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[ kFDA ]

o FDA/CDERICEL 2R EMIZE TR RUETOME (20124 1 A)
2012 Summary view: safety labeling changes approved by FDA Center for Drug Evaluation

and Research CDER—January
FDA MedWatch
HENH :2012/02/17

http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm289859.htm
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i : BW (boxed warning) : #4775 C (contraindications) : 255, W (warnings) : #25,

P (precautions) : {8 H]_EOVEE, AR (adverse reactions) : &I,

PPI/MG (Patient Package Insert/Medication Guide) : F85 H 15,

PCI (Patient Counseling Information) : f2& 7 U 7 & #H
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Accupril (quinapril hydrochloride) 5 mg, 10 mg 20
mg, 40 mg Tablets O O O O
* Anti-Hypertensive Drugs
Accuretic (quinapril HCI/ hydrochlorothiazide)
10/12.5 mg, 20/12.5 mg, 20/25 mg Tablets O O O O
* Anti-Hypertensive Drugs
Altace (ramipril) 1.25,2.5,5, and 10 mg Tablets
* Anti-Hypertensive Drugs O O O O
Avalide (irbesartan/hydrochlorothiazide) Tablets,
150/12.5 mg and 300/12.5 mg O O O O
* Anti-Hypertensive Drugs
Avapro (irbesartan) 75 mg, 150 mg, and 300 mg
Tablets O O O O
* Anti-Hypertensive Drugs
Azor (amlodipine/olmesartan) 5/20 mg, 10/20 mg,
5/40 mg, and 10/40 mg Tablets O O O O
* Anti-Hypertensive Drugs
Benicar HCT (olmesartan
medoxomil/hydrochlorothiazide) 20/12.5 mg, O O O O
40/12.5 mg, and 40/25 mg Tablets
* Anti-Hypertensive Drugs
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Diovan (valsartan) 40 mg, 80 mg, 160 mg, and
320 mg Tablets O O O O
* Anti-Hypertensive Drugs
Diovan HCT (valsartan/hydrochlorothiazide)
80/12.5 mg, 160/12.5 mg,160/25 mg, 320/12.5 mg,
and 320/25 mg Tablets O O O O
* Anti-Hypertensive Drugs
Exforge (amlodipine/valsartan) 5/160 mg, 10/160
mg, 5/320 mg, and 10/320 mg Tablets O O O O
* Anti-Hypertensive Drugs
Exforge HCT
(amlodipine/valsartan/hydrochlorothiazide)
5/160/12.5 mg, 10/160/12.5 mg, 5/160/25 mg, O O O O
10/160/25 mg, and 10/320/25 mg Tablets
* Anti-Hypertensive Drugs
Lotensin (benazepril) 5 mg, 10 mg, 20 mg, and 40
mg Tablets O O O O
* Anti-Hypertensive Drugs
Lotensin HCT (benazepril/hydrochlorothiazide)
5/6.25 mg, 10/12.5 mg, 20/12.5 mg, and 25/25/mg
Tablets O O O O
* Anti-Hypertensive Drugs
Lotrel (amlodipine besylate and benazepril
hydrochloride) 2.5/10 mg, 5/10 mg, 5/20 mg, 10/20
mg, 5/40 mg, and 10/40 mg Tablets O O O O
* Anti-Hypertensive Drugs
Mavik (trandolapril) 1 mg, 2 mg and 4 mg Tablets
* Anti-Hypertensive Drugs O O O O
Micardis (telmisartan) 20 mg, 40 mg, and 80 mg
Tablets O O O O
* Anti-Hypertensive Drugs
Micardis HCT (telmisartan/hydrochlorothiazide)
40/12.5 mg, 80/12.5 mg, and 80/25 mg Tablets O O O O
* Anti-Hypertensive Drugs
Tarka (trandolapril/verapamil hydrochloride)
2/180 mg, 1/240 mg 2/240 mg and 4/240 mg Tablets O O O O
* Anti-Hypertensive Drugs
Teveten (eprosartan mesylate) 400 mg and 600 mg
Tablets O O O O
* Anti-Hypertensive Drugs
Teveten HCT (eprosartan
mesylate/hydrochlorothiazide) 600/12.5 mg and
600/25 mg Tablets © © © ©
* Anti-Hypertensive Drugs
Tribenzor (olmesartan
medoxomil/amlodipine/hydrochlorothiazide)
20/5/12.5 mg, 40/5/12.5 mg, 40/5/25 mg, 40/10/12.5 O O O O
and 40/10/25 mg Tablets
* Anti-Hypertensive Drugs
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Univasc (moexipril hydrochloride) 7.5 mg and 15
mg Tablets

