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k2 EI L2 AVEE R Vol.6 No.08 (2008/04/17) [k FDANNCHB#E L7~ 12554 35,

O DO BEE A EEK L L 2MEH
[k FDA]Vol.6 No0.03(2008/02/07)

©Epoetin Alfa(=AR=F > T/ T7 7, ZYARTTF L REH (iR Bk A )
EN:FEH WEsh FE 5T

©Darbepoetin Alfa(# /L ~RTF> TL7 7, mYARRTT L BE| (R ik E Al )
EN:FEH WEsh FE 5T
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Vol.6(2008) No0.20(10/02) R04

[ k FDA ]

o« HEEZWE T RXT L (AERS)

Adverse Event Reporting System (AERS)
FDA CDER, Drug Information

181 H : 2008/09/05

http://www.fda.gov/cder/aers/default.htm

@ AERS 2D\ T

HEREZRRET 2T L (Adverse Event Reporting System, AERS) %, BEAZRD T~ TDE K
mn B LOEMRFANZEE TS FDA Ok LB E T 17T 5% T 57 DI5GB
FIEHRT —F_X—AThHD, FDAILAERS 2 T, Ml O ISV A UIGD 8 -7 A
FHELER, EFEMIZFETOMROE=F) T 2T oTND,

KENZEBNT, RIEERDONLGDOOAFERFRBE LA FRIIATON TND, —EOAFS
SLREHEMICE T D@mAROME 1T, ERWESHEE (B, AR, F#NRE) BIOHEEE (R
H, FhE, el L7l) 0 FDA ICERERE SV, ERIEEHEBLIOHEEDN, ZhoDFELE
BURDEITHME T 028005, BN AEHERRE L2 T 5B, FDAIZEOHEZE
3 528m, BANZZVERBE T BT D, MedWatch DA R Clid B 55 B L ORI £ HS
# A (mandatory reporting) (2 B85 55 H AR L TUW5A,

AERS %, H>K EU =SB T AEER S (ICH) 23 AT L, et B4 2 E R
I HIA K A (ICH E2B) P l5F L2 CRESLS N T\ %, AERS DA EH 51T, MedDRAD
Bl —RN b Tng,

AERS [ FDA (2> TH 72y =L ThHY, Tl B35 P REVE D B DB T/ e e E D
R ORI, BRSO WS BLUE BT ORI, FMEBODE IR LD EZE ~O RIS F IS
1T, AERS ~D#ii 13, FDA DVEGBLIZ R DB OR BT =LY 724710, R
FFARAFZE 22— (Center for Drug Evaluation and Research, CDER) 33 K OVE W SAI R A 78 &
> %#— (Center for Biologics Evaluation and Research, CBER) D& A& E 23 aFliL T\ 5, H5

LTt 22 2O &N AERS ETHRESNIZ G, SORDHIEL TEFIIREEZ DD
B35, FDA IXZEMEDOREOFHEICH EOX, SO MO OV R
DI, AT SCEFROET, A O HHIIR, Frio/2Z BB RO —K M o@Em=e, £
(TS O TSR E OB E 25 L0556 03605,

A hittp:/mww.fda.gov/medwatch/getforms.htm

B http://www.ich.org/cache/compo/475-272-1.htmI#E2B

¢ MedDRA (Medical Dictionary for Regulatory Activities terminology, ICH [E[E 35 F 3548 ) DEEHIE, RD
URL #Z&H4, http://www.meddramsso.com/MSSOWeb/index.htm
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@ AERS 7 —Z D[RS

AERS IZ FDA (Z&->CTH 72—V CThDH, AERS 7 —XITIEBA R DD, £7°, @SN
FHNEFRZ L O FIZL D ONBHRETIEZR D, FDA L, B F SO R REfROFE]
ZERLUTEBOT, #EPICHEGE OB YRR D78 OFEM -3 IRl S L T D EIE RS2
VY, F72 FDA X, AR O FICEWRBLL 2T R COFEHELRICBEL THRSEE2Z T QDb
FTIERV, HOFERPMESNDNEINE, WA OIRFERH B LOWIRH], ZOFELITKT5
—MEDVER ERE, ZOERDEL TODATREMEDRHD,

