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Risk management definitions and Policy Revision id: 9459 Date
Revision:18:10:11

73.2.E

73.2.F

7.3.3 Design and
development outputs

QC 30 Project Validation Revision id: 8747 Date Revision:12:10:11
QC 24 Design Review Revision id: 9375 Date Revision:18:10:11

7.3.3.A Index of Documentation Master Revision id: 9092 Date Revision:18:10:11

7.3.3.B Index of Documentation Master Revision id: 9092 Date Revision:18:10:11

7.3.3.C Index of Documentation Master Revision id: 9092 Date Revision:18:10:11

7.3.3.D MISC MDD Essential Requirements Revision id: 8806 Date
Revision:12:10:11

7.3.3.E Index of Documentation Master Revision id: 9092 Date Revision:18:10:11

7.3.4 Design and
development review

QC 24 Design Review Revision id: 9375 Date Revision:18:10:11

7.3.4.A

Index of Documentation Master Revision id: 9092 Date Revision:18:10:11
QC 30 Project Validation Revision id: 8747 Date Revision:12:10:11

7.3.4.B

Index of Documentation Master Revision id: 9092 Date Revision:18:10:11




7.3.4.C

QC 24 Design Review Revision id: 9375 Date Revision:18:10:11

7.3.5 Design and
development verification

QC 24 Design Review Revision id: 9375 Date Revision:18:10:11

7.3.6 Design and
development validation

QC 30 Project Validation Revision id: 8747 Date Revision:12:10:11

7.3.7 Control of design and
development changes

VOP 17 Research and Development Revision id: 9182 Date
Revision:18:10:11

VM3COP16 Design and Design Changes Revision id: 7396 Date
Revision:10:01:11

QC 28 Design Changes Revision id: 8745 Date Revision:12:10:11

7.4 Purchasing

Chart 11 Provision of Resources Revision id: 8685 Date
Revision:12:10:11
Chart 15 Purchasing Revision id: 8688 Date Revision:12:10:11

7.4.1 Purchasing process

VOP 05 Supplier Control Revision id: 6266 Date Revision:06:08:09
VOP 06 Measurement Control Revision id: 6268 Date Revision:06:08:09
Chart 20 Production Revision id: 8693 Date Revision:12:10:11

VOP 10 Corrective Actions Revision id: 6275 Date Revision:06:08:09
VM3COPO04 Purchasing / suppliers Revision id: 8109 Date
Revision:21:03:11

VM3COPO6 Rejected Goods Revision id: 8711 Date Revision:12:10:11

7.4.2 Audit 05 Purchasing suppliers Revision id: 9316 Date Revision:18:10:11
VM3COPO04 Purchasing / suppliers Revision id: 8109 Date
Revision:21:03:11

74.2.A MISC Viamed P.O Revision id: 235 Date Revision:16:08:06

7.4.2.B

74.2.C

7.4.2.D

7.4.3 Verification of VOP 06 Measurement Control Revision id: 6268 Date Revision:06:08:09

purchased product VOP 10 Corrective Actions Revision id: 6275 Date Revision:06:08:09

VM3COPOQ9 Repairs Revision id: 8712 Date Revision:12:10:11
Revision id: 200 Date Revision:

Chart 24 Goods Inwards Revision id: 8697 Date Revision:12:10:11
Chart 25 Inspection and Test Revision id: 8698 Date Revision:12:10:11
Chart 28 Quarantmne and Hold Revision id: 8701 Date Revision:12:10:11

7.5 Production and service
provision

Audit 15 Production Revision id: 9610 Date Revision:01:11:11

VOP 14 Servicing Revision id: 8669 Date Revision:12:10:11

VOP 08 Production Revision id: 6269 Date Revision:06:08:09

Revision id: 97 Date Revision:

Chart 09 Management System Revision id: 8683 Date Revision:12:10:11
VM3COPO06 Rejected Goods Revision id: 8711 Date Revision:12:10:11
Revision id: 200 Date Revision:

VM3COPOS5 Receipt of goods / Goods in Revision id: 9543 Date
Revision:20:10:11

7.5.1 Control of production




and service provision

7.5.1.1

7.5.1.1.A

VOP 18 Maintenance Revision id: 8672 Date Revision:12:10:11
VM3 COP29 Production Revision id: 8727 Date Revision:12:10:11

