1% L
PRAT A PR

A BABRR L EMEIEE F

Hoak 2 115021 2T dBEARIREB —K
1304:109%%

WHEE A FRISEE

B4k E3E 1 02-27877418

1A 02-26532072

ETFE# 4 yte@fda. gov. tw

EXF P ERBEEGRGLABLE

BXBE PERRIISSHE]IA24A8
%‘3{?% " FDAZE % % 11314001063

. @yl g kﬁ‘
% T ERIRFEARARE IR
FE

x5 ¢ "“4pseudoephedrine i # &2 2B MEAMREEL | ¥
CBANAEWEE  FERE s Be 8 -

n\\\-

0 :
—HEeHABEAAMER " ERx e T AR AR
R)ZBLELE N URERARERS -
A TR RAEMEREREL ) TEREMEN
(http://www. fda.gov.tw) "B B | > ¥%E& > &
So > BB EWRER/BRERE > T ERRERWN, T
ﬁ °

ERPERBREGACL2ABEGG PERBEGAT2AME S TERBER L
NEEAMSET  TERBARBRGEG - 6 EHE lﬁ"ﬁﬂﬁ"ﬁf\’ﬂ} CEE
REBEREN® 6 BEGTHEREN ¢ PERADEREHRAE L

EHEAERERHE  MEZIABRFEERRLTRET  §EARFDARNE
BRWe  FERBRERRBEG  TERBMEMEERT & - 64 EHE
AR E s PERBABEHEREXG2BAHE T Y ERAZLEW - 6
M&Fmﬂ}yé“ EENHEER MR REEZEZ e 2HERe  HEEAL
BEREZE &) $$‘“é?ﬁéﬂ3t?}/ﬂ} eRELEEZe BEIAGEDLRE

4? “l’i?’nl'uﬂa%a CHREEAGEBTERE S GEFRERZ S > 6 LM
B2e 5 “Jﬁ'—%"fiﬁﬁ“‘éﬁﬁﬂ%%@ EEAMER S

BlA %Iizmﬁ'%ﬁ“l’ﬁ%%)%ﬁ&%%" HEFABEGBERT - 2REM AR R BEHR

=
M

[

pu

L
p
i

) 2 E\



Wk

2R %21



% pseudoephedrine & & ¥ &% > FHA ' EE 4

wW&pE112/12

A Pseudoephedrine
BEE LM ¥4 AR F13%+5 8 7 pseudoephedrine & A # 525 ¥ % £ 242 3 o
3V T R %24 g1t https://mcep.fda.gov.tw/
. FPRF- AL h R EACTIAR L N R A K SR
i i Py

FECAFEA

Pseudoephedrine 3 ## % g 4¢ 5 "%(sympathomimetic amine) » ¥ i% * >t
AP0 L R A S R R | $ 0k
AL R R E  EIE R /w;ﬁi P A RLERT L AR
< EL g ’F%&Ex?’% o

2023/12/1 ' FE#E 2L 5H(EMA)Z 5% 2 TRERG:TL A ¢
(EMA-PRAC)#E 3% 4% 2 pseudoephedrine = 4 % 5. ¥ iy #5327 i
12 1 *a Ji % JE 1% ¥ (posterior reversible encephalopathy syndrome,
PRES)frv i {4 ox ¢ TSR % ¥ (reversible cerebral vasoconstriction
syndrome, RCVS) % . *& 5 P~A7e0h *6 ¢ ceok RO

eyl
https://www.ema.europa.eu/en/medicines/human/referrals/pseudoephedri

ne-containing-medicinal-products

1. EMA-PRAC §3® & “7F MG #Ip(e 217 % 2R FAE R
% 7 pseudoephedrine = 4 % 5.V iy B2V i {8 Fa BOE IE
(PRES)fc# 5 14 %o n ¢ 'kﬁﬁ]jr_ i +#(RCVS)h *& 5 M -

