YNOYPIEIO ANAMNTY=HZ, ANTANQNIZTIKOTHTAZ, YITIOAOMQN,
META®OPQN & AIKTYQN
FENIKH TrPAMMATEIA BIOMHXANIAZ
1" TENIKH AIEYOYNZH BIOMHXANIKHZ MOAITIKHZ
2n AIEYOYNZH KAAAIKHZ BIOMHXANIKHZ NMOAITIKHZ

2YXNEZ EPQTHZEIZ (FAQSs)

oXeTIKA pe Tov Kavovioué (EE) api6. 305/2011 Tou
EupwTraikoU KoivoBouAiou kai Tou ZupBouAiou, Tng 9"
MapTiou 2011, yia Tn) BE€0TTION EVAPHOVIOHEVWYV OpWV
EMTTOPIAG TWV SOMIKWYV TTPOIOVTWYV Kal YIA TRV KATAPYNon TNG
odnyiag 89/106/EOK tou Zupupouliou
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1. Mpétrel éva SopIkO TTPoidv va @épel T ofpavon CE perd 1ig 30/06/2013;

Mpokelpévou éva OopIKG TTPoidv va TTwAnBei, petrd mig 30/06/2013, otnv
Eupwmraiky ‘Evwon (EE), o kataokeuaoTg uTtoxpeoUTal va KATOPTIOE!
oxeTikf AnAwon Emddéoewyv aupowva e 1o Mapdptnua Il Tou Kavoviouou

Aopikwyv TMpoidviwyv  (atmokahoupevog  €@egnNs  «Kavoviopog»),
ToTT00eTACEI KOTA akoAoubia Tn cApavon CE, av:

e TO TTPOIOV KAAUTITETAI ATTO EVAPUOVIOKEVO EUPWTTAIKO TTPOTUTTO Ko EXEI
Mgl n Tepiodog ouvlTTapéng, TTOU QVAPEPETAl OTO OXETIKO KATAAOYO
QvVAQOPWY TWV EVAPUOVIOUEVWY EUPWTTAIKWY TIPOTUTTWY, O OTT0i0g
onupoaoievetal atov 1I0ToToTTo TTANPOoPOpPnons NANDO 1ng EupwtraikAg

‘Evwong

http://ec.europa.cu/enterprise/newapproach/nando/index.cfm?fuseaction=c

pd.hs&cpr=Y
N

o £xel ekd00ei Eupwtraikn Texvikry A§I0AGynaon yia To TTPOoiov.

2nuegiwon: O kataokeuaoTAg Oev uttoxpeouTtal va Kataptioel ARAwon
Emdooewv kal va totmoBetrioel Tn ofjuavon CE, oTIG TTEPITITWOEIG OTIG OTTOIEG

IoXUOUV oI TTapEKKAIOEIS TOU apBpou 5 Tou Kavoviopou.

QoT1600, 0 KATAOKEUAOTAG €AV ETTIOUMEI UTTOPET KAI O€ QUTEG TIG TTEPITITWOEIG

va TpoBei otn AnAwon Emddéoewv kal otn oAuavon CE.

2. 'Evag KataokeuaoThg TTwAei otnv EE éva mpoidv pe ofqpavon CE mpiv amd tnv
01/07/2013. T1 rpétrel va KAvVEl yia va TTWARCEI TO TTPoidv Tou otnv EE perd tnv

7/1/2013;

O kataokeuaoTng uTTopei PeTd Tnv 1/7/2013 va cuveyioel TNV TTWANCN Tou

TTPOIOVTOG EQOCOV:

1) ‘Exel kataptioel AfAwon Emddoewyv Kai €xel Xopnynoel £€va avTiypago Tng

oToV TTEAATN.

O katookeuaoTAg ptTopei va kataptioel AAAwon Emdoécewv pe Baon
AfAwon Zuppdpewong Kal Ta AOITTG TTIOTOTTOINTIKA CUPPOPPWONG, TTou
ekdb6Onkav TTpIv TNV 1/7/2013 cupewva ue TIg diatageig Tou MA 334/94 (A’
176),(Odnyia 89/106/EOK) kai Twv kar egouaioddtnon autou Koivwv

YTToupyIKwyv ATToQAcEwy.

