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[ 774 Health Canada]

o ADHDIAHIE: HAR S  HIITADUAT e 13
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o JilT677 H Iz Medsafe S F L 72 E =AU 7 T cocvvicceeeeeeessese s 17

MEHE M Z RV BT, 2R SO 728 R - E R R O M SN D E B D& A
WENUE T, BEEEZONDEREFREITENLZHDOTT,
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[ >kFDA ]

*FDA/CDERIZ &5 E £ § R RWET OB (201543 A)

2015 Summary view: safety labeling changes approved by FDA Center for Drug Evaluation
and Research CDER—March

FDA MedWatch

18 A :2015/04/15

http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm441224.htm

CORETIE, FEE ROV ES, 2R, B, (] EoEE, BIEH, B&F HERO%
A OFRFURTER T, RICIFEIENA SET @ AT OY AMARL T4,
%5 : BW (boxed warning) : #t# A2 4 C (contraindications) : 8=, W (warnings) : 22,
P (precautions) : ffi F _EDE ., AR (adverse reactions) : &l {EH,
PPI/MG (Patient Package Insert/Medication Guide), Pl (Patient Information) : &35 F 1%,
PCI (Patient Counseling Information) : 23 17 &Y 7 & #H

KERE A (—R4) HETSN-EHE
PPI/
BW C W P AR MG
Bydureon (exenatide extended-release) for
Injectable Suspension O O O
Estrasorb (estradiol) topical emulsion O O O O O
Feraheme (ferumoxytol) Injection O O O O O PCI
LI'Janzeum (albiglutide) Injection, for Subcutaneous o o O
se
;I'Jruhcny (dulaglutide) Injection, for Subcutaneous o o O
se
Victoza (liraglutide [rDNA origin]) injection) o o O
Solution for Subcutaneous Use

A FDADAY A IBIL, FEREAEIV I THZECEY, K ERLORRUETICHE T 3G R AN T 7
TATED, FEAIE Y AT, WERTSHCH B R0, B A s, 255, B OE TOF P EITHEHSN
LAEVEFMOFLEE ROZENTED, RIPO*E, HEOR TRICFRUGT BT L27rd, GRIE)



http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm441224.htm
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BW C W P AR I;/TCI;/
Atelvia (risedronate sodium) Delayed-release
Tablets
Actonel with Calcium (risedronate sodium tablets O O
with calcium carbonate) Tablets
Actonel (risedronate sodium) Tablets
Avandaryl (rosiglitazone maleate and glimepiride)
Tablets O O O O
Cenestin (Synthetic Conjugated Estrogens, A)
Tablets O O O
Duetact (pioglitazone hydrochloride and
glimepiride) Tablets O O O O
Edex (alprostadil) for Injection O
BW C W P AR I;/TCI;/
Amturnide (aliskiren/amlodipine
besylate/hydrochlorothiazide) Tablets O o O
*Dual Blockade of the
Renin-Angiotensin-Aldosterone System (RAAS)
Aptivus (tipranavir) Capsules, Oral Solution O o
*HIV protease inhibitor drug-drug interactions
Breo Ellipta (fluticasone furoate and vilanterol)
inhalation powder O O PCI
Cardizem LA (diltiazem hydrochloride) Extended
Release Tablets O O PCl
Cefobid (sterile cefoperazone) Injection O O
Cordarone (amiodarone hydrochloride) Tablets O O
Crixivan (indinavir sulfate) Capsules 0 o
*HIV protease inhibitor drug-drug interactions
Dovonex (calcipotriene cream) Cream and O O
Ointment
Ella (ulipristal acetate) Tablets O @)
Erbitux (cetuximab) Injection for Intravenous
Infusion O O O
Harvoni (ledipasvir/sofosbuvir) Fixed-dose
Combination Tablet O O O
Invirase (saquinavir mesylate) Capsules, Tablets O o
*HIV protease inhibitor drug-drug interactions
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Kaletra (lopinavir/ritonavir) Oral Solution, Tablets,
Capsules

*HIV protease inhibitor drug-drug interactions

Keppra (levetiracetam) Tablets, Oral Solution,
Extended-release Tablets

Kyprolis (carfilzomib) for Injection

Lamictal (lamotrigine) Tablets, Chewable
Dispersible Tablets, Orally Disintegrating Tablets,
Extended-release Tablets

MG

Lexiva (fosamprenavir calcium) Tablets, Oral
Suspension

*HIV protease inhibitor drug-drug interactions

Minocin (minocycline hydrochloride) Pellet-filled
Capsules

Nexterone (amiodarone) Premixed Injection

Norvir (ritonavir) Capsules, Oral Solution, Tablets
*HIV protease inhibitor drug-drug interactions

