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oA LTVEIR I clozapine: iF FERIBAEDE=FV 7 HEZZERL, clozapine DR,
*ZLLI-H 772 shared REMS 7125 .5% FDA &R

FDA modifies monitoring for neutropenia associated with schizophrenia medicine clozapine;

approves new shared REMS program for all clozapine medicines

MedWatch Safety Information, Drug Safety Communication

1B H :2015/09/15

http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProducts/uc

m462229.htm

http://www.fda.gov/downloads/Drugs/DrugSafety/UCM462193.pdf

http://www.fda.gov/Drugs/DrugSafety/ucm461853.htm
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BRI E D =2V 7 13T ERAE R EL (ANC) SO F 12 > THTH, E51Z, Clozapine REMSY
177 L CIXANCIZEE 42 BN T &, ANCHMEAED Bt clozapineiB i ki C&5, =

DEFIZLY, IBFEOKGENROONDBE N2 HIET0D, £, BYERENEL P eI E
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1RE DA TIRFTESN TN,
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o RLVEEUHEIELT BRI E (BEN) PO B IL, 4, clozapinel KD IBINFTREL 725,
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SCHRIS KOS E B R
1) Source: IMS Health, Total Patient Tracker (TPT), Y2014, Extracted AUG2015.
2) Dunk LR, Annan LJ, and Andrews DC. Rechallenge with clozapine following leucopenia or
neutropenia during previous therapy. British Journal of Psychiatry 2006;188:255-263.
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oSEJmIK tramadol : 17 LA T D/NR TOURZ% FDA S35

FDA evaluating the risks of using the pain medicine tramadol in children aged 17 and younger
MedWatch Safety Information, Drug Safety Communication
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http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProducts/uc
m463499.htm
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1) Orliaguet G, Hamza J, Couloigner V, Denoyelle F, Loriot MA, Broly F, Garabedian EN. A case
of respiratory depression in a child with ultrarapid CYP2D6 metabolism after tramadol.
Pediatrics 2015;135:e753-5.
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PRAC recommendations on signals —Adopted at the PRAC meeting of 7-10 September 2015
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http://www.ema.europa.eu/docs/en GB/document library/PRAC recommendation _on_signal/2015/
09/WC500193943.pdf
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Alendronic acid; WELTHREO L, EXOFERLD
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H A (variation) 224 A LARNIZHEH 2 X5 E)
Clodronic acid ; Etidronic acid; =

Ibandronic; Neridronic acid;

Pamidronic acid; Risedronic

acid; Tiludronic acid;

Zoledronic acid

Pharmacovigilance Risk Assessment Committee

FROCTIE, FRAIEL THARTHEGRIN TV BEI S E TR OEE MGG E LT, GRIE)

marketing authorisation holder (1% i 5E /KGR S #)

Committee on Medicinal Products for Human Use
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He
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Ber-ablFu s rF—PIHE | BH JF & ™ A4 L A | 2015411 A 11 B £ CIOR R IE A+ H,

B3 (HBV) OFEMEAL

Clozapine N T 2015411 A 11 H ECITAi A4 H,

Daptomycin PRI VEFRE B | WkIElOPSUR TR, 20154E11 H20 H %

[ iE (AGEP) M TITHEH,

Lenalidomide fifi e S kBl dDthalidomide, lenalidomide, 38k
pomalidomide ™ PSUR T #FAifi, 20154F£12
H18H FTITHEH,

Levetiracetam BMIE KR DOPSURTHEAM, 20164F-2 28 H £C
WZHE M,

Methotrexate WATHEZ B | 20154E11 A 11 H £ TICM B IE A1,

JfE  (PML)

H

acute generalised exanthematous pustulosis

' Periodic Safety Update Report : 1& 8022 &M B B i i
3 progressive multifocal leukoencephalopathy
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Paracetamol,
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20154E11 A 11 A £ TICH R T a2 .

Pemetrexed Al 7 O Pemetrexed @ 3 4F 1 @ PSUSA K -G 2E {fi
(2015410 H 31 H £ TITHEH) .

Regorafenib BERER HEAT H O PSURC#EAfl, 2015478 A 10 H
£ O F i EPIPSURFFi Rk & CHEFE I LT
JOIZ, 20154F9 H 10 H =TIz H,

Regorafenib FAR I HEAT H1 O PSUR TaFAM, 20154£8 7 10 H

£+ DT FIPSURREAM # & CEEFHS Uiz
$I1Z, 20154F9 H 10 H £ TIZHEH,
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E 354 (INNFRED)

ML T F VDN
ESNTHEEER

MAH~DEE N

Amikacin

IFRRERIE N & 45
JEMR A PE O 3 I
& (DRESSHEERE)

PSURTOE=ZY 7 Txhite

Denosumab

S BB H HEAE

Y22 & FEHE (RMP) "2 23T,

Digoxin

LEMBEE TO
FET

KIGAN B,

RIVE A FRIESE (2 A b e
FUHM, FEm A ha sy
+7a A M= UBEAD
Bazedoxifene/fi &l = 2 s 1
7 EA A

