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LISTING PROCESS

LICENSE APPROVAL LISTING ACCEPTED

Administrative Review

Technical Review

Submit
Supplementary Info

Quality System Audit
(If required)

Submit
Registration Dossier

Complete Submission
Dossier

Obtain Test Report

Conduct Type Test

Draft Technical Plan

Collect Technical
Information

Confirm to be Class Il or IIl

Assess Device Information Suspect to be Class I

Class I Listing

Submit Listing Dossier

Prepare Listing
Documentation

Clinical Evaluation

Obtain Clinical
Study Report

Conduct Clincial Study

Prepare for Clinical Study

Assess if clincial
study required

Collect Clinical
Information

Determined to be class Il or III

Confirmed to be Class I

Certain

Uncertain

No

Yes

Apply for Class
Classification

Prepare Submission
Dossier
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Administrative Information
• Model List
• Quality System Certificate
• Authorization Letter

Device Information
• Product Descriptions
• Intended uses/indications
• Contraindications/Warnings
• Device History

Non-clinical Test Data
• Risk Management File
• Essential Requirement Checklist
• Complied Standards
• Bench Test Reports

Label Information
• Packing Material Artworks
• Pack Insert or Product Manual
• Information for Doctor
• Information for Patient

DOCUMENTS REQUIRED



Please visit our website for more information:

provides a complete set of regulatory and
compliance solutions for medical manufacturers.

www.vee-med.com

HONG KONG
17/F, Chung Pont Com. Bldg.

300 Hennessy Road, Wanchai, Hong Kong
Off : (852) 2893-3118
Fax : (852) 2893-0863

TAIWAN
8/F-1, No. 80, Zhouzi Street,

Neihu District, Taipei City 114, Taiwan
Off : (886) 02-2758-8892

CHINA
Room 3501-1A13, East Tower, Fortune Plaza,

No.116, Ti Yu Dong Road, Tianhe District,
    Guangdong, China

Off : (86) 20-8981-5060

USA
4610 Highland Drive 
Salt Lake City, 
UT 84117, USA
Off : (1) 801-201-167

AUSTRALIA
Level 25, 100 Mount Street, 
North Sydney, NSW 2060, Australia
Off : (61) 2-9959-2400

UK
Unit 808, 54 Bloomfield Avenue,
Belfast, BT5 5AD, Northern Ireland,
United Kingdom
Off : (44) 743-439-9728
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