2023%F12HERET (55 1 1)

BTE - EIRRE
BN 34

B-5 09X —CIRERIECSTIEMERAE| [mamgm2s | 22700AM00922| 20158128
M EERERERS

15
BAEERROEES
876139

ERBS AR7chasE

FL&#EM4.5 | 22700AMX00923 | 2015%12H

BAgREs EFHEIVINIITL - ERSIU Y
9V ENwew:n2.25 "DSEP,
) EAN 24 5"DSEP,

TAZOPIPE ‘COMBINATION FOR 1.V. INJECTION 'DSEP;

) FEE—EMFONSBICK VAT LI &

2. B2 (RDEBEBICIFIBSULEVLWT &)
2.1 RAOBRDXER=2 ) R A I3 LB BUE
DERERDO D % BE
2.2 ZHREBEREDBE [(R=2) Y RIENE O S
TREPSHELPTVEVLIWENSH 5]

3. #8Rk - MR
3.1 #8R
HR5E 4 By Al
LNA 7L REEKFEF b 7 LW
T IEREE |¥VYNT Y L(BRE) 0.395g. pHHiH
LR 2.25 0.25g (F11f)
[DSEP] YRSy vk (HRE)
2.0g (J1fifi)
VA v 2] REEKFZ T N U 7 L0
T IEREE |¥VYNT Y L(HRE) 0.789g. pHAHIH]
EER4.5 0.5g (771
[DSEP] YRSy VAN (HRE)
4.0g (F71if)
) VSRARBIA & U O LT A7, SASEEIRIC & U BRER AT R R UK & LTI
LTWwb,
3.2 HFIDOMIR

FRRERE L THW 2 B R REHAITH %,
HE~MEABORNIINEKTH S,

ARG OPHIL DB IE
R GRABRIR | pH | L hnl
EESAK  [45g0f)/20mL50~7.0  #3
AR 3 oomt 10-60| 12

v A 2Ty

4. FEEXFTNR

O —HRERAE

GEILETE)
AEICRMED T ROKER. VYU RER. FRIKE.
BXER. ESIES(TSYNXS) - h9S5—U R,
KigE. Y hONTII—RE. JUVITYISE. I70
NTI—E. ESF7RBR. FOF9RE. FOrFvy
TE. AVIIVIVYE. BRE&E. PYXRMMII—RE.
RFPRNZANVFNOVARE. ZOXANUIDLE(ZDO

AMUITL - T T4V ERL) NITO4FRE.

TURTSE

GEIE)

MIMAE. REMRBRBRRIE. USh - BEDTRBRR.
fik, BERER. BMEMEERRX. BRX. BEERES.
AEEN. BBER

O FHEAMFPIKRAME

RE SRS —1-

5. EEXFRICEHET =5
(GhEEHE)

S50 AFOBSICELTIE., JRAE L TEZEZERL.
B -lactamase DB SN E 2 5. KENBEEDRREIC
KB HEED FORBYYETH 2 HEAIRET A L,

(REMEITRERRAME)

5.2 AANE. DIRO2&M4 2 TEREIKRET S &,

- 1EIO#IE T38CLL_ Loz, XIF1KE DL LR 9 2
37.5CLL LD 3

« FFHRIRE500/mmiRiE DB A XX 1000/mm3AKi
T500/mmPEKimc DT 5 2 LA TR SN BG5S

53 AHIOMERHIE. BRNDHTA FI4 028 L. AR
BOWBWEBICTYERBEROEMOL & T AFIOHER
PETEHMENZBEICOVWTOAERT S &,

5.4 AFOHEGICEE LTI, BERICMKEESOMRE 2 E
Mg 2 &, EREAHELZBIZIE, KREIRSREED
RERERET A &,

5.5 AFOHFEGICEE L T, #5HBKHOEETH 34 h
HREAPBREBETHERTEZVIEAICE. BB D¥
BEFRRBE LTHET A2 L.

5.6 fFHHEREL. FEOEIEN RO 5 NZBEITIE. KFOHK
Bk #EET5 &,

5.7 [EE# - HABEOIEBREORMTH S 2 EPHERS
NG, B ICARFlOREA2HIET 52 &,

6. BERUHASE

(—RERZE)

- BIAE. B, BERRN. BBIEAIRE. BEEXNUEEXR
DHE
WE. BAIKRYIYNTZL - EXRSYY 2 ELT, 11
4.5g (Jififi) = 1 H3E R EE S 20 MROBE. GEIR.
RIS CCIHAEICHEETE 5, 8. BEILLT,
BIRICEIRNIEHT 52 B TE S,
WHEL NRICIE1E112.5mg (F1ifi) /kg 2 1 H 38l sim#E
T3, B, BDECBLT, BRICERNESN T &
HTES, /o, EBIR. REICE CTIEREE 2 EER
BTE3, 1220, 1NFKE580 RRIGRAICEIT 510
4.5g(Hf) BRI VHDET B,

© FREMRBREE. Sk - BEODITRRRDES
BWHE. RAICRY YN ZL - EXRSYY 2 ELT, 1H
4.5g(H1ffi) % | H3M G #MET 50 2B, BEIIH LT,
BIRICEIRNIEHT 52 TE S,

