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FDA requires post-market safety trials for Long-Acting Beta-Agonists (LABAS)
Drug Safety Communication
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http://www.fda.gov/Drugs/DrugSafety/ucm251512.htm
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Potential signals of serious risks/new safety information identified from the Adverse Event
Reporting System (AERS) between October - December 2010

Surveillance
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http://www.fda.gov/Drugs/GuidanceComplianceRegulatorylnformation/Surveillance/AdverseDrugE
ffects/ucm249657.htm
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2011 Summary view: safety labeling changes approved by FDA Center for Drug Evaluation
and Research CDER—March

FDA MedWatch
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http://www.fda.gov/Safety/MedWatch/Safetylnformation/default.htm
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%5 : BW (boxed warning) : #5504 245 | C (contraindications) : 25=:, W (warnings) : 45,
P (precautions) : i ] D&, AR (adverse reactions) : BI1EH,
PPI/MG (Patient Package Insert/Medication Guide) : £ {5 #, REMS (Risk Evaluation
and Mitigation Strategy) : U A~ #Aifli - 8% J8ixt 5, PCI: Patient Counseling Information

BETSh/-HE

KER AL (—#4) PPI/
BW C w P AR MG

Fareston (toremifene citrate) tablets O O O O

Ortho Evra (norelgestromin/ethinyl estradiol)
transdermal system O

Rotarix (Rotavirus Vaccine, Live, Oral) Oral
Suspension

Strattera (atomoxetine hydrochloride) capsules O MG

Accuretic (quinapril HCL/hydrochlorothiazide) tablets

O

Advil Cold & Sinus Liqui-Gels (ibuprofen 200 mg and
pseudoephedrine HCI 30 mg) capsules (OTC)

O

Atacand HCT (candesartan
cilexitil/hydrochlorothiazide) tablets

Azasite (azithromycin) ophthalmic solution

Dutoprol (metoprolol succinate extended
release/hydrochlorothiazide) tablets

Dyazide (hydrochlorothiazide/triamterene) capsules

O|lO0] O |]0] O
O

Etopophos (etoposide phosphate) powder for injection

Inderal (propranolol HCL) tablets

Inderal LA (propranolol hydrochloride) long acting
capsules

O

Inderide (propranolol
hydrochloride/hydrochlorothiazide) tablets

Integrilin (eptifibatide) injection

Letairis (ambrisentan) tablets

Lioresal (baclofen) intrathecal

OlO0]0O| O
O

Lopressor (metoprolol tartrate) tablets

O

Lopressor HCT (metoprolol
tartrate/hydrochlorothiazide) tablets

Lotensin HCT (benazapril
hydrochloride/hydorchlorothiazide) tablets

Maxzide (triamterene/hydrochlorothiazide) and
Maxzide-25 tablets ©




KER RS (—A)

BETSh/-HE

BW

W P

AR

PPI/
MG

Microzide (hydrochlorothiazide) capsules

PhosLo (calcium acetate) 667 mg gelcaps

Sectral (acebutolol hydrochloride) tablets

Talacen (pentazocine hydrochloride and
acetaminophen) tablets

Tekamlo (aliskiren/amlodipine) tablets

Topamax (topiramate) tablets and sprinkle capsules

OO0 O |O0|0O]|0O

Tribenzor (olmesartan medoxomil / amlodipine /
hydrochlorothiazide) tablets

O
O

Vaseretic (enalapril maleate/hydrochlorothiazide)
tablets

O

Yaz (drospirenone/ethinyl estradiol) tablets

Zestoretic (lisinopril/hydrochlorothiazide) tablets

Bicnu (carmustine) for injection

Humulin R (insulin human [rDNA origin] injection),
U-500

Kerledex (betaxolol hydrochloride and chlorthalidone)

Multag (dronedarone hydrochloride) tablets

PAH (aminohippurate sodium injection) vials

Paxil (paroxetine HCI) tablets, oral solution
Paxil CR (controlled-release) tablets

Pradaxa (dabigatran etexilate mesylate) capsules

Trileptal (oxcarbazepine) tablets and suspension

Zostavax (zoster vaccine live) suspension for
subcutaneous injection

O |0O]|0] O |00 O | 0|0

PPI

AccuNeb (albuterol sulfate) inhalation solution

Aredia (pamidronate disodium) for injection

Aromasin (exemestane) tablets

Doryx (doxycycline hyclate) delayed-release tablets

Flolan (epoprostenol sodium) injection

Lexapro (escitalopram oxalate) tablets and oral
solution

Lupron (leuprolide acetate) injection

R RO NCHNCHNONNONNO)
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KEFE NS (—R4A)
" BW | C W P FI\’/'ID('B/

