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Suicidal behavior and ideation and antiepileptic drugs

Safety Information, Postmarket Drug Safety Information for Patients and Providers
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http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetylnformationforPatientsandProviders/uc
m100190.htm

O LM FROEH

FDA [FEEIEFE IR, TAdA, KEE, ZOMOERE (FrEaE, MRk IEE
BERE/ R ) DIBENTE H SN AP CADA KO UGET IR CE A AR L2 mmLT-, £7-,
FDA | X787 43 12 BB 1 2EOAT 8405 Medication Guide (BB AT EFE LT AR) bIER T 5 Lo B
sKU7-, 2008 4 1 H 31 H*! L[] 12 A 16 H*? (T FDA %45 (FDA Alert) 2%4TL CTLLF%, FDA
T CADAIEDORLEEZ L L, BRI DOV AT DR ZHED TND, T A, FEREE,
Z DO B OIRFIME AT 1L OB CTANATKIZOWT, 77 'R BRER O A T %
1707z, ZORER, BRCESEHRITENL, (FHIF OEWEICHEAZ o7, 11 foHiT
AP AFET—RRITILEL TUNe, 2O, SN DE SIS BER2RLS, T X TOHTANA

HIZARCEEATENDOY A DL T 5T L2 e L T (Rl 2008 4F 12 A 16 H {9 FDA
BHEOTHEBH),

S EFMELE BICBE TR EMEFROEH
OFTRTOFLTADAIKDOURA X ELWET

PUCADAFELHE IO RIEEF L, BRQESEBITEIOVAY ERAICEHT2EE4B
N 2720 R SCEESETL, ZOUAZIZHOWTHRE OPFLREZ BT 572812 Medication Guide
VRN 2T E Ch D, ZNOOFEL, SUERTEAEZZ T2 T N TOHTAAFK (FLHIE
PO B2 Jin LT DIEBRL) AR R EL TN,


http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm074939.htm
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/ucm100190.htm

PRl

22 MRS R Vol.7 No.13 (2009/06/25)

O XELWET U5
A CEYUGT O RELGITLL T D@ T D,
Carbamazepine[ ‘Carbatrol’ ], [ ‘Equetro’ ], [ ‘Tegretol’ ], [ ‘Tegretol XR’ ], Methsuximide
[ “Celontin’ J, Vaproic acid[ ‘Depakene’ ], [ ‘Stavzor’ ], Divalproex sodium[ ‘Depakote
ER’ ], [ ‘Depakote sprinkles’ ], [ ‘Depakote tablets’ ], Phenytoin[ ‘Dilantin’ ], Felbamate
[ “Felbatol* ], Tiagabine [ ‘ Gabitril* ], Levetiracetam [ ‘Keppra’ ], [ ‘Keppra XR’ ],

clonazepam [ ‘Klonopin’ ], Lamotrigine [ ‘ Lamictal’ ], Pregabalin[ ‘Lyrica’ ], Primidone
[ “‘Mysoline’ ], Gabapentin[ ‘Neurontin’ ], Ethotoin[ ‘Peganone’ ], Topiramate[ ‘Topamax’ ],
Clorazepate dipotassium [ ‘ Tranxene ], Trimethadione [  Tridione * ], Oxcarbazepine
[ “Trileptal’ ], Ethosuximide[ ‘Zarontin’ ], Zonisamide[ ‘Zonegran’ ], 83X OENZENDT =
Y 78,
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Testosterone gel safety concerns prompt FDA to require label changes, Medication Guide

FDA News Release
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http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm149580.htm

FDA X 2009 45 A 7 H, L ENVE /2T ANAT a7 VAN CTHH [ AndroGel 1%’ 1 &
[“Testim 1%’ JORERE AN (1ZxIL, B SCE~OPHA LSS B0 B R A @M L7=*, Zhb
OB OMEAE LOEANIZLY, BRETICTANAT m AR (CRIRE) SN0 E
TER #2521 7272%, FDA IX ERLO#H EZ ERL TD,

TANAT BTV, %xl\x%u‘/%f“ﬂiuﬁf;ofmx TN BEUDEALRNF M~
OEHDEFRSN TS, ERd 2 8L Ed, JF° BBElc 1 B 1 B85, [“AndroGel 1%’ ]i%
JEERA~DBATH KGRI TND, BIEDOWAT SCED MEH LR T, R T LBtk
IZFEWE, B LT E 2 KA TR IO RL D,

FDA CDER (Center for Drug Evaluation and Research: [E3& 5 fH i 5E2 2 —) D2 —K
T% Janet Woodcock 18 t:i%, 2D BE IS T E B2 E LA MLEMEO 72D ITKRBE TS
23, WEYNAE A LW EEE T T RgIERSE 25280385, FDA (X2 b4 320 A
WXL, ZRBEED/NRESF 7D I B EOTEEICHOWTHMSELILENRHD | &
R ~7=,

