Aloxi.

palonosetron HClinjection
STARTS STRONG LASTS LONG

AtA) (Palonosetron-HCl)

HEWM5-HT: 2 (5-hydroxytryptamine receptor 3)9 Z& R 2 &2atst HH of osf
LIckY

OK)

ZNE: gL fEREAS(ER) 0056mg(% iHIE%QE}dOOSmg)

I - BUE(41.5mg), HH EMLEE(0.5mg), IEE.*_H-f £(3.7mg), NEZMAULE(156mg), +ASLIEE(HT) BM(HY), FAIBS(HT)
(4] ZMETS M| S0{Ql= FUEHT Q2/HI0|L FAL

(85 &1

Aol

1. 559 At 71 QU ot 35U i7| e Em' KIEOH 0| H el Jé -'r101 g :r1§°| 04|H’

2 355012 94 8] swawriel
3,42 3 2UAZIHIO] 721 9 7E0 o
442799 750 312
AOF
1. ST0 43 75 Q4 32 IR0 2] U R0 K20 o sl 34 7% % 759 ofy
g4 23]
140
1| 8% Su 0| eusic 7% 5 FE) ol 459 A 302 T BEHER 025 ng 18 30X 0180 2 39 A
)34 & 2012 7E9 03 LS K8 0,075 mg 13110 102 [0 28 59 240, 12 S7EAD 0z 48 2 798 2 8
It 50| Wrt D 0N S0l BEH02 S0ls #2 A8 SN ST 44 § 79 2 758 IAHORIE BRAS 225 792 760
s 580] Lok 0] o S0i8 AT
3242 7% 5 750 X2 1 7% 9 T2} UERYE 3N 0,075 mo2 18] 102 010l 2K MY FAfaic
220} 2 0}Y)
1182 el oo R 247 3 0 - H2Y A 302 0| 22.HEE 0 02nglkolE0) 5o} 14158 Orl 248 2%

A'*”OHHIH 0| 99| Oy % Y2 ALK UTHAIRI} G,
G047 DIl M St SfeIQUER|of ek = 7 X & 00l Cit 0] %49 A0 Bt K& HgHXo|ct,
fof 22t =0 SYAHE LK YTt FAF L7 IT0) BXt0f et YxizE BT,

3,23%, 2100 87t o A
0] 22 [}2 923 SFsAE otElr,
%(_Oljl | A

o] oo 01 30
(A9 Fo3]
1,013 &0l 08617/ 2 2

1) 019 2 74 H20] 2i8150] 9l 8t
2,03 B0l N3] S0fd 7

QH0 Y2(AEsE SRR,

1) CH2 MEHRIO] 5-HT3 227 ZISHH|0f TTIBISS LIEFH SIXt= 0] Qo ZOIBSS LIE 2 olct
2) 0] %2 Y SarAZts HFYA7|2E HH| H0| UL ofF HEHAS S20| °E§P = W3] oug E|010t; o
3) T2 HZELN AS(MEH MZED M54 ARHASSRIY HREL C20i=2 L2l HES AHHISNR) 5)8 FOD Qls BRHUEIHTOE 45) HE)
3.0/Ast %
1) S SIStQHR ) o ULl 79 ¥ 1E
(1) &2

() SSE 451 P& 440 3ot S3QUT0] A UBISi= 72 - PEB 0| 8 AL 1374 BT BRHESO) SOfSRIT,
T2 HER OS2 SIc o SN PO SEHIEE, SEHERT] QAL 2% 010l SO i8S B9l 04HISe B 10 2

£ 1: 89 Saieyiapl ol SHEC 799 2 ARl 2% 014 B opis o
Ojgts | Z2LMEE 0.25 mg IV (n=633) 2HMEZ 32 mg IV (n=410) ZHMEE 100 mg IV (N=194)
55 60(9%) 34(8%) 32(16%)
L 29(5%) 82%) 12(6%
Z0 B(1%) 72%) 102%)
SiES B(1%) 92%) 402%)
EE, 31% 0/ 4% 402%)
EETH 1(1% 0180 201% olgh 3%
ERE 1(1% 0120 3(1%) 3(2%)
QU1 B0 4 075 mg (89 SE12Hol ol 925 7% 2 720/ 2 931 #aigao| 3o B2 HEES S8 SRS 1f £ 5o
H71K7} A HHIE ZBOIATT 0] 5 8 5 22 3 70 - 7E YUNEN 10 w/ko® APEUASDL, [2 8 B2 42 5H A0l

0.75 mg=S FUFABICH
Q0] %S A SIStQHH XIZE YEotn AUe ORI A EXHS 1 Ch3a 22 0|ABLS 0] LIEHHOH, |20 HEN 627t ALXEH sl

“17f5|°“:|’

~ NYHZHRISH B NS RO (1%), DEY ADEM F7|9aE A UM SN 2R MANY F794F QT HA(1% 0|2, 22

B0IA Of ko] HEAT} S4lotR] ULt

- L) AR IR EE (1% 0|2

- /720, 01, &9 A2 OFA| (1% 0/2H)

- 4_9_|.7|71| )s-l}\|. (1%) _‘_9_|.EEF EE ._I.l.7}7-|X EEPEN E_lfl_tgﬂl_fa (1% |:||I|Il_|-)

- TR AR (1%), T, L, W %'7:.* A} E2E52flu-like syndrome) (1% 0j2h)

- 7t UN[Ho|H BBl AST 12/ 1/EE ALT 2 H2[2810] 57} (1% 0/ah), O[3t HEIS

F2 LEHHL

- AR TZEZS (1%), Moi2 S, D8, AR M5 Dlglycosuria), A224A, AL (19% 02

- 24AZH 2EE (1% DI”*)

- A R (1%) B2, 285

- HNA: 20K19%), =74 (19 ojg)

- 7|4 A (1% ojen

‘ﬂ..,}]:“ JHI:IHH:MH X-IEIHg}X} (10/ |:||I:||-)
@ELH°I°'“AI°*01|A1( )S&I:Z”'“AIC’*OHMF ZEX| AAOLE Aliotuto] 2ARANS HhHE 4 of
7123(1.7%)0] 2 E|Ct
A0t (2742 014)

Y AT HR0) Aot LeiL= 7 - TES Y| Het YIAIZ0IM 163F Aot FBTOA X i £7/9| SStQES AR6ty| 3024
ZRLHER 20meg/kg (A0 1.5mg)S 18] MM HUEK it &x10 B LH0|= 8 AMI(274E ~ 16.94)01H, HA0(46%, B010] 93%SiLt.
L2 HE20] Ofsh BHE 7102 B1E 0|22 21} 2}

- NAA: F5, OfR[3, 0|ARSS (1%0/2)
- HAL 504 S (1% ojen
- I/ UM O mEAE (1% 0/2

AMAIZ0f M IQHJSS 4F7|MHR|Y 2 HER E0f AOFRIX0 CHaf LI tUCt 2-47710) Z2LMER0| Qs 712 UAE 202 B

0|AI—H}°O Ef |.7+|:|..

