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(] Mycophenolate mofetil(Cellcept™ )
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-FDA, 14/AUG/2009 -
W Orlistat (Xenical® , Alli®)

Xenical(FZ2]2FE), Alli(dREe|eRE) F2] AJE o2 Aul= 1 QI orlistat 2332 <FAI7E 7F 753 Al ok Fahg-o] HilE o]
HEDA7} 3F ARE AE 571 o= dArh 199d5H 2008 109714 1 75 F4 6ElE Xt 1t &7 3287} FDA's
Adverse Event Reporting Systemel|] HILE] Q] o, i Sk B35 3]0kt 5] Sdo|3irt. H|FDAE thE ¥ A5 ol s = Al
AT Fol| B2 & DA A odistat S HASFAY 58-S SR FEE 257 9 SERfof|A] A arsksict.

-FDA, 24/AUG/2009 -
(m] Leukotriene Inhibitors : Montelukast(Singulair®), Zafirlukast(Accolate®™), Zileuton(Zyflo™ and Zyflo CR®)

H)FDAE 20084 39, 20094 1€ ol] ¥FE3}90E leukotriene inhibitors(montelukast, zafirlukast, zileuton) T+ ¢HAA AHE Jd|o] EE}S]
o} AT oAl S B85 AN FrAfollA] ABARIEHA AL (R, T4, BRNE oF 8, W, -8, B, AREE, AR, X1 B)7F By
olgtom, AUA R F FoatgH e fF 8- AT EE A=A 975k 210 2 A AT S H o s XL o2t ofAlIET A
AR AteE] At 7Fs Aol sl QIAIekaL, Sl ol 2fgh F2do] v b 789 Bdef ot delatedof sk, o s xle St A 5
7 A B8 FAE TEet=E skt

-FDA, 28/AUG/2009 -
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( KFDA QFA A8k )
m TNF Z 34 (Enbrel®, Humira®, Remicade®™)

FH = "]FDAY TNF 434 (Tumor Necrosis Factor Blockers)7} 2o} @ H Ao o] gz x = o WAy} AkAdo] 9leS 1t
E3F3Tt. oo = TNF DA E ARg-gh Aol A Ad 7kt 485 oAl o Foko] Ao, o] T At Awr} &
Zpoln, YwA|7} diEdy SA% nFt Fog BANIN FUhH o2 dA| TNF A3A|9)} et g 2184 3t
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o} 35 ZARSEAL Qlvhar ¥h3lch, E=sk TNF Z3HA|17 g, A4 5o H2A80% A3 7hs/do] e A o= whag g e} 2
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- KFDA, 10/AUG/2009 -
(ARR2Ee] FoJAta WA )
) Piracetam (Nootropil®)

Piracetam-2 21740 2 v A | m g2 AR $ixlof|A] FoJ3|A] A8 =S 31, 552 A% $x(Cler { 20 ml/min) A= F
ofshA] gbolof gt} HEdh, o] e At 3] AAEo] Jormg AF G, e A e 5o 28 d3e ok e
Lol A Fof A] Folafof 3kaL, AFAIF AN o] kS 14 1.6~15g B8 4] foF FoTEY 2 5dtF, £, AEANF, ¢
Z50] RIMsHA BaEon g ot 7|AIARE- Al ] 3)|of gt W8 o] 414 =3

- KFDA, 7/JUL/2009 -
m Cefmenoxime HCI (Bestron® Ear & Nose Drop)

o FeF 6147 ] FAE g AT I Ald F 2APET o] dukg-of B FHlE2 QlataAe Lol 0.49%(3/614
W= HTHAL, o] % o] o5 ATBAL 2l Ao ZAE AL 29K 0.16%(1/614)0I . ATTAL ABgl] T
U], T, 97 ol A2 0.16% = Yo, o] F o dekA] etk kol kg o utEl 19o] HarH

- KFDA, 11/AUG/2009 -
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- Benzisoxazole atypical antipsychotic agent

- Primary active metabolite of risperidone

- Mixed central serotonergic & dopaminergic antagonist : improve
negative symptoms of psychoses, reduce the incidence of EPS
(high affinity to @i, D2, Hi, 5-HTx receptors, low affinity to
muscarinic, 5-HTia receptors)

