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[EU EMA (European Medicines Agency) ]
o 201849/ 3~6 H DPRACE i TR EMUGT BN E SIIZS 7 Tl e, 2

o Alemtuzumab& ¥4 R AH T A /LA (CMV) &G
o Dimethyl fumarate & SV i/ N P SR BE P 36 KON/ MR B E
o Duloxetine )& 14 ifi i i
o & HARBIOWM AR VA ur B3R KBRS J O Eh kAR
o Hydrochlorothiazide: {7 & ¥
o Ipilimumab& A b AT a7 A )L AP E AL A I

[ #*MHRA (Medicines and Healthcare products Regulatory Agency) ]
e Drug Safety Update VVolume 12, Issue 3, October 2018
o Rivaroxaban[ ‘Xarelto W’ ] : & 77 —7 /L H KBRS (B B9 11 T B Tl ¢, FIA
ZRIDRVIEL, AR 38R tEA R, BROM A~ O M ERIRER CTREn5 .9
o Ponatinib: A% B IEIEERED IR oot 13

INIHS EHGZEMEFRIIL, ERLTERFMOUEIN O 72 55 HEEE - E FEHEI 25 D38 (5 S B3I B
DOLEVEFE WAL -RFIL, BEEEEZONAEREFER E2IFEN LD T,
(OO0’ ]oOOOIRYFEICHITDIRFEA ERL, EFEHFEIFEAEL TMedDRA-IZEHL TV ET,

Z5 FHEEOfRR, 7 DM OFEHIZ- >V TliZhttp://www.nihs.go.jp/dig/sireport/weekly/tebiki.ntmlz Z 2B 720,

KAEREBEZICENDIHERIILTHE LTS IRLTZE W, KRIFRBLOARFFRIZI 7SN THB T AREFIHL
T2 BIZEDRE IOV TOEEITAVDRET O T, T THEIIZEN,

http://www.nihs.qgo.jp/dig/sireport/index.html—@EnEHKiz=t 5
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[ EUEMA ]

*20184F9 A 3~6 H DPRACE# TR B MUET B & ESh 7z 7 F )V (alemtuzumab,
dimethyl fumarate, duloxetine, £& B LR AR 7 VA uFx /ul %K, hydrochlorothiazide,
ipilimumab)

PRAC recommendations on signals adopted at the 3-6 September 2018 PRAC meeting

Signal management

1HA1 H :2018/10/01

https://www.ema.europa.eu/documents/prac-recommendation/prac-recommendations-signals-adopte

d-3-6-september-2018-prac-meeting_en-0.pdf

(HRHE)

AFLEHEIL, 20184F9H3~6H D7 7 —~abt YT A URIFHIIE B4 (PRAC) ADE#T, v
7 F AL TGRS, BRSNS O Th D,

PRAC/HMAHBIZ Al R IF HAZ HH DENE 38 -7 3556, MAHDNEHZ ORI RS T 5, &

7 F AL TR S AV R, BLHIEE (B IS SRR T 722 8) DS S5, Hh KR E
(CAP) CTIFZPRACO N E NADCHMP ([E3E 5L % B 4y) PRk A 1557 it S, & E7ER
JE(NAP) ECI3EN N A 23CMDh (FH AGRFE T B L OV BFR & 7 X OFRFE 7 L —7) F I
RO DE SIS, FD%, PRACOENEIZHEST- R EEMAHNEAD Z 0N RiAED,

PRACIE, MEIZIGEU T, EMAEIEMER EIZ XL 28NN O ez 8 5255055,

KGRI O W TR, RELEDOAFIFITIL, PRACH DL M ET OB A 12 B L
CHMP D437 (2018429 H 17~20 H ) THGEDMFHAL TN D, ZOEIEHIZHE-SEMAHDE T 5

S IEHRELRT D72 DA H (variation) (22U Tik, CHMP2SEHI 35,

B EFKGRIRIC OV CIE, SiNBEOBIR Y JAS, 7 F I HPRACOE)E 3BT E
NAIOEET2EBEEZAD,

OO0

A Pharmacovigilance Risk Assessment Committee

B marketing authorisation holder (3% i 5E KGR EAS )

C Centrally Authorised Product (1 95525 )7 2 CHRGRI 2 R 3R )

D Committee on Medicinal Products for Human Use

E Nationally Authorised Product (£ [E 3825 5 20 CRARS L [EHK 5h)

F Co-ordination Group for Mutual Recognition and Decentralised Procedures — Human


https://www.ema.europa.eu/documents/prac-recommendation/prac-recommendations-signals-adopted-3-6-september-2018-prac-meeting_en-0.pdf
https://www.ema.europa.eu/documents/prac-recommendation/prac-recommendations-signals-adopted-3-6-september-2018-prac-meeting_en-0.pdf

