ITRI

indusirial Technology
Resenrch institute

WMAERAIF R BB T EE
109 £ % " EHMBRBHEEEEAARENEZAE

109 +EBRBEHELZTEREH AT FTEZAKENR
BBET R BREARE

— B8
EMERUBEANE =6 "BERSMHERESRAE  GAREAREZELSER
B¢t E EIE A %4ISO 13485: 2003) N ArE 3 » & H PR A ISO 13485 B &
EMSEEEAS%BELH 105 £ 2 A 25 8 £ RSO 13485:2016) - B 4E#
% GMP #E R L - BN GMP BURBTHENHFEEF T AL BEHFER
ERNI09F3 A3 BRL "TEBREMSEEEALERN B L2 2 REME
H AR IS013485:2016 A2 & - Bt HABA AL EYFTEEH N LT
FREARRERAZMER T OME 109 FERHREMHESX TRASHLES
HARBAAPRETE ) AN ERSH EFBRREREM L2 EL R4
AR BRI REXBEREMAEEREHE -

—~FEXAERE:
AR EHITEREHEL TEABSHLESEAGEARMNRE S £, Bk
AL BEREM SRR ARZERER S EFHRNELT

BB | FE— =
REBRESMEFLSL BAEHEBALCEASHELELSS TEEREHA
BEEAGER BMBREWBRTHNEEEL24 80 KmbhE@WE S 4)

e S AP ES S T T S ST ] AW AREEMIRELEY
FRAKX |1 #2446 TEREHREEEL| L. B84 TEREHLEFE A
HRER | RGHEM SRER,QSD T @EF L
2. BBHMBREE B TFHAME 2 BBRMKREE BFLEAOKES
AXH EXFaREZHRE AXH EXFaREFHRE
QMS 27T 545 & QSD 37T & 4% &

3. RBBEAMKRES - #&F Gap
Analysis Report

HAERE |1 RPFE I ERAEANHERAEAZRE B

2. RGMP/QSD # & £ RBM KL LT X FHE

BEGRE (RS ERAORA L LI E R RN LIS HALT AL AT HL

EREeTEAEHE -

ik 3.8 5%




ITRI

industrial Technology
Research institute

MAERAE AL E,TEE
19 "TEHEREMSELHELGREHNEZHAE

Rl SRt EZEAIRFHRERRA

. FEHRAEGEREERIIEENER IR R ERE R EELEPRT
B SR EXFELESF  BRAL -

2. EmEfwEa 10955 A 30 BRKEFEHBRANEEF  NEEELEN 109
F6A30BARAIMGEXPHAMIM  NAEERNZRRABKRS -

3. AI09FSA208 7 YHLABRBBMRE LR FEHTE G4 H
A BB EATIE LAPTREIANRB T E L REUK S AEY
HEEHRBRREAL -

BAEFH FHEAM TPE A, H L BB {E AR Emaill At EHLARSL -
W& F#& © https://reurl.ce/00Zzok
HALBLEBS 109258208 (E85H=)-

FEBEA

IR ER TS RARE/ELE
E 3 ¢ 03-5732279/03-5743881
& A : 03-5734092

Email : itri533513@itri.org.tw/senwork@itri.org.tw



