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Sirolimus [ ‘Rapamune’ ]: Clinical trial data suggest increased mortality in stable liver
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—7 TV ERER Y ORERAE FDA (TIRILTZ, AGRBRIT, JERBZEL COFBEAE T,
Ty =a—UESR (CND 225 sirolimus (ZEIDAF X 7ZHEE CNI N—ADTRHRZ kG L 7 iF 2
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WU CTEWEETHoT,
BilRf 5 C FDA I sirolimus DR SCELET AT TURLY,

OEBREFE AT LBELER
« Sirolim us 1%, BEAEZ S 1T72 13 5 LL LD BRI DR AHEN SIS O TRz S & LT
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- BUTOPSHAES 1TIL, FlOIT RS 25t G L LT3R T, sirolimus & tacrolimus O H
DFELE LR A RERR R OB E B L TV ZE DTS TVD, ZHDBFEDOZLITI,

B owp Randomized, Open-Label, Comparative Evaluation Of Conversion From Calcineurin Inhibitor Treatment to
Sirolimus Treatment Versus Continuation Of Calcineurin Inhibitor Treatment In Liver Allograft Recipients
Undergoing Maintenance Therapy.”
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e Mycophenolate mofetil[ ‘CellCept’ ] : il DFFFHIHI A HF L TV BEF TRIFERBOME
Reports of pure red cell aplasia in patients treated with mycophenolate mofetil[ ‘CellCept’ ]
For Health Professionals
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http://www.hc-sc.gc.ca/dhp-mps/alt_formats/hpfb-dgpsa/pdf/medeft/cellcept 2 hpc-cps-eng.pdf

http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/ 2009/cellcept 2 hpc-cps-eng.php

@ Hoffmann-La Roche #E) D EFEEFEF FIFR 77— F—

Hoffmann-La Roc he ft:i% Health C anada & B O b S, O M I L D HF H T
mycophenolate mofetil[ ‘CellCept’ JIZLDVER A 31T TV B IZIT DR EFER S O A (2B
DI B O e 2o VR W I A ISl a5

[“CellCept’ JiZ s Ml 3T, Bl Ok, IR FIFEBAHE 2 T2 B, BLUES
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W% T T/ N R/ EFE R 2~18 5%) IR OB A MRS O PRIZ#E G LTV D,
[ ‘CellCept’ 1%, S NH|HED cyclosporine 3L ORI LA AT oA REEFH T RETHS,

- fh DS INHIFEE O OF FTL  CellCept’ NZXDTRIEA ST TV IZIBW T, FREFEREE D
FEFI D3 S TN D,

* M ycophenolate m ofetil ([ZEVIARIFERBE N E LB FIZAHATHDL, —HH O IE H T,
[ “CellCept’ ] H B E<08 GAK I ICKOIRFEERBE O [BIE R ATz, 72720, Bhis )7
BAECIE, S N O RN O B AR AR DM EAE UGS DY AV IS HEND FTREME A D,

-« IRIFEREE OVEREITE T, SR BOIRE, o3RRG L I SR THEA O G- 1R
1T,

ORFERBITONT

TRFERBHIR MO —FE T, FRMERPEATR SIS, RIMERPEALIT, BBP TR
ATBEA A DAR MER DS FEASIND T OB A THD, RIFEREF L, B HH CERERS B M ERATER
HIR AN IE 7 L~V CIEAE T 2DIZ% L, ARIMERATESIR AN EE A EFFAE LRV R BEZ D, JREE
R ITRF RO ATREME N BV, MR BOMIELL TRIAZELH D, IR B O 2HE F D
S%ITHAINETh D, IRIFEREE D BF X, HI7RE, BIR, G ORFELE LR TIGE03H5, IR
R BT DIERIR o EE R ii%:mf%éo i OFRFENL, AR S HE F TR D,
A B O IRERZ (self-limited) 7R FFEREE CIIE MNBATEL THZ LT FENTHDLA, BIHED
% RIEARIFERES O RIETRFERES CIXEE OB AR DI ENHH, BEEOE MEFITITIE
AEMER L OFER - B3 B0, Wi, HNR, PR R #EEA R,

