= 3K 5L 22 2 MEE S Vol.10 No.13(2012/06/21)

[

| ST R L B AT ERT 2 R

B X
http://www.nihs.go.jp/dig/sireport/index.html

1. 25 [EI Ll B B8 17
[k FDA (U. S. Food and Drug Administration) ]

e FDA/CDER |ZL 5% AMEICRI TR RUETOMEEE (2012 4F 4 H) oo 2
e Abacavir[ ‘Ziagen’ ] :FDA OWf5EF— AN EERA BN ET|ZEZ T H AREMra5
R 5

[ 2= MHRA (Medicines and Healthcare products Regulatory Agency) ]
e Tacrolimus[ ‘Protopic’ ] (0.03%, 0.1%) #kE : VA7 e/ MU [A) ) T B 7 VA S B+ A

FRHELE ARttt 6
e Drug Safety Update Vol. 5, No. 10, 2012
o Strontium ranelate[ ‘Protelos’ ] : VTE DUAZ B I ONEN/R L ESEDVAY o, 9
o BFROEIEN T2 A A (EGFR) PAEHK : HER AN I L ONEEEANIRR DU ... 11
o HURHFRREE SRR AE B ~ DT ZO T T DEDAT o, 13
o Atomoxetine : LA E ML ASDEZEE oo 16
[777% Health Canada]
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[ %k FDA ]

o FDA/CDER (2L Z MBI § 2R NKETOBE (20124 4 A)

2012 Summary view: safety labeling changes approved by FDA Center for Drug Evaluation
and Research CDER—April

FDA MedWatch

1E % A :2012/05/14

http://www.fda.gov/Safety/MedWatch/Safetylnformation/ucm302285.htm

ZOMEETIE, A ERL A OV EL, S, S, A LR, RIER, B G
WOFIEH OFRWET 2R T, RITIFEI 4 LUGETEATOV ANAg# LT D A,
%5 : BW (boxed warning) : #2504 245 | C (contraindications) : 25 =, W (warnings) : 45,

P (precautions) : f il L7, AR (adverse reactions) : & {Ef,
PPI/MG (Patient Package Insert/Medication Guide) : & 1% #H,
PCI (Patient Counseling Information) : & H 7 &V 7 & #

o

WETSN-IH B
KEF A (—4) PPI/
BW C W P AR MG

Aceon (Perindopril Erbumine) Tablets @) O @) PCI
Altace (Ramipril) Capsules @) O @) PCl
Atacand (Candesartan Cilexetil)
*Fetal Toxicity O O O
Sporanox (Itraconazole) Capsules O O O O P
Zortress (Everolimus) Tablets O @) 0O MG
Advicor (Niacin Extended-release/Lovastatin)
Tablets O © © PCI
Altoprev (Lovastatin Extended-release) Tablets O O O
Amturnide (Aliskiren, Amlodipine and
Hydrochlorothiazide)
*Concomitant use with ARBs or ACEIs in O O O O PCl
diabetes
Premarin (Conjugated Estrogens,USP) for
Injection O o PPI

A FDA DAY AIDIL, FEIRLLZ V7T HIEICLY, FEEKLOFREETICE T 3G R AT
TRATED, FEMIEHY AN TR, SETSHZHA D RLS, B, 2, EEOHTORMEIT
FH SN BB ROLIHE RAZENTED, GRIE)


http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm302285.htm
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BETESNTIH B

BW
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P

AR

PPI1/
MG

Tekamlo (Aliskiren and Amlodipine) Tablets
*Concomitant use with ARBs or ACEls in
diabetes

O

O

PCI

Tekturna (Aliskiren) Tablets
*Concomitant use with ARBs or ACEls in
diabetes

PCI

Tekturna HCT (Aliskiren and
Hydrochlorothiazide) Tablets
*Concomitant use with ARBs or ACEls in
diabetes

PCI

Vagifem (Estradiol) Vaginal Tablet

Valturna (Aliskiren and Valsartan) Tablets

Viracept (nelfinavir mesylate) Tablets, Oral
Powder

O

PPI

Beyaz (Drospirenone and Ethinyl Estradiol and
Levomefolate Calcium) Tablets
*Venous thromboembolism (VTE) Risk

O

O

PCI

Cimzia (Certolizumab Pegol) For Injection

Krystexxa (Pegloticase) Injection

Levaquin (Levofloxacin) Tablets, Oral Solution
and Injection

Levemir (Insulin Detemir [rDNA origin])
Injection

Pl

Neupro (Rotigotine) Transdermal System

Nutropin (Somatropin [rDNA origin]) Injection

Prandimet (Repaglinide and Metformin HCL)
Tablets

OO0 0|0 0|0

OO0 O ]0O0|0]|0

Safyral (Drospirenone and Ethinyl Estradiol and
Levomefolate Calcium) Tablets
*\/enous thromboembolism (VTE) Risk

O

O

PCI

Sutent (Sunitinib Malate) capsules

MG

Synagis (palivizumab) Injectio

Tarceva (Erlotinib) Tablets

Victoza (liraglutide [FDNA]) injection

MG

Votrient (Pazopanib) Tablets

Xgeva (Denosumab)

Ol0]O0|O0 |00

OO0 |10|0]|0O

Yasmin (Drospirenone and Ethinyl Estradiol)
Tablets
*VVenous thromboembolism (VTE) Risk

