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LISTING PROCESS

Classify the Device and

Identify the relevant AMDN code

2-3 days

Gather the Relevant Documents and

Prepare the Submission Dossier / ‘
4
4-6 weeks @

Submit Registration Dossier to the MDD

1 week

MDD Conducts Preliminary Review

2-4 weeks

MDD Conducts In-depth Technical Review

1 Reference 2 Reference > 2 Reference
country countries countries

16-24 weeks 12-18 weeks 10-16 weeks

Expert Committee Review

4
2-4 weeks

LISTING APPROVAL [e®)

Reference Countries are: China, US, EU, Japan, Australia, S. Korea, Singapore and Canada
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DOCUMENTS REQUIRED

Application Requirements Prepared by LRP Prepared by MFR

v/

LRP Designation Letter
LRP's BR

Documentation Procedures
Application Form

IFU
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Device Labelling

List of Components / Accessories

1S013485 (Manufacturer and Subcontractors)
Manufacturing Flowcharts

Marketing Approval (e.g.,EC Certificate / 510k)
EC Declaration of Conformity

History of Recalls / Adverse Events

Risk Management Report

Bench Test Reports (IEC 60601-1, 1SO 10993)

Clinical Investigation / Evaluation Report
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Essential Principles Conformity Checklist
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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* USA

17/F, Chung Pont Commercial Building 4610 Highland Drive
300 Hennessy Road, Wanchai  Salt Lake City, UT 84117
Hong Kong USA

TAIWAN* AUSTRALIA

Unit 25, 9th Floor Level 25, 100 Mount Street North
No. 188, Section, 4 ChengGong Road  Sydney, NSW 2060
Neihu District, 114 Taipei City  Australia
Taiwan

CHINA UK

Room 100, 212, 2nd Floor Unit 808, 54 Bloomfield Avenue
9-11 Jiangong Road, Zhongshan Avenue Belfast, BT5 5AD, Northern Ireland
TianHe District, Guangzhou United Kingdom
China
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