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E| ST R L B AT ERT 2 AR

E]

B &
http://www.nihs.go.jp/dig/sireport/index.html  —BEDFEHITLDA

A5 [T ) B A 17
[ >XFDA (U. S. Food and Drug Administration) ]
e Fingolimod[ ‘Gilenya’ ] : %o % il (2 L2 1R D 722\ Mingolimod i F B 241 COPML

B LT B U D A D T B L oottt ettt et e ettt e et e et et e e et et e e e e e e et et eeeeeeeeeenenenaens 2
o [EHSLDOZZ MBI HERUET OMEE (2015557 H FDAKERST) oo 5

[ Z2TGA (Therapeutic Goods Administration) ]
¢ Medicines Safety Update, Volume 6, Number 4 ;2015

o Infliximab : Bt AR C I E AT R FETE oo oo ettt en e 8
o Tramadol PN AR FATE - 1255 AT D /N T I A ZEIE AT oo, 10

MESE M Z RV @ E, 2R RSO T2 B - E PR R O XN D E LI B D& A E
WAUE -RETL, EEEZZIONAEREFIREITENILIZb D TT,

[CO0O0’ OO0 Y ENCBIT DM M4 2R, BEEAFEIZFAIEL CMedDRA-IZE AL CWET,
W8 - FZED RN, & DD F#kIZ-D\V N TliZhttp://ww.nihs.go.jp/dig/sireport/weekly/tebiki.htmlZ =2 B 72E 0,
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[ >kFDA ]

eFingolimod[ ‘Gilenya’ ] : S22 Hlifi| FIZ K HIGRBE D72\ Mingolimod i i FFE 261 THOPML3E
FEZBILFDAD R ke

FDA warns about cases of rare brain infection with MS drug Gilenya (fingolimod) in two

patients with no prior exposure to immunosuppressant drugs

Drug Safety Communication, MedWatch Safety Information

1HA H :2015/08/04

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

m457183.htm

http://www.fda.gov/downloads/Drugs/DrugSafety/UCM457120.pdf

http://www.fda.gov/Drugs/DrugSafety/ucm456919.htm

(k)

FDAIZ, 25 LIE (MS) A 7= fingolimod[ ‘Gilenya’ 112 L AIB A SZ 1T T - B I B
T, HETTE S Bk R MAE (PML) PO R & 72 145 (definite) 1451, 35 X OPPMLO AT REED B L
(probable) EGFILEIDR L 3> T-Z S DN THEEMAEL 35, MSE/IIMMOFE BRI T iz
S C L2 LD IBIRIE D72 ingolimod i F B8 TPMLANHR &S EHL7= DI, ZO20738)6H T
BD, DT, ZOETOIEFNZ B4 517 fingolimod [ ‘Gilenya’ ] BLLFIRIZIBIMEND,

(CIRCIRG

OF x

Fingolimod[ ‘Gilenya’ 1iZ, FiRMIMSHE THORRT 4w MVREN T AT Th 2,
FFERMSITI S (M) 2019, eI 3% RITHE A L CRIEZ NI T2,
PMLIZ, ICTA N AR LS THIERIEND, TN TIIH DM HERMOEYIE TH 5, ICT AL
AL, NFEAED N Eo TUREEE 2B SNIZTANVATHL, SfZ il 3 H BE el o
FEREDMIK T L7 B CPMLE B 3280395,

FDAIZ, 2013428 A %1 7Drug Safety Communication”™, fingolimodo i % |2 PMLAJ i
L7=BE IOV T Lz, BEIIfingolimodDIRIEDHIIZ, PMLE B E L 24 /I REMEDH 5%
PN A A L CTasY, E7-fingolimodiZ LHVEHE IR B AT AR (AR TS5
AREME DN D) DOFFE AL —AZ T QN T28, ZOSERFITIX, PMLEfingolimodE o BE i %

multiple sclerosis

progressive multifocal leukoencephalopathy
immunosuppressant drug

immunomodulator

John Cunningham virus

=32 2R >k FDA]Vol.11 No.20(2013/09/26) £,

m m oo O W >


http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm457183.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm457183.htm
http://www.fda.gov/downloads/Drugs/DrugSafety/UCM457120.pdf
http://www.fda.gov/Drugs/DrugSafety/ucm456919.htm
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ME T DILNTER T,

