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to rvhiclr tlris declalation rclales is irr conforrnitl, rvitlr thc follorvirrg s;larrdard(s) or olher norntative

clocurrterrt(s) :

ISO 13485:2016
Medical clevicer; - Qualily Inanilgontcnl s),sletns - ltequircrrrenls for rcgulalory

PUr'poscs

EN ISO 14971:20t2 Medical clevicer; - Applicalion of lisk nranagetnenl lo nreclical devices

EN 6l0 l0- | :20 l0
Sat'et1, tcquirctttettls for electricarl equiprncnt li:r' nreaurrerrrerrt, conlrol arrd

laboratoty usc. l3cneral requiretnernls.

EN 62304:2006+Al:2015 Medical device softrvarc -- Solirvale lit'e cycle proccsses

EN ISO 15197:2015
In vilro diagnoslic tcst syslerns -{tequirerncnts for bloo<l-glucose nronitoring

sysl€nls forse I f-tcst ing in nrarragh rg d iabetcs rncl I itus

EN f SO 2364O:2015
In vilto diagnpstic nredical deviccs. Evaluation of stability ol' itr vitlo

diagnosiic lcag,qnls

EN 15223-l:2016
Medical rlcviccrs - Synrbols lo bc usccl sith rne clicail*..i*.0, labeltirrg

ancl inforrtralion lo lrc srqlplied. Part l: Gcncral rr:quirelnerrls
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llN ISO l8 | l3- l:201 |
lrr vitro diagnostic nredicnl dcviccs. lnfornraliorr supplird by the Inilnufacturer

(labellirrg). ln vitro diagrrostic inslrunlenhi lbl prot'essiorral use

llN ISO l8 | 13-l:201 |

Itt vilro diagrroslic rneclicirl dcviccs. lnlbr,nralion suppliecl b1'lhe rnanulactuler

(labelling). lrr vitro <liagnostic irrslruurerrt:; for professional use

EN ISO l8l l3-2:20 | |

In vilro diagttostic rneclical Devices. Inlorrnaliorr supplied by tlre rnanulaclurer'

(labellirrg). In vitro <liagrrostic lcflgelts foir professional use

EN ISO l8l l3-4:2011
lrt vilro diagnostic nrcdical Devices. Inlbrrnation supptied by the nranulhcturcr

(labclling). In vilrr diagnostic rcilgents lbr se lf'-t,:sling

LIN ISO l8l l3-.5:20 | |

llN ll-532:2002

hr vitlo diagnoslic rrrcdical rlcviccs - ht lbluration suplllied b1' llrc

rnarrulnclurer (labelling) - Part 5: hr vitro diagrrostic irrstrurnents tbr

self-testing

Gcnernl requirernerrts tbl irr vilro cliaguostic ,,l.d;;;;s tbr selt'-lestirrg

IIN 13612:2002 Per'folrnance evaluation of in vitlo diagno:slic nredical devices

EN 61326-l:2013
Electrical equi;rnrent lbr rneasilrerrrerrt. corrtrol alrd laboralory rrsc. Elr4C

lequirerrrenls. Cerrernl requirenrcrrls

llN 61326-2-6 :20l3

Dlectrical equi;lntcrrt lor nrcasuroncnt, conh'ol and

r-equirclrrcnls - Part 2-6: Palticular requilernenls - lrr

rnedical equiprnerrt

laboratory use - EMC

vitro diaguostic (lVD)

EN 61010-2-l0l:2015

Safetl' lsqlllrcttrcnls for elccllical eqrripLnent f<u' nreasuretrrent, coltlol. arrd

laboraton'use - Part 2-l0l: l)articular lequirerntents tbr ilr vitlo diagnostic

(lVD) rncdical cquipurcnt

EN 62366-t:2015 Mcdical clevices -- Application of usabilit,r engineerirrg to medicnl

EN 6060 l- I -6:201 0+A | :20 | 5
Medical clectrical equipnrerrt. Oeneral requir:nrerrts for basic safetl, ald

esscnlial pclfonrrarrcc. Collatcral standard. Usab ility

EN ISO 175 | l:2003

Itt vitro diagnostic rucdical dcviccs.

sarnples. Metlological traceabil[t1,

conll'ol nralclials

Mcasurcnx:nl of quantitics iu biologic.rl

ol l'alues assigrrcd to caliblators arrd

EN 50-581:2012
Tcchnical docunrelrlation for the assessulent of electrical and electrorric

pr oducls u'ith respect to the restriction of hazardous substances
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The obiect of the declaration descdbed above is in confornig rvith Directive g8/79/ECi,20ll/65/EU of the European

Parliantent and of the Gouncil of 8 June 2011 on the reritrhtion of the use of certain hazardous sulrstances in electrioal
and electlonic equipment.
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