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1 &* F ﬁ'ﬁ?‘:)??’% (HIV) B %% # % saquinavir # ritonavir # i 3142 27 2 72 4 5
J& (2010 # 2 % 25 p 7)** ADR )
% B FDA 53735 % — Tk 385 7o 3 & * saquinavir (# & ¢ 4 Invirase® ) % ritonavir
S L fENOVIr®) = fefup 4 B o A AR R LpEA (HIV) B4 0 7 it § 855
A BER o B e RRE2 R AR g 0 & 454t K QT 4o PR interval o fe it 3 2 F A G
FEF Flié * fup A B R DR B
ShwA ¥ ¥ P 7 osaquinavir & A 5F T R 2 5k fzgzdz;}&fr%j,;\ﬁ)\ B riz2
R T EISL G s rla E ke ¥ bR 7 oritonavir = & % &3F ¥ & 2 5 (Norvir 80
mg/mL % 100 mg/mL) » “iPrif fork 5 |V e H A0 £ % A H bR KpR A AR
Lpd (HIV) g 4 o ¥ & 2FEH 7 LF BE4RY < F @R 0@ § ritonavir &

PERBRCED LU R F 8 SE SR %R 4% B FDA 2 e -
BiEi
A

http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProvider
s/lucm201221.htm
http://www.reuters.com/article/idUSTRE61M4PH20100223

2. SEFFIEARMEPRY FEFFARZ R {EDRRET S M B2 A G
(2010 & 3 % 2 p 7|** ADR 43)
5T Tk R %ﬁ £ ¥ 7 (Journal of Clinical Oncology Feb. 16, 2010.) % % - & 7 ¥ {
EQ4FL £ P& * GF R R E S~ # (Hormone replacement therapy ; 2 ™ f £ HRT) % 2
Bk o Pk éiﬁ{”@%~%#iiﬁﬂﬁé’éﬂ(m&)@?Hm(gﬁ%%
BEX 2 FRFFSIALER) G F*BEEL L EDRGEE > BAY R bFb iR

g FRE YR HRT i~ § R b G o pLREY N - XhR Y AR
W LA RREFATEERBBREF AT AT FEMGRTE-HTT o

EHX>RESF 2 LF BUEFTH > F AR ER HRT&'&“?*%\%*F/I&-‘HE ek
riEREr{ B Fc O VHRTH L FRE FREE{ AP RGE Ras LT
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vOHRT B A7 24058 L & JR FH 0 s TR el F R SRR G L EES

EANPRFERSRM LY oFL F FDARMFF LS S FEFHESER{E D RG
%ﬂ%’ﬁ%'m‘i%—ﬁwﬁ o ¥ e R RARARA G A SR FF S TR
CEER (LR NS Fridat ﬁtﬁ—?k-‘)iffliﬁ Ko 7 i HRT o -

#ﬁ B http://www.reuters.com/article/idUSTRE61N55720100224
http://www.modernmedicine.com/modernmedicine/Endocrinology/Hormone-Replacement-Thera
py-Linked-to-Lung-Cancer/ArticleNewsFeed/Article/detail/657884?ref=2

L EEEFFRARM: & T st F & clopidogrel BTG R & FRAEF CYP2CL9 2
N¥pEp (2010 & 37 23 p 73 ADR i)

% W FDA iT#p 3 % iz s % & clopidogrel 22 * # 3 > & ffusd % & clopidogrel 2 i#
H o btz 83T (Boxed Warning ) » 3P0 % % 5% 40 iFaREE & CYP2C19 s i i
2pb o AESRocE S TERFR AR R L P FESAFHE -

