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Introduction to QMS Software Validation

Process Validation V.S. QMS Software Validation
QMS Software in Scope

Confidence-building Activities

Risk Management and Risk-based Approach

QMS Software Validation Examples

Q&A session

RENZE

P - R S A

R BRI G S R R BRRBEIMA  ZAEMABIFE  AMBEMITARA
W~ EE o~ RAZAEF -

2023-06-21,V.2




et ‘FDA RABAFRLEHTEE
REENEEE 112 $ BT 7%% HEREHEERESENE

_ ITRI

Research instit

112 FERGBYEEE

TB’RAZHLEEE A% TR RN ISO/TR

80002-2:2017 '@llﬁ‘%ﬁ

O34k £ %A% (Registration Information)

EMBEM I HLEBANRLEYEEF

AMEL  TERBARRERAZGER PO

At BRiAMHEES

/LB 11257148 (EHRAE)PF 122004227 A 17 a(E#—)FF 12:00 £
Sk

1.
2

HREAKLH4RE > HmAEA L B AT > AR EBRE -
Fl—xR%E B RN REKR—LRBARERE > EAMELE  WALRL A -

3. RABANIESH 0 ABRIE 100 A 3G ABABIB 100 AFHRMGESR > N7 A 17 B(E 47

e S -

—)VA BRI (3 100 %) > L e-mail BiAE L E -
WMBANEERFRBIAE > ABENHFR D R LRE TR L8 -
WBRABEZHEEREO AL THARLAT FHEAIARE -
ARBHRTEMEFX > BRABELREASF -

B A 9r X AR R BUR TR B 13506 AR EALATAR G 4 B pEE Oy X SRARRAR
WERLSBABZHA  ZAEMABEZIFET  ABEMTRAMEEHL S8 RA
Z AEF] o

$m%A 2F
B & A HEEAIEREARR ERBERE O FEE A

TEL : (03) 5732254  FAX : (03) 5734092
E-mail : itri535550(@itri.org.tw

TERBHAEEEAKTHKMAER ISO/TR
80002-2:2017 | | #RiRfE

B8 :112%£ 74268

2023-06-21,V.2

industrial ‘;'::-;'n

j

:o;,-



Q)

FDA #itmflNasinsns Qggmw
RAEamNuRw 12458 "THEeERAEHEEZREFNEHE Research institute
(©F3 /A 17
TR e s & 2 £ e

CTERBHANFEAATEKMAL ISO/TR 80002-2:2017 ; skt
11247 R268EMN)TFF 13:30

EBLARERTCRER
GRTAZEEERBEZH 1 REELKE 2 )

Googel Map it & https://goo.gl/maps/XLhUfhdHUddKSiSa6

L3
P TERTT sgzo

- ansay @INA0

2023-06-21,V.2




