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Avakoivoen ¢ Emtpomic oto mlaicio g e@appoyns e odnyiac 98/79/EK tou Eupendikol
Kowofouliov kat tou ZupPouliou, ¢ 27n¢ Oktefpiov 1998, yia ta tatpoteyvoloyika fondipata

mou xprotponotovvtat oty Sidyveor in vitro
(Anpooicvon TTA@Y Kkar OTOWEIWY QVaPOPAC EVAPUOVIOUEVOY TIPOTUNWY PACEl TG EVWOIaKNG Vopodeoiag
EVAPUOVIOTC)
(Keipevo mov agopd tov EOX)
(2015/C 226/03)
Hpspopqvia néng g
gupmna'ﬁ((")g Ttoreio avagopls kat TITAOG Tou TpoOTUToU oom & ; EE E , l%ﬁs;ﬁ:&g&fgg f_][gll())U
T PYATIOROG | (Eyypago avagopic) porm Onposievon YYpago avagopas AVTIKATACTONE—VTOG
unomoinong () .
TPOTUTOU
Snpeioon 1
1) ) () (4) ()

CEN EN 556—1:2001 31.7.2002 EN 556:1994 + Huepopnvia AMyéng
AToOTEIpWOT TIPOIOVTWY Yio 1aTPIKT XpoT — A1:1998 (30.4.2002)
AMaIToeIG yio TPOTOVTAL Yial 10TPIKY XPrjoN (OTE Snueivon 2.1
va yapaktpiodolv oG ITEIPA — Mépog 1:
ATaITAoELG Y1 TENKA AMOCTEIPOEVE TPOIOVTa yid
waTpi) xpron
EN 556—1:2001/AC:2006 15.11.2006

CEN EN 556—2:2003 9.8.2007
Amootelpwon TPOIOVIWY Yl 1aTpiKi) Xprion —
ATaITi|oeig yio mpoiovia yio WTPIKN Xprion GOTe
va yapaktpiodolv oG ETEIPA — Mépog 2
Amaitoeig yia mpOIOVIAL yia 10TPIKY XPror TOU
vgiotavtar diepyaoies und cuvdrkeg aomyiag

CEN EN 980:2008 23.7.2008 EN 980:2003 Hpepopnvia Anéne
TupPola yia xprion otV EMOHHAVOT TPOIOVIOV Yid Snueloon 2.1 (31.5.2010)
waTpic) Xpron

CEN EN ISO 11137—2:2013 16.1.2015 EN ISO 11137— Hyepopmvia Migng

ATOOTEIpOOT  TPOIOVILY 1ATPIKIG  PpovTidag — 2:2012 (30.11.2014)
AktivofoNia — Mépog 2: Kaditpwon e doong Snueioon 2.1
anooteipworng (ISO 11137—2:2013)
CEN EN ISO 11737—2:2009 7.7.2010
AmooTelpwon TPOIOVIWY Yl 10Tpikl) Xprion —
Mikpofiohoyikés pédodor — Mépog 2: Aokipiég
OTEPOTNTAG EQPUPHOLOLEVEG OTOV KADOPIOHO, EMIKU-
pwor kat Statpnon piag Siepyaoiag anootelpwong
(ISO 11737—2:2009)
CEN EN 12322:1999 9.10.1999
In vitro dlayveoTikd mpoidvTa yia lTpikn Xprion —
Opentika UAKG yia T pikpofroloyia — Kprrjpia
anddoong yia dpentikd Nk
EN 12322:1999/A1:2001 31.7.2002 Znpeivon 3 Hpepopnvia Aiéng