[‘AndroGel 1%’ ] (7 ARAT 7L EL Tieb Z<ILT S TWD) 1, 2007 K E OFEFH
IFHT 140 HHFARIESNTZ, ZOH5BHK 2.5 L, ZHEORMISIMER O ICHRAIS U,
[ “Testim 1% 113 2007 4£12#9 37 5 1EF87IS 407~ (SDI 410> Vector One National® 7 —# 1),

AT SCEIE ] EOEED TSN TODITH2 05T, FDA X 2008 4512 A 1 H £ T,
1% 9 WADD 5 IR ETO/NERT ANAT BAC ZIRIEG SN s % 8 BT CT\5, Tk
t FDA [ ZRIEBEORE A ZTTBY, ZNHOWMEIZOWTUIBEL E 2 —HFThHD,

UE 2 — B+ A TONTERR S ISR 2/ NLOF EE G, s (BEREK) ORE
BIZRER, BEORMFRA, FEMOET, VEN—JTlE, ZORIITEIN G E TV,

FEAEDIEFIT, /INENTANAT a7 VTR FE S Ve le b L, s - ERIXIEIE L2, Lo
L, IERUT-MESR M FE IR IE D RESIZH 3RS, Bl NEDOEFL0b A a0 E
FOIEFILE BTz,

A [“AndroGel 1%’ 11% Solvay Pharmaceuticals #1:, [ ‘Testim 1%’ Ji% Auxilium Pharmaceuticals #1:23 i,
B AR BT DA SO TRALIRILIC T, SDI AL 22K B DT —# R — 2, FEIE TR D
P A &L, http://www.sdihealth.com/vector_one/national.aspx




22 MRS R Vol.7 No.13 (2009/06/25)

PRl

—HO/NITRBEAZ W22 T2 T U e ble o, Fio, it 1 Bl NI, -
JEIR DRI DR EAENTZT20 ABe AR Tl 232 1) 7=,

INRAZAHE IR D B YA OB (B D “IRMEBOFB) NHLNDLGER, TARAT R ~
D ZIRIEFEDO FREEN O AL, EREFEE TS T RETHS,

FEAEORERIT, EFERGL O A I B O R A SF Lo loiow, WA B LT
B2/ NRANE AL TLEo72,

FDA NZERLU CTWOEI SCEUETICRY, ZRIREDOVRY, BIOZDOYAZ 2L T2DIZE
HAREEICE TG HR R END, £, FDA [3RLEEH L, ZhHOR O~
T4y G| &R EV AV % LEIHZ LA MEFEIZT 5720, REMS (Risk Evaluation and Mitigation
Strategy : UAZ G « 88 Jaoet 3) O—Bg L LT, ZH 0L Medication Guide (B M1 [ 3K L
TAR) AR T HLHERLTND,

FDA (37 ANAT NV T DR N ISR, ZRIGER O I REMHE 2 i/ IME T 27201285
RELLT O EOEEEHELE T2,

- BARICLTAREEAKRE O TRERSE T 528,

« BATLIZT NVDELNZD, BATEN A RIETEIZ L,

- D NED R R T RIS DS AT, FRTCL T R IR KA O T8 A AL A TR
HTHZL,

< INRELERE, ZNBORE AT 5 B O T ANAT B B AN~ OBl AR T 52
&

- G (M F— %y b Te) THEA LT BRSSO ARRGERL G o i (R B
BEERZSIESEZT TN D D) I THERHTET 528,

EFREHEZ LB Z L, TARRT a2 L O I ) B SRS E OREIC
ST, FDA @ MedWatch 7 HFRME 7 07T LICHE T DIOHELE T2,

BEER
k10 AIRIZEHEL T, FDA NBLL T O MANEF ST D,

- ZeMEER (Safety Information)
http://www.fda.gov/Safety/MedWatch/Safetylnformation/Safety AlertsforHumanMedical Pr
oducts/ucm149346.htm

- B B L OVE RN T M T R B SR A 2 4 1 ) (Postmarket Drug  Safety
Information for Patients and Providers)

http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandPro
viders/ucm161874.htm
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Golimumab/[ ‘Simponi’ ]: Important safety information regarding the risk of serious fungal
infections associated with TNF-a blockers

Dear Healthcare Professional Letter
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http://www.fda.gov/downloads/Safety/MedWatch/Safety Information/SafetyAlertsforHumanMedical
Products/UCM162809.pdf
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*1: FREDV 7R LOESR M2 2N [k FDA]Vol.6 No.22 (2008/10/30) z % i,
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ders/ucm124185.htm

