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1EER0L° B8R
EMENDe Capsules
(aprepitant, MSD)
WPC-EMD-C-112004 FARAGEMEHER
EMD-HK/TAI-2005-0191 80 DY HERBTE 023985 %5
125 A% HEBRBTS 023986 &
ERAE
EMEND® (aprepitant, MSD) 2 —#Esubstance P
neurokinin 1 (NK1)2 S 8518 -

EEREES

{ERlE —
piiantSEERERE ; £¥ AfBsubstance
P neurokinin 1(NK, ) iiES88 - SE2EHESES

ENNBNE - EaBHEERRL (counter-
screening assay)EREENEE 8ENE
(transporter) » gf=-@3&(ion channel) R IB{T{LE
3|26 A0IEL (Chemotherapy Induced Nausea
and Vomiting » CINV)E% 2 RN ZREES R
(dopamine)E (&3 (serotonin)§I ZEESHETZ T
aprepitantEiNK, (0222 ) 53,000{31 t
EBRAITTIEAT « NK-SBERE T B aPIE(E
B ik iR S R U RE(BIY0 : cisplatin)fT
SERIEBLE - BRATREARES HEEERE
(Positron Emission Tomography, PET)(J& 28T
aprepitanta] NESBEN ST » WiSHRIEAINK 2
B8 « IRFRAITTSSRET + aprebitant¥{PIERGEIER
KRR » ILdDlcisplating [T FAEEEH
BOIELE » o8RRI EIHERNS-HT - Z 8IS
ondansetronfd E 48 @& dexamethasone %
cisplatinf73 EAIIBILBTHIER o

)= (Pharmacokinetics)

;174
Aprepitantf 548 O 4801 FA%(mean absolute
oral bioavailability) X #)460265% » faprepitantf)
FHBBNPRE(Cra) ANBREREL NFE
(Tmax) °
AprepitantBREUSHER 8 — AR ARG » ¥aprepitant
OfRERTMR « iR D9AERNEE
EiRABIZEER » aprepitanttVE1)E HB 2R
RILAOBAR - RREEMAZENRZRAaprepitant
&—F|& » 780 mgZ 125 mgE|EEHE + HAUC,q
OB I0LL R RIS LRI E26%
RE—ROMR—7R125 mgAIEMEND » TfREE= £
- EXEMA—RO0 mgBIERT - E—REE=K-
AUCq.4,/D Bl#1%19.5 megehr/mLEE20.1 megehr/mL o
HIREMPRE (Cra) REBTEREES NS (Thar)
EH  B-RAE=RHCrad IR 1.5 meg/mLE
1.4 meg/mL o
2
AprepitantE2 (R ECHESEARIEY% o BEMET »
B 11D 8T (apparent volume of distribution
at steady state + Vd) 04 THHEL ROE6AT
Aprepitanta] SUBBBAEAIGE - MURASHEBE
HMmAEIEEE - 3 HSEBRE(PET)HRET
aprepitanta] LUBEB A BB MISEEH(Z R MRS
ERIEARE, ).
d
Aprepitant@ZEIBEZAMETER o BRESWOMA -
D&l [“Cl-aprepitant 300 mg#72/\f5 »
PRSI E24% 25K Baprepitant » &
ROBEASRENRHEY - ABORPSHAE
18555 HEVaprepitantfti§E) o -
Aprepitant§3{3iAZ07 2 FEeamorpholine 2 & £l
SEEVELIER - {5 ARBATREHAR (microsomes)d)
HBIMATZEAR + aprepitant=2FECYPSAE R
# BB R BCYP1A2ECYP2C19RHE » TR
#ZehCYP2D6 « CYP2COgCYP2E1{5 o
e
Aprepitant= 2R F eI ERRAS - MARES
BRI - BROSHEEEME—ARHN[MC]-
aprepitant 300 mg# + RBE5%HMENELRIERR
o ; EREPHRIEE% o
Aprepitantf {48 &%= (apparent plasma

\.;\ clearance)A#7£60%84 mL/minGEIERA Bk
\‘ﬁgﬂ%*ﬁ,ﬁ,&(apparent terminal half-life) A#I7£9%)

13{BIME 2R ©

R

7. )
{BRE—EBMHEMEND 125 mgz#k » THH
aprepitant Craxtb BHEAVEH16% © Z2i480aprepitant
SRR BMEANE25% + TN T Bl AR
AR < BLERUARRAES + FIAREK
P RIREREMENDAIEIE

