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Dimethyl fumarate 11X2}f!foti'Rm 

fJl}m~omrf~~~~f$j~f~fUi5B1tt?o~to/J~f1f~tC1t~:if)0-:ffi , &;xM EMA §j:ffi¥5z:U~A~!?EJ , 1!~~ 

'H1lA~.&~~51:~ ' ~:JJHif~ffl~ dimethyl fumarate nlG:5t~d1Z~A~~~fl)f,f\ESf;J();g,tj;'(lymphopenia) 
·~5.51--r ' §~~:tl!Jrti~~±tiE!~ij~~(progressive multifocalleukoencephalopathy ' PML)Z::f ~&~}m¥&~ 

19U ' t)C~!~JJT§~nlG:5t~t?oZf~ffl~~t)J~1l& PML ~lift o (EMA if§w~~txJ~t.ll: : 
https://www.ema.europa.eu/en/documents/dhpc/tecfidera-dimethyl-fumarate-updated-recommendations-light

cases-progressive-multifocal en.pdf) 

:tlH'Jti~HtiE!~ijf§J~(PML)~-fiEI3 JC ~w(John-Cunningham virus ' JCV)f5Jf.~.Mi~W:.PJT~ [§jz~ 

:m:~~, CiJtlli~¥5z:YEt:::~IM~~~5, ~~llft!zsFf§~~N~~5t&~~5J9!Z~~ o tr~~ 47s,ooo ~f~m~ 
dimethyl fumarate P.JG:5t~t?o5E11lZ~A cp ' ~ 11 ~@[~§~~ PML Z::f ~&~ ' j§®~)J!B:fLH~fJl~~§ 
ft)f,f\ESf;J(HIQ:(absolute lymphocyte count ' ALC));g,ty ' ~cp 3 ~~~~~)}t)f,f\ESf;j();g,ty ' 8 *~cp~:m:)}t)f,f\ 

ESf;j();g,ty ' iffi)f,f\ESf;J();g,ty~~¥5( PML §j~z~llftiZSJT- o &;xM EMA i'in~~An~~~)}t)f,f\ESf;J()~Y()f,f\ESf;J( 

*t!IQ: ~ o.8 x 1 o9/L _fift&n~1E'ffi1t--r~~Y~5.5L--r?t.Fte:EJl PML z::f ~&~ , i~)C~;¥JT~P.X:5t~6M~m~~~o 
--r: 

- ~dimethyl fumarate nlG:5t~~o~ll:f~ffln~~1~~1ii~~ PML i¥J~A o 

- B~A~~)}t)f,f\ESf;J()~Y()f,f\ESf;J(*fiQ: <0.5xl09/L)s'j·~~ ' ::f~f~ffl~ dimethyl fumarate nlG:5t~ 
Cl '.fr/.- ',!... ,r.1;Z 
oo~1T/ot>'K o 

-;B~AI¥J~ES~~IQ:~~1E'ffi~~,1:EOO~~ffl~nlG:5t~£~1l~~~ft~~~~~~~nlG-~ 

i¥l*S¥1~ 0 

- ftn~~J}t5t,f\ESf;J()~:Ji'Gt,f\ESf;R§ttQ: < 0.5xl09/L)J~~~~~ 6 @f§ i¥J~A , ~f¥ffl~ dimethyl 

fumarate nlG:5t~£ o 

- ;61ii~YJ~A.§~~ PML, ~J[fk~Wffl~ dimethyl fumarate nlG:5t~~o o 

~)~1iDl~ dimethyl fumarate nlG:5t~£§lfCiJ§~:# 2 ~& ' ~fJl1'T9='x1.15~*·flj~ dimethyl fumarate ~ffl 

n~~f~~1ifg?g~ PML 8'9~A.$ o ~~:iffJl1E§SJZ1~~:S:~tft§~~~~£i*I&~-t/7~1lft~~f~n~ o 

!!lf!J!Jf}H~-(f!ffllJJ!f!Y:WJii 

J!t:tL;=!Jff2~611ItfM.:&tJY£\ftfllj!Elfff'ei!I#J 

https://www.ema.europa.eu/en/documents/dhpc/tecfidera-dimethyl-fumarate-updated-recommendations-light-cases-progressive-multifocal_en.pdf


-2-

- lffl~~ftffl-3- dimethyl fumarate /VG5:Ht1Jb5E:rJlJW ' &'~~fi'iX50Jl8~8"J~lfn~IBij§*f~ffR::m:-§-3-)t*E:.~IB 
ij§ o ~D*)f*E:.~ffiij§§fJ)(fJR~ifJl{~~lE'ffi'i'Blll ' ttlffl~~ftffl dimethyl fumarate 5E:l~JW ' ~5'CJt~DJ 
~ 8"1 ~* IZSJ5G/VG ~ms S"Jgffli 0 

- ~lffl~~5E1~i3t , ~-=@J§ &,~~fi'iX§-3-)t*E:.~ffiij§S"J~lfn~ffiij§*f~ffR~ o 1lt~)tH:~.~IB~PlH~f~1i~ 