S ho w4 a5 3 clopidogrel & 4 A2 B RF T G 15 o TRLEZ R A T
Mg P R s T R B B ER L B R ek B PR T A LR B R
(hrre v ~ @ b 28 B Bl o 51 Azeh 2 )ehgE 4 o 22 Aspirin B ¥ fE 2L ST B
A2 E g (P R R o Q RAL TR R A (2 RGA FRET A r S
Feis g L R E ) LR ERRE T o g Aspirin B % ¥ 052 g e ST B
A2 AT A o Je P2 FEAT 08 E 110 19 p FFATRARRAF R AR T 4
=+ {IF #r41# , (Proton pump inhibitors, PPIs) 7 # £2 3% % % clopidogrel & & ¢ * > i
a4 & 415 73 clopidogrel G\Qe%w:ﬁﬁi}*;s " JF A ) r;,;; & * clopidogrel #2 & &g
=+ §f #=41# (Proton pump inhibitors, PPIs) # it € 3 4c v n F i i § A it R
o T RS R T RIREAL G H R - HES MR TRAFRT E Y - RESE
ST F TR G A 2B RO o e

Bt clopidogrel @ * t3Fugaz % CYP2C19 ?»Ti‘é’]i’iﬁifﬁ*‘*‘i b 2 e nEHh g
fo Mg g & AP B %5*;%?,; By - HPLF FF 3 o ¢ > 7 clopidogrel =& 4 2 & 5pF o i
R kAFREPEE A CYP2CL9 RpEit o b pFo G AW~ P MM % 2T =R A7
PRl BT o

4% p : http://www.fda.gov/Safety/MedWatch/default.htm
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4, S EFEF IR &% 3HESEAMEF & simvastatin -} woivp AR 2 LF R
(2010 & 3 % 29 p 7>+ ADR k)
% B FDA T w i "5 "2 F]fis * & Zocor® (% 5-= 4 @ Simvastatin) z fek :#5% (k3
% ¢ #- SEARCH - the Study of the Effectiveness of Additional Reductions in Cholesterol and
Homocysteinetrial ) 2 # # #5.% > T > 4~ HFREF PIR* ZE L E2 B HE 80 %
B0 BIRF A o F o R R N H @ statin 25 AR 0 g R SR AR (Bde t i
PRR SHRIURRE) 2h'% o 2R FDA T RIS B2 A ph BT Bm
BEEL e R LR BT 8- H 0 2 HE & * simvastatin = A F g o
POAR 2 BB TR o b RRRPRF R A | o PR simvastatin £ statin £ % 5 f% 0 f8 g 314
VORI LF Ji 0 ¢ HEF LR RuR R £ HE poRY A E simvastatin & A £ 5 2
B R RS g RS H b g o FDA S JEARP B GIRY R AME S H L
FREHIRY LG ERAR 0 BiEAR 2 L FF 7 RiEp BE -
£h o2 R a7 simvastatin 2 A B 2T L 36 %R TH i e o c T B PEE R R
B M TR AEFES TR FERFL I BB RS
FoRFRAPTRELB EHMGL ETE Fzs?,JoSlmvastaUn N EEE 5I—AJ%},;57}EF5H
LE e PR EERP LY ¥ L 2RESF L R TR EJER R ¥ simvastatin
NABEERIUE RF 2L R A AWM G S RS BB E o BB

3

\%

EARDER SREFFRLHEHRIELZ L 2R FPFR7ALERE- HiFRE
5
#A

http://www.fda.gov/Safety/MedWatch/Safetylnformation/Safety AlertsforHumanMedicalProducts
/ucm205404.htm

5. § REFH F A J{ALR * FL2 % moxifloxacin ¥ 427 %2F % (2010# 3% 29 p 7
** ADR e #t)
P 4 £ %Gkt § (Health Canada) 4 # #12 % moxifloxacin 2 * #F 31 > &ALF 4 « |
2AR O RABELFAZVRALFTRLZREFRET T LE oo
4 #A F e 5 7 moxifloxacin % 42 T RE AMEHRE ST ET 3% BT 24
B & r’}}%?j‘;:}%él (L agkr) f}‘f}%t}ij@a?"];’:]"%l:iiﬁ‘!ﬁ Lo #4850+ PR g & F ek
SRR (BPHF LR F O UPERE S AR ) L el g 4
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MAAZANEA(E R AR R RE) 0 B A2 P HEEFZ AR FH e Ty
TRBIMIF L gk G| ERFR B (2 355 % 6)) AR F 2 moxifloxacin § B ... ;o ¥ & >
d 5 r2RES 2 LR BRI FIRE* moxifloxacin 514 Fu5gpe 2 +F 22 2 2%
BEAFERGGF 30 HBER S AN E