O 17

FingolimodZ A il H D H 1L, A DB/ 723886 LITIE, WEOE ZH72s, BE-417-
151137 ZADEALIRE DIERDFEILT S5, EHITHE O ERIEFEH ITHE T ~ETHD,
BT A I Cfingolimod D f 2 H k4~ & TIIed, ETHYEITHR T &S THD, PML
WEEONTZ Y6, ERIESEE I fingolimod Dz H kL, B2l fHiliZ1To <& ThHD,

OFingolimod[ ‘Gilenya’ iz T
e Fingolimod[ ‘Gilenya’ I F 3 AIMSOIRIFRICH WO TS RE R E K Th o, FRAMS
B L OFBEOE BT, BEF I, LUV, MR DZ DM O SER IR,
ZIHOEE SERD, B, HDHWITE A BT T, B E 3w w15,
MSEE Lo TR, FERDPFFIEICRD G AN DY, IR & IEEPET T 528055,
o K[ETIX, 201049 H O KFRLAME 2015457 H £ TIC, BB L OB R T, #51
54,000 A 0> #4573 fingolimod([ “Gilenya’ 1D 4L J5 « Fi#I1& 2 =L HEES LTV BY,

OF —FDER

Fingolimod[ ‘Gilenya’ ] #5535 CThDHNovartisthmn s, [RIFEZf L7 B TLAZPMLE
FIEL 7228, BIROBIOLADPMLEFEAE LT ATREME DS B WO EDFDAIC # S STz, Wi iud
BED, WEICMSE XM OIRBOIER DT, G I3 A E7 30 L2l i372
oz, W BFILLGilenya’ JOMEAZFIELZ, LLF, ZO2FIZ- 2 TEFI OAR 284 758 4
Do

SEFIL:

495% D FBFE DFIAERI L Gilenya’ ] & FHL7-1%, PMLEIED rIREMVED MW ER sz, 20
B ISR OMSIZREBL T2, [ Gilenya’ JIZEAIER OB LOVEHE I, EH ORI
B ATOARINZ, FIIBED =DA% —7 xnB-1al ‘Rebif’ 12104 H B HL Tz,
HBE 1L, natalizumab[ ‘Tysabri’ ] (PMLOFE R THHZENMBNTND), B O HERE IC 8
FTHZEDNINON TOHM D EIR G2 L7 b3/~ 7z, BE X, [‘Rebif’ IO AL
7=1%, K4 “Gilenya 12 L, MRI (B ILMEHRE) COEMIMAZ 3 (J7-L25, MSO i
RIBNZIEE AT, PMLOZ RIS BT DA 035 fEivz, [ Gilenya’ 1o FH B Aa T
OMRIFEG L L7225, HHORZE Tih-o 7=, FRIREN-CSF (I BEIR) "5, IC7 4
JVADODNAM STz, [ Gilenya’ JOfE I (E X372, PMLIZ S5 B A 72 5 PR PO « bk
XA EDBIEN -T2, MRIDHT AL, 38LUCSFIRATHICT A /LADNAHIZEY, PMLO F]
REMEDS B2 STz, PMLO ATREPE DS B E D2 T, American Academy of Neurology (Ck

© magnetic resonance imaging

M cerebrospinal fluid



Bl

L 22 MRS ) Vol. 13 No.19 (2015/09/24)