NIHS [E3E 5222 ) Vol.16 No.24 (2018/11/29)

(F#)
B ERUET B E SN E I C
1. Alemtuzumab (CAP) ¢

OREMT T TN ELUTRESNIZAEFELR T AT YAV (CMV) HEZY

PRAC (%, EudraVigilance, CHk, & K# 5k, 3 X Qtalemtuzumab [ © Lemtrada’ ] @ MAH
(Genzyme ) ICEZRAEL Ea— oA bN - 7 v A2 MRE L7 #5 5, alemtuzumab
[‘Lemtrada’ JOMARIZxIL, $ 5 EMELET 7= DZEH (variation) 227 A ANIZHEH T2 89
BEL,

OB ERUETICET 28 E5NE
e SMPC'?® “Special warnings and precautions for use” (437245 B L OMEH EOiEE) O

“Infections” (J&YIE) DIAIZLL F O FeH A B INT 5,
[ ‘Lemtrada’ ] BB C, CMVEEME(LZ 5 TeCMVIEZE D JE B 3 #H 5 S TVD,
JEFID %L1, alemtuzumabd i 2 4 H AINIZFEBLL Cuhiz, £ BRAARTIC, Hilik
DITARTAANJENIZ MG R A DR SNAZENH D,

“Undesirable effects” (2 £ L2V MEM) @ “Infections and infestations” (YLIE 38 L ONE 4=

HUE) OIRIZ, A RAT A VARG (B 13 “uncommon”) 3B IS5,

o HE[ETIRAT S (Package leaflet) ™ “Warnings and precautions” ™ “Infections” DIEIZ, LA
TORHEHEZEMNT S,
[ “‘Lemtrada’ JOfE B T, FAMAT Y ANV RIZEDEGIE DS S TD, FE]
D %L1, alemtuzumab D 24 A LIRNIZIEBLL Tz, FEECY R HifERR Y
DEGER DB IULEBIZEANARZ 5T,
“Possible side effects” (2 ZV G2 RIEM) DIEIZ, A RAT aw A )L R Gs (58 1%
“uncommon”) (100 A& 7=V RINIZHBL T L RTREM: A D) 218195,

2. Dimethyl fumarate (CAP)

OREMT T FNEUTRESNIA FESR S5 i1/ IMRIBA SR BER 3 KL O/ IMRISA FE
PRACIZ, I Mijs/fiE Ldimethyl fumarate (258 A8 LAE DTG Z# il 3 25) OfE FH DR

¢ JRAIELT, HATERIN TODERS FIIIBZE T OEIE ML LIIMIE I LT,
JRSCiE, R EREGET OB E ITIZEL T TR FREH B ES N ER R BL O 20O &3 170
NFEEEE | OVARLBHESNTODER, RLETITEAM L=, GRIE)

H cytomegalovirus

I Summary of product characteristics (i S A 22)

I CMV HUfk DA A4 E (FRIE)
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H|Z DU T, EudraVigilance 35 XL OO HE O T U A2 RET L 725G &, dimethyl
fumarate[ ‘Tecfidera’ ] MAH (Biogen Idecth) (ZxfL, B IHFMALGET O DEF 225 A LN
(ZHR I8 L,

OB ERUETICET8IE5ENE
e SMPC® “Undesirable effects” DIAIZ, /Mg E BEEE 13 “uncommon”) 18195,

o BEANTERAT SCED “Possible side effects” DIEIZ, FIVEM (BHE X “uncommon”) (100 A&
720E RINIZR BT A HENEDRN$H5) L LT, M/ MO 2B 5,

3. Duloxetine (CAPIB X U*CAPLLIS})
OBREML T IFNELTHRESN-AEES  HEMMHER

PRACIZ, duloxetineX A} fififk f8. & D BFHIZ DN T, EudraVigiIance%i(ﬁif’ﬁk?ﬁ)%ﬁ%%h
lemE T U A RESLICAER, duloxetine & A R OMARIZ L, R FHIGET DT DA
#2271 H UNIZR 35 J08 LT,

ORI ERUGETICREIT28ENE
e SMPC® “Undesirable effects” DIEIZ, Fi)E MR B (BEEE 13 “rare”) (BEEEILT 7 B4R X} HRER
IRFRBRICH EDEHEE) , oL OUFBRERVENG 2% (B 13 “rare”) (BEL IR A CTOAH
FOSHEICH EDEHEE ; 77 A ki FREG PR SR CIL A BR ERYE i 28 D i il I 3B 22 s 7z
D3o7c) DA BT 5,

o B ANTIRATSCED “Possible side effects” DIEIZ, FIVEH BEEE T “rare”) (1000 A &7-Y &
KINZHEBRTHIHEMELRSHD) ELT, BAEEOZLOHIEME, WiiE, BLOEYINnEIB
o,

