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Mpotuna kot Evappoviopeva Mpotuna

20udwva pe tov Kavoviopo 1025/2012 ywa tnv Evpwnaikni Tuntonoinon:

Mpotumo eilval texvikn mpodlaypadr mou £XEL EYKPLOEL amod avayvwplopEvo dopea
Tunonoinong, yla emavelAnuuevn n owapkn edpoapuoyn, Twv omoiwv n tnpnon Oev
glvall UTTOYPEWTLKN KOl OL OTTIOLEC LUTTAYOVTOL OE Hia ATto TIG AKOAOUBEC KATNYOPLEC:

a) OleBvEC MPOTUTIO: MPOTUTIO TO OTOLo TO omolo €xeL €kdoBel amod 61ebvy dopea
Tumonoinong

B) evpwrnaikd MPOTUTIO: TPOTUTIO TO OTolo £XeL €kO0Bel amod supwTmaikd opyaviopo
Tumonoinong

V) EVOPUOVIOMEVO TPOTUMO: EUPWTAIKO TPOTUNMO TOU €£XeEL €KO0Oel KatoOmv
outpotog tn¢ Emttponn¢ yia tnv epoappoyn thG vopobeoiac evapuoviong

8) €BVIKO TPOTUTIO: MIPOTUTIO TO OToLo £XeL ekO0OeL amo BvIKO PpopEa TuTtomoinong.




2Z)HoVon TWV ITPOTUTIWV

CYS EN 455-3: 2015 Medical gloves for single use — Part 3: Requirements
and testing for biological evaluation

CYS E N 455 3 . 2015 Country National Organization National Document Reference
= . Austria ASI OEMNORM EN 12975-2:2006
e s S T ES— Belgium B NBN EN 12975-2:2006

Bulgaria BDS EN 12975-2:2006
Croatia HRN EN 12975-2:2008

Cyprus CYSEN 12975-2:2006
Czech Republic CSMN EN 12975-2

,
XpOV0§ F—— DS/EN 12975-2:2006
'EKﬁoong Estonia EVS-EN 12075-2:2006

Finland SFS-EN 12975-2
France NF EN 12975-2:2006

Germany DIN EN 12975-2

Ap|6p6g Greece ELOT EN 12975-2:2006
P Hungary MSZ EN 12975-2:2006
Mépoug

Iceland IST EN 12975-2:2006
Ireland 1.5. EN 12975-2:2006
Italy UMNI EN 12975-2

Latvia LVS EN 12975-2:2006

Aplepég Lithuania LST EN 12975-2:2006
npOTOTI'OU Luxembourg EN 12975-2:2006

Malta MSA EN 12975-2:2006
Netherlands NEN-EN 12975-2:2006
Norway NS-EN 12975-2

Eupwnq'ﬂ((') Poland PN-EN 12975-2:2005

. Portugal EN 12975-2:2006
HPOTUTTO Romania SR EN 12975-2:2006
Romania SR EN 12975-2:2006
Slovakia STN EN 12975-2
Slovenia SIST EN 12975-2:2006

npéeauc Spain UNE-EN 12975-2:2006
E6V|K00 ¢0péq Sweden SS-EN 12975-2:2006

Switzerland SN-EN 12975-2:2006
United Kingdom BS EN 12975-2:2006




Evappoviopéva NMpotuna

Standardisation
Request (SReq)

To SReq ywa tov MDR avapévetal va otaAet yia arnodoyxn o CEN/CENELEC tov
AnpiAlo yLa apeon vAomoinon HEXPL TG 27 Mdaiov 2024




Evpwnaikéc Od6nyiec & Kavoviopot pe Evappoviopeva Mpotuna

Toy Safety - Directive 2009/48/EU

Transportable pressure equipment - Directive 2010/35/EU

Restriction of Hazardous Substances in Electrical and Electronic Equipment - Directive 2011/65/EU
Construction products - Regulation (EU) No 305/2011

Pyrotechnic Articles - Directive 2013/29/EU

Recreational craft and personal watercraft - Directive 2013/53/EU

Civil Explosives - Directive 2014/28/EU

Simple Pressure Vessels - Directive 2014/29/EU

Electromagnetic Compatibility - Directive 2014/30/EU

Non-automatic Weighing Instruments - Directive 2014/31/EU

Measuring Instruments - Directive 2014/32/EU

Lifts - Directive 2014/33/EU

ATEX - Directive 2014/34/EU

Radio equipment - Directive 2014/53/EU

Low Voltage - Directive 2014/35/EU

Pressure equipment - Directive 2014/68/EU

Marine Equipment - Directive 2014/90/EU

Cableway installations - Regulation (EU) 2016/424

Personal protective equipment - Regulation (EU) 2016/425

Gas appliances - Regulation (EU) 2016/426 Eurapearn
Medical devices - Regulation (EU) 2017/745 M
In vitro diagnostic medical devices - Regulation (EU) 2017/746

EU fertilising products — Regulation (EU) 2019/1009
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@)
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@)
@)
@)
@)
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loxuc EvappoviopeEvwy npotunwyv — MNepiodoc
ocuvunapénc ek6OGEWV

* Ta evopuoviopeva tpotuna dnpootevovtal otnv enionun ebnuepida tng E.E. (EU
Official Journal). Otav yivel avaBewpnon Twv EVOPUOVICUEVWY TIPOTUTIWV TOTE

yivetatl avadnuooisuon kot kaBopilletal 1o Xpoviko TAALOL0 ocuvUTIOPENC LETAEU
eKOOOEWV.

