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Vol.4(2006) No.06(03/23) R08

[ 22 MHRA ]

o MHRA 3% 1 HEERRABRZ P Ik

Subiject: Suspension of Clinical Trial Authorisation

Press release

1B H :2006/3/14
http://www.mhra.gov.uk/home/idcplg?ldcService=SS_GET_PAGE&useSecondary=true&ssDocNa
me=CON2023396&ssTargetNodeld=389

MHRA IX, 3 A 14 H, 18MERIAESR B IS KOV M5 O TR R I BR R ST IR BRI O i RER R A
kL7, ZORKRREROSE 1 FHRBRICSML Q2 6 AOBHENBIEETIEEEZ T TN,
8 NDFBYENEF LFHRBRICSINL Ty, 6 NICEDOREL B H-S0, 2 NIZIET TR0 #& 5
ST, MHRA I, BN Do B I A L7z,

MHRA 134 Bl DR ERER 23 Tioau 7= Northwick Park 973 Bt PN 82 il R s it 5% L AR A o
O EEVE 2 YRIE L2, MHRA X% @ North West London Strategic Health Authority 35X T
BT EHRIZHEEAT o T,

MHRA @ Chief Executive Officer Téh5 Kent Woods #3213, Ziubh BigEHEE 2 S/ 29
2560, MUERIZRIRIKFER 24TV, W) E 2 DS WL,

*TGN1412 € /7m—F LHifk

Vol.4(2006) No0.06(03/23) R01

[ k FDA ]

e Bosentan[ ‘Tracleer’ ] : fFaft iz B

2006 Safety Alerts: [ ‘Tracleer’ ] (bosentan) : Important Prescribing Information
FDA MedWatch / K74 —1L%—

1§ H : 2006/03/01

http://www.fda.gov/medwatch/safety/2006/tracleer_dhcp_final.pdf

http://www.fda.gov/medwatch/safety/2006/safety06.htm#Tracleer

Actelion t1:& FDA 1%, T SE B 12 553 7= bosentan[ ‘Tracleer’ JORLGIE O ULET
ZERPEFE @A LT, [ Tracleer’ NZILDIRFEWIM i3/ A FFHERE DE =2V 7 %500 D0
B, BLORG DTN ZICREHISN TS TW DR G BOME I LE=2) 7 T4
RIA %P D B2 TR LT,

[ ‘Tracleer’ J1Z, Tracleer Access Program (T.A.P) Zil L CHEFE RS TV D, TAP T,
WRFEZEE DNEE (2 H BRE 2 BT, A EOITHRERA O LB LT DY AT D510


http://www.mhra.gov.uk/home/idcplg?IdcService=SS_GET_PAGE&useSecondary=true&ssDocName=CON2023396&ssTargetNodeId=389

PRl

22 VS R Vol.4 No.06 (2006/03/23)

IR AT REZ e e ME DS B 1T IR A D FEME I >N THEH O [ Tracleer’ ] DOFEEBIC E = Mkl X
HEWHIZETHD, BRENHEOFHEERESCIEIEREL AT ICE/ML TWORWIEEIT,
[ “Tracleer’ JDHRFEFEA1TALTT BRI T D,

FRY T OUGETIE, RO FNEFIHREIEE SN TS, ZOIERNE, $h0 X0 sk
m MESEDT-D L HIE IR E 52T, HEOGIHELR S L MEE ThD, FEEIT21 7 HH
HELEPe 5.8 C[ “Tracleer’ ] 55515 7=, [ ‘Tracleer’ ] H-BHIAK 1 H-4212, ALT 23— 2R
TALTVIR AN GELIRDTZ(R—=ATA LD 2~4 £5) 23, ZAUTIEFEOFPHAN TH o7z, SHIZ9
HHBITIE, TN AT =T =B ECUNE AAEOBE R LRSI, [ Tracleer’ ]z kL
7z ZDhY, AST BLOALT IZEVMEE RS, BV T EF AT o, 2O, B IEFRk
AT =T NWVEGDT= D ANBE LT, BEFIIFARRERIL, AR CTHFEZDNGRO LI, A2~
D[ “Tracleer’ JOBH HAIEE TEAenoTz, IR RITSEL, [Tracleer’ JFIEZKI 7 7 A
CHFHEERIXEIE LT,

