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e Drug Safety Update Vol.1, No.12, 2008

o EREHFBLZE varenicline[ ‘Champix’ ]: AR B E B BRI TE oo 2
0 BRARARR—IREA]: LHEAEIOUAYT EF e, 3
e Deferasirox[ ‘Exjade’ | : [F AR LNFHREE =42V 7 OB, H GO H il V85, B IRME
. ittt ettt b bbb h e b st b A b b e a e a et b e bbbttt 5
e Adalimumabl ‘Humira’ ] : [T T HEAZY S 7 SBEDIRET oo 6
[>k FDA(U. S. Food and Drug Administration) ]
e FDA/CDER (2552 & MIC B 2R /RSGTOBEEE (2008 45 H) o 8
[} % Health Canada]
e Canadian Adverse Reaction Newsletter Vol.18, No3 2008
o Fentanyl £ EZ W UNA (V3 F) : 1T DELBEHII LTI oveeeeeeeeeeeeeeeeeeeeeeeee e 11
o Atomoxetine[ ‘Strattera’ ] : B AATENI RS T DHHTIEI oo 13

[Z TGA (Therapeutic Goods Administration) ]
e Australian Adverse Drug Reactions Bulletin VVol.27, No.3, 2008

o Strontium ranelate[ ‘Protos’ 1 : & ¢ R & [ s S EF AR MAR FEARIE ©.ovovveeeeeeeeeeee 15
SR aVE S - B 11 ey R Qa0 Y £ 2 B4 (e ciy = NSO 17
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[ 3£ MHRA ]

o EIEEEBIK vareniclinel ‘Champix’]: B A& L B ER1TE

Varenicline[ ‘Champix’ ]: suicidal thoughts and behaviour

Drug Safety Update Vol.1, No.12, 2008

1H%N B :2008/07/07
http://www.mhra.gov.uk/home/idcplg?ldcService=GET_FILE&dDocName=CONO020567&Revision
SelectionMethod=L atestReleased
http://www.mhra.gov.uk/Publications/Safetyguidance/DrugSafetyUpdate/ CON020566

(HH)

% O A5 4 B R varenicline [ ‘Champix’ J1Z, 20064F12 A 12 3% [E TR GEBRAAS 41, 200843 A
K FETIZHIZ66,000 N 23R AL,

BT, vareniclineZ3 BfR 972 B £ &IE° B AATH O 5 IS m £o T D, MHRA
2008431 18 H £ TIZ, varenicline® iR I HED B & SRS H ARATEI O & 21291152 1) THY,
ZONFUTLL T D@D Th D,

SR B -
B E% 2
H e 4
B A TE) 4
ERSFNL 118
H&EEE AT 5900 5
* L ROWEIZ 2 DU EOERBEENLLEH
bHDI, FRBEITREREEBZ D,

INHOWMEL, IR DM O LIV R Y R4 A3 Dvarenicline Ik & 05
DHEDOTIho7z, LnL, EEDYellow Card@IfEHME S AT LADT —FZFEIICL B 2 — L7z ik
R, B ORI BZS T2 W BE MBSt L TV o B T, BABERERRBRESNT
WO EDLNT 5T,

ERROBT A2 R S D72, AT L B T ORI E AT Shiz,

>EFH
*1: UGETESN-BEBRICOWVWTL, Tt A E,


http://www.mhra.gov.uk/home/idcplg?IdcService=GET_FILE&dDocName=CON020567&RevisionSelectionMethod=LatestReleased
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- L HESE (SPC)
http://emc.medicines.org.uk/emc/assets/c/html/displaydoc.asp?documentid=19045
- BEmE R (PIL)

http://emc.medicines.org.uk/emc/assets/c/html/displaydoc.asp?documentid=19042

S HETIEEMLLZEMEH
[Z& MHRA]Vol.6 No.06(2008/03/19), [ FDA]Vol.6 No.05(2008/03/06), Vol.6 No.12
(2008/06/12), [ % Health Canada]Vol.6 No.15(2008/07/24) 72

©Varenicline (S =20, a4 By, =IF LU BRI S 7= AN, A B35
EIN & Te b 3R 5Ed

Vol.6(2008) No0.18(09/04) R02

[ 3£ MHRA ]

o EARARR—NRIEH  LEMEBIOY R EF-

Bisphosphonates: atrial fibrillation

Drug Safety Update Vol.1, No.12, 2008

1H%N B :2008/07/07
http://www.mhra.gov.uk/home/idcplg?ldcService=GET_FILE&dDocName=CONO020567&Revision
SelectionMethod=L atestReleased
http://www.mhra.gov.uk/Publications/Safetyguidance/DrugSafetyUpdate/ CON020566

CHEEF

B R FRER DOFE D, BEARAR R — R RIEA|Dzoledronic acid[ ‘Aclasta’ 145 & Utpamidronic
acidlZ DWW, LEMEBENDY R EHA/REESHLTEY, alendronic acidiZ- DV T [RIARD FIREM:
WD, LHL, EARARK—NRIEAN DY AT SR T 4 hDRT o ALF & E RAFChHD,

SO0

EARARR—FRIEANL, BHBRIED THHEER, B _—Y =y MEOIRE, HOMOFEIRIE
LUAO—HELTERE TV,

B BR T — 25, E1E# 54 %zoledronic acid[ ‘Aclasta’ JIC LA 1RIRA 5 () 1= otk B
IZBWT, LEMBIOIAERN EF L2 NS -72Y, £72, alendronic acidd
B2 (Fracture Intervention Trial) 7 —X DL 2—TlL, FEKICLARELZZ TT-E&EICBWT A
BTV SOD, DEMBIOYAY AN E EAMEENRD B,

ZIHDIR AR ENI-Z AT T, EARAR R — MR FEH &0 R E) 12 B 9 B RN 4t
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%ﬁ%ku‘_vt 22— (FRIRERBR T — &, FHEEOCA DD AR, AR LEOLE 22—
&) BMTbi, ALE=2—(2iF, alendronic acidd DEFMBEIO) A4 Dl ITAF S

