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2009 Summaries of safety labeling changes approved by FDA Center for Drug Evaluation and
Research—July

FDA MedWatch
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WOFHH OFRRWE 2T, RICITEEK LA LUGETEFTOV AL, E3EMUCITSET S
HE &ML, PHAEEFI3EE T, Bl EI8 s 2 G mos s s Tnd,
i : BW (boxed warning) : #4404 445 C (contraindications) : 5=, W (warnings) : %45,

P (precautions) : i | LD, AR (adverse reactions) : RI{EH,
PPI/MG (Patient Package Insert/Medication Guide) : &5 F 1 #

WETSN=H B
KEmE ML (—k4) B PPI/
W C | W| P |AR MG
Chantix (varenicline) 0.5 mg and 1 mg tablets O OlO0 10| O
Wellbutrin (bupropion h ydrochloride) tablets, S ustained-Release, an d | O OO0 MG
Extended Release (XL) tablets
Zyban (bupropion hydrochloride) Sustained-Release tablets O OO0 MG
Diabeta (glyburide) tablets OO0 |0 |0
Lopid (gemfibrozil) tablets O O
Ortho Evra (norelgestromin / ethinyl estradiol) transdermal system 0|10 O
Veramyst (fluticasone furoate) nasal spray OO0 |0
Actonel (risedronate sodium) tablets OO
Gardasil (Human Papillomavirus Q uadrivalent Types 6, 11,16, 18) O 10
Recombinant Vaccine
Letairis (ambrisentan) 5 and 10 mg tablets O 10 MG
Myfortic (mycophenolic a cid) 180 m ga nd 360 m g d elayed-release O O | MG
tablet
Rilutek (riluzole) tablets ORNORN®
Soliris (eculizumab) O|l0 |0

12


http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm172740.htm�

PRl

22 AV R Vol.7 No.21(2009/10/15)

BEIShI-EH B
KEE ML (— %) B PPI/
W C|W]| P |AR MG
Abilify O
Abilify (aripiprazole) 2 mg, 5 mg, 10 mg, 15 mg, 20 mg, and 30 mg
tablets
Abilify (aripiprazole) 1 mg /mL Oral Solution
Abilify Discmelt (aripiprazole) 10 mg and 15 mg Orally Disintegrating
Tablets
Abilify (aripiprazole) 9.75 mg / 1.3 mL (7.5 mg /mL) Injection
* PRI AR T AD T~V
Agrylin (anagrelide hydrochloride) 0.5 mg capsules O
Calan (verapamil hydrochloride) tablets O
Cardura (doxazosin mesylate) 1, 2, 4, and 8 mg tablets O
Geodon (ziprasidone) 20 mg, 40 mg, 60 mg, and 80 mg capsules and 20 O
mg base /mL injection
* PRI AR T AD T~V
Haldol (haloperidol) 5 mg base /mL injection and Haldol Decanoate O
(haloperidol) 50 mg base /mL and 100 mg base /mL IM injection
* PRI AR T AD TV
Hytrin (terazosin hydrochloride) 1, 2, 5, and 10 mg tablets @)
Invega (paliperidone) 1.5 mg, 3 mg, 6 mg, and 9 mg Extended-Release O
tablets
* PRI IR TADT LA
Isoptin S R (verapamil HCL) 120 m g, 1 80 mg, and 240 m g S ustained O
Release tablets
Minipress (prazosin hydrochloride) 1, 2, and 5 mg capsules O
Moban (molindone) 5 mg, 10 mg, 25 mg, and 50 mg tablets O
* PRI AR T ADT LR
Navane _ O
Navane (thiothixene) 1 mg, 2 mg, 5 mg, 10 mg, and 20 mg capsules
Navane (thiothixene) 5Smg base /mL oral concentrate
Navane (thiothixene) 2 mg base/mL and 10 mg base/mL injectable
* PRI AR T ADT LR
Orap (pimozide) 1 mg and 2 mg tablets O
* PRI AR T ADT LR
Pamidronate disodium injection OO0
Phisohex (hexachlorophene 3%) detergent cleanser O
Risperdal _ O
Risperdal (risperidone) 0.25 mg, 0.5 mg, 1 mg, 2 mg, 3 mg, and 4 mg
tablets
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HETShITH B