2) ‘Exer emBéoer 1n ofuavon CE, n omoia uttoxpewTikd TTIPETTEl va
mepIAapBavel TIg TTAnpo@opieg TTou TTpoRAETTOVTaI aTTd TRV TTAP. 2 Tou dpBpou

9 Tou Kavoviouou.



3. Merd tnv 01/07/2013, utroxpeoUTal évag Siavopéag va ammooUpel ammd TO
KOATAOTNUA TOU OOMIKA TIPpoidvTa Ta oOTroia €ixe TtapaAdfer tmpiv amdé Tnv
01/07/2013 kan Ta oTroia épepav Tn ofpuavon CE ocopewva pe 1o MNA 334/94 (Odnyia
89/106/EOK), oAAG &ev ouvodelovralr amdé 1n ARAwon Emdoéocewv ToOU
Kavoviouou;

Oy, ytmopei va cuvexioel TNV TTWANCGN aQuTWV TWV GOPIKWY TTPOIOVTWY PEXPI
va £¢avTAnBei To améBepa Tou Tou £xel TTapadoBei piv Tnv 01/07/2013.

QoT600, yia KaBe véa TTapddoon SOMIKWY TTPOIGVTWY, N oTToia Ba atrooTaAEi
OoTTd TOV KATOOKEUOOTH 0€ autov, hetd tnv 01/07/2013, o diavouéag atraitei
OTTO TOV KATOOKEUQOTA VO Tou XopnynBei n oxetikn AfAwon Emddoewv yia
Ta TPOIOVTA auTd, Ta OTroia kal Ba Trpétel va @épouv T onuavon CE
oUPewWVa JE TIG aTTaITAOEIS Tou apBpou 9 Tou Kavoviouou.

4. Ti onpaivel n @pdon «d1a0son oTnv ayopd»;

H mpwTtn @opd katd Tnv otroia éva douIKé TTpoidv kaBioTatal SiaBEaiuo eviog
NG £0WTEPIKNG ayopdgs Tng EE.

5. ZTnVv mepiTrTWON TTOU SV £Xel TpoTTOoTTOINOEi £va BOMIKO TTPOIOV, UTTOXPEOUTAI O
KOTOOKEUOOTHG TOU VO avavewoel, MeTd TRV 01/07/2013, TIG UQIOTANEVES EKBETEIG
Sokiywv 1 va {nTAoEl oo KOIVOTTOINMEVOUG @opEig Tnv €kdoon VEwv
TICTOTOINTIKWY O£ OVTIKATACOTAON EKEIVWV TTOU €KOOONKaAV CUM@WVO ME TO
TaAai6TEPO VOMIKO KaBeoTwg (MA 334/94, Odnyia 89/106/EOK);

Ox1, dev xpeiadetal va emmavaAn@Bouv ol afloAoynoeig A va avavewbouv Ta
moTtomoiNTIk&  peTd  Tnv  01/07/2013, €KTOG KOl €Qv  TO  QVTIOTOIXO
EVOAPHOVIOUEVO TTPOTUTTO €XEl OAAAEEI TTPOKEINEVOU VA CUUTTEPIAGPBEI AAAEG
MEBGOOUG SoKIuwV/agloAdynong yia Ta ouciwdn XOPOKTNPIOTIKA yia Ta OTToia
0 KOTOOKEUOOTAG TTpOoTiBeTal va dnAwael TNV €1Tid0an Kal o1 v Adyw aAAayEG
OTIG MEBBdoUG aloAdynong etmpeddouv onuavtika T AjAwon Emddécewv
QVAQOPIKA HE TIG ONAOUUEVEG TIHEG TWV OUCTWDWY TEXVIKWY XOPAKTNPIOTIKWV.