4 B http:/;www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/_2010/2010_42-eng.php

CFHE TR

B F ’iﬁ'}‘ﬁ‘lj!l,fi S (AGSS) % > ¥+ (2010 # 3 % 24 p 7|3 ADR %)
SRFFH RS Ik ¥ (Anaesthetic gas scavenging systems , AGSS )

EE R CAGSS ¢ HiE IR § 3 SRR RS B A L R 3
ek % o Association of Anaesthetists of Great Britain& Ireland (AAGBI) vk f & R
B 4% 4% (British Standards Institution , BSI) $tils% | ¢ ehit & ¢ g2 d > g frRE %
# EN ISO 8835-3 2009 s w3 Jir fi$ & s¥ % = 84 — 4 & Frfis f @E-f‘}‘ﬁ'll’l_,fi FuP enigix
BT AT AT VL 8 a AGSS Birgp RS e SRR R
EATF TR F i%'_'}%ll’l_,]‘s SAc? P RBFOAGSS Z BV ApF & { oA 24 AGSS
@i oy 4o 2 female connector ® /& & o[ & 30mm o XA K Ae ek St F R
FEpS il F F b N iR gog 3L G AR 4 i < Rk o Tl AlEgE
E PR AR kA B A BRI R o 8 2007 £ AinBIRE S B AN G
ARG RFER > FPERG SR 5 B RAROEE - T MARY H S
CEp R VR C R BRI A T D30 mmEEY o ABETR A
Tae L g AGSS BTG (F 77 L - g F)hdi o &% 30mm male
connector  F]pt iy et H =z 2R G o MEEH N D RP R
R T E X AP F R oA hAY A4 Find g B - MHRA > AAGBI
BFFRAGF AR frERFF R XA WG F L A F L B rrewm Rz
MR o R SRER LS ENF G 6B 2 BB o

MHRA 2R % 55 © fEif?7 cfpfs 4 RArf @B R AL o 7 R ™ 7 Brmen ¢

@5 AGSS #id & 3T 5 30mm el i B KGR F A AR e B ) i
PFETAFRS QPRI THRE- BT RBERDEE o
QEQ*ﬁ—iﬁﬁ%ﬁﬁﬁ%ﬁﬁﬁﬁﬂ’égﬁﬁﬁg‘ﬂag‘@&ﬁ&ﬁ
AGSS > ¥ %4 « & 2§ | fFAT 4 B 15 ¢ #74] % Checking Anaesthetic Equipment 3
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(2004)4p = ©
fp e
http://www.mhra.gov.uk/Publications/Safetywarnings/MedicalDeviceAlerts/ CON076104?tab

Name=Device

2. F WA R ST S FREFA 2FR (2010 £ 37 29 p 13t ADR fe3t)
ERFEFN T R L REATH G %%i&ﬁs?lié # 23 ¢ # % (Hansen type coloured
connectors) -

ZREAG L 2R

BEafp & od F Tf 7R ﬁ%] # ¥ 4 77 (Hansen type connector) ¢ iz % Fe @i 7 & i@

PR FAEA AR 0 F TR EF R EEOEREE L R E ARG

ek E M o FILE R S e A @_“;;:47;@?];3 BARE RS HY o

MHRA &3 % 7%

(1) 3 7 Er0g 370 33 RS PR S RS TR B i (Z DR S ST
e S G ARE ) e

QrEi® Hize - Rz FARFEZ PR o FRRAT P M R BERE P AR
i o

@2z mfteh o mikd ok FRER T F2 0L TRE P AR
EES R

BRIP4 H FHA R A AL TR

#a

http://www.mhra.gov.uk/Publications/Safetywarnings/MedicalDeviceAlerts/ CON076098

