7}‘%"1 %jku:

W E L

Boubot 11561 &AW 5k % #1612

5o

TR A ﬂ"ll‘ 7

T (02)2787-1674

B E 126532701

%+ 248 ‘ maylin25@fda. gov. tw
X2 g P EARTEREFERES§

FEp P ER WlOQﬁll”Zﬂ

# < 35 FDAZ F %1091411315C5%

AT I ST

?rugi;lﬁ'* RN SER T LA

AR E MR 2 kAL 1> (A210200001109141131503-1. pdf -
A210200001109141131503-2. pdf)

gt AFFHI0E1IY 19 (AP e )EEL BT FERT
SyE® 20208 #F R RAAKERAPMFAHE S 0 HT
o h g i HESE R PR L B LS

\JA&\E

PR
2 ARERERAPEER KR
R #Fxz2 TR A5%% s F ®(Good Registration
Management, GRM) ;, » & BEy¥AXF3H € o A3 ¢ %
MARFEFL FPY  FEFLECZIEREI IR LR
i~ ¥t % 5% % (Review) ~ i# 2 (Submission)z 23] %

?ﬁ$W’i%a&%%§4%1%W’ﬁﬁiﬂg%ﬁ

HE AL R e SR RAB LN 2 AL
1 -
CREEH AR TR SRR R E 2 P 6
A2 e

$1F % 2F

—



W A Se o
ok R e
= A o A
sk R L
Qo 4 Yn -
Bl L s
We 2 B X
oL e cnogk
b s s A
B & ek
o o OE 4
?%ﬁwr
= on E T
S
Wl R e
ERS TN

I T N »m.%*

foL o
AL s uw,ni@
B kel L

B 4 e o R

=

Qo it TG R 4
S T
ko 4o th B b
oo of el B oen dC
4w L B o o3k
fe BB L e
S O+

LS

g

¥ 2



