ANAPTHTEA zTO AIAAIKTYO

EAANHNIKH AHMOKPATIA

OEMA: lMapox odnNylwyv yla Tt epapuoyn Twv dlatdEewv Twv dpbpwv 40
Kat 79 tou v. 4646/2019 (A" 201) kot Tov dpBpov 10 tov v. 4664/2020 (A’ 32)
QAVOQOPLKA PE TNV €QAPPOYN MELWPEVOL cuvTeAeoT] OMA. Zxet: 1) H apd
1173533 Ez= 2019/13-12-2019 eykOKALOC PE Tnv omoia Kowvomoldnkav ot
dlatdEelc Tov v. 4646/2019 (A’ 201/12/12/2019)/13-12-2019.

2) H oap®. E. 2042/27-03-2020 EZ= 2020 eykOKAlOC HE TnNv omoia
Kowvomotjdnkav ot dlatd€elc Tov v. 4664/2020 (A’ 32, 14/02/2020).

Avo@OoplK& pe TO TopaAmdvw BE€ua KoL O CUVEXELX Twv LT aplb.l) Kat 2)
OXETIKWY EYKLVKA{WY Kowvorolnong tTwv v.4646/19 kot v.4664/20 OTwG Kot
OXETLKWY EPWTNUATWY ETALPELWV KAL QOPEWY, MapExovTal odnyleg yla TNV
0p6n epappoyn Twv napaypdewv 26, 37, 48 kat 49 touv napaptriuatog Il Tov
Kwoka dépov MpootiBéuevng AE{ag wg mMPog Tov HELWHEVO ouvTeAeaTh ®IA.

ElWdikdTEPQ:
i) MNapaypagoc 37 Tov NapaptTApaTtog Il Tov v.2859/00

A. 1o Mapdptnua Il avtikataotddnke n mapdypa®oc 37 TMPOKELUMEVOL v
uraxOolyv OTOV ULTMEPUELWHUEVO ocuvTeAeoT ] OIMA €EL TolC €KaTO 6 % TO
avoooAOoYLKA poidvta tnG AK 3002, Ta padlevepyd MOPACKELACUATA YO TNV
LATPELKA TOL AVBPWTOL, YLa dLAYVWOTIKOOC N BEpameVTIKOOG okomoug TnG AK
EX 2844, Ta OKLOTIKE TTHPACKEVACUATA YA HLYVWOTLKOUG OKOTIOUG yla TNV
TPkl Tou avBpwrmov TN AK EX 3006 kot GAAQ  dlayvwoTKA
TMUPACKELACUATA ] AVTLOPACTAPLA VLA TNV LATPLKA TOoL avBpwnov Twv AK EX
3002, AK EX 3006, AK EX 3822 kat AK EX 3824.

Avo@Qoplkd pe TOV €@oappolléuevo ocuvvteAeoty OMNA ota mpoldvTa Twv
TPOOVAPEPOUEVWY BATUOAOYIKWY KAACEWY, dlevkpvifovtal Ta akdAovBa Kal
nopatiOevTal eVOEIKTIKA MapadelypaTta €vW OXETLKA avdAvon vndpxEL OTO
CUVNUMEVO TIOPAPTNMA:

a) Avoogoloyilka mpoiévta TnG A.K. 3002 (BA. onpeio A) ToOUL
MNapapTAHATOC):

Ta «avoooAoylkd mpoidvta» TNG KAAong 3002 6nA, ta mentidia Kot ot
MPWTEVEC (GANa amd Ta £(8n TNC SATUOAOYLIKAC KAGonc 2937) mov cuvdéovTalt



AUECQ WE TN PUOPLON TWV VOTOAOYLKWY dLAdLKACLWY, OTIWC TA HOVOKAWVIKA
avTilowpata  (MAB), T 6OpaldouaTta  AVTIOWHATWY, To OouvlebyHaTA
QVTIOWHETWY KoL  BPOLOUATWY QVTIOWHATWY, Ol WTEPAEVKIVEG, oL
wTeEPPePOVEC (IFN), oL XNUOKIVEG Kal OPLOPEVOL TTAPAYOVTEG VEKPWONG OYKWY
(TNF), avgntikol mapdyovtec (GF), aipatomonTive Kol TAPAYOVTEC
OLEyeEPONG KOKKLOKLTTAPpWY (CSF) unmdyovtolL 0 UMEPUELWIEVO OQUVTEAEDTN

®IA (6%).

Y. IPoldvTa 1oL TmapovaltdlovTal Ye Tn Hopen 86cewv 1 elval CLUOKELATHEVQ
ME TN ALAVLKA TIWANGCN KOL Yl AVOGOAOYLKE TECT TNG BACTUOAOYLKAG dLAKpPLONG
300215

Ta €uBOAla yla TNV WTPLKA TOL AVOPWMOL TNG OACHOAOYLKAC BldKpLong
300220 napapévouv o€ cuvteAeoT OIA £EL TOLC eKATO (6%).