OLmAnpodopiec auteg eivat dtaBeoipec oto dtadiktuo T.y.

https://ec.europa.eu/growth/single-market/european-standards/harmonised-
standards/medical-devices en

2UuXVA oL SNUOCLEVCELG VEWV ekOOCEWV KaBuoTepoLV N eV eykpivovTal, Kol EVW
EXEL oo POEL Eva TPOTUTIO CUVEXL(EL VAL Elval EVAPLLIOVIOUEVN N TIOLPWXNHEVN
ekdoon. Z€ aUTO To eVOEXOUEVO N Appodia Apxn kaBopilel mowa €kdoon
oo S ExETOL.



https://ec.europa.eu/growth/single-market/european-standards/harmonised-standards/medical-devices_en

17.11.2017 Official Journal of the European Union C 389/29

Commission communication in the framework of the implementation of the Council Directive 93/
42[EEC concerning medical devices

(Publication of titles and references of harmonised standards under Union harmonisation legislation)
(Text with EEA relevance)
(2017/C 389/03)

Date of cessation of
e cada presumption of

First publication O) Rdcn.m.f ofizu‘;nrsuicd conformity of superseded

T standard

Note 1

Reference and title of the standard
(and reference document)

3) (4) (5)

EN 285:2006+A2:2009 2.12.2009 EN 285:2006+A1:2008 21.3.2010
Sterilization — Steam sterilizers — Large steri- Note 2.1
lizers

EN 455-1:2000 30.9.2005 EN 455-1:1993 30.4.2001
Medical gloves for single use — Part 1: Require- Note 2.1
ments and testing for freedom from holes

EN 455-2:2009+A2:2013 16.5.2014 EN 455-2:2009 31.10.2014
Medical gloves for single use — Part 2: Require- +A1:2011
ments and testing for physical properties Note 2.1




Evappoviopéva Mpotuna

* [IpoiovTta Mo LKOWVOTIOLOUV TLC TIPOVOLEC TWV EVOPLIOVICUEVWV

npotunwv Bewpouvtal OtL CUMHopdwWVoVTaL ME TIC BaolKEC
ATOULTAOELC TWV OXETIKWV Evpwnaikwv 0énywwv i Kavoviopuwyv

* H edpappoyn Twv EVOPUOVIOUEVWV TIPOTUTIWV TTOPAEVEL EBEAOVTLKN

* Napaptipota (r.x. Annex ZA, ZZ)
. KaBopilouv TO EVAPUOVIOUEVO HEPOC TOU MPOTUTIOU
. Tteplypadouv TA AMOPAITNTO OTOLXELX Yyl va  UTOpPEL
tornoBetnBel n onuavon CE
. kaBopilouv tn dadikaoia tomoBetnong tng onuovong CE

va




2npovon CE

* CE = Conformité Européenne (Evpwraikn Zuppopdwon)

e KatadelkvUeL OTL To Ttpoiov cuppopdwvetal pe OAecg tic Odnyiec NEog
Mpoogyylonc kat Kavoviopouc mou to adopouv

* Antotelel “SiaBatnptlo acpaAsiac” yla tn vOULUN KUKAodopia Tou
NPOLOVTOC ATtO TTAEUPAC KOWVOTLKOU SLkailou

e ATtalLTELTOL N LKOWVOTIOLNON TOU EVOPUOVIGUEVOU HEPOUC TOU ITPOTUTIOU
(Annex ZA, ZZ kAn.)

* TornoBeteital amo Tov mapaywyo,/KOTAoKEUAOTH KAl TIPETEL Vol ElvaL:

e cudLAKpLTN

* EUAVAYVWOTN KoL

e aveéitnAn

e Aev amoTeAEl oo CURUOPDWONC TNG TTOLOTNTOLG




Evappoviopeva Mpotuna

Turikn Aoun:

a) Apxtkn oeAida eBviknc ekdboonc
B) EBviko Mpooliuto

y) ZeAida titAov npotuTtou (EN)
EVPWTAIKAC EKGOONC

8) Neplexopeva
) Kelpevo mpotumou (EN)

() NMapaptipata =2 ZA, ZZ




Evpwnaikéc Texvikec Emttponéc Tunomoinong mov
gKItOvVouV ntpotuna latpotexvoAoyikou EéomAlopov

CEN/TC 55 Dentistry

CEN/TC 102 Sterilizers and associated equipment for processing of medical devices
CEN/TC 140 In vitro diagnostic medical devices

CEN/TC 170 Ophthalmic optics

CEN/TC 204 Sterilization of medical devices

CEN/TC 205 Non-active medical devices

CEN/TC 206 Biological and clinical evaluation of medical devices

CEN/TC 215 Respiratory and anaesthetic equipment

CEN/TC 216 Chemical disinfectants and antiseptics
CEN/TC 239 Rescue systems

CEN/TC 285 Non-active surgical implants

CEN/CLC/JTC 3 Quality management and corresponding general aspects for medical devices

CEN/CLC/JTC 16 CEN/CENELEC JTC on Active Implantable Medical Devices
CLC TC 62 Electrical Equipment in Medical Practice

CEN/SS S02 Transfusion equipment
CEN/SS S03 Syringes

CEN/SS S99 Health, environment and medical equipment - Undetermined




CYS EN 14683:2019 +AC:2019 Medical face masks -
Requirements and test methods

European foreword

This document (EN 14683:2019+AC:2019) has been prepared by Technical Committee CEN/TC 205
“Non-active medical devices”, the secretariat of which is held by DIN.