[E R ) D43 75 B (consensus statement) "CrRrEN - HEAEIC ST AL D Th o7,

5455 DA, [ “Gilenya’ & K2 5 FHL7=1%, PMLERIEL 7=, BFIT13~14FHTND
MSIZFREL TEY, BEITRIVER DA 2 —7 2a L B-1bi LD IRIRE R H 12, £T-, il
R, IRIGMERIGR DTz mesalazinelZ L DTS 3T Tz, A% —7 =r B-1blmesalazine
DOWT NG, PMLEFH I THZEITHHI TRV, PMLIEIE D24EY-HIIZ, MSOIRHEIR I A
L —7xaB-1b7 5[ ‘Gilenya’ [NWZYIVEE 2 57, BE L[ ‘Gilenya’ IO HZEHIEL, #Hi7e
JER GRTRED S50%, UEOE ZLARS, HEAKT, @R, BB HEGRR L) O5H%,
PMLOEEWTABELTZ, £ DREDOAMMRITPMLA /R EFL, CSFIRAE TICT A /L ADNADMR HE
Nz, ZOBHEDPPMLEZ W SHUIARMU, SEWK, FHEAYRMRIFT L, CSFA TDICT A /LA
DNADH H TH -7z,

BEE sk
1) Symphony Health Solutions’ Integrated Dataverse (IDV). Sep 2010 — July 2015. Extracted July
2015.

A E
*FDAMfingolimod[ ‘Gilenya’ ] B 1F# A
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/
ucm284282.htm

O HETIEERLZEMEER
Fingolimod&PMLY 22 : [ kFDA]Vol.11 No.20 (2013/09/26)
Natalizumab&PMLY 27 : [ kFDA]Vol.10 No.05 (2012/03/01)

IAITER

©Fingolimod (7 1> 2V E R EEYE, Fingolimod Hydrochloride, £5%& i L iE 554K )
[EN:JEoE0 MBSk 858

OlInterferon betal{ > #—7xry X—&—1la(B{x {-#0#2x) }, {Interferon Beta-1a(Genetical
Recombination) }, 38 MEMEAVIETAWEE] [EIN 8587 ok e 3

OiInterferon beta[{ A2 % —7xr _X—%—1bGB{5{-##21%) }, {Interferon Beta-1b (Genetical
Recombination) }, Z 38 MEAEAVIETEWHE] [EIN - 8783 ok FEE W

$CINNCIZ, interferon beta-1a tinterferon beta-1b (% 9 Fdinterferon betalZ & £415 (KB

' Berger J, et al. Neurology 2013; 80:1430-1438


http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/ucm284282.htm
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/ucm284282.htm

[ 6 22 M 4 Vol.13 No.19 (2015/09/24)

DA

ARV
OMesalazine AV T, IBIBTERIGIRIGER K] EN  FE7EH Sh 3785

Vol.13(2015) No0.19(09/24) R02

[ >kFDA ]

o[BI M DL LM HFRRHET OBEE (2015487 A FDAKFES))
Drug Safety Labeling Changes—July 2015

FDA MedWatch

181 A :2015/08/14
http://www.fda.gov/Safety/MedWatch/Safetylnformation/ucm457920.htm

CORETIE, FEE LRI OV ES, 2R, B, (] EoEE, BIEH, BF HERO%
I H OFRYGT AR T, RITITER A LUGT EFTOY AMARHL T DA,
i+ : BW (Boxed Warning) : #fH 7% C (Contraindications) : 255, W (Warnings) : %45,
P (Precautions) : i il L7, AR (Adverse Reactions) : B EH,
PPI/MG (Patient Package Insert/Medication Guide), Pl (Patient Information) : &35 F 15 %,
PCI (Patient Counseling Information) : 2% 17 &Y 7 & #H

KERRA (—#4) BETSh7=HE

BW C W P AR I;JIDCI;/
Droxia (hydroxyurea) O
Dysport (abobotulinumtoxinA) Injection O
Ortho Tri-Cyclen Lo (norgestimate/ethinyl
estradiol) Tablets

BW C W P AR II:\)}IDCI;/
Lantus (insulin glargine injection) O O O O
Stribild_(el\_/itegrav_ir, cobicistat, emtricitabine, O PC
tenofovir disoproxil fumarate) Tablets

