
上海波西认证有限公司 POSI/P07/09

上海波西认证有限公司

Shanghai POSI Certification Co., Ltd.

ISO 13485医疗器械质量管理体系认证过程管理程序

ISO 13485 Medical Device Quality Management

system Certification Process Management Procedure

文件编号 Doc. No.： POSI/P 07

版本 Version： 09

编制 Produced by： 认证部 Certification Dept.

修订 Revised by： 认证部 Certification Dept.

审核 Reviewed by： 仲崇高 Luca Zhong

批准 Approved by： 奚功芳 Sophia Xi

初始发布：

Initial Issue
2018-05-03

修订日期：

Revision Date
2026-05-29

实施日期：

Implementation Date
2026-06-01



上海波西认证有限公司 POSI/P07/09

I

目 录

1目的 Objectives .............................................................................................................................. 1
2适用范围及认证依据 Applicable Scope and Certification Criteria ............................................. 1

2.1 适用范围 Applicable Scope ................................................................................................1
2.2 认证依据 Certification Criteria ...........................................................................................1

3 职责 Responsibilities ......................................................................................................................1
4 认证过程管理 The Management of Certification Process ............................................................2

4.1 询问和申请 Enquiry and Application .................................................................................2
4.2 合同评审 Application Review ........................................................................................... 2
4.3 审核方案和审核策划 Audit programme and audit planning ..........................................4
4.4 选择和指派审核组 Audit team selection and assignments ............................................... 8
4.5 实施审核 conduct the audit ...............................................................................................10
4.6 初次认证审核的实施 Implementation of Initial Certification Audit ............................. 10
4.7 监督审核 Surveillance Audit ........................................................................................... 17
4.8 再认证 Re-certification .................................................................................................... 20
4.9 特殊审核 Special audit .................................................................................................... 22
4.10 转换审核 Transfer audit .................................................................................................25
4.11 认证决定及证书制作 Making certification decision and preparing the certificate ..... 25
4.12 认证证书的暂停、撤销、注销 Suspension, withdrew and cancellation of the
certification certificate ..............................................................................................................28

5认证人员能力要求 Requirements of audit personnel ..................................................................35
5.1 审核员 auditor ................................................................................................................... 35
5.2 其他认证人员 other certification personnel .....................................................................42

6 引用文件 Document reference .....................................................................................................44
7 附录 Annex .................................................................................................................................. 45
附录 A 医疗器械技术领域说明：Annex A Explanation of Medical Devices Technical Areas .. 61
附录 B（规范性附录）Annex B (Normative) ............................................................................... 63
附录 C（规范性附录）Annex C (Normative) ............................................................................... 66
附录 D（规范性附录）Annex D (Normative) ...............................................................................69
附录 E ISO13485审核员进行专业能力评价准则 ........................................................................ 72

说明：发送邮件至 info@posicert.com可申请获取本文件全文。