This European Standard shall be given the status of a national standard, either by publication of an
identical text or by endorsement, at the latest by September 2019, and conflicting national standards
shall be withdrawn at the latest by September 2019.

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. CEN shall not be held responsible for identifying any or all such patent rights.

This document includes Corrigendum 1 issued by CEN on 7 August 2019.
This document supersedes [£) EN 14683:2019 («].

This document includes the corrigendum 1 which updates a requirement in clause B.7.4.

The start and finis ; red by corrigendum 1s Indic

is document has been prepared under a standardization request given to CEN by the European
Commission and the European Free Trade Association, and supports essential requirements of
EU Directive(s).

For relationshi i irective(s]), see informative Annex ZA, which i
document.




Annex ZA
(informative)

lationship between this European Standard and the esser
irective 93/42/EEC [1993 O] L 169] aj e covered

This European Standard has been prepared under a Commission's standardization request ‘M/295
concerning the development of European Standards related to medical devices' to provide one
voluntary means of conforming to essential requirements of Council Directive 93/42/EEC of 14 June
1993 concerning medical devices [1993 O] L 189].

Once this standard is cited in the Official Journal of the European Union under that Directive,
compliance with the normative clauses of this standard given in Table ZA.1 confers, within the limits of
the scope of this standard, a presumption of conformity with the corresponding essential requirements
ofthat Directive, and associated EFTA regulations.

NOTE1  Where a reference from a clause of this standard to the risk management process is made, the risk

CYS EN 14683:2019 +AC:2019 Medical face masks -
Requirements and test methods

le ZA.1 — Correspondence between this European Standard and Annex I of Directive

93/42/EEC [1993 O] L 169]

Essential : ents of

Clause(s) / sub-clause(s) of

W

Directive 93 /42 /EEC

—thicFN

8.1, first sentence only

5.1.1,5.1.2,5.2.2,5.24,5.2.5,
5.2.6

Covered in respect of:

- integrity during use;

- provision of a means for a
close fit;

- bacterial filtration efficiency;
- splash resistance, where
applicable;

- microbial cleanliness
(bioburden).

Design of the manufacturing
process is not covered.

WARNING 1 — Presumption of conformity stays valid only as long as a reference to this European
Standard is maintained in the list published in the Official Journal of the European Union. Users of this
standard should consult frequently the latest list published in the Official Journal of the European
Union.

management process needs to be in compliance with Directive 93/42/EEC as amended by 2007 /47 /EC. This
means that risks have to be reduced ‘as far as possible’, “to 2 minimum’, ‘to the lowest possible level’, ‘minimized"
or ‘removed’, according to the wording of the corresponding essential requirement.

NOTEZ  The manufacturer’s policy for determining acceptable risk must be in compliance with Essential
Requirements 1,2, 5,6,7, 8,9, 11 and 12 of the Directive.

NOTE3  When an Essential Requirement does not appear in Table ZA.1, it means that it is not addressed by this
European Standard.




CYS EN 13795-2:2019 Surgical clothing and drapes -
Requirements and test methods - Part 2: Clean air suits

European foreword

This document (EN 13795-2:2019) has been prepared by Technical Committee CEN/TC 205 "Non-
active medical devices”, the secretariat of which is held by DIN.

This European Standard shall be given the status of a national standard. either by publication of an
identical text or by endorsement, at the latest by October 2019, and conflicting national standards shall
be withdrawn at the latest by October 2019.

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. CEN shall not be held responsible for identifying any or all such patent rights.




CYS EN 13795-2:2019 Surgical clothing and drapes -
Requirements and test methods - Part 2: Clean air suits

Annex ZA
(informative)

Relationship between this European standard and the essential
requirements of Directive 93 /42 /EEC [1993 O] L 169] aimed to be covered

This European Standard has been prepared under a Commission's standardization request M/295
concerning the development of European standards related to medical devices’ to provide one voluntary
means of conforming to essential requirements of Council Directive 93/42/EEC of 14 June 1993

[Vl Wt BT

concerning medical devices [1995-E4-F+697:

e T standard is cited in the Official Journal of the European Union under that [Mresd
empliance with the normative clauses of this standard given in Table ZA.1 confers, within the limits o
the scope of this standard, a presumption of conformity with the corresponding essential requirements

of that Directive, and associated EFTA regulations.

Where a reference fro:m a clause of this standard tc- the risk management process is made, the
management protessey - LG
means that risks have to be reduced a5 Oile lowest pusmhle level’, ‘minimized
or removed’, according to the wnrdmg of the mrrespnndmg essem:lal requirement.

NOTEZ  The manufacturer’s policy for determining acceptable risk must be in compliance with Essential
Requirements 1, 2, 5,6, 7, 8, 9, 11 and 12 of the Directive.