20@@%@ PEFN TN, WE ORI T 2D TH o7, AEIOLE 20— O
wlELL FOE) THD,

. txnﬁxnﬁ2\~b7ﬁ‘¥%ﬂ@ﬁﬁﬁ D LR MMEN DY A7 IR NEE 2 B, [RFEF DY A7 [~
TAYNDINT U AT5 | EfE RAF T D,

« BEETOLZARRREBRORE )5, zoledronic acid[ ‘Aclasta’ 135 L Tf pamidronic acid (2>
WL EMEIOVAY EH DRI LCEY, alendronic acid (2O CHRIERD AIHEMER 5,

- Zoledronic acid & A #EAID[ ‘Aclasta’ ] :5 LN ‘Zometa’ ] ([ ‘Zometa” TR D —EREL T
3~4 M EICHG-IND) DR SCENRWETSN, BIVH2RIEHEL TLEMEI BINS
7=, F7=, pamidronic acid & A FEANZDOVWTH, [FIERICHA SCEIS L BB B INS L,

- Alendronic acid (ZL2.0LEMEIOUAZ SWTIE, 4% bFEMRLE 2 —2ff 95, =87
AMEHICEREINAUT, ZHUIGEC CTRIZEOIRA SCELHETIND,

X R

1) Black DM et al. N EnglJ Med 2007; 356: 1809-22.

2) Cummings SR, et al. N Engl J Med 2007; 356: 1895-96.
3) Sgrensen HT, et al. B M J 2008; 336: 813-16.

4) Heckbert AR, et al. Arch Intern Med 2008; 168: 826--31.

S EETIEELEZLMEER
[k FDA]Vol.5 No.21(2007/10/18)

©Zoledronic acid ('L R g, B ARAR R — N REWINHIER) EN 387258 W 372 %
©Pamidronic acid (/XX RF a2, Pamidronate Disodium (JAN, USAN), B ARAR R — R E K

IR BN F R0 WS FE e
© Alendronic aud[TI/‘/F z %, Alendronate Sodium Hydrate (JAN), Alendronate Sodium

(USAN), B ARARR— A EWINGIE) E N 858 WS e
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[ 3 MHRA ]
o Deferasirox[ ‘Exjade’ ] : [F R LT =2V 7 D0 EM:, BIEOHINLEE, RS
[

[ ‘Exjade’] (deferasirox): hepatic failure and need for hepatic monitoring; gastrointestinal
haemorrhage and ulceration; and renal tubulopathy

Safety information on medicines for healthcare professionals sent in July 2008

1#%N H :2008/07/10
http://www.mhra.gov.uk/home/idcplg?ldcService=GET_FILE&dDocName=CON023074&Revision
SelectionMethod=L atest

http://www.mhra.gov.uk/Safetyinformation/Safetywarningsalertsandrecalls/Safetywarningsandmess

agesformedicines/Monthlylistsofinformationforhealthcareprofessionalsonthesafetyofmedicines/CON
023075

(Web & H :2008/08/01)

Novartis Pharmaceuticals UK #E0>5H 0 EFEPEEH AR 7 X2 —1L-&— (HHb)

Novartis £t:13 EU % [E R HIERI L &5 > L, deferasirox[ ‘Exjade’ ]2 42 BE95 F it D
HE W AR T 5, ARHE, SE o C X508 VS RIE, £7213 desferrioxamine™
[ ‘Desferal’ Jo>fifi FHANEE S~ A58 24 22 8 ME Bk i JoE DIEFR A1 s & D

[ “Exjade’ IfE HAEZ BT HF A 2Ol REIEFA P BEINTEY, BHEHbLH L,

[ ‘Exjade’ IR FELOFKBICHAGE LN EMOBERERSTZ A BEMEILS E TER,

[ ‘Exjade’ NITRDVBHOBAGHT, BALE 1 0 A MiX 2 @, €O%ITA 1 EomEFON

AT —E, BULE LV BIOT NV AVERAT 72— OBRENHELREINS, [ ‘Exjade’ ] LIFMZ

JFE R RS =5 NWMiER T AT IF — P oEFNR L RBO L5512,

[ ‘Exjade’ 1&ARIKET 2L ([MET S8 S BE S (SPC) 0 4.8 THA B IR,

- NRLHEAE T Exjade’ EHAEFICENT, BIBOBIEBLHINL? NHRES TN, ER
BLOBEX, [Exjade’ NIZ DTGB FILE BOIEE S MO - FERICEEL, HERH
MG A EERNEDONTHANL, T2 BICSLRRE B L OVRIREA T 528,

- [“Exjade’ 16 A 1231 BB RN B (1 K7 7o a=—JEElE) ™ OREFI NS S
TWD, R ~— 1 — IZEBF PSR O NG G IRIEIR DO b5 61E, BEEE
IRFEE R 22,

SEFH
% 1: Deferoxamine (7 7 =%, desferrioxamine (BAN) J : {E&F FH D #kF L — AT, B
FRTEMMERIMICED~E o~ b= A GEIRE I8N RE L, ZRRERE T DK


http://www.mhra.gov.uk/home/idcplg?IdcService=GET_FILE&dDocName=CON023074&RevisionSelectionMethod=Latest
http://www.mhra.gov.uk/Safetyinformation/Safetywarningsalertsandrecalls/Safetywarningsandmessagesformedicines/Monthlylistsofinformationforhealthcareprofessionalsonthesafetyofmedicines/CON023075
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% 2: GETS - B A EE (SPC) 1, R URL %2,
http://emc.medicines.org.uk/emc/assets/c/html/DisplayDoc.asp?DocumentlD=18805

% 3: JFUSCClE " upper Gl ulceration” (_ AL E 1S L QWD EFTLH D,

kA RMET 7oa=—EGEREE, 7 RURE, VBRI, JRIBIS KOFE 2 DA A L 3B R E
PORAUIRH T2 TH D, BIRMEMET VR —2 A2 (RTA) 20 T25 6055,
[ ‘Exjade’ M HABEF ITBWT, BRMIEREE LI RTABDHOE THRET7a=—/F
TERELIES) OIEGI A SN TS, [RICO T RS R E (1 RIE7 7o a=—fE
BE) JDIELD)