F7- FDA 1%, AL T EE FERICE T F WA R > Thien, LIedi-> T, KEE
RICBI DA EERREBRORHIZ AERS ZHNHZ LT TER,

S EETIEELEZLMEER
[k FDA]Vol.6 No.15(2008/07/24)

Vol.6(2008) No0.20(10/02) R05

[ k FDA ]

o AERS THREINT-EERIVAI DV TNV T-le R EMBRITONT

Potential signals of serious risks/new safety information identified by the Adverse Event
Reporting System (AERS)

FDA CDER, Drug Information

1#%N H :2008/09/05

http://www.fda.gov/cder/aers/potential_signals/default.htm

O FDA [ZXABEERIRI DYV T FNIREHEEROER

FDA [I4%#, AERS 7 —#~_—2% [T IR E LT T R COHEERV AT DTS
IR 72 2 R MO WA 2179, FDA X, G o BRI LZEEMIC, RPTRL
T2IRAZ BB DHERE R LIZDT TIER, ThRbbRADERLOERIL, FDA BZDOEIKIC
L TR AR FEA R E LI 2 R L TWAR, EIRG LR D TR ZZ O R E%
EREELIZZEEEIRL TWDDITTlER, FDA 11X, SHICFHliZ 7> CTEDEHK L EVAZ LD
MHCBAE MR D2 & W L7 5 &1, U CE O W ET # 2R, REMS (Risk Evaluation and
Mitigation Strategy, VA2 3 - BEJRKH 3 OREZK, VAT DR EA LN T 57200 DB
LT —ANEESESFREEEZ DR DD,

FDA 1%, HDERNICBET A HERY AT DL 7 F IV 22 2GR ET =7 A ki
T DL hY, EEEEENZOERMELT LRI, HDVITEBREDMEAE T IR

12
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[ #6224 M ) Vol.6 No.20 (2008/10/02)

LN TOHDI TRV ZEARHLIZY . —BERICBRS N RS ORIV TR
HOHHEHE, HSEIHHT DL,
FDA 13 % SAEMA F R ERICARAL, SIS TR SEMO R BRERAT.

QEHERIRIDV T FNREMFBROBEDOE &

FDA (%, 2007 #-® FDAAA (Food and Drug Administration Amendments Act, FDA it 4:7%) 5
IX # 921 SRICHEV, ZhOEOWMEEBHT 5, FDA 1345 %, W EE IR ESh - BERY A
DT F IR R Z BB RO—H 2 RNETLTETHD,

FDAAA 55 IX B 921 4= (121 Stat. 962) {20, s# A A b [ 3 L E L% [FDC % (FDCA)
Federal Food, Drug and Cosmetic Act] % 505 5% (21 U.S.C. 355) & IEL, #i7=72H (k) (5) %
BINT 5,

FDAAA % 921 55 CI3HFIZ, FDA M TAERS 7 — X X —ZADEE DAY — =27 % EHiH)
ATV, EE O N E SO R DT R B R MO EERIAT DOV 7 F b,
AERS Y AT LDT =7 P A MG L L TH#ET 51 10 ED D, AERS T —215
BHERVAIOV T FANRFESNDE, RO ESNTZNEHO®mE ITfHlshd,
FDAAA ([ZHESILTWAEINDS, SO I BEE T D EERYAZ DOV 7F L HNET=7e
LEMIEREERTDHANDD, ZOFH R EMEBREL X, EEEOKGBURKS
REMS O EBRK F /2 13 E T ORH LA (REMS 233 SN2 E IR L O A) 12, FDA 7338
KT DTN ST HERYAZIZEA T 00 EFLRENOLDIEHRAZET DD, FDA IFHE
VAT DY T F N, SN FEE SN # T 5, 3 CliiiL iz 7 /v ic B
L CH T2 R MG SR SHICELNZG AT, FDA 138722 R &M OB EEITIN,
DU -HA 5 L L Celedd TR 2 B,

