2013 W XURFE R

Drug Safety Newsletter

PENALLETRIDIRABR SR A RBZSE

ZEIEEIPSIIE

QDO

B A

L

&L I 5 ST

L35 % 5936 &
it %

3 AP My & 30F 48 3 Z http://www.tdrf.org.tw/ch/03_message/mes_03_list.asp

EmZTEA P.2

— ~ Azithromycin B B B E T B . . ..ot e P.2

— ~Bevacizumabf O BREZEEA . ... ... P.3

= * Carbimazole IR ST Hal. ....... REER R - P.5

Cilostazol N0 MiGE 7 = Bl Heaantls. . . . . SR P.5

T ~ Cinacalcetfli/} Mion sz BESSHEDIRENS | | ;. 7, (S P.6

7\~ NilotinibBlABBEZEEA. ... ..ot i P.7

15 - Strontium ranelate (N M Z TEH A . i b - - s e - P.8

/\ ~ Thalidomide (N DM T B H vt SN0 TR . . ... .o o P.9

JU ~ TolvaptanPlitilan TR T e e e o P.10

+ ~ Valproate HEMN D BREZETEH ... ... ..o P.11

FREEEYARREBBERRMBA .. ... P12
0 FEBES TR BRAMZ R A NE
REHTEANHAERN BT RS ERRTELSN oy

MEZAZEREEZS

Taiwan Drug Relief Foundation

PEEMFARREFER PO

National Reporting Center of Adverse Drug Reaction in Taiwan



f — ~ Azithromycin D EmZ 2 E:

=B FDA #THi 87 = azithromycin i D ZE R 7 L2 B ° BZH D ZE MR

REESIHELEEUAEENE  BASBEMomHRELNEARZER -
1 KB BN E > BIRZEmIESIEBOMEBN A ERENE  BEEER

R OEBARZER  LHRECHE QT ERiER ~ EMIPsiEMmeEE - OBk
BREZE - HEAFECEYEBELMEHEERALEAENHBEA -

EEEZZAAERBELCR 102 F2 ABIRE R TEBEITEEE
B CNseEkAE” BEEER QT MEE - torsades de pointes % @B °

Em#ENEREEEEHE

REREZEZZRPERBECRK TEFESE, EHE TEEAHREES
ERBZRHEQTEABRZERNURIZLNEMLEARGH  aEL0EBERHA
torsades de pointes © H /R QT B ALERMBEOMNERE > Sk EERASA
R QT MEMNMMBEYWEE > WEZEE[ A azithromycin;, ; " £
®&E | BEMOlE TOMERS - EME - 0E - BEEELEMLE
BRZOLDEBEABRNES > a BB/ D EER QT R LK torsades de pointes
s, -

 EBmENEEEBFERERERIINZA S EmEELE:
FETER  FLE2EEFRE—PETEM -

=

B Wik



Drug Safety Newsletter 2013 vol. 42

BRABEIESEE:

1. BB E /7 azithromycin FEE B Ol BE 3¢ & torsades de pointes & B an/vE A E
HERE - Rl 2ARSREHREA » 811 -

& CHE QT BER ~ ZE 4 torsades de pointes * o XM QT B FEIE
£ DEAE - HEMEZOMZTIE (uncompensated heart failure )
FImA -

EERACHEEM QT BIFEREZmRANBA -
BWABRIEEROEESIREOEARZNERME > flKBEENE
MmePsgEMEE -~ REAOPKERLE ~ SUEHAIIETR A Class A (U
quinidine, procainamide ) 2§ Class III ( # dofetilide, amiodarone,
sotalol) MYIL/ VR AZEZE G -

L 2R ¢

2. FRBAFEHAALMEERNEARBUERARANOEAREZEREN
QT BRIt -

3. MEEHMEBERA AR EER » Al BEIRE %50 fluoroquinolone FIn 4= »
NMEZEEZE QT BIPERINEBFHM AR IE Z s

MABEEEIR

MAARTBTEE  RESZMASEmEEE  NATORESNAE (4
DA EE ~ WIREE - SRBSAER)  BEROIZSHFEIES 2B -

@ HEMRRELESE TSI :
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eng.php
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 FRSEENRR RN R

MREHEEPARREBRAHKCK 102 F 4 A 22 HIRIEHXR
Fi (https://adr.fda.gov.tw) : BB RAHAE ZINEE > B REEE
AR EERE4EN > TRAXZGERMERERFERANE -

