I L - ERFYELT, 1H
4.5g (1) % 1 H4E ST %0
WHE. NI LE90mg (71iff) /kg % | HAR SE##ET %,
722U, 15RO ERIZRAICE T 5 1[E4.5g (F11ffi) 2
BrRVWbBDET B,

7. BiERUHAZICEEYT %38
(GhEEHE)

7.1 AEOHSHBIX. RADBRE KK OCEMEEREN RO
BAIISHBE. BEEEERIE. 06 A - BEO IR
e iR, REREK. MEENBEE. HEER. HEX,
FEEIF R EREAER OVNR OB ERB R EHEREN R
DOFAZT4HM. BUEE K BN R 051321 HiE %
BRETAHIE, 8. MEHORKHEE LN 72D, B
BOEELLELR/NREOHBOKREGICEED B &,

7.2 BiETIE. BEOREZICBZEL, Hl21E2.25g0
W5 SHBT 52 CEBEICKRET S &, [9.8 2]

(— MR ERRAE)

73 MREZFDOIHAMBEICH - > Tld, FIE - EigodH
Jili 5 I OB D 5 5 1 HARIR G ANz BE %2 RiIR
LERT A &,

8. EEREFRIEE
(GheEHE)
8AKANCEBYav T, 7TF T4 5F L —DREREREIC
FHTEBHEDIZVOT, ROEBZEHZ &, [9.1.1.
9.1.2 ]

8.1.1 HERICH ARSI >V O RRBZ 2T > &, B,
WAEMEZEICE AT VLF—RBIINTHERT S &,
812HBEICELTIE., BT¥a v ST s2RELEBED

EnsEfEE L THEL &,

813 BEHED OHRERTHREI T, BEZRHORBIZKE
8., TonBEERTOIIE, o, BEFHBEREI
BEFECHEET S L,

8.2 ITHEHERRE ., BHREmE. JLMERBAE. HERERE.

M/ RE. I Em. EH Y Y AMEND S5bh
B ENDHHDOT, EMICMKERE. FFHEE - BEHaE
MEBEEZITORE, BIEE2 91752 &, [11.1.3-
11.1.5. 11.1.10 K]

. HBENEREHISEBEICAHTIER

9.1 BHIE - IEEFEDH 2 EE

9.1.1 E7 z ARMEYEICH UBBIEDEERDH D ES
(fe2U. AEIRURZV U U RIEYE (CX UBEYE
DEHEREDH D EEICF /S LBV &)
+onMZEIT I E, YavidbobhbsBEh
BH5. [8.1. 11.1.1 ]

9.1.2 AANXIEHE. RRICTEXRE. FE. EMBED
ZUIF—RIGEREI UP T WVAEEE T DESE
+ouMZEITOIE, TULF—FEREZET 58
BEBREERE I LTV, [8.1, 11.1.9 2]

9.1.3 ROBHODARKEEN FIEROREDEE., 251K
EBOENEE
B2+ DITHYTE. BEERICKDESY I VK2H
BT VWEETIE, ¥ I VKRSERSH-DNS
ZENDHB,

9.1.4 HMZEADH 2 EE
HER ZBET 2 BF N5 H 5,

9.1.5 DE. TERSBRIEEEEDHDEE
AEAERICETA2ERELT, KT MY TLE
BPELSTL., BESZOERZE/LLSEZBZNY
H5

9.2 BipEEEERE

9.2.1 BEHHERERE (MTBITERE 2 &) Tk, MR
H OB R CAUCOBEMAFRD 54, I EE A A
THDOT, BHEREOEE IS T, REEBOHE
RiIEESHEEZH T THRETHZ L, [13.1. 1661 &
iz}