@ —EBFIIEDINTERENLED
CDER BXU'CBER IZFT/E 95 FDA DI E ), 0 DT =4V 7 D—EL LT AERS
T = AR —=2EEHIRNC ST TS, AERS T —Z ML EERURAT DL T F IV ESNALE,

FDUTF AT LA %Ln’*é\%IE}:LT CDER F7-1% CBER DiBfiy A7 LB B F Iz @b,

BERVAIOV T IVITIET, 30D AERS #5125 L3N TWAEDS, 1O E N L2 MRET
FHOILRDLFHIZ 7R85 565D,

@ L DIORERERALT B
BT ODOFEITIL, AERS 7 —Z_R— 2N MMt ES L TR E (FRI3E IS E5) L,
50 CDER %7213 CBER DB AT AD B FICE M NT- L DA R D22 MM

A FDC I Tl #7725 505-1 4% (b) (3) ICd 725,
B Z1Zh Document Archiving, Reporting, and Regulatory Tracking 37 4 (DARRTS), Therapeutics and Blood
Safety Branch Safety Signal Tracking (SST) 3 A7 2

13



[ #6224 M ) Vol.6 No.20 (2008/10/02)

DA

HA—E CTRL TS,
EATOPEEAHIZ AERS 7 —#X—R ECHITZIZHRF ESNWTCEHERVARI DV 7 F VIR M
A, WEHEICARTHTE THD, BEDEFEREY 27V A+ L CHE TEXHTFETHD,

SHETAIEEMLLZEMEH
[ >k FDA]Vol.6 No.20(2008/10/02) ([F]#), Vol.6 No.15 (2008/07/24)

Vol.6 (2008) No0.20(10/02) R06

[ k FDA ]

e 2008 4 1~3 A #IZ AERS TREINT=EBRIRI DL T FNVIFT R R 2MEE#]

Potential signals of serious risks/new safety information identified by the Adverse Event
Reporting System (AERS) January — March 2008

FDA CDER, Drug Information

1#%N H :2008/09/05

http://www.fda.gov/cder/aers/potential_signals/potential_signals_2008Q1.htm

D—EEFIE, 2008 4F 1~3 A WIZ AERS 7 —F_X—2% W TRELIC T N COEERVA
7@v7%zu/a@ﬁfzé@£ér MBI ZRLIZb D THD, FDA X, ARITHHEL 723K
EZEF TRUIZEVAZ B3G5 LR LTz Tidi v, 37ebbig#iL, FDA 2320 EH IR
L TR FHEA G E LI LA RLTWDED, ERGLERP CTRUZVAZEO KN RBRE
%xﬁbf:_&%ﬁ%bﬂ\éb TTIEZ2v, FDA 13, SHIZFHTE 21T > TEDEFE L EY A7 LD [H]

(ZBIEMED B DLW LI 51T, IR SCEOWETEK, REMS (Risk Evaluation and Mitigation
Strategy, UAZ G -Mﬁzﬁ%m%ﬁzgﬂ%, YR DR E DN T DI DB 5T — XL
LRERR A RIFELLDIEN DD,

FDA I, »2EHEMICEE T L MR FHO —E2r =7 A RIcii#§ 2281240,
Eféﬁé%%ﬁi%@z%u%%jﬁbm\b , HONTEEDME N2 T 1T 2 TREBL TV
DT TIERWZEZmAM L2, —BERICEHSATZEERLOEHICOWTER DS LB 1T
P =MD 8, FDA I, /ywu/z@ﬁu&é AR BN FEm L, 202 JSLT*J%X
A B NSRS EEATD,
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AERS THRESNT-EERIRI DT FIVIET- IR iER (2008 ££ 1~3 H)

R — e [ IRFEA T JETRR T2

BERIRIDV T F IV
izl 2 E®

Arginine Hydrochloride 73:4H#% [ ‘R-Gene 10° ]