Pegasys (peginterferon alfa-2a) Injection, for
Subcutaneous Use

Prezista (darunavir) Tablets, Oral Suspension
*HIV protease inhibitor drug-drug interactions

Reyataz (atazanavir) Capsules, Oral Powder
*HIV protease inhibitor drug-drug interactions

Sovaldi (sofosbuvir) Tablet

Tekamlo (aliskiren/amlodipine besylate) Tablets

*Dual Blockade of the
Renin-Angiotensin-Aldosterone System (RAAS)

Tekturna (aliskiren) Tablets

*Dual Blockade of the
Renin-Angiotensin-Aldosterone System (RAAS)

Tekturna HCT (aliskiren/hydrochlorothiazide)
Tablets

*Dual Blockade of the
Renin-Angiotensin-Aldosterone System (RAAS)

Vectibix (panitumumab) Injection for Intravenous
Infusion

Viagra (sildenafil citrate) Tablets, for Oral Use

Viracept (nelfinavir mesylate) Oral Powder,
Tablets

*HIV protease inhibitor drug-drug interactions
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Votrient (pazopanib) Tablets

Xeloda (capecitabine) Tablets

OO0 |0
O

Ziagen (abacavir sulfate) Tablets, Oral Solution

PP/
MG

S O]0|O

BW C

o

AR

Aceon (perindopril erbumine) Tablets

Caduet (atorvastatin/amlodipine) Tablets

Claforan (cefotaxime) Injection
Claforan (cefotaxime sodium) Sterile IM/IV

Kalydeco (ivacaftor) Tablets

Kepivance (palifermin) Injection

Neoral (cyclosporine) Soft Gelatin Capsules, Oral
Solution

Norvasc (amlodipine besylate) Tablets

Norvir (ritonavir) Tablets, Oral Solution, Soft

Gelatin Capsules Pl

Precose (acarbose) Tablets

Sandimmune (cyclosporine injection) Injection,
Oral Solution, Soft Gelatin Capsules

Sustiva (efavirenz) Capsules, Tablets

Xopenex HFA (levalbuterol tartrate) Inhalation
Aerosol

O |0 OO O |0 O ]O]O] O |0]O0

PP/

BW C W P AR MG

Boniva (ibandronate sodium) Tablets O

Coartem (artemether/lumefantrine) Tablets O

Depakene (valproic acid) capsules, oral solution,
delayed release tablets

Depakote Sprinkle Capsules (divalproex sodium)
delayed release capsules O
Depacon (valproate sodium) Injection

Depakote ER (divalproex sodium) extended release
tablets

Didronel (etidronate disodium) Tablets O

Invokamet (canagliflozin and metformin HCI)
Tablets

Invokana (canagliflozin) Tablets O
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Lipitor (atorvastatin calcium) Tablets

Rapamune (sirolimus) Oral Solution, Tablets MG

Rebif (interferon beta-1a) Injection

Saphris (asenapine) Sublingual Tablets

OO0 |0]|0

Xeloda (capecitabine) Tablets

Vol.13(2015) No.11(06/04) R02

[ EUEMA ]

elbuprofen: & AE ORI A HEROLET

PRAC recommends updating advice on use of high-dose ibuprofen

Referral

HA H :2015/04/13

http://www.ema.europa.eu/docs/en_GB/document _library/Press release/2015/04/\WWC500185426.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Ibuprofen_and_dex
ibuprofen_containing_medicines/human_referral_prac _000045.jsp&mid=WC0b01ac05805c516f

(HhHr)
2,400 mg/ H LA LD TLMAEV AT R0 EH 5251 B 2 —THER,

SO0

EMAD 7 7 —<ab' VT A Y7312 B £ (PRAC) Miibuprofenic 4 5L 2 —B% 5 T
L7z, LE2—(2&b, m A& Dibuprofen (2,400 mg/H LL_E) 24 L TWAEE T, DIEZEME, ik
7R E O IE FEEDOVAZ RO TINC ER-T2ZER MRSV, £z, & H &Eibuprofenadfii
FICEEDY A2 1L, COX-2B % 3E=ediclofenac/a, o — D IEAT A RIEHTJESE (NSAID) ©
[ZOWTHLI TV DUARY ERIRRE ThHZEMHIBNT 5Tz,

1,200 mg/H LA F D & TdibuprofenTi:, LRI A2 D EAIIA G272, 1,200 mg/ H
IFEUIZENT, R AOTCPIE TN BIL TO DI KA R THD,

