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eBMP /2L DARMZ ZL RIBEINTE AT FREEH T HEA 18 RARM O BE ~DME
RT3 o & etE@Em

Use of Bone Graft Substitutes Containing Recombinant Proteins or Synthetic Peptides in

Patients under Age 18 — FDA Safety Communication

W H :2015/01/21

http://www.fda.gov/medicaldevices/safety/alertsandnotices/ucm430868.htm

OBLFIZDONWT

BHOFEDOIMMZ Z 2 " ITERBE OB AT FRAL, (RIS PR 58 KRN T2 Hg L
TEY, FrI7 AT AR—/LRICRINSH TERMIEA L THEASNDZER DD, ZNbaEa
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*FDA/CDER (Z X5 & MIZ BT 2R RHET OBEE (2014 £4F 12 A)

2014 Summary view: safety labeling changes approved by FDA Center for Drug Evaluation
and Research CDER —December

FDA MedWatch

18 F1 A :2015/01/15

http://www.fda.gov/Safety/MedWatch/Safetylnformation/ucm429250.htm

CORETIE, FEE ROV ES, 2R, B, (] EoEE, BIEH, B&F HERO%
A OFRFURTER T, RICIFEIENA SET @ AT OY AMARL T4,
%5 : BW (Boxed Warning) : #:fH A2 C (Contraindications) : 8=, W (Warnings) : 245,
P (Precautions) : i F 7 E:, AR (Adverse Reactions) : FlI{EH,
PPI/MG (Patient Package Insert / Medication Guide), P1 (Patient Information) : f8.55 F 1 &,
PCI (Patient Counseling Information) : 2% 17> &Y 7 & #H

AEmRD (—R4) BRTEN 2B
BW

PPI1/

W P AR MG

Aciphex (rabeprazole sodium) Delayed-Release
Tablets

Dexilant (dexlansoprazole) delayed-release
capsules

Lastacaft (alcaftadine ophthalmic solution)

PCI

Nexium (esomeprazole magnesium)
delayed-release capsules, for oral use
Nexium 1.V. (esomeprazole sodium) for injection

OO0 |0 |0

O|lO0O]O0O|]O|O]0O] 0O
O|lO0O]O0O|O|O]O
O

Onfi (clobazam) tablets, for oral use

Onfi (clobazam) oral suspension

Prevacid (lansoprazole) delayed release capsules
Prevacid SoluTab (lansoprazole)
Delayed-Release Orally Disintegrating Tablets
Protonix (pantoprazole sodium) delayed-release
tablets

Protonix IV (pantoprazole sodium) O

O
O
O

O
O
O

Somutaline depot (lanreotide) Injection O

A FDA DAY AMBIL, FERDA &I/ T 5K, K ERLOFFRUTICET 2SR AT
JEATED, FFAMERT AT, WETESNIZHE R, Hl AN, g, BHOHETOFMEZITEHSN
T2 MR ROFHEAE DL TED, KPP DXL, BEOR L TRICERUGT -T2 L 2r T, GRIE)
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Tecfidera (dimethyl fumarate) delayed-release
capsules, for oral use

PCI

Vibativ (telavancin) for injection, for intravenous
use

Wellbutrin XL (bupropion hydrochloride
extended-release) tablets for oral use

O|0]|0O

BW

OO0 |0

S|/ 0|00

AR

PPI/
MG

Abilify (aripiprazole) Tablets

Abilify DISCMELT (aripiprazole) Orally
Disintegrating Tablets

Abilify (aripiprazole) Oral Solution
Abilify (aripiprazole) Injection FOR
INTRAMUSCULAR USE ONLY

Abilify MAINTENA (aripiprazole) for
extended-release injectable suspension, for
intramuscular use

O

O

Abraxane for Injectable Suspension (paclitaxel
protein-bound particles for injectable suspension)

Brisdelle (paroxetine) capsules, for oral use

PCl,
MG

Cyramza (ramucirumab) injection, for
intravenous use

Dextrose in Plastic Container

Extavia (interferon beta-1b) for injection, for
subcutaneous use

PCl,
MG

Gazyva (obinutuzumab) Injection, for
Intravenous Infusion

Geodon (ziprasidone HCI) capsules

Olo0|lO0|O0|0]|]0]0O

OlO0O|O0O|]O0O]O|0]|O0

PCI

Idamycin (idarubicin hydrochloride for injection,
USP)
Idamycin PFS

O

Jakafi (ruxolitinib) tablets, for oral use

PCI

Kalydeco (ivacaftor) Tablets

PCI

Micardis (telmisartan) Tablets

Omeclamox-Pak
(omeprazole/clarithromycin/amoxicillin)

