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INIHS EHGWZEMERFRIIL, ERLTERFMOUEI O 72 55 HEEE - E R EI 25 D38 (5 S B3I B
DOLEVEFE WAL - R, BEEEEZONAEREFEREZIFEN LD T,
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Z5 FHEEOfRR, £ DM OFEHIZ->V TliZhttp://www.nihs.go.jp/dig/sireport/weekly/tebiki.ntmlz =2 BE 720,
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eDarunavir/cobicistatBf i : 1B BRI B L HIV-1E-FIRILD Y RT D7 d ISR O Fi 2
ozl

Darunavir boosted with cobicistat: avoid use in pregnancy due to risk of treatment failure and

maternal-to-child transmission of HIV-1

Drug Safety Update Volume 11, Issue 12, July 2018

1HA H :2018/07/17

https://www.gov.uk/drug-safety-update/darunavir-boosted-with-cobicistat-avoid-use-in-pregnancy-d

ue-to-risk-of-treatment-failure-and-maternal-to-child-transmission-of-hiv-1

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/72
6260/DSU-July-PDF.pdf

Bz EhRe Sy T — 2 7)s5, darunavir[ ‘Prezista’ ] &-cobicistatiZ 0 7 — A M5 Of 1k
(LA Fdarunavir/cobicistat) Ci, /3 #uf%6~ 1212t~ dEIREE2 - 553 = O E R E MK
T HIENRIFL TS, Darunavir/cobicistatBil & Al [ ‘Rezolsta W] L, [‘Symtuza ¥ ] DHL i,
4 CHRFESN TS, DarunavirOBEFE B DK FIZED, IBERRIIDOIRZ, BIOBE K~
HIV-UEG DV A7 EF7-3 5 ATEEHEN DS,

S OO

OEBRUEBETNTIBE

o WEHAESL)T — XD D, darunavir/cobicistatld, dEIREE2- 553 = TR E EME 52
LAVREN TG,

e Darunavir®OBREEEOIX TIZEY, BRI DIAZ, BEOMERA~DOHIVIEGEDY A7 73 |
AT DATRENEDN B D,

o EHEHIZIZdarunavir/cobicistatlZ L ATEHE A BRAA T & TiI/eu,

o [EHEHC, darunavir/cobicistatz i FHL T\ o2& thld, FRUBIERIEIZOIV 2 D2 &, UBIRIES
L Cdarunavir/ritonavir)3s#& z. 55,

OB X

Darunavir[ ‘Prezista’ 1%, HIV/IAIDSOEERB L OFHICHWSLAHIL hay A )L ZAFK TH 5,
Darunavir ® il F R £ & = H 7 — AKX —FE LT, cobicistat/ 3 Jf HHENHZENRHD A,
Darunavir/cobicistat? [ & F sl & 401E, [‘Rezolsta W’ ]3O ‘Symtuza V] DR 4 CTHRGES

A Cobicistat 735 ;211 P450 3A (CYP3A) Z BRI [ E 922 &2 ko T, darunavir ORERABERES I, T OfE
R darunavir OIEFE EH3H9)19°%, Cobicistat I3 ritonavir OFSEFALELA THH23, ritonavir LIZFEALVEHL HIV iF
MEAEI2V, GRIEFE)


https://www.gov.uk/drug-safety-update/darunavir-boosted-with-cobicistat-avoid-use-in-pregnancy-due-to-risk-of-treatment-failure-and-maternal-to-child-transmission-of-hiv-1
https://www.gov.uk/drug-safety-update/darunavir-boosted-with-cobicistat-avoid-use-in-pregnancy-due-to-risk-of-treatment-failure-and-maternal-to-child-transmission-of-hiv-1
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/726260/DSU-July-PDF.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/726260/DSU-July-PDF.pdf
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R CHORBRETICETIT —%