Av 0 @opéag ToToTToINONG TTOU €XEl EKOWOEl TO TTIOTOTTOINTIKG OV EXEl
oploTei 010 TTACioIo Tou KavoviouoUu dev UTTOPEi va ouveXioel TNV eKTEAEON
TWV KaBnkévTwy Tou yia TRV A§loAdynon kai ETTaAlBeuon tng Z1aBepdTnTOg
NG ETidoong evog douikou 1rpoidvtog, uetd tnv 01/07/2013, Kal wg €k TOUTOU
O KATAOKEUOOTNG Ba TTpéTmel va emAEEEl évav AAANO Qopéa TMOTOTTOINONG O
oT110i0G £X€1 oploBei Bdoel Tou Kavoviouou.

Eéumakoustar 611 0 KATQOKEUAOTAC TIPETTEI  va  TTPOXWPHOE  OTNV
emavaéloAdynon ToU TPOIOVTOC TOU OTnNV TTEQITTTWON TTOU  aQutd  €xel
TPOTTOTTOINGBEI.

6. Mmropsei éva Tpoidv yia To omroio £kd60nke EupwTtraikny Texviki ‘Eykpion kai
@épel Tn ofuavon CE va kKukAo@opnoel otnv ayopd petd amé 01/07/2013; Av vai,
yia Téo0 Xpovo;

To &pBpo 66 Tou Kavoviopou TTPoBAETTEl OTI OI KOTAOKEUAOTEG UTTOPOUV Va
xpnoigotroiolv Eupwtraikég Texvikég Eykpioeig TTou ekdOONKav TrpIv atté tnv
01/07/2013 wg EupwTaikég Texvikég ALloAoynoeig yia OAn Tnv TTePiodo
I0XU0G TOUG.



Q¢ ek TOUTOU, O KOTAOKEUAOTAG UTTOPEI, Je BAon Tnv uioTéuevn Eupwtraikn
Texvikp ‘Eykpion, va ouvtagel tn AAAwon Emddcewv, va €mbeéoer T
onuavon CE kai va diabéael 1o rpoidv Tou otnyv EE.

Otav n Eupwtaikn Texviki ‘Eykpion TpokeiTal va Argel, 0 KATAOKEUAOTAG
pTTOpEil va ¢ntAoel pia EupwTraikh Texvik AgioAdynon atrd kdrtroiov apuodio
Opyaviopo Texvikng AgioAdynong, cUp@wva Pe Tov Kavoviouo.

Evnuepwpévog katdhoyog Twv Opyaviopwyv Texviknig AgloAdéynong 6a
dlatiBeTal TO apyoTEPO amo 01/07/2013, oTov IOTOTOTTO:
http://ec.europa.eu/Enterprise/newapproach/Nando/index.cfm?fuseaction=not
ifiedbody.notifiedbodies&NUM=Tab&text=Technical%20Assessment%20Bod

y

7. YmoxpeoUTal £évOg KATAOKEUAOTAS va {nTRoel Eupwtraiki Texviki A§ioAéynon,
yia éva OOoHIKO TPOoIoV TTou O&v KOAUTITETOI OTTO EVOAPMOVIOHEVO TTPOTUTTO,
TpOoKeINévou va To TwANoel oTnv EE, perd tnv 01/07/2013;

O karaokeuaoTrig Oegv umtoxpeouTtal  va  {nthoel EupwTraik  TexVIKN
A€loAdynon oe aut Tnv TrepimTwon. Q¢ €k ToUTOu, PTTOPEI va TTWAARCE! TO
TTPOoIOV Xwpic AnAwaon Emddéoewy kal ofuavon CE.

EmAéov, O KATAOKEUQOTHG PTTOPEI va avauével 0TI TO TTPoidv Tou Ba yivel
a1rodeKkTO 0€ AAAa KpATN PEAN TNG EE. 10 TTACiclo auTd 1oxUel o Kavoviopog
(EE) 764/2008 pe Tov otroio kaBopifovTal Oladikaoieg OXETIKA WE TNV
EQAPUOYN TWV EBVIKWV TEXVIKWV KAVOVWY OTA TTPOIGVTA TTOU KUKAOQOPOUV
VOUIHWG OTnv ayopd oe éva AANO KpATog HEANOG KAl atrooa@nvietal n
€pappoyn TNg apxng Tng apoiBaiag avayvwpiong.

