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1.1

1.2

BUBAIKREE

TAZOCINB—& A MENEHE - Ef B2 F SR ERPiperacillin SodiumBUKB-
Lactamasefll#lE Tazobactam Sodium - o] &5 Ak 45 % 2 S35 -

Piperacillin Sodium#D(-)-a-aminobenzylpenicillinZ #1744 - {EE&FE & Sodium (2S,5R,6R)-
6[(R)-2-(4-ethyl-2,3-dioxo-|-piperazinecarboxyamido)-2- phenylacetamido] -3,3-dimethyl-
7-ox0-4-thia-l-azabicyclo[3.2.0]-heptane-2-carboxylate - 73 F = % Co3H26NsNaO7S - Mo F
£7%3539.5 - Piperacillin SodiumZ @3&= 0T :

CH,

Tazobactam SodiumBEBEEZZITEY) - REEERB 2L - HIEBZHERSodium
(2S,3S,5R)-3-methyl-7-oxo-3-(1H-1,2,3-triazol-I- yImethyl)-4-thia-I-azabicylo[3.2.0]heptane-
2-carboxylate-4,4,-dioxide. 7> FH&C19H11N4NaOsS - B FE%4322.3 - Tazobactam
SodiumZEENaF

H CO0OMa

N ~ ,+':H"-- .-N_.
: TN N

¢’ TCH, \=/

Tazocin ( piperacillinEitazobactam’E 5%l - USP ) {k FFIR1Z1EH -
Bil2.25AF%EMTAZOCIN - 2A T EEHELZ Piperacillin SodiumBER2 A=K
Piperacillin{ Kk Tazobactam SodiumER0.25AF M Tazobactam K 0.5Z 5 Hedetate
disodium (dihydrate) (EDTA) -

452 ENTAZOCINZ A Ot 22 HEL ZPiperacillin Sodium & iR4A5EHIPiperacillinl
KTazobactam Sodium#BEH0.5A7Tazobactam &k 1=E7=#Edetate disodium (dihydrate)
(EDTA) -

TAZOCINZPiperacillinZ 88888 - DI K TazobactamiyEHEE - AEHERB— AT
Piperacilin2 B#RE2.792E £ (6425 ) FHEEF -

R T2

LtEC 75 2 Bedetate disodium (dihydrate) (EDTA) - citric acid{ K& sodium bicarbonate (%2
pH1E) -
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1.3 B
REEHM, -
14 mE5H

TAZOCIN - Piperacillin/Tazobactam&z k€77 5% - BEEBENEEZRERRIK - 2
PiperacillinflTazobactam#i & - 73R I I/ -

HPiperacilinBEARKZM - MUK ¥Piperacilin B ZE 4 {B¥ Piperacillin/TazobactamB & =14 27 B-
lactamaseEEEMRFSIEEZ P EBREEE /A -

<{EFERAR >

FBRAEEIELU N 2B R/HEEIR - SERREMIIR N RIRA M T AR
PNIFIRE RN « FRESECE (BEERIFEHMY ) ~ BRI KEBRANEBAEBRA - AEMBUIAE -
[Ech i B M3KoR D AR AR M RCR - AR S ERE R

ZEBRE

Piperacillin/TazobactamE AR ZLEE KR EIEREAN - KBRN B - UK NHRIRESE I
& Piperacillin/TazobactamiE R LB - R ABPiperacillinZz a7y - #27nN R Piperacillin&
SUERS I ZEFE - ALt - E8%PiperacillinE =M ER K Bb-lactamaseZ
Piperacillin/Tazobactam &M ERRE SRS - ERHAEMNEE -
Piperacillin/TazobactamBERMEHEE - FHAlESHAAERES R ARBEMAE 2 R8URMY
AR R A A RIS 2R ML -

EaEEP AR MR EARKRER - TAZOCINEFERTEWAERIE - S ARERIEE
(aminoglycoside) -

Piperacillin/Tazobactam EARZEACEEES (Aminoglycosides)f FARS, o] ¥ 1 F LB S AR IR AR
(Pseudomonas aeruginosa) - S EZH B RBINEEREBERNEAERERINZEEER - ME
EREATREAENE - EAREE RERMERAERERE - MESEETHZE -

SO ME RN EEEET TAZOCINKREMINEZYAEN - TAZOCIN BERAREENTE
FhE s s ez R E AT E 5 I REAY RUR -

AR FE

3.1 RAR&
TAZOCINEE AR AZE - LERBEDRZEIONIE -
3.1.1 BARA

3.1.2 BRGNS

MUTAZOCINE R R R M i sk IR EIE R B6/NRITH—R45 g - BHAHEIER18 g
(16.0 g Piperacillin/2.0 g Tazobactam) - W #2—{&aminoglycosideZZ &1/ - BRA
%8s 0] DB Pseudomonas  aeruginosals - fEfF#EaminoglycosidefVERE - k2 - BIT]
FREE R ES BN B 1T X Ef 2 & 244 Eaminoglycoside &L -

BREEINE B 8 Raminoglycoside B E BB-lactamitERBEESMAEE M - EILEZERS
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TAZOCINEZaminoglycoside D Rll45 % ; BN ARISAAZEN - B _BEYWAEDFHRALK - %
BT [BE2EREMEM (7.1)] -

A= TAZOCINE aminoglycoside R RIFS 42405 - @& AYEE T E4 % - TAZOCINRIZEHR
HETRBBNEZAEDTA - IR TR ETT

PIFMERER U ERABARRARIMEDTARTAZOCIN(Piperacillin/Tazobactam)fc 75 -
#=— : 2 AminoglycosidesrEA M

Aminogl | TAZOCINEI | TAZOCINEY## | Aminoglycoside B9 < o
ot 13,
ycoside | £ (grams) | RE&HE (mL) =EEE* (mg/ml) THENRER
Amikaci | 2.25, 3.375, 0.9% Sodium Chlori
n 4.5 >0, 100,150 17575 ded} 5% Dextrose
Gentami | 2.25, 3.375, 0.9% Sodium Chlori
1 1 7-3.32 .
cin 4.5 >0,100, 150 0.7-3.3 ded} 5% Dextrose