S HETIEEMLLZEMEH
[>k FDA]Vol.5 N0.26 (2007/12/26) , Vol.6 N0.01(2008/01/10) 72&

O©Deferasirox (77 =L w7 A, $53FL— A, B L2 E R 0O 1 5 5K
EN:FEEH o FEeH

©Deferoxamine (77 =1 ¥H3, $RFL— NI, Bl (2 L2128 MRSk R O 153K =N - 38 52 3
WA\ FE B

Vol.6(2008) No0.18(09/04) R04

[ 22 MHRA ]

e Adalimumab[ ‘Humira’]: fiFig T Mifay> ~Eo#H L

Reports of hepatosplenic T-cell lymphoma

Safety information on medicines for healthcare professionals sent in July 2008

1H%N B :2008/07/16
http://www.mhra.gov.uk/home/idcplg?ldcService=GET_FILE&dDocName=CON023071&Revision

SelectionMethod=Latest
http://www.mhra.gov.uk/Safetyinformation/Safetywarningsalertsandrecalls/Safetywarningsandmess

agesformedicines/Monthlylistsofinformationforhealthcareprofessionalsonthesafetyofmedicines/CON

023075

(Web & H :2008/08/01)
Abbott LD ERPEEE TR 72— Z— (Hiky)

Abbott #1:/%, adalimumab[ ‘Humira’ 11283 287 /e & M A %03 %, Adalimumab i3,
TNF (BESFESER 1) - o [REH THY, sl ANBE OB ~TF, diErEBEIEiZ%, MEMERFHEZR,


http://www.mhra.gov.uk/home/idcplg?IdcService=GET_FILE&dDocName=CON023071&RevisionSelectionMethod=Latest
http://www.mhra.gov.uk/Safetyinformation/Safetywarningsalertsandrecalls/Safetywarningsandmessagesformedicines/Monthlylistsofinformationforhealthcareprofessionalsonthesafetyofmedicines/CON023075
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Ja— 0, FREOTRIR I &L TUKRS LT, [ ‘Humira” JI3fE 4 O T, 4R TR 50 77
BE-FOMEHARHD,

« 2002 4F 12 A OAFEBIAALIE, [ “Humira’ ] 5- 83812, /s (aggressive) FE7R
DXLV E T TR ORI T MY SHE (HSTCL) 2SR 3 1E 0 Hilk%
HRDD,

« 2O 3 ANDEEDIL 2 NiE, RIEPERGE B OTE T azathioprine %721 6-mercaptopurine %,
BHEINTWAEFEFETH -7, [Humira’ JO# 5 EBE 2 HSTCL MBI HVAZIEE
TETERY,

- [Humira’ JO# 5832, KIEY o SEIERCBEE AR MY o SEREEINZ LD D7
P ERCHF R R DFER DI FEBL L 72856, HSTCL 25652,

« UAZEIMEDT=0 OF5EE LT, [‘Humira’ JORLEE S (SPC LU SCE) (2854805
LT ETHD,

@ HSTCL DF¥ABFHR

TR T MR >~ (HSTCL) 1, ERHEMEE IR F VN ETTRARTHY, A
B LOEFERAD BT LB LD, A B E 2 R EHEE S LD,

HSTCL MBI %, FFMERE 2L, Vo EICRHA AR (G, T B L OMRE )
DD, Vo REHEITRO BN, R MBS AROFAMMIZLY, &, /MR, BEO
1Y S ER A FTED LD,

INFRSNTHAEDD, HSTCL 13, Ilss i (S g iA1= /5, azathioprine F7-
I% 6-mercaptopurine O HATAIFE 25 1) 7= 3%, infliximab % 6-mercaptopurine 713 azathioprine
EOFHLT a0 — i B TR BT ZE DV RS TNVD,

BEIZHSTCL b A5 ACIE, Wi L OMLE A1 TH 72D 72 M [ O &2 et
HT L,

2EFR
k1 IERTR UV NEIE, #EATHEIZLY indolent (AR HEITHY) , aggressive (HHEMEEE) ,
highly aggressive (=) O 3 FIEIZ /SIS, Aggressive 1L, MR CBIZLI-5GE
D% H AL THEITTHHDEF D,
(B ENIS A Z— DA R IR 2 —, DAF#T—E X, http://ganjoho.ncc.go.jp/)

©Adalimumab (7 # VA~ 1 TNF alfa &/27a—F L HiiK, iU ~F 3K ro— JFiEH %K
ED) EN 8 5e 8 Gl VE I ZBAFIV Y ~TF D &) M FE5E
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[ k FDA ]

» FDA/CDER (Z& 5% £ 4 2R RUET OB (2008 42 5 H)

Summary view: safety labeling changes approved by FDA Center for Drug Evaluation and
Research CDER —May 2008

FDA MedWatch

1#%n H :2008/07/10

http://www.fda.gov/medwatch/SAFETY/2008/may08 gquickview.htm
http://www.fda.gov/medwatch/SAFETY/2008/may08.htm

ZORE TR, FESEM A OMAES, Sir, BE, ] LoEE, BIEM, B8 K
WOFIHE DRRUGET 2T, RICITER A LURTEFTOY AL, FFEMRICITSGET S
HHE &N, PSS F3RR, Bl S 3 s nic L 2R S Eilis i Tnsg,

i3 : BW (boxed warning) : #4404 445 ) C (contraindications) : 25z, W (warnings) : %45
P (precautions) : i ] _Lo>7E i, AR (adverse reactions) : &£,
PPI/MG (Patient Package Insert/Medication Guide) : £ i 155

