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European Medicines Agency boosts EU transparency with online publication of suspected side
effect reports
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[22 MHRA ]

e Febuxostat[ ‘Adenuric’ ] : EER BB ISDY R

Direct Healthcare Professional Communication on the association of the risk of serious
hypersensitivity reactions, including Stevens-Johnson syndrome and acute anaphylactic
reaction/shock, with AdenuricY (febuxostat)

Information sent to healthcare professionals in May about the safety of medicines

1HA H :2012/05/18

http://www.mhra.gov.uk/home/groups/comms-ic/documents/websiteresources/con152835.pdf

(Web 8 H :2012/05/29)
@ A. Menarini Pharma U.K. S.R.LADHDEREEE MITER

AAEHIL, TTIRE S CIESN-Z AT — 4 DL a—1, BN EMA 35350V MHRA O
ARG TRIT 2O THS,

CHE F

* Febuxostat[ ‘Adenuric’ JOfEHIZBHEL T, A7 4 —7 U R Ta Vi ERE, 27747
X —i, 7T 747F% v —3ay /78 OBEBERRIBBS A HRE SN TND,
FEAE DS, 20U G X febuxostat[ Adenuric’ W2 L ATEREB A4 1 A LANIZHE
BllL7-,

o BSOS LT BEO—E (2B TIEARW) (oW T, allopurinol ~O @ i o BEFE
BLOVEITBRBOEDNH L EHME ST,

o BEIZ, HEDOBBISOMEME SERIZ OV THLE TRINETHS,

o HBZRABBEUSOBE SERDFEBLIIGE, EDICRRE P I T _ETHL, R P IRIET
% BAFEEEL TS,

* Febuxostat[ ‘Adenuric’ JOfE HIZLVAT 4 —T v R Da ) UAEERE, BT F747F% v —
B, 7F747% 2 —ay/7p OB B2 E0H 5 BE I, [FIZEOMH HER
LTHEBEL TIZRBR0,

OREMDRREITE I 53 MIE R

Febuxostat[ ‘Adenuric’ 11, ¥ JES & 36 L OV E 7= 130w JENE B E & &2 BUE A T 00 BEEOH D
BERE, REBHRILAE DBEIZ BV RN O M8 5 PRI U B OTRIR A S &5,

TR, A TIEH DA EE 72l iU G 7 febuxostat [ Adenuric” JIZES#H L TSI TEH
D, REIEIREFEIIERIS B N T,

Febuxostat~ @B i L, {2 M CTERK R ORIB R0, R PEEITRIBIEDFIZ 5 FF
METDRERE TS, FREHRZ, BN, FE, iR 0 24 (Mg e L),
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B — g £ 132 Eas O b E (TS B RO R E, FXRAME B E B RRE) 2528
BBy AT A—T RV al ) AEGREL, AKIEORENER 22 2 RO T B2 AR 2 R e
%o

TR R e e T — 2 &7l L 7= 55 5, febuxostat[ ‘Adenuric’ ]SS E#IZ, HERTL LY
— BB D WA BN L7z (SET L7z [ *Adenuric” ] o0 $4 5 1% 132012471 H 24 A £+
Annex”, 35 Uthttp://www.medicines.org.uk/emc/% 2 i),

BEER

¥IE MHRA b [FIBEDTE #4 Drug Safety Update June 2012, vol 5 issue 11 Ti#%1L TV 5 (Web
fEdi A 2012426 H 21 H),
http://www.mhra.gov.uk/Safetyinformation/DrugSafetyUpdate/ CON155758

¥CKFDAIZ2011422 A 17 H £ C, febuxostat&E#Al [ ‘Uloric” 1022 &R iGT 2@ a1 L T,
http://www.fda.gov/Safety/MedWatch/Safetylnformation/ucm243770.htm

IAFR
©Febuxostat (7 = 7%V AZ v, Yo F oA —BRHES, & R MLE SRR
N FETeH I e

A Annex IZ FRE Y A&
http://www.ema.europa.eu/docs/en_GB/document_library/EPAR_-_Product_Information/human/000777/WC5000
21812.pdf
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[ 7% Health Canada ]

e Denosumab[ ‘Xgeva’ ] : Bx3EHl % & e B E OIEMRMEEI N U AMEDY RS

XGEVA (denosumab) - Risk of severe symptomatic hypocalcemia, including fatal cases

For Health Professionals

1B H :2012/05/28
http://www.hc-sc.gc.ca/dhp-mps/alt_formats/pdf/medeff/advisories-avis/prof/2012/xgeva_hpc-cps-e

ng.pdf
http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/ 2012/xgeva hpc-cps-eng.php

