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SECTORIAL MARKET SURVEIILANCE PROGRAMME FOR MEDICAL DEVICES

Country: Romania
Authority for market surveillance: Ministry of Health - Medical Device Department

1-3, Cristian Popisteanu Street, Sector 1, RO - 010024, Bucharest
tel:+40 21 307 2582, fax:+40 21 307 2585
E-mail: mdevice@ms.ro apmed@ms.ro
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Directive GD no 54/2009; medical medical devices proactive Manufacturers and all year Checks if
1 93/42/EEC, | GD no 798/2003 devices registered at authorise_d N_aﬁonal products are in
98/79/EC competent authority reprezentatives initiative compliance with
the Directive
medical devices class
9 Directive GD no 54/2009 11l manufactured in Documents National Reinspection
93/42/EEC medical Romania proactive inspection/ all year initiative
devices /inspection on sight Improvement of
surveiillance
Directive | GD no 54/2009; National activities
3 93/42/EEC, | GD no 55/2009; initiative,
98/79/EC | GD no 798/2003 | medical medical devices reactive Incidents/complaints all year cooperation
90/385/EEC devices with CA,
manufacturers
Directive GD no 54/2009; medical devices Documents all year National
4 93/42/EEC, | GD no 55/2009; medical notified at Competent reactive inspection/ initiative
98/79/EC GD no 798/2003 devices Authority by /inspection on sight
90/385/EEC distributors/importers
5 Directive GD no 54/2009; medical medical devices proactive Visits to all year National
93/42/EEC, GD no 55/2009; devices distributors/importers initiative
98/79/EC GD no 798/2003
90/385/EEC
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i Medical device ;
Directive | GD no 54/2009; ) " s all year : Checks if
6 | 9342/EEC, | GDnossi2009; | edica medical devices progetive ko .N.at?"?a' products are in
98/79/EC | GD no 798/2003 IAnYE compliance with
90/385/EEC the Directive
= Reinspection
irective
_ 93/42/EEC, GD no 54/2009; - internet distributors all year ’ Improvement of
7 S8/79/EC GD no 55/2009; ?:v?::ceasf medical devices proactive .r:lﬁp?{nal s%rveiillance
90/385/EEC | GD no 798/2003 e Setivifies




