














GOING GLOBAL

Asignificant portion of the European medical device market consists of devices
patented and manufactured in the United States. Given the prominence of the
EU MDR, it's understandable that US medical device manufacturers need to
understand its implications for exports.

Medical devices legally marketed in the US can be exported globally without
prior Food and Drug Administration (FDA) notification. However, they must
still adhere to the provisions of the Food, Drug, and Cosmetic Act (FD&C). This
often means manufacturers might need to obtain an export permit letter or
certificate.

The MDR and IVDR have introduced new roles for notified bodies, importers,
distributors, and authorized representatives. This might necessitate
manufacturers to provide evidence of a product's regulatory status as
defined by the FDA. To assist with this, manufacturers can request an export
certificate from the FDA, detailing the regulatory status of their products.




EU MDR IFU AND LANGUAGE

REQUIREMENTS

According to the EU MDR's Article 10 (section 11), manufacturers must
provide device information in the official language(s) chosen by the Member
State where the device reaches the user or patient. For distribution in the EU,
Life Science companies should assess their current language coverage. If any
EU member state languages are missing, they'll need a plan to include them.

COUNTRY LANGUAGE

Austria German
Belgium Dutch, French, German
Bulgaria Bulgarian
Croatia Croatian

Cyprus Greek, Turkish
Czech Republic Czech

Denmark Danish

Estonia Estonian
Finland Finnish, Swedish
France French
Germany German

Greece Greek

Hungary Hungarian
Ireland Irish, English
taly Italian

Latvia Latvian
Liechtenstein** German
Lithuania Lithuanian
Luxembourg Luxembourgish, French, German
Malta Maltese, English
Netherlands Dutch
Norway** Norwegian
Poland Polish

Portugal Portuguese
Romania Romanian
Slovakia Slovakian
Slovenia Slovenian

Spain Spanish
Sweden Swedish
Switzerland** French, German, Italian
United Kingdom* English

*The UK's regulatory framework mirrors many aspects of the EU's regulations but some differences exist.

**These countries are included in the European Free Trade Association (EETA) and are not technically part of the EU. However, through the
EEA agreement, they can participate in trade with the EU with respect to medical devices and medicinal products. Several of these countries

are bringing their requirements in line with the MDR so that they can continue to participate in this trade.

View the EU MDR in a variety of languages here.
www.argosmultilingual.com
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https://www.argosmultilingual.com
https://www.efta.int/media/documents/legal-texts/eea/the-eea-agreement/Annexes to the Agreement/annex2b.pdf
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ:L:2017:117:TOC

ABOUT ARGOS

Argos Multilingual is a global language solutions
provider with experience in the life sciences, industrial
manufacturing,and software/hardwareindustries. Our
business s built onthree core values - quality at source,
a partnership approach, and technology agnostic
solutions. We are committed to giving you freedom
of choice while providing customized strategies to
fit your business needs, and we are ISO 9001, ISO
17100, EN I1SO 13485, and I1SO 27001 certified. With
production centers in Krakow, Poland and Colorado,
USA, we provide value through dedicated customer
service and subject matter expertise in your industry.

CONTACT US

info@argosmultilingual.com

www.argosmultilingual.com
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