*R—HEYRE ZMkaminoglycosideI D #EAA 22150 M E (AmikacinB R4ZE _— R - §H
I E%10-15 mg/kgEiGentamicinB X422 =R - SHABHER3-5 mg/kg) ° @RS
#BAmikacingtGentamicinl 8 H4A Z— REVARZEBRZRAIA Z 1B T - DIYRE T E RS
A TFEMRIMEDTATAZOCIN - 2B E—TEaminoglycosideZEM) (BN BT S8 5
AERAR - LIS E B ER -
TobramycinEATAZOCINERYEE T EAZEN AN AEBEYHES Y - TAZOCINEETE
aminoglycoside 8 Z Y BB B M REE - TAZOCINHAZE EEBUWER—NRE R
BRIRG T AZR - 2o AYRE T EAETRREZYBNAES Y - EtARYEELTER
4 TAZOCINEZaminoglycoside$R 24 o] sE 2 E HaminoglycosideZE ) R KEH

32 ARAI

BRNEANEEEBIBA0ATHY/N 7w AFBLETAZOCIN

AP kAR 2

BELUTAZOCINEEIZ M AL ELA R - /A %PiperacillinZB5 mLAERELE  BENHERY
e

BEEHAE5R2.25 g B2 4.5 gIITAZOCINFE S BILL10 mLEE20 mLmE/RECE - BLESER D IRER
BRALE - Io#E - BEEZERABE5202.5 mg/mLATEE (180 mg/mLipiperacillin®122.5
mg/mLiJtazobactam ) -

o 2 A REUEMER - REMES - BERER (20~25°CE68~77 °F ) E24/N\KFZESNE
SIKFE (2~8 °CEi36~46 °F ) iE48/N\K2% - BTFME - BB ZZEMABLER -
HEREROEAZRREER

0.9% & 8T 51%

B £ 5T R K

S5%BE AR

HE4IE s K/Parabens

W& E5TF7K/Parabens

HE4E ' EK/Benzyl Alcohol

&S A 7K/Benzyl Alcohol

BANBATEE S iBIBA0 AT/ N AR EREREITAZOCINA R
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3.3

FERIFTAZOCINAREER NMIDJEOBRMERFEE D HEEMFEE(B—HIEREHR
50 mL-150 mL) - EFARERAZEE/DRZEI0NIE - REEREHRE - RAFELRAWMRZAE -
BB RIZ R B (AR RS R

0.9% R EIEET R

BELESAK (B—HERETFRKNEREZZHAER0mL)

S5%AEEIEAR

6% B A B IEEIEREK

HEMIBER (EEARSARMEDTARNTAZOCINIG ol £ Y BYE L E 45 %L )

TAZOCIN Ao EEMZE B SER— 5 A ERMA - HREE 4 AREIL -

TAZOCIN EEZBKREBE MNP A RMNBENEpHENARPIEEHELEBTE -

TAZOCIN Ao fN#Em&HHE 8 &8 KBRS -

TAZOCINT R #ES XSk & &EH -

kG AERAZ

3.3.1 BIEERE
HMRBINEEAZHA(Creatinine Clearance <40 mL/min) - 5Ek#8 T TAZOCINRIE £ FE 1k
HERINBEIEBGREEMPGARE - BH0aE ARk MR B aminoglycoside/a &
FIfEA - BSRESEREZENaminoglycosideE £ET/AE - TAZOCINKE HIEBEEE
NS

R EBBUEREERABBINGEAZRAERTAZOCINGAEES N HES

(FREERRYEIE A PiperacillinBiTazobactam Zgram#20)

B N8t (Creatinine Clearance, mL/min) | FBIEE(A B2 AR 4 A 3K) | B A R4 i 36
> 40 mL/min 3375qg6h 45q9g6h
20-40 mL/min* 22596h 3.37596h

< 20 mL/min* 2.25q8h 225q6h
Hemodialysis** 2.25912h 22598h
CAPD 225q12h 2.25q8h

* Creatinine clearance 215R A KRB BEHTHAREE
*EAETIRBTEX - BRIDABITEFHEIEMO.75 ghEs
H—REAREERENMRENEA  ERABEERE12/)NEL4ETTAZOCIN 2.25g ; BEER
AR XNMAEBTRARRZZEERE8/NE4TFTAZOCIN 2.25 g - BRETIEES
EEN/NFABFR30%~40%0EE - FIb - SREFTHARBE - B5ENM0.75gME £ -
HCAPDRIR AR AEZRINENMTAZOCINKEIZE -
JAEEIR
TAZOCINZ EEBERREIZE10RAE  BAREMMWEAIEZZRHEAEINRTE
14K - BaERENREBRKEAMEVBEEEARATCRABEYEARE S EHERME -
332 MEREA
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REIEF U LEREMENRD/FIEEN  BERZTHEIOLAT LB EENERINGEZEE
HERE8/\RETE—ATH2E100 mg Piperacillin/ 12.5 mg Tazobactam - 2 2{E 5
FORBRIBENE HEERE VBT SERE8/)\H4LTFE—AT#2E80 mg Piperacillin/ 10
mg. Tazobactam [EE2EREBREITIREIE (6.4) LREME HERM (11)] - REREEEE
OAFUBIEENBRINGEERLE THRABIE - EREZRHENERINEAZHNERA -

RIEERZEIEIN T/ REAGER SIFAITAZOCINA R

B AR RIEENTAZOCINBIEBUARN REMNRE[FLERHAKGEEAEZHAE 332)] - &
B Z AL FREC I TAZOCING K - BRE—THER LA R OERmEERS -

1. WAk EEE A E (3.3.2) Fritt - STERAEAEIE -

2. AL THEEZERORAOEEFER.) AIEE NIk HmER - WA
TAEER=ZMIWZEERERDBETRH - NABERE  REEHZR  BIMKTEEA

L -

*x= BEREARERKEENRE
SERZENEYSE MAM RIS ERES BoH A miRE
=
2.25 g (2 g piperacillin /0.25 g tazobact 202.5 mg/mL
10 mL . .
am) (180 mg/mL piperacilli
n/
4.5 g (4 g piperacillin /0.5 g tazobacta 50 L 22.5 mg/mL tazobacta
m) m)

3. REBFEREISHEFMENEHETAZOCINAREE(ML)

4. DEEAAULEEZRPINEFIFENREREETAZOCINGARZE - BEES R TR =K
FIkRRD  RUBOHREER (MWLM ) RE—THEZEEKpiperacilinRETR
20 mg/mLZI80 mg/mL ( tazobactam77152.5 mg/mLZEI10 mg/mL) -