O CellCept’ 1 &FRZFERES

it > 55 3% 1 il FE (tacrolimus, cyclosporine, & FZE A7 © AR, azathioprine, sirolimus,
alemtuzumab) & D TL “CellCept’ JIZRDTAREZ 32T TV BFITIBNT, JRIFERES DJEF] 73
2008 42 A 24 HETIZ 41 Bl S TRY, Health C anada X2V OIEFIHR A 2R T 57
—H&LEa—L7, BilfRD in vivo TOZET U ABIONHRET —F2N—RIZhe3<E, @
HEINTEIERFITIX[ ‘CellCept’ ] EARIFEREE DRI FEHLR A TH D0 E LAV (possible) &35 2
BIND, TRIFERIE DN Z DT 0 I S AU TR0, So I 23BAFR L TS RIBEME RS
%o —HBOIERHIT, [“CellCept’ ] H EIH & B GARILIZ KV ARFEREE O EIE A bz, B
DOFRPEIMHIFEE DL TODBETIRFERGE D E ST GG, Mt ok 5 H L2 R ET 5
AT, IRIFERES 292 M O XY %7 5, B8 X OHE Fr $EAE SIS O T BHIZ DUV TR
LT TG0,

[ “CellCept’ JDBLLE /75 71%, LilOF =722 RIS RA BN TYETEN TVD*,
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SEEHR
1o ARIRIZOWT, —figm T % (For the Public) HFITSILTCWD (FREOH A RS M),

http://www.hc-sc.gc.ca/dhp-mps/alt formats/hpfb-dgpsa/pdf/medeff/cellcept 2 pc-cp-eng.pdf

http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/public/ 2009/cellcept 2 pc-cp-eng.php
%2: [‘CellCept’ JOBLLTE /7T 7T FReDOY A M2,
http://webprod.hc-sc.ge.ca/dpd-bdpp/item-iteme.do?pm-mp=00007820

http://www.rochecanada.com/portal/eipf/ca/portal/roche/consumer information?paf gear id=1770
0009&paf pageld=re7191019&glossary id=static/glossary/re7300002/re77300002/re77300003/re
753001/Definition 01019.content

©Mycophenolate Mofetil (327 = /— L FEE 7 =T /L, Mycophenolic Acid (INN), 7'V tEHT3E,
S ISR EN R MRS FEOE

[ 2 TGA ]
BARCEC YN

Vol.7(2009) No.14(07/09) R07

[NZ MEDSAFE]

e Flecainide[ ‘Tambocor’ ]: LEEHERDIYRY

Cardiac risks associated with flecainide

Prescriber Update Vol. 30 No.2

IBAE H :2009/05/11
http://www.medsafe.govt.nz/profs/PUArticles/Flecainide%20&%20Cardiac%20risks-May(09.htm
http://www.medsafe.govt.nz/profs/PUArticles/PDF/Prescriber%20Update May09.pdf

Flecainide[ ‘Tambocor’ 1%L MBI OIRIFEICH WA E, LEL — MDA RIEOEEINZED 1:

1 #ifﬁﬁ@ FEVAY 3% Z &2 T7 AR AT B T 5, ZOF FELUGRIT flecainide DFf
\ZROFRAET A E D, BERFD flecainide i FICHENL B R EIZFEE T DI ENHELES

ZFL%)O

Flecainide 1£27 7 A I DHIAFENRIEDO OEDTHY, g E AV LIRBOZRWEEIZIRY EEEMs X

WL EMEAEARO TR, Mudilea ha— b, E73BE P a2 s e T 5, BAARNZem#ic ==
——Z 2 RD[ ‘Tambocor’ ] 7 —4 L —MIFLHESL TV D (Medsafe V=7 HA b | CRIE AT
1B IE LB O BH ~O flecainide &-GFIHELRS LT RNWZEIZIERSZ,
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http://www.rochecanada.com/portal/eipf/ca/portal/roche/consumer_information?paf_gear_id=17700009&paf_pageId=re7191019&glossary_id=static/glossary/re7300002/re77300002/re77300003/re753001/Definition_01019.content
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D7 Z AT OHARFENREE L [FRR, D HENC L DBERD =1 flecainide £ 5-%2 521 7= fBE T
DEL— DA EMEOIEIMN I E LT LOHRE R HD, ZOFF BMEOHE ML LFEL —FOEIEID
fe< 111 BEAEOFHENIRK THLHEE 2 BT, LEL —ROET BYEOHININ, flecainide
5% T BB A T 2 BE LI AT LA R D, ZOGIHEDY A2, digoxin <
B HEWTHE D JH 72 a2 e I A L O DF IRIEIC LVIE F 45 T REMEA ® %, LL flecainide & B
WO OF F CIXRETEZE A ERP SIS RSN D ZE0 D, 2O ARIEIZREMEOE
HTTIToNELBEI6ND,

