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[ k FDA ]

eCodeine: kI /7T /AR GIBRIFZ DO/NRTO, ShTIIbINEMEEPTHEES
RO EEME

Codeine use in certain children after tonsillectomy and/or adenoidectomy may lead to rare, but

life-threatening adverse events or death

Drug Safety Communication

1B H :2012/08/15

http://www.fda.gov/Drugs/DrugSafety/ucm313631.htm
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FDAIY, FZEMEREIR FF MWL IE B OO 7230 R pk i H AT 38 L OV RT3 7 7 /A R BIBRAf 4 5%
\F, codeineZ #HR AL L T H L= 2 ICEHE R A HEIEMHZR B, F2I3BE T LI/NNRIZRET 59
EELE 2—HTHD, JLEEZSCHT, /NETOE3FE, IEBSEMETHLNEmEE )T I
WML BN RE RSN (157 =2 O ER | B IR) , 260/ (2~55%) IZ1%, AN Teodeine
BB R EIIEME LT EOT/VERITER T BREN DD T-2E0, BEMTE T REL
TREN TV, ZHHD/NRICH 5.E T =codeined H &134 T, il OIGIEHAENT
HoT,

...... COURINEIT P DU YT+ eveeeeee e e et et et e ettt e et ettt ettt ettt ettt e

o HRJE~LLHE (mild to moderately severe) OIS OIRIRIZFAVVDAE A A KR H0 38

o EHMOEIEGLEDOHHT, MHKOFEFIEH D,

o Hi—pk 7y HHI, acetaminophen<Caspirin& D &4, IBLO—EDKL IEDLEIED L /7L T
TARS LTV,

S 7-codeineld, Fhm..P450 2D6 (CYP2D6) LFFEALDREFR I L - TR CE/LERIC
BHSID, — D NXZOBEFIEEN E</RHDNAZ B AL D, filod AL VcodeinezE/LEXRIZ
WG D HGHES, BHEIA L E, 2O X5 7%ultra-rapid metabolizer i, codeine D& H %,
FERO ML PR EE @ LD EL<RDAREMER K E WV, B ERBEIREICR o756, Boek
LIRS DR REE A LD ZE 0 5, R LTI L OVETITT 7 /A R UIBRIF 0 14 |2 codeine
Zf L7234, ultra-rapid metabolizer Cé 5/ TlE, FEW REECE T OVAI M EFH 3571
P35, Ultra-rapid metabolizer®E| & 13— IZ100 A7 1~T N EHEE SV D08, NFEER %
ICEoTUITI00 Ad72028 NICDIZHZEN DD (KD .

FDAIZ, codeineZfifi FH L7-/N Vi TR i B AR ELO5E 1 0BG 2\ s, O FEFEDIE
I (D2 A 7 DIFLFHTROALE D% DIEJR72E) DIGF IS ZD IR H ERHEE R >TH
RO DT20, BifEcodeine D EMEL B 2 —%4T->TD,
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EREEH L, /N ICcodeineZ i I L7- 34, 452 B ZE M I AR By 28 0% E e 5 D 723D SR Bk
IR B I ONEIZT 7 AR 25 137/ iZcodeine 2 FH L 7= & DY A 2385k~
ETh o, Codeined A EHM AT T 258, WIHEL QHITATHIEWIRESTZRFHI T LD
5C137Q), BARA R ETRAENIFEL T X&ETHD,

BEOBLNHE L, /NI BRI, SETL, WFULIREE, 5V NI (noisy breathing) 73
HHNIEA, RSB EEROMETH LD, HHICEMOZEE2Z TS50,

FDAIZLE =—D5E T 1%, SHOIZFFHIZRF AR LT DT E THD,

@ BEOBLNHEBEMITBINER
o Codeineldi@ s, THHEL TSNS, HEMRZRWIED, codeineZ @ #IFIZ/NRITAEHL T
17270, — HIZ6EIZB 2 TH AL b,