O

O

PCI
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PPI1/

BW C W P AR MG

Yaz (Drospirinenone and Ethinyl Estradiol)
Tablets O O PCI
*Venous thromboembolism (VTE) Risk

Zegerid (Omeprazole and Sodium Bicarbonate)

Oral Suspension and Capsules O O

Megace (Megestrol Acetate, USP) Oral

Suspension O
Victrelis (Boceprevir) Capsules O
Lamisil (Terbinafine Hydrochloride) Tablets O

and Oral Granules

Miacalcin (Calcitonin-Salmon) Nasal Spray and
Miacalcin Injection
*Tremors

O

Paxil (Paroxetine Hydrochloride) Tablets and
Oral Suspension

Propecia (Finasteride) Tablets

Proscar (Finasteride) Tablets

Rituxan (Rituximab) Injection

Supprelin LA (histrelin acetate) Subcutaneous
Implant

Olo0oJ]O0|]O 0| O

Ventavis (lloprost) Inhalation Solution PI

BEBR

*Fetal Toxicity

ToTH T N R GUEE (ARB) (LRI IR R MR DWW T, M A s e D ERoR
ETS N,

*Concomitant use with ARBs or ACEIs in diabetes

B R IP A 12 81T % aliskiren & A AL ARB 55U N3 ACE BLEZREDOJFHIC W, 25,
HIRENFRIRWET S,

*Venous thromboembolism (VTE) Risk

Drospirenone & A SHI i AL F IR MAR ZERRIE (VTE) DUAZIZOWT, BER Y NRIRSGT
Ih,

*Tremors

Calcitonin-Salmon D g&II1EH (HRHR) (2 DWW T, RIRBGTINT,



[ 36 22 M ) Vol.10 No.13(2012/06/21)

DA

Vo0l.10(2012) No0.13(06/21) R02

[ >kFDA ]

e Abacavir[ ‘Ziagen’]:FDA O F — 2P EERAERCEZFISERITH CAEBF 2R
FDA-led research team discovers an autoimmune mechanism for serious drug-induced
adverse reactions

New release

1HA H :2012/05/22

http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm305067.htm?utm_campaign=

Google2&utm_source=fdaSearch&utm_ medium=website&utm term=FDA-led research team

discovers&utm_content=1

FDAEEDOWIFET — 2708, FHIME B Ol RSO R E L BRI D72 DT s 2 38 L
7

[RIF5ET— A0, FiHIVIEabacavir ‘Ziagen’ 173, HOFEDVRA VA H T HEBE O RIT/EMH
L, TOHERDH CORERMESE AE 2RO R Y LT 723 1 IO ea AL,
2012475 1 22 A FFAIDSFEE 1N i S0 AR R Uiz, ZOMERIE, BRYHICSE R T A LA
M OR A B Z W DB TE 2D HBITHABL T D,

Abacaviri, HHFEDV A7 % H T HREICT VAKX — S a5 T Zenmbh T, 2
DO BT E D R JG SO EEDT L NAX M ay/ ETIESET, SLETHELHD,

Abacavir| 3 5e % R Ot A MLERFLT (HLA) EFFIEND 55 F, FFICHLA-B*5701 &0 AR 975,
HLA-B*5701i%, ATl A Q) EAEE 24 EAE OB 5L Tu\%, Abacavir(d
HLA-B*570LIZ/EAIL, ZAUCIVHLFEDO A IR AED, AERNRINECTHEST2ZED/ N
MO TOEABLL THRRINDIENR DD, ARITZOTAC I EAEEZZNETHHILIZZEN
Ieinole b B LRRERL, ZORE R, AR A CHERZEEEL X595, HLA-B*570113,
abacavirfli FIZfEO A FE RIS DY AZ R AT HZENMBILTND,

[ZOFAT, HLEELNP—HOBEICHEDTLAX—KLE, 708, Lotk do
DR T HZ LI MT C— AR LT, IR 1Tk, SESEREFKMITH L TEERK
JSEFBLT DIVAZ DEWBEEREL, O BE IR OTERIELFIRT 21012700 F 2 13
LT 5 | EFDADOCDER (Center for Drug Evaluation and Research, 235 FEAmAF7E& 4~
—) o2 — £ CTholanet Woodcock [E Aifi | ik ~ 7=,

REEE#R
o CDERDFEIFZ-WFFENFIZOWTT FRtas M,
http://www.fda.gov/Drugs/ScienceResearch/default.htm

A http://www.aidsonline.com/



http://www.fda.gov/Drugs/ScienceResearch/default.htm
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B2ERBRR
*1:20124F5 H 22 A fFAIDSEEA VT A WU Hgd SV U FRia 2 i,

“Abacavir induces loading of novel self-peptides into HLA-B*57:01: an autoimmune model for
HLA-associated drug hypersensitivity”
http://journals.lww.com/aidsonline/documents/Abacavir_induces_loading_of novel_self-peptid
es_into_203041.PDF

O BE DR R ML EMEER
[k FDA]Vol. 7 No.05(2009/03/05) , Vol. 6 No.19 (2008/09/18)

IAF®
©Abacavir (73 E LR, Abacavir Sulfate (JAN) , &% % Wiz B R IR ESE (NRTI), HiL
HIVIE, ST VAR [EWN B Tl RoeTE

Vol.10(2012) No0.13(06/21) R03

[22 MHRA ]

e Tacrolimus[ ‘Protopic’ ] (0.03%, 0.1%) 8X& : VA7 /MLl M7= @8 AikicB+ 3 EE
IRHELE

Important recommendations for appropriate use of PROTOPIC (tacrolimus) (0.03% and

0.1%) ointment to minimise risks.