- BERBRNUEHERERRDEGS
WHE, BAICRYIYNTZL - EXSTY 2 ELT, 11
4.5g (J1fffi) % 1 H2[E sif#Ed 2. R, WRBICIE LT
H3EICHBTE S, B, BEIE U T, BIRICHIRN
FHTHIEHTES,
WHE NRICE1E12.5mg (F11ifi) /kg 2 1 H 20 sik#E:
T3, B, BDEIISUT, BRICEBRNEHR T2 &
HTED, /o, IR, REICECT1EEREE 2 EE R
BT&2. 512, R, WEICECTIH3ENICHEET
X5, 12720, 1EHRSED ERIZRAICB T 5 1EH4.5g
(Hff) 2B EVWHDET B,



(BT RERRIANE)

BE. RAICEZY YN T L - RSV ELT, 1E
4.5g (i) % 1 4B SEEET 5. 8. DEIZIEC T,
BRICHIRNESHT 22 L TE S,

WHE. NI E90mg (/11ifi) /kg % | HAR & ET %,
7B BEIEUT, BRICHIRNER TS5 TE S,
722U, 15RO ERIZRAICE T 5 1[E4.5g (F11ffi) 2
HWAZVWHLDET 5,

7. BERUHAZICEEYT %38
GhaeE)

7.1 KB OBSHRIE, BRA D EEZE R OE MM XD
BEIISHBE. FEEREERIYE. 6 A - BEO IR
oo RS, BEREZS. MERENAEE. HER. HER.
FEME LB RE R OVNR OB B 5. HEHEE IR A
OBEITTAHR BUMEE & OB ROISA 21 HE %
HZRETAHZE, b, MEHORREZ[D, B
BowE LN EZR/NROBHMOKEIZEED D &,

72 AFNGEE, SEEETAONEE LA, FLWLKS
BEHIR A2 2 > TV B IGES TS N 2541
. REICE U TRBRICEIIRNBES TE %,

73 BiE TR, BEORERZHICBEL. HlZ1E2.25g0
BEA»SEBT A EEBEICRET AL, (9.8 2]

(—RRRGAE)

74 MREBEZOIHAEBREICHT- > Tld, BIE - A0 TH
i % R O BRI D > 5 1 HAER 5 A A E 75 B % 841
LEHT 52 &,

8. EERERNER
(GhgeLE)
81 AAFNCEDYav ., 7774 5F 2 —DFREZHEREIC

FHITEZZTEPZVOT, ROFEZESHZ L, [9.1.1,

9.1.2 1]

8.1.1 HETICBERE IO LW THo Rz 2T > L. kB,
RAEMESI LA 7 VLF-BIIBNITHRT S L,
8A2¥EICELTIE, BT ¥ay 7HEIINT 2HENED

ENBEfELTHBEL I &,

813 HERMBEN OBREKRTHRET. BEEZRHORBICHR
H. FORBEETOE, FiC, BEHKBERI
EEELBRT S L,

8.2 IR RERE ., BMAERE. JLMERBIAAE. BRI BRE.
Mm/MRBARE. EINEEmM, EH ) T LAMESD S5 b
HIEDHAHOT, EHNICMTRE. FFHEEE - Biae
BMEEE2THO L. B2 +0I1i752 &, [11.1.3-
11.1.5, 11.1.10 &:H8]

9. BENERZEIHEEICHT I IR

9.1 B - BEEEDHDEE

9.1.1 E7z LREYE IR UBBIEDEIEEDH 2 ES
(fef2U. REIRURZV U VREYE ICH UIBEYE
DEHEREDH D EBEICIFB/EULRBNT &)
+ouMZERITOICE, Yav b obNbsBEFN
BHB, (8.1, 11.1.1 ]

9.1.2 RAXFEHR. ZRRICKEXRE. FE. EREED
T UIF—RRERI UPTVWVFEZET 2EE
+onMZEITOICE, TULF—ZER2EITHHEE
IBEGEZREI LTV, [8.1. 11.1.9 2]

9.1 3 ROENDARBEENFIERORBODESE. 28K
BEDENEE
B2 IO L, BEERICKOEY I VKE2H
WBWTELRWERETIE, B I VKRZIERPHLDNS
ZERDH B

9.1.4 HMFERDH 3 EE
HIMERZBIET 2BFNDH 5,

9.2 BikEEEEEE
BHRERERE (MBETERE 2 &) Tl MR
DOEIERCAUCOENMA D 5., MHEESERT S
DT, BHREREOEREEICSLT,. B5BOEEXIZE
EfiRZH I THRETHT &, [13.1. 16.6.1 ]

9.3 fFiksEE=EEE
MAEEDSFSRT 2BEZNSH 5.