>
Py

Monodox (doxycycline monohydrate) capsules

Neurontin (gabapentin) capsules, tablets, and oral
solution

Nexavar (sorafenib tosylate) tablets

Precose (acarbose) tablets

Propecia (finasteride) 1 mg tablet

Reclast (zoledronic acid) injection

Veletri (epoprostenol sodium) injection

O]l0olO0|]O0O]O0OlO]0O |0

Xyzal (levocetirizine dihydrochloride) oral solution
and tablets

AndroGel (testosterone) 1% gel PCI/
MG

Pristiq (desvenlafaxine) extended-release tablets MG
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e Bevacizumab[ ‘Avastin’ ] : IRFE AR FEDE B IZHLCHMPA E ENLE RAHRT
Positive opinion on a change to the marketing authorisation for Avastin (bevacizumab)
Questions and Answers

A H :2011/04/14

http://www.ema.europa.eu/docs/en_GB/document library/Medicine QA/2011/04/\WWC500105272.pdf
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<{>Questions and Answers

EMA @ CHMP ([E3E/MZ B 23) 13 2011 4 4 A 14 H, bevacizumab[ ‘Avastin’ ] DR 727K 7S 3+
THAE T O Al ZHELE L T2, ZOE BT L KIZES T80 0T, [F2ELE capecitabine D f 285
BRI FE A O — IR (first-line) VEIR BB N IC E D HEDNE TH D, ZOKRBFHET A HGE
L7-1&2£1% Roche - CTh D,

2010 4= 12 H 16 HIZ CHMP I, [ “Avastin’ ] SAZHER 72 4l fie i 4 (b 5 1% (capecitabine %
Ete) OBFRIC L DIEBIEILE BE O — IR OV TR ERRE RARIR UL, HiEE O
HEEAST, CHMP (X200 E ROBMmEERIG LT, BRSO E, CHMP X 2011 4 4 H 14
H, BA&HICHE ERE AL, BEF3i7z] ‘Avastin’ ] & capecitabine DO A (7% R 3K
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paclitaxel DO HZNEARIEAVEIGEL, MO GEDOGF IR E LN EBEIL TN D,
= 3K s 22 e E [EU EMA]VoL.9 No.02 (2011/01/20) 218,

©Bevacizumab (/33 2=, {bevacizumab (genetical recombination) (JAN) }, 1 VEGF ML
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EMA concludes class review of bisphosphonates and atypical fractures

Press Release

1EF H :2011/04/15
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2011/04/news_detail
001245.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c1

EMADCHMP (E3 S ZE B4 13, KEVEOENRIEETEITIL, EARARR—RRE Ay
TAMERTHDLER LT,

CHMP (%, ‘BREEDIGRE TIHIZBITAE ARARR—NRIEDXRT 1y M, 5lEkEIAY
Z LESTWAZE, BLOEU TOTRTOE ZRARR— N A L5 o 8L 5 58 (P 12 FEE 8
HIRERE POV AT B EZBINT RETHHZ LA MR LT, Alendronate & A #LiHIZD
WIS, 2008 4ED PAVWP (77—~ b VT AEEEE) DL E 2—%5% )T, BEIZ EU &1 T
O PHZIEERI)RBRE Pr DV AT DEEEPFEF S TND, ZO L REEOFHEN, 207U
RTOEARARF— I FADER IR END TETHD,

EARARR—NEH EIEL O EFIX, KEEE OIEERF IR EIUFEET D RN D
ZEEMSTRIRETHD, — HOMTIHERENNELNLILGEIL, b —HOHbLHmA T~
EThHDH, EARARF—NEH EI A B HEIE I UL T 5 ERIE, fEH 5 4L Rl
DU EIITRAC, IREE G T 2L ERHL0EIIRET T R&ETH A,