7.5.1.1.B

VOP 09 Repairs Revision id: 6271 Date Revision:06:08:09
VM3COP29 Production Revision id: 8727 Date Revision:12:10:11
Revision id: 97 Date Revision:

VM3COP20.03 Repair Procedures Revision id: 8719 Date
Revision:12:10:11

7.5.1.1.C

7.5.1.1.D

VOP 18 Maintenance Revision id: 8672 Date Revision:12:10:11
VM3COP11 Calibration Revision id: 8713 Date Revision:12:10:11
Audit 06 Calibration Revision id: 9385 Date Revision:18:10:11

7.5.1.1.E

VOP 11 Equipment Control Revision id: 6276 Date Revision:06:08:09
Chart 18 Calibration Revision id: 8691 Date Revision:12:10:11

QC 15 Calibration Record Revision id: 8734 Date Revision:12:10:11
QC 14 Calibration Register Revision id: 8733 Date Revision:12:10:11
Audit 06 Calibration Revision id: 9385 Date Revision:18:10:11

7.5.1.1.F

7.5.1.1.G

VOP 06 Measurement Control Revision id: 6268 Date Revision:06:08:09
VOP 07 Stock Control / Handling and Storage Revision id: 9063 Date
Revision:18:10:11

VM3COPOS5 Receipt of goods / Goods in Revision id: 9543 Date
Revision:20:10:11

7.5.1.1.H

MISC Bar Codes Revision id: 8807 Date Revision:12:10:11
MISC Risk Background Notes Revision id: 8805 Date Revision:12:10:11

7.5.1.2 Control of production
and service provision ?
Specific requirements

7.5.1.2.1

75.1.2.1.A

7.5.1.2.1.B

7.5.1.2.1.C

7.5.1.2.1.D

7.5.1.2.1.E

7.5.1.2.2

7.5.1.2.2

7.5.1.2.3 Servicing activities

Audit 11 Repairs and Service Revision id: 9067 Date Revision:18:10:11
VM3COPO09 Repairs Revision id: 8712 Date Revision:12:10:11

VOP 14 Servicing Revision id: 8669 Date Revision:12:10:11

Chart 17 Design Repairs Revision id: 8690 Date Revision:12:10:11

7.5.1.3




7.5.2 Validation of
processes for production
and service provision

7.5.2.1

7.5.2.1.A

7.5.2.1.B

7.5.2.1.C

7.5.2.1.D

75.2.1.E

7.5.2.1.F

7.5.2.2 Particular
requirements for sterile
medical devices

7.5.2.2

7.5.3 Identification and
traceability

VOP 09 Repairs Revision id: 6271 Date Revision:06:08:09
VOP 08 Production Revision id: 6269 Date Revision:06:08:09
VOP 09 Repairs SpO2 Revision id: 6274 Date Revision:06:08:09

7.5.3.1 VM3COP20.03 Repair Procedures Revision id: 8719 Date
Revision:12:10:11
VM3COPO07 Handling Storage Revision id: 677 Date Revision:07:09:06
VM3COPO6 Rejected Goods Revision id: 8711 Date Revision:12:10:11
7.5.3.2
7.5.3.2.1 VOP 08 Production Revision id: 6269 Date Revision:06:08:09
VOP 09 Repairs Revision id: 6271 Date Revision:06:08:09
VOP 09 Repairs SpO2 Revision id: 6274 Date Revision:06:08:09
7.53.2.2
7.5.3.2.3
7.5.4 Customer property VOP 09 Repairs Revision id: 6271 Date Revision:06:08:09

VOP 09 Repairs SpO2 Revision id: 6274 Date Revision:06:08:09
VOP 19 Customer Complaints and Vigilance Revision id: 8113 Date
Revision:21:03:11

VM3COPO09 Repairs Revision id: 8712 Date Revision:12:10:11

7.5.5 Preservation of
product

Revision id: 200 Date Revision:

VOP 08 Production Revision id: 6269 Date Revision:06:08:09

VOP 09 Repairs Revision id: 6271 Date Revision:06:08:09

VOP 09 Repairs SpO2 Revision id: 6274 Date Revision:06:08:09
VM3COPO07 Handling Storage Revision id: 677 Date Revision:07:09:06
VOP 07 Stock Control/ Handling and Storage Revision id: 9063 Date
Revision:18:10:11

VM3COPO6 Rejected Goods Revision id: 8711 Date Revision:12:10:11

7.6 Control of monitoring
and measuring devices

VOP 11 Equipment Control Revision id: 6276 Date Revision:06:08:09
VM3COP11 Calibration Revision id: 8713 Date Revision:12:10:11
Chart 18 Calibration Revision id: 8691 Date Revision:12:10:11




Audit 06 Calibration Revision id: 9385 Date Revision:18:10:11

7.6.A

7.6.B

7.6.C VM3COP11 Calibration Revision id: 8713 Date Revision:12:10:11
VM3COPOQ9 Repairs Revision id: 8712 Date Revision:12:10:11
VOP 11 Equipment Control Revision id: 6276 Date Revision:06:08:09
VOP 06 Measurement Control Revision id: 6268 Date Revision:06:08:09
VM3COPOS Receipt of goods / Goods in Revision id: 9543 Date
Revision:20:10:11

7.6.D

7.6.E

7.6.F

8 Measurement, analysis and improvement

8.0 Measurement, analysis
and improve ment

8.1

8.1.A

8.1.B

8.1.C

8.1.D

8.2 Monitoring and
measurement

8.2.1

MISC Incident Report Revision id: 240 Date Revision:17:08:06
How to Hold Intrastat Meetings Revision id: 8928 Date Revision:18:10:11

8.2.2 Internal audit

Audit 03 Design Control Revision id: 9277 Date Revision:18:10:11

82.2.A

8.2.2.B

8.2.2.C

VOP 13 Process Monitoring Revision id: 8668 Date Revision:12:10:11
VM3COP13 Audits Revision id: 8715 Date Revision:12:10:11

Audit 07 Handling and Storage Revision id: 9537 Date Revision:220:10:11
Chart 07 Measurement and Analysis Revision id: 8681 Date
Revision:12:10:11

Chart 09 Management System Revision id: 8683 Date Revision:12:10:11
Chart 16 Internal Audits Revision id: 8689 Date Revision:12:10:11

Chart 18 Calibration Revision id: 8691 Date Revision:12:10:11

Chart 19 HSE Risk Assesments Revision id: 8692 Date Revision:12:10:11

8.2.3 Monitoring and
measurement of processes

8.2.4 Monitoring and

measurement of product




8.2.4.1

8.2.4.2

8.3 Control of
nonconforming product

Revision id: 206 Date Revision:

VOP 10 Corrective Actions Revision id: 6275 Date Revision:06:08:09
VM3COPOS5 Receipt of goods / Goods in Revision id: 9543 Date
Revision:20:10:11

VM3COPO06 Rejected Goods Revision id: 8711 Date Revision:12:10:11
VM3COP10 Customer Complaints Revision id: 9262 Date
Revision:18:10:11

VOP 19 Customer Complaints and Vigilance Revision id: 8113 Date
Revision:21:03:11

8.3.A
8.3.B
8.3.C VM3COPQ9 Repairs Revision id: 8712 Date Revision:12:10:11
VM3 COPO6 Rejected Goods Revision id: 8711 Date Revision:12:10:11
8.3.D

8.4 Analysis of data

VOP 15 Data and Information analysis Revision id: 8670 Date
Revision:12:10:11

8.4.A

8.4.B

8.4.C

8.4.D

8.5 Improve ment

8.5.1

VOP 19 Customer Complaints and Vigilance Revision id: 8113 Date
Revision:21:03:11

VM3COP10 Customer Complaints Revision id: 9262 Date
Revision:18:10:11

Audit 14 Complaints and Corrective Actions Revision id: 9273 Date
Revision:18:10:11

VOP 10 Corrective Actions Revision id: 6275 Date Revision:06:08:09

8.5.2 Corrective action

VOP 10 Corrective Actions Revision id: 6275 Date Revision:06:08:09
VM3COPO6 Rejected Goods Revision id: 8711 Date Revision:12:10:11
VM3COP10 Customer Complaints Revision id: 9262 Date
Revision:18:10:11

85.2.A

8.5.2.B

8.5.2.C

8.5.2.D

85.2.E

8.5.2.F

8.5.3 Preventive action

VOP 15 Data and Information analysis Revision id: 8670 Date
Revision:12:10:11




VM3COP10 Customer Complaints Revision id: 9262 Date
Revision:18:10:11

8.53.A

8.5.3.B

8.5.3.C

8.5.3.D




