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[ kFDA ]

e Pioglitazone[ ‘Actos’]:2 E LA LD THEMEEEY 22 £ R DA EEE:

Ongoing Safety Review of Actos (pioglitazone) and Potential Increased Risk of Bladder Cancer
After Two Years Exposure

FDA Drug Safety Communication

1B H :2010/09/17

http://www.fda.gov/Drugs/DrugSafety/ucm226214.htm

FDA |, pioglitazone[ ‘Actos’ JEfEBEREDVAY FH LD BEMEAZ RN T 570127 A Sh
ToEAT R OFEENFZE (WM 10 45) 12250 T, T —H DL E a—%1To 5, Bt TR
THRLNIFERND, FSOBEMFEIAZIZONWTIL, SOITHTET 20 ENHHIEN RIS T

1/ \60
[ ‘Actos’ ]I, 2 BUBEIRIF DR NIZIS T D IMHEE BRLE D=0, R FFIEEEIERIELIFHS
ns,

KETIE, BEDERIIHEE T 10 7 A -EHT20 20 NITHAL, BERFBE T ALENREL R
HEEZLN TS Y,

[FSE D& 3 Takeda #113%, FANZFIESIV TN b FRERCOMMTZERL, EOfER%
FDA IZH2 L7z, REL T, [“Actos’ 1 ~DUgkEE LR HEEE ) A7 DRICHEE A BB R
Bignaolz, LnL, EHIZEE D[ Actos” Ik I EF IR B2 B 32Tz,
[“Actos’ I ~DUEED b BN DT EH &, 3O R &0 5 b 2V EE TIE, Bk
VA7 D _ESAPEEINT,

HiRF U CIE FDA I3, [ “Actos’ I3 MY A2 % R S5 E4E L TV ey, FDAIFHIfEL B
o — ke CHY, B EWMBEONTIGEITART LT ETHD,

ERREEHIL, [Actos’ TR T BBICHRBD IR L EOHEIRIHED ~X Thb,

R, HS DR E D LIRS AR Actos’ JOIR AT <& T,

B Actos” IO BIET DY AT SV TIEAR DA B A, 14 DE R LRSI %
FRETHE,
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OF —FZDEHK]

[“Actos’ 1i%, 2 BUFEIRIF DRI T, MR BECLE D720 O ik LB IE O #f
BpFIESRELC, 1999 4F 7 A 15 HIZAGE I, ARHED [ Actos’ JOEEHIZEY, HbAlc fE
T T RREHEL TEY 1L5% IR T T 52 E0VRSILTND,

Pioglitazone O F&J 12 BE -2 Al AR AER I, i o BE ARG AR A B Cod o Hh i B LA Y
THIOFE LGS HET Y M, BGOSR ANB RSN,

F77, [‘Actos’ IR % 2 Do it PRG35k (IR 3 4, PROactive stk 2 3 K OVTFI
DLEENET DNV TORER) OfEFD, [Actos’ IR BE TIITIRBH L ik U Cps bt O iE
BINEWEIE TRONDIED RSNz, ZNHORERIZBLE, [ Actos’ JUsCEOMEMH Lo
TWEE—IEE, A RFUE, ARREE | OIS LTV,

[ ‘Actos’ DR FHICBSE 3 2 RN DT DBEMERE Y A2 IZOW TEBLICHRETT 5728, [FIFEO
fE 3 TH5H Takeda £11E, Kaiser Permanente Northern California (KPNC) BRI AE T
BRI 2 A+ DB ONT, ah—hNJEF 6 IRBFFEOMLIC 10 4E R OBLER =R —MIF5E ¥ 21T
S TCND, ZOBIEEaR— MO BIE, WFFEEERRFC 40 sl ECHERINE A9 58HE Tho
7o WFFRARERRT, F721% KPNC IANG 6 77 A LNICEERLEE Do - 7= BE I BRSNS LTz,
ZOWFZEDZR—MNIHEIRIFH B 193,099 A B7a> Tz,