*2: W 3CE (Medication Guide (R T EIRS AT AR) 25 T IX NV 722 M,
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©Golimumab (T TNF alfa &/27v—F /LUK, VU ~F HIEN: Phaselll(2009/05/18 HiTE)
WY 3 TE 7 (2009/04/24 12K [E CHAGREAS)

©Certolizumab Pegol (PEG b4t TNF alfa & /71— L HiIR, 7o— iR sl 58581
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Summary view: safety labeling changes approved by FDA Center for Drug Evaluation and
Research CDER — April 2009

FDA MedWatch

181 H :2009/05/18

http://www.fda.gov/medwatch/SAFETY/2009/apr09_quickview.htm
http://www.fda.gov/medwatch/SAFETY/2009/apr09.htm

COMETIE, HEELA O EL, R, B, A0 LodE, BIEM, B A
WMOFHH DFRRWET 2R T, RITITERK LA LUGETEFTOV AL, £-3EMRICITSET SN
HA LML, MBS F3 S, TS e L e %&ﬁﬁ%iﬁéh’(b D,
5 : BW (boxed warning) : #4745 C (contraindications) : 5=, W (warnings) : %5,

P (precautions) : i F 7 EE, AR (adverse reactions) : EI{EH,
PPI/MG (Patient Package Insert/Medication Guide) : f8.# F 1%

WETSH-HE
KER S (—k4) ‘1; clwlp lar l;})é/
Extraneal (icodextrin) Peritoneal Dialysis Solution OO |00 |0
Remicade (inflximab) IV Infusion O O O | MG
Orap (pimozide)1 and 2 mg tablets O O
Prevpac (lansoprazole 30 mg/amoxicillin 500 mg/clarithromycin 500 mg)
Soma Compound (200 mg of carisoprodol and 325 mg of aspirin) O O
Aleve (220 mg naproxen sodium) caplet, tablet, and gelcap [OTC] O
Aleve Liquid Gels (220 mg naproxen sodium) capsules O
Aleve-D Sinus & Cold and Aleve-D Sinus & Headache (naproxen sodium, O
220 mg and pseudoephedrine HCI, 120 mg) Extended-release tablets
Axert (almotriptan) tablets OO0
Carbatrol (carbamazepine) Extended-Release Capsules o]0
A AIEDTIVYET
Celontin (methsuximide) Capsules O|0O
HHCADAIRDTVKET
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WETSN/=H B
KERE 4 (—4)

Bl olwlp|ar|P?

w MG
Depakene (valproic acid) Capsules and Oral Solution OO0
R CADAIEDT L EET
Depakote (divalproex sodium) Delayed Release Tablets o]0
Depakote ER (divalproex sodium) Extended Release Tablets
Depakote (divalproex sodium) Sprinkle Capsules
FHCADAIEDTIVYET
Depo-Medrol (methylprednisolone acetate injectable suspension, USP) OlO0 |0
Dilantin-125 (phenytoin oral suspension, USP) Suspension O
R CADAIEDT IV ET
Doribax (doripenem for injection) OO0 |0
Enlon Plus (edrophonium chloride and atropine sulfate, USP) Injection O
Equetro (carbamazepine) Extended-Release Capsules Ol10
FHCADAIEDTIVYET
Exjade (deferasirox) Tablets for oral suspension OO0
Felbatol (felbamate) Tablets and Oral Suspension Ol10
FHCADAIEDTIVYET
Gabitril (tiagabine hydrochloride) Tablets 010
R CADAIEDT L EET
Heparin Sodium Injection, USP O
Ibuprofen 200 mg capsules O
Kaletra (lopinavir/ritonavir) 200 mg/50 mg, 100 mg/25 mg Tablets and O|O|O| MG
Kaletra (lopinavir/ritonavir) 80 mg/20mg per ml Oral Solution
Keppra (levetiracetam) Tablets and Oral Solution OO0
Keppra XR (levetiracetam) Extended-Release Tablets
R CADAIEDT VT
Klonopin (clonazepam) Tablets OO0
Klonopin (clonazepam orally disintegrating tablet) Wafers
FHCADAIRDTVKET
Lamictal (lamotrigine) Tablets and Chewable Dispersible Tablets OO0
R CADAIEDT IV ET
Lyrica (pregabalin)Capsules OO0
R CADAIEDT L EET
Midol Extended Relief (220 mg naproxen sodium) caplet [OTC] O