Orencia (abatacept)

Potassium chloride in 5 Percent Dextrose
Injection, USP in Plastic Container

Oj]O0|]O0O]O0O|]0O|O0O

O|lO0O]O0O|O]0O|O0O

Prilosec (omeprazole) delayed-release capsules
Prilosec (omeprazole magnesium) for
delayed-release oral suspension

O

O

Qnasl (beclomethasone dipropionate) Nasal
Aerosol

O

Sarafem (fluoxetine hydrochloride tablets) for
oral use

PCl,
MG
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Simponi (golimumab) injection, for
Subcutaneous Use

Simponi Aria (golimumab) Injection, for
Intravenous Use

Sodium Chloride Injection, USP in VIAFLEX
Plastic Container

Somatuline Depot (lanreotide) Injection

O

O

Stribild (elvitegravir, cobicistat, emtricitabine,
tenofovir disoproxil fumarate) fixed dose
combination tablets

O

O

PCI

Subutex (buprenorphine) sublingual tablet

Suboxone (buprenorphine and naloxone)
sublingual tablets for sublingual administration

Sutent (sunitinib malate) capsules

PCI

Symbyax (fluoxetine hydrochloride; olanzapine)

Twynsta (telmisartan/amlodipine) Tablets

Vimovo (naproxen and esomeprazole
magnesium) delayed release tablets

Zegerid (omeprazole/sodium bicarbonate)
powder for oral suspension

Zubsolv (buprenorphine and naloxone sublingual
tablets) for sublingual administration

Oj]lO0OlO0O|O0]0|]O0|0]|0O

CHNCH RO NORNONNONNONNG

Zyprexa (olanzapine) Tablets
Zyprexa Orally Disintegrating Tablets
Zyprexa Zydis

Zyprexa Relprevv

O

O

BW

AR

PPI1/
MG

Camptosar (irinotecan hydrochloride)Intravenous
Injection

Capoten (Captopril Tablets, USP)

Cordarone (amiodarone HCI) Tablets

Exparel (bupivacaine liposome injectable
suspension)

O 10|0] O

Lamictal (lamotrigine) Tablets

Lamictal (lamotrigine) Chewable Dispersible Tablets
Lamictal ODT (lamotrigine) Orally
Disintegrating Tablets

Lamictal XR Extended-Release Tablets

O

Lotensin (benazepril hydrochloride) Tablets
*RAS Dual Blockade

Lotensin HCT (20033) (benazepril
hydrochloride/hydrochlorothiazide USP
Combination Tablets)

*RAS Dual Blockade

Lotrel (amlodipine besylate and benazepril
hydrochloride) Capsules
*RAS Dual Blockade

Mavik (trandolapril tablets)
*RAS Dual Blockade
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Merrem 1.V. (meropenem for Injection)

Micardis HCT (telmisartan and
hydrochlorothiazide) Tablets

Plasma-Lyte 56 and Dextrose 5 percent in Plastic
Container

Taclonex (calcipotriene and betamethasone
dipropionate) Qintment

O]O0]|0O|0O

PCI

Tarka (trandolapril/verapamil hydrochloride ER
tablets)
*RAS Dual Blockade

O

Vaseretic (enalapril
Maleate-hydrochlorothiazide)
*RAS Dual Blockade

O

Vasotec (enalapril) Tablets
*RAS Dual Blockade

Zestoretic (lisinopril and hydrochlorothiazide)

Zestril (lisinopril) tablets, for oral use

O]O|O

PPI1/

BW C W P AR MG

Acuvail (ketorolac tromethamine ophthalmic
solution)

Mozobil (plerixafor injection), Solution for
Subcutaneous Use

Primaxin I.V. (Imipenum and cilastatin for
injection)

Tivicay (dolutegravir) Tablets for Oral Use

Topamax (topiramate) Tablets
Topamax (topiramate) Sprinkle Capsules

Vizamyl (flutemetamol F 18 injection) for
intravenous use

Xarelto (rivaroxaban) Tablets

Ol0|]O0O]O0|0O0|]0O]0O
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e Mycophenolate mofetil[ ‘CellCept’ 133X Ut mycophenolic acid : {& y 7' =7V fUiE & K& Ik
BREEDVRY

Mycophenolate mofetil (CellCept) and mycophenolic acid: risk of hypogammaglobulinaemia

and risk of bronchiectasis

Drug Safety Update Vol. 8, No. 6, 2015

1HA H :2015/01/22

https://www.gov.uk/drug-safety-update/mycophenolate-mofetil-cellcept-and-mycophenolic-acid-risk

