oy
S

1 i

_ﬂ:—d—‘ / [ SM Z/%/Z/Mé M%é% R

10668

436 K& & F b dg 228 128 5%

£XA PERBRITHESINE ORI
Fx Al PERBISHEIA25H &iﬂ%/@fﬂr—} A8
ji;*’%gﬁ t FDA# 3 51051403404 3% Fx 4428 CIM.CISM.I6M

S 01Y.008Y.[05Y
B E R ER AR E AR D*zm -
M4 4-mycophenolate i, 2 % 5b 4 & 'x"ﬂ.ﬂl"i':%lﬁ%.

A

,ﬂPﬁﬁéﬁ%Z
AR RS By %‘ i—@

& 7.k

AR L 11561 £ 367 &b & LM #7161-23%
1% A 127877498
B AR EE T RME 27877472

: %«‘F?Fﬁﬁ' # 813 13@fda.gov.tw

¥ i% 4 mycophenolate it 2 # 5 2 g?:%_g,gg ﬁgﬂnfm(ﬁ
Wk, BB ERF AR

WA

—

JER

Bk :

G E i B B AK " 4 mycophenolate sy & # 5 %

AR A RSB E T RRER AR R
_£

~ A B T 4 mycophenolate pf, 2 % 5b 4 A F MR 8 &

EAFMN CHR > K FRE, > Ha, >

r??%a E‘ ﬂaJ _Fz%k

”i\ﬂ‘éf ~ P ROE 4

“/-%ﬁéf‘mff;}:@’ &3
E’”QJ?‘“ ﬁﬁﬁé@
@fi\_}\ 'E%%Evn};ﬁ

~

¥ ogy

R S

HE%%@@@@@W
=

B & 7]
5 0 i
s Eﬂ'%x

EH

g [

ia
i

TREEHSEEYEAS

N
=

e
ue g
d

= -
Eﬁﬁ
o
3 E %

res

29
o4
m@

A

RIE.EJ
zﬂw’r
~ 4t
9|“5H'gl
B3
b% gk

48

.
e

(‘

w B o8 Sk $5 R

- FER
—ﬁ-méylm
B4

N

m R S o JEER S

% X BEETE

&

E“Fﬁﬂ > o §5 & o) o
%
BER TR ER

& S 4 a3
mﬁ}ﬁﬂﬂﬁiﬂ“

B
&

E?ﬂﬁﬁé
S

0

m
,W%H@@%
TEREER -

L ﬁ%‘ﬁ%‘ﬂﬁ < R “'br%?l‘ﬁﬁﬁ
e s AW AT B R BEERR R
ﬂﬁg’”'/“\'
mihﬂﬁ[‘q’#ﬁi/ﬁﬁi‘%% At kA B E HUE
P mrEs

xR o T 5 H o 4 g
l

RERREIER -

W oEEEDeRRIeo

SE 4 R -
bt m%@ﬁﬁ%$w@ﬁ

Pﬂ
&

i

i®
W SR aED

=
-}3%,
—H

wmmw

—R (#—7)



Mycophenolate g% % #uu-ﬁg— BRI EE &

B Mycophenolate ( mycophenolate mofetil, mycophenolate sodium)
B4 147 4 48 1 30 4% & mycophenolate # Z T £ 11 5k - H@uk
B AR http://www.fda.gov tw/MLMS/H000 [ .aspx

© Mycophenolate mofetil :

#1 cyclosporin fo S BI B4 HHE M » U REM T HBHEZ ENRET
: ﬁﬁ TR s B BT BEAS 4 2 &t %ﬁ#ﬁ
i IE C
© Mycophenolate sodium :
43 2L cyclosporin &9 2 3L ) A (microemulsion)fo & 'H B 8% LA FA M B ¥
BHREZEWEERARARSEE -
659 e 7 A AE Mycophenolic acid 4 1441 inosine monophosphate dehydrogenase j&l‘ﬂlﬁﬁ |-
o Rob A% H BLE ALt E 47 (de novo ) 348 3T SRR e B E B B 4 -

