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ABudg 110
OI MEPI TQN BAZIKON ATAITHZEQN [MOY MPEME! NA NAHPOYN
KAOOPIZMENEZ KATHIOPIEZ NMOIONTQN NOMOI TOY 2002, 2003 KAl 2004

Ol MEPI TQN BAZIKQN ANAITHZEQN (ENEPTA EMOYTEYZIMA IATPIKA
BOHOHMATA) KANONIZMOI TOY 2003

I'vwaTomoinon aluguwva pe 1o GpBpo 7 Tou Nopou

H AvamAnparpia AieuBvipia Tou TuRuarog larpikiv YTPETIWY Kal YTINPETIV
Anpéoiag Yyeiag, wg appodia apyr yia TV EQapuoyR Twv Tiepi Twv Baoikwy
Amrarmaewv (latpotexvoloyikd Mpoidvia) Kavoviopiv Tou 2003 kai OUHQWVA LIE TO
AapBpo 7 Twv Trepi Twv Baoikiwv ATaimoEwy Tou TipéTel va Anpouv KaBopiopéveg
Kamnyopieg Mpoi6vwv Nopwy tou 2002, 2003 kai 2004, yvwatoroiei atov Mivaka
TIoU akoAouBel Toug TiTAoug Kal apiBHOUG TwV TEXVIKGMV TTPOBIaypapwY, TAPNON TWV
OTToitwV TIPOCBIBEI TEKUMPIO CUPHOPOWANG TIPOC TiC BATIKEC ATMAITACEIS TUHQUVA [E
Twv Tepi Baoikwv Amaimioewy (Evepyd Epgureioiya larpikd Bon@nuara)
Kavoviopwv Tou 2003. .

MINAKAZ
EOT(1) Ap1Buog atorygiwy Tithog ToU evappovIopéVOU TTPOTUTIOU

CEN EN 540 KAvikr} iepedvnan 1aTpikiv GUOKEUWY yia avBpdmivy ypiian

CEN EN 550 AmoaTeipwan 1atpikiv Bondnpdnwy ~ Emkipwon kal ouvidng
EAeyx0¢ TG aTrooTEIPWONG HE QIBuhevoeidio.

CEN EN 552 A1 ArmooTeipwon 1aTpikiv BonBnuatwy - EmKipwon kai guvieng
E\eyyog TG amooTeipwang pe aktivoBohia.

CEN - - EN 552:1994/ AmoaTeipuwon TpoiGvTwV yiat [aTpIKe Xprion — Emikipwor kai

A2: 2000 ouviiBng éAeyxog TG ammooTeipwaong We akTivoBoia.
CEN EN 554 AmooTeipwon 1atpikiv BonBnudtwy - Emkipwan kai ouviBng
: EAeyX0G TG aTTOOTEPWANG E TV UYpF BepudTia

CEN EN 556 Anodeipwon IQTPIKWY BonBnpaTwY - ATIGITRTEIS IGTPIKGV
BonBnpdmwy kar emofipavon "oTeipe”.

CEN EN868-1 YAiKG ka1 ouoTAaTa CUOKEUAEIAg Yia 1aTpoTEXVOAOYIKO EEOTIAIGHO

TToU TTpeopiZovTal yia aTmooTeipwaon — Mépog 1: Eidikéc QMAITACES
Kai PéBodol eAéyyou

CEN EN 980:2003 I'pagika oupBoha yia xpiion oy emafuavon mpoiviwy yia
1arpiki xpron.

CEN EN 1041 MAnpogopieg TTapEXGHEVES OTTO TOV KATATKEUAOTH LE
IaTPOTEXVOAOYIKS EEOTTAIONO

CEN EN 1SO 109931 Biooyikr aglohdynan iarportexvohoyikol eomrAiopol — Mépoc 1:

AgloAdynan kai Aokipoaia (ISO 10993-1:1997)

