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RISK MANAGEMENT PROCESS
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m Intended use and Reasonably forseeable
misuse

m |dentification of characteristics related to safety

m |dentification of hazards and hazardous >
situations

® Risk estimation

J

RISK ASSESSMENT

Risk Evaluation

Risk Control

Risk control option analysis
Implementation of risk control measures
Residual risk Evaluation

Benefit-risk analysis

Risks arising from risk control measures
Completeness of risk control

RISK MANAGMENT PLAN
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RISK MANAGEMENT

Evaluation of Overall Residual Risk

Risk Management Review

Production and Post-Production Activities

General
Information collection

Information review
Actions
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RISK MANAGEMENT PLAN
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PERSONNEL AND RESPONSIBILITIES
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4% RISK MANAGEMENT PROCESS -

51 RISK ANALYSIS PROCESS -
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RISK MANAGEMENT REPORT

. -1 RESPONSIBLE|PERSONNEL SIGNATURES

2. SUITABILITY & EFFECTIVENESS OF RM

PROCESS -

3. ADEQUACY OF CRITERIA TO ACCEPT RISKS -

R

4. REPORTS ON DAMAGES, COMPLAINTS & SIDE

EFFECTS -

5. RESIDUAL RISKS CONNECTED To THE PRODUCT -
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6. IEC60601-1 TRF VERDICT TABLE (ACTIVE DEVICE ONLY)
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{7- SUMMARY/AND CONCLUSIONS'
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