HETSN/-HE
*@r&jlﬂl% (—ﬁ&%) PPI/
BW C W P AR MG

Definity (perflutren lipid microsphere) Injectable Suspension O @) O
Ambien (zolpidem tartrate) Tablets OO | O |0 |MG
Ceftriaxone for Injection and Dextrose Injection OO | O |0
Mirena (levonorgestrel-releasing intrauterine system) OO | O[O |PP
Noxafil (posaconazole) Oral Suspension O O PPI
Valium (diazepam) Tablets O|lOo | OO
Accolate (zafirlukast) Tablet, Film Coated O
Caduet (amlodipine besylate/atorvastatin calcium) Tablets O ING)
CellCept
(mycophenolate mofetil capsules)
(mycophenolate mofetil tablets)
CellCept Oral Suspension O O
(mycophenolate mofetil for oral suspension)
CellCept Intravenous
(mycophenolate mofetil hydrochloride for injection)
Chantix (varenicline) Tablets O] O MG
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HETSN/-HE
*@r&jlﬂl% (—ﬁ&%) PPI/
BW C W P AR MG
Furadantin (nitrofurantoin) Oral Suspension O | O
Hepsera (adefovir dipivoxil) Tablets ONNONNG®
Herceptin (trastuzumab) Intravenous Infusion O NONNG
Intron A (interferon alfa-2b, recombinant) For Injection @) MG
Keflex (cephalexin) Capsules O ING)
Keppra (levetiracetam) Injection for Intravenous Use O] O] 0O
Levaquin (levofloxacin) Tablets and Oral Solution
Levaquin (levofloxacin) Injection, for Intravenous Use
. . .. O O PPI
Levaquin (levofloxacin in 5% dextrose) Injection, for Intravenous
Use
Mycobutin (rifabutin capsules, USP) OING)
Myfortic (mycophenolic acid) Delayed-Release Tablets O O
Primaxin .M. (imipenem and cilastatin for injectable suspension) O ING)
Primaxin 1.V. (imipenem and cilastatin) For Injection O] 0
Strattera (atomoxetine hydrochloride) Capsules Ol O | O
Abilify (aripiprazole) Tablets and Oral Solution
Abilify Discmelt (aripiprazole) Orally Disintegrating Tablets O
Abilify (aripiprazole) Injection for Intramuscular Use Only
Aranesp (darbepoetin alfa) For Injection O | 0O
Argatroban Injection O
Biaxin Filmtab (clarithromycin tablets, USP)
Biaxin XL Filmtab (clarithromycin extended-release tablets) O
Biaxin Granules (clarithromycin for oral suspension, USP)
Dexedrine (dextroamphetamine sulfate) O MG
Spansule Sustained-Release Capsules
E.E.S. (erythromycin ethylsuccinate) O
Ery-Ped (erythromycin ethylsuccinate, USP) O
Inderal (propranolol hydrochloride) Tablets O
Inspra (eplerenone) Tablets O
Lotensin (benazepril hydrochloride) Tablets O |0
Lotensin HCT (benazepril hydrochloride and hydrochlorothiazide, o |0
USP)




PRl

22 VS R Vol.6 No.18 (2008/09/04)

KER RS (—4)

BETSIZIEH

BW

W

P

AR

PPI/
MG

Malarone (atovaquone and proguanil hydrochloride) Tablets

Mepron (atovaquone) Suspension

PCE (erythromycin particles in tablets) Dispertabs Tablets

Sensipar (cinacalcet) Tablets

Tekturna (aliskiren) Tablets

PPI

Timentin (ticarcillin disodium and clavulanate potassium) Injection
Galaxy (PL 2040) Plastic Container

Olo0|O0|0]|]0O |0

Timentin (sterile ticarcillin disodium and clavulanate potassium) for
Intravenous Administration
(Pharmacy Bulk Package - Not for Direct Infusion)

Vfend 1.V. (voriconazole) for Injection
Vfend (voriconazole) Tablets
Vfend (voriconazole) for Oral Suspension

Effexor (venlafaxine hydrochloride) Tablets

Effexor XR (venlafaxine hydrochloride) Extended-Release Capsules

Emtriva (emtricitabine) Capsules and Oral Solution

Geodon (ziprasidone HCI) Capsules
Geodon (ziprasidone mesylate) for Injection For IM Use Only

OO0 |0

Haldol (brand of haloperidol injection)
For Immediate Release

O

Haldol Decanoate (haloperidol) For IM Injection Only

Invega (paliperidone) Extended-Release Tablets

Lariam (mefloguine hydrochloride) Tablets

Levitra (vardenafil hydrochloride) Tablets

Seroquel (quetiapine fumarate) Tablets

Seroquel XR (quetiapine fumarate) Extended-Release Tablets

Truvada (emtricitabine/tenofovir disoproxil fumarate) Tablets

Uroxatral (alfuzosin HCI extended-release tablets)

Viread (tenofovir disoproxil fumarate) Tablets

O NCRNONNCHNOCRNCHNORNONNG)

Actos (pioglitazone HCI) Tablets

PPI

10
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[ 777 # Health Canada ]

o Fentanyl BEZRINA| (X0 F) : FHZ TOBIFLME ER L

Fentanyl transdermal patch and fatal adverse reactions

Canadian Adverse Reaction Newsletter VVol.18, No3, 2008

1H%N H :2008/06/30
http://www.hc-sc.gc.ca/dhp-mps/medeff/bulletin/carn-bcei_v18n3-eng.php#Reactions

http://www.hc-sc.gc.ca/dhp-mps/alt_formats/hpfb-dgpsa/pdf/medeff/carn-bcei v18n3-eng.pdf

Fentanyl #&EZRINA] (v F) I, AEAARDOAFIRCAZIAAE A A R A2 L O $w #HI T
TE L TXAR, TEE A~ EE OB IKIR OB AN LTS Y, Fentanyl /Sy F &2 43 2H
THEOIIE, BFEORGT ) 7F57 D THRSUTOAME HIEICHEI ZENn KM L2215,
Fentanyl/\‘y? , 1992 475 [ ‘Duragesic” ] OB 44 THFHIZEB W TIRFES LTS, 2006 4
7 Hi2iL, 2 > oY =373 [ ‘Ratio-Fentanyl’ ] 5L O ‘Ran-Fentanyl” 13 &GRS 07z,