KER RS (—i4)

Sw

C

w

P

AR

PPI/
MG

Risperdal (risperidone) 1 mg / mL oral solution

Risperdal CONSTA (risperidone) 12.5 mg / vial, 25 mg / vial, 37.5 mg /
vial, and 50 mg / vial Long-Acting injection

Risperdal M-TAB (risperidone) 0.5 mg, 1 mg, 2 mg, 3 mg, and 4 mg
Orally Disintegrating tablets

* PRSI T AD TV

Alimta ( pemetrexed di sodium ) Injection, P owder, Lyophilized f or
Intravenous Use 100 mg and 500 mg vial

O

Caduet (amlodipine besylate/atorvastatin calcium) tablets

Ditropan (oxybutynin chloride ) tablets

Ditropan XL (oxybutynin chloride, USP) Extended Release tablets

Femara (letrozole) 2.5 mg tablets

Isentress (raltegravir potassium) tablets

Lovenox (enoxaparin sodium) injection

Zetia (ezetimibe) tablets

Ol0O|O|O0O]|O0|0O|0O

PPI

Baraclude (entecavir) tablets and oral solution

PPI

sk A (Vol.7 No.21(2009/10/15) ) DK FDA OFLH 45,

[ #)# Health Canada ]
MR

[ TGA ]
% ARl
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Vol.7(2009) No.21(10/15) RO7

[NZ MEDSAFE]

o AMNES B v MLE —FEREV RV EF

Methaemoglobinaemia—signs and risk factors

Prescriber Update Vol. 30 No.3

IBE H :2009/08
http://www.medsafe.govt.nz/profs/PUArticles/Methaemoglobinaemia%20-%20signs%20and%20ris
k%?20factors%20Aug%2009.htm

W, ZL<OEANPANTZBE  MAEDFEAICBEEL TWD I L a2l ~E THD, A
MEZ BB AIANET BE IS E ENLBRD LSV TR LS 8O IRRRIZ D 2 & TARS
I, ~EZ YU ORRFEERAED A 15, AT o LMK I 2% L T O TLF
TEL, MHREED 20~30% %88 25 IERABLN D ATREMEA R,

ARANET B U E D #EETERIZIX, BUR, 1257, F7/—8, B, FEYIAEE, SR,
Bk~ v 02 b, DEZE, OFAMEORIEFRMEMIEE 235D, HERGGITITITED,

APNFEZ UV MAEDHEE BRI N T/ IV AT XD AN —(IEE TELMEIE TIF AL
HIREN TS Vg AT Be s MUE O E W ITBIR LY 7 V% FV 2 CO-A3F AR
—RENNETHD,

AMASEZ BE U IIERAEDYAZ R I FObOREEND 2,

Prilocaine, benzocaine, lidocaine, tetracaine D XH72 FETHREEEE D /A& 5 F /- 1L EHTD
&5

AR T L (B L UM O #ASEA Y, fl&HE) , chloroquine, primaquine, dapsone FE7ziI /L
7 7RO H

it 3 1 A LU T OF ik (BRAE AL AEZ M RN ZEDD, VAT DIEN)

A By P D G

=il

JERMEANTS B MUE £7213G6PD* K ABSE

X B

1) SharmaV, Ha berA, (2002) Acquired methaemoglobinaemia:ac aser eport of
benzocaine-induced m ethaemoglobinaemia and a review o f the literature. Clinical Pulmonary
Medicine, 9 (1) : 53-8

2) Kane G,Hoehn S, Be hrenbeck T eta 1 (2007) Benzocaine-induced m ethaemoglobinaemia
based on the Mayo Clinic experience from 28,478 transoesophageal echocardiograms. Archives

of Internal Medicine, 167 (18): 1977-82

A Glucose-6-phosphate dehydrogenase
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SHETIEELLZEMER
[k FDA]Vol.4 No .04 (2006/02/23), [ 77 % Health Ca nada]Vol.7 N 0.09 (2009/04/30) , Vol.4
No.25(2006/12/14)

