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EKTEAEXTIKOX KANONIZMOZX (EE) 2021/531 THX EINITPOITHE
™6 22a¢ Maptiov 2021
oxetikd pe T Saopoloyikn katatagn opiopivev epnopeupdtov oty Tuvdvaopévy Ovopatoloyia

H EYPQITATKH EITITPOITH,
'Exovtag undyn ) Tuvdnkn yia ) Aerroupyia g Evpenaikng Eveorg,

'Exovtag unoyn tov kavoviopo (EE) apw. 952/2013 tou Eupwnaikol Kowofouliou kat Tou Zuppouliou, e 9Ing Oktwfpiou
2013, yia ) déomion Tou evaoiakol Tehwvelakou kbdika (1), kat 1diwg To apdpo 57 mapaypagog 4 kat to apdpo 58 mapaypagog
2’

Extipdvrag ta akolouda:

(1) T va eacpaliotel n opolORoper epappoyn s Tuvduacpéving Ovopatoloyiag mou mposaptatat otov kavoviopo (EOK)
apw. 2658/87 tou TupPouliou (), evar avaykaio va JeoTOTOUV HETPA OGOV AQOpd TNV KATATAEN TOV EUMOPEVHATGY TOU
AVAPEPOVTAL OTO TAPAPTI(LC TOU TAPOVTOG KAVOVIGHOU.

(2) O «xavoviopog (EOK) apd. 2658/87 mpof\émel Toug yevikoug kavoveg yia v eppnveia e Zuvduacpévng Ovopatoloyiag
(£0). Ot &v Aoyw kavoveg oyvouy emiong kat yia kade ahAr ovopatoloyia 1 onoia faciletar ev ONw 1) ev pépet o 2O 1)
TIPOOUETEL 0E AUTHY omoladnmote véa unodlaipeon kat Jeomiletar pe ewdikes diatakeis g Evaons e okomod v epappoyr
daopoloyikav kat GANGV HETPOV OXETIKA LIE TIC EPTIOPEVHATIKEG GUVAANAYEG.

(3) Kot epappoyr] autdv TOV YEVIKGV KavOvey, Ta EUMOPEURATA TOU Teptypagovial ot othAn (1) tou mivaka mou

nepthapPavetar oto mapdptpa da TENEL va Katatayouy otov kedikod 2O mou epgaivetar otr) oA (2), yia Toug Aoyoug
mou avagépovtat otr oA (3) Tou ev Aoy mivaka.

(4)  Eivar okompo va mpofhedel 0T o Sikawolyog twv Seopeutikav dacpoloyikdv mAnpo@opiay, ol omoieg éxouv ekdodel
OYETIKA JIE TOL EUMOPEVHATA TTOU APOPA O TAPGY KAVOVIGHOG KAt OEV €VAL GUHQPWVES HIE TOV TIAPOVTA KAVOVIGHO, PMOPEL va
ouveyioel va TG emkaNeitar eni pua oplopévr xpovikr mepiodo, oUpgeva pe Tig datagels Tou apdpou 34 mapaypagos 9

Tou kavoviopou (EE) apid. 952/2013. H nepiodog autr) Ya mpénet va elvat Tpipmyvr).

(5)  Ta pétpa mou mpofALnovial 0TOV MapOVTA KAVOVIOHO elval oUp@eva pe T yvopn s Emtponrs Tehoveiakov Kadika,

EZEAQXE TON I[TAPONTA KANONIEMO:

Apipo 1

Ta epnopevpata mou meptypagoviar oty ot (1) tou mivaka mou mep\apfdvetar OTO MAPAPTIHA KATATAGCOVTAL OTN)
Suvduacpév Ovopatoloyia otov kwdikd 2O mou avagépetat ot oA (2) Tou &v ANoyo mivaka.

‘Apdpo 2

Ot deopeutikés dacpoloyikéc TMANPOQPOpIEC TOU dev eivarl GUUQPWVEG HE TOV MAPOVIA KAVOVIOHO HTOPOUV va GUVEXIoOUV va
anotehoUv avTikeijievo enikhnong, ouppava pe Tig datagels Tou apdpou 34 napaypagog 9 tou kavoviopou (EE) apid. 952/2013,
Katd T dapkela TEPIOdOU TPLGY WIVOV and TNV NHePORNVia EvapEng g 1oXUog Tou TapOVTOG KAVOVIGHOU.

Apdpo 3

O mapav kavoviopog apyiler va oxbel v eootr npépa ano T dnuooievor] tou oty Emionpn E@nuepida ¢ Evpwnaikic
Evworg.