Dear Healthcare Professional

1EF A :2012/05/11

http://www.mhra.gov.uk/home/groups/comms-ic/documents/websiteresources/con152834.pdf

(Web#g#k H :2012/05/29)
@ Astellas Pharma Europetth b0 EREEE AT EHR
Astellas Pharma EuropefbiIEREMEFE T3 L, FEE~TEEDOT M — MR EROIFEIC
tacrolimusi’EzZ 2356, BME T _RERERIAZ 5/IMERIZOWTIEHRE R 2,
ARIEHNZIIEMA (BN EZE S T) BEUOMHRAD KGR ZZ T TD,

OE K
o Tacrolimus#k B fifi F B E T O EM IR BOGER] (Vo E, FERERE) BNESh D,
o 1999FEDAFBLLIKE, [ ‘Protopic’ ]l B IR FHT250 5 A -4 EHEES LTS,


http://journals.lww.com/aidsonline/documents/Abacavir_induces_loading_of_novel_self-peptides_into_203041.PDF
http://journals.lww.com/aidsonline/documents/Abacavir_induces_loading_of_novel_self-peptides_into_203041.PDF
http://www.mhra.gov.uk/home/groups/comms-ic/documents/websiteresources/con152834.pdf
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o WOMDEZAFFET, tacrolimusik & 72 E R Y = o — ) L EKIC LA TRR A T
T=ERFICBNT, UL DY RS FHAEESN TS,

OEFRPEEHITHL, FTRROVAZE/MEBZOWTHERBE TS

e [ ‘Protopic’ Ji%, FEE~TEEOT N —1EZERBE T, AT AR HIEKREME KOG
BAENTR L2, BEERRNGEAIHANWSERETHD,

o [ “Protopic’ 11F 2 A D /N RIZALT7 F~_R&ETIE2RW, 258K O /NR O ZHFEIZH D
$% SR [ Protopic” JOME FH 23 BAZ 3 BT EE OIS IV TR,

o 2~16mED/ NI EBFE ~D [ ‘Protopic’ JOfE I, ML, 3725 [ ‘Protopic’ 10.03%
HEIZIRET D2,

o [ ‘Protopic’ J#RE L, A /LRI Z D A REMEDH DA EBAT LN &,

OR MO 5EME R

ANy =a— Y EEZ (oS PR mblE O L O 2 & 5L, Zomheei i
P A R IAEGE L7235 A0S, Vo SRS OV S B S O 8 BLY A7 170D BEHL A
FHHIVTND,

[ “Protopic’ 1 H1 i T, BEV /&, TOMDZAT DV /&, FEHERE, BERED
SEBIA A ST TUVD,

FEEARSINTIEFIIFE T, tacrolimusti B 7e SR 1Ly =2 — U [ ESRIC K HIE A ST
T CRIETHIRAEY L SO RS EE ORI RBSNTWEYY, OV A2 285
72, EMADEIED T, SHZROHMFFENFHE SV TS,

ERRIE S IXTL, PO HFIEIZ OV THEEMIE 975,

o IHEMEDRFROIGHRICHWDGE (LH 2R, 1552 & ]Ikt 7 <& Tidewn, 2 MO
IR CUGEDHBEN A DNIRNG S, BIOIRFIEZRET T & ThHDH,

o HEFPRIELLCOHE2MED fEH T, B ORIREIIEZ T =7 —, 16RO L B2 T
i g _&EThHD, 127 HIEFR L%, BEOWREBE+oMEtL, MERRRIEZk T <&,
% DBFEDRET 4y MIATFMIH L DSERE T RETHD, 2~16m D/ NLBEF TIX
1271 H1&\Z— B WL, [ “Protopic’ I ikt oD 40 BEPEAHIMT L, R Rt 2 51 Al 3~ &
Thb,

o JRIRBAAAIFICU L REIER L QAT ZORERIZOW TN, SHICREBIZ T
X ThD, [ ‘Protopic’ I HEZ ICV EHENRBLLIH G, Vo EHEDOH R AR T D
FTES—T RETHD, Vo FER R 256, Vo SEEDIRIRZ T~ 50213 %
%o Vo 7 SHIE DR K DA 728560, BEEREREEELZ EL T 5EA12E,
[ ‘Protopic’ JOH (&G & TH D,
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o JERMEFIITH REDREARBIED BE R0, 2 ifl T 2L nEEZ T WL EHE
(21, [“Protopic’ HIMWDRETIIRW, FFIZTED72T AOBICRS T, ST
(Yo b—24, UVBACLBIEHECPUVARRTE®) 1T 5~ & Th D, [ Protopic’ ] TIEHEH
DEFIC, W7 BT IEEEBE T A28,

FEMZ2 I Protopic” J#RE OB (SMPC) IZFE#i SN TV D, 7, BNz EHE
FREIT D720, R IUGTSND T E T D, [ Protopic’ &4V )5 - FAIT BB, WAL
FE, BEOFL LR Lz, BEHY—71> b (package leaflet) &FiA CEELE 5L BE 2B
57952&,

X R

1) Hui RL, Lide W, Chan J, Schottinger J, Yoshinaga M, Millares M. Association between
exposure to topical tacrolimus or pimecrolimus and cancers. Ann Pharmacother 2009 Dec;43
(12):1956-1963