Health Canada I, fentanyl /N> F DB EIN B DN D HIE LA FHER IS EDE=LV T %
T TCWD, BLRNCAR =2 —ALZ—IZB W T, T ARIBREDN2WVFHFEB LD fentanyl 23y
ZEJILT-HEDFEEIHOW TS L= 2Y, Fentanyl /%y F O R # fHIC LA 4217 T,
LM AR50, B Z BT A[ ‘Duragesic’ JORLELE /7778 2005 FICKETS
7=, F7- Health Canada |, B 4284 2005 4E 9 H (2@ L= *°, Fentanyl »<>F 0 fii ]

(BT R AVEREIC OV TE, 2Kk Y TS T,

Health Canada % 1992 4% 1 H 1 H~2007 4 12 H 31 HIZ, fentanyl /X T D BHEA R
DI W% 105 1F521F TB, 2095 27 £1iE, 2005 4 9 H o Health Canada [ X580 ) LA
FRICZ T Teb D Th D, A F RS HE OFE T =2 ZIFB O —BL LT, TRiAlee
FlEREEL, fentanyl /Xy F OL LM HICEET 588 E m D570, TR EDO ST EITo72,
105 HEDIETHAEDH D, 33 - TIZFER fentanyl /3o F LRFH RS A2NZENIE S TR, 20
TECIEFHEAATH 72D DIFE WP R L Tz, ZIVBAEBRS 52 DL THAEIZDOWT, T 1 ICH
LT,

EIRNEFH 1, fentanyl /Sy F ORI E /757 YD ICEHREN TOBIERICIO IO E T &
Thd, -, B, iR, %%@Zﬁb‘% XL, fentanyl /Xy F O EFERICEITHH A4 A%
ITOZENRA] R THD, HAX AT, fentanyl Sy F OELHZ S 1957260 D2 272 %8 1k
R0, MBI A i?&’%&@%f%&ﬁ:aihé

11
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F1:19924 1 H 1 H~2007 £ 12 A 31 BIZ Health Canada ~#&H X 7= fentanyl /3y F & D EHE
DIgEDONDIEL A 52 R E

EERGIC BERG .
BB B K s
F——— . [T RREAR R E A ELEG ), AR R 2

7= (1), HEEE D RS2 61),

Fentanyl /N5 100 p g/ie DM FHEH AR 24 RERILANIZIE L LT,
1 FERNZOUTIE, fentanyl &tho> CNS IR L OO 2L CNS )
D ATREME S A ST,

flL o> FRAR AR (CNS) #1156
LD

Fentanyl /> F % i iZ, CYP3A4 FAER TH 2 [ ‘Kaletra’ ]
1 (lopinavir & ritonavir O&#) OFF AL T 4 BLIRIZFECL
7

Fentanyl & CYP3A4 [
DI EAEH

BT IO 2 T EALS LT (4 B]), FBERHTLV ST
6 R DS, Ry F BRSNSt (1 B, BRE NSy F
%3 BiECiiam A s L= (1),

BFEIZLED fentanyl /Xy F D
Y|

EEEEEDPHBEEZROEIEL TRy F 2LV EAT (1
Bil) o EFRUEEHDH L ST A 9288, oy FE2H0 st
3 SeoT= (B o Sy F BB L1020, N#EER A F %
L TE 75 5, fentanyl Z/LANRHIL, BES 1 BOME A
WEBE G IIET Lz (1B,

Ir#EE LD fentanyl 8o F
DM

64 %D B ENTEERE DIGHED T8, FEIAL TSN TV fentanyl
1 NoF 50 pu g/ Lz, Z0 B HITEOSOIREE TR BEn,
Mg -9 2-38EL T a3, 5 HRICHIREB AR 20D TLT,

BB EICLFTINT
fentanyl /T OfFH

S LT BB 1L S O Q= (1 #1) , Fentanyl OB A B4
HBIOPDO SO M FRE EFICIDREIRTIECLZ (1 #i),
5 Fentanyl /X7 25 1 g/fs 2 [8] B Off 112, fentanyl o i H R FE
DEMEL~UZEL TR L (L), 7200 2 FlidEH AR 2 Tho
7

B8 A #5730
FHAT L DR

EXEEER G FITEZ 4 -

= HEIFEYEL 25 Fentanyl /<> T OELHANHAES T,

* B ERINTRDRESABETHY, HHEELLREHFHZBI LT RWz), ThbnT —2% HvT
A ERISOIEREFIH T HZLITTER,

T A TG SN T RICLE DWW T ETT 57,

X Bk

1) Duragesic (fentanyl transdermal system) [product monograph]. Toronto: Janssen-Ortho Inc;
2007.

2) Raymond B, Morawiecka I. Transdermal fentanyl (Duragesic) : respiratory arrest in adolescents.
Can Advers Reaction Newsl 2004;14 (4) :1-2.

(= 5. L 22 e EE [ )4 Health Canada]Vol.2 No.20 (2004/10/28) % 21, ]

3) Raymond B. Trandermal fentanyl (Duragesic) : abuse in adolescents. Can Advers Reaction Newsl
2005;15 (3) :1.

([ 5. L 22 e EE [ )4 Health Canada]Vol.3 No.13 (2005/07/14) %2, ]

4) Duragesic (fentanyl transdermal system) safety information [Dear Health Care Professional
letter]. Ottawa: Health Canada; 2005 Sept 13.
http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/ _2005/duragesic_hpc-cps-eng.php
(= 58 i 22 42 1EA% 4 [ )4 Health Canada]Vol.3 No.19 (2005/10/06) £ ., )

5) Duragesic (fentanyl transdermal system) safety information [public advisory]. Ottawa: Health
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Canada; 2005 Sept 16.
http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/public/ 2005/duragesic_pa-ap-eng.php

6) Transdermal fentanyl: a misunderstood dosage form. ISMP Canada Safety Bull 2006; 6 (5) .

7) Fentanyl patch linked to another death in Canada. ISMP Canada Safety Bull 2007;7 (5) .

8) Ongoing, preventable fatal events with fentanyl transdermal patches are alarming! Horsham

(PA) : Institute for Safe Medication Practices; 2007 June 28.