9022 AFAERICHAT 2FEE LT, HF MY T LAMESE
DEMEREZRLIIBEINIDH S, [13.1. 16.6.1 =
el

9.3 fFiksEEEEE
MABESHERT Z2BZNDTIH 5,

9.5 117
IR X3 IER L T WA RTREE D & 2 ZHICIXRE OB
WHENEREEZ RS &SNS BEICOARET S
Z &,

9.6 1ZE IR
HELOERERUBARBOEREZZER L. BAO
a2t T s &, BER(S Y M) THIT
HFAOBITPRESh TV,

9.7 INEZ

9.7.1 (KHAAER.
Tz,

9.7.2 A - SR (2BARI) ICOVTIE TR, WEFSFKHELLT
WOTHEBICERET S &, MNRBYERBTOT
- BEORIERRERII2BMATE T57.7% (15/1/26
). 2L Lo T40.6% (1361/3261) TH - 7=,

9.8 S
WOBICEEL, HEYCICKRSHBICEET 2R LR
ZEOREEZBR LS SERICHREST S L, [7.2 ]
 —fRIC, AEFEMSEEABRTRLTW A Z ENEL., BIEA

MWREELLT W,
 BY I VKRZICKAHBIMERAH 5bND ENH 5,

10. 18E{EA
10.2 HEER (HAICERT ST L)

A% HEPRAEIR - EETT IR e - fERET
TaRXY R | FINT Y LAROERERME S WOHEIC
T YOERBEANSE KD, FaXI T R
BI252&0H5, TINT L, ERT
2 v DR BRE S
¥oEEAO6ND,

MAERZRIRE LR ITER L

XML FY—

A FbhLUFY—FOHk
MAEREL, A b bL
-~ OBMEEAY
RSN ST REME Y B
B, MPREE=%"Y
YITERITI B ERERT
5T &

BRMETBOFEKT
=AY T AR
% —(OAT1. OAT3)
FAFICED, EXFY
YYHBANMLVEY—
~ ORI EBES Y5
EEZLNS,

AR IIE S
(FVv779>
%)

37K e E 0 1 VR F 22 B
EI58FZN0H50D
T BIMAEDOEB)ICTE
B9ahI &,

A= RN s AN = 1 10)
ER. HIMEMEIC X
O AR IR ASHERR
ITHLDODEEZIOLN
5o

NyavwA4yyr

BEE»HER, BT
2BENDH 5,

TSR A O FT IR 1 B e
PHRE SN TV B P,

HEEROEF EA
Hﬂo

11. BI¥ERA
ROBWERD S 6bNBTEFHHDT, BEEZ DTV,
BEDPRD 5NIHEICE G2 HILT 5% SHEY LB %
firz s

11.1 EXBEIER

M1 Y3avd, PFIT45FI—(WINLEERRH)

IPIR S, IREMRFETE, EOEEE2BITIENH S,
[9.1.1. 14.1.2 2H]

MI2h S RKIEFERMMBIE (Toxic Epidermal
Necrolysis : TEN) . REMEIREIRSE (Stevens-
JohnsonfElRE) . ZHAIH. RUEARMFEEMHREE
(W FHERE)

11.1.3 BYERRR BREEARA) . FHHERERRE (2.7%). BB (SHEEAHEA)
BPERF REOEE LK. AST. ALTO LRZH DT
HEE, BEHISDODOND LN H D, [8.2 BIE]

11.1.4 2MHEBEE(0.4%). BEMEERN (HEARH)
SHBRE, MELBEREFOEELERENSHS5DN
HIENDBH, [8.2 2]



1115 NMBRGEAME. SEFRAERE (W 3 S SEA) . M/
WRRAME (0.4%) . BB (SHEEAH)
MEER E LT, FEE B, RZF - KEHL, &
., BEEFHSDNZIENH D, (8.2 BH]

11.1.6 (RERMEXEER SHEAH)
BEERBREOMEZHES>ERTRBRATH 5N
HZENDHAHDOT, M. HEIOTRAH 5 bz
AICFESICHEGE2HRIEL, BYRLEZTS 2 &

11.1.7 EE AR (0.5%) . PIEREREE SAEAREA)

PIREIR & LT FEEA, IZMK. PRIRIRIEE. MORXAREHE.