10
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KERE 4 (—4)
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Motrin O
Children’s Motrin (100 mg/5 mL ibuprofen) suspension [OTC]
Motrin IB (200 mg ibuprofen) tablets [OTC]
Motrin Infants’ Drops (50 mg/1.25 mL ibuprofen oral suspension) [OTC]
Motrin Junior Strength (100 mg ibuprofen) chewable tablets & Junior
Strength Motrin (100 mg ibuprofen) tablets [OTC]
Children’s Motrin Cold (100 mg/5 ml ibuprofen and 15 mg/5 mli O
pseudoephedrine HCI) suspension
Mysoline (primidone)50 mg and 250 mg Tablets O|0O
FPTADAIEDTIVYET
Neurontin (gabapentin) Capsules, Tablets, and Oral Solution OO0
FRCAPAIEDTNVKET
Peganone (ethotoin) 250 mg Tablets o]0
R CADAIEDT IV ET
Sarafem (fluoxetine hydrochloride) Tablets O O
Stavzor (valproic acid) Delayed Release Capsules OO0
R CADAIEDT IV ET
Tarceva (erlotinib) Tablets OO
Tegretol (carbamazepine) Tablets, Chewable Tablets, Suspension, and o]0
Extended-Release Tablets
R CADAIEDT VT
Topamax (topiramate) 25, 50, 100 and 200 mg Tablets and 15 mg and 25 mg O|l0 |0
Sprinkle Capsules
Tranxene (clorazepate dipotassium) Tablets Ol10
FRCADAIEDTSNVKET
Treanda (bendamustine hydrochloride) for Injection, 100 mg o]0
Tridione (trimethadione) Tablets ORNO)
HHCADAIRDT~VYGET
Trileptal (oxcarbazepine) Tablets and Suspension Ol10
FRCAPAIEDTSVKET
Zarontin (ethosuximide) Capsules OO0
FHTADAIEDTIVYET
Zonegran (zonisamide) Capsules Ol10
FRCADAIDTSNVKET
Arava (leflunomide) oral tablets, 10mg, 20mg, 100mg O
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KERRA (—i4)

BRTSNIIEH

sw

PPI/
MG

CeeNu (lomustine) Capsules

Cordarone (amiodarone HCI) 200 mg Tablets

Glycet (miglitol) Tablets

O] O] O
O

Kayexalate (sodium polystyrene sulfonate, USP) Powder

> o

Mavik (trandolopril) 1, 2, and 4 mg Tablets

Minipress (prazosin hydrochloride) 1, 2, and 5 mg Capsules

Copegasus-R (ribavirin) 200 mg tablets in combination with Pegasys-R
(peginterferon alfa-2a)

MG

Duraclon (clonidine hydrochloride) injection, solution

Lovaza (omega-3-acid ethyl esters) Capsules

Metadate CD (methylphenidate HCI, USP) 10 mg, 20 mg, 30 mg, 40 mg, 50
mg, and 60 mg Extended-Release Capsules

Mifeprex (mifepristone) Tablets

Suprane (desflurane, USP)

Avelox (moxifloxacin hydrochloride) Tablets
Avelox (moxifloxacin hydrochloride in NaCl injection) 1.V

MG

Cipro (ciprofloxacin hydrochloride) Tablets

Cipro IV (ciprofloxacin) 1% Solution in Vials

Cipro IV (ciprofloxacin) 0.2% Solution in 5% Dextrose
Cipro (ciprofloxacin) Oral Suspension

Cipro XR (ciprofloxacin extended-release tablets)

MG

Detrol (tolterodine tartrate) tablets, 1 and 2 mg

PPI

Factive (gemifloxacin mesylate) Tablets

MG

Levaquin (levofloxacin) Tablets

Levaquin (levofloxacin) Injection

Levaquin (levofloxacin in 5% dextrose) Injection
Levaquin (levofloxacin) Oral Solution

MG

Noroxin (norfloxacin) Tablets

MG

Proquin XR (ciprofloxacin HCI extended-release) Tablets

MG

* : Dosage and Administration (VLR L OV &)
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Vol.7(2009) No.13(06/25) R05

[ 77 # Health Canada ]

e Erlotinib[ ‘Tarceva’ ] : {H{LEF BRI, AT 4—T VR -Tav ) AEGER, ARZEAREDHEEX
P B B IR

Information on the association of erlotinib [ ‘ Tarceva’ ] with cases of gastrointestinal

perforation, Stevens-Johnson syndrome, and corneal perforation

For Health Professionals

1B H :2009/05/08

http://www.hc-sc.gc.ca/dhp-mps/alt_formats/hpfb-dgpsa/pdf/medeff/tarceva_2_hpc-cps-eng.pdf

http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/ 2009/tarceva 2 hpc-cps-eng.php

(Web 5 H :2009/05/11)
@ Hoffmann-La Roche #:0 b DEFEMEEZ HIFR7F—LZ— *!