LHBEREZMANAR EBRAS > FHARREEHEHEE - 2
NiZAEH@RE -




101 &F BF &% qn A 1 i 38
ﬁﬁzf#%m

C#AaX? -

ZRE BXZE

=

iz =2

E@RARMmZBAREDINIFE
EEREHEZmmEHEEEZN
—IR EHBHZGKIEE > BB
BEEAE ERNRZEEARMEE
TE®R SARERKTEE—T
ZieE R B E 170l LLBE 48
AEMEBEREZER BEEREHE
3 FEAEMEEANEENEESS
(UTHEEAS) RTERARR
EE I e N I CI = R Py ]
WIFERMB Y EERE 94 FER
08 FREBEZLATNT A =FH
CFZEE BRREERE

it

&y =2

== 0n
REZEY) (A% Eﬁ%%%ﬁﬂ) &
E#Eam - 99 =l E S &l b2 ZE m A

ﬁ:E%@iLiﬁ%ﬁﬁ*H@.lﬁﬁf
MITZIEZEME > 100 FRABETT
EH7BRRUHEMENL WK
AVE-- C ST EETBIE

i O J =i

|
rml:IFIEIEIE na A =

'HEEARSNERETE FEHEVARREBRERDO

Gik:H

\—H—

< qﬂﬁﬁﬁﬁfﬂm%&% 5l

Begeml

e

BEEENHRERE 2 ARM
EmUBHBEENEERME -
10l FEZFIERZERARRB
RmEERRS > MBI EmRE
MEBBEHME FARmEALCE
BB AR andUGER  ©

E MEBRES

Pl
== A0

ARENHERARMBRZ
ZEKE > #8E 101 & 1~12 BE
L%ﬁ%ﬁrﬁﬁﬁ AWM EMARMBE
JrJfFﬁJiFEEl@HkR EE F 2
BIERAEWNE — 101 =HE
%773 i@ - HE 100 & 826
A 2ERABEDVZIRE - BWR
KEBERIZOBEMUEBREZ
BERBEABMNSE > X —O
o ZRARMBRIUER ZER
BHEEBRZE > §97.41%  HER
ZREBAFMILEER - 2 - K
BERZADR 3% °

—|—-|—|:|
mlfllil



B

900
800 7 ~a 773
700

/( 665
600

500 f/ﬂl
400
300
e
200
100 -(I’ 75
0 4

I I
93 94 9 9% 97 98 99 100 101 (EEHF)

— EFZnfEmEHIREH

5 3%

x— BERESN

IR KB ZHE (LB

B 209 4 (27.04%)

& 13 B& f 352 ¥ (45.54%)

s B&fx 192 4 (24.84%)

ZFh 8 (1.03%)

5] A1 (0.52% )

== 6 (0.78%)

HEZES 2 (0.25% )

st 773 (100% )
EZEMAEMBEREZABTAN EmARMREZE B - EmAR
onk:  BHREEN - AEREmEX Rgn@sAZEme sk  SEES
BABmERE Za - @ PO HE/ EY - EaiEns - BIFEYE
BEOARmMEHZ  BREHEER MHEAREE ~ REZETHEHUNEEABH 30
BERNEETE  THHEBRER Seol0l EHEBEEIIHESG H
EmARARE - AEER - BRom TAEHERELIEmEANBRRE
BEHERFY - A B R REA &L trEt &l
BEHPORIBEAERBRBEE ZmAEmZZEMmABRE S

mikbE Za » AL BERBIE Y T=__ e



Drug Safety

2013 vol. 42

a2
N /SN gs 63
O AR5 11
EmfElre 10
RmER A8 (B8) frams 22 |314(38.67.%)
=l 15
BEREE 34
ﬁ%ﬁﬁ/ﬁm 12
ShplEtE = 72
Elet 94
?% 1
2/ wgE /g 112
ﬁ%(ﬁé) 17
P i 12
SRR SHIK 7 B 0 [317(39.04%)
(3FEM) S e ok 31
ZmhE—it 1
SNEAR 28
ST 11
ANEF 10
EE 6
HE/ EY EMEANER 65 |83 (10.22%)
E%Tﬁﬁmnn%ﬁ (ﬂi;m}\:ﬁm) 12
i@ﬁﬂ@m 0
=] 4
ATY E YN miZr / BEE 16 26 (3.20%)
TR LR = 2R 3
AN A 3
i s HA 6 A 44
E{E3E 18R EE/ —ERERIEER / DIERR 4 53 (6.53%)
RERE HHEEHBESRER IS 1 o0
HHARS 4
REFEHUNR | KERHUR 5 5 (0.62% )
S| B AL &R R 12 B2 IR A BV A B BRI Y 1
EEREZRBERK 5
reaERl 1
baairan” |
BEEAEE 1 o
Rt FEER PEL I | M (1T2%)
ZEHENE 1
ZLRIMAZESEELETFIR 1
Dissolution test -~ 51% 1
:Eﬁﬁ,@stbm 1
=1 812 (812 (100.0% )