[ EUEMEA ]
% U IE AL
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1. FBA 7N AHIND BEEE M ER

Vol.7(2009) No.21(10/15) R08

[WHO]

o NUTIVIA TN FUIFUDOFR (737 Iy7 (HINI) 2009 R A 11)
Pandemic influenza vaccines: current status

Pandemic (H1N1) 2009 briefing note 11

1EH H :2009/09/24

http://www.who.int/csr/disease/swineflu/notes/pandemic_influenza vaccines 20090924/en/index.ht

ml

(L)

F =27, HE, KEOBBIFERIA R F Iy T I F U h AR LY, Fh 7 B AR LR E
T E O FIFERI 2N 2 UTHE AR T D*2, KR TR BT 28T, & EOHHIER], v
OF L OFRAE, B A HR R R R 3 B B S A D MR I 72 & DB RN AFL T
éo

OUIF L DAEPERES

WHOIE20094:5 H , ScbIEFH CThHIVUL T Iy 7075 O E72 L FERE ) 3 FRI50(%
PR ICET HE TR, TD%, UIF L DA FEILR L@ g 72 BUANL T 12T R UMEF A
Boni,

WHOILEAE, U7 F v O FLH) 72 R FERE 11 % AF MRI30EHEAE 73 & P IIL T D, ZOHUEIE
LLRTDO TR IO D720, fEFEZR R NSO R /N CIET 790 o BBl EafE ¢ 45 22 Bl 4o
ENEFELNDZENERRBRO BT — 2 TRBSNTEY, BEOHG R TP TR A3X
FHE2UELD,

FREOBRE B, 1ZEREDEGEIED m T D A L AT 5 FTRENED B 568 A D
RN AZEINS—=F DI, AR+ THD, A 7N T 7T ORI EFERE IE IR
HILTHY, BURIIA 4 CHPEIREECTH D,

T IVITIFNE, TURNT VAT USRGE RO — I FiCHER T 58, TR TELL
TIKDORAEFAET 5, B LT 77 BEEEFIIE HOE, VI F UG AR T 5720
EDNAS Ak s TP MARY N

BREWNCEDREOZAL, RERENIN—TEL RV T U aMRT D20, MiEEE L
TTICRKZZZDLTWD, LanL, (K- HETRE O KR NT, BRONTZHIIIAG /> 2 el TE o0
D2\, ZNHDEAS~OT 7 F R, BEEECHMEN ORI KEKFEL TND,

OUIF L DL
A E O EI B EIBI LT R TOTZF ATHONT, HKERBNZEHSILTWANSEDILTNAY
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AT BIORIXT 4y MR BIZFEAL TS, SRION T IvITANKTH CThHLT-0D, ol
IS LR VRIS T D MARE RO RS E HEL T, JEEAR B FG R B ET T R T 5, B
FEFETITE TLIEZRBROFE RS, XU TIvIU I F U mEEHMAL TNV PO 7T LRI E
\ZHZETHHIENRIEEIL TS,

INUOTF I 0F L D ERIGIE, ZEMEAL TV TIF o TRONDE ERGEHEEIL
TWBETFEND, KSRIDHFERISIZIE, FEFEALO RPTOEG (O &, TR, 50R) 1360,
BREORH S GEEL, 580, M WRECEETR) OFTREELHD, 1ZEAE T X TOWHERE T
1%, ZNHOIERITERE TH CRENTHY, 1~2H i<,

UL, FEF ISR R RBRETT->CTh, /U Ty 7V 7F U H HbO NTHERELT-
BRIV DENRA EFRARE T HILILTERNEE ZHND,

WHOIE U T I/ T 0 F o OHEREATI T X TOEIZH L, BREORIENRE=2) 7%
FEhiL, HEFRERETIDIEE TS, TTICELOER, VIF ot =2) 04
HYAT DEHZ TS,