Hoffmann-La Roche f1:i3 Health Canada & & D 5%, erlotinib[ ‘Tarceva’ ] fs HIICRE 2 &
O 2 VR WA LT H @A 5%, Roche 413, AL05 # 08AK GRIE B AE ~ D IE FEIR
el LT Tarceva ] O 29 DER IS, BAEGLN TODEAH MEEEIZM->ThHo7-
b, RUF—ERITT D,

[‘Tarceva’ Ji%, bb LRZEEHAN 75 25K 1 1 (HERL/EGFR) o ¥ —EHERK THD,
[, WEIC LR LD L FREL VA BTN L 2D > T R PTEIT RS DU NI D I/
M AfiE (NSCLC) 4 (EGFR D FEBLRDLAN G F 72T AR D B ) (2569725 BLAIRIE D KRR
TN,

Roche tHidulE D7 7—~abt V7 A (B Z ARG IH#E o —B L LT, [‘Tarceva’ JD
il FHIZRE 32 LL F OEECHiT- e 2 MEE WA LG & @5,

[ “Tarceva’ JIC L AIBEE =T CWAERE T, LB ZEILOREFINRESN TS (0.1~
1.0%)
[“Tarceva’ JICEDIEMEZ T CWBHRE T, AT 4—T7 LA Tal VU JEGRERS TEN (FF#E
FPLHEIUNE) DS TR S A2 KSR » I i 0D B FEE IR D] 703 i s S 41TV VD (0.01% A ) o
[ ‘Tarceva’ JIZEDIRHR AT TWDEHE T, AIRZELOREFI D HRE S TND (0.01% K
i) o

FRROWTNOOBFERSHFBLLUIZEBE 2, [ Tarceva’ JIZXAIHEE FWr £/ 13 1k
THIE,

Roche fLiXilEH O7 7 —~<abt I  AIEEO—ERELT, KA, BR®RE, Tk TlES
Ni-ibEREE, ZEEME, REEICOWT, BT 7Pty AT A TEONZ 7 v
I L7, ZNHOFHMEICHESE, LLFOHELEEZ1TH,
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DR

HLE 221

ERAREER, B ¥, ST, [Tarceva’ 1 FH FBE OVHLE 2 FLOFEBIAY EFUHE ST
W5 (115 B), IS FrAERLE S, BB AT oA R3E, NSAIDs (GEAT A RIEHIRIESRK) , 2%
YU RPUEAI R —ADCEFIEZ DI L QOB HERE, XM LRS-/ = R E!%@@E?ﬁi
HHEE X, WILERILBBLOVATZ N Em W, HILE BB BFI1TIE, [ Tarceva’ JIC
HIREE R E I k3528,

ZKHE A - e At oD B S JE IR

R ERE B IR E T, [Tarceva’ MEEHBHEIZIRNT, AT 4 —T U R Da Y EBRRER
TEN 2RSS KM « RIBLIED B 8RR ORER] FEFl2 & T) 25, TGS T
% (10 f51) , I - FIBLPED Bz FEFER SR BLL 7= BB 121, [ Tarceva’ JIC KD & i £/
k528,

R

i

IRFRBRE HJE & C, [“Tarceva’ I BHE D AMBEZRALDIERD, T<ETRESN T
% (6 1), ABIEETERILL Tarceva’ NZBE T 2BERIOF EHL THY, LT /7 T771TIELL
HIDREE SN TS, [ Tarceva’ 1TARRIZHOW T, BEBO R E, wrEA R, Ak
72 EDIRFEEL MG I TEY, ZNOITAREZE LA BEIEBEE ROV AZK T Thod, IREDE (IR
7 E) MAMERIE X EAL L7 B I, [ Tarceva JICLATREA I E/- 13 k32528,

Health Canada (3H17E, [ ‘Tarceva’ JORLEREF L IL, FRtoZ2EREIZ OV TR E
TTT7DLE 2—%E{T>THEY, ZIUILU TREGE /7 I 7 BNGETSID T E ThDd,

17 JR 74 ft B B L 5 2N BE GR35 U~ O Ul e xS X, ERIEFE LIHEE DO
FIKAFL TD, [ Tarceva’ 1l B ICHEERA F UL T I A FH UL BLL -5
A1, Roche t1: 721X Health Canada (2 &4 9 #5952k,

BEER

*LARRZZ—LH—LIZIEFRCAEDOR 72— 2 =3, K[E FDA B LU E MHRA B i %1
SINTWD(FRETA MRS ),
K [E FDA (OSI Pharmaceuticals ft:35 X OF Genentech £L:7)>5)
http://www.fda.gov/downloads/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMe
dicalProducts/fUCM150610.pdf

2 [E MHRA (Roche Products #E72>5)
http://www.mhra.gov.uk/home/idcplg?ldcService=GET FILE&dDocName=CON049050&Rev

isionSelectionMethod=L atest
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DR

3k 2 AT OWNT, — %A1 T % (For the Public) & /TSN TWA (TR A M2 HR) .
http://www.hc-sc.qgc.ca/dhp-mps/alt_formats/hpfb-dgpsa/pdf/medeff/tarceva 2 pc-cp-eng.pdf

http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/public/ 2009/tarceva 2 pc-cp-eng.php