2. EMA-PRAC ##3% 7 pseudoephedrine = 4 % &7 # * 3t E 5 B
EARIE NSPIED) 8 i”“#“‘*7r§i@"“%i‘ BB ETR
T2 B ey A5 X R F R AR R o 4 *’““IFLPRES fe
RCVS Ap Bk (A RABMBIZIEER ~ B ® 3 3§ ~vfed ~ LR
BB AR EGE) Bt T RELE LP R -

3. EMA #-{ #7%t3 7 pseudoephedrine = A~ Z 5.2 ¥ > m¢e 3
PRES f RCVS & % F 3t % #7¢nit * 23k o



https://mcp.fda.gov.tw/
https://www.ema.europa.eu/en/medicines/human/referrals/pseudoephedrine-containing-medicinal-products
https://www.ema.europa.eu/en/medicines/human/referrals/pseudoephedrine-containing-medicinal-products

©

—

—

T IZELTTE

1. A ®+% 8 7 pseudoephedrine = 4 2. v JRA| A & &35 7 @ £ 242

EoP AR s T - R p REATIIAR N R B AT
T}ﬁklg"‘?‘ﬂﬁﬁﬁkifpggpcgJ o N W 2 H A [
B ATIP TG ek FARE 0 o Ak SRR B SR
WARBTRER L BE ) TR RAEMFER S RFT LR
B o R 'é‘)ii’t*#f"” f‘fﬁiz‘"#“’]lﬁkﬂb B2 A WL R
A  EX PTGV AP 2 GENTEEZ R I
%,Jlg\.r;_—é-;}-)\bti:9#9%%&;;7{‘3@_&\%1;;@\,3;}7‘%\%%
ffdfﬁ FRP DA A EX2PTRRBEC 2 G E
PRATIPT R ERT S5 %0 R & HPRES) e #5

i%ﬁ%ﬁ%&&ﬂ@%&nﬁﬁ%’?%Wfl?**ﬁi

ZABERETHRBESTRBLBAERGTR -

CRFRI LT SRS F R H R R S

Eﬁ ﬁ}%/#.&iﬁ

B b JE @ * 7 pseudoephedrine = 4 % 5188 4 7 i 1418 0
)];3 JE z(PRES)frv W P g B 115.};1_ iz ¥ (RCVS)2 & i o
e+ 4r A % 1R PRES v RCVS 4p B (4 0 R8 125 2] 7
HORAEA G Rk AR R TRAEREE) B
T H PR

# pseudoephedrine = &~ %5 % 3t 5§ F & B~ THOE R~ v
FERBRLIE AR BFETR Y FLIRATE 2 b o
BARELIAEAR

Pseudoephedrine = 4 % 5.7 # 303 j2 —4r b b & @A L AT
R L AP T T IR ICECNEY
2 RET

B *h i 3EJE R * 7 pseudoephedrine = & % 5188 4 ¥ i 418
@%ﬁ@ﬁ@ﬂ&#?i%%i%k%iwﬁmﬂﬂm&mo
F &> * 7 pseudoephedrine = 4 % &1 13 v PRES v
RCVS Ap B JE ok > e RF BRI ZIEER ~ B 7 f - vFek ~ L8R
FooRRE TR RRE B TRELF RF R
FREREFFLBTHRAF v BARFRH G F g
A BRGSO EE SR FA R e A
Gt oo

F gé”ﬁ ERRN SRR FEF R AR
FRAR& ggﬁr]wé’*(ﬂﬁi’*) ERA LR P4
%’%L%i$“w4m1€ 2B 2 2REF G LE R
Pou o TRlAvaT R 0 B2 LR i 3R & A 02-2396-

0100 » 4 =k : https://adr.fda.gov.tw ; 2 4BJI% & -8 4 12
SRETERT 2NLE SRS RN FRE A B
HWATH 2 B b 'GHEPHR2Z "G E I o



https://adr.fda.gov.tw/




	1130311_1
	1130311_2
	含pseudoephedrine成分藥品安全資訊風險溝通表
	  製表日期：112/12
	Pseudoephedrine
	衛生福利部核准含pseudoephedrine成分藥品許可證共242張。
	查詢網址：https://mcp.fda.gov.tw/