s



B

H¥E_$oH EmARERE
L,{ "HNEEE (EEM) , BEAKA
' 1539.04%  GIEEERAGVE
%%ﬂ/ T HEERARE/ HE
BEEEE - IEHAR (W AN
A—RE EFEASE  BRKEE
AR ) & HPER /wEEM
BEEmARBREMEYE  H 112
% - Eunxﬁ'iﬁ_ﬁﬁkﬁj rmﬂﬂ@
&, > h38.67% IR RIEEM
FEREEEETMEN > HHAEW
TR R /RS ILERH ol
BEERASEN  NEREH -
Bwmarihs THE/ 2V, Boh
10.22% * BIEEYEAZ@RA > 5
%%ﬂ%iw%ﬁ%ﬁim 15@%55}3&%“
FFTEVE%E#HEQFEJ%J 5 6.53% >
SEMREFEERSERTE  BX
%E%ﬁﬁ’%%mﬁﬁﬁﬁz
:ﬂ*:ﬁ]“:;iﬁﬁ%lllﬁiﬁbbm » Z S
BEAEBEL > ZEAZYEIEL
ﬁt%ﬂﬁiﬂbz%%nﬂnﬁﬁxa 1117
ABBIFAE - HtEm AREE
r:.:un*TTJ > F*EEH\H@%J N
"Hih, (ReERER LuiE) B
SR /DEEHB]
EmEPEER (LI TMEHE
TFDA) R 99 FEFIERBEHK
AbEn#k RESRFEZBESA
REMPHEEEEERS AR
2E  HRAENR GMP HEEHEE

B elBEARmZERNEZ ="
HeEEEZARMKEEBES S
TS EE /IRARES - OREEEA
NP ELE ZEmMBEERE
Ba#E % SETNEmEtES
Ak AR - 101 £ 8 A » TFDA
e Rk (A-class) EEDFFzRF
HEOEENEEBREEZRAHEA
EHEE  FRASREZIEIE
SEk (A'-class) » B MmEEIZ
EBEaEN - BRPLKRETSE
WIZARZE@ERSHRITML - K
AkSER (SRR (AAY) ~ FF
SREESREEX  FeRREER
X)) ETABFERE > AETM
RS R EA RN WolE )
MEZELE ZEIE - 101 FHE
E1BHES FhEBSEREHR
181 ¥ (23.42%) -
RBEYLIWIFEEMEE
EPRBEBEEIHRHBZENS
CETHEZZEHRBREZER &
AZEHEINHEm - BEWPOF
TEERARYEN HEmME
EEEENEANMELL —FREm
ME FEHRERLAERSRBE
Y8 By $8 It (CAPA, Corrective and
Preventive Action) * i 5F i B &
E#HEUL - 101 FE 2 EZEmEW
H774% > HBRERAR@BEAFAEM
#ETOI S 27 4 > DIREEME



M- HbRBEH= "HE/ 2EY

EYONEDZ H 134 HRBE b MEETES ORI 24 0 W
BEE 84 "M/ G4 #EI 3 -

LS RE /
IRFARE
(EBEARA )

xR= ZmfEmaREEZER
RS SN

1. REFAFLUFF B ZBEEREARE / EW - (B2
HETHMHR 2 3#E / EVEILSBE > MRIASE
) -

.BRREEE - BE - IR - N9 -

HORERH RS -

R -

fEREERR (BERE CBE - ZEHS) -

h & W N

"EREE A 2627 HEIK

II. O AR

OAEBEERERS SR BEEEFAHRBRTIEEME
B - CGPaEEEREE  BrSASERE) -

- SEEHRRHEBRAE -

-ARE /2 -

- OREBIEERTAHA 2RSS « (RGN IIR -

- e R -

ENEERR (El2mB - BIE - SERS) -

o

S Rk W

IIL. SR

1. RERBME / &Y -

2. BEEEE - SHAKMAES B -

3. BREfth % -

4. 12055 (EEame - BIE - 2ERS) -

Drug Safety Newsletter 2013 vol. 42

'ﬂl_lr

AT RSEBEERIRERER
eikERfRAPERSBREREASAJAHEEMAREE  BIA A K #HWT ¢

() IHBRESRRRE > REF/ AERRREREENE -

(2) ERMEE (

R
REE) o

G EmzmE  HEI=ZERHS ZBNERS -



B

=N #ZERARREGEWERSS T
ERER | B (EHE)
HE /EY) 13 (48.15%)
BREEE 8 (29.63%)
8/ IR 4 (14.81%)
=ZEBEEAY 2 (7.41%)

BRPOGEEZSEREHS
ETR A mEE - BE&EBh
IR N 52 38 ¥ 4 81 2 b > TREEBD [R5 38
HWUBEBEENARETER A
IPRZEBARMEKES - 58
HELGEREHEARRBRERER
A5 B IR ik & 2 1B A B aa ik i i &
BIREA S ETHE - POTEBER
mBZERA () AREMERZ