Z Ok —MFFED FE EFEME H 13X, KPNC X80 O E S D IEHE O (FTBLo) 2 Wi C
D, MERLTHEEREE L Actos’ JIZEDIRE THD, O TITHE, BRI, H
K2R3 257 —#b 01 T05,

1997 421 H 1 H~2008 4= 4 A 30 HIZIUESN =T —# & HWTC, FRNZFHEI T2 5
FERE AT O H ST S FERES L7z, [ Actos’ IR A RS OO IR A 1T P S fiE 1 X 2 47 (i 0.2~8.5
) Thole, ZOMNTTIX, [ Actos’ J~DIEFELIEBLIEY A7 A L ORI A e B
Blesneh otz (NP —R I 1.2, 95% 5 #EX M [0.9~15]), LoL, [ ‘Actos’ o> FEHIINEAR
R ORI BB AZ X EF-L, 24 7 H BLL_EOBRE CIEaHIcH BERL~r
\ZEELT,

FDA X2 OBE AR — MR L O AR — MNIE G A JE 607 — 221 B2 — 1L TR,
B A%OLE 22— TR, S LUIH 2T — 23S0 S 3 T NIV R AR THTE
Thb.,

X R

1) Seer Stat Fact Sheets: Urinary Bladder.National Cancer Institute Web site. Bethesda, MD.
http://seer.cancer.gov/statfacts/ntml/urinb.html. Accessed September 16, 2010.

2) Dormandy JA, Charbonnel B, Eckland DJ, Erdmann E, Massi-Benedetti M, Moules IK, et al.

Secondary prevention of macrovascular events in patients with type 2 diabetes in the PROactive
Study (PROspective pioglitAzone Clinical Trial In macroVascular Events): a randomised
controlled trial. Lancet. 2005;366:1279-89.
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3) Lewis JD, Ferrara A, Strom BL, Selby JV, Bilker W, Peng T, et al. The risk of bladder cancer
among diabetic patients treated with pioglitazone: analysis through April 30, 2008.University of
Pennsylvania and Kaiser Permanente Northern California Division of Research.Submitted to FDA,

unpublished results.

R F
*FDA O pioglitazone BEHEFEH A1
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetylnformationforPatientsandProvider
s/ucm109136.htm

©Pioglitazone ("4 27U 4" M i, Pioglitazone Hydrochloride JAN) 77>V R AL A
PRPUESCEA, 2 TUBERIF IR [E N - JE e 5 ok J8oe v

Vol.8(2010) No0.22(10/28) R02

[ kFDA ]

e FDA/CDERIZE SR £ 4 5 RUWET OB (2010 42 8 H)

2010 Summary view: safety labeling changes approved by FDA Center for Drug Evaluation
and Research CDER — August

FDA MedWatch

1H%N H :2010/09/15

http://www.fda.gov/Safety/MedWatch/Safetylnformation/ucm225299.htm

COMETIE, HFEFELEAI O EE, R, B, S Lods, RIER, BE G
WMOFHH OFRRWE 2R T, RICITERK LA LUGETEFTOV AN, E3EMUCITSET S
HE &ML, PHAEEF32E T, BTl EI s e 2 2GS Tng,
%5 : BW (boxed warning) : #4404 445 C (contraindications) : £5=, W (warnings) : %45,

P (precautions) : fi | D7, AR (adverse reactions) : FI{EH,

PPI/MG (Patient Package Insert/Medication Guide), PI (Patient Information) : f&5% 1%
REMS (Risk Evaluation and Mitigation Strategy) : U A2 2 {ffi - 8 Jak xf 3%, PCI (Patient
Counseling Information)
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http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/ucm109136.htm�
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm225299.htm�

PRl

22 MRS R Vol.8 No.22(2010/10/28)

BRTSNIEHE

ﬂélil?éﬁ:%% (—ﬂﬁﬁ) PPI/
BW C w P AR MG

Biltricide (praziquantel) tablets O O O O

Meridia (sibutramine hydrochloride) capsules O

O
O

Advil Allergy Sinus (ibuprofen 200 mg,
chlorpheniramine maleate 2 mg, and
pseudoephedrine 30 mg tablets) caplets
*Qrgan-Specific Warnings