B) Padievepya mapaokevacpata tnG A.K. 2844 (BA. onueio B) Tou
NapapTAMHATOG):

Ta padlevepyd napaokevdopata tTng AK EX 2844, mov XpnoLuomolodvTal YL
TNV LATPLKA TOL AVOPWTOL YL HLAYVWOTLKOUC A Kal BEPAMEVTIKOOC OKOTOUC
LTTAYOVTAL OE LTIEPUELWHEVO auvTeEAeaTH DIA (6%).

My Ta TeEXVNTA padlevepyd LoOTOMA KOL EVWOEL TEXVNTWY POADLEVEPYWV
LOOTOTIWY TIOL  XPENOLUOTOLOUVTOL OTNV  LATPLKA  TOL  avOPWToOL  yla
dLayvwoTIKOUC 1 BepamevTIKOUC oKOTOUC,

AvtiBeTa, Aownd xnuikd npoiévta tng A.K. 2844, eEakoAovBolv va vidyovtal
og OMNA 24%.

Y) ZKlaTika@ mapaokesvaocpata A.K. EX 3006 (BA. onueio ) Tov
NapapTAMHATOG):

Ta OKLATIKA TIOPAOKELACUATA YA dLayvwoTIKOOC okomolG tng AK EX 3006,
yla TNV LaTPLKA ToL avBpPWMoL, LITAYOVTAL OE LTIEPUELWHEVO cuvTeEAEDTH PIIA
(6%).

MY. OKLATIKA TOPAOKELACHATA YA EEETACELC TWV ECWTEPLKWY 0PYEVWY, TWV
APTNPLWY, TWY PAERWVY KAT

0) AAAa S1aYVWOTIKA MapaoKeLATHATA R avTidpaocTApLa (BA. onueio
A) Touv MNapapPTAMATOG):



Ta Aond HLayVWOTLKE MOPAOKELACHATA ] AVTLOPACTAPLA YA TNV LATPLKA TOU
avBpwrmov Twv AK EX 3002,

AK EX3006, AK EX 3822 kot AK EX 3824, vndyovtal Ot ULTEPUELWMEVO
ouvvteAeoath OMA (6%).

£)

Napadeiypata SLayvwoTIKWY MUPACKEVATHUATWY n
avTIdpaocTnpiwv pE Tov avtiotolyo oguvtedeoth OMA:

T OLAYVWOTIKA TECT KOL OV TLOPACTAPL YL TNV A0OEVELX TOV KOPWVAToD
mov PBooiCovtalL 0€ OVOOOAOYLKEC avTdpdoelc  vmdyovtal o€
LEPUELWUEVO guvTeAeaTt PMNA (6%).

AK 3002 avtiopol yLa dlayvwoTIKEG XPOELC TNV LATPELKH TOL AVOPWTOL
LTTAYOVTAL OE LTIEPUELWMEVO cuvTeEAeaTH PIA (6%).

Alpa Cwwv TN AK 3002, mMOPAOKEVOOUEVO Yl OEgPATELTIKEC,
TMPOQPULAAKTIKEG XPNOELG OTNY LATPLKA TOL avBpwWToL, 0 cuvTteAeaTrG PIA
nov epapuéleTal o€ avtd elvat dekatpla Tolg ekatd (13%),

AAAa kKAdopota alpatog tng AK 3002 yio BepamevTIkEC XPOELC OTNV
LTPKA TOL avBpwTtov, 0 cuvTteAeoTAG OIMA mov spapudletal o avtd
elval dekatpla Tolg ekatd (13%),

Alpa Cwwv t™ng AK 3002, MAPACKEVOOUEVO YLX OLAYVWOTIKEG XPHOELG
oTNV LOTPELKA ToLv avBpwrmov, o cuvteAeat PIMA mnouv epapudleTal o€
avTd elval €EL TolG ekaTd (06%),

XNUIKG mopaoKeDAOUA Yyl dlayvwoTlkoOC okomoOG Ttng AK 3824 Kat
OLYKEKPLHEVQ Yo TNV TIPOKANGN TEXVNTAC Taxukapdlag oe aobevelc mov
aduvaTtoly va OAOKANPWOOUV TO TECT KOMWOEWG, TPOKELMEVOL Vva
vnoBAnBolv oe omvlnpoypdenua KapPdLAC LMAYETAL OE LTMEPUELWMUEVO
ouvteAeotn OINA (6%)

Ta avtdpaotripla Twv AK 3002 kat AK 3006 mouv xpnotuomnolodvtal oTnv
KTNVOTPKA 1 Yo GAAEC XPNOELG (TI.YX. oTn Bropnyoavia, yia EAEYXOLG Kal
METPNOELG €Tl TPOP(HWY N TIOTWVY K.AT.) vntdyovtal o€ guvteAeotr OMA
13%.

Ta avtidpaotripla TNG AK 3822 Mov X¥PNOLUOTMOLOUVTAL GTNV KTNVIATPLKA
A Yot GAAEC XPrOELC (T1.X. oTn Blopnyavia, yia EAEYYXOUGC Kol HETPAOELG €Ml
TPOP{HWY A MOTWVY K.ATL.) unidyovtal ge guvteAeotr OMA 24%.