IFBREZEPSHoDNBEIENHEDT. TDLD
RS H S bN-BEICEBEsHIEL. BIBRE
FILVE VHIOBREEDOBY R MEEZITH &,

11.1.8 HE#EHRLERAE (0.2%)
R BEREELE S BRBPEN S S b S 2
ENBHAHOT, HRRE. B CKER. mhROR
mIxsuvy EREFHsbhBEEICEREEHIE
L. BUZABEETS &,

11.1.9 EH|IEBEUELEIREE (SEEARH)
TIHPER E L THRE. RED A SN, HICHEERSE.
U YOSHEIERR. BIMEREE N, IFEEERIE S, RAED) LS
RS 245 EREOEE R BUEIR BEEAREH)
HobNbBIENHHDOT, BEZTZITITVL, 2D
L BIERD D 5 bNFBHRICIEESZHIEL., #Y)
BRMBEZITH>ZE, BB, EIALRZAT LI A6
(HHV-6)%0 7 A LV AOBEIEWELZHES 2 &L,
BEFRIEZ DTS, FE FREREZOERIEHR
HHVWIIBIE|TEZZEDPHLIOTEET S &Y,
[9.1.2 ]

11.1.10 KA U & L IFE (4.0%)
BRI, B, ANEIR. BEEZMESEAY 7 LAIM
ERHLDONEZENDH B, [8.2 BHE]

11.1.11 MIREEM D >/ HREERE (MRS SRR (SEEEAEH)

5%Ll

0.1 ~ 5%k

SAEEANEA

Z DAt

H#HLANIVETR, ©
i, AR, R,
CKER. ZL7F
= kA, BUNLE
S, 7YvE=7E
H. za—I)LEd.,
FBHR. RFET R
WM. Ry oe
U VB

BAHR. #iE.
. BNER
B MoERE. &
ERERE R, B
%, BEAEW
L TIVT IV
&R, IMAEER
®

E)Ey I VKRZIER (K70 o v E Ve, HIERS) . €4 3 VBERZE
RER OAK BERAR, MfERE)

12. [ERRERZRICRIFTHE
121 REAOHFEEICED, XREATF4 7 bAFE, 72—V V7R
BEDBRITTIEICLD2RBERETIE. BEE2ET S &
BHHDTEETHI &,
122 E#E 7 — L ARRGEEZET A ENHEOTHERET S

Z&,

13. BERS
13.1 fEK

WERESICED ., EEEOMBEER, &) U AME
RECITIEN DD, FICERERTEZETCRIZIDLD
SRR H 5bhPT W, [9.2.1, 9.2.2, 16.6.1 2]

13.2 &

AEIOMABEL, MBEITICED TFEZENTE S,

14. A LDFER

14.1 FRFREOER

14.1.1 B&Z1{L

(1) TEHEMAEEHETSE. NEMDPTET S22 E0H5
DT, EAELEZWTZ &,

FEEN, FEIE. MOREEER. MEIE. U COVEIERR. BRI
A, LDHER. @72V FVME. SV 71U R
MAE. FFERERSE. MREEREEOREFROON
HEIE, BEEHRIEL, BILLEZTS Z &
11.2 ZDtDEIER

5%Ll

0.1 ~ 5%k

SHEEANEA

HEBOE

RZ. @B, X
T RLHE. % D FE,
FEEA, WAL, TEAE

TK¥E M B %%

iikiz3

RIS

HImEREAD . i FREk
A, BEREA, M
AREA . &, R
IMERFAD. N~ b7
U M. GFHRER
W, HIRIEZ. I
/MRS

BREREAD . Y
NERHEZ. H
i fera (FRBE

S, IR
Mt Rz &)

Ji Ak

ALT k&
(9.9%). AST
8. y-GTP
L5 (9.0%)

