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HrfBE.C- (R 274 58 207 <0.0001%*
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Table 1: Recommended Dosing for the Prevention of Nausea and Vomiting A ssociated with
HEC

Population Day 1 Day 2 Day 3 Day 4
Adults and 128 mg orally 80 my orally 80 mg orally hone
EMEND Faone
capsUles” 12 Years and
Qlder
12 mg orally 8 mg orally 8 mg orally 8 mugorally
Aduits
Dexamethasone Pediatric If 2 cofticosteroid, such as dexamethasone, is co-administered,
Patients administer 50% of the recommended coicosterald dose on
12 Years and | Days 1 through 4 [see Clinical Studies (12.3]1
Older
See selected none none none
Adults and 5-HT5antagonist
Pediatric prescribing
8-HT; antagonist | Patients information for
12Years and | the
Older recammended
dosage

~pdminizter EMEND oapsules 1 hour prior to chemotherapytreatment on Days 1, 2,2nd 3. K no chemotherapy is given on Days 2
and 3, administer EMEND capsules in the marming

"administer dexamethaso ne 30 minutes prior to chemotherapy treztment on Day 1 and in the morning an Days 2 through 4. 4 50%
dosage redugtion of dexamethasone is recommended to accourt r @ dnug interaction with EMEND fsee Giinical Phamracology
42507
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L EMO TR %9 5 EMEND &% 7 &
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OHESE L, Table31Cx L7z, £ AV R
A O &I, LAH® 125mg, 2 HA K
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Table 3: Recommended Dosing in Pediatric Patients 6 Months to Less than 12 Years of Age or
Pediatric and Adult Patients Unable to Swallow Cap sules
Population Day 1 Day 2 Day 3 Day 4
Pediattic 3k oraly | 2 mgko orally | 2 rgikg arally none
Patients B Maimum Mazirmnum h aximum
MWorths to dose 135 mg dose &0 myg dose 30mg
Less
thant2 Years
or Pediatric
and Adult
Patients
Unable to
Swrallow
Capsules
Adults See Tahle 1 See Table 1 See Tahle 1 See Table 1
Unable to ar2 ar? or2 ar?

EMERND far oral
suspension®

Swrallow
Capsules
Pediatric IT a corticosternid, such as dexamethasone, is co-administered,
Patients 6 adrminister 50% of the recammended carticostercid dose on
Morths to Days 1 thraugh & [ see Ciinical Studies (14.3]7

Less
thar 2 Years
or Pediatric
Patients
Unable to
Gurallaw
Capsules
Pediatric See selecled none nane none
Patients B 5-HT3
Morths to antagonist

Destamethasone

Less prestribing
than12 Years | information for
8-HTy antagonist | or Pediatric ]

and Adult recommended
Patients dosage
Unable to
Swallow
Capsules

“After prepa tion, the final concentration of EMEND for oral suspension s 25 mgAnL feee Ducage and Adm imstration (2,201
Administzr BVEND hr oral suspension 1 hour priorto chemotherap ytreatment on Days 1. 2. and 3. Hno chemotherapy s gien
on Days 2 and 3, administer EMEND for aral suspension inthe moming

Administer dexamethasone 30 minutes prior to chemotherapy treatment on Day 1. 480% dosage redustion of dexamethasone is
recommended to aceount far a drug interacton with BWEND jsee Cinical Phamracob gy (1 231
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EMEND 165mg
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L C AbFREOIR LA 1 B B O 28
HEND, LFO LY A 32 Ak
FIEICB T 2 ELETEO PR E LT A
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EMEND (X, @t/ FaxF A KK 5HT;
RIS T fl i E O —# L LT,
3 HMKEIND, MARHERMEIL. 1 AA
\21[\1125mg.2 H H & 3 H H ®#IZ 1181 80mg
EROKGET 5, LFO LY A TR
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BNICHESRE S D, ()

HOE (1205 17 %)

EMEND /%, /A Fa x5 A KO 5HT;
SRR 2 Z T fl Rk o —# L LT,
IHMKEEIND, MIKHEHEIZLI BRI
17 125mg.2 HH & 3 H H®#IZ 111 80mg
A& T 5,

2HH L3HH. EMENDIZ#i# 545, & L,
2H A L3H HIT L FIRENITON IR WG A
EMENDIZFIZ G-I & TH D, EIRS N
7o BHT % RIS PR O3 U 7 ) &1 1T
Summary of Product Characteristics (SmPC) %
ST DL, TXRHAZ UL aLTF
a X7 1A RZEMEND & F#& 59 554
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EMEND 125/80mg (& ff FI#EiED —FE & LT
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EMEND powder for oral suspension 1% { Jf
HEO—EE LTHRE SN S,