4, 2HRABIOBRARZ VAR 0 R (CAPIBLCAPLLISY)

OREML T FTNELTRESN-A EES  KEIRERB IO KB IRAFRE

PRACIT, 142 (Lee et al. 2015, Daneman et al. 2015, Pasternak et al. 2018) 3 NG IR
#RB% (LeMaire et al. 2018) |ZH L OB T VA, BLOT VA uX /oy RIEOMAHNLOD[EE %
BALIAE R, 25 HBIOWM AR 7 VA ex /ur ZEOMAHIZH L, SLELERSEETOZH D
EHE A3 A NIRRT 2I98 5 Lz,

K" ciprofloxacin ; flumequine ; levofloxacin ; lomefloxacin; moxifloxacin ; norfloxacin ; ofloxacin ; pefloxacin ;
prulifloxacin; rufloxacin
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OB IBRUGTICET28IENE
e SMPC® “Special warnings and precautions for use” DIE|Z, LLFOF#a BN,

JESEIFE T, BRSO EIBRE BT, A uXk Jur RIEOM I KEER IO
KENRFEEE DOV AV I3 R HZ e dE S Tna,

LT3 o, BRI B O FIRRED 52 B, KENIKE I J OV E7 I3 KRB R D
DA 2N, HDHVITRENE B L REIRAFREZ L3 <95
fMDVAZ R A ET TR E (V7 7 AEGERE, T —F 27 a2 EGRE, &% E)
ARZe, EANIEMEENRSS, N—TF =y M, @ IE, BT 7 a— AP R LER L)
DBHLBE T, HERANKT 4y R VRTFAMEATV, D ORBVEFEE RS LIZIZO
I, ZNAnFk ar RZEE 3 ~&ETHD,

BRI, MW, M, HOWITE ERE 2R Z -7 bizlarex2
T589, BIELTRINETHD,

o HEEAITERIT SCED “Warning and precautions” DIEIZ, UL FOBE T 7 LA 0%k /o Rk
23 ARNCH Y R IR 952 LD ReH BT 5,

- KRB KBRS O W &2 1 T- 283 DB H

- REWRAREEO Y — R ZRBR LT 2 LD 5 B

- RENIREE F72 X R EWIRAREE O Z R, HDWIX KRNI/ - KRENARAEEEZ R L<Cd<
TAHMDY A K FF 1T E (21T, ~ V7 7o e, ST —F5 248 1 2E
BEREZRE DR G AR L, mZERE, EMRatEEIRE, ~—F = MF, miE, B
HOT T a— LWEBREE(LAE/2 & O A8 ) DD EE

JEES, WOET, SOV ISREE OIIFEEC TG, ELICRERE%21 028,

5. Hydrochlorothiazide (CAPI X UCAPLL4})

OREWT T TN ELTRESN-EEER: KEE

PRACIX, AFL7-TF —&/—A(CHk, EudraVigilance) % 27l L7=#%& &, hydrochlorothiazide
(HCTZ) D BB EDOEINAENIEAT ) —~ B i #E (NMSC) " DY A 73 B R 5284 3R
%, MR 2 Y 72 £ 7 /L (mechanistic model)ﬁ)ﬁfﬁ‘ék#ﬂlﬁbto ZD7=%, PRAC
IZhydrochlorothiazide & A L 5 OMAHIZ X L, BLEE AT D7D DT 220 A INIZHEH
THIENELT,

L non-melanoma skin cancer
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OB IBRUGTICET28IENE
e SMPC® “Special warnings and precautions for use” DIE|Z, LLFOF#a BN,

AT ) —~ eI

Danish National Cancer Registry(Z# &-3<2- DD #4223 T, hydrochlorothiazide
(HCTZ) ® BAFEH EOIEINZ L, FEAT ) —~ B fFHs (NMSC) (L (BCC) M
BLORF LR (SCC)N] DYAI A EF$HZENBIE ST, NMSCAEE Z LAFHHE
FreLC, HCTZO SR EMED BE5-L T D FTREMED DD,

HCTZOA# BB E 6L, NMSCDYAZIZOWTHEISY, =/l B N2\ & %
EHHNCT =7 L TR LW IR A DS HIUTREIC R E T DI HRETHD,

B s DY AL % e /IME T 2728, FIREZe T B3R (H JE08RAMR ~ DR A il R 9~ 5 72
E) R0, IRET DRI 2B AT IO E 3528, B LWERENDHIIL,
LAV EREARDOMBFIRELE D, BEIZHRAET528, NMSCOBEREDH D
BETIL, HCTZOME FIC W TR N LB A 135D,