& ERVEEE T EIE )

o PHIEPERTERR Rf SRRV EGERED 720D Wk IR 3 KOV E7213 7 7 /A R BIBRAT A5 1, $8
KL Ceodeinez i L 7-/NLC, SEEREMEE DT AERFZN AL TND, 20X A
7 O/ X, codeineZz £ D F 7 m AP450 2D6 (CYP2D6) o J& 8 12 B L Tultra-rapid
metabolizer CH 7=V VHTE T U ANRHD,

 Codeine? A EHKMANST T 256, WEROL, RIEA &L EEHEEN 2L (1R
fAlE SR FESTRF#Z LD G- TIEe<) o

o BEOPLNMER XL, AR EOBUED R FEHZ, /NERENLOEIEE
AU A, EBIZEROR %"%:y\ T5IOBETHTL,

o BHDCYP2D6IE(E T RIDHEIIX, FDADRRF &3 F T RAE DI T& 5,

* Ultra-rapid metabohzer@?%m)\%t %, NFEIRBRICED 725 (R,

o PHIEVERERR Rf MEREILSEMERE O 70 R N B L OV ET13 7 7 /AR UIBR I A 21 2/
I, BIOSEEEOME ARG 228,

* CodeinelZ b5 A EHS%, FDAOMedWatchZH 54524,

&7 —FDEK

SetH, PHZEME IR R 6 MR g A O 720 WAk R 3 KOV EIT T 7 /AR BRI &2 52
PIFHE L L CeodeineZ A HHL72/NIRC, SELC36IE, FEBBENEToHh 203 8 O RFI NG 151 23
STz, INEOFERRE2~55% Tholz, SELELIZ3FID/NRIE, Fh7aLPAS0D T A A 152D6

D FE (codeineZ2 &) (2B Lultra-rapid metabolizer Ch o7&V =BT U ANRHY, Az T
JEfIL72~7-/NRIZ, extensive metabolizer Coh-7-, ZHHD/NRIZT T, @i OB A EN
DcodeineZ % 5-S TNz, ZNHDIEFIT, E/LEREEMEDOMEIL, codeinefd A 1~2H
DANICH B LTz, SET Lo/ b ESHI O FE# R A T, e i EE AN @ O IR Y 1
DR E DT Z LV L=,

A MedWiatch Online?®# -+ https://www.accessdata.fda.gov/scripts/medwatch/medwatch-online.htm
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# 1: % NFE/R#E T ultra-rapid metabolizer (CYP2D6) D& &

UM DB = T-E/ZHRE EE %
AN RARERH (- R B D R ER) (UM AZ0)
T2V NTZFAETAY | UM (EHERE S 3 ) 29% (35/122)
TABRTANASS | UM @ODEHHBETSEE) | S ool
Fo7 A 10D UM G 73 ) 1-2% (50400
56 I 3.6% (33/919)
HA UM (3 DDIEMANELF 3 ER) 6.5% (18/275)
XUy A0 UM (EMERGE R A*2 2N EE) 6.0% (17/283)
NoFY— AW UM (EMERSE R -2 B ) 1.9%
bk A 1012 UM EMRES - EE) 1~2%

UM = ultra-rapid metabolizer CYP2D6 = F 7 u.l P450 2D6
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* FDAMcodeine L&t 1
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetylnformationforPatientsandProviders/
ucm118108.htm

2EFR

*LRRET T /AR 7T ARG, BT (RO BIZHD) DL, DEDO AV AT, AEHR
Bk, THEERAE, TRPkEN 72U SJf BV, gD —EEH-TND, 12 RHCIREA
FEPRIEFLYE NN R L, IR OFEEEA K EWNE FAGE 7S BAZE L C AR R L S
BERAEZ T LN DD,

O HETIEERZEMER
[NZ MEDSAFE]Vol.9 No0.22(2011/01/20), [/} %4 Health Canada]Vol.6 No.23(2008/11/13),
[ (FDA]Vol.6 No0.13(2008/06/26), [*FDA]Vol.5 No.19(2007/09/20)

FAIEHR
©Codeine (=17 AV FEHE K Fn¥, Codeine Phosphate Hydrate (JP15), WREMESEIZ AR, SRR HK)
EIN FEEF Moh R oe


http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/ucm118108.htm
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[ 3£ MHRA ]

eDabigatran[ ‘Pradaxa’ ] : B2 HILDVA/— B DO R LEMEEE =4V F ~DEE ]
e

Dabigatran (Pradaxa¥): risk of serious haemorrhage - contraindications clarified and
reminder to monitor renal function