-of-hypogammaglobulinaemia-and-risk-of-bronchiectasis

Mycophenolate mofetil=°, %Ik 4r &L Tmycophenolic acid (MPA) & A 42 [ 3 5, 2
THHEEITIE, LFICHE DL,

© PRI RO AIRIE g 7 a7 VAR E T2 L,

- HR EERZRFHEIED IRy a7 o MUE B BT AT D) e BRI AL [ 51T 5, BY Y
NERBEOTY /SR~ DOMPAD IR 72 i s E 2B 528,

 FREE TR R (R 72 & DR E ORI R ST B LT 556, KUE SHLIRIEH DU M
HRAEIE A 58D 2L,

- Mycophenolate mofetil, MPAZ & T 5 E3E N, BLOEDOMOEIE S E OB N EhiD
A ERIEEYellow CardMZA b 5§ 5 L0386 5.

(CIRCIRC

Mycophenolate mofetil (5&% i : [ ‘CellCept’ 1) 1, ciclosporinds JOEIB 2 A AT rAREDHF
AT, Bk, g, IR FFESEE 52 T2 B3 CORMEBME SO TR 2 s s LTk
RSN TCND, Tz, VU~TF, bR, FPRasAE, B2 f 5 7 & O fh o> & P sE sk Ca sk
RS TWD,

Mycophenolate mofetillZ7"2RZ7 7 CThHY, IE A >mycophenolic acid (MPA) 123 < TZ i
S MPAIZ, BUL/SER, TUL 7 EROD B 258 ) 7040 Rl s el 2 B9,

&y e 7Y MiE

RPN DY I L DL B 2 —o#E 5, mycophenolate mofetil &S0 ZE 4| HE L D HE A 12 kv
RSN TRy 7 e 7 VU EN 5| E SN D ATREME DY, ZAUT A MR LB 528
WD EFERSNIZ, ZORE L, BEREBOWRE?, KRR T —4, BRI PLOMEITHE
SWEbOTHo7z, —EROERITIE, mycophenolate mofetil2>SBID G PHIZRIZOIV 2 52
LTI MiF e a7 VAN IE R IZE LT,

A http://www.mhra.gov.uk/home/groups/comms-po/documents/news/con500353.pdf
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EFEDOLE 2 —"TlZ, mycophenolate mofetil &t o> G i KL DO HF I LV A/ N T
RUE SPRIRIED 5 | & 2SN D ATREMEDN 8§ 5 L O Fa b i S 417 (mycophenolate mofetillZ L 51H
PEPHAENADMEL R L= R IR T Db d D) , [E SHLBRIED VAV X, Ky7 v 7 Y MdE,
BHDUVMEIMPAD i ~DEHZRZ2AEH LB L T D AT RENED DD, K %ﬁ%ﬁf%%fﬁu_
e 7 @@/ﬁ wmﬁm WAL, KD ERGE GRS RO E LTV
& o123 X, BE O E D REECTR A ICEVEE L T\, — 8 O JE i T
mycophenolate mofetllinE/”J‘W)ﬁﬁﬁ?fﬂﬁ%ﬂ%’\@@wgibii@ﬂ?'&ﬁﬁﬂﬁiﬁ&%ﬁéﬂfco i?‘:,
mycophenolate mofetill ZAfHFRAEIE R 5| X E 2B TS,

U S ECI2Z 1T 7= Yellow Card#45 81213, mycophenolated i FlIZ £ Ky v 7 Y MLE D
W 23134, ?\ai#ﬁ%ﬁ@i&%#ﬂ#%é LU S YLBESE IXmycophenolate mofetillic k514
FEDAELRIB L 7-BIZAETLZEN B, KU LIRIE £mycophenolate mofetil &3 B {41
LRV ENRBHD,

SCRRB L UNBEE R R
- Mycophenolate mofetil % 52 -
https://www.medicines.org.uk/emc/ingredient/234/mycophenolate%20mofetil

1) Keven K et al. Transpl Infect Dis 2003;5:181-6.

2) Robertson J et al. Pediatr Transplant 2009;13:754-9.
3) Boddana P et al. Clin Transplant 2011; 25:417-9.

4) Pijnenburg MW et al. Pediatr Transplant 2004;8:71-4.
5) Rook M et al. Transplantation 2006;81:287.