5o 2 (Z\ﬁ*ﬁﬁﬁl EoEma
STOEFRE) ~ Q) FRmMREZ
HFAmAEETE  3) 2EEHEA
EmiEERA (1) 2E500EEAR
oot on DAL B2 TFDA 1 2 A ~
G) BREEARBRLARZRZH)
Sl BERP LD HTZERA
B2 an 8 3R R BUR IR A0 7 B& e
FREERM TFDAZE > (FRER
g EAREBEIRER - 12ER
FmEZIFASE -

| E-J' £
AY Al

ZmiRmE

#H 93 fFal Y

24 4% 100 F 826 1 » 2 EFE
BR BREBCDHEHMAM 101 F
HEET3HBERES HE 100
FROMEBLAE VIR > &
MEGHEFEEMNMZIRAS ME
EEPLEH 7 ANERE  ER
EmERHRERNBEZE ji?.:%%z
M ZRIETRBE N - B D A
mEDZHEE. O H 100&
FABESAREARERETH
ot BRGRERSTEHMEH
BEREDAPERE RS  WE
SRTREREMERESIESZ X
= B0 SEMET@ARES
AL ZEEEARmEEERAER
BREARGEHOWASEFEZE O
ERECEERMEREARMES
BRENR W ASE4EERRY
OJEEAE -

HE—ZBREKRES > 5
RLZHEUHNBEBRKRUERSE
(B=BBPD - R EREME
Bft) > MHBRES - - Z2M2ZB®



RBlte/) > B RAGEEESES
I ZESDBERFME - IRS 5B
MERERARME » FEFBEHA
2% RETIHEHEmM@MERS -
AN R EEHERREMNN SR
WiTHE -5 BEEEBEEEL
RmBERREE > AHEF KBS
Az "# 9 R{EhHmARm@EEt
B4R LB A4 ETBN -
BHRPLORK U EmmED =
g StHETBIEERERENE
BHRZARMETRE  HEXFH
hmELBE Y AESREEBIETER
EMEERE FEBIMERES
EEZEE FEEmEVEEER
BIRB2%E  WHSEBBRDE
WEEmmE > ZEBLHEZERMA
BEEBUR -
KAKXBRAZFHERNEnm
BB BRMEEREYER -
KREZmET O[O ELBRENE
WEmBEZKE - Bl "HBEE
JEMmARMESD EESLXH
FRERFAHFEA  ZERABY
BZ2REERE > MEERRIERR
AFEEMME  SREN L =
ANMEMBEREB ZSERRE
ERZ2RE > BEZMBEHER
SEAXEBHEYURZEZH ZHEA
Bl WERS T mERREE M
AZEMZEES RERAEHD

Drug Safety 2013 vol. 42

ETETHEBN  LAMNHBARR
Ed "#Zmnak, o BEE
orRELINEEME > BED
BENGRRHNGAR > AR
REEZEMR KFZEEXAM
RBHEARBHRERM/NETR
BEMAEY T2 EBEIEN - WE
EZRMEERAMENSERRIEEBE
Al BENEXIEEEZEMmIE
TEIR - T3#E/2Z2Y, Bn 0 B
—ERHERRUESBEE2ERBE)
B e ASRIEET 18 4 0 LT
hRIIFSEREESREEERZESY W
BoECEFETBRERENSZ
BIETEBEN » BEZEmANTEDN
BEIZAUBERARE  MERESR
mmEn o | EREREAAR
B EEBEHEAE " EAKRRP
TH: EmASERE EZREAE
h REFEEER BMBERT~EmA
F—REE REESEE 5B
R BEHEASRERSSLIEK
MRIBEBES > DHIKRHEERS -
EXF P XHELHARIRNGF
M HMEZERBEREXHEEILE
hNhE > WEATEREEASIBEE
TR EEERMBEAER
mIBE > FEEFBL RS ES
R AR 2SZBEBREGCE
HRE > BRARBRBOCESHS -

101 & [ & Bl 2 m [0l I £ 77



B

o ANBEREZ R AEREZARMET 2. 101 £E r@%ﬁ%ﬁ(gfﬁ%?ﬂ%)ﬁ‘ i
it oo~ B oa 3 EEE |, 5t 8% -
BlUKLEEE 27 ¢ > 5 BEIK =B = .
AN i 2 _ 3. EfSE -  ERIiEmBHREAK VEH
A2 BEEEENERZ OAT o B EEEN 2011 5 37 ¢ 14-19 ©
HORERS (e BY, B
o @ HEEE -
BN RS M E 2 A% - 4. RYEEREER N

WMo BEHARBZEERA » ¥
HEmMOIRZ ERREA -

(.
=P

EmARMBEREAFKBE 03 F
ME Z2SEBAS+TE 25 ZE
101 & 12 AX |E E 8% 4261 %
mARmMBER ' SERNEmRmED
AWK 2EEZZM - BIEESE
BHPLEEYEREGE > A%
FREFHEZBEREHRHE  #R
BaXBEHRARmER  KXHH
NHREZ@GIE  BA%FEREE
ANEEHIKEBERXFAECAETEAND
Ho WERABKRGKZEER
HERE-—RKBZERARME » B
FRaFEHER  DUABRREH
mMEAEBEZER BT - ARKRE
BWEEEEIN  TEERBER®
% - BESRURBELDE Z T