A Pharmacovigilance Risk Assessment Committee

B Ibuprofend®l &' =—13, $542001/83/ECHE31KITh &S, HEE AT (MHRA) DEEF$IZLV20144E6 H9H
\CBRtAE =, T A EDibuprofenic, COX-2FHE 3k diclofenack [FIEE D /LML Y A2 233D D TlEZ2W k)
WEnh, LE a—NERFS N, ERGZ MG RIEU EMA]Vol.12 No.14 (2014/07/03) 2 1,

€ non-steroidal anti-inflammatory drug

P over-the-counter



http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2015/04/WC500185426.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Ibuprofen_and_dexibuprofen_containing_medicines/human_referral_prac_000045.jsp&mid=WC0b01ac05805c516f
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Ibuprofen_and_dexibuprofen_containing_medicines/human_referral_prac_000045.jsp&mid=WC0b01ac05805c516f
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PRACIZ, ibuprofen® <37 ¢ MIUAZ % LRl TWDERERATT 7203, (L& VA2 % f /s
L9278, mHEDibuprofeniZBIL, i EOEEEZSET T 250805 Lz, DIECIEBR 2R
FRERMRA (OAE, DIRE, RRGEERE) 2H 7588, BLOERIECIM A D
B D5 A TIX, M EDibuprofen (2,400 mg/ B LL_E) Offi 28T 5 & TH 5,

SHIZERNZ, ibuprofenic LD RHIVENE, From M ELE T HRINGREAGTDERI2IE, A
HNDRBER SR BOVAZ R FE2H L TR, HOENUOEEICIHET & THD, O
PEBSOIE BRI BOYAZRF1TIE, B, SIE, BERE, maL AT v—/ VIERE D DD,

PRACIE, Z< DEERERE W ZREBMAT (A2 T U R), ERAN—ZADWZERE, V<D
MDAFRICERD GOz ibuprofenlZ B35 7 —# &L B2 — L7 R, SRS ICE -7,

F7-PRACIZ, ibuprofend, {3 AE « 25 R DY AZARIL D 721 IV HIVA K Easpirink
MHEAMERICE 5T —#bLE a—1L7-, PRACIZ, ibuprofenziaspirind®>HuieE /F 2 fLE L 7= 5
BT — 2R E L CD, L LRDD, BRIKELY Cibuprofenz B HfE L2561, (K &
aspirind> 17 ¢ b CLIEFEAF - 22 O FPRIR) IR TS0 E 0T, HKREL TRIITH
%, louprofenz AR EMNZEE A T 53561%, (KA Easpirind <37 1y MIFEEL/2WEE 2 5D,

PRAC!Z, ibuprofend® L& H (2, & & Oibuprofend L&V AZIZBL, A EoEEZ
WETLUCRi# 544512, ibuprofendaspirind DFH AAERICEL THEbDZ—E T 2D b
BEVIATe IO LT,

Ibuprofen!Z B84 5 %) &1, ibuprofen D ¥E L3 T & S dexibuprofeniZh i S b, @ H&D
dexibuprofen1Z, 1,200 mg/H LA LD HEEFET,

Ibuprofens X O'dexibuprofentZ B9~ 2PRACD )45 134 # CMDh (F8 AL FRGE 7 s L OV Bk
A5 ROFIET —7) TSI, Bk A7 (position) 234K &%, CMDhiE, EUNNE
EH, BEOTARTUR, VeTovad Ay, IVUx—2RETOEETHD,

ONSAIDDZRZMEIZDUVNT

EUD ALY 1%, ibuprofenz& b, NSAIDDZE &M% Z OFAEM E WAL E 2— L TE
72, 20054, 20064, 33 ON0124E |2 FEfES N7 B = — T, NSAIDIZHAKIZ TALL T, R
PR ER 2R D IR B O HHBRESCRED LN EVAZ IR+ ObHHRE T, FlFHIEHAET
ERLIZGEIC, Bk ZER FROVART DO T )7e ER-EBE T2 EMAMHERIIL TS,

ZDYVAINEI T AR R 5885 L L T TIZRRE S TRY, ibuprofen &4 TD
NSAIDD R E H T, NSAIDZAERE BRI B fe/ VA 20 B i I 32 J 58 L
T3,

ASEIOVE 2—TiX, mHETHEH LS A Oibuprofend L il F VA7 OB, BLO
ibuprofen (FH &I E R 72\ LaspirinE DA AA/ERICEL, EESN TEe T U A MFLT,

E Mutual Recognition and Decentralised Procedures — Human
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BEER