Uniretic (moexipril hydrochloride/hydrochlorothiazide)
7.5/12.5 mg, 15/12.5 mg and 15/25 mg Tablets

* Anti-Hypertensive Drugs

Ceftriaxone for I njection and Dextrose Injection in
Duplex Container

Evoclin (clindamycin phosphate) Foam

PPI

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

Micardis (telmisartan) 20 mg, 40 m g,and 80 mg
Tablets

O|l]O0|0O0| O

O |]O0|0O0| O

Micardis H CT ( telmisartan/hydrochlorothiazide )
40/12.5 mg, and 80/12.5 mg, and 80/25 mg Tablets

O

O

Micardis HCT ( telmisartan/hydrochlorothiazide )
Tablets

O

O

Twynsta (telmisartan/amlodipine) Tablets

PPI

Xenical (orlistat) Capsules

Chantix (varenicline) Tablets 0.5 mg and 1 mg

Erbitux (cetuximab)

Fanapt (iloperidone) Tablets

Fazaclo (clozapine) Orally Disintegrating Tablets

Gralise (gabapentin) Tablets, 300 mg and 600 mg

Morphine Sulfate Oral Solution, 10 mg/5 mL,
20 mg/5 mL, and 100 mg/5 mL

MG

Morphine Sulfate Tablets, 15 mg and 30 mg

PCI

Nexium (esomeprazole sodium) For Injection

Ojo| O |O0O|lO0O]|O]O|10]|0O

O|lo0o|] O |OJ]O|O|lO]0O]|O

Nexium (esomeprazole magnesium)
Delayed-Release Capsules, 20 mg and 40 mg;
Delayed-Release Oral Suspension, 10 mg, 20 mg,
and 40 mg

O

O

MG

Perforomist (formoterol fumarate) Inhalation
Solution

Pradaxa (dabigatran etexilate mesylate) Capsules

MG

Vimovo (naproxen/esomeprazole magnesium)
Delayed-Release Tablets

MG
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Vytorin (ezetimibe/simvastatin) Tablets O O O
Amturnide
(amlodipine/aliskiren/hydrochlorothiazide)
150/5/12.5 mg, 300/5/12.5 mg, 300/5/25 mg, O O
300/10/12.5 mg and 300/10/25 mg Tablets
*Renin Inhibitors
Droxia (hydroxyurea capsules, USP) 200 mg, 300
mg, 400 mgand H ydrea (hydroxyurea c apsules, O
USP) 500 mg
Marcaine and Marcaine with Epinephrine Injection
Marcaine Spinal Injection
Bupivacaine hydrochloride and epinephrine O
bitartrate injection
Multaq (dronedarone hydrochloride) 400 mg
Tablets
Parlodel S napTabs ( bromocriptine m esylate )
Tablets and Capsules
Tekamlo (aliskiren/amlodipine) 150 mg/5 mg, 150
mg/10 mg, 300 mg/S mg and 300 mg/10 mg Tablets O O
*Renin Inhibitors
Tekturna (aliskiren) 150 mg, 300 mg Tablets O op
*Renin Inhibitors
Tekturna HCT (aliskiren/hydrochlorothiazide)
150/12.5 mg, 150/25 mg, 300/12.5 mg, and 300/25 O O
mg Tablets
*Renin Inhibitors
Valturna (aliskiren and valsartan) 150/160 mg and
300/320 mg Tablets O O
*Renin Inhibitors
Zetia (ezetimibe) Tablets
Zyban (bupropion hydrochloride) o
Sustained-Release Tablets
Astelin (azelastine) Nasal Spray O
Enablex (darifenacin) extended-release tablets O
Fibricor (fenofibric acid) Tablets O
Lupron Depot (leuprolide acetate for depot
suspension) , 11.25 mg o
Lupron Depot (leuprolide acetate for depot
suspension) , 3.75 mg
Synarel (nafarelin acetate) nasal solution, O
2 mg/mL