“Undesirable effects” DIEIZ, FEAT /—~ R G ¥E GREM AR L OVR - ERE) (BEE X
“not known”) Z1BI14 %,

“Description of selected adverse reactions” (74 F SO OIEIZ, LT OFE#HE B
42,

AT ) —~ &P P2 BT —ZICh &%, HCTZENMSCO I 2
FE AR EOBEN AR ED BT,

“Pharmacodynamic properties” (B /52 REM) OIRIZLL T O FLdZ BN 5,

AT ) —~ B RGHE e SR DN T T —ZIZb 3%, HCTZENMSCO [IZ 5
FEHABRFEOREN LD BT, 1-DDFZETIE, BCCHET71,533/413 L USCCH
8,620 DIEFI &, TN~y TF 7 SH721,430,83301 35 L UM 72,4624 0>t R A
FAANSINTZ, S AR EOHCTZ (A 51350,000 mglh ) Off FIEBCCI &
U'SCCLPIH § DI LN RS A, FHE P A4 Xt (OR) ©1%, BCCIZ DU TIE1.29
(95%CIP[1.23~1.35]), SCCIZ-o\T1%3.98 (95%CI[3.68~4.31]) TIH-7-, BCCE
SCCOWT G, BIEHEKFIEDORRIALINCAED DI, ILODHFFETIT,
B O LR EHCTZ A~ DR EE 23 B 32 FIREME D VRS, ZOWFETIE, YA

M basal cell carcinoma

N squamous cell carcinoma

O odds ratio

P CI: confidence interval ({5 X [t])
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ey NPTV RWT, DEEOBRFBHDIEHEENIC~vyTF ISt
63,0671 D%t FROSFA A AN DIV, RFEA BRI ORISR RS, Fi#E % ZO0R 2.1
(95%CI[1.7~2.6]) A%, & A & (%925,000 mg) TIXOR 3.9[3.0~4.9112, kb iE
o7 588 F & (%9100,000 mg) CIZOR 7.7[5.7~10.5]12 EH- L7z,

o HEENFIRATSCED “Warning and precautions” DIEIZ, LL ROtz BN 5,

B3 DREAE D&% B X, HCTZOME AN, 2 o ERR, KA, HDV NG HEA
\ABZ DT L, RIS T R R A SR B L= B 1L, Y O EEff, SEAIRT, &
BHUNTFE#AN s 2 5 Z L, HydrochlorothiazidelZ LA 759 1%, Fricm A ECTEY Y
&, HOFD L EBIONBEONRE (FEAT /) —~< B &) DUAT BN EED A REMENH D,
HCTZOfEAH X A KB L ORISR G ERET D28,

“Possible side effects” DIAIZ, K& B L O R (FEAT ) —~ FJ& ) (BE 13 “not
known”) ZiB 095,

6. Ipilimumab (CAP)
OREML T FTNELTRESNI-A FEER T ANV U ANV AL E RS,

PRACIZ, EudraVigilanceds KONk B LN 7 U A& T L7 #52, ipilimumabd
MAHIZXIL, BLEAEROGT D720 DT 4271 H INIZIR N T D08 & LT,

ORILBERUGTICEAT2EENE
e SmPC ® “Special warnings and precautions for use” @ “Immune-related gastrointestinal
reactions” (50 BEIE DIHALE A H SO DI LL N OFEHZHIFRL,

Ipilimumab > i BB B L R LT RIS 1R 26 ISR L, e A
I 2 OMOTFE D TR BRA LA IR,

SUF sz BT .
TSI\ C, BB AT oA B O fo e B KT 2 0 BB C, 44 hAH B
A 7L A (CMV) B FEE ML DR BB S TUVD, FRIEI AR A 2 L
S0, IIED D NEEDMOTEE O AR RS BT, B LS RUE R
EFMT ~ETHS,

SHIZLU N ORE#EAIBINT 2,

Bl BB AT v A R HUME O 72 B RG22 00 J8E T, Il o0 S e i) 4 81l R B A
T uANFHEIBINT 25613, toJRIA EmEEZ 2D A /L APCRIRAEIZ L -
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TRHEL 7Y A AT BT A /LA (CMV) JE&GYFHEEAL, BEOMOT AV, #iE, FA
HRETDAIREMEZ RIS N ETHD,

A E

o EMADMTo TWADELZ RIS 7 F NV OFE L AT MIOWT, FELIL FRe A s I
Questions and Answers on signal management
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2013/09/WC500150743.pdf

