m
21‘

jE_ ¥ %k
Zﬁ; RAFER
Bl L BA Ll KRS &
4 4 Heak ¢ 300093 #745 H A £ 51001 3%
i SN X

T FE# 4 ¢ seaannl715@nycu.edu.tw
10846

& d6 7 R LA T3

ZXH BT REBERELNE

HXBHE PERBIISFIA148

BXFR HATKRAERFE11500130025%

#p L@

FHERIAFTIHRGERIB TR

M ERHE

FE CHHEER)EMWHBGIEERAIGARBASLANELE LR
SRELMEBEMEFAE T IR [BRIHBITARHT
WRRRE]  BWFETHHALEER LEBMPBERL S
o

5 HH :

—~ ARBA M BB EFRAR P CEHRINBT AMIEEM A
WRRABZAKINGRER - BAEBREHKEABRER £
RAMEASEHAERAZRL Bk TEREMBAEE X
Bk | RIAAUFTIRZER > EHFEAZREEHERZ
ERZRF UBRCLEXRABAEHRAES  RiHppE
ENERETIE T HEIAE 6 F > BHEFHRABE

ZRERLBE TBERSHBITABH T IR ) > REFH
BPEAAZHEGAL HEZ;EFRARLENF LESE
3 https://reurl.cc/gr2D8V ;5 &% & & # & % :(02)2826-
7000#65405 #%/]~ 48 °

Z - RZ [BREMBMABHFTIR] BAERRIBABRE
HERTWHI NS EHR > LBEREP2EREL S o

aw
g

ER:PERAAMBEIRZL Y TEREAPALEEG TEREAAHELE -
THERBAOEREBHERNELSG TERAVBRETERNE X 2EAMEEG -+
FREBREERNE TERBMERLEARN & - FERETNKBIH & -
TERBAEHRS 2ihee - TERBARERRN G  FPERABEREHMH LR
¥recBYee  TERBAERTHELEN & - PEAHEL 2 ES

#F1R #2R



=3

34 :

EPTEIREBERNELNG - SYTREOHERELE ~ 6T L WBIRIRF
HER .2 G ChTHEEREFERELXE “ﬂtﬁsﬁﬁﬂﬁﬁﬂ#—”\% )
BTHREBHERNENG 60REBHUBERENE SBOUBLAYHEESR
R BMAERRRIEW & ‘*a‘%‘%ﬂ%ﬁ@f—%iiﬁﬁ%fz}é%@ CEHAEHEER
*ﬁﬁﬂfﬁ%@ EBEMNER T~ é‘«%‘iéﬁﬂ é%%sﬁé%ﬂ%ﬁ%%%
ﬁ‘%%ﬁh%?ﬁﬁﬂ#—"&@ %éx’%ﬂiﬂﬁﬁ*ﬂﬁfz}ﬁﬂiﬁ/\ﬁ EBAR
E?‘?iu%%ﬁﬂ#f&é}ﬂﬁﬁf\@ ’—‘f‘%“m%ﬁ‘iia‘i%ﬁﬁ%ﬁ‘ﬁtﬁﬁ EHREAMEE
Home  CHRRERAEMYE  SHEERETFERELNET é*r“%”ii’%ﬁ%
BRERMEG - BB REMY - ERBERURIERNE LS 6HE
iii%%ﬁliﬂﬁ*—"\% ERBRLERES *#i@fiké‘f’%*f-ﬁﬂﬂ”éﬁéxﬁt%@
2EBMASET  REEATELRALAIM & - Fr’il«%./\ BAmMEXRBRGE &
%ik%l#flﬂf. MERZER® METHRERXFAZLAT HETELTR
¥RE2e METREFERNELS MRETERBHBHERELE  HERK
BBRSHELAS MEAALERARREAEMER o - HEZEATER
HRARERAARZREERRANES - MEZAGTEERAMRTEATER
P~ MEEALBR TERARER TS - MEAAEB T ERMER T - HH
EAETANTERESG MEEABE T EHMBR o - MEKARRERERT
S BHETHREBERNELNG - FRTAETEASHAXRAXLE » ST
HHOBERELNG FRTRENFRAELET ETELASHBERAEL
Rl oNERELNS  BEMALRAHMERCFHHZRERTEA
REMZEAEMEECHTHALZEAREES - AEMZABMER oM RER
BEER  #ILTAREAEFRBE - MLTHREMERELNG - MLTEN
U?ﬁ#fﬂ#f’\@ MTEREMBERNELXG - TRETERAR2G - &
P NBRHMECEE - ERATHREBERENE BB BREAXRAEL
"% PEBREREHMBERNELXG - 2P TRBFERARLE - 27T EESH
f"i“—%ﬂ‘—?’\@" FATHREHERNELXG ZLTREAERNELE - 27T
BREMBERELE ixﬁaﬁﬁ%?ﬁﬁfﬁii}é’ EhTREIMBEREL
T EEFRAMAE AW G - ERBRERALHE  2HEAXLTS  AH
EAGBETRHEE E%&ﬁéﬂallﬁﬁﬁ CEEHEEEREIERAEAS
2L BAL(SFHAT)