Motonoltnuéva VALKA avagopdc AK 3822, o ouvteAeoTAC OIA 24%.



B. EmunAéov, avoa@oplkd peE TNV €@appoy) Touv ocuvteAeoth) OMA otnv
OlevépyELla QKTLWVOBEPATELTIKWY TPAEewY Tov mePLAaPBavovTal otnv vt
aplOy. Y40/48545 (B” 2408/31.8.2012) kown amdépacn Twv YMOLPYWVY
OwkovouULlkWY -Epyaoiag, Kowwvikig AagedAiong kat Mpdvolag - Yyeilag, omwg
LoxVeL, epdoov avTéC dev anaAAdoocovtal e To dpBpo 22 tov Kwdika ®.M.A.
odnylec £€xouvv nmapaoyxedel pe Tnv E.2042/27- 03-2020 gykOKALO Kowvomoinong
TOou v. 4664/2020 (vm. aplB. 2 oxeT.)

i) MNapaypagog 48 kat 49 tov MNapaptApatog Il Tov v.2859/00

210 Noapdptnua Il Tov Kwoika PIA, mpooTtEONKav oL mapdypapoL oL LTt apLo.
48 kot 49 oOuewva PE TIC omoie¢ petatdooovTal amd TOV KOAVOVLKO
ouvvteAeot) OMNA 24 % OTOV MEWWMEVO OLVTEAEOTH 13% Ta KAADUPOTO
KEQAANG ao@AAElaG (Kpdvn) Twv OWKLKALOTWY TN AK EX 6506, ol
AMOPPOPNTIKEG TMAVEG Yy Ta Bpeepn and kABe VAN tng AK EX 9619 kal ta
NMOLOLIKE KaB{oPATA ALTOKLVATOL OTIWG KAl TA PLEPN TWVY TOLOLKWY KABLoUETWY
nc AK EX 9401.

AtevkpwiCetal 6T

1. Ocov agopd T KAADHUOTA KEPAARG A0@AAE(0G TWV SIKLKALOTWY (AK EX
6506), avtd nmeptAapBdvouy Ta Kpdvn ac@aAsiag mov mpoopifovtal yla Xprion
and npéowna mov emPaivovy O HUOTOCIKAETEG, OKOUTEP, HOTOMOdAAQTA,
nodnAata, modAAata pe BondONTkS KwnTAPQA, 1 NAeKkTPLKE ativia. EvvénTo
elval 6Tl yla ta Kpdvn avTtd MEEMEL va TANPoLUVTOL oL dpoL Kol PoUTI0OETELC
ao@aAelog ov MpoPBAEMOVTOL ad TNV OXETLKA vouoBbeaia.

2. Ooov a@opd TIC amoppoPnTIKECG TAveC yia Bpépn (AK EX 9619), avTéc
neptAapBdvouy  té00 TG maveg plog  xpriong, 600 KOl TLC
ETMAVAYPNOLUOTIOLOVUEVEC (ETTAVATIAEVOUEVEC) TMAVEC ATIO VYAV TLKEG DAEC.

3. Ooov agopd Ta matdikd kabiopata avtokivAtov (AK EX 9401), avtd
nepAauBdvouv Kat ta BPePKA KAAXBAKLO HETAPOPAC (TMOPT MMEMTE) EQOTOV
aLTA €lval oYXEOLAOUEVA VA OTEPEWVOVTOL OTO KABLOUA TOL AL TOKLVHTOU.

EmunAéov Ouwaocagnvifetar 6tL n Tpomomnoinon tng MNoapaypdeov 26 TOUL
Nopaptripatog Il tov v.2859/00 agopd avadlaTOMWON TOL KELWEVOU TNG
noPaypPAa@oL TMPOKELMEVOL va NV beloTaTal o0YXLON WG TPOC TNV LIAywyH,
OUVOALKA, Twv TOWIKWY mpoidvtwy Odlatpopnc Ttouv Kepaiaiov 19 TouL
AocopoAoyi{ov otov petwpévo ouvteAeoath PMA dekatpia tolg ekatd (13%).



Na tn O6levkéAvvor oag, Adyw TNG WBlaltepa TEYVIKAC @OONGC TWV
LATPOTEYXVOAOYLIKWY TPOoldvTwY mouv meptAauBdvovtal otnv mnop. 37 TOU
NapaptApatog Il tov Kwdka MA, oto MNAPAPTHMA Ttn¢ mnapoloag
MOPEXOVTAL OVAAUVTIKEG OLELKPYIOELC Kol TOpodelyuaTa OXETIKA MHE TN
daopoAoylk KATATAEN TWY €v AOYW TPOIOVTWY, TA QAVTLKELMEVIKA TOULC
XOPOKTNPLOTLIKAE KoL TOv TPOMOo XPriong Toug.

