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Incident report for the manufacturer

Explanations concerning the incident report for the manufacturer

Centrifuges labelled as medical devices (MD) in accordance with regulation (EU)
2017/745 and those labelled as in-vitro diagnostic medical devices (IVD) in
accordance with regulation (EU) 2017/746 are exclusively intended for use by
specialist users in their respective field of work.

Serious incident (definition)

Incident means any malfunction or deterioration in the characteristics or
performance of an MD or IVD device which is made available on the market for an
intended use as defined by the manufacturer, including user errors due to
ergonomic features as well as any inadequacy in the information supplied by the
manufacturer or any undesirable side effects.

Serious incident means any incident that directly or indirectly led, might have led or
might lead to any of the following:

+ the death of a patient, user or other person

* the temporary or permanent serious degradation of a patient's, user's or other
person's state of health

* aserious public health threat

Reporting of a serious incident to the manufacturer and the competent
authorities within the EU

A reportable serious incident is an incident that has a causal relationship with an
MD or IVD product or where such a causal relationship is reasonably possible.
Such an incident must be reported without delay to the manufacturer,

Sigma Laborzentrifugen GmbH or the competent national authorities within the EU.
If the report is issued to the manufacturer or their authorised representative, they
must fulfil their reporting obligation to the authorities. EUDAMED provides forms for
the electronic reporting of incidents by manufacturers and authorised
representatives via MIR (Manufacturer Incident Report) or by users, operators and
distributors (User Report).

Authorised distributors, vendors and service providers are required by law to
cooperate with the manufacturer in order to ensure the safety of medical devices.
Non-compliance may result in substantial fines and penalties.

To report a serious incident to the manufacturer:

1. Please complete the "Vorkommnismeldung an den Hersteller" (incident report
for the manufacturer) form in full.
2. Send the form to support@sigma-zentrifugen.de
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Incident report for the manufacturer

Incident report for the manufacturer

(to be completed by service providers, operators or safety officers for IVD products)
Please complete in full and then return it to: support.lab@sigma-zentrifugen.de

Date of notification:

Competent authority:

Information concerning the notifying body
Company/institute:

Street and number:

Post code and town:

Country:

Contact person:

E-mail:

Information concerning the centrifuge

Manufacturer:; Sigma Laborzentrifugen GmbH, An der Unteren Sdse 50, 37520 Osterode,
Germany

Trade name:
Serial number:

Date of manufacture:

Information concerning the accessories
Rotor and bucket:

Batch number:

Date of expiry:

Cycles:

Information concerning the incident

Detailed description of the
incident:

Date of the incident:

Location of the incident:

Number of persons affected:

The submission of this notification in itself is not a conclusion of the manufacturer and/or their
representatives or of the competent authority that the content of this notification is complete or accurate, or

that the medical device that is stated therein has failed and/or caused or contributed to an injury or
deterioration of the state of health of a person in any way.

Signature

I hereby confirm that the information hereinabove has been given to the best of my knowledge and belief.
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