ZOFEEMGE X[ ‘Tambocor’ 17 —# > — OB FIZE D, [RFEOM FHICBEEL-OA EE
BOWAEN AV B BT HIHHRET L0 THD, =2——FRD[ ‘Tambocor’ 17 —#
—NIEGE EHSN, flecainide | ZBIH T 2.0 E % 36 LOME AR FENRME O A FHA/E BT 215 #
PEET,

OFlecainide (7L 714 =K, Na T /L3, FrASEIREE) EN 5858 Wb 38k

A FEMEZEEE A (negative choronotropic effect) : A2 » Bl 22 AR O 3K 72 LI LD DIBHERE O FAEIEF DO B,
DAEE A SEDIER,

B [aEZE 71/EH (negative inotropic effect) : A8/ B A EAN IR L3 M 70 P12 LD DB BEOFRE EF 055, 1LIX
M E WS EBER,
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Vol.7(2009) No.14(07/09) RO8

[NZ MEDSAFE]

o B REAT AN LE M B F BT

Corticosteroids and avascular necrosis

Prescriber Update Vol. 30 No.2

IBA H :2009/05/11
http://www.medsafe.govt.nz/profs/PUArticles/Corticosteriods%20and%20avascular%20necrosis-Ma
y09.htm

http://www.medsafe.govt.nz/profs/PUArticles/PDF/Prescriber%20Update May09.pdf

=a2—Y—7R® CARM (Centre for Adverse Reactions Monitoring: BIfEHE=#V 7t ¥
—)E, BB RE AT AR oo fd I BEE 35 M8 1 45 M8 5E (AVN, avascular necrosis ) Oy
HINETICEZZIT TWD, ZIOOMEICLAUE, WA IR, BRI, &\ oREfi%ED
FEZRBEHEICEN, LIXUIXIRAINETH L,

[ERS A2 [T B RIS, FRIEEOZOMOBIEOREL & FN TS, AVN (TE%,
L MEBMERR 25 [ CRAS O TR 2R NS, BE Lo CXBAHEMRSLELRD,

AVN DOFAEREFIXET I ZHERS IV TRV, AT RARDGHEI T8 RO T AR h—
AN GL TS ATEEEED B D,

CARM O 1X, Wi lS, BAEG Ozl Vo ~F L3 5w, By ~F, g, IO
BMERE D 7= DI BIE FE AT aA R SN2 BEIZBE T 20D ThoT-, £z, EERMICIT
ZRMERAVIE BB TOAT AR/ ULV AFHED FE L AVN OB ARG S THD,

VN [Jl %, @ HEORE BE AT vA R OFOE F~ BRI DI IR AT 52
ENBDD, JLLA% IZ AVN @)x&l%&bf%ﬂ%hﬂ%@ I, T RAEE, Y, B
(RN T 5 SRUES, R, RS, SRR ERE L, o [ O SR
BETHD,

AVN ZFJEL THOIHEMR D BEHND L0, RO HEIEEZ AVN O BIEE F/2 3R 42
HIETDIMEL 72T LT TERY,

ERARERIR L AVN ER2WrS VR CORMIC IV e A SN D280, A58 13RI BE
A R H O BFIC RO DB ETRE OIERIZHOWTERE LI RETHY, _?LE@W%%$E§H
(CHAELZIZI DL, AVN OFEEZEINEON TWDIEEIE, BIEKEAT oA N5 oIk
S/ iquﬁ%‘:TﬁﬁﬂL@—’\”éf“%é Fio, G FEIXZOMIZH AVN ICBE T DR AE TH L E Bl G 5H
PER R, BEEPEE, B O RBFEOMEIZ OV THLRFT & THD,