WA SCEIAEEFRIRORRNC I /NR
~DiEmERE

Desflurane [ ‘Suprane’ ] &Ik
Duloxetine [ ‘Cymbalta’]*? PR PH
Etravirine [ ‘Intelence’] HH i BE FE

Fluorouracil K& [ ‘Carac’], Ketoconazole #& [ ‘Kuric’]

A DRI DA FFS

Heparin*? T 7 47% T —REG
Icodextrin [ ‘Extraneal’ ] AR A

Insulin U-500 [ ‘Humulin R’ ] 5= DR R
Ivermectin[ ‘Stromectol’ ], Warfarin S AAEH

Lapatinib[ ‘Tykerb’ ] e

Lenalidomide[ ‘Revlimid’ ] AT N —T VARG R
Natalizumab[ ‘Tysabri’ ] B2 v R i

Nitroglycerin[ ‘Nitrostat’ ]

AT SCEFRTRORFNZ L it B 5

Octreotide Acetate 7 A8#4%(™ [ ‘Sandostatin LAR’ ]

AT A

Oxycodone Hydrochloride & H il #1545 [ “ Oxycontin’ ]

AN, HEL A F6 LU0t B AR

Perflutren V& R~ A 7227 =7 #454[ ‘ Definity’ ]*2

il SO

Phenytoin {341 [ ‘Dilantin” ]

Purple Glove Syndrome (If. & 4k~
RHIZED)

Quetiapine[ ‘Seroquel’ ]

YT NV ORA SCERROIRFE
W&o ERG

Telbivudine[ ‘Tyzeka’ ] *2

KM= 2 —m /T —

[l y55 182 B [K] 7 (Tumor Necrosis Factor, TNF) fH2 3K *2

NRBLOF RN DR

sEFH

* 17 ARNRAN L0L, ST AT BC RIS O —FE T, IMPEOE IR 123 CTHY, ik
PUTIES T2 Z LTI I D R IR Rl 3~ 2 A T D,

k2 —ERPOIKK L 7T I BT S HE L 24

- Duloxetine: [ >k FDA]Vol.6 No.13 (2008/06/26)

MEfE I T RE DY,

« Heparin: [k FDA], [WHO]Vol.6 No.06 (2008/03/19) 72X %%
- Perflutren V&' R~A 27027 =7 #H| [k FDA]Vol.5 No.22 (2007/11/01) 72 & %%

- Telbivudine: [EU EMEA]Vol.6 No.06 (2008/03/19)

- TNF FHZSE: [ 74 Health Canada]Vol.4 No.16 (2006/08/10), [%: MHRA]Vol.6 No.18

(2008/09/04)
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[ #6224 M ) Vol.6 No.20 (2008/10/02)

DA

S HETIEEMLLZEMEH
[ >k FDA]Vol.6 No.20(2008/10/02) ([]#), Vol.6 No.15 (2008/07/24)

Vol.6(2008) No0.20(10/02) RO7

[ k FDA ]

» FDA/CDER (Z& 5% £ 4 R RWET OB (2008 42 6 H)

Summary view: safety labeling changes approved by FDA Center for Drug Evaluation and
Research CDER —June 2008

FDA MedWatch

1H%N B :2008/07/29

http://www.fda.gov/medwatch/SAFETY/2008/jun08_quickview.htm
http://www.fda.gov/medwatch/SAFETY/2008/jun08.htm

COMETIE, HEFELAI O EE, R, B, 1 LoldE, BIEM, BRI
OB OFRRUGET 2R T, RIIZEIE A CSGETEFTOV AR, MBI ITSGTE N
HHS/NRML, M 3R, il E T sh e Z e E mps fsilis i Tnad,
W= : BW (boxed warning) : st 7% 2, C (contraindications) : 252, W (warnings) : 245,

P (precautions) : i 1 > EE, AR (adverse reactions) : EI{EH,
PPI/MG (Patient Package Insert/Medication Guide) : £ i 155