- AR QT 9 (1% 0/
— QA MAL (1% 0|2

- CHAH 2 HA0[A: B4~ (1% D2t

e 794 ?E°I 01|“*

rio
o=
rok
-+
Hn
40
nE
ox
Lgﬁ

SOUHE Soie

oA

It H, X014 (1% 0/2)

OlYErSoZ N 357 HAZ(1% 0/

rir

\’\_2

()12 2 243 2740 38 S HOES LAY DIHSE KH ] © 0,075 mgS UZN S KO 2% 0140 2 1
042 8 95/ 20, B HEED, o S0f2 719 0/4S wBgol 0l PO OIS 3 4% 0SS 45 ol + AT
50 52 S0fa 9ZE3 4247t 1L O TS0 O ST, 44 3 79 - 7 BA0LA To 2701 el B2 A2 S8

Xol= gic 702 Ligyc,
2145 %79 L 70| off YN0 2% 014 BEE 048I

(2) ZLHQ 3¢ AANY AAUE ALARAM & 2 79 5 227} LEILLE ZA] 0] 2 0.075mgS BUFAF 22 U014 19 0|42 HI=2 21
O[HS2 T3t 2o, 0] ot 28 QL= OS2 315 319 2 YiERl,
- 04 SatA| - 210% (21/10) - E5tA| = 21% 0121 (109 (>1/100 0j2 (1/10) -2 A LA SoiA H¥ - ChAt A AU =5HA S
Ul =y - ZuA: e 26t 283 - N R Soti| OIXES, 78 - S8 261 MEY - 33707 &atA 713, %2 7|"'
- AT 0 EotA HAL HH| | 2ot 22 YU 28 - 1% S5 7IE1%§,$ &7] -2524%: 2ot o7 83 5 &3, o %EE!,
237 £5 IS5 INGSE - HLMADPY: Sap SRENE, 0 ol - 0HoIEg S5 0 - MM iR Eap Iz, S5ty e
s 2HY 252 85,98 -4 2 E*E’S% 0% S5t AI% %é S0t 2% “J"* SH 2HZ

4) o9] ATHZ ZAOIAN S SISIQER0| Jof L= 75 J FES Hd 0] 2 0.25 mgS FOiYS U 02 E2 |(0 01% 0/2) JRAELS 3 FARY
H3(E, 92, 23 3 §3)0| EJ_EIO*Ef 0| 0|¥ESE2 "ﬁil MNETt 7t 285t ?JE {;'E*Oﬂ MTHEHoz B0 E 20|92 Helgs HH|
OISt O] 2ol QIMAAS 2517 |7t 0L,

(1) &2 St Qo] o| | Rz 74 2 7E
t7

iLHOM H*'M Hot0f 61 S 775589 oIS (o= Aot AT 2 ASYHZAZIL RafAl Y YoIE2 L2712t §HEl0] 30.84%
(2,392%, 57667*)°i STEiRLT 0] 5 0] o3t TS HHE 4 Gl OISQHEIS HHS 10.90% (8473, 18332002 HTEIL

£ x4
305t SafAf2= QIR ARSH0| 0 45%(35%, 7. H)QE S §O17%(13E" 357), BET2A 012902, 171), HAIAL 0,05%(4%, 5

ZEA
7) 202 BIS[GD, 0] % 0] O3} OIRfR7IZ Ui 4 Ot USRS 0.04%(38, 320) O2 A, A, ©40] 2120 Bslory
OfAsHR] 28t QafMEl= '4*71|5’-}é*£ﬂ0|2365%(183 o 343720192 941 12.7%(985%, 1,00070), T 2.85%(221%, 2257), LIS 2.62%
(2033, 20671) 202 HEQlT 0] 5 0] At OITHAZ H{HE 4 G ABFHEISS 731%(567F, 1,00871)02, BUN 37t 71AEE 882,

A 7|;‘<| oz sH_‘rlxy}x I::17.|E| ‘:EE17| anagogg :D:rxﬂ mHal 2mdx |:|}Ej|x| D#;EE g/()WHEX nym EIE17< |:||7+0|A+
urmﬁgs:rm)\x Hasmt é*l“”‘ml e umm ke 51_5%1, r:ix u|5I u|—~.1 A )\WEX A+7|57+<n M,%QE,FOIM /\Hl.EI'/Hfﬂl.El‘
S0z Shsus ~SEx AAsl A0ise NAEN Aaes L Ol G287 GEE NESES dofnel dmRlEs
oA O OIZE olEiny), IS3 YiZel A2EE HEzA NASE Hue 1o 4524 AEE) 45E Aok AT XIS, 32

7}%%§’ ﬂ%’é&% 7—|H§ 7:1|:E}Ex 7ioH _JA—E”AE”E‘P‘ -T'-Hl-Eé 1|-|:|»AHA7(|X"J_L|H ?7F?|0t;‘4ﬁ __I.LLHO'-l ?.E J°A|0t JOE JA‘I 7}7|‘—

o, Mg,
38 iul “‘, 90 53, HFE HE 127y 08W oiF, 3258 32Ex “*h il z**?"ﬂ— s?-*ﬂo §§gar %‘a %I,
SUAZ0| BTEOL,
Q3794 ?E°I o
ZUOA THAAE 5104 61 SO 20,415H2| MOIS tiA 02 MAJSH AL 5 AFRHHA A}’*ﬂf QafAl|o] gretg 2 olnt |9t Ael0] 8,39%
(17129, 2,4037_4)% BT 0 5 0] Ut AITAAES HHE 4 Ol ASFoHHES WHER 354% (723, 9517402 LIt
S5t QaARE QT A0 0.015%(3F, 3702 SHNEH FE A3 24, 005%( 12 EJ_EI‘R*AI'_ 0| = 0] 2zt olTHAZ HimE
2 Oe AERHESOR S50| B,
O[ASSIR] 25t QafAlz= Olakator ARi0] 4,00%(8178, 973722 Q4 3.3%(674%, 6752), TLE 0.81% (165%, 16524), TTHXI 0.08%(17%, 17
Heoz ELEIC’*OEH 01 3 0] %1 ATTAE HHE 2 Q= ASQEHHIS2 149%(305 35170)08, IAES 19X 1E Sy £2
W37t YRS “7*7* Tl MSMARIC NIEE QN SUARZESTL QISE £ Al | RIE, MEEEHIAP*XI% LZEEH SM4C 24
i%%ﬂ_, Ex mﬁlmtt
4, U8t Z9|
1) 28 L 71A ZA50 0jxl= S0 tfsh A= AR it 22iLt 0] A2 KR T, £ L LZE SUE 4 QOOZ 3iXts 2 % 74 ZXA
Zo[sto{0t $ict,
2) &% SISO Ol R 7Y U TE BXIE HACR 3t UMM B Auts AMT DR{HENQTC Z&)0 st Z2LHER| Fa2
RCHER U ZHEZ T QABIICH AZS AR A0 2 0,25, 0,75, 2.25 mgS Tl MUZARSH 9o 2 SMIIA UMAIR(n=221)01 M
*‘**?:iAIE%S BE 220|4 YNHOE QOI5H QTc 242 SRS oI J21Lt, T 24742 S7MIZ 4 9= A2 10| #2 A| 20/310i0} 310, QT