BEEFR
SARMEIZEAL, 201542 A 4 H £ TH & OHiii%EIHealth Canadad [FIER D FNZIT->TD,
http://www.hc-sc.gc.ca/dhp-mps/medeff/reviews-examens/mycophenolates-eng.php

F7z, 2014412 H 12 A £ T ‘CellCept’ ] D BUIEEFH N AR U T ERIEFE TG HIZ, RO
URLAZZH,
http://www.hpra.ie/docs/default-source/default-document-library/cellcept-dhpc_novartis-roche-fin
al-signed-dhpc-12-12-14.pdf?sfvrsn=0

® Yellow Card 55 OMF B, 3822 2MERE % MHRA]VOL.12 No.17 (2014/08/14) 218, (FRiE)
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©Mycophenolate Mofetil (327 = /— /VERET = F )b, FULASHEK, o i) [E N 38585
WAL 3852 $INN #E521% Mycophenolic Acid,

©Mycophenolic Acid (227 =/ — /Ui, 7"V ABHIEK, so)& il 38 gt R 5e %

s%¥Mycophenolate mofetil |%, AN CIEMERITHSH mycophenolic acid (ZZE X5,
K [ETi% mycophenolate mofetil, mycophenolic acid @ik sy DL IRTESILTUND, EHN
TOHRFEIE mycophenolate mofetil D7 TH5,
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eDiclofenac $E4: 5 %1305 EIKDH AF 1

Diclofenac tablets now only available as a prescription medicine
Press release

18 A :2015/01/14
http://www.mhra.gov.uk/NewsCentre/Pressreleases/ CON500341

MHRAIZ, #8355 - FLIERR E L TRV S T AdiclofenacEE AL 32 72 08 D il # D) 2
(ZBEET D72, A%, HSEONGZERL THFTHEA T I8 TERNE201541H 14 H
C%‘éi%u‘:o TNIREDHNMFET, Bl EREHE)R THATED,
MHRA®Vigilance and Risk Management of Medicines ([ 3 55 B4 - U 27 B FLER Y ) D RIEL &
(Deputy Director) CTé»5Sarah Branchi#i {3, kD IH 12k ~7=,

[Diclofenaci®, —#iD B, FriomHEHOWITE IR O HEE T, DIEEEOEELR
BIER DU AL %0030l 0 FR-&WD, Z07-8, EHEZ B2 (CHM) A%, #% Adiclofenack
AT HRNCEFICES THYINEIDHER T D720, ERICLIZEEITOILENHLEFL
7”:1o

I3 R CdiclofenacBEAIZIE AL, 5 S8R HKA2 LB L L TODEFE, B0 Y75
fﬁ/ﬁ COWTH Y IEFIEM AR T RETH DA, L EToMdiclofenacd ik 2 H1 1E L7285
AlXFTHREIE RV,

[HH 2 =) bdiclofenack 405 SAVT- BB, JRECHRAT G SRIZ DWW T CTIZRMEig A Thh D
728, BlEFGEFERBVE R T RETHD, IR OWTHEMMRHLG AL, RIBIOBZ LRI
YEICHR ST ~ETHD ],

A Commission on Human Medicines

10
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[DiclofenaciZ L ARIMEAAFEILI-52, Yellow Card Scheme®|Z #5288 TED ],

20134F8 H IZMHRA (X, 5[ N T#% 1 diclofenac % 5| = ot & 3K J&j Bl 72 £ 3K i (pharmacy
medicine) &L CIRFE FTREL T 27 E 9IS\ TIHEEL 7=, BN TOLE 22—, diclofenacdfd
FIZHEO LI E REEHOUVAZ N OT N TIEHL08 BIC LA T 520 RSNTZ 20 THD,
Z DTG WA S DH728, diclofenacdd B W ANSGT STz,

—J7, CHMIZZDO =T U AZ T LT/ R, RS EHIH, H0 VIR ETHEALZSS
Th, DEROBWERADSEZ D ATREMEIEERA CE W SRR LTz, L3> T, BE DR 2 DT
¥, [AIFED Sy FEITALTT S (POM) PIc B ST,

Lt%, FFRITHIFHTOTCHEEL TIRFE T RETIIRN®, FRL LD LD RIS S
7=, #& MdiclofenaciX, 20154-1H 15 A MO IO A AT A GEL 72D,

B R

o AfFICEIHEL 72201541 A 14 H {+ D Drug Alert:
http://www.mhra.gov.uk/Publications/Safetywarnings/DrugAlertssf CON500350

e Drug Safety Update 201346 H “5-?diclofenacdEFr 5 :
http://www.mbhra.gov.uk/Safetyinformation/DrugSafetyUpdate/ CON286975
<R IR A [ 3EMHRA] Vol . 11 No.15 (2013/07/18)

& HE T HERMZEMFR
[EU EMA]Vo0l.11 No.15(2013/07/18) , [$$MHRA]Vol.11 No.15(2013/07/18) 137>

EANER
©Diclofenac (271~ =+ 27 K7 L, Diclofenac Sodium (JP), NSAID) E N : FFe i sk : 3
e