TR/NSVRTIS—EREZRILEBZBICE TR EREEE=2)T

ALT/AST & HREINABELE=ZI T

3~5XULN* | fiDTI/hTU AT 27— B ChER, MBS AL, 1 ARG &2 E
FITEREPIEL, D7pked 2 HEEICTI/ N AT 27— Bt =4 —
T, T/ T AT 2T —BIEANBRBAGARTOMEIZ[IE LIS A 1, B IR
ERATEI TR D,

5~8XULN* | DT/ hT AT 2T —BRAE THER, RSN HE1X, 1BRE P IEL, D
7oEh 2 BRICTI/ NIV AT =57 — B lEE =X —T 5, TI/ NV AT 5
— P EINEEBRERTOMEIZ BIE LI &80T, 1RIEBEE E B 15,

>8 X ULN* B AE R IEL, [ Tracleer’ O H5-2E BT RETIIRV, ZOLXH72RI T
D[ ‘Tracleer’ ] FF$¢ H-ORRERIT 2,

* ULN: FEYEf IR

O@ARtr%> (Bosentan, =2 KRBV A RFEHUHE, FlBhAR & i 1R 3E)
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Vol.4(2006) No0.06(03/23) R02
[ k FDA ]

o FDA BEMIT R &M= —2X
FDA Patient Safety News

1B H :2006/03

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/psn/transcript.cfm?show=49#1

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/psn/index.cfm

(Web #5# H : 2006/03/04)
SHLWEHKGT
O12 AR D /N DAL 7 2B FBHIT oseltamivir[ “Tamiflu’ ] 27K
FTTITEKRSN TS 13 A EDO/NRTOFHiHEGITMA T, 1~12 5K ETO/NRITHLT
& TP G AEKRLIZ,
1~12 s ETO/NRIZL Tamiflu’ 12 TR W56 ORIWERIE, REEZIREICHWS
BICRETDRIER LA CTH T2, TS, TFH74T7F L —BLOEER LSS RETD
ZENRBHLDT, TUAX — G FITEER LB DEITLIG AL, FEE P L3 R&ETHD,
BEITE, [ Tamiflu’ JIZA o 7V B U7 F o ORDOVIZRDE D TIIRNWZ LA BRfRL,
TARTA AR > THED I F LA ZTH_RETHD,

OFDA [T T #0508 7 v 7 ) o I 2 91 KGR

FDA (I MESE R 2R EICH L, o/ v U R F 55 (BR) [ Vivaglobin® 1&7#&R3L
72(2006 =1 H 9 H), ZAETIE, S a7 Y AT ED LUIATED A TH T,

HlRe G- CME R DLW AL EERBIEH 0720, §#lkE G- (SR MEMNR -T2 NI
Lo TRICAH A TH D, [ Vivaglobin® IETE AL O HC, BE LA T TH &GN ATEETHD,
ERARFBRIC T, [Vivaglobin® NI RAAEMESEL, b — R IERIZIER, %R, 1
VST TERSERAL D BUGTC, BEENSFPFLEE Tdh -7, [ Vivaglobin’ 112595 Ak 2 dfth oo fh
a7 ) RH L FERR T D,

o ZeEsy
TROERBICOWTRITERBENHENTOER, T TICER N ZEMFE R THRALTH
LOTELLES I,
OParoxetine[ ‘Paxil’ ] LS KA B T~ 28T Bl
P23 22 VeI Vol.3 No.25 (2005/12/28) 2 i
<Technetium (99m Tc) fanolesomab ‘NeutroSpec’ ] DR 725 11
P23 22 VeI ) Vol.3 No.25 (2005/12/28) 2 i



http://www.nihs.go.jp/dig/sireport/weekly3/25051228.pdf
http://www.nihs.go.jp/dig/sireport/weekly3/25051228.pdf