XA TS TH20154E4 H 23 A AT TRIBROE E 2l AL, 174 TDibuprofens A [ 5 5 D 4L T5
HHRNBETEND T ETHLE X TND,
http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2015/53055a-eng.php

http://www.hc-sc.gc.ca/dhp-mps/medeff/reviews-examens/ibuprof-eng.php

OHETIERLLZEMER
[EU EMA]Vol.12 No.14(2014/07/03), Vol.10 No.25(2012/012/06) %>, Aspirink D HF Iz
W[ KFDA]Vol.4 No.19 (2006/09/21)

IAITER

O©lbuprofen (7717 x> (JP), NSAID] [EIN : FE T2 3 WA FETE
SKEPNTOR A DB R, P T600 mg/ H, OTCHE Tl450 mg/ H.,

©Dexibuprofen (NSAID] {4} : 3656

H BHs H £H
H5C HsG
ibuprofen dexibuprofen


http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2015/53055a-eng.php
http://www.hc-sc.gc.ca/dhp-mps/medeff/reviews-examens/ibuprof-eng.php
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[ EUEMA ]

elbuprofen: m AR TOMEAICEE§2HEERDOBET (i)

Updated advice on use of high-dose ibuprofen

Press release

1HA H :2015/05/22

http://www.ema.europa.eu/docs/en_GB/document_library/Press release/2015/05/WC500187108.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2015/05/news_detail
002337.jsp&mid=WC0b01ac058004d5c1

AFLFIT, 20154E4 7 13 B OEMAD 40 (75 H Eibuprofenod fii 1 B4 2PRACA D &) 15 ®)
DR TP 5, PRACOENE A2 T THHLIZCMDh A, EIRNEFH 1T O BRI S, 725
NNTHRHLE 72 B =T U AETR LTS T8, SR TR 75, [ 22 iEHir]

(CIRCIRG

(HhHr)

OERMEEEZ AT HER

o AXT UL AR EMILD T — 400, 5 &ibuprofen (2,400 mg/ H LA E) OfE IZ LN,
Do E H G (L FHEZE, AR R7RL) DYAZR ERF LR RSN TS,

o & Eibuprofend®>V A7 1%, COX-2BHEH<Cdiclofenac/s s, D —HDIEAT A RHEHT S
JESK (NSAID) PIC W THIBIL TV DY AZ LRIFRE TH %, DiclofenacdY A1, THERITH
#1,000 N\ &7 FHEMLAE A~ MRIBFI DO HEANTAR Y 35 EHEE STV,

o MR (b VR BOEIMIE, 55 MR 4 (NYHACHSRES DN £ 13 ES)
e ERZ WS o It DR, RIEIRE S, M ERERE)0HLEETIE, sH&E
ibuprofend> i FHZBE T 5~ ETHD,

o DLEFEGOVAZIK Y (FIE, @iEME, FRFE, BIERE) 0bsEEICEHE
ibuprofeniZ LBTEHEEITOHE 1L, HOOUDEEIRFT T XETHD,

e IbuprofeniZ LR 230 A VA KAFE T 52 BT DT /2> TR,

e Dexibuprofend® i [ fED L MLAEY A2 12 HONWTIE, BAKIT — 2N EHTORNED D,
i F B D dexibuprofenz FIV =434 (1,200 mg/ B BA_E) T, & i &ibuprofen& [FAE D L LY
AT PFRESND,

A Pharmacovigilance Risk Assessment Committee

B 3 i 22 A A # [ EU EMA] V0,13 No.11 (2015/06/04) (7 5) RO2Z:HA,

€ Coordination Group for Mutual Recognition and Decentralised Procedures — Human (fH A 38 5 26 LT OV i
EHXOPHETNV—7)

P non-steroidal anti-inflammatory drug

NYHA (New York Heart Association) [LBERE 7380 8 FE DI EE7 Db B DIV EE ETAB P /0, GRIE)

Dexibuprofen 1,200 mg/ H i3 ibuprofen 2,400 mg/ H & %&4li FH & CTH 5,

m m


http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2015/05/WC500187108.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2015/05/news_detail_002337.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2015/05/news_detail_002337.jsp&mid=WC0b01ac058004d5c1
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o FERT —4#1Y, ibuprofen/dexibuprofend & Hifli H11 %, 4K H Easpirin GEH75 mg/ H) .0
BEER TR TIE DA REMEDS/REI TS, 2T, ibuprofen? & A Easpirind ifi.
IR EMER 2B A I E T 58Ik DEE 265, buprofens REHNIZE A L%
AT, BRI CEE RN A UL AR RN B 25D,

X R

1) Bhala N, Emberson J, Merhi A, et al. Vascular and upper gastrointestinal effects of
non-steroidal anti-inflammatory drugs: meta-analyses of individual participant data from
randomised trials. Lancet 2013;382:769-79.

