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QUALITY SYSTEM REGISTRATION PROCESS

Quality System Set-up

1-2 months

Stage 1:

Creation & Execution of Tier 1 & 2 Documentation
[Quality Manual / Procedure]

1-2 months

Stage 2:

Creation & Execution of Tier 3 Documentation
[Work Instruction / Form]

1-2 months

Stage 3:

Creation & Execution of Tier 4 Documentation
[Quality Record]

2-3 months

Internal Audit

1-2 months

Quality System Audit by NB

1-2 months

ISO 13485 System Part Approved Eé j
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TECHNICAL FILE REGISTRATION PROCESS

CE Technical File Set-up

Performance Safety Clinical
Validation Validation Evaluation

Risk Packaging and
Management IFU

3-6 months

EU CE Regulatory Dossier
£
12-24 months @

b EU MDR CE Approval [7®)
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DOCUMENTS REQUIRED

Device Descriptions and Specification

General Safety and Performance Requirements (GSPR) Checklist
Design and Manufacturing Information

Benefit-Risk Analysis and Risk Management Documentation
Product Verification & Validation Plan and Results

Clinical Evaluation

Information Supplied by Manufacturer

Post Market Surveillance Plan

CLOOCCCCCK«

Post Market Clinical Follow-up Plan
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Vee Care

Your All-in-One Regulatory and Compliance Solution Provider

Please visit our website for more information:

www.vee-med.com
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HONG KONG*

17/F, Chung Pont Com. Bldg.
300 Hennessy Road, Wanchai
Hong Kong

TAIWAN*

8/F-1, No. 80, Zhouzi Street
Neihu District, Taipei City 114
Taiwan

CHINA

Room 3501-1F20, East Tower, Fortune
Plaza, No.116, Ti Yu Dong Road
Tianhe District, Guangdong

China
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USA
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