(30.4.2002)
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1) 2 () 4 ®)
CEN EN ISO 13408—1:2011 19.8.2011
Aonmukn enegepyacia TPOIOVIWY 1ATPIKTG PPOVTI-
dag — Mépog 1: Tevikéc anartrjoetg (ISO 13408—
1:2008)
EN ISO 13408—1:2011/A1:2013 16.1.2015 Snueiwon 3 Hpepopnvia Aiéng
(30.11.2014)
CEN EN ISO 13408—2:2011 19.8.2011
Aonnuikr| enegepyacia TPOIOVIGY 1OTPIKAG YPOVTI-
dag — Mépog 2: Audnon (ISO 13408—2:2003)
CEN EN ISO 13408—3:2011 19.8.2011
Aonmukn) enegepyaocia mPOIOVIOV 1ATPIKIG PPOVTI-
dag — Mépog 3: Avogilonoinon (ISO 13408—
3:2006)
CEN EN ISO 13408—4:2011 19.8.2011
Aonnuikr| ene€epyacia TPOIOVIGY 1OTPIKAS PPOVTI-
dag — Mepoc 4: Teyvoloyiec enttomiou kadapiopov
(ISO 13408—4:2005)
CEN EN ISO 13408—5:2011 19.8.2011
Aonnikr| enegepyacia TPOIOVIGY 1OTPIKAS YPOVTI-
dag — Mépog 5: Emtoma anooteipwor) (ISO 13408
—5:2006)
CEN EN ISO 13408—6:2011 19.8.2011
Aonmuikr| enegepyacia TPOIOVIGY 1ATPIKIG YPOVTI-
dag — Mépog 6: Zuotiuata anopovetipa (ISO
13408—6:2005)
CEN EN ISO 13485:2012 30.8.2012 EN ISO 13485:2003 Hpepopnvia Aiéng
Tpoiovta yia wtpiki) xprion — Zvotipata diayei- Snpeivon 2.1 (31.8.2012)
PLONG TNG TOLOTNTAG — ATALTHOEIS GUOTIHATOG Yiat
Kkavoviotikoug okomoug (ISO 13485:2003)
EN ISO 13485:2012/AC:2012 30.8.2012
CEN EN 13532:2002 17.12.2002
Tevikée anartioels in vitro SlayveooTikGy TpoiovIey
YO LTPIKT) XPTON Yl auTodidyvwon
CEN EN 13612:2002 17.12.2002
Extipnon ¢ anodoong in vitro Suayveotikdv
TIPOLOVTWV Yial LTPIKT) XPrioT
EN 13612:2002/AC:2002 2.12.2009
CEN EN 13640:2002 17.12.2002
Aokt otadepoTnTag yia in vitro Siayveotikd
avudpaotrpia
CEN EN 13641:2002 17.12.2002

EEahewyn 1 peiwon g dwkvduveuons Noipwéng
OXETIKNAG € Ta in Vitro diayveotikd avtdpaotrpia
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o)

(2)

6)

CEN

EN 13975:2003

Awadikaoies detypatodnpiag yia dokipr anodoyrs
dayVOOTIKGOV TPOIOVTLV in Vitro yia watpikn Xprjon
— Ofpata oTaTIoTIKNG

21.11.2003

CEN

EN 14136:2004

Xprjon TPOYPapHATOY ESOTEPIKNG aEOAOYNONS TNS
nodTTag yi v aglohoynon g enidoong Twv
dadikaciov in vitro Siayveotikey eketdoewy

15.11.2006

CEN

EN 14254:2004

AlryvooTika mpoiovTa yia atpikn Xprjon in vitro —
Yrnodoyeic pag ypriong yia m) cuAhoyn derypdatwv,
aMov My aipatog, anod avdpenoug

28.4.2005

CEN

EN 14820:2004
[Tepiektes piag xprjons yw ouloyn detypdrtov
AePikol aipatog

28.4.2005

CEN

EN ISO 14937:2009

ATooTelpwon  TPOIOVTGY 1aTPIKiG  @poviidag —
TeviKéG amaITi)OELS yia TOV XapakTipLopo eVOg HEGOU
AMOCTEIPWONG KAl Yial TV avamtugn, emkUpwot Kat
ouviidn  &\eyyo piag  dadikaciag amooteipwong
mpolovVTLY yia atpikr) xprjon (ISO 14937:2009)

7.7.2010

EN ISO 14937:2000
Snpeloon 2.1

Hpepopnvia Aiéng
(30.4.2010)

CEN

EN ISO 14971:2012

[Ipoidvta yia 1atpikr) ypron — Egappoyr g
duayeipiong Srakwduveuong oe mpoidvta yia 10TPIK
xpnon (ISO 14971:2007, Corrected version 2007
~10—01)

30.8.2012

EN ISO 14971:2009
Snueiwon 2.1

Hpepopnvia Aiéng
(30.8.2012)

CEN

EN ISO 15193:2009

In vitro dayveoTikd mpoiodvTa yia tTpikr) Xprion —
Métpnon nocotitev oe delypata froloyikrg mpot-
\euong — AMITHOEIS yia TO TEPLEYOPEVO KAl TIV
napouclact TV dadikaclov HETPNONG avagopas
(ISO 15193:2009)