2) Salvo F, Fourrier-Reglat A, Bazin F, et al. Cardiovascular and gastrointestinal safety of
NSAIDs: a systematic review of meta-analyses of randomized clinical trials. Clinical
pharmacology and therapeutics 2011;89:855-66.

3) Olsen AM, Fosbol EL, Lindhardsen J, et al. Long-term cardiovascular risk of nonsteroidal
anti-inflammatory drug use according to time passed after first-time myocardial infarction: a
nationwide cohort study. Circulation 2012;126:1955-63.

4) Olsen AM, Foshol EL, Lindhardsen J, et al. Cause-specific cardiovascular risk associated with
nonsteroidal anti-inflammatory drugs among myocardial infarction patients--a nationwide study.
PloS one 2013;8:e54309

& BHETIER ML EMFER
[EU EMA]Vol.13 No.11(2015/06/04) A< 5-R02

AITER
O©lbuprofen (A7 717 x> (JP), NSAID] [EIN : FE 723 WA FETE

X EINCORR A O3S R, [ T600 mg/H, OTCIETl£450 mg/H .
©Dexibuprofen (NSAID] {4} : 3656

H [CH; H CH;
Mco‘- H WGDgI-i
Hik Hats
ibuprofen dexibuprofen

10
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[ EUEMA ]

o7 NIZBET 5 PRAC DEIE—2015 4 3 H 9~12 H PRAC & COEIRS

PRAC recommendations on signals —Adopted at the PRAC meeting of 9-12 March 2015

%N H :2015/03/27
http://www.ema.europa.eu/docs/en _GB/document _library/PRAC recommendation _on_signal/2015/
03/WC500185158.pdf

(Web#8#; H :2015/03/31)

AKEEIL, 2015453 9~12A D7 7y —~ab VI A U7 E i Z B 4 (PRAC) *D 25T,
ST F MOV TPRACHMERIR LT 5 OB T 48,

A K CORGBEIRBICOWTIE, ZOMEDOARIFZIL, PRACHHO RS 5k
FTOREIZBALCHMP (3K 5hZE B 2) o2k (2015453 23~26 H) TAEMELN THRY,
MG HREGT IS AT G952 25 & (variation) O 1 5512 DU TCHMPIZ LA I 3 T b 227> T
W5,

B EL IV TOERBOEGE, 7T WIZE T HPRACOENILE DN ESFSILTWNDMNITDONT, %
IR EORR Y RN SR+ 2 EBE2 8D,

1. BB RUGTo8 S’ Ty /v

b - BEMT T FNVHREEES MAHP~DE &N
E%DD@I (lNNiEE) hTCﬁ%$§

- . . PRACIE, SCiik33 I OMEBIE B 22 2
A I Yz DR E ’ .

ripiprazole g%%rékoto% Fopuoe= P g

aripiprazole & A EHE A OMAHIZKTL, 85
BRG] DTz D2 (variation) 2277 A
VIR 208 &,

F7-PRACIZ, [ ‘Abilify’ 1&[ “Abilify
Maintena’ JOMAHIZX}L, aripiprazole® it
wEihL, WEEBIOEDOREFES DY A
7\ 5B E 2 —Z K[ OPSURF
TR T DI 0 8.

Pharmacovigilance Risk Assessment Committee

ARCTIE, FHIEL TH AR CTHERBEN TWDEIRL DAL R G LUz, EUI7TF ATEAME LI, GRIE)
Committee on Medicinal Products for Human Use

marketing authorisation holder (1% 3 i, 83 i 50 A R EUAS 4

BERNEITHRR, BRI TWD, GRIE)

Periodic Safety Update Report (i& #1122 4 e i i i)

m m oo O W >

11


http://www.ema.europa.eu/docs/en_GB/document_library/PRAC_recommendation_on_signal/2015/03/WC500185158.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/PRAC_recommendation_on_signal/2015/03/WC500185158.pdf
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2. FRFHREH B ESNZY T T

TR T FNVINFESNIZELTH, TOZENT bbb, HOERLNFESNT-AEFS
ERIEEILIZZEEBEIRL WD DT TRV, TOFERHGIL, BENAL WO EED
SER T o7y, HOHVITBEEPME AL T RIDEIES DR E ChoT- il RetE i d b, &5 %E
FIERE SN EFEFREOMICRRBRLS LGV EMR T 5720120, etk 7L