O

Aleve (naproxen sodium) capsules O
*Qrgan-Specific Warnings

Atripla (efavirenz/emtricitabine/tenofovir
disoproxil fumarate) tablets

O
O
O

PPI

Childrens Advil Cold (ibuprofen 100mg and
pseudoephedrine 15 mg/5 mL) oral suspension
*Qrgan-Specific Warnings

O

Cubicin (daptomycin) for injection

Exelon Patch (rivastigmine) transdermal system

Flagyl (metronidazole) tablets, capsules, and
Flagyl ER tablets

Heparin Sodium in the 5% Dextrose injection and
in the 0.9% Sodium Chloride injection

OO0 ]0O0|]0|0O
O

Plavix (clopidogrel bisulfate) tablets

Risperdal (risperidone) tablets, Risperdal
(risperidone) oral solution, and Risperdal M-Tab
(risperidone) oral disintegrating tablets

O
O
O

Amerge (naratriptan) tablets O

*Serotonin Syndrome Pl

Augmentin XR (amoxicillin/clavulanate O
potassium) extended release tablets

Imitrex (sumatriptan) tablets O p|

Maxalt (rizatriptan benzoate) tablets and rapidisk
tablets O P
*Serotonin Syndrome

Taxol (paclitaxel) for injection O O

Zomig (zolmitriptan) tablets and orally
disintegrating tablets O PI
*Serotonin Syndrome

Lupron Depot - Ped (leuprolide acetate for depot O
suspension) Injection, Powder for Suspension

Risperdal Consta  (risperidone) long-acting O
injection

Tekturna (aliskiren) tablets and Tekturna HCT
(aliskiren/hydrochlorothiazide) tablets
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BETSN/-IHE
KEE S (—i4) PPI/
BW C W P AR MG
Valturna (aliskiren/valsartan) combination tablets O
Xalatan (latanoprost) ophthalmic solution O
Zithromax (azithromycin) tablet, single-dose O
packet, IV for injection, and oral suspension

Vol.8(2010) No.22(10/28) R03

[ 5% Health Canada ]

e Tocilizumab[ ‘Actemra’ ] : BFEHIR T FT74F7F% > —DYRY

ACTEMRA (tocilizumab) and the Risk of Fatal Anaphylaxis

For Health Professionals

1A H :2010/09/13
http://www.hc-sc.gc.ca/dhp-mps/alt_formats/pdf/medeff/advisories-avis/prof/2010/actemra_hpc-cps-

eng.pdf
http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/ 2010/actemra_hpc-cps-eng.php

(Web &k H : 2010/09/17)
OHoffman-La Roche #0360 EEEEE BITR7Z4—L & —

Hoffman-La Roche #1:/3 Health Canada & {7 71 _E, tocilizumab[ ‘Actemra’ 1&7 774 F% > —
BT DR e AR MA TR 5, [FfhiX, [FActemra’ ]2 1R8I S L TRt 288 (1C
AT RE BB TEXHL), ZOIHRERIZEILEIT > TV,

[‘Actemra’ J1Z, 27 07U (1g) 19G1 V7 77 ADi&E T/ 2 EMEFTE MV Z—a A%
6(IL-6) L 72 —F /7u—F LHRTHS, [ ‘Actemra’ 113, 1 FREELL EOBBEMMEY Y~
T35 (DMARD) 3 X OV E72 1 TR 5E K 1~ (TNF) BB CIE -+ B L2 ik A Tk
FE~EEOIGFEMERIE Y Y~ F IOV T, e - SR OFEFNZ i & U TGRS LTV D FREH
DEHK L THD,

