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o ERMDEEMEICETHFRWET OBE (2016 42 5 A FDA A7)
Drug Safety Labeling Changes—May 2016

FDA MedWatch

1HA1 H :2016/06/10
http://www.fda.gov/Safety/MedWatch/Safetylnformation/ucm505586.htm

CORETIE, FEEMOPAAE S, g, &, (A LoikE, BIEH, B AEHRo&HA
DFRFYGETERT RITIZEIEMA UFTEHTOY AN THDA,
%5 : BW (Boxed Warning) : #:fH A2 C (Contraindications) : 8=, W (Warnings) : 245,
P (Precautions) : i F F 7, AR (Adverse Reactions) : ElI{fEH,
PPI/MG (Patient Package Insert/Medication Guide), P1(Patient Information) : F8.55 F 1% &,
PCI (Patient Counseling Information) : BB B> U 7 & #

KETDRREA (—#4) BETENT-HB
PPI/
BW C W P AR MG
Anaprox (naproxen) pCl,

*Risks of Cardiovascular Thrombotic Events, O O O MG
Heart Failure, Edema

Ansaid (flurbiprofen) PCI

*Risks of Cardiovascular Thrombotic Events, O O O MG
Heart Failure, Edema

Arthrotec (diclofenac sodium/misoprostol) pCl

*Risks of Cardiovascular Thrombotic Events, O O O O O MG
Heart Failure, Edema

Caldolor (ibuprofen) PCI

*Risks of Cardiovascular Thrombotic Events, O O O MG
Heart Failure, Edema

Cambia (diclofenac potassium) pCl

*Risks of Cardiovascular Thrombotic Events, O O O MG
Heart Failure, Edema

A FDA DAY A BIL, FERLAEIV 7T HIEICLD, KBGO R RYGTICE T D3GR~ — 1T
JRATED, REAME A —UIE, WERISHZHB SO, s, 25, Bl OBICHTICBMEITSK
RSN ZBEVEE MO LE, BLOUGTH AT HE ROV 73RS TS, RO T, BEDIEA
WZOWTRILERRUGET Do o122 847 (0.7 DR B RESR) . G
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Cataflam (diclofenac)

*Risks of Cardiovascular Thrombotic Events,
Heart Failure, Edema

PCI,
MG

Celebrex (celecoxib)

*Risks of Cardiovascular Thrombotic Events,
Heart Failure, Edema

PCI,
MG

Daypro (oxaprozin)

*Risks of Cardiovascular Thrombotic Events,
Heart Failure, Edema

PCI,
MG

Daypro Alta (oxaprozin)

*Risks of Cardiovascular Thrombotic Events,
Heart Failure, Edema

PCI,
MG

Duexis (ibuprofen and famotidine)

*Risks of Cardiovascular Thrombotic Events,
Heart Failure, Edema

PCI,
MG

Dyloject (diclofenac)

*Risks of Cardiovascular Thrombotic Events,
Heart Failure, Edema

PCI,
MG

Fanapt (iloperidone)

Feldene (piroxicam)

*Risks of Cardiovascular Thrombotic Events,
Heart Failure, Edema

PCI,
MG

Flector (diclofenac)

*Risks of Cardiovascular Thrombotic Events,
Heart Failure, Edema

PCI,
MG

Indocin Capsules (indomethacin)

*Risks of Cardiovascular Thrombotic Events,
Heart Failure, Edema

PCI,
MG

Indocin SR (indomethacin)

*Risks of Cardiovascular Thrombotic Events,
Heart Failure, Edema

PCI,

Indocin Suppositories (indomethacin)

*Risks of Cardiovascular Thrombotic Events,
Heart Failure, Edema

PCI,
MG

Indocin Suspension (indomethacin)

*Risks of Cardiovascular Thrombotic Events,
Heart Failure, Edema

PCI,
MG

indomethacin

*Risks of Cardiovascular Thrombotic Events,
Heart Failure, Edema

PCI,
MG

Invokamet (canagliflozin and metformin HCI)
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Juxtapid (lomitapide)

PCI,
MG

Kynamro (mipomersen)

MG

Mobic Suspension (meloxicam)

*Risks of Cardiovascular Thrombotic Events,
Heart Failure, Edema

PCI,
MG

Mobic Tablets (meloxicam)

*Risks of Cardiovascular Thrombotic Events,
Heart Failure, Edema

PCI,
MG

Nalfon (fenoprofen)

*Risks of Cardiovascular Thrombotic Events,
Heart Failure, Edema

PCI,
MG

Naprelan (naproxen)

*Risks of Cardiovascular Thrombotic Events,
Heart Failure, Edema

PCI,

Naprosyn (naproxen)

*Risks of Cardiovascular Thrombotic Events,
Heart Failure, Edema

PCI,
MG

Naprosyn Suspension (naproxen)

*Risks of Cardiovascular Thrombotic Events,
Heart Failure, Edema

PCI,
MG

Naprosyn-EC (naproxen)
*Risks of Cardiovascular Thrombotic Events,
Heart Failure, Edema

PCI,
MG

Pennsaid 1.5% (diclofenac)

*Risks of Cardiovascular Thrombotic Events,
Heart Failure, Edema

PCI,
MG

Pennsaid 2% (diclofenac)

*Risks of Cardiovascular Thrombotic Events,
Heart Failure, Edema

PCI,
MG

Ponstel (mefenamic acid)

*Risks of Cardiovascular Thrombotic Events,
Heart Failure, Edema

PCI,
MG

Potiga (ezogabine)

Solaraze (diclofenac sodium)

*Risks of Cardiovascular Thrombotic Events,
Heart Failure, Edema

PCI,
MG

Sprix (ketorolac)

*Risks of Cardiovascular Thrombotic Events,
Heart Failure, Edema

PCI,
MG
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Tivorbex (indomethacin) pCl