ZEA

E—-ROME—EIBMOEMEND 125 mg » IWRE-K
HERAXRERRA—RB0 mg2t » EETHAR
- K0 ZFA(=655)aprepitantdl
AUCq @B dH21% » ERAXIGAIFHI6% o ZR
Crax ' B—REFALFERABL10% » SAKKE
AIgd24% - ELEEREBREE ' FINHEE
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OFRE—EIREUEMEND 125 mg2#% - BRI FESE
EHAUC DRI B NRBERB AR LH25% R
29% » CraBIDRIBH2%R31% < ELEEREE
KBS FIUAEKEIRREZEMENDIIEE
Vi3 7
BEZPEFINEFEREHEMENDORSMR
18 o E—RORE—HBHEMEND 125 mg » IR
E-RAE=REXRA—RB0 mg 24 » EER
B2 (Child-PughDEIE5EI6) * E—RAFE=
RJaprepitant AUCo., * DRILLEZEIRERIE
REHEME11%E6% - MPEINESDREZ
(Child-Pugh & 7219)  E—XAEZ=KM
aprepitant AUCo.4, * BIDRILLES RIRERIRR
SHERH10%ER18% o ELAUC,mfIZRAEMR
KBS FUHEEEOERNEAERENVARE
EMENDGYEIR - )95 HERRIIREA2RE(Chid-
PughZEAR)NERARIENENHEER -
7S 2 . :
LHREBENRA2NTE (NBEERCCIC
30 mL/min) IAR 5 ERIREAER(End Stage Renal
Disease » ESRD)B&fRFE—EIRAIEMEND 240 mg »
BEBIEA2SEtotal aprepitant( S B BERE
EQERSE)NAUC ot ERZHEE21% » Crax
RIEHES2% - BHEEIREABRBEtotal aprepitant
BIAUC,f{542% » CraBIEHES2% © BRBRES
BARESESHaprepitantBIHVER @ &2
RESEML  BER2BERAEARENN
BeRiEENNAUC » A BZRIRANFE - &R
A48 NFETIES © Haprepitantf) &) N2
RERENYE ; YIR0.2%EBBHREEINK
(dialysate) & o
HREEA 2 BB R EIRIER(ESRD)
EEIITAHEEMENDAEIS -

BRAREAZ

ZHIRBOBRITREET - ORIZTEMEND » IS
{HsFlondansetron B dexame-thasone + GIFAFHRE
MR PRI B RERTS NS ST
BORBIRE

RHU BB 2FE

FAES P B » 1T » ESHVHBIEEBATR
&4 HRASHE 10941 EZ S5 cisplatinz
70 mgms 24t BB 6 REVBE  BlaprepitantEiz

BRERRILRNR « HPELSEHEINEST
—gemcitabine » etoposide » fluorouracil » vinorelbine

fartrate + doxorubicin + cyclophosphamide + paclitaxel

SdocetaxelF 2B FHEILEHE  AprepitantfFi2E

FERE1RARAEMEND 125 mg » RE2ABIREX

FRAI80 mg » e 1 KR F5Tondansetron 32 mg

BfgAdexamethasone 12 mg » BRE2Z4KEER

FRF3—tdexamethasone 8 mg - FREEIZRIBIEE

PA%LRE - BRE1 KBk 5 ondansetron 32 mg

BfRFdexamethasone 20 mg » BRE2E4XEX

BRFAM/dexamethasone 8 mg o

RS HEMENDRE VL BHER 2 SMERR(ER

cisplatinia B4 0Z24/)\%) - IEEHA (B A cisplatinia

F2252120/ ) RS SRR (B A cisplatins B

BOZ120/)\i5)BI L (EAEFREATETHE - BMAGHERR

KETIIRENGSTERR :

o B2REEEEARICBLRE  BRERE
[ARIERE) °

o T2 RAEHEEARELBILRE  KEREE
BERE  BRABLRERRELBRVAS|D
# <25 mm) o

o BORIEI REHOREE B EHEE -
IE[FLIE}&5 > 108) o

DIMUAKIE RO BRIRHEH ARG RN :

o BREARIIREHERARIORILRE  BF
HEDEAMERE) o

o EEFHEBLREBSVAS<25 mm) o

RRAS DRI HERIFROBRARRBHRER

BRERETIE

EEDNEATESN T ENAGRBRRE! «

=1
BERNUERRDAREPRRBICH
ERIERIBLARIARIFIR — BELREN
Aprepitantiig” FRERRE™

ReMbRE (N=521t  (N=524)t Pfg
% %
ZERBORENELRE - BXEREANERL
ERAREE - 677 478 <0.001
St 86.0 732 <0.001
EEH 75 512 <0.001

%iﬂl‘(ﬂﬁfﬂlﬂiﬁﬂ s RERTAKERE  BRE
B RMVAST< 25 mm)

* AprepitantFiE : IRS1FMAEMEND 125 mg - RE2EZIFE
KBF—R80 mg » MRS 1XFERE G ondansetron 32 mgE
[BEdexamethasone 12 mg BRE2Z4XSEBE -7
dexamethasone 8 mg o