B Yellow Card Scheme D> F A #EH 1+ https://yellowcard.mhra.gov.uk/
C OTC I THDLM, FHIEMDEAER T TOLIEF THFE TELEI M, GRIE)
P prescription-only medicine
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[ &% Health Canada ]

eDonepezil[ ‘Aricept’ ] : B S RIARIE & M ERBED Y 27

ARICEPT (donepezil) - Risk of Rhabdomyolysis and Neuroleptic Malignant Syndrome
Recalls & alerts, Safety Reviews

1HA H :2015/01/21
http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2015/43469a-eng.php

http://www.hc-sc.gc.ca/dhp-mps/medeff/reviews-examens/aricept-eng.php

@ Recalls & alerts

T I N A~ IR iEE S Ddonepezil [ Aricept’ ] DALITIE AT, RERUT BARIE 35 K OUEME
EREICOWTHZ 2 SNBSS, ZRHOEBITENTIEH D, EELRATRENN DD,

DonepeziliZ, 7/ A~ —JR (BB U2 B, HR 4 B 36 JTOVER B O R AVESE IR DRI I
SN EITHD, [“Aricept’ ], [‘Aricept RDT ] GEAREESE), BLOY =78
IRFESIL TN,

RERCTH AARAE 1, AR BIE T2 EN KB TH S, BT BAFIE 1 X E B e DR R,
RS, BARESIEEIL, BCICELIELHDA, BIIRE RSB E IaE A fETh
%o BEVHEGEEREIIIE T ICENT, BT BN TIREATHY, MRS ZEWE O KRB I DAFRER,
PR, DIMAE RPEEFESNDZ LA RFHERLE T 5, BMIEGRE TR R MR S, MRUH B ARAE DS
FBETDHZELHD,

Health CanadaiX, %7 F % [ENAOIERIHE BLONEDOMOD T —2 %L a—LTofE R, 4 FO
LB &AT o7, Donepezil DA IS FEV Y, BRI BUAFIE & 2\ FEMEAE G DS B Tt Z -
T2 ZERIESITND, Ll BREUT RUARAE AN EEMEE B RE O & HE Th L rIREMED 55, B
ARRFIE 12 DU T, donepezillZ LA TEREBAAAIF £/ 13 B ERFO BB KL 2 E SN T
Uz,

[“Aricept’ J&[ ‘Aricept RDT’ 1ML i (ST /7 F77) DGET S, BRLoO EER 2 2
& W 2NEINES =, Donepezil DY = Vw7 B ORIEEE L, B IEHRE LG T5TE THD,

OEBEEE AT OBIER

- ERNEEEITBE I Zdonepezil B AL T DR, BE DR D X AU Bl ARAE DV A2 K]+ %
AL TWED I+ R&ETHD, HfEE, arha—/ LAREED RUR SRS FIE, IFREE-1T
RS, SR RRIE 2 5| ST 2SN TR O IEAIO P : A2 T2 R IELPUE
P 3K, SSRI GRIRAYE R =2 FFEEYA A L HK) A°SNRI (B k=2 /L7 RLF D R
DIABIAESR) Bla D H1H I,

A selective serotonin re-uptake inhibitor
B serotonin-noradrenaline re-uptake inhibitor
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http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2015/43469a-eng.php
http://www.hc-sc.gc.ca/dhp-mps/medeff/reviews-examens/aricept-eng.php

[ 3 2 A MEN 1 Vol. 13 No.04 (2015/02/26)

H

. mi&*ﬁﬁfav7%yﬁxfﬂe%~ﬁ(CPK> CREEA R LT ER0, HEME RO 5 il

IFE 2 W S A 21, donepezillZ LATERAE Ik _&ThHD,
OREMITOBMBER
R R ARE 72 MR E R O FE R 278 L 72 8557121, donepezil OfE & E HIZHIEL,

BN ERN FE AN DT LS TH D, 1‘%1’*)? ﬁi*&ﬁbpffi FEEL, i TR S BE i
i s, by, BEER (FLRERD) 72 E DIERDEHERND . BVIEGAFORERITIL, mEh, il
ELSC A [, AR CTB R L ORFHRIZEA L, DRIk DR E 22 E 3D D,

@ Health Canadalz L &E&MLE2—  (HHE)

Donepezil D I PED R BliRIE 38 X OV E7 1 LB EGRE O ALY A2 12 B9 25 7]
REZRIE AT T 5720, ML Ea— N E Sz, Health CanadalZ BT Al IE 0 5E 5]
BHRESNTZZEND, ZOLE 2—03Bths T,

OFmEHHER
OAF & TDdonepezil DA FR L

T35 OIS SR TR AI S AL7-donepezil D L7 {5k 1E, 20084 LARE, AEAAI10%EE L Ty
%o 20134213 & Cdonepezil (JE R A B LY = 1 U 780 232,041, 7554 4L 5 S iz L HE
ESNTND,