S NDAH ER AR BUER (TMC114HIV30153805R) BIZHE A2 AFLHALTZ6 AN DM & 37272 364
B RE 1) — & )5, darunavir/cobicistatd SR 2 8 (AUC) 1, /%6 ~123E 12 b~ 1R
F2 =2 TE6WIR T, 53 = I TH0%IE T L QU a2 RSN T2, IR 2- 553 = T
darunavir ® fiz /)N i HE FE (Cmin) O I IE, /0 8% 6~ 1208 (2L, $990%1E T LTV,
CobicistatOIEFZ & (%, D i%6~120 12 b, IEIREE2 = I TIE63%(K FL, 23 = T
49%{K FL TV,

DarunavirOBgEFE EOK FIcky, IBEARRIIDOY A7, BLOHIV-1EEF &GOV A7 M3 74
2 REMED D, TMCL14HIV3015385R D B FRIZ L, SBRASE T L726 ND I MED HEL 72
BANDFLIEDONT NG, BEFIEGRITAELC WV oTz, ZNETOEZA, BISIE T DD THY,
MHRAIZ, B DL BN B A KT T IOMRERIR N Z— 238 L TWO oI Tldau,

ORI IEROUET

[ “Prezista’ ] (darunavir) , [‘Rezolsta ¥’ ] (darunavir/cobicistatfic. & %) , 5L OV ‘SymtuzaV” ]
( darunavir/cobicistat/emtricitabine/tenofovir alafenamid & & #1) @ $4 5 5 %, EIR B 1
darunavir/cobicistatz {5 ] 3~~~ & Tl RN EWOEIE ZRLH T 2720, dETShD, ZOFREIsx
D1z, B SEH L ERREF A AT 12— (Direct Healthcare Professional Communication) €73
B,

OHHIVEDFERA LD BENREDONDH EXISDORE

[‘Rezolsta¥V’], [‘Symtuza ¥V ’]72L ¥ (black triangle) ~— 27 *1D - 3L O H & oD Bk
PEEDNDA ERIEITT T, Yellow CardPZAr L Tty 3228, TRRAROIFTLLHIV
DREFEYDOFERIG, Yellow Cardz /L CHjE4 2528,

BEER
* 1 JFSCHA RV DOEIEMLA OV (black triangle) ~—2Z12 oW T, TRt A, BELONIHS[E
AL 22 S R [ FEMHRA]Vol.14 No.08 (2016/04/21) 22 1A -

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

B TMC114HIV3015 i BR DFEANE F eV A a5,
https://clinicaltrials.gov/ct2/show/NCT00855335

C https://assets.publishing.service.gov.uk/media/5b4c8a1940f0b6184ba3645e/FINAL_UK_DHPC_darunavir-cobicis
tat_June 2018.pdf (2018 &6 H 22 A f})

D Yellow Card Scheme: F[E D REIWE AL AT 4, FELLIT,
https://yellowcard.mhra.gov.uk/the-yellow-card-scheme/ % Z:H&,



https://www.gov.uk/guidance/the-yellow-card-scheme-guidance-for-healthcare-professionals
https://clinicaltrials.gov/ct2/show/NCT00855335
https://assets.publishing.service.gov.uk/media/5b4c8a1940f0b6184ba3645e/FINAL_UK_DHPC_darunavir-cobicistat_June_2018.pdf
https://assets.publishing.service.gov.uk/media/5b4c8a1940f0b6184ba3645e/FINAL_UK_DHPC_darunavir-cobicistat_June_2018.pdf
https://yellowcard.mhra.gov.uk/the-yellow-card-scheme/
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©Emtricitabine (= AN T ZE Y, XTLAF R RV GRFFRIAEIK, HIV-UEGYETG# )
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X7V AT R R GRS, HIV-UEYYEIR R [EN 5e5% oL 358k
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eNusinersen[ ‘Spinraza’ ] : A @ H/KEHIE DIEME ER, BLUORSREOLEHIZETIEE
LSl