ﬁﬁ** 7)) A

AREROSA ATRZHMRE T ERBRAT

#2R HIR



B EAs

NYCU B2 kiEkxs

E%%ﬂﬁlﬂmh Bl #7281 S RE IF 22 bl

ring Medical Device Innovation and Translation Center

i 5 —Jﬁjif..l"* JJ’“J?J"J Ve | 21

' 04/30(m)

F*%E‘%m mEl BRI M AR R
SWEERAIRAR REH EER

EYIHEE SRR (SO 10993)Bf%5E

Ey fR-E YR BTSRRI
* EHYISO 109935 B Bk b B R 1E
InfeERIRINBIRAT) #iblE MR

- ERETRI S BRI S - B ST B

08/20(F4)

#l(DHF, DMR, DHR) ~ PIZRFEHZ
gt hgi

EAEAERAIRAS RHE BEE

HT It ACRR A IR 23 SR SRR FR Y
A LR B AR AR
FREEE EIABATIR

09/10(P1)

1S013485 : 201658 ER &R
AR ERTERZ
AR BIRAT Rt EFE

06/26

{EAEE(IEC 62366) 8 AFH T
IBIE T ZEF T3S R0
SRIERERME 2IEE

()

09/30(=)

RS TERY
SRR ARAE
anERAED 18l BERR

BhEEEs a4 RERIsL (ANSI $3.22)
[FEARZ KB T # MAEIHISERE
D EE Ao 3857

mE B R (1SO 13485) Bzl
St BRI HEAERRD
EREERER AR SERAT RS

TAF$2

EHEEE(PMS - #EEIE « H
[al )

LERIRMBRAT TEA BEHE

08/06

EAYIhEE AR R & AR
BAE R EE

[REARC KB T & MIBTIHISERE
TAF&2354R5%:3900

(79)

10/20(Z)

Eemaa M BEPRaELEE(1SO 14155)
B Tiis A
RN RN BIRAE
ERPREDABEE ERERR HAECH 8+

AmEs
EMEBAL

HAIRERAL

— AT EEEIR(SO 14971)
T SeERIRRMERAE F2A EER

7 VH (02)2826-7000#65405 B wivzujrlot@gmail.com

HuBRZEASR SRS TRSR
B3 REEASR I AR AR B AT & Tl

10/23(%)