EARARA— NG A EFELEZLEHAL COLEEIL, KBRFICEZAZOENRF I DIAZIC

A B 2RARRZ—IRIKITIL, alendronate, clodronate, etidronate, ibandronate, neridronate, pamidronate, risedronate,
tiludronate and zoledronic acid 23& Fi.5,
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DNTHISTIRIRETHD, KEREB, M BIE E72 13 A& R, BN RE2KCT-56
X, BT OBETHLATEEMENHHZEND, T Y EITHKR T RETHD,

EARAR R —NE A B3 O RE IR FEAGEIEE (MAH) 1X, ZORMBEICOWTHEEGTESE
=X —FTHIRDLILTND,

BEBR
KAMEIZEIT 5 QRA X FRID Y A MEB [,
http://www.ema.europa.eu/docs/en_GB/document _library/Referrals_document/Bisphosphonates
31/WC500105287.pdf

$Alendronate LIFADE AR AR R—RRILD Pl ETIZHOWTE PRt A NS,
http://www.ema.europa.eu/docs/en GB/document library/Other/2011/04/WC500105286.pdf
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European Medicines Agency recommends interim measures for Pandemrix

Press Release

HA H :2011/04/15
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Atypical (second-generation) antipsychotics: reminder to monitor and manage weight,

glucose, and lipid levels

Drug Safety Update Vol. 4, No. 9, 2011

1EF A :2011/04/04

http://www.mhra.gov.uk/home/groups/dsu/documents/publication/con111813.pdf
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CATIE 5% (Clinical Antipsychotic Trials of Intervention Effectiveness) D-X—2Z A7 —X D
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assessment and management of overweight and obesity in adults achildren. Clinical guideline 43. 2006.
www.nice.org.uk/CG43

© Clozapine [ 7 = v o, k& & HT K 0 5 3£ (MARTA , multi-acting receptor-targeted
antipsychotics) ) [EIPN : J 583 1Sk 52T

© Olanzapine [ A4 7 > v, Ik &R HUK #9753 (MARTA, multi-acting receptor-targeted
antipsychotics) ) [EIPN : F&5e%% 1Sk 52T

©Quetiapine (7 =F T7E>, IEERPURE IR ZE (MARTA, multi-acting receptor-targeted agents)
ES I U7 124 S e
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e Fluticasone propionate: B35 NDY R

Fluticasone propionate and osteonecrosis
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CHE R

-Health Canada (%, fluticasone propionate & D BSE eI D E B OHEZZ N ETIZS 32T
WD,

< E HEOWATRIE G AT oA R LD B HEIED Al REMEA SR B T/RIZSILTVD,

BB E AT aARHEI B ES T LA TR AELL T, REPEITLIZSE OIRIEDIEIR
BT RO TWDTD, B R EE THD,

(SRR

Fluticasone propionate |, fs CTHR /I 2L FaA R RAT BA REFIRIEEK TH D, BT
FTHE, RAAT L —, AT /L, WARBRE, SARZY—LEL CAFAHETHS (& 1),

AT A R FNEE A0 7 (3 M1 4% E S SE (avascular necrosis) 1, MLEFE DA U5 H #l
NaFEA R E T2, #f A FITF IR B SRS BB AT uA R L E SR DO BE RS ST
W5 Y, B AETIIA AT B A RSB A RS A S TOBAS, 1 0 R EIREE S
AT OAR DA N 7 CooTe ¥, BIEO RN B A BRERIE R IE R OIRH2 L Tl
BOEE EEATARR AL TOILTODA, ZO LX) 7@ H EAT oA RIREIZES
BEEFED RIS RIRS TG Y,

2010 410 A 31 H £TIZ, Health Canada I, fluticasone propionate &M BaiE 3 g0 5 B HE5E
DHEZ 52T TOD, LRI, 33 s B DS, We A fluticasone 2 1 H 3 [1], FERFIEEHL
Tet%, FifiZ B3 2 iAo B B R o M i A& MR A L Z LIz LW O s ThoTz, LARTD AT 1
AR VR IR (FREIAREE) DB ESNIZY A7 R AL THRE ST, BIOEEEFEDOH
1%, [ “Advair Diskus’ ]% 4 7 A, [ “Flovent’ JEB X OB DO E AR LEAT AR
(beclomethasone) Z#J 8 4EfH], [ ‘Flonase Nasal Spray’ 1% 4 % 3 4E [ F L7 46 k> BEIC
B3 2bDOThoTz, ZOREITIZEIE G AT A RO EIEHRIEOTLE T -7, o> 3 #i
BT BBRON T,