Nusinersen (SpinrazaV): reports of communicating hydrocephalus; discuss symptoms with

patients and carers and investigate urgently

Drug Safety Update Volume 12, Issue 2, September 2018

1HA H :2018/09/25

https://www.gov.uk/drug-safety-update/nusinersen-spinraza-reports-of-communicating-hydrocephal

us-discuss-symptoms-with-patients-and-carers-and-investigate-urgently

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/74
3094/Sept-2018-DSU-PDF.pdf

ﬁﬁ"ﬁ‘ M 5 ZEHEJE D 7= Hnusinersent ’J:é?“%%ﬁ T TV AREBIOYTH#EE TR, IBRTI

BT K BEAE O 15 - SEIR S FE B L 7245 IRAICEMOZEEZ TDHIHGHONTOEL

T:Fo<;<‘: AP KERIE 2 R B L7~ %‘iﬂuaﬁ BIR (CSF) AL v M LA IBRZ 4 A5 40
HDe

(CIRCIRG

OERMEEEMITIEE

e Nusinersen|Z LA IR I A B MK SIE DS R BLLIEFI23, FAUZHE S TD, JEFID
%<13, 2~ARIDO AR GRITFEIL T,

o EMKIVEDY R, BROZDIRIJFHEIZOWT, BEBLUONM#EE ITHLNUDIR
2 TELZE,

o FrfctENEM:, FRGEMETRR, BARIKT, /NEEE CORMARIHPRIL KL, A @M KIHE D
oD SRS B G A I B AICEMORBRRE%T 50, BE -NH#EHIZHD
MEOEIEL TELZE,

o BEDOLWEE -SERDH 5 BE OERIZ M ClIsS @M KIEL B I AN, BEaMRELETT
Iz,

o KEHSED B IZIZCSFY v MILATREZ BT 5B H L1280, TEXHET Rt
BHEZRPITL, ZR2SEDTL,

o CSFU YU IMRALEELEEZ BNDGA, W FITBF B IO H#EL KL, CSFU v Mtz
T T2 3 Tnusinersen D Z Ak L 723555 DA T 4y MBIV AZ IR THLZ L%
B2 HRETHL (TSR,

A cerebrospinal fluid


https://www.gov.uk/drug-safety-update/nusinersen-spinraza-reports-of-communicating-hydrocephalus-discuss-symptoms-with-patients-and-carers-and-investigate-urgently
https://www.gov.uk/drug-safety-update/nusinersen-spinraza-reports-of-communicating-hydrocephalus-discuss-symptoms-with-patients-and-carers-and-investigate-urgently
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/743094/Sept-2018-DSU-PDF.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/743094/Sept-2018-DSU-PDF.pdf
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Nusinersen[ ‘SpinrazaV¥W’ 1 *43 7> F B AF VI XI LA FRTHY, 58 BETEH ZHEIE D5
ZIaE LT, 2016412 A 1K ERA 52 7= %2, Nusinerseni ZNEMEZERIIZ L0 e NI G5-S540, 4[]
DA GATRIREAMEH0, 14, 28, 3L U63H HIZITV, ZD%4H 1B OMEERHE 5217,

ORBHKEEDHE

201847 H 6 H ETITHA SR T, — X2 ITIV TnusinersenD i HHZ AS /K BEAE 2336
BILTEBI DSBS S QD ZOSHID HAGIE BB ZSMEE IR B/ NS C, 2~4[A]
DA % 554 K BEAE DA - JER D BLLTIERI THY, OO LFNIMEIE DR N BHE T
botz, NNRBEDIHINIT, IMFERIE (CSF) KL — U2 2L, nusinersentZ X515 2 ki
U7z (Q NITRRE - Mg v o Mtz 10 72) o LADO/NRBFILCSFY v M b B,
nusinersendff f&H IEL, =XV 7 MEETHIL TS,

