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PRRCÊÊPersonÊResponsibleÊforÊRegulatoryÊCompliance 

AÊmustÊtoÊmeetÊIVDRÊorÊMDR.ÊYouÊcanÊoutsourceÊthisÊfunctionÊifÊtheÊcompanyÊmeetsÊtheÊdefi-
nitionÊofÊsmallÊorÊmicroÊcompanyÊ(<50ÊemployedÊpersonsÊ<10ÊMEuro).ÊTheÊfullÊdefinitionÊcanÊ
beÊfoundÊinÊÊ2003/361/ECÊ. 

TypicalÊsmallerÊcompaniesÊhaveÊtheirÊhandsÊfullÊwithÊmanyÊdifferentÊactivities.ÊOftenÊwithÊoneÊ
orÊmaxÊtwoÊpersonsÊdedicatedÊtoÊqualityÊorÊregulatoryÊactivities.ÊToÊbringÊinÊanÊexperiencedÊ
outsideÊpersonÊtoÊensureÊthatÊyouÊmeetÊtheÊregulatoryÊrequirementsÊcanÊbeÊcriticalÊforÊlongÊ
termÊsuccess.Ê 

Our Experience 

WeÊhaveÊlongÊexperienceÊinÊhandlingÊQAÊandÊregulatoryÊmattersÊandÊareÊactingÊasÊPRRCÊforÊ
manyÊcompaniesÊinÊtheÊEU.Ê 

ManyÊofÊourÊcustomersÊareÊstartupsÊwhyÊweÊalsoÊcanÊbringÊvaluableÊexperiencesÊintoÊyourÊ
companyÊwhenÊitÊcomeÊtoÊhowÊtoÊgetÊtoÊtheÊmarket! 

 

Our offerings 

WeÊhaveÊ3ÊdifferentÊlevelsÊofÊÊagreement.ÊAllÊincludesÊtheÊPRRCÊrole. 

All inclusive:  AllÊQA&RAÊactivitiesÊincluded,ÊTypicalÊtheÊbestÊchoiceÊifÊyouÊwantÊtoÊout-
sourceÊtheÊcompleteÊfunction. 

Extended:  CompanyÊthatÊneedsÊtoÊdevelopÊsystemsÊandÊtechnicalÊdocumentation. 

Basic:ÊAdditionalÊservicesÊwithÊseparateÊpricelist.ÊTypicalÊbestÊchoiceÊforÊclassÊIÊandÊAÊ 

products 

Phone:Ê+46Ê(0)Ê722313355 
E-mail:Êinfo@lowendahl.eu 