LDHESR., Al-PLE
., ULy kR

e

T (24.3%)
Ll

BD. MR, ER.
FEERARIER. FE.
HEfE, 0Nz, O

B

BHRANR. 5
. BEERE T
& I

HAR

BRHE O MREER

HAE

VN A

vy Iy
REE

vy I VKRZ
R, B3I
BEER ZAER®

VAV LEHALg. 925 HEEEM250mg.
7 =T UEE4AOmg
(2) THMAIEE AT 5L, 3MMRBICELVWHHOETRZ

HITIENHAHDOT, BEELEVWI &,
7I¥y FBEIH. FRIVEKE. 7b5 77—
400mg. 5-FUE250mg. 4 7 1 V) »i#250mg

(3) THEMAIEE AT S L, MMBICELVWHEOETRZ

BT IEDRHBHDT. INHOEFEDEEDRES
. fIEXREF Ny 7 AFRICKOEET S &,
73 UNVEMEE. EY 7 I 0SE. EYSa UF
Wik, 2 A7 I 1R

(4) THHAIEEAT 5L, MR ICEHAZEIREDON
B2 ENHHDT, BAEBITHERPIHEHT S &,
ISV ARY VEEALg. at T 4 VEERLg
14.1.2 KR OTSRFAMBICS 3 v 7 2> BRERESD

BHEGERZE T ENDHZ2D T, KAl2 AT 5
WK FPRZHEHATA 4L, BHEOBEMZBIET S
L. [11.1.1 ]

14.1.3 ARAE
(1) A, TEOHRAEMAEERICHER L., RiHEEd
P
(2) BERRIERE

- HAERNICIMEZ ST 5.

o BHERDOAN— — b2 IEH U CEFN 2 MRS 5.

- BRHERE PO L CIREEZFIE S E, Al 2RAI
WRSE 5, BRI EBBRTE2REICEDE LT
ELBRLRT L kb,

- BRAEMRT 5. LEBER. T2 OFELEIL
V=L EEPLT. EilREY NEEET S,

(3) ARIDERICH 1= > Tld. TRITIBM LI Z & ZHER

T5Z &,

(4) BBBIEP P ICHERT S &,
(5) BRI L THER LAV &,
14.2 BRI SEDFE
1421 73 7)) a2y RRREME (N T T4 2V E) DR

FEICKD, 7I 7)Y RRRAEYEDOFEERET %
ETOT, REIEHAT HBEICIEZNETNIRE
TET R L,



14.2.2 5T LT SRR, SHAFEFICHIERL,
MEEEIX TSP EVBRICT S &, BIRMNES
IC&b, MER. MBRNIERAZELEITEND S,
[15.2.2, 15.2.3 &#]

14.2.3 TLRAOHTIE. TLREICE>TIITHI &,
ROICHT &, TLRPEBRHITEALZD . HiHO
DOHEEZES T TRIRNEZRE T BZNLNDH 5,

14.2.4 BLEHBIAETH 5,

14.2.5 HiEE (URE) IC X2 EERE R IThbR VW &,

14.2.6 ABOWKEKRIBLZOELE LTHERATSZ &,

15. ZDMDFE
15.1 BRERERICE DL 1EHR
15.1.1 SHEIC B L CBIHREEOBETERT VY YOl
BRERORBHEN TV EOMEN D 5,
1512 BHRICE D, Royo= LOHEERsEESE5
EOWEND B,
15.2 FEERFREABRICE D < 15
15.2.1 G A X 2R W RIEHRSHEHR (E%2~4HDA X
12720mg/kg/H %5, 35 W IZEBRS2~64H DA
X124,500mg/kg/ H % 7iBR) T, BUEEO BN R
B ENTEDBREND B,
15.2.2 I v MIKREBOFEAH =z 2F ICHIIRNES L-5Ha. &
EHREBICER L EZEZX SN THFIRESNTY
%, [14.2.2 ZR]
15.2.3 79 F %07 R ERER RN - mE) Icsu T,
HEHRFNCHIBES RO 517z, [14.2.2 2]

16. EYENRE

16.1 MOEE

16.1.1 A

(1) @5

BERANCESAY YN L - ERFTY 2 (2.25g,
45K 06.75g) ™ %, 304 ik Uz & &0 mEHEE
DB RO FINT A —FZ IZRDEBVTHD, ¥V
N7 % L(TAZ). ¥XF Y > (PIPC) D MEEH iR XA
BoEINICEN ER L2 3,

TEERARAIC B 1 2 3070 Fil s R I D I B R

1000 ~ PIPC 2g
-+ PIPC 4g
v ] = PIPC 6g
100 'r"* o TAZ 0.25¢ [
i [ b A TAZ 0.5g
s 104 o TAZ 0.75g ||
th
t I
B
(ug/ml) O-1 =
AN
0.01 | |
0 2 4 6 8 10 12
BF A (hr)
TAZ
58 | AUCo~» | Cmax ti2 Vss CLr
(pg-hr/mL)| (pg/mL) (hr) (L) |(mL/min)