2ZUVIOTOUHUE OTOUG EVBLAPEPOEVOLC, YA T TIPOIOVTA IOV TOUG EVBLAPEPOLY,
va oupBouvAcbovtal to Kowd AaoupoAdylo tng E. Evwong otn OXETKA
LotooeAida t™ng Emlonung Eenuepidac tng E. Evwong. MetaBaivovtag otnv
QPXLKNA oeAida ™Nng dlevBuvonchttps://eur-
lex.europa.eu/homepage.htmli?locale=elnpénel  va MANKTPOAOYACGOLY OTO
nedio ANAZHTHIH (FPHFOPH ANAZHTHZXH) Ttov aptBudé 2019/1776, mou eivatl
10 Kowé AaouoAdylo tng E. Evwong (Zuvdvaogpévn OvopatoAoyia) mov LaoxVeL
vyl To €to¢ 2020, Kal va to «kateBdoovv» pe uio poper pdf. Me tov Tpdmo
avTd Ba €xouv pla KaAlTeEPN elkéva TNC SLdpBpwanc Tov AaoguoAoyiov, Twv
OYETIKWVY BAOGUOAOYLIKWY KAGGEWY, TNG OVOUOO{0C TWY MPOIOVTWY KaBWC Kal
TWVY VOULKWV KELWEVWY (ZNUELWOELC K.ATL) oL SLémovy Ta Ke@dAata avTov.

O AIOIKHTHZ THZ ANE=ZAPTHTHZ APXHZAHMOZIQN EZ0AQN

FEQPrioz NITZIAHZ

NINAKAZ AIANOMHZ

|. AMOAEKTEZ I' A ENEPIEIA

1. Anodéktec Mivaka A’

2. Anob6éktec Mivaka I’

1. AMNOAEKTE?: A KOINOINOIHzZH

1. Anodéktec Mivaka E” (Xnutkéc Ynnpeaoiec)

2. Antobéktec Mivaka H’

» » |7

4. EO®

5. Eunopikd kat Brounyavikd EmpueAntriplo
6. MaveAAAVLIOC T0vbeauog Eunopwy ~Eloaywyéwyv ALKOKAWY


https://eur-lex.europa.eu/homepage.html?locale=el
https://eur-lex.europa.eu/homepage.html?locale=el

. EZQTEPIKH AIANOMH

1. AvtoTteAéc TuNua YnootAplENc Fev. A/vong TeAwveiwy kat EOK

2. A/lvan E®K kat PI1A

3. AAOEKA

4. AJvan Eeapuovnc Euusonc dopoAoviac

NAPAPTHMA

AIEYKPINIZEIZ 2XETIKA ME TH AAZMOAOrTIKH KATATA:=H
AIACNQZTIKON NPOIONTQN MOY ANA®EPONTAI THN MAP. 47 TOY
NAPAPTHMATO?: 1ll TOY KQAIKA

OrA

A) AvoooloviKa mpoiovta (A.K. EX 3002) (onueio i.a) Tnc eYyKLKAiov)

20pQWva PE TN onuelwon 2 tou KepaAaiov 30 TtnC 2.0., WG «OVOTOAOYLIKA
npoildvta» tTnc KAGdonc 3002 voolvTal Ta MENTOLA KAl oL TPpWTELVEC (AAAQ and

Ta £(6n TNnC KA&oNC 2937) mou ouvdéovtal dueca pe TN POOBULON TWV
QVOOOAOYLIKWY Sladlkaolwy, ONMwc To POVOKAWVIKA avTiowuota (MAB), Ta
8padouOTA QVTIOWUATWY, Ta ouledyUaTa AVTIOWUATWY Kal BpauoudTwyv
QVTIOWUATWY, Ol WTEPAEVKIVEC, oL wTeppepdvec (IEN), ol ynuokivec Kot
0PLOUEVOL MAPAYOVTEC VEKPWONC OVKWY (TNF), avEntikol mapdyovtec (GF),
QLUOATOMOLNTIVEC Kal MaPA&YOVTEC BLEYEPOTNG KOKKLOKLUTTAPWY (CSF).

2e ouTti TNV Katnyopio TmpoldvTtwy, €181KOTEPQA, OOUEWVA  PE  TLC
EneEnynuaTtikéc Inuewwaoelc tov MNaykdoutov OpyaviopoL TeAwveiwy (M.0.T.),
euninTouy  Ta mpPoildévTa TMOU YPNOLUOTOoLoUvVTAl yia  SlayvwoTikoug i
BepameVTIKODC OKOMOUC KABWC Kal Yl aVOTOAOYLKE TEOT, MPEnel va BewpnBOel
OTL gunintouvv evTOC TNC OULUYKEKPLUEVNC opddac mpoidvtwy. Ta €(dn avtd
Umopo0v va 0pLoBolv WC akKoAoOBWC:

(a) MovokAwvika avrtiowpata (MAB) - sd8kéc avoooogalpivec amd
EMMAEYUEVQ Kal KAWVOTIOLNUEVQ KOTTOpQ vBpLdwuaToC, and
KUTTAPOKOAALEQYELEC TIOU €XOUV avantuyBel oe éva BpenTikO LAIKO N o€
QOKLTIKO LYPO.

