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R EL, TSRS, BEELITHEE DEELLE L CODHEE, A bt 3 5,
R BB W ELF ST, ZRBICELERIENRH L I T REz a5 A
FIRFRIX, EIRIEEE OERT 24000
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THE TSN (FDA 13 2000 4ELAKE, H3Rilrio@mE %
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IR, FHIS, #HRREESOR 5K o M

FEEGEFAN, FDA IZE<HESNTWD, b0 %%, VRN a=r—Tarvali

K1 |

HYDROXYZINE HCI
TABLETS, USP

Rx only

For full prescribing information,
88 enclosed package maen

100 COUNT
UNIT DOSE TABLETS

HYDRALAZINE
HYDROCHLORIDE
TABLETS, USP

Rx only

For full prescribing infonmation,
gsee enclosed package insert

100 COUNT
UNIT DOSE TABLETS

ZORIT, RICRIEREIZED 2 SO
PER 7RO E SRS 0T EEDS, S RLBITHHELL
TWLHITHD, AT EFETEAZ I 3
&, AR
@ hydralazine HCL 50 mg & D@3 Ch o, =
DEH7R BT LEDIALNIT, TR BHERA
T fERIED B D,

@ hydroxyzine HCL 50 mg §

A http://www.nccmerp.org/aboutMedErrors.html
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XEEICH L TEDHDTH D, L?ﬁ)b, BHOFEDOBRHIBFN OV, IRELDE 2D a2 i
MET D70, |k, FoR, O @%Eklz\of:E'JJ[IODBﬁJJ:?ﬂ%?b)M\Ekﬁé ENDD, E
PENE & LFDADN R %éi%@ﬂﬁ PEZI D 7201213, AR LB O3 L H TH %, FDA
?MedWatch®, if:ciFDAa)%ﬁ%EﬁT“S@éISMP(Instltute of Safe Medical Practice)*' USP
(U.S. Pharmacopeia: *K[E|3£ 5 17) OMedMarx 7' 1175 1% ~Di@aa i 0451210, FDAIZES
1L FTREZAR B ABRAD BN 2 E L0700, R OGERIEZ RS 3 2L 8 TE55,

& BIERLHIEDBL )
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%?rbQZJ:Di@%ﬁ?ﬁ‘i@:éﬁﬁGZFnﬁ%%%ELTIEHEEL%T<ii%')o

P23 T DAL TR 1T DI A 2D T 72012, [EREFENEDLRERRNSEHHD, 4L
FREIZ) h%;tatazf;z/awﬁl I, L, WERAE LT WIREEDMEH THD, Filz X E
WL, AT ZEOBENFIR TIREL T 2 et (K22 M) 26372012, BOOHERNT
BikiZenLlblz, AIHETHILIZCPOE (Computerized Prescriber Order Entry: [Efifia) i) 24—
L= N — BB B IR A RETH D,

— ISR I LT WIS, L, MEERGHL0, ERIEFEE IO 2k
HRETHD, PlA, ~A/ar 7 LOMFETHAI n gl ZEFLLZERS, Tmg) RUZF L) (‘:a/haru
SNHZENLILDHD, FDALISMPIE, [ uglDfRDOVIZImeg) DIEFEZEED Z LA HELEL T D, §
oA 2 B 2 RO ERIFR EL T, IR EE NI Er D 2305, L L7211.0 mg)
TN R RIEHSED 2N ET10 mg | EFEFENDIENHY, FIERIZI1IIV 7T AL mg) LiRfiE
ENHZENHD, FDALISMPIE, UNECHMI e ) B cRIND A &EIXN.0) SFtd L2
L, B G TREHEDNLRHEO/NUTHLIEAITLT 0. LHOBrAA IS T IZ5EH

X 2|

i ZORIE, iz XA ‘Metadate ER’ 110 mg SEDAL T ZE D

Mmum/ G %, [ “Metadate’ 117k K A s % B4 i 95 (ADHD) 0¥
( / iw:ﬁ WHETHD, EHEMA DL, BE, EMiiETHLTER