7.7.2010

CEN

EN ISO 15194:2009

In vitro diayveotikd mpoidvTa yia laTpikn Xprion —
Métpnon nocotitev oe detypata Proloyikrg mpos-
\evong — Amautiioeig yio TOTOMOMHEVA UNIKA
avagopag Kal ylo TO MEPIEYOHEVO TG UTIOOTIPIKTI-
Kkn¢ tekpnpioong (ISO 15194:2009)

7.7.2010

CEN

EN ISO 15197:2003

Suotpata  SlayVOOTIKGY €peuvGy in  vitro —
Anartioeig yia cuoTpata tapakoAotdnong yAuko-
(N6 aipatog yia autoéleyyo yia T dwayeipion tou
cakxapadoug dwafim (ISO 15197:2003)

28. 4.2005

EN ISO 15197:2003/AC:2005

2.12.2009
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(2)

6)

CEN

EN ISO 17511:2003

In vitro dtayveotikd mpoidvia yia waTpikr Xprion —
Métpnon nocotitwv oe detypata Proloyikrg mpos-
\evong — Metpohoyiki) viAaGIHOTTA TV TIHGY
mou anodidovtar ota UNika Padpovopneng kat ota
uhika e\éyyou (ISO 17511:2003)

28. 4.2005

CEN

EN ISO 18113—1:2011

In vitro diayveotikd mpoidvTa yia laTpikn Xprion —
[T\npogopieg mou mapéyovtal and TOV KATAGKEUd-
ot (emonpavern) — Mépog 1: 'Opot, opiopoi kat
yevikeg anartroelg (ISO 18113—1:2009)

27.4.2012

EN ISO 18113—
1:2009
Snueiovon 2.1

Hpepopnvia Aiéng
(30.4.2012)

CEN

EN ISO 18113—2:2011

In vitro dlayveoTikd TpoiovTa yia lTpikn Xprion —
[T\npogopieg mou mapéyovtal and ToV KATAGKEUd-
ot (emorjpavon) — Mépog 2: In vitro diayvwotikd
avudpaotipia  yio  emayyehpatikr) xprion  (ISO
18113—2:2009)

27.4.2012

EN ISO 18113—
2:2009
Snpeloon 2.1

Hpepopnvia Aiéng
(30.4.2012)

CEN

EN ISO 18113—3:2011

In vitro dlayveoTikd mpoiovTa yia laTpikn Xprion —
[T\npogopieg mou mapéyovIal and ToV KATAGKEUA-
ot (emonpaven) —Mépog 3: In vitro diayveotikd
opyava yia enayyelpatikn ypron (ISO 18113—
3:2009)

27.4.2012

EN ISO 18113—
3:2009
Snpeloon 2.1

Hpepopnvia Aiéng
(30.4.2012)

CEN

EN ISO 18113—4:2011

In vitro dlayveoTikd TpoiovTa yia lTpikn Xprion —
[T\npogopieg mou mapéyovtaL and Tov KATAGKEUA-
ot} (emorjpavon) — Mépog 3: In vitro diayvwotikd
avudpaotipie yia avtodok (ISO 18113—
4:2009)

27.4.2012

EN ISO 18113—
4:2009
Snpeloon 2.1

Hpepopnvia Aiéng
(30.4.2012)

CEN

EN ISO 18113—5:2011

In vitro dlayveotikd mpoidvTa yia Tpikn Xprion —
[T\npogopieg mou mapéyovial and ToV KATAGKEUd-
ot (emorjpavon) — Mépog 5: In vitro diayvwotikd
opyava yia avtodokip (ISO 18113—5:2009)

27.4.2012

EN ISO 18113—
5:2009
Snpeloon 2.1

Hpepopnvia AMéne
(30.4.2012)

CEN

EN ISO 18153:2003

In vitro diayveotikd mpoiovta yia waTpikr) Xpron —
Métpnon nocotitev oe detypata froloyikrg mpot-
\euong — Metpohoyiki) vAQCIHOTITA TV TIHGY
Yi KOTOAUTIKT]  GUYKEVTPWOT Tov eviUpov mou
anodidovtar ota vAkd Padpovopnong kat ota UAKG
e\éyyou (ISO 18153:2003)

