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[potaon ywo apdén s Evoong oyetikd pe v avdykn tpomonoinong tov kavovicpov (EK)
ap1f. 11072009 7tov Evpomaikov Kowofoviiov ko Tov XvpPovriov, g
21nc OxktoPpiov 2009, Yo T 0100£61 QUTOTPOGTAUTEVTIKAOV TPOIOVTOV OTNV AYOPd Kol TNV
Katapynon Tov odnyiev 79/117/EOK km 91/414/EOK tov Zvpfovriov

To Evpwnaixo Korvofovlio,

éxovtag vdym 1o apBpo 3 mapdypapog 3 g Zuvinkng ywo v Evponaixn ‘Evoon,

- éxovtag voym ta apbpa 38, 43, 114, 168 mapdypagpog 4 ctoryeio B), kabadg kot to apbpo 225
™g XuvOnKng yia ) Aertovpyia g Evponaikng Eveoong,

- éyovtag voyn tov kavoviopd (EK) aptf.° 396/2005 yio ta avototo Oplo Katoloinmv
QLTOPUPUAK®V HEGO 1] TAV® GTO TPOPLO Kot TIS COOTPOPES PULTIKNG Kol LOKNG TPOEAELONG
Kot ylo TNV Tpomonoinon g odnyiog 91/414/EOK tov XZvufoviiov,

- éyovtag vmoyn Ttov  ekteheotikd kavovioud (EE) 2016/1826 tg Emurpomng, g
14ng OktwBpiov 2016, yuo ) un £yKpion g OpacTikng ovciog tpikvukAaloin (tricyclazole),
ovpewvo pe tov kovoviopd (EK) apf. 1107/2009 tov Evponaikov Kotvofoviiov kot tov
SVUBoVAIOL GYETIKA LE TN S1ADECT] PLTOTPOCTATEVTIKAOV TPOTOVIMV GTNV 0YOPd,

- &yovtoc vmoym v €kBeon EFSA-Q-2018-00338, g 7ng Aekepfpiov 2022, oyetikd pe tov
KkaBoplopd TG avoyns Katd TNV el60ymyn g ovsiog (Tpikukialdoin) oto pulL,

— &xovtag vdym 1o apbpo 47 mapdypapog 2 Tov Kavoviopov tov,

A.  Aappavovtog voyn OtL M €yKpion XPNONG QULTOTPOCTOTEVTIKOV TPoidviog oty Evmon
KoAvTTETON £l TOL TAPHVTOG amd Tov Kavovicud (EK) apif. 1107/2009 oyetikd pe tn 0160eom
(QLTOTPOGTATEVTIK®V TPOIOVTOV GTNV ayopd’

B.  Aappavovrog vwoyn 6Oti, v n ev AOY® ovcia dev €yKpBel, Ta ovdTATO Oplol KOTAAOIT®V
(AOK) 0o mpémer va k0Boplotovyv UECH EKTEAEGTIKOD KAVOVIGUOD PBACEL TOV KOVOVIGLOV
(EK) ap18. 396/2005 yio to avdtote Oplo. KOTUAOIT®V QUTOPUPUAK®OV HECH 1 TAV® GTO
TPOQIA Kot TIG LOOTPOPES PLTIKNG Kot (MIKNG TpoéAevons

I Aoppavovtag voyn oti, cvpewva pe tov kavoviopd (EK) apif. 396/2005, évag mapaymydg
umopei va vwoPdiel aitnomn pécm kpdatovg péAovg Yo avénon tov AOK oG ovoiag kat, o€
nepintwon Oetikng yvoune, ta véa AOK Ba ioydovv yia mpoidvta mov mapdyoviol TOG0 6TV
‘Evmon 660 kot 6€ Tpiteg yopeg

A.  hoppdvovtag vwoyn 0Tl cHpemva pe Tov Kavoviopd (EK) apif. 396/2005, uropei va, eykpiBet
avénon tov AOK yio po ovoia mov anayopevetar oty Evponaikn "Evoon, dnuovpyoviog
¢to1 éva mapdoo&o cHuemva pe o onoio ot mopaymyoi ¢ EE Ba votepodoav oe oyéon e
TOPAY®YOVS GE TPITEG YMPES

E. Jlopupdvoviag vmoyn oOt, omv mpoavagepbeica mepintmon kot PACEL TG 10YVOVCOC
vopobBeaiag, yio va eykpiBel n xpnomn amayopevpévng oty Evoon ovsiog tng omoiag ta AOK
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&xovv TpomonomBet, Ba Tpémet va arxorovdnbei n dladikacio Tov TPOPAENETAL GTOV KOVOVIGUO
(EK) ap18. 1107/2009- Aappavovtag veoyn ot to apbpo 7 tov v Adym Kavoviopol opilet 0Tt
0 TOPAYWYOG TNG OPACTIKNG 0LGiag eivar vevBuvog va vToPdAel, o Kpatog LEAOG, aitnon Yo
NV £YKPIGT NG 0LGLOG 1 Y10 TNV TPOTOTOINCT| TV Op®V £YKPIoNS” AAUPAvOVTOS VITOYT OTL N
dwdwacio avt) oev umopel va kwvnbel pe omoovonmote GAAO TPOTO, GAPNVOVTAG TOLG
napoywyos g EE avioyvpoug kot evdAwmtovg anévavtt 6tov afépto avtayoviopd:

1.  «aAel v Emutpomn va vtoPdiet, £mg Tig [...], Pdoet Tov dpBpov 168 mapdypapoc 4 ctoryeio B)
™m¢ ZuvOnkng yo m Acttovpyia ™ Evponaikng Evoong, npdtacn yu tnv tpomonoincn tov
kavoviopot (EK) apf. 1107/2009 tov Evponaikod Kotvopfoviiov kot tov Zvpfoviiov, g
21ng OxtwBpiov 2009, oyetikd pe T S140£0M PLTOTPOSTATEVTIKMOV TPOIOVTWV GTNV Ayopd Ko
mv Katdpynomn tov odnyiwv 79/117/EOK kar 91/414/EOK tov ZvpPoviiov, n omoia Oa
EMUTPETEL TNV ALTOUATN EvapEn TOV SodIKACIOV VTTOPOANG AUTHOE®MY TOV TPOPAETOVTAL GTOV
kavoviord (EK) apf. 1107/2009 yua €ykpion pécm TV SOA®V TOL TPOPAETOVTIOL GTOV €V
AOy® Kovoviopd, ympic va amatteital 1 VToBoAN aitnong, oTNV TEPITTMOT TOL 0 SPOCTIKN
ovcia dev £xet eykpBel otnv 'Evmon kat 6tav, pécm avabempnong tov kavovicpov (EK) apif.
396/2005 pe outioAoynuévn yvoun couemva pe 1o keediato II tov kavoviepod (EK) apif.
396/2005, n Apyn exdidet Betikn €kBeon oyeTkd e TV ovcia TOL emTPEMEL TNV AVENGN TOV
AOK ¢ gv AOy® ovoiog

2. xoAel v Empomnn, katd v tpomonoinon tov kavoviopov (EK) apf. 1107/2009, va eEetdost
T0 €vogyOuEVo Béomiong amAoLoTELUEVNC Oladikaciag €ykplong mov 0o emtpémer v
KOTAGTOOT TOL AVAPEPETAL TNV TTapdypoeo 1 ™¢ mapovcag npdtaong npding s Evoong
onUemVEL 0Tl aWTo B améTpene omoladnmToTe KabvoTépnon UETOED TNG ENONC TOV VE®V
AOK «at g éykpiong g xpnong g ovciag otnv EE, dtacparilovtag £tot 6t1 01 Tapaymyol
¢ EE dev avtetonilovv dvicovg 0povg aviayoviopod 1N ofEto ovtayovicpd omd
TOPOY®YOVS GE TPITEG YDPES

3. nrel, petd v avabedpnon tov kovoviopov (EK) aptd. 107/2009, va epaplooTel avadpoptka
G€ VPLOTAUEVEG TAPOUOLES TEPIMTAOGELS

4.  avadéter otV [Ipdedpod tov va dwaPipdoet o mapdv yhieope oty Extpony|, oto Zvppfovito
K0l OTIG KUPEPVNOELG KO TOL KOWVOBOVALN TOV KPATMV HEADV.
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AITIOAOrIKH EKOEZH

2ty Bvponaixn ‘Evoon, yo v éykpion tov ovsudv akorovbeitor 1 dtadikacio mov tpoPAeéneton
otov kavoviopo (EK) apif. 1107/2009, mpokeyévon vo dtac@ariletar | tpoctacio e vyeing TV
avBponwv, tov {dwv Kot Tov mepPIAlovToc, Sluc@aAIlovTag TapIAANAL TNV VTOYOVIGTIKOTNTO
¢ yempyiog g EE. H dwndwcacio avt Baciletal otnv apyn tg TpoeOAAENS, YEYOVOS TOL G HOiVEL
ot o ovcio dev pmopel va eykpifel av dev amoderyBel and Exbeon g Apyng 0Tt elvar acEAANS Yo
xpnomn. Awgopetikd, kobopiletal avotato Opro kotarointwv (AOK) coppmva pe Tov Kovoviouo
(EK) ap18. 396/2005 yia eilcaydpeva mpoidovia mov TepE(ovy v v Ady® ovaia.

O tporonomoetg towov AOK, mov emitpémovv T d1dbeon oty eviaio ayopd TpoidVI®V TOL TEPLEYOVV
OPYIKA OTTOYOPEVIEVEG OVGIEC, ETNPEALOVY OPVNTIKA TNV AVIOYOVICTIKOTNTO TOV TUPOYOYDV TNG

‘Evoong, éog 6tov 1 ovsio eykpiBel cuppwva e TIg dSoTLTACELS Tov opilovTal GTOV Kavovioud

(EK) ap18. 1107/2009, vrovopevovtag £Tct Tov 6TdY0 TG dIKaloovuvng oty ayopd. H mpotevopevn
TPOTOMOINGT OMOCKOTEL OGTNV  OMOKATAGTACT 1GOTIU®V OpOV  OVIOYOVIGUOD GE OULTEG TIG
TEPUTTAOGELC.
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