BPrEc: 5 12243 2024 # % 008 #(113.02. 26-113.03.01) ~~CAPA & & ™ ¥ ~~

PR EFRAEFERESE

CA P@ Chinese Association for Pharmaceutical Agents (CAPA)

TEL : (02) 2502-7121 > FAX : (02) 2502-7153

wh B 1224
€ e‘;m 2024 # % 008 #
(113.02. 26-113. 03. 01)

A g U T4t o ¢ sk http://www. capa. org. tw

-7&;1

&
ﬁt,@ 95027153 e
2 ‘**&hmﬁ\ﬁ“
% % oM oA A
® T ¥ W 4
® [i¢]12024 ¢ FHmiEd o113 & 37 19 p(2)09:00712:00 FLHF-2 4 +F B H ki o
poEh gl %A/ﬁzﬁw g (A47 L H%AFRI1305.64) & &R
r,;rﬂ;g FFAPH T EFETEM T ER AR FREOUT - SR
s dsEs 84558400 0
® 113EARRNBERGP FRET A 113247 16 p 2= 14:00-16:00

P TFDA-C201 633 (FMEH 6L VD NB g wH il no)d FREF 7 FrfEa 4
%é}gzﬁ'\éc °

FRHEE PN

® T H W 5

B3 58 Pﬁ}‘mll?)&}i &#Fﬁ%ﬁfu%@%?ﬁ - ENYE P13 &4 1 pAzT 114 E

39310 - d e - RERB S]LED B ERETRLRP o AR
”«TLI’JE—‘&’#BF&;?,#'W"‘IISEZ" 19p (=) 113 #32 4p(=)1 > BApMITIHZ

RETHE o L L R TR S LB (USB) » ¥ 5 E0F (B9R 12 3/4 117 5 ) i
it E- mall(ﬁ» mﬁ»)? RO FIARTHE  FIARE 2L AHFTREFBLEN 2
PR R PR Jﬁ'f;\ﬁ FE T2 “3?5‘”"% » Iovgw #RE 3(E-mail RIE) o daid e 4t 2
A LfcEsEy L S A X H TRy 28050 2.8 % A T HE—MTER T
02-2731-T7288 %~ 1662 E- mall.cgh418350@cgh. org. tw


http://www.capa.org.tw/
http://www.capa.org.tw/upfiles/1709280691.pdf

EES R E N

@ i EEFERELE113227 210 (ZOPUB: 30+ % ¥ 4 T RE (7 4 PP AL o i

o v ENRELE AWML §EAY ‘)ﬁfﬁi"v?lmﬁﬁ 250 (P OPMG:30% & % ¢ 4% fE 48
(BRI R 7 5 FPHmt » S FRE L A

o iT ¥ W 4

® 113£375p (Z)12:0082 ¢ ¢k BMN3x eigh o d oibidass
® A¢1I3ERYY 200 EAN2XREF §HE AR KB E AN T REEREREFES T
BERE

® B HFT %SF'FF 2 g3113E37 17p (P OPM7:00% % 42 7 45-TICC= % ¢ RF
PR HTE ¢ S FRE R S o
® B AY EARE LERE113£37 60 (2 )OPM6: 00> 5 A% k ~ &<k 34 £CRFE 7+
PR g SR L 2k
O MEAETHAALEER(EABE)EEE FZ % gR(3ER F 1) AIFIT37 287
(2 )T =3: 30*“1&&%&”}']%’320653'3%34%“ , igféﬁ‘);’fiﬂl_i{ Fte e

FLamflne ARk & ¥

F2 p /28 0113.02.26/ #ixFFF 1130670524 8L = 2 e 113120 %202 * )

g P HIBES Y PRARERGESFRZBEET > e FRFRP0E GH4TE)

FART T E R HF R ST g g ]

F2 pH/> 8 0113.02.29/ #iFxFF ¥ 1130051648 8L = 2 x> 113128 $u(02 # )


http://www.capa.org.tw/upfiles/1709279579.pdf
http://www.capa.org.tw/upfiles/1709279593.pdf

5t

[N
2.

£ 1337 % mepolizumab = & # 5-(4r Nucala)2. & R T FERFEEL HF o2& T FARR
uﬁ-f;«& 1~ xﬁfi 2~

F2 p /25 :113.02.29/ #%F F % 1130051905 5L = 2 €= 113130 (02 * )

]

g -

a2 s L4 7 isatuximab & 4 # 5-(do Sarclisa) FH E R LG R T L BT F
daratumumab = 4 # &-(4r Darzalex)% 7 carfilzomib = & & 5.2 %R Lo 2 T

it s iR 2

F2 pH/>5:113.03.01 %% F % 11300517054 5L & = § x> 113131 %.(03 * )