BETSh/=HE
*@%lﬂl% (—ﬂ&%) PPI/
BW C W P AR MG
Optison ( Perflutren Protein -Type A Microspheres Injectable
. O O

Suspension, USP)
Viramune (nevirapine) Tablets and Oral Suspension O]0O0 | OO | O |MG
Aptivus (tipranavir) Capsules and Oral Solution O]l O | O] O|PP
Atripla ( efavirenz/emtricitabine/tenofovir disoproxil fumarate ) olololo
Tablets
Avodart (dutasteride) Soft Gelatin Capsules O|l0O0 | O] 0O
Concerta (methylphenidate HCI) Extended-Release Tablets O]l 0O | O] O |MG
Kaletra (lopinavir and ritonavir) Tablet, Film Coated for Oral Use o ol o | e
Kaletra (lopinavir and ritonavir) Solution for Oral Use
Reclast (zoledronic acid) Injection O] O | O[O |PP
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HETSN/-HE
*@%lﬂl% (—ﬂ&%) PPI/
BW W P AR MG
Zyvox (linezolid) Injection
Zyvox (linezolid) Tablets
Zyvox (linezolid) for Oral Suspension
Advil Allergy Sinus Caplets (ibuprofen, pseudoephedrine HCI, O
chlorpheniramine maleate)
Advil Cold & Sinus (ibuprofen and pseudoephedrine HCI) Caplets O
Advil Cold & Sinus Liqui-Gels (ibuprofen and pseudoephedrine
O
HCI) Capsules
Advil Liqui-Gels (ibuprofen) Capsules O
Advil Migraine (ibuprofen) Capsules O
Advil PM (ibuprofen, diphenhydramine citrate) Caplets O
Advil PM Liqui-Gels (ibuprofen, diphenhydramine HCI) Capsules O
Advil (ibuprofen) Tablets O
Agrylin (anagrelide hydrochloride) Capsules O N OIING)
Antara (fenofibrate) Capsules O
Celestone Soluspan ( betamethasone sodium phosphate and ol o
betamethasone acetate Injectable Suspension, USP)
Children’s Advil Chewables (50 ibuprofen) Chewable Tablets
Junior Strength Advil Chewables (100 mg ibuprofen) Chewable O
Tablets
Children’s Advil (ibuprofen) Suspension O
Clozaril (clozapine) Tablets O O
Cymbalta (duloxetine hydrochloride) Delayed-Release Capsules O] 0| 0O
Infants’ Advil (ibuprofen) Concentrated Drops O
Junior Strength Advil (ibuprofen) Tablets O
Metvixia (methyl aminolevulinate) Cream, 16.8% For Topical Use olol o |lep
Only
Potassium Chloride Extended Release Tablets, USP O | O
Pulmicort Flexhaler ( budesonide inhalation powder ) For Oral
) O] O
Inhalation Only
Synercid 1.V. (quinupristin and dalfopristin for injection) O] O
Vectibix (panitumumab) Injection For Intravenous Use O] O] O

17
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BETSh/=HE
*@%lﬂl% (—ﬂ&%) PPI/
BW C W P AR MG
Velcade (bortezomib) For Injection O] O] O
Amoxicillin/Clavulanate Potassium Tablets O
Amoxil (amoxicillin capsules, tablets, chewable tablets, and powder ol o
for oral suspension)
Doryx (doxycycline hyclate) Delayed-Release Tablets O
Ganirelix Acetate Injection O | O
Levothyroxine Sodium Tablets, USP @)
Ortho Micronor (norethindrone) Tablets O
Sarafem (fluoxetine hydrochloride) Capsules @)
Aciphex (rabeprazole sodium) Delayed Release Tablets O | PPI
Baraclude (entecavir) Tablets and Oral Solution O | PPI
Gardasil [Human Papillomavirus Quadrivalent (Types 6, 11, 16, and
. . O | PPI
18) Vaccine, Recombinant]
Genotropin (somatropin [rDNA origin] for injection) O
Mobic (meloxicam) Tablets and Oral Suspension O
OxyContin (oxycodone HCI controlled-release) Tablets O
Spiriva HandiHaler (tiotropium bromide inhalation powder) O | PPI
Vytorin (ezetimibe/simvastatin) Tablets O | PPI
Zetia (ezetimibe) Tablets O | PPI
Byetta (exenatide) Injection PPI
Forteo (teriparatide [rDNA origin]) Injection MG
Pegintron/REBETOL Combo Pack containing:
Pegintron REDIPEN Single-dose Delivery System (peginterferon MG
alfa-2b) and REBETOL (ribavirin, USP) Capsules