FpFH 7 25w et 2
?H?kiﬁ
1. Q-Syte Luer Access Split Septum and Numerous Products Containing the Q-Syte Luer
Access Split Septum - &% jc¥ i (2010 & 3 * 29 p 7>+ ADR #3t)
-4 *‘“355 # : Q-Syte Luer Access Split Septum and Numerous Products Containing the
Q-Syte Luer Access Split Septum (Q-Syte # 4" 3* i £ 457 2 < J dic i § 4~ 415 0eh
5)o

m
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?kﬁﬁtﬁﬁBD@%ﬁﬁﬁiﬁﬁﬁﬁﬁmﬁﬁ%Ww?ﬁ%ﬁgﬁ%»ﬁﬁﬁa,
rH bR NG ARE o M BLAREKE T A § @ SRR TR R %
RFPRFEfD mhinfy > FPRFELLRZREOR G GEPET L §ERKLFT
R

FDA #£:%% 7% 12009 & 10 » 28 p 1 2010 £ 2 " 8 R/ » 27 %
Frrp AR X PEASIr o B 2 Fw R o0 2R S EE
SR A N L

PaEP R FH LF 7
Fha -
http://http://lwww.fda.gov/MedicalDevices/Safety/RecallsCorrectionsRemovals/ListofRecalls/u
€m204988.htm

. Micron Bobbin Vent Tube T, 1.27 mm - &% jc ¥ ¢ (2010 # 3 * 29 p 7|** ADR k)

< nggs:;.w : Gyrus ACMI, Inc. Micron Bobbin Vent Tube T, 1.27 mm ( ¢ 2 % #t3] B ) o
= B 5155 1 Catalog (REF) Number 145281-ENT, Lot Number MH136952

wleEd B ASEYd 2L AN %A &P 55 MHL36952 -

FDA#RFIE 1322093020108 17 4peidwi? 3 MiZASL P24 ¢ 2010
AL 2T pFENBER I RS A A S F A RPN D v X FL AR
REBEFIHME  HhAL L ERAF TR AR XPFLAR -

Bp )0 p o Ep ﬁ#ﬁl’a?%?ﬁZ RE A LR o

#a
http://www.fda.gov/MedicalDevices/Safety/RecallsCorrectionsRemovals/ListofRecalls/ucm204
958.htm

. Torflex Transseptal Guiding Sheath — & jc ¥ # (2010 # 3 ¥ 29 p 7> ADR )
23‘53{.5#} : Torflex Transseptal Guiding Sheath 7 §1] 51 % -

LR

Model Number Lot Numbers

TF8-38-62-S S21244, 521903, S21940,

S22739, and S22739X1

LSS
Hg g
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FofTd R EEEARY o FEE A F AP T BOR Btp AT AL §
HEdg ook VHEREFL > BENGPT N §5d wEFRHECLEDEF ¢ F
CEREEIRE A R E oM - MAFR IR IEDR G Y R SRR E A
e d o &h FRpBES- -

FDAZH% T 22207 2010£ 2% 8p FHF w3 I pME o ¥4 5oT 5| E 7
).k & * 2 FH

() #-A i * 2 FHAE LTI R

(3).w Ril Fofy SFEind o MAEILR * H o BB R R oo

BIpAA R, BApH FHA R A AL TR

#a
http://www.fda.gov/MedicalDevices/Safety/RecallsCorrectionsRemovals/ListofRecalls/lucm204

165.htm

4. % §]¢ ¥ #3531 £ & [Transseptal Sheath Introducer Kit (also under the trade names:

HeartSpan, CHANNEL FX, Torflex, Braided Guiding Introducer Kit)]- & 2 % i
(2010 & 3 % 31 p #|3* ADR k)

;H‘:«E%fg?%ﬁ S % f¢ ¥ ¥31 £ = [Transseptal Sheath Introducer Kit (also under the trade

names: HeartSpan, CHANNEL FX, Torflex, Braided Guiding Introducer Kit)] -

WAL LSRR R Y 2 F 0§ i (sheath) A T i Al F ¢ B A SFA & A el

i RRP T G ECF R RER S LR ET (FHENA ) TR RE

PTG ERPAIFH R LT o U E PR .QW@L; T = B AAMGET

FDAZREIE %29 2010# 27 1p EFFERLS G472 oph i3 & Kig

P EIZEE 0 L w Ay AR hEE > Fgihri g oip M E o

BRIP4 H FHA R A AL TR

#ha

http://www.fda.gov/MedicalDevices/Safety/RecallsCorrectionsRemovals/ListofRecalls/ucm203263.htm

