Appendix A 0

Details on product groups and categories (conformity assessment procedure in accordance with Directive 93/42/EEC (MDD))

glufacturer:

Device details per certificate number o

Application identification:

Product Service

This form may be used as a list if filled accurately. You can also use itas a 0 o 0
template and provide the same information in other formats (e.g. Excel). = e
2 2
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" Please quote here:
« Consistent with proposed certification scope.
« For all classes of Medical Devices: the respective scope expression on the basis of NBOG BPG 2009-3
including the special MDS codes e.g nano materials.
« Additionally for class IIb/Ill Medical Devices: the respective preferred terms from the GMDN.
* Only in cases where the scope expression or preferred terms are not existing: indicate your own category.
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TÜV SÜD Product Service
Please submit this appendix together with the respective form "Application for performance/change/extension of a conformity assessment procedure in accordance with Council Directive 93/42/EEC (MDD)".

TÜV SÜD Product Service
Please enter a short name of your company so that we can allocate the documents you submitted.




TÜV SÜD Product Service
Please use the same ID as for the basic application.


TÜV SÜD Product Service
This form may be used as a list if filled accurately. You can also use it as a template and provide the same information in other formats (e.g. Excel).

TÜV SÜD Product Service
Please quote here: 

• Consistent with proposed certification scope.

• For all classes of Medical Devices: the respective scope expression on the basis of NBOG BPG 2009-3 including the special MDS codes e.g nano materials.

• Additionally for class IIb/III Medical Devices: the respective preferred terms from the GMDN.

• Only in cases where the scope expression or preferred terms are not existing: indicate your own category.


TÜV SÜD Product Service
Please indicate the class of the product. The following classifications are required: Is (sterile), Im (measuring function), IIa, IIb, III.

TÜV SÜD Product Service
Please tick the box if the article is sterile or gets sterilized.

TÜV SÜD Product Service
The respective classification rule can be found in Directive 93/42/EEC (MDD), Annex IX.

TÜV SÜD Product Service
Please enclose the relevant certificates of the OEM (Original Equipment Manufacturer).

TÜV SÜD Product Service
Manufactured utilizing animal tissues or
derivatives rendered non-viable.

TÜV SÜD Product Service
Incorporates a substance which if used
separately may be considered to be a
medicinal product as defined in Directive
2001/83/EC or a human blood derivative.
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