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Our Beginnings i ‘ | ol

Qualtech is a Medical Device Consulting Company and
Clinical Trial Organization (CRO), with a focus on East Asia
and the ASEAN nations of South-East Asia. /

The company was founded in the year of 2000 and has
served over 1000 customers worldwide, registered over
5000 products during the past years.

Furthermore, we hold over 1000 medical device licenses in
Asia, and have acquired nearly two decades of experience.
Through this experience, we are able to provide high quality
and efficient services and a one-stop solution for regulatory
consulting and clinical trial services.
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Who we «

Providing in more than 10 countries

Qualtech currently has established its own companies in the United States, Japan,
Australia, Ching, Singapore, Taiwan, Malaysia, the Philippines, Hong Kong, Thailand,
Indonesia and Vietnam. Thus, allowing us to continue to provide trustworthy local
regulatory advice, product registration and license holding services.
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~~ Hong Kong
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Master’s | L T Bachelor's

Degree [N / Degree

*Medical Engineering, Biotechnology, Biostatistics,
Anatomy, Chemical Engineering, Biomedical Image &
Radiological Science, Pharmacist, Physiology,
Healthcare Management, Material Sciences, etc.




Core Values

Technical Center {70

We use a combination of a proven operational
system and global strategies to provide integrated
solutions for our clients. With project monitors and
progression tracking, we are able to provide real-
time report and evaluations.

Integrity (1T A EHI

We conduct our business in accordance with all
applicable laws and all members are required to
keep honest when facing clients, employees,
partners, competitors and the community.

Diversity S {tzE[E]

Qualtech assembles professionals from different countries
and fields, including Biomedical engineering, Chemical
Engineering, Molecular Medicine, Electrical Engineering,
Physiology, Medical Biotechnology, Photonics and
Optoelectronics, Material Sciences and Engineering,
Clinical Laboratory Science, Pharmacy, etc.

Quality Service B #

We believe “Your product is our product — Your success is
our success”. This belief is deeply ingrained throughout
Qualtech. We are ready to go for an extra mile to
accomplish your requirements.
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Continuous Learning ##4&E2H

Regular and intensive training customized for each
member in Qualtech. Trainings include learning center,
QT Highlight & QT MBA, regulatory updates, product
specifications, medical device technologies, etc.

Teamwork E[x&1F

We work on a team based structure to provide the best
result for our clients. We provide team regularly meeting
and experience sharing. Dedicated account manager
and a professional support team will be assigned to
every Qualtech clients.
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What We Do

Medical Device Life Cycle

R&D Testing Clinical Trial Manufacturing Reaqistration Distribution Post Market
Surveillance
>
GCP Product Registration
Having continuously reported strong performances in GCP Inspections in China and in the United States, Japan, Australia, China, Singapore, Taiwan, Malaysia,
Taiwan since our CRO initiation in the year 2008, we take pride on having successfully Philippines, Hong Kong, Thailand, Indonesia and Vietnam
coordinated various clinical trial projects for high-risk and implantable devices
CER  Local Authorized Representative
A professionally written clinical evaluation report (CER) can help ° DlStrlbUtor ReseGrCh
9

you obtain product approvals smoothly and comply with EU MDR clinical requirements. We have
many years of experience in preparing CER that meets all requirements from various regions



Multi-Country Registration’s Workflow

Client
(Provide All Technical Files & Supporting Docs)

=

“One Contact, Multimarkets”
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Client’s Product Multimarket Approvals
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Thanks for attention~
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