*Risks of Cardiovascular Thrombotic Events, O O O MG
Heart Failure, Edema

Treximet (naproxen and sumitriptan) pCl

*Risks of Cardiovascular Thrombotic Events, O O O MG
Heart Failure, Edema

Vimovo (naproxen/esomeprazole magnesium) pel

*Risks of Cardiovascular Thrombotic Events, O O O O O MG
Heart Failure, Edema

Vioxx (rofecoxib) PCI

*Risks of Cardiovascular Thrombotic Events, O O O MG
Heart Failure, Edema

Voltaren (diclofenac) PCI

*Risks of Cardiovascular Thrombotic Events, O O O MG
Heart Failure, Edema

Voltaren Gel (diclofenac) pCl

*Risks of Cardiovascular Thrombotic Events, O O O MG
Heart Failure, Edema

Voltaren-XR (diclofenac) pCl

*Risks of Cardiovascular Thrombotic Events, O O O MG
Heart Failure, Edema

Zipsor (diclofenac) PCI

*Risks of Cardiovascular Thrombotic Events, O O O MG
Heart Failure, Edema

Zorvolex (diclofenac) PCI

*Risks of Cardiovascular Thrombotic Events, O O O MG
Heart Failure, Edema

PPI/
BW C W P AR MG
. . PCI,
Crestor (rosuvastatin calcium) O O MG
Dobutamine in 5% Dextrose Injection, USP in O O O
Flexible Plastic Containers
PPI/
BW C W B AR MG
Adrenalin (epinephrine injection, USP) O O O
Alli (orlistat) Capsules O
AUVI-Q Autoinjector (epinephrine injection, USP) O O O
. . T PCl,
Caverject Impulse (alprostadil for injection) O O Pl
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Cefepime Injection

O

PCI

Cometriq (cabozantinib)

PCI,
MG

Cotellic (cobimetinib)

MG

Doryx (doxycycline hyclate delayed-release
tablets)

Epinephrine Injection, USP (epinephrine, 1:1000)

O] O |0 | O

EpiPen and EpiPen Jr. (epinephrine injection)
Auto-Injector

O

Extavia (interferon beta-1b)

PCI

Faslodex (fulvestrant)

Habitrol (nicotine transdermal system) Patch

PPI

Invokana (canagliflozin)

Inspra (eplerenone)

Lenvima (lenvatinib)

PCI,
MG

Lithobid (lithium carbonate USP)

Nicoderm CQ (nicotine transdermal system)

Opdivo (nivolumab)

Orkambi (lumacaftor/ivacaftor)

Sterile Water for Injection, USP

Teflaro (ceftaroline fosamil)

oOj]oj]oj]oj]Oo|jJ]O0O] O ]O]O]0O]0O0]|O0O

Twinject, Adrenaclick & Epinehrine Injection USP
Auto-Injector

Tysabri (natalizumab)

Xarelto (rivaroxaban)

MG

Zarontin (ethosuximide)

O]O|0O]| O

MG

Zelboraf (vemurafenib)

O

PI,
MG
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Zithromax (azithromycin) o O o

Zithromax 1V (azithromycin for injection)

Zytiga (abiraterone acetate) O O O PPI
BW C W P AR I:/Tg

Ativan (lorazepam) O

Caverject Sterile Powder (alprostadil for injection) O

Folotyn (pralatrexate injection) O

Votrient (pazopanib) O I;/IC(IB
BW C W P AR I;/lljcl;/

Acular_ LS (ketorolac tromethamine ophthalmic O

solution)

Busulfex (busulfan) O

Haldol (Haloperidol Lactate) o

Haldol (Haloperidol Decanoate)

Imbruvica (ibrutinib) O

Kineret (anakinra) O

Tygacil (tigecycline) O
BW C W P AR I;/lljcl;/

Belsomra (suvorexant) MG

BEBR

*Risks of Cardiovascular Thrombotic Events, Heart Failure, Edema
NSAIDZ ZADHEFNZ DOUNT, BFEMELRVISLE R DML E R LA ROV A2 72 82 L,
P A S 21T C O LT DUGT AT,
- 3R 2 A K FDA]VoI.13 No.17 (2015/08/27) 2 &
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[ EUEMA ]

eEudraVigilance—2015 FEFE R M EE (20154£ 1 H 1 H~12 A 31 H)

2015 Annual Report on EudraVigilance for the European Parliament, the Council and the

Commission

W% B :2016/03/17, 2016/05/04 (@ H)
http://www.ema.europa.eu/docs/en GB/document library/Report/2016/03/WC500203705.pdf

(F#y)
&g =
Ty —~abt VI AL, EUTOHIRE EKORET o MIART < RT 0 A {35720

\ZLEDTEEI T D, EU regulatory networki, EUNNEE E OB HIFEED, BN S ST (EMA) ,
R ZE 5 2 (EC) THERLS AL T D, [ESEFL DR AT IR S TR0y, BERIDYAZ|Z
ZEFNAET TOZRWONIZOWT, EU regulatory network23 i 2= —L, sMliZ1TV, %R A
CTVBA,

DT =AY T AR EAITO T O & E 72 — )L ) EudraVigilance TH 5,
EudraVigilancel [ 38 i A & UGS Hs 2 I LI KN 0 F —F _R—2THhHY, EUTRRESNZE
WO EMET=4) 7 D), T TOEUNREEEMAZE L TV %, EudraVigilance(Z
IXBLE620 5 E G B9 %950 5 DA F SN H S MG S L TR Y, R Tl KB E S
b ERGT — A _R—=AD1IDThH D, KT —H_X—A[F2ODEY 2—/L (EVPMPLEVCTM®)
MHEY, EMADEU networkZ {43k L CHERF - B BLL T 5,

AAER A, EUDTES PICHE > TR SN TEY, 201541 F i S 7~ EudraVigilance B i
DIEENZEEHKITDHD TH D,

