Malta
MCA | &z
Assessment Medical Standard Fees

A) APPLICATION FEES

Product / Product Group Class Fees

Class Is, Im, Ir 750 Euro

Class lla 1000 Euro

Class llb (non-implantable) 1250 Euro

Class llb (implant) 1750 Euro

Class llb Active (Administering removing drugs, etc.) 2000 Euro

Class llI 3000 Euro

Class Il implant 3000 Euro

B) ANNUAL CERTIFICATE USAGE FEE

Product / Product Group Class Fees

Class Is, Im, Ir 1750 Euro

Class lla 2000 Euro

Class llb (non-implantable) 2500 Euro

Class Ilb (implantable) 3000 Euro

Class Ilb Administering removing drugs, etc 3500 Euro

Class Il 3500 Euro

Class Il implant 4000 Euro

C) AUDIT MAN/DAY FEE
Countries Korea China, USA, India, and Others Russia EU Countries
Fees 1500 Euro 1500 Euro 1500 Euro 1500 Euro

D) TECHNICAL DOCUMENTATION REVIEW FEE
Countries Korea China, USA, India, and Others Russia EU Countries
Fees* 1500 Euro 1500 Euro 1500 Euro 1500 Euro

*Technical documentation review fee will be paid over daily rate.
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E) FEE CALCULATION PARAMETERS

Medical Standard Fees

Follow Up Audit

Technical
Type of Assessment Application Fee Annual Certificate Usage Fee Audit Fee |Documentation
Review Fee
Initial Assessment + + + +
Surveillance Assessment - + + +
Re-Assessment + + + +
Transfer Assessment + o] o o
Change Assessment + - o] o
Scope Extension Assessment |+ ** o] o]
Unannounced Site Audit - - + -
- - + -

** Travel fee is half of the inspection man/day costs.
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