ZHA0] AFE0f QAL HEE 4 U= 7158S 7MY ERfoll= ZOlst0{0 Bict

3 0| °‘—l £& 3 24N7H 08 1% 2 & oY gtz USR] Aot

4) 445 79 U 1EQ X|B= E0| 5 24AZHIIR| LHESEO0| Yok Hleh S0150] USEAL,

5) SUALUR(5-HT3 227 L&At T2 HZEHY AS(MEM HZEH S+ ARFISSRIA MZEH =20t= 2 HES ARIFSNRI) 5)2
YEE0 013 NZEL SSA(PAAH Hel IEMZ7ISH, ME2S o[4S Za)of cfst 217t QT 0] ot T2 MZEHN UEY HERIZI}
YAMo R MeSICtH BiR0f 5t MG 20| HuEn,

5 ASX2

1) Z2LHER2 A BT CYP 242 WA o thAt 225 SaiM AUZEE M= 0 42 22 CYP2D6H s tHAZIH, CYP3A4 X CYPIA2
O Ofa L& CHAFEIC

2) In vitro )\|°*01|*1 Z2LMEZ2 CYPIA2, CYP2A6, CYP2B6, CYP2CY, CYP2D6, CYP2ET & CYP3A4/59] E4S Maliotx| 2, CYPIAZ,
CYP2DB, CYP3A4/59 SA2 ST 8K SH=Ctn La{RQILH (CYP2CIOE HAE/| Q9i. [EfEf N QAHOR SolNol o2 A5 TR0 Lietd
7|—A‘|0 |-H:|-

3) 7S AR oz ZELME 025 mg ‘J”—'.*-Kr)\fﬁﬂl HAIHERE 20 mg HUFAIS BE A| T % ZH0 S5 Ao X20| HER| Ui,

47 7*7*0* NES o2 B2 MEZ 0,25 mgS M1Y0 HUFA2, OtZ 2| T|EE(aprepitant)S 387t 242125 mg, 80 mg, 80 mg ZF £0 Al,
*%*EEMIE 9| OEEHY il oy %": #3171 QI9ICH (AUC: 5 912 Cmax : 15% 371)

5) 425t AIZIS IMOR TR HER (.75 mg2 TrE|EUTAlGHD HE 22210|<(metoclopramidelS L 43| 10 mg 4 ZTEHS 1f, US5IK
OZ R9/4 9l= ofHSt ASXBT = oLoitt

6) UNAEA 0| Of2 T2E[TAHZ0|E, NSH, STE/S7AR SZ2A|, 22(7 SN Uit o FUHS 1f ASEZ0| LIEHLIR| o4t

7) AZURYS 0|23t AN TRHERS 530 SUBSQHH(ANAZE A0 I:;‘EE THjo|E, AIEfEfﬂl ZAZHM, D|EDIOI C)o| BUENS
ToHotR| QAL

8) MefH HZEH TS+ ARRFI(SSRI
%4%1'5—04 02 A IEE':' oii‘(‘ot £ff Bish XFEAZ7IS R0, MA2S olds 28

6. U= U 2350 Chst £

1) |7|?§é1 7|22l B

SHEN 60 mg/kg/day(HEH 7|Z02 MM UMY FU £0{ 20| 1894H)7HX| AL 0ot E70f 60 mg/kg/day (HEHY 7|02

) HZEH E20iEd 28 MES o411IJHI(SNRI) |% H| ?E MI}EEl;Jéf %20 SUAEUZ(5-HT3 +34 ZH)Y
of 217} 9,

[

Agholol QAR ot =0f 22| 3760)1] 270131 217 BAE 23 0] o= Olst St moh =L efvhl ol Safeie el Lot
2614 B9 4oz o X5 3§ 238 dUNE NE 1) sE2 dyoz 3 HE KA 225 G2l DELt 1SS By

=S + L= A0| 01L2E, 0] 2 %2—
2) BM 59| #iTj0] £0/E bf glooz A

25 220j3) AN 80} Bict
0f0l9] 32 22t ol o,

jrife)
=24
Lt Al
R 31E B2 ‘%‘%ZOI FEQE 0[dE/1, FOHfA

I}

3) B2 HER0 95020 0f 0j5E 2 | 243t 0 AH#122) K5 40] 91, HEOf Th ot
EIN B20AS B0z 00 38R kg BH002 £7901 25 9B Zo42 el 49 30 £ 50 50 0128 280} ol

7. Aojo] cf3t S0
1) SsiERE0] o | S8 2=
2042 3 72 3 1=0])4 18K Ol Aolo] i

8, 13l st £
OIS0 Ch3t 453 EA0 T2 654 0[Ato] TS 18HOIA B4MTIRI) B 70| B2k HE 2| QS Sef R0l YT, HORHHO ol
Rl 799 7 SRR il 50 o S 194 3, SI6B(00%) 5 08/, TSRO 5 001 1S kol g e
2549 X017t BREX) U9/oL, 0fS 2IziEt ¥iSS B0l DS of ARl MRS 13 SKo] Chet 82 FX0|} S5t BLERS TN
0T} 22 5 79 U 7 AN APHE 491 B 1520 5 5, 735(5%)0] 654 O150ISICE 0] QAEOIA 2 TETIA BI210] FOFFI NS
HAE > oLt iz Ziol He0l o A0|E ZO[K| SSITT 39t S B0 O] 9451 7% 2 P50 Ol KN S350l K01}
Qolon| 44 5 7ot U 70 ofst ETOME A0D} olEIR| =t sixiet 2ROl of 2t 9540] il WiE UNKIES Yt

