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7. Safety and Reliability Testing » # 3 :
- R 2
- REMFIL
- BRRERRERE'T
- B AREN
- REEEFRA TS
(1) L% 2&T AP F 12 0 &R ISO 15197 51 % 44 > e *if4p B RIGRIR S -
ISO 15197 5% B 3% R
1 | 6.2 Protection against electric shock IEC 61010-1:2001, Clause 6
2 | 6.3 Protection against mechanical hazards IEC 61010-1:2001, Clause 7
3 | 6.4 Electromagnetic compatibility IEC 61326:2005
4 | 6.5 Resistance to heat IEC 61010-1:2001, Clause 10
5 | 6.6 Resistance to moisture and liquids IEC 61010-1:2001, 11.1, 11.2 and
11.3
6 | 6.7 Protection against liberated gases, explosion and | IEC 61010-1:2001, 13.1 and
implosion 13.2.2
7 | 6.8 Meter components IEC 61010-1:2001, 14.1, 14.4,
14.5 and 14.6
8 | 6.10 Mechanical resistance to shock, vibration and | IEC 60068-2-64:1993, 8.3.

impact

IEC 61010-1:2001, 8.2

Q) FRRRE®R'T:

(3) & R
RS CE S T L T S

(4) @ ¥ 5 4%% 2 (CENEN 13640- Stability)

v Long term stability
v" Transport simulation
v In-use stability

— Accelerated stability testing: stress conditions

Real-time stability testing: recommended storage conditions

iz BB ISO 15197 Clause 6.11, 6.12 » & *4p B ip|384F 2 o
BHATEROER CBRE G ERKEEFRPN SN R REORE

9. Software verification and validation (IEC 62304:2006 - FDA Guidance)
No. Title Minor | Moderate | Major
Level of Concern ° ° °
2 | Software Description ° ° °
Device Hazard Analysis ° ° °
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4 | Software Requirements Specification (SRS) O ° °
5 | Architectural Design ° °
6 | Design Specification (SDS) ° °
7 | Traceability ° ° °
8 | Development Environment Description ° °
9 | Validation, Verification and Testing (VV&T) O ° °
10 | Revision History ° ° °
11 | Unresolved Anomalies ° °

10. System Traceability (1SO 17511: 2003)
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— x4 PoApE RIS (I1SO 10993-5:1999 (fm#z 4 14), ISO 10993-10:2002
(AT i aTit))

12. #a 44 At B 7R (1SO 11607-1:2006, 1SO 11607-2:2006)
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