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PRIMA Lab SA

Via Antonio Monti 7
6828 Balerna
Switzerland

Notified Body Confirmation Letter
Registration no.: D1408400101
To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate surveillance in
the framework of Regulation (EU) 2024/1860 amending Regulations (EU) 2017/745 and (EU) 2017/746 as
regards the transitional provisions for certain in vitro diagnostic medical devices

This letter confirms that mdc medical device certification GmbH (Kriegerstr. 6, 70191 Stuttgart, Germany), a
Notified Body (NB) designated against Regulation (EU) 2017/746 (IVDR) and identified by the number 0483 on
NANDO, has received a formal application in accordance with Section 4.3, first subparagraph of Annex VII of
IVDR and has signed a written agreement in accordance with Section 4.3, second subparagraph of Annex VIl
of IVDR with the following manufacturer:

PRIMA Lab SA

Via Antonio Monti 7
6828 Balerna
Switzerland

SRN: CH-MF-000034473

The devices covered by the formal application and the written agreement mentioned above are identified in the
Tables below. Table 1 identifies the devices for which an IVDR application has been received, written agreement
concluded and for which the NB is also responsible for appropriate surveillance of the corresponding devices
under Directive 98/79/EC. Table 2 identifies the devices for which an IVDR application has been received and
a written agreement concluded, but the NB has not yet taken the responsibility for appropriate surveillance of
the corresponding devices under Directive 98/79/EC.

In the case of devices covered by certificates issued under Directive 98/79/EC (IVDD) that expired after 26 May
2022 and before 09 July 2024, without having been withdrawn, this letter also confirms that the manufacturer
signed the written agreement under IVDR by the date of IVDD certificate expiry; or provided evidence that a
competent authority of a Member State had granted a derogation or exemption from the applicable conformity
assessment procedure in accordance with Article 54(1) of IVDR or Article 92(1) of the IVDR respectively, by 09
July 2024 for the relevant devices.
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The transition timelines that apply to the devices covered by this letter, subject to the manufacturer’s continued
compliance to the other conditions specified in Article 110.3b of IVDR (as amended by Regulation (EU)
2024/1860), are shown below:

o 31 December 2027 for devices covered by an IVDD certificate regardless of their risk class under the
IVDR

e For devices not requiring the involvement of a notified body under the IVDD, but requiring it under the
IVDR and for which a declaration of conformity was drawn up prior to 26 May 2022 in accordance with
Directive 98/79/EC, the following dates apply:

o 31 December 2027, for class D devices;
o 31 December 2028, for class C devices;

o 31 December 2029, for class B devices and for class A devices placed on the market in sterile
condition

Stuttgart, 2025-08-13

(C

ead of Notified Body

Notified Body Confirmation Letter - Registration no. D1408400101

mdc medical device certification GmbH Page 2 of 13
KriegerstraRe 6 | 70191 Stuttgart | Germany | www.mdc-ce.de ID: 12843 / 002102.2025