(Web 8 H :2012/05/31)
€ Amgen Canada LD ERHEEF AT ER

Amgen Canada #1:/%, Health Canada &1 /1L C, denosumab[ ‘Xgeva’ JIE#EIZLEK LT D A
MIEIZBAL, Frice BB 2 AV AR i35,

[ “Xgeva’ 11, Lo, RS2, FE/NRIafiRE, ZOtmoOEEE TR e LicBE To
5 BEH 52 (skeletal related event: SRE) ' 361U A2 DRI A )G & LTS, ML BRI
JREL TR, [Xgeva’ 11, 120 mg & 4 BRI 1 [l FiEE 32,

<[ “Xgeva’ JO iR DOFERIZIBNT, HEE 1~2%0DE|5 CHEEDIEMMAR T L2 A fE

DIEFIAELTERY, —HIEBSER Th o7z,

o EREDIEGI O - SER S LT, KEHIREED AL, 77 =—, F&1E, QTc IERRENH
D, MG V2T MEDIR FIZENFEBLL, [Xgeva ] &L HDs - LR T BLE
DN RF R 72BN BT, [ Xgeva JIZEDEHRE =T 5 BE X, 2B DIE
RIZHOWTHERIBULL, JEIRD LGB IIXEHICEA OB R LT H0LE D 6D
ZEEHIGEDRETHD,

ERFBR T, [“Xgeva' IZEDIEHEZITT-BED 3.1%IZEEDE L L7 AfSE (i E
ME AN D LME <7 mg/dL £7213<1.75 mmol/L) 84U,

-[“Xgeva’ NZXDIEMATRBIONAREFIL, MG MEZE=F—L, LETHIIIIL
DY MERSET RETHD,

OEENEFEERITOEEFR
- [ “Xgeva’ TG W a2 2 BHE COEBEIIEBIEIRA NV 0 MMFEDY AL, LLTF ORLEIZID
RAMETEDEEZBND,
OEBFE DT TITEI VLT AUSE THL S AL, [Xgeva’ JTaIRZBAMAT HRNT T L2 MMHE
ZEL TH,
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A DI NS MR RLTORDIRY, 07 MSERESR D 4T %,
ol ‘Xgeva’ JIZEAIEEFIL, VEIISL TNV T MEDT=XV 7 51T,
ol “Xgeva’ JIaMRE 2T DBEITONT, BRIV Y LFEDY AR F 2R E$ %, HEDH
BeRERSE = (LT F =0 - 2UT T A <30 MUY DB a2 T TOAEBETIE, Hs
B AEAEFE LN BRI LS AE DI 27 R L 725,
o[ ‘Xgeva’ NZXDIRME IR L 20 MIEAFEBRLIZ 56, MR 20 DM FEED
(B LI TR B,
[ Xgeva’ N LB T1C B DR GRS Lo AUEAS FBLLTZ A1 1T, WAk 5
DT 4y MRl & TH D,

[‘Xgeva’ IO LT /7 T7 ZBAEWETL TR, FELTICED ATRENMEDH L EE DOSEGNEIR D
IV MASEN BT D8 i e A WA BN 5 P EThD A,

BEHBR
* LAY E T, BRI T DR RRIR IO A, T amRE 2T,

AIE B

©Denosumab ({7 /A~~7 (GBfx{##t %), Denosumab (Genetical Recombination) } (JAN), #1T
RANKUL (receptor activator for nuclear factor-«B ligand) Bk 19G2 &/ 7m0 —J /VHURBLHS], H %
NI EN 6 5E 0 MBSk JE5e

A [Xgeva' JOBLLE /7571, RDS—U 0B TXD,
http://webprod3.hc-sc.qgc.ca/dpd-bdpp/index-eng.jsp
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[ 7% Health Canada ]

o BIEAEMAE S 0TV [ ‘Privigen’ ] : A M E D BIER I ORI E /7T 7ET

Association of hemolysis following the administration of Privigen, Immune Globulin
Intravenous (Human) and related labeling update

For Health Professionals

1HA H :2012/05/29
http://www.hc-sc.gc.ca/dhp-mps/alt_formats/pdf/medeff/advisories-avis/prof/2012/privigen_nth-aah
-eng.pdf
http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/_2012/privigen_nth-aah-eng.php