PRl

22 VS R Vol.4 No.06 (2006/03/23)

<Rosiglitazone[ ‘ Avandia’ | & B JR I P S BT S
P23 22 A MEIE ) Vol.4 No.2 (2006/01/26) £ 1

<Morphinel ‘Avinza® 1&7 /b ot— )L CA E 22 F0 BAEH OfE
P23 22 A MEIE ) Vol.3 No.22 (2005/11/17) 2 [

O©A & /LZ3IE /L [Oseltamivir, HiA> 7/ F AN 2H| (JAFI=F —PHEH]) )
EIN:FETEH MBAh  FEoEH

©L ‘Vivaglobin’ ] (fayE 7 a7V e T # 5-50) sk : 38589

©/ ¥t F > (paroxetine, SSRI) [EN : JETEH AL 36505

©Technetium (99m Tc) fanolesomab fci 4 i 2 72 W7 4K)
Mgt W 7e s 1k CRIE], 2005/12/19 BIfE)

©nr 7% (Rosiglitazone, 7 U 3R A L AV ARFUIESCEA, 2 TBE RIS IR A
[E]N : Phasel 11 (2006/03/22 Bi(E) HESh: 5725

©-E/LEx (Morphine, FREEMESEIR ) [EIN  JE50 05 VEoh  FE 580

Vol.4(2006) No.06(0323) R04

[ k FDA ]

o /NEBERARDOEZR B IO BRAREHR AR OBEE LK (2006 £ 3 A 2 A)
Summaries of Medical and Clinical Pharmacology Reviews of Pediatric Studies as of March 2,
2006

FDA CDER

1H%N B :2006/03/02

http://www.fda.gov/cder/pediatric/Summaryreview.htm

it DR R 2 R BT 23 B N S 7= EE K S [ “Norvir’ ] (ritonavir) o
©@VURJ /L (Ritonavir, 727 7 —EIHEH]) EHN 3B H IS FTEH


http://www.nihs.go.jp/dig/sireport/weekly4/2060126.pdf
http://www.nihs.go.jp/dig/sireport/weekly3/22051117.pdf
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Vol.4(2006) No.06(03/23) R05

[ k FDA ]

o FDA/CDER (Z& 5 &£ 5 RUET OBEE (2005 4 12 A)

Summary View: Safety Labeling Changes Approved By FDA Center for Drug Evaluation and
Research (CDER) — December 2005

FDA MedWatch

1#%N H :2006/03/03

http://www.fda.gov/medwatch/SAFETY/2005/dec05_gquickview.htm

OB, AEEMBF OIS, HEAES, B, fFH EoEE, REHOSHEEOF
TROWET 2 E T, FIIZEIRLA EUFTEFTOVAR, £ itMIIZLE TSR 72HE &2 0
NEHL, 2R3, B RO SIS 2 e IE A SIS TV,

%% : C (contraindications) =252, BW (boxed warning) = #2845 W (warnings) =%,

P (precautions) ={:# 1] _EO7EE:, AR (adverse reactions) = fil{F

H - TH
KIEPE 4 (—i4) BETSN-EA

C BW w P AR

Climara Pro (estradiol/levonorgestrel) Transdermal System) O O O O O
Advil Cold & Sinus Liquigels (200 mg ibuprofen/ 30 mg O
pseudoephedrine HCI capsules)

Children’s Advil (100 mg/5 mL ibuprofen) Suspension O

Children’s Motrin (100 mg/5 mL ibuprofen) Suspension O

Children’s Motrin Cold (100 mg/5 mL ibuprofen and 15 mg/5 @)
mL pseudoephedrine HCI) Suspension

O

Emla (lidocaine 2.5% and prilocaine 2.5%) Cream @)