Rl T 2B ED DD,
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E 354 (INNFRED)

M T ANREREIN
TR EES

MAH~DEENE

Adalimumab

201545 H 9 H £ CITHl R HAa

Amiodarone

201545 H 9 H £ CITHl R HAa

EARAR AR — R
Alendronic acid;
Alendronic acid/
colecalciferol &7l ;
Etidronic acid;
Ibandronic;
Neridronic acid;
Pamidronic acid;
Risedronic acid;
Tiludronic acid;
Zoledronic acid;

Denosumab

20154E5 H9 A £ CITH e a2

Donepezil
hydrochloride

AT P AR

20154E5 H 9 H £ TICHl B IH A2

Fingolimod HEAT M2 Bt PV e 20154 H 6 H E£TICH R IE At EiF
(PML) 231451138 4= PEFEF @ e (DHPC) S &84T,
Infliximab TR AT b freie 201545 H 9 H =TIl s AT

3. ZDMOBVEMTONIL T TNV

E 354 (INNFRED)

R T FANREESN
FEEESR

MAH~DEE N

Aflibercept

- RPN TS 1% D 4 By i
# &) ranibizumab LV E
Uy,

PASS"D 7= DR 7 1 k=L 22015457 A
11H FTITEH

€ direct healthcare professional communication
H post-authorisation safety study (7 iR % 22 & PERFZE) (FRIE)

12
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AR IBVINES | o2 BB TOA | BB Gl R &
FUILARRT G | poy— e

Bz A ;
Moroctocog alfa;
Octocog alfa

ﬂ‘l\)'?A HoORE | DB RFES P CII SN

P, S, IO

A

Sorafenib SRR IREE | ROy —~vab I A
Warfarin B D P CII AN B
REEE SR

o V7T HPRACOENEIZOWCHELLIL Fit A b e
Questions and Answers on signal management
http://www.ema.europa.eu/docs/en GB/document library/Other/2013/09/WC500150743.pdf
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[ 77 % Health Canada }

*ADHD 1R B &R - BRITADIRY

ADHD drugs may increase risk of suicidal thoughts and behaviours in some people; benefits
still outweigh risks

Recalls & alerts, Safety Reviews

iHA1 H :2015/03/30
http://www.healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2015/52759a-eng.php

http://www.hc-sc.gc.ca/dhp-mps/medeff/reviews-examens/methylphenidate-eng.php

@ Recalls & alerts ($)

VEE R AN - 2 EVEREE (ADHD) A& B VBTV B E R oL 1§ HIC, B aEs
FOBEBATADIVAZIZE T 58 b - I b S 7B 03 5 0IA D,

B 72855 T, ADHDIEHRIEOM B CHEABE FRAHE SN WL LI E A1
FLTWD, MEERNCIE, BRE, BREN, BLOZDHO BEBEENE £ T, 1A
A R O FX FREE R TORBEDPIESN DD, R H RO Z B AR M
BEROE A IEHE TOEZERRESILTND,

A Attention Deficit Hyperactivity Disorder
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ADHDVEEFEITITS IS ERFENHY, B RE - ABATADVAZICHT 207 oAb S%
JFXFETHD, ADHDIEE R D1-> T Hatomoxetine[ ‘Strattera’ 112DV TIIZ DU AZ AT
FHIUTEY, 2005452 A7 AT IHERICFLIR S, @S CngP,

ZAVLARE, HARSRE - ABAT R DUAT DM~ TOADHDIREEERIZH 2 TTED Al sEMEA
R DI E WML 2072, 2O ADHDIAHR IS H A S8 - BB T A %5 &
FTEENGET HTE T VARG DD, VA ERE T A ATREMENE 2 D,

ADHDEH 1T, AR - ABAT 2 DYAZ 3T TITORE W A REENH L LI BT &
ThD, HRVAZ O LH LB D ORFARRE (OO, MRPEFREERE) D75, ADHDIZ
AL TNDIELHD,

TN TOADHDIRFEE DL TT G HIE, HREE - BT ADYAZIZEL, AFHRee—t s
VAEBIL, A LB EERVIALTZD, BITEWRFTH THD, 72721, atomoxetine
[ “Strattera’ 10O /77713, 3 TIZZOYAZIZEHLEEM7ZR 2 M M TLEES I TV D 729,
YRR

ADHDVREIKI AL T EFEL L TOHAFAIHET, A B L6 X 5/ Cofii 723 &R
SITCND, I TIHLL T DL i DR B LY =Ry 782305,

« [ “Adderall XR’ ] (mixed salts amphetaminef4 iz f#1)
« [ ‘Biphentin’ ] (methylphenidate il 184541