Bl HEEE—SRAZELR

- RERERAELRZE -

2EEN
| ZHEVARBERAL (BRB) &

I -



i sk~ L 7 PR PR Bl
MR H A R HLE 2Tk

REE - B2 HkF
MEZARENEREE

=

= B & m # &l A (Proton-
pump inhibitor * PPI) B 1980 &
RKEHEEK > BRICRAESE
HEEBNWEEEY s FE
MG R BN BEE &

¥5 omeprazole ~ esomeprazole *

HFER > WRBR M2 BENEHERBY
FisA - IWHEZEN=ROEIERS
B RO BHE > BRZEH
BReNEySR RAmMEDEREEZF
ENARKE  SREEFXERR
FiElEE - BENG BEM&ESE
BEREARAAS (<1%) »B—-—B%
FHIEHEREZBRY - AE]
wh FE F 2K &% DL X 52 F3 PPI 224 51 8%
BEENARRE®Z EEHEE
ETHOMURTELZ 2 M -

it

lansoprazole *~ pantoprazole ~
rabeprazole &> B O kR & X 5 W
IR B A E R A 80 5K -
BEERO ZEREERRE Gt

BREEZNMEYHEE S EEWMP Eili"klfr}#ﬁ

B RRMHEE ZBEHEE - B8

B t_EBEE  PERERE £ K88 F 7 101 & E &K

& M B 8 3% ~ Zollinger-Ellison BEEEENEEZZEEEEL

Syndrome ° BENEPBE DERESHR
PPI /5 ¥ HHFH Br 4 M2 B2 L MrhkEEa7d=zmaR% 24

H+/K+ ATPase Zii.ﬁ > BH IE S B LA Microsoft Excel [E 22 & ikl 1 I

FREMABIBESRN » AILHE PASW 16.0 R A ETHT DT °

H%J%i%ﬂf%ﬂliﬁﬂﬁmﬁi%%ﬂﬁﬂﬂ

HGIERENARRBERIET  EBRIBREERBER - Hb "BREER ) 2 EEEGRKE
EE 89 FEEBEFE 89037926 To A °



B

[
o

BERESSFZE 101 F10 5%
REZE L 1,780 2 - B 16 BB
# PPIMHBE 22 E > Hop 15 Bl
HELEAFHPPIEMEEARR
EERE HPSH 86l (53.3%) °
7Bl (46.6%) > FizE BN
2052 2l 85 5% (I F R % 66.8
) o IKEBRRIERE > 70 5L
FE&Z> 51106 (66.6%) -
EERHFZEYABRERE

*x— 88-101 FELKETERL PPI 5|t %

(F2—) "1 WBRFREEHE
ZEE (EME) 14 8F KK
BRFEAZARRE  HPHZES
Stevens-Johnson syndrome ( SJS)
B8Bl (A16lwsHFAEBNHT
Bk mNhRE s 2ER) -
Toxic Epidermal Necrolysis
(TEN) & 36l SR HA NS 2
Bl ~-#EYPZH 10 - EPES 7 4
(46.6%) BT EH > HERAIL
EEER (86 53.3%) °

@A 1ISHERBZEHFERN

Eﬁ*

nﬁ mﬁﬂ-

ERISE  HRZEY

B 145 F8 (y/o)

{EAZ PPI

1 Z 75 Omeprazole TEN 27 K
2% 79 Pantoprazole SIS 9 K
3 i 38 Esomeprazole TEN 12 X
4 58 Lansoprazole SIS 17 X Clopidogrel

Celecoxib
5 Z 80 Esomeprazole Drug eruption 38 X
6 Z 29 Esomeprazole EM 28 X
7 5 85 Lansoprazole SIS 29 X
g* 5 82 Omeprazole TEN 9 K
9 = 71 Esomeprazole SIS 12 X
10+ 55 76 Omeprazole SIS 23 K
11* 5 73 Lansoprazole SIS 8 K

leucopenia
thrombocytopenia
12+ 55 81 Omeprazole SIS 45 K
13 Z 85 Lansoprazole SIS 41 &
14 ¥ 44 Esomeprazole EM 18 X
15 = 47 Lansoprazole  hypomagnesemia 1064 X
* I TERBG

SJS : Stevens-Johnson syndrome * 2% M 4 FGo A fEfE B
TEN : Toxic Epidermal Necrolysis * 5 143 7 12 558 BB