Roche tHIZ LA T OFHA I 5,

[ “Actemra’ I L DR A 2T TRV~ T BF T, BEEMNRT F747% > — 0 LIEH]
WEINTCND, BFTHTIET T 747F 0 — L DIEFN TR E S TR,

<[ “Actemra’ 1D GIZEOIE B IEDAAEUD TREME N B HT-0, FE Tk Ls, BEI
W BEUE DG < TR DNRNINEEIRS E =LV 7T DB DD,

BB EDFEDNAGENE, T BICEREE R L, YRR EITOZE,

-Tocilizumab £721%[ ‘Actemra’ JOE LNy LLAN DAY ~DIBBUEN BHH L HIHL TV D
BEICHIL, [“Actemra’ 1245 L7\ L,
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FEHIZH-> TRy~ T IREAL TERY, [ Actemra’ IZLDIREEZ T Q- @l EE T,
BT T 7 47% > —DOHIREERI DM E SN TND, ZOBFNRTIVETH H L2 3EAIE,
methotrexate, sulfasalazine, azathioprine, etanercept, rituximab, abatacept 72& CTih-7=, Of 3R
I% prednisone, leflunomide 72& Th o7z, MO LR MLEAE 4L, BE L B EBEFEIB LD
ACE [REIKICL DR eI T,

OBV Actemra’ 14 mg/kg @ 4 [B] H OFFE TREREIREE 72D, FHEN ISV, IHEH]
£ 90mm/Hg % T IEIY, st 2 — COERULE IO CREIREE T2BmM b,
B 2 BHIR, AT aARLIERAZI ORI G- O%IZ, 5 BIH O Actemra’ [§i{E& )7,
FrEBRAAIE % B F IR EED TSR EAF B 7=, 0 ERLEEZIT 7208, B
(TR, MG 7R o7z, BEILT T 7 4T7% L —DAXU D 24 R LINIZIE T LT,

LEoBNE, [Actemra’ IZXDIEEEZ T T-BE CTOEIEMNRT F747% v — BT D%
WOHAEBTHD, WEHFERBRTIL, tocilizumab O 5252177 2HBF D 0.3%\2, [FFDO®G-H
12 BT AR B RABE USRS TV, 2SO RISIE /%I, [ ‘Actemra’]D 2
~5 [F] H OFERHIBIZE SN,

[ ‘Actemra’ ] DO 5P 54412 infusion reaction (JEALZLED S S BN T- FRE D2 I
BRLCIE, BUEEIIT F74T7F 0 — 2B BT RETHD, 7T 747F =L DOMOEE
IRBBSOE NN GE41E, 7272512 Actemra’ |0 H-&2 W L3 R&ETH D, M7 RN E
ZA7\v, LIS [ Actemra’ ] O 52 FEBH 3 R ETIEARL,

EIRDEFHE L, ZOMIREERE A BELEBITE RSO &2 515,

O©Tocilizumab (VA ~7 (E{sF-##2 2 ), Tocilizumab (genetical recombination) (JAN), ENMb
e IL-6 LT X —%/7n—T LHUk, BEIY~F 3R EN 505 HEoh 550

[ Z#TGA ]
%Rl
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[NZ MEDSAFE]

o Lithium: RHIfE RICHSBEEDIRS

Renal dangers associated with long term lithium use

Prescriber Update Vol. 31 No.3

1B H :2010/09
http://www.medsafe.govt.nz/profs/PUArticles/RenalDanagersSept10.htm

FH o lithium 3L FUR RS REAS TRE, (REEHIN, BRI RE TUHEE S O~ &
TEHOZGT, EARE G SR TBENRHLHIEITOWTIEMICIER A MIE 5, 16H B
BEDD 10~15 FERGE L7214 126 R ERIARTEIE 3 (GFR) O BRI E 2 E IR TOLERH D,
Lithium L2 2BF CTHIETHZEIIARAREE B ZbNHT-0, BREREENBOLNTHE
(ZIX BB P =R EHE IR T & Th D,