5. &\uFE/V300 N LR - MAREMNTAZOCINGAR ( BRFEAUEXRESEE
WRER ) - BUTHEREFFRTRANER -

#B-lactam(BIE BB ERETR B T R)IP-LactamaseIHIB ZEBF 7 HWA - ZRARE -

EBREMIESIR
51 ERE/EIREEA
511 BEARKE
EATAZOCINGEREZAA - BAREABRE B/ FBHRERS(BRENE) - Ut
BREEIBERERHSEE - BEBFE - Carbapenemsl BT EBHRZBBHE - B
- FIAEATAZOCINERRT - B AIEMREEEEABHNE - MRBEBHNRE - B
FRTAZOCINIL Mt FiE & a5 -
512 BENBARKRE

TAZOCINTIBEE B EN BARKIE - AU F5 @A MEI1EEF ( Stevens-Johnson
syndrome ) - BMFRLIRITARIEE (toxic epidermal necrolysis ) - ZEYEZ 2S5 HIER T

P.5



5.1.3

514

5.1.6

5.1.7

5.1.8

IKIB2ZAE B2 BEAR ( drug reaction with eosinophilia and systemic symptoms ) DI K&
MEZ M BB HRERE ( acute generalized exanthematous pustulosis ) - BRAHIRE
B AEZEYER - mBREBEREPETAZOCINIGE -

M [ 3K 14 9K ES 4R 4 3K 18 A iE

B EXTAZOCINAZER/ N A A A B A 3R & 58 2 IR MK MM BB AR A KB A E(HLH) 7w 61
HLHEVEI SR FEMR O B 3% « K5 ~ MEABEA - FIEBRAMMEKE/DE - IR WEREE
HLH - 17 EMFATAZOCINT EREGEZE R & -

MRBARRIE
#XB-lactaminE R EfEPiperacillinaBEZ FELERA - BRELMIRE - ILHEREAR R
Mgz REER - MRBRE - M WREMKENERREES  MERAEBRIBZRE

ABOEEREILERE - IRBEHMIRS - BEFEHATAZOCINIL Bt FEE /a5 -
FITAZOCINS g mBkiR /) / B ita MR MEBRB S - MEZHERRAEH
B -

EERRAEMEEE - TESAEE2THL LR - [F2ZaIfFR/ARXE (8.1) ]

i R R A R &

MERIEMBRE - TAZOCINTIEES B AN N 2 BIES B F - BRRRSHE8ERE

A - THEBVBEAZRA - EFRGERAAARREBREREA - BUEABINEAZIE
5 s& 1= Ym (seizure disorders)fm A B4 A HL Y B S B4 B8 il 52 RV B SIER [FR £ Z BIEH
/ARKRE(81)] -

HEERANESN

E—IEHEERMAETHBESE - 290 - HREED - BRIBEATAZOCINEEHE=

BN —IEEElRE T - BEEMB-lactamiEZEYAELE - BEATAZOCINFM B INEEREL

EBEHBAM[FLEZRIFR/ARKRIE (8.1)] - REBILIEHR  UEERAKHEEZERER

AEAE - EEEMBIUSEARZRAZEBNEARAEZARLUTERAE - GFIETAZOCINGEE

HAEIBRIB INRE (B2 B RERE (33.1) ] -

& Bt Apiperacillin/tazobactam&lvancomycin - O E B2 M BB G S ERIBNNB [
SEZXHFHE (73) ]

== g7 B B2 4818
ERETE

TAZOCIN%&Piperacillin & Tazobactami B thEE - A5 ZPiperacilint2H2798E&

(64mg)Z shEEF - CIREEIE MR A ARERE - FIaRERZRFMNERN 2BAR - Ib

RHEEMAZR - HREANFEHFEREZRA - BERWAIERBASRHRERNME ; BRIE
¥R AMEHEYSANREEENBEANAFIES - BAERKRARS HIRMBRERNS
T

ORI E - RIS R

LT ERAMBENEZEYEETAZOCING B A %m A LR #ATIL = -HE R R (Clostridioides

difficile-associated diarrhea, CDAD) - Eo]gEfE A R EIEEE N an4EIE K - R
HEY ABEEWEEGE ZIEEEELER  EMosEERE AL E(C. difficle) 2 B8EZ5E

C. difficile2S e ECDADRERNAST REBS & - RIEBHERANC. difficileiSal 3mENIET
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54

RN - ARELERARZNEENHLUSEN - JeEFERUIREE - NEERANERER
FIERRAA - B AERBCDADW T AE - MFEFMEERSE - BR CDADBHRIRERE
ERENERNMER®Z -
MRIRFEAFEZ CDAD - tJEEREERAZSHHC. difficle)tBEBNNER - BRLEFER
FBARTEENRENERE - HREQE - ERYC difficle BMRIRESR - WIFFTET
(IR

519 HRNZEHME

FEAREVS A E BRI ER R S B i E ol BE BRIV BUR E S FAR A BB E 2 BT « RS
TAZOCINZEATRERERVAE AR AR B ARNGRZRRE - RIMZESHIRNEEMEH
ERERR -

BREWH

BREEHE = Piperacillin/Tazobactam;& &R0 A & LIBio-Rad LaboratoriestPlatelia
Aspergillus EIAtz SR B0 Aspergillushs - DIaEE2 B RRGHRIE - EE2HRIFAspergillusfy
polysaccharides & polyfuranosestt o] E2Bio-Rad LaboratoriesfPlatelia Aspergillus EIA#& SR 5,
BEER X RFEME - B Piperacillin/Tazobactamia & B & LG 2GR ERIEA - 24

ABEIEMENETR AR A sEtEEZE -

MEEMBME - EATAZOCING - LUREBRUA(CLINITEST®) SRR D& & - DIt ERBG M
RiE - RitEREEZUESERAEREE -

6 [RGB IRSIR

6.1

[ B 4 22

PiperacillinBiTazobactamtl Z¢3& A fBHIAREE - A8 - BRDSAR NP ER O EIEZ2ELEH
Piperacillin®1/sk TazobactamZE ¥ & K A IRFEFR ENRRERERE - BB - TEAE/)
FREFAEE  UBIKEAEHATARES1-2552-35(IRIEEREE[Mg/m2] IR E) K
Piperacillin/Tazobactam - T ARERZZIRZBIERT - A8 B ERARBHBEIENEAKEZE
ET (RIBEEEE [mg/m?] B8 )  ERABRETHRESUNBEY/ EEMED (EXE
BIAIZZE T IR - SR EIRFE 17T REVALE21RES - METIEEALEE )  BEH=ZIHMEDES
MHIRNIR RS [ERER] -