(B) OPADOUATA OVTICWHATWY - TUAUATA TPWTEVNC OVTIOWUATWY, Ta
ornoila AauBdvovtal uéow edkNc evluvulknc dldonaonc.




(v) Ta ouleDYHOTA AVTIOWHATWY KAl OpAUVOUATWY AVTICWHATWY - Ta

oulslyuaTo ToL MEPLEYOLV  TOoLAGYLoTov £€va avitiowua N éva Opavoua
avTlowpaTtoc. Ot amAoloTeEPOL  TOMOL guviaoTtoly  €vav  guvduvaoud Twv
OKOAOLVOWV:

(i) avtiowua - avTiowua

(ii) 6paboua AVTLIOWUOTOC - BpadOUA AVTLOWUATOC

(iii) avtlowua - BpadoUC AVTIOWUATOC

(iv) avtiowpa - &AAN ovaia

(v) Bpadoua avTlowuaToc - &AAN ovoia.

Ta oulebyuaTa TWY TOTWVY (iv) Kat (v) meptAapuBavouy, yia napddetyua, éviuua
(Y. oAKOALKA owogatdon, vniepoelddon AN B yaAdaktoolddon) i XPWOTLKEC
(@AOVLOPEOKEIVN) OUOLOTOAKA CLVBEPEV 0T Sour TNC MPWTELVNC, Ta onola
XPNOLUOTIOLOUVTOL Yia AUECEC AVTLOPATELC aviYveELONC.

0) wwTePALLKIVEG, VTEPPEPOVEC (IFN), XNMUELOKIVEG Kal OPLOUEVOUC
MAPAYOVTEC VEKPWONG OYKWVY (TNF), avinTikoOC mapdyovTEeg
(GF), aipomnolnTivec KalL mapdyovTec Siéyepanc anmotkiwv (CSF).

€) TOA SLAYVWOTIKA TECT KAl avTiOpaoTAPLA Via ThV aogBfévela ToL
Kopwvaiod (COVID-19) mouv Bacidovral OE OVOOTOAOVIKEC

avTLbpaocelc.
B) Padilevepyd MOPACKELVACTHATA YIA TV LOTPLKA TOL avOpwmov, yia

SLayvwoTIKOUC A OspamevTiKoUC okomouc (AK 2844 EX) (onueio i.B)

TNG EYKULKAiIOL):

XapaKTNPLOTIKA MPOoIOVTa TG KATNYopiac auTAC &ival Ta TEXVNTA
PAOLEVEPYA LOOTOTIA KAL Ol EVWOELG TOUG. Q¢ EVOELKTIKA mapadsiypata
TEXVNTWVY PASIEVEPYWVY 1OOTOMWY KOl TWV EVWOEWV TOUG TIOL
XPNOLHUOTOLOVVTAL OTNV LOTPLKA Yia S1ayVWoTIKOUG | OepameVTIKOVG

OKOTOUC UTTOPOoUV va ava@epoiv Ta akoAovba:

- evéoLpo SaAvpa [18F]FDG (Fludeoxyglycose) mouv mapovagilalstatl
O& OLUOKEVAOia ALAVIKAC MWANONG KAl XOPNYELTAL EVEOQPAERIWG WG

dlayvwoTikdé péoco yia kapkivomaBdeic, pe xypRnon Topoypaeiag
Nolitpoviwv (PET),

- eVEoLUO SLdAvpa KLTPLKOU vYaAAiov [‘Gallium (Ga-67) citrate],




- EVETLMO SidAvpa YAwpLodyov BaAiov-201,
- EVETLMO S1dAvpa YAWPLODYOL OTPOVTIOL,
- To kofBdATio 60 (69Co),

- 10 W10 131(131y, 1-131),

- _TO0 b0 125,

- o ypuoéc 198 (198au),

- 0 @ewogopoc 32 (32P), Kk.Am.

N ZKWOTIKA MTAPAOKELACTUATA VIO SLAYVWOTIKOUC OKOTOUC, Via TNV
LaTPLKA TOL avBpwtnov (AK 3006 EX) (onueio i.y) TNC EYKLKALOUL):

Ta &v AOYW OKLOTIKA TMAPOOKELAOMATOA YPNOLUMOTOLOUVTAL Vid

EEETACELC TWV ECWTEPLKWY 0PYAVWY, TWV APTNPLWVY, TWV AWV, TWV

OUPOTIOLNTLKWV odwv, TOUL XOALKOU mopov K.ATL. Eivai
MOPACKELATHATA UE BAon To Osuko Baplo R dAAeC adlag@aveic ovaieg
Kal mpoopilovTal va Ypnoipomnoin®ovv pe éveon A kKatdanmoon (m.x.
TOATOC Bapiov).

