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2.5. WG6 (PMS)

WG6IE, 10H7TH ~9R o Bl L7z, AADGIX, PMDAAJIK & EHIENSIL T,
BB 2 EBMOBHLE NN T 4T LTEY, MaNRBINE ol

WG6TiE, PMSIZBT 254 A & v A E(ISO TR 20416) DIEKEZ1T->TH Y, SRIOEE
T, ISO DTR 2041612 LT, FEMNSDa A hOF#HZITV, TRE L TREITTHZ EMN
RE STz, 7B, DTROBEFERTIE, arERVz—TFT v, Tr~—2o AFTX, HER)M,
SO E A L=, BRI, ISO 1348500 R 7 v 7 ICF 0D Z L2 RELENAT N,
AL, ISO 13485 ERFIHDFIPH TH DIHFEMOINE L ST L EFED | HE Y EHRD RN

W B o7, BARIE, REEREDFHEEDOTA XL A bV, YHEEHET 5,

2.6.JWG1 (VA7 ~<=3T AL 1)

JWG1EEIE, 10A7TH~10A9H IR Sz, £/o, SHDOFKZIZ, VAT AL b
T 2T —2 va vy RSN, BANGIE, BEEE, JWGIHHEER, IEC/JWGL
HEEEA, PMDARIKEK, EHPSM LTz, BIEOFEROTOLTHY |, 14VENL38% D
Ma s - Tzo

ASEIOEFE T, ISO 14971 ISFATIZ NS 72 ii%E & O'ISO/DTR 24971 D4 [FH = X gk
%:L&)f:o ISO 14971 OV TIE, ¥ 4 — 2 WE ORI TR % ORI L L, CENZSIRE &
L TS Annex ZIFRINA T EE S o TR L, ISO 14971 0ISHIE 2 559 % Jim T L
72 FRBNTIT R EAEE L, 1SO 14971% 51T LR ICHEREEZMEET 5 LV ) i
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BRER T, F£72, BUSIERORETHY | FOX IR THHRRE L T500/RF21T-
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(ISO/IEC Directive®iii [, HIFEEFRD R L, HUE M OISR F WEI RO O 2 5%)
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- ISO 31000 & Guide 73123517 5 E#
2.8.3. ~VABGLIZE T D U A2 CKIEFDA Melissa Torre )
» Risk in Regulations, HLLS, and the impact to ISO 13485
- 21CFR P820 QS regulation 2 ("NFDA benefit-risk guidance
+ EU/GHTF SG3 N15R8
- ISO 13485 250 I
- ISO 13485:2016+HLS \ < 223D & IZ K 0 it & [k - 7=
- Risk in ISO HLS (ISO/TIEC Directive Part 1 Annex LIZEF 5 U 27 O )
- ISO 31000:2018 (BT %A U A7 Z%5)
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- Risk Definition/Language issues/Technical issues
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0y RUME TR ISOFH R L WISO  Directive D E IR e EAEFHOBBANH Y | £z,
TC210FH R, H#WG, V=Y VENLORENRH -T2, METOFEMARE LT, Vg —r
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+ Resolution 278 (London-02), Line numbers and italics for defined terms :
ROLFEIZHOWT, DISERBETD T A U FEFA G, ROEREDOAZ Y v 7K %
ISOHFRFHERIZHFET D Z & 2KRT 5, ISO 15223-1, Medical devices-Symbols to be
used with medical device labels, labelling and information to be supplied-Part 1:General
requirements
* Resolution 279 (London-03), Renewing the Ad-Hoc Group for ISO/PWI TR 22740 :
ISO/PWI TR 22740 Devices incorporating small-bore connectors—recommended colour
allocation for each application (AE— /LR T AR T X DA T—Talr—a)DT KKy
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