Lithium |3, B MR AE GEERIT R m 40%), BHEREAE (CKD), BARAe2%, Z<DOE~D
AERMBEBEEL TN Y,

CARM (=a— U —JU REERGE=XI 722 —) 1, lithium £ HIZBEEL 72 R 40
WEEF =T TVD, BERIEE, 2055 6 3% 2 FRICZ T lE ThHILETH D,
B O nE 53 sk (FPH 36~77 %) T, lithium JRIEB 4D B R E250E £ CTOWIRM X
¥4 28 4 (P 14~38 4F) Th o7z, D7edEd 1 BT, lithium FIEZHIELTZIZH bbb T,
EHEREDME T LT 72,

CARM ~D#51E, 25 CE AR EEAERIDNT TRIRISHEAE L T lithium 2 9 (L L CTH B A
BOMEITEE DA ENITER T LA -7 8T 530k M2 & — 8%, VAZIRN ML TESh
TebDIL, s, VF U L@mgEO ey —R, ZOMo CKDYAZ R+ (BRI, miE, AT A
REEFLIIESRO R IIDEH%) Thd 0,

ZNHDIERNE, BEAE~OETITEET DAVRWATREMED B D0 DD, B RERERE F D FH1 5 H,
CEBLARESRITATOIIX, MR B EE T =2V T E T DM ENHHIEE LI TN
%o B HVEORIRIZIIARIEA O A E ENDD, £ LT FEHIE T LD E ) 5 2
IR E ISR AT DM ENDHD, sEHIZe #5723, Best Practice Advisory Centre New Zealand
(BPAC, ==——7>R) FL TN National Institute for Health and Clinical Excellence (NICE,
E) MBARSNTRY, T=4V /T REEHO—ELIRSN TG 3,

HEBLRRIERANGRO NI SEIZE, BERORITEN Th->Th 4 ~T CARM ~iEshiziy,
IOLIZRIER O#EE, FrHOVAZR -, 3O EIRLSCBMEOH A/EHIZ DN TOR
M2 wEIRDDD,

X B
1) Grunfeld J-P and Rossier BC (2009). Lithium nephrotoxicity revisited. Nat. Rev Nephrol 5:


http://www.medsafe.govt.nz/profs/PUArticles/RenalDanagersSept10.htm�

[ #5600 22 M R Vol.8 No.22 (2010/10/28)

DR

270-276 doi: 10.1038/ nrneph.2009.43

2)Presne C et al (2003). Lithium-induced nephropathy: Rate of progression and prognostic factors.
Kidney International 64: 585-592.

3) BPAC (Feb 2007). Lithium in General Practice. Best Practice Issue 3: 16-27. Accessed online 17
August 2010

4) National Institute for Health and Clinical Excellence (2006). The management of bipolar disorder
in adults, children and adolescents, in primary and secondary care. (Clinical guideline 38, section
1.6.2.10) www.nice.org.uk/Guidance/CG38

O©Lithium [&E2YF 7 4, lithium carbonate (JAN), BEJ5 - Bk geTAREK])  [EN 3852
sk FE 7 v

Vol.8(2010) No.22(10/28) R05

[NZ MEDSAFE]

o FLOOIK HHIRF OFERIHEIV RS

The use of antidepressants in pregnancy

Prescriber Update Vol. 31 No.3

1B H :2010/09
http://www.medsafe.govt.nz/profs/PUArticles/TheUseofAntidepressantsSept10.htm
http://www.medsafe.govt.nz/profs/PUArticles/PDF/Prescriber%20Update Sept2010.pdf

Medsafe | 2008 4212, #E4RH D SSRI (GERAYERh=2 FFEDIA ZBHEHK) o I B3 24
i‘%’%f?of: b,

D%, ESITE I NAFSN Y, MARC (B35 A EKIGZEES) 1E, SSRI £/
SNRI(”ZHI\ e VT RUF U FEDIA B P E ) I L DTE R L e R O B#EIZ O\ T
NHEOFGEELE 22— 7=, MARC 14, fluoxetine O FHIZFEVY, paroxetine D54 L[REIERIZHE R
PELRBAaDY A7 300 ER-3TD LG O, SSRI D7 T 2 B0, SNRI TRIEED %)
ERHLATREMEIZERIN CEAh o T2,

