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(W] Peramivir IV
H|FDAE 2009 HINI influenza ZFdo] 8Hxl = oJ4l=lE B4 A 9 2o 9 3AbollA] peramivir IV 2FA| 9] -3FARE-5<]
(emergency use authorization, EUA) o] th&}] U.S Centers for Disease Control and Prevention ©J|4] FDA 1|51 kA1 peramivir A& A] SF
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(W] Exenatide (Byetta)
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B4 A7 FAE 23R AT s WSl Al AR Rargdd] w4z A7) ?ﬂS}%X}(Clcr ( 30 ml/min), ESRD 34} 52
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W Oseltamivir (Tamiflu)
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0.075mg/1.5mL (0.05ma/mL)
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- Antiemetics, Selective 5-HTj receptor antagonist
- Blocking serotonin, both on vagal nerve terminals in the periphery
and centrally in the chemoreceptor trigger zone
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- Chemotherapy-associated nausea and vomiting
: chemotherapy A1} 304 7 0.25mg & 30% ool A3 A A}
- Postoperative nausea & vomiting (PONV)
s anesthesia induction 27 0,075mg& 10% ool 23] Ao FA}

5) Pharmacodynamic/Kinetics

- Distribution : Vd : 8.3 & 2.5 L/kg

- Protein binding : ~62%

- Metabolism : ~50% metabolized via CYP enzymes (CYP1A2, 2D6,
3A4) to relatively inactive metabolites (N-oxide-palonosetron and
6-S-hydroxy-palonosetron)

- Half-life elimination : Terminal : ~40hours

- Excretion : Urine (80%, 40% as unchanged drug)

6) Drug Interaction
- Metabolism/Transport effects substrate (minor) of CYP 1A2, 2DG6,
3A4
- Avoid concomitant use of palonosetron with apomorphine ;
increased level/effect of apomorphine

7)0|4HES
- Cardiovascular : QT prolongation (chemotherapy associated (1%;
PONV 1~5%), bradycardia (chemotherapy-associated 1%; PONV 4%,
hypotension(<1%), sinus bradycardia (<1%), tachycardia
(nonsustained) (<1%)
- Central nervous system : Headache (chemotherapy-associated
4~9%; PONV 3%), anxiety (1%), dizziness (<1%), fatigue (<1%)
- Dermatologic : Pruritus (<1%)
- Endocrine & metabolic : Hyperkalemia (1%)
- Gastrointestinal : Constipation (1~5%), diarthea (<1%), flatulence
(£1%)
- Genitourinary : Urinary retention (<1%)
- Hepatic : ALT, AST increased (<1%; transient)
- Neuromuscular & skeletal : Weakness (1%)

8 ZoALEt
- 77| : Hypersensitivity to palonosetron or any component of the
formulation
SAEE Hypersensitivity to other selective 5-HT; receptor

antagonists, WH] W& e o}Fd Fa A Fo
o= #t
9) Pregnancy Risk Factor: B

10) Lactation : Excretion in breast milk unknown/not recommended.,
(ratel| A EH7he/d Bo] f-5ollA T Al 551

1) &2 A ™M :0.075mg/1.5ml/V, 0.25mg/5ml/V

* 2E31.53] : DI Handbook
Package Insert
Up to date

* B2 AR Z01 5-HT, (Antiemetics) IV H|x| 24E ztE
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0.075mg/1.5ml/V
Alox® Iy Palonosetron
0.25mg/5ml/V
Anzemet® Inj Dolasetron 100mg/5ml/A
Nasea® Inj Ramosetron 0.3mg/2ml/A
Navoban® Inj Tropisetron Smg/5ml/A
4mg/2ml/A
Zofran® Inj Ondansetron

8mg/4ml/A

ok 7} (&) 1Cycle 2 (Inj + PO) HIZ=At
25258 PONV : 0.075mg
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54812 Chemo-induced : 0,25mg
24289 3A+4T F=
43,129 2A+4T o}t3
23136 1A +5T nbE] A~
80683

3A+ 10T GSK
14861
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\Journal Review )

Palonosetron plus dexamethasone versus granisetron plus dexamethasone
for prevention of nausea and vomiting during chemotherapy
: a double-blind, double dummy, randomised, comparative phase [I| trial