(Web 8 H :2012/06/01)
@ CSL Behring Canada #£06 0 ERIEEE AT ER

CSL Behring Canada £ (CSLB) i, Health Canada &1 /1L C, eh%E 7 a7V [ “Privigen’ ]
DEFERIZHONDEE MDY AL, B LEZ AT WET LI Z ez oW TR 2, &
4 [ “Privigen’ 123 AN ARFEBIAASILZ 2009 4E 1 H 8 A LA, [ISELDBIE N EHILHIE
I SRS DFERFI Y 70 {4 LA B S Tuns, [ Privigen” JIZEAIREZZ T CODRE TOWRRMLO
W R (N FEHTZVDFEGIED 1%, RS ORANIDRGER MALE—EL T\ D, BifLiE, #iE
G a7 ) O I 7T AR THHI LN LIV TS, CSLB i, EL =M Ik%E %
T —2IZb 3% Privigen’ JORLE /7 T 7 HUGT LTz, IWIMLOVAZ R FIZOWTE, T
FLOIDITELH SN TS,

- [ “Privigen’ JIZ LD 1RE %I, IERMEOWEMAER M3 JOVEMEDOWE M2 FEBLL - B 23 @) &
ST,
- VA I AT BEEE U7 R R AR I T AR A OB R M I PN [ D FIFIE B A3 A DAL TNV,
RO ERRIMBE DI AT R F DB HEBEITHONWTIL, B=F) 7 aigfb 504

Do

o JHED [ Privigen” ] (B[EI# 5, 2 A B TOSEF GO BIZ R 285 58T

Do

ofLHFHIAY O BULIA TH D,

oSNERFEICHD Y,
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[ “Privigen’ 11, #EMERMuEZ 07U ThY, JFIEM GRS (PID) Akt 5 Mtk
RAHE (SID) BDIBIR, 3 KO M i/ MR P SR BEIR O TR (H LB 1E o> 7= i/ M $k %
TS D) S & T D,

[ “Privigen’ NNIZ L DAL IS, AR IMERIHIE O TTHEIC LB RO IMAMER AN R B2 6
PEASHDY, F7- AT IR EE 2 SN D EAVEDTE IS E A S TG 2,

PID £721% SID LIS D IRETE I &ED [ Privigen’ ]OEHEASZIT TV O BILISN D BFEIZH
WL, B=2) 7 %3t 5595, PID X° SID O Fe ka2 CWAEREICH
W, IO EITENTHD,

FiEHENMEE 7 a7 VA KD &2 52T TS B TIE, I oD g R 1 < JE AR A2 R B RL
BT RETHD, 7 17V OFER I MLOBEIER A BN 5-5121%, #17
B A A T T RETHD, 0E7 7V OFEZICHE MR A 2 U B TR, @il
MDILELE 2 DNDSG AT, REMAGRREZITHORETHD,

BT Privigen’ JHLSLE /2757 (2012 45 2 27 BEED 2%, EEROBE@RAGTH I T
B,

X R

1) Daw Z, Padmore R, Neurath D, et al. Hemolytic transfusion reactions after administration of
intravenous immune ( gamma ) globulin: A case series analysis. Transfusion 2008;
48:1598-1601.

2) Kessary-Shoham H, Levy Y, Shoenfeld Y, Lorber M, Gershon H. In vivo administration of
intravenous immunoglobulin  (1VIg) can lead to enhanced erythrocyte sequestration. J
Autoimmun 1999; 13:129-135.

O ETIERLZEMER
[ 7% Health Canada]Vol.07 No.24 (2009/11/26) , VVol.03 No.21 (2005/11/04)

IAITER
©Immunoglobulins, Normal Human (e~ 27 =7 > (Human Normal Immunoglobulin, JP),
MAE A EN - FETEH ok FEoe v
KENTIRFESAILTWOEE e M7 v 7 ) % 5% Th D,
[ “Privigen’ 113 10%JE EE O FEHEMuE /a7 U THY, [ENTORGRITRV,
(Immunoglobulins, Normal Human (% WHO o ATC Z3#EIC K535, )

A primary immune deficiency
B secondary immune deficiency
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[ ZTGA ]

e Candesartan: i8R O LG R A

Candesartan, fetal malformations and use in pregnancy
Medicines Safety Update Vol.3, No.3, June 2012

1HA1 H :2012/06/01
http://www.tga.gov.au/hp/msu-2012-03.htm#candesartan
http://www.tga.gov.au/pdf/msu-2012-03.pdf

TGAIZ, candesartan, DT L VAT L N BREEEHEE, BLOACE(T VAT 2
Bl 5R) BLE SO T O N R THHI L%, ERMEFE I3 L RN 35, iR T
DZNHOEIFE~ORFEIZED, BIRFEERF S EZESNDZEN DD, MR /3T RA §
BLTWDEHL, BORERKIZEIVEZ 5 ETHD,