Okrlotinib(=/LvuF =7, L RFHIN T35 AR (EGFR) F i ¥ — B ILE AL,
PUENERE S [EN  FE5THT 1o FEoTHT

Vol.7(2009) No.13(06/25) R06

[ 774 Health Canada ]

e Efalizumab[ ‘Raptiva’]: 7 F #2317 528 5 B & RERFBATRRY FiF

Market withdrawal of efalizumab[ ‘Raptiva’ ]in Canada

For Health Professionals

1B H :2009/06/11
http://www.hc-sc.gc.ca/dhp-mps/alt_formats/hpfb-dgpsa/pdf/medeff/raptiva_3_hpc-cps-eng.pdf

http://www.hc-sc.qgc.ca/dhp-mps/medeff/advisories-avis/prof/ 2009/raptiva 3 hpc-cps-eng.php

(Web 5 H : 2009/06/17)
@®EMD Serono Canada fE0>bDEFEEFE TN 7F—1F— (FF)

= M R TR R SE efalizumab [ ¢ Raptlva 1D FZITBITHMTEETHSHEMD Serono
Canadafl:i%, Health Canadali® b, ZRVMEIZIRENH LI FEIZD 1 2B T HIREHE
TERELEA,

[ ‘Raptiva’ JiZ, PML (ETTHEZ Btk VB INIE) DUARZ DTeD_XRT 4y heD/RT U A8 RATFT
7RNEDEMEA (B 2 3,5 7°) O W2 521, 20094E2 A 20 H IS 412 81F DI C KGR —
EEENITEY Wl

[ ‘Raptiva’ ] O 4513200943 A 11 H ITIF IS4, D% T HIfaf &AL TRy, EMD Serono
Canadatti3:200945 14 H, FE/5 LI EE 16 L9~ COIER A& B T2 L@ LT,

EMD Serono CanadathiZh #2313 %[ ‘Raptiva’ ] 5 iz 72 & 384 E 2T HWY T, 2009
E6 18 A AT 4 e G e R O CRIM AT TERLARDTE THH*,

2EER
k1 ARFZOWT— RS E B TARSN TS (FREOV 7525 )
http://www.hc-sc.gc.ca/dhp-mps/alt_formats/hpfb-dgpsa/pdf/medeff/raptiva 3 pc-cp-eng.pdf

http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/public/ 2009/raptiva 3 pc-cp-eng.php
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%2: PRV 7BIVERMLZeME#RI 774 Health Canada]Vol.7 No.08(2009/04/16) %
2,

http://www.hc-sc.gc.ca/dhp-mps/alt_formats/hpfb-dgpsa/pdf/medeff/raptiva 2 _hpc-cps-eng.pdf

http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/ 2009/raptiva_2_hpc-cps-eng.php
*3: CKETIE 2009 4 4 H 8 HIZERFEAIZ S B FEINANEEI S (B R A 2 2RI R [k

FDA]Vol.7 No.09 (2009/04/30) 2 2], FRJN T 2009 4 6 A 8 H 248 mIIY &8 i iy

FEKRRERY T vl amE iz (EU EMEA O F4 2 HR),

O©FEfalizumab (e MEE /7m—7/L IgGL Hifk, =5 H PERCRFRRER HESh S5 I CRIE], BN,
AFH)

[ Z7TGA ]
BANLE: YN

Vol.7(2009) No.13(06/25) R07

[NZ MEDSAFE]

o =2 —VU—JURILBIAETFHREERIGEREY — VOB

Launch of an electronic adverse reaction reporting tool

Prescriber Update Vol. 30 No.2

1B H :2009/05/11
http://www.medsafe.govt.nz/profs/PUArticlessADR%20Reporting%20Tool-May09.htm
http://www.medsafe.govt.nz/profs/PUArticles/PDF/Prescriber%20Update_May09.pdf

Za—U—F U RIZBWTE e f ERS#E — /L (electronic adverse reaction reporting
tool) OFEHMREALASNTZ, ZOHE Y —/LiL CARM (Centre for Adverse Reactions Monitoring:
BERSE=LV 7R =) ~OESE WA E SO WS ZIEE T 5120 ICE G S TERY, —
I BAZEE T ORI Y 7 0 =7 6B OFEMIE RS BB AT TELA I/ iEEH
A& 75,

WHO DRz LT, =2—Y—F  RIE WHO 707 Z h~OBMEOHT 1 N 47-hD#H
B D 2\, 2 WHO 1, =2 — =TV RIpDOWAI LIRS B @ W EFHEL Td, £
TUTH Db LT, BB T, =a—Y—J 0 R THESNAFEKSITEOE 10 7
IZ L THHIEERL TS,