EIIZR5REAC AL AR TIZRR  YIEREREMER R A
HENISRAREERAEER AR E ) BRI B2 K
BEN ISR EBEERRAEER AT IEANE ) BRELRHER

[ S R BR A AR A T ] S8 B R BRSE R T 2

FB_ETRIEAS10(k) A2
EAX AR
FRHRARIA RIGR @t

ET#E R EWH At B¥




. EURBEEAR NYCU BEIZMEZELR

E#%%%%flﬁﬁﬂn ﬁJ%ﬁ%Mﬁ%ﬁﬁﬁéqJ:b\

eering Medical Dev and Transkation Center

EHREL - FIFGRAREAR £ REE T RS
BALFZRAAIBAER BHTEE M B A 0

AL : BIRGRAERE £YBRETRER « VIR ARERTRREA
HED ' ESRREXBERAER AT BEEHE ]  AINBMBEER
HESN ESRREEXERAERAT BEHE )  SRENBHER
EReE SR RS MRt RE R REERE TS

—  Briz AR
AP ERERA » BHHEBRRSEM A Bl K28 2 S HIREN » I
RENME—EATAFT R BRERNE 2 K2 o S BERBMIEAS AR
AR AL MAT SRR Z RS » ARZ KBRS A S BB LIRS -
HHBFERFRACERHER Y FXEME - BIREERMIER - IVD -
AIEFE ~ BRARATAIE ~ BRREEREERADS > TESERABIREZS
AIERIE o SRIZMERRE » IHBENE S FRGARFBIERRH6/\FF » M ST AR A4 E

Srenmm R,

e
Wt

mE
= RERATR
EREATMRG ERSIR(SBIEN)  REREN/R LTS
B = aEam
202654H30HE2026F10H23H » 098f003 £ 17HRF0043 » F14E:]

0 ~ BRAZHIE,
(—)ERFE | FuRAREARSE £ B TIZME31E33388E « TAFERE
1302 I LI E T R — ER155%%) )
(Z)4R 3272 © {EFEEBE A Cisco Webex
1~ EEHR
BRGBMARZAS ~ EREEAL « BEHE - BHiEAEE
7~ BEA#
BERELO0LBIR - KEONKIE ; RIFFEREIOATHE |
(B 175 A R SR SRR 2 ) L




i

.

5 X7 8 B 2 30 R NYCU Bz 58 8 3 il K 5

s E%%mglﬁﬁﬂx B 28 471 838 5= 1f 58 P /O

Bz ollege of Biomedical Scie Medicol Device Inncvaotion and Translation Center

fe o E%&ijﬁ

i

F1E mERmmREEss 26401L- EAHHERAMRAT 48 HEEe
04/30(f) EMEER T01T04 IGRUEAEER Eibg
EYEA M RIE(1SO 10993)
$2E  mmmmCwAESEERERE: 26402l HEEERGEMRAT  KLEE
05/07(MH) W{MEEFEERIISO 10993 To4 S EE I ARATTR Gk ‘
AEEMREEEE
$B3IE  mitREsAEsmNg 26403L- FAEMEERHER 48 LEE
05/26(=) B TO2T03 AR PR FEEE A
BAE gz 264041 ﬁgfﬂigﬁggg*“" 9 ER
06/26(%) (IEC62366)RAETE TO1T04 g“*ﬁ% A EE7
 BSE gEeEas 26405L- ﬁggigggg*'b i FERe
 07/23(Em) (ISO 13485)EE#HHiscts TO2T03T04  rgsrc capn Cikg
H6E  mAmMRERRERS 26406P- ﬁﬁiggégg L
08/06(FL) LiAMImERAEEE T04T05 | DeammEsies
F1E mBERSSERZSE 26407L- #ERSRGARAT iGLERE
08/11(=) (ISO 14971) T03 T2 A B Eib7 -
i FE :zg%ggﬁﬁgﬁﬁm 26408L- BAHERERAT im0
- 08/20(m) DHR) ~ FUEBRER ~ (AFESE TS T03T04 REFAEERER b7 i ;
$9E 15013485 : 2016BRSH 26409L-  HERERAT mrmpe
09/10(Mm) BEAGRLHEE T02T03  IRtHEA EHE GEZ i
(®)
5 SRR RS IR AT &
$810% P 26410L-  oorzpany s bEpe |