RIlE B E AT BAR O s SO A A TR E MO A ERIGN R THENE RS M,
Fluticasone propionate D EHIHISZBIINEL TR TH D, WAB L O RS HEIE EATaA
NI B E A F RS DWW TOFE IR E K -2 3l L 72 & 24, fluticasone propionate I3
EHMEOERANEOERESHZ ¥, BB E AT OA R #5555 R B R 4 i
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33 %) ITHAE LT AT LI A ORISR I RSN TN AT, BRI ANEETHS Y,
ERRIEEE, BE, BXON#EE L, WAEILE &R EATaARICEY B EEFED A HE
PEICTEE T RETHY, OO AERIZOWTE Health Canada ([C#ifs4 5 L5 Bk
Do

# 1: 7 F TRFEIIN TS fluticasone propionate &4 Bl &L *

W4 (RGERRLAEE) B 5 T

[ ‘Flonase’ ] (1993) =t TLAX— LD

[ ‘Flovent Diskus’ ] (1998) A NEBEORRA TOMEEOTRhR)E Y

[ ‘Flovent HFA’ ] (2001) /IN INRBLORA COME B T RRE R Y

[ ‘Advair Diskus’ ]t (1999) 8L ® WA ﬁaé\ﬁu@ﬁﬂ% bﬁﬁ’@}f&;é&%z%n%%ﬁf‘@ﬂ%ﬁiﬁiU‘"I%Wﬁ
[ ‘Advair HFA’ 1t (2001) FEME i BB OHERFRTR Y

[ “Cutivate’ ] (2004) SNRZV— A Bl B AT 1A R S B2 & 9 R D JAE 46 L OREFE M RE R D H8)Y

FREEAT L —IZONWTIE, YRy EH S AT AT,
TFluticasone propionate/salmeterol xinafoate #ic &7,
(ZE3 - Nadiya Jirova, MSc, Health Canada]

X R

1) Flovent HFA, Flovent Diskus (fluticasone propionate) [product monograph]. Mississauga
(ON) : GlaxoSmithKline Inc.; 2010.
http://www.gsk.ca/english/docs-pdf/Flovent 2010.pdf

2) Flonase (fluticasone propionate) [product monograph]. Mississauga (ON): GlaxoSmithKline
Inc.; 2004.
http://www.gsk.ca/english/docs-pdf/Flonase _2011.pdf

3) Advair Diskus ( salmeterol xinafoate/fluticasone propionate )  [product monograph].
Mississauga (ON): GlaxoSmithKline Inc.; 2008.
http://www.gsk.ca/english/docs-pdf/Advair_2011.pdf

4) Powell C, Chang C, Naguwa S, et al. Steroid induced osteonecrosis: an analysis of steroid
dosing risk. Autoimmun Rev 2010;9 (11) :721-43.

5) Lipworth BJ, Jackson CM. Safety of inhaled and intranasal corticosteroids. Drug Saf 2000;23
(1):11-33.

OFluticasone [fluticasone propionate, 7/ F 1 > 7 a4 A7 /L (JAN), BIE REAT 0
ARIERN:FERW W FEE KENTRA S EDELHY,
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« Rosiglitazone-fenofibrateff EfEf : HDLaL AT o—/ Uiz FRICK L TELLIETEES
Rosiglitazone-fenofibrate interaction: severe paradoxical decreased high-density lipoprotein
cholesterol levels
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IHAH :2011/04/19

http://www.hc-sc.gc.ca/dhp-mps/medeff/bulletin/carn-bcei_v21n2-eng.php#a2

http://www.hc-sc.gc.ca/dhp-mps/alt_formats/pdf/medeff/bulletin/carn-bcei v21n2-eng.pdf

CHE R

-Health Canada I, rosiglitazone & fenofibrate Z{}f H L 7= f84 C, HDL 2L A7 o — VK T O#HE
8 T T,

A IE R L OYEFIH S TIE, SFXFe7 47T — R R¥E (fenofibrate, bezafibrate 728" Ok
2PV HDL 2L A7 — LR PRI L CE LR T2 A REE 0 RS TS,

ZNHOHFFERB L OVEFIHR ST, —E#80 BE T HDL 2L A7 11— /LK T2 rosiglitazone &
fenofibrate $£7-13 bezafibrate LA A ANEH 23 B> > QD Al REM A2 RIR I D #5013 B D,