2.25g* | 17.5£2.0 |16.1£0.7/0.698+0.091 |12.9£1.1|241+34
4.5g> | 47.4+9.5 |36.3£6.5|0.814£0.106|12.0+1.4/182+34
6.75g* 183.4+12.1/58.2+9.2/10.876+0.118]11.4£2.0/153+22

PIPC
#58 | AUCo~« Cmax ti2 Vss CLr
(png-hr/mL)| (ug/mL) (hr) (L) |(mL/min)

2.25g* | 125£19 | 122£9 [0.820£0.110|13.9£1.2|272+44
4.5gP 36668 | 286+43 |0.868+0.080]12.0+1.6/188+36
6.75g | 5571108 | 380+£43 10.893£0.124]12.8£2.1|186+37

(a:n=7, b:n=8, mean*SD)

(2) RiERS
R NOEHASY INT & L - ERF D) V458, 305
RTHEE AR SR OEM BRI AR SIS K DAL,
BREREH NG h» o722,

16.1.2 \NR
(1) REKRS

(— MR RREAE)
NEIEBRYE R ICHEHRHY NI Y L - ERF VY
112.5mg/kg#%. 3043 A\F T 1 H2[ X id 30 KE SifEiEE
U7z MmEgEEo#ER I, ENOEKSE 1 HRBR TE
FRRCAICARR]Z4.5g, 3097 RURENE U 72 [ 39 A%
YIBEHER ML T\, &b, EMXa Ry E)EE/N
T A= #Et L7zfER. TAZ, PIPCE B I22 RO B
FHODAUCo~ IO ERHX T LV EH» 572, Cmax. Fi
H (tr2) I BER XS THEEL TWiz90),
(BT PERRAME)
NRFEEEIF BRI EERE ICESEHAY YNNI F L - ER
Z 3 >»90mg/kg#®. 3053l EA2 T 1 H4ERIE HimdE
LR IMAEFRE L, NEMERERE L EE E
WITRRO BN o Tz. Fio. INRFEETF BRI E B
F E/NBHERYYERE Dt2. 28270752 A(CLlr) &
U HAE (VA ICIZEZEDEWERO 6N e 5727 9,

NREFEICHB T 53077 MMM E R O BE/ ST X — 5

H EmRy| s S| AUCo-» |Cmax|ti2| CLt | Vd
- (1% | [x&E(kg)] (g h/ml) | (ug/mL) | (hr) | (L/hr/kg) | (L/kg)
INRFERTE 1ag| 343 | 218 05039 [ 053
AHED | 1~ 138 6+47% +20.2 | +16.2| 04 £0.23 052
w## |(n=9]| [~] || 2653 175308 0.39 | 049
(90mg/ke) +136.4| 1136/ £03| +0.23| +0.48
iag| 579 |272[13] 022 | 040

<95 A(73+055 8| M| £10.1 | +0.8]£02| £0.04| 0,01

n=7] | [80+1.0] 1, | 480.1 [227.5] 13| 0.21 | 038

+87.9 | £6.7|+02|£0.04£001

480 1268 11| 027 | 039

9;’?% 14644078 M2 £10.8 | £0.9|+02|£0.04| 0,01

e 1955131173883 [222.9[ 10 | 0.27 | 038

+94.5 | £7.5|+02|£0.04| £0.00

AN rag| 409 [27.2[09 031 | 038
BILRE |2~ <6%|33+1.2% +5.1 |+0.7|+01|+0.04{+000
g |[n=31]|[147£28) 0 13303 [224.2] 08 | 031 | 036
(1125mgkg) +39.9 | £6.0|+0.1|+0.04| +0.00
ag] 441 26910029 036

