Taiwan Food and Drug Administration Ministry of Health and Welfare

MEEN . EmEBEYEEE
wEHE : 112F11H17H

o @B % i@ F OB
YDA EREPEEREE
Taiwan Food and Drug Administration

http://www.fda.gov.tw/




RS KA

113 F1atRELER AR
113FZ 151718

> BT (TFDA/ B
> BRm=#(TFDA)

‘

By
A8t
all
N’




113 R1REE A

> IR B HEI2FER/I1IE -
> MR IEERI1I2FFEIENM3IE -

1135 E 1125 E
EEE fic 72 Ji[1Ea L] EER fic 72 n4iE
13 100 14 14 100 13

LN | TFDA-111E TEDA-76%) TEDA-12{& 7|[ TFDA-111& TFDA-76%} TFDA-1118
hEE%EE)-2fF || | PEEZEE)-247)| || PREHE)-2ME | | PEEZEE)-3ME | | PERI-247 || PERS2E

BEm¥# 16 100 I 16 100 5

Mg 29 200 21 30 200 18

. ® £ B R T
) = O Zaz =
Q FDA ‘Ewaggoo%nj gug?dmi?!;ra% 3




€39

M
/I

ZHEIRAS-TFDA(1/3)

113FERR

CEmMREGZEE
(29453)

(—RIEERFERMEE | (—)RILERRERMEE | LREFHES
> &E(24) > &18(24)) 2 BHE A NS A E
(C)NEBERRFEEE |(O)METERRTBEEE | 1 LERS
(75) (6%3) 2. BT IRE
(= )ﬁﬁ%%%mlﬁ—.—ﬁ: e | (= )ﬁﬁ%%%‘mlﬁ—?—cﬁ & ;'gﬁgﬁgg*ﬁg
/M yi IM AN A
b2 B9 2R (857) bt 2 BA3R(977) 3R LENSIEE
(MEGEFREEEE | (NERERREEEE
GMP/GDP > #17 GMP/GDP=#fF | BiEFHiEs
(1243) (1243)

)
C¥FDA

#/ £ @’ &
EREYPERZE

Taiwan Food and Drug Administration

4



:

%

M
/I

=

allk

TISIEANZE-TFDA(2/3)

113F EHE1R

C RBmBEEERERERE
(1953)

— RBRhmBEEERERER
(1957)

(—)NEBERZMEmM L™
BEZ2mEEZEREEEA
EEMEP(557)

(—)MaERmEMEmR L™
1§Z nEEZEREERAE
EMERGD)

1. BISEEIREZ
AL IREE
2. MIBRLIEMSIEE

(D)EmEEHmEERE
EHE(55)

(D)EhECHmEERE
EHE(55)

1. BB DIRE
2. FIBLIEMADIEE

- BEam - (b
BIE(45)

(=)iE{E%Em
tEmERES

(=)5#{E%Em - BEaEM - {C
tEmERESEE47D)

EY 1S 3L 55 AR

(IEI)/nE:z * % 3%51‘7} ﬂ._r
HEmEHBEEMIU(57)

E

(IEI)/nE * % g%ﬁ*d- ﬂ:u
frrumﬁﬁiiﬂgél%iﬁﬁ)

BV (S 3755 AR

#/ £ @’ &
EREYPERZE

Taiwan Food and Drug Administration

)
oA

5



[T ] =

%%

allk

TISIEANZE-TFDA(3/3)

113FE1E1R

— S =y 3 22% A3 : RS
= -EHELERERRE

BIE(284)

& il 2ar OO 23 AR TR S S
- EHlZEERER R

BIE(28%

(C)EEEHEmERE

HHIE(67)

bl ——

(C)EEEFREmERE

HHIE(67)

ST DR

(D)sR{EERIZE R EEE
RERSEMZE% - ##
wEIRENRE(137)

(D)sR{EERIE R REERE
RERSEMZE% - ##
wEIRENRE(137)

1 BT 5 e
2 BB AR

(=) iR E il 2% o tHEA E A
EENM(97)

(=) iR E il 2% mHEA & A
EEM(97D)

NEMHE

) @ % B M

MppERENERE
FDA Taiwan Food and Drug Administration

6



5B -TFDA

(1/5)