S

- Treatment of schizophrenia

-H] &7} 85 : Psychosis/agitation related to Alzheimer's
dementia

PE-T -
- 6mg QD in the morning, titration 22 Q.
FHA] F 2 5UHA 3mg/day A FoF (Max : 12mg/day)
Aol gk =k 24
- Mild (Cler 50~79ml/min): ID : 3mg QD (Max : 6mg QD)
- Moderate (Cler 30~49ml/min) : 3mg QD
- Severe (Cler 10~29ml/min) : 3mg QOD

5) Pharmacodynamic/Kinetics
- Bioavailability : 28 %
- Distribution : Vd : 487 L
- Onset time : 4~5 days
- Protein binding : 74%
- Metabolism : Hepatic via CYP2D6 & 3A4, minor meta-
bolism({10% each) via dealkylation, hydroxylation, dehydro
- genation, and benzisoxazole scission
-t% : 23 hrs, 24~51 hrs with renal impairment (Clcr {(80ml/min)
- Tmax : ~24 hrs
- Excretion : Urine (80%), feces (11%)

6) Drug Interaction

- Increased effect/toxicity : CNS depressants, centrally-
acting acetylcholinesterase inhibitors, itraconazole, or
lithium may increase adverse effects/toxicity of paliperi-
done,

- Decrease effect : Carbamazepine, rifampicin, St John's
wort may decrease the levels/effects of paliperidone,
Paliperidone may decrease effects of levodopa and other

dopamine agonists

- H& ] Sedation, drowsiness <7} k& : Alcohol, TCAs
(amitriptyline), opioid analgesics (morphine, codeine,
dihydrocodeine), benzodiazepines (diazepam temazepam),
antihistamines (chlorpheniramine, hydroxyzine),
hypnotics (zopiclone)

- 8] Orthostatic hypotension 57} k& : Antihyperten-
sive agent

- W& A] Arrhythmia 57} ¢F&E : Antiarrhythmic agents
(amiodarone, quinidine, disopyramide, sotalol, flecainide),
antidepressants (amitriptyline, imipramine, maprotiline),
antimalarial agents (halofantrine, chloroquine, mefloquine),
other antipsychotic agents (thioridazine, chlorpromazine,
sertindole, haloperidol), IV erythromycin or pentamidine,
cisapride, atomoxetine, furosemide

7)0ldHkS

+ Cardiovascular : Tachycardia (12~14%), QTc interval prolongation
(3~5%), orthostatic hypotension (1~4%, dose dependent),
bundle branch block (1~3%), AV block (first degree<2%),
arrhythmia (<2%)

- Central nervous system : Headache (11~14%), somnolence
(6~11%, dose dependent), akathisia (3~10, dose dependent), EPS
(2~7%, dose dependent) parkinsonism (<7%, dose dependent),
dizziness (4~6%), dystonia (1~5%, dose dependent), hypertonia
(1~4%, dose dependent), fatigue (1~2%)

- Endocrine & metabolic : Weight gain (6~9%, dose dependent)

- Gastrointestinal : Nausea (4~6%), dyspepsia (2~5%), salivation
increased (<4%, dose dependent), xerostomia (1~3%),
abdominal pain (1~3%)

- Neuromuscular & skeletal : Hyperkinesia (3~10%, dose
dependent), dyskinesia (3~9%, dose dependent), tremor (3~4%),
weakness (<2%)

- Miscellaneous : Anaphylactic reaction, bradycardia, edema,
hyperglycemia, ischemia, neuroleptic malignant syndrome,
palpitation, priapism, prolactin increased, sedation, seizure,
syncope, tardive dyskinesia, tongue swelling

8 FolAfat
-57] : Hypersensitivity to paliperidone, risperidone, or
any component of the formulation, $% 2] 43}7]3%
2 2 A2 A}, =83 lactose intolerance$kA};
9) Pregnancy Risk Factor: C
10) Lactation : Enters breast milk/not recommended

M EZHHME: 3mg/T, 6mg/T, Img/T

* 231373 : Package Insert
Up to date
DI handbook (17th)
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\Journal Review L

Randomized, Double-Blind, Placebo-Controlled Study of Paliperidone Extended-
Release and Quetiapine in Inpatients with Recently Exacerbated Schizophrenia