(SRR

Rosiglitazone (%, 174 TIEhO T~ TORE A HURERIFZED D RA 53 TH D), BT, Fiz
IXREMER 2 2 APERFEE O M= hr— VB ELEILEL TS, T4 T,
[ “Avandia’ ] D it 42 C 2000 FBHIRFES 4L TV 5, Fenofibrate 13, $0fE oo 5 'HE 52 7 I
(dyslipidemia) D¥ERE G385, 74T, [Lipidil’ JOR 54 T 1990 40 BIRFESNT
W5,

MHEITEHIZ HDL AL AT a— VO MR E L FR-SEHZENMBN TS, —T7, kYT
I, rosiglitazone & fenofibrate OHFAIZEIEL T HDL 2L AT 0— LR PRI L CTHE LR T
(<0.52 mmol/L &7EF) THIERIAHE I TWD, 1.03 mmol/L % F[al% g HDL 2L A7 m—
JABLE, DILEREBOYAZR - ThHHEEZ BTG 2,

20104F 9 A 30 H MFFC, Health Canada I3 rosiglitazone & fenofibrate Z{jf H L 7= f835 C HDL
AL AT AME T LIS Z 8 fF21 T\d, B BHE T, Mk Sh o alREiZix 0.02
~0.43 mmol/lL DiENRH-T=, HEDHIHO 1 1%, 2005 4 Canadian Adverse Reaction
Newsletter [Z#8fk 0722, Bl LRI SCEIC R RSN, 8 ADHEFEDHE 3 AT rosiglitazone
B Ga L7225, fenofibrate # 5-13A##EL TV2A3, HDL 2L AT m— /U ERSGEES T,
MOBRETIE, MIEEHITE5E2H1ELT-E2A HDL 2L AT r— /U EAKES Iz, ZIVHDIE
FIOHIHD 120, BMERMAEHF OERRER I RN ES T, JECLIZBEF IR o7,

BLEM I LIE B A CTlX, SESEe7 77— R 3 (fenofibrate, bezafibrate, ¥ 72 1%
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P2

ciprofibrate) O FIZ £~ C, rosiglitazone % [RIFRFZfE L TV < T HDL 2L A7 10—/ LE7)
FRUCK L TELUE T2 AREMES I E SN T MY, LinL, ZO%ORERT — 405l %
FINTIEBIR LTI, —FOEE T, 290L72 HDL 2L 27— /LD FIZ rosiglitazone &
fenofibrate 71 bezafibrate XD AAEH A BEIHHZENRIBS TS 12

Rosiglitazone (F~/LA 32— AHESER 115 L 21K v (peroxisome proliferator-activated
receptor-y: PPAR-y) {EENFK THY, fenofibrate (X PPAR-a {EENH ThH 5, PPAR TEENHK~0D S
(2B 2B Z TN, HDL L AT 0— /LD EHRURS L TG TinD T RVR AL 308 A-l
DREN BT L REMEDN B D ZEAVRIEES LTS 1212 Rosiglitazone & fenofibrate (O AH A 1
FHOFIIARHTSHD,

PERHEF#1Z, fenofibrate 35 X UN rosiglitazone o B g A 7= 1307 H L DB 23 &35 HDL
AL 27— VR FREFIZ T~ TG T 55025575,

(BZE3 - Patrice Tremblay, MD, Health Canada)

X R

1) Goldberg RB, Mendez AJ. J Clin Lipidol 2007;1 (1) :41-56.

2) American Heart Association. Cholesterol: about cholesterol. Dallas (TX): The Association.
Available:
www.heart.org/HEARTORG/Conditions/Cholesterol/AboutCholesterol/About-Cholesterol UCM_00
1220_Article.jsp (accessed 2011 Mar 28).

3) National Cholesterol Education Program. Bethesda (MD) : National Institutes of Health; 2001.