0. T=0iAl9] A
0] ol ol 93 sk ek Y=ol e 2ot 8 Balsoi} i) 82 2 Bo) uE0E 5080 M9 T 0] 2190 w/kglbmg?

o} 024 HHUASEOI 025 mgo) 25t Lof= S0/t 0] 2L [12 8271 H|wE 0f OIS HAE0| HiAHT,
Ofat SZ-B1S il BE/R| 49/C), EAER ANER| 4oL, BESHV| 37| 20 EA2 JZE0i0| 31501 K7 oLl
SHEQ 01O ANE 0] 9 30 mo/kg(HERH 274e10! AROIA SOEi= 20| O47HHC) ATACIO AN STt S3)S Tal % Sofe 1,
ERV R EN S HETER g IS

10, 22+ 2 2340 ZO
1) S22 Tjstn X150 H(1~30CIIN BRI,

fo| £0f 10|='"XHM*"04$§%°*° &ol3foiof 3ict

Cfs Otlta) A2 SRElR| 99
o Eisl| e,

20| %9 £

3) iE & H2 8% H7[5t0{0f Sict

11, 7[et

1) CD-10IRAS 0|28t 1047 LAMAIZHUM, 0] 2210, 30 L 60 mg/kg/day SHOZ ATEC 5% 1 ZUS A7 (K| LUt H18HS F0fet
#O FALSELE AZ0] (3t ERO! 0,25 mg 22 Ol =EE(AUC=29.8 ng - h/m|)°| 150 ~ 2890l sHESIACH Spraque-Dawley

HEZ 023 1047 SOt oA ABA 0] 242 271 Y A7 212415, 30 X 60 mg/kg/day X 15, 45 L 90 mg/kg/day EZOZ HAPENHTIIC
EIJ_%%FOHAPI MeETE }E*Oﬂ st ﬁQ%E*OHH—I °|11IEEE(PIasma AUC)2| 137 ~ 308tHol SHEI1C 231 A A 0] % E0io] of3f
SASMIERIEH =S adrenal benign pheochromocytoma), 2zt %E&iﬂxlz}k |Z&(combined benign and malignant pheochromocytoma)2l
20| Zteion HEEMEME(of pancreatic Islet cell adenoma) ¥ HMNME £3 MZ - AT, HoteH MZO| UMHIZIt S7I6IULCE AN
HCO|ME ZHEAS I UEQ ST} S715I%00 thyroid C-cell B U 23 MZ - AFQ| wAHIE T} S7}5/%iC

2) 0] %42 Ames' test, CHOMZE (CHO/HGPRT)E 0|23t 2XH0| AIO* ZHHIEE 0183t UDS (unscheduled DNA synthesis) A8l = OFRA ASHHZ
/ch’*o E5) QHEAS UEIUR| 24T T3iL CHO M 0123t chromosome aberration test Z1} SMHAH F1i2 2%

3) 01 & 60 mg/kg/day (HEHY 7|F 02 ARY ¥ Eof BX %%FQI 1894tH) SHTHX| 47 F0{5 2Tt AR 251 HE 2SI HA A0 T2
OIRIX] o294ct.

[ US| 4 T30l BB 42(1~300) B2
[ ’é £49111 tfof2 (m)
Bio} QETHY 5 RO 0150} ARG [2t0] ZTERIAL B, iIf ORIV AN AUBR SRINK o OB IS 510! MRt UL

Jfwww.cjp.co.krof A EQI8H 4 QIELICH

« 0] HEEA ZHURH2015 062 23Y)0|S HAE LIRS hitp
x2 f }EE St o|orE ot tE| Alhitp: //ww .drugsafe.or.kr) = (YAF FaAl Eu)of

< MEEMO 7[HER| 42 2RE0| Lt Z2 QAL
0I’E|E§ |.)\I}\|_(a
« 2210199k M http://drug.mfds.go.kr) QUE M X
< HEEME FYZIA YT, HEEME HESIME,
+ Of240] £0] ZX| $= 20| HASHL,
« MYE B4, MYE X} 020z AFESHK| DML,
< At87|%t 0| R QZS A5 DS,

Reference 1) Smith HS et al. Annals of Palliative Medicine 2012 Jul; 1(2): 115-120

oy T2 HEE 0,075 mg (N=336) S1ot (N=369)
MHE QTHE 16(5%) 11(3%)
A 13(4%) 16(4%)
T8 11(3%) 14(4%)
I 8(2%) 11(3%)
(201 %2 44 M3 9 32 30| NS T3 U2 IS BBHD U= 491 BROPY SIS 1 1S 22 oS0 Ueizon, Hzud
Bl =) 97 Eaty o B8
ST, IS OTo 5 S AL 90 (%) 20095, ¥, T80, S M FVINS, B 5, S T 08 24 A
3t (%), 0| O[4sh2 o) traige Sioia w0t Lix| A

- I 712423 (1%)
- 287 ZRYUL (1%), 7EUZ, =7 §F, B WY, Aot2, HAL AY 23 ot (1% 0I2)
- Tl ¢t (1% 0f2h)
- 2k AST 221/ ALT 37t (1%), 2 &4 +&| 571 (19 0|2
- DM HZEES, 1231 (1% 0P
- AAA: OfXIS (19 0/2h)
- 38717 SEMat, SFEH (1% 0/2)
- Bl |7 = (19)

3+g 2 7L FEY X2

(1) =Y 3 PAAHE AHAUE YSAIGU M 218 0[S US| 2 A JHBAS 2A0 21t HUZNM 1219 2HS0| A4Z2R| 29 BHO|

Sl A2 WL, 0] 29 0SS HE0 b

EE
rir
s
|0
Hu
[o}=1
~
o
z

-

Q FD-071024
(&2 THYR}] CJ“ HealthCare MN|H 0|3 A 0{FAIS|AL LD-150623
MBEYA &7 32 330 11,125(4ES, MHOIMULHMLME)
THHZHMIE © 080-700- 8802
http://www.cjp.co.kr
[MZ2&Xl] Helsinn Birex Pharmaceuticals Ltd.
Damastown, Mulhuddart, Dublin 15, Ireland
[HIZ=XH] Pierre-Fabre Medicament Production
Aquitaine Pharm International,
Avenue de Bearn, 64320 Idron, France

[HZ=XH Pierre Fabre Medicament Production
Aquitaine Pharm International 2, 50 Chemin de Mazerolles, 64320 Idron, France
[FI=XH] 0S80 Biopharmaceuticals Manufacturing, LLC

4272 Balloon Park Road, Albugquerque, New Mexico 87109,
United states of America 116482106



Aloxi.

palonosetron HCI injection

STARTS STRONG LASTS LONG

| muzAg |

Aloxi-inj.