A Avas cular necrosis, #E MG VEISE B O MRS E/2 212 ED, B ~O MK KT U CRA T BT, T
PEEESE, BRAMEEESE, i AE L D,
B Eﬂd“ mE,

TSN AWE D, EEESE DSR2 RIBIZE > TERESNDHE B ORI,
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X B
1) Assouline-Dayan Y. Chang C. Greenspan A. Schoenfeld Y. Gershwin ME. (2002), Pathogenesis

and natural history of osteonecrosis. Seminars in Arthritis and Rheumatism, 32(2): 94 — 124.

Vol.7(2009) No.14(07/09) R09

[ EUEMEA ]

e Clopidogrel: 7’0 h Ry 7 REIKE DO E/ER O R REMEICER 35— R AV @ %0

Public statement on possible interaction between clopidogrel and proton pump inhibitors
Public Statement

%N H :2009/05/29
http://www.emea.europa.cu/humandocs/PDFs/EPAR/Plavix/32895609en.pdf

(Web 8 H :2009/06/02)

EMEA (BN [ 3880 J7°) 13, 7 bk ZRLE 38 (PP OF B (2 351 2 P i /s Al 36
clopidogrel DA Zh AR T 2 /R 3 D FE 3 #8085 Z A4 L T 5, Clopidogrel D A Zh K
TR, MmAetA S (R DA ZE CDIBFEIE) 7o) DURZ B EEHZENHD,

ClopidogrellZHLI/MEEE T, Ll FEEE Bl e Z U7 BF ORAEFR S Ik b, Fiz,
AT MARIC R 5 & 2SN D E Do i UHE b 25 o (B M AR o) oGt et Bl ik
JEWERERE ] OBEEN S D BEF 1B LD, Clopidogrell XA TATETEMRI BTG PR IC 2 i
S5, Clopidogrelld, BKNH A (EU) TiX[ ‘Plavix’ 1, [ ‘Iscover’ ], [ ‘Clopidogrel BM S’ ],
[ “Clopidogrel Winthrop” ]& L CHLE IR FE AR A 32 1T TUD,

PPLII M LT R0 B IR G OV R & T I S5 E HK L Tdh 5, PPLIC 1T omeprazole,
esomeprazole, lansoprazole, pantoprazole, rabeprazole’2 £ 3& %, g0 X° B 1B B X clopidogrel
DEWERMELTERZDZEN DL, [FFEME B 1T NODSERD T P08 D72 [ZPP1%
DFHT LR LN,

Clopidogrelfifi 1] /& DREFIRNT 7 8 ML TR AR SNICEBOWIIET, Hric/efan
el ST, BT DL, ZNHOWFSE T, clopidogrel 2SPPIZJE 35 [ 3 i & B K 7e /0 ALVEH
T AREMEN DY, PPIEGFH 92 Eclopidogrel DF LMK T D2 EMNRIBS LTS,

ZOFN AT AR O —2L LT, —EHDOPPUILVIAN CTclopidogrel D AE 1) = BTG MEAR ~

DEMPFHLEFEII, clopidogrel DA ZNMEIME T 5L 012, A F/RMARTE AR 592 Ol
TER T DO & (2 '437‘£<‘:)0))X775>mi5 EMEBZBID, LinL, PPIOFEFEICLY
clopidogrel DT F2 2% KX 7 RE HEWRHY, EREROT TN AMFFE I clopidogrel DI
(I HT 32 PPID B DE A |5 _Jiﬂﬂ%bm\focb\f:&), PPI%3clopidogrellZ G-z 2 #2882 B4

L b HDEE 2 HD,
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FTRTCOT —HEREFLTAER, EMEAOCHMP (E3 A ZH4) LPAVWP (77 —vabv7
VA(EIES L M) MEE 2T, 16E LR K52k, PPIEclopidogrel & A 1= 38
s DPFHZRET 55, 3~ TDclopidogrel & A = 3 OB L (P1) 28 RETHHEE)
S L7, ZAUTIU T, clopidogrel & A [ 38 5 OMAH (B AR 7e KGR IS 13, B AL G A
DIeHDELHFHELEL IR TLTETHD,