B Escicia#as e R,
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VESIcare (solifenacin succinate) Tablets

Vidaza (azacitidine) for Injection

Welchol (colesevelam HCL) Tablets and W elchol
(colesevelam HCI) for Oral Suspension

Zonegran (zonisamide) Capsules

OO0 |]0]|0O

BEHH

* Anti-Hypertensive Drugs
RPOT AT MRS (ACE) [RE B L OT AT o 2 AR5 138 (ARB) (2B
T OV A A Lo RN UG

*Renin Inhibitors

KRB OL =L HEHICBE T D FREGT,

V0l.10(2012) No.06(03/15) R02

[ EUEMA ]

o Orlistat B H ERS : RIFRARIRT 4y MYRY < NT U A%

European Medicines Agency confirms positive benefit-risk balance of orlistat-containing
medicines

Press release

A H :2012/02/16
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/public_health_alerts/2012/0
2/human_pha_detail 000053.jsp&mid=WC0b01ac058001d126
http://www.ema.europa.eu/docs/en_GB/document library/Press_release/2012/02/WC500122878.pdf

(HH)

EMADEF i ZE B2 (CHMP) 13, orlistat & A R M EBHE DRFFEEFEIAZIZHONTOLE 22—
R T L, KRR (BMI) 7328 kg/m® LA_E D R £/ I B R B FRF (x4 D160 T, 51& e
ERXRT 4y MBI AZ % Ao T EfEamLTc, £7o, FEFITENRITIEA~ORIEHIZEE T 51
AT T Dorlistat & A EIH S TR —1272589, "EIERERK — T2 aHELE L7,

CHMPIIEC (FRM 2 B 42) DS T, orlistat 3 A 125 38 5 & D BE S B o 415 H L D JIFFE 12
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IOV a—E, FREE A TRRBSINI AL Xenical” ], KA EOOTCHE“Alli’ ],
BLOKEL L CEEREN-orlistat G A Y = v 78L&t R L LT T,

[ ‘Xenical” ] F1 ¥ T, [ ‘Xenical” J& DB EI NGO L HEOHFIEE DY, 19974-~2011
FELHIZERIERE S, Al JEDBIE A SN DIF DO IF A4, 2007454 (LAl D
TR BRAARE) ~20114E 1 S| STz, 7272, 2RO OREFIEIZEIL T, [ Xenical’ ] L
LAl 1 &8 T, R HC5, 30005 ALLE, EUNT2,0005 AL EIZX B SN T&=2
LEEBRTHVNENRDD,

CHMPIZ, TR A, WFEARDORILL o=k T — &, (ER_R—ADAENZE, BLO
CHMP O B ¢l {58 KGR BS80S R U 7= b (B O RFFE B A OB e 2 b0
BETHEESNDITREED Ny 7 7T REBLREAZ ) OFER72E, orlistatl {9 T R
ORWERDIAZICEL TAFARER T X COT —F&LEa—LT,

CHMPIZ, orlistat?¥ E EDFEE DY AV % LHEEHLEWVITR R T L AXGLNR D>
7eZ&, FoorlistatlZI IR EF 25 | R T IO RRARRAEHE T IO THORWnWZEa B E LT,
CHMPIZ, &K 7corlistatfif F #2504 2 AU, orlistatfif [ R E COEE DA E SO HRE T
VETHY, ZNHDOBEIHEESND Sy 77T REHLERE Tlalo> TV D EfR LIz, #ibs
NI FEDOXATINT—EDORE— AT RLNT, FFEAEDRE, IHFEEBSCOFA IR
E, HEEIRAZ % EASEH RO HHMO K FHAF7EL Tz, Orlistat: ORI R BRI G E
LENRWEEZRITIRENIEF IZEIUITAET DA EENMETH 57, CHMPIL, D IH72 £1780E
BUEREBRAE R T =T AL TEEITIEeWeB 2 Tnd, £-CHMPIE, ARINTFER
NR—Z2DOWFIE D EATE RV AT R OB #EZRIEL TWAHIEIZHE &KL TS,