@ EudraVigilanceT —#_X—R LV 7 FIVEBR T B A~DXE
EMAF L OEEAR [E 0D [ 38 5 B IS B L - L ARG 7R B 3 L 22 e =2 U L 7 3D B,
20154F |2 721,618 ®eRMRF R ERL S 7=, ZDH 15,8791 1% 3@ % DeRMR (A 1EIERK) ,

A EMA O E 2015 HB IR,
cEHM LM RIEU EMA]Vol.14 No.15(2016/07/28) (i)

B EudraVigilance Post-authorisation Module: Hiflii#% @ B B E 425 T DT RG R EE 2—/1

© EudraVigilance Clinical Trials Module: E&FFRER (/M ABFFE) > DHOME D HE R GELTZE Y 2— )L

P Regulation (EC) N0.726/2004, Article 24(2), paragraph 2

E European Economic Area: KM% Hils

F electronic Reaction Monitoring Report: £ & T =2V 78 Tk,
(EudraVigilance 2> L7277 —4 T, —E#M /> (BUIRTIX 1 4 A 5H 50 2 R 453) OfEBIE B OB
Wb, LD EMA BHE SOP/HI3065 #Z M, (FR{F)  http://www.ema.europa.eu/docs/en_GB/document_li
brary/Standard_Operating_Procedure_-_SOP/2009/09/WC500002962.pdf ]
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5,739k 1L E =&Y o iR R D EFK IOV T DeRMR (23 B2 1EIERL) Téh-o7-,

&7

TTFVER, WL EERESN, EERNCE> TSN REME DB A A E SR
THEHRTHY, IOICTHELZLELTHHOE), 20154312, EMADSignal Management Team
13512,3720 W FER S 7 F A CEFERINICL B a— LT, ZHUSRTEEL R L T, 17%DE N TH D,
ZOHINNZE, EudraVigilancel XS AL7Z ICSRADH A O L T AL b,

20154E DEMADIBEIEN S 7 )LD T 572 — AL 5| & i EudraVigilance THY, EIERIT 2
+ 1D 87.8%73EudraVigilance/»H T 72, ZIVTRIELIFIEF L TH -7 (201441186.7%)
EudraVigilancelZ N2 C, BHE RO DBTERI S 7 T /UITH NN bz BRI 7 v
DB.T%) . SHIZ, MO HIHIFERE D H ORI LDH D 7132.3%, ZDOMOFERIFNHIXL.2% TH-
7

F EMARLE a—LIBERY 7 FVICEL CELON - B OB E

20154E1~12H @ 2014F1~12H @

WLBNICHHE wrers s 0 w0

WEEDFE R 7 F L SR ST (6 T) 2,045 86.2 1,657 81.6
FREEH 176 7.4 280 13.8
=R Ak 90 38 59 2.9
Egﬁégééﬁ'gn%;ﬁﬁé%%ﬁW: 61 26 34 L7
&t 2,372 100.0 2,030 100.0

20154F T RTAEL LS LT, EMAIZED U7 F L i ESIL, PRAC O iz 52 1T =27 F LD
s hnLU7- (20154F 1 61, 20144F:34) , =XV 7 kiR ORI 7 L O
3.8%F THIMNL7- (20144F132.9%) ().

O PRACIZEABESLIRALANT B I OFHE A M T 72y 7 LV OB E

Bt - BRREESAL7= 7 F v (Rapporteur (124 %) F72 13 4 O N ENC KO ES iz 7 )
NNET T, FIEIfRAT & S NEAL AT B L ORE i 2 52 1T 572 D PRACIZ B D, 2015412
PRACIZIVESENENLAHT B L ORHI A T e 27 T /L D%813102 TH -7 (20144F1390) .
ZD1020> 7 F A0, BUIEMAIZEDVRGESIL(FR) , 4AUTMR E LV BRGEESNT-H DO Th->

C IR LA ERLDOMAA DY, EudraVigilance 7 —F_N—AD AV —= 7 TELNIZE D, BTN
DHO, ORI DZZ T T F WAL,

" Individual Case Safety Report : {51 5 22 4V 4 i

' FDA:23 f, HA® PMDA/EAE G787 :19 #F, Health Canada: 7 4, WHO:7 4

J Pharmacovigilance Risk Assessment Committee: 77—~ T A URZFHIE B2
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T=o MEEE, HERIGE=ZI 74, ADRNEE, B kB IO DM 2T — 2D 2
I == TIZIOADRI G Z kst BT =Z ) 7T 5 TITbiZ, TOEHRIFEL T, £2E0
64%73EudraVigilance/ oD 7 —# Th -T2,

OPRACHSFHH L 721021807 F LD PNER (K2)

Outcomes of PRAC signal assessments (2015)

Referral, 1, 1%

PASS, 1, 1%
—_ N

Update of RMP, 4, ———— i

4%

Ongoing (signal), 20,
20%

Ongoing (within
PSUR/PSUSA), 15,
15%

Update of PI, 30,

209
Update of PI and rMp_ ?

and DHPC, 2, 2%

Update of PI and
DHPC, 2, 2%

[X12: PRACIZ B 7 F VA DFE 5 (20154F)
P1: product information (5 {5 #)
DHPC : Direct Healthcare Professional Communication (E# ¢ 34 )1 @8, K7 Z—1 4 —)
RMP: Risk Management Plan (J 227 %& BLZ|- i)
PASS : Post-Authorisation Safety Study (T7 [l % 72 &R 58)
PSUR : Periodic Safety Update Report (& #1i0 22 4 i i i)
PSUSA:PSUR Single Assessment ([fl—f /0% & A 3 AEHEMIZES 3 HPSUR)