EM ‘ Erythema multiforme °

ERLLiT IR



EEEEEEE - HIImERAEA
12 6l (80%) » H# i EE:X
FHEBA3IH (20%) » BFAE
EEFAR #E— T HoMARNRES
SRE SENEARRESHE
RESK mERHBIS K EHE
22.5 K o ifn M —— B M & ~ (&
2 FAPPIRELN I FNRME -

| =_J- A,
At rfl

PPIRRBE—RBLEMHE -
BEUHRAEY > BAMNMEAE RS
BEEk AVBWARBEA- B
MFEREEEEmEYERSHE
8t BRI PPl SHE Y AHE 2 &
> B8%E ¢ B4 clopidogrel ff F & 1g
momEERBERR SRR -
R REMERRS > mL
i Jg B 5 BIREST W R -

— ~ i clopidogrel £ B =18 10.00 I
BEEmRBEER

HMEERWREA > WK EE
RSB EBREEIESHEE
MIMAFERs A% - BEEEE &R
HETERAAEEEHARER
& {G B8 P450 (Cytochrome p450)
Z2HEH EEXEMOHBES
H fth ¥ & #9 1€ & - Clopidogrel %&

Drug Safety 2013 vol. 42

prodrug * EZTEERALLH CYP2C19
BEExgbatEXHAM A BIF
F: S B FEHINGHE 2 &M
CYP2C19 B ZAVACH B IR A AU
¥ > B clopidogrel A &L= BY
s D& > 52 2 E HDH m /) A AR
SFH- - BEEEmEVEERER
2009 FEMIL—Z2EHMN AE2
clopidogrel ZHZE R EEMT " &
B 18 A clopidogrel 48 %% fn B3 = B +
ERisE - SBMOMmE MmE K
DMEERBERRE > BRIFVES
BlERREHEA - HEBEAEE
=L NELHASBMEETG, -
MRIHAREZ ISP EERERS
Z BIREP—BIE T H clopidogrel
EA lansoprazole Z B /7 » 84 HH
2007 FE3H  EEELAEZAI -
AMEBESEINZE  ERXGIFAK
EHo AR BN RAIE A
TEEZRIIEGE - —BABKNEE
B~ €5WAaE (COGENT) '
EL# clopidogrel B8 &1 F o) &2 = Bt
FTEBENFHAHESFEANNREREL
=M HEARB R 0 clopidogrel &2
= ot F 2 BH & & (omeprazole)
B BB 48 8 5? clopidogrel B 38 & 8
WASEMLMESHEEER M
BHEERVBESBESHESX -T
ACCF/ACG/AHA f£ 2010 F



B

BEX7EXERDP > WA LE
risk /benefit ZE F * PPI Z @ AR
BEELMEKRSAEZN MmNk
ZYLREZRA > B—HEERNGE -
EHIEMIRRENZEmMS > 5810
HEEABMEBEXAE RS EAFFAN
M/ 22 m & =8k & milHlE -

— - BiffEE

S —ERKBMPH NN ERE
ERIACHSE FEZ HHHI % ol 58
IS B ITRARRIEM > - BB
AWE > MEASEXRXTWHRABET
CrREBRAEBSSE T E BN
38 28 [AF HE 2 (Definite Daily
Dose, DDD) > HE 7 E s E 513
o Bt — b B ZIEE £ pLIE A
e alltr @EEEmBENERS
K210 FEMTEBREBEABR
HRZ > REEISHEFEHIH
FEBNGE > JaESENFERE
TR Rk o KB AT
& TEWER 2011 F£4 BIER
NEZBERBHEZMHEESEE
"PPIBZnsHEYgRFEERA
5> OJAEEIBMNEAL - AsF M
EfIEm 2Rk MEARE G
KB BEEHIZBERE > EE
EWMAERL FHBRERELRE
BERE MEAREEERERE

BrrBER > HRERBBENT
Iz 38 i e 4t fhan D ANE5 , ©
CEREFEFEENERBEEN
b SRS B &2 B 5
ZENEAB IS K TBREERK
BARKE  flMEHFERERK
TR - BURIBIEARIES S
EAREERS T MBBERZES - IR
ofgE2 #H "PPIZ‘H*E%T EIB B
A EBE , I E AR - B
%Eﬂiﬁﬁﬁ/\lﬁﬁlﬂﬁﬁlﬁﬁj ’
LEHBFERXY  BFAFTMEREA
B RZEE b - MEBERSEER
FEEHE RS % E I E KR 2 %
) o

= ARk

A AMRIEL  EFASHT
HEMA Mg mE L EE > w8
5 BT 89 75 i 36 R R 2 AL AR OF 1R AR
B A9 B2 - PPI P 20 35 & B 18 70
BaifhkxBEwm + EREE#EL R
o 18 12 B (Clostridium difficile )
B 2B FDA BI2EF D%
hZzxzEHM: "REZHEERAR
EEL%& 5l (AERS) RHEX

B BIRGHPPIEER > O
Ebﬁﬁ/\?ﬁi A ERTIEER
B A (Clostridium difficile -
Associated Diarrhea s CDAD) | &