SSRI LY SNRI [FHEREFIAZ O, RIS HEE TINLOIEANCLOERE =TT
S A\ P, AR B AR il i i A (PPHN) , #12E O IBSRIER DY RS EF-LOBIHEIVRE
AN QAYR

FEHR R D Z BB HD D F (TCA) OFEHIZB T 21 BT D720, LinL, RiE O FIF 7RI
TCAME%E , FLPE, BRI OBEIEROY 2 LF L4 S AT REM AR LTS 7,


http://www.nice.org.uk/Guidance/CG38�
http://www.medsafe.govt.nz/profs/PUArticles/TheUseofAntidepressantsSept10.htm�
http://www.medsafe.govt.nz/profs/PUArticles/PDF/Prescriber%20Update_Sept2010.pdf�
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IR PO DI RIGIE THDE, R, IRIRORGITEREE KT TetEnho2 8

ZRHL TR LT EETHD, HIRLMEICH) S IICEDIGEEITIONOHIWIE, BE LW
DT & AT LIRS, B SHEM RS LT EBY A, RN, RIE, H/AERD
SEHEREROD TRV AY LRGBS BT DUEDNDD,

EIRIEHE AL, IR OHO DM ITTEE T ~ETHY, FLo>FICRBES LRI

DNTE, IBFIERSS PPHN O A2V INEEIRBIEE T & THD,

b'a
1)

3)

4)

5)

6)

7)

[N

Medsafe. 2008. SSRI use in pregnancy - collaborative decision-making is key. Prescriber Update.
Vol 29(1):78. http://www.medsafe.govt.nz/profs/PUArticles/SSRIPreg.htm

e B A 22 e [NZ MEDSAFE]Vol.6 No.16 (2008/08/07)

A review of studies up to 2009 has been published: Tuccori M, Testi A, Antonioli L et al 2009

‘Safety concerns associated with the use of serotonin reuptake inhibitors and other serotonergic/

noradrenergic antidepressants during pregnancy: a review' Clin Therap 31: 1426-1453.

Pederson LH, Henriksen TB, Vestergaard M et al 2009 'Selective serotonin reuptake inhibitors in
pregnancy and congenital malformation: population based cohort study' BMJ 339: h3569

Merlob P, Birk E, Sirota L et al 2009 'Are selective serotonin reuptake inhibitors cardiac
teratogens? Echocardiographic screening of newborns with persistent heart murmur' Birth
Defects Res (A) 85: 837-841.

Wisner KY, Sit DKY, Hanusa BH et al 2009 'Major depression and antidepressant treatment:
impact on pregnancy and neonatal outcomes' Am J Psychiatry 166 557-566.

MARC minute item for serotonin reuptake inhibitors and risk of congenital abnormalities.

Available at: http://www.medsafe.qovt.nz/profs/adverse/Minutes141.htm#3.1

Reis M and Kallen B 2010 'Delivery outcome after maternal use of antidepressant drugs in

pregnancy: an update using Swedish data’ Psychological Med doi:

10.1017/S0033291709992194
AT = —T o A B Gk (Swedish medical birth register) ™ 1995~2007 407 —X|(ZH Lt
&, IR HUD D IEAAE I L7 iThm 14,821 A EHT4E R 15,017 AIZ DWW CHRAL 723 LT,
IEImTO TCA O ICBIEL /SR I AERD LR REDHE SN TV,

*

B A EKLZ M EH
[ % MHRA]Vol.8 No.13(2010/06/24) , VVol.8 No.08 (2010/04/15) ,
[Z2 TGA]Vol.6 No.16 (2008/08/07)