Drug Safety Update Vol. 5, No. 12, 2012

1WA H :2012/07/27

http://www.mhra.gov.uk/Safetyinformation/DrugSafetyUpdate/ CON175429

http://www.mhra.gov.uk/home/groups/dsu/documents/publication/con175452.pdf

Dabigatran|ZIZH LDV A7 385728, BRI K MY AZ ZLED R T O [RIFEOMHE FILEE =
ThbH(FiLs M), £/, dabigatraniZBL7E, dronedarone & d i 1, it o> ¥ [E 3K & o Hf
(dabigatran&fh DIEFEILE DIV EE Z RFHEERS) , EARN I 7 — 7 )V ET I TERN 7 — 7 /v DB
TFHAERR O T2 D DR E A~V EO B EE T E A>TV,

SIHIZ, B AR Todabigatranf 23 KIEIZHIANL TV 4728, dabigatrand i FH 2 B4R
DANZ, TXTOBE TEWELZTM T RETHY, 7550 EOBE S, BHEEIK T3 8bns
BT, RERELRNIEEREN 21T & ThD,

OO0

Dabigatran[ ‘Pradaxa’ 1%, #Effhe B BLONT7 47V USSR e L O R ESEKTHY,
| N=g V2 NYT %%TLE’J ZRHET 5, RERERI7R N TR B B E A0 T B i 46
fit 2 F o N T OB R IMAR ZERRIE D — IR T2 i & LT (220 mg/ B ), £/t OF
AIENTINZ 1 DL EOLMAEY AV R FZ2H DR B COMGAR Hh &4 By M SEARE D T By A 16
I LT (300 mg/ H), BRFEAFRES T,

Hiif i3 dabigatrand> i LW K BB A E RIS TH S, KRR GEINFIRELY B e
E)ReHRE AN SO R A2 G, dabigatraniZ £ H iU A7 (O THHER AL O
TG ELEa—UIckER, i) A7 O/ IMERIZBIL CREMZRIE TR e B 5 2R 4351
Eolz,

OBRBIUEL T ARFTDEIS
* DabigatraniZ, LA FO LR E KR MY AV AL ERARIE TCOME HITEE = TH D,
o VHbAETEE; (BUE EIo I3 A)

A Randomized Evaluation of Long-Term Anticoagulation Therapy (RE-LY) Randomized Trial
http://www.ncbi.nlm.nih.gov/pubmed/22700854
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o JMEITFFBMOEE (RilT)

o ik, FHE, E-ITARDOFAH (KIT)

o FHZEWN I (Feilr)

o RIHFIRE

o EEHIREIE

o IMAEE

o FFHENI KON O FE A i o> FL

o KDV AY D&5HEDMDIRTED B (dabigatranlZ LA TEREIEEE 2= TIE7Z2u ) IT DWW T
%, dabigatranfsi I BAAG DN T 4 FEVRV ZAHEITE JET & THD,

* Dabigatran&, dronedarone®, L<IEfhDHtikeEH LD HI R (dabigatran& At DRI LD EIY
BEZREIIERS) , $URN A T — 7 )V ETIBNRIN I 7 — 7 )V D BAFEHERERF O 728D DA S5 H A~
N EDPERIFEE R THD,

o PLi/EEEDO P, dabigatraniZ LD K H MOV A 2 ZF S 579, dabigatrand
fift B ARRTIAE B e K7 4y MY RZFHI A TH RETH D,

