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EKTEAEXTIKOX KANONIZMOZX (EE) 2015/ 390 THX EITIITPOITHX
e 516 Maptiou 2015

GXETIKA 1€ TV TpoTomoinon Tov napaptipatog I Tou kavoviepot (EOK) apid. 2658/87 tou Zupfouliov
ya ™ Sacpoloyiki kat otatioTiki] ovopatoloyia kat To Kowvd Sacpoldyio

H EYPQITAIKH EIMITPOITH,
Exovtag unoyn ) Suvdnkn yia m Aertoupyia e Evpenaikng Eveong,

Exovtag umoyn tov kavoviopd (EOK) apd. 265887 tou ZupPouliou, g 23n¢ louhiou 1987, yia ) dacpoloywn kat
OTATIOTIKI ovopatoloyia kat To kowo dacpoloyio ('), kat wding To apdpo 9 mapaypagog 1 otoryeio a),

Extipdvrag ta akohouda:

(1)  Me tov kavoviopo (EOK) api. 2658/87 Veomiotke ovopatoloyia eumopevpdtov (eefng kalolpevn «cuvduaopévn
ovopatohoyiav), 1) onola napatidetal oto mapdptpa I tou ev Aoyw kavoviopov.

(2)  To wyvov keipevo Tou oTolyElou a) TG oUPMANPOHATIKAG onuelnons 2 tou kepakaiou 20 Tou deltepou pEpoug g
ouvduaopevng ovopatohoyiag mpofhéner Ol i mepleKTIKOTTA EVOG TIPOIOVTOG oF dagopa odkxapa umoloyiletar faoet
apwpntikng évdeiEne mou mpocdlopiletal Stadlaotetpikd, cURPVA e T 1EYodo mou mpofAémeTal OTO TAPAPTNLA TOU
exteleotikol kavoviopou (EE) ap. 9742014 g Emrtponig (2).

(3)  Ta mpoiovta ta onoia mapdyovtar pe faon ta QUK ou €xouv mapackevaotel 1 datnpndel pe pedodoug ot omoieg dev
npofAénovtar oto deltepo pépog kepdhaio 12 TG cuvduaouévig ovopatoloyiag, pe Pdor TG pile HAVIOKAG,
apapolte 1 cohemol, Ttoug kovSUloug nhiavdou (peudokolokdoia), Tic yAukomatdtes kar mapopoies pilec ka
KovdUAOUG pe uynAn meptekTikoTTa o€ apulo 1) woukivy g khaong 0714 e ouvduaocpévrg ovopatohoyiag 1 pe
Paon ta apmelogulha, katatdocoviar 6Aa oto deltepo pépog kepalato 20 g ouvduacuévig ovopatooyiag. Kata
TOV UTONOYIOHO TG MEPLEKTIKOTNTAG HE Tr Xprion TN¢ dadhaoteTpikic 1edodou diamotovetar 0Tt Ta &v Aoyw mpoidvia
£xOUV 0060 UYNAO MOCOETO Laxapns GoTe VewpolvTal WG «|ie TPOCVNKN LAXapNe» KATA TNV Vol TG CURMANPOUATIKNG
onpeiwons 3 tou ev Aoyw kepalaiou, mapdlo mou dev mepiEyouv mpoedetn Laxapn.

(4) T va efaopahiotel 1 opdr katdtafn TOV TPOIOVIOV QUTGV Vol EMOPEVGG OKOMIHO, Yid TOUG OKOTOUG TOU
UNOAOYLOHOU TNG MEPLEKTIKOTITAG 08 Laxapn Tev &v ANOye Tpoidviev mou undyovtal oto SeUtepo pepog kepdlaio 20
NG cuvduacpévng ovopatoloyiag, va mpofAegdolv 1 Xprion e uypns Xpwpatoypagias uynArg anddoong (HPLC) kat
1 eQappoyn evog Kadiepepévou TUTou mou 101 epappoletal anod Ta TEAWVELaKA epyaoTrpia.

(5) Tw va ebaopakiotel 1 OHOWOHOPYT Eppveia TNG GUVOUAGHEVG ovopatoloyiag oe OAn Tv Evaon, dcov agopd Tov
TPOGOLOPLONO TG TEPIEKTIKOTITAG O CAKXApa dapopwv mpoiovtwy, da mpénel va Tpomonomdel To OTOLEl0 @) TNG
oupmAnpepatikiG onpelnons 2 tou kegahaiou 20 tou devtepou péPOUG TG cuUVdUAsHEVNG ovopaToloyiag.

(6) Q¢ ek TouToU, Ja mpémeL va tponomnotdel avéloya o kavoviopog (EOK) apid. 2658/87.