CEN EN SO 10093-4:2002 | Biohoyikr aEioAGynon Tpoidviwy yia arpikr Xprian — Mépog 4:
' Emioyr Sokipty yia aAnAemiSpaoei e 1o aipa (ISO 10993-
4:2002). ‘
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EOT(") | ApiBudg aToiyeiwv Tithog TOU EvOpHOVITREVOU TPOTUTIOU
CEN EN 1SO 10993-5 Biohoyikr afioAdynon iarpotexvohoyikol efomhiaod — Mépog 2:
AokipC yia in vitro kurrapotoikomTa (IS0 10893-5:1999)
CEN ENISO 10993-9 Biooyiki} agloAdynan iarpotexvohayikod egomrhiapod ~ Mépog 9:
MAaiclo yia TautoToinan kai TIOCOTIKOTIOINGN SUVATIKLV TIOIOVTWY
Siaomaang (ISO 10993-9:1999)
CEN EN ISO 10993-10: Biohoyiki a€loAdynon Trpaidviwy yia iaTpikf xpAan — Mépog 10:
2002 OKIEC YIa £pEBIONO Kai ETaxpoviapévn umepeuaiabnaia (IS0
10993-10:2002).
CEN ENISO 10993-12 Bioayiki} agiohéynan iarpotexvoloyikol egomrhioiol — Mepog 12:
Mpoeroipacia Seypémuy kar vhikd avagopag (IS0 10993-12:1996)
CEN EN ISO 10993-13 Biohoyiki| aEIoAGynan ITPIKWY CUCKEUGV — Mépog 13: Tautotroinan
Kal TIOOOTIKOTIOINGN TTPOIGVTLY DIACTIOANG OTFO TOAUUERAG IOTPIKES
ouokeuég (1ISO 10993-13:1998)
CEN EN ISO 10993-16 Biohoyikr a€ioAGynan 1aTpIK@Y auaKeutv — Mépog 13: Tautotioinon
Kall TTIOCOTIKOTOINGT TIpoiGvTWY SIA0TIAoNG aTid TIOAUHEPAG 1ATPIKES
ouokeuég (1SO 10993-13:1998)
CEN EN ISO 10993- Biooyikf} afiohdynon Tipoidviwy yia 1ompik Xplion — Mépog 17:
17:2002 Kabiépwon emTpeTapevwy opiy yia exxuNioideg ouaieg (1ISO
10993-17:2002).
CEN EN ISO 13485:2003 | Mpoiévra yia iarpikd xprion — ZuoTipara Siaeipiong mg moiomiag
— ATIGITAOEIC GUOTALATOG Yia KavovioTikodg axomolg (IS0
13485:2003).
CEN EN SO 14155-1:2003 | KAIvikéc épeuvec TIpoiovTLV yiat IaTpiki Xprion aTov GvBpwTo —
Mépog 1: Fevikég amarmioeig (SO 14155-1:2003).
CEN EN ISO 14155-2:2003 | KAIKEC Epeuveg Tipoibviwy yidt iaTpiki} Xprian aTov avBpwio —
Mépog 2: Zygdia khivikiv epeuvayy (1SO 14155-2:2003).
CEN EN ISO 14871:2000 | Mpoidvra yia iarpik xpfian — E@appoyi mg Siayeipiong
AC: 2002 Biakivaiveuong o€ TipoiovTa yia 1arpiki xphan (SO 14871:2000).
CEN EN 30993-3 Biohoylki} a€ioAdynon IaTPIKGY CUTKEUGY - MEPOG 3: AOKIES Yia
VEVOTOEIKGTNT, KAPKIVOYEVEDT) KOI QVATTapaywyIKT TOgIKOTTa
CEN EN 30993-4 Biohoyikf| aEioAdynan 1arpikiv ouokeuty - Mépog 4: EmAoyi
Sokipdv yia aMnAemdpaoeig pe 1o afjia
CEN EN 30093-5 BiohayIki} afiohéynom iampikiv BonBnpdruy - Mépog 5: AoKILES yia
kutrapoTofikoTTa - MéBoSor IN VITRO
CEN EN 30993-6 Biooyiki} alohéynan iaTpikiuv BonBnpdruy - Mépog 6: Aokipég yia
TOTTIKG CUNTITRATA WETE T EUeUTELTT)
CEN EN 30993-7 Biohoyikf| agiohdynan latpikiv Bonnparwy - MEpog 7: umtoAeiluaTa
amoaTeipwang Ofeidiou ABukeviou ~ Amaitioeig kai péodol
DoKIpY
CEN EN 30993-11 BioAoyikij agiohdyran iarpotexvohoyikol egomhiopiod — Mépog 11:
Aokipéc TogikOTNTOC GUGTALIATOG
CENELEC EN 45502-1; 1997 EVepyd EJQUTEGONHG 10TPOTEXVOAOYIKA TIpoiovTa - MEpOg 10 Tevikég

QTAIMAOEIC yia aoQaAEIG, alipavan kai TARPOYOpIES TTou
TTpOLIRBElOVTal QIO TOV KATACKEUCOTH.
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EOT(Y) ApiBudg arorysiwy TiTAog TOU evapUoVIGHEVOU TTPOTUTOU

CENELEC | EN45502-2-1: 2003 | Evepy( ejiuTeionual IGTROTEXVOAOYIKG TIpOIoVTa - Mépog 2-1:
EIBIKEG AMQITAGEIS YIT EVEPYA EpQUTENONUA IGTPOTEXVOAOYIKA
TIpoiGvTa TrpcopiCbpeva yia Ty Beparieia g Bpadukapdiac

(Bnuarodbrec),
CEN EN 46003:1999 ZuaTfpara moidmrag — larpikég efomAiapds — EidikéG amanfoeic
CENELEC yia mv egappoyi Tou EN 1SO 9003.
CENELEC EN 60601-1:1990 larpikég nAexTpIkES oUTKeuES Mépoc 1: Mevikég amaiTaeic yia
acQaAeia.

Tpormoroinan A1:1993 Tou EN 60601- 1:1990.
Tpomomoinan A2:1995 rou EN 60601- 1:1990.
Tporomoinon A13:1996 tou EN 60601-1:1990.

{1) EOT: Evpuwmaikof Opyavioyoi Tutomoinong.

—  CEN: rue de Stassart 36, B-1050 Bruxelles, mA. (32-2) 550 08 11, gat: (32-2) 550 08 19
(http://www.cenorm.be).

—  Cenelec: rue de Stassart 35, B-1050 Bruxelles, mA. (32-2) 51968 71, gat (32-2) 519 69 19
(http:/lwww.cenelec.be).

—  ETSI: 650, route des Lucioles, F-06921 Sophia Antipolis, mA. (33) 492 94 42 00, Qag (33) 49365 47 16
(http:/Awww.etsi.org).

MMPOEIAOTIOHEH:

—  Kdbe aimon yia rapoxr TANpoQopitiv GXETIKA e Ta TIpOTUTTA TPéTTE! va ameuBiveral eite aToug
EUPWTIAiKOUG OPYAVIGHOUG TUTIOTIOINGNG EITE GTOUG EBVIKOUC OPYQVIoHOUS TUTTOTTOINGTC TWVY OTIOHWY O
KaTaAOYOg EMOUVATTTETa WG TIapapTNHa ot odnyia 98/34/EK Tou Eupwridikod Kotvofouhiou kai Tou
ZupiBouNiou, mg 22ag louviou 1998 (EE L 204 mg 21.7.1998, 0. 37).