2) Schneeweiss S, Doherty M, Zhu S, Funch D, Schlienger RG, Fernandez-Vidaurre C, Seeger JD.
Topical treatments with pimecrolimus, tacrolimus and medium- to high-potency corticosteroids,
and risk of lymphoma. Dermatology 2009; 219(1) : 7-21

3) Arana A, Wentworth CE, Fernadez-Vidaurre C, Schlienger RG, Conde E. Lymphoma among
patients with atopic dermatitis treated with topical corticosteroids (TCS) and/or topical
calcineurin inhibitors (TCIs). Presented at the annual meeting of the International Society for
Pharmacoepidemiology. Brighton, UK 2010

OHETIERLZEMER
[WHO]Vol.5 No.15(2007/07/26) , [ #MHRA]Vol.4 No.14(2006/07/13), [EU EMA]Vol.4
No.07 (2006/04/07)

FEAI
O©Tacrolimus (%271 22K 0¥, Tacrolimus Hydrate (JAN), H/Ls =a—U FHESK o]
HIEN FETEH WA FE e

A B IR SR
B VIV O ROR AR LIOL s, Y7L LRIER SN A 372,



Bl

L 22 MRS ) Vol 10 No.13 (2012/06/21)

Vol.10(2012) No0.13(06/21) R04

[ 3£ MHRA ]

e Strontium ranelate[ ‘Protelos’ ]: VTE YR B ONENR KR E KDV ARY

Strontium ranelate (Protelos) : should not be used in patients with current or previous venous
thromboembolism (VTE) or temporary or permanent immobilisation because of risk of VTE.
Rare serious skin reactions may occur within the first weeks of treatment

Drug Safety Update Vol. 5, No. 10, 2012

1HA H :2012/05/22

http://www.mhra.gov.uk/Safetyinformation/DrugSafetyUpdate/ CON152727
http://www.mhra.gov.uk/home/groups/dsu/documents/publication/con152742.pdf

Strontium ranelate[ ‘Protelos’ JOEFIZ LY, $RARILIEZEFRAE (VTE) AV R 2 ER-4 524
INFIBAILTNDTZD, I EIRIARIE, FiZERSE/2E OVTEZBIEAR L TV BEEDH LB
R0, R ETITKFEAICE R OB E AHI PRI COD B (P RIE 0 BBV IRREZ2 &)
(ZiZstrontium ranelatez {# ffl 3~ _EX T3, F7o, VIEOU A Rd L EZ WS- 80 kLl LD
BT OWTUL, strontium ranelatelZ LD TERE DOAKFE A L EZ R~ & TH D,

Strontium ranelate(Z, DRESSHEMERE (AFRRER DL N & A B ek 2 fEH 395) B Lo e d B 7 i
J& SR - IS IZH B L T VD, ZOYAZ IR, AL IZKIL, strontium ranelatedD {3
(ZPED BB R IS O - IER IR T2 X085 95, IBENLFZHE B ETOWIRIX, 2
TA—T VAV AEGERE (SIS) SR L O E ISR K BIESE (TEN) PO 54T 1~2 Jf,
DRESSIEEEEDY AT 3~6 M ThD, FHOBWB L ONAE P ILIZKVEEDO FEIETH
SNDID, ZDEEBE I E T ETHD,

(SRR

Strontium ranelate[ ‘Protelos’ Ji%, PARR# M EDFHET I KO BAEI B Hrd VA &b &
F57- D O F HERETR &) & L CORGREIL TS, Strontium ranelate O A IZfEVy, VTE @
YRZ R EA-$ 2L MBI TIY, DRESS JEGRE/RE D BB ERIGELBENRD LS
TW5, ZNHOAEREOERIE, strontium ranelate OB G EHICFLESL D,

OVTE DYRZ
7T AT ERMSNT-AFSET, strontium ranelate BEO T X TOHRE RGOS, OIilE %
FE (CEN VTE F4) LRGSO IS FIVE I 52%, 26%% 5oL Dfs Ravran Y, =

A venous thromboembolic events

B drug rash with eosinophilia and systemic symptoms
€ Stevens Johnson syndrome

P toxic epidermal necrolysis


http://www.mhra.gov.uk/Safetyinformation/DrugSafetyUpdate/CON152727
http://www.mhra.gov.uk/home/groups/dsu/documents/publication/con152742.pdf
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DA

DHFFED AT %521 T MHRA (X strontium ranelate DX %7 ¢ hEV AT ZFHH LT,

Strontium ranelate (ZX52REL TD VTE UAZ OHEEMIL, [RIFEAGREFNDLE DS TR0,
UL, VTE OEEREOHABE R, —RHHEZ 13K BRI H RO B Z 3 HIRS LTV DEBE T
VTE URAZ D & £5, 80 ik A Lo miln i T VIE UAZIT LR 7585 2615,

OEBREERIEDY AR

Strontium ranelate > FIZ S DRESSHEMERE, SIS, TEND LH72 B /il MU IS DV A7 1T
WE UL, A HEBIOEBHEE, ZNOHO K ERIGEDOYAZ TIRFRER A SEOR M2 R M2
LERRBITEE, B OCOBE SRR T 22N HEETHD,

OERMEEERITOME

O =

-Strontium ranelate 1%, ZEEREARIMARIE, MiZEMIERE D VTEAZBIEA LTL%ZPE%?‘EO)E%%)%
TR0, IR ET TN F RO T Z I BREALTUND B (TR (R4 10 R 1 BAACIR e
ENTIFEEH g R&ETIE R,