9.5 117
IR A IER L T W A RTREME 0 & 2 et I I3iB R Lo A
D fERREZ B S B SN HEEICDAERET S
Z&,

9.6 F3.iw
WRELOERERVCRBIAREOEREZZEE L., RALOD
Mt iEhik2HEtd s &, BWER(S Y b)) THIT
FANDOBITHARESN TV S,

9.7 INE
9.7.1 R AEAEIR.
TV,
9.7.2 A« SR (2BHRIE) IT OV TIE TR, HEAFFERLLT
WOTHEEBICERET S &, NEBYERBTOTR
i - IEOBIERRRRII 2B ARG T57.7% (1561/26

FEREZRNRE LRI EM L

Bl) . 25% L L6 T40.6% (1361/321) Tdh > 720

9.8 BnE

ROFTER L, ABE IR SHRBICHART 22 88
BEORBZBE L2V SsHEIIRET S &, [7.3 S]]
c—fRIC, AEBESMETLTVwS ZEXZL, BEA
WHEILPLT L,
c BEY IVKRZICKDHIMERD S 5bMb Z ENDH .

10. 18E{EA

10.2 HEES (HAISERT ST L)

A%

HEARER - $EETIE

By - AT

VA=Ta S SN

FINTF LKV ER
Z ) v OFEHINE
RBI22EPDH 5B,

BRSSO EEI
&0, Faniy R
TIINTH L, ERT
2 v Ok xBTS
H5EEZON5,

FRNNVES

ANMLFY—bOHE
MASEIEL., X b ML
F 9 — N OBHEERD
BRENBAHENED D
5, MPREE=SY
VIERTIREFET
5T &,

BRME T WOERKT
—F VN TUAR—
% —(OAT1. OAT3)
FHEICED, ERT Y
UYMW A N MLFT—
k DOk ZBIE S B 5
EEZOND,

EAR A IIE S
(FVv779>
%)

00375 ¥ [ 4 1)V F 22 B
ET5BFNDH50D
T, BMEEDOEHIHE
BIHIE,

VA= RN s AN =15 10)
Ef. HIMEmEFIC X
D ARINE AR A3 58
ITHHLDOEEZION

%)0
NravA Ty | BEEPFHERE, BLT| WA HRICERE
2BENNH %, PHRE SN TSP,
HEAEHR QKR IR
B,

11. BERA
ROBWERNH 5bNBZ LN HHOT, B2 +FITV.
REPROONIHBEICIREG2HILT 274 SEY L LE %
52k,

11.1 EXGEWER

11110 Y3vd, PFI7453FI— (0T N HHEARH)
IFIREEE, MEMRFEIE, 2OEE2BEIIIENH 5,
[9.1.1. 14.1.2 2]

MI2h S RKIRFERMMBIE (Toxic Epidermal
Necrolysis : TEN) . REMEIREIRSE (Stevens-
JohnsonfEf&E¥) . ZAIH. RMERFRMEFREEREE
(W NS HHEA)

11.1.3 BYERRR BREEANA) . FTHERERRE (2.7%) . BB (SHEEAEA)
BIERF REOEE LK. AST. ALTO LRZ DI
HEEE, HESHODNDI LN H 5B, [8.2 2]

11.1.4 2MBREE (0.4%) . BEMER (FHERH)
ANERE. HEEBRESOEELERES H5DN
BT ENBBH. (8.2 BH]

11.1.5 RMEREAME. SEFRRIRAE (V3N SEAR) . M/
WRRIAME (0.4%) . FBMMMEE (S$HEAH)

FIHRER & LT FE RIS, KT - WiEHIm, &
M, BEEPHSDONDZENH D, (8.2 BHE]



11.1.6 {RERMAEARER BHEAH)
BEERBREOMEZHESERCRBAPH S DN
BIENHAHDOT, B HEO TR DHSbNIZ5
BICRESICHREZHIEL, BYZAEZITS &,

11.1.7 BB MAHR (0.5%). PIEREREF SREEAEA)

PIREIR & LT FEBA. IR, PRIRIREE. MOfRXAREH.
HHEREZENHODNDLZIENHLIDT, ZDED
BRERP D S bNIZFEFICEREEFRIEL., BIBERE

RIVE VAIOKREFE DY) % B %

11.1.8 HEHERRIARAE (0.2%)
B BEREELZ S BUHRBPEN S5 DbDND Z
EWHAHOT, AR, B CKER. mHhROR
FIFrury LAY S bnigaIcidikse2hik
L. BULZMEBEZITHY &,

11.1.9 EF|IMEBEUELEIREE (SHE )
WHEER E L THE ., RED A LN, BICHTHERERE.
U 2SHIERE. EMEREEAN. iFEEEREEZ . BAIY 2N
BRHIRS: 2 £ B R O EE B BUE R GEEAE) A
HobONBEIENDHHDT, BEZTHITITVL, 20D
KD BWIERD D S b -G IEHkEG 2 HIE L, @)
BRUMBZITH>T E. BB, EFAILRZITA I X6
(HHV-6)ZD 7 A )V ZADOEEEL 24> 2 &L,
BEHRIEZ LS. KE. FREREZOERIEHR
HDHLVIIEBELENT S EPHLIOTHEET S LY,
[9.1.2 BA]

11.1.10 €AY U L MFE (4.0%)
BRI, B, REIR, E2E245E0Y 74Mm

SERHSDONDE I ENDH B, [8.2 ZH]

s a -

T52 &,

11.1.11 MERERMEY v/ VEEERAE (MEKERAEIRES) SEEAH)
FE FIE. MRER. ME. U > OVEIERR. Bk
A LDHER, @72V FVIE & hY 7Yk ¥
MfE. FFHERERE . MEEEREEOREN RSN
HEIE, BEEHRIEL, EIANEETS &,

11.2 Z0HDEIER

5%k

0.1 ~5%Kiif

A

MBBE

TRy KLBE. 2 DFE.