BEER

% 20184-11 A 14 H ff THEMHRANHF{T S 417-Drug Safety Update (Volume 12 Issue 4
November 2018) (2, hydrochlorothiazide:s X OV & H - A7 LA vk /oL s/ 3RIZBE 958
UEES i PAGERE /AL :2E ey A QAR
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/

756090/PDF-Nov-2018-DSU-1411.pdf  [NIHS [ Z2 M 1E#Vol.16 No.25(2018/12/13) (Z
Pad 7 E)

IAITER
©Alemtuzumab ({ 7L &Y X~ (Bin1-##t 2 ), Alemtuzumab (Genetical Recombination) } &
MEHICD52E /v —F ViR, HUEPEIEIS A [EIN  J6 e 0 vsh JEoe v
©Dimethyl Fumarate (7 ~ /LY AT /L, BrfipiniFR 3, gl f@ise, 2R MM biE iR 3E) E
W JETEW SN FE e
% Dimethyl fumaratel ZINNCI372<, WHODATCS3 %8
©F 2T U HEEHE, Duloxetine Hydrochloride, Trah=2+ /)L 7KLV FHEUDA A BHE
FE(SNRI), HLOOHKIEN  FE5EW MBS FETH
<TNA TR u R (s B I OWRAR) >
O©Ciprofloxacin (> 77 us4 0 (P), v FarvaxH e /K T4, Ciprofloxacin
Hydrochloride Hydrate (JP), ==—3 /0 R AR PIE ) BN BT E HEIh 38585
OFlumequine (== —F% /11 SR A AT 3] HEoh - 72
©Levofloxacin (L AR 73420 7k Fi#, Levofloxacin Hydrate (JP), == —3F /0 R A kPt
PR [EIN  FEoEvE s FE e
©Lomefloxacin (Mg A7 %4>, Lomefloxacin Hydrochloride, ==—3 /1t & A HHt
PR [EIN FETEvE s T e
©Moxifloxacin (£ 7Y 4 fEth, Moxifloxacin Hydrochloride, == —% /%2 &
D EANESE NS PR U7 i A S
©Norfloxacin (/L 7a¥H4 0 (IP), =a—F /0L %G iBHUR 3 [ENRSE oh: 58585


http://www.ema.europa.eu/docs/en_GB/document_library/Other/2013/09/WC500150743.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/756090/PDF-Nov-2018-DSU-1411.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/756090/PDF-Nov-2018-DSU-1411.pdf
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©O0floxacin (A7 uFxH 0 (IP), ==—F /0 A AR 3 [EN R Mot Bk
O©Pefloxacin [==—F /0l R A RPTEE 3K) HESh  F8 T8

©Prulifloxacin [Z /W) 7ad4 v, =a—F% /o R A B PTE ) [EN 8500 MEsh otk
©Rufloxacin (==—3 /1L R & R HUH 3 WA - FTe ik

©Hydrochlorothiazide (bR F 7 VR, 7 VR AHIRE, &M TEGHEIE, G HEE)
EN:F T80 MBSk He

Olpilimumab ({A &YV A~ GElsF#i#:2) }, {Ipilimumab (Genetical Recombination) }, BRI
ERCTLA-4E /7 —F VHUER, GUEMEIESEE) EN J8585 sk JEoe i

Vol.16 (2018) No0.24(11/29) R02

[ ZEMHRA ]

eRivaroxaban[ ‘Xarelto W’ ] : &1 7 — 7 VR KRB RF BT HETTRE COFER T, KERZM
DRWELT, MARERMEAUN, BEOHIMAX OIS ERKRR Crashd

Rivaroxaban (XareltoV¥) after transcatheter aortic valve replacement: increase in all-cause

mortality, thromboembolic and bleeding events in a clinical trial

Drug Safety Update Volume 12, Issue 3, October 2018

1B H :2018/10/11

https://www.gov.uk/drug-safety-update/rivaroxaban-xarelto-after-transcatheter-aortic-valve-replace

ment-increase-in-all-cause-mortality-thromboembolic-and-bleeding-events-in-a-clinical-trial

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/74
7591/PDF-Oct-2018-DSU-FINAL.pdf

BA T — T VR EIR S E HIT (TAVR) A1 T A 13, rivaroxabanlZ S5 1E% & kL, FEYE
TBRIZYIFE 2 HRETHD,