BEEGHSEEREERBANRENSSAMRAR - EXEAAOP - R EEDEZHES
o EREEREMRENE RERGSHED BIR2-4%H15-20% -

B

BER

EHNEMABETHOMRB-BREEEMRP - REZEYNRELAIRE - UEREACEAES
#3000/750 25/ T/H(mg/kg/day)BEIE8IPiperacillin/Tazobactam - FFfAERSHET (1R
IBBEREE [mg/m?2] RE - /N EMAE DD BIEPiperacillin/Tazobactam A FBEI £#91- 2150
2-3f8) - BRELBRBIRENEE - TAREENRS500/62.5 mg/kg/dayi i EHEIE T
(ARIBEERETE [mg/m2] BE . /P HBERPiperacillinfiTazobactam ABEIE/041E ) - X
BRI ERD -

HABEBNWNERLENMREL  EABREAKEREIRERARE - LREEREA
TazobactamiPiperacillin/Tazobactam - fRTazobactam 640 mg/kg/dayBIE T~ ( RiEfERE
BIRE - BTazobactam AREIEN4AE ) - 2R/ BEBEEESY ; ME
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6.2

6.4

6.5

6.6

6.7 B

6.8

Piperacillin/Tazobactam >640/160 mg/kg/dayBEI£ T~ ( RIBIBFREEILE - 5Bl &HPiperacillin]
Tazobactam AREIZERI0.5EM1E ) - BIRRZER D - BES(EEEMWEEENIEZEZIG
7JI] HERBEIESEY

MEHIREV7TRELEE21R - BEBRDIEEARE K T Tazobactam >320 mg/kg/day ZH = T (1R1E
m%ﬁ%ﬁ?ﬁﬁ EJA}EHMUEE/JZ'FI) - Bt Piperacillin/Tazobactam >640/160 mg/kg/day 2 FH £
TRBEXRABRE - HRl&PiperacillinfiTazobactam ABEIER0.5FM1E ) - ERERA
BRNBEEN/EEREBARRE  IRERETNRE  BEHBIENM - BRELTR - FREEE
B4 -

=EZR

[ P EE

Piperacillina 73 iR &2, 9 - Tazobactam 2 R B PRIEERIRB R - BRPiperacillinA]
Tazobactam# BRI MR EEH I TEMWTE - BRI BEBREN - MRS HFEMNERE L
FE - ERERBETAZOCINMERAT K - UARIBEI 2 RERTAZOCINSLE BB EAR TS
WEMEEARTESHD - (F—HES -

INER

FL2BEA KR FERBRERE/SEEXRN/NZEABRTAZOCINNEREEZERALNTEREA
7 RFESI SR g N2 R ERIERE - S8 7 —EERIMEY - BB - ¥t - FRUE

ERMRRAER - SA2UFL2E12 Bl BRAEMMBNERN/NERAZPB273/\ 7w A fEH
I Piperacillin/Tazobactam - mfEHE N/ NR R A Z BB Z  EEW G KREE [FSEEE

51E(10) B IGREERIAEE(3.3.2)] °

BINEER BN\ RRAERTAZOCINE £ & F g E M AEE =

EFEA

HBiE6SEZmMAAE RAFAMBMEZEARERAZERY - N8 - EBBINEEEEGE - &’
HEEE BEESEBRRGEERAZHER3.1)] -

—RME  EERANHEEZERENNER  BESHEEHEHERE - RREE - B
WsOBEIhEE FREREENEEDIR RIREH 3 R M E A L -

281 g PiperacilinlITAZOCINE L EHE =564 mg (2.79 mEq ) B8 ; EEZHEAE
HET - MABXKEEINES 768511024 mg ( 33.55444.6 mEq ) FIH - i’&’*%ﬁ/\ﬁé/&q]ﬁﬁ
WRVMEA T A AREE - BEMERELEER (NOM=IE ) WEZRE -
EHMEEZENSLEEERR - BBNEAZTHNBACERLEZEYHIRS R ENEEIRES R —
A BREFEANEINERUBEEEE  RILBEEINENE‘L  WEBILBEESMNHEEE -
FINgEAZE

TAZOCINE| EREHITE LR AR LBV ENFSEBENE NERMHNT)] -

heEARZE

¥ creatinine clearance <40 mL/minfE ASUETHIEA ( [REN MFHEMEGIEEREBEMNT

) - ERBREANEINEEIEGREEREZTAZOCINIFEZ[FESE S HERFHAEZAZ(3.3.1)] -
HAh R

TEEEERA
MEIEMIF S NS EE - DPiperacillinET/a S B MNEEM M (ER A LR RIEREZBRIKER
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7 REEH

7.1

7.2

7.3

74

7.5

7.6

e EF B A2 (Aminoglycosides)

Piperacillinal Bt & & aminoglycosides#& i /4 1 il £ ¥ FE M Ramides -

AR EEMY ¢
EREZETENNARIBRE R A SHPiperacillin®laminoglycosideff 4 R ER

- aminoglycoside$8Z£4) ( #5RlETobramycin ) WM REEBBEZREE - EILHEZEEN
BEEHEIE -

ERALLFTobramycinBEE4 FTAZOCIN - BEEESRBE - PEBIBEATRANM S
Tobramycinf)RE S AEE - BEFETHISHE -

RRSMNKETEMY

FErtaminoglycosidesfif FpiperacillinfE B8 Sh R 57E M - &G TAZOCIN Kaminoglycoside7>
Rl4R%E BN ARISAER - E_BEYWASRFARL - %HEEES - ZEDTARNTAZOCIN - £
HRERERNNSEREE N - o RIYRHETIERR4 TAmikacinglGentamicin - TAZOCINAABEEL
tobramycinEIERYRENEE [FSZRIARAER.1)] -

Probenecid

A % ProbenecidE R piperacillin 1 tazobactamiy B /NE 73 - BT Probenecid &2
TAZOCINEIFRs45 %2 - ZfEPiperacilinf¥ RERIERZE21% - TazobactamW+ REARIO[ER
71% - BRIFMm AR AR - Probenecid AEEATAZOCING A -