{Introduction})

oA TEE ey AFRE BE AN M BAV HE S Y shvold. FE 4L &% e
Enterochromaffin cellsZ2 %8 1] == NZE o) oJ3|A] n|FAAFAE ol Y= 5-HT; receptor/} A== who} fkdvty &
HA] 9}, o]H 7|H O 2 5-HT; receptor antagonisti= chemotherapy-induced nausea and vomiting(CINV)E of|#-sl=t] &3] A}

253 9l o 142l ondansetron, granisetron, dolasetron, tropisetron< acute CINVE: of|isl=d] A3t 3= 1ot} 13
U o]# ol @ Hol| = E-5}31 Moderately or highly emetogenetic chemotherapyZ ¥ #-2}2] AUt =7} delayed CINVE 7
Fsh= 20 & e CINVE controldh= regimen]] thgh A7t71 T o] Fojzjof g},
Palonosetron< 24|t 5-HT; receptor antagonist24 =& d &k H3}Ado] ax dF wz7]7} Zoj(2F40hr) moderately or
highly emetogenetic chemotherapyZ = 3]l 919] acute and delayed CINVOA o a37} 9lg-o] & ). ulehr] 2 o
= o]¥ IAE h o2 Acute and delayed CINVE ofil5H= regimen© 24 palonosetron 0.75mg + dexamethasone vs
granisetron 40ug/kg + dexamethasone®] &5 ¥ w8}314} S},

{Methods)

2006 79 SYHE 20079 5€¥€ 31U Alolo] dxE o] 757) 7]Fo|A EHHE Moderately or highly emetogenetic
chemotherapy(ie, cisplatin, or an anthracycline and cyclophosphamide combination [AC/EC)E = 931} 11437 Ao =
Bk, 2% ZA 4l 133k 111475 0] AF-of 3718131 2™ Palonosetron )| 555, granisetron ol 55975 o] wjA e}, Ax}
o e F AL AL Stochastic-based coin 7L ol 3546] BAEE F-249] WAL emetic riskell FEL 1IRE
89l(ex. sex, age, the type of highly emetogenic chemotherapy)& I12/5te] gt A A7 ol FEFS v A A FE= FALE vl
A5 2leh,

BAE-2 Day 19 chemotherapy Bt7] A dexamethasone 16mg IV ¢ 3 palonosetron 0.75mg &< granisetron 40ug/kg=
29| Fof Mgkl Day 2, 39| cisplating F¢] ¥ 32+ dexamethasone 8mg= IV %o ¥3l AC/ECE e IAEL
dexamethasone 4mg< POE Fof viglt} 2| Xl o] uf= ™ Antiemetic formulation© 2 749} A E o] 9] efficacy= FL3F H o
2 H53aL dexamethasone®] FAB 25 o] AAH Q] X8 735 whgste] e d Aot

Primary efficacy end pointi= acute phase(0-24h postchemotherapy)9} delayed phase(24~120hr postchemotherapy)s<t
complete response(no emetic episodes and no use of rescue medication) $A}e] H|-&0|t}, Secondary end pointi= overall
phase(0-120hr)9} 24417ttt} 7]1=H complete response(CR)2] H|&3} complete control(no emetic episodes, no use of rescue
medication, no more than mild nausea) #2}2] H|-& emetic episode?] <=, emetic episode”} 212 UERA A7}, rescue therapy
o] £ A7t nausea] HE(VAS)o|t}, FER 282 8 FoF &, 7| ZH et

{Results)

- Primary end point

Acute phase(0~24hr)oA] CRES HQl Aol H| &2 F 15| H|35=3} St (palonosetron(75.3%), granisetron(73.3%) [95% CI -
2.7 to 7.27]). Delayed phase(24~120hr)d|&= palonosetron oA CRS Hol&= 34} H|&o] BAgH o7 FoA4 A =dot
(56.8% vs 44.,5%, P(0.0001). Subgroup2 A3} 312 uj acute phased| A& HAlo] k=2 37} 20% A= E%kAL 554 o)<
Satol A 19% g% ¢ Z wh-g3Fl o delayed phasedl|Al= AW, vrold wE Aol §lith. FE=+ Acute phase o+
cisplatin 0] 13%74 =, delayed phasedl]i= AC/ECT0] 9% A= ¢] $-3t 3= H o},

