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Class I products must comply with “Good manufacturing practice requirements”





is part of the ASEAN. Indonesia’s government



implement a QMS and apply for the license “Kyoka”.

Three different procedures for market approval are applicable. There is the “Todokede” 

for class I products, the “Ninsho” for class II produc and “Shonin” for class III and IV 
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dependent on the devices’ risk classification
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“A model regulatory 

program for medical devices: An international guideline”

“Medical device regulations. Global overview and guiding principle”
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The sheet “Regulatory Clearance Plan” contains

, whereas the sheet “Registration Information” lists all relevant data 

“IFU&Label Requirements” collects data about 

BASG (“Bundesamt für Sicherheit und 

Gesundheitswesen“)
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One negative aspect of the new regulations would be the “common specifications” 
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FSC lie in the range between 501€ (1 10 states) up to 816€ (51

The next step of notarization is the certification by the BMEIA (“Bundesministerium Europa, 

Integration und Äußeres”). Therefore
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