NOTE3  When an Essential Requirement does not appear in Table ZA.1, it means that it is not addressed by this
European Standard.

Table £A.1 — Correspondence between this European standard and Annex [ of Directive
93/42Z/EEC [O] L 169]

Exsential Requirements of | Clause(s) / subclause(s) of Remarks / Notes
\m@ve 93,42 /EEC this EN
8.1, first sentenceoMiy—— |4, A2.1.A25 Teanliness

(bioburden) and dry microbial
penetration.

9.2, second indent only d A3 and A2A Covered for bursting strength
[(diy) and tensile strength
(dry).

13.6 h). first paragraph only 6.2 Covered for the number of

Teuses.

WARNING 1 — Presumption of conformity stays valid only as leng as a reference to this European
standard is maintained in the list published in the Oficial jJowrnal of the European Union. Users of this
standard should consult frequently the Latest list published in the Official Journal of the European

Union.




AleBvnc HAektpotexvikn Tuntonoinon - IEC

»|EC TC 62 Electrical equipment in medical practice

[ebio epapuoync — H ekmovnon dlebvwy mpotunwv Kot AAAwv
TUTTOTTOLNTLKWYV EYYPOPWV TTOU QPOPOUV TOV NAEKTPLKO E0TTALOLLO,
TA NAEKTOLKO. CUCTNUATO XAAQ KoL AoyLO LKA TTOU
XPNOLUOTTOLOUVTAL OTOV TOUEN TNC UYELAC KAl TIC ETILOPATELC OTOUC
aOUEVEIC, XELPLOTEC, O aAAa mpoowrna kot oto rteptBaAiov




Evpwmnaikn HAektpotexviki Turtonoinon - CENELEC

» CENELEC TC 62 Electrical equipment in medical practice

[ebio epapuoync — H ekrtovnon eVapLoVIOUEVWY TTPOTUNTWV KAl XAAWV TUTTOTTOLNTIKWYV
EYYPAPWV TTOU APOPOUV NAEKTPLKO EEOTTALOUO, NAEKTPLKC. CUOTIUOTO KAl AOYLOLULKO
JTOU XPNOUUOTTOLOUVTOL OTOV TOUEN TNG UYELNC KoL TLC ETTLOPAOELC TOUC OTOUC XOUEVELC,
XELPLOTEC, dAAa mpoowrta Kat oto mepltBaAlov

Mpocoxn:

dlvetal og Bepata aochalelac kot erniboonc m.x. mpootacia amnod akTtivoBoAia,
aodaiela mAnpodoplwy, aslomiotia Twv MANpodopLwy, TIEPLBAANOVTIKEC TTTUXEC KOl
ocUUBAAAeL og BEpaTa KOVOVIOUWVY Kol VopLoBeaioc

O TopENC TNC UYELac TiepAapPAVEL KOl TLC UTINPECLEC IpwTEC BonBelag, kat'oikov
neplbaAPnc kaBwc Kal UTTooTNPLENC ATOUWVY LE AVOTTNPLEC




Kuplotepec oelpEC mpoTUTTWV

H oslpa potuniwyv EN 60601 KAAUTITEL TG ATALTOELS aoPAAELOC,
armodoonc Kot NAEKTPOMOYVNTLKNC CULBOTOTNTOC TOU LATPLKOU NAEKTPLKOU
eEOMALOMOU Kall cuoTNUATWY Kol TtepthapBavel 70 tpotuna

»EN 60601-1 Medical electrical equipment - Part 1: General requirements
for basic safety and essential performance

»EN 60601-1-X define the requirements for certain aspects of
performance and safety

»EN 60601-2-X define the requirements for specific products or
measurements built into products




CYS EN 60601-2-50:2009
(Including A1:2016,A11:2011)

»Medical electrical equipment - Part 2-50: Particular
requirements for the basic safety and essential performance
of infant phototherapy equipment

» MeplhapBavetol to Annex ZZ To omoLo TEPLEXEL TTANPOPOPLEC
YLOL TLC PAOLKEC QTTOLTNOELG TIOU LKOvoTtoLouvtal oo tnv Odnyia
93/42/ EEK

» EvapUoVIoUEVO TTPOTUTIO




CYS EN 80601-2-50:2009/A11:2011
EN 60601-2-50:2009/A11:2011

Replace Annex 27 of EN 606017-2-50:2009 by:

Annex 22
(informative)

Coverage of Essential Requirements of EC Directives

This European Standard has been prepared under a mandate given to CENELEC by the European
Commission and the European Free Trade Association and within its scope the standard covers all
relevant essential requirements as given in Annex | of the EC Directive 93/42/EEC except as follows:

Essential Requirement Ga

Essential Requirement 7.1

Essential Requirement 7.4

Essential Requirement 7.5 paragraph 2 & 3
Essential Requirement 13.6 (qQ)

Compliance with this standard provides one means of conformity with the specified essential
requirements of the Directive concerned.

WARNING: Other requirements and other EC Directives may be applicable to the products falling within
the scope of this standard.