CEHRBIUHRE
“VTE DYAI NHHEZMTENTZ 80 ik LA _ED 12O T, strontium ranelate (2 X215 DOk
LN E TR _ETHD,
- /B, DRESS JEMERFE, SIS, TEN D JH72 8 B J G RS O e < itk 6 LOYEIRFEB E T
BLZORFIZOWTEHZHRETHD, ZIVHDOIEROFEBY A7 B et @ O REIE, SIS <0
TEN TIaMBAAAD 1~2 ), DRESS JEfFHE Tl K 3~6 [ TH 2, SIS <° TEN DIE er
L U I THED R B, Z<IFKE ORI 2 2115, DRESS JEMEREDIERIZ
2, FE, GFEREREEINE, Rk (FlELCT T /o8 —, FFR, EMER %, F’ﬁ’fﬂiﬂm{“ )

RERHD,
HREITKIL, ﬁ%%AUEW7v/v$~}iK®F% BIOYERERETOBIZORREIZ
WTCERRRL, 7LV —EUS L L= 85-A 121X strontium ranelate Off a4 1EL TEBIZE

OB EEZ DI ETH2L, 7L ¥ — }imﬁ%’%fﬁbt 11 strontium ranelate Ofif
HZFB 3 & TiEewn,

Bl N

1) Ranélate de strontium (Protelos): effets indésirables rapporté en France; Presse Med. 2011; 40
(10) :e453-e462. (77> AT strontium ranelate DA E K SOMFFE, HFFERAR 2006 451 A ~
2009 4F: 3 A, #EE kR B3 £1 301,951 A)

B DRESS SEMEREDU AT ENTHY (>1/10,000, <1/1,000), SIS ° TEN DUAZITIEFITENTHD (<
1/10,000) ,

10
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2EEH
SEARMRIZEAL, EE MHRA AR, 2012 45 A 1 H T Servier Laboratories #7360 [ %
WEREEMTLZ—DAFREN TN,

http://www.mhra.gov.uk/home/groups/comms-ic/documents/websiteresources/con152561.pdf

F77, BN EMA D>\HOEIER O URL 22,
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/public_health alerts/2012
/03/human_pha_detail 000057.jsp&mid=WC0b01ac058001d126

S ETIERENLLLMER
[Z2 TGA]Vol.6 No.18 (2008/09/04), [EU EMEA]Vol.5 No.25(2007/12/13), [# MHRA]Vol.5
No.25(2007/12/13)

IAFH
©Strontium Ranelate (T Uy Z7fgANm T A, BHIFRAETG R SE] [E N - B %6 1E (2006/05/30)
WAL 8T

Vol.10(2012) No0.13(06/21) R05

[ ZEMHRA ]

o LPHETER TR (EGFR) FRE R  EERABRRKR B I OEEHA KRR DY RS

Epidermal growth factor receptor (EGFR) inhibitors: serious cases of keratitis and
ulcerative keratitis

Drug Safety Update Vol. 5, No. 10, 2012

1B H :2012/05/22

http://www.mhra.gov.uk/Safetyinformation/DrugSafetyUpdate/ CON152728
http://www.mhra.gov.uk/home/groups/dsu/documents/publication/con152742.pdf

Je8 DIBIRZ B A IR 152 25K (EGFR) BHZE 3K (panitumumab [ “Vectibix’ 172 &) 2 H 1%,
£ NI OTRIE M A8 I8 D38 2R LT FE B IS i SALTUD, ENTIEH DD, ZIVH DA IEZE AL
KINZESTHEGIL B D, MR ORMEFRAE F X EBAL O e R E R U EBEL, EHICIR
BREMEEZZZTRETHD, MEEARR LSS5 613, EGFRILE KO A% ik E
7o IH I _ETHS,

SO0

11


http://www.mhra.gov.uk/home/groups/comms-ic/documents/websiteresources/con152561.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/public_health_alerts/2012/03/human_pha_detail_000057.jsp&mid=WC0b01ac058001d126
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/public_health_alerts/2012/03/human_pha_detail_000057.jsp&mid=WC0b01ac058001d126
http://www.mhra.gov.uk/Safetyinformation/DrugSafetyUpdate/CON152728
http://www.mhra.gov.uk/home/groups/dsu/documents/publication/con152742.pdf
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EGFRIZ & 72 L D IEH 70 b RGHAR O MM FEZARHE 223, T 4 DEEHIICHFEBIL T
5, EGFRIHE# T Heetuximab[ “Erbitux’ 1, erlotinib[ ‘Tarceva’ ], gefitinib[ ‘Iressa’ 35 LY
panitumumab[ ‘Vectibix’ Ji%, EGFRZIHLL TW\HIEBOIEHEIZHVBID,

OABRRLBEMEABRROBE

AT B g CE DI TR, 20 EREAEGFRIAESRIC DTG CHIEZ 51T 5 Al HEMED
%, faER, ISR, EEDORIATADEEDOHLBEE L, BIRAIRHHEEZBN
%, EGFRILEIKIC L DIAHRE, RAMEIISESETHDLN, BERABRACIEENMEA R (4
BRI ) D3 S TS, ENTIESH LD, AMEEASCKIICESTERbH LT, 18
PEA SR ITIR BRI B EE X 2T R e brau,