IR R 7%

kL3

IFRRIRIEZ

H BRI ek
B BERED. 1M
AN B, AR
M. N~~~
)y MR, IFERER
2, BIREZ, M
/IR %

KRB, Y
VOSERIEZ . H
i fra (FEHE

S, IR
Mg Rz &)

JF A

ALT ER
(9.9%). AST
EH. v-GTP
E5F(9.0%)

LDHER. Al-PL
5. ULy ER

HibEs

THI(24.3%)
L1

BD. R, ER.
FEERARIER, RN
BHEfE, ORZ, O

B

BHRANR. H%
. IEARE
& R

HAR

TR O FRERER

B AUE

h vV HRE

ey Iy
RZHE

vy 3IVKRZ
R, B3IV
BEER ZRERE

Z0fth

BEHLANVETR.
v, RER, R,
CKER. 7v7F
—r k&, BUNL
"B, 7rvE=7L
2. ra—)LEd.
EBHR. [RPT Ry
W, IRy
) UG

RAHTRE. i3,
FF. BINTER
B MR,
EREERR, &

£, BEAW

DN
R, IMUREEAL
e

E)Ey I VKRZIER(E 7 0 o v e VimfE, HERE), ©4 3 VBERZE
REER ONK BRAER, #iERE)

12. [RARRERSRICRIETRE
121 RAOBEGICED . R2F 0 7 MlEE, 72 —U V7R
EEOBITEIC KD RERETIR, BBEEZETSZ L
WHHEDTERT S &,
122 BHEY - L ARBEHEZET S5 LV HH2OTERT S
PN

13. B85

13.1 fER
BERESICED, BREOMBER. B bV YL MEE
RHITIEN DD, RICBEKERERETIIZOLS
BIERA D 5O T WV, [9.2. 16.6.1 2HF]

13.2 WE
AEIOMAEE, MEEFICED R ENTES,

14. BRALDIFE

14.1 ZRIFRREEOER

14.1.1 B2&8Z1t

(1) FTRHEALBET AL, RBYDSITHTAZENDHS
DT, EHELZWTZ E,

VAV —IVEEHLg. YT EmEEEH250mg.
7 =Y UEHE40mg

(2) THEMAIEEAT S L, 3RMBICELVWHHOETRZ
BT IENHAHDT, BEELENWT &,
7I¥y FBEIKR. FFRIVEK, 7hT7—LiE
400mg. 5-FUE250mg. %4 7« V) »#250mg

(3) TReMAI LA AT 5L, SMMRBICE L VWHHOE T2
HITIEDPDHBHDOT, INSOHEFEDEFEDIRE
T, MIEEZEEF—Ny ARk VEET B &,
T I UNYEEEE EY 7 I USHE. Y S aUF
Wik, * A7 I 1 —ER

(4) THBAIEEAT S L, FRMRBICBAZEIRD LN
HZENHBDOT. EEBRIIESPPIHERT ST &,
ISUARY VEERLg. a7« UEERLg

14.1.2 AR OTSHRAREEICY 3 v 7 2> BHMERZSED
BEFERZEI T ESH SO T, KHl 2 FHET 5%
WWEFREHFEHI 4L, BEEOBEMAEGIETSZ
Lo [11.1.1 ]

14.1.3 BARAE
(R SREEE)

(1) EAH2.25g34 7B WT, 1N 7Lz R F AR
FKU5% 7 R SR 1OmLIC AR L 7= OB HE%B O
BRI, WINhd11.7mL(192mg(F1fi) /mL) & 7% %,
F/o. KAMASgNA TLIZBWT, INA 7 L2EHA
W R T5% 7 R EEGHE20mLIC AR U /- OISR
BOWKEIZ., FNFN23.3%023.4mL (193K T
192mg (1) /mL) & 7 %

(2) BIRBITERLPIHHT S &

(EREE)

(3) WRICIBMLTHERT A &,

(4) BEHFKZERLZWC E (BBRISRICES T WD)
EEIRAIRS)

(5) METRK, £AEAEBRE 7 P BEERICIER L.
BRICESNT S &,

14.2 BERIGSEDEE

(RSt

1421 73 7)) a3y RERFREME (N TI5<vA4 VU E) DR
TICkY, 7373y FRIAEMEOEERET 2
XTOT, AR EHAT HIEEICIE TN ENFRE
THRET A L,

(BEIRMIIZS)

14.2.2 FEHERAL, WETHESICHFOTEEL. TghEEIRTE
HHREDERICL. DB CHERE TR LR
g4 a2 L, BIRMESICK D, MERE. MEeX I3
JREZRITZEDDH S, [15.2.2. 15.2.3 B[]



15. ZDMDER

15.1 ERARERICE DB

15.1.1 AAEICB L TERAEREEOBRETERT Y Vil
BERORBBEEN B EORED D S,

1512 HICE D, Ryu=T LOMMEERAZEESE 5
EDHEND .

15.2 FEERAREHBRICE D<K 1B

15.2.1 A X 2 W RIEHSHERR (E£2~4HD A X
12720mg/kg/H 258 M. &% WIdERS2~64HD A
X124,500mg/kg/H% 7)) T, HEEOEERIE
DoNT-EDORENH 5.

