iE A

¥R
HRAEER

LT BRE LR &

Hehk ¢ 22006376 FTARAG & 3£ £381922 15834

ARIA LA FE
USRI AR s+ (02)22577155 442353

24158

MATZEE EMIBOKO463K84E

2 H 1 (02)22536548
1548 © AQ5T50@ntpc. gov. tw

SXE BT RN

HFxaf: FERBI0946A188
EXFIR MR £10911034925%
R L@
FEERBFE G RRERAR

F#: RN TR AL

E -

0

WEREEATEHMAERIOIETARR M TLRERE
M ETATELLI0(OFHEH, ~ 'ERSHLTHTET
FRERES ) ~ "HRKAEASHERMR LT HT
PHEH, - TR EH AEEERERS0 10993)FH
ME > FZEATPHBI AL A4 BB ABBERE Shv

FER -

CRBEHEEALERMARLRIOIFO6A12B THEFR

1090010796 %% & 4 22

A ERAEBEERMEEAS > MEEAT ERMHIR

B A109ETALA-168 £mw T LR B A BH LT ATE
4510(K)¥H KA, ~8H3B TBABHETHTHRIHR
ERES, ~8ALIB-1188 "THIRKHBHBHEH
(MDR) L3 TH KA, ~9A258 "RABH A HAEH
e (IS0 10993)BH%, -

CREGFeM o REFREE  BRRE S o R

®1R #IZR



02-23701111%#319 $lk £ -

EAMETREL® MAETHRBELXG - MLTERSHBERNELE - Hk

e THEE

Ak 5? bi%ﬁ ‘f‘

..........

AEROR A ERRIEMEHE S RIT

|

i
ss
, t@

B2R H#ZR



IR R

Industrial Technalogy
Research Institute

XERIZENEFEEH ~FREGH &P AB/NE 02-2370-1111#320

saaa ™ LT Ol BB KA B

ARIZEIIT

BRESEMEmR LHARERDEEHEAPF LMAoE RENEIEREREEENMBRME
WEBE(TFDA)  EBEMNTEXFLAEREREEEEF(FDA) - 8BRS EZR I BEKRE
X NERSESR  BEBRE  JFEBEFRNHS - BLURHE - WASHRS - BBEERSM
EmERES  mmZEYEEE(FDA) LTIEERE  PEFRUFEMNSRAER -

FREFERBEREZEEAHRTEER R 8 AT RERAUSIERE L - #elE
BEBNSEBERIREXDH FAREUBESMEFRGSBRITRAG  NEBRIMERES
R B BEE  BESMEENE BRSMERBEENSE - B HBHBERSMRE
BERBHEXE ETHRARBERERSZE - IRBEHNR -

BEEHR
—  HEBERYERABTIENERE -
T BRBMEEZIEASI -
= AELEETER HBESMESEREE
e B E A
— - MER AR M A AR
T BRSVERTDERNGA BB BEIMEEW:  BRSVEREEE

- BRBSMIBRERNBHEXENA

1— 2 ZEREBRSEM

2 EELWM A EmsT o B RimEx Y
LOTTHER(PFES - EE - BH#EE - QSD.....)

QUERARRRE(ZEM - AR - ISO REFN)  EYHEBUER - AERNGER - It
BAERE - BRIRAEME - EmEER - SR

(3)ERFRELER(A RSB ML) - TFDA/ IRB




TRZMFRR

Industriat Technotogy
Research Institute

M- B EARBEERERS =
1LARR(E_SHK)

20 MEBBBANBEREM(FE=FH)

SRR A ES

109F 8H3H(—) £F9:30~TFF5:30 al 7/ -
TinbrEXBR(G L) - EF LRE - Bk LRBNHE -

W GERMES T

ZZEm

R ZBERFBBIRAT AR

BA[# :University of Texas Ph.D. Mathematics Science Chemistry

RE THREEERVNEEnEYNSEE BRIVELURE - FE8/MREE - THREE
E BERVE - FEEE/MRR - PEEZEELESERD/HBIREER - BRmvE
MEZABERERT OBERGVE - BEER/MAE MEZABEIZRWRRETL - B
BavE atERABERABMER - BLBHR - Tarrant County Community
College, Texas. - Adjunct Professor

m Eg

JR{E BR-BEE ER-EEE

TikA-BEE
(B~ F8 - #F%) | (R 10 RArR=) (BlAa8 2 AR L) =

8A 4,200 7T 8A 4,100 5T A 4,000 7T 8 A 3,000 T

" SRR

O:H 2T | THIREEEE M https://reurl.cc/WdOplk - B2 EE E E

Z "R L¥WE, iR QR CODE &4 - ERMBEMANT -
@ FREFRIAE - w10 ALLERME - Kiw 10 ARFIE - SRIEEH ¢ E‘
02-23701111#319 2l7%&%
=]t




TREKMRRE

Industrial Technology
Research Institute

XEREHNEEON~BREGH AUPASZ/IE 02-2370-1111#320

1 hi R 28 25 B 28 41 AR (MDR) L s ol (R ER B 75

RRAE I T

E’Riﬁﬁiﬁﬁ" 2017 5 B 5 HIEX A AEMIRE &R AR (Medical Device Regulation, MDR)