R TIvITIF L OHRGERE CROLIET — X OEBRNIAG1E, VAZ/RR7 0y hiHll
2T, VIF RO AT OLEEREZHWTT 5 BT, o CTEELE X LD, WHOIT,
F =B DOIELREZ)T NAALTITZHERET oL 2B L TRVF, B X
WHODY =7 A 1l U TR A BB EEL TUL,

B2EFHR

*1: KEEA—=ARTIT OAGRIRBUZ SN, TredIAhaeS i,
KE (KD K FDA 505 (17 /b B 3 L i ) 2 1R, )
http://www.fda.gov/BiologicsBloodVaccines/Vaccines/ApprovedProducts/ucm181950.htm
A —=ArZUT

http://www.tga.gov.au/alerts/medicines/h1nlvaccine.htm

http://www.tga.health.gov.au/adr/aadrb/aadr0910.htm#al

%20 BRI OAEGRIRDLUCOWTIE, FREOPA 2SR,
http://www.emea.europa.cu/influenza/vaccines/home.htm

%3: WHO %2009 45 10 8 H A+ “Drug Alert No.124” T, U7 F L4 #% DA EF 54 WHO
@ UMC (Uppsala Mo nitoring Centre) (255757 7 =7 “PaniFlow” Z FHF L7 Z &% i@
HILTz, PaniFlow I3 FHRL OB BMNTHERES AT 2, FEMIEL FeO VA2,
http://www.who.int/medicines/publications/drugalerts/Alert 124 AHINI.PDF
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Vol.7(2009) No.21(10/15) R09

[WHO]

o NUFIIAT NP AHINL UZF L DEeMLARICET5 FAQ *
Safety and approval of pandemic influenza A (H1IN1) vaccines

Frequently Asked Questions — Vaccines for pandemic influenza A (H1N1)
BT H :2009/07/12 (WL E H :2009/05/02)

http://www.who.int/csr/disease/swineflu/frequently asked questions/vaccine preparedness/safety a

pproval/en/index.html

QBT F I I TP A(HINL) U7 F TR LD

AL TNTZ YT ITF o G e IERGEARE LTI F X, mERTEMHKICEAL
TWD, Filce/ XU T Iv U7 F b RBRIZ, BEMZRGET D720 F 2 b5 T X TOXIRN
LD, BRI (BUEEST F 0 E0 2Bt T &) THONDRERIL, U TIvrT7F DK
FRSEA RE ICBLRI B B I LIS AR S D, 20094E6 A #14), WHOILREFAFE &4 BfEL, 72
U (GEIRIE ) R0, VI F L DB RE D HIZDICTRIMENDIWE DR e AL Ea— LN,
ZEMIZETHERRBREIIRFESNR ) -T2, VITF ORI, TiREHEICB O THIE
B =XV T END,

OXKETRE 1976 AL TN T FIIF L DEPHE (B0 - N — BB 2DIRERN -

OITIXESTRED

X7 N\ —IEGRE (GBS) 1T R D AR IE CThD, GBSIE, AV TNV Rl DIES
FARARYYEDSR TRIATHZENDH D, BHIMEAL TNV TP UIF b, $EERE 1005 N 4720
1~2 NDEIE TGBSDYAY | H-LEHE T 5 A REME DM IE CTRIZSITVND, 19764 7 /LT
PO IF iR v = IR IS, BREEREE 1007 N 4720910 ADSGBSEFEIEL 772D,
FoR—=UFHIESH, VT UEIRICE ST,

REDOUIF AACBE L CGBSA BT DAL, £2+0 IS e, S %8727
T 7F AZFVRERRDY A7 DB3BLALD FREMED, FERITITERINTE 2, LinL, A7 LA
(HIN1) U7 F AL S IV RS T - TRUE S, IR A IRV ERZ ICEER A H
BPEZD RN T =XV T EIND, BTl TIvIA TN FTIF OB
T, BRMDE=H) TV AT DIAR A RIS R D1 Th D,