8. Moid eivar n évvoila TnNg @pdaong "KATAAAnAn TeEXVIKA TeKunpiwon" T1ou
mpoBAétreTal oTo dPBpO 36 Tou KavoviopuoU Aopikwy Mpoidviwy;

Mpdkemal yia TNV TekKunpiwon TTou Bewpei KATGAANAN O KOTOOKEUAOTAG,
TIPOKEINEVOU VA AITIOAOYAOEI TOV TPOTTO TTOU XPNOCIYOTIOIET yia va dnAwoel TV
€MidOON TOU TIPOIOVTOG OTIG TTEPITITWOEIG TTou TTPoRAETTovTal oTo Gpbpo 36
Tou Kavoviouou.

21NV TTEPITTTWON Tou ApBpou 36(1) «KATAAANAN TEXVIKI TEKUNEIWON» UTTOPEI
ylo TTopadelyua va xpnolhotroinBei yia va atmodeifel 0 KAaTaokeuaaoThg OTl
TTANpoUvTal oI €IBIKEG TTPOUTTOBECEIS yIa TNV €Qappoyn TnG ATOQaong NG
EupwTraikrig EmTpoT¢ TTou KaBopilel Tnv KaTtnyopia avtidpaong otn ewTtid
evog dopikoU Trpoidvtog [Without Testing (WT), Without Further Testing
(WFT)]. AvagépeTal xapaktnpioTik@ n Atrégacn tng EupwtraikAg ETITpoTTAg
96/603/EK yia Tnv Katatagn OOMIKWY TTPOIOVIWY WG TTPOG TNV avTidpaon oTn
QWTIA oTNV Katnyopia A, Xwpig doKiun.

ZTIG TTEPIMTWOEIG TwV ApBpwv 36(1)B 4 Tou 36(1)y, N «KATAAANAN TEXVIKN
TEKUNPIWoN» UTTOPE yia TTapddElyha va OuvioTaATAl OTA ATTOTEAECUATA TWV
SoKIJWYV TTou AapBdavovtal ammd dAAov kaTaokeuaoTr] (XpAon SIauoIPACUEVWV
atroTeAeapaTwWyY ApxIkwy Aokigwyv Tottou, «sharing»),  amd 1oV TTAPOXO
€VOG OUCTAUATOG A CUCTATIKWY HEPWV €VOG OMIKOU TTPOoidvTog (MeTapifaon
aTroTEAEOPATWY ApXIKWY Aokigwv Tutou, «cascading»), UOTepa aTTO T
AN OXETIKAG AdEIag XProng TwV aTTOTEAEOHATWY AUTWY aTTO ToV €V Adyw
KATOOKEUOOTH 1 TTAPOXO Kal aImloAdynon TngG avtioTolXiog Tou TUTTOU TOU



TpoidvTog (onueio B) i/kal ammddeitn 611 akoAouBouvTtal akpIBwg o1 odnyieg
TOU TTaPOXOU TOU CUCTAUATOG (ONUEIo V).

2e OAeg TIC AVWTEPW TTEPITITWOEIC O KATAOKEUOAOTAG UTTOXPEOUTAl OTNV
TAPNON TEXVIKOU QAKEAOU, WOTE VA MTTOPEi BEOVIWG va QITIOAOYNOEl ThV
AnAwon Emddoewyv evdg douIKoU TTPoidvTog oTnV apuodia apxn €TTOTITEIOG
ayopdag i evOeXouEVWG o€ AANEG BNUOCIES UTTNPETIEG.

9. i Ba Tmpémel va KAVEI O KOTOOKEUAOTAS OV OPICUEVEG ATTAITACEIS TOU
EVOPHUOVIOHEVOU TTPOTUTTOU Oev gival oUNQWVEG ME TIG Slatdgeig Tou Kavoviouou
Aopikwyv MpoidvTwy;

O Kavoviopdg Aopikwyv lMpoidvtwy atroTelei Gueca epapuooTéa vouoBeaia
yla KGBe KpdTtog péNog Tng EE.