10


http://www.medsafe.govt.nz/profs/adverse/Minutes141.htm%233.1�

PRl

22 MRS R Vol.8 No.22(2010/10/28)

©Fluoxetine (7 /L4 & T2, fluoxetine hydrochloride (USAN), SSRIJ 4} : 5857
©Paroxetine [ Xm¥-t&F MR K F14, Paroxetine Hydrochloride Hydrate (JAN), SSRI)
EN:FETRH A FE e 5

Vol.8(2010) No0.22(10/28) R06

[ EUEMA ]

e Tamoxifen: CYP2D6 {EMEATHVVEE TOIRERRIEIRDY RS

Tamoxifen-Risk of reduced therapeutic response in patients who are poor CYP2D6
metabolisers or use medicines inhibiting CYP2D6

PhVWP Monthly Report September 2010 Plenary Meeting

1B H :2010/09/22
http://www.ema.europa.eu/docs/en_GB/document_library/Report/2010/10/WC500097444.pdf

Tamoxifeni& CTlid, CYP2D6IZxf L T\ R EVEH 2R O 3EAIO OFH & rle72 [RVkET H &
LH1Z, CYP2D6A3poor metaboliser Tdh2 235 [ tamoxifeniB B ~D S Z M B i TIEZ VW Al HE
PENBHHZ LI ETAHZL,

T r—~ar YT AR (PAVWP) 13, B HEREICBENTFEDO R D EEIE R S22k
%Z521F, CYP2D673poor metaboliser T 575>, HLLIXCYP2D6DF 71— AP450E AR E 5
TR D 27 B T, tamoxifeniadF 15 3 DIRIG B MDY AZ DL E 2 —%AT 2T, £ D
FEE, PhVWPLE, tamoxifens & A9~ 5341 O B A ZE (SmPC) 08 U — 7L M (PL) 1T,
CYP2D673poor metaboliser? i (X tamoxifeniZ it L CTIRJS 2 THD A REMENH HZ LA IR T5
AUk, LY, tamoxifeniBE DERILCYP2D6IT 5 LRV \HF 1 FH A R D 35414 Al REZR IRV f
T RETRNWEELETOREE T LB E L,

OFHAMh S DEHY
O BEMOBMEBLIVOR ML 2 —E OB K

Tamoxifen| IR CORBIC IV IAFER /3 fRZ ST, [AIFEEED>, JOIRVIEBE A RF DD
ORI PEM & AU D, TEMEME T Dendoxifend A ki, FIZF M7 a—2P4500D
CYP2D67 A/ A L (LL FCYP2D6E T %) |2k > T 5,

BT, R SPHERE TS ~DtamoxifendD IR RN R UIC DN T, A FICYP2D6IEAR YA AR DY
BERFTL B S L ORI ESNT, ZNHOG LY, CYP2D6E s T-ORERERIET LV
RO, bLILCYP2D6DEERTE M2 [H.H I~ 255 4 0F 92 313, tamoxifenfii % stk
(L COVRWATREMER B D LW E DA LT, ZNHDBHE T, FumMiiu 8845 Ak
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DR

17 BRI IR A3 Htamoxifenf K EER D i, 1 i B DM T 35 ATREMED D D,

ORERROT &

TamoxifeniZ =AM 7 L 2 FARITKT T DR INAYEY 2L — & —TC, PRHETI#ZOLMETOT AR
15 S ARG PR R ORE AR 153 KON R A A G &3 D, T AN L 52 R I M FL I A
fal T AN 7 AR TF RS9~ 5, Tamoxifenid, SRR O K O = AR 7 U Z FIRICFE AL T
EAL, fERELC, miaX = AN 7 IR LD AL Z 57 <720, O EEIMZHND,