“IRERE | BRZES RS 1B EHondansetron 32 m
BB fdexamethasone 20 mg * BRE2Z4XERBERR
dexamethasone 8 mg

L %g }i%ﬁ%i%isp\aﬁn%‘ﬁﬁéb‘%&—ﬂ%&&!ﬁ?ﬁﬁﬂ

 SSABY : ERasplal 0B 12065 «

§ 2HH : ERcisplatin ABK0E241|\F o
FEEH] : BHcisplatinia 142521201\

1 AR ER(VAS)HYEE : 0= FEFBLRE ; 100 = @E
BRLRE o

BEEOMNERER  BELRERT &2

aprepitant B2 B2 BE EEHR 2 REHT2RE

ZUROL AR E LT ERRRNET R

BNRE - a5 1LRBHNT M BEDERD » &

Saprepitant BRI RIVEERESRERZIEN

BEEERERENTERE MR EE

G5t FHENER - DERBHANERIDT Pt

BHEENHER

EEOMNBRET S VLREHAD B2

aprepitantEi2)6 B 2 BB R B EETIBIL RENL

flEgste FERRRRESRERE ENEE

ESHORBRNSHEHREEERD » #aprepitant

R RS RERE RNBEEREY

B REOHHTH BRI LHRNER « THEM

BRROBRIDTP L EEENEE o

19 BEDFOBROET » EEMCEERS

THESERRERL - ESaprepitantERIEE 2

BEEER ORI IERROREOLA -

MRIBEEME AR REOLA - EREtE

TEPRERETRERROENES -

T AT AR SIS - B (FLIEREHER

LREERENREOREE0XE  ER—ER

ELRNRBRENERIES S - BEDIBR

8 EEHUERRT  ESRERRIGENR

ZHAHE - EZaprepitant 2B R BERTEL

RIEIHREHEBSETRTTYB(KRFLERSD

> 108VEHERE LU BIFE G TSR L BEREEN - 18

FIBHZEERIDTP th BRI -

WENFIT + IRIBESDITIVER » aprepitantEiEiE

G EMcisplatinfg B E £ BIT R BN g

(p<0.001)BHZERZIAN » BHROBIHELIRS

B : EERBUMERMEARED—EREE
B0 AR B ARMMRE — S1CRRN

100% 4
— Aprepiant Rogimen (N=520) |AprepitaniEE(N=520)
[ e e

0%

80% |
70%
0% -

50%

40% oo

Percent of Fauanm’(ﬁgﬂzm)

0t
o 12 24 3 % 108 120

" Time (hours) BSECAE8)
Aprepitantfi : /51 XMAEMEND 125 mg + REARBIREX
[RF—7780 mg » WS 1K FWAHEHondansetron 32 mgB R
dexamethasone 12 mg  BIRFE2E4KSXRA—Rdexamethasone
gmgeo

ﬁ;gm;!i {ERRAG - 10505 1 XM MR}E Hondansetron 32 mg
ERAdexamethasone 20 mg » BRE2Z4XEXRABN
dexamethasone 8 mg -

LS B ()& (Multiple-Cycle Extension) : 1
BIRIE2IRERATI D - HB8UBEERES
RECERANIUED BT HEIE o Aprepitanti
REMBICERM P RN  KBES
DGR + EFloEMcisplatini RE6[B{LE
B BRECBHREERTAROREZEE
ERHENENRE0E2MT - £E2EF68H
b EERERER LR 2 ISRERR DR KE
BEERTHEOBR - MIERAECEERATR
{ERAVASEZ -

B2 : ERERUERMELRE DREMELREE
REURORBOFRBLLA - KiaMiaRRERESIR

[t

Percent of Patients(SfH61)
E

1 ®

2 3 4 s
Cycle ({LAERT)

N N N N N N

Aprepitant®ii§ : 516 290 216 140 86 60

RN - 522 274 182 15 65 43

AprepitantfiE : [RE1RBAEMEND 125 mg » [RE2EFIXFX
A —7R80 mg » R 1 KR Hondansetron 32 mgBRA
dexamethasone 12 mg  BRE2Z4REX R —/\dexamethasone
8mge

IR - BRZEE 1% 1 RIIRESondansetron 32 mg
AR dexamethasone 20 mg» BRE2ZIXEEBERN
8mgo

2 3] 505 449 <0.001

il 824 696  <0.001
__EEM 637 478 <000
HOREERENYSOIEEEREE - BHFLEHRS> 108)

[y ] 744 639  <0.001
BRFREE

AEMEL REREAELRRE - EARRSERRERL)

EiSsRERE 719 497 <0.001

St 86.8 740 <0.001

SEER 76.2 535  <0.001
FETEREDRMBEVAS <25 mm)