OFtte A 7N F A(HINL) D2 OARARIXHERFTID

=72 A 72 A HINL) V7T OER AR, 2 E ORGSR T, 45 FE o B
BT AEFREIAZEALTHAEN, ZHUCKVUI7F o DB ELZEBVEICOWT R T528
AN
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SEEFH
%1: K FELUSNOA 724 AHIND UVZF 2T 5 FAQ (LKHDHER) 1X, Tt
A B,

http://www.who.int/csr/disease/swineflu/frequently asked questions/vaccine preparedness/e

n/index.html
TIF L UNDAL 7 AHIND (ZBET5 FAQ 1%, TtV A aSa,

http://www.who.int/csr/disease/swineflu/frequently asked questions/en/index.html

Vol.7(2009) No.21(10/15)R10

[ k FDA ]

o FDA 7% 2009 HIN1 /> 7N FUIF 2 4 Bl 2GR

FDA approves vaccines for 2009 HIN1 influenza virus — Approval provides important tool
to fight pandemic

News Release

1EF A :2009/09/15

http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm182399.htm

FDAIF20094:9 4 15 H, 2009 H IN1A> 7 )V BT A )V ADT 7 F L 48 5L 27K R L 7= Z L&
HLT, ZHDT 7F 3 g)E Y S S IR K EA UGS NS TE TH L0, ZHudix
S BAT LN LA/ TS,

A5 OU 7 F 1%, CSLEL, Medlmmunetl:, Novartis V accines and D iagnosticsf1:, Sanofi
Pasteur {23 L CTUOH* ) W0 TG [RIC TR T2009HINTIY 7 F o 2 85E L TRY, 20
TR R R FHINEA L TN U7 TF o OREEICRED RGN HD,

B DGR FER TR AR E DD T T —#12b &5, 2009 H INID ZF 1325
HitEA L T NPT I F U LRIBRIC, RO RN CHBIHE %8~ 10 H T J272 5% X
I FHFRET D,

BUEHEAT R OBRRRBRICLY, /NEOE#HRICET28MERIHFEONLEE 2DND, 2
NHDOREBROFE RS/ NE O H BRSNS EIE, V7T #2052 8895
TETHD, sliiflE RITFLRLELNDETEEND,

A7 V2D 7 F U LRIERIZ2009 H IN1D 2 F 14, thimerosal (UK ER% & A 3 B 1417
Al Za e BRI L) thimerosalz 1 F2aW B L G CHLES NS,

FINSC, DI F U HICE ENDNT IO TIIRIL, BEOTLAFX =L magnd 7L
NX—=INHDLHEX, VT LA Z T H_RETRY,
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BAEHEAT P OERKRRBR T, VI F LB IR AR EZRL TS, HINIT I F AL H E
FOtE, ZEEYEAL TNV T I F o OLOEFERIL TWDHEE X BND,

ST 7 F o Thb 2 WA ERIGE, RO A Thb, ZOMOFFERISEL T,
R DIEEN, BRI, HEFE%I A MO T BRENEZZOND, BREVITF U TRLEZ WA
EROGIE, Tz DRSO E P, BN TONHEEN, 2~6i% D/ NI TOREETHD,

TRCOERHBBEFERIS, V7F b THILRWEERERS, SN CHERAEFSAE
A ReE D %, FDAITBUMERI°NGO GEBURMARR) B #2121 /1L, 2009 H IN1D 7F 2
7 ar I LDOFEMPBLIOEMEICBTHHEEFLZE=X) 7, {HFWRILH, ftrore)m k-
285D 0D, KERAERICBITLINGLOERIZIE, CDCERER T ¥ —) BREENT
W5,

¥, FEIMEYANARIZK T 277 F U3 IT T CICiRFESN TR, FHitkro 7oy
PITIZINBEH T RETHLY, LL, ZRHDT7F 12132009 H INTTA VAT +5F
R E I E A A