(Palonosetron-HCl)

(LR MEZ

UBA TEQ} THE AZMLEZO| A
ofldtoll Eop&OI1 ekFlL|C},
(Y20 O 7 28] 0] & {mLE
it MEHHEEOM BET 0.056mg(Z2 - HEZ22 A 0.05mg)
x47}x| L BHE(41.5mg), HIEALIES(0 5mg), AESALES(3 7mg), AIEZAULEIZ(156mg), 2ABLIES(KE), A FARA(XY)

EHEHM 5-HT3 £+&x|(5-hydroxytryptamine receptor 3)2| ZstHZ stetatstQ M0 Qs Y= 719 U FE|

5 o — o
[44] SUEH3 20| SOi9ls PUEHS Q2l8o|2 FA
&5 &1
Aol
1. BSES At TE QU 3 sfstauo] £7] 3 MOl K20 o U= F4 79 Y TE| oy
2. 3520 7 24 g steiewrol 27| Y Bl x|=0) ol fLEs XY 2o 3 2E0l ol
3. 42 3 24AZIRI) 7 U 7| o
4 42 5799 7E9 A2
A0}
1. BSES At TE QU ¥ SstRuAo] £7] X HEHOl HIR0) o R 24 7Y U TE oY
(2% - 23]
1. 4ol
1) 2% SiRUH0] ofsf SuEls 7 U 0| ofy : 312 AR 302 A0l BRMER 0.05 mg2 15| 30% OJ4o] A B FAfsiy,
242 § 299 3=l oy D149 A 0,075 mgS 13 10 01A0] R Ho FARITY, 12 SPERS DHINZ 42 & 79 9 7871 925 T 40
STl oSl Snjol7] HHHOS Soists He 2 EX| YTt 42 $ 79 Y TES TS0t BROIS, A2 F 7% 9 7ET 24T B850 Yojele
0 ofo| £0i2 Axeic
3) 44 3 7% % 7E0l X7 1 79 U AE7} LERLEE S| 0,075 mg 12 10 OJA0] 2R B FAfsicy,
2. A0} (2742 OJ)
1) 92 sfslosinol o Susls 24 U A0l o : AW A 02 Hol BRASE 0.0mo/kglH0 1.5 191165 Olgol A K BUFARIC,
AlAd
I—O

O01Af 0| ofo] OFxiA & QE N SHeIX| SIUTHAZ I} oiTh,
SJ0H247 DISHUIA 12t St HR0f olsf SuEE 7ot o A=
3. 28X}, 20f & a7 8 {150} e ¥sol SYEHE BeRl o

SALET =20k

—

0] oS TI2 o1 EeIsfAE ot
ol oto] 0] 50| FL0| M2INEAE BAET
(A8 FolAf]

1. CHS S0l Eofstr| 2 %
1) 01 o & 7 K0 T8IZ50| Sl #xt
2. O Brfol= M55 Z0id 7
1) CH2 MefOl 5-HT3 287 2

g 2 0] 20l TRIELSS LIEHH 4 Ut
2) 0] &2 thE STAIZHS AYA|7I2E HH| H0| 94 o F‘M Ao 40| Q= Btxt= MF5| ZLIEIRY E0{0} SiCt
3) L2 HEEUA oS(Mex HZEH HE4 AHH(SSRI REH =20l=2|da HES SHA(SNR) SIS EHED gl SR USHEOF 45) Ax)
3. 0|Aero
1) &t st Ao Qs Y= 1Y Y 11E
(1) g2l
O S Mt 1E LNl Y 55t x |01| Ofsh WHiEl= 19 - TES of&s7| Y5t UXAIRM 374m9|% toI A 22 =MEZ0| F0{|HLCt
LZCNEZR 0|4utg2 WlHl: 3 SAYE ZHOA RTHEE SAMEZD RAGIACH 2% 0142 BixlolA YsigS 291 o[4S 1 11t 2L,
1 gol sste ol o QuEs 2% 4 - ?E QUNABIONA 2% 04} ZHEHE O[AHES
o[4S | ZELAMEER 0.25 mg IV (n=633) 2CHEZE 32 mg IV (n=410) E2IMEE 100 mg IV (N=194)
=5 60(9%) 34(8%) 32(16%)
sl 29(5%) 8(2%) 12(6%)
M 8(1%) 7(2%) 4(2%)
GWERS 8(1%) 9(2%) 4(2%)
R 3(1% 0|2 4(1%) 4(2%)
SHEE 1(1% 0]zt 2(1% 0|2H 3(2%)
E03 1(1% 0/2h) 3(1%) 3(2%)

v

248

(1)

QCHE AIR0IlM 2 0.75 mg (EHef st H o Qo FUEl= 7 & TEQ| OYS Ao HEEHC| 3H)9 HRLMERS Ha| S if £ FO| F7IX7t
et HH|S AL | EJ g2 r2 2 79 - 7E YYMHWM 10 uo/kgS B7TF0{5I%L, TE of B2 A=SEf AF0M 0.75 mg% YUFAGIAL.
Q0] 243 e SfetQYM x| 25 HESL Q= YUK FoI3S Efc’"P 22 0|YES0[ UEon, x|2 29| 2ty 0157} ATLAHS0] 9|5H Gt e,
- A'“‘*—Uﬂ BRI glod Mo KR (19%), 12, A28, F7(0+%, S4 HY, Y 24Y, dddy F712+%, QT A8(1% 02, @2 F20A
0| OFTHo| A7} SHalstx| Ot
- Ij: BRI TR W (1% 0|8
~ i=/7: B0, 0|, 29| Kreizt okA] (1% Dlgh
- AST|7: AN (1%), ASIEY 25 7Y, DRI DHUOKA (1% 0/8
— FIAL A (19), T2, 29 ®A 92, A 5255 2(1lu-like syndrome) (1% 0|8
- 28 GAHO|H REYQ AST J2|1/E= ALT & H2|R419] 57} (1% 0|2, 0[2{3h HaS2 Mot 7E FaY ARIQYHE FHES SXAN F2
L}EFLACE
- HAR TZEES (19%), Mal2 B3, 1Y, tArd 15, S(glycosuria), 4244, AZFE (1% 0/2)