ODabigatran& il DTRRIKL DEIVRE X I 580
* DabigatraniZ Y105k 2 5554, dabigatrand #)[a1#¢ 5-1%, ZiVETOIREIEDKR[EIFE G- T E
RF DO~ 20F I RINZATONY, T ENETOIRRIEDOMSAIE 2 Ik L 72 LT TH &
Thb,
* Dabigatran? 5% H HUEEE HRIC IV R D56, BT IHOIGHRO R R E 12~ 2485 (RO
WIANZRD) BT HZ e aHERET 5,
o DEAMENE A 3D HRE HdabigatranHwarfarintZ WV 2 5354, warfarind BRA&ER I 7L
TF =77 T A(CICL) Ik T T RETH D,
CrCL %3 50 mL/%y LL_ B354, dabigatran %1 1E3°% 3 HAijIZ warfarin ZBR 1545,
CrCL 7% 30~50 mL/%y KiiiD3#4, dabigatran 21 1972 2 H FijlZ warfarin ZBR154 5,
* Warfarin/>HdabigatraniZ B10 7 2 3554, warfarinZ i1 1k L CHEZE DINRP 2.0k £ T F A3
AU, EbHlZdabigatranz BAR T 5L TES,

OBHERET=FV T OEEE~OE R
* Dabigatranflti i B# DOBHEREE =4V 7 O BEEMIZHOWTL, AL E21T-o7-, B
A4 B Clddabigatranod 42 By g & 575 KR IZH 3% (Drug  Safety Update 20114712 H
SEBRC),

B International Normalized Ratio : [EIESH2 #E e (FR 1)
C http://www.mhra.gov.uk/Safetyinformation/DrugSafetyUpdate/CON137771
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* Dabigatran® i FH A BHAAT D HIC, TR TOBEFICHOWTEHREL AN T & THY, 755%
LU Lo g s B OB B RR IR T A B b D T, ELICRIRFELEFHEZI T XETH D,
DabigatranlZEE DB FEE (VLT F =2 - 27U T T A330 mU/ 5y AKi) D BEITITEE R TH D,

OEBUEEHTNTOF /28 E LiFH

* Dabigatran|ZiXHF B A7 FE IR A 72\ oD, HLEREEH 23R L7220, 1RO B LE
RHZEMBD,

o APHELLTOHIMESRN AU A (Ziddabigatrand iz P IEL, HIMJFAE <7220
Ereblevn, + 7 RREHERFL, BRIREE A LB LB L7354, SR Ik i <clai i 2175
RETHD,

o EHERHMOGEITITSORINERRFINLIZEN DD, Fl2IE, IEHEL T rhrr By
A URIRHE R, BARF-RELH 2 5V NalRl 15451, BRI, ZEIX, XK iRME AL H2
WIS Ui MR IR BLAI 7 8% WD, iz Bli< 7280 D 3R O e 5% 1 3 R
BERRIEMIZRD5E D300, KIREL TRIEMED SN ZED3D D, ZIHDR REMRIRT 5
BAITER LT U RB20,

A E

MEES B IO A EOEEORICE, thiTS-dabigatrand L5 #HIE, T RCURLO 8L G SE
w2,
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000829/human
med_000981.jsp&mid=WC0bh01ac058001d124

BEBR

KEMAD D, 2012427 A 19 H AT CAGE LRk DBRIA Tz, FRRURLEZ S,
http://www.ema.europa.eu/docs/en_GB/document_library/Summary of opinion/human/000829/
WC500130142.pdf

& BHETOERMZ EMFR
[ 774 Health Canada]Vol.10 No.09 (2012/04/26) , [kFDA]Vol.10 No.02(2012/01/19),
[NZ MEDSAFE]Vol.9 No.21(2011/10/13)

FANME W
© Dabigatran (¥ & H hT7 > =7 X ¥ T — N AX ALK ik HE, Dabigatran Etexilate
Methanesulfonate (JAN) , HLifil e S, B o © U BLESR) [EN:3EE5 Wk 38587


http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000829/human_med_000981.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000829/human_med_000981.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/docs/en_GB/document_library/Summary_of_opinion/human/000829/WC500130142.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Summary_of_opinion/human/000829/WC500130142.pdf
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[ ZEMHRA ]

ePanitumumab[ ‘Vectibix’ ] : BFEMEB IO EMEE T RYAMAS HHE (BREEHRRREE
BED R &)

Direct Healthcare Professional Communication on the association of panitumumab (Vectibix¥)

with life-threatening and fatal infectious complications of severe skin reactions including

necrotising fasciitis.

