ol
oy

I3
J-_F_j-\ IRAR AR
AEARA PR DB, TEE &

Hohb 1 115209 2L F B E %f‘%@]’l(ﬁl&sjﬁ
R NS )
. ek ¢ 02-2787-8060
I
EF#4  frances@fda.gov.tw

B[ % 7 R W
XA EHRRERRBTERALLE T YSE TS

oo MMM

ST REE BALH B = R26TIHRIEZ2

#Hx A TERELI2E3IRF228
#x%23E  FDAAF 21121300530A %

2D IR o R s

B R A SR AR

A

EE AR AMPACRRLLWHANL > HRELE &
LA RAELPETSL |  XHEEE T "TBRE4AS
MEHEE | HR > FoRA - FER -

REH -
— ~ RBEAZ1242 A48 FDAA F # 1129004466358 & (3%iE)
L o
=~ B JEEE jﬁ;Commlssmn Delegated Regulation (EU) 2022/2292 %
BB MHARIE2Hy BLH &K > BB THEAGNRBEZE
=R ERE ﬁ%? &%ﬁmm%&ﬁﬁéﬁ ﬂ%%ﬁ@
@ké 45 A BR B 48 B %%e& xﬂifesi}i@kﬁﬁ_%%ﬁl% TIEE
»%emeee% R MEY 0 £ %%?eamz
¥%£$%r@%%%m Aﬂéﬁﬂ%e(Tﬁ?%+
4 @yl ¢ http:/fes.fda.gov. tw/mdex) HARARH BN -
BB ARABSASMRTRZ B E m% W112#3831A8
WM EAEHS TSz TEREAE AT iﬁcm:r’?; W RE  FH
BAAMBH AN EEEYEE > HRHZRREARG SR
A BN B FEAE
(=) S LI BB MELEREZ ¥R | BRI R
ZhmIHEERETEREBRELTZE AXRKRAETER
Z B  RBBAZ LR GMmER N ERBERR A
T oo i R BN TS éiégiéé&uﬂi HERBEMEIBE R,
o T BR M ARAES  REE SRR
| $%ﬁ%ﬁ&%ﬁo |
() #éi4 %@Aieméwﬁziﬁ 1 B 2 B £ & 5 JE 4N
A%mﬁeeem%e% Rl Ex B L BB LE
ELRBBEBERARBREUIGZINEE  ERAEHAERE

F18 #3H




HEEMMBTFERSRAE LA YGHER T T2 ik
SRk o SRR B ARG AKARE - HEAZE SR
RBRMANGAT L BEF TR TR ERE -

EA GBHAARTERELNT RBEACHERLATHES - S U RSN
Be L RREREC MERATRETEAS MBZARSIEHRMR
B~ BB ATERBRLT ERMFEA > GHLELe - HEAEATELS
FEEHARBENE REEAPERELLWME eRELRABIERE
~rg - PEREMBALEMEH e YERBYUREAN G  MEXEAGHEAR
REEREG SR ALFRERET SHALEERAWE SMERBLBR
HE S PHEREBESAAEEREBE BRI RAPHEWE - YPERBRAEAKR
KERGE s PERBERERDN G - PERABRELASHAN S - TERAE
AREAHET  TEFRAABERBE - TELRRDERG G - REEATE
RELEN G SRR B e HEEALSEAREENY - AEEXALER
SRR G MBEEASREREESERW S 6B BERME - 684K
THERBWE GHBEERLAERYY SMERELEEN S  AEEALH
BUKERBEG PESEATENG - LA EAPERS AP &~ 6845
EERAEEERGE - BRI ER T ERENG SHAMMTEREL
WAL PERARBVERNEN G 2B A4  TERHLEWMERNE NS
EEMEET FPERBFRTERNELCGLEABAGT  FEREETAMEHER
ENG2ABee  PERREHMEERNELAGLEAMS G - MR EETE
Fl¥neg 28EARLERELNG EHEHHIERELg S ERER
RLERENG - PERBAHEERNEQSLEMAGE sHAARNLTER
ENE  EMAARLEEHERENTHA T SR LI BN ERELTHA
T EEEEFRAMEAELATHAG s ERERENERE CHESE - &
MEHEHERENEHMA G ML HEATERNEA GO G SR
ERENEHUAOE S HARENERENTHAG S BABRTEREN
G LEEALESTERENG  CHE IR BEGIERENE - 6 EXK
BMIERENG M AKEATERENES  AHEARERITERENST - 44
EARBRIERNENEG - 4HELLTERENG - BT EREN
T LEHYHERTERENG  SHEFRTERAELNET  sHEE KSR
BRI ERENAG - GHREHATERENG - s REEHTERENEG -6
BREMBERENS PERAALAEWMER LA LRSS - 58 REYE
FEHPTERENEG SLTHUOHERNELN G 2 A BE R ERENS
MAoe  HTHEEoRERELNEG  PERBEAGATLRABAST ~ SL7
AMBHREEERNELAT  SRBBE R ERELE TN ERE
Ng -G PTHRHEOBERNELNG - SFPTHMTERELAS - S P ROy
ERENG S THHRERELNG o TRHETHERNELG - 60
HOHERELA T - BRHEHHERELNS SRS ELEoHERERX2e - B
BHEHHERNELX T - FABRBRAOHERELNG B RBEHEEREL
G- MEATEHOBERELS MEAMEHTERENET  SHETEMTER
N HAEBERORERELNE  FATHEEoRERELNY - EHRGEE
DHERENT  ARTHAuRNERNELNG - HEREEoRERELN~T - A
ARG ERNEL G LEREGNERENG - RS ERENE
GSEBREBEHORERELE  WETHRHFERELS - M TRGEEREN
M TERORERNENST BB oRERENE  ERATHMATE

#2E #37



Bl 28  EAMEH OB ERELT ERAMBHEERENG - AR TEY
DHERENEG  BMEHOHERNELS BILMENTERELXST - £4
TAETHRMHERNELNGT - BUREHTERERA S s RERALERAEA
HIXEENEG - TERBARKBAHERELGLEMAT TEEHME
BN L BN A B .

%37 #37