CHEBRBEREAERBWE RS EEEE - MIKEREBZEREMIES (Medical Device
D|rect|ve, MDDy E#1E AN E B+ 15< (Active Implantable Medical Device Directive,
AIMDD)EUSRIBREE ETHRF O] - RIERN 2024 FEFRMET - BESBVMEERBENINEER
HIR 7 FEHABEISHE MDR LMo  EERURENERWERTBMEBTS -

EEEEERM tHAaIEE vREEXRT - XA (clinical evaluation)B—KEAiESE - BHE
bk MDD TJA0 - BERRAB B ESEM 2 BATIRRFEELE M EBYYE ; MHTAR MDR &R
Ehr MDD - IREBREE]T iR R EHERR 2 AR ERI  HRERRT G 2 IR TR EB R -
IG5 - #hk MDR ZERRMBEMR ST  EHNER IMEEEE S M TN LME
BRAREMRER - UBBRBEEMSHNEESRME - REMSMHERBEBERVERMN Ll
BEEERNEER  BRNORERSEAYNEREREER  ITREEENEEERAERZE
R ERMATBEETE M RBYYE - 1BEEFS MDR ZZEXK -

KERER A AR MDR h#RBERGEM ERARTE B IEEEEK - W AABER MDD ABZ
AIEER ABEE2 MDR HERBREAREMNER MDR HRERIMIMKRTIL ZEKSE -
RENESE MDR EHRIEERER ZWAMEBRERE -

ISR IE S

BRBEMRED, BHZARER  REHR  BREXR  wEEE - o 28R BONESE
B - MEDE - KHE - EEF%%§$A§E$EE§A§%T§HB

B REASEXHE

—  #rhk MDR BRBBBEB=5FAR 2B

B 1A (MDR) 2B B 23+ 15 < (MDD) = E 57

* MDR @R BBV A RRIR S ERER
* MDR BRER B/ =8 4 Bl )RR 5 I557 AR

H S

- EOIRARER




TR FRR
Induatrint Tachnology
Research Institute

XARBRINEE BN ~FREGH  #MAB/VE 02-2370-1111#320
B _EaR ARG

109 8F10H -8A11H £49:30~T44:30 2 XH5EH 12 /MK -
THifRERLR(E1L) - BR LRt - FIRCRBHDE -

B BRI
SRE M

RN SAERAHERARAE BlRKE

KE . WVEEFESBETREN SEEFRRTLOERBRER  8ERRAEROBIRAS ERE
B EBEEEHERERMEILE FEE GMP ZFEGEEHFA BEE GMP & |SO
13485 AMBREMRIAELERFA FEZEFR/VAAZTERELZRNRASERA &
TEBERMBBREIIEEMAEZAMRAZEIRFA FREREREERIDAREETE
WEETEERFA

R BE/EE/AE/BER/HABESMARER BESVEEY, EaEEHEERT G - B
BERMEBLEmEREE  BESVEYHRSNE - BESMoERMTE  BERME
HENREEERR

7818 : RABQSA Lead Auditor ~ SGS ISO 13485 Lead auditor ~ USFDA MDSAP auditor
training - £YBRTE8e BETRA/ERTIEZEESEE  REBREEFEHIE

[T o S = s .

EFNEEGEEES - TAF BREAFABR TAF EREZABEAER

m B

R {8 BR-BEE Ei-BEE

THA-BEE
EF - FE- -85 | @210Xx588) | @42 AL aile

A 7,8007T 2A 7,000 7T 8A 7,000 5T 8 A 6,000 T

B B REREO

@ L5 THEELSBBE hitps,/reurl.cc/Z08v7M - BERIREE Y E

"L, iR OR Code B4 - BB RSEMENT - -

ORISR - W 10 ALLEBAYE - 5k 10 AKBSHE - 1992830 -
02-23701111#319 254




T BT

Industrial Technology
Research Institute

XFREBRUEFEWN~FRESGH FPASB/E 02-2370-1111#320

B2 s MRS ML ER(1SO 10993) B % J

ARAZIETT
EBRRMEYBETHEBRERMEMTZ BN GIHEENRBZ—  NETRRENERE
BEEBRSVEREETERSMEYHESHRE - EUASHRENBENREEREAE

EREIMRE  MEAIRNASYE  SABMIESUHMESY BUIEEREESE - AR
EEEZMRRAT S ERARE - 2ERE  BUHRE  NREARESEE

Bl ¥R EEBMENBEE ZFTEETESEMNRESR 1S010993-1 : 2018 -« ARG RAEEHRE
B ARG BRERNRAREGRRE R EBUENTHEN  BEREREREE
At 77 TUE TR RS R AR E MR