CYS EN 60601-1-3:2008
(Including A11:2016, AC:2014, Al :2013)

»Medical electrical equipment - Part 1-3: General requirements
for basic safety and essential performance - Collateral
Standard: Radiation protection in diagnostic X-ray equipment

» MeplhapBavetol to Annex ZZ To omoLo TEPLEXEL TTANPOPOPLEC
YLOL TLC PAOLKEC QTTOLTNOELG TIOU LKOvoTtoLouvtal oo tnv Odnyia
93/42/ EEK

» EvapUoVIoUEVO TTPOTUTIO




EMN 60601-1-3:2008/A11:2016

Table Z7.1 — Relationship between Essential Requirements of Directive 93/42/EEC

amended by 2007/47/EC, and Clauses and subclauses of this standard

Essential Requireaments

Coverage of EN GO0G01-1-3:2003 +
A1:2014 + A11:2016

GENERAL REQUIREMENTS

General Guidance notes 1 to &6 shall be observed

The devices must be designed and manufactured
im such a way that, when wused wuwunder the
conditions and for the purposes intended, they
will mot compromise the clinical condition or the
safety of patients, or the safety and health of
users or, where applicable, other persons,
provided that any nsks which may be associated
with their intended use constitute acceptabla risks
when weighed against the benefits to the patient
and are compatible with a high level of protection
of health and safety.

This shall include:

If the manufacturer: follows this
standard ir kis design arnd
manufacturing process, this
European Standard gives a wvaluable
set of technical requirements to
assist in fulfiflilng this ER with regard
to general ! X-ray radiation-related
aspects of the clinical condition or
the safety of patients, or the safety
and health of wusers or. whers
applicable, other persons (refer to
Clauses 4 to 13 . of this collateral

standard]).

reducing, as far as possible, the nisk of
use error due to the ergonomic features of
the device and the environment - in «which
the dewvice is intended to be used {(design
for patient safety), and

Covered 1. respect of aspecis
contameaed in Clauses & and 6.

consideration of the technical knowledge,
experience, education -and fraining  anod
where applicable the medical and physical
conditions of intended wusers (design  for
lay, professional, disabled or other users}):

Coverad In respect of
contained in 5.2.4

aspects

Seneral Guidance notes 1, 2, 3, 4, 5, & shall be observed

The solstions  adopted by 'the manufacturer for

the design and construction of the devices must
e e e e e e e e T e i e e e s T e (DRSNS 0020202 2 2

coveraed wunder the
2nd paragraph

1st paragraph
condition that




Xpnon Mpotunwv otic ANUOcLeC ZUMBAOELC




Evpwnaiko kat EOviko NopoOetiko mAaiolo

»006nyia 2004/18/EK (tou Eupwraikol KowvofouAiou Kot
2upBouAiou tTne 31nc Maptiou 2004) epl CUVTOVIOMOU TWV
Stadikaolwyv cuvoadnc Anpociwyv ZUUBACEWVY Epywy,
NMPOUNOELWV KOl UTINPECLWV

»Nopoc 73(1)/2016 Nopoc mou npoBAETEL yia tTn pLOULON TWV
Stadkaolwyv cuvaypnc dnuooiwv cupBacswv Kot yio cuvadn
Bcpata tou 2016 - Anpootevtnke 28 AntplAiou 2016




ANUOGCLEC ZUMPBACELCG

2 UVATITOVTOL YPATITWE LETOEV EVOC 1 TIEPLOCOTEPWV OLKOVOLLLKWV
Dopewv Kol pLog N meploocotepwv Avabetovowv Apywv Kal
£XOUV WC OVTLKELUEVO

* TNV EKTEAECN EpPYWYV,

* TNV npounBeLa tpoloviwy, N

* TNV MAPOXN UTINPECLWV




Avadopa otic Texvikec MpodiaypadeEc

Odényia 2004/18/EK Nopoc 73(1)/2016

KedaAaro IV ApBpo 23 Meépoc Il KepaAoawo 3 ApOpo 39

Texvikec MpodlaypadEc Texvikec Mpodiaypadec




Texvikéc Mpodlaypadec (39 §3)

a) Qc emOO0ELC 1 AELTOUPYLKEC QTTALTAOELS, OCUMTMEPLAAUBOVOLEVWY TWV
MEPLPAANOVTIKWY  YOPOAKTNPLOTLKWY, UTIO TNV TpolmoBson oOtL oL
TIOEPEVEC TIOPAUETPOL Elval EMAPKWEC OKPLBELC, WOTE VA ETUITPETOUV
otTouc Tpoodepoviec va npoodlopi{louv TO AVILKELHEVO TNC oupPBaonc
KOlL OTLC avalOETOUOEC apxEC va avaBeTouv tn ocupBaon
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Texvikéc Mpodiaypadec (39 §3)

B) pe maparmounn o€ TEXVIKEC mpodlaypadEC Kal, LE OELPA TIPOTEPALOTNTAL,
v o€ €OVIKA TIPOTUTIAL TTIOU METODEPOUV EUPWTTAIKA TIPOTUTIA,

v EUPWTTALKEC TEXVLKEC OlELOAOYNOELC,

v KOLWVEC TEXVLKEC TPOSLaYPadEC,

v’ 5LeBvn) mpoTuTa,

v @A\ TEXVIKA cuoTApaTa avadopdc tou €xouv BeoTioTtel amd supwrnaikoUg
OPYQVLOMOUC TUTIOTIOLNONC OE KUTIPLOLKAL TIPOTUTIA,

v KUTIPLOLKEC TEXVIKEC EVKPLOELC 1 KUTIPLOLKEC TEXVLKEC TtPOSLaypadEC 0TOV TOUEN TOU
oXeOLOOOU, TOU UTTIOAOYLOMOU KOl TNC EKTEAECNC TWV EPYWV KoL TNC XpNOLUomoinong
TWV TtpounBeLwv.