O

Ibuprofen Capsules 200 mg

Avodart (dutasteride) Soft Gelatin Capsules

Clozaril (clozapine) Tablets

Emtriva (emtricitabine) Capsules and Oral Solution

Ol0|0|0

Enlon-Plus (edrophonium chloride, USP and atropine sulfate,
USP) Injection

O

Femara (letrozole tablets)

O

Fosamax (alendronate sodium) Tablets and Oral Solution

Meridia (sibutramine hydrochloride monohydrate) Capsules

Prozac (fluoxetine hydrochloride)

Ol0|0]0O|0O

Rowasa (mesalamine) Rectal Suspension Enema
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UETSHVZHEH
KE R A (—i4)

C BW w P AR
Sarafem (fluoxetine hydrochloride) O
Tamiflu (oseltamivir phosphate) Capsules and Oral Suspension O O
Velcade (bortezomib) for Injection O O
Zovirax (acyclovir) Capsules, Tablets and Suspension O
Evoxac (cevimeline hydrochloride) Capsules O
Flovent HFA (fluticasone propionate) Inhalation Aerosol O
Prograf (tacrolimus capsules) O
Prograf (tacrolimus injection) [for intravenous infusion only]
Spectracef (cefditoren pivoxil) Tablets O
Zofran (ondansetron hydrochloride) Injection O
Zofran (ondansetron hydrochloride) Injection Premixed
Zofran (ondansetron hydrochloride) Tablets O
Zofran ODT (ondansetron) Orally Disintegrating Tablets
Zofran (ondansetron hydrochloride) Oral Solution

Vol.4(2006) No.06(03/23) R06

[ #17# Health Canada ]

e Hydroxyurea 7 7&/)V [ ‘Hydrea’ ]: ZJE L& K DVARY

Potential Risk of Cutaneous Vasculitic Toxicities associated with the use of [ ‘Hydrea’ ]
(hydroxyurea capsules)

ROZ—LZ—

11 H :2006/03/07
http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/2006/hydrea_2_hpc-cps_e.html

Bristol-Myers Squibb Canada *i 3 Health Canada & D% 5217 C, hydroxyurea % 5-H1 D F

BEHSFENE R B D B C, M RIS K DTRG0 B % I8 28 D 3 SO Tifi f % O i
fﬁlJﬁ&%@fﬁ;of::é:%L%uﬁ‘éo W SNIIEBIOIZEALE L, A F—T=r DB
3A L Z =Tz DR ERROHLEE ThoTz,

Hydroxyureal ‘Hydrea’ ] #L5E /7 Z7 0245 BIWER, % B0\ O B L OV »IE H
DOETIZLL F Ol ThH D,

o &

%@ﬂﬁ . Hydroxyurea %&g‘q]@ﬁ’%ﬁimﬁﬁll‘iﬁ %’. D] % [ﬁl L ié(ﬁrvﬁa%\r—/ﬂ—@&r@
MEROFEWED RO, ZOXORME RIT, BUEA 2 —T7 znl e b i o B 0K
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BRRD®HDEE Thb @GS, BEREIERE RO BE THRESN- A RIZLD
FE TR TR IR A TS L7 DIERIE DR o D72, B4 L U= 554 13 hydroxyurea D
HamIEL, @i ko TR D HUIEE A & BR MG T R & THD,

SEIEH

FZ R : Hydroxyurea % ¢ 5- o1 o> -5 $EEEFEME R B OO JBAEC, I RIS K DIES-OHH 45 0 K2 i ifi.
BEROFBMENRONTZ, ZOIDRME RITBIEA L F—T zu a5 h O BERKR S
DD BE ThbZRESNT (BHEMSR),

S ERE  BOHFRWB IS

BRFE DYAY % e/ NRIZT 572, [ ‘Hydrea’ 177 &/ Oz BRI BT 5B K T48% 75
Mozl ZAUIBE A, sk N COER, FHCR G250 C, BIKEY, 35, AESH
ETOIRBEDEOBIBNMEEEE T2,

