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e Ciclosporin: 854 2B L7207 LFRFI DS MR

Ciclosporin: must be prescribed and dispensed by brand name
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L72~L, ciclosporin (% critical-dose drug THA720, AT T _XATEVT 4D ZEN DTN ThH-o
T, FFEOREBANCIVIEIR DL E L QO EBE OI PRI B2 KF TR H D, N
AT T _ATEVTADZECLY, BB SOGSE Z D FTREVED DD, LT23> T, ERLOHT
LI, FEE ORELA THERGRINTND,
K‘YH‘E%@ LW DY AT Zde/IMEL, BNF OB S 485745728, 33T ciclosporin &4
sl LA AR TEL TG RETH D,



http://www.mhra.gov.uk/home/idcplg?IdcService=GET_FILE&dDocName=CON065445&RevisionSelectionMethod=LatestReleased�
http://www.mhra.gov.uk/home/idcplg?IdcService=GET_FILE&dDocName=CON065445&RevisionSelectionMethod=LatestReleased�
http://www.mhra.gov.uk/Publications/Safetyguidance/DrugSafetyUpdate/CON065444�

[ 38 22 4P i Vol.8 No.02(2010/01/21)

OCiclosporin #EDZ2EH O DEERRZEME R
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Finasteride: potential risk of male breast cancer
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finasteride A F 235 C 3.8/10 H A +4[1.2~11.9] TH~7=,
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o Warfarin: BFIEEE (M CRETOB S 21757 D BT E 2 8GET

Warfarin: product information to be amended to give clearer, up-to-date advice
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» Sibutramine hydrochloride[ ‘Meridia’ ]: BRfEE#EITH DR &ML 2 —IZ BT3B xE »
Early communication about an ongoing safety review of [ ‘ Meridia’ ] ( sibutramine
hydrochloride)

Early Communication

1H%N B :2009/11/20
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/D

rugSafetylnformationforHeathcareProfessionals/ucm191650.htm

http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProducts/uc
m191655.htm
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5OF —4 (%, sibutramine AR BE T, TR BE LG LS 8 LOHRZE, M,
DB IR (ZDH%ICERE), 1) DOREBINL N LA R/ L TV, Sibutramine 13, >KECidiL
FEEIO[ ‘Meridia’ L THIES TN,

ZNHDT —ZOFFHTIIBIEEIT T THY, BT FDA [T FMAIE I OV T bt L
TRV, FAAOENRIE, BIED sibutramine OFRAT SCETHELES N QD@D EENIRIE & (0
PR, Do IR OLA A, REENR, IMZaH OIREE A 65 A 121X sibutramine Off I Z#E T 52 &0
HEMEATRRL TD,

[ “Meridia’ ] (sibutramine 5mg, 10 mg, 15 mg) i, (KA e —&FREL O I LI OE
(L Z OfERFA 3 T) 2R E LT, 1997 4212 FDA OGRZTT-, [ ‘Meridia’ Ji%, 16
BHAGIRIC BMI ((RH 5250 =30 kg/m® D34, £7213 BMIZ=27 kg/m® TEDMOY 27 R F- (iR
W, ML AT E—/L, JLERE) B 55A TR A A HERES LT D,

SCOUT® L4 fHiFbir- ERLoakBri 2002 4EICBRtGST-, BESEH © ISk DB RO
FrZBAEES T T D, 2009 4F 11 A thAJICFDALL, AR BRD 23 mIE B OISR, s,
O IR (ZDRITERAE) , JECOMAE D] DT RICOWTHE 23 T 7o, ARBRIT

A IRz 0 BIMEEIC BT 2 EL T FONA SRS T,

IR T, ZOBEFMBIZOWTAFLIZT —# D FDA IZL LB 5(@%%}?#%%&@&@% FDA
SIEIVN {7%73>0>%Eﬁ%'Jﬁ%@*ﬁm&fw%ﬁ%ﬁpﬂﬂf%m) FIRERITITEL TR, BT 72 %&%ﬁﬂﬁ
FERDPBONTGE, FDA IR @A EE T2 T E THD, |

Sibutramine Cardlovascular morbidity/mortality OUTcomes in overweight or obese subjects at risk of a
cardiovascular event (.0 L F DY RY 3% LB (K E E7- 1B O BE 12315 sibutramine 124250 i & R
BOFRBRBECHEDOT IR L)
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EMEA (FRM [ 38,5 7) Sk 362 L oo [ dPost-Approval Commitment® o —BrEL THEMESH,
sibutramine SAEYEREIZ L DEDS, 7T B AR SR ERIEIC LR L L R CO A S O
WX T ERENZEEHAONCTHHBTT A Ehiz,