15.2.2 v MICKRBOEF 2z 2 FICEBIRNEN LHE. &
HHEIGER L7z EEZ NI THPRES LTV
3. [14.2.2 2]

15.2.3 74 F 2 BFREIERE (FHRN - mE)IcBnT,
FEHRATICHBHEP RO s iz, [14.2.2 SH]

16. ZENRE
16.1 MRE
16.1.1 BA
(1) BOoiRs

REERAICESHY YN S L - ERFT VY »(2.25g,
4.5g]%06.75g) " %, 304y mERE L7z & E O MEEHIRE
DB R OENEENT A —FIZROEBVTHD, ¥V
NT & L(TAZ). €52 (PIPC) D MEHEE IXH
BOHEIMIEW ER L7229,

BRI B 1 2 3073 [ s i R o I 4 PR B2

1000 ~ PIPC2g
-+ PIPC 4g
= PIPC6g
100:¢l% A1 o TAZ 0.25g [
m A TAZ 0.5g
w  10d o TAZ 0.75g ||
:p
C
E
(pg/ml) 01 B
AN
0.01 T 1
0 2 4 6 8 10 12
BF (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% |83.4+12.1/58.2+£9.2/10.876£0.118]11.4£2.0{153+22

PIPC
BE5&8 | AUCo-w Cmax ti2 Vss CLt
(g hr/mL)| (ug/mL) (hr) (L) |(mL/min)

2.25g2 | 125+19 | 12249 10.820£0.110]13.9£1.2|1272+44
4.5gP 366+68 | 286+£43 |0.868£0.080|12.0+1.6/188£36
6.75g% | 557108 | 380+43 |0.893+0.124]12.8£2.1/186+37

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

(2) RiE®S
EFERANCESRAY YN F L - X5 4,52, 305
MR RER SR ORI ERSICE D ELET.
ZREIASNE» 722,

16.1.2 INE

(1) RiE®RS
(— MRS
NEERRSYEBE ICESHY YNNI F L - ERFT VY
112.5mg/kg#. 3057 T 1 H 20 I 300K 1 or e
L= Mg o #R 3. ENOBKRE [ R o/
R AR Z4.5g. 305 siifEE L7z B F i sh 3t
MBEHES EFELL T\, 2B, EBXO 5y ERE <
FTRXA =2t LckEER. TAZ. PIPCE 22RO B
FHDAUCo~ I DERHX T LD EH» -7z, Cmax. Fi
H (t12) EBEME S THEBL T WY,

(REVEIFPERRAME)
NRFEEE IR IR AEBZ IR Y YN T Y L - ER
73 »90mg/kg%. 3047 Ll k) T 1 H4EIRE = HE#
ELUREOMAAFRE L, NEHERERE L HEE LR
WO 5N o7z Fio. /INEFHBEETFHERIAER
HE/NEMERYIYERE Ote. 2857V 7 52 A(CLr) &
O HARE (VA ICRBAZF RV IR sk o727 8),

NRBFEICHB T 53077 = EHE R OB/ ST X — 5

ez F®Xy| FE s AUCo~» |Cmax|ti2| CLr | Vd
- (%] | (A (kg) ] (g ho/mL) | (pg/mL) | Chr) | (L/hr/kg) | (L/kg)
INRH B TAZ 343 | 21.8 | 08| 0.39 | 0.53
IFHERED | 1~ 135 | 6 +45% +20.2 [+£16.2|£04| £0.23| £0.52
fEEEC | [n=9] (-] PIPC 265.3 | 1753 08 | 0.39 | 0.49
(90mg/kg) +136.4|+1136/103| £0.23| £0.48
TAZ 579 27213 0.22 | 040

<94 A1(73+057H +10.1 | £0.8/£0.2| £0.04|+0.01

[n=7] |[8.0£1.0] PIPC 480.1 |227.5/ 1.3 | 0.21 | 0.38

+87.9 | 6.7 102/ £0.04|+0.01

48.0 |26.8 | 1.1 | 0.27 | 0.39

QZf%v 146£4.07 A A2 +10.8 | £0.9(£0.2| £0.04|£0.01

[n=19] [0.5£1.3] PIPC 388.3 12229/ 1.0 | 0.27 | 0.38

+945 | +7.5/£0.2|£0.04|£0.00

/N TAZ 40.9 272109 0.31 | 038
JBYWE (2~ <6/%|3.311.2%% +5.1 [£0.7]|£0.1/£0.04|£0.00
B&d |[n=31][147£28] PIPC 330.3 |1224.2| 08 | 0.31 | 0.36
(112.5mg/kg) +39.9 | £6.0 |£0.1| £0.04|£0.00
TAZ 441 1269|101 0.29 | 0.36