O BE LR
[ “Hydrea’ ] (hydroxyurea) : Ifil & %& 14 0> J2 fi§ i 55 (K FDAJ (3 %0 H : 2006/01/20)
= 8K ih 22 e PEAE ) Vol.4 No.03

Otk 41/L233K [Hydroxycarbamide (INN) , hydroxyurea (USAN), fRaHEHT3R)
EIN:FETEH Moh  REoEH

Vol.4(2006) No.06(03/23) RO7

[ 777 # Health Canada ]

o SSRI: 4R D> E B/ ifiFE 2 B

Newer antidepressants linked to serious lung disorder in newborns
Advisory for the public

1H%N H :2006/03/10
http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/2006/2006_11_e.html

Health Canada 7%, SSRI (GIRAYEh="HVIAZBAER) IZMEIE~DVRI BB 57280, [F
Fill A f A R DI 2 SO UE R 2 T B L COA RIS, RIS T 28081 L T\ D,

—J7, Health Canada |Z[FIFRFIZ, ERTIZFHFRETIZ SSRI OARHZ F 122 81%, HERRIE
MEAECHERIENH LT DRET HIO5RHL TD,

—WBAE & DBEFEA~OXEXT 4 R IRA~DY AT % BRI SRS =552 2, SSRI
DIRIEE T RETHLD, O —F THOIEFIEDRIOIEHFEE P LT 52D T 1ok
LVATERRTT RETHD, LD Il H EOEBERBIOE AR ~OEF O ATFENME I
W, BT ZENOBIATO SSRI DAL EHCBH FAIEHRIZEHEHS LT,

IDIFDIRIEITAL S S5 SSRI 0F DD FT LN AT DHLH O FI LI1XLL T2 E T2 : bupropion
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[ “Wellbutrin’ ], citalopram [ “Celexa’ ], escitalopram [ ‘ Cipralex’ ], fluoxetine [ ‘Prozac’ ],
fluvoxamine[ ‘Luvox’ ], mirtazapine[ ‘Remeron’ ], paroxetine[ ‘Paxil’ ], sertraline[ ‘Zoloft’ ]<°
venlafaxine[ ‘Effexor’ ] 45 L OVEEE ] %€ bupropion[ ‘Zyban’ ],

New England Journal of Medicine 55|12 St FE R SAUV/AFFE T, IEURE -0 SSRI DR ITHT &
U B A i v I (B D BRI S D E DR S, ZD X ENTHLIN A M EE D
FHIEROF AT, +o72 iR BRI ELNRND, AFITETIRRE L EET 5, Bk
BT v 0 ERE 2 FERE L7 AR R, AR g AR R He ) SSRINTIREE S =R5 6 fi%
molz, ZOMEBITBLRE S CIIREL ThDH ARSI TS,

FERRHIT SSRI M DFT NI AT DHO SHNTIRES IR RS, HARICEE LG 0HER
FIETDVAY Zm /A DS, AT ZERNRHNE T TS Ed D, HRREREFE OV
EHHFE, SSRIEFICEEL TV,

728, BrAERIZHITS SSRI BI# D Health Canada 12X 51 E OB S IXLL TEES M,

*SSRI E/2IIMDOHFOSFNCLLH LR TOR FHRO RN 35815 (2004 4 8 1)
http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/2004/2004_44_e.html

-Paroxetine D% 1 = TOfEHIC L DM ATTEIC B 3522 2 (2005 4 10 H)
http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/public/2005/paxil_3_pa-ap_e.html

(3 22 = 1 # Vol.3 No.20)

-Paroxetine D #; 1 = H TOMEHIC L DL AT AZIZ B 2% Ve (2005 4 12 A)
http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/public/2005/paxil_4_pc-cp_e.html
(12 88 5t 22 4= P 15 4 Vol.4 No.01)
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