ELREE 721 649 0014

EEE 74.0 669 0013

PHUEBE B

E—IESPL - B 85  TTORAHARS - §
7 AEHE1#1866(11% = SHcyclophosphamide 750-
1500 mg/m? ; gfcyclophosphamide 500-1500 mg/m?
Tedoxorubicin (60 mg/m?) giepirubicin(100 mg/m?)
Z{CRBEIGEIE S thalaprepitant B2 EURER
TADERBNER o EPRLREERINES Duorourad «
methotrxate + docetaxelgipaclitaxels) =t &4 Bl
9361 o AprepitantEi2 B15 R 1 XMAEMEND
125 mg » RE2MLEIRFAMRAB0 mg » WHRE1K

* Dgondansetron 8 mgfdexamethasone 12 mg
- R BEPRRRER
F(BE-R—RIR; EREEX §12)FRE

) BRE1XOMR dexamethasone 20 mg

i IR ABHHEMENDRE MBI 2 2MA (R

cisplatinig B2 02 24/\5) « IBEE(EFcisplatinid

E#252120/\i5)ERE R s R EAR (R cisplating &

HOZ120/)\GF )AL LT AEFIE TG © BRREOEHER

KETIRENRSTLER

¢ TEREETZAMMTEEIRE  BREAE
ARIREE) °

¢ BORENRENBREFNRECIELEEEH—
IBIL[FLIE[&5 >108) o

BIMHKIE T BRIENHS RO BN -

o BREAEHRE(ETSARTAEIIRE  BF
REDERMERLE)

o KERHONERE

FERRBRERRER2 °

2
ESORUMEE(RRHREPNRBLA -
ELRERIRIERBRIFIR — HULREY

AprepitantfFie” FRERIZ™

BATLEE TN=433)  (N=424) PEE
% %
STRRMURFMBULRE - BAERFARERE)
ZEoREE 51 42 0015
S 76 69 0034
SEEE 55 49 0084
HEREEREAYECHESEEE - BLHFLIESA >108)
EEcREE 64 56 0018
ERIERERE
T R
AR 76 59 <0.001
SHE 88 77 <0001
e 81 69  <0.001
AEREARENE
L ] 59 56 0480
S 83 80 0366
3 63 60 0407

* AprepitantBEZE{ERS1 KBAHEMEND 125 mg » RE28H3%
XABA80 mg » fifkEE 1 O iondansetron 8 mgK:dexamethasone
12mge

“RERIZE BIEEARBAIEORondansetron 8 mg(F—X ' —
AIR: STRE=X - H12)ERA-R) - BRFIROB
dexamethasone 20 mg ¢

TN: BER2RMZEBITEEE

P ERAREE - BREESELEREIZ120)6 o

§ B4 PRBEISREERE0Z2)E «

' EEE : PREEBEEERESE120)E -

LIERRARERTRRET » R VRN S SRR
EZaprepitantBERABE 2B E(G1%)EERERE
(primary endpoint)2 MR At FlTEHEHE - EEAER

OV RERR SRS EU2%) - HE

R REZRIEBHIRE(EB 3% BmBLHEN
320%895c 2R fE (aprepitantEF2AALL R ERRRIE 2
BHERER2) - EEEBHNSHRRTE
Hich » EZaprepitant BB BN B S EETLRIE
ZHENOLPBRESIRERITORNSE -
YA+ IRIERAHITES » aprepitantEi2id
HsEREE 2B DR R E RS R REN
FEEARA(p <0.001)EEERERIER - BERBARE
BIRS o

3 : ES PR B MED —EREE

Bl RAEHE L ARMEER — S1(CREH

100%

— Apropitant Regimen (=432)| Apropitaniiiz(N=432)
\ Shontars herezy Oicsrey | BERIENCAZA

2

|

g

2

Percent of Patients(#f L)

H

0%

o 12 25 38 108 120

Time (ours) ESIACES)
Aprepitantf2 E1FRE1 XBFEMEND 125 mg » [RE2REIXE
KHRF80 mg + 1A 1K Mondansetron 8 mg R dexamethasone
12mge

Eg)%ﬁﬁﬂaﬁmiﬁ!ﬂﬁulﬁondansetwn 8mg(E—X» —X
R BCREZX F120ERB-R) - ARSBIROR
dexamethasone 20 mg

IIRERARTZRRT + AR LBOBHD » RIESRE
FRICEOSEMLE EZaprepitantFEER .
BERTRUOREIREHEDREGEETY
(RIEFLIERS > 10809 IRE) L BITE RS B
RIS - FDEMAMANBEINHT P thEERNE

LIS HEE (P 7 (Multiple-Cycle Extension) :
ArAIESPHIBREBERRRSIRE
BRI RS BHBL PRI © AprepitantFi2 e
BENCREER BEAETERY - ERURERNE
AR e d 3