B BEYE R ZEHEIE & AT K BRE L O BT A CTh D, Fiz, SEBIAMRGTLIZRE R, SN
MREGSE/R L, JRR L7 DR BT AL 22057,

AR T, 20174F9H 30 H £TIT, — X2 TRIL,437 A D B A3nusinersen D 5-2 52 1772
(439 A - 4F) , MHRAIZ [ Znusinersend fi I {9 5E[E T DK BHAE DSE B TR A ST TRV, 72
72, JEETIIHRE AT, nusinersendDfE FBIIZIEF 120720,

BE, BIOWERGGIIN#EEL T, KIFEDOVAZIZOWTEELE Y, KIE D% -
SEAK (FRfoe PRI, RrfetEaas, SRR, BT, /NEEBE CORUERBAPHIL 2 L) 2558
RS A IIRAIEMOZEEZT5L0, o UoBhET524,

RO IR EERAFHERO & 5 BE TIIKIHED A REMZRFHT & THY, KIEDOBZWN
MEELT- AT, BRI RIEEZZZSE, LERIBFIZOW TS50 ETH D,

CSF v > Mif & 32 17 7= B 38 T D nusinersen D A 2 M 36 L OV VI HEE L TV,
Nusinersend s 1 Ak 3256, JJ7 3 1 TVEHR BUSHEIZ DOW TRERERIC E =D 7 A TH R
EThD, CSF v Mt (Znusinersen D i F 2 ki 35 Z L LD A PHEDF A RICEI 5
T —H137<, CSF v Mtk 2 F 1T Dnusinersend FAXFE A5 O I3 B 1T F 72 B
725 TR, CSFU v M BT 2354, CSFY v MiTa 32 1F 72 /38 T Dnusinersen D fiff FH fikfse
YRR T 4 MBI OVAZIIARHTHDL L%, BEBLONHER B RETHD,

OFDHBDOIERBINE=F) 7 DikE:
Nusinersen® L5 75 H A K EASE DV AZ DNBINEH, ERIZZ OV AT M5 5780 O EEFEHE
FHEMITL A — (DHPCL Z—) C320184E8 H |ZBi A S4U7-, NusinersenlIEi3CTh o=, /KIE

B T REMEA ZMEE T, TR, kTS ETIRARIC Lo T, 1B (1% 0~6 WA, FENRWY), TR (A%
T~18 W H, T BB TS), N B (414 18 1 A LIRE, XX RLTHITD), BIONIV BI(BRAE, &2~ Aa
JVARN—= U ERTRE) IS NG, (M 2—T 4 —550) GRIE)

C Direct Healthcare Professional Communication
https://assets.publishing.service.gov.uk/media/5b7edf83ed915d14f4404bf6/Spinraza UK_DHPC SPZ GBR_0020
.pdf



https://assets.publishing.service.gov.uk/media/5b7edf83ed915d14f4404bf6/Spinraza_UK_DHPC_SPZ_GBR_0020.pdf
https://assets.publishing.service.gov.uk/media/5b7edf83ed915d14f4404bf6/Spinraza_UK_DHPC_SPZ_GBR_0020.pdf
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JEDUAY, BILOCSFL v Mita 52 1 7= BB CTDnusinersen D A 20 « 22 VI B4 287772
F—EED, N7 4y NEVAZTEMICLE 2 —8 WA, F7-, BIER S RRBSE I,
nusinersen®Z2 M2 B9 28O F5E % Il Th 5,

CEEROFEREOBENRRDONIE EXISOHE

MHRAIZ, DX TOER G EFERE, nusinersendZ2 EPEICBAL, Bl & k& BB LT =F
7 %A 75T %, NusinerseniL, E=#1> 2 ifi{k.51E (additional monitoring scheme) D x4 &70 -
TV Sblack triangle (W) {7 & EHK 5 THY, nusinersend i & D BN GO A A E L, 7K
SEE DU - EIRRCCSF v o MEZ T EL U R (RN, & v MERE R 272 8) 250,
F_CYellow Card®Z /L THE 2528,