KRR O BN, 55 kLA EOBAE £/ TNEH O BT, OIRBEIT 2 BB IRIFE ORI
Mz, DA ROYVATIKF-D 128D a5k e LT, (DIBFEEOM 25 4 felr il Z L7 fR
Do MR LARROT L ~a— L3R BB F L, ARRBRITH A AL oo, ARRBRITK 1 5 A
DBEEBGRLUT,

FEEEAMIE B O FAHAIAEATIE, sibutramine ik HEE T, 77 8RR BE A TLMAE F
GORERIN LN EEREL QN T —2I, (D& F55 sibutramine IR ABFH O
11.4%, 77 2RIRAEBED 10% THESNTZIEEZRL Tz, ZOET RIS K&, AR
B oD B4 U sibutramine 23D LA ROV AZ EFEBREL TODZEZRIRL TV,

AFRER O TR RS B 1%, BAED sibutramine DR SCETHERES N COSi0Y, HEIRIE B
CLRER) , Ho Mt AR 4, REEAR, BdAETF OJRIER S 5 B 121 sibutramine OfE FZRETHZ
LOEEMATRFIL T D, 5 &R EERIECFEE L, S BB OFEALSEL T sibutramine D%
T4y NMIAD EFHl T _ETHD, £z, BEIL, sibutramine (ZXDIEHED H /7T L TWODIT
DN, EFRMEFEELIFELEIRETHD,

O RYURTEET, BAEEITROER L Z 2L E 2— 2OV TERIZEF 15 FDA D EHIC
W THT2T2b D TH D, FDA 1XZD P T — X DB AR MEZ T3 iik L Ty, k722 ek
LE2—%1T5T05*, FDA XL E 2—5e TIRE, ZORBEEZERICET5TETHD,
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s 1: SKRELSNCIELReductil’ ], [“Sibutral’ ], [ ‘Obestat’ [ & I ER B4 TGS T
(AR

*2: EMEA D, AIFIZONWTLE 2—H1THHED Press Release % 2009 47 12 A 18 HIZARL
7= (FReVvrzsM),
http://www.ema.europa.eu/pdfs/general/direct/pr/81787609en.pdf
Flo, A—=ARZUT O TGA 13, BUEHEH D SCOUT iR i ROME 22T,
sibutramine[ ‘Reductil’ JOHL L& (P1) Z k7T L7z (FRE v 725 H),
http://www.tga.health.gov.au/alerts/medicines/reductil.htm

OBETHIEENLLZEMFER
[ 74 Health Canada]Vol.5 No.22 (2007/11/01), [%: TGA]Vol.4 No.13(2006/06/29),
[#% MHRA]Vol.1 No.27 (2003/10/10)
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[ k FDA ]

e 2009 4F 9 A 30 HEFATD FDA FEELRME LV AT A (AERS) DR

Adverse Event Reporting System (AERS) statistics as of September 30, 2009

FDA CDER

1B H :2009/12/31
http://www.fda.gov/Drugs/GuidanceComplianceRegulatorylnformation/Surveillance/AdverseDrugE
ffects/ucm070093.htm

HEFEG AL AT 2 (Adverse Event Reporting System, AERS) (213, 400 i LA LA ESH
BB ENTIY, 1969 FENLBAEETOT —F & LR TWD, A TI, Folf 10 FERHIC
SN AERS 7 —Z O EAEF L THINM T2, TNHD 7T —21, il % @%&iv&wﬁ%
IRENTND, L2038 THRAAEUTIE, 1 DOEFIC OV THEEOBERFHA S A M Thn -5
L, [l—BEDIEFA BN R E LG ESICL2EERENE N TD, FDA T iv_ﬂl#ﬂ;ﬁ
ZEILINODT =R EFHTHTETHD,

OERFNDOZ FHBMERL AERS BRERMEH

10, EIES, IREAAYRANBEIL T B U S5k s, AERS 7 — X —R |8k
ST A RS, FDA DEFES SRR A RFNZ L T B LI O3~ T2, AERS 7
— AN RSN DDIT TR, BUIE, FTRiofEHOMENAISN TS,

o [HE FDA ICHESN 5B D
o BLEHEE L5 CER 3500A (£721% CIOMS) THESNDL DT, 3 2D ATIV—RbD,
- 15 H ¥+ (15-day reports)
- BELAEFRZOENRE
- BT (FDA ZKGED 3 FELANO R IZOWTOIEEER A FEFROEMME
o BUEEFE OB TR > THREESNDH O (LD AT —%[b720)

FLEREEDDO 15 HHE DL, BUEOIRM GRS, BEOIRIFNEE Tho7-F
G EB LB EN TS, %L%‘%b%mmﬂ;ﬁiﬁi 1%, 15 HIREOFEHEIZFE L L2
DNEEND, EMRELLTUE, HLOESES (FDA &R % 3 FLADOL D) TIEAF 4 B, i
PIRMZARREN T2 DB L TEAE 1 BT,
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