OHFF TOIEFIRE
201446 5 30 H £TIZ, Health Canadalxdonepezil D1 I £ED 52 TR Rl fRIE D
HE21BIZ T CND, ZOHEIL, donepezil DAIZEH BEEL D £ 3 5 2 F L Cu 7= & T JE#il
(ZBT LD TH o7z, ZOBEIIMIE LT, ZOREGITIL, BT Bl AELE 2 donepezil D 1
BEHL L TN Al REMED ® D, 20144F6 H 30 H £CIZ, donepezil DA 12 A1) BEVESE B RE D SEFlI T
AT TIFRESI TR,

ORI COEFIBEBI R 2EDOT —F

Health Canadalddonepezil ™ 4% i D B SEF 1T L, BRET Bl ARIE 36 KL OVEMEE s L 2 B
T OREGIRE 2R 95 D BRE Uiz, BRSO RUARAE A G188, FEMEIEMEEEA FH67HI42 H S
(Wbl EHATORER]) , Health Canadald Lt = —%1T572, < OAE G CREBUT AlfRiE
FIATEMRE GRS EA CAL T, WHFOIERE 2L COERILH -7, BRI, #E
RO R A L2 B L C 3, BRI RIS BEE L TR o7, BOEHIO KT B AR TOHRE T
otz, FHHEI (KM, A—ANTVT, BA) TOERIEEH T OLSFIERITIT, EIEE R

€ creatine phosphokinase
P IMS Health Canada 5 —#,
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BRSO B FIE DU AZ T DUV TRERIS AL TN D,

OfTRBLUHE

Donepezil D L2 A VB Bl E 35 OV 72 X EMEE R RED A UD AT REME N B HZ L3,
R AREZR T L A HRIR S TS, [ “Aricept’ 138O “Aricept RDT’ ] DAL S5 1 Nk
SIS, RERUT BAIE 3 L OEME R DY A2 IZOW RSNz, V=) 785 o il 3
HHRWERELGT T2 TE THD, BERIEFHERBLOBRED, ZNOLOENTIEH LN EHER
BERISHELS FTREM R T HZLTEETHY, MU A 3 L OV £ LB E R A
LI B9 5720 OISR A D& Th D, Health Canadald, Hi-/a e M EMAF E SN
BAE, A ERICEREZREAL, LEISCTRILOOREEZ#T DT ETHD,

X R

1) Grace JB, Thompson P. Neuroleptic malignant like syndrome in two patients on cholinesterase
inhibitors. Int J Geriatr Psychiatry 2006; 21(2):193-4.

2) Sahin OZ, Ayaz T, Yuce S, et al. A Rare Case of Acute Renal Failure Secondary to
Rhabdomyolysis Probably Induced by Donepezil. Case Rep Nephrol 2014;2014:214359.

3) Warwick TC, Moningi V, Jami P, et al. Neuroleptic malignant syndrome variant in a patient
receiving donepezil and olanzapine Nat Clin Pract Neurol 2008; 4(3):170-4.

OB ETHIERENLLZLMER
[WHO]Vol.3 No.17 (2005/09/08)

HAFR

©Donepezil (Donepezil Hydrochloride, K%~ /LHEEEHE (OP), SRAVETSHEER] [EN  F5E% 1fE
H& FETE
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[ &% Health Canada ]

eDomperidone maleate: EE/2 LR F IS L OERSE (IME1E) D BEE

Domperidone Maleate - Association with Serious Abnormal Heart Rhythms and Sudden Death
(Cardiac Arrest)

Recalls & alerts, Safety Reviews

1H%N B :2015/01/20, 2015/01/27
http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2015/43423a-eng.php

http://www.hc-sc.gc.ca/dhp-mps/medeff/reviews-examens/domperidone-eng.php

@ ApotexttZ DAL DO EREEE AITHER
Domperidone® #3&E 3£+ 1%, Health Canadaki# 7] L, domperidone(Z B L 7= B g 72025
FHERR D ZZIRFED TRV AT EFICHONT, BB SV e B - 5,
Domperidonei, il ADEMECHE 2D H % 35 L OWE JRIPE B AR SFRELIC LD BN L 2 E
B OSEARE B2 5 LT, DomperidonelX 7=, R/SUAEEBIMEDHI/ S—F gk
OIS B BHER O FHb iR L L TD,
PR B L ORI DT % 22 T —Z DL E 2—7)>05, domperidone ~DBRFE N B 720
FEPEAREEAR D EIRFED VRS EFHEBIHT AL RENTZ, ZOFT 72T T VR EDE,
EFED LR MEA~DV AT Z DN T3 T LT 5728, domperidoned B i # R &8 L3725,

