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B L. RA VEBREENESF 30 & R ETTE (202145 A 25 HIZBEIL)

Gesetz tiber Medizinprodukte
Medizinproduktegesetz

§ 30 Sicherheitsbeauftragter fiir Medizinprodukte

(1) Wer als Verantwortlicher nach § 5 Satz 1 und 2 seinen Sitz in Deutschland hat, hat
unverziiglich nach Aufnahme der Tétigkeit eine Person mit der zur Ausiibung ihrer Tatigkeit
erforderlichen Sachkenntnis und der erforderlichen Zuverléssigkeit als Sicherheitsbeauftragten fir

Medizinprodukte zu bestimmen.

(2) Der Verantwortliche nach § 5 Satz 1 und 2 hat, soweit er nicht ausschlieBlich Medizinprodukte
nach § 3 Nr. 8 erstmalig in den Verkehr bringt, der zustédndigen Behérde den
Sicherheitsbeauftragten sowie jeden Wechsel in der Person unverziiglich anzuzeigen. Die
zustéandige Behorde tibermittelt die Daten nach Satz 1 an das Bundesinstitut fiir Arzneimittel und
Medizinprodukte zur zentralen Verarbeitung nach § 33.

(3) Der Nachweis der erforderlichen Sachkenntnis als Sicherheitsbeauftragter fiir
Medizinprodukte wird erbracht durch

1. das Zeugnis uber eine abgeschlossene naturwissenschaftliche, medizinische oder technische
Hochschulausbildung oder

2. eine andere Ausbildung, die zur Durchfithrung der unter Absatz 4 genannten Aufgaben
beféhigt,

und eine mindestens zweijahrige Berufserfahrung. 2Die Sachkenntnis ist auf Verlangen der

zustéandigen Behorde nachzuweisen.

(4) Der Sicherheitsbeauftragte fiir Medizinprodukte hat bekannt gewordene Meldungen tiber
Risiken bei Medizinprodukten zu sammeln, zu bewerten und die notwendigen Mallnahmen zu
koordinieren. Er ist fur die Erfillung von Anzeigepflichten verantwortlich, soweit sie
Medizinprodukterisiken betreffen.

(5) Der Sicherheitsbeauftragte fiir Medizinprodukte darf wegen der Erfiillung der ihm
ubertragenen Aufgaben nicht benachteiligt werden.
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NS 2. EU EREGHAG 16 2% AT Es

REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 5 April 2017 on medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002
and Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 93/42/EEC

Article 15

Person responsible for regulatory compliance

1. Manufacturers shall have available within their organisation at least one person responsible
for regulatory compliance who possesses the requisite expertise in the field of medical devices. The

requisite expertise shall be demonstrated by either of the following qualifications:

(@) a diploma, certificate or other evidence of formal qualification, awarded on completion of a
university degree or of a course of study recognised as equivalent by the Member State
concerned, in law, medicine, pharmacy, engineering or another relevant scientific discipline,
and at least one year of professional experience in regulatory affairs or in quality management

systems relating to medical devices;

(b) four years of professional experience in regulatory affairs or in quality management systems

relating to medical devices.

Without prejudice to national provisions regarding professional qualifications, manufacturers of
custom-made devices may demonstrate the requisite expertise referred to in the first subparagraph

by having at least two years of professional experience within a relevant field of manufacturing.

2. Micro and small enterprises within the meaning of Commission Recommendation
2003/361/EC (36) shall not be required to have the person responsible for regulatory compliance
within their organisation but shall have such person permanently and continuously at their
disposal.

3. The person responsible for regulatory compliance shall at least be responsible for ensuring
that:

(@) the conformity of the devices is appropriately checked, in accordance with the quality

management system under which the devices are manufactured, before a device is released;

(b) the technical documentation and the EU declaration of conformity are drawn up and kept up-
to-date;
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(¢ the post-market surveillance obligations are complied with in accordance with Article 10(10);

(d) the reporting obligations referred to in Articles 87 to 91 are fulfilled;

(e) in the case of investigational devices, the statement referred to in Section 4.1 of Chapter II of
Annex XV is issued.

4.  If a number of persons are jointly responsible for regulatory compliance in accordance with

paragraphs 1, 2 and 3, their respective areas of responsibility shall be stipulated in writing.

5.  The person responsible for regulatory compliance shall suffer no disadvantage within the
manufacturer's organisation in relation to the proper fulfilment of his or her duties, regardless of

whether or not they are employees of the organisation.

6. Authorised representatives shall have permanently and continuously at their disposal at least
one person responsible for regulatory compliance who possesses the requisite expertise regarding
the regulatory requirements for medical devices in the Union. The requisite expertise shall be

demonstrated by either of the following qualifications:

(@) a diploma, certificate or other evidence of formal qualification, awarded on completion of a
university degree or of a course of study recognised as equivalent by the Member State
concerned, in law, medicine, pharmacy, engineering or another relevant scientific discipline,
and at least one year of professional experience in regulatory affairs or in quality management

systems relating to medical devices;

(b) four years of professional experience in regulatory affairs or in quality management systems

relating to medical devices.
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