EMEND 40mg IFa A BT Bl o By,
@M FREICHE S SN D,

ik - &

EMEND 165mg
EMEND 165mg i, 2/ Fa 2T A REN
5HTs 52 B ARFEHLHE 2 & Lol MR VE D — 58 &
LC ALSRIEOR LREMANC 1 B B oA
BEND, LTDO LY A TR AL
PEVEZ BT DL O TR & L TRAIS
LRI N5, (KK

EMEND 125/80mg

DN

EMEND (X, @/ FaxFa A KK 5HT;
SRBETEL S CHIERIEO—E LT,
3 HIMEEGSND, AR EIZ, 1 HA
(2 1[E1125mg.2 H H & 3 H H ®#IZ 1[8] 80mg




ZRAOKGT D, LFO LY A i3 fErkrEn
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HAOE (1205 17 %)

EMEND /%, /A F a x5 A KK 5HT;
SRR 2 T fl s O —# L LT,
IAMKEIND, BRIKHEHNEIZLI AR
171 125mg. 2 HH & 3 HH®HIZ 1[5 80mg
R AEE5T 5,

2HH L3HH., EMENDIZHIEE 535, & L,
20 B L30 HITLFIRENITON RN E
EMENDIZFZI 5T & TH D, BRI
7o SHT 5 R IR FE HU 3 o0 i U1) 70 ] &= 16
Summary of Product Characteristics (SmPC) %
ST HL, TXVRAEZYURE LT
a A7 a4 RZEMEND & OF#& 54 254
X BEICERT2aLrFaxTae S ROM
Bloxt L C50%D0 HEEZHET 5,

125/80mg > 125 A iis D /N BT B 2 4k
K OFMEIFFER S vTWniwy, 75— X 1377
L7,

670 H Ll E12me AR O L. /NRISH T 5 iE
G2 R, RN ERB A O (SmPC) & 2 3
5T &,

18 11 R ) 7

/NR

FLA R KOV (67 A BL E12mi KT, KO}
6kgAditi 2 D £ <)

EMEND/X, /v FaxTuaA N O5HT
KT Z SR REDO—HE LT, 3
HE#& 5 3+ 5, EMEND powder for oral
suspension D EEIRHELE &%, BLF D IZoR
SNoHREBEE A S LI2T 5, EMENDIE,
IS ALERRIE DL, 2% O3 H H ORI 1R HATIC
O3 5, IR S U7 SHT s AR FE P
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O B 72 A & E # %, Summary of Product
Characteristics (SMPC) 2 2425 - &, T %
P RAES vl arFazrrFaf Ky
EMEND & #5792 5613, @ IS
THaANFarTaAf ROMAEICK LT
50% 0 fl & % Bt 59 %, 125/80mg D 125:% A if
D/NFINZ I T D 228 O P IERER] &
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125 A O S R /NI % i ) 7 ] &
X, ROBEAIOSMPC)E ST 5 2 &,
125mgi% O BRI A D128 0L BiC k1T bl 4
PR O N HEIFFE] S 0TV RN, 12500 6
1T OFVHEIIE, 7L EH 2 F125 mg
FOo8omgE g tet S NHINELET D, 64
A A B OY6kg A1 12 % 3§~ % EMEND powder
for oral suspension ™ A4 214 f OVEE 4 4 13 e S
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EMEND # 0@ ANIOFHEED —5 L L
TRESNLD,

EMEND 40mg 1% AIZ B 1T DTt D Hls
& - D FBH I S D,

ik - &

EMEND 165mg
EMEND 165mg (X, @/ Fa 27 m A KLY
SHTs S A M UK 2 33 Lo fill e ik 0 — 3 &
LT AL FIED S LIRS 1 H B DR
Ganzd, LFO L YA 3R Ak
FARIZB T DG RO TR & LT A
RS D, (K

EMEND 125/80mg

DN

EMEND (X, /L FaxFaA KK 5HT;
SRR 2 ST fl s O —# L LT,
3 HM#ES SN, HKRMHEMAEIZ, 1 HH
(21108 125mg. 2 HHE & 3 HEOHIZ 119 80
mg Z &GS 5, LTO L YA 3t
PER AL FIRIEIC BT 2 B RO TR &
LTRANICHERE SN D, (RIK)

FAOE (12505 17 %)