Available: www.nhlbi.nih.gov/guidelines/cholesterol/atp3xsum.pdf (accessed 2010 Oct 20).
4) Willcox D. Can Advers Reaction Newsl 2005;15 (3) :2. Available:
http://www.hc-sc.gc.ca/dhp-mps/medeff/bulletin/carn-bcei_v15n3-eng.php#a3
el 3K 22 2117 1 [ Health Canada]Vol.3 No.13 (2005/07/14) 2 &,
5) Gutschi LM, Malcolm JC, Favreau CM, et al. Ann Pharmacother 2006;40 (9) :1672-6.
) Mymin D, Dembinski T, Friesen MH. J Clin Pharmacol 2009;49 (7) :865-71.
7) Magee G, Sharpe PC. J Clin Pathol 2009;62 (3) :250-3.
)
)

Glaysher J, van Heyningen C. Br J Diabetes Vasc Dis 2007;7 (6) :295-7.

Normén L, Frohlich J, Montaner J, et al. Diabetes Care 2004;27 (9) :2241-2.

10) Keidar S, Guttmann H, Stam T, et al. Pharmacoepidemiol Drug Saf 2007;16 (11) :1192-4.
11) Alvarez CA, Russell NM, Edwards KL, et al. J Clin Lipidol 2008;2 (6) :447-52.

12) Schwing W, Hustak L, Taylor HC. Endocr Pract 2010;16 (3) :382-8.

©Rosiglitazone (07 VX, F 7 V05480 OGRS FRIE ) HES: 38 58 75
OFenofibrate (7= /747 T —F, 74 77— NRIGE R FIEIRRIE) EN JE500 ok 8580
©Bezafibrate (Y747 F—h, 747 7 —RIFE R EERF K] EN 505 1 He 0
©Ciprofibrate (> 717 47T —h, 7477 —RIFE S EIRIFRI) WSl 5872 5
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e Varenicline : $§RJ%& BE TO® MLAE

Varenicline and hyperglycemia in patients with diabetes
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CHE R

-Health Canada I3, 173308 2 A FR 955 R A& T D varenicline &0 BEE AN EE L2 i U O 5
% 18 1F52iT T D,

IS 18 D #EDH B 7 £E:121Z, positive dechallenge (varenicline D35t 1k F7- 132 &
DA EBOSHE) S Frak S LTz,

(SRR

Varenicline[ ‘Champix’ 1%, &t h 7L UL 27 LR L TR TOAEIAIR IS 2505 Y,
BUED I T BT /757 ClX, BERIE & X TR R C R 72 EF s | DA
(B S, ZNOHOFERIGITE 2, HEVE IS0 (infrequent) I8 L OV (rare) LRt S
<V \é 1)AO

2007 - 4 A D358 H A5 2010 42 9 A 30 HETIZ, Health Canada (%, 1 #1351 08 2 BB R
B TO varenicline LOBIE A EEONL @ IUFEOWRES 18 17 TWD (R 1), Zis 18 fHD
HEDIDL 2T ABRE LB L LT, 74121, positive dechallenge (varenicline D% 5-71 1E F7-1%
PR Z A EROGMEIR) A FEE S, 114121 negative dechallenge (varenicline % (- L7-1%
(A E OB T) A RRdE S T e, BB O 1T, varenicline OF% 554 (2 42 [A] iU i
D ERTHIENMESIN T, BERIFI, &L F e T 2B EHER B THY, 207
D, ZIHDIERF]T R TIZIBIT DA F T, —HOWME TRESNZIEZN D ASHER 1121,
Y, TG (A A, #& D HURERIF SR, FIPRIEZRE), 8l WUED BT, —EBDRER]T
1%, varenicline IR A 15 E72BUEL TWDEE DN,

BRI BT varenicline DB gD m MBEO X, E5 Ik LTI AL,
B R Ip B COARMBE IO TIE, varenicline 1R BRAATZ ICBEIEIOBIEAE Z U721 SEBID i
SCRAESITERY, M7 A a—MEOFFETOE=LY 7 5T 2I5HRSA TS 2,

A SR V757 T, B3 100~1000 Ad7-0 1 NICHEZ A4 5 K% infrequent”, 35 1000 Ad7=0 1 ALY
RVEE DR ER A rare” L EEFHL TV D,
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£ 1 FERBBE TO varenicline LOBIEREON S EMEEDHRE 16 H*DEK
(2010 42 9 A 30 H I E TOD Health Canada ~D#4&E4Y)

iEFEh
Bl PERI
" 2?
2 G
8 %Ari
4 3—3@
S gg
T e
8 Na
o g@
10 Y
1 G
12 D
13 g@
14 ﬁg
15 gg
16 o

