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'custom-made device' means any device specifically made in accordance with a duly qualified
medical practitioner's written prescription which gives, under his responsibility, specific design
characteristics and is intended for the sole use of a particular patient.

The abovementioned prescription may also be made out by any other person authorized by virtue
of his professional qualifications to do so.

Mass-produced devices which need to be adapted to meet the specific requirements of the medical

practitioner or any other professional user are not considered to be custom-made devices;

fHEE (ANNEX) VII TIERO LI ICHRE SN TWD ;

STATEMENT CONCERNING DEVICES FOR SPECIAL PURPOSES

1. For custom-made devices or for devices intended for clinical investigations the manufacturer or
his authorized representative established in the Community must draw up the statement containing

the information stipulated in Section 2.

2. The statement must contain the following information:



2.1. for custom-made devices:
- data allowing identification of the device in question,

- a statement that the device is intended for exclusive use by a particular patient, together with the

name of the patient,

- the name of the medical practitioner or other authorized person who made out the prescription and,

where applicable, the name of the clinic concerned,
- the particular features of the device as specified in the relevant medical prescription,

- a statement that the device in question conforms to the essential requirements set out in Annex I
and, where applicable, indicating which essential requirements have not been fully met, together

with the grounds;
3. The manufacturer must also undertake to keep available for the competent national authorities:

3.1. for custom-made devices, documentation allowing an understanding of the design, manufacture
and performances of the product, including the expected performances, so as to allow assessment of

conformity with the requirements of this Directive.

The manufacturer must take all the measures necessary to ensure that the manufacturing process
produces products which are manufactured in accordance with the documentation mentioned in the

first paragraph;

4. The information contained in the declarations concerned by this Annex should be kept for a period

of time of at least five years.
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Table Dimensions and various conditions
Outer Inside ) Mini Cross- . Stress intensity
diameter | diameter | 11D (D1-D2)72 :a:lﬁﬁzlarzgss Asl-)ect rz.ltlo factor
Di(mm) | D2(mm) (mm) (mm) (mm?) (height/pitch) -
| 55 33 1.75 1.10 8.55 0.63 2.0
@\ 15 4.9 2.75 1.30 18.85 0.47 2.2
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