/W ML b (Extended Release: {R/%Al) | DEIGIZLY, W7 EE2Z T -
-‘7/—,'7"" I 0 j %/K 7238 51 %FR > C methadone 10 mg #£% F# 7L 7=, Methadone 1%
¢ _ BLERERERL THY, ~aA o URRERCHRR LT

fEFAEIA2Y, ADHD OVEREITITE SR,

B http://www.fda.gov/medwatch/

¢ http://www.fda.gov/cder/drug/MedErrors/default.htm
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THIEAHERL TN D, £z, HFEIEDO THCL WAL YT LD TKCL] D L7, —HOIKFEL R
INDHEN B L, FDALISMPIL, BEFENEIK S O ChHLG A& RE, s EIK M A AR
T DIOHELEL T2, IRELAE LT VSRS, fis, HERROM AT LIckY, &
FIHFRDOV AT RIBIZHD T 28N TED, iR A I LT WIEEE, 5i75, HEFRROYANI
ISMPOY =7 %A RP TRAHZLINTES,

AR L 728902, BEREEH T, %ﬁ&m%@iﬁﬁbt%ﬂ@ﬁ/ﬁ 2k, EFL G BT DR
EL(iaotU iR K22 ) LK L OIS E DN AR E A /MBS D2 e TED,
%1%, CPOEIX? %7~W\ﬁﬂ<7Af EREFENE W THBF T A EEE R
%’i’@n’%’(“%éo TR TOERBEEEAICPOEZL 32017 Tld7Zxv 3, CPOEITEE D77 %]
fb-Zh=E{bL, &%L%ﬁ%%bdﬂi%ﬁ‘:k?ﬁ?F%b HRENTVSY, CPOEY AT LR5EfH S

TR B ORETEEN A 1337 ~50% Ch 52, CPOEILRE OFFIEAEIE CXHMIC, YT L L —,
1¢@H1%1¢%&Ef§&%“”k@fi[@ﬁﬂﬁﬁfﬁﬁﬁ IOWT, EREFEEICERZIETHELD
%)o

20084 (AR SN T- IR RR I K 9" HCPOED 2N 12 B 9% L B = — (MEDLINE (1966~
20064F4 H ) 33 L UFEMBASE (1976 ~20064F4 H) D7 — 2% ) TiX, KDt CPOESE H]
LB DA BRI AZR T 28E L=y, BRI, FHMEL 727419809525
WFge*® T, 13~99%D % HKIMFR DM XY AR T AVREN T2, ZNHDT —41, H@maan; ik
D=8 DCPOEM FH A FR SLFFL T 5,

7R A iR T DRI O BB iR, BERMEEE DEIE S (FRCH VI DRV E
) IZBET DTG WA LMD ETH D, ERIEFE T O BRI SCEFIL, 2OEHE
(ZEET 2 IE, IELWVERTE, AEFEZICOVTOREDEHRIR CTHD, EIMIRASCET
BTG REONDERFSND, ERIEFENL, IR CECIVRTT AN > TR REHE
THWRPEDND, BIZIE, IR SCEITHS A E S D HL5 6, WL T 1o Mgt %
BRUCB T & EMma B3 %0) BERA ELISICETOHMATHIN TNDIENZ,
7o, EIEGHOFERZE HHIRE-C AT 71T AZONT, Mk ABE TSN WA ELD
2o

B DE T T [ FE AL TR A 313200647 LA, 7= 72 bk sUC 2 STz, A SCED e A)
\ZI%, 171k (Highlights of Prescribing Information) DIEANET Bz, ZOHENEKIT LI E
XY, EELOBEERIULGEREEDH ISR TELITRDLEHIT, B SCEOFEME A~
D HRBIZEEL TODY, IEREFRE L, HEVFELIAWVERGZLS T 501, Bsn
TERDBDLG AL, BT EORGOIRMN CELZRT NETHD, 45 E IO T DOIRFT L
23, SKEE N E X #EAH (National Library of Medicine) ™™ =741 FDailyMed® T |5

D http://www.ismp.org/Tools/errorproneabbreviations.pdf
E http://dailymed.nlm.nih.gov/dailymed/about.cfm
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RS A ELWRERICE 5 T2 8912705, N—a—REHIZEY, FAAEFR7396%, FH41HH
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(American Society of Health-System Pharmacists : > [ E 3£ A1IRT2>) T 13:20064F, 13.2% D55