OO ) e ay
[ Emm ] EFFER
113FEISIE

— - BAEmEEZEEETEHE

—  RARREEOIHE
8 71(135) 51(135)
v 1. EEEERE
R e | () ARRERREYE 2. FELEARE
IHNRUREREROE | ) 3, AEEERS RN
535 BRI
(C) iR BRI B R
BRI ERS

B R E RS Bk IE W

E(39)
(D)ERENBEHEREETS R Ji 4= 4T g o
& s AN - i ™
Eﬁ/i%ﬁ(:gﬂ)
. fB O£ B N OB
EREYPERZE

Taiwan Food and Drug Administration

Aron

7



[Eam] E£H=ZTRIRNE-TFDA (2/5)

113EES1E
o ray) o 3w A et e n (C)EIRERHAZERIE e s 5
(SEZRERRMAZEERIER 2 e 20 e 1.REENIES
2 ER B TR (25) (z’fﬁﬁﬁ“’éﬁﬂm > SFHE1IEMSIEE

(MWBEEmBREFXREZEB 43 g 28
- TEWEE A (35) RERIEIRAS

(MBS ERERRSE _ S

m ZIRRNEHE(37)

(A)WHEREMAMYREEE
REFHEEmMIIETRR
ZBEEEEES(259)

(A)HEEmARMARESR
AREFEEmMMIIET
Rttt 2B EEREEN(25)

NEHE

) @ K T R OB
AR EBEYEEZE
(/ FDA Taiwan Food and Drug Administration 8



[Bm] FEHZFTS51FANS-TFDA (3/5)
1135 [EI1E

—CRBhBEEERESER
Bz (58%)

BB ERESER
EE(58%)

(—)BRPERA PR

(—)BRPERGIERY

B S 3 7R AR

(C)REEERYER(198) (D) RRBERMEE(19%) S HE oD
(=)imBhMEEmMBEE TR | (=)imBIMEEmBEE TR P
E1(55) &1(55) AB1HE
: (BB RFRREE | 0w o
S8 EE(345) MFRIRIRAE
(MZEEMAEMEBHEE ) S i 35 4 g 25

#Z ol AT 2(557)

% B £ ® M ob
Q(FDAEDU By SRS

and Drug Administration

9



20 2Tt 438 O 29
[ Eon] EHFEZBAEIZEAS-TFDA (4/5)
113F Ei5iE
(DRSRFRALREE (DRBRFRELRSE | 1 TERY
18(54) 18(65) 2 AB AR
1. N EEc7n
(NEMIERZGAER | (VERIESIESER | 2HEEENSRT
(1273) (137) pak P

3.FE1IEM D IEE

(bgEEHREmESEIR (E)EEEREmMESEIR 5 TE AT 434S
(10%) 10%) BIEFE IR

) @ K T R OB
AR EBEYEEZE
(/ FDA Taiwan Food and DrugAdministrationlO



s BZARNEBRERE
B (47)

EER@47)

s, [ - =70 +t= +dh =i
[ Emm ] FI5EZEEIEAS-TFDA (5/5)
113FEEE
= @b EREmE = -d{ceiEE RERmE
(19%3) (19%3)
_ . . | o . | LABHER
(RiERAERERNS® | (DRitRARERNSE | TREEE. .
REE(7H) BER(7S) EpEsaa
(D)@ {ERiERGEmE (D) {EREREEmE SR AH S
(1245) (12%) P
N BRAREERRED | g

- BERZREUEHE TR

h - EXRBUEHERITA
(693)

BIEDIREGFR

(657)

T £ e AU
)

oP
n

S [ 7=
: R oo &
C/lFDA Taiwan Food and Drug Administr

EEE
Administra

tiol

11



rrn ﬂ.E — = | §++_
B EGZ T EEAS-PEETD
1136518 1126 151

M - PR M EEEERRES | o

W A EEREEH
(C)BRPREEERER | () ERPRREERET | e
(75) (75) AEHE
C)PRREERMEAN () PRRMERNTAN 1 LEES

JEEasEe

(1743)

(1553)

()R PEHEEE(27)

EHE(O)ER

)
C¥FDA

#/ £ @’ &
EREYPERZE

Taiwan Food and Drug Administration

12



Taiwan Food and Drug Administration Ministry of Health and Welfare

o @B % i@ F OB
YDA EREPEEREE
Taiwan Food and Drug Administration

http://www.fda.gov.tw/