FHL 72227 v DI H D341 (33%) 75, FALIFMUGET DB IZE > Tz, ZOIHMETIE,
BN H TR L EMEIE R~ DI B E W 4572, DHPCL #—D34THPRACIZEVENE Sz,
ftD4>DL 7 F L OFHHIIRMPSGETIZE ~ 7=, 12D 7 F v idreferral B X LVRHE T
% (PRACH A it/ IMED T2 D5 24T ~72) A, BID1-SIFEPASS A LTRSS T iE T
%, 27(26%) D27 F /TFHE R T L, A% ITEE OLEME=2V T OG5 E75, 35
(35%) D7 F NV OFHMIIBRAEE T THD (01X 7 Ar—T v 7 D27 F /L FfiE T, 1513

K Adverse Drug Reaction : [E 3 5 E KU

10
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20154 |\ ZPRACIZ LV SEIAAL AT B R ORHMI A T2 X TD V7 F VDY AN TREIC

Y ERPRDLEIZITHE R 32

-~ S
ZHE

0164E1 H 12 HEE S CThHI L

THTE,

Q20154 IZPRACIZE VB LIEA T B L USHEIM ToN /=5 _TD 7 v

B34 goee XUt - (D g EHR DU

adalimumab [ 2 S VA PRI (ATHA) | HEFT
P RO M E# ifn.

adalimumab R @ O7 7 —~aE VT A/PSUR

DHIPAN TE=H—

adalimumab SRERIRRE R AT

aflibercept A IRNTER B O BRI R | B D77 —~vaE Y72 Z/PSUR
ranibizumab(Z b~ TE DOFIFANTE=HF—

aliskiren DL N AMLIEC £ H | PIZT
TR HOSER

alogliptin; Linagliptin RE R WA

amikacin GFERERHE N & By ER A RO B | BH DT 7 — <3 YT Z/PSUR
W)t (DRESS) DOFPFANTE=HF—

amiodarone HURIR AL R A U | PISRT
#£ (SIADH)

amiodarone ks PICkET

anakinra i/ MR SiE PIEZET

TTHT RIS (ACE) | 40RE W DTy —~ar Y5 APSUR

[ 3 : benazepril, captopril, DOFEIPFNTE=F—

cilazapril, delapril, enalapril,

fosinopril, imidapril, lisinopril,

moexipril, perindopril, quinapril,

ramipril, spirapril, trandolapril,

zofenpril

aripiprazole BB KO R 4 Pl &&ET

aripiprazole 7 15T MU PI a7

atorvastatin, fluvastatin, lovastatin, | & MEEEAEPEI A/ NF— Pl 23T

pitavastatin, pravastatin, (IMNM)

simvastatin

FEEBGURS#R 3¢  aripiprazole; | BEE A2 WH D7 7—<aL YT ZPSUR

asenapine; clozapine; lurasidone;
olanzapine; paliperidone;
quetiapine; risperidone; sertindole;
ziprasidone; zotepine

DN TE=Z—

axitinib P — B HEATH
ber-ablF w2 % — PR K HBVHIE AL AT

LTV O T E AT,

11
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benzodiazepines

T I INA 5

WE DT —~wat 5 A/PSUR
DN CTE=Z—

bevacizumab

S PERRIEVE AR 1R

4T (PSUR/PSUSAD & [ IN)

B AR AR A — PR3
(alendronic acid; alendronic acid,
colecalciferol; clodronic acid;
etidronic acid; ibandronic acid;
neridronic acid; pamidronic acid;
risedronic acid; tiludronic acid;
zoledronic acid) ;

denosumab

S HOE R

PlET™

boceprevir

S WAZSN R

BEO77—~ar 7 A/PSUR
DEFAN CTE=H—

canagliflozin,
canagliflozin/metformin,
dapagliflozin,
dapagliflozin/metformin
empagliflozin,
empagliflozin/metformin

PERIGIE BT VR —3 A

referral

carbidopa, levodopa

5 EEL AR

AT

clopidogrel

TV —T TN =V a—AEDIHK
kA BAEH D7D 1B FERN MK
TI 2 REMEDHD

PIZET

clopidogrel, prasugrel

P/ MREE2A O R E IS
Lk

BEO77—~ar 7 A/PSUR
DEFAN CTE=H—

clozapine DB HEATH
dabigatran Jiti et . #4170 (PSUR/PSUSAD i PY)
daclatasvir, sofosbuvir, REEAR PIE&sET 38 L O'DHPCRAAR

sofosbuvir/ledipasvir

daptomycin AR MRS M B #47 (PSUR/PSUSAD #iFH Y)
(AGEP)

decitabine REALMi%R HEFT 1 (PSUR/PSUSAD i )

denosumab S W D7 7—<aE YT APSUR
DEFAN CTE=H—

digoxin DB RE TORLE W D7 7—eab Y5 A/PSUR
DEFAN CTE=H—

donepezil RS b fiR i PIE&ET

enfuvirtide FITAR— A PIkzT

etanercept T W D7 7 —<ab Y5 Z/PSUR
OHFFAN TE=F—

everolimus YA PIET

fingolimod AT 2 B (1 BT IME (PMIL) PIE%ET 35 L O\DHPCEZ AR

M PIEETIFE ZR AR R — R IO Z 38 . DenosumabiZ-oV N Tid, PRACIZRMPIET &) &,

12
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flucloxacillin, paracetamol; paracetamol & D i F ¢ HEATH
flucloxacillinz % 5-1 DR 3HE
TYR—=UA

