
    Labels + Instructions of use for  
EEA & EFTA 

members 

Official 

Language(s) the Patient/Lay or safety 

related use 

the Professional or non-

safety related use 

Manuals 

Software - 

used by 

Professional 

Other 

Austria German German German German German   

Belgium 
Dutch, French, 

German  
Dutch, French, German Dutch, French, German      

Cyprus Greek Greek English accepted   
English 

accepted 
  

Czech 

Republic 
Czech Czech Czech 

English 

accepted 

except for 

info on 

device 

safety 

  

Denmark Danish Danish Danish Danish Danish   

Estonia Estonian Estonian  Estonian Estonian Estonian   

Finland 
Finnish, 

Swedish 
Finnish and Swedish  

Finnish, Swedish or English, 

or official symbols 

Finnish and 

Swedish 

Finnish, 

Swedish or 

English 

  

France French French French French French   

Germany German 

German – other languages 

accepted if they are easily 

understood by the user 

German – other languages 

accepted if they are easily 

understood by the user 

German German   

Greece Greek Greek 
Greek, English accepted for 

labeling only 
Greek Greek   



Hungary Hungarian Hungarian Hungarian Hungarian 

German or 

English – if 

accepted by 

user; screen 

text - must 

be in 

Hungarian 

Software – 

used by 

patient/lay 

must be in 

Hungarian;  

Internationa

l symbols 

allowed 

Iceland Icelandic 
Islandic or other language- 

if accepted by user 

Islandic, Finnish/Swedish/ 

Danish/Norwegian/German/

English - if accepted by user 

      

Ireland English English English English English   

Italy Italian Italian Italian Italian Italian   

Latvia Latvian Latvian English or German accepted Latvian Latvian   

Liechtenstein German 

German –other EU 

languages if “easily 

understood by the user” 

German –other EU 

languages if “easily 

understood by the user” 

German German   

Lithuania Lithuanian Lithuanian Lithuanian Lithuanian     

Luxembourg 

French, 

German, 

Luxembourgish 

French, German, 

Luxembourgish 
English accepted   

English 

accepted 
  

Malta 
Maltese, 

English 
Maltease or English Maltease or English 

Maltease or 

English 

Maltease or 

English 
  

Netherlands Dutch Dutch 
Dutch, English - if accepted 

by user 
Dutch 

Dutch, 

English - if 

accepted by 

user 

  



Norway Norwegian Norwegian 

Norwegian, English/ 

Swedish/Danish - if accepted 

by user 

    

Identify 

language on 

product  

Poland Polish Polish 
Polish, other language may 

be accepted by user 
      

Portugal Portuguese Portuguese Portuguese Portuguese Portuguese   

Slovakia Slovak 
Slovak, some Czech 

accepted - clarify first 

Slovak, some Czech 

accepted - clarify first 
      

Slovenia Slovenian Slovenian 
Slovenian, English - if 

accepted by user 
      

Spain Spanish Spanish Spanish Spanish Spanish   

Sweden Swedish Swedish Swedish  Swedish Swedish   

Switzerland 

German, 

French, Italian, 

Romansch 

German, French, Italian, or 

official symbols, 

Romansch also acceptable 

German, French, Italian, 

English & Romansch - other 

if accepted by user 

 Language 

of product 

Language of 

product 
  

U.K. English English English English English   

 