2EFH
% 1:LE2—BRtRIC oW T, EREE 2 #IEU EMA]Vo0l.9 N 0.23(2011/11/10), BE O
EU EMA® T iCPress releaseZ

http://www.ema.europa.eu/ema/index.jsp?curl=pages/news and events/news/2011/09/news_de

tail 001345.jsp&murl=menus/news _and events/news and events.jsp&mid=WC0b01ac05800
4d5cl

EANEHR
©Orlistat (A /LY A&y, FLAERHE (VS —ERHEA]) S 5587
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[ EUEMA ]

o Aprotinin® A E3K 5 : B —RHE L2 AERR

European Medicines Agency recommends lifting suspension of aprotinin

Press release

WA H :2012/02/17
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/public_health_alerts/2012/0
2/human_pha_detail 000056.jsp&mid=WC0b01ac058001d126
http://www.ema.europa.cu/docs/en_GB/document_library/Press_release/2012/02/WC500122914.pdf
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EMAIZ, EUPN TDaprotinin g 4 [ 3K 5 DO AR 78— W2 (R A RFR T 5 O HER L=, Zhidd~
TOPRHRIED RET 4 EYRT D 4372 B 2— 12X B0 DO T8, Bioe —Ffs Ik DR ILE A7
BARTER ! © Of BUE MM 2N M SN2 Th D,

Aprotinin/E, 200842 FEAME ILSNDET, HEENRASA/SAINZ 21T DB ITRL, WFl7R
F D FBh% I E L CTRRS LT,

EMA O [ 3£ 5 % B 2 (CHMP) 134 8], K MDY 227 0 & F 3 AR B EE B IR /S o /< 257 P
Z2 T DY, aprotinin® KL PRI DX T 4y MIV A Z EEIDEREGR LT, EERIE, aprotinin
TRREDORRT 4 NMIRAI B HEIZFHME T 5EE01C, MOIREIELMRE L LT, ZOREINZ
BEEMICOBHNLRETHD,

AEOVE 22—, BARTHREBRO & ROFE LML ITBALAS L, BARTHREBROM L LEHIT,
DEGHRRBRORE B, BT — %, PSR O TE & A H U7 RIVE 80 B 15 S
EOTRHNLIZLOTHD, 72, CHMPOR AR T NV —7 O AfEb 58 LT,

CHMPIE, BARTER D FEfiii JTIEIZW OB R D o722 8a B L, AT FmIZEE
Zfau T, RIERIE, ~ U E OHUERESROT R T 2 Ao, ke [ FEAE H o A g7
F=HVT, A ORNTCO—HDEE T — X ORI J7 1572 Th-oT-, CHMPIE, BARTRER
DOFERIIM OB TITHFHIN TN L, BEIOAFRERT —F 2T, BEINZE
Jit~N Caprotinin D FIZ_NK 7 4 MRV AZ % Eal>TNHZEE R LT,

CHMPIZ, BFEH ILfRERODOGAEEL T, ~/ U DD GOV AT HOWTCERIZ L 452
&, BEUEUW Taprotinin®ff FHICEE T A 15 A FLEk T D88 AT LB T DI85 E S LT,

AEDOLE 2—"TiX, FritiaFKDaminocaproic ac id&tranexamic acidb it ELTZ, ZOMIRIL
1960FARLARE, B FIT-CHEFRINZ T 5 BEH R, HMLIZEDAIHEDYAY Dé2% B ITE