PUZNSE AT & e el AT

ciprofloxacin, enoxacin,

flumequine, levofloxacin,

lomefloxacin, moxifloxacin,

norfloxacin, ofloxacin, pefloxacin,

prulifloxacin, rufloxacin

gadodiamide; gadopentetic acid; AR EE RS COBEMSY | PIMET

gadoversetamide

PERRHENE

HMG-CoAE Jr % F [ E 3K : BRRIEE W D7 7—~abE Y5 AIPSUR
atorvastatin; fluvastatin; lovastatin; DEFFHAN CTE=H—
pitavastatin; pravastatin;
rosuvastatin; simvastatin
VBRI L (HRT) 38 (JEA | INEmOY RS 5. PIZZET
R
s AP HAN, 2 iE A
o+l AN B
(tibolone & A i it xF 5)
-bazedoxifene/fi &M = Ak 7
Bl Al
= NS e 27T [l N W= Mg g 55 P 2 Pl BX O RMP Dik:ET, DHPC L
i
SN =r ) g AR R R S (e A HATH
(PRES)
ibrutinib KR = 2 — X F— #47H (PSUR/PSUSAD i N)
infliximab RS Ft e W D7 7—<ab YT APSUR
DOFFAN TE=F—
infliximab FRLHR i Bt HEFTHR
A B —Txr0-2a, 0-2b, p-1a, | AfiEHARME A v £ E PIE&ET
B-1b,
R A L R—T 1 g-2a, 0-2b,
B-la
ipilimumab 727 b I S PR (T PIET
(VKH)
latanoprost SRS AT %, IRNEE, ST | PIGT
RS D 3 25 A3 BN
leflunomide N D PICLRET
leflunomide = ES PlEkET
lenalidomide fifi i H i HAT T (PSUR/PSUSAD#iH M)
levetiracetam AMIE AT (PSUR/PSUSAD i [ )

lithium

P AP

PIZET
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MRS VST
FR-1(GLP-1) {EB) 3K
liraglutide, exenatide, albiglutide,
dulaglutide

O IR BE AR 2

WE DT —<at 5 Z/PSUR
DOHFFHAN TE=F—

mercaptopurine; azathioprine Vo SPEBE M TR

methotrexate o N W4T H

methotrexate TS B ENIE (PML), | @HO7 77—~ vJ 0 A/PSUR
JCUA N ARG, DOFHNTE=HF—

mitotane PER LBV REERBIOIIR KE | T
faDF I

nalmefene i AE RMPET

natalizumab 25 1. PIZLET

olanzapine IFFREREE N &2 By i kA 1D 3K AT
¥ it~ (DRESS)

olanzapine BAZE R A P [ WE D7 7—var 5 A/PSUR

OHEPFHANTE=H—

oxybutynin FE e PIZLET

palifermin AR E COmEIGIMEAICE | E DT 7r—~aE YT A/PSUR
BHET A5 HE N DFFHAN CTE=H—

palifermin Y PIBLURMPOLET, DHPCA AT

paliperidone BAF~ONEOMFENIRTE | RMPEAT

pantoprazole AR G YT~ h—T A PIECET

(SCLE)

paracetamol; phenylephrine

HEYERE R BAEH
paracetamol & D Rl EF#: 5. C
phenylephrine 4= ¥ Fl| FH =2
2 5

WE D77 —<at 5 Z/PSUR
DEFAN CTE=H—

paroxetine Yo PIEZET

peginterferon alfa-2a % RAE I AR W4T

peginterferon alfa-2a X7 L —JEWERE (GBS) W D7 7—<at YT AIPSUR
DFIFANTE=F—

pemetrexed B R HE4TH (PSUR/PSUSAD i PY)

pertuzumab U N H#E4TH (PSUR/PSUSAD i PY)

pregabalin R MY LAMAE, BROHH | BEO77—~aL Y7 A/PSUR

TRASIVE L AR A Gy WA IE 152 B
(SIADH)

DOFHNTE=H—

FEAAZ AEVINR - Ui AR

IR (%A 22 ) ; moroctocog alfa;

octocog alfa

BRI WEBE TOA e 24—
HEHL

AT

regorafenib MRS 1T (PSUR/PSUSAD #i[H M)
regorafenib VAL #4179 (PSUR/PSUSAD i FH N )
rivaroxaban fiti B HH . #4TH (PSUR/PSUSAD i [ IN)
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saxagliptin; saxagliptin/metformin | 2z = PASS
BB Erh=0FIIALE | FEBOSSRISNRIE A LS H HEATH

3K (SSRI) : citalopoam,
escitalopram, fluoxetine,
fluvoxamine, mirtazapine,
paroxetine, sertraline
trh=r L X7V FEY
IAZ RS (SNRI) : duloxetine,
venlafaxine

HEIRTO H BTEAY N LREE
(ASD) DY 2Z

BRP b= PRI IA A B
3K (SSRI) : paroxetine, fluoxetine,
fluvoxamine, citalopram,
escitalopram, sertraline

BEBLOSSRIME FIC B8 ERT
DHFT- T2 T DY AT

BHEO77—~ar 7 A/PSUR
DEFAN CTE=H—

sildenafil AN CORIEAMERIZ LD | RMPERT
1
sildenafil FEBR IS VERTEB I MR AR | @ D7 7 —~= 5 Z/PSUR

(NAION)

DOFFAN CTE=F—

sitagliptin; vildagliptin 155 P 2E WEOT77—<aL Y5 A/PSUR
DOFHNTE=HF—

TRID LGH OFEIAM, e, | DiERS PI&ET

AERTED EHA

somatropin G HEATH (PSURIPSUSAD#i[FHIN)

sorafenib VEINIENETE IS PRI W DT 7 —~3a VT AIPSUR

(AGEP) DOFFAN TE=F—

sunitinib R S AE #47H (PSUR/PSUSAD i N)

tamsulosin JR 2k WE DT 7—<ak’ YT A/PSUR
DOFEPANTE=F—

temsirolimus DM e PlEkET

teriparatide PelsdiE W OTr—<at U5 Z/PSUR
DOHFIPFANTE=H—

teriparatide FERFBIED N T 4TH A RMPEET

thioctic Acid AL AV H O SRIEFEGRE (IAS) | PISGT

tigecycline K747V 7 e HEATH

trabectedin B0 A VR A PIZLRET

ustekinumab FEREIE 1T

valproates J OB ) & bR T R PIEZET

vismodegib Jlik=gEaini HEFTH (PSUR/PSUSAD i )