A FDA OARDPANPHIL, FEERLAEIV I THIECEY, K ERBORRYETICHE T 23EME R AN T
I RATED, FEMTEHR T AT, BEISHIZHE R, Mo, g, BEOHTOFBEIITLHIN
TeZ BV OFHEE RHI LN TED, KPOXL, BEORE TRICERUGT D72 eawd, GRIE)



http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm457920.htm
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Viekira Pak (ombitasvir, paritaprevir, and ritonavir

tablets; dasabuvir tablets), Copackaged for Oral O
Use
PPI/
BW W P AR MG
Aczone (dapsone topical gel) 5 % O O PI
Aranesp (darbepoetin alfa) O O
Cellcept (Mycophenolate Mofetil) Capsules
Cellcept (Mycophenolate Mofetil) Tablets o o o
Cellcept (Mycophenolate Mofetil) HCL) Injection
Cellcept (Mycophenolate Mofetil) Oral Suspension
Ceftriaxone for Injection and Dextrose Injection,
for Intravenous Use O O O
Etopophos (etoposide phosphate) for Injection O O
Evotaz (atazanavir/cobicistat) Tablets O O
Exjade (deferasirox) Tablets O O O
Gelnique (oxybutynin chloride), 3 percent gel O O
Gelnique (oxybutynin chloride), 10 percent gel O O
Gilenya (fingolimod) Capsules O O
Lotensin (benazepril) Tablets O O O
Neupogen (filgrastim) O O O PCI
Oxytrol (oxybutynin transdermal system) O O
Prinivil (lisinopril) Tablets O O O PI
Zykadia (ceritinib) Capsules O O O PCI
Zyprexa (olanzapine) Tablets
Zyprexa Zydis (olanzapine) Orally Disintegrating
Tablets O O
Zyprex Intramuscular (olanzapine)
Zyprexa Relprevv (olanzapine) For Extended
Release Injectable Suspension
PPI/
BW W P AR MG
Aricept (donepezil HCI) Tablet
Aricept ODT (donepezil HCI) Tablet O
Avricept (donepezil HCI) Film Coated Tablet
Auryxia (ferric citrate) Tablets O
Digoxin 0.05 mg/mL Oral Solution USP O
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Diovan (valsartan) Capsules
Diovan (valsartan) Tablets

Diovan HCT (valsartan/hydrochlorothiazide) O PCl
Tablets

Eylea (aflibercept) Injection O

Exforge (amlodipine/valsartan) Tablets O PCI
Exforge HCT O PC

(amlodipine/valsartan/hydrochlorothiazide) Tablets

Lanoxin (digoxin) Tablets
Lanoxin (digoxin) Injection O
Lanoxin (digoxin) Injection Pediatric

Lexiva (fosamprenavir calcium) Tablets and Oral O
Solution
Vitekta (elvitegravir) Tablet O PI
Zmax (azithromycin extended release) for Oral O o
Suspension
PPI/

BW C W P AR MG

Agrylin (anagrelide hydrochloride) Capsules O

Cholografin Meglumine (iodipamide meglumine)
Injection O
*lodinated contrast media (ICM) products

Cleocin Vaginal Cream
Cleocin Vaginal Ovules

Conray (lothalamate Meglumine) Injection
Conray 43 (lothalamate Meglumine) Injection
Conray 30 (lothalamate Meglumine) Injection O

*lodinated contrast media (ICM) products

Cystografin (diatrizoate meglumine) Injection
Cystografin Dilute (diatrizoate meglumine)
Injection

*lodinated contrast media (ICM) products

Hexabrix (ioxaglate meglumine 39.3%; ioxaglate
sodium 19.6%) Injection O

*lodinated contrast media (ICM) products

Isovue (iopamidol) Injection

Isovue-M (iopamidol) Injection
Isovue (iopamidol) Injection Pharmacy Bulk Pack O
and Imaging Bulk Pack

*lodinated contrast media (ICM) products

Jentadueto (linagliptin and metformin
hydrochloride) Tablets
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MD-76R (Diatrizoate Meglumine; Diatrizoate
Sodium) Injection O