-2 Schizophrenia A= AUS D& H=9] P55 H3l7l FHHE acute psychosisE T 7@ 3kct. A8k}
qel Azmde e 4 245 A8 BAolr, o] sla] o7 SIS WE Folsh Flo] Aukaolt). Aypicl
antipsychotic agent?] paliperidone ERS schizophrenia® 23590 2 50lE %] o, #-E onsetS Ho] 4P 23}
= 34 84 A5 2972 Ao 4#A Jr}. Paliperidone extended release ¥ F& =2 peak-to-trough
fluctuationo] FA3tE L% F/dEo] AHEetel| oal] WEEe AW AA= HEe] &5 titration §lo] 14 13] X5
g0 Azhe Ao saek

3 YYFAAA Placebot quetiapined H|3) 2 efficacyE Hol= ASE &3 risperidone paliperidone?]
parent molecule® d7A &30 2 ZAsl= WAV} HQ3lT s1F 23] B8] FHEY, T3k, CYP2D6(major),
CYP3Ad(minon)ol oJ3) thAsIo] 22 ARE BIAFEIE B eblsh 8 Al HEFEAE s HE Melato] ARt
= FAH od. T Paliperidone risperidone®|ut T antipsychotics2} 2] CYP2D6$} 3A40] 2]t thAl}
AGHololA THE SRR T} W8 A 4528 /b0l Ao R e Ao A gl

E A5 FZ Schizophrenia 7¢0] ¢tstd YU3A 2 JHS Q=2 sl AE UF S E paliperidone ER¥}
quetiapine& 7|3t F oI5} 3-8 v safety 9} efficacyS W]l - H7}sk Aot}

{Methods)

200619 SYRE 2007 797HA] QI=, Ao}, $-Fgtoly, nlTrol A FHE F4ko] of3lE schizophrenia 32} &
39975 22 2 paliperidone ER, quetiapine, placebo ol F-2H¢] vjAste] o]z o 2 23A7F kA QM o] o]
L 4FA7 HE AW F 657 AP T schedule® AAHo] AP AT 184 oA 654 7FA &
Schizophrenia(paranoid, disorganized, undifferentiated types) 2 FIeH#-e 312} 2 acute exacerbationg 4 °]7} 4
= wuk A Positive and Negative Syndrome Scale(PANSS) ¥ 7}ol|A] symptom scores>49] gh&-0] Zo]x= 27],
Clinical Global Impressions scale®] severity scale > 5 o|HA] Y¢S LR 7, ojn] Y3l A= o=
Paliperidone ER 19 9mg, 12mg, quetiapine 19 600mg, 800mg Fol 2 2 Uit} Paliperidone ERT2 6mg S
2 A1Y9~3Y, A4LHEE Img, 7} S A AISLFE] 12mgo 2 FoFE ) 01| quetiapineTS 1Y 50mgE A2,
] 100mg, 200mg, 400mg, 600mgE ZF&at L, F7F F3F A] A8l 1Y 800mge & Z&atglrt, M8 A
Fogge ddaro] Fue Al &3] A=t

Efficacy= X EA]Z} baseline,3,5,7,9,14,21,28,424 o] PANSS, Clinical Global Impressions scale®] severity £}
change(Z+Z; CGI-S, CGI-C), composite response measure(PANSS total score reduction>30% and CGI-C 15+ 2)
58 275ato] Wrlet ek

(Results)

6F Al S ES-2 Paliperidone ER 77.5%(124/160), quetiapine 66.7%(106/159), placebo 63.8%(51/80)ZLFEls:
31,59 o] HF PANSS H38}+= paliperidone ER(-11.4, vs placebo p(0.001,vs quetiapine p{0.05)¢] quetiapine
T(-8.2)5Y ¢ & Ao g YElgth HAd Y R AF AT FU} 0 H(paliperidone ER : -23.4, vs placebo
p<0.001, vs quetiapine p<0,001), paliperidone ERT%} placebo®} H| R A] TAZ F2 A4S B AHp(0.001), 45
ko] e aH 7|ZF Fob H|S23t FUkAE ALE RS-0l = paliperidone TollA] least-squares mean PANSS total
score change® oA EA|2 o2 723k 7| 835 B H}t) (vs placebo p=0.002, vs quetiapine p=0,023)
Monotherapy 7|7t 5t 7} &3F o] 4Hh-3-(>10%)2 tremor(paliperidone ER, quetiapine, placebos;13.9%,
5.0%, 7.5%), somnolence(8,9%, 11,9%, 1.3%), insomnia(10,1%, 9.4%, 11.3%), headache(12,0%, 7.5%, 13.8%) &
o] LA A|RE TR & o] FH-EE 6.3%, 10.1%, 6.3%= YEFRTE