Z ORI Zpanitumumab [ ‘Vectibix™ ] TAS)MIZ2, 2011455 H | ’ET???E%%AL%DA
MDREDNT-, BUE, AERBIOEED AR OYAZIZEGFRILE K7 Z A @D /EAIC
LBIRESNTERY, ZOI7TAOREIRMORGIGHRIL, ZOVAZ] _Fég?é%%%ﬁbﬂbfﬂﬁaﬁﬁ
HTdD,

OERMERE~DHE

o EBEMARKIZIRFHEERE B THD,

» EGFRIAFH CIRE P OBFEIZ, IRORKAE, PRIEHEMN, Yok, T, IREB L0V E
TR B7RY, AERERIE TSI 8ME EIITEALOE SER D BN 5A, BEHICIR
BIEfE 2223 EHRETHD,

o JEBEA R OBWI D HEE L2 A, EGFRILEIRICIDIAE A P E/- 131k _&T
H5,

AR, AR, BEORNIATADBEOHLEEL, EGFRIEEIICIVIRDOE G
ZFDVAT DR m e B 2 b,

OB ETHIERLZEMEER
[%77%# Health Canada]Vol.7 No.13 (2009/06/25)

EANER

©Cetuximab (Y ¥ ~7 (EIx T-#H#12 ), Cetuximab (Genetical Recombination) (JAN), it
NEGFR (b R HEFE R % BAR) & /7 a—F )V Hi R, FrisvEiEsae) JE N BRH ol 38
eI

A http://www.mhra.gov.uk/home/groups/pl-p/documents/websiteresources/con120203.pdf
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DA
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©Erlotinib (=/v 0 F=7HiEEt, Erlotinib Hydrochloride JAN), EGFRF 1y > — B E K,
PUBEMEIE R [E N 36780 sk 8080

O©Gefitinib (/74T =7, EGFRF 1> —CIEHK, FUErEEIE) EN:BEH B
FETEHE

©Panitumumab (/3= A~ (i&fx 1-#l#2% ), Panitumumab (Genetical Recombination) (JAN),
PLENEGFRE /7 m—F /VHUER, GUEMEIESHE) N okGR% sh  Joe i

Vol.10(2012) No0.13(06/21) R06

[ 3£ MHRA ]

o FURHRE  BmERFRENERE ~ DL 2RO T 72D DB A

Antipsychotics: initiative to reduce prescribing to older people with dementia
Drug Safety Update Vol. 5, No. 10, 2012

1B H :2012/05/22

http://www.mhra.gov.uk/Safetyinformation/DrugSafetyUpdate/ CON152729
http://www.mhra.gov.uk/home/groups/dsu/documents/publication/con152742.pdf

UTAE, FRAVEZLEY T8 « L EEJE IR (behavioural and psychological symptoms of dementia:
BPSD) i 5% COHUREAHE DML AN BIL THEE DS 5 Eo TV D, BPSDIRHE T D & i a8 FiE
FAOHUEMIRFELL LD, MILERAEFZOIAY ERBIOETHEMNNALILTND
(Drug Safety Update 2009 4 3 H )", #[ETlZ, BPSDO G A& & 2 HURS I 313720
(A& L CTHREE DRI T Crisperidone M H <414 (FCDrug Safety Updatez#) ], LasL, #it
FEARpI 3D BPSDOTER IS AML T SN H LT Z 0,

OBEETOLREBMIER R

Je[E TRIEICR T 5 —E ADORRAAR R ALY, FRAVEN T F T KE/ott S RE
LD HC, HEBOFIL 2009 I i #] O A EFRAVE xR (National Dementia Strategy for
England) P36 L7z V., 2o o BELL, 1) Eikia b, 2) RHIOBELIARE, 3) 77 OB
b, OFEFE I GBIV CGRANE Y —E AZ RIBICSETHZETHD,

B EREOXIRO—BREL T, Banerjee # 5 [4 ZEATE VA2 — sl EE [ O HURS #1%
A BT DML T2V E 2 — P DR AKIE L 7=, 2O TIE, FAE RS IR 3R
LB FIZE S TS, FUORHRSEOFREEER & B2 RITRON T D EALNDT-

A TR ANE B E COPUEMFRIME IOV TIL, ROFTFES M,

Drug Safety Update, March 2009: http://www.mhra.gov.uk/Safetyinformation/DrugSafetyUpdate/ CON088116
= 3 i 2 A [ 9€ MHRA]VoL.7 No.9 (2009/04/30) ,

National Dementia Strategy http://www.dh.gov.uk/health/category/policy-areas/social-care/dementia/
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DA

0, FEEBHE O RAT, FURHIRIEOME IO VAZ NARERT v b REB s
SHITRGE, BHOESICEY, BAVERE D77 EOBOMANIASZ Y,

FIZOWEDOREFREL T, FURBFRED, EIMIZESRWGEEETGHE (NICE OFEEAEA A
RIABW D) ST Lo T BEOHE @ RIAFR L CTTI7RL, B HEL O R 7 7R AE T E)
(BB e b 2V ISR D7D DB — PRI L L CTid T Sh TnaeAbD
ZENRENTZ, ZNHORERICHESE, BURFIT 2011 4 11 H £ TISRREEBE ~O U 3R
OEM%Z 353D 2 B SEHEEHKILIZ,