09/30(=) TOATOS gt mpuegmpy FI%




52 MR BA 3 i A

S EMSBETREBE AW S 8= 5 o

College of Biomedical Science and Engi ng Medical Device Innovation and Translation Center

£ ﬁﬁm

NYCU [@ 37 /8 89 3 il X 8

b,  BESABIA

F11E BhESER R AR 26411 3
10/07(=) (ANSI S3.22) T04 REFEHRERE BIE
o TAFS2:B4RSE:3857
F12E LHEEE(PMS - 26412L-  SEBHEROERAR GLEE
10/14(=) SEEIE « GO - TO1TO6 E2 A ERS Ek7Z
. BI3¥  mmsdmmsE 00 26413 ﬁiggggﬁgﬁ 9 e
. 10/20(=) (SO 14155)RWHEA  T04T05 S L - B
H14E £E EHABEMS10(k)  26414L-  BEAXABIA i e
10/23(H) P 25 i BLRX (A BT T04T05 RIDE 1§+ EiE7

i | LABEERE  PABEERE - LRFEIEEPIEFZIT  T0l : BRRasf4ER%AS ~ T02 : B8
BRMERNEREEERL - T03 | BESMNEEE - T04 | EREREXHESHEEREFE
8 E-T05: EEREUANGER T : BEBIVMERLTEEE

g BERAREGNE OomEARAAT | s007 32005
wEe i BfRT® . MERE=PIR
i e
ZE 6/)\ el g
A2 mammmer. OO goom ago0m
HaREBEAETFE
@B 2MAFRE
RERIE | SIBREHE)E 28 4,00057  3,2007%
e J

it | LARBEMIHRRE » AR SRR (A0 © RiSE/ R REE RS/ RS/ B
BHBMREES) LEZE(HL - hitps://ppt.cc/fo5D8x) » UFIEMEIRABEER

#3H



1z M EA R A B MYCU B 37 F8 BY 52 i X 82

[ ENBBBTRER A% RSP0

ing Medical Device Innovation and Translation Center

.~ IRBE
(—)43 LERZ484L : https://reurl.cc/gr2D8V
(D)4 L RB B ERAREEA BT 0 REE
EREAZER MRS BBEUHRAER
(Z)WEEBEAL © WIBHE T FARER IR EE (SR 48 LER1EE » WUENER B —

EENEFBENHSESY) » EEE T AEE SN ST E |

1~ SRR R E BRI E SRR S N
(—)2INREERRESHE FER > WEMERRAIZEE « SREHR , R EEEA
Al B FEREN AR LEF » TEBERVAEERERRRE - K
2R EEFEAR R
(D)BENME LMAEE » WERERRERBEATNTEE (FIFEEEE

11l

S TR SR A o 11t I B (i 1750 R SRR B
56/ \R AR

(S)AR AR E EMRIERER  HREHVRRE L8 - ESRREH
RIRREE L3R o MECHREGEN - HEAEREEE
+— - EEEE
(—) BB RBE SR BT THIERERE - SIS RTTRE

(ZPREMKER | KIBERU L BREREHE BN AR SRIEEHE B
% PERRAHERERN LRAARFRESE - BRESHEIAR

i
§

£ BE A ; EEHE LY AEERAR Sy — HEEEE ) B
P RE SRR £ ; B - RRRE A2 M= 52 — AR
g % FTIRIE

(Z)AREE > FN LYREE—ZE=18H9:00~17:00)3REBEX » WEEhA
B4y « BEFRBEERTHRT « B ~ IR - B4R EEHEE -
B R R — IR EEEE

+ ~ AFIER
(02)2826-7000#65405 ; wivzujrlot@gmail.com jif/J\i
B THREAR KBRS T A B EE 4R
FEEEHH 0 B —REI TR MeT i ~ EEHEBNE !

HERE > T0D U EABHK) » B FIREE LR TREER R |