EMEND L, =/vF a2 A7 a4 FEON5HT;
TR 2 G e RiE o — L LT,
IHMKEEIND, BRIKRHEHEIZ1I AR
1A 125mg,. 2 HH & 3 HE®HZ 1[5 80mg
NIRRT 5,

2HH L3HH. EMENDIZRAE 5345, & L,
20 B &30 BB FRIE TR WS,
EMENDIZFHZ G-I ~&ThHDH, ERSH
7= SHT 35 A AR5 HUEE 0 6 41 70 JH B 1% 3,
Summary of Product Characteristics (SmPC) %
ST L, TR AZURRE AT
axA7uA RZEMEND & fff#534 2854
FEFEICEA T2 arFaxTe s RO
B|IZX L T50% D HEL &5 5,




125/80mg D 127% A il D /NI I 1T B 224k
K OFMEILFER STV, 7 — X 1377
FEL 720,

64 H UL E12i R0 o sh R . /NRIZ k2
U7 &1, BROBEHA O SmPC) %2 &4
BT &,

7% 11 5k 18 A1

/N

LR KON (67 A BL E12m R0, &Y
BkgA i & D Z <)
EMENDIL, @/ Fa AT a A RKEOSHT:%
BRI Z SO HlHgEEo—# e LT, 3
HR#E S5, EMENDR O O Ik
HELEFA R, U TORI RSN SR EHRAE %
L9 %, EMENDIZ, 28 AAbLFR#EEDL,
2} O3 H HOKIRFHIANICR AR G35, 2
R E T2 BHT % B AR5 HUHE 3 ) 70 A &4
1. Summary of Product Characteristics
SmPCYZZMT 2L, TR AZY U
£, aFarToaAf REEMEND & ff f#
53 5560F. BEICERATL2aLFaxT
A FOREICH L T50%0H &% &5
Do

125/80mg D 125 ATl O /NI B 1 D 22 ek
K OFMETIEH S T iewn, 7— 2 1377
EL7RV,

67 A LA E12 R 0B R L /NI 69 % i
Ol &L, RN Al O (SmPC) & S R4
% Z &, 125mgfk ORI A D 125% UL Bl BT
BB R OE M IXRER ST,

125 BLT D F Y EITIL, 77 e s o b
125mg . 1\80mg % & o 1 7 L FI BT T
%, 675 H A & U6 koA i (12 %32 EMEND
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% H B A O A 2 K OV RIS S h
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e DL MG D T

it OFEL, gt (PONV) OFHICHT 5

TG O MBI U R RE IR
ARTAVEBRT NI THD,

TZLVEZ P O#ESEHE L LT, BEEEA
il 3 BERILANIC 40mg 2R D54 5,

S RN o Hh g 45 5 T — A GR
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Whe - B
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SN | BE4 (12%4) | EMEND® (Merck Sharp & Dohme Corp )
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Z

NHE « R
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DPE 22— 2 RO 2 —RCB1T 52
B L OERMED L, &M T b5 B 158
SNnb,

M EVE DS AL R

o FpA AR R A AL SRR
F 72, EMEND I3t O HE.0 . Mg T B5IC

BISSh D,

ik - &

UM S A & G- 1 D Bl -
(CINV)

EMEND |Za /L Fa x5 a4 FEWNG5-HT; 5%
BARFE P 2 & el k5 o —# & L CH
m# 525 U< 1x 3 Af#EE9 5,
HEgL L X o

EMEND OH#SEf & & LT, BAfbFEE
OB AA 1 R ATIC 165mg AR N 515,
SHMEEL YA

EMEND OHSEH & & LT, BNA[LFHEE
OBItE 1 KFEATIC 125mg 2% 05 L (1 B
H).2 HHB L3 HHODHIZ80mg # 1 H
1RSI 5, (Xg)

W& = > - B

K30k YN 1 P kid ]
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EMEND OH#SERH & & L T BREME ARG 3 B

MILANIZ 40mg 2R D53 5,
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FH oD A I 45 >
1) H#Z&J51E - PubMed (2T, PONV, randomized, aprepitant % & & 3 %