ORGSR
CYP2D673poor metaboliser Céh2 f4 T dDtamoxifend 4 2h {4

JFFRMEDRNE 2 FRGEAIE LRSI, EO%, {LFEIEIEZ T 3 (Ztamoxifeni2 &b
1B E 2 T T2, KE B IO A 01325 A D B FH (95.4%13 PARE 2 D &) 25t R L LTZWFFEAT
bi=Y, FofEE, CYP2D67%%extensive metaboliser T2 HE 1L, CYP2D6*3, *4, $L<I3
*50D7 L /L% Ff-Opoor metaboliser (/1 —R L (HR) 1.90, 95%f5 #5 X.[H] (CI) [1.10~3.28]) <2,
heterozygous metaboliser (HR 1.40, 95% CI [1.04~1.90]) ®HBF TlX, JLEFHIOVAIBNEE
W ERH L=z oT,

feaft, SEARCHMF4E (Studies of Epidemiology and Risk Factors in Cancer Heredity) |28 8k =41
TR DO FLAE B 5 G & LTz KRB R BF SR DRSSl S22, ZOFZE TS, 3155 A0
B DM tamoxifeniBiE A 321 TEY, 3485 A 3 [dtamoxifend$¢ 5.2 521 T \fm>ofco {0
WFZETIE, CYP2D6*6728 BafAk (72720 FNRERYKTHY, FH 7LV HE (MAF) 130.01] 12
poor metaboliser& LI 2 KDL T DN EDBEIZ OV THLRE DT 7/175%%%%?:0 L
L, LLRTO#HAEDE 8720, CYP2D6*4%5 B4 (poor metaboliser BE3E & U C it HYFRAE EE AR i\ VS
FLRC, MAF130.20) (2 X Dpoor metaboliser&tamoxifeniaR D EEIE 7 o b AL O R B3 A
HEheoTz,

CYP2D6IZ 5L i\ MSHFE A 2458 D FE A 4 fF ] 32 H 3 T Dtamoxifend £ 20 1
BRIRA =" FEED A A BLESE (SSRI) &, tamoxifens ik 32 & E D FLFEIZ L HIE T ED
BIMEICRIL T, MUl (E RAXI G e T pah—MFgE TN Y, ZOBFETIE, BF4, A5
PN OAEFERBR D T — X — 2% N C, tamoxifenESSRID i % Al H 32 L o 2otk
AR IRERIT A Z M U7, Z D%k H, CYP2D6IZ % LRl \Eﬂiﬁiﬁﬁ%ﬁOSSRIT&)éparoxetmezi
DEROBIRNKIFLC, JIBICEDEEDIRAI D EREZL LT ZEMbhyoTz, ZDOMOSSRI
TIE, ZOXH7RVA7 D FFRIZ RN T, BARIIZIZ, RKIZtamoxifend ik I 041%12
o7-VparoxetineZ f HL72354, tamoxifeniG & T 54 LINIZ, 19.7 A (95% CI1[12.5~46.3])
IZLNDENE THIEIZLDIBMOIEEEBAELHLEWVIFEFR Th o7, Tamoxifenik A%
Zparoxetinefif AR O EI 54325, 50, BLUT5% TH-1-5EG, ZNHITHEIZLDE DU RS
D24, 54, FBLU91%D | H-LEIHL Tz,
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OB L HBITFFSNBIO#FZEYCIE, CYP2D6% B3 23K & o f ] Ctamoxifen®
BHMEME T 2L0 )T AT ELNR -2, FHEOIL, BENFEOHE F000 1172 1E
AT L biE ROMBRIZITEEDNLE THLER TS,

EXa9)

CYP2D673poor metaboliser T2 .35 (Ztamoxifentif ~D iAMDY RAF TRV ATREVED &
%, LML, tamoxifeni&ii4 BRAA T DRI B DOCYP2D6IEAR 1 A& E T D2 LA HERE T 5121,
S CII AT T U ANR S Th D,

KB EOT — 2V BLOERBFET VO R YL EET 5L, CYP2DBILERIZLS
tamoxifen > f SN AR T o AT G M1 X HERR T 22U, 5o C, tamoxifeni&i OB I AT AE 72 RV |
CYP2D6!Z % LR /372 B M 24 35 341 (51 2 1 X paroxetine, fluoxetine, quinidine, cincalet,

buproprion) D I3k T 5 ~_& T 5%,

X R
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