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

1HA A :2012/07/31

http://www.mhra.gov.uk/Safetyinformation/Safetywarningsalertsandrecalls/Safetywarningsandmessagesf

ormedicines/Monthlylistsofinformationforhealthcareprofessionalsonthesafetyofmedicines/CON175477

http://www.mhra.gov.uk/home/groups/comms-ic/documents/websiteresources/con175480.pdf

(Web$gi#k H :2012/07/13)
€ Amgentt oD ERFEEFH T ER
OE B

* Panitumumab[ ‘Vectibix’ JICEDIEEEZ T CWDLEE T, BEDOKERIG (1 —R3) M3
mWHE TGS TV0D,

o [ “Vectibix’ ] TIAHEL T2 BE T, SEFEMEMIESS * H3501] (O B3FNLEBENM) A Sh T
W5,

o [“Vectibix’ JICRDVEHE PIUZ EEE D B USRI B R0, KOG R L2 B
(Tt LT, R D RAE E7 IR YE (B8, RUILSE, BESEMERR IR R E) ITERL T
T=H—L, WYIRIRRAETEICBMA T RETHA,

o HEEFITAEMEEN T RIEMEFIIIEEMEO G OHEDR B EEIEL L TRBLLIZSG &1
1%, [“Vectibix’ Ol FHEEZ 20 F 1T 52,

RHEHIE, HNEMAD B 213 THRET 500 Th5,

OREMA~DREI T 5 BMIE S
[ “Vectibix’ 1%, BrAERIDOKRASIEAR T4 A 3 DR MRS NG B O FR3E ~D TR DI
L SET D,
« FOLFOXALDftHIC LD — ik
o I b UIV USRI — 2D — AL L (irinotecan 2 BR<) 32 T T BE ITH 75
FOLFIRIPEDHFFIC LD K HAI

A folinic acid, fluorouracil, oxaliplatin
B folinic acid, fluorouracil, irinotecan


http://www.mhra.gov.uk/Safetyinformation/Safetywarningsalertsandrecalls/Safetywarningsandmessagesformedicines/Monthlylistsofinformationforhealthcareprofessionalsonthesafetyofmedicines/CON175477
http://www.mhra.gov.uk/Safetyinformation/Safetywarningsalertsandrecalls/Safetywarningsandmessagesformedicines/Monthlylistsofinformationforhealthcareprofessionalsonthesafetyofmedicines/CON175477
http://www.mhra.gov.uk/home/groups/comms-ic/documents/websiteresources/con175480.pdf

Bl

3L 22 MRS ) Vol. 10 No.18 (2012/08/30)

o 7o{bEVUIV LRI, oxaliplatin, 3L ONirinotecan% & o L B RIE N L LR D
AR

HEOKERIS (7 V—R3)1E, [Vectibix’ JZ T, HOWHLFHRIELOFHCHEMALE
A R CEIDZEN BTN D,

P& BOSIZIE, FCTIEd503 B HESE (L TEHICRE#E) b Eh s, Piaid, [Vectibix’ ]
~DOBEFED L GIEDRIT, G h RGNS OHE (BB, R, BEFEMERIER L)
MHEBLLIZG 6T,

BRI IR R S 2L B o — U7 RE R, [ Vectibix” JTR ¥ BEE L 7= 50 A 56 561 &
REE LTz, EFEVERIERSBI DD BIFNIBIENET, 26T EMmE BN T LD Tholz,

BEREPEMIER DFEFNT T T, EATUIZEEBMERE B TR, B8t LOVEI3AIGE
AR BREEDZ A AERRIEDS B 5 LTz, [BES A0 B4 AlToxaliplatin S — 2D b5
EEOPFH T Vectibix” JIZEDIEHEE 51T Tz (B2 NZZ O OF FEIEICIN % bevacizumabt,
F G- TV2) . LAIZirinotecan < —ADALFFRIE L O GF T L Vectibix” 128 5- S Tz,