KaBe mapamnounn cuvodevetal amno tn Hveia «r Looduvauo»:

9




Texvikéc Mpodlaypadec(39 §3)

V) W eTOOCELC 1] AELTOUPYLKEC ATIOLTAOELC KOTA Ta opL{OYEVA OTNV
rnopaypado (o), Le TAPATTOUTIH, WC TEKUAPLO CUUUOPPWONC TIPOC TLC EV
AOYw €TILOOCELC 1] AELTOUPYLKEC ATIALTAOELC, OTLC TEXVIKEC TtpodLaypadEC
nov avadepovtoal otnv napaypado (B):

8) ue maparourn oTLc TEXVIKEC tpodLaypadeC Tou avadEPOVTAL OTNV
riapaypado (B) ylo oplopEVO XOPOAKTNPLOTLKA KOL LE TIALPOTTOUTTH OTLG
eTILOOOCELC N OTLC AELTOUPYLKEC QTTALTIOELG TTIOU avadhEPOVTAL TNV
rnopaypado (o) yro aAAo xopaKTNPLOTIKAL.




Texvikec Mpodlaypadec(39 §5)

Otav n avaBetovoa apxn xpnolpomnoLeL tn Suvatotnta MAPOTTOUTT G OTLG
TEXVIKEC TtpodLaypadec pe avadopa o€ ipotura N podlaypodec, dev
arnoppilmtel mpoodopa HE TNV aLtlioAoyla OTL Ta £pya, OL TTPOUNBELEC ) OL
UTtNPEOCLEC yla TIC omtolec utoBaAAetal mpoodopa dev MAnpouLv ta
NPOTUTIO/TEXVIKEC TtpodLaypadEc, ebooov o tpocdopodOTN
armobeLKVUEL oTnV tpoodopa Tou, e KABe evOedELYUEVO LETO,
oUHTTEPLAAUPAVOUEVWY TWV ATIOOELKTIKWY HEOoWV (EkBEoeLC SoKkLpwy,
niiotonoinon kot AAAQ AoOOELKTIKA LECA), OTL OL AUGELC TTOU TIPOTELVEL
nAnpouv, Katd L.ooSUVALLO TPOTIO, TLC ATALTNOELS TTou KaBopillovtal amo
TLC TEXVLIKEC TtpodLaypadec.




Maparmounn o TPOTUNA
H oelpa npotipunonc:

1. ota EBvika mpotuma mou amoteAoUv petadopa Eupwmaikwy mpotunwy, T.X.

v" EN 60601-1-2:2015 ‘ CYS EN 60601-1-2:2015
Medical electrical equipment - Part 1-2: General requirements for basic safety

and essential performance - Collateral standard: Electromagnetic compatibility
Requirements and tests

Anpooievon otnv enionun Epnuepida tnc Anpokpatiag (Yio0€tnon)




Mapoamounn o€ MPOTUNA

2. 2e Alebvn mpotuna ov ekmovouv ot AteBveic Opyaviopol Tumonoinong
ISO, |EC, ITU

v'ISO 31000:2018
Risk management — Principles and guidelines
v'IEC 63042-1 Ed. 1.0
UHV AC transmission systems: Part 1 - System design




Mapoamounn o€ MPOTUNA

3. n otav auvta 6&v untapyouv, ota EBvika (CYS) mpotuna, r.x.
v' CYS 48:1989
Mpodiaypadn yLa anmAec okKANPEC CWANVEC ATTO LOVWTLKO UALKO

”~<

\
\
M “

yLOL NAEKTPOAOYLKEC EYKOTOAOTAOELC




Anpootec ZuppBaoceic & MNpotuna

» Otav xpnotpomnotoUvtal tpotuna Ba mpEmel var aokoAouBeital n
akoAouBn oelpa npotepatotntac, SeOopeEVOU OTL e€UMNPETOUV
TO OKOTIO TIOU QUTALTELTAL OO TNV avalBETov o APXN:

1. CYS EN XXXXX:XXXX, CYS EN ISO XXXXX:XXXX, CYS EN [EC
XXXXX: XXXX

2. 1SO XXXXX:XXXX, [EC XXXXX:XXXX
3. CYS XXXXX:XXXX
4. BS, DIN, EAOT kATt




Anpootec ZupBaocsic & MNpotuna

» Mo amo tig appodiotntec tou CYS eival Kat n evhpuEPWON
OAWV TWV eVOLAPEPOUEVWV HEPWV VLA TLC EEEALEELC OTOV TOUEQ
tn¢ Tumonoinong, OTwWC:

v VEEC EKOOOELC TIPOTUTIWV

v TPOTIOTIOLNOELC TIPOTUTIWV
v avaBewpnoelc mpotumwy
v ONMOCUPOELC TIPOTUTIWV




Mwotonoinon, Awamntiotevon kat Kowvomoinon




Mwotonoinon (Certification)

