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Introduction to ISO 14971:2019
Scope and Application
Risk Management Process
REANEX Risk Assessment and Analysis - o

Risk Control Strategies and Implementation
Post-Market Surveillance and Risk Communication
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Introduction to Medical Device Process Validation

2L

Determine which Processes Require Validation

Process Validation Master Plan and Validation Protocols
Installation Qualification (IQ) and Operational Qualification (OQ)
Performance Qualification (PQ)

Process Monitoring

REAE

Process Changes and Revalidation
Best Practices and Case Studies
Wrap-Up and Q&A Session
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Introduction to ISO 13485:2016

Overview of ISO 13485:2016 Requirements — Clause 1, 2, 3

Overview of ISO 13485:2016 Requirements — Clause 4, 5, 6

Overview of ISO 13485:2016 Requirements — Clause 7,8 — —— — -
Internal Auditing

Wrap-Up and Q&A Session

FERMBAIFIR B R R EEREREE IR EHEMAEZIF T 0 AW EMITARA EEF
WA~ BB

A A -

2023-07-27,V.2

edusirial "rc wology
>€ search insditute




'FDA B A BA AR SRy EEE _!TRI

edustrial Technology

d;ﬁ”? 112 $F r*iﬁ }%‘gsﬁi%*x{é%l -‘—_%_I »» 3 Hesearch instifute

| I EERBBHERE
r¥ﬁ%ﬁm€%g$w§m$m;mumm( >

O#% % A% (Registration Information)

EMEMN  HARBARGEYETEE
APE ¢ T E AR R E R AR PO
At BREMEEESN
#LBE112FE8A98 (A=) #412:004% 8 A 14 A (2 —) ¥4 12:00 1t
Sk
1. HREATLFIH/RE > FARELEBE DA A A EBRLECEL RN LERIEE ) -
2. B—RRa Rk —LRBEREREL BAl— 23 ERARLE  BUHERLEHR -
AL PIH > AFRK 100 A > 314 AHALB 100 AiFRiEES > 8 A 14 B(EH
—) P 12:00 2R G Bk o AT RGE IS B (I 100 ) ARG e-mail BIANEL F -
MBANEEF AT EERAE ABENHRARERE TR 5% -
BRUBAGREL  HEANEZH R ERE AR TARLBBT I N EAIFHE -
S REREBFRBRIEANY > TEFELEETRXFRN R LENRMEN -
ARBHEEBESFR > ERAZFLFEAF -
Fob P X B R M BT REE P56 A BTG E T E oy X FREHRL
BERSAABZHEA ) BAEMABZZET  ABEMTRAEGTHIL - EK - RA
ZHEF] o
SR RE
B & A HERAIEREARR SRKMGERE Y T E

TEL : (03) 5732254  FAX : (03) 5734092

E-mail : 1tri535550@itri.org.tw

W

© o v s

2023-07-27,V.2




‘f»(pbA BARANRLEYERE

RemnBEE 11258 HEBREHELREHENE

rrnishGRoN

O #3348 % (Online registration)

ISO 14971 B R EM AR ETEZEA I RFERL
(&3b)
Bi3ge 11258 4238

hittps://wlsms.itri.ore.tw/ClientSien

Up/Index.aspx?ActGUID=32F463
5F69

BERBMEEYBAEZIRRE
(&3b)
B (112494128

IR AL

https://wlsms.itri.org. tw/ClientSign

Up/Index.aspx? ActGUID=8DE292

TAC6

BRBHAEETEAKNABBZARIKRRR
(&%)
BE 112497288

YEIB IR 4
https://wlsms.itri.ore.tw/ClientSign
Up/Index.aspx? ActGUID=9E497C

EFDF6

2023-07-27,V.2




i ‘FDA 'fh]— i h #lj jl} /?\ o % #h 3 }'E %- o : A !’I!S‘!;a‘:ﬁn*ug;
smmEa® 125E HEBREHELRENENE W& ok
©F:p /EA L
2 S ERSRAEEE

FISO 14971 B B4 Bk F 28 A | RE
112 %8 A 23 B(EH=)
EBLFARGHET SHLAZE
SATAREEZRE =K 1 RUELRE 3 &)
Googel Map 4z & https://goo.gl/maps/XLhUthdHUddKSiSa6

ISVED & 23 T L-#:F
TERBHEENUSEKIRRE

11249 A 12 8(E4=)

EEARER T CRER

ETAREEZRE =K 1 RUEARE 2 )

Googel Map 4 & https://goo.gl/maps/XLhUthdHUddKSiSa6

hEAN

HiBRNe

2023-07-27,V.2




“"FéA GERCLIEEEY Sk i E

maEnEEE 255 HESREHEFREHANE
©F3 iEA L
112 £ EARRHERE

TERBEH LT TEZALNNEEARIREE
11249 A 28 B(E#Hm)

ERETHEBDGRT CEHAHE
(EFTEHBEZRMR— 26 I(EHME B3 44E)
Googel Map 4iz & https://goo.gl/maps/XngKdvmzEgSfEIvVH6

2023-07-27,V.2