(CIRCIRG

OERMEEEMITIEE
o IR AZRER D T B B0, rivaroxaban < —ADHUEEEPEEIZEO TSN 7= B
TUX, frin/ M E (clopidogrel s & Dhaspirin) IZEIDFHT B2 B 12X, TAVRZ DSE
T UREZ D70 BEOH MOV AT B3R265 THHEN RS,
e Rivaroxabanix, TAVRiATHE ZE 0, N TOIEROBE BT DM FBE ol &
ARSILTWRWNZD, ZO X7 B T I & Tideuy,
o TAVRIJiif7HE7 CODrivaroxabaniZ LATEFRIZH IEL, BEHERIEICOIVEZ HR&ETHD,

A transcatheter aortic valve replacement


https://www.gov.uk/drug-safety-update/rivaroxaban-xarelto-after-transcatheter-aortic-valve-replacement-increase-in-all-cause-mortality-thromboembolic-and-bleeding-events-in-a-clinical-trial
https://www.gov.uk/drug-safety-update/rivaroxaban-xarelto-after-transcatheter-aortic-valve-replacement-increase-in-all-cause-mortality-thromboembolic-and-bleeding-events-in-a-clinical-trial
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/747591/PDF-Oct-2018-DSU-FINAL.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/747591/PDF-Oct-2018-DSU-FINAL.pdf
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o A T.DMiEFr o B 12351 Hapixabands kX Uedoxaban (U9 v BB /EH BLRR O HLEE[E 23E) o
il FZ DWW CIEERRRBR M TN TEL T, OO ER LB TAVRIET T A CTlIfeitsn
72N, Fo, PUEEERIEZ BT 5 N TR O B3 COdabigatran Dl 1325z &> Ty

Do

OGALILEORBRD T YA LfER

GALILEO# 5k B (Study 17938) |3 HE 11 2 1k 3 5 o 525 ef A2 J 2 [R5 AR ARER TH 0,
TAVRM B A2 TSN 7= B3 %, TAVR# [Zrivaroxaban— AD e [E LD 72 13 B /)
LD T NI ER BT L, BIRIRIRA T 5284 B L T,

PR B AT S - 1, rivaroxaban 10 mgds L Dhacetylsalicylic acid® (aspirin) 75~
100 mg#1 H1[m190 H 4% 5-&41, ZDtkrivaroxaban 10 mgz1 H 1[ml#EREFE G-S 7z, kHHREEC
EIFHr S B3, clopidogrel 75 mgds L acetylsalicylic acid 75~100 mg#4-1 H 1[7190 H [
hH-sn, =D acetylsalicylic acidd A& #5877,

MO FE T RRA M, JRINZMbDARWIEL, Maad, S vEERE, D%, i
FERRIE, VEEERIRIMARSE, 3o X OVE M MAR RO O E A =V RARA M Chote, Ratbn T
WU RRAVME, Az g 7 i E72 1305 8 - B {ERE 5 4 5] X & Z 3 (disabling) f ifi.
(BARCHI I EHED XA 7BI LU A7°3b/3c) , F3 LUK H I (BARCH! L £ #ED A 773a) 3B R%
HEETURBAL N ThHoT=, EAEAEAT O S CLEMEI DB -7 B TR ST,

GALILEORER L, FIM FIREZR T —Z D PN 2, MSLLT- T — 2L et T =2 7%
B4 (DSMB) PO 2 LV20184-8 A 12 H1 1k Sd7z, ZOFBRD PAHAURE R0, IR A Ro7e
WIETS, MARFERRIEA RN, BEOHIIA R MIBWT, 2B TENDHDLZENRB ST
(REZH),

ZOFRERITZ T AL OTHY, 52T LTHRNT —HIREIZH E DN TS, B &7 alER
T =2 DPFHIVIRE, BEKGRIE S~ DO N Z 5D, BRI L > TiHisi1%, MHRA
1%, EEAEHERSSHIUE, RSB 5T ETHD,

#2: GALILEO# B (Study 17938) D FiAuHs &

A_UR Rivaroxaban# 58 | HLi/MREERE 58
(n=826) (n=818)

FETS ET- T FE D AR FE AR A~k 117 (11%) 87 (9%)

JRK A 7 FE T 56 (7%) 27 (3%)

JERE A HH A~k 36 (4%) 21 (2%)

T —=RIAN M (NITRE BT EDLEIS)

B GALILEORBA (Study 17938) (DWW COFEMIE FRE A h& R,
https://clinicaltrials.gov/ct2/show/NCT02556203

€ JAN BX U IP »FKFE Tl aspirin (FRIE)

D Data Safety Monitoring Board
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OF &