Mwotomoinon sivatl n aétoAoynon tng cUppopdwaong amo tpito aveéaptnto popea OTL
npoiovta, dlepyaociec, ocvotApata N TTPOOWTO CUUUOPPWVOVTOL HE TIC QTTOLTHOELS
OUYKEKPLUEVWY AleBvwv / Evpwrnaikwy / EBvikwyv Mpotinwyv

»CYS EN I1SO 9001:2015 Quality management systems. Requirements

> CYS EN 1SO 13485:2016/AC:2018 Medical Devices - Quality Management Systems —
Requirements for regulatory purposes

»CYS EN 13795-2:2019 Surgical clothing and drapes - Requirements and test methods - Part
2: Clean air suits

»CYS EN 14079:2003 Non-active medical devices - Performance requirements and test
methods for absorbent cotton gauze and absorbent cotton and viscose gauze




Xpnowot Oplopol

AfLoAdynon tn¢ cuppopdwonc: n dtadkaoia pe TNV omoila amodelKVUETAL KATA TTOOOV
nAnpouvTal ol ELOLKEC amaLTnoELS Ttou adopouv poiov, dltadlkaclia, unmnpecia, cuoTnua,
MPOoWTo N dopea

Opyaviopog aéloAoynong tng CUMHOPPWONG: OPYyavioHOC O OToLoG TPOYUOTOTIOLEL
dpaoTNPLOTNTEC aéloAoynong g oUUpOpPwWOnNG, cupnepAapBavouEvwy
BaBuovopnoswyv, SoKLUWY, TILOTOTIOLNONG KOl EAEYXOU.

Motog eA€yxeL Touc Opyavicuou¢ autoug;

EOvikOG Opyaviopag ALAMioTEVONG: O LOVOG OPYAVLIOHOG KPATOUG HEAOUC TTOU €KTEAEL TN
Sdlamiotevon emni tn PAocel e€ouclag MOV TOU TIOPEXEL TO KPATOC AUTO.

Awantiotevon: Awadikaoia pEow tng omoiag afloloyeitatl n texvikn enapkela (Technical
Competency) Twv opyaviopwv Tou KoAouUvtal vo aéloAoynoouv ocuppopdpwon Tu.x.
bopEwv TLoTOTIOLNONC, EPyacTNPiwv Kal AAAWY dopEwV EAEYYXOU




®OPEIZ
NIZTONOIHzHZ

®OOPEAZ2
AIANIZTEYZH2

EPTAZTHPIA
AOKIMQN &
AIAKPIBQ2ZEQN

®OPEIZ
EAEMXOY



Awantiotevon (Accreditation)

Awadlkaola pEow TNC omoilag aflodoyeital n texvikn emnapkela (Technical
Competency) Twv opyaviopwyv TIou KaAouvtal va aéloAoyrnoouv cuppopdwaon
1.X. POPEWV TILOTOTIOLNONG, EPYACTNPLWV KoL AAAWV POPEWV EAEYYOU TL.X.

DOPEI2 MPOTYMNA

CYS EN ISO/IEC 17021-1:2015 - A€loAoynon tn¢ cuppopPpwong -
Amtattioelg yia dopeic embBewpnong Kol mLotonoinong cuoTNUATWY

MNMwotomnolnong Slaxeiplong

CYS EN ISO/IEC 17025:2017 - I'EVIKEC QTOUTACELG YLOL TNV LKAVOTNTO TWV
gpyaotnpiwv SokLpwv Kot StakplBwoswv

EpyaotnipLa

CYS EN ISO 15189:2012 - KAwwka Epyaotrpla, ATTOUTACELS yLa
Motdtnta kot Texvikn Emapkela

CYS EN ISO/IEC 17020:2012 - Awadikaolec ZUuppoppwaonc, AMOULTAOELG
Aettoupylag yio Opyaviopoug EAgyxwv




Kowornownpévolr Mopeic (Notified Bodies)

= E{vait Opyaviopot Muotomnoinong kot EAEyxou, kaBwc kot Epyaotnplo Sokluwy, ot

onoiotL eivat ot Ogon va Oievepynoouv Tic Sladikaociec PBeBaiwonc Ing
OCUMHOpPWONG. TOU EevtAdooovtal KATw amo Tti¢ Evpwnaikéc Odnyiec n
Kavoviopoug

= EyKpilvovtal mpwTta armo thv Appodia Apxn Kabe kpAdtouc LEAOUC N omola OTh
OUVEYXELO TOUC «Kolvorolel» otnv Eupwnaikn Emtponni

= [IpEMEL val

"yl TANPOUV TLC KATAAANAEC TEXVIKEC POUTIOOE0ELC

"yal ELVOL VEEAPTNTOL, ALEPOANTITOL KOl AELOTTLOTOL

"yl LKOVOTTOLOUV TLC QTTOULTAOELG TILOTOTIOLNONG OTIWCE QUTEC opilovtal ot odnyleg
* Ta MiotomolnNTka 2uppopdwong mou ekdidouv Loxvouv os OAn tnv E.E
* Anpooigvon kataAoyou amo tnv Evpwmnaikn Entpornn (TakTik) avovewaon)




