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REFEY ME LV Y HE) THEEELORVMNEREETHE: ABHEDRYNTIE
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A|EINTS.

BEICKYAELDEREY, HBHICEALTE, MBREDER NEICLIIERLREDNY—F
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45, YOI Rz T7DREEE

< &b ERIRMFZEIC T 2 3R 2 BRJS - 2 B LARE T TEC62304:2006[27]  “Medical
device software - Software lifecycle processes” (ZYE#L L 7=BH%E « GBS FE TR A2 E A
LT ENTEXD.

[fi#E%]

EEERVINIITIE, EEMBROZTERICERIIEELERTHS. VIV 7TOREIX
FOMRIRBRLHBIIREOEE (SAIYAIIILER) LT, XETIEFDAHAF U RIZEL
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5. FRARMIRDEMATE TICEHBRET M NEEB

BRI TR & Rl d 512472 o T, MEEEZEREN DT ORI L FM L TH 2
LXZNWZ EERTTEOORBRFGEREZRDOONDZENHDH. EOHBIZOXED
&9 RRBEHN A LB T o 2 HOWTE, 4 OB FHAMIED ) 27~ 12 A v b
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2) MRERBREH

3) Fili=CcoBEERAER
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5.1. REMHERETMH

g RAF ST DBRIZ 1L, FREEHERIIC X 2 M EGIREIC 2T, BRE R L & D WIXFEGER R
PSRBT 2B 270 Z L TE 5.

€51

ZEMHRIZOVTIE, JIS BERBICI>THBRENEDOONTLSEEMNSLY. E5(Z,
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2) BENEEZ b OBAITRBRE T2 2 L.
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19




3)
4)
5)
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BRFNEBNOOIEMR L, 4.1 HTHRAS [TRWVERKIIMES ] ORBICBE L TR
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