Bl

B

i oA R kiRt 2 538 Temodal capsules 20mg %2 100mg( i %~ #% : BC23323100 ~
BC23324100)2- % & £ & 427 > éﬁ-ﬁ%frb’%% ¢ RHEY %5 E2 W FAR ST FARR

F2 pH/25:113.03.01 %% F % 11300516894 5L = = €~ 113132 %.(03 * )

B

5 -

i Ar A g ik % % 508 Tarceva ¥ 4 558 (i i 7 25 BC25071100 ~ BC25077100 ~
BC26873100 ~ BC26874100) 2  t5 & & 42} > s worfh § R & HF 9 F T4 > sFa R - X

ARG TR A

F2 pH/2 8 0113.02.29 #ixFF % 1130051797 5L &0 2 €4 113129 5(02 * )

Bl

2]

g2 B #1133 E 27 6P EFFFH 1130670236 L2 2 i [HJHEH B P » Fe F2 %

CANESL AR RAEER] KOS TR e ]
A

Fiamflnes S¥FPRE

2 pH/~ 5 :113.02.27/ FDA £F ¥ 1131600065 5 &0 = € 4c> 113121 5(02 * )

FHFREMBA R ARz S ot 113250 10 BB WM eF Y oy
ﬁf\_—nﬂ_‘— ><4 Q,Tg\.

F 2 p /%80 113.02.27/ FDA # % ¥ 1131402103 5 & 2 § 4~ 113123 3.(02 * )

R

q

DF M R i T2 @ % o Rk o Epidyolex (cannabidiol) oral solution (f#F#% % %
B % 000094 5L, FE% 2ERBEFLLFHEREL D (DIP) - F o fLdep B

?Fﬁﬁﬁ ° XQS"T}\: s

#F 2 p /280 113.02.27/ FDA # % % 1130704555 2 & 2 € 4> 113125 %.(02 * )

]

5

FHF AP G TR EIsH 1 25 > FETROJA for Injection lg (##% gﬁa?]?r 5
028637 %), &% > P22 FHAER L P (DLP) - F> R4k P KO 4R -

>:<2}\:¥|—T U


http://www.capa.org.tw/upfiles/1709279780.pdf
http://www.capa.org.tw/upfiles/1709279791.pdf
http://www.capa.org.tw/upfiles/1709279805.pdf
http://www.capa.org.tw/upfiles/1709279848.pdf
http://www.capa.org.tw/upfiles/1709279859.pdf
http://www.capa.org.tw/upfiles/1709279872.pdf
http://www.capa.org.tw/upfiles/1709279886.pdf
http://www.capa.org.tw/upfiles/1709279899.pdf
http://www.capa.org.tw/upfiles/1709279819.pdf
http://www.capa.org.tw/upfiles/1709279829.pdf
http://www.capa.org.tw/upfiles/1709279606.pdf
http://www.capa.org.tw/upfiles/1709279647.pdf
http://www.capa.org.tw/upfiles/1709279713.pdf

F2 P/ 8 0113.02.29/ FDA %% % 1131101174 8 & = € 4c> 113127 5.(02 * )

ig t ZFFDA#F ¢ RR# % Warning Letter ¢ & » 3o P B Gt b € R o/ o %
o Ex."’fi'\'- N xﬁfi 1

HEE AT FEEFY R

F2 pH/> 80 118.02.27/ F¥H £41F ¥ 11300002410 % & 2 €4z~ 113122 %.(02 * )

Lgc Rt o RErEEATAEE B R Ak TUFAERACH UTE S au ARG RP § 2
B AP M TR Feb st g R B S o KA ST i |

PEART AL

F2 P/ %0 113.02.27/ (1I3DHHEF F 1130000075 % 5 2 § fev 113124502 7)

ig: P FAVRATAGHBERFEATGEFEF 1128 T2 7 8 FIRBEERE F AFOUR
rrE (T Fﬁrﬁiﬂ\?%)’ FHATE TR G (548, 22 %
FeRP AR R SRt R g B Y e a T e

%M%*?#J%#w@%ﬂu

F2 pH/2 80 113.02.27/ #HAFFF 11300002420 5L 3 2 € ¥ 113126(02 * )

g HE L3 # 47 12 p(T )Y Rz 118 2% 572 A 0 R(F K2 £)KT
PIGRP g e i FE O RFREH SRS A R FER AR B gl
ﬁw@gﬁ,15¢iwﬁox2&1§\wﬁl



http://www.capa.org.tw/upfiles/1709279752.pdf
http://www.capa.org.tw/upfiles/1709279765.pdf
http://www.capa.org.tw/upfiles/1709279620.pdf
http://www.capa.org.tw/upfiles/1709279634.pdf
http://www.capa.org.tw/upfiles/1709279686.pdf
http://www.capa.org.tw/upfiles/1709279701.pdf
http://www.capa.org.tw/upfiles/1709279726.pdf
http://www.capa.org.tw/upfiles/1709279738.pdf