- B2271: DTS (1% 0/8H
- MEA: OXIES (1%), B8, W5,
_K-IA|71| '=o|-(1%) oHEJI- (10 |:|||:|})
- H= 7 A = HA (1 % DI 2
— S waquH Hoishxt ( % |E|-)
@=L °'“A|°401|A1(n 19) 2= YHARo M= HEZX]
(1.7%)0] Ea=|Act,
A0F24E 014)

BCkeE, X121 (1% 02

OUCLE Aliefatel HEds tix

[yuiye)

ok

T s oYU e =M SEFULS(1% 02 & 71AH2E

et stetQ B Aof | of 2Ril= 7 - EE 05| flet YAIR0IA 163TY A0t YEXI0l A H HI 719 gHetQES AR5t 302 H2EMER
20mcg/Kg (Z|th 1.5mg)S 18] X FUZ0f YLk, SXO| B Liol= 8.4MI(2701E ~ 16.941)01H, EH40146%, H210] 93% XLt
TR MES0| o5 YHE o2 BUE oA ST 2L,
- AEA: £8, 0XES, 0l42SS (1%0(2
- ik EO1‘='°I5" (1% 02
- O&: 2| I2Y, IS8 (1% 0|2
AUAAZIO M O[AISS 4Z7|7HX|o| BRI MEE £0f AOKEIKI0] i3 BIHEIQICH 2-477|0f ZRMER0) osf 3712 LME HOE B1E 0|42

oS 2,

- MBI QT 5 (1% 0l2H

- SIaEIzl: At (1% DY)

- oA 2 S0l 24 (1% 02

S 19 I:|I [¢] I:H-
s
20f 5l 79| ojey
12191 24 AAABIT} 220] 34 SHSIHE S ANEOIN DS T 0] 9 0,075 moS HAZA #E 0I01 23 0140/ ¥I=2 W ojyviSe
B 29 20} B2 HEZD} $0F 201 710 0|4IS weigol HO|S YTt 05 5 U O[ANSS 22 BRI 22 K T= 25 Fof ¥ Sofs
SIS 2 A2} SDiL 0] Lol G IHENEL A B e 35 BRI Ore 240l el He s ML Sl Kol HE A8 Lty
B2 463 7% U 759 ol QYN0IN 2% 01y BEE 0}y
olgEs L2 HEE 0,075 mg (N=336) $iot (N=369)
SEE Q19 16(6%) 11(3%)
A 13(4%) 16(4%)
£5 11(3%) 14(4%)
g 8(2%) 11(3%)
01242 45 H3 U £ 30| 0HHHE T3 CH2 UHE BB U= 4O A SOHS 1 13T 22 0[S0 LetGton], K2 ofol By
o} SRASo] ol Brteiglc
- NE20(: NN QTc #% SH A diof (%), Sorrst, Mg DY LMY NN 57|95 M S5 NHE THHEIE 24, BATS Kt (1%)
0l OjAtEIS S0l waige SIot Kol7t Lix] sl
- 1j: 7122 S (1%)
- ABp|P): SRWOE (1%), TUAE, Y=L S5, o DH2H|, AHSY, AN, A% 254 Hat (1% 0/2H
- ZiAl: 98t (19 ojgh

- 2k AST J2|0/%E= ALT 37t (1%), ¢ &4 7| 57t (1% 0|2)
- QAL MZEES, AS2E (1% 0|2
- A 0XIES (1% 0/

- 257|A: 2EXst, 2 =4 (1% 0/2)
- B2 | = HH (1%)

344 3 79 2 2E0 K2

(1) 3LH0| 3AM BXRFOIHN A QJokr R

(2) 2U49| 3 SHLIE OTE AAEN 42 5 72 2 T8} LEILLE

URABHOIM Z1E 0[AHIS T} ©
oheigtn, 0] 29| 0JAUISS BElo] g o2 Wisit

AZK| =zt

yuEE 2A

L

ZA| 0] 2 0.075mg= FUFAL 22 MO

QI2FROIM 1719 2HEO0| A2 X |22t 2
Ol0l M 1% O] &2l Hl=2 HEl o] 4
g2 Ch30t 22, 0] Yo &3 Q= OI**H*"o o= Wo= Hote AL,

= ML= O HATC

-2 %EMI >10°/o (=1/10)

o {1/10)
al %!Eﬁlr ééwﬂ =)
oAl E4, Mo 27

|

90 Tol
=

0 =

23207): Zap| S5, o) 213, 224 55, 285, M 55
- Bl A E5b WaERE, 2 Sof
- olelel=af: S5 ol

- FA: S B3 1|2 | B3] e Tt SHE 443 S5 o
- 25 5 BHE YO S5 A2 S5, S5 285 UE MK BHi
4) #9) B3 ZAOIN 3 SstR o] olsf Rusls o of RES oI5 0 2 0.25 mgS SO 0f j2 S2 (0.01% OIS S U Tuppel we
(xrz2l 27, 232t 3 £5)0| Sueigict o] OSSR M| AISK 47t 25K 28 FEHAl HEoz BnE Jo|oz, LHiS el oS of
ool Slate e Siatr ot ofic
5) 2Uf B 5 ZAf
(1) B2 SfotQuEA osf Rel= 7o o 7
U0 M THAIS SI510f 6 S0t 7,755 M1 YOS |3t AJBH 3 ASSAFZAIZT Q3iA 0| oSS olnfaiz|ot ATglo] 30.84%(2,302%
57662002 i nsleln 01 3 of o1 oIS BXE + gl oIERHIS BHES 10.02% 6472, 18330102 B nslnl
Zrfst SalAs olnEel Mugiol 0.45%(36%, 747)02 MSTHAZ 0 17%(138, 3520) SETAA 0.12%(9F, 1171), HAIAI9F 0,05%(4%, 570
202 zﬁmz 0l £ 0] ot olafzh|E ehAIE & Q= AQaMSS 0,04%(3%, 371) 0= ARy, AL Q40| 2 170 e,

Ol 5tx| =&t onMEﬂ" QlmEtA| 2t A2el0] 23.65%(1,834F, 3,4377H)22 241 12, 7%(985'in 1 0097*) TE 2 85%(221'1‘ 2257), TS 2. 62%(203'1‘
20671) £02 B0E/9(D 0] 3 0] 23} Oln2E HHE 4 = BRHHS 2 7 319%(567F, 1,0082)22, BUN 371, 2 5z, 155
VNS g ACHES 34 DEAAHELE, SIEE NNARKIS, FAAIRY, FUY, 72, 84, 28k S PISHN, 15, 205,
H7E7|E SajE SEay| 52 £83 B3| S3 Anuz oi2)ja HAEE S/0UISE S22 SEHE 00N YAEEEIULS
=eEma A4yl Un was vule Sasl da v vyl ANES A7isaY Aoy SufLhiy SuanoNE Ausus)
235X fAZ A0ISY NZES NZYE Nmo 0kt 22X, 0SS, GNISHES olZa ¥72S3, o4 ot JISE AHE T
UEZ OBl ABEE mETLA MUSE el N AENA A4SV ANE A0 AU AE 22| TSH DI 28, 99 55, BOE,
o, DSk 122N 515 325, YRS, ik, B SMTENE, 5375713, 5528, &Y, 52, 594B0) HOEl