[ “Concerta’ ] (methylphenidate?: fi 51

» [ ‘Dexedrine’ ] (dextroamphetamine sulfate)

[ “Intuniv XR’ ] (guanfacinef# iz i)

[ ‘Ritalin’ ] (methylphenidate)

+ [ ‘Ritalin SR’ ] (methylphenidatef4: /7 L1)

[ ‘Strattera’ ] (atomoxetine)

* [“Vyvanse’ ] (lisdexamfetamine dimesylate)

@ MethylphenidateiZ B4 %Health CanadadZ &MLt =—C (HF)
OREMLE 2—DIFRER
e Methylphenidate® /it 13574 Clid/hNECEBEHSN T3,
o ADHDiA# D 7= (O methylphenidatefi [ 12 £ E ZE 6 OAE B2, 772 EH N R L OV
A THESNL TS,
o HEARIE - BBATADIARINEEL MO H LMD EMEEEZHL TWDEE N,
ADHDIZRERL TV DI Ebd D,

B 52 Mg [ 74 Health Canada] Vol.3 No.20 (2005/10/20) 2 H&,

© AROZEAMLE 2—TIE, BESCik, B, 1 ENATORER SRS, BLO0THENSATO
methylphenidate® i o> i 12 B3~ 251 AL E Sz,

P F & ERN TOHEIZRDCanada Vigilance Online Database A N T ZR TX 5,
http://www.hc-sc.gc.ca/dhp-mps/medeff/databasdon/index-eng.php
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o WFHTOREIEFDLLILHAZEETHDN, BEEXKSLAELVE@RESh 0D, &
RELT, B FHZ CTOREFZEM LM 5, methylphenidate®L 5o FHIZ, o ksthik B D
PHFOF BED S, —EOADHDESA T H B - B BAT A 5L COD ATREMED VR
BT,

OB LU E

o ADHDI&HE D7 Dmethylphenidatef i DAl FHIZ Y, BRAH W OREF S HE S TS,
LL72 535, methylphenidated i 23 B ZMH R O JRIK TH o722 L2 R T8 T VAT RS
TS,

o Methylphenidate® i D Je 38 i F L O = RV 78S D A 212361 DA i HILSGETS
BT E ThD, 2, methylphenidate® it O BB 12BN T, ENR0E A BRAE M OE
BERE D DHHZEE AT A ERICHOELLEHIT, BN OMBENBLN TORVNEE
BT DIOEEL, KRR O 0 OV HIA B A R U T2 56 1T D R RE
FHHICHRETDIOBEE IR T 2D THD,

e Health Canadald, methylphenidate® it D FICBEE L 72 B BAEH A OV AZIZHOW T4
ERIZHOE D20, HlAmmL,

e Health Canadai34 1%t methylphenidatef i Ol IZBEE L 7= B FRAH B DY AT 2D\ TE
=2V 7 LAk L, 17 & E RIE RIRHE AT DL L0 1T, BT/ e R E WA R
ESNTGEL, HBEIEC T EZHET D TE THD,

R E

* Atomoxetine and suicidal behaviour: update (Canadian Adverse Reaction Newsletter, June 2008)
http://www.hc-sc.gc.ca/dhp-mps/medeff/bulletin/carn-bcei_v18n3-eng.php
-3 MG [ 7 )4 Health Canada] Vol.06 No.21 (2008/09/04)

* New Information Regarding Uncommon Psychiatric Adverse Events for all ADHD Drugs

(Information Update, September 2006)
http://www.healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2006/13140a-eng.php

» Strattera (atomoxetine) and the potential for behavioral and emotional changes, including risk of
self-harm: Health Professional Communication and Public Communication (September 2005)

http://www.healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2005/14368a-eng.php

http://www.healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2005/14178a-eng.php
- [ 22 M [ -4 Health Canada] Vol.03 No.20 (2005/10/20)

2EFR
*Health Canadal%20154-3 7 30 H fFSummary Safety Review T, ADHDEE L Tdamphetamine
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LihE AR SIE s BRATALOBEIZOWNTE, ZeMELE 2 —OfE RAE@EmL T\,
http://www.hc-sc.gc.ca/dhp-mps/medeff/reviews-examens/amphetamines-eng.php

OHETIERLLZEMER
[%TGA]Vol.11 No.23(2013/11/07), [#£MHRA]Vol.7 No.10(2009/05/14) , [ % 7% Health
Canada]Vol.6 No.18(2008/09/04), [>kFDA]Vol.3 N0.20(2005/10/20)