WBN—2—R i EFIH LT AT BB AL TODEREL TRY, ZOEMEITATHENH3.8%H

MUTWEY, ERRO S —a—RERHANDIE, BBz s LB e RoniEa 8 AL, g0
LR T DFDAD TRV EI DV RS TN D,

FDAIZL, BIRRRIZRE T 258k i, BEIRA Ol LR FE A HEL T 22 B3 H2 L
28V, BEEIROFE AR, BLROERIKIEBRNEELZDOFIR, EFR AT MIE 2D 5B
%ﬁ‘i?ﬁx&b’fb\é FDAIZ, BIFEFRO M E D HIVUIANERRERZITOLLEBIZ, LEITSTT

HLMBENNTELTH, FDAIXERENEFH 5L, FDADOMedWatch<CISMP%%: D B 2@
<, &% BRRD L 24 H bkt T 2L ELET D,
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1) Ammenwerth E, Schnell-Inderst P, Machan C, Siebert U. The Effect of Electronic Prescribing on
Medication Errors and Adverse Drug Events: A Systematic Review. J Am Med Inform Assoc.
2008 Jun 25. [Epub ahead of print]

2) Ford EW, McAlearney AS, Phillips MT, et al. Predicting computerized physician order entry
system adoption in US hospitals: can the federal mandate be met? Int J Med Inform.
2008;77(8):539-45.

3) Requirements on Content and Format of Labeling for Human Prescription drug and biological
Products and Draft Guidances and Two Guidances for Industry on the Content and Format of
Labeling for Human Prescription Drug and Biological Products: Final Rule and Notices. Federal
Register. January 24, 2006;71(15):3922-3997.
http://www.fda.gov/OHRMS/DOCKETS/98fr/06-545.pdf

4) Poon EG, Cina JL, Churchill W, et al. Medication dispensing errors and potential adverse drug

events before and after implementing bar code technology in the pharmacy. Ann Intern Med.
2006; 145(6):426-34.

5) Pedersen CA, Schneider PJ, Scheckelhoff DJ. ASHP national survey of pharmacy practice in
hospital settings: dispensing and administration — 2005. Am J Health Syst Pharm. 2006;
63(4):327-45.

F http://www.ashp.org/s_ashp/index.asp
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>EFE®R

k1: PEHGERRRS I EEIELDOEZ M HZBREL TEEIL TS NPO (RFEIFEEFIFERR) . 71
FTTNT AT &P EL, 30 FELL EDOIEENRERH D, FEMIE TRenl 7221,
http://www.ismp.org/

*2: EIHMAFERREBSNERIETO2KBUEORE T 27T LELT, FDA @ MedWatch
& USP @ MERP (Medication Errors Reporting Program) (25, USP 73 1998 “FIZBHEx L7
A B = NCT IV RAFREIRT —HAN—RAThD, 2 3 70l T AIENE VRSN
B7R505, HHAITHTEL TR, ISMP &b 10 1BRRICH D, FEMIE N Dl 722 M,
http://www.usp.org/hgi/patientSafety/medmarx/

*3: CER 1 T, 125 AF2E05H 23 WFFEC, 13~99% D& FHMEFE D AH RV AZE T A RENT-
LEHENTWAS, CHER 1 OFRTI TRV 725 R,
http://www.jamia.org/cgi/content/abstract/15/5/585

Vol.6(2008) No0.25(12/11) R02

[ 777 # Health Canada ]

e Venlafaxine HCI #5077 /v B B AR RIS T- B & 2 IE

Safety information regarding overdosage of venlafaxine HCI extended-release capsules

For Health Professionals

1H%N H :2008/10/23
http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/_2008/venlaflaxine hpc-cps-eng.php

(Web 5 H :2008/10/28)
S EERENLDEEEEE TN/ F—LF—

Venlafaxine HCI 4 Jix 7 & /L OBl 360%, [AIFNCEE 32 E B L M H A5, &
RENT-HAMEHIZE Y120 T, venlafaxine O EAR A ITHEY BIERIERIR OV A 271%, 3R
HEr b= FRERDIA BB EHE (SSRI) LR TEL, ZBRR LD DFE LTI VAT REMED
HEN TS, Venlafaxine ik H & O FRENDS, BOEHERIROVUAY ERH L) EFEORE RN
venlafaxine O3t BAR FIC L DA EVEICE ORLER N T 20T R THS 22, Hilkik s T,
venlafaxine ) 1g (LA TH 2R & L2 D R LA BIERER DL S 5.
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- Venlafaxine & AIOITIE, K71, BHEDIEREIZIBEBRITAHDIAZKNFZ2HT5HE