SO0

&R EIER

TGAIZ, #4z T+ D candesartan D FHIZAED i V2 O A 24451152 1T Tuvd (95341132011
), £DOH>HO LI, candesartandD il & AEURHTNGEA 4L, IEHR308E F ThelT TW/ZRERI T,
BIRITE AR, BAIKILAELE, S RVEIMIR A5 R R L2 S, BIORERITIX, EFEK,
BLOBERARRDRWEZHISI, _ODHE‘L'E' iﬁiﬁ)&ML(candesartan@f;%ﬂ%%tljtl,f? [
BITIET LT, SOICHIDIERITIL, BAREEE AT HE ST,

TGAIZIZ, HEHREH Dirbesartan, enalapril, Ilsmoprll perindopril, 35X Utcaptopril O HIZ££5
e WS H OpIb S SN TD,

ORIRFHDYRY

TUTFT o N FRRE IR S L OACEL EHKI L, A — ARV 7 AN R fE R DIy
N TEY, HETOFERIISE S THE, L= -T oo Tr Vr RITVER T AR 3305 17
DEHER 1&? i7}< B/, BHEE ORI E D BHEN LI TND, ZIHDEIK L E TR
WEER LSS, FrEROB AL, (KT, KDY LMEZRE O R E Lo BHE N 531 T
AYRN Hﬁb%ﬁe%ODJX& 13, IR, B3 CIRE SN S AITRDEVEE LR TS,

O EERNEE~DYE
EIRDEFE L, IR ATREAERR D L ME~DT L DT T v N2 SRS HEEP ACE [ E 3 D
RIZOWTHEBTRETHD, IR ATHEE#R O LMEITH L, ZNOHDEIRE DR IE~DYA7Z
OWTHIEL, BIRA~O R EERIREZ BT D70 Ul ik E WD IO ST R&EThD,
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Bl

T VAT N EERAETUE ETIIACEL E R A AL TWDEBE T, IEIRL TV A RENE
Do LDEIRZFHE L CWAIEE X, Y EITHR T RXETH D, MR DIEIRE FHEL TWD
ML, BIOREERICEVEZ DX THDH, IERF O REEMLFIZONTORFHRIT,
Australian Prescriberz£20124£4 1 52 THAH LM TED,

X R

1) Atacand Product Information. Astra Zeneca Pty Ltd. 2011 Jul.
https://www.ebs.tga.gov.au/ebs/picmi/picmirepository.nsf/pdf?OpenAgent&id=CP-2010-P1-049
20-3

2) Quan A. Fetopathy associated with exposure to angiotensin converting enzyme inhibitors and

angiotensin receptor antagonists. Early Hum Dev 2006;82:23-8.
http://www.ncbi.nlm.nih.gov/pubmed/16427219

3) Donovan P. Hypertensive disorders of pregnancy. Aust Prescr 2012;35:47-50.
http://www.australianprescriber.com/magazine/35/2/47/50

2EFR

MIFIRF O T AT v N Z AP 713 ACE BLE SR IO U AL IZ B3 B T,
RO IR B2 MR A 2 R (Candesartan (21X & LTV,
[EU EMEA]Vol.6 No.13(2008/06/26) , [5:MHRA]Vol.6 No.04 (2008/02/21),
[ >kFDA]Vol.4 No.13(2006/06/29)

HAFHR

©Candesartan (77> F VL& LXEF /L, Candesartan Cilexetil (JAN), ARB, [T 3£ [E N :
FICTE WSS I
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[ ZTGA ]

e Zolpidem: FEARIF R FEITBI LT OREDMKRZ

Zolpidem: continued reporting of abnormal sleep-related events and amnesia
Medicines Safety Update Vol.3, No.3, June 2012

1HA1 H :2012/06/01

http://www.tga.gov.au/hp/msu-2012-03.htm#zolpidem
http://www.tga.gov.au/pdf/msu-2012-03.pdf

TGAIZ, zolpidem®fiff FIIZBEL T, falRz £ rREMED & H S S £72 MEHR RF 52 7 17 5
(complex sleep-related behaviours), fis, %)% O#MEE 5| EF &2 WD, BEIL, MEIRED
RIS VAT I BT RETHD, Efﬂ?ﬁé%%‘ X, BEVERFIL E D, MEEIREEO M I AESRE B
ZTGAICHE 5L,