Vancomycin

MR E IR - ERERpiperacillin/tazobactam#lvancomycinfdim A - 2 BEENEEESRK
BEFEAvancomycinE[FELELE/EEEH(G.1.0)] - HABALEHRALRE WX EEAEARS
FvancomycinE & EE(>15 - 20 mg/L)18E - BIRBMRNERL A —2 -

77 2 AI[E R Fpiperacillin/tazobactamlvancomycinf i@ A 2 B IHEE -
Piperacillin/tazobactam&vancomycin 2 & - W RERE2F| B X O IERA -

FUgE M

EHAS B EHeparin - ORI MBS EMES X E MR RE XA M/RINEEZ ZEYIE - BER
BB R EHREAIEMBREZSE - [F2EELHE/TRFE (5.1.4)]

Vecuronium

PiperacillinE2Vecuroniumff Bl - S &Vecuronium Z M 148 FE Ef /F RS -
TAZOCIN#NEVecuronium R - dIgEEEMAREIRS - AREBRLI 2 EAMKE - AEHR{EEL
AN B BB ER T PR = A= 2 LA ASPREREA - B olBEEE R PiperacilliniE RE/FARRE - BRI EAtRAL
FLAREERE AR R E (2R Vecuronium bromideZZ# miRAE ) -

Methotrexate

RIBBRWE R E RPiperacillinEiMethotrexate & 7 F B i (I B PR IS - B Methotrexatefy
BEBRERZEIFAE ; BRI A& TazobactamE & E & ZMethotrexateFIHEBR R K - EE N BRF
#a T Methotrexate I TAZOCINGES - ZEZEE BIMethotrexatef M TEE @ BT EREEER
& HIRMethotrexate T HRIEISSEA -

8 BIfFR/FAR&IE
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8.1

8.2

REZRIFR/ARRE

MEREEARREBRIZRAEMEE P
 BRARKERBESEER EEFIR(G.1.1)]

s BRENBARKRE[FSEER/TRFIR(.1.2)]

o I M3 EEBIEEERSZER//EEEIE(5.1.3)]
« MRBARKRE[FSELERE/TRFIE(5.14)]

s PEAERKARREBESZER/ERFIR(5.1.5)]

« BEERANB S [BESEZER/TEFIR(5.1.0)]

- HARRE-HEREFESEER/EEFIE(5.1.8)]

Bt PR Al BR A B

R RESBREERZ ARG NET  EEYEASRTERZINARRERAEERE S —
BENEHRARHBPHOARRERMLL - HoptEARREER FERINARRER -

DA PN

ERYVNEIRHRGED - 2IKHE2621MIBA - £ =FEER ( Phase lll ) BRI BRPEMAR
TAZOCIN - EEZWIEEE —EY e BRI ARAER ( H830UBA ) & - 0% ZARREHREHE
EHE BHREEMY A8 EEREREBERAZIL2%  EPAI3%EZEHERKNEZARKRE
BREEEBRIEE ; B0.9%RBBEAMEEES - BOKNIEL ; BUKB0.S5%RBSH KR EMmER
TAZOCIN -

&M : TAZOCINE—FAIRARHEBINAR RIE

AR EDE
FRKRE

B I5 ThAE R
iER (11.3%)
B (7.7%)
&0 (6.9%)
&Mt (3.3%)
HIEARR (3.3%)
HETE (1.3%)

— AR A IR B AR AL 1B
5(2.4%)
ESTERAL I & (<1%)

EE(<1%)
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RO : TAZOCINE—FEImARERNITRRE

RBREDE
FRKRE

REBELRAER
B E(<1%)

3
ez
IV IS

BHRBERR(1.6%)
1RIE M AEIZ K (<1%)

REREBER
1R M (<1%)

AL PN 5 B8 70 45 4% 40 48 = R
ALARE(<1%)

B B IR (<1%)

IE R IR IRTA
BT (7.7%)

B ERR
KR (6.6% )

KSR TSR
BB (42% - SEERS - K08 - FEMS )
B (3.1%)

E=H(<1%)

AR (1.3%)
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RO : TAZOCINE—FEImARERNITRRE

RBREDE
FRKRE

M2 M ARK (<1%)
R IMEE(<1%)
HIAL(<1%)

WK ~ B R A B B 7
S HM(<1%)

YR e A K S i 3K e PR 5ol B
MIEE5E AR T IERERAERRRERD - B —IBRHELH222m A B S0/ RIS —X
4.5 g TAZOCINEEi—iEaminoglycosideZEMHN S 8% - BLHR215MIB A BTN IH —X
Imipenem/Cilastatin ( 500 mg/500 mg ) EA—f&aminoglycosideZ¥ & /8% ; 15 IR Rl
e - HBEA2MUBARESAEMERARKE - EPr2040 R ARES
Piperacillin/Tazobactamya% ( B4E%X%591.9% ) - BBE2SURETHIRARKREMS AR (14
1% ) ; BIM198Mm A B = Imipenam/Cilastatin/a & ( BEEXER2.1% ) - BARKIEM
PIEEENRAZRIAA (156.5% ) ; _HBISEBENEE (p > 005) -
SR RERB4/\S4T3.375 giviRssia k& - IS —fEaminoglycoside -

= : TAZOCINSNAminoglycosideZ i R it B8 A R [ fg@

RMREDE
FrRKE

& FHE R B ETR
M/\RIE% (1.4%)
B (<1%)
MM/NRURMEE (<1%)
EFRAIMIK (<1%)

&R (20%)
™) (8.4%)
&0 (5.8%)
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= : TAZOCINSAminoglycoside 2 PR it B8 A B [z F&@

RBREDE
FRKRE

&Mt (2.7%)
HIEARR (1.9%)
HETE (1.8%)

CESE (<1%)

EEUEFEREMUBER
228 (3.2%)
ES RIS FE (<1%)

OREZIRE R (3.9%)
RIRETE (1.8%)

AR
FRRER EF (1.8%)
MepAEEET _EF (1.8%)
HINEERIEER (1.4%)
RS _E T (<1%)

REREBER
1R M#E(<1%)
B (<1%)

IS R R RTA

P.13




= : TAZOCINSAminoglycoside 2 PR it B8 A B [z F&@

RBREDE
FRKRE

8RS (4.5%)

B RR
KR (4.5%)

B W0 xR

BRI (<1%)

218 & B2 T AR e
2 (3.9%)
1RE (3.2%)