P=ig00 > HAEARMEREKE ~ BERE -
LR EEE R R B ENG B
Ho HItRREBEAB IR - 4 &
ZRBERIE - o8 R E B & PPI
MNHSEE EHEBENpHERE
SE O S RN IR P 12 e 1R B A9 A
BHIg4 " I REMIFIB PR
A INOJREF A PPI B H MK
FRUEITEA -

MRS 15 AR - B4
SERAPPIEENEENERRYE
EEEGHFAEEMXE FREAB -
{2 H % &% & M1+ A lansoprazole
SRERE KHE > WEKZIRA
FEONIME B M3k ER Z6E ~ m/hRE R
B JERRSHKEARZE - B
HERse ~ IR I8 S B an EOF 83 -
CEPAR =Y 3N PN
EBUERABEINEAZTWIEE
RECHSE FEHNHEHEMNEL
EEHENL -

* {6 [ £ = b

=B = R I A S AR M
FEE2OHPPIEYS —E@w @t
7 &l fF B3 = — <2006 & Epstein
ZAN"EERZ X246 REAPPI
(omeprazole) #E pf 1€ M & & &l &F
AIRINBER N 2 RmBlIHE - WME
HEFAPPIBBE —FEBIEFTE

Drug Safety 2013 vol. 42

MmE - NMRAEENARKRE > 88
ERBIVNMSE 8K TFEE
WELES - FEERBES > L
BxEREEARBEASER FEE
M EEEPRAKL—8 > Z&®
BEERAHMEAIHAEERE
Y BEEEESIU AT S EE -
{6 I &% O BE fAE AR > Al o] DL 5| #8
BN ~ MR > E—PERFE
Mz DEAE - BEEFSERE
AREFE > Bk EATIAE -
BEAMR ZER IR Hop
BlE —fl & & E 4 H PPl 5| #2111
% 7 Z 6l - &8 % & A lansoprazole
30mg 1# qd #8383 & FEEEES
ZERs2RRBEEME (Mg:
0.75 meq/dL) ~ € M #F (K:
1.79 meq/dL) ~ € M  (Ca:
6.8 meq/dL) - & K EBin B i
BEMEHEARE - mEBEH
lansoprazole > Wi # 7L &% ~ ¥ ~ §51&
B IE S di b o PRI SSE FDA IR
2011 & 3 A3 PPI & 5| #EK [ £
EZZ2ESE > HETREE 11
BAEPPIABRMAEZ: "8
REERAPPI BN ZEm (RVfE
A3ER RESTEERLFE
FB) > ogERRERBEODEZ AR
[ZFE > OlEEBAEER BB ARK
FEAE » B FEliE - DEAE



B

BEEFSE - Ko HIREME
MAEEZMAHERFTLUEBE > 1T
BIEFAPPI MY Em  miiEA
PPIFER D ZEmZimA » R &EH
5 3 ~ 6f BB digoxin =¥ E fth O] AE 35
RRARME 7 Zm (MAIERE ) &
BEABERHZKRAEETEH
ﬂﬁ}ﬂJr/\ﬂ]HjﬁEFrJ °

a7 —PlEEEEERRAME
Fi lansoprazole [ 7 >k & B 4% iE it
MEEE  WETEEEAERE
HER4EESEnZz Ut ERBE
BEARE  ZEEEZmRZL Zﬂ_ﬁ%ﬁﬁ
B DIHERARER

[
=P

SEHFEBIGEEERER S
E—EZzxBAUNEY » BEEZEE
FA A& Be f0 18 N LR R AR & IR RS A
R EEZRUENREGFAEA
ReEMZWEMN il FEE
KU R aa 2 51 W 2 B9 B§ B3 ST B > PPI
B clopidogrel f#ﬁﬁ?é2§§1'FﬁHE
AR EARE — WS
Huﬁﬁﬁiﬂ%ﬂfﬁﬁ@ﬁﬁﬁ?#ugﬁ)ﬁﬁmﬁﬁ
A Harca#H —IE& CYP2C19
# 2 M/ N E (ticagrelor) &
tH FEEEZHABREEALSE
% SLolMRIE—B AR - 27

MEBRHRENARMESREHHN
ERELIR  RERITHIRED
ROEREAME > 40 ¢ EVER ~ REBA
g BRFEESEGUER/AR
& (SI1S) 2k > ZE L5
KB B RS REFZEL R R
7L E& o UbSh RSB EBE
Holgeg e &Rk - | MR
TRt AEEABRE—FMNENR
E - REELBEE S ZRERR
EETHEEANHEIERB N
Az I B SR AHE R E1E1E
BRI EREY) - DITRFhOlBE Y B E
85 -

2EER

1. Bhatt DL, Cryer BL, Contant CF, et al.
Clopidogrel with or without
Omeprazole in Coronary Artery
Disease. N Engl J Med 2010; 363:
1909-17.