EBIT, =a—V—FURCEMMINIIIZEIL, 30 O—fkBIEEBF T 2T MRS
T =R OWTHREEAT 272, 1 DU EOWERO A ELISEITT L AF —IZONT, 77 A

16



PRl

22 MRS R Vol.7 No.13 (2009/06/25)

TGRS IV TN 725 RO RO S CARM IZHE SN DT 21 DA Th-oTz,

T TN TWDHREDRELL T, ERBERT Ay =R RN e, ZOFERISN
B THHEARLTLEIZL, ZLTAERILHRE BEAR~DFEETORAICRHZET L2
ENDD, A ERIEIAEY — LTI LT EO TR L > OB ST,

ZOWEY— NV ERE T HE, BHEORREEIREN A B A SN m AR RS, 4
Tar TR O R RS TED, V7T B CThIVUR, V—/WZI v FHES, #H A,
PR T EDRH OO AN SN TS, AEMISIZOWTOREE A LS THUE, 7270y
JCHE 5% CARM |ZiE(5 TX5,

ZOHEY — T, HANEROREDHERSILTND, BEFHRIE =E— " —% Rk
TL0, MEICEHENLEHREME T HDIE CARM DA THD,

Medsafe |38 -4 NG E RS HE DI SB35 D L/IFET 5, &5, BERE L
OZOMORAE O NE [ ICERSNDZECLD, K EIIREEREZ O ERGE OB
PHHEDT-O DT —H LB a—2 B TELIINTD, ZIUCKD T — AT O ULEE 3 FE 3
L, BEMS T FNVOREENRS D, o, =2—U—FURTiE OTC [EIA EMizeE K,
(complementary medicines) (22N TOA E M TSN HEZITNDR, ZOHEY — 132
NHDEEFERICMEERH T HHDOLLTHHIF SIS,

DT RAE T AT WTH E GO BT & — B E A~ EHEERE T A R o 27
LThDH, ZOVAT LOFIHIZED, WFE LESESL L BRI DN 2 LOBRER BRI AL
SNHEERbND,

Vol.7(2009) No.13(06/25) R0O8

[NZ MEDSAFE]

o« TUUFT UV EWEESR (ACE) HEIRL T L VAT v R B REHIEK (ARB) OHFA
Combination use of angiotensin converting enzyme inhibitors (ACEI) and angiotensin
receptor blockers (ARB)

Prescriber Update Vol. 30 No.2

B H :2009/05/11

http://www.medsafe.govt.nz/profs/PUArticles/PDF/Prescriber%20Update May09.pdf

http://www.medsafe.govt.nz/profs/PUarticles.asp

ONTARGET &5k (Ongoing Telmisartan Alone and in combination with Ramipril Global
Endpoint Trial) T, telmisartan (7> 47 > 2 S B ARFE G (ARB) ) & ramipril (7 P47
VAR SR (ACE) BLE SR LOPHIC W THEDM T 7= P, Telmisartan & ramipril O T
13, A EH O B FIRLL_E CTO LML E R FROBDITFBO SR oT2), B~ HFRER
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OB F5, BHREO 20E L, (RIfLE, TH, KAYY A fE @%Efﬁb%%hf:o

fiho> ACE FHEZKE ARB Z0F L= ERT 2 A& B 2u)s CHFH LS A, Eiio
TR G T DDNIAH THD, WSFE L, % DB TACE [HEFES ARB @{#Fﬁbwﬁﬁ
BN LEL BT L T2 B OO EAT, BEEMORBUCOWTRE L EICE=FI 7T
H3OHET %,

X R

1) Mann JFE, Schmieder RE, McQueen M, et al. Renal outcomes of telmisartan, ramipril, or both,
in people at high vascular risk (the ONTARGET study): a multicentre, randomized,
double-blind, controlled trial. Lancet 2008; 372:547-53.

OTelmisartan (7 /L IV L2y, SIERETRIER, 7o U470 | 5 IREDLER)
E N FETeix MESh 3R
O©Ramipril (F37°U/v, ACE BREFHI] st : J8 72 3

Vol.7(2009) No.13(06/25) R09

[ EUEMEA ]

e Efalizumab[ ‘Raptiva’ ]: EU (23317 528 i B & R &k 5 AR B T
EU-wide recall of efalizumab[ ‘Raptiva’ Jto be initiated

Press Release

1B H :2009/06/08
http://www.emea.europa.eu/humandocs/PDFs/EPAR/raptiva/34625509en.pdf

EMEA (R [ 38 5 77) 1%, Merck Seronottdefalizumabl[ ‘Raptiva’ J1Z-oW\C, EU (BRI E )
NI > TS T R TORL AR5 Z LIS FE LZ, ZHucky, [“Raptiva’ IEEITEES,
SR, W HE B LINIZ T X CREIRENS, [Raptiva’ 134 %%, EUIKN TIZA T CEe{d
TETHDH*,