OBIEDHUREHIRIEALTT R

BIEAFLAS 7 =225, SETIE 2007 LI, USR8 A0 S5 s ilmsaam
JERE OFEIGIT 2RI L TE WA, oL, BiRE R E TORD ORI LI~
ISELTWRNWIEDND, FIEITEZEZ BB NELICKETH S, NHSTE 2 —C1%
SEFHA A FEL TRV, Hskr7e 8 (TA 2L~V AD M G B A 9728 1%, 5 IjE 7
EREZ T ETEHEETHD,

TV NA<—IiE P, 144 F, Dementia Action Alliance (FR%14E x5 R F, Royal
College of General Practitioners (F37EREE fh2%) Clokb, A [EFRAVE S H O B I B L
R EATOERIEEE Y — XY VI THEEE & BT 5720, ZLOERPMERESILT
W5,

BPSD M ICRBIT B EDIRIERY T DITEIARSL D NANT TI T A ATAR DMER ST
BY, ZOTARTIHIEANEEIARDAIRRICE AP ED L TND, TARIZIE, BRRT =y 7Y AR,
BPSD DO FRHICBEd 21w, BARMZRIGRIEIZE T DIH MRS M FeaiS L, Fusme3a Bl
WL SITND N - SHL TR NS 25 G2 1R TE DR E £ TOFIRL RSV TND,

OEBEMEHERBLOY — A NVT THEEWITOME
OHURBHIREZBIELS S COARWBE CH I #RETL TV D5 E
SFERRIEPE O R (RSP L) R L) ORI % & O T UK 22 0%, HURBHIR IO IT A
WY THONEEBIHRFTHIE, NANTFTITAZTAR DO R FIEOELZ R,

OHUREMYR R ZBIEL T STV D BE TOLG MG ZIREIL TV 58
FUBTHIR SR OIS 2% T CODRRAE RS ThHZEAMEREL, AT &R 35720 (2 f
B OLERLIR R E AN ERET 0 2L,

C NHS 1F# o & —ORAEICE T 53
http://www.ic.nhs.uk/services/national-clinical-audit-support-programme-ncasp/national-dementia-and-antipsychot
ic-prescribing-audit

P Alzheimer’s Society

E Department of Health

F http://www.dementiaaction.org.uk/

S http://www.rcgp.org.uk/
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B, TOFEI R, FROBIREMZE FEEHER L) LR, SUEHIE SO Ak
el X)), AP IEO 7oA L RITHIGTHZENTEDLD, EOIH R REEDIRRIEN
HHDEHSNNTT DL,

s RANTFITYZTAR VBT HTL,

REEE#R
1) Department of Health. Living well with dementia: A National Dementia Strategy. Feb 3, 2009:
http://www.dh.gov.uk/prod consum_dh/groups/dh_digitalassets/@dh/@en/documents/digitalasset

/dh_094051.pdf
2) Department of Health. The use of antipsychotic medication for people with dementia: Time for

action. A report for the Minister of State for Care Services by Professor Sube Banerjee. October
2009:http://www.dh.gov.uk/prod_consum_dh/groups/dh_digitalassets/documents/digitalasset/dh
108302.pdf

3) Ballard, C, Howard R. Neuroleptic drugs in dementia: benefits and harm. Nat Rev Neurosci
2006; 7: 492-500

4) Older People & Dementia team (DH). Prime Minister’s challenge on dementia Delivering

major improvements in dementia care and research by 2015: http://www.dh.gov.uk/dementia

5) NICE/SCIE. Dementia: Supporting people with dementia and their carers in health and social
care, 2006: http://www.nice.org.uk/CG42

6) Prescribing Observatory for Mental Health (2011). Topic 11a baseline executive summary:

Prescribing antipsychotic medication for people with dementia. CCQI108 (data on file)
7) Alzheimer’s Society. Optimising treatment and care for people with behavioural and
psychological symptoms of dementia: A best practice guide:

http://alzheimers.org.uk/site/scripts/download info.php?downloadID=609
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Vol.10(2012) No0.13(06/21) RO7

[22 MHRA ]

o Atomoxetine: .DMAEE ME~DFE

Atomoxetine: effects on heart rate and blood pressure

Safety warnings and messages for medicines

1HA H :2012/05/25
http://www.mhra.gov.uk/Safetyinformation/Safetywarningsalertsandrecalls/Safetywarningsandmess
agesformedicines/CON152776

http://www.mhra.gov.uk/PrintPreview/DefaultSP/CON152776

(k)

/NRBE O A DT E K a2 B2 (ADHD) U 2 R L LT R BR O 7 — 2 &L v o
—L7-#& %, atomoxetine i [ BB H DFI10%| I & ML ~D /D 727 S a5 B M T st
ZOLEa—DOfER, BIXOERMEFHFLEFT~O RIS 12, MHRAD JEE /AR 3K 555
7 45 2 (MHRA UK Public Assessment Report) A2 E & 7=, #DELEIZLL F D&Y Th D,

o EEONAE FI NI EE R Z A 55 B (T i Xatomoxetine &l §- & TIEAaw,

o BRCICEZRY T 2IERIE, HEOEMIEAE, DA%, BRMEOCIROIERS LT EER, O

A FE T2 1T 2, D AE, BRI e & Th b,
o IDITHFIL, atomoxetinelZLDIRIFEZ ST CWODHIRI R, (S =D EHIR et =4
Vo T a2 T HRETHD,