IIR=RE375
M2 MFIKK (1.3%)
EMmE (1.3%)

dHWRAEMBH BRI HIENENARNRE - NRSERSE -

Hithstlg - BS54

FE—IR¥1200I s FERER AETRIBEE D AC ~ 2P0 ~ BWRHEERD - B3R
piperacillin/tazobactam & RIS —IEBREF ( BFELbodds ratio : 1.7 - 95% Cl : 1.18-
243) - BEIEthB-lactamin EZEMAALE - piperacillin/tazobactam B2 B INsE L E A AR
[BSELRE//EREE(516)]-

EEEBREBE ERREREENERS)

R AR BRI S PRI EEMUERSEIETAZOCINE —{Eaminoglycoside & /A Bt AL T IF
IR 38 R RR B AR E SRR HR S 61

MRB—MARKMIKEEZ ME ~ /IRORD ~ M/NRETBUEN ~ EFALMIKIES - B3N
D ERERmMIKRDE - BERARLMP ISR ; SR AMEEZSMER (N8R - =
BERER) -

MR R E—EZCoombsil B E5H « RIMBEREB ZIER - SMROERE ZER -
FFIHEE—AST (SGOT ) ~ ALT (SGPT) -~ mattmifehs - AR ZEELAS -

BINBE—MIS BB R IR R ER ZIEM -
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HtAIER 28R AESEER ‘/\ﬁ( ynsm ~ 88 S5 ZIBINACRY ) - SINE - BELENHE
SEZED - MERE - Gamma-ZiZERE S E7 - BT - ROEEERS -

TAZOCIN{-E/J\%F/\Eﬁ%ﬁﬁnEPEEETEEJZA*EME’B{E\E,%% - BABARER2E125/\R
WA (BEREEXRIERERX)TE—EAEY - Bt - Htb - EEENRKREERD - B273M0m A
FBYTAZOCIN ( B8/)\E5Fik4 112.5 mg/kg ) 8269w A &8/)\F5E 7 Cefotaxime ( 50
mg/kg ) I EMetronidazole (7.5 mg/kg ) - IGalER® - RiaEMEEARRERBAB1461U
- TAZOCIN#E G FET731I ( 26.7% ) KCefotaxime/ Metronidazolef A AE73MI ( 27.1% ) -
TAZOCINZEDBE6AI ( 2.2% ) KCefotaxime/ MetronidazoleZBBESAI ( 1.9% ) AR RFEM
=R -

FE—IEEMHHERERT - HBE1402BBRAREMNMNE - FEENR21EBERM18mH/)\ZRE
AESTAZOCINEE - 2672 R ABEHIREYAE ( @ 2ticarcillin-clavulanate
carbapenems - ceftazidime - cefepimeskciprofloxacin) - B22EBEMEARX - #EXEF6/))
2R 48 FTAZOCIN 90 mg/kgaBHIEA - IR FEEBEMER AMmA w185 - #XE6/\REF
k4 FTAZOCIN 1125 mg/kgfmAER - TAZOCINAE B4 BREF R R EM LR B BA R
a[E -

8.3 L&k

Ry RIUEERLEENEADABRAREYREN - DUN3 R EZERIREERTAZOCINKEE A
REE - ARELENRESREAEREGRHN/NNERURS  WIFRARUHEYREEITOSE
L ET ESERS B ERE% -
HieEx4m : ik =8 -
Mm% . AMUEM - B MEED « MDD -
RBERMA  BAHNE  FFNMEMNBEKEERENRR) - BMIKEMEAMIKIBEEHLH) - 24
O AVER M BB A HBE O E E O sE 2B B B — 873 (Kounis TEEEF) -

Bt . FRZBEMERX
R L IRIETR - KE?%ZT’E(seizure) o
BHER  Bx -
IR 247 - WEBR MEBK A 3% -
FEKNEBRE : DML - EFR-BEMEES  BURKEL - ZEYRPEHIER4IKIES
fEE 2 BAEAR(DRESS) « & EZ 42 HIREEME(AGEP) ~ RIMRM KBk -
TAZOCINTE/NZR AW LR ERZ2REAMANAB LWL T HER -
HthPiperacillin#E5s
PUN ZPiperacilin R BN AR EHR S -
B85 . N REEERZIER [FESERAER (7.5)] -

9 s

Piperacillin/Tazobactam E W EYEERET - REDBASHIREA ~ B ~ BREREN - 1B
FR—MNEEDER - Mo EEER - LER—MREFHELHFME TR - MATREEHIR
AR B CNABERENETY - TEESEERBIRA [F2ELE/IEFE(G.1.5)] -

AT FHAE - WARERARKEAMEREAR A - Piperacillingl Tazobactami 5 Z & & E 0]
RSB IARRE[FE 2B 2B R4 (10)] - JE 5B —E=3.375 gAYPiperacillin/Tazobactam& - o]
KBNS S IEARPiperacillinEiTazobactam 73 BIFEBR31%E8139% (5 S B &IBRHM (10)]
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10 IR
10.1 fERE

TAZOCINR— T EZEY) -

MEMER

Piperacilln SodiumEREFRENEENHARE 2 FRERUKRARES A - 2INERRT
- Piperacillintl §mZ @2 @EKEMM R EEREEFERRMEAE - Tazobactam SodiumZAs &1k
DERNEUZMEYN - DTHREHSEHZRESEAZASXRERNZHN - 8ERichmond-
SykeszE —#8(Bush Class 2b & 2b")E®El KRR EEE 22 FAREER-lactamaseHIHIE -
HHE_HBAENRRa&4)EHERBUNGINZEER - EHBEISERPRIEIW
TazobactamiZE - Tazobactam A EF B LERAENT ZEHEE -

nEEM

TAZOCINB#RE N IMEN Z KB D D BERNVEINR KRR REN [(FEEERIE
(2)]:

[EEE

SHERGHH :

Staphylococcus aureus ( EMethicillin B2 HEK )

FRAKEME :

Acinetobacter baumanii

Escherichia Coli

Haemophilius Influenzae ( HEBRAEB-LactamaseZ ampicillinfi Z2E 4K )

Klebsiella pneumoniae

Pseudomonas aeruginosa (Elaminoglycoside & ff FIFS A B B 224 B 4 E 1K)
REH :

Bacteroides fragilis group (B. Fragilis, B. Ovatus, B. Thetaiotaomicron&iB. Vulgatus)