A) AloyVWOTIKG MAPACKELATHATA N AVTIOPACTAPLA YIa TNV LATPLKA
ToL avOpwmnov (AK EX 3002, EX 3006, EX 3822 kat EX 3824) (onueio

i.6) TG eykvkAiov):

A.1. Aaopoloyik KAdon 3002:

Z2TNV KAAon auTh (EL81KOTEPA OTOV) KATATACOOVTAL TA aKOAOLOA £idn:

a. Ta péoa OLEVEPYELAC ePYVAOCTNPELAKWY Soklpwv (test kits) via T™h
Slayvwon Tn¢ eAovooiac (Kkwdikéc 20 3002 11 00).

B. OL avTLOPOiL KAl Ta GAAC KAQOUATA TOU AipaTOC KWOLKOC 2.0. 3002
12 00), anmdé Ta oOmMoia Vvia OdLayvwoTIKOUC OKOToUC wC £€YOouv
XPNOLHOTMOoLoUVTAL HOVO Ol avTLopol.

Y. Ta SayvwoTika avTidpaoTApla RIKPoRLaKAC MTPOEAEVONG, EKTOC
and £Keiva mMov mpoopifovTal va Yxpnoipomnoindovv anevbeiac mavw
gTOoV ao0&VvN.



EEaipolvTtal andé TNV KAdon auvti ta éviuvpa (m.)X. MUTLA, apMUAGON
K.AT), aKkOpa KalL av givalr pkpoBlaKAC MPoEAELOoNG, KaBwc Kal ot
VEKPOL HOVOKUTTAPOL HLKPOOPYAVITOMOL.

Napadetypa S1ayvwoTiKoD avTidSpaoTneiov TNG mMapoloac KAAONG
€ivalL auTd Tmouv PacieTdl OCE HOVOKAWVIKA RN TOALKAWVIKA

QVTIOWHATA.

6. Ta duayvwoTikd ocivoAa (kits), Ta omoia KATATACCOVTAL CTNV
napovoa kKAaon (A.K.3002) 6Ttav O 0LOLWONC YAPAKTAPAC TOUL
gULVOAOU HideTal ATTO OMOLOOATMOTE MPOIOV THC KAAONC AUVTAC.

ZTLG OUVNOELC aVTLIOPACTELG IOV AGUBAVOUY XWPA KATA TN XPAON GLTWV
Twv kits meplAapfdvovtar  n  ouvyk6AAnon, n kabinon, n
ovdeTepomoinon, n npoadson TOUL CUUTIANPWHATOG, n
QLHOOULYKOAANGN, n eviuuilkn SokipR avooompoopoenonc (ELISA),
K.ATt. O ovowWWdNC YapakTAPac 6ideTar andé To Povadiké cvoTaTiKO
MOV EMNPEAdel  aMO@PaOLOTIKA TNV €&e18ikevon TNG aVAALTIKAG
dLabikaoiac (Tov TEOT).

Ta mMpoidvTa TNG mapovoac KAGonc eEakoAovBolv va KaTaTdooovTal

g€ GQLUTAV aKOMa Kol av mapouvoldlovtal o€ Kaboplopéveg 660elc N

€lVval OULUOKELAOUEVA VIA TN ALOVIKA TMWANCON, A aKOua KaiL av

mapouvoLalovTal YOUa | O€ JKPEC OUOKEDATIEG.

A.2. AaopoAoviKA KAdon 3006:

ESW katatdooovTtal Ta S1ayvwoTikd avTidpaoTApla (oTa omoia
MEPLAAUBAVOVTAL KAL EKEIVA IOV €ival PIKPORLAKAC TTPOEAELONG), TA
omoia yopnyouvralL HEéoOwW €VECNG, KATAMOONG K.AmM., O6nA. Ta
dlayvwoTika avTiSpacTtApla mov s@appolovtal ansvBeiac oTOV
ao0ev. Opoiwg, Mapddelypa SlayvwoTikoD avTidSpaotnpiov TNG
Mapoloac KAAONG €ival avTté mou PacileTal O& HMOVOKAWVIKA R
TIOAUKAWVIKG QVTIOWHATA.

ZTNV mapoloa KAAoN KATATAOOOVTAL Ol OPOi MOV XPNOLUOTIOLoVVTAL
WG avTISPaoTAPLA YIA TOV KAOOPLOUO TWVY ORASWY A TWVY MaAPAYOVTWVY
TOUL aipaToc.

Ta avTiSpaoTAPLa IOV LTIAYOoVTaAlL TNV KAGON aLTH MPEMEL va Eival
KaTdAAnAa yia anevbsiac xpRon yia Tov Kaboplopd Twv opadwv 4 Twv
MaPAYOVTWY TOL aipatoc. MPokKelTal EiTE yia 0polC avOpwmivng n



CWIKAG TPOoEAEVONG, EITE VIO QUTIKA EKYVAIOQOATO OTMOPWY H GAAWV

REPWVY QUTWV (YAOULTEAIVEC QUTWV).