- Domperidoneid, EERLEBHEREBIRC LRERFEO D TR RS 7 LEE 357 HE
BB, TRROBETIXIRZBIVENZENBEIN TS
o 60LL EDBE
o 1H B30 mgziBx 584
o QTHEE%B| &I TERMELIICYPIAEHETIERMEMHAL TNERE, QTIE
ROERHHEE
« Domperidoneld, FTREDRE TIISHERLTS:
o IMEEEE, HIZQTERDHLHBE
o ERREMERETOHLEE
o LRAB OoMMELARERE) DEBE
o PEEFLIIEEDHEEZEDHHESE
o QTIEEZ 5| SR TERMELIICYPIAME BN ILETIERMOEHBE
- Domperidoneld, &/NEIE (HERKEARLH HETHB30 mgET), h 0 TELE T REH

A ROZEDHO EFAEFE A, GRIE)
Apotex Incorporated, Dominion Pharmacal, Jamp Pharma Corporation, Marcan Pharmaceuticals Inc., Mylan
Pharmaceuticals ULC, Pharmascience Inc., Pro Doc Limitée, Ranbaxy Pharmaceuticals Inc., Sanis Health Inc.,
Sivem Pharmaceuticals ULC, Teva Canada Limited and ratiopharm Inc.
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R CTOEMETETHD

ERIEEE 1L, QTEEBIOVEIFIREIRDOU A 3@ O EBE 12T, domperidone D F B
MERTRB L OVRIRTIC, DERBAERE O OMEREF MO E AT & Th 5,

FBAIZIX, domperidone D FH A OO AR AR D B i O g - SR A RO T35 A I E
BIZRFEDOFE A IEL CEMOZEEZ T IO E T X&ETHD,

ZOREMERIEICOWTIE SR AL 57-, BT D+ ~Thdomperidonefld i Boo i 3 %
XHFH BT )T T7 R WET R THD,

& Health Canadalz LR &ML Ea— (FFY)
Domperidone & /0 il A 5 52 B3 B 1 #Z D W TN O FEAM, 35 K ORI [ 38 5 T
(EMA) 235018 33248720, Health Canadal 322 &1L v o —ZBRIALT-,

OERBFIRER
O F & TDdomperidonedfE IR BLC
Domperidoneldh 4 CILLfEH S TS, 2013420 T4 CTldf200 5 DML 5 i3d - 7=,

QX T TOIEFIRE

AL B 2—Wf 5T, Health CanadaiXdomperidoned i F 1219 BB 22 Ul 5555218051 (BB
72L) OMEEZ T TS, 2B 18I DA D H 61241 Tlk, domperidoned i i A3 Ll A
GO THLO W T 5720, SOIZFHIA T, KAF=OFIT, domperidones 5K &7¢D
DA F RN BT AREME S D2 M AL E LT, LOUERID < T, DIRO BRI
B as| ZE T e T BIOER 238 ~7-728, domperidone’™ L EHGUIED
FREREL T2 %l 52 L XL,

ORISR COEFIHR

DomperidonelZ KXV Z2IRFEL B E /DR T DVAZ N EF 3 HRIEEMEN, BRRMFIE TRE
NTCND, LILINGDRFZEIZIE, BEHDV D722 &, domperidone LA D BEKIZ L0 Ui 55
HENWECTZ AR H L LR EDRARH T, 6052 E, 1 FAEA30 mgzidzs8H,
domperidone? Ifi. 12 FE % b7 X825 Al HEMED & 5 £ 3K i Edomperidone 2 L T D A TIT,
DMEA~DVAT N EEDLZENHE ZBILD,

Health Canadald, 2O ML E a2 —0—BE L CTEBREFEFIENLLL T OFRE T 7,
Domperidoneld 4 THEREE DL TG SN TEY, 1H30 mgzBx 2 HE TG SNLHZE

B [ “ Apo-domperidone’ ], [ ‘ Domperidone-10° 1, [ * DOM-DOMPERIDONE’ ], [ ‘ RAN-domperidone’ ],
[ “ Jamp-domperidone * ], [ “ Domperidone * 1, [ ‘ Mar-domperidone > ], [ ‘ Ratio-domperidone * ],
[ “Mylan-domperidone’ ], [ ‘Teva-domperidone’], [ ‘PMS-DOMPERIDONE’ ]

€ IMS Health Canada 7 —%4,

16



Bl

L 22 MRS ) Vol. 13 No.04 (2015/02/26)