18
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[ 777 # Health Canada ]

e Nelfinavir mesylate[ ‘Viracept’ ]: #EM@%kR< HIV BB ~OFEABRZRE

Health Canada determines nelfinavir mesylate[ ‘Viracept’ Jcan be used again in non-pregnant
HIV-infected adults and children

Information Update

1851 H :2008/08/21

http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/_2008/2008 144-eng.php

Health Canada %, 2007 4£ 9 A 10 H f-ro>—f& 11} %1 (Public Communication) ** Of5ziiEL
“C, Health Canada & Pfizer Canada 2% HIV/AIDS {#% 3K nelfinavir mesylate[ ‘Viracept’ 1125 %
% ethyl methanesulfonate*? DFFRRE BICHOWTEE L%, [EREEREFE IEMT
%, ¥7- Health Canada I%, BL/EE N THRFZEI LTV 5[ “Viracept” 11ITH £45 ethyl
methanesulfonate &7% EELOFFERENTHY, IEIRL THZRWEA B IOV O HIV EELE 2
9 BRSO A FRE 4% 130 H L W2 e ERICH S 35,

7233, Health Canada 1%, #E4RH @ ethyl methanesulfonate ~DIEFE (21X 2R &R BHHT-
O, O [ Viracept” I HICBET 28 S5\, ERICHEFEE T 5,

Health Canada (3 2007 4= 9 H, [ “Viracept’ JIZH FE A D ethyl methanesulfonate 730 &7
FNTWDEDO MR R E IR T DI Hma G2, 2w i) T Pfizer Canada i3, Health
Canada &1 /1L, [ “Viracept’ 1% R F O tm ks L OVNREBF X TEL72 0 RHictho
HIV/IAIDS 16T 2 589, IEREFEE B S LI,

Z &[RRI Pfizer Canada f1:13, Health Canada L% L, [ “Viracept’ ] filid TFE TS
#1% ethyl methanesulfonate DFFZA R 4% E T DIFEICEHICEF LI, KE FDAY, [FE
THRFEENS [ Viracept’ X DWW CRIBRDFFRIBE &2 R L D,

Health Canada Id, FF&RIE R4 482 5 ethyl methanesulfonate 235 15[ “Viracept’ 123E N
TRFESNDZEN 2L, 5% Pfizer Canada &t el T, Bi7-7eZe WA
bl ald, slEkeEERIZE ML TV,

BEFR
*1: TRROV ARSI,
http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/public/ _2007/viracept pc-cp-eng.php
2B, FICARICEE 2 EEMNEE A AT R 22— % — (For Health Professional) i, [
bl 22 AR [ 7)-4 Health Canada]Vol.5 No.19 (2007/09/20) £7-1% FRid A M2 R,
http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/ 2007/viracept hpc-cps-eng.php
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%2: TF)LAX L A)LREE, Ethyl mesylate (ethyl mesilate) ° EMS LFEFLINHIELH5,
DNA fR{EM: (2298 BEFEFRENME) DD LDV TIY, AN S 2 28 BFMER
BRCIIARER 72 MR R E LU CTE SV TS, F72, DNA HRIEMICEREL T, 75
PR AT TR BB S I TV D,

S ZDMOEE T HEE L ZLMEFR
[EU EMEA]Vol.5 No.15(2007/07/26) , [ 5% MHRA]Vol.5 No.17 (2007/08/23),
[>k FDA]Vol.5 No.19(2007/09/20), [EU EMEA]Vol.5 No.20(2007/10/04),
[EU EMEA]Vol.6 No.19 (2008/09/18)