2. Abraham NS, Hlatky MA. Antman EM, et
al. ACCF/ACG/AHA 2010 Expert
Consensus Document on the Concomitant
Use of Proton Pump Inhibitors and
Thienopyridines: A Focused Update of the
ACCF/ACG/AHA 2008 Expert Consensus
Document on Reducing the Gastrointestinal
Risks of Antiplatelet Therapy and NSAID
Use. J Am Coll Cardiol 2010; 56: 2051-66.

3. Yang YX, Lewis JD, Epstein S, Metz DC.
Long-term proton pump inhibitor therapy
and risk of hip fracture. JAMA 2006; 296:
2947-53.



. Vestergaard P, Rejnmark L, Mosekilde L.
Proton pump inhibitors, histamine H2
receptor antagonists, and other antacid
medications and the risk of fracture. Calcif
Tissue Int 2006; 79: 76-83.

. de Vries F, Cooper AL, Cockle SM, van
Staa TP, Cooper C. Fracture risk in patients
receiving acid-suppressant medication alone
and in combination with bisphosphonates.
Osteoporos Int 2009; 20: 1989-98.

. Chiu HF, Huang YW, Chang CC, Yang CY.
Use of proton pump inhibitors increased
the risk of hip fracture: a population-based
case—control study. Pharmacoepidemiol
Drug Saf 2010; 19: 1131-6.

. J. Johnstone, K. Nerenberg, M. Loeb. Meta-
analysis: Proton Pump Inhibitor Use and the
Risk of Community-acquired Pneumonia.
Aliment Pharmacol Ther 2010; 31(11):
1165-1177.

. J Thorens, F Froehlich, et al. Bacterial
overgrowth during treatment with
omeprazole compared with cimetidine: a
prospective randomised double blind study.
Gut. 1996; 39(1): 54-59.

9.

10

11.

115,

1128

14.

Orug Safety Newsletter 2013 vol. 42

Shamburek R. D., Ruddv S. and Schubert
M. L. Omeprazole and neutrbphil function.
Gasrroenterology 1993; 104: 938-940.

. Epstein M, McGrath S, Law F. Proton-

pump inhibitors and hypomagnesemic
hypoparathyroidism. N Engl J Med.
2006; 355: 1834-1836.

Broeren MA. Geerdink EA, Vader
HL, et al. Hypomagnesemia induced

by several proton-pump inhibitors.
Ann Intern Med. 2009; 151: 755-756.

Cundy T, Dissanayake A. Severe
hypomagnesaemia in long-term users
of proton-pump inhibitors. Clin
Endocrinol (Oxf). 2008; 69: 338-341.

Hoorn EJ, van der Hoek J. de Man
RA., et al. A case series of
proton pump inhibitor-induced
hypomagnesemia. Am J Kidney Dis.
2010; 56: 112-116.

Jun Matsuyamal, Kunihiro Tsuji, et
al. Hypomagnesemia associated with
a proton pump inhibitor. Intern Med.
2012; 51: 2231-2234.

5% W 2 4 1 UK 00 25 5t o O B A !

NEZZ 2 HEEEZMREE - MARE - "HlHS - WHREBE
Haawmil - HBROSFRATERAREREASREASZ - AS#
KRITEREEERE(TIRERBEE (870 /TF)

RiGaE=S :
i 3t : 10074 GdtthPIE@ZEMIEE R 32 2 1E
SR TEH RIEAU -

8 &5 :(02)2396-0100 531 208
E-mail : adr@tdrf.org.tw



& EEAEENBEEE
TDRF I http://www.tdrf.org.tw

FBMMEE : RBRERRIZ

ZEEYARREB KRR

& I https://adr.fda.gov.tw

FHEREmRHEBEIARmIFFRHREE R RHR
I http://hf.fda.gov.tw
FBMIMEE : EAERBRE - I ERFEER

ZEHEYAEmBERRMA

I http://recall.fda.gov.tw/

EEHZERBUAFRBRM

I http://dtirs.fda.gov.tw

ZEL¥ A R E KRR

I http://cosmetic-recall.fda.gov.tw/

@ BESVARREBERRMR

I http://medwatch.fda.gov.tw/adr-med/

Iié’{%ﬂiﬁ'iii*‘;%.l.%%ﬁiﬁﬁﬁﬁﬁ
TREEEB®H  Ehk2HER

E’nafﬂ B .L%E#EEEE Ilaﬁﬂ?ﬁﬁmﬁiﬁqﬂm iﬂ.n!&ﬁa SREE - BEF
[ A  REREAIRAT
: it IE AR TR — 3258218
3% : (02)2358-7343 (02)2396-0100 ( HWBPLES )
- B - Bl - §i1E B : (02)2358-4100

- EBRfE - 245 - EWR 155 Hit : httpy//www.tdrf.org.tw
https://adr.fda.gov.tw