MERIERESAERTSE | BEHERER{NARA

ERZINaR BT - PAIKRERDAE (>90% ) - oltEflZlPiperacillin/Tazobactam# i F2 LIE L &4
M ZERNRBIIERE  (MIC)/NREEREURME A RERFRE - (BELMES IRV KRR
TELITAZOCINEER BN A FEE BB 7t 0 B IR R BRI ERE -

EEHA :

SHRGHH :

Enterococcus faecalis (f2ampicillin 3¢ penicillin- B2 4 E 1K)

Staphylococcus epidermdis (3EMethicillin/OxacillinfiZZ& 1% )

Streptococcus agalactiae’

Streptococcus pneumoniae’ (penicillin- B = E#E)

Streptococcus pyogenes.’r

Viridans group Streptococci'

FHERETH :

Citrobacter koseri

Moraxella catarrhalis

Morganella morganii

Neisseria gonorrhoeae

P.16



Proteus mirabilis

Proteus vulgaris

Serratia marcescens
Providencia stuartii
Providencia rettgeri
Salmonella enterica
REH :

Clostridium perfringens
Bacteroides distasonis
Prevotella melaninogenica

"I BRI ¥R E 4 B-Lactamase - FIE¥Piperacillin&— /% - BB -

B2 AR
BRRERAEEEmEYESERR o 2EZY UK IR RS - DUKRRRIE A K m B EH|
2% . F52 B https://www.fda.gov/STIC -

10.2 ZERUZEIRRME

Ex B TEAIER R M AEM B I piperacillin/tazobactamZEY) &) H B L H 2 ZE 2 &/ IFIRER
H%F'Eﬁ °
10.3 ERARRIZZMER

BEN - BREN - £ENEES

Bt

i R #E1TPiperacillin/Tazobactam - Piperacilling{Tazobactamfy 14 2 REARUE LB -
ETHEMBRREMRE - FFEHADNASHK(UDS)E - HELBIMERE ( P EEEINEMME
HPRT ) t@%% - UKRIEZL N4 (BALB/c-3T3) 8 B BalSs - Piperacillin/TazobactamZ 2t
[ZF& - 7E58/A - Piperacillin/Tazobactamil fB:FSE KELAERERE -

CS=Pa

TEXRE LA TETRR - Epiperacillin/tazobactamaF kA4 Fi53E1280/320 mg/kg HITE S 55
ARERIRBELEENNDBE  AHBRRERERMg/M)BEEAEEHRAKELR S
3L -

ZYEN B R
A E R piperacillin X tazobactamZREFARA A ZEEBEYE NES N FIOENERGE
(CV%) -

ZZ/N @ Piperacillin 1 Tazobactam PK £ #1598 (CV%)

Piperacillin

Piperacill
in/
Tazobact
am BEMPEECHa (  HETEEAUCP (mc CL(ML/m V. Ty Clr(ml/
| £ mcg/mL) geh/mL) in) (L) (h) min)
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N : Piperacillin #1 Tazobactam PK 2&{F191& (CV%)

2259 134 131 [14] 257 17. 0.79 --
4

3.375¢g 242 242 [10] 207 15. 0.84 140
1

459 298 322 [16] 210 15. 0.84 --
4

Tazobactam

Piperacill

in/

Tazobact

am REMPRECHy( & FEBAUCP (mc CL(mL/m V. Tqi2( CLr(mLl/

m| £ mcg/mL) geh/mL) in) (L) h) min)
17.

2259 15 16.0 [21] 258 0 0.77 --
14.

3.375¢ 24 25.0 [8] 251 8 0.68 166
14.

45¢g 34 39.8 [15] 206 7 082 --

a Piperacillin &k Tazobactam& 4 Y - @F £ /V/EE3I0DE -

biE e[ |N Z BT a8 R1%E (coefficients of variation, [CV%]) -

Cmax : R MERE - AUC : B TETE - CL= BRE - Clr= BRBRZE - V= 2hEHE T2
= BEBR¥ = HA

Piperacillin X Tazobactamfy& = M5 R E ETAZOCINE k&R & ol 11B0ZF) - Piperacillinfy M5
RETETAZOCINEF AR & ZE3077 1818 - BB T HPiperacilinfBE B EFTEREMRE - IREMER
MERENERNE—EIRPIERNEEME - E&PiperacillinkTazobactam¥ R E &G -

AN (il

PiperacillinkTazobactamm & & #130% £ MEEB4 & - PiperacillinglTazobactamZ &B4E & £
TAZHMIESYNTE - MTazobactam# 2 EQ &S E QIR AET -

Piperacillin k. Tazobactamtl E;Z 2 R A B LIRS - BFF/\GRNE - BEE - I - LHEERA
B (F= PR REINE) - AEBER - URETS - A8ANTFHRE—RBNEPFERE
AI50~100% - B IFRIE KRR A E - —WEMBHE—1% - PiperacillinkTazobactam# ffi £
EERERZREERE (2R%Kt) -

P.18



Ft : Piperacillin/Tazobactam#£ & —4g/0.5g 30- 7 #ERVAFARTAZOCINE X B S EA BTN EE
WHRE
FRA2EHA | 19 PIP BES Tazo =fEES
ZRiBEEE [N b R4 - Mg &6 Tazo #B#% : MIREE
L a (h) (mg/L) (mg/L)
S 35| 05-45| 348-942 0.60-1.1 40-77 0.49-0.93
e [37]05-45] 40-101 | 0097-0115| 07-15 0.10-0.13
LA 36| 05-45| 94-233 029-018 | 1.4-27 0.18-0.30
ey
%Hﬁﬂﬁ]ﬁ 7 115-25 314 0.55 10.3 115
—
;?ﬁﬂﬁ]ﬁ 7 115-25 31.2 0.59 145 2.1
B 22105-25| 265-64.1 043-053 | 9.1-186 0.80-135
AT B IREE—ae -
byt T BI LA SR -

(v
PiperacillingZ {C# /HMENBMBEUNNELENHY -
Tazobactam RIFCE ME—REWEABREEMAENT] -

BE

HWRERZHE  EEHHZENEHTAZOCINE - HiMB®PiperacillinkTazobactamfy+ R A
0.721.2NKAE - TARHEZEI TRERRMTE -

Piperacillinl{ k% TazobactamIgHEE #3kiBE KB/ NEHFE - PiperacillinthB68%AREL B R T
HPFE - Tazobactam K ERHYTEZEBRIL - 4422 780% U REHIL - HERRIME S —UH
YIBEE - Piperacillin - TazobactamAKk & EPiperacillint BiE T HEL -