5
R

2)  FRERERH] : 2018 4 1 H 15 H IC KR E it
3)  MEBAER S SCER 3 R,
4) BEHHE  BAOARBEHBFICHWLNLZHBREDO =D

<A BT D IR AR 5 >
1) Single-dose aprepitant vs ondansetron for the prevention of postoperative nausea
and vomiting: a randomized, double-blind phase 111 trial in patients undergoing open
abdominal surgery.Br J Anaesth. 2007 Aug;99(2):202-11 12
922 4 D BRFE KR, S A D 1~3 BRI 7L v % > k 40mg (&
7B AD . 125mg (1 7B AVAD) OO K TMEEE NERIICA X 2 E B
22 4Amg (FESAD RN G- L2 & &0 PONV TR 2 ik L 7=,
i 24 R LI O TEE7Ze L) 0 BFEISIZB W T, 7 7L ek 125 mg
J O} 40mg xR HREE, AL AU b R RO LB R R L (2R
AU 84%, 86%. 71%), itk 24 EE[H LLIN @ Complete Response (M&M:72 L. 7>
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B, A2 he o gE5HICHL, FEEEEZTRTEEBITEBELRLE
(ZEI 64%, 63%, 55%), F£7-. itk 48 R LAN O TEMEZ2 L) o8&
HEIZBWTYH, 77 EX bk 125mg 35 KO 40mg #5REE, A& & b
a U GREIR L, BB AR LT,

2) Arandomized, double-blind comparison of the NK1 antagonist, aprepitant, versus
ondansetron for the prevention of postoperative nausea and vomiting. Anesth Analg.
2007 May;104(5):1082-9 21
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fili 247 > 7=,

FEFHME H TH 211 24 Keff] £ TOMEMHE L 2> DR i 8 L o FIE 1T,
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b r R A2%) TEWITEN -7, EK, K IR EE O] GIT R T AT E
Mooy, g (0-24h) L OEREGITA X' ba U8 (74%) &g L C
TFVUEH b 40mg BE (90%) KRONT F L EX b 125mg B (95%) T
S (FFE, P<0.001), 727 7L X FOWTHOBHRLERL, 5%
48 FFfH & COMRM-EDOHIGIL®m -7 (P<0.001), RMEHICE L THEHETAHE
REFTRD N0 T,

3) Preventing postoperative nausea and vomiting: post hoc analysis of pooled data
from two randomized active-controlled trials of aprepitant. Curr Med Res Opin.
2007 Oct;23(10):2559-65 22
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3)  MRERAEE BN SCER 1R,

1 ) Neurokinin-1 receptor antagonism, aprepitant, effectively diminishes
post-operative nausea and vomiting while increasing analgesic tolerance in
laparoscopic gynecological procedures. J Med Invest. 2011 Aug;58(3-4):246-51 2%
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Aid=z o br— Vi & ik U CHEICED o 72,

ICH-GCP #EHLD R RERIC DWW TCIE, FOST#HT A L.,

(2) Peer-reviewed journal D#aGn, A ¥ « 7 U v REORERW

1) Update on the Management of Postoperative Nausea and Vomiting September
2013, Volume 73, Issue 14, pp 1525-47 19
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BAITHEBL L TV D DY 24~48 FERIIZT 7L B X > R NRRICIE M (2D WD TR RN
& %, Laparoscopic gynecologic surgery Z xt& & L= BRfER L0, 771X
Y ho80mg O EGIX. A0mg R OEG LD XV IR ENZ EAR AT I
TW5, BEEMEITEEICBWNT, 7T LEX U R ETX A2 v OREAH
Hix, AvZrteber Xy 22 v offEGX0 LV HERRD D,

2 ) Neurokinin-1 Receptor Antagonists in Preventing Postoperative Nausea and
Vomiting. Medicine _ Volume 94, Number 19, May 2015 2%
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PONV O PRI RT3 T2 NKL Z SR 2 504l L 72 7 o & SRR IR R
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037) =D EELZERHLNERSTE, Fo, 7L EX N 40mg O
BIRM-O TR E A X ba v dmg & EEE L2 BR I 3 i BR (BF 1,171
). T EH bk 125mg TRERICEFRM L2 aBRiE 2 Uk (B 1,058 4) 28
ENENFEY L, T L EHX 2k 40mg (RR=0.47, 95% CI=0.37~0.60) &X'
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Table2. Prophylactic dose and timing for the administration of antiemetics

ZhAE < VR IR O L, ME:

AL - HE RREPEART 1-3 RN L E X o~ & LT 40mg %% 1

&595

2) ASPAN’S Evidence-Based Clinical Practice Guideline for the Prevention and/or
Management of PONV/PDNV 2006) PONV 29 (k)

Prophylaxis Recommendations(Algorithm 1,2) (p.236, p.237)
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3) Consensus Guidelines for the Management of Postoperative Nausea and Vomiting.
(k) Anesth Analg. 2014 Jan:118(1):85-113. )
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