BEER

k1R SAAMVOEI LA OV (black triangle) ~—2712 2T, FRit A, BLUNIHSE
S22 2R S #XMHRA]Vol.14 No.08 (2016/04/21) % 2 [ :
https://www.gov.uk/guidance/the-yellow-card-scheme-guidance-for-healthcare-professionals

% 2:Nusinersen[ ‘Spinraza’ ] D/EFBEFFIZ DWW T (Ao ZE 2—7 4 — L L0k )

FrBEME T ZEMEIE (SMA) 1, survival motor neuron (SMN) 2> /X2 D R 228D, TALES)
Za—alPVENEL, SR SRO T ZEiEbTob T, HYLBERSIERIRO MR R THD,

I EIET X TOSMADIERIE, Yt fA5qrEIEL TDsurvival motor neuron (SMN) LiE &+ /K
RFTNTZERE RN L DSMNS L R BE DR ZITE L TS, SMNLIEAR 1 DI FFIZIE,
SMNLE(RF-LFARI OSMN2EARF-ALE L THY, D EODSMNY R EREA AL ST,

Nusinersen[ ‘Spinraza’ ]iZ, survival motor neuron(SMN)2 mRNAFRGBEKRD T TI\ZiT
BT oA hrr TEREG T2 LR EI SN2 REA2-O-(2-Methoxyethyl) 7 > F & 24
ARV AFRTHD, SMN2IEIL T DMRNAART T AL L T RE— 2 BAETE (27 TDA
XU T EHMM) T H2ET, SMN2BIR T BEASNDTERR OIS I E D %
HWnEE5,

Nusinerseni3, SMNLE{R D KK EZIFLREZAL, SMN2E(E 23128 —LLETHD
BB DB IEZRT,

IAITER
©Nusinersen (X3 /Lt kU A, Nusinersen Sodium, # #5245 iE (spinal muscular
atrophy : SMA) JRIRIE) [N : 703 WSk 387818

D Yellow Card Scheme: Z[E D EIWEHE A T A7 4, #£L<IZ, https://yellowcard.mhra.gov.uk/ %2,



https://www.gov.uk/guidance/the-yellow-card-scheme-guidance-for-healthcare-professionals
https://yellowcard.mhra.gov.uk/
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[ )% Health Canada ]

eInfliximab[ ‘Remicade’ ] : BRIN IgAK N BZ JBIE D IETERI Y 27 % 31

Summary Safety Review - REMICADE (infliximab) - Assessing the potential risk of a
blistering skin condition known as linear IgA bullous dermatosis

Summary Reports

1HA1 H :2018/07/23
https://hpr-rps.hres.ca/reg-content/summary-safety-review-detail.php?lang=en&Ilink D=SSR00205

OEERAYE—V

e Infliximab[ ‘Remicade’ Ji%, AEAKPHEEME DT ZADMHEIZ K> TH EEZSNDEE, BY
i, BLOIGORIE (F7205 A O E) (g, By ~F, RofgrEpatik, son—r
¥, B RIGR) O A BLOVNEBE OIREEMEISE LT, A H CTIRIEAREZT T
W5,

o [ ‘Remicade’ ] F A 123 1T DHLIRIQAKIE N B JEHE DY AZ BT DM BN ARSI
72ZL7°5, Health Canadal, [ ‘Remicade’ ] FlIZEED BRI IgAKHT M B2 8T DAY
AN DONWTCLE 2—%4To77,

e Health CanadalZ A FL7ZIH AL E 2— L7245, [ ‘Remicade’ ] FILAR IR IgA K M
FERERE DV AL Z B2 I REMED D L am L 72, Health Canadai[ ‘Remicade’ ]2
H L LT, BRRIgAKIEVE R EIED Y ZZIZOW TR T 570, B2 e PSR ok
FTICHFHA TS,