9) Fentanyl transdermal system (marketed as Duragesic and generics) information for Healthcare
Professionals. Rockville  (MD) : US Food and Drug Administration; 2007 Dec 21.
http://www.fda.gov/cder/drug/InfoSheets/HCP/fentanyl _2007HCP.htm
(1= 38 ik 22 NS [ K FDA]Vol.6 No.02 (2008/01/24) %2 i, ]

O ETHIEKMEZEMFHR
[ >k FDA]Vol.3 No.14 (2005/07/28)

©Fentanyl (7 = # =)L, A AR REETm A, FEEIRmIRREAD E N 85 A ek

Vol.6(2008) No0.18(09/04) RO7

[ 77 # Health Canada ]

o Atomoxetine[ ‘Strattera’ ]: B X ITENCEI T A Br1EH

Atomoxetine and suicidal behaviour: update

Canadian Adverse Reaction Newsletter VVol.18, No3, 2008

1H1 H :2008/06/30
http://www.hc-sc.gc.ca/dhp-mps/medeff/bulletin/carn-bcei_v18n3-eng.php#Suicide

http://www.hc-sc.gc.ca/dhp-mps/alt_formats/hpfb-dgpsa/pdf/medeff/carn-bcei v18n3-eng.pdf

Atomoxetine[ ‘Strattera’ Ji%, 6t PL LD/, FHAE, i AN DOTE K2 B EE (ADHD) @
TR IS ST HNRI GRIRAY Lo E 37U EIRVIAZBLESR) ¥ THHY, B4 TiE20054F
27 IR A IZAY, [RI4E9 A, atomoxetine D IZEWV TEH IR D& L (B BT A DY A
JhETe) NEIDAREMEIZ DWW T, EREFEHE MITFN 7% —1L % — (Dear Health Care
Professional letter) 233817841722, I FH OELLE /757 D45 3 L OMEH Fo S | 0MEN
RIS, TBEOEREZ MDD, ARESE, TIXARITEZ R T HOMEEIZ OV T, #H
BIZE=HY 7T RETHD, 2T, B OEECITEI O L, BLOYERELOE=4
UL T WEEND | LD CENBIMENTZY
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Health Canadai%20074212 5 31 H £ T2, atomoxetine?D{ii [ & B NS o VDA 2 S iy
%1893 17 THY, ZDHIHE5MEM H A KL/ HES -, WHOART* T, [HZEER IO
ArEEE LT, DBERIERm ER -1, TBEY, THRMER ), THE&E ) 0 E £ TWD, 55D #H
D5, AR (6~175%) , 120F735% A (18~45E%) TV, 150 D24 1T B O 20 23787
o, BESSHIDIE, 2061734 EHEL 72 [FIE, SHIAHE RS THRIEE, LFIASIEL THY, 7
VD2 O FLE A 2D o T2,

ADHDDIRFEER I TIE, FEH AR L EE Datomoxetine D112, methylphenidate<PiR &7
VT 2 A O R AR IR N DB, A RERIIL R I LW ADHD D 1R R % 2 1T - A Th,
AR BREOITEIN S ST 5" . ADHDBZ I OIEMFEEL JR3E L QOB EN %L, 1R
ITEHEL 725, ADHDE RIS BB DS0%LL B, fhoo ksl (Roykass, RkEsds, %
HIEE, ITEIREERE) OZEIEEL 1O DL E72L THDIER, Z<OMFETHLMIZSIL TN
%%, ADHD LD s E N 77 L COD 354, ADHDS R UICHBL T 52 M%<, HED
ADHDJER 8 B 5/ NI O dS B E D FEERY 27 03 m 2,

IR L, B, TR, #EE AL, ADHDOEW BRIy, 178, 5,
EAbZ =LV 7T HIVEET RETHD,

12

Al
(5237

X R

1) Strattera (atomoxetine capsules) [product monograph]. Toronto: Eli Lilly Canada Inc; 2007.

2) Warning for atomoxetine regarding the potential for behavioural and emotional changes,
including risk of self-harm [Dear Health Care Professional letter]. Ottawa: Health Canada; 2005
Sept 28
http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/_2005/strattera_hpc-cps-eng.php
(1= 58 il 22 21 [ )4 Health Canada]Vol.3 No.20 (2005/10/20) %1, )

3) Eiland LS, Guest AL. Atomoxetine treatment of attention-deficit/hyperactivity disorder. Ann
Pharmacother 2004;38 (1) :86-90.

4) Strandell J, Star K. Reports of suicide related behaviour with methylphenidate and atomoxetine
in children and adolescents [poster presentation P.080]. Drug Saf 2007;30 (10) :919-90.

5) Kunwar A, Dewan M, Faraone SV. Treating common psychiatric disorders associated with
attention-deficit/hyperactivity disorder. Expert Opin Pharmacother 2007;8 (5) :555-62.

6) Brown TE. Attention-deficit disorders and comorbidities in children, adolescents and adults.

Washington (DC): American Psychiatric Press; 2000.

2EFR
%k 1: NRI[ (selective) Norepinephrine Reuptake Inhibitor : B4R A /)L " %7 U F U0 3A FrBH 2 3K ]
SNRI (Serotonin Norepinephrine Reuptake Inhibitor: Erh=2 "+ /)L =17V FEVIA
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HIAES) BT T ATORRr=UE VT E X TV O FRIABELE T D15,
atomoxetine 2 NRITEIRAIZ /LR TV DO HDFHIRVIARELET D, 7ok, /v
TERZV T/ VT RLFU (noradrenaline) S FFIE LD,
*2: WHOART (WHO Adverse Reaction Terminology)

B 3E S DA E RS A TRl 75 HFED EERRI7R i — 2 X 57D, WHO IZEIERSL7-
MBS, 30 FELL EOFELE B, EREMROFRIZE DT TIETIEENFUT BTN D,
ICH @ E#E |2 XV ERE417- MedDRA (Medical Dictionary for Regulatory Activities) &[R4k
2, FHEEDEE B (LS CRY, Eipd/ied L DO HGEICKL, BEE 42850 RN TARE
LR DGR D, FEICOWTE, TR A5,
http://www.umc-products.com/DynPage.aspx?id=4918&mn=1107

S EETIEELEZLMEER
[#% MHRA]FB X Ok FDA]Vol.3 No.20 (2005/10/20)

