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MARKET ACCESS TO TAIWAN

REGISTRATION PROCESS

PRODUCTION SITE REGISTRATION (QSD) PRODUCT REGISTRATION

1 week 1 week

Gather the Relevant Documents and Gather the Relevant Documents and

Prepare the Submission Dossier Prepare the Submission Dossier

80
80

1-2 months 1-2 months

Submit Registration Dossier to TFDA Submit Registration Dossier to TFDA

Simplified Mode - 2 months 1-2 months
Standard Mode - 3 months

TFDA Conduct Initial Review and
Request Supplementary Information

TFDA Conduct Adminstrative Review and
Request Supplmentary Information

2 months 1-2 months
. . TFDA Conduct Technical Review and
TFDA Review Supplementary Information Request Supplementary Information
1 month
Class | Class Il Class lll No Predicate
TFDA Conduct Final Review 1 5.7 8-10 10-12
month months months months
1-2 months

QSD Approval @ Product Approval @
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MAI CESS To TAI
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DOCUMENTS REQUIRED
T T 0

Information on previous applications
Predicate Information (Taiwan registration #, Chinese IFU, indication and specification comparison)
Application form

CLLL

Local MD Dealer License — License Holder

Legalized Free Sales Certificate from Home Country

Letter of Authorization form Manufacturer to local license holder (original copy)
QSD Certificate of Manufacturing Plant

Subcontractor Agreement (if any)

Packaging artwork & Product Labels (2 sets)

<

Chinese IFU / Product Manual (2 copies each)

Product Photo (representative model)

Original IFU / Product Manual

Product Brochure

First introduction country, date, manufacturer name, site & model number

Product drawing, structure, composition, materials, specification, intended use, performance, and safety data
Operation Manual

Maintenance Manual

Radiation Safety Information (if applicable)

Certificate on animal origin materials

The source of animal tissue, raw material extraction process, manufacturing process and raw material quality control (if applicable)
Validation on the clearance or inactivation of viruses or other infectious agents derived from animal tissue sources (if applicable)
Documents in compliance with “Good Tissue Practice, GTP” (if applicable)

DEHP dissolution test and risk assessment report. (if applicable)

Usability evaluation report

Essential requirement checklist (applicable for Class lll devices)

STED technical file (applicable for Class Ill devices)

Risk management file

Preclinical test protocol/report

Finished product specifications, test methods & test reports

Clinical evaluation report

CALLLCLLLLLCLCCLCCLLCCS L«

Registration certificates or FSC other than home countries

Quality System Documentation W

Declaration letter for the plant information (include plant name, address, list of process done by contractors....
ISO 13485 certificate

Quality Manual & Procedures stated in the Manual

Plant layout & detail layout of the manufacturing area

Product list and Manufacturing process flowchart

Major Equipment list

CCCCCKS

Medical device file

VEE CARE (ASIA) LTD Www.vee-med.com



v c provides a complete set of regulatory and
ee are compliance solutions for medical manufacturers.

Please visit our website for more information:

www.vee-med.com

G
Voo

HONG KONG USA

17/F, Chung Pont Com. Bldg. 4610 Highland Drive
300 Hennessy Road, Wanchai, Hong Kong Salt Lake City,
Off : (852) 2893-3118 UT 84117, USA
Fax : (852) 2893-0863 Off : (1) 801-201-167
TAIWAN AUSTRALIA
8/F-1, No. 80, Zhouzi Street, Level 25, 100 Mount Street,
Neihu District, Taipei City 114, Taiwan North Sydney, NSW 2060, Australia
Off : (886) 02-2758-8892 Off : (61) 2-9959-2400
CHINA UK
Room 3501-1A13, East Tower, Fortune Plaza, Unit 808, 54 Bloomfield Avenue,
No.116, Ti Yu Dong Road, Tianhe District, Belfast, BT5 5AD, Northern Ireland,
Guangdong, China United Kingdom
Off : (86) 20-8981-5060 Off : (44) 743-439-9728
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