- HEROOMBHE TR D ARERIL, > 0RFEA DIERTHY, S oM A B (SRS

< fOPLH S HEFIEE, venlafaxine ([ZXDIRE TIL, BEATANHIND/2ETEISCEE O

© TARTOHI T, WERNCIDBIERERIFOY A D385,

FITHRIL T, BEARHA OV AV AR FSE57280, #Hi/eBE & I LB R &L
5L,

AETHER T AR NS5, TR TDIDFAEEITONT, HESEREDHRITS
DIABED TR IR T = AV T HATHZ L HERET 5,

BACDPRIDIAI D ERANHONDT0, ERIEES, BE, FIEOM#EEITEEOZ
DEIREANTIEET T DL,

4 ~_TO venlafaxine &K O #E 3L Health Canada CH LT, I F X DT TD

venlafaxine &k 7B 77 O NEERA O, R0t wa2 BN+ 5T
ETHD,

X BR

1)

2)

3)

4)

5)

Shah R, Uren Z. Baker A, Majeed A. Deaths from antidepressants in England and Wales
1993-1997: analysis of a new national database. Psychological Medicine. 2001;31:1203-1210.
Cheeta S, Schifano F, Oyefeso A, Webb L, Ghodse H. Antidepressant-related deaths and
antidepressant prescriptions in England and Wales, 1998-2000. British Journal of Psychiatry.
2004;184:41-47.

Buckley NA, McManus PR. Fatal toxicity of serotonergic and other antidepressant drugs:
analysis of United Kingdom mortality data. BMJ. 2002;325:1332-1333.

Morgan O, Griffiths C, Baker A. Fatal toxicity of antidepressants in England and Wales,
1993-2002. Health Statistics Quarterly. 2004;23:18-24.

Mines D, Hill D, Yu H, Novelli L. Prevalence of risk factors for suicide in patients prescribed
venlafaxine, fluoxetine and citalopram. Pharmacoepidemiology and Drug Safety. 2005;
14:367-372.

SEETDER ML 2T R

[ MHRA]Vol.6 No.05(2008/03/06) , [k FDA]Vol.4 No.23(2006/11/16)

©Venlafaxine ("X 57 7% >, SNRIWESt : 55835
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[WHO]

o Etanercept[ ‘Enbrel’ 1: FDA 23/NEDREGUIEY 27 DR EBINE 2 LR
Etanercept: label to indicate risk of infections in children

WHO Pharmaceuticals Newsletter No. 3, 2008 — Regulatory Matters
1#%N H :2008/10/10
http://www.who.int/medicines/publications/newsletter/2008news3.pdf

K[E FDA DR fEHL - IRFHH SEFE M Z B £ (Dermatologic and Ophthalmic Drugs Advisory
Committee) (% 2008 4= 6 H 18 H, Amgen Lo etanercept[ ‘Enbrel” JO¥RAF LIS, /RS~
DRI THEE~FEORYEL G| SR T REMERHY, LT ICELILGALHHEDE
HEIBINTHIHHEREL T D,

[FZBERIT TREORMN CTENTE AL,

« DEAEMERr I VEB I 2 B (IS T DRIVE ) DA H L, /N B Tl etanercept IZ K515

ECHEE~BEOMYYEL | X T AREMERHY, FELC ARl OBEE R RE 7L

L EbHHEDIE AT HTL,

- [FHEFOTRE RS BT LEERAFEFRO RV ruT 7 —IEMAIERRE, Bk

NS5, BEPRIp, RV T < T 2 BMNT 52,

S EETIEELEZLMEER
[ >k FDA ]Vol.6 No.12(2008/06/12)

* 2008 -6 H 18 H DR EF} - IRFHH AR Z B2 OFEMIL T iia 2 M,
http://www.fda.gov/ohrms/dockets/ac/08/briefing/2008-4361b2-01-FDA.pdf