5. BHP B A3 &r k¥ it (2010 # 3% 31 p 7|* ADR $3t)
BEFM S BT ¢ ¥ (HomeChoice and HomeChoice PRO Automated

)‘I\

Peritoneal Dialysis Systems) °
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.}

w {232 d : Baxter Healthcare Corporation 3 # § B p & "L %5547 4 SoenZ w i & o 3548 7]

5,;31%‘ REC G40 Fua g T E R TS #H 4o (increased Intraperitoneal Volume , 11PV)
CHER- A2 kb o IPV FEREE SR foc HR A eh EREEG T A S

FDA :£3:% % 38 : 82 7% Baxter Healthcare Corporation iX 3 4V & i g ¢ - - HomeChoice

4= HomeChoice ™ 2 » X @ Tk %5 FF R % ”v':‘f[fﬁ AMEFRY IR EAF L TR EEFED

R DRHE A PR F L BRAREA f Aok REIER NPV R R o 2 %

LN S RS R L f: IR s F R o

AR )

(DR #2235, = 7 PD Healthcare Professional Letter {3 §s3f ¥ %] i 4w & 3 J Pt o

@Qp#REP EAMFHT LF pd ? AEAFEE

fp e
http://www.fda.gov/MedicalDevices/Safety/RecallsCorrectionsRemovals/ListofRecalls/ucm202871.htm

i%ﬁd%»’t %E’fm”‘r$*7/__,& % vz ##q Qr‘r’-»?iﬁ 2%
——2 h};% ;3_111)}‘1;’]'%&3 3';&'}.[_3»#?%47’2 ‘\'}; %Lﬁé N 7&#?
% & 02-2396-0100 » &=k : www.adr.doh.gov.tw o

Drug Safety Newsletter 2010 Mar. Vol.29 O




Z 4% > {31 Drug Safety Newsletter

1T AERFAP T BER
ADR il 3F % b & 5

-
ok I
GRS ARE A s F
"RREF LR BT s MEEAFIRAELE P RIFFLEHRFRERN
RRAES A LF REAFFEEN

w3 e
S e FIop R 87 Edeo il F 4
oo BB BOTER $ A IR P EARARFEF SR AR
mﬁﬁﬁikﬁﬂmﬂxﬁﬁmﬁ HFERE)RE2REF T LF
s HRa R DN R A d AR f o X0 02 Ede s A3 E
LR EER Y A4 F RN HAELAAE G| TP 08
FAF o FURH L A EHA 2 E R REE RE A 44713 & el
Ff% B AR L SR ERE 2 R H L ERABRAS T IE
A F R AT - .
NN EESEE & H T
12000
10000 /Ezo
5000 8316
%= 6971
# G000
b =4
462<
Efa/aje]
2O

18 5=

Bl- “FEZELTH LF BUEFR T
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sy % T A
dEE L
0 6747 65.4%
REET R 2113 20.5%
A" 670 6.5%
L 405 3.9%
L 153 1.5%
By oA B 117 1.1%
A FmrR 106 1.0%
= R 9 0.1%
5]
~ 5222 50.6%
] 5098 49.4%
£ (R)
gl 24 0.2%
1-9 249 2.4%
10-19 411 4.0%
20-29 890 8.6%
30-39 1084 10.5%
40-49 1399 13.6%
50-59 1824 17.7%
60-69 1372 13.3%
70-79 1368 13.3%
% 3% 80 857 8.3%
a1 842 8.2%
R F
7= 348 3.4%
PEyy 188 1.8%
WRp A ALk 1802 17.5%
SR A AR 297 2.9%
EREE WL Y- 9 0.1%
£ HE 1 0.0%
TR A A 1867 18.1%
e 24
HEER LE R 5675 55.0%
g 133 1.3%
_ERB%E 10320 100.00%