DB DY 27 I
=

PRACOHL T RO AT RICE RAE IR~
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Liraglutide FRCIR R g PSURTODE=ZY L7 THEIE,
Sunitinib i B S N HEFT R DPSUSAK TR,
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K PSUR Single Assessment Procedure (PSUSA) : [F]— A %oy & & A 35 5 3K 50 12 B4 DPSURDHE — 2Tl Tt

=8

L risk management plan
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Questions and Answers on signal management
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2013/09/WC500150743.pdf
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o LR ML TR H S ingolimod [ ‘Gilenya’ 1 : B2 38 L UET T 25 Btk B B IMEE DY A2
B+ aREOREMEER

Information Update - Multiple sclerosis drug Gilenya (fingolimod): Safety information on the

risk of skin cancer and a rare brain infection

Recalls & alerts

1B H :2015/09/30

http://www.healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2015/55160a-eng.php

Health Canadald, ZJ&MERE{LAE (MS) A5¥3Efingolimod[ “Gilenya’ 18 # (8l € /7
F7) 8, WATPEL BN VR MIE (PML) B (M0 EMRIRYLIE) 36 LUV R DY A B84 5877
IR AN RA R VIA A CHET SN2 L%, A FE RIS @ T 5,

SO0

Fingolimod[ ‘Gilenya’ JIZ FF 58 FLARR OMSDIRFEIZINT, FEME (F558) OBEA I, F K
B EDHEITEROE DTN LD T EH TH S, FingolimodiXFFIZ, fthdMSTEE 3L
MZEN IR ST BB D TR W EBE THOWBID,

Fingolimodi%, & RIC/EHL TUL /RERD N0 R~ DBATAFHLIE L, MSIZE D4 B D
L MS D FE3E A 5 2K 9%, Health CanadalZk 5% 4L =—T, fingolimodiZ, o> %
FEMHIEREFRRIS, VN EIB I OZ DM OFE (FrlZ B&HE) DV A2 Zmh 2 P REME D& LA
RENIY,

o R AT D EHE L E, B RT D AR HRE AR FS L ZENHHIL TN D,
Fingolimod D FIZ B L TPML (JC A /L A3 5 | &2 29~ AR YLE ) DFEFI 3 H A S 41T
1Y, ZOHITITHAE R AL LLRTI A O 5022 B 3L E PR ETE A L T o 7o B
HEFIL TN, ICTANVAL, 1EEAED NZE S TULEEF DD SN2V ANV ATHLN, Fufk
REAME N LB CPMLZ S XE T 2N bD, EEDOYH, FEREECHICELZENDHD,

A multiple sclerosis
B progressive multifocal leukoencephalopathy
€ John Cunningham virus

10
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Fingolimod D i 3R I2iT 4TS, Vo IO Y A2 B A1F 8, 3L Ofingolimod s &L

THIHE

R T S AM R B A NEE SN TS, A RO MET IR R & S PMLIZES 4

HYARZZFEHL, TNHDIERIZE R T DL BERLEBRIEEEZ [T E T 572D Tbh,

ORFEMITER
o REEIL R O3 REIRIRNEE TH D, Fingolimod D FH BRAARTIC ™ TITIEL AR ik

BIDD T BEL, 1ZKADKREE, T, ANEILL TRV W), TR B G 2 B0E R LAINIZ
TR L 72O B AR 720N E T RETH D, ZHOITE EEOEEO ATEEMERHY, 1
HEITHR T RETH D,

Fingolimod o f 12 U e h 26 < HAS AL TS R 1L ES g (BCC) P T s, e
DG FEROBHHEERBROREHi7e L), RGO EIFEBE, Hol M LANIZIRE L 72\ B g e
&, BCCOBURIZRST WA, HMEIZHK T HZE,

MSHHHEL TWD LR U5 E, PMLO MR Ch D FTREME S H DT, TE L7 R Y
EICHRR T D2 &, PMLOBEE X, B OF7 3B LT E, ko262, A
B G 1 RT U ADEAIRE T D,

Fingolimod & [RIFIZ, e BII-SC S SREVE F DS DO TR CIRIIE A _& T
3720 BYYERB LOPMLOUAZ B EE L ATREVEN DT TH D,

BUESZT CWOAMSDIEFRIZ DWW TR SR HIUE, FHYEICHRT DL, B O
Cfingolimod D fHZH (9, FTHYEICHR T RETHD,

OEBUEFEH T EMER
= ERTER A SIS E O TSR T REThHD,
= [EAE, PMLZRE T DI 22 ERRIER SCMRIFT LSRN RETH D, BEIRIEIRD

FEHANT, MRIRE CPMLOMEEN BN D Z LMD,

= PMLEEDINZA, PMLAERINZHISILDET, fingolimodiZ L5162 i35 &,

EEPERER
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