[ “Vectibix” OB EHRIL, BEAEMERR R OV AT IEH A BN TSRET ST,

SEFH
k1 BEIEVEFR IS - FE BN 2 & D2 B e R % 4 K2 R HES RELASk oD BRI YRIE . B D BESE 3 203
WZHERUBEBIZEDCT U,

& HE T HERMZ EMHFR
[2MHRA]Vol.10 No.01(2012/01/06) , Vol.8 No.12 (2010/06/10)

FKAFR

©Panitumumab (X=> L~7 (& T-FH#2 %), Panitumumab (Genetical Recombination) (JAN),
PLEREGFRE /77— ViR, FUEMEIESER) [EN 35 A B

10
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[ ZTGA ]

eParacetamol : {B R EI72 F &t

Accidental paracetamol poisoning

Medicines Safety Update Vol.3 No.4; 2012

1HA1 H :2012/08/01
http://www.tga.gov.au/hp/msu-2012-04.htm#paracetamol

Paracetamol % & KA &R L7256 ORFEMEI L E< B Tnd, LasL, paracetamol @
FFERIELT, A7l B 5o s & COfi 7Ry, ok chiEE 20§25,

(SRR

OIBHR B TD paracetamol (25T 5

FVENT R AR 662 Nt SE LI-iF42 Y TlZ, 275 Ah3paracetamol|Z 15 B D T # e 1]
Tholz, ZD 275 FlD5H 131 ] (48%) (T E K L7aV il & AR I O#E R THY, 19 1 (7%) TI3HE
-1 BRARHBETHS 4 g2 TORnoT- A,

45 RO LMEDS, paracetamol A VEHE A & T 5- 3714, paracetamol (2L HESEN 72T A~ 2%
FAE LT, 20 BF L AMENGPAZE CABL R Th-o7223, paracetamol 1g % 1 H 4181, 8 H [H#5-
SHTHEY, 2oL T,

Paracetamol (ZXDIF MDY AZIRFIE, Mg, HFEAZEEDY La— LB, Fhrah
P450(CYP)2E1 ZiE 7 53 (=& /— /72 8) LD fF 7L T 5, Paracetamol i, JIFhi
THAMEEN, RFPICHEESIS, Z<—#B0 paracetamol 1%, CYP 2E1 L0 3A4 I K0T
%4 2165 ¥ N-acetyl-p-benzoquinone imine (NAPQD (ZZE#AS 5, & D1k NAPQI X /L2 T
FAAA S CTRFICHRIES NS, REINIERIX, T ZTF 4728 ORA LB Y E 258
&8, NAPQI D& 7259 2,

OBBEHBERE

H OHEE AR SIEGERE O T 20 T 2EMERBARO 3 BN, HECIEM- T AL, B
DRI 0 AN A3 7e<, paracetamol FERLAI[ ‘Perfalgan’ 1150 mg (15 mL) & 4L )5 Siuiz
23, mg & mL DIRFEA B -7=728, FEREEZIE 150 mL (1500 mg) 2 HE iy 5-Si7- ¥ B I I8
PERTEEE 2 BLL 7223, N-acetylcysteine (ZXDIRIENZZN LT, 2D IO A2 B <72
HAEVLRCH VT IR, AT 58 () 2 mL THRE 52 Y,

Paracetamol D% I #UHI FHERAIO S, HFEIED KR L7425, Paracetamol #¢ 5-R¢1Z, i

A8 A 22 AT, BXXDZDRF I IR NH-T-E DL HN TGA O web (TS -2, FTIER DAL
WZZEUEZ T2 (REFWRE) , 5TIEZ 25 FIE, T A esME,
http://www.tga.gov.au/newsroom/media-2012-msu-erratum-120822.htm
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@ paracetamol & A 3L A A FHL TRV T A2 EMNZEELLY,

OEREFEHEEE M THER
Paracetamol ODitd i 5 OEFERIZ BT 24— ANV T DA ARTAANNL, IGFITHODEHT O
JETT A, HEET BT, N-acetylcysteine D 5-7E70 8 MitdiEn s 2,

X R

1) Larson AM, Polson J, Fontana RF, Davern TJ, Lalani E, Hynan LS, et al.
Acetaminophen-induced acute liver failure: results of a United States multicenter, prospective
study. Hepatology 2005;42:1364-72.