©Atomoxetine (7 MEFtEF>, NRIJ[EN : B EEH (2008/07/01 BiAE) gk 3725

Vol.6(2008) No0.18(09/04) R08

[ ZTGA ]

e Strontium ranelate[ ‘Protos’ ] : B D 7 & S is & Bk i A2 AR SE

Severe skin reactions and venous thromboembolism with strontium ranelate (Protos)
Australian Adverse Drug Reactions Bulletin Vol.27, No.3, 2008

1H%N B :2008/06/02

http://www.tga.health.gov.au/adr/aadrb/aadr0806.htm#al
http://www.tga.health.gov.au/adr/aadrb/aadr0806.pdf

Strontium ranelate[ ‘Protos’ ]I, ‘HHTVAZ Z il 35728 D PARR L B HLFRIE OIS LT,
A —ANZUTClE 2006 4F 4 A DIGESIL T D, Strontium ranelate |, B T A7 73-3.0
PAF D 70 5% PA LDV 31T 2B HERIE DB M, B RO EIMGIZ I BITL CRHR % E
BRIE LT EZ WS- B ORI L LT, 2007 4£ 4 A1 PBS (Pharmaceutical Benefits Scheme:
[ S AL AA I ) <1 (12 Authority required &L CILEES AL, PBS 241D TULE S TLLKE, PBS
(23317 % strontium ranelate O F 1375 S2IZHINL THY, BIAEDAL 74513 8,000 14/ H ##E 2. T
W5,

Strontium ranelate O HSIGIFEOE TR LD, WG HEIX, BEEO R ERISSCH R
MARFEFRSE (VTE) 2L ATREMEICH B BT & THD,
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DA

EU D=L R TIBERS THD EMEA 13 2007 ££ 11 A, strontium ranelate O ff FIC {49 FEE D
B RO, R T Ap PR BRI N &4 B iRk A- {15 392 | (DRESS:Drug Rash with Eosinophilia_and
Systemic_Symptoms) BL AT —T L A= Var Y EERE (SIS : Stevens-Johnson Syndrome) &
FEUC BT HIER Mkl A m L 7- Y, DRESSH SISH E &) eIk T D, W Tl DRESS
28 16 BlE SN TEY, 56 2 BIFIET L7z, SEIEFITIL, strontium ranelate D BRAAH 3
~6 WM THEMUSHFEIRL, WIHFERITIEEE DTS Th o7z,

F—ANZUT TlE, BIAEETIT strontium ranelate DO BE R EEOILDE ERUGDS 47 BlHES S
NTCWD, 2055 16 BlIEFEEZE DM THY, FEENETITAFREERE I A2 PEO I B 0345 1 FliRE S
Nz, 728, FETHTIME S TR,

Australian Adverse Drug Reactions Advisory Committee (ADRAC) I, strontium ranelate 2 g/
H% 2 7 HBIRAL T 62 O MEIZRW T, IHFEREREIN, 3898, L2 EE ORI
SHHERFA (e TEYLE 23 570, ALP 28 2,300 IZ3EL72) DA% 1L {3215 CTD, FFAERO
FERMND, SRAIVERT 7 SHERRE 7=, Strontium ranelate O A FBR TI, FFIBOA E OS2 8152
XN TN T,

B ORI D VTE OFA5RIZ, strontium ranelate A BEHED 713770 ARREL
DE o T FERIFE A MY 0.9%5%F 0.6%) , A—ARZY T CI, strontium ranelate (2 &5 E#R
MARFED 3, RAEMEFARMARIED 1 fH# &S TEY, strontium ranelate DR B4 1~4
71 A f%*éfﬁbm\f_o _@9% 2 FIDBE I VTE DYVAZERAFRD B (14113 VTE DRETE
230, B2 1% CREABHRIR 252 TnTe),

[ Bl AR 5<‘]LL/ %éfﬁﬂifﬁ)] ZHNT-RE R CIRAEZFIEL, ERIORLEEZ THIO0BET
HZEARFIZIIATaARIEREONAZ B, BIEICEMNZET 550385, Strontium
ranelate DA H IE#1%, IRAZFSERWIE, £72, VIE OURAZERNHLEREIC
strontium ranelate Z{HE (2T 528,

X R

1) EMEA press release, EMEA recommends changes in the product information for Protelos/Osseor
due to the risk of severe hypersensitivity reactions.
http://www.emea.europa.eu/humandocs/PDFs/EPAR/protelos/PressRelease Protelos_41745807en.pdf
(= 3 5t 22 2 R [EU EMEA]Vol.5 No.25 (2007/12/13) 2 [, )

2EER

*1: A—ARZUTIZEBNT, BEDILTEILENE N T DEEO NI BN, X RE7RDUTTZE
1% 3 X4 (Unrestricted, Restricted, Authority required) |23 S CV5, #E 2 DA
e IR IZHI R D38 2,
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O EETIEELEZLMEER
[ MHRA]Vol.5 No.25 (2007/12/13)

©Strontium Ranelate [Z 1w 7R AN F 7 A, B HIRIETRIEEK]) WEsl: I

Vol.6(2008) No0.18(09/04) R09

[ ZTGA ]

o ZFF LRI HEELPST-OAERICEER

Statins and muscule disorders-be careful with the dose
Australian Adverse Drug Reactions Bulletin Vol.27, No.3, 2008
1B H :2008/06/02
http://www.tga.health.gov.au/adr/aadrb/aadr0806.htm#a2
http://www.tga.health.gov.au/adr/aadrb/aadr0806.pdf

AEF L REEHNL, HiFEEEEENHLZENIEBITND, ZDYRZK LU T, 7072
LOFEETHHZE, SESFRBEME BEIRE, FURIRBEREIR TE, B RE, TFRE), CYP3A4 FH
EILOPHRE O, FHCEERLDEL TAZF U REHK O A 'R HS Y2, ADRAC 13, R
UNCEWH ETARETF VR IEANC L DI A MG LT B 1T T, MR SOREO il E 2356
L2 EOHEZ LRI DZ T TS, L FICRFEIZIER 277,

