
RtAhSA
MANUFACTURER'S DECLARATION OF CONFOTTMITY 

( (

I lre company RIMSA P. LONGONI S.r.1.

Via Monterosa,18120122 - 20831 SEREGNO (MB) - ITALY

t

declares on its own responsibility that the Medical Devices made in the year 2019:

Model ALFA-LED

constructed by RIMSA P.LONGONI S r.1., conforms

. to the Attac>hntent Vtl of the 93/42/EEC Directive of May 14th 1993' and
(including the 2007/47/EC Directive of September Sth 2007). moreover, it is
following safety reg ulatiorr :

subsequent variations
in conformity with the

IEC 60601-1 (Part 1 General requirements for basic safety and essential performance)

lE:C 60601-2-4 j (Part 2: Particular requrrements for bastc safety and essential performance of surgical

luminaires and luminaires for dragnosis)

IE C 6060,1-1-2 (Part 1 General requirements for basic safety and essential performance -
collateral standard: Electromagnetic compatibrlity - Requirements and tests)

. Classification with reference to article I rand Attachment lX of 93142/EEC Directive and

2007147 tEQ
Duration:shortterm (Annex lX Par.'1 "Defrnitions", art.1, sub-section 1.1)

Description: Non invasive Medical Device (Annex lX, Par.1 "Definitions", art.1, sub-sectionl'2)
Actrve Medical [Jevice (Annex lX, Par 1 "Definitiorts", art.1, sub-section'1.4)

Class. Class I (Annex lX, F']ar 3 "Classification", att.3, sub-section 3.3, Rule 12)

(Annex lX, Par.3 'Classification", art.1, sub-section 1.1, Rule 1)

, lieference to technical file Code RIM-t'T015
. The confornrity assessrnent is developed irr refere:rtce to artrcle '11 of the 93l42lEEC Directive

and 2007 l47ll-C .

Itre tllMSA eualrty System conforrns to the UNI EN ISO 9001 and UNI EN ISO 13485 regulations and is

cerlifrecl by the csQ (certifierj cSQ n.9120 RMSI and 9124.tRMS2).

Seregno, W.19112019

Place and date
Mark and sign of Managrng Director

(Paolo Longoni)
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