*%F“frf//n‘iﬂ‘

1t NERAFRELH
98 & B X fx 3| @ {4 7
F i 3F 10320 & 5 2 97 & B 2
8316 3 4 24.1% - @ 7
iﬁi@i&m.u%:},%:Aﬁ%»; ik
71.8% > R R 21.60% 0 kp
R FRF 9 0 01% - H
o RED L FRPBHLFRDLE
) 14T AL AR F 0 65.4% o
WAR B % 14 50.6%k F 3§
1 49.4% ; i 3R B x 2 &40 >0 10
Bz 623 ik 26% 0 @ <3 50 &
2. E L PIKk 525% 0 # ¢ 12 50
159 gz pmbbd ity 82%M®
FEp A EE 2 AR BER
{5% 550%% 22BE 4 LK o H
x5 WERp A Ak ik 17.5% 0
AR R IR
5.2% < (% -)
398 &K e ;{;Vfg;k.gﬂ’-i—g.
X2 0019 HiF B R HARL 2L

E,"r'

FAAF o &3 99 E BB
food 2 2 A Z RIS LS

=

ERLBRATIFZLATESE o Y
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22 v L NER I SEE2 A
AF BEFRISHEBR IS

Ay Sl FA
* 2R BIG
A 3835 42.5%
B 5184 57.5%
KER
=R 2939 32.6%
R 5159 57.2%
R 684 7.6%
EEFTR 237 2.6%
i XA
RiEFR 147 1.6%
TR > 65 0.7%
EE:: 552 6.1%
it 4764 52.8%
&3 ¥ 2681 29.7%
FEE_ 29 0.3%
* P B 781 8.7%
HEEF
Good data 833 9.2%
Fair data 6905 76.6%
Poor data 1281 14.20%
B3 9019 100.00%

dOAR RAGEALE > B P 425%F
A8 Ar575% %> A fE Be 4 2
F REepE B 57.2% 5 ¢ R 2 32.6
ek  RAFEFET LF D
R R TE R Sh S
W 52.8%  THmF T A B1IY 29.7%
F 2.0 P 2.3%2 i 3R EE TR &
T 2@ L F AL EE
FE TR p 2 TR &R 0 p 95
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ERTHOT A AR 2 3R 1k 8.7% o
VA BEATRETRPN F AT
e WS L fair data F &
76.6% > good data = 9.2% > poor data
% 14.2% -

2 Anatomical
Chemical (ATC)4 #f 4 +7id 38 B %
S E R R R B
B0 18223 % LR LD
* 2 k208 % 5 F FrE g
gt By = o ik 141% - 1B = AF
& F ot L B R e57.2 %6 o

Therapeutic

ire R OBERBLETEES
AR AR | RELFR
WL RPLRFE T TR
1 68.4%% i @ ST A
RF PRI 94.5% £ pFrd > 4 384
, .

LA FRMER LR R
T 3]0 ik i 4Rk 2 36.8%
BP9 U3 2 Rptk(RER
F % j2%, 35,8 %) i Wk 5 LA
U FUESS SN NN R P

1 o
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AL ANERIPHERZ A UF BETECRARF LN

ATC category HEFFE | LAV
Antiinfectives for systemic use 2466 22.3%
Antineoplastic and immunomodulating agents 2300 20.8%
Musculo-skeletal system 1564 14.1%
Nervous system 1481 13.4%
Cardiovascular system 873 7.9%
Various 756 6.8%
Alimentary tract and metabolism 613 5.5%
Blood and blood forming organs 381 3.4%
Respiratory system 195 1.8%
Genito urinary system and sex hormones 156 1.4%
Systemic hormonal preparations, excl. 123 1.1%
Not classified 89 0.8%
Dermatologicals 41 0.4%
Sensory organs 23 0.2%
Antiparasitic products, insecticides and

repellents 13 0.1%
By 11074 100.00%

HMRFE 2V RETHD VA0 B PR RS LN
"‘F/ Pad = FE IR o = 7

32 ~ ’i,“"'\-&)i"?f##rr' zﬁv;% gﬁrq?‘ib;’,&(g

WARHP LN B K - BN MR
ERES 'S [ ENEE R
TR b 171 68.4% 200 87.5%
B 1479 94.5% 1510 96.6%
gt g ot VEREEF G LR RS )  FABRE ELRN TS p 24 b2