Rivaroxaban[ ‘Xarelto W’ i, E#(EMHAE XK FHEIETHY, DL FE#RET 5,

o LFAAF~—H—D L7 ZED AN EEIRE R (ACS) B DO N BE 2R ITLT T
2 — Al A~ R B (acetylsalicylic acid&-f)f /i, acetylsalicylic acid+ clopidogrel &)
FH, F7=1Zacetylsalicylic acid + ticlopidine: ) (2.5 mg)

o BHLIEARURDYRTZ @, EEINREE E (CAD) Fb LITSE MR B IR & (PAD) o
BN BE ISR DT T e— Al PEA U OB (acetylsalicylic acid:ffH) (2.5 mg)

o TPHEAY N LB BA G E U F 72 1 TR B B AT O KA T A E T O R R LA ZERRIE (VTE) Hod
B4 (10 mg)

o YRR (Dol AR4:, \iiE, 75 0A B @ iln, FERIF, Machs LT —i@ M
MAIEDOREAE, 728) Z1OLL LA T HIEpIENE L EMEI O N BEIZBIT 5, IMetis
L O MEZERIE D B (15 mgds L TU20 mg)

o RNBHE TOWMEARMARIE (DVT) "5 L O ZERSE (PE) IDOIEH#, /2L ONIDVTR I W
PED 3T 15 (10 mg, 15 mg, 381720 mg)

Rivaroxabani®, TAVRIG{TEEZ &0, N TOIEFOBE TO AT COMRIT&RSN
TRV, ZO 570 BE TIIMEH T I TIT,

ORERIRE
Rivaroxaban [ ‘ Xarelto W’ ]1Z V¥ (black triangle) ~— 7 *Mff X DEHK I TH D, 5l &Hi x,
rivaroxaband i F & D BIE 3 g A LT TYellow Card®% /L TS 3528,

BEER

*1: ¥ (black triangle) ~—21Z 2\ T, FratAb, BLONIHSE 3 2 2PEE HR [ JMHRA]
Vol.14 No.08 (2016/04/21) &2 1.
https://www.gov.uk/guidance/the-yellow-card-scheme-guidance-for-healthcare-professionals

X HEMHRAIZ, AMRIZEIL, 20184210 H 3 F D EFEIEHAE ML — (DHCPL 7 —) LA a3k

E acute coronary syndrome

F coronary artery disease

G peripheral artery disease

H venous thromboembolism

I deep vein thrombosis

J pulmonary embolism

K Yellow Card Scheme: [EDRIEH#®E T A7 L, #ELLIT https://yellowcard.mhra.gov.uk/the-yellow-card-sc
heme/ %M,

L Dear Healthcare Professional letter
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LTW5,

https://assets.publishing.service.gov.uk/media/5beade3fe5274a0847c44973/Xarelto-GALILEO-
DHPC.pdf

IAITER

©Rivaroxaban (U/S—md-H/30, FEXalkl1-BRESE, HrinikEeESE) EN F5e b 3

©Acetylsalicylic acid (7 tF /LY UF )L, 7 ALY, Aspirin (JP, USAN), NSAID, $HiI/ Mk
FEIEN FEEH A FEoe v
s Acetylsalicylic acidiZINNTIZ7Ze<WHODATCHHEIC LD £ D

©Clopidogrel (7’ R 7' L /L Hfi g, Clopidogrel Sulfate (JP), = /¥ UL A EMA, Hill/ Mk
FEIEN FIEH A FEoE v

O Ticlopidine (-7 ut"Y #h e, Ticlopidine Hydrochloride (JP), HTIIL /N 3 ) [E PN : F& 578
Mok 3858 1%
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Vol.16 (2018) No0.24(11/29) R03

[ ZEMHRA ]

ePonatinib: Al B BERGEE RO RE

Ponatinib (Iclusig¥): reports of posterior reversible encephalopathy syndrome

Drug Safety Update Volume 12, Issue 3, October 2018

1EF A :2018/10/11
https://www.gov.uk/drug-safety-update/ponatinib-iclusig-reports-of-posterior-reversible-encephalop
athy-syndrome
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/74
7591/PDF-Oct-2018-DSU-FINAL.pdf

] % VR INE SE 5 BE (PRES) AD 2 W 3 2 L 7= i Tl ponatinib i F Z  ikr L,
PRES/MHEITE L T, M OIBRMEIZLD XA 7 4 v MPRESO U A7 % EEIBIGE1I1ZD 7,
ponatinib>fif AR5 &,