DMILE R BO 720 BFE T, atomoxetinedD X327 4 MIG| &t &A% ERIAZEICEET
HILENEETHD,

BEBR

% 1: 3£ L<1E, EMADPhVWP (77 —~abt PT0 AEEERS) 2011411 A 24 B £/ Monthly Report
e S0
Atomoxetine — Updated information on effects on blood pressure and heart rate
http://www.ema.europa.eu/docs/en_GB/document_library/Report/2011/11/WC500117988.pdf
P2 38 22 2 VEE R [EU EMA]VoL.9 No.25(2011/12/08)

20124F1H 12 B 4T, 9%sMHRA% Drug Safety Update: volume 5, Issue 6, January 20120 1 C,
EMALRIERDIBEIZAT > TUD,
http://www.mhra.gov.uk/Safetyinformation/DrugSafetyUpdate/CON140666

A http://www.mhra.gov.uk/home/groups/comms-ic/documents/websiteresources/con152778.pdf
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OHETIER LT EMER
[>¥ FDA]Vol.10 No.02(2012/01/19), [ 774 Health Canada]Vol.9 No.25(2011/12/08)

IAITER
©Atomoxetine (7 MEEF Lt s, Atomoxetine Hydrochloride (JAN), AD/HDA# 3] [EN :
JETEWE WSk T

Vol.10(2012) No0.13(06/21) R08

[ &% Health Canada ]

e Belimumab[ ‘Benlysta’ ] : i K i~ X Ot infusion reaction (BRI AL Kits) & BE
Association of BENLYSTA (belimumab) with hypersensitivity and infusion reactions
For Health Professionals

1B H :2012/05/03
http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/_2012/benlysta_hpc-cps-eng.php

http://www.hc-sc.gc.ca/dhp-mps/alt_formats/pdf/medeff/advisories-avis/prof/2012/benlysta _hpc-cps
-eng.pdf

(Web#g#k H :2012/05/08)
OGlaxoSmithKlinetEd b ERAEEFH W) i) & 45

GlaxoSmithKlinefl:i%, Health Canadat 1 ., belimumabl[ ‘Benlysta’ ] D% 5 (£ B
Ji&&infusion reaction (FfEIZHED SO (2 BE 32 BB i O &2 MG a2k 972,

[ “‘Benlysta’ 1%, 1&EhE B O BRI E R E ) 7~ —7 A (SLE) BB ITBW T, FETE
FAELO PN Z R BTEE AR T S 5208 TGRS ALz, KFRIRHIC[ ‘Benlysta” J O H L E
7 Z 7121, [*Benlysta’ JIZEDIREA ST I BE T, 770 R 5 EBFITHLC, @O
DFIBLREPN DT EWVHOMAFIZ BT D F &S S MRS T,

mRE G 2L E2—L71%, [‘Benlysta’ ]ORN E /7 T7 %, FBGk§ &/ VG
ZIBINL CTHGET LT, METH RO CESET M T TD,

o [“Benlysta’ ] 51250, infusion reaction<CiEi S G 3 BB T2 A REMERHY, SUGILE
FECBBEME LR DG A RS D,

o ZHIT LR —ROEKILE S OB EDSH L BE TIE, VAZREWATRENED DD,

o EIRNEEEL, [Benlysta’ J0F G-, BIOW G %L E YRR, BEEZE=F—F RET
D, BFMEOBIERB SIS DBIER BN D DD Thd, BFIZZDOVAZIZONWTHILES
Z&,
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OEBUEFHERITEERFR
o HEDOHHERICHIEILIZSA, [‘Benlysta’ JOF G2 FWrL, b7 EFRAE 2 2R
AUTZRB720,
* Belimumab(Z X DIGHE 2T TODEED, BSOS OIERE, FERDFEB LIZBREHIC®
BT HIEOEENEMOELETHD,

OEBIEEFOHEEER
e Infusion reaction®FEEASASE T, FAID2BIDOFIEFTHEL, FORIMET TAHEm G-
7=

o [“Benlysta’ JICEDVEHE 1L, SLEDOZW - 1GRIZ DOV TOE - fRER A A3 DER AL,
B & ThHD,

o [“Benlysta’ I, BHERIEICAGBEL, 774 7F% 0 —EFHOLGOHL, BHEH THER
WEHENRE ST NETHD,

o FRIREERTIL, [‘Benlysta’ ]10 mg/kgf 5-#£TL.2%, 772 G-HET0.6%I2, HE/HEE
72infusion reaction=CIES SR 23 S ATz,

AR, BRI S O TR SEG 2 RS E THE SN TV D, ZHETORFIRHER
T, AEFROIENHE T EITFER TERICHEL TR, Bl TIEERIDEHE
BT 3 72 55, B EL TR ([ “Benlysta’ 128 5:-Li= H 4 J5) IC APERER AT BLL
TBINME SN TND, ZAIT L AT —DOBEEDSHHLADEE L, belimumabd2[n] B O #f %
ST T-t%, PR IR, PRI 5, KEESRE, BI O E ERIEA RAER, LT LT, SRR B
belimumabd EHERS T #AIARERI ChEESTBE DSBS,

[ “Benlysta’ ] DT # O #LLE 22757 [ZTwww.gsk.ca T AT TES,

IAITER
©Belimumab (U A<~ (s 1-#H#22 ), Genetical Recombination (JAN), NI IgG1 A €/
—FVHUR, S BNl =N BR%E H (Phase 111:12012/06/08 BUME) 5L : 56503
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