A IR A PES [ EU EMEA]Vol.5 No.25 (2007/12/13) 2R,

B Aprotinin, aminocaproic acid, XU tranexamic acid IZ OV CLE 2 —23 T,

€ Blood conservation using antifibrinolytics: A randomized trial in a cardiac surgery population study (.CrlgTF=1fr
FITBT PRSI 22 i B 1 D BEAE 2 (LR ER)

P SHEENRASASAD B D FHTTHY, KEIWRS B2 8% RIS TL2 b O,
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&I CTET, CHMPIE, ZOMIEITH 722 2 MO REIZZRWE LR 08, i HF- <R
WODZDWTUIE BN AR+ ThdELTZ, LT35> TCHMPIE, BIfEAFARERTE T A
IZhEDE, ZOM LA ROV AAER T D IOHEEL T,

F7-CHMPIZ, /NRIZ% ¥ Dtranexamic acid D e 72 {5 FHEIZOWT, SBITE A INE T
LI DM RA I3 5 X9k T,

b2k

« ZOVE=a—(F, Hi52001/83/ECOFEIIRELEREIHLESE, FAYRBLALTE,

- EMEAZ £ 520074 @ aprotinin & A [ 3£ i D i 58 74K 8 — 45 1L ) & 1T B - 2 1 i,
aprotinin® T il Ak (FE1075:1TH LD FHe X2 itdl) #5 M,
http://www.ema.europa.ecu/ema/index.jsp?curl=pages/medicines/human/referrals/Aprotinin/human

referral 000121.jsp&mid=WC0b01ac0580024¢9a

+ CHMPIZ, Finz s, WAL EII 2 EOMMEREMRIC I HiLZ 2L TO D HE A~
Maminocaproic acidDffi %, =BT AIZHESNTWDERETRLT,

* CHMPIZ, FRAB LU LO/NRT, 5 E7 3R FTIEOMHERTAAR I Z LD Hi OB
BLUVEEE~Dtranexamic acid D HIZ=E 7 L ZAITHEDWNTNDERE R LT,

B2EFHR
* 1:BART#BR
HEHEC ) A7 DUIETFIT B T DT DR & H AR ST, HUstia ol 23
fliL 7= 3%k, Aprotinin7®, tranexamic acid °aminocaproic a cid& FLig S 417z, D254 & b
L Caprotininff TIE L EN L o272, Bk ITH LS,
fi RIFLL T 2B M,
Fergusson DA e tal. (2008) A c omparison o faprotinin and lysine a nalogues in hi gh-risk

cardiac surgery. N Engl J Med 358 (22) : 2319-2331.

¥ 7174 (Health Canada) 7>5%, 201149 H 21 HfF Advisories and Warnings “C, aprotinin @
Fe—IRHE IE DFRFRZBHIL T D, I Z VNG #7774 Health C anada] Vol.9 N 0.22
(2011/1027) BEOVFRL AR 2R,

http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/ 2011/2011 124-eng.php

S HETAIERRLELMEFER
[EU EMEA]Vol.5 No.25(2007/12/13)
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©Aprotinin (7 7'mF =2, B A MFEERILEA, PLkadE (HL77A3038), (ki Al)
EN : BoE—REE 1R (2007/11/07 F63R) St lkoe— e 11 (2007/11/05 FE3K)
XHLF AT, K[E FDA (2361 DR 76— R ILRER DA 1720,

V0l.10(2012) No.06(03/15) R04

[ EUEMA ]

o Aliskiren S B E KT : EMANH - R L& 2 8%

European Medicines Agency recommends new contraindications and warnings for
aliskiren-containing medicines

Press release

HFH :2012/02/17
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2012/02/news_detail
001446.jsp&mid=WC0b01ac058004d5cl

http://www.ema.europa.eu/docs/en_GB/document library/Press_release/2012/02/WC500122913.pdf

Aliskiren& 7 > AT A HaRESR (ACE) BAEIREDOEA, L Qaliskirens 747
VR RIEDUIE (ARB) EOPFRIE, 44, BAEITHESRE L0\ BEPRIF 713 P45~ OB
EEA AT HEEITL, ZNOOHHEERET D,