(7)  Ta pétpa mou mpoPAénoviar OTOV TAPOVTA KAVOVIORO Eival CULQGYA [E Th YWORI TG EMTPOTIG TENWVELAKOU KOdIKA,

EZEEAQXE TON TTAPONTA KANONIEMO:

‘Apipo 1

Sto deltepo pépog kepahato 20 g cuvduaopévig ovopatoloyiag mou mapatidetar oto mapaptpa I tou kavoviopou (EOK)
apw. 2658/87, o otoiyeio a) TG CUPMANPWHATIKAG onpeinons 2 avikodiotatal and To akoAoudo Keipevo:

«) H mepiextikotta oe diapopa oaKkXapa, mou UETPETAL OE GaKXApOLn (MEPIEKTIKOTTA O GAKXAPQ), TGV TPOIOVIGY TOU
Katatdoooviar oto kepdhaio autd avuotoiel oty apdpnukn évdeiEn mou mpoodiopiletar dadhaotuetpikd oe
Yeppokpacia 20 °C, ovpgova pe ) pédodo mou mpofhénetar oto mapdptipa Tou ekteAeotikoU Kavoviopou (EE)
apw. 974/2014, noManhaciaopév pe évav and toug akoAoudoug GUVTENESTEG:

— 0,93 yia ta mpoiovta Tev diakpicenv 2008 20 £uc 2008 80, 2008 93, 2008 97 ka 2008 99,

— 0,95 yia ta mpoiovta Tev aANwV KAAoEGY.

() EEL256™c7.9.1987,0.1.

(%) Exteleotikog kavoviopog (EE) apd. 9742014 g Emrtpomnig, g 11ng Zentepfpiou 2014, yia tov kedopiopd e dowhaotpetpikic pedddou
Tpocdioptopol tou dahutol Enpol UMOAEIIHATOC OTa peTanotpéva TIpoiovVTa pe Ao Ta OMPOKNMEVTIKA Pe 6KOTO TV Katdtar) Toug otn
ouvduacpévn ovopatoloyia (EEL 274 g 16.9.2014, o. 6).



L 65/14 Entonun E@nuepida e Euponaikrs Evaong 10.3.2015

Qotd00, 1 TEPIEKTIKOTNTA OF dAQopa GAKXAPE, TOU HETPETAL GF OOKXAPOLN (MEPIEKTIKOTTA OE OGAKXOPQ), TGV
akOAOUIOV TPOIOVTOV TOU KATATAGOOVTAL 0TO KEQANLO QUTO:

— TGV TPOIOVTLV Ta omoia mapayovtal pe Paon Ta gUKia mou &xouv mapackevaotel 1 Swatnpndel pe pedoddoug ot
onoieg dev mpofAénoviar oto kepdhato 12,

— TV TPoidVTLY Ta omoia mapayovtal pe Paon Tig pices paviokag, apapoutng 1 oalentol, Toug kovdUAoug nhiaviou
(weudokohokaola), TG YAUKOTIATATEG Kt Mapopoles pileg kar KOVOUAOUG pe UWNAN MEPLEKTIKOTNTA GE AUUAO 1)
woulivi) ¢ kAaong 0714,

— TV MPOIOVTLY Tou mapayovtal fe Paor ta apneloguNAa
QVTIOTOLKEL OTO QMOTENECHA TIOU TMPOKUTTEL QMO TOV UMONOYLONO TOU MPAYHOTOTOLEITAL HE PAoT) HETPTIOELS TOU EXOUY

MOei pe v epappoyr g pedodou e uypne xpopatoypagiag uynhng anodoons (“uédodo HPLC?), clpguva pe
Tov akohoudo tino:

S+(G+F) x0,95
onou:
“S” glvan 1) MEPLEKTIKOTITTAL OE oakyapoln mpoadlopiopévy e ) pedodo HPLC,
“F” eivan 1) MEPLEKTIKOTITA GE PPOUKTOLN mpoodlopiopévn e ) pedodo HPLC kat

“G” eivai 1) meptekTikoTTA 08 YAUKOLN mpoodiopiopévn pe Tt pédodo HPLC.».

‘Apdpo 2

O napdv Kavoviopog apyilet va toxUel v ewoot) nuépa and T dnpooicvor tou oty Emionun Epnuepida ¢ Evpwnaikic
Evwore.

O mapav kavoviopog elvar SECHEUTIKOG (G TPOG ONA Ta [EPT] TOU Kal 1oYUEL Apeoa o€ Kae KpaTog
pelog.

BpukéNeg, 5 Maptiou 2015.

INa v Emtpornt,
&€ ovoparog Tou ITpoédpou,
Heinz ZOUREK
T'evikog Atevduvtric @opoloyiag kar Tedwverakrc Evwotg
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