6~<12#%|8.7£ 1.5%% +16.7 | £3.11£0.3/£0.07|£0.00

[n=6] | [31.5£12.3] PIPC 365.1 |222.2] 10| 0.28 | 0.35
+141.1|£26.5/£0.3/ £0.07|£0.00

TAZ 41.1 |23.3]10| 0.26 | 0.36

=12% |12, 145% +1.1 |£1.7[£0.0/£0.00|+0.00

[n=2] |[46.2, 48] PIPC 340.2 |191.3| 1.0 | 0.25 | 0.35

+14.6 |£16.5/£0.1| £0.02|£0.00

(mean+SD)
130 B TLHAE, RESMEHEE L. TFIVIBITICK D EH LEZR Lz,
d: 305 CLH2EIE3E, KESEEE L. BEBEDEHEBHENT UIET -5
1298, CLRUVAICHE 522348  (AH)p o BE L ICES Nz HE
AUz

16.3 9t
TAZEPIPCOEELEA ]  48FNICB W TR, i, B, &
RS EEPSHTE. HITEAOBITFRD 5N TR,
16.4 {3
b MmgE, RPICTAZOIEEERBEM TH 52-7 3/ -3-4
FIN-3-ANT 1 J-4-(1H-1,2,3- 8V 7V —)b-1-1 V) B& g
(M-1) X UOPIPCOERREM TH 2PIPCOFE T F L1k
(DEt-PIPC) 25888 6511 T W1 %19 200,
16.5 et
BRBMNEHEHY YNNI Z L - ¥RFT Y »4.5g% 305
TEE L L E D120 F TORPPEMRIITAZH71.2%.
PIPCH52.9%T®H - 722, 7. TAZEPIPCOEEHH] ¢
ABFTO/NREBEICH T 2B 526K £ TORPHRIRIL
TAZ#»43.3~56.9%. PIPC#39.9~56.4%TC& - 79,
B, in VitroiREBE T, YIUNTYLRVERST Y Vi,
BT =F > b5 AR—=—(0OAT1. OAT3) Z[HEL 72V,
16.6 BEDERZEITZESE
16.6.1 BiEEEEEEE
EHERERFICB VLT, BREDOK TIKTE L 25
TINTH L« BERFT T VDt 2DBIE R CAUCo- (D1
MPEDoNTHBY, BREREODH 2 EFICRAZHE
THRIGEICEFOREOEERICLVREREOERE X IHRE
Rz H T THRETH2DLENH S22 (NEAT—4). [9.2.
13.1 8]

3.375g 305 SR EIERE . SHED/$T A — &)

O

Cer TAZ PIPC
(mL/min) B L H#EGRHBE| AUCo~t | tiz | AUCo~t | tin
(pg-hr/mL)| (hr) |(pg-hr/mL)| (hr)
>90 6 |4REC & 24.9 0.71 196 0.95
41~60| 6 |4BEICE 65.9 2.15 437 1.71
21~40| 1 |6HfHZ & 56.1 1.89 301 0.99
=20 | 3 |8k L 107 6.00 592 2.89

) ARAOEE S NI AOHRIZ1HIg(532) ~ 188 (534) TH 5.



17. BRERAE
17.1 BHNERURELMEICEET 25k
(—HRRGIE)

17.1.1 ERERFRRR
AN NEESRICEFHAY INT YL - ERSVY V%
ZNZNA4.5gx2~4[H/H (303 L LT HmEiE).
112.5mg/kgx 2~ 3[E/H (3053 L b T &ii#E) T 5 L
L Z2OEKRDOERBRBEZARELBRIIREKRDEBD T

% ) f’:4)\ 23)728)0

PREBREAIA R R
FRAEERE EEUES
FUMME 19/20(95.0%)
Jifi ¢° 148/165(89.7%)
BEERER 30/31(96.8%)
B HBHMEPEERE % 29/29(100%)
JEELSE 33/37(89.2%)
FERE IR 26/28(92.9%)
JIEESTN 18/18(100%)
REE %% 4/4(100%)
i ¢ 49/50(98.0%)
R BEERER 4/4(100%)
HBHEPEEIE 2% 1/1(100%)
&t 361/387(93.3%)

a : BERETRSUIHIER O FRR
b : eI D3 EHE TR X H IR R R OB GHE T7THR OB RIZHK % 16/18(88.9%)
Tetr12/18(66.7%) TdH > 1z

PRI BT S 3R GBCE D A D BEHA )