E"‘u.‘v:ﬁ EMA - Bt TGA ~ ho & A4 4 &1 (Health Canada )} &3k 4+ % 4 % 12 5
BRI J 4o B B mycophenolate T AR & 4 A6 S A Bl R A KR

é’Jﬂl‘fi o #hk4oF:

1. B ¥ EMA:
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/ne
ws/2015/10/news_detail_002418.jsp&mid=WC0b01ac058004d5¢1

pn 2. R TGA:

http://www.tga.gov.au/alert/mycopheno late-mofetil

3. A% A4 &R (Health Canada) :
http://healthycanadians.gec.ca/recall-alert-rappel-avis/he-sc/2016/56690a-en
g.php

4. mLBELIEL:
https://www.swissmedic, ch/marktueberwachung/OOl35/00157/03223/mdex

ELE2AMA N
A B

-html?lang=en
1. ﬂ%%%y#mﬂ%@@ﬁ&%#ﬁ%&ﬁm%ﬁWﬁﬂzﬁ& 4
ThAMSMEETZAMEN - REEER ﬁ#mm%m%ﬁ% 8: 8

& BREE - FAe R @‘faiﬁ'&%

2. RIEEEE P HMNMER DK E mycophenolate 554 4 Kk A
GEb R B 45-49% 0 E AR LB REBEYNLE A 23-27% 0 A A i
ST AP B B -

3. shAa B4 4 £ % MR & & R ATH 4 mycophenolate &%, % 8 & 45 B 3734
LEZE 1=
. FEEHLOBRRYHERRELE  LHERHMERA -
i, REAGEAZLBEFENFTELME -
il HH A -




© pLBEHELERY :

1. @®&& - KFam 9% & 10 A 30 B%&ﬁ?¥ﬁrﬂﬁ%iﬁﬂgm}§)\ﬁ
mycophenolate s 4 8 & 7T 4838 o & A PG L RMEE 2 B &
WREFAEH -

2. k#E - KEMES mycophenolate 5B Bz FPXHEN T EEn
EEFE ) o fam e

3. AEHHEZ LT HLBE S EMAYRIN TGA ho§ A4 4 28( Health
Canada) &%:l:‘*“ BRERHBITARBE T XTERE -

© BREABREIESFHR _
. HNAEF S#ve Sifokt » BN H 445 A 4 mycophenolate 8 4
B A 0 Ardo AR A L AR BE S T e 0 ho SRUE AE LA R MR G d R,
e o FIRE R ARE 2 6 g WS A3t E -
2. HBP TGN
L WP E A SEESATEA 2 RaF RATRGIE 2R AL
oM REAREEDY A 25mUML - % RBRENE — KRR
% 8 10 AMi4T ENE_RBTRPERAHEIE A
TTLAR AL B AR S -

. ZHEES LR EHRATE 2R

i, $4om AMREEEZGEABIN T L TUENMBERZ
R AT AP RAR R 6 M 0 FEER 2 4T R e
MAFN  ORHEV~EHERXNBE T K -

iv. MERER BIPHEANEHEAR -

3. HiopAEHBESN BN (AEWMHTERE) WG N L BAF
ILsbHiB 2D 90 R WA RERIRR RS LR B
AT R - KA ERRESHARERRSEA LSBT Y

;{o
4, Eioid FER ZHEAN BB ARFLSEBED 6GARA
i -
© BRAEEEFR:

1. 4% A% mycophenolate 28 & & B R o1t % JE 3T AR B HA R IR 22
HRGHEE - BRAAFLBRMENLEMREFE PO TRIE
SLEpEEBREAE

2. EHERMRELEEARE  EBH
© 5 %Aa&ﬁ R AHER (RH) &
BARHTE R T2 A BT

TR AER -
SEHCR R R B AN AL
BB EBAR P it & ko B




Bl B RORJEEIRZ 42 02-2396-0100 4935 : https://adr.fda.gov.tw
WMERAHL LR EYERIH P ELTINE WA E R XAl T
AT > BEA I B R AR R R BT EE .