6~<12%|87+1.5%| 2| +16.7 | £3.1|+03|£0.07| £0.00

n=6] | [315¢123] |, [ 365.1 [222.2[ 10| 0.28 | 035
+141.1|+26.5|£03| +0.07| £0.00

iag| ALL [233]10]026 | 036

>128% |12, 148% +1.1 | +£1.7|400]£0.00|£000

n=2] | [46.2, 4] ,1,| 340.2 [ 1913 | 10| 0.25 | 035

+14.6 | +16.5+0.1]£0.02| 000

(mean=+SD)

I3}

$ 303 B EA I CIHAR., RESEEELZ. ETUVENICEDEH LEER L,
d 30 A 1 CIH2EXIE3ME, RE AT L. BEFAEMEEENT (ET -2
1298, CLEUVAICHEE 52 AR | (k&) » o BE L ICEES W E%
AU

16.3 3%
TAZEPIPCOFEAHN]  4BANCB VTR, M. B %
Mg EENBHE. BTHEAOBITHRD 5N T8,

16.4 X3
b hMEE, RAPCTAZOIEERABEM TH 52-7 3/ -3-2
FN-3-ZNT 4 J-4-(1H-1,2,3- 2V 7V —)b-1-1 V) B
(M-1) X UOPIPCOWEER#Y T HPIPCOF T F L&
(DEt-PIPC) RO 5N TN B 19 20,

16.5 HEittt
BRRNIESHY INT 5 L - ¥RT ) »4.58% 305 1
THENE L 7- & 2 D12 £ TORPHRERIZTAZA71.2%.
PIPC#52.9% CHh > 72, F7z. TAZEPIPCOBEAHA] ¢
ARG TO/NREEICB T B 5ROM M £ TORPHRERIE
TAZ#»43.3~56.9%. PIPC»%39.9~56.4% T 5729,
BB, in vitroEE T, FIYNT I LRUVERT Y Vi,
BT =* 2 T2 AR—=F—(0AT1. OAT3) ZfHE L 72,



16.6 BEDER=ZHEI HEE

16.6.1 BikEEEEEE
EHRERERFICBLT, BREDOK NIKTE L/ ESH
TINTZ L - ERT Y VDt 2DBER TAUC~ DI
My»EHoNTHY, BREREOH 2 BHFICKHIZHE
THIGEICREZFOREOEERICIVREREOEEIIHRS
EE2 DT THRETIRENHH2D(NEAT—%).
[9.2.1. 9.2.2. 13.1 &Hg]

3.375g 3043 SHHHERE . SHED/$5 A — 4

Cer TAZ PIPC
(mL/min) B 1H#GERE| AUCo~t | tiz | AUCo~t | tine
(pg-hr/mL)| (hr) |(ug-hr/mL)| (hr)
>90 6 |4EFEC & 24.9 0.71 196 0.95
41~60| 6 |4EEICE 65.9 2.15 437 1.71
21~40| 1 |6RfEICE 56.1 1.89 301 0.99
=20 3 | 8K & 107 6.00 592 2.89

F)ABOERENIZAOHRIZ1HIg(532) ~18g(534) TH 5.

17. BERARAE
17.1 BHMUERUREMEICET 2R
(—ARRZME)

17.1.1 BRERREER
B NEEWMRICEFHSY NI Y L - ERFTVY V%
ZNZFN4.5gx2~40/H (30750l ETHE#E).
112.5mg/kg % 2~3[al/H (3053 Bl b T rii#E) THR5E L
oL EOEROBERRBFZAE L BRIIREDO LB T

ﬁ ) 7":4)\ 23)-28)o

[ A INR &t
. 16/20 16/20
R (80.0%) (80.0%)
. 1/1 1/1
THYARNTTR A (100%) (100%)
RZFAFLZF 6/7 6/7
29N AR (85.7%) (85.7%)
4/4 4/4
IHANIITLR | (009 (100%)
. 26/28 26/28
NZTRATAR | (92.9%) (92.9%)
o 1/2 1/2
VAT IR (50.0%) (50.0%)
o 301/320 65/70 366/390
o (94.1%) (92.9%) (93.8%)
(REVEIFIPERRIAMEY