[k A /N &Er
R 19/20 22 21/22
7 FURER 95.0%) | (100%) | (95.5%)
o 20/21 20/21
L YRER (95.2%) (95.2%)
50/50 22/23 72/73
-
i JE2R (100%) (95.7%) | (98.6%)
" 35/39 35/39
BARER (89.7%) (89.7%)
£55€5(75on  5/5 11/11 16/16
XF) -7 I—I | (100%) (100%) (100%)
- 58/61 4/4 62/65
95.1%) | (100%) | (95.4%)
B 6/7 6/7
YRRy Y=R (g5 ) (85.7%)
o 22/23 22/23
FVTYIIR | (95.7%) (95.7%)
e 11/11 11/11
TYTRURTTR L (100%) (100%)
_ 1/1 /1 2/2
LIFTR (100%) (100%) (100%)
_ 2/2 2/2
7u7 o AR (100%) (100%)
: . | 1818 25/29 43/47
TYTNECTE | (oow) | (862%) | (91.5%)
" 16/20 16/20
RIRE (80.0%) (80.0%)
. 1/1 1/1
TYARRTTR | (00m) (100%)
RFEANLTF 6/7 6/7
999 AR (85.7%) (85.7%)
4/4 /4
IRANIITLR | (1009 (100%)
R 26/28 26/28
NITRATAR | (92.9%) (92.9%)
. 1/2 1/2
TVRT IR (50.0%) (50.0%)
o 301/320 | 65/70 | 366/390
[= =]
(94.1%) | (92.9%) | (93.8%)
(CREVEIFPERRIAME)

17.1.2 ENEE MAEHER
E N OFEMEIF R RO AE B (BRALL8H]. /NE124]) %
WNRIC, BEEAYINI YL - ERT VY v ERENETN
4.5g x 4[al/H (3043 LA LT si#iE) . 90mg/kg X 4[E]/H

(3073 ML ETriEnE) C7THM (RRI4BM) KRS L L&
DRBEEOMERIRKRDOEBY TH - 727,

BB OB R R
VLS BRI
MERE T pEdHE RS T/RIER | BEE T/
XA 47/94(50.0%) | 58/94(61.7%) | 55/93(59.1%)
NR 5/8(62.5%) 5/8(62.5%) 6/8(75.0%)

¢ 1HOREARA37.5CRISICHE L, »ORSHMAHL? 50.5CH LR L-5HE%
[H#h] & HIE LT,

i PR BRI 33 ) 2 El/E R EAf rT REERI B0 12961 ¢ BIfE
FAFBRIZ41.1%(5301) TH > 7= X2 BEMERIE TR
11.6%(15/129f1) . AFHRERH7.8%(10/12961). &H Y
7 L IMAES.4% (7/12961) « F523.1% (4/12961) . Bk
FEE2.3%(3/1290) & TH > 7-0 F7-. BFRMEMBOLE)
3FEELTY-GTPLEF6.2%(8/129%1). 7L 7F=> L
F3.1%(4/12961) . ALT ERF2.3%(3/1296) % T - 7229,

18. ZESEIR

18.1 {EFR
TINTILBB-F 77 —EDR=ZYYF—¥, €770
AR F =Y ROBEEREEIRIB -5 7 ¥ v —E 2R
EEALT B0, ERT VY UATNSDEERIC K > THIK
DREENBZERZBEL. EXRF VY UMEEICH U THE
H2RT £z EXRT VY VIFMEO MBS REEIC X
D HEER 2R 973039,

18.2 EIEMA
TRIREBSED VT LGHE. RBESED ST LEREE K
VSR E CIRAEVWHE AN ML B L, BENIC/ER
T3, £/, B-F 797 —FEEODERS V) ViitED 7S5
LBHER VT T LTI L TROWIE 1 2R9304D,

19. BT ICRET IR{EZHAR

(FINT I L)

—f&& : ¥V N7 % L (Tazobactam)

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

PFR : CioH12N4OsS

SFE 1 300.29

% R HE~-BEAHCOHEEOMRTH S, TXF LA

AF Y RRIEINN-VAFIAELLT I RIZBETFRTL.
Ky XAF 7= VIELTH ) —)L(99.5) I IFIT< W,
REEIRFET B T LB (3—100) ICET 2.

s
o H con  N=y
m\cfh \A
| IS
H o 0
(RS VU vKI)

—f%E 1 ©XF 2 LKA (Piperacillin Hydrate)

{E%48 © (25,5R,6R)-6-{(2R)-2-[(4-Ethyl-2,3-
dioxopiperazine-1-carbonyl)amino]-2-
phenylacetylamino}-3,3-dimethyl-7-oxo-4-thia-1-
azabicyclo[3.2.0]heptane-2-carboxylic acid
monohydrate

PFR : CasHrNsO7S - HaO

PFE 1 535.57

MR HEOEEEONRTH S, AY ) —TBETRT L,

IH = (99.5) IV AFILANLAFY RIZPRE
FR9 <L KITHED TEFIZ < Vo

s .
HC™ N

N_ _O

0 h H co.H
O HN H HTN&CHK - 10
N-- S CHs
HH
0



22. @&

(9 VERBGESEA2.25[DSEP])
1031 7V

(9 VEREGESER4.5[DSEP])
10317V

24. XHERERUEVEDEE

Bo=HIZT St BEHREHE
T103-0027 REHEHRXHAREF2-13-12
TEL : 0120-100-601

26. BERTTRES

23. EEk

1) BAEHE
RE(GRE

2) 58 b HAR(LEEERMEE 2010 5 58(S-1) : 1-10

3) HARADBRERAICE T 2B SR OENBIE (V> >t
F : 2008%7H16H#%&ER. CTD2.7.2.2.5.1)

4) WM 3D« HARLSREESMEE 2010 5 58(S-1) ¢
88-102

5) /NEEEICH T 2 EMBIE (V2 U #ER 200847 H 16 H &
#8. CTD2.5.3.1.8)

6) /NEBRYUERER (V'Y Y EER 0 200857 H 16 HA&FR.

