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Pre market Control in the New Normal Era:
Optimize the use of digital information
technology in the process of licensing

KEMENTERIAN
KESEHATAN
REPUBLIK
INDONESIA

PRE
MARKET

(facility and product license).

Focus on new medical device innovation.
Adjustment the requirement in the new
normal condition (clinical evaluation,
Certificate of Free Sales, Letter of

Authorization and supported
documents).
Easiness and flexibility of

consultation/assistance through virtual

system.

Implementation of Medical Device Control
During The New Normal Era
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SAFETY, QUALITY,
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ENHANCE THE COMPLIANCE
OF INDUSTRIES AND
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REQUIREMENTS AND
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Post market Control in the New Normal Era :

* Conducting remote audit to production
and distribution facilities.

* The use of information and technology to
conduct Monitoring/vigilance.

* Optimize the use of electronic based
reporting (e-report and e-watch)

* Conducting medical device product
Sampling through the online courier
services.



