1. PURPOSE AND SCOPE
It covers the fees, pricing procedures and principles related to the services offered within the scope of the management system and relevant regulations offered at DANEM MDC.
2. RESPONSIBLE PERSONS
· Technical Manager
· Unit Managers
· Accounting

3. EN ISO 13485 CERTIFICATION FEES

	Number of audit man/days
	Certification/Re-certification Fee
	Annual Document Usage Fee

	1-4 m/d
	1150 €
	150 €

	5-8 m/d
	1400 €
	150 €

	9-12 m/d
	1750 €
	200 €

	13-16 m/d
	2250 €
	250 €

	17 m/d and above
	3150 €
	350 €




	Number of audit man/days
	Surveillance Fee

	1-4 m/d
	1000 €

	5-8 m/d
	1300 €

	9-12 m/d
	1600 €

	13-16 m/d
	2150 €

	17 m/d and above
	3000 €



Note 1 : Prices do not include VAT.
Note 2: Unannounced Surveillance fees are calculated by taking 50% of the certification fee.
Note 3: Follow-up audit fees are calculated by taking 2/3 of the fee for the relevant activity (certification, surveillance, etc.).
Note 4: Supplier audit fees are calculated by taking 1/3 of the fee for the relevant activity (certification, surveillance, etc.).
Note 5: In change applications, the number of audit man/day is recalculated in the FR.22 Management System Application Evaluation Form.
Note 6: The document review fee is calculated as €100 (w/d).
Note 7: For MDR Certification fees, see Annex-1 of this instruction.
Note 8: DANEM MDC reserves the right to add or reduce the amount of VAT by 20% for certain reasons.
[image: ]

Fee Instructions
DOCUMENT NO
IN.02


PUBLICATION DATE
01.03.2025


REV. DATE
-


REV. NO
00



Page 1/ 2

4. REVISION HISTORY
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