CTD2.7.6.17)

7) Tamura K, et al. : J Infect Chemother. 2015 ; 21 : 654-662

8) IMAERSEIIERE (V'Y > B : 201556 H26 HA&R.

CTD2.7.6.8.6.3.2)

) BEHEANZA : Jpn ] Antibiot. 1995 ; 48(3)

) RAMFEIFA : Chemotherapy 1994 ; 42(S-2)

) 3 #FH : Chemotherapy 1994 ; 42(S-2)

12) EAE#IFA : Chemotherapy 1994 ; 42(S-2)

13) dtJil#i%i3 2 © Chemotherapy 1994 ; 42(S-2)

14) &4t HLIF» : Chemotherapy 1994 ; 42(S-2)

15) )

16) )

17)

18)

HEREREREINE= 27V SRR EE

1 311-345

1 452-467
1 332-345
1 636-641
1 559-567
1612-628
1 568-571

9
10
1

TEKZEZIZA © Chemotherapy 1994 ; 42(S-2
RE{Z/TiZ A © Chemotherapy 1994 ; 42(S-2) @ 657-665
MIFE 71275 : Chemotherapy 1994 ; 42(S-2) : 666-670
Tazobactam/Piperacillin® i K ORoKFHFe1T (V' > > #iE
H : 2008%7H16H&#R. CTD2.5.3.1)

19) #MABEEIZ A © Chemotherapy 1994 ; 42(S-2) : 281-299

20) BE—ER(Y V> VBT L 20014F4AH4HKR, HFEERET
)

21) hOAT1ZHBIS2Hia. hOAT3HBS2H % ThOATAFBIS2H
FANDREGHERER Y 7Y FOMOAARICRIET Y INT ¥ LK
CERT ) Y OREE(Y Y VEEM  20084FE7H 16 H &
CTD2.5.3.1. 2.7.2.2)

22) BEERERE CORMER (Y Y BT | 2008F7H16H

#A&R. CTD2.7.6.6)

3) & D - HARLERES MRS 2010 ;5 58(S-1) « 73-87
4) FRINBI—13» + BARCAREERMEE 2010 5 58(S-1) : 62-72
5) ¥ ®Eh  HAMLEERIESAAHEE 2010 5 58(S-1) £ 11-28
26) i ®EH - BAREEERES MRS 2010 ;5 58(S-1) 29-49
7) MINERHZE A BAR(LERES MRS 2010 ;5 58(S-1) : 50-61
8) ZWER D ¢ HAMLEFIESAAHEE 2012 60(5)  560-572
9) FEMELFRIRIBAREIC T 2 YP- 18D ER RS MAHRER (V> v &

HH 201556 H26H4%&FR. CTD2.7.6.8.1)

30) FEFREITA © Chemotherapy 1994 ; 42(S-2) : 73-101

31) #HTHETIZA» : Chemotherapy 1994 ; 42(S-2) : 135-155
32) Higashitani F, et al. : J Antimicrob Chemother. 1990 ; 25
(4) 1 567-574

33) ZEE (HiH) =T 1F» : Chemotherapy 1994 ; 42(S-2) :
51-61

34) B #=HBIFA : Chemotherapy 1994 ; 42(S-2) : 164-177
35) AHEMIZA : Therapeutic Research 1994 ; 15 : 4135-
4139

36) FHMEICNT 2 YP-18DOFEIENE (V> »#EA : 200857H
16H%:E. CTD2.4.2.1, 2.6.2.2.1)

37) B-7 75 < —YEAREIINT 5 YP-18DHHEIENE (V2 &k
F : 2008%7H16H&FR. CTD2.4.2.2, 2.6.2.2.2)

38) B-Lactamase-producing amoxicillin/clavulanic acid-
resistant Haemophilus influenzae(BLPACR) IZxf9 %
YP-18DHiE M (V' #ER © 200847 A 16 H &R,
CTD2.4.2.3, 2.6.2.2.3)

39) In vitro pharmacokinetic modeliZ 313 2 BB fF R HLERY
B-7 2% ~—+X (ESBL) BARICNT 2 YP-18DKENR (V>
CERER ¢ 20087 H16H&RE, CTD2.4.2.4, 2.6.2.2.5)
40) IHOE=137 © HAMLARELAMEE 2011 ;5 59(2) © 177-187
41) Kuck NA, et al. : Antimicrob Agents Chemother. 1989 ;
33(11) : 1964-1969

26.1 BHEARGETT

) E—=HTATrHkHEM

FLHR Y X HAAG AT 3-5-1

Daiichi-Sankyo

26.2 BRCHEHE

“ .

I \*ﬂi_tﬁ*i

FORAR P X O AAG AR 3-5-1

Daiichi-Sankyo