17.1.2 ErusE IE5ER
[EP 0 FE B AT BRI A RE R (AL 1861, /NR12f1) %
BRI, WEEY NI L - ERTVY Y EZRER
4.5 x 41/ H (3053 b b T 20#E) . 90mg/kg x 4/ H
(3041 _E T i) <7 HRE (REI4AM)R5 Lz & &
DRBRHEDBERED EB D TH 17,

RN R T DR IR D 2R
RREE

FEERGH R iSIES

#54HH

FEGHET /R

HEHT /bR

A

47/94(50.0%)

58/94(61.7%)

55/93(59.1%)

/N

5/8(62.5%)

5/8(62.5%)

6/8(75.0%)

BRERE A R) AR
TR RIS
il diiignz 19/20(95.0%)
Jifi7¢b 148/165(89.7%)
BELRER 30/31(96.8%)
A TR RE 2 29/29(100%)
JERE 2% 33/37(89.2%)
FEIE RIS 26/28(92.9%)
JiEE- 373 18/18(100%)
JIEGEES 4/4(100%)
ifi¢ 49/50(98.0%)
R BEERER 4/4(100%)
TR 2 1/1(100%)
=t 361/387(93.3%)

a BERTIRXIIHIEROF R
b BEPI 2 DB 548 T I SUS HI IR B O 546 T 7T H R O BRI HRIZH % 16/18(88.9%)
KU12/18(66.7%) Tdh -7z

BT B BETH S R GEISIE D A D BEIHAR)

B EIN R aar
R 19/20 2/2 21/22
7 FURER (95.0%) (100%) (95.5%)
N 20/21 20/21
Vo YHRER (95.2%) (95.2%)
50/50 22/23 72/73
KRR
SRR (100%) (95.7%) | (98.6%)
o 35/39 35/39
e (89.7%) (89.7%)
£55t5 (7500 5/5 /11 16/16
X5) - HEF—U R (100%) (100%) | (100%)
- 58/61 4/4 62/65
(95.1%) | (100%) | (95.4%)
o 6/7 6/7
PRRTT=R (g5 79) (85.7%)
N 22/23 22/23
IVTVIIR (95.7%) (95.7%)
SR 11/11 11/11
TYTENTIR | (1009%) (100%)
: /1 /1 2/2
tIFTR (100%) (100%) (100%)
: 2/2 2/2
7u7 s AR (100%) (100%)
: 18418 25/29 43/47
TYTNECTE L (oow) | (86.2%) | (91.5%)

¢ 1HOREEEA3I7.5CRIMICHEA L, »OREMBFEY? 50.5C R LEEZ
[F%#h ] &HIE UTeo

i PR ERBR 1 35 1) 2 B AT AT BEE A 213 12961 <. Bl
FFRRIZ4].1%(536]) TH > 7o EREIERIZTH
11.6%(15/12941) . FFH%RERH7.8%(10/12961). &Y
77 LMRES.4% (7/12961) « F953.1%(4/12941) . BHtE
FEE2.3% (3/1290) % TH > 7-0 F7-. EFRBEMEOLE)
3FEELTY-GTPER6.2%(8/129%1). 7L 7F=> L
53.1%(4/12961). ALT EF2.3%(3/1296) % TdH > 7229,

18. ZEEIR

18.1 {EFRt&RE
FINTYLDBR-F 757 —FDOR=YF—+, 770
AR F—CROEEHEMEIERB-5 7y v —E 2R
EEALT B0, ERFT Y UATNSDEERIC K > THIK
DRENBZEEZBEML, ©XRF ) UTEE IS L THRE
TZ2RT, £l BRI VY VIZHEOMARESREEIC &
DR 2R 93039,

18.2 E{ER
TRUREBSED VT LBHE. REBESED ST LEEE R
OISR E CIREVIEARY MUEE L. BERICER
T3, $72. B-FIIT—YEEDERT I UiittkD 75
LG E RO 7S AR SN U CROWHTE T 2R 97304,

19. B ICEAT BIBE(EFEMNAR

CVIAEIN

—h&% : ¥\ % L (Tazobactam)

{£%% : (25,35,5R)-3-Methyl-7-0x0-3-(1H-1,2,3-triazol-
1-ylmethyl)-4-thia-1-azabicyclo[3.2.0]heptane-
2-carboxylic acid 4,4-dioxide

AFI - CioH12N4OsS

SFE 1 300.29

% K EBE~MEAEOKREEOMEKRTH D, IYAFILA
LWARF Y RXEINN-DRAFIVANLVLT I RITBTR
T K AF = IETH ) —)L(99.5) ICIB T
12< Ve REBKFET MY 7 LVETR (3—100) IZHET 5,

BEX .