HdvD, L, DISICE B DU A7 03 m\ O B [ ZdomperidoneZ 4L 53 A B30, OB R 7
E, DEA~DY AT AR T SR R ARG T D ERIEFE B ND,

Ottt R eE DT —4#°

545 H1C, domperidoned B 7 LA S 5 OS8R FE & 0D B & SR 3 DAEI 3 it ST
W5, EUDJETE S BLE S DR BT — A R_R— AR LTE 25, EERDEEEA EES
DEWAEDZA2F RS-, ZNHDHE DT, BEDNDIBRBEZ AL TN ER, Ll
A A ST RREME O HHM DO EI L Z L AL TN E LS Tz, WHOD T —
HR— |21, 19824 ~20134F11 A 10 H I EfE 70 DRI E A H H RO E N 13T hd o7, i
DOWEITIL, BEEQOIFERT, QTIER, ZERENE TV,

OB LU E

DomperidonelZ- DU\ T, EE Dl H O IRIED I BLE DBI# A RE T H=E T A
WD, MDIH7REE TIEZNODY AR EF- 25, 1) 1A &30 mgZ#z 5%, 2) 605k
YL ko #BF, 3) Domperidone® ifi 1 % b35S 2 FTHEME D82 [ 3K 5 F 213Dl B A1
IHENCET A2 LN LN TWAES L L, domperidoneZ (L T8, ZD 22V R
I, 2B 59 domperidone D £ BRE I S D,

Health CanadalZ, domperidone®D i FHIZ {5 Ll A B I DWW TLLRTNIZ AR EL T 5, 2007
I, EFRIEEE 2L, domperidoneZ-fif 3~ A BRI 1X, 3EWHH AA/EH, BLOVLEDEX
HEBIDZEAL (QTIER) 25| X3 A BErEDH D ERK DY AV K T2k E T 5I98 S LR,
201241213, domperidone® L7 15 A S ET L7=", SET LIZAL 5 #1212, domperidoneZ 76
ARV A &AL, DR DU AT D3 m B~ domperidone DAL Tl E 4 Hl 4
RO ENTREI N,

Health CanadaiX, domperidone® i FHIZ {45 i~ D E LA FIEH DOV AT 2 SHIRS
Dicsh, BURF R CIE, RIZEORGEZEF LT IE RUGT AR T DL LB TR DB D RSV T
ThoLHWr LT,

+ Health Canadal [ $£ 8 2 & - A E R v ET — 27 CITHL, N—F VU FBRE D
domperidone D FIIZ£ED DM~ DB DWW T DR FEZ £ 3 D LK FEL 72, ZOHF5E
IXHAEREST P TH DD, Health Canadald i Fa A FRE, X—F YU REFO
domperidone D FIIZ B L CEBIA SO FEE N VLB AT 95T E TH D,

- Health Canadal:, domperidone® s JIIZf £ LMEA~DVAZIZONT, E=HD 7 Lt iia 4
HBbiflkRed 2,

P WHO DA% 51, WHO Collaborating Centre for International Drug Monitoring 232k TV 5,
B k5 2 2SR [ 54 Health Canada]Vol.5 No.01 (2007/01/12) 4% .,

P 22 VS # [ )4 Health Canada]Vol.10 No.08 (2012/04/12) 4% [,

© Drug Safety and Effectiveness Network
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x m"

1) van Noord C, Dieleman JP, van Herpen G, Verhamme K, Sturkenboom MC. Domperidone and
ventricular arrhythmia or sudden cardiac death: a population-based case-control study in the
Netherlands. Drug Saf 2010;33(11):1003-14.

2) Johannes CB, Varas-Lorenzo C, McQuay LJ, Midkiff KD, Fife D. Risk of serious ventricular
arrhythmia and sudden cardiac death in a cohort of users of domperidone: a nested case-control
study. Pharmacoepidemiol Drug Saf 2010;19(9):881-8.

2EEH
KAMEIZRIL, =2——F FMedsafel 20144512 A 22 H {4 C, Medsafelc LAL B = —fE Ra

WL TWD,
http://www.medsafe.govt.nz/safety/EWS/2014/Domperidone.asp

O BE DR R ML EMEER
[EU EMA]Vol.12 N0.07 (2014/03/26) , Vol.9 No.25(2011/12/08) | %7

HAFR

©Domperidone (K> UR> (JP), R/ I D252 5 (A HET K, il k8, YH/b A Bl B 3K)
[EN:JEoEw MBSk JE 58

IV

Ut v
LARNMGHREH —E . HA B, K 2L+

A ZOSCRY ANT T R CEMHEREL TODHOTIEARV, BEDRDIC, BEMELE 2 — ik S CORHIEHRE
STV D 72 30k % Health Canada 238 A TV,
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