OUTSOURCING THE MAH DUTIES FOR
MEDICAL DEVICES AND MEDICAL
SUPPLIES.

MAH Service
(Marketing Authorization Holder])

On behalf of fareign manufacturers which don't have any MAH license in Japan. we fulfill the
MAH duties as an outsource.

Since foreign manufacturers can Nnot obtain a license as a MAH, foreign
mManufacturers must appoint a Japanese company which has an appropriate MAH license.

Foreign manufacturers with Nno business establishments in Japan must appoint a
MAH or a designated MAH [DMAH] to manage their device registrations

The designhated MAH is called D-MAH
(Designated Marketing Authorization Holder)

Benefits of the DMAH Services
Foreign manufacturers become the owner of the approval/certification and they can control

the registration of their medical devices.

IT foreign manufacturer wants to change their DMAH. it iIs an easier process compared to
changing MAH.

I you choose DMAH services, you can solve complicated MAH problems.

such as human resource reguirements, guality control by QMS [Quality Management System)]

development and safety management after marketing. Thus, you can significantly reduce the
costs and time loss

LTD

Expert Product Portfolio

Firat We handle all types of medical devices
* Human amniotic membrane-based
material for tissue healing promotion [USA]
Catheter for central circulatory system
embolus removal [USA]
INnjection material for the treatment of
vesicoureteral reflux [Sweden)]
Ophthalmic laser coagulation device [USA]
Xenon light therapy device (Israel]
Circulatory dynamics analysis program
[Netherlands]
Electrocardiogram monitor [USA]
Multi—-parameter monitor [USA]
Diode laser [China]
Orthopedic implants [South Korea)
General-purpose ultrasound imaging
diagnostic device [China)]

Address: Axa Kodenmacho Building.7F.14-7,
Nihonbashi-kodenmacho, Chuo-ku.Tokyo
103-0001, Japan

TEL I 08-5614-2759 FAX. 03-56814-5020

HP: www.dmah.co. jp

Email: epj-medical@epj-ms.co.jp

Group: Company: Expartner Japan Co., Ltd

WWW.DMAH.CO.JP

D-MAH MEDICAL JAPAN Co., L.
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Medical Device Manufacturer
(Overseas or Domestic)
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