Ta OUVKEKPLHEVO OVTIOPACTAPLA  YPNOLUOTMOLOUVTAL VIO  TOV

KaOopPIoNO TWV OMdASWVY TOL AiMATOC, ME TA YAPAKTNPLOTIKA TWV

QLHOO@aLPiWY N TOL 0POV aipaToc. Mmopsel va MePLEYOVY, EKTOC TWV
EVEPVWV CUOTATLKWVY, OVOIEC VIA TNV EVvioyvon TNC 5pacTIKOTNTAC

TOUC N Yla Th oTaf@epomoinon TouC (AVTIONTTIKA, avTIRIOTIKA K.ATL.).

El81kOTEPQ, PTTIOPOUUE VA SLAKPIVOUUE TETTEPLC KATNYOPIEC TETOLWVY
avTLdpaoTnpiwv:

A. AVvTI6paOoTAPLA VIA TOV KOOOPLOUO TWV ORESWY | TWV TaAPaAyOvVTWY
TOU GiMATOG, PE AVAPOPE OTA XAPAKTNPLOTIKE TWV ALHOCPALPIWV:

(i) Ta MOPACKEVAOTHUATA YiAd TOV KaBoplopd Twv opadwv A, B, O kat
AB, TwWV vTOOMGdwv Al kai A2 Kat TOU mapayovta H.

(ii) Ta MaPaOKELATUATA YIA TOV KOOOPLOUS TWV Opddwv M, N, S kat
P, KaOw¢ Kal AAAWVY Opadwv, 6Twe Twv Lu, K kat Le.

(iii) Ta MAPACKEVAOUATA VLA TOV KAB0opLond TV opndadwv PéCouc (Rh)
KoL TWV btoouddwv CY, F, V K.Am.

(iv) Ta MAaPACKEVACUATA VIA TOV KaABoplopud TWV OMAdWVY aipaTtoc
WWV.

B. AvTIOpaOTAPLA YPNOLUOTMOLOUUEVA VIA TOV KaBoplopd TWV
YOPAKTNPEPLOTIKWY TOU O0pol TOULU CaipaToC, KOl £181kéTEpa TA
MAPACKELVAOUATA TIOL TIPooPilovTal yia TOV KaBoplouo:

(i) TWV XOPAKTNPIOTIKWY TWV CLOTNMATWY Gm, Km K.Am.
(ii) Twv opadwv opwv Gc,Ag K.AT.

I O 0pb6c avlpwMVWY avTioealplvwiv (opéc Coombs), mov
XPNOLUOMOLEITAL OE OPLOMEVEC TEXVIKEC KABOPLOPOU TWV Opddwv
aipaToc.

OL aKaTéPYyaoTolL Oopoi Kal dAAa gvéidpeca mPoidvTa, yia Ta omoia
QMOLTEITAL MEPATEPW EMEEEPYATIA MPOTOVD KATACTOVV KATAAANAQ YA
XPNON WG avTISPACTAPLA, KATATACOOVTAL HE AVAPOPAE OTN CLOTATLKA
TOULG DAn.



A. Ta avTIOpPaACTAPLA VIO TOV MPOCOHL0PIOUO TWV LOIOTATWY TWV
avTLyovwy HLA (avTtiyéva avOpwmivwy ALVKWVY CalLHOC@ALPIiwY)
nepLAappavovral agTnv nmapovca KAdon Kal TPEMEL va

XPNOLHOTOLOUVTAL GUECA YId TOV TPOCOIOPIOYO TWV avwTépw
avTiyovwyv. MpdékelTtal via opolc &ite avOpwmivne ite CWLIKAC

MPOEAELONG.

Ta OuYKEKPLHEVA avTISpaoTAPLa avTISpolV HE TA TMEPLPEPELAKA
AEPQOKOTTAPA TOU aipaToC¢ TOU £EeTalOPEVOL ATOHOL YiA TNV
TAUVTOMOINON TWV avTiyovwv HLA. Ta avtiyéva HLA Ttou e€sTtalépuevou
aTOMOL UTTOPOUV Va KaBopLoTolv pE BAon TOV TUTO AVTidépaong Twv
o1a@opwv S0KIPNAOTIKWY 0pwWV HLA. EKTOC and Ta EVEPYA OCLOTATIKA,

Ta avTISpaoTAPLa MEPLEYOUVV MPOCTOETIKA yia TN oTaBepomoinon Kat
Tn SiaTtAENnOonN.

ZTa avTISpaoTApPLa auTd MEPLAapBdvovTatl:

(a) Ta MTAPACKEVACUATA YIQ TOV TPOCTH10PLOUS TWVY avTiyovwy HLA A,
B kat C.

(B) Ta MAPACKELACUATA VIA TOV MPOOOLOPIOUO TWV avTiyovwv HLA
DR.

(v) Ta MaPAOCKELAOUATA VIA TOV TPOCTOL0pIoUd TWV avTivovwyv HLA D.