B4 : BEORUHRETARE DRIEAELRES
RENBORMNFBLA - SbRERIRERRESIR

~100%

& —aorepn Regimer] Acesctarimi
g [t | 458w
B ool
i L.
2 coul ——
s
'E' o)
-4

¥ 2 3

Cycle ({L#:88)
N N N N

‘Apropilantiiz 435 379 358 343
mEmE 424 355 325 304

Ofifondansetron 8 my



AprepitantBi2 B 51 RMAEMEND 125 mg - RE2HE3XE i
FARFIB0 mg » ARE 1K OEondansetron 8 mgFzdexamethasone 3%,
I

FEERTEE) BIEEAREAEDRondansetron 8 my(E—X « —X

BELE
R FITEERIHR - AL BB R P
el ey EE=E g ST e
IEEMRO ST -

MR - AR
EMENDSIRA=REENAT, - FARB—ERE
BEBN-BS-HTERENRERE—RER -
EMENDIIZEEEI B A% — RN BBEETRI—/)
FOR125 mg » AR _KAE=REEEXRE—
780 mg o
AT - ARE SRR R RS
MBLBITZEROT -

ER I =IE=IE 5
EMEND* 125mg | 80mg | 80mg | &
Dexamethasone™| 12 mgOfR 8
Ondansefron’  [32mgBlEis] & B &

* EMEND RS —AtBH R TR — ) BURE_RAIE=X0
BB MORKH -

**Dexamethasone BIEE—A{LEABETE] 30 FEMRE-X
ZIZMANSRRA - Dexamethasone NRIREZBRRE ]
FIMAE

' Ondansetron B{EE—KIUBAMRIET 28] 30 HEH -

EBERTRZED » ARER PRI R SR
HBMELLZRRT :

X =% =X
EMEND* 125mg 80 mg 80 mg
Dexamethasone™ | 12 mgOfg ® &
Ondansetron  [8mgOB=R| & bid
* EMEND BEE—XILBARETH—/  EHURE-RIE=XE)
28 DORBE

**Dexamethasone £ —RILSEHETA 30 HEIGH -
Dexamethasone BRI RS2 T (FRAMAR °

" Ondanseiron 8-mgER 2SRV RS HIE(T.24130 60238
AS—JISBHBIG » DIORHE «

EMENDEE 7 BBEHH BNAIBEER » #2R
EMRE(ER, —H

RS EEHALIHNTERLE -

EMEND TR RS A ERY—BRA ©

ZF NP EMEND 5 » BIBRAHRE -

NEWERIENEREHRER EMEND B - BIRIVERR -

HRSFINEA2BE(NEETENEE <30 mUmin)

ABABORBER(ESRD)EEFRREEMEND

BiE -

HEEZDEFTINEARZEE(Child-PughHEHE52)

9)MRFBEEMENDGIRIE -

RAEHEEATREAR 2 EE(Child-PughSBAR

9)IERARER -

2=
EMENDROI R ERAEAIRIDEEIREA
EMENDARoj£dpimozide + terfenadine - astemizole
gcisaprideEHFER
Aprepitant %fcytochrome P450 isoenzyme 3A4
(CYP3A4) BOHNRIER - BEESLEYAMPR
EAR s BBEARREGHREER
TENMRE{ER. )

EEEIE
ZEMENDETZ{FehCYP3A4 BERAHVE
FitRBERDASEE  BLIRENRED
CYP3A4 BRAH(ZR "ENREER, ) -
Aprepitant$CYP3A4EMIEIIER - @BELSLLH
RENNNPREABSESR "BUREER, )
EMEND&warfarin—i2(Efs » RS SRR £
BREIHEARIEEREE (prothrombin time)
2Bl ZEL & (International Normalized Ratio,
INR) » REfESwarfarinsBORS + RENLE
BHEAHFEEMEND=X B2 RI6 28 » RS
EERRELE(INR) - LERETHNOR(ER

TER IR ) - ikt
FRAEMENDEAR R 21526  HEISORZELT)
WEIEEBIRE - IREMEND)SIRERR » EPREN:
EREEEEEIR R REMENDS & — &l
BRRFE-BRER "ENREER. ).

L=
ERH SRR IEESE LT RBORKTT -
B AR B EREMENDAETE M AR
SREILIRSHEIRE 7 TEFEMEND «

LR
Aprepitant NSRS D « BRTST
HIEREDBHANTHL - BRFTZEREH
ABLPHEH - EEMENDO]AEEHIRAFL0HE5R
EEFRRE  FUDAZRFERHEENE
Bt MR LLIRESE AR RHRE -

INRRIBER
EMENDE Y/ N\SE B &L 2 R BRI R T ©
EFEARNER
BBATHI - EMENDRREFERT(26553)10
Z2UREWRRRNEFRRFT(<65 7)1
B SHEERBARRENE -
BEYZEER
Aprepitant2CYPSAMBRNZE « REPENH

L
i
R B_RE=X S120BBE-R) - BREIRDR L}
dexamethasone 20 mg » i)

\Li | aprepitantAEIE NEEEThCYPIAMNHE A ZE

| OEBRE  ERIAFEARA—Raprepitant

Bl - th2 EFA%E - Aprepitantit 2CYP2CI#I55
oE .

