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State Food and Drug administration

Application Form of Clinical Trail Approval for Medical Device

Product Name:

Applicant:
Agent:
State Food and Drug administr
NOTE: Please read the form filling explanation '
. ' Chinese
Testerg Medical Original
Device Name
English ’

Structure Feature

Actived Passive

Model and Specif

ication

Structure and Co

nstitution

Application range
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Applicant

Chinese
Name Original
English
Chinese
Address | Original
English
Linkman Tel.
Fax. Email
Postcode Organization Code
Application
Location

Address: 11/F., Building 1, Dongguan Hi-Tech Park, 288 Qiuyi Road, Binjiang District, Hangzhou 310052, China
Tel: +86 571 8720 6555 | Fax: +86 571 8720 6533 | Email: Edwin@cirs-reach.com




Hangzhou CIRS Co., Limited (CIRS China)

11F,1# Building Dongguan High Tech Zone, 288# Qiuyi Road,

7 : : Binjiang District, Hangzhou, Zhejiang, China
R Tel: 0086 571 87206541 Fax: 0086 571 87206533
Email: Edwin.wen@cirs-group.com

Chinese

Manufacturer —
Original

Address
English

Name

Address

Postcode

Agent Linkman Tel.

Fax. Email

Agent L
Organization Code

Location

Attached Data

1.Copy of Duplicate of Business License (Domestic Application)

2.Copy of Organization Code License (Domestic Application)

3.Proof documents about product can be sold in market issued state ((region) com
departments of medical device on applicant domicile or manufacture location.

4.Power of attorney of Oversea Applicant appoint agent in china

5.Agent commitments

6.Copy of Duplicate of Business License or Organization Registrati ertificate@f agent
7.Testing product description

8.Preclinical study data

9.Product technical requirements ,

10.Product registration inspection report and pre-assess edback form
11.Product instruction and label sample
12.Clinical trials protocol

13.Written comments of clinical trials approval wrote by Ethics Committee

L 4

ish documents issued by notary organization on

14.Declaration of Conformity
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15.Notarized copy about Orq

applicant location.

Other problems need to be explain

Applicant/Agent(Signature and Seal) Preparer(Signature)

Date: Year Month Day Date: Year Month Day

Address: 11/F., Building 1, Dongguan Hi-Tech Park, 288 Qiuyi Road, Binjiang District, Hangzhou 310052, China
Tel: +86 571 8720 6555 | Fax: +86 571 8720 6533 | Email: Edwin@cirs-reach.com





