
Medical Device

Note:
The manufacturing license for foreign
manufacturers is referred to as Quality
System Documentation, QSD.

Apply for a
Manufacturing License

Apply for a
Product License

Essential
Mode

Abbreviated
Mode

Standard
Mode

Class 2

Class 1

Class 1 Registration

Market Approval

Abbreviated
Mode

Standard
Mode

Class 1 Listing

Class 3 Standard
Mode

Class 2 & 3 Registration

No
Exemption

Exemption

QSD Registration

QSD Exemption
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