AprepitantSi B EUNENSNLE
dikaprepitant2CYP3A4EE RN P EMHIE -

PWOMPRE
TEEEREMENDERFERNEEIE « pimozide
| terfenadine ~ astemizoleSicisapride - gifRaprepitant
| BIIFICYPIA » T3 REATREM DR 7
SHUREEERREDNREREESE 53, ).
EENRET aprepitant@ﬁﬁs(-)warfariniﬂ‘
tolbutamide#Ee5CYP2COMIHIER ° Rt » 55kt
EM5 R hEeCYP2CORBEE » 20 :
phenytoin » {05268 EMEND{#BE  ELLEEY60M
PREJEREIE
BRPEFRESEEYE(P-glycoprotein transporter)
SENEEIAEREMENDEARE(FR &
REENREERORATZD  EMENDIEFRE
digoxinEERE{ER °

SHTL5M TR (FRORATED
#fRondansetron + granisetronzihydrodolasetron
(dolasetronfiFEHE5i4)094/8h 778 + aprepitant
IREMEEBRESNNE -

[EEKEEH (Corticosteroids) :

Dexamethasone : TEE2E P + E—AOREMEND
125 mg#ldexamethasone20 mg » $2Z|E5%
BIEXOREMEND 80 mg#ldexamethasone
8mg + d3fkdexamethasone 2CYP3A4 (IZE
dexamethasone?E&8 1£25RAIAUCIENN 3 2.2/% o
EHEMEND# AL  /88dexamethasonefIE A
DB ER44150% + LUEEIREEEMENDHFEF
[Bi6IdexamethasonelREE - (RS BHERRE
EMEND#f i f)dexamethasoneEEEI& » {05
dexamethasone—BEIBHI50%(F2 R TAE
BE.)e

Methylprednisolone : FEERED + E—XORE
FEMEND 125 mgl& i+ 5imethylprednisolone
125 mg + 205 3XEIFXOREMEND 80 mg
FOmethylprednisolone 40 mgls » R
methylprednisolone2CYP3A4HIZE » HAUCE
1R8I0 1,345 » EIXRAEM T 2.5¢5 - Hed
EMEND # 5 + Bf§methylprednisolonef
SRBIRTHEEIN25Y RERDREEN
HH4050% + LUEEIFE EMENDH# AR REN
methylprednisolonelR&EE o

1LFEY : THEATHE L - EMENDEBRTIESE
BIREaCYPIABE RRBO BLY—tEEH
ELLEH A Fetoposide - vinorelbine + docetaxel
I Rpaclitaxel o ;S BB ARSI RE
JHEBEENEYRBFRMRE  BEHEEE
PRSLEE  FREIRERGTRINIGE
(BR NIBZR. )

Docetaxel : TE—IRERAGIEAPSA + EMENDHR
docetaxelfVZHNE NBREHE

Warfarin : S H{ERSHERELET FURDE
PwarfarinREERE - RE-RETFE—HE
EMEND 125 mg » £52F153XRIZXAGFEMEND
80 mg - #REIREFR(+)3S(-warferinfifn4ZAUC
TEZEMENDS/#  {BIREMEND#SHRAES X% »
S(-)warfarin(ECYP2CON S E)NB(EMPEE
(trough concentration) (e 334% » {58 "RUAM
FAEER , (prothrombin time) + M EIRMEXEH &
(International Normalized Ratio » INR)Z&Ts »
14% o REESwarfarins BORE * RERVE
BEAHFEEMEND=XBiZRA6 2080 » ER%
RERRELEINR) - LHRETEI0K -
Tolbutamide : £—XOAREMEND 125 mg » 852
FE3XBIEXOREMEND 80 mg » EIFFFERR
EMENDER2 B RRERI K54 + 8F115ROMRE
Fitolbutamide 500 mg# - tolbutamide(RCYP2C9
B E)HIAUCTESARIRE23% + SEBRIFEF28% -
E15RAIHEIS%e
100 mgB AR & Eethinyl estradiol 35 meg#l
norethindrone 1 mgf Ofig 85255 21 + ethinyl
estradiolfJAUC;4*43% + norethindroneJAUC
8% - RE—IRFERSP » EEARORE—
ElEE & Sethinyl estradiol norethindrone
BRE8KHHAEMEND 125 mg » FIRE10K
R 380 mg/dayilli it E8XF K F4fondansetron
32 mgERE8X OfRdexamethason 12 mg + 9
Z11% » OfRdexamethason 8 mg/day ° It 55
BT RE 10K Fethinyl estradiolfHAUCTH A
19 % » E9Z21XKethinyl estradiol(IB{E M P
BEMRIEC4 % o A » RE10KFEMENDE
norethindronefJAUCTE &/ - REIE21K
norethindrone 9 &5 M E EMR{E60% o RA
EMENDEARI R 228K » HRSOSEZEMIIND)
BEBIE - IREMENDISER - BEREMER
FEENEREEIRARAEMEND R — UEI %
HE—BR -

