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Company Profile

A professional company for registration and clinical trial
of medical devices

Found in 2004, hundreds of clients all over the world,
2000 certificates, the industry leader

ANNIVERSARY |

One-stop service

Quest for Perfection, Managing Power, Expertise &
experience
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QME Service Features

Enjoyable
Cooperation

Minimum
Cost Achievements

Quicker

e Detail-oriented
services

 Optimized solution

 Standard work flow
« Tight project
management

 Rich knowledge on
medical devices

» Thorough mastery of
regulations

Beijing QME Consulting Co., Ltd

http://www.qgiminer.com




QME Team

Early involvement

Daily project management chart
: Monthly project report

-
.
.
.
.
.

All staff keep learning principle

Individual learning plan and regular

team training iofi Busineg,

Regij .
deVegopmen -9istratioy,

Clinjcga tria)

Standard work-flow and requirement

Daily project management chart
Monthly project report

Timely finance coordinating

Finance support on urgent cases
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Service Principle

Credible

Professional

Efficient

Beijing QME Consulting Co., Ltd  http://www.qgiminer.com 5



Service Scope

| Medical devices )

1. Clinical Trial

2. Clinical evaluation

3. Medical translation

Diagnostic reagent

_.Cosmetic
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Partners

Europe

Japan

Other: countries

Henry schein, Ultradent , Zimmer, Argen , Colgate Oral, Patterson,
Implantech Associates, Pulpdent, Densply , Ora Tech, Sheldon...

Nobel Biocare , Bego, Jota AG, Mathys, SIC invent AG, Ivoclar vivadent ,
VITA , bredent, Adentatec, Coltene/Whaledent, ALTATEC, VDW, VOCO,
W& H. Dentaurum, DMG...

Shinhung, B&L Biotech, META BIOMED, SAEYANG, Biomaterial, BioSpine,
DXM, Seashin, HUBIT, SPIDENT, Surgident, SOLCO, C-K DENTAL...

Kuraray, Shofu, GC Dental, KONO SEISAKUSHO, MANI, GunZe,
Tokuyama, Ruby, Morita...

Medifun, intai, codent, ROLENCE, alliance, SHINING WORLD, shinmed
TTBIO, baso, apoza, ENTER MEDICAI, SHARPGUN, Quen lin...

Top Glove, koonseng, Sanctuary health, Oon Corp, SDI, Alpha-Bio,
SABMED, Strauss & Co.Industrial, Talia, DB Orthodontics,
TALLADIUM, Nipponeka...
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Cooperation to Government

Acceptance
Department

Standard/

Classification
Department

CFDA Review
Department

Registration -

Department Department
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Registration Flow Chart

Sign confract

Collect info. fram
manufacturer

Prepare and submit

Classification documents for 5 - :
required? Yes dassification to Medical Device? Stop registration
CFDA

Classified as...

Oder samples and start Clinical trial?

Draft, edit, translate, revise, amend Draft, edit, translate, revise, amend testing UL Dratt dlinical evaluation data

and print technical documents and print technical documents

Obtain test report Perfarm clinical trial

Clinical trial report

Submit all documents to CFDA

Fdlow up technical review and submit additional
info.

Fdlow up administrative approval

Claim registration certificate



Before clinical
trial

@

Beijing QME Consulting Co., Ltd

SOP for
screening

lini cal center

Clinical Trial Flow Chart

I

SOP for the
meeting

SOPfor
ethical

SOPfor
launching

SOPfor
. inspecting
( first case,
regular
inspection,
coor dinate)
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‘ Notice,
package and

label,
distribution and
recovery,
destruction

Paper and
. electrical
documents

. SAE report
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Documents

(" )

Qualification proof
((Notarize the original or printed)

\_ J
(" )

Letter of authorization
(signed and notarized)

& J

( )
IFU j‘> IFU and label sample
L J

Business license
- Certificate of Manufactory
Market certificate

Statement of typical model testing
Letter of authorization for agent

1 Declaration of conformity

PS: QME offer template

(signed and notarized)

List of essential requirements for the safety and
effectiveness of medical devices
Technical requirement
Product summary
Research report
Manufacture information
Test reports
Clinical evaluation (clinical trial report)

\ / Comparison table

_Risk analysis

4 )

Technical documents
(signed and notarized)
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\!" QME

BEIJING QME CONSULTING Co., Ltd.

Add: C-602,RuiPu Building, No.15,Hongjunying South Road,
Chaoyang District, Beijing, China.

Tel: 010-64187881

Fax: 010-62270562

Email: service@giminer.com

Web: www.giminer.com
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