A7 IR

10350

A RARLEYNEEE &

¥y 1115209 £3bH A E RIGH7161-2%%
BEEE A SRy

B 45 E 3 1 02-2787-8060
T S
EFEA4  frances@fda.gov.tw

ST AR E & X ®g2883%44E 210

Xi% EP'-%R. E’(UD)LL%%@%Q"\@‘

#Fxal: PERBEI2E3A228
HFXFI  FDARF $1121300530A 3%

—

—_—

—

LEBLF

—— i
e ]

P LaEp 1.3 25

EERATIERIRTHR e

GRS L])I[ X FZ.J

¥5: i%@*%ﬁk%ééeiéri@a%zé“éé 7E -ﬁi:iiiii% L&
LT A REEAETETS  EHMEEETZ "ERBHES
MeELEE | R é%%%’ﬁéﬂo

iREA

~ §i§$%112#—2ﬂ 4 B FDA & F % 11290044663 & ( 3xik)
b3
+ B J& 8k 2 Commission Delegated Regulation (EU) 2022/2292 %
Bk R MSFIF2M - BLEG K - BAATHHEESHRERZE
#l%kﬁﬁﬁgm&%ﬁ“%%ﬁﬂﬁé% ﬂ%%ﬁ?
@é ﬁAQWﬁ%ﬁ%’ﬁ%&R&%ﬁ%ﬁ TEE
M ﬁ’fﬁlﬂ%ﬁ/é}n%ﬁ"@kfé’%ﬂlé% %3 ?ﬁéjiaunz
$%£$% R ERDELT E%A(T%?ﬁ%
& 49k http://fes.fda. gov tw/lndex) JEIRAE R B I o
. ;‘%réjﬂi%ﬁk%é}éé?fi/’\ i uazi"éﬁ; " *ﬂ.fg‘ 112538318
AT E%K%i”‘éﬁ]—'f-‘*z @R FHEEAEMELMEN  E& > wwFH
MMM TN T EENEEZ  HEHtzphaeFos
?ﬁélﬁh@iﬁﬁiaﬁi
(—) oI LB SRR EREZ £ TR BE R A
Zh T BRI ETREKRS ?F?'T:iﬁﬁ: BB g8 RH
Z B RYy BRI LRYME ﬁ]“’ri Fﬁﬁ?%@kﬂﬁ A%
T o S RBHNEMH T S 0 REEI R FRAAIA B
%mle&ﬁﬁ*%%%’&ﬁémwxﬁﬁiﬁﬁm’
RNERREERIELR -
Cﬂ%ﬁ%%ﬁ%ﬁ&miﬁﬂz¥% 1R Z B & & M
NG BRAFEELREGME m%%zﬁﬁﬂ%’éﬁiﬁ

1R #3R



ELRBBEREHERBRBEHIFZNEEL » TERABERE
HEEHMMAITEERGRBELAGHE T E2 it
PARER 0 UFEREBREMTARARL - HERAZE S
RRAMANLGRIZE > BREBRIFHEEERY o

ERGEHMARDMIERNELNG AEEASHBEARLGHES s RLHERN

268 RRERAGL2e MEEATETAEAS  MEEARKIEBREME

Fr~ B HEATERBRELIERMNARA - 882426 RBEATERS
ZEEHARBEENEG HEEAVERLLZAWME 8B ARNBIERE
A~ FPERBMEMEEREN G  TERBYEREWM G HEEALER
mEAEREBE  SHERIRENGT SRR EERENE SHERAIBR
e  TERBERATHERDE 680X FEME - TERBRAOEAA
KERWEG - TERBREALMEG PERB#ERIBANE PERES
ERSWE PEARBARRILN G PERLZLRENE - #BEATE
RELE W 2B KEANE  HEFASHEAREAENYE  AEEASHEL
G e  MEAASHBREEALBERWN G 8HALBRIBE - 6ERK
EERLME  CHEARSARMY - M ERESERHE BEEALHE
HORKESLWES  PEHREAN G  HEEFATERSTINMB G - 8443
RESEERRN G BRI BRIERE NS S EHEHTEREL
WA  TERBREAZDERELNCLAMA ¢  FERRIEHERELNE
2AHBEE - PERAFRABERE N SLERBA T  PERBEEZANEHER
ENGrBAHAS  TERBAEHHERELNGLRAMA G- MM UL E
Rl e  ERERAHBHERENES  FHEHHIERENEG S HEHER
mIERENE TERBRAMBERELNCLABAST - 4HARAARTER
¥0¢  EREAARBAHERNENEHA G  SM LI BHERNENEHS

T EBEFRBERNELNGHMO S SHERTENHTERNENEHAE - &
REUEHERENCHO G S LB AHERENOHMA G 8L ERY
Y¥RENEHMOT  SHEABBHERELN WA T s AT EREN

T LHEEARLUSITERELNS  SHEIRBELILERLENE - HER
BRIERENGT  EHBARELIERENE - SEEARRLILERENE - 5H
EARBRIERELNE  SHEASTERELNE - SHELBIEREL

- EEHEMOERIERENEG SHEEHATERENS - s HER KSR
ABRIERENG SRBUXTLERENEG CHEEANTERENE 64
HRABERENE - PERBARALAAHERELNSLAMA S - S 1RELE
ARBILEBENEG ST HREOHERELNEG XL ol ERENS
BMed SHETEEORERE NS  PERRASAGLACLBEAHAS € - 4bF
AMBRMBERERELNE  SRBERUBHERELNS - ShHTHESHERE
NECEPTHREOTERNELN G S PTHAFERALEN G - S P Bt
ERE0G G THEHBEREN S - shTRHEOBERNELNEG - 5 bl
EOoORERELNS  EHRMESHERENS  HHRMBLoBEREL2E B
BBBEHRERNELNT  BRRBELOBERELN T - BRABUEM B EREL

ToMETEEORERELNT  HEABRESNERENE SETHEMBER
¥0e  SHBeEloBHERELS  MATHRLEOHERLELNE - THBEE
DRHERELE  ABRTHREOHERELNG  LEBBhoRERELES - &
BTHEGBERELAG  CEMEHBERE NG U EREMBERELNET
BEREMREHOBERELS  MLTHMAERELS M TEHBERELY

~

¥

/

F2R  #3R7




TOMMTEEORERELXG - M KRELORERENT EATHEMEE

FI¥~2d HBRAMEHOBERELNG EAMUEHHERELS KA T Y

DEERELE VM EROBFERELNG  VLBEHBERNELE £

THEETHEMHERELN® HUMEHBER LG - 6 HERAERLER

BIERXE2E TEREAZEAKAKANERNEQNG2ABLE - PEEHH
BIR BRI R

5% %

A3R H37