LN

BEINEEE S

HEINBEIBIEHA - B TFE—EIE/Piperacillin/Tazobactam 2 # - PiperacillinxTazobactam#
FROEBENDEEEERZ FMEMER - EERNEE RS EREE20Z7 (20

mL/min ) i - BEETHEEIEE 22 & LR - Piperacilin ¥ REAZER 1% - MTazobactam¥= 5
ZTIERNE - HEITAZOCINGHEBEIENHEA - SENEAEBEREIR40 mL/minf
- TAZOCINZ BIE B #1782 (piperacillin 2 tazobactam JE 5%, USP) - ( #8EBINEEEBE 2R
AN BEERRERAEZAZG3.1) Bl ZEBEHE )

M&ZE AT I HEBR30~40% Piperacillin/TazobactamiE £ - 5 98N5% TazobactamBIHE £ DU 2
BEBERR - BEIEEMT A I HEBR6%RIPiperacillin - DK 21%MITazobactam - EHH16%HY
TazobactamZ UEREH MR - $HETMRETAENRA - HEBEHE 0 SERIKGEFRA
FHZE(3.3.1) -
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12

13

FrIhaEs48

IR ENRA B ESHELLE - Piperacillin RTazobactam 7 ¥ RIAZER25% K 18% - B A
WA ZERMBEREZTAZOCINHEIE -

INGE

PiperacillinfiTazobactam 7 Z# ¥ g H B S 2B B R FLBRRW/NZRAMME - LB FELBRAHN
TREHERA - MEMD ZBRREFLCB/NAEAPERE -

EGRBREESEIN D FLRIMERAZ12EHNRAZBREEMLANES - BIROFSE (BEE) 2
5.64 (0.34) mL/min/kg - 2Z9EBM/N7ZHEA ZPiperacillinBFR R4 5T B2 F13ERIB80% - F4C
2B A LU Rm APiperacilin BBRRLEFE LR AN T EIE ; BEEEHNRBLTEZRTEE -
Piperacillin# {3l 73 h #2718 2 BFe 091918 (1F2#E ) 20.243 (0.011) L/kglBRBEF ek & M A E
ZA

TRESUSHED  HFRE18E355 (H6A ) - BEFERTECSES0H (H12A ) - FFhFEic#
piperacillinEitazobactamW &g BT E - EF ANBEFEZHEARLL - piperacillinEitazobactamAy
EIERAD RIE32%H55% « EEER e EHERNBEAT EEREFHRABBAEE -

=N

ERESUERED - HfhEEE piperacillingl, tazobactamBIF £ - piperacillinfitazobactamiy
HEBEHETE—4/059 FIENREEEED, MA (HOA ) HEA (HA) IEESE -

BEYRXEIFH
EaHETAZOCINEZaminoglycosides - probenecid - vancomycin ~ heparin - vecuronium -
methotrexate EZEFB2EY T EFATBEY [FEEREMER (7)] -

BB
B 517 SR -
R
13.1 8153

22575 ~ A5n5e/Ml - 10052 AR -
13.2 A

TAZOCINEC =AY
WIMNBERFA7R

TAZOCINGEERL R BERZ ZEM

BEHZRAEEEREREHMSNTAZOCIN - ERBRERER (ZBHE - kiR
WRE ) PHERE - EHEMERENARAESRE -

EBRZMREcRE A RBIANER - REMAED - EERER (20~25 °CE68~77 °F) &
AN Z BB IKFE (2~8 °CEi36~46 °F ) FAS/N\F2%E - ETHE -
ABRERRZZEMME - BRE(EELEN ( NE - ERARZEREMUNBRZEEE

) BEm MolE24/N\E - EKFERE N E—EH - TAZOCINAZEGEE - R - FoRFSEE
FEE Z mE R -

BHERZEMAERMSATAZOCINSI HRB B FIkE R E R - BB AFIREREHD
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-TAZOCINZ ZEMEZR NI ZE12N\F - B—HkRE - HEZE375 mLe25 mLZBE& -
—REEZARUBRERNBZ2EnREERT (NBRBRRABEE ) - REREREZ
B ERFEEFT AR EZBHAFIRERER - TAZOCINZ ZE I AR R E
AF IR E A EMRITE -
AHHEYERRABRIEFAR N - RENBUERREEEAEYAES -

13.3 fREFIRM

TAZOCINTEECEH A BRFERE15~30 °C ( #K59~86 °F ) #ZERIZ=E D -
EREAREFIREFSEI3.2 -

14 W AERZAER

BEBYNE

AEAEA C ERASREE - £HTAZOCINTBEE REFEUARZAENERERBRE - 8
BENBBHNE RBHAEBRABEZEZE TAZOCIN - Effl b-lactam (BIfERAFR) siE M8
HRBAETIBHNRE [FESEERE/TESE (51.2)] -

[k [ K 148 54 0 4 48 BRI 2 fiF
ERIRTAZOCINGE R - SAHEAEHATAZOCINDsEZ S e & BE A L - Btz Bl m 2R
RERHBORMEE - KPAMNEERASHRNERFSEELRE/ETRFIHE(G.13)] -

iR

AEHMEA C ERASREE  BEENER (B2RATAZOCIN ) B5ENE®E - FRAEZEARRE
ZELE ; ERERENERARERE  EXIRASE—HNERNVMERAEZEHE - BA
HOlREAKREAIEN ( BEBEEMR R ) - IRBESERR  MAREREGEBE[FS2
EREEEIA(G1.8)]

MAERNZEN

BARRERBENER SRR - BRSINEZETAR aBRMAERE - MEEQBRRERE
(WEE ) - TAZOCINtABISN ; FIELITAZOCIN G BRANE BUE RS - BIETE B AE ¢ HA R A BOIEAR
EEPENE - D RRERAZTHEERRE - BSMNAEN KRR TENERR - oftgs
(1) BITERENVENREE ; (2) REMEEENEMENHEE ; EREBRKOIREREEL
TAZOCINS  Efi it E R HEIT/ARE -

R B F,

BARBESHTAZOCINTI BB AEIRE - W BB P[FSERARGEEEEIR6.16.2)]
15 HEff

2E 3R

1. Jensen J-US, Hein L, Lundgren B, et al. BMJ Open 2012; 2:e000635. doi:10.1136.

kR 75 : USPI 202309-2
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