2) Daly FF, Fountain JS, Murray L, Graudins A, Buckley NA; Panel of Australian and New
Zealand clinical toxicologists. Guidelines for the management of paracetamol poisoning in
Australia and New Zealand. Med J Aust 2008;188:296-301.
http://www.nchi.nlm.nih.gov/pubmed/18312195

3) Berling I, Anscombe M, Isbister GK. Intravenous paracetamol toxicity in a malnourished child.
Clin Toxicol (Phila) 2012;50:74-6.
http://www.ncbi.nlm.nih.gov/pubmed/22115056

4) Dear Healthcare Professional Letter. Bristol-Myers Squibb Australia Pty Ltd. 2012 May.

O HETIEERZEMER
[ MHRA]Vol.10 N0.10(2012/05/10) 1%7>, [NZ MEDSAFE]Vol.9. No.14 (2011/07/07),
[k FDA]Vol.9 No.04 (2011/02/17)

AITER

©Paracetamol [7 &R 73 /7 x>, Acetaminophen (JP15), FEE"U L R MEENGIR 48] [EN : J6 72 %
WSS TE
XENTIZESANTRTES TR,
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DAEN (A EERBE T —F N —R) [T D EHEME

Database of Adverse Event Notifications

Media release, Safety information & education

1HA H :2012/08/01
http://www.health.gov.au/internet/ministers/publishing.nsf/Content/mr-yr12-ck-ck038.htm

http://www.tga.gov.au/safety/daen.htm

@ Media release (38

2012 4= 8 A 1 HXY, TGA OF —H#X—ZT&Hh?5 DAEN (Database of Adverse Event
Notification: f & FR WL T —HX—R) ~DT 7 EANAREL /-T2, TGA I EFRMEL
1971 4EH 55215 THY, DAEN (2139 251,000 A HE RS WA DI S TN,

& Safety information & education ($&#Y)

TGA I, 2011 T EFR SO IS BE 24 FH F LM E 4 14,000 L 2207, Znbn#H#
i, CMRER, B, TOMOEEEFE, ERMLER LY, SESERWE b
bz,

DAEN HFOHEIL, MENATHETHD, AHFFRERBELIMEHNERETHILITTERN,
TIAN— L TGA I > TR EEFIHTHD,

TGA 1%, TGA DIEEYDOFEIAME AR 2IVAHAD—EREL T, —iX[E I DAEN ZABAL
TWD, ZOFERENFRTHIED, EHGLOFEEME A EFLREDREITHE L O ELH
REnD,

ODAEND#RER A

http://www.tga.gov.au/safety/daen.htm

52 URL o ‘Search the Database of Adverse Event Notifications’ 7>5, [ EH S5, #
HICEERSN QOB EE LD ERISDRE THHZ L2/ L TWDDIT TIERW R E DELE
& 77K T 5L, DAEN FRR B H 23R RESID,