(2) +2 = 7% 3l 2 iy
FUOIM THAAE 2I510{ 611 S 20 4159 OIS YOS ANI3H AT S ASHHEAIZT SahAR Q| HHASS OImEA e} ARIG0| 8.39%(1,712
2403222 22551 0| % 0] ot ANEE HHE 4 Sl= UBSANS UHES 350% (723%, 51202 HnER
Brfot SafAfZ= QML MRG0l 0.015%(3F, 3222 FYNSH, £5, £3 2 0.005%(1F, 12 ST, 0] 5 0 4 ATTAS HAZ 4 Y=
Aseiugoz ££0] Husld,
oqwaw 25 SafArl BTG ATSI0] 4.00%(B17, 973202 Q4 33%(674%, 6767), 7 0.81% (1659, 16570, TE 0.08%(17%, 172
202 BTEQON 0] 3 0] 4t ANTAS HHE 4 g FSIHVSS 1.49%(3058, 3517122 ISES 79T & S48, 4, B
UEDE 9207t wil vk MUAMAE NYTE o8 STAZZIL 0SS B2 AN AS E2ESHNZNH I2EEY HYT 44 SE2Y

£57t s,
£

s
=
k)

>~

ol

2L

1) 28 Y 717 Z2F50] 0|xl= Sl thall AAIE Al Sict J2iLt 0] A2 X218, £ % LZE Y + JUCD2 SiXt= M Y 7| ZEHA| 2/5t0{0¢ %*Et

2) Shot sfstQHAM o Qs fYEls 7Y Y FE % £ ez st °'“AI°*01|A1 o AMutE, MMT mitHEQTe Z&hof thst %*Eh:HIEEC’I HE2 RTMER
El gauﬂ 1} OANSHALE, AZSE AR H 02 (.25, 075, 2.25 mg° Cha HOUZARS 90 U SMINE UMAIE(N=221)0M H2LHESS BE %EOFOM
UMHMOZ Rt QTC 70742 AIRSIR| 29U 2Lt QT 24242 S7HAIZ 4 Qe %2 ato] HR A| 2951010k 510, QT 2+240] AR E|0f UJiLL HAE 4
JUE 7+L**° 7Kl Etxtof = F2lsto{of %Jtr

3) 0| Ao p2 2 24A|7+ 0o 79 U FE oY = LSTR LUTt

4) & 5 7Y U FEO| XZ= B0 & 24AIZ7IX| HELSEO| Y2k0f HIs RolEt0] LS,

5) SUAEAZ(5-HT3 84 Z&H)2t Ot MZEHN AZ(MEH NZEH S+ AHMAH(SSRI )sar NZEY L20t= 22l 11E4 AHMHM(SNRI) 5)9f HEE0
0|2 MZEH SSZ(FAMEY Hal RA2MF7IsTo, MA2S 0|42 Z&)of thst 207t QIUC o] YRt CHE MEZEHN AZ HEXZ 7t YAHOR
HESICHH SEXbof| S HASH 2HEo| oSt

5. ASHE
1) % CHEZS MAE M CYP RAS WhHZ 8 thA AZE SaHM HMUZEE XA 0] 242 F2 CYP2D60 2l5H LHALEIH, CYP3A4 L CYP1A20] 2l5H

ne
II
=t
2]
ﬂ
_|1

2) In V|tro A|°401|A1 LR NEE2 CYP1A2, CYP2AB, CYP2B6, CYP2C9, CYP2D6, CYP2E1 & CYP3A4/59 EdS XNallatx| 22m, CYP1A2, CYP2DS,

CYP3AU/5S) S48 REatx| oftrin walxigr (CYPoCIoE Haslxl gt waik OAHoR QONOIE rSAEAIR0| LiE IS AS L,
3) 2125t AlZS tAOR TR MER 0.25 mg HUZALR HAHENS 20 mg HUFALS HE A| T 42 710 S 5HE] ASEIR0| ZAIE|X| QLT
1) A28 A28 tyoz B2AEE 0,25 mg2 HiYol BUFASHD, 0 mH LIS E (apropitant§ 322 212! 125 mg, 80 mg, 80 mg A7 S0 Al

ggwggq OLZSHM m2to|Efof KoM U= B3l YUUCH (AUC: HE ¢S, Cmax : 15% 371
5) 725t NS N0Z ZRZILHER 0.75 mgS HHEEMRASIT HES2L3t0|=(metoclopramide) S HY

20|M 9l ot ASRIRE LfEH-fII ofolT}

HE 012
4310 mg 4 ZFE0HES 0, ASSIHoR

)°'”AI°*01IH 0] 42 FZE[FAHZ0|E, 2EH, STLE/STEM, SZ2A|, J2|0 22N AST S EAS i NSEE0| LIEFLEX] UL
7) AEYREUL 0|23 AB0A ZZHERS 550 SUABBQHAAAZ2IE AO|ZREAINI0S, AERIE SAZHAL D[E0L0[Al C)2| BtEtAe Rslsix|
ororq
8) MEtH AIEE'-l MHES AHH(SSRI)} HIEE'—I r2olEy L E4S ARF(SNRI) Sl CIE MZEUA %20} SEUHIUS(5-HT3 22H| 259 HRE
0|° Ailii §E(’éﬂt|é! § 3t Xr2AE7ISHE, MAZS 0|4 Zaho thst Bt UL
6. Y2 U £2QE0f it £0f
1) 271> : 712 B
SHEO| 60 mg/kg/day(MEHE 7|ZO2 AR UNTE FM £0 EF9| 1894H)) K| ZTE0stL, E7|0] 60 mg/kg/da (MEHY 7|Z02 Al M2Q
UMY MU E0f SOl 3789H)7HX| AT A7[FHAIE 20} 0] o= OISt fElE Moj E= ERRtO) CHat Saiiahe Thate|x| QIoiCt J2iLt YA
Aoz st &*’ééfﬂ A= °'”AI°*0I MAE } glct, S82 HYCZ ot MAZSHAY Z02EH Ma*oﬂﬂl LIEtLH= BIS2 SN 5T £ U= A0
OIL|ER, 0] A2 B Lt AR02F AAZ0l|A ALZEHOF S,
2) £ 9] &xtol E0{H tf ¢

o0z Lt Aolofo] 8BS e giF| ot
TRLNERY 95029 03 oiHE & £ Qir} BIS %SS0| 9
LR HEZOZ 0I5t ZUQY JISHS HPODR AQH0| AL 0k=0)
7. Aoj0f izt &

