rl A.P.LYON QUALITY SYSTEM DOCUMENTATION
AP

LYON

BASE PLUS

Quality system content list

Review the documents included in this package, organized by quality-system activity. Use the document
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40 procedures listed | Editable quality-system documentation

DOCUMENT DOCUMENT TITLE ISO 13485 QSR*
ID
QMSM Quality Management System Manual (QMSM) All 820.5

4.0 Quality Management System

DOCUMENT DOCUMENT TITLE ISO 13485 QSR*
ID

LIST 0001 Master List of Quality System Operating Procedures ~ 4.2.2 -

LIST 0002 External Standards List 424 820.40
SOP 4-001 Engineering Change Notice (ECN) Procedure 4.2.4 820.40
SOP 4-002 Document Control Procedure 424 820.40
SOP 4-003 Record Retention Procedure 4.2.5 820.180
SOP 4-004 External Standards Procedure 4.2.4 820.40
SOP 4-005 Good Documentation Practices - -

SOP 4-006 Specification Format Procedure 4.2.1 820.181
SOP 4-007 Device Master Record 4.2.3 820.181

5.0 Management Responsibility

DOCUMENT DOCUMENT TITLE ISO 13485 QSR*

ID

SOP 5-001 Management Review Procedure 5.6.1,5.6.2,5.6.3, 6.1, 820.20
8.5

SOP 5-002 Organization, Responsibilities, and Authority SIoN MG 820.20
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6.0 Resource Management

DOCUMENT
ID

SOP 6-001

SOP 6-005

SOP 7-013

SOP 7-016

SOP 7-018

DOCUMENT TITLE

Training & Job description Procedure
Controlled Environment Gowning
Environmental Controls Procedure
Preventive Maintenance Procedure

Controlled Environment Cleaning Procedure

7.0 Product Realization

DOCUMENT
ID

LIST 0004

SOP 7-001

SOP 7-002

SOP 7-003

SOP 7-006

SOP 7-007

SOP 7-009

SOP 7-011

SOP 7-012

SOP 7-014

SOP 7-019

SOP 7-021

SOP 7-022

SOP 7-023

SOP 7-027

SOP 7-029

SOP 7-031

SOP 7-032

DOCUMENT TITLE

Approved Supplier List

Design Control Procedure

Design Review Procedure

Risk Management Procedure

Supplier Management Procedure
Identification Procedure

Calibration System Procedure

Lot Inspection Procedure

Process Validation Procedure

Installation Qualification Procedure
Device History Record Procedure

Design Transfer Procedure

Design Change Procedure

Sterile Load Preparation and Release
Labeling Review and Approval Procedure
Design Verification and Validation Procedure
Process Risk Management Procedure

Design Analysis Procedure
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ISO 13485

6.1,6.2
6.4.1,6.4.2
6.4,751,75.2
6.3,75.1

6.4,751,75.2

ISO 13485

741,751
7.3.1-7.3.8
7.3.1-7.3.7
7.3.1-7.3.9,8.2.1
74.1,75.1

7.5.8

7.6

7.5.8

7.5.6

751,756
425,758,759
7.3.8

7.3.9
751,755,759
7.3

7.3.7

7.3,8.2.1

7.3,82.1

QSR*

820.25
820.70
820.70
820.70

820.70

QSR*

820.50
820.30
820.30
820.30
820.50
820.60
820.72
820.60
820.75
820.70
820.184
820.30
820.30
820.70
820.120
820.30
820.30

820.30
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7.0 Product Realization

DOCUMENT DOCUMENT TITLE ISO 13485 QSR*
ID

SOP 7-033 Software Validation Procedure 7.5.6 820.75
SOP 7-035 Ethylene Oxide Sterilization Validation Procedure 7.5.6,7.5.7 820.75
SOP 7-036 Gamma Irradiation Validation and Monitoring 756,757 820.75

8.0 Measurement, Analysis And Improvement

DOCUMENT DOCUMENT TITLE ISO 13485 QSR*
ID

SOP 8-001 Complaint Handling Procedure 8.2.1,8.2.2,8.2.3 820.198
SOP 8-002 Complaint Trending Procedure 8.2.1,8.2.2,8.23 820.198
SOP 8-004 Corrective and Preventive Action System 852,853 820.100
SOP 8-005 Internal Audit Procedure 8.24 820.22
SOP 8-007 Statistical Techniques Procedure 8.4 820.250
SOP 8-008 Non-Conforming Material System Procedure 8.3 820.90

* Regulatory citations are reproduced from the source content list. These references have not been updated as part of this design
revision.
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