HERRG
BB ETO
Bt

10 H
4 H

3
R
o
R

2 H

2 H
3H
R
o;
R
R
R
R

A

Dechallenge§

Positive

Positive

Positive
Positive
Positive
Positive
AT
I
Negative
PR
N
N
N
PR N
N

Positive

L H L7 mE

fif (mmol/L)

12 (FH 1% 70)

16
(57 75 15)

22
30
16-19
35
31-33

(5-13 5 L5)

18-20
(725 5

15

20

24-30

(6-13 75 1 5)
17-18

T 75 5

19

(55 2b L)

33
16-17

33LLL

CIREES

Insulin lispro and NPH, ramipril, furosemide

Metformin, ASA JI37A§E, atorvastatin, metoclopramide,
nifedipine, pantoprazole, perindopril, triamterene,
hydrochlorothiazide

Insulin, unspecified hypocholesterolemic agent,
levothyroxine sodium

Rosiglitazone, cilazapril, lansoprazole, oxycodone,
topiramate

Glyburide, metformin, ASA, rosuvastatin

Metformin, cetirizine, pantoprazole, pravastatin,
salbutamol, venlafaxine, verapamil

Insulin NPH and R, pancrelipase, budesonide /
formoterol inhaler, clonazepam, rabeprazole,
spironolactone

RN OHURERFEE GEE IS (SRS Qe

Glyburide, metformin, diltiazem, doxazosin,
hydrochlorothiazide, losartan, omeprazole, simvastatin

Insulin

Insulin

Insulin glargine (BEEIEE L TEHIZHE) , insulin
lispro, ASA JIG#A#E, calcium and vitamin D, mesalazine
Insulin, atorvastatin, doxazosin, ezetimibe,
pantoprazole, ramipril

Glyburide; @ il E, 2L AT a—/L, i RO DFK) 10
FEEOPFHEEAIRAL TWeEORHEHY

Insulin, naproxen, lorazepam

Metformin, glyburide, ASA 575

7% : ASA = acetylsalicylic acid, NA = not available (5% 4 5 —472L)
*18 HHOWEDIG 2 HIFIEFERBRON TNelod, ZORITED TN,
TZNODOT =21, AEGHEREIV DG SN TEY, BE~OBRED X FEO Ik FE IS & I

VWRWeh, BERIEDFEARERETHOIH AT HI LI TERN,

HEEBR G H D OHEE,
§HD B E L ICx T DG, Ha Wk F 135 BEREEZICKISOBRIEN RN =84, "positive
dechallenge”& .72 L7=,

T2 E RS R (A L

X #R

(% : Maria Longo, RPh, BScPharm, Health Canada)

1) Champix (varenicline) [product monograph]. Kirkland (QC): Pfizer Canada Inc; 2010.

2) Kristensen PL, Pedersen-Bjergaard U, Thorsteinsson B. Varenicline may trigger severe
hypoglycaemia in type 1 diabetes. Diabet Med 2008;25 (5) :625-6.
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©Varenicline [Varenicline Tartrate, /SL- =27V ABEA A JAN), af, =2 F 2 RREL 43 1EE)
$R, AR [E PN I HESh ST

[ TGA ]
LR 2N

[NZ MEDSAFE]
%L

LEGFHEE = K BLF5K BF

18



	 Canadian Adverse Reaction Newsletter, Volume 21 - Issue 2 - April 2011
	 長時間作用型β刺激薬（LABA）：FDAが市販後安全性試験の実施を要求
	 2010年10～12月期にAERSで特定された重篤なリスクのシグナル/新たな安全性情報について
	 FDA/CDERによる安全性に関する表示改訂の概要（2011年3月）
	 Bevacizumab［‘Avastin’］：販売承認事項の変更に対しCHMPが肯定的な意見を提示
	 ビスホスホネート系薬：クラスとしてのまれな非定型骨折との関連
	 ［‘Pandemrix’］ インフルエンザ（H1N1）2009ワクチン: EMAがナルコレプシーに関して暫定措置を推奨
	 非定型（第2世代）抗精神病薬：体重，血糖および脂質レベルのモニタリングと管理について注意喚起
	 Fluticasone propionate：骨壊死のリスク
	 Rosiglitazone-fenofibrate相互作用： HDLコレステロール値を予想に反して著しく低下させる
	 Varenicline：糖尿病患者での高血糖