warfarin B A BEOT77—<aL Y5 Z/PSUR
DOFIPANTE=H—

ziprasidone UFREEREE NS BB R 2O 3E | PICKET

¥ )& (DRESS)
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BEER

XN ZE B2 (EC) 13201648 H8 H AT, #1777 —~ab v I RIENMATS7220124E7 A 26
201547 H £ TOIERMNICEVEIE LB = k7 —27 (EMA, EC, EUNNER EHHIHERI N HR85)
Lo TN 7 7 —~abt oI AR T oM EEZ AL,
EMAD=2—ABINT LAY —R:
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2016/08/news_detai
|_002588.jsp&mid=WC0bh01ac058004d5c1
BUEIESBLHI Ry N —2 D7 7—~ab DT ATEBNZ B 2ECOME FH
http://ec.europa.eu/health/files/pharmacovigilance/pharmacovigilance-report-2012-2014_en.pdf

O BE DR R ML EMEER
[EU EMA]Vol.14 No.15(2016/07/28) , Vol.12 No.12(2014/06/05)

Vol.14(2016) No0.16(08/10) R03

[ EUEMA ]

o7 FNIZBIT B PRAC OEIFE—2016 4£ 5 A 10~13 H PRAC &£& CTOEIRS

PRAC recommendations on signals adopted at the PRAC meeting of 10-13 May 2016

Signal management

1HA H :2016/05/26
http://www.ema.europa.eu/docs/en_GB/document_library/PRAC_recommendation_on_signal/2016/
05/W(C500206968.pdf

(Web$g# B :2016/06/06)
(k)

AKFEHIE, 2016455 H 10~13H D77 —~abt VT R Y273 Hi % B4 (PRAC) AD 2 Tt
XNV ML, BRSNS O ECHh A8,

PRAC/HHMAHC Il RS B OBV & 03~ 72354, MAHIZE B Z O/ S 65,
HTE (R ERSGT72E) DRV E SN G, PIRIERBIED T 7 F /L TIEPRACOEIENA A
CHMP (=3 ZE B R) P~ ARBERL -0 HENE, FEAREDOL 7 F L TIHEIENEN

Pharmacovigilance Risk Assessment Committee

FROCTIE, RAIEL THARTHEGRIN TOBIEIE S E TR R OEE MGG E LT, GRIE)

marketing authorisation holder (1% il 5E /KGR EFS )

Committee on Medicinal Products for Human Use

KGRI u)u \T I, ZOMEDOARFZIE, PRAC OE)EE CHMP 237&GEL TRY (2016 455 A 23~26 H
DEFHITC), B RYE T@f,&)@ﬁﬁ(vanatlon) %, CHMP 233422 k12705,

m oo w >
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CMDh (P EZ8EE H RB L OV R & H DRk 7 L —7) PG @i ko 7= EnsC, #
D%, MAHDPRACOEN It~ T- 5t AL DL RiAENS,

SO0
1. B ERSET ORI EMTONI 7TV

— %4 (INNFEFE)

BEEEREBDV I

MAHC~D&& N

natalizumab

BRIEMERE RS

ANTFARERTE T U AIZHEDE, 2
AT AR A BN TR T R ESET T
BHEOENE, B FRIR DT80 DS (variation)
%27 A LINICHR L, UAZ 3 B S 2
JEUTHET 352,

warfarin

TINTTATHRTA

EudraVigilance, STk, 3126 12 H O fig A
T REBEL, £, 2UEYERFIC X
DI TEHZ D, KRBEFRICEEMENS
HEEZ HNDHEPRACITAE i, WV 7 4T7%
TR T AR A BN L TR R R A IGT
T HLH ), 2 5 (variation) 234 A LLNIC
2,

2. MREREH;BEShIS 7T

— 4 (INNSRFE) HEBRODV TV MAH~DE)E AR
anakinra; REHE N 20164F7 H 27 H £ CITHIEE a4,
canakinumab
dexlansoprazole; AT b ERBR T | 2016457 A 27 H £CITHi & B AT,
lansoprazole T 1 M B A 2 Y

g

fluconazole

FEIR TP O B ARHRPE, 35
FOFERE

20164E7 A 27 H £ CIoMli RS EATEH,

F Co-ordination Group for Mutual Recognition and Decentralised Procedures — Human
¢ K EKFRIICOVTIL, MR EORBR YRR, © 7 AT PRAC OEIENEFSNLIIEE TS

BHEEHAD,
" Risk Management Plan
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P R=E A= ¥ KRGS L OKRENR | 201647 A 27 H £ Tl 2 1 a1 .
(2HH): i e
ciprofloxacin;
enoxacin;
flumequine;
levofloxacin;
lomefloxacin;
moxifloxacin;
norfloxacin;
ofloxacin;
pefloxacin;
prulifloxacin;
rufloxacin
levetiracetam (% 11 i#%) RAEEEEEBUCHES | 20164F8 A 24 B £ TICfi & Ma T .,
£ SEPERITEA
metronidazole 2 A AEERERE T | 2016457 A 27 B TS S T HMA TR,
HE DT EMERB LU
R
quinine BEEWTH DO OAHE | KIEIOPSUR'CTEEAT (EURDY ANIZHEL
Wb BT, DA | H),
HTORLEIAY EH
regorafenib A8V 20164F7 H 27 H £ CITHTETE a4z,
vedolizumab JFEE AT DOPSUSAK o Fife & TR,