Kowomnoiwnuévol @opeic

https://ec.europa.eu/growth/tools-databases/nando/

Notified bodies
Nando Legislations

Country o ) )
» 90/385/EEC Active implantable medical devices

93/42/EEC Medical devices NANDO =

Body
Construction products
Free search

Mutual Recognition
Agreements

Protocol on Ireland/Northern
Ireland

CETA Protocol on
Conformity Assessment

Notifying Authority -
Notification procedures

Accreditation Body

Glossary

Single Market and
Standards - links

79/EC In vitro diagnostic
M0N0 _in the environment by equipment for use outdoors

2006/42/EC Machinery

2009/48/EC Safety of toys

2010/35/EU Transportable pressure equipment
Regulation (EU) No 305/2011 - Construction products
2013/29/EU Pyrotechnic articles

2013/53/EU Recreational craft and personal watercraft
2014/28/EU Explosives for civil uses

2014/29/EU Simple pressure vessels

2014/30/EU Electromagnetic compatibility
2014/31/EU Non-automatic weighing_instruments
2014/32/EU Measuring_Instruments Directive
2014/33/EU Lifts and safety components for lifts

atmospheres (recast)

2014/53/EU Radio equipment
2014/68/EU Pressure equipment
2014/90/EU Marine equipment
Il the interoperapDine e rail system
Regulation (EU)_2016/425 Personal prote®ye equipment
Regulation (EU) 2017/746 on in vitro diagno}tic medical devices
egulation (EU) 2017/745 on medical ded

New
Approach
Notified and
Designated
Organisations



https://ec.europa.eu/growth/tools-databases/nando/

2NMOAVILKA ONUEia

»H Awamntiotevon elvat o TPOMOC va amodelkvUouv oL opyaviopoil a&loAdynong
ocuppoppwonc (popeic motonolnong, epyactipla K.a.) TNV TEXVLKI TOUG ETIAPKELOL.

»2tnv Kompo o EBvikog Dopéac Awamiotevong eivalt o Kumplakog Opyaviopog
Mpowbnong Mowotntag (KOMM) oto Y. E.E.B.

»Aev  efumtakoUeTalL OtL €voc ¢dopeac Tmou eival SlamioteupEVoC eival  Kat
«KolvoTolnEVoC» 1} avtiotpoda.

» Xpelaletal «Kowomoinon» Twv Opyaviopwyv Tou Slevepyoulv afloAoynon Ttng
CUUMOPpPWONC UE TIC Baolkég Antattoelg tTwv Eupwmaikwv Odnywwv ) Kavoviopwv —
ovaAoya LLE TNV KOTnyopLomoinon Tov npeoiovtoc.

» 2tnv Kompo n Appodia Apxn yia tnv Kowvomoinon eival to Y. E.E.B. To omoio avaioya
LE TO qVTIKELHEVO, ovotnvel Emutpomec Eykplong OTIC OTOLEC OUMUETEXOUV
EKTIPOOWTIOL TWV EUTIAEKOLEVWV YTTIOU pYELWV KABWC Kat ekrpoowroc tou KOMM.
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CYS EN 13485 kat CYS EN ISO 9001




CYS EN 13485 kot CYS EN I1SO 9001

CYS EN ISO 9001:2015 — 2votnua Ataxeiplong
Molotntac — ATOULTNOELG

CYS EN ISO 13485:2016/AC:2018 Mpoidvta yla
LOTPLKN Xpron - Zuotnpata dtaxeiplong tng
noLotTNTAC - ATTALTAOCELC CUOTHATOC YL
KOVOVLOTIKOUC OKOTIOUC

CYS EN I1SO 13485:2016 (E)

Annex B
(informative)

Correspondence between ISO 13485:2016 and ISO 9001:2015

Tables B.1 and B.2 show the correspondence between IS0 13485:2016 and ISO 9001:2015.

Table B.1 — Correspondence between ISO 13485:2016 and ISO 9001:2015

** Agv elval Looduvapua

** Aev umtapyouv Eupwrnaika MNpotuna
TIoU va ival Looduvapo LETAEL TOUC.

Clause in IS0 13485:2016

Clause in IS0 9001:2015

1 Scope
4.1.1 (no title)

15cope
4.3 Determining the scope of the quality m

anagement system

4 Quality management system

4 Context of the organization

4.1 Understanding the organization and its co
4.2 Understanding the needs and expectati
4.4 Quality management system and its processes

ntext

ions of interested parties

4.1 General requirements

4.4 Quality management system and its processes

8.4 Control of externally provided process

4.2 Documentation requirements

7.5 Documented information

4.2.1 General

7.5.1 General

4.2.2 Quality manual

4.3 Determining the scope of the quality m




OpoAoyia otic Anpnootec ZUUPBAOELC

* MoTomoNTKO oUPHOpPwong pe to rpoturo CYS EN 1SO 13485:2016/AC:2018
“Medical devices - Quality management systems - Requirements for regulatory
purposes” Tn¢ KATOULOKEVAOTPLOC ETALPELAC ATtO OLATILOTEVUEVO PopE TILOTOTOLNONC.

 MoTtomoLNTko cuppopdwonc pe to poturto CYS EN 1ISO 9001:2015 “Quality
management systems — Requirements” tou olkovopLkoU dopEa oo SLOTLOTEUUEVO
dopEa nLotomnoinonc.




EuXOpLOTOUHE yLa TNV TPOOCOXN OO