21.11.2003

CEN

EN ISO 20776—1:2006

AOKIIEG  KAIVIKOV — €pyaoTnpiov Kol  GUGTHHATA
dayveotikev epeuvev in vitro — Aokipéc emde-
KTIKOTITAG HONUGHATIKGOV TAPAYOVTGY Kal EKTIHNoN
™mg enidoong dataewv doxiung avripkpoprakng
embextkotyrag — Mépog 1: Médodog avagopag
yia Ty in vitro dokiu) evepyomyrag tov avi-
HKPOPIaKGY TAPAYOVTOV EVaVTL YOPYA aVATTUGGO-
pévev agpofikdv faktnplov mou epmAékoviar o€
poluopatikéc aodéveies (ISO 20776—1:2006)

9.8.2007
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o) (2) 6) (4) ()
Cenelec EN 61010—2—101:2002 17.12.2002
Anartioelg ac@aleiag yia nAekTpiko eEonhiopo yia
pétpnon, E\eyyo kat epyactnpiakr xprion — Mépog
2—101: Edikég amartrjoelg yiot S1ayveoTiko 10Tpiko
ekomhiopo in vitro (IVD)
[EC 61010—2—101:2002 (Tpomnomotnjévo)
Cenelec EN 61326—2—6:2006 27.11.2008
HAektpikog eEomhiopodg yia petprioeis, é\eyyo kat
€PYQOTIPLaKT XPTION — ATQUITHCES MAEKTPOLAyVI-
Tikns oupfatotyrag EMC — Mépog 2—6: Eidikég
anartioels — Efwoopatikog dayvootikos (IVD)
1aTPIKOG €EOMALONOG
[EC 61326—2—6:2005
Cenelec EN 62304:2006 27.11.2008
Aoyiopiko atpikv datdEewy — Atepyaoieg k-
khou Cong Aoyiopikou
[EC 62304:2006
EN 62304:2006.AC:2008 18.1.2011
Cenelec EN 62366:2008 27.11.2008
latpikég ouokevéc — Eqappoyr TG TEXVIKNG
XPNOLHOTITAG GE 10TPIKEG GUOKEUEG
IEC 62366:2007

(")  EOT: Eupendaikog Opyaviopog Turomoinong

— CEN: Avenue Marnix 17, B-1000, Brussels, Tel. +32 2 5500811; fax + 32 2 5500819 (http://www.cen.cu)
— CENELEC: Avenue Marnix 17, B-1000, Brussels, Tel. +32 2 5196871; fax + 32 2 5196919 (http://www.cenelec.eu)
— ETSI: 650, route des Lucioles, F-06921 Sophia Antipolis, Tel. +33 492 944200; fax +33 493 654716, (http://www.etsi.eu)

Snueloon 1:

Snueloon 2.1:

Snueivon 2.2:

Snueloon 2.3:

Tevika, n nuepopnvia MEewg g 000G TOU TekENPiou CUHHOPQ®ONG elvat 1] Niepopnvia anoouparns («dow»),
1 omoia kadopiletar anod tov Eupwnaikd Opyaviepo Tumonoinong, aAAd e@LoTatal 1 TPOGOYT] TGV XPrOTGY
TOV TPOTUTOV AQUTOV OTO YEYOVOG OTL GE OPIOHEVEG EEQLPETIKEG MEPITTMOELS, AUTO Umopel va alAaEeL.

To véo (1} Tpomomonpévo) mpoTumo €xel To id1o medio eQappoyns Onws To avtikatactadey mpotumo. Tnv
dedopévn nuepopnvia, To avtikatactadév mPOTUNO MaEL VA TAPEXEL TEKUIPLO CUHHOPPWONG e TIC PAOIKES 1)
aN\eg anartioeis e oyetkng vopodeoiag g Evaong.

To véo mpotumo éyel eupUtepo medio eappoyrg oe oxton pe ta avikataotadévea mpotuma. Trv SeSopévn
NLEPOHNVIE, T AVTIKATAOTADEVTA MPOTUTIA TAUOUY VA TAPEXOUV TEKHNPLL GUHHOPQWONG He TG factkés 1)
aN\eg amartioeis e oxetkng vopodeoiag g Evaong.