SO0

ZolpidemiZ, FER Y UTEE LR y T EEE (GABA) S FSARMEENZET, s AAIRIEBE O
FHNERA IS EL TWD, A —ARZU 7 TlE20004E75, [‘Stilnox’]fxaéié“ifocﬁéﬁﬁu% THk
FESITND, TGAIXLLRIN DAL F XL, B RS SHL7-zolpidemB o Ao A 55 F 40
WERR R REFEIE DY A2 12N TEEZ R LTS,

20074E\CA —ARTUT D~ A=30, zolpidemdD (i IS LD MEIR FERELEIE, fE s, XIR, H#%
[ DO E 2 KELSEY ST, ZOREE, LLUTF O 245 23 zolpidemd LA T I B INS U
=8,

ZolpldemODH&’ﬁH TRV, fERREFED FIREME OB H X S FAMEAR RF 2L 7 1 TH) (MEAR IRIE TAE,

R, ZOMOAFERIRITEN L) BAECLAREMEN S D, ZolpidemiEZT /L= — L EGFHL
fotb‘ & D HFRARRAMFI L O PFHIITE BN LE THD, EMICL DR EREE T
OHEHAL, AR E4EMET D28,

O REEH]
2001~ 20084\ ZTGAIZH S SN T IEFIZ MR FT LT /G L, [20074E )12~ A0 —FF ITHY
EF RIS Rib %Y, zolpidemD &, HEIRFERELLE, s, L)% EOMICBIHA AL
NI | ERERR LY . Rx RSB ICb Do, ZhbDOH EFLOMREKIIEARLLTE
(F)

A SR 722 B[ 5 TGAIVol.6 No.07 (2008/04/03) 2
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Fz BMEEDZ\ zolpidemBIEA EF S (2009451 A ~20124E4 1)

FEESR EIKMEE TOREL (Zolpidem TOREE)
ZFE 54 (29)
AR 38 S S 2 36 (28)
= 201 (27)
L5 536 (12)
WA 96 (7)
FEATE) 190 (7)
2 40 (6)
* RO MFEZ G s, AaPERES, MREEMERERS, FRIEesat, Wit s, Bk
(O Ry 9

SeEAT O T, MR (temazepam, zolpidem72E) & KIEZRFETEU RS EH-L D EE
IrED OIS, EIRIEDM IO 27 5 Dinak AR LY,

Zolpidem® fE I LY, LLRINSH 520 A R E RN T2 5 2615,
ZolpidemD BT OB EWRITIZ, 50, FE#RE, St ERKIEICETDIEEFHMGLHINT
W5, TGAIZHE Db~ T-zolpidemfi R E DIET 1T, B LT va— LD (255,
FITHO DL LUFPURE MR RO OV THY, BHITREICHEH R CR 2%
T2z R L TND,

® ERGEFE TR

~ AAPRETY_LIF TSR, falid 9 ATRENED B H S £ E/ MG R AT,
=, BEOGIRAMEIREL TGS TS, A58 1E, RIREOE B2 zolpidemD fifi & F it
B, BRI ARSI AR OV, 5L 00lpidem I (D S EE FAA
EERICOWTEEIC S T R&ThS,

X R

1) ADRAC. Seeing things with zolpidem. Aust Adv Drug React Bull 2002;21:1.
http://www.tga.gov.au/hp/aadrb-0202.htm#zolpi

2) ADRAC. Zolpidem and bizarre sleep related effects. Aust Adv Drug React Bull 2007;26:1.
http://www.tga.gov.au/hp/aadrb-0702.htm#a2

3) Ben-Hamou M, Marshall NS, Grunstein RR, Saini B, Fois RA. Spontaneous adverse event
reports associated with zolpidem in Australia 2001-2008. J Sleep Res 2011;20:559-68
http://www.ncbi.nlm.nih.gov/pubmed/21481053

4) Kripke DF, Langer RD, Kline LE. Hypnotics' association with mortality or cancer: a matched
cohort study. BMJ Open 2012;2:e00085.
http://www.ncbi.nlm.nih.gov/pubmed/22371848
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OHETIEERZEMER
[ 74 Health Canada]Vol.7 N0.23(2009/11/12) , [WHO]Vol.6 No.03(2008/02/07) ,
[k FDA]Vol.5 No.07 (2007/04/05) 72 &

HANEHR

©Zolpidem [ /LB Al A R, Zolpidem Tartrate (JP) , 5 f) R ASHRSE JE 8 36 [E PN < 78 52
RS D)

LIk

T G
LRGSR 561, K BF
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