#1280 TFDA 2REDBEREEZIEHER - BRAERAERN 1SO 10993 #5IRHEHRAE -
MEEERMEBEPETESEEE FDA - BBERMKBRRERE  7H_BER - F=5&E
RIEH)MEDHE _SR(TREMMY) ER EMATRRTIRANGER  FERHERERESR -
PINBEFSERERZRERE (GLP) HNEREZREHERAIHBERBERIFFEALEHTE
(EYHEEY ) UBPERZZEHRARE -

ARDEBEVASHEXNIRRHCRAS - HHHSEEIE 150 10993 UEAZRHE - LURE
VEREMESEBRAMIGENEETSE  RABYESRE - RERBAREBE  LUE
FER LR -

HEHER

BRGSMERZME ER - BREUEAR - DIRAERABEREVEX Z1HEH

B SREASTEXE

EYHREUEREN

~ 1SO 10993 £ Y B HIRAER S

+ 1SO 10993 & REHEiRF
BETYIGTAANTER

- ERERSVMHESUERANRECRS =

= =R




TR

tndustriat Toshnulogy
Research Institute

W BRI
£

BT ERIERROHERLT BREHE

RE . AERRERESEYHEE T RERREN - HHaEEMMAESE TFDA « £E
FDA - BR22 CE IERIHRE

R £ M E R ER R

W R IR R it A

10998258 £ 9:30~TFF4:30 H5H6/)\F-
THilERSR SR8l BER ERR - Bk LRBNRE -

m B

RE BR-BEE ER-REE

THA-BEE
(B 58 BB | EEI0FNKD) | (FAT 2 AL =

8A 4,200 T 8 A 3,600 7T 8| A 3,600 7T 8A 3,300 T

B RBRAEEN

@R EZH | THREXRBBLM https://reurl.cc/Ixzjvm - FEERER E
Bz "R - IR QR Code EiE - HEHRHMZEMANT - -
- @ARFRERIREH W10 ALILERIE - KW 10 AN - RS - |I

02-23701111#319 2l&k&%

[=] it




T3 BZINHTR
f Industrial Technology
Research Institute

XERERUCEOM~EREEH & AB/IE 02-2370-1111#320

= EERBEM L ATEN 510(0HEEE }

B REGENT

RAEBERMERZELT  —MMSNEXZLECBATIAFANE LHER | Lhar@EmM
( Premarket Notification ) 82 FAIATEFT] ( Premarket Approval ) - MAZ HMBEREME2EH
LHABANEEEF T BLUIEAZENSHE - KREEBERMEREE - LHaBMNEA
?%i%ﬁ’l‘ﬁ%ﬁﬁ’ﬁﬁ%%ﬁﬂi FDA B8&  HEMEBERSG LMW BESEMERENAETEEET
BE LBV ELEHEIIN T EBAEEHE W ( Substantial Equivalence ) AL - B& 5
BEMEEME S10k) LHRTEAZRTS  FAERETHRECNZEBEERMNER  ERE
S510(k)EREERERBUREESE A S BBNERE LR -

BESMEMESREAIZENS  ANSEE FDA BETERBE ZEKR  NBEERLHAIE
B 510(k) - BB EARBUREER D 7 HEBE FDA FUERER - IR EE - EER
BRI EHAIEERS -

I IE
BRRVREE SASANEE  RHER  HFEXR SHEE SRSAMASETZM
AR IE A B4

— - EEEBRSMAREERIERE
- ZEBESMERN RO AR EHREEXK

- EEBRBVMEEELAMER
- BESRM Em IHRIEA 510 R SRS RIGHR A

M &

- EEBESREVER MR EEE KRB
 BRRREHINE

>t




TR ER

Industrial Tachnology
Research Institule

XERERUDEFEEI~BRESHE  #FHAS/IE 02-2370-1111#320
W ER I R i RA

109F7H15H 7R16 H £ 9:30~TF4F4:30 2 RHET 12 /)6 -
THilREFSBR(EI) - BRLFithE - SR ERBHRE -

W EANR
FERM
R ADERERARAD Mg
BE : 2bBOAD BN R TRIRAM

S - RIRE R ERM A ERAE(RAIE) BEES(MERR)  SRLER B
f

EA EhimiZE B HEE = K5 - RlIT N L0 A
ASZ

ES Fh B i hig =2 -
B TRENEARREE R T THixara 2 T el e EE/

Talwan)nJrE? B - DNV GL U BRI BEREER O BIRAE BRESMEMEX
R ERE TREREEEERZEE - WHNRETEWA L HE BEFE K
(EErt ;n(udk) BRI BRE - EIRRTREBEARAS BESMIAERER
2 HFEINERRNBRAS BESMAIMTESERMBLE  #HEYRERS
RAE] tHE2EENE - EmiiE

CREL
RE 2E-BEE E%-EEE
(B FE - #5) (B3R 10 KATHR) (BT 2 ALLE)
A 7,800 5T &A 7,000 5% A 7,000 7T

B RBKEEHEO

O EHI  THMIRERZEEM https://reurl.cc/GVgOx3 » HEREZER E E
Z "R LB, 3R QR Code B4 - HHREHRBEMAIT -

@ KRB IRMAH - W 10 ALI LRI - K 10 ARV - REEH
02-23701111#319 Bl%c4 E.—'