EMEADCHMP (= 3Eh 22 B 4%) 13200942 H , #EIR I Té[ Raptiva’ ] (DX R 7 ¢ kA3
SIFERELARNTE, BIO ‘Raptiva’ 18 1 B ITIIPML GEEAT M2 BAME LV IME) FIEA &
LEBARRIWER OVAZ 30D LA BT, RFEATR— H#Ht?&%bﬁ% =2,

F7z, [‘Raptiva’ [ B 1TIE, RIZRICEDBR A BICH LT, RO ERDIGEIEICIR A
AT T DI0BIE LT,

CHMPIZ, [ ‘Raptiva’ JDORFEATR—RHE LA BRI 250U T, RFEO T 1o U R7
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# ERDEE 2 SNLBEEMERET DO DI T U AR T 53085 LTz, Lo,
[FIFKDOMAH (BL1E I 7e A GBS ) 122009424 A, SOICHRRRERZ I3 2B AN 8%
CHMPIZi# %L 7=, Merck Seronoft:i%20094-5H , EUIZ351T B M i 5o AR ELY T 1T & 1IE XU
LTz, AMEICBT2EC (FRINE B S) O EITFLRAREIND RIAALTH D,

W e AR — REE L ORTIZ [ ‘Raptiva’ JIZRDIREA =T TV T R TOBRFIL, 3 TITRbdY
ERDIRFIEICBATLIZIX T THhH, EMEAIL, EUMBEM TEE LT mERIZHEW,
[ “‘Raptiva’ ] D2 B 5 RN AFEEE 357200, MAHEEBEC T /1%t T D,

SEEFH
k1 X CHIRFRIRFIC 5 5 Y & B B Fe AGREY T 238 S 47z (Health Canada @
FLEESM),

*2: TROTARBIOEREM L2 #EU EMEA]VOL.7 No.08 (2009/04/16) % 2R, 7233,
PE[E LT ZOHIRIE FIRFICIRE — R IR 2 B LT,
http://www.emea.europa.eu/humandocs/PDFs/EPAR/raptiva/2085709en.pdf
http://www.emea.europa.eu/humandocs/PDFs/EPAR/raptiva/RaptivaQ&A_1552509en.pdf

O HETIEEMLZEMER
[ ¥ FDA]Vol.7 No.09(2009/04/30), [ %% Health Canada]Vol.7 No.08 (2009/04/16) fi,

O©Efalizumab (EMEE/7m—7F/L IgG1 ik, =5 F IERCRHERERE HEsh - Rin Bl CKRIE, BN,
H1F4)
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I FHBA TN AHIND BEEELER

Vol.7(2009) No.13(06/25) R10

[ EU EMEA ]

e WHO DFRAL TN PR TFIv 7 ESITHEVY, EMEA 23 EiE BT E 2B G

WHO declares influenza pandemic — European Medicines Agency initiates crisis-management
plan

Press Release

1B H :2009/06/12

http://www.emea.europa.eu/pdfs/human/press/pr/36704209en.pdf

(HLT AV ASEBE T HR D)

200946 A 11 HDO WHO I LAFTRAL 7o DR FIv I B E55 17T, EMEA (R
= 3R 5 T 1 fE R BRI O S A B AE LT, ZORHENIL, /> 7N U ITF 0T A /LA
FOFHORHAE, XTIy HSN L EDZ M =2 T b E HEET D,

BRIA TN S T Iy 7T 7 F o PMEM TELIITRLETOR, IGRITITT v
ZHMEHTED, EU IZBWTAY TNV BT IR T L AR COM D AGEEI TOD T AL
AEDIG, JATI=HF —BHEIKD oseltamivir[ ‘“Tamiflu’ 1& zanamivir[ ‘Relenza’ 178 A
(HINL) VANV AICH R THDHZEDIRSFLTND,

200945 7 EA], EMEAIZ AL 7V FAHINLIO S T Iy I BWAIZE S S5 60O
[“Tamiflu’ JO1 wREO/NE~OEHE, [Tamiflu’]- [ ‘Relenza’ 1AL - 5 7L D Lot~
DFEERICERET DAL L AZ R, ZNHOEIRMIL AT O /N EE IR - AT DL
PO CE AL ABALTZ, AT, [Tamiflu’ JOAZHARDOSENSTE~DIERELHEEL
72 5 THIZ, [‘Relenza’ JOAZNHIBRAE & (55 B74) AR EIC L > TRRBSN T D,

O HETIEEMLLZEMER
[ EU EMEA ]Vol.7 No.11(2009/05/28), Vol.7 No.12 (2009/06/11)

Uk

U

2 D

—% K EE T
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