{Conclusions)

E A% Paliperidone ERZ} 714 8] AR5l Q& atypical antipsychoticQl quetiapineg H| 23 AF=2
paliperidone FojollA @713 S04 (5LA)) H 247} thZ2 (quetiapine ¢, placeboFe])ol v]s)] ¢ @
< ¥ quetiapine G 8 W 25 FEAIFHANA & T4 ) o] placebot ¥} Bl S28 A 0 2 UEbET
HIM3 Q)9S 93} Schizophrenia $H419] HiF AY77HL 1292 w21 7942 82 92 3f=0 & o
ol paliperidone ERS 25 ©@ @ H7]7koll A placebol} quetiapine 2.t} & A3k PANSS, CGI #A4HS H it}

Quetiapines /13 Fol Al SHE ARATNE B/} EALLL FOFAW, A2 FAE ATE] B2
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antipsychotic responseZ} 25¢tol| B eJZjof gtr}ar A ekalar ok, o] A4ulk-g- Mol A Paliperidone ERS o] A o] AA+4
o} H|S=3k e B =, paliperidone ERT9IA= hypertonia(paliperidone ER, quetiapine, placebos;8.2%,
2.5%, 1,3%), tremor(13.9%, 5.0%, 7.5%), hyperprolactinemia”}, quetiapinest-ol| A= dizziness(2.5%, 6.9%, 1.3%),
sedation(3,2%, 8.2%, 2,5%), somnolence(8,9%, 11,9%, 1.3%), thyroid hormone level ¥3} o] T =& Ao & &}t
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(Pharmacy News Brief

- Carla M, Canuso, Bryan Dirks, et al, Am ] Psychiatry, 2009; 166:691~701 -

UBHBARY> (7/21 ~ 8/12)

1) aekE
d4EY ofFdY A HE HIZ=AL Hl 2
Loperamide Loperamide® Cap 2mg 2mg/C el A F=H)7] S A
Insulin Human Humulin-R® Inj 1000unit/10ml 1000unit/10ml/V Lilly F2)3]
Salbutamol Ventolin® Nebule 2,5mg/2.5ml 2.5mg/2.5ml/EA GSK HAFY, FE5A
Cladribine Leustatin® Inj 10mg/10ml 10mg/10ml/V JANSSEN AP, 7o)k
. ) A7
Coagulation factor VI Novo Seven® Inj 60KIU, 120KIU 60KIU,120KIU/V EHUAA
SREEEPER
Trolamine etc Biafine® Emulsion 46,5g 46,5g/Tube 1 S, FEH)7) siA
Varicella Zoster inmunogobulin+—— Varicella Zoster Inmune G*125uni/2, 5ol 125uni/2,5ml/V =4t A Z=H)7) SliA
Nafellin Sodium Nafcllin® Inj 1g gV By oA Z=g)7) 3]
Human chorionic gonadotropin (HOG)  Pregnyi® Inj 000unit S000uniy/tm/A 3T 7R= ] =7 A
2) A=W |2HE
o 4= EEEX EIN Hl 1
2009-17F 2FA}9 93] 24
Salbutamol Ventolin® Resp. soln 20ml/Bot GSK O teds 23
()] : Ventolin® Nebule 2,5mg/2,5ml)
, R . Az S
Human Insulin Novolin-R® Inj 1000unit/10ml 1000unit/10ml/V =7
(A : HumulinR® nj 1000unit/10ml)
Labetalol Trandate® Tab 100mg 100mg/T GSK AzAHA ST et FE5)7]
Vace, Influenza virus Tnfluenza™ Vace, 0,5ml/PFS 0,5ml/PFS =Mz AZAL A F42 st dA] ZE5)7]
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