Qg ek TOUTOU, OTIG TTEPITITWOEIG AUTEG, O Kavoviouog KaTioXUel Twv OTToIWV
QVTIKPOUOMEVWY OTTAITACEWY TwV dIaTAgewV Twv TTPOTUTIWY. O1 TeEXVIKEG
Emrtpottéc tou Eupwtraikou Opyaviopou Tutromroinong (CEN) €xouv Adn
avaAdpel 10 €pyo NG €EopdAuvong Twv ev Adyw avTipdocwv Twv
EVAPUOVIOUEVWY TTPOTUTTWY, OAAG Oev PTTOPEI VO OTTOKAEIOTOUV OPICHEVEG
TTEPITITWOEIG AVTIQACEWY Ol OTToiEG TTIBAvVOV va TTOPAUEIVOUV yia £va PIKPO
XPOVIKO didoTnpa Kai uetd tnv 01/07/2013.

10. MoVU pTropEi KATTO10G§ va avalnTioel TTANPOPOpPIES OXETIKA ME TIG SIATASEIG TTOU
1Io0X00UV yia TNV TTPoopI{ouevn XpARon £vog SOopIKOU TTPOIOVTOG OTNV ETIKPATEIN
£VOG OUYKEKPINEVOU KPATOUG MEAOUG KAl Ol OTTOIEG ATTOCKOTTOUV OTNV EKTTARpWON
TWV BACIKWY ATTAITACEWYV TWV SOUIKWY KOATAOKEUWY KAl £pYwV, TTPOKEIPEVOU va
KATOOTAOEI aUTO S100€01M0 OTNV ayopd Tou v AGyw KpATOoug MEAOUG;

KdaBe evdiapepduevog PTTOPEI va ATTOKTACEN TIG TTANPOQPOPIEG QUTEG OTTO TO
EBviké Znucio ETTa®ig via Ta douikd TTPoidvTa TToU £XEI OpioeEl KABE KPATOG
MEANOG.

O1 TAnpo@opieg agopolv Kupiwg OTIG I0XUOUCEG €BVIKEG OTTAITACEIS YIa TO
ouUCIWdN TEXVIKA XOPAKTNPIOTIKA Twy OOMIKWY TTPOIOVTIWY TTou TTPoBAETTOVTAI
a1rd TIG €V AOYW BIATALEIS yia TNV TTPOOPICOUEVN XPAON TOUG Kal avagEPOovTal
o€ OnAoUpeveg TIPEG, emTPETTOMEVA Opla Kal KaTnyopieg emddoewy. Ol
EMOOC0EIC TWV €V AOYW XAPAKTNPIOTIKWY ATTAITOUVTAI VIO TN CUUTTARPWON TNG
AnAwong Emddocwv.

11. Ta dapBpa 7(3) kau 60 Tou Kavoviouou Aopikwyv lMpoidéviwv mTpoBAETouV Mia
Kat’ €§ouciodoTnon mpda¢n, cUPPWvVA PE TNV oTroia opifovral oI TTPOUTTO0éTEIg
wWoTe va utropei va utroAnOei nAekTpovikd n AQAwon Emdécewyv TpoKeINévou va
gival d1aBéociun o€ évav dIKTUOKO TOTrO. MoTE avapéveral va ekdoBei auth n kar’
egoua10d0Tnon Tpdaén; MIropouv ev Tw PETASU O KATAOKEUAOTEG VA ouvexiouv va
avapToUVv Tnv dnAwon Emddoewyv o€ évav SIKTUAKO TOTTO;

H kat” e¢oucioddtnon mpdgn TG EupwTtraikAg EMTPOTING avauéveral va
eykpiBei Tov ZemTéuBpio Tou 2013. TN ouvéxela, Ba diapiBacTei OoTO
EupwTtraikd KoivoBoUAio kai To XupBoUAio yia TiIG SIKEG TOUG EVEPYEIEG. £TO
T€Ao¢ Tng diadikaciag, n kar e€fouclodotnan TPaEn (mMlavoTata  wg
Kavoviouég) Ba dnuoaoieubei otnv ETtionun Eenuepida tng EE.