- Secondary end point

CRE Hol 3219 H]&& overall(0~120hr) phaseZ H W palonosetrondl|A] & ¢ =& A2 HTH(51.5% vs 40.4%,
P=0.0001), W}& o] M&-3 ZHSFALY 48A1ko] AHEA] B @37} ol A7) Alzkel] A% Aol7} stk Complete control&
acute phasedl= F & FofF Fholl 2 Aoz} g1l oy, delayed phase(53% vs 42.4%,P=0.0003), overall phase(47.9% vs
38.1%,P=0.0007) | &= palonosetron F&lo] ] & ZA =Tt 24lo] ¢IAT 3Ate] H| &L Delayed phaseol A
palonosetron 37.8%, granisetron 27.2% (P=0.0002)%1.2. ™ emetic episode’} §IAE FA}e] H]&-& delayed phasedfA]
palonosetron 63.2%, granisetron 54.2% (P=0,0023) ©]$JT}. VAS scorei= palonosetron®] T =AY 553} T},

Fo] A HRuE FQ oFEH A8 0 W] (Palonosetron 17.4%, granisetron 15.7%)9 E<% aminotransferase2] 4% (palonosetron
4.3%, granisetron 6,0%)°]%1 ™ palonosetron ol 4] grade 4THA] &] H-2-8-0] 7+ o] 17 R E Sl o} Ak« o] AdAALS QI
I RE 22820 grade 1~39] |33}t
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(Discussion)

Emetogenic chemotherapyS W= SAES A S E 3t phase I triald|A] 24 - FEZ o¥3l+=t| palonosetron®]
granisetron 2.t} acute phased| A+ x}o]7} Q1A|WF delayed phased| A+ subgroup(’d®, to], chemotherapy type)ol| gl o]
o ¢t d9E B

A Guideline dexamethasone¥ NK-1 antagonist, dexamethasone} 5-HT; antagonist®] &g FH38aL Qlth, NK-1
antagoniste AA| Yol AL831A] 2o H dexamethasone¥} 5-HT; antagonist®] W-8-& U FAEoA T o] B
i1, 71 % palonosetron®] 58 5-HT; antagonist2 Fod 4 9l o g2} A2}y,

- Mitsue Saito, et al, Lancet Oncol 2009;10:115-24 -
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Influenza Virus Vacc, Fluad® Inj 0.5ml (654 ]’ 0.5ml/PFS Novartis Vace./SKAUZ | $AFY, F5371 HlH9

Influenza Virus Vacc, Flumist® Nasal Spray 0,2ml 0.2ml/EA Medimmune/=5AAF A4, F2371 )¢

Adenosine triphosphate disodium  ATP® Inj 20mg/2ml 20mg/2ml/A o[dol/slelgl A /mdd ALY, g

L-Arginine HCl L-Arginine HCI® Inj 15g/25ml 15¢/25ml/V Phebra/MERE/AZHE LAY, T

Pyridoxine HC Bidoxin® Inj 50mg/1ml 50mg/1ml/A e/ Alg g2 AF27) vFd

Disodium edetate Edkilate® Inj 3g/20ml 3g/20ml/V et/ Algm g2 FEF7H HEY

Ascorbic acid Mega-C® Inj 10g/20ml 10g/20ml/V g/ Al Y2 FEF7}

Glutathione, reduced Tathion® Inj 100mg 100mg/A o} -

Human papilomavirus Cervarix® Inj (298 0.5ml/PFS GSK/=A A} HAFY

2) ACHI|24E
459 o}Ed EEEX H[Z=AL Hl 1

Vace Antivenin Salmusa Antivenin® Inj 6000unit 6000unit/V SKA| 2k AR Bl i 2=y

(Snake Venom Antisera) (A : Kovax Antivenom” Inj 6000unit)

Piroxicam Bcyclodextrin Brexin® Tab10mg 10mg/T Q. 2006} pr#ielz] 23

(WA : Pelubi” Tab 30mg)

Methylprednisolone acetate Depomedrol” Inj 40mg/1ml 40mg/1ml/V Pfizer RAZAH AT ofdt F=H7]

Human insulin (NPH) Novolin-N* Inj 1000unit/10ml 1000unit/10ml/V =7t AR R ofg =]
(1A : HumulinN* Inj 1000unit/10m)

Nelfinavir Viracept™ Tab 250mg 250mg/T o} AZA} AT ofet T=3]7]
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