3. TDMOBYEB TN 7T

dapagliflozin/metformin

— %4 (INNFRFD) BEEEBDV TN MAH~DEIENE

adalimumab BRI S5 WE DT p—eabt U5 ATEE SR T AT
Eo

clozapine WD WHEOT 7—~abt PT AR TINS5
Eo

cytarabine BMEEEE N W DT 7—ab VT AR TR T 52
Eo

dapagliflozin; /S PSUR'"CE=Z—F252L,

' Periodic Safety Update Report : 1& 022 £ B B il i
3 The list of Union reference dates and frequency of submission of PSURs M #5, EURD=EU reference date (37 11)
K PSUR Single Assessment Procedure (PSUSA) : [fl—A Wik /3% & A 3 D3RI 4% PSUR O — il T

feo
L

routine pharmacovigilance
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PR AN e e e W DT 7—~at T AR TR T DD
(2EH) : L
ciprofloxacin;
enoxacin;
flumequine;
levofloxacin;
lomefloxacin;
moxifloxacin;
norfloxacin;
ofloxacin;
pefloxacin;
prulifloxacin;
rufloxacin

o

gefitinib R SR HWOT7—~ab VT AEE TR T 52

=

N
o

infliximab FELIR iR et 2 WOTr—vabt VI AEE TR T A2

=

x

methotrexate TR MR O I A S w DT at YT AEE RIS AT

=

N

o

BRI b= FEY | BEBOSSRISNRIFA | BHO7 7 =<3 DI ARBTG5
A HE (SSRI) WEBHAERTOAMN | &
citalopram; FEANT NT LEEH DY A
escitalopram; J
fluoxetine;
fluvoxamine;
mirtazapine;
paroxetine;
sertraline
Toh=r- TRV
VB EIA & BAESK
(SNRI) :
duloxetine;
sibutramine;
venlafaxine

B E R
o EMAM TS TWAIEIMZ BN 7 TN OEBL AT MIONWT, FELIL PRt A M S M
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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[ &% Health Canada ]

eChlorhexidine &4 OTC /M AHERK: BB 7L AX— Kk GRBUK L) DVAZ B4 25
Summary Safety Review - Topical Antiseptic Non-Prescription Chlorhexidine Products -
Assessing the Potential Risk of Serious Allergic Reactions (hypersensitivity reactions)

Safety Reviews

1B H :2016/05/13
http://www.hc-sc.gc.ca/dhp-mps/medeff/reviews-examens/chlorhexidine-eng.php

(Fhkr)
OCEERAE—Y

e Chlorhexidinel%, AL, YR AR T 272D DOTCH HEEFIC VST
AN

e Health Canada?>/L—7 4 N To TCWBIEIK G DE=FY 7T, chlorhexidine? 4+ &
OB LI HE R T LIV — (T 74 7% v —% & Te) OAFIEF N R HEN
TeZ eI, ZOREVELE 2 — N ERESNT,

e Health Canada®>% 4Lt =—, chlorhexidined A4+ 3%, e <CBR il CofE i,
BHDWIISNEFIROERTCFNTH TOM PR E ORE DRI T, HERT L AT —HT
TA47X U — b E SIS I A REME A S A LM S 72, Health Canadad I Antiseptic Skin
Cleansers | (FZ & M5 B 0 /7 F7ACIIBEIC, chlorhexidine? 4 0 T8 FYEEAI D
HGBRIIEARDICTLAX—DHL N TOMEHICETEE LT T 289K T
V%, Health Canadald, ZHHOF7- 225 RICh &5%, B ROSGTICEVAAT,

Ot =

AE DR ML E 2 —1X, chlorhexidined A 4 HHEHEEE /2T L VX — KIS B35
AIREMEIZ DWW TRETL, B RIS 2B N 2 LB B 20 HI 9~ 572D 12 FE i &
ni-,

HERT VX —FUS(T T 747F% 0 —% G te) OFERITIE, B, IR, OE, OiE, HiERE D
NERRZAED EOFEMEDZERRIE, REW A, MAMERHTROIE 75, JRphlal A 3@5 T 747% v —
FSE, iz g B 0d 5 EERBBNIGE THD,

OHFF TORERRE
e Chlorhexidine & A OTCHEIZ, HlIE R A7 2RI 5720, {HBEHREL TLFICHWON
% (O HE) o
o J1 X121, 50dn H LA Edr R Hchlorhexidine? A OTCANH D %5,

A http://webprod.hc-sc.gc.ca/nhpid-bdipsn/atReq.do?atid=antiseptic_antiseptique
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o W HTIE, 2~A%D i Dchlorhexidine s AOTCH IR D AFEANFRD LI TIRYA, 7 —
b, Wi, B, AT REDBBB DD, YTAY £y ARk, DN THATS
chlorhexidine®ihid, AT ZERD A THD,

OREMLE 2—DRERS

o LB =—MIF5 T, Health Canadal, chlorhexidined A OTCANHEDfE I EYEE/LRTL
V=S DOWEEBIFZT TN, ZOIBIMEXT T 747F v — G Th o7z,

e Chlorhexidine? AOTCAMHIEDE IO EHERT L AKX —FIR (T 747F%F 0 —% 5 T)
WZBIT DIERIRE S ARSI TV,

o TUIKX—IUS(TF74T7% > —%4GTe) 1, chlorhexidined A O QAL KDY AL
THLILTEY, I DT ERIZIFBRIC G HEHIN TnD,

e Chlorhexidine 1 OTCHNHIEDE I ENEER T LA — T F 74 T7% 2 — UG D3FE
B 2B 132 <1372\, Health Canadald, ZaMELE 2 —DfESR, chlorhexidine® A4+ H
I, ABENCBRERITOBER, BV NISEFFIROERTCFI I COEHREDRED
WWLT, BERTLAX T F747% 0 —OGA B SR T A REER S L G i LT,

O &
Health Canada® I FZ & 1H EIE A DE /777 CTIEBEIZ, chlorhexidine? A OTCAMHIEE:
DR FITRITT VT — UG DY AL Ze b /MU D728 OB CATLH T D EIRKD T,
Health CanadalZ, ZHHOH 772 AIch &3%, BEEROSETICEVFA T,