To véo mPOTUTIO £XEL OTEVOTEPO TEDIO EPAPLOYNG OE OYEoN He To avtkataotadéy mpotumo. Trv dedopévn
NHEPOHNVIQ, TO (ev pEPEL) avTikaTaoTadey TPOTUTIO TIAVEL VAl TIAPEKEL TEKPLO CURHOPPOOTS HE TG Baoikéc 1)
aN\eg amartioeis e oxetikic vopodeoiag g Eveong, yia ta mpoidvta 1) TIG UTNPECLE TOU UTAYOVTal GTO
nedio eQappoyng tou véou mpotumou. To TeKplo GURHOPQPWONG He TG Baotkés 1) aN\e amartoels g
oxetikng vopoveoiag g Evwone yia mpoiovra 1) umnpeoteg mou e€akoloudolv va umayoviar oto medio
€QAPHOYNGC Tou (ev pépel) avtikataotadévtog mpotimou, al\d Ta onoia dev undyovtat oto medio eQappoyns
TOU VEOU TPOTUTIOU, TIAPOIEVEL QpeTAPAIT.


http://www.cen.eu
http://www.cenelec.eu
http://www.etsi.eu
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Snueloon 3: v mepintoon Tpomonowoewy, To £yypago avagopds eivat to EN CCCCC:YYYY. Ot mponyoUpeveg
TPOTIOTIO|GEIG, AV UTIAPXOUY, Kat ot véeg ovopdlovtal «tpononoinarp. To avtikataotadéy mPOTUNO GUVETIAG
anoteeitar and To EN CCCCC:YYYY kat amo TG mponyoULeveS TPOTOTOLGELG TOU, v UTIAPYOUV, aANA Xwpig
™ véa ovopalopevn «tponomoinorp. T dedopevn nuepopnvia, TO AVTIKATACTOVEV TPOTUTO TAVEL VO TAPEXEL
TEKHIPLAL CURHOPPWOT|G pe TG Baotkég 1 GANEG anmaitroelg TG OXETkng vopoveoiag g Evuong.

[TPOEIAOITOIHXH:

— Kade aiton yia napoxn} MANPOQOPLOV OXETIKA He Ta TPOTUTIAL TIPENEL Va aneudUVETAL EITE OTOUG EUPWTIAIKOUG OPYAVIGHOUG
TUTIOTIOLNONG €ITE OTOUG EDVIKOUG QPOPELG TUTOTOINGTG Twv onoiwy o katdhoyog dnpootevetar oty Emionun E@nuepida tn¢
Evponaixic 'Eveonc opgova pe to apdpo 27 tou kavoviopot (EE) apd. 1025/2012 (1).

— Ta mpotuna exdidovtar and Toug eupwnaikoUs opyaviopoug tunonoinong ota ayyhika ( CEN kat  CENELEC ta dnpooievouy
eniong ota yaA\Kkd kat oTa yeppavikd). AKOAOUDKG, ot TITAOL TGV EVAPHOVIGHEVGY TPOTUTGY HeTappdlovial o€ OAEG Tig GANeS
anartovpeveg enionpes yAdooes g Eupenaikie Evaong and toug edvikoug gopeic tunonoinone. H Eupaenaikn Emtporn| dev
@gpeL evduvn yia v opdotnta Tov Tthev ot onoiot unoPfdilovtat yia dnposievon oty Emionun Eenpepida.

— Ot napanopnég oe Sopdotika «...[AC:YYYY» dnpootevovar povo yia evjpépoot. Eva Sopdutikd anokadiotd tunoypagika,
YAQOOWKA 1] TapOHoLa GYAAHATA GTO KEIHEVO eVOC TIPOTUTOU Kat Pmopel va agopd pia 1) meplocotepes YAwooikés ekdooeig
(ayyAin), yoANikr| katfr] yeppavikn) evog mpoTUTOU Tou £xel ekdOVEl amd eUPWMOIKO OPYAVIGHO TUTIOTOLNGT|G.

— H Snpooievon tov otoeiwy avtov oty Emionun Eenuepida ¢ Evpwnaikic ‘Evwone Sev onpaiver 6T ta mpotuna eivat
diadéoipa oe ONeg g emionues yAdooeg g Euponaikrs Evaong.

— O «xataloyog autdg avtikadiotd Toug mponyoupevoug Kataldyoug mou dnpooteldnkav oty Emionun Eonuepida thg
Evponaikf¢ ‘Evwone. H Evponaixr Emtponr) eEaopalilet myv evjuépwon tou mapdvtog katahdyou.

— Tlepiocotepes mMAMNPOPOPIEG OXETIKA 1€ EVAPHOVIGHEVA TPOTUTIA Kat aNAa eupwnaika mpotuna datidevtar ot dielduvon

http:/[ec.europa.eu/growth/single-market/european-standards/harmonised-standards/index_en.htm

() EEL 316 mg 14.11.2012, 6. 12.


http://ec.europa.eu/growth/single-market/european-standards/harmonised-standards/index_en.htm