FAF TP PNEAR S R AT B A LR 5 15 p PSR
TERFRRITEEL I B L R A
b 1IIT‘£}&7§SE§FLE§;E‘_7» RE RExEELST o
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27 vt LF A
- i 3R g R Wi P A
2k 1561  13.2%
HREA KT 562 4.8%
Y 407 3.4%
Y ] 407 3.4%
TRk 277 2.3%
i 275 2.3%
o s 221 1.9%
wiE 220 1.9%
B 215 1.8%
By % 205 1.7%
3 4350  36.8%
k- N 11820 " 100.00%

AR E L2 g RBp Foa X3 Bt
Flpb T SRR B AN AR K o

AR EE L IT R AR R e %
4t NSAIDS « Fuid 8 2 5~ B9
J‘ e S-SR RIS n_L”Lrp sifﬁ?#%
2. 15.8% -

S
WTE KV AELE AR R

¥ 4% i foik &30 i 20-250¢h

P

oL RGN E FRIATHNES

F AR A HEARE P TRE
RPN F o p 9B E TREER
VF AR PEE ) B4 s 0
7 2200 4 T 98 £ i

14 Drug Safety Newsletter 2010 Mar. Vol.29

# 4 & > fi . Drug Safety Newsletter

2 2 BDLAUAFEE

WA RE R WiFHk P A
Diclofenac 264 2.4%
Ketorolac 247 2.2%
Erlotinib 179 1.6%
Diatrizoic acid 176 1.6%
Acetylsalicylic acid 159 1.4%
loxitalamic acid 148 1.3%
Vancomycin 147 1.3%
Ketoprofen 146 1.3%
Cefazolin 145 1.3%
Docetaxel 141 1.3%
3t 1752 15.8%
w3 11074 100.00%

hsrc g A R ARD 97
£ R e401 # %A 3] 98 £ & 11536
it EtgaiE 33.7% & & hgAE 4

%?mﬁiuwai 24.1% » % ¥

U TR  FFLTE
KA G142z F g dom F R
Aoz & ghoAp >t 97 & A& > poor




data i sF # & *© % (172%™ "% %
14.2%) - e f ¥ good data =il sﬂu
AP HR - (16.3% T ' 3 9.2%) > % o7
= F8 i 4F 5 F i 7 fair data o
A2 & (66.5% + 2 1 76.6%) - Good
data ¥ fair data i & £ B A% ¢
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f=

h- ERELY R AT

(n=156) AUt Fer
- 7 &3 (%)

CEEA X
T 40 41 81 51.9
? R 8 21 29 18.6
3 ¥ 21 25 46 29.5
L% — — — —

¥R
B 20 35 55 35.3
e 7 13 20 12.8
BEAR 42 39 81 51.9

£ ()
<10 — 3 3 1.9
10~19 5 4 9 5.8
20~29 8 4 12 7.7
30~39 8 12 20 12.8
40~49 10 11 21 13.5
50~59 13 13 26 16.7
60~69 10 10 20 12.8
70~79 8 22 30 19.2
>80 7 8 15 9.6

Mean+SD 51.8420.96  54.4+21.69  53.3+21.34 -
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% b #ic gt (%
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Mg i i 2 4 6 ( 6.6) 7,100,000 ( 24.8)
Bt B 25 29 54 (59.3) 2,175,374 ( 7.6)
At 37 54 - 28,675,374 (100.0)
7?5 FoAN(65 ) (%)
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dr EHBRLETIAEEH BT B AL
i Zi w4 =ik A
- 7 £ (%)
Allopurinol 4 7 11 9.0
Carbamazepine 2 5 7 57
Phenytoin 2 4 6 4.9
Co-trimoxazole 1 4 5 41
Diclofenac 2 3 5 41
Isoniazid 1 3 4 33
Pyrazinamide 1 3 4 33
Rifampin 1 3 4 33
Others 31 45 76 62.3
R 44 8 122 100.0
%1 EFRLS KAEREL LR R
* UK EfEN ERES Bt
* 7 ey (%)
Skin and subcutaneous tissue disorders * 19 35 54 59.3
Hepato-biliary disorders 2 6 8 8.8
Immune system disorders — 6 6 6.6
Blood and lymphatic system disorders 3 2 5 55
Nervous disorders 2 2 4 4.4
Musculoskeletal and connective tissue 3 — 3 3.3
disorders
Renal and urinary disorders 3 — 3 3.3
Cardiac disorders 2 — 2 2.2
Others 3 3 6 6.6
Bt 37 54 91 100.0