() EEL 269 mc10.10.2013, 0. 1.
() Kavoviopog (EOK) ap. 2658/87 tou Tupfouliou, e 23n¢ loukiou 1987, yia tn) dacpoNOYIKI] KAl OTATIOTIKT] OVOUATOAOYIA KAl TO KOWO
daopoloyio (EE L 256 e 7.9.1987, 0. 1).
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O mapdv Kavoviopog eival SECPEUTIKOG kG TPOG OAa T PEPT) TOU Kat LoYUEL Apesa o€ Kae KpATog

pelog.
Bpu&éNeg, 22 Maptiou 2021.

INa ™y Emtpor)
Tepaoipog OOMAX
Tevikdg Arevduvig
Tevikn) Aievduvon @opoloyiag kar Tehwveiakrc Evaotg
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ITAPAPTHMA
, \ Katdraén ,
[Teptypagr] epmopeupatev (Kodikoc 0) Artiohoyia
1) (2) 3)
Aoy mPocAPTNONS  QOKOU  PUTOYPAPIKNG 900211 00 H xatarafn kadopiletar amd TOUG YEVIKOUG

pnxavig and pétalAo kat mhaoTikd pe oUvdeot
TUTIOU UMAYLOVET Kal e dlaoTaoeIg mepimou 92 x
86 x 35,1 mm.

To mpoidv €xer oyedaotel £tor  Gote va
TPOCAPTATAL 0TIV ERTPOGULA O] TG YNPLAKS
Prvteoxapepag,  eupiokopevo  avapesa ot
Prvteokapepa Kat TOV AVTIKEWEVIKO GAKO.

'Exet oxediaotel o1 OOTE va ENITPEMEL TN Xprion
OVTIKEWEVIKOY QAKOV PE YNQLakes Prvteokapiepeg
dagopetikol peyedoug OTIEPOHATOS
TPOCAPTIONG,  EMTPEMOVIAG TN WNYQVIKT
TPOCAPHOYT TNG 1p1daG PEcW HETOKIVIIONG TOU
pudpoT ipidag.

kavoves 1 ka6 yia TV eppnvela TG
Suvduacpévng Ovopatoloyiag, and T onpeiwon
1 otoiyeio 1) Tou Tprpatog XVI, and ) onpeioon
2 ototyeio f) Tou kepaaiou 90 kadeg kat and To
Keipevo tev kedikov 20 9002 kat 9002 11 00.

H «atdtaén ouv khdor 8529 w¢ pépog mou
TpoOpILeTal AMOKAEIOTIKA 1] KUPLOG Y10 GUGKEUES
Tov kK\aocwv 8525 ¢wg 8528 anokAsietat, H10TL TO
ev Aoy mpoidv dev eivar amapaitnto yia T
Aertoupyia e wngLakrs fivteokapepac.

Agdopévou OTL TO TPOIGV EMITPEMEL TN XPrjoN
OVTIKELHEVIKAY QAKOY GE YNQLIKES PIVIEOKANEPES
dragopetikot peyedoug OTEPOUATOG
TPOCAPTNONG, AUEAVEL TO QACHA TOV AEITOUpYLHY
TOV AVTIKELHEVIKAY QaK®V. (G EK TOUTOU, TO TIPOIOV
npénel va Yewprel wg e&aptua mou mpoopiletat
AMOKAEIOTIKA 1] KUPLOG Y10 AVTIKELHEVIKOUG PAKOUG
me khaong 9002  (fAéme amOgaon  Tou
Awaompiov ¢ 16mg  louviou 2011,
Unomedical, C-152/10, ECLL: EU: C: 2011:
402, oxéyeg 29, 30 kar 34). Kata ouvénew,
anokheietanr 1 katataln oty khaon 8479 g
pnxavy pe 1daitepn  Aertoupyia, mou  dev
katovopdletar oute mepthapfavetar al\ov oto
kepdAaio 84, ST To mMPoidY KaAUTTETAL pE THO
adkd tpono and khdor aMou kegalaiou TG
ovopatoloyiag [fAéne emiong Tig Eneknynuatikéc
Snuewwoelg Tou Evappoviopgvou Tuetipatog yio
v KkAaor 8479, devtepn mapdaypagog onpeio (B)].

Qg &K TOUTOU, TO TIPOIOV Tpémel va katataydel oTov
kodko  TO 90021100 ¢ eEapmpa
AVTIKELHEVIKOY KGOV TG KAdong 9002.
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