Ev Tw peTagu, ol KATAOKEUAOTEG UTTOPOUV VA CUVEXIOOUV KATA TNV TTPOKTIKN
TOUG VA TTAPEXOUV TTANPOPOPIEG OXETIKA HE TIG ETTIOOOEIG TWV TTPOIOVTWY TOUG
oTnV I0TO0€Aida TOUG.

12. Noio gival To vonua NG @pdong "n onuavon CE akoAouBeital amwd ta dvo
TEAEUTAIO Yn@ia TOU £TOUG KATA TO OTrOi0 TOTTOBETABNKE yia TTPWTNH Popd” oTO
apBpo 9(2) Tou KavoviopoU Aopikwy Mpoidviwy;

Autd Ta Wneia avagEpovtal 0To £T0G KATA TO OTI0I0 Ta OOMIKA TTPOoIdVTa
dIaTEBNKaV yia TTPWTN QOPA OTNV ayopd, Kal WG €K TOUTOU TTOPAUEVOUV OTN
OUVEXEID AUETABANTA, EQOCOV Ol ETTIOOCEIG TOU TTPOIOVTOG BEV £XOUV OAAGEEL.

MNa mapddeiyua, €dv évag KataokeuaoTAg diabéTtel atrd 1o 2009 otnv ayopd
TPOIOV OUuykekpigévou TUTTOU He onfuavon CE Ttou avtioToixei oe éva
KaBopiopévo oUvoAho emdéoewy, Ta dUO wneia «09» efakoAouBoluv va
TommoBeToUvTal kal petda tnv 01/07/2013, mapdho 10U n onuavon CE
dlagopoTrolgital Adyw Tou Kavoviouou.

13. Mola gival n onpacia Twv odnyiwv ac@aAoUg XPRong Kal EYKATACTAONG;

O1 dnAolpeveg MIOOCEIG TOU TTPOIOVTOG avauEVOVTal va €TTITEUXBOUV UTTO ThV
TTPOUTI60e0N OTI TO TTPOIOV £xel TOTTOBETNOE 0pBWG. AuTO IoXUEl 1IBIaiTEPA VIO
TA TTPOIOVTA TTOU TTWAOUVTAI WG GUVOUACHAG TTPoiovTwY (Kit).

Emopévwg, o péAog Twyv odnyiwv ac@aAoug XpAong Kal eykatdoTtaong, ol
OTTOIEG TTapPEXOVTAI KAT atraitnon Tou apBpou 11(6) Tou Kavoviopou atmd Tov
KOTAOKEUOOTH, €ival TTOAU OnuavtikéG yia Tnv opBrp eykardoTtacn Kai
AeIToupyia Tou TTPOIGVTOG.

14. Moi1d TTpoUTT60eoN €1I0AYEI N PPACT «SIATTIOTEUPEVES EYKATAOTACEIS SOKIMWV»
Tou avagépeTtal oto B’ edd@io Tng Tap. 1 Tou dpBpou 46 Tou Kavoviopou, OXETIKA
ME TN XPAON EYKATAOTACEWV TTOU BPioKOVTAl €KTOG £PYAOTNPIOU SOKINWV TOU
KOIVOTTOINMEVOU OPYAVIOHOU;

O1 kolvottoinuévol opyaviopoi PTTopoulv, Ot €CAIPETIKEG TTEPITITWOEIS TTOU
TpoBAETTovTal 0TO GpBpo 46(1) Tou Kavoviopou, va XpnoIPoTTolouV EiTe
EPYOOTNPIOKEG EYKATAOTACEIS TOU KOTOOKEUAOTH EiTE €CWTEPIKO £PYACTAPIO.
ATtrapaitnTn TPOUTTOBECN YyIa va opIoTOUV IKAVOI yia KATI TETOIO €ival €iTe va
O01a0étouv  OIKO Toug OIOTTIOTEUMEVO  gpyacThpio  OOKIHWV  €iTE  va
ouvepydalovTal e DIATTIOTEUPEVO EPYAOTHPIO UTTEPYOAGBo.