* e FARE T A G R AAKE P RAREEG PR
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phenytoin ~ valproic acid % ) % # 10
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2 i R A oTaL A R B2
oz ke prb 1 15 (23%)
R Rk F R AR R B oA
Faps o s Rl R TR e F R
GHEP T L RRFEFRET

f 3

7 o
=~

Bood g AL R A
=

CELS Iy N

e R

A KFRETEBELET AR 2 g2 LA L BN
LA FTA ? AT
C gl g gl
/% » g‘ s /é » 2_4_%_ k4
€ v Ei b @ Ei o
Penicillins 6
Sulfonamides 5 .
. Lamotrigine S)
) ) Glycopeptides 4 ) i
Antibacterials i Anticonvulsants | Carbamazepine 3
Cephalosporins 3 ]
(23) i (10) Phenytoin 1
Quinolones 3
Valproate 1
Carbapenems 1
Oxazolidinones 1
Carbamazepine 7
) Phenytoin 6 )
Anticonvulsants . Anti-gout drugs i
Lamotrigine 3 Allopurinol 9
(18) . (9)
Phenobarbital 1
Valproate 1
Diclofenac 5 Diclofenac 2
) Naproxen 2 ) Acemetacin 1
Analgesics & i Analgesics & .
) . Acemetacin 1 ) . Aspirin 1
Antipyretics L Antipyretics
Etoricoxib 1 Ketorolac 1
(13) (8) :
Iburpofen 1 Meloxicam 1
Mefenamic acid 1 Meperidine 1
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Nimesulide Nalbuphine 1
Sulindac
Cisplatin 1
. i Isoniazid 4 ) . p .
Antimycobacterials L Antineoplastics | Sunitinib 1
Pyrazinamide 4 )
(12) . (4) Tamoxifen 1
Rifampin 4
Trastuzumab 1
Anti-gout drugs ) Antibacterials Aminoglycosides | 2
Allopurinol 11 .
(11) (3) Quinolones 1
Halopreidol 3 .
. . . . . Enoxaparin
Psychotherapeutics | Amisulpride 1 | Antithrombotics )
. Heparin
(6) Olanzapine 1 (3) o
. Tirofiban
Risperidone 1
Roentgenograph lonics 3 | Adrenals
genography . Prednisolone 3
(5) Non-ionics 2 (3)
Itraconazole 1 | Anxiolytics -
Antifungals Ketoconazole 1 | Sedatives & )
i ) Midazolam 2
(4) Nystatin 1 | Hypnotics
Terbinafine 1 (2)
Esomeprazole 2
G—1drugs P
(4) Lansoprazole 1 — — -
Metoclopramide 1
) ) Epirubicin 1
Antineoplastics
(3) Methotrexate 1 — — -
Tamoxifen 1
Others 23 | Others 5
SN 122 A 47
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PR/ ¥ KR SOk 3 foiA

Skin and subcutaneous tissue disorders 54 16
Hepato-biliary disorders 8 1
Immune system disorders 6 5
Blood and lymphatic system disorders 5 1
Nervous system disorders 4 2
Musculoskeletal and connective tissue disorders 3 3
Renal and urinary disorders 3 —
Cardiac disorders 2 1
Gastrointestinal disorders 1 4
Respiratory thoracic and mediastinal disorders 1 2
Vascular disorders 1 2
Psychiatric disorders 1 1
Metabolism and nutrition disorders 1 —
Reproductive system and breast disorders 1 —
Ear and labyrinth disorders — 2
Eye disorders — 1
Neoplasms benign, malignant and unspecified — 1
et 91 42
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