ONelfinavir RV 74 FE L, a7 7 —ERER EN T H Ik BEw

Vol.6(2008) No0.20(10/02) R09

[ 777 % Health Canada ]

e Temsirolimus[ ‘Torisel” 115 FIEMEIR : B3 LT infusion reaction GEAIZAED St
Association between [ ¢ Torisel > ] ( temsirolimus ) concentrate for injection and
hypersensitivity/infusion reactions

For Health Professionals

181 H : 2008/08/06

http://www.hc-sc.gc.ca/dhp-mps/alt_formats/hpfb-dgpsa/pdf/medeff/torisel _hpc-cps-eng.pdf

http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/ 2008/torisel hpc-cps-eng.php

(Web 5 H :2008/08/11)
@ Wyeth Pharmaceuticals L O DEEEFEF MIFR /¥ —L-F—

Wyeth Canada t:>—#f4Céh5 Wyeth Pharmaceuticals ft:i%, Health Canada &1 /7L C,
temsirolimus[ ‘Torisel” ] D F (B L 7238 SO <2 infusion: reaction (EAUZPED BUIR) DFEBL
R e e =2 7B DRI G WA T 5,

[ “Torisel” 1754 F R MR %, SRR BRI DI A IR L LT,

2008 4= 4 A 3 HETIZ, [Torisel’ Jof FIZEAEL T, EFAICHERS IS ES R EIE
OB SRR infusion reaction DA EHEFT 46 11 (OB B 30 1) HY, ZuliTEm
ZEIT UG 6 1, BEEAMEUE 1 NG Qe B HthoFEHLLELC, [Torisel ]
FHEN 25 mg O HIZLE, BIEUTRIRL, Mo, FEUCIREE, (i E, SERENL, BRI R
ENTVDH, ZhbIZEEEDLAR N, BIEETIZ, 7HF TIXEERTIRZRES OHR ST,
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- BE LA EFZHEBORRBBRICOWTHEDLHD 39 fFolEDobH, K4 (25 1)
DREE I THY, AL IR BLLIZ G032\ 08, 2 8] B AR O I
THIBB SIS HESN TN D,

- [“Torisel” JOff KL T, AT BIOBMHERE=4V 72TV, #A
DX FELEZ 72125 %ﬁmf‘%éﬁiﬁl EHEZ TRLZE,

- [ “Torisel’ ] AR IZE EE @ infusion reaction 233 B L7254, iEAZHIEL, #E@Y)
RERAEZH LD, BEFITZAEMEENTOSP BB 1T L TR
[ “Torisel’ HZ X DIERD BB RTICYAY « XX T 4 FOFHIEITIZ &,

[ “Torisel” JOFHEPAARTICIZ, BRAY Hy A BRIETI ORI G- 21TH 2L a2, Hiex
HIUHN T T Dt 1&5170)$%KD%®{&®E%E’J@EET?“l:/'w\/%i;%‘:fﬁﬁﬁﬁ‘é LINTERN
AT LTI, [ Torisel” JOE AN EEIZITOZ &, AR ELT I D5 T,
[ “Torisel’ 1D A FIZ 231852 infusion reactloné"%éfﬁbt HlX, HEBIZEAEF
1EL, U2 ERAE A H DI IR ABICEAL TX, BEEDYAY - _XRT 4y OGN ZAT
W, Hy B EFEGUEN O & 581 A Hie 223 (diphenhydramine, & DOFALI 3R &) LF#EH]
H, S 25 RS H3E (famotidine, ranitidine, ZOFEEISE/2 L) D L7221 U) 722 A ORI G- 21T 72
%, TENHEEZ T C (& 60 43) [ “Torisel” 108 5-FBAA Al HEN 2 HI 52 &,

[ “Torisel’ ] (temsirolimus) | %, temsirolimus, sirolimus, 7213 ‘Torisel’ ] DRI A~ DUz z 1%
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