OO IRY

EMA/Z, aliskirenZ AEHEMOLE 2—Z2 & TL, HRFEIITEE~HEOBREELAL,
ACEFLEFY LITARBE L T2 [ (2 aliskitenZ 25 2 b9~ H KO B L7z, EHIZEMA
1%, aliskirenE ACEFHE IS LITARBEDOFHIX, A FERIFO ATREMEZ G E TXAR o0, o
TRTOBEICHHEREL 2N B OBE LB INT I8 5L,

Aliskiren? A7 3 5L X, AREME & 1 EIE ORI A i & U ORI TV D, TARRENE ) &1,
EIEDJRK DS BN TIRNZ 2R T,

CEMBIVAE~DHE

EERfI, BRI (18, 28) F xS ~HEEOREEL AL, 1 OACEEFHLLJIIARB
ZflE LTV (Zaliskiren 3 A EFK M2 LT T2 L4 F 1L, BEITST THLORETGE
IR RETHD,

ACERHE IS LIXARBLaliskiren & A E I 5L L& OFH L TWDZOMO BHEIXTXT, 1B
LD RET 4 NYART e RT U R+ I3 B BT RETHD,

BEX, WEIOBZETEBIC(BATIERY), HYEMEERICOVTHRT RETHD,

10
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ERIOF R EZ T TICRERE T IET 22TV AT B T2, BEITZT TG
B EERTITAR R T DI LA IR RETITAR,

Aliskiren D ERRFRERICS L TOAEBF X, BRI A& 2 B, fEHIEIC W TR A2
T5HZ &,
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[ “Sprimeo HCT’ ], ZM5 5[ ‘Rasilamlo’ ], [ ‘Rasilez HCT’ ], [ ‘Rasitrio” ], [ ‘Riprazo HCT’ ],
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http://www.mhra.gov.uk/home/groups/pl-p/documents/websiteresources/con146473.pdf
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[ 3£ MHRA ]

o« FAABR UV EER TORBICIIERBRTVAX —RIGDIAY
Blue dyes in lymph-node imaging: risk of serious allergic reactions
Drug Safety Update Vol. 5, No. 7, 2012

1HHIH :2012/02/10

http://www.mhra.gov.uk/home/groups/dsu/documents/publication/con143623.pdf

http://www.mhra.gov.uk/Safetyinformation/DrugSafetyUpdate/CON143611
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1) Mansel RE, et al. J Natl Cancer Inst 2006; 98:599—609.

2EFH
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http://www.mhra.gov.uk/home/groups/pl-p/documents/websiteresources/con146470.pdf

Vol.10(2012) No.06(03/15) R06

[ 777 # Health Canada ]

e Vandetanib[ ‘Caprelsa’ ]:QTciEE, MY —K K K7V, BIRFEDE KRRV A

Serious risks of QTc prolongation, Torsade de Pointes, and sudden death for CAPRELSA
(vandetanib)

Advisories, Warnings and Recalls for Health Professionals

HHIH :2012/02/13
http://www.he-sc.ge.ca/dhp-mps/alt_formats/pdf/medeft/advisories-avis/prof/2012/caprelsa_hpc-cps
-eng.pdf

http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/ 2012/caprelsa hpc-cps-eng.php

(Web $&# H :2012/02/15)
OAstraZeneca Canada #E DD ERAEEE A1 EH (Hkr)

AstraZeneca C anadafl:/ZHealth Canadal {#i#%? I, vandetanib[ ‘Caprelsa’ ]OZ2 4= 1EIZB %
HERE AT S, [Caprelsa’ 11, SEGME /21T EATHEO FUR IR BERRE DO R N BT,
GIBRAREZR R P A T M 7 TS B M D IR A 2 A 2 B E O AR 2 & LT, fciTHealth
CanadalZXVAGREAIZ, [ ‘Caprelsa’ NTEDTERITITE RRVAZDMED T2, BEIE e F72 1 34%
BAEITIE A FURIRBEREIE O BE ~ ORI O 1L, YAZE_FT (o hOFHIICH &S S H
(R & TH D,

AJEXC I indolent, a symptomatic or slowly progressive disease
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