1) otststauol o3 QU

3

rir
—LI
>IIE
—LI
2
_>.:

2) #& = 7% 3 FLE0|M 18M) 0[5 A0t0f cht AT Y REY

o stz
I_ﬁ

25/ Sl

QTR0 ot fSot 20| MM 654 0l TR 18M0M 64M7IX| St 2ol 2L MEZ| =S xH0|= SARACt SHLYA | Qs FLE=
T X TE YA HIIS SO o B} 13748 5, 316'1*(23%)0| 65 040[%11, 718(5%)0[ 754 O OIUCt. 0|F BXZ0IM MY E= FEH2 Xf0|7}
BEx oorolt oS SIs HSS Hols TYXISS of AIH0|M MQI=IUTh 1 BAxt0f tfet 8 ZHo|L S BUERIS LK Yt 44 5 29 Y
TE YAl it g2l &xt 1520 g 5, 738(5 5%)0] 854 0| 0|%iCt, 0] AMAEOIA L DXI0IN BIZHA0] 01 IS HS BHE 5 oL}, dgz
Zbojl Zabxiol OxtA X402 HO|X| otTh B StstQERol Jsf REEE 1 U TEY el THXIHM RE L0 Zol7t Goiom, 42 3 7 U TEY B3

SHOM= XH0|7} O Y=|X| Gi=Ct, SHAIT I_'%iIfOﬂH of ool 93 40| HEs| BIE ANRIEE oict
9. AFFHAIY XX

0] o0f Cféh ereltl = gick, YT W Rzt ) Helslolol sick 83 29 N UrgoR, 50| 40l BEX7} 0] 9 90 1 fko (6 o
St 822 S0l wolth 0|18 AFYASI 0,05 mgol 2580 o= BTOT} 0] SHZS 12 8TAI Bl 1, 0|¥S LA0| W2, el
8- 12 AASIX| /toL}, BEEH(VA)0] 27| 20| £A2 DYool Fol K27} OLIC HES DIRA0E 0] o

= FotLic atEgt o |
Al st 82 B3 HY Soide o, AIBHo[IT 28 54 B4

229| 947HH(AS)/4748) (0t

2) O] US| £E0{ M, 0|F ZX{L} HM 0{EE S0tO2 24015100} SiLY,
3) e & H2 A2 1 7[5t0{0F STt
11, 7|Et
1) CD-10tRAZ 0|25t 1043 LAMAIZ0IM, 0] 24210, 30 L 60 mg/kg/day 2HCZ ATEN 512 1 ZUS QEUAIF|X| YL 22 S0 AL
MAULE-= AR Cfst HEEE? 0.25 mg REFOMOI °|K| TE:(AUC=29.8ng - h/m|)°| 150 ~ 289tH0f siEatict. Spraque-Dawley HEES 0|88t
104F S0t LUy AIFU M 0] &2 23 5‘-< 70l 242 15, 30 2 60 mg/kg/day & 15, 45 2 90 mg/kg/day 2222 ATLE0 ULt +|_’93F01|A1°I
MAMLEDE fE*OH CHet HEZ2R| M2 Ol I_L:gE(Plasma AUC)°| 137 ~ 308K 0] HE*o}@'EL 2 HEW M 0 & Ro{of oo FAMYNIZXISIHNES

(adrenal benign pheochromocytoma), %Wﬂ} 0***E°’3§7<|2M1Ii—~(combmed benign and malignant pheochromocytoma)°| LMO| B7t=AH

MM ZME(of pancreatlc Islet cell adenoma) ¥ HYMME S5 ME - AF, L[5+ MBQ
LABIZ It SIS =4
2) 0] &2 Ames' test, CHOMZ (CHO/HGPRT) 0|25t ¢

Ot=o0
[=rory

LMYIETH BTN AR HEMME ZHHZME 3
oM thyroid Ccell A% 2 23} MZ - 9x0| HMHI:I|57|. 7<7|.5|.04|:}

80| A, ZEMZE 028t UDS (unscheduled DNA synthesis) Al = DIRA ASNE ASS

%EH %"15’82 LIEFLA| ?J%Ef a1t CHO MIZZ 088t chromosome aberration test 2ot AMH A 20tE 2L
3) 0] 2 60 mg/kg/day (HEHX 7I" OF M XU S0 HY S29[ 1894t) SLX| Z7 FOist 2 U 7 HEQ| 2ElES L HA (0 FHS DIX|X| Q4
[MEdH] Y2g7| Y ot 22 A2(1~30C) 23
[ZECH(] 5 Hto[2 (1.5mL)
% OIoF QENY 5 HZOR Q1510 AHE7(510] Zte| ALt A HI QET|UALL AME OJUE 2 oFIMA} 2 o|UTLIARIE S5t0] wekste =L

« O] HEZA AYAUTH20153 068 23%)0 |§- HAE LS hitp://www.cjp.co.krofl A 21t £ QI&LICE
« HEZMOl 7IHE|X] ph2 FAZ0] LIEHE B QJAILE %A f£E Stz oot ee| A(http://www.drugsafe.or.kr) = (94F FaiAlz] E)oll L2=F YA,

« 221019/t M (hitp://drug.mfds.go.kr) 2UE ZA
E Tz Yn MEEME HHotAe.

- BE2A

+ 01210| £0] ZX| ?c“: R0 SH3HL,

HYE SN TE B olQlols
- NB7[5t0] A OlorES

ALE3HX| oiM L
ALE3IA| OHM L.

Reference 1) Smith HS et al. Annals of Palliative Medicine 2012 Jul; 1(2): 115-120

[ Eolxt]

CJ“. HealthCare

FD-071024
MHOIEAA O FASZAL LD-150623
N2EYA 7 532 330 11,125(48 s, MHOIMYMZAHEH)
TAS=ME] : 080-700-8802

http://www.cjp.co.kr

[MZ2|2XH  Helsinn Birex Pharmaceuticals Ltd.
Damastown, Mulhuddart, Dublin 15, Ireland
[RIZX}] Pierre-Fabre Medicament Production

Aquitaine Pharm International
Avenue de Bearn, 64320 Idron, France

130813106