0.5x109/L :j:~~~~~ 6 @J=§B"JWJA, JJ!~JJlcp~5E1~ o 

- ~D*fil~)f*E:.~ffiij§§t~:t~~~{~~ 0.5x1 09/L ffiJ{JJ~~JbE!~ , 9t~mFcJiH~ o ;fiwg;\B"J)if*E:.f3}(§t~ 

ffl~l*n~.~~:fj~ 0.5x109/L _§.1~:5~ 0.8 x109/L ~~ 6 @}§ '9t~m:~JTgffEA~~~')[~,&JOO,~ o 

- ~(pg_Atf:}fj'l~fij.f.& PML B"Jn£~1\~mfi~B~ ' JJ!f¥ffl-3- dimethyl fumarate /VG7t~~o:illZE!J:Y:®~S"J~~ 
gf{E ; £iitN1JWJA~i~ PML , 9t~7i~f¥ffl§~/VG7t~Jb o 

- JJ!-§9;DW3A -3- dimethyl fumarate /VG7t~~o DJ~ff~i~ PML 100,~ ' jft:j:§~WJ_;\_;fitf:}fj'l{:ffi'i.Jt$~!~~ 

~.it§rnmS"Jn£~1\~mf~ , 19U~o¥f~U%~M-:D , ~~~ , 1Jljf , N?J~o~§c'li~1c , :1JioJ~5~5~&.At~[;)( 
~t~~ll)(~~_t~ , ~:fr.~P@l~~>J<:U~tf%!l}J o ~9t~WJA DJ -§~Df=Ff§~~l~~~~~rnmiEtttl~S"J 
5E1~ , IZSJ.f.&ft!L11~DJ~~tf5-=t~¥UW3J-.2fs:%5~1f~~¥US"Jn£~ o 

§¥'~~~f3t:J;J ~ }1~6 : https:/ /www. fda. gov. tw/TC/siteList.aspx?sid= 1571 

tt~~ ' 1f 2 fittfffi~1lfU~~o-3'1f dimethyl fumarate ' ~PEB~rN(~~)1f~~05J~!fffiB'g Tecfidera 
Gastro-Resistant Capsules 240mg (HK-64410),& Tecfidera Gastro-Resistant Capsules 120mg (HK-64411) ' ~ 
U~J1&:1J~to/J o ~~ ' fjj~~*ti1if:f{ilJ5&R. dimethyl fumarate S"J~to/11' ~&JJ!f!ID~ o ~)ij)l~~to/1~~ 

foJ!f-ME0;fJJ1fi9m dimethyl fumarate pJTi§ l¥.9:nH:Yt1:27Ht!:8~ijf§JWJS"JJOO,~ ' ffijif§i9mj~JRE1t£ 2014 !q:: 11 
J§ 26 BlllifiJ!t:5~~to/J¥h¥0~8"J~~W , :®:~JTB"J~~JTW\8:5~ 2016 !rF 4 J§ 19 BfiJ!t o $1~~11\Ett 2016 !rF 
4 J§ 19 B~ifgw~o2fs:tttU~I~~A~ 0 fJ'lB~, _tmt1±2fs:~afffiiJi~os"J§~§ftBJJ~em-a-~rnmnH:Yt1:27H 

tis ~Hf§JWJS"J~~~§R o J]tt_tmt Ei'5~f$r~ 1Mf1Jfi~ tt ~o~to/J~fl!~8"J0-§ R.@x5J+I~to/J~~ fol1frnm dimethyl 
fumarate tt~~!Jr)tH:~f}j()~YS"JWJ A~i~~1:Yt1:27Ht18 ~ijf§JWJR.~~JTftffl9t~S"J~~~~R ' $r~~9t~ 
u~~~~J-.~ IiZ1~15E1~8"JfUkifDDJ~~iJi~S"J=F ~f'F m S"Jm~ 0 $r~~ff~~~~~Aft!L5aj~~to/J~~ foJJJtt 
llt~to/J~iteS"J~~~~JTf~:j:~~t~ ' j;J~JJI{:f{ilJ&,~S"J:f:Yi}J 0 

. §~loJ$r~~=f ~Ji-§CU~)R.~to/11' ~&JJ!7t~Jl¥&-§83~4o/Ji§ 1/llis"Jf:ffilJ=f ~${4:(~§3 : 2319 2920 , 
f.i~ : 2319 6319 ~~t~ : adr@dh.gov.hk) o 1frnm§¥'~ , ~~W.M~to/J¥h¥0~~~W"~Jb::f ~&JJ!¥¥&" : 
https://www.drugoffice.gov.hk/eps/do/tc/healthcare providers/adr repo1ting/index.html o &.!~ ~OJ¥U~to/J¥h¥0~ 

S"J~~W§J~fD~~~"~gR" , lf:tf§ fU~~to/J¥h¥0~~ite8"J1frnm~to/JS"J~:i:~§R1~~ o 

-~-?£~+-R=+-8 -~--x--'-t- -r:J-

lti!J!l!J!l!ffl-(lffJYJ!ff.Jtfjll§ 
Jli.iDIJ/iK~§//ftfffi.f!;ff.J1}ftfiJi!Elffi'lff/hlif 

https://www.fda.gov.tw/TC/siteList.aspx?sid=1571
https://www.drugoffice.gov.hk/eps/do/tc/healthcare_providers/adr_reporting/index.html