*lodinated contrast media (ICM) products

Mycobutin (rifabutin) Capsules O

Omnipaque (iohexol) Injection
Omnipaque (iohexol) Injection Pharmacy Bulk
Pack O

*lodinated contrast media (ICM) products

Optiray (ioversol) Injection
Optiray (ioversol) Injection Pharmacy Bulk
Package O

*lodinated contrast media (ICM) products

Plavix (clopidogrel bisulfate) Tablets O

Tradjenta (linagliptin) Tablets O

Ultravist (iopromide) Injection
Ultravist (iopromide) Injection Pharmacy Bulk
Pack O

*lodinated contrast media (ICM) products

Visipaque (iodixanol) Injection
Visipaque (iodixanol) Injection Pharmacy Bulk
Pack O

*lodinated contrast media (ICM) products

Vol.13(2015) No0.19(09/24) R03

[ ZTGA ]

eInfliximab : R & CTOIE R AR

Infliximab and non-melanoma skin cancers, particularly in psoriasis patients
Medicines Safety Update Vol. 6 No.4; 2015

1HA1 H :2015/08/03

http://www.tga.gov.au/file/8027/download

http://www.tga.gov.au/publication-issue/medicines-safety-update-volume-6-number-4-augqust-2015#

infliximab

Infliximab DB TG HRIL, RIEREOVARY, FRHRIEE T T B CO RGOV RS
(BT DRr G A fLd 5720, WETaShiz,

(CIRCIRG



http://www.tga.gov.au/file/8027/download
http://www.tga.gov.au/publication-issue/medicines-safety-update-volume-6-number-4-august-2015#infliximab
http://www.tga.gov.au/publication-issue/medicines-safety-update-volume-6-number-4-august-2015#infliximab
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Infliximabltt MNEEHEFER 1o (TNF-0) AKE AT DEN~ DI AF ATRIE ) 7 a—F UURTH
Do

Z—ARZU7 TlL[ ‘Remicade’ DO P st 4 CHESNLTHRY, BAFVY~F (B N), FRIEMEFHE
2%, WCREMERSER R, WOlE, 7o — R, TERIRBTIIBE LB v — 0, B X ONESMERIBR O
1B Z IS E T2,

A DA ~F D15 T, infliximablZmethotrexate L THW SIS,

ORI FEMOYET

TGAIZ, infliximabZ L7 &7z B TOIEROIER G (NMSC) PIc B4 54— AU 7 [H
NATOREESET 4% a— 7%, 20144E9 A (Tinfliximabo S5 15 (PI) © P ekiTL
77

SETARELTIE, MEA EOEE | OEAKETL, [HfERE, FrloRM O YR IEE =17
ZLDOBHAMERE TIX, NMSCHRFILL TORWNE=Z —FT RETH S| LV TS ZBMLT,
¥, TAEFS  OEICIEEMIE B L R ER R EE RHE L GEINLT-,

SETRIOPNZIE, BEAfEOURY CGEABEEIXIEI)) LAV VIR DY A Y (AL =
DO TENNDITOWTEEHEHSITNEDY, NMSCIZOWTIEE LS T o7,

TNF-afH IR, SARIEE S22 D55 BE THMEOIRIFRICAW 6, REEBIO
NMSCOURT D&LHZENHIHILTND,

OEEMEEE I HER
B R HE LRI 2 0 T RO M7 | B35 A REME D B 5,
F—ANTVTIL, MR TR EREORERN KD B EDLIS>THS,
InfliximablZ L HTEH B D<K, O %EMGIZEOMEHELHD,
SR BRI KBRS RER K T S WD ATREME A DT80, REREDYAZ M EFH45Y,
L5, infliximabZ 4L 5 S A7 B3 C R 28 D3 HT T2 AT FE AR LTV B IR 28 1228 b D3
ZoTWRODE=H—L, BEDLWREDOHDBH TN TR ERELZITIED2 L,

X R
1) Khan I, Rahman L, McKenna DB (2009). Primary cutaneous melanoma: a complication of
infliximab treatment? Clinical and Experimental Dermatology 34: 524-526.