FDADAFRL TV 52009 H INIAL 7 V2T 7F L DOFEMIE, “Influenza A (HIN1) 2009
Monovalent” DA K¢ £ M,

SEEFH
%k 1: CSL £k, Novartis V accines an d D iagnostics fI:, Sanofi Pasteur fLiZiEHRIT 7 F %,
MedImmune fHIERRED 7 F L 2835 TA,

A AHiLDV 7% B, http:/pandemicflu.gov/individualfamily/about/seasonalflu/
B hHaioVss% B8, hitp//www.cde.gov/hInl flu/
¢ HrDVr %2/, http://www.fda.gov/BiologicsBloodVaccines/Vaccines/ApprovedProducts/ucm181950.htm
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Vol.7(2009) No.21(10/15) R11

[ 2 MHRA ]

e Oseltamivir [ ‘ Tamiflu’ ], zanamivir[ ‘Relenza’ ] : FEXIE BN &b N DR E O FEHF
(2009/10/01, BT 2009/10/08)

Suspected adverse drug reaction (ADR) analysis:influenza antivirals — [ ‘ Tamiflu’ ]

(oseltamivir) and [ ‘Relenza’] (zanamivir)

Swine flu information

W% H :2009/10/01, 2009/10/08

http://www.mhra.gov.uk/home/idcplg?IdcService=GET FILE&dDocName=CONO059834&Revision

SelectionMethod=Latest

MHRAIZL, #AL 72 PIZETHR—20 B Ak *BL O Yellow Card SchemeZ i@ U TH
HEINTZHTANZIEEDEHE NG DNLA EISNZONTOREHREELD, HERBEL WD
(3 1 18] H OFCF IR E R S22 PR # Vol 7(2009) No.18(09/03) Z ) . A5 Tid, €Dk T
SV A AL CRA 5, (22 i)

(HH)
KIEL, FiAr 7NV P42 EO R ) D H E G (ADR) /EIERIZSWT,
MHRAZ 2009 4£4 A 1 H (k) ~10 A 1 B (R IZZ T - HERNO LR EZELH LD THS B,

o =

s AT TURTIL2009 47 A 23 H~9 A 29 HIZ[ ‘Tamiflu’ ] Cit 586,138 [A], [ ‘Relenza’]
TE} 8,294 F DG — ADER AN EE S 7- (National Pandemic Flu ServiceZ 8L T) €, =
NHOT —HI21E, NPFSYU AT AT F72 X AFSH72 [ Tamiflu’ ]X°[ ‘Relenza’ ], &
AT I UR, Ue— VA, LT ANVTR TS [  Tamiflu” ] 5°[ ‘Relenza’ JIZ-D0»
TOBHRITE EH TR,

« MHRA (% 2009 4£ 10 H 1 HETIZ, [‘Tamiflu’ JEDBHE N DN LA E S Z 765
i, [ ‘Relenza’ 1TiX 16 #il5z1F7=,

SO0seltamivir[ ‘Tamiflu’ 1O B ENRDONAE ZERIHSEHE
HE[ETIE, 2009 4 4 A 1 HEARE, [ “Tamiflu’ JWZRHHEL CHE 765 il (1,320 FOHE K
&) Pt Tz,

A ”Swine flu information” (% ? URL %% www.mhra.gov.uk/swineflu )

B0 A1 BEESE ST, 70, AERET —#1E, MHRA BSERICT —2 &ML, i, FH6357-0, 1§
RN TARIND,

€ 543 #[E 7 Department of Health 7°5 A F-L, #F i1 &% TSN TS,

Pt 1 B E RGNS 2 fFL RS TV B A B,
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S ETARELELMER
[# MHRA]Vol.7 No.19(2009/09/17) , Vol.7 No.18(2009/09/03)

©O0seltamivir (A E/LZIE )V, HLA BB RIIAL TV Z L POANAEE, JATI=4 —E L EK)
EN:FETRH S FE e 5

©Zanamivir (I, L A BB FRIAL TN T A NI, ) AFI =K — P [HEIHK)
EN:FETRH S FEeH
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