IAITER

©Amfetamine (Amphetamine (USP) , FX#R I EE, ADHDYAREHE] st FEoE

©Methylphenidate ({ A5 /L7 = =7 —NME g, Methylphenidate Hydrochloride}, HAXAH#8HIEL
3K, ADHDIRIESE, F a7 o — 1R [EWN 38505 ok Re

©Dexamfetamine [Dextroamphetamine Sulfate (USP) , H X2 ik, ADHD{AEHK]
oL R Te

©Guanfacine ({777 73 g, Guanfacine Hydrochloride}, ADHDA#EHE] [EIPN : B %
(HFEUE( T 2015/0551(F) HESh  FFe i

©Atomoxetine ({ 7 MExtF iR, Atomoxetine Hydrochloride}, ADHDIA#EHE] [EN : 3852
WA R

©Lisdexamfetamine [Lisdexamfetamine Dimesylate (USAN), TR 4R#% #1144, ADHDAHEHE)
[E]N : BA%E ' (Phase 111 2015/0581/E) #ESh: F 7875
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[Nz MEDSAFE]

o BGI 6 7 A BT Medsafe 2SR HL7-E=FV 7 @Hm *

Monitoring Communications Issued in the Last Six Months
Trans-Tasman Early Warning System—Monitoring Communications
1#A H :2015/04/07

http://www.medsafe.govt.nz/safety/EWS/monitoring-communications.asp

(Web7 7 &AH :2015/04/23)

Medsafe 1%, FEH M OLZ 2B SN ESNTZGE, TOBEKIZIE=X) 7@
(Monitoring Communication) & U CIF#IELT2EEH1T, Gl -HFmDIET=4) 7@ | %2 —
BICLTARLTHDA

20154E4 H 7 H R Con—T %, IERUTHME - BIL TN 35, [ 2R

R R AT T W e N S W e S S

e

F=HV TR T AR BRI OV TE, oA - RER RS, &
IHDWFNL, BTEIREZ R EE R THD ThD, E=FV 7 MDA FRIX, MedsafelZk
LRI DR EME =Y 7 OREBIRYZL (proactive) 7 7 —F DO—E Th H,

BENTE=HV RO REIR> TS EIE SO A% B B T 3 _ETIEARWE
L%, MedsafelZHEFH L2\, HR oo ESK A IZBI L T DD RN 0D BT 1L, 1Y DN
HEFEIHRT RETHD, T=FV T WL, TOEERLDEEFZEZFSEILQNDIEE
IRTHDO TR,

A T=ZV VT BAMOFERE, ERGLZ 2B RIANZTPA]IVOL11 No.14 (2013/07/04) 22 1R,
B RSt L TREER L, JFHIELTHATEARSN TVDER OB ERGE LT, U7 FATEML
7= GRIE)
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% H :2015/04/07

EHK L4 AT REIN-ZERE
Guaifenesin - BENG JL PR IR Hg

(B — oy B E 713 1R D « /s
BHOEA K, OTCHEDY)

- . ITCARM 1% guaifenesind> i I £ BB O 245 15 7=,
- Guaifenesinfilfi FIZ 1) B0, #ERE, L OMUBICRE 32 30k oS 1T720,

EN RS

BUTOT —H—bOFERLOIEIZIL, HBXEEIN L,
- Guanifenesin® AR 72 X7 4 MY AT < RT ZIIRE L CRIFCTH 5,

JoR ) 1
-MedsafelZ =D EM IR HAM>E =2 7 3HE PO R L, ZOBEA SR ICETHERES
HITINEET D,

T H :2015/02/09  (Fif[E]38@ %0 H : 2014/07/08F)

EFEnt i BESN-ZEMRS
ERRAR A — R EE ~HHIRIED T LR GIRGTE Y S

+ Alendronic acid (alendronate) JEBZ KD E VT AL E

«Etidronic acid (etidronate) DRI

-Pamidronic acid (pamidronate)
-Risedronic acid (resedronate)
- Zoledronic acid (zoledronate)

T E
CC DR AIIMPE =R T HEP OB ESNTR, T2V S RIS s SR
BNEIRD T2, BARAR A — DRI AR BB T AW R L 72, RIZRDNRRT oMY AT <R

TATRIREL TREFTHY, B IIHTEDOLEITR,

€ Centre for Adverse Reactions Monitoring
O M2E=ZUL 7 FHEICOWTIE, 22 #INZ MEDSAFE]Vol.9 No.09 (2011/04/28) %2 [,
B k22 M [NZ MEDSAFE]Vol.12 No.25 (2014/12/04) /8, (FRIE)
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