(SO

OERMEEEMITIEE
e Ponatinib® fifi i 7 T OPRES DJE i 23 i i 2 1T A S T D, PRESOFEBLY A2 (T
ponatinib > HE 100 A 7=V RIAEH 2 Hivd,
o PRESOEfE - JEMRITIL, FEMEFAE, B, HEME T, FEriae 2 (E, THK, Zofh
DL IR E 2R E D DD,
o PRESOD WA He & L7- B3 CldponatiniblZ L5 1AH A H 1L, PRESODEIEL T, 23215
BN LD T 4 FAPRESDU A % ERIDTEIZD 2, ponatinibd i 2 #5322 &,
o BAEITHIL, RO HEFEDT, $EL, EFME, HOWITIREOENEZ ST 121E
BB IR FHE SEE T 58D, HOrLoET528,
e V (black triangle) ~—7*f & DEHL T, MBI T D872V A0 % Rl I RE E 572
W, WAL= T DOxG LTS, Ponatinibd i & D BLE N b D H E ST
Yellow Card*Z /ML ClE T 528,

OnFHE B ENEE R OHE

N—F L TITH>TWBEUDL E 2—C, ponatinibd i i E3E Tl Wit #% B RMESEERED
WA IE B FEAL S 4172, BFERIL B 2 — T5BI DPRESDIEFI AR E S 4L, £ DI H26]IIMRIT
e EZWI S I, 263 Cl, positive de-challenge?’S rSiv7z (72>, ponatinibd i H (-4 (2

A posterior reversible encephalopathy syndrome

B altered mental functioning

€ Yellow Card Scheme: Z:[EDEIEH ML T A7 A, 3ELLIL https://yellowcard.mhra.gov.uk/the-yellow-card-sc
heme/ %M,
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FER NS ELTZ) . Z0251Lt, ponatinibod i 448 & T2, PRESOfe - ERIZFFFEL
7eiol (T2, JBE L7 H & CTOFB Tnegative re-challengey RE4172)

B (SMPC) Ps K OVEFE 1A T s A 3 (Patient Information Leaflet) o ponatinibd ki F 12
OFHEFEGO I, PRESOYAZ MBSz, HE IZuncommon (ponatinibd> i ] #5100
ANSTZVERRINIHELT LR B D) L&,

JEE D Yellow CardiZiZ, ponatinibd i FHIZFEDPRESOIE Bl T i S TWiew, 7272, HE[E
ToponatinibD i FZREN D722, fkBERIR AR AN EE L,

ORI Mt BB EEERE (PRES) 12D\ T

PRESIZHR AR E THY, Ml ER I, KR, 5%, WK T, FgREDZ(L,
AWK, ZOMOIERE AP AR EIRE N SH DD, R BT BIX, mifPEo &8 T i
BIFMEIEC, B £ E M LANICE T2,

i L 27 ) — 8 25 To & i+ 1 Fponatinib D A9 A FOGEL THEEL TEBY, ZaH
PRESDUAZIZEI G- L TS EE 2 HiD,

Ponatinib[ “IclusigW’ 1*HZ-2\T
[“lelusig” JIZ LA T O BF CTOMHA#EINET 2,
o 2MEEALH, BATHI, EiieMER ORI EHME A M F (CML) BO R B T,

o dasatinibE7=iZnilotinibiZIHIMEA R, 20T

o dasatinibE 7= i EnilotiniblZ L ATHEEIC A T, D% DimatiniblZ LATER D ERIKIIIZ
NHEETHLEE, 2T

o T35 RDHLHEH

o TATTINT AT YANREGIED ZNEY o/ STEBRYE (9 1fL 55 (Ph+ ALL) FO Rk A B T,

o dasatiniblZIEHIEA R RS, F2iX

o dasatiniblZ LATEFRITRNE T, D% OimatiniblZ LAIEE N IR AR #E Y TH D
B, F2iX

o T3151ZERDHHEH

VLR HEC, ponatinibd> i IR B 22 LS BAZEME A XU RDV RT3 HZ L F &
BICET A EZITo7280, A EIFTNICHEE T 5L,

D Summary of Product Characteristics

E chronic myeloid leukaemia

F Philadelphia chromosome positive acute lymphoblastic leukaemia

G 2017 4 4 A %470 Drug Safety Update Z2: M, https://www.gov.uk/drug-safety-update/ponatinib-iclusig-risk-o
f-vascular-occlusive-events-updated-advice-on-possible-dose-reduction
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X

1) Fugate JE, Rabinstein AA. Posterior reversible encephalopathy syndrome: clinical and

radiological manifestations, pathophysiology, and outstanding questions. Lancet Neurol 2015;
14: 914-25.

B2EER
*1: ¥ (black triangle) ~—21Z 2\ T, FratAb, BLONIHSE 3 2 2 VEE HR [ JMHRA]
Vol.14 No.08 (2016/04/21) %2l :

https://www.gov.uk/quidance/the-yellow-card-scheme-guidance-for-healthcare-professionals

FEAI
©Ponatinib (AN F =72, Ponatinib Hydrochloride, Ber/AblF s % —¥RHESK, A
MRS EN  FE7e 7 MEHh  F87e0
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