CHMPIZL, D=3 5 12 LD clopidogrel DA P E IZ BT 2 F A SHIC B ETHLHEBFEL
Too 7o, MO EIEKLEOMAAERICEFR RS, 2O BE (Wb 5 “CYP2C19 poor
metaboliser”) 23clopidogrel ZVEPEARIZ 73 AW CE /<72 D AR Z B O BT o fF b S
DICKETHLEBF LT,

(#35 :Noél Wathion, Head of Unit for the Post-Authorisation Evaluation of Medicinal Products for

Human use)

S EETIEELLZLEER
[k FDA]Vol.7 No.06 (2009/03/19)

O©Clopidogrel (/v R 7V b, Fx eV 8K, G/ MRS EIN 8723 Mt F TN
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L. FBRIA 70 A (HINT) B EK L ES

Oseltamivir[ ‘Tamiflu’ ]<° zanamivir[ ‘Relenza’ 138 2040t AT L7 B, & E T
RSN EHR L THLN, FRA 7T AHIND 7y ORI EE ~OE
&Y, ZNETIVLZLOFECHBAD ATREM: A 8%, Health C anada 331U MHRA (%, A
YINEYRT Iy TCOHY ANV AFERE FICBIE L 7oA F S A DR LR L 52 A% R I
BNLTHDIZ, ENENDORIEH 5 A7 4 (CanadaVigilance Program , Yellow Card
Scheme) % Wz iy O FIEIZ DWW THEAIL TV D,

Vol.7(2009) No.14(07/09) R10

[77-& Health Canada]

o (VTN PR TIvIDBDOTRIAN AT H5H ERISHEITONT
—ERREEFEBLOCBEFRTHAL L Z(2009/05/29 BETHR)

Reporting adverse reactions to antiviral drugs during an influenza pandemic

—Guidelines for Health Professionals and Consumers

MedEffect Canada

%N H :2009/06/26

http://www.hc-sc.gc.ca/dhp-mps/alt_formats/hpfb-dgpsa/pdf/medeft/2009 ar-ei_anti_guide-ldir-eng.

pdf
http://www.hc-sc.gc.ca/dhp-mps/pubs/medeff/ guide/2009-ar-ei anti guide-ldir/index-eng.php

Vol.7(2009) No.14(07/09)R11

[3% MHRA]

o FHIA T VP —oseltamivir] ‘Tamiflu’], zanamivir[ ‘Relenza’], BLXUEH A7V
TUPFRTIFLALOBEBEONAE ERSBREICOVWT(ER)

Swine flu - reporting suspected adverse reactions to Tamiflu, Relenza and future Swine flu

HI1N1 vaccines

%N H :2009/07/06

http://www.mhra.gov.uk/Safetyinformation/Safetywarningsalertsandrecalls/Safetywarningsandmess
agesformedicines/CON051790

BFIAL TN YR Ty ORIT oseltamivir[ ‘Tamiflu’ ]X° zanamivir[ ‘Relenza’ ] i
DN 22800, ZREDHTANAIED R LM E N RILKE=F—T572DIZ, [FFEEO R E
DEEONDA FE I SHE H OFeh7e =7 %A (the Swine Flu ADR Portal) Z 3% & L 7=,

http://swineflu.mhra.gov.uk/

A Do F AFBUEE RIS TUORO, SEVESRE 8 E 2 BB,
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http://www.hc-sc.gc.ca/dhp-mps/alt_formats/hpfb-dgpsa/pdf/medeff/2009_ar-ei_anti_guide-ldir-eng.pdf
http://www.mhra.gov.uk/Safetyinformation/Safetywarningsalertsandrecalls/Safetywarningsandmessagesformedicines/CON051790
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& BEER
Press release: Online reporting system for swine flu antiviral side effects (2009/07/06)
BRA L T e IR T 24 TA L BIE S S AT 2
http://www.mhra.gov.uk/NewsCentre/Pressreleases/CON051784

DN
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