OF &

Infliximab[ ‘Remicade’ 1%, ZERBAEEEMED ST ADREHEIC L > CHIZRISND g, B,
BILOWGEORIE (T70bb B iR f) (ioff, By ~F, weptERaik, 7o— 08, 185
PERIGZ) DFEABLOVNEEE ORI WON DI EIRTHD,

[ ‘Remicade’ JIZPUARE I THY, KIEMYANIAL THLTINFaAZBHEHE T2,

[ ‘Remicade’ ] D fifi F A 1235 1T DHLIRIgAKIE M B ERE DY A NZEE§ oG N AFRENIZZ
E/5, Health Canadai, [ ‘Remicade’ 1O A LEIBRIRIgAKIENE K JEIE DIETERIY A7 12D
WL a—%1T-o7,

OHFFTOERIRI
[ ‘Remicade’ I T3 EL ThFHH CRIFEAREZIT TD, B2 TiE20014- 0B TES
NTW5D,

A Tumour Necrosis Factor-alpha (JEEEEFE K T o)


https://hpr-rps.hres.ca/reg-content/summary-safety-review-detail.php?lang=en&linkID=SSR00205
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OREMLE 2—BDRER

o LE=—DWFAT, [ ‘Remicade’ ] B 121 DRRIRIQAKI M KL FEIED /1T 4 TD
JEFI1B]A3Health CanadalZ 35 AL T2, ZOIERIH A2 D, [ ‘Remicade’ ] O IR
RIGAZKIEME BB REIZ BE 32 FTREMED D ZEAVRENT,

o ZOEAMLE 2—TIE, [ ‘Remicade’ ] DELEZEE BRI T6HIDIEF] (74 TD 1

i) 2T AERbRGIS Iz, 206105 HAENILL ‘Remicade” ] O FHIZBH#E 3% Al
REVED D LTS AL, 7RO D261 TNE AR DT Rl A RE L B <417z,

o ZHNHDIERFIME T — X2 bONIRHESCHRO L E 2—035, [ ‘Remicade’ ] D FIZFRIRIgA
AR T IE N2 B 32 I REME N DD ZE N EATIT DT,

e [ ‘Remicade’ ] FH FBFE D9 HARIKRIGAZKIENE K FEIE A SN DIXT A Th o7
72, [ ‘Remicade’ ] DM FHZFEOBIRIgAAIENE S FERE DR BLY A7 1L EA (rare) ThHH LR
ST,

e EMA| ,ﬁ‘?#ﬁlgAm‘Jﬁ‘i&ﬁf@UX?%%ﬂﬁ#éf:&), [ “‘Remicade’ ] o il i 22 4 PE A% 45
ZET L7z, FDAD RG22 A PENE HITIE, BRRIgQAZKIEPE B2 RE L B 3 D15 IR IS RT
ST,

OB I UEE
e Health Canadalx, AFL7ZIHHALE 2—L7=#E %, [ ‘Remicade’ ] [T IgATK i1
BEJEREDY AL\ ZBES 5 AT REMED D LRt iwm L 72,
e Health CanadaiX[ ‘Remicade’ 1O HLEZEE L1 ) LT, BRIKIQAKIE MR G IE DY AZ 2D
WCRLET 5729, R L SVEREROSGETIZERVHA TWD,

IAITER
O©lInfliximab (/> 7 V%>~ 7 (&5 7 #H#2), Infliximab (Genetical Recombination), fith
TNFoE /7 a—F R, LU ~F 3, 7a—JRink e EN FEH L 5885

B R ML E 2—TTlX, B3, ESERR S, X ENATORERSHE, infliximab o4 FSZReI2 B89
DA F L ENNTO R E BREEinT,

C D H TOAERGHEILTRE Canada Vigilance Online Database O ¥ h TR FHETH D,
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse-reaction-databa
se.html



https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse-reaction-database.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse-reaction-database.html
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