@Etanercept (=&)L 7k, TNFalfa/LT alfa L 7% —@h&E H, iUy ~F %K)
EN T TeH WAh 3 e 0
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[WHO]

e Risperidone, pipamperone: &H O (FFX)

Risperidone, pipamperone:reports of epistaxis

WHO Pharmaceuticals Newsletter No. 3, 2008 — Safety of Medicines
1#%n H :2008/10/10

http://www.who.int/medicines/publications/newsletter/2008news3.pdf

AT KB 22— (Lareb) 1%, 2007 4 8 H 30 H ETIZHUB R IED risperidone 354
O pipamperone O I S L OWMEAENZ I 12 e 11 52107, R4eE 5~14 %D
NRBEICET o8 Tholo, &I, 4Z2 4 @ risperidone & pipamperone DU LB
SO EE (SPC) IZh FE# S TR, K[E D risperidone S EI T Fe SN D B8R
0.1~1%),
$WHO @ ICSR (Individual Case Safety Reports: ff#l BIFERIZZ &M L) 7 —F X—A 2B T,

risperidone O FIZFED B o #5111 B EDSEE 79 £ (1994~2008 47), pipamperone
OFE NS S H 01X 13 14 (1997~2008 ) 5,

Reference
1) Risperidone and pipamperone in association with epistaxis. Lareb, May 2008
http://www.lareb.nl/documents/kwb 2007 4 rispe.pdf

ORisperidone (VA~UR, FEERGURE#5 %E (SDA, serotonin-dopamine antagonist) )
EN:FETRH S FE e H

©Pipamperone (£ /3y, ERIGUEMHHEK (7 Fn7=x /0 R)]
EN:FETRH S FE e 5

10
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[WHO]

e Salbutamol: /NE~OERITLES Bl D (T7%)

Salbutamol :dental caries associated with use in children

WHO Pharmaceuticals Newsletter No. 3, 2008 — Safety of Medicines
1H%N H :2008/10/10

http://www.who.int/medicines/publications/newsletter/2008news3.pdf

I K FA R 2 — (Lareb) 1%, 2007 4= 9 H 5 H £ TIZ salbutamol (albuterol) O H 12
FEOEEBE (Hhpl) D 5 AT 72, Wb 5~9 D/ NI B3 58E T 4 FlIE AT, 1 41
TR THY, Wi BIRIRIZINGID B o S AR HE D salbutamol A I 1 Il i 23 A= U
7=, Salbutamol DL I EIEEB IOV TIE, BEF TR CTIE LA SN TWD A, Hili B 3ED
sodium cromoglicate s 2 7L — "t OHLELHEEE (SPC) IZIFFH S TR,

¥WHO O ICSR F—&_X— |28 T, salbutamol O FIZLES /N O BRSO 133 10 1F
(1988~2008 4) &%,

Reference
2) Salbutamol inhalation and dental caries, Lareb, May 2008
http://www.lareb.nl/documents/kwb 2007 4 salbut.pdf

2EFR

* 1: AFLE I B B3 D salbutamol DFLEFETHY | “sodium cromoglicate /s A7 L —" |G T
“salbutamol” 23 IELV 35 2 b, Reference 0 Sk T, salbutamol OfE FJER] 5 {2350
#HENTHY, “sodium cromoglicate s 527 L—"1%, ZD 1 JEF O TH S,

©Salbutamol (Y-/L 7 ZF—/L, albuterol (USAN) , K& ZHE0E B » EELHK)
EIN 581 Wb e

11
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[WHO]

e Oseltamivir[ ‘Tamiflu’]: Vigibase L'E = —Df5 R, FFREEL & EREDEHRLHE

Review of oseltamivir reports in Vigibase is reassuring but vigilance for hepatic and skin
disorders recommended — Report from the WHO Collaborating Centre for International
Drug Monitoring, Sweden

WHO Pharmaceuticals Newsletter No. 3, 2008 — Feature

1H%N H :2008/10/10

http://www.who.int/entity/medicines/publications/newsletter/2008news3.pdf

http://www.who.int/medicines/publications/newsletter/PharmNewsletter08 3/en/index.html

OE

Pro AL A g oseltamivirld, ARLB L OB AL TNV FTANAD ) ATI=H —F DRI
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