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1 Allmannaregler
General rules

Kunden har nyttjanderatt till sina rapporter, certifikat och resultat som genereras av RISE
MNB vid utférandet av uppdraget.

The customer has the right to use the reports, certificates, and results generated by RISE MNB
during the performance of its assignment.

Kunden har ratt att hanvisa till uppdraget och till de rapporter, certifikat och resultat som
detta genererat férutsatt att detta gorsi sin helhet (alla sidor). Hanvisning till uppdrag,
rapporter, certifikat och resultat utférda av RISE MNB far aldrig ske pa ett satt som ar
vilseledande eller kan misstolkas. Det vill sdga, det ska inte finnas ndgon oklarhet, i market
eller den tillhérande texten, vad statusen av certifieringen ar, vad som har certifierats och vem
som har beviljat certifieringen. Annan anvandning av RISE MNBs féretagsnamn och/eller
varumarken far inte gbras utan separat dverenskommelse mellan parterna.

The customer has the right to refer to the assignment and to the reports, certificates, and results
generated, provided that this is done in its entirety (all pages). References to assignments, reports,
certificates, and results performed by RISE MNB must never be made in a way that is misleading or can be
misinterpreted. That is, there must be no ambiguity, in the label or accompanying text, as to the status of
the certification, what has been certified, and who has granted the certification. Other uses of RISE MNB’s
company name or trademarks are not allowed without a separate agreement between the parties.

Kunden far inte anvdnda RISE MNBs namn och/eller marken pa laboratorietest-, kalibrerings-
eller inspektionsrapporter eller -certifikat som inte har utfardats av RISE MNB.

The customer is not allowed to use RISE MNB’s name or marks on laboratory test reports, calibration
reports, or inspection reports or certificates that have not been issued by RISE MNB.

Vid tillfallig eller slutgiltig aterkallelse av certifikatet ska kunden avbryta anvandning av all
marknadsforing som innehaller en hanvisning till certifiering. Vid dndring av certifikatets
omfattning ska all marknadsféring som innehaller en hanvisning till certifiering anpassas
omedelbart.

If the certificate is suspended or withdrawn, the customer must discontinue use of all advertising matter
that contains a reference to the certification. If the scope of the certificate changes, any advertising matter
that contains a reference to certification must be adapted immediately.

2 Regler gillande certifiering av ledningssystem enligt ISO 13485
Rules regarding certification of quality management systems to ISO 13485

Pa produktférpackning och andra dokument som tillhor produkten ar det tilldtet att i text ange
att foretagets ledningssystem ar certifierat enligt ISO 13485. Med produktforpackning avses
forpackning som ar |6stagbar utan att den paverkar produktens egenskaper. Texten ska ange
det certifierade foretags namn/varumarke, typ av ledningssystem som avses
(kvalitetsledningssystem), standardens beteckning (ISO 13485), samt att certifieringen utforts
av RISE MNB.

On product packaging and other documents belonging to the product, it is permitted to state in the
descriptions that the company’s quality management system is certified to ISO 13485. Product packaging
refers to packaging that is removable without affecting the product’s characteristics. The description must
state the name or brand of the certified company, the type of quality management system referred to, the
name of the standard (ISO 13485), and that the certification was carried out by RISE MNB.
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Det ar inte tillatet att placera RISE MNBs certifieringsméarke pa produkter, produktblad eller
produktférpackningar. Dessutom ar det inte tilldten att antyda pa nagot satt att certifikatet
géller certifiering av en produkt, tjanst eller process.

It is prohibited to place RISE MNB’s certification mark on products, product sheets, or product packaging.
In addition, it is prohibited to imply in any way that the certificate relates to the certification of a product,
service, or process.

3 Regler gallande certifiering av produkter enligt MDR 2017/745
Rules regarding certification of products under MDR 2017/745

Produkter som anses 6verensstamma med kraven i MDR och som omfattas av ett giltigt EU
certifikat ska vara forsedda med CE-markning som atféljas av RISE MNBs
identifikationsnummer 3033.

Products that are considered to comply with the requirements of the MDR and that are covered by a valid
EU certificate must be provided with CE marking accompanied by RISE MNB's identification number,
3033.

CE-markningen inkl. RISE MNBs identifikationsnummer ska anbringas pa produkten,
bruksanvisning och pa forsaljningsforpackningen enligt krav i artikel 20 och bilaga V MDR.

The CE marking, including RISE MNB identification number, must be affixed to the product, the
instructions for use, and the sales packaging in accordance with the requirements of Article 20 and MDR
Annex V.

Dessutom ska RISE MNBs identifikationsnummer dven anges i reklammaterial dar det namns
att produkten uppfyller kraven f6r CE-markning.

In addition, RISE MNB’s identification number must also be stated in promotional material where it is
mentioned that the product fulfils the requirements for CE marking.