A tumour necrosis factor alpha

B non-melanoma skin cancer

€ Product Information

P Infliximab @ Pl ®Z: MBS A
https://www.ebs.tga.gov.au/ebs/picmi/picmirepository.nsf/PICMI?OpenForm&t=pi&qg=infliximab



https://www.ebs.tga.gov.au/ebs/picmi/picmirepository.nsf/PICMI?OpenForm&t=pi&q=infliximab
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S ETIERENLLLMER
TNFRHSE S LB EE Y 227 - [ KFDA]Vol.11 No.26 (2013/12/22)

IAF®
O Infliximab [{ (> 7V ¥ ~7 GEfs 1% ), Infliximab (Genetical Recombination) }, fiikEk
TNF alfa & /70— LHiK, JLUT~TF 3K, ro— JRIEEEK) [EWN 508 WAh R 5e

Vo0l.13(2015) No0.19(09/24) R04

[ ZTGA ]

o Tramadol AR FA A : 12 AT D /NE TOE &G E N/
Tramadol oral drops - not for children under the age of 12 years
Medicines Safety Update Vol. 6 No.4; 2015

1#% H :2015/08/03

http://www.tga.gov.au/file/8027/download

http://www.tga.gov.au/publication-issue/medicines-safety-update-volume-6-number-4-august-2015#

tramadol

Tramadol PN AR A A1 (oral drops) 0125 A5 0D /N T OfE I AGES N TRz b, Bl
IV ZOFEEE T A A HEITERH I TN L, EREEE TR E T &ETH
%,

(SRR

Tramadol N iR T A D/ NE TOZE NI TOHE I EIE, FESLSHL TV RW,

TGAIZ, A—ANTUT D2 D /NEAY, tramadol PN AR A 1A 12 LD 1R # (2 tramadol #1E D 72
DIEC LTIEGIZSZT, ZOMBEIZ OV TLE2—L7,

TramadollZ 73 /L a4/ — VB L, A4 ANEEVER 27~ PARVE R o0 & iR
HThD,

AR T E R OB AN 13820 H dtramadol B 28 B ERE AL TVD A, FDHE IR
TR OFIFL 3 HDOE Tramal’ IO H O A TH D,

A Australian Register of Therapeutic Goods (B §% [ 3 L DR ZR YA 1)
http://www.tga.gov.au/australian-register-therapeutic-goods

10


http://www.tga.gov.au/file/8027/download
http://www.tga.gov.au/publication-issue/medicines-safety-update-volume-6-number-4-august-2015#tramadol
http://www.tga.gov.au/publication-issue/medicines-safety-update-volume-6-number-4-august-2015#tramadol
http://www.tga.gov.au/australian-register-therapeutic-goods
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OEEMEEE I HER
Tramadol NI AT AL, ARSI TR ABIOFETOM T LR THEIETHDH,
HIDOIESE (100 mg/mL) & [958, /NETOM AILEER 5 OBIENY A7 13 H 5,
Tramadolljﬂﬂfﬁﬂﬂ?ﬁﬁﬁ' o> B AT SRR S AL G - RSB A58 1E, BB RO 2% LA
DEVEIZONTOLEH SN,
1275 At D 71N Y2 -G o tramadol N AR R Al O F X IS/ T D,
TramadoliZ, 7KFRSHVIZAEMRE D BE D BT+ _ETHHE,

IAITER

©Tramadol (F7~F—/v, (F7~F—/LHilgth, Tramadol Hydrochloride), A &4 K & #8553,
DS AR 1B MR IE I [EI N - J8 583 ok - 72

KENTIZN v R — L OWNIRATE A OFITL TOAGITR,

LUk

G

g7se |

fr

WEE = HFAR BT

il
i

B F— U7 ONIRHREEI LA OFITL O tramadol &, ZRHEEDRLEE HIZT12 AR O /NRICH 2 202k
LY, 7N EFHROBLERICT/NE Erxm\:a&pﬂ%iéhﬂ%o (GRF)
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