H con  N=y

T



(ERS YU vKIH)

—H%& 1 £S5 Y VKR (Piperacillin Hydrate)

{£%4% : (25,5R,6R)-6-{(2R)-2-[(4-Ethyl-2,3-
dioxopiperazine-1-carbonyl)amino]-2-
phenylacetylamino}-3,3-dimethyl-7-oxo-4-thia-
l-azabicyclo[3.2.0]heptane-2-carboxylic acid
monohydrate

PFR : CasHNsO7S - H20

FE : 535.57

M R HEOEREDOHMRTH L. X&) —ILITBETFPT
AV IH = (99.5) T AF VA KRF T RIZ
PRFEFRT L KD THEFIT L,

EE
HsC - N/\
(0]

0 Y H co,
o L+ CO:H

O HN H oy N&CHS - O
< N-- S CHs
HH

(0]

20. BiRWL EDFE
20.1 BB OME 2R T 5720, Kz /EA TV SIS 5 R
FTHELZNWZ L.
20.2 ROBEIFERHLZ W &,
« HRHBHE L TWR5E
© BRR O w&néﬁno
- [BEEDOBLERTICEFIMNERE L TV A5,
- BRPZEL TV AHEEPLBRBEIEGL TVA5H.
o TLEEBOBELERGIE Y — LIS N TV BIGE,

22. @&
(IVEREGREERER/Y 72.25[DSEP])
104
(I VERBRGRERMERA/NY J4.5[DSEP])
102
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1) BEY @A  EERWERERITIE Y= 27V SR REE
FE (R

2) % Fh HA(LERE R MES 2010 5 58(S-1) © 1-10
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CTD2.7.6.8.6.3.2)

9) BEFHBRANZA @ Jpn ] Antibiot. 1995 ; 48(3) : 311-345

10) KXAM{EIFZA : Chemotherapy 1994 ; 42(S-2) : 452-467

1) ¥ #1375 : Chemotherapy 1994 ; 42(S-2) : 332-345
12) EARERIZA : Chemotherapy 1994 ; 42(S-2) : 636-641
13) 4b)Il##13 2> © Chemotherapy 1994 ; 42(S-2) : 559-567
14) &#f 8AEA» : Chemotherapy 1994 ; 42(S-2) : 612-628
15) EKEZIZH © Chemotherapy 1994 ; 42(S-2) : 568-571
16) fRH{=/T13%* : Chemotherapy 1994 ; 42(S-2) : 657-665
17) #IGE T35 : Chemotherapy 1994 ; 42(S-2) : 666-670
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F : 2008#E7H16H R, CTD2.5.3.1)

19) MABERIZA : Chemotherapy 1994 ; 42(S-2) : 281-299

20) BE—ER(Y V¥ VBT L 20014F4H4H&GR, HEFEERIEE
A

21) hOATI1FHS2MIE. hOAT3FHS2H2 K ChOATAFEIHS 24
FANDIEHERRR ) 7> FOMOARICRKIES FINTF LR
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22) BREERERE COREMBE (VT VT 1 2008F7H16H
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23) 48 ZthiIh - AAR(LEEEEAMEE 2010 ; 58(S-1) : 73-87
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25) 0 I ¢ AAMLERRAEARMERE 2010 5 58(S-1) 1 11-28
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YP-18DHUHEEM: (V' »#EM : 200847 A 16 H A&

CTD2.4.2.3, 2.6.2.2.3)

In vitro pharmacokinetic modelic 35\ % BB 4% B AR

B-5 7% <—¥ (ESBL) BAEBICHT 2 YP-18DBREIR (V¥

VEREM 1 2008FE7H16HAFR, CTD2.4.2.4, 2.6.2.2.5)
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26. SHERTCHRES
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