(6) Ta éTolpa MPOG XPRON aAVTISPACTAPLA YIA TOV MPOCSL0PLIoUS TWY

avTiyovwv HLA A, B kat C, Ta omoia mMEPLEXOLY OELPA SLAPOPETIKWV

avTLopwV HLA (m.X. mAAKEC SOKIMAG).
(g) Ta éTOlpa MPOGC XPHON AVTIOPACTAPLA YIA TOV MPOCTSI0PLONS TWV

avTLyovwyv tou Tomouv ALH DR (m.Y. TAGAKEC SOKLUAC).

A.3. AaopoAOYLIKA KAdon 3822:

EOW KATATACOOVTOL KULPIWC TA OlaYVWOTIKA KOl E£PYACTNPLAKA

avTISPaoTAPLA YIa TA OTMOoia SLaMIOTWVETAL @avePad (amd Tn o0vOeon
TOL TL ETLKETE TL odnvie K.AT.) OTL mpoopidovTtalL va
Xpnoponotnovv in vitro kat 6xL in vivo, poAovoTt amd damowyn

AslTovpyiac pmopei va eivar opola pe Ta avTidSpaoTApPla TNG KAAONG
3006.




H kAdon 3822 mneplAapfdvel  avTidpaoTApla SlayvwoTIKAG R

EPYACTNPIOV O& ULMOOEpad KOl TOPACTKELACUEVA aAVTLIOpaACTAPLA
SLOYVWOTIKAC R £pyaoTNPIiOV £€0TW KOl O£ LUMOOsua, dAAa anmd TA
SLaYyVWOoTIKA avTidpaocTApLa ThC KAdonc 3002 A Ta SLOYVWOTLKA

avTidpaoTApla mouv mpoopilovtal va yopnynboov amevOsiag oTov

aogBOsvhn KAl T avTLIOPaOoTAPLE TWV OUAdWY aipatoc TNC KAdonc 3006.

Ta dlayvVwoTIKA@ avTISpaoTAPla  XPNOIMOTMOIoUVTAL  Yia TNV
afloAd0ynon @QUOLKWY, BLOPUOLKWY N BLOYNMIKWY Slepyaociwv Kat
KaTaoTaoswv. H Asitoupyia TOoLUG BacileTal Oof pla HETPAOLUN N
nmapatTneiolpn aAAayl oTIC BlOAOYIKEC R YNUKEG OLOIEC TOL
ouLVLOTOUV TO avTiISpaoTApPLO.

Onwe TOVIOTNKE KOl QVWTEPW, TO TMAPOOTKELAOHEVA SLOYVWOTLKA
avTISpaocTAPLa auTAC TNG KAAONG MMOPEL va Sua@étouv mapopoila
AsiTovpyia pe ekeiva mov mpoopidovTal va e@appooBolv anevbeiag

ogTouG aogBsveic (6idkpion 3006.30), pe TN Sag@opda O6TL

XpPnoponoilovvTal yia in vitro kait 6yt yia in vivo epappoyéc. Ta Baoika

TOUC YOPOAKTNPLOTLKA £ival, E161KOTEPA, TA aKkOAoLOa:

- Ta MaPAOKEVAOUEVA AVTIOPAOTAPLA EPYACTNPiIOL MEPIAGUBAVOLVY

oYL pOVO SLaYVWOTIKA avTidpaoTAPLa aAAd Kol GAAA OVAAUTLKA
avTISpaocTAPLa IOV XPNOLUXOMOLOUVTAL YId OKOTOUG AdAAOUG amod
TNV aviyvevon A Tn édidyvwan.

- Ta MaPaoKELAOUEVA aVTLOPAOTAPLA S1aYVWOTIKAG R EpyacTnpiov
MMMOPEL va yYpnolpomown@oldv O& 1OTPLKE, KTNVIATPELKA,

EMIOTNMOVIKA A BLOMNYAVIKA £PYOOTAPLA, OE VOOOKOMELQ, OTN
Blropnyavia N, 0& OPLOREVEC IEPIMTWOELG, OTO OTIITL.

Ta avTidpaoTAPLa AVTAC TNC KAGONG TapovoldlovTal £iTe o€ LTIOBEUA

ElTE O& POPPN MOPACKEVAOHATWY KOl, CUVEMWG, MEPLAAUBAvoOLV
MEPLOOCOTEPA ATO €VA CLOTATLKA.

s

Na mnapadsiypa, pmopei va amnmotedolvral and peiypata 60o A

MEPLOTOTEPWY aVTLOPACTNPIWY A and pepovwHéva avTidpaoTApla
SlaAeAvpéva o H1aAOTEC 610 POPETIKOUC and TO VEPO.

Mmnopsi emiong va mapovoidalovtal bté T HOPPN XAPTLOV, MAACTIKOD

A GAAWV VARV (TTOL YPNOLUOTMOLOUVTAL WC LTIOOsua A VIO TPWHA),

EUMOTIOMNEVA | EMIKOAVPMREVA ME €va N MEPLOOOTEPA SlayvwWoTIKG N
EQPYOAOTNPLAKA avTidpaoTAPLA, OