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Typical quality management system documentation hierarchy|

Quality
Manual

(Level A)

Quality management
system procedures

/BN

Work instructions and other documents
for quality management system

(Level B)

(Level C)

Document contents

A:  Describes the quality management
system in accordance with the stated
quality policy and objectives (see 4.3
and 4.4).

B: Describes the interrelated pro-
cesses and activities required fo
implement the quality management
system.

C: Consists of detailed work docu-
ments.
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BERVEBRERERNZEXKIER ISO 13485:2016 i

315 4.1 General requirements (4.1.1 -4.1.3)

F44% 4.1 General requirements (4.1.4)
E51% 4.1 General requirements (4.1.5)
FEoiE 4.2.1 General, Documentation requirements
ET71% 4.2.4 Control of documents
E81% 4.2.5 Control of records

FE% 5.5.2 Management representative
E101% 5.6.1 General, Management review

5.6.3 Review output
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BEaMERERENZEKIAE ISO 13485:2016E &l

E111% 5.6.2 Review input

E121% 6.2 Human resources

E131% 6.3 Infrastructure

E141% 6.4 Work environment and contamination
control

E151% 7.2.3 Communication

%Elofx 7.4.1 Purchasing process

E171% 7.4.2 Purchasing information

2£181% 7.5.8 Identification
7.5.9 Traceability

FE191% 7.5.11 Preservation of product

56201% 7.6 Control of monitoring and measuring
equipment
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$211% 8.2.1 Feedback
F22(% 8.2.2 Complaint handling

F231% 8.2.3 Reporting to regulatory authorities

E241% 8.2.4 Internal audit

5251% 8.3.1 General, Control of nonconforming
product

261% 8.3.2 Actions in response to nonconforming
product detected before delivery

FE271% 8.3.3 Actions in response to nonconforming
product detected after delivery

55281% 8.5.2 Corrective action

291K 8.5.3 Preventive action
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