FR R B RBAR T E (FURIRA VB i IR IEE T T0), WE, A== — V05, B BBV E
DEEEN S D 65 1% DM BE N, EalL AT o— VIILGEDIRIR D=8, simvastatin 80 mg/ H Dl
Mz LT, 4 T A%, BEFIL TR UCWER M 2, AR EE Loz, IA7me
VIR, BEOUMIE /LT F o —EBDOELW 5 (14,450 1U/L) 358D B0, B IR flfiE

KELHEE RS WS,
w0 simvastatin (IAKUT AAZE D T Z/RU AT R F-THY, IRIEB AR50 72 FUR BB RE
K TFEEBYAZ N T L7225,

TGA L 2007 R ETIZ, AFTF L RIEHID R T DA F LSS % 5,846 31T ThD, 2D
95 353D 1 DOWEITIE, i, IA/ 32—, R, B EAE (EIEOS 134 7 re
PREFE, MREICERE DO AITE R 2% ) SEofEENTHSh TV,

WL, AXTF U RBRANC L DIERE TEHRE T AR & TR, M fsEE»HSEL
HIBrSAAUTI RS 2L L0, AERIE, FICHEEDIER D HLNRNNE=LI 7T 5K
IHETHIL,
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DA

X R

1) Risk Factors for myopathy and rhabdomyolysis with the statins. Aust Adv Drug Reactions Bull
2004; 23(1): 14. http://www.tga.health.gov.au/adr/aadrb/aadr0402.htm#al
(= 38 il 22 215 [ 52 TGA]Vol.2 No.03(2004/02/02) # 2R, )

2) Ronaldson KJ, O'Shea JM, Boyd IW. Risk factors for rhabdomyolysis with simvastatin and
atorvastatin. Drug Safety 2006; 29 (11) : 1061-1067.

SHETAIEEMLLZEMEH
[ 7% Health Canada]Vol.3 No.14 (2005/07/28) , [NZ MEDSAFE]Vol. 4 No.24 (2006/11/30)

©Simvastatin (2> /X AZF >, HMG-CoA & e R ES, mal 27 o— )L ME TR K]
E N FETeE MEoh 3R

Vol.6(2008) No0.18(09/04) R10

[ ZTGA ]

o FLE K nitrofurantoin: FFEMEICER

Hepatic toxicity with nitrofurantoin

Australian Adverse Drug Reactions Bulletin Vol.27, No.3, 2008
1H%N B :2008/06/02
http://www.tga.health.gov.au/adr/aadrb/aadr0806.htm#a3
http://www.tga.health.gov.au/adr/aadrb/aadr0806.pdf

PL#F D nitrofurantoin 1%, A —ANZU7C 30 4ELL EIRGESILCEY, JRIEIEGYEDIRIEL T
Bz B E L TR AL TUD, PBS (E R SLFA (I EE) (23517 % nitrofurantoin DAL 5%

#7 120,000 {4:/4ETH 5, TGA I 2008 4= 4 A £TIZ, nitrofurantoin (2 BE5HE a‘éﬁi)ﬁmiﬁﬁ%
637 1 FETH 17 fFaEie) 521 T,

ADRAC [ZLARIMD, FARHERE, MMM, KM= 2—r/ 30 —% 0 nitrofurantoin (2 B3
THELDOAERIGITONTEEREL TE- Y, fFlgoA 5K ES nitrofurantoin (2B L T
FAIUTEZ D3, +’\ ZIRER SN QLW AT BEME N D, ADRAC 1, nitrofurantoin Z-f# F L 7= 50
i AL D LMEZ I T Bl RGN EEIE DO s 2 folt 2 52 T2 2822 E LT, [RBED RO
HEHEDGREIZONTLE 2— 51T 577,

LB = —L 7z nitrofurantoin O FFRHE 637 1EDH 5, 119 £ (19%) A AHIE R O F i
WETHY, 2056 HIEERIEE 2 iz, FREMEICEDE TN THHREShTEY, Zofth
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WFARA (2 ), F& (13 ), #E (4 1F) BdESh Tz, EEMOS S 17 4TIk
nitrofurantoin 23ME—DHEEEILTHY, 32 EOEEHNL, JRIEEILE DR (BPE- BIRMESD 11
P37 2) F21X T 05 (10 £4) 7=, [FI%E 50~200 mg/ H Z-fd L 7= 50 mk DL b otk BB 3 R
Ze Tz, AESOFEBRFH] (32 {1 23 1 THIB) IZITMEA DY, nitrofurantoin fifi 1] BA4A# 2
~10 HAY 10 i, 1~4 FI HS 4 1, LAELL B3 9 - ChoTe,

Nitrofurantoin DU SCEITIE, TS B I OMEN EOWEE RO A FH SN E 25 7 6
PEIZOW RSN T,

B ITHL, nitrofurantoin DA E RS OIERICOWTIEEME L, 5V 5A 136 1%
FIET IS 9228, &7, BRRMICLERIG AT, MR EEET=4) 79528,

WL 31X, nitrofurantoin OfFE HIZEEY, N TIEH LS CEE OF FERIGAE 5 A HE
PEICREE T HLELI, B IZESTINGLDYRI PIHFRINANITOWTRETT 528,

X R
1) Nitrofurantoin and the lung. Aust Adv Drug Reactions Bull 1995; 14 (4): 14.
http://www.tga.health.gov.au/adr/aadrb/aadr9511.htm#nitro

2) Pulmonary toxicity with long-term nitrofurantoin. Aust Adv Drug Reactions Bull 2004; 23 (4):
15.
http://www.tga.health.gov.au/adr/aadrb/aadr0408.htm#a3
(= 3R ik 22 2N [ 52 TGA]Vol.2 No.15(2004/08/12) # £ HR., )

3) Nitrofurantoin and peripheral neuropathy. Aust Adv Drug Reactions Bull 2001; 20 (3): 11.

http://www.tga.health.gov.au/adr/aadrb/aadr0108.htm#nitro

©Nitrofurantoin CHLfME JR B EGLE TR A, PUAA) WSS T Fe3

[ EUEMEA ]
% IE AL
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