FREEUTEWEIRS DA FR (— 4, Pind) BLOERE O B A EHEZ AT 58, RN TEIK
s DER ], THEVARN O 2 SO TRRIND, BMBEHRHFELE 1, 2 1T5R7,

A DAENDIRFEHFIEIC OV TIE, L2 E RN TCGAOBH L H A B ML T 7= GRIE) , B# L HOURL:
http://www.tga.gov.au/safety/daen-instructions.htm http://www.tga.gov.au/safety/daen-about-results.htm
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Results
Number of reports (cases). 40
(Multiple adverse events have been reported for some patients)
Number of cases with a single suspected medicine: 25
(The TGA thinks there is a possibility that the medicine caused the adverse event)
Number of cases where death was a reported outcome: 1
(These reports of death may or may not have been a result of taking a medicine)
MedDRA system organ class! MedDRA reaction termi Number of Number of Number of
cases" cases with cases
a single where
suspected death was
medicine” areported
outcomeV
Nervous system disorders Dizziness 1 0
Gastrointestinal disorders Nausea 1 0
Skin and subcutaneous tissue Pruritus 3 1 0
disorders
Renal and urinary disorders Renal failure acute 3 1 0
Renal and urinary disorders Renal impairment 3 2 0
Gastrointestinal disorders Diarrhoea 2 1 0
Renal and unnary disorders Renal failure 2 2 0
Injury, poisoning and procedural Maternal exposure during 2 2 0
complications pregnancy
General disorders and Pyrexia 2 2 0
administration site conditions
Vascular disorders Orthostatic hypotension 0 0
Nervous system disorders Syncope 0 0
Neoplasms benign, malignant and | Bile duct cancer 1 0
unspecified (incl cysts and polyps)
Skin and subcutaneous tissue Angioedema 2 2 0
disorders
Nervous system disorders Headache 2 2 0
Hepatobiliary disorders Hepatic function abnormal 2 1 0
Metabolism and nutrition disorders | Lactic acidosis 2 0 0
Musculoskeletal and connective Muscular weakness 2 2 0
tissue disorders
Musculoskeletal and connective Myalgia 1 0 0
tissue disorders
Cardiac disorders Myocardial infarction 1 0 0
Pregnancy, puerperium and Abortion spontaneous 1 1 0
pennatal conditions
Immune system disorders Anaphylactoid reaction 1 0 0
Nervous system disorders Lethargy 1 1 0
Skin and subcutaneous tissue Leukocytoclastic vasculitis 1 1 0
disorders

ZOERNTL, HHEEBIZOVWTHRESNIEAETFREI N —TTLTIRL TS, TOEHERIZ
ONTRLMENE P ST FFREECNITHR T HIENTED, MR TR RSN ERMIT,
WMEPOREFFZLOBEMEN DN TIIND, ZOEIRM A E RS Lo BEE T I3,
1 NDOBEIC 2 DU EOFEELPRITLIENHL120, BHNOGFHEUTIEFIRELIOHZ V]
REPED RV,

THH 1T, MedDRA B 5K HH, MedDRA A % SUS #E, JERIEL, H—O#Ee s mirsnTn
DIEGIOHL, JELCHR DS S S TODIER DR B2 D,

14



=

2 2: &Y A (List of reports)

3L 22 MRS ) Vol. 10 No.18 (2012/08/30)

AUD0277407 | 07/01/2011 * Not specified (Candesartan Cilexetil) - | * Cardiac failure
Suspected congestive
* Not specified (Frusemide) - Suspected | * Renal failure
* Not specified (Perindopril) - Suspected acute
* Not specified (Amlodipine) - Not
suspected
* Not specified (Simvastatin) - Not
suspected
* Not specified (Warfarin Sodium) - Not
suspected
AUD0277602 | 13/01/2011 * Atacand (Candesartan Cilexetil) - * Hepatic function
Suspected abnormal
AUD0277869 | 20/01/2011 * Afacand (Candesartan Cilexetil) - * Back injury
Suspected * Drug dose
omission
* Fall
* Nightmare
* Somnambulism
AUD0278841 | 17/02/2011 * Not specified (Candesartan Cilexetil) - | * Rash
Suspected
* Not specified (Aspirin) - Not suspected
AUD0278865 | 18/02/2011 * Afacand (Candesartan Cilexetil) - * Arthralgia
Suspected * Gait disturbance
* ‘oltaren (Diclofenac Sodium) - Not * Muscle spasms
suspected * Muscular
weakness
AUD0279115 | 23/02/2011 * Afacand (Candesartan Cilexetil) - * Influenza like
Suspected illness
* Felodil XR10 (Felodipine) - Suspected | * Myalgia
* Plendil (Felodipine) - Suspected * Pruritus

ZOVANE, 1 JEFIZ DT =2 & W25 TRLTCWD, LT T, BIER (EL LS TND) D
BRI, WA B IS RESC0D, TEIEFOEK) ) KOG G H®AE ENTODH, ZOYAR
T, ®EDHFEFLHNT L —TEZI TR,

HHEE, EFES, WEINEH, B S, MR, 43K (BEEE, HAMERREDILDIEIR,
BERRLEOBEENNEE 2 DNLEHS), MedDRA A E KIS HFEND25,

OBETHIEENLLZEMFER
[ ZTGA ]Vol.9 No.24(2011/11/24)
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