OHETIEEK LT EMER
[NZ MEDSAFE]Vol.11 N0.16 (2013/08/01) (77 47% > — DY AY)
[#MHRA]Vo0I.13 N0.07 (2015/04/09) (REAVELCTO R g DL FEUE DY A7)

RAER
©Chlorhexidine (7L ~F Mg, Chlorhexidine Hydrochloride (JP), Z7mL~Fo v
JLa I, Chlorhexidine Gluconate, £ BVH 258 [EIN : F 7218 WA 5683

B Rz Y 2—1T, BHASCHR, E5m, 12 ERNSAORERBRE, HF# EPNSTo chlorhexidine &4
OTC #MHFEDE A I T 2 A2 L Icb ST Thivi,
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[NZ MEDSAFE]

o ZVIR= VIR R R IK D IR BY R DO AT REME

Sulfonylureas — Associated with Cardiovascular Disease?

Prescriber Update Vol.37 No.2

1HA H :2016/06/02
http://www.medsafe.govt.nz/profs/PUArticles/June2016/SulfonylureasCardiovascularDiesease.htm
http://www.medsafe.govt.nz/profs/PUArticles/PDF/Prescriber%20Update%20June%202016.pdf

OCEERAE—Y
— V=T R T DA R LR > TOWD3MHDANVKR=VIRFERIEDIL,
glibenclamidel X/ L COHET VM 2% G ST VAN KL EWEITHD,

(CIRCIRG

ANV =)V IR FESRIET, BEBMIITIEIL TA AV b R ES T LB E 300, 2705 /R Jw
DFFRIHVSLEY, =2—2—F RT3, glibenclamide, glipizide, 35X Uigliclazide? & #8%
2 TR, ARSI RIS TS,

ANVR= IV PR FE R HKIT—MKIZ, HbALeD BARMEZ 2L TEZ2WEFE TN T, metformin& i
HEDETHWLIND, LInLRnG, AVR=/VR#EREIT, metforminiZ Z&MEDRWEFE T,
BOMyRIEL LT IV B,

BEPRIF B D4 B O LA T A DD ONW T, RERBELALTZH TN D,
MARC (E3E LA E R GEEE) BTl 5, A= /VIRFEZREOM HBE TOLME T
SZBIL, ATFATREARREE AL E 2 — L5,

AR =V PRI TR FED BEAE 2 L LGRS I L7 B T oL M 77 M1 AZOW T,
BN RDAZ L, LnL72ensh, ENBE 1T Hylipizidekmetformind s fHIZ-DWT
L L 72 SPREAD-DIMCAD # Bk T, Zo il 233 i & 4 Tui=?, Metforminf FBE T
glipizidefif HEEIC L, DILE RA FEFHRIVDIRN LR RENT,

DA T N DA TR - S LT B TR T E R R ST D08, b\<075>0>%0)7”:&>7c
DFFFRIIIIR AR D5, FlZIE, Z<OMZET, BIEIRIEZ: & DO ASHE R 2B D s K
Wz, SBIT, N—=ATAUREEDE N R Y, metformm@ﬁﬁﬁ‘%\%J:X/I/zk:ﬂ/):ﬁﬁ%@ﬁiﬁﬁ
BELTHERD AL,

MARCIZ, AFLZ=E T A1, glibenclamidezigliclazidelZ b~ L 2B EHE R DY AY

A Za—U—F R, B O2BpE R /“fﬁ@‘«kbf AV =)L PR 3 R SOl 2 metformin & pioglitazon 33 5
(%165|EIMARCA%®%$%£D) (FRIE)

B Medicines Adverse Reactions Committee

€ FELLIE, 2016 4E 3 H 10 HICBAALZH 165 [5] MARC 230k ik (Rt h) 221
http://www.medsafe.govt.nz/profs/adverse/Minutes165.htm
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FREEETLHIEERLTCNDEE X T2, £T-MARCIZ, glipizideds L Ogliclazide (W3 1, A
JVIRZ VR FE R P LRINENAD) 12X, glibenclamidelZAS MDY 22 b5 & B3
BILICHLIER LTV,

SCERES L OB E
1) Pfizer New Zealand Limited. 2008. Minidiab Data Sheet 20 June 2008. URL:
www.medsafe.govt.nz/profs/Datasheet/m/Minidiabtab.pdf (accessed 8 April 2016).

2) Best Practice Advocacy Centre New Zealand. 2015. Managing patients with type 2 diabetes:
from lifestyle to insulin. Best Practice Journal 72: 32-42. URL.:
www.bpac.org.nz/BPJ/2015/December/docs/BPJ72-diabetes.pdf (accessed 8 April 2016).

3) Hong J, Zhang Y, Lai S, et al. 2013. Effects of metformin versus glipizide on cardiovascular
outcomes in patients with type 2 diabetes and coronary artery disease. Diabetes Care 36:
1304-1311.

FANME R

©Glibenclamide (7' V<> Z7Z3K (JP), Glyburide (USAN), 25 XA/ HR= VIR ERIK, IR
JRTRIE] EN 20 Sk FE e

OGlipizide (ZVE VR, & AR AVR=/VIRHE R I, BEIRFIEHEER)MESL 3587

©Gliclazide (ZV7FR (IP), & AR R VR FERIE, BEPRIIGESK) EN 2% W
Fh FETEVE

O©Metformin (AL HiFet, Metformin Hydrochloride (JP), B2 7 AR (BG) 523, IR IH
1A [EN JETE 5 sk J85ET

2.3 0 3 O
R i
o S«NfJ'L.r o o “‘N"JL‘N
H d | H H
il NH =
~ jog
-
He™ ™M

Glibenclamide Glipizide

Yt h@ T
/©/ N H H?N,JL\HJLN,EHR
HyC '

5 r_I':H_q
Gliclazide Metformin
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