Midazolam : @midazolam28{R6ICYP3A4LT
B PE-RNEAXRDRORGTE—EEN
midazolam 2 mg + S —K#EFEMEND

125 mg » E2EIB5REXHE T80 mgtUFIZET »

EMEND{&midazolamfJAUCTES 1K€ 102.3 {5 »
MEE5KIBN03.3(5 - BEEMENDHH AR » A
ZEELEHCYPIAMRHEImidazolamz Efth
| benzodiazepines$BEIE4/)(alprazolam, triazolam)
MPREIENETHEROZE -

S—IBgSmidazolamBHR IS HANHTIS » -
KOBBEMEND 125 mg » 2§ 083RRIGROK

EEIRESA  8R115REF KT HImidazolam
2 mg s EMEND#) =X Ef2fEmidazolamfijAUC
TESBARIEN 25% » TESEBREBHE19% < B
HENABRKES o Midazolam§)AUCTEE 15

| REFRERBA

HithEHAprepitant S BN E
| Aprepitant2CYP3A4HIZE ; At - EMEND
HBINFICYPIAIEFHOEMHAN - I8
Faprepitantil P REIEN - HEMENDEEHE
CYP3A4IMHIEI(BIL0 : ketoconazole)FRE » 1
JBBIEELT ; BREMENDEDEACYPIA4INTE
B(fAI40 - diltiazem)$FR0S » Haprepitantdig
B RaEEBRREREY -
Aprepitant2CYP3A4(95E ; At + EMENDE
BRI HCYPIAdFIEVEY) (120 - rifampin)
A » D& Faprepitant DEEIE « R
{EEMENDBYEER] o
Ketoconazole : 7E& KR 400 mg ketoconazole
(—7& CYP3A4 (03 DA RET RERPH
FRAXRHBTE—HEAH125 mg EMEND » Bff
aprepitantfJAUCIZINAEAEE ¢+ faprepitantf)
TIRiR AR 2 (terminal half-ife) BUIB 0=
15 « EMENDEZCYP3A4K03E DINFIBIHAES » b
BEE-
Rifampin : ZE8XRA600 mg rifampin(—&
CYP3A4tSE NABE| R I OXBERPHEN
R —EIB9375 mg EMEND » {daprepitant
BIAUCIHE MBS » IHOIREREREA - B
JR{ERI=f% - EMENDEEO]3R 55 CYPIA4EMAZE
W » TIREPEMENDAIMPRERE - Bif
PR -
HtsEYRE{ER
Diltiazem : BEREZPEFMENRA » &K
R —RHEE1%230 mgiB R {NaprepitantiE) » I
B8XRRRA=R120 mgfiditiazem - EFAKLZ
% » EfFaprepitanttIAUCIENIMISES + B
diltiazemAUCHIIEA41. 745 o StbiEyyE) Ha
IR 5 3 diltiazem B 3 EEEH Y2
) HIYE@(ECE)  LHRE MBI RIS,
ERREENE -
Paroxetine : FXFRA—I8E1185 mgei170 mg
[B#&faprepitantiF& - 1B HAARE—120 mg
paroxetine + @fiFaprepitantgEparoxetineffJAUCE]
FE{E25% 7245 » CraxthEBRR{E20% A ©
EER

Aprepitantf 82882 2 M EFEAKIBB00{USHE(E
BEHS -

£ (i
EREERHRGBOBASRT REESSHL
MRIEEEE » S440RFRECycle 111t
BB EZaprepitant » Hop413{IFEEE
Multiple-Cycle extension({ B B (BEIE)
B2ENBLERE - EMEND{fFondansetron
Hdexamethasone(aprepitant Ei2)is » FERHM
SHRHRY < SLBRHRAREASHURR
SHORENMREHEIPE2Y -
EEWERET  BENERNRRTRRES
R B AKRZ13% » MaprepitantE28)
E1T%%ES - RAREYERNBRTRRET
REBERLLA - fEaprepitant B2 210.6% + 18
BREEERR0A%ES »
Aprepitant 2SR ERE S RS 2 RE R
RN T RRERS : 110R(4.6%) « BSEN/

IEBR.9%) - FEEALTHBRE%) - BHR.2%)

RE(2.2%)FIER(2.0%) °

PR HEBE B
EIREHRBORRSRSE - RRESPHL
HRENSEEOR 1 438fIRBRECycle 1(3
WL EEH)E Zaprepitant » Hcp385(ImR &M
Multiple-Cycle extension({t, &% BHRE R EE) -
B2EME( AR - EMEND{Flondansetron
#Fldexamethasone(aprepitant JE12)5F » RE A
SHABRY - ELBRRARTBSASHIR
SHRENTREHEIPE 2R -
TSRS - AEERNERTRRER
£X 0 REFRAKR20% » faprepitantEizRl
TE21% 6 - RREEYEMOBRARREM
FRIBROLH) » aprepitant B2 ZH01.1% »
HERRERIZR0.5% LS

Aprepitant BRI ERE S ERE 2 RE REL
BN TRREBAER25%)
BRUHEEERLR R BT B
BUREAprepitant B2 STHZE SRR NEE
ERARENEHRNIRRE :

(88 (BERFRI100EHFR1/10) 7EE (%

LB/ 1000641 1/100)]

EMEND 80 mg » BFS7ERIREMENDERERR |

;EX’&E& :

FEE : KR  BERERE -

MBEREFRES

FEE : Bl  FRHEPHBMREE

AHEERPEES

g B:F&-

| FEE - BEIEM « SEME(polydipsia) o

\BREERE

| FEZ : & B AR (disorientation) « fTREE
(euphoria) - ££@(anxiety) o

RIEFHES

g 5 .PE B8

FEE  BEER BHRR -

REEE -

FEE B

EHEA B X labyrinth)Z% :

FEEBR -

DREEES :

FEE : 1B (bradycardia) o

nEFHEE :

%8 : BEHI(hot flush) o

IR« W50 RS ERE

g 2R

&R : WRK(Pharyngitis) - (1€ - B - #i5
& R(postnasal drip) + EREERIE °

ERESEHEE

2 & @0 B8 BUAR » EX(erucation) o

FEEZ : B BEER » REUE (dysgeusia) ©
LIEEAE iR () obstipation) « B
BBI85RER(gastroesophageal reflux
disease)  F3\4+_1EE 5 perforating
duodenal ulcer) « (Bt » [EfE » D87~ /v
iafEiE  BIBiRE Ok -

BERAE TERES

TEE : BB IR 8 ZiF(hyperhidosis) »
LA (olly skin) + FEAETE « B2 BREE
(skin lesion) o

BRIAREREBEERS :

TEE : MAEE V5

BRAMREERE

FEE : BIRIE ~ BHRE# ~ 580K -

—BRIEEE D RAEINER

& £ BB asthenia)ER o

FEE R KE B BBAE  BE
(lethargy) ~ 038 °

#% (Investigations) :

& £ FHEHALTRIASTHE °

FEE : giKEE alkaline phosphatase) 775 +
BIBE - BRI FR (microscopic
hematuria) » {&AMYE (hyponatremia) +
EERE

ABEZMultiple-Cycle extension{l & A ER3E(H

BR) BSENBIEES  FBSENEER

RREERCycle 1FTRERIBRABER -

EENBERAESS  DREE-LTENRSE

ARRME - 5B RS ENRLFIEITA

K Hi72(Chemotherapy Induced Nausea and

Vomiting » CINV study) 5 » #/TRE/LRITER

aprepitant» BIRBHREFHEERERE

(Stevens-Johnson Syndrome) o fiZE—{BFECINV

BIHRE + BliEZaprepitantiiBE REMEK

f&(angioedema)HIEFIE -

AERE
BRIEEABEMENDRE AR NRIIER - 2
FRA¥R£600 mg&—F&|Baprepitantffii 5+
RI5 - £—LIECINVRTAR D » RS XEE
375 mg aprepitant R RE42K + FEOMZHA
HEHRE - BIBUBERS ' E—KIEAEE
375 mg aprepitant » 22E5XFXRIRA250 mg
RROREZHMARRE
BB 1440 mg aprepitantf)/AE R LM EFIR
TROOER
HEAERSEN  EMENDDAENEE » 1/E#
SR IEABAIEHES - bikaprepitant2A1E
HER - R SETTAERN -
Aprepitant# % ST Z(hemodialysis) 25 o

BF
HfEIR30°C(86°F )T

223
LEgE B 125 AF(EMEND Capsules 125 mg) :
BERE  BRI1B-
gL B 80 244(EMEND Capsules 80 mg) :
SERE  BRI1B-
BIEE : Merck & Co., Inc. ZEHTER
B 1E: 770 Sumneytown Pike, West Point,
Pennsylvania, 19486, U.S.A.
Merck Sharp & Dohme (Australia) Pty.
Limited
54-68 Ferndell Street, South Granville,
N.S.W. 2142 Australia
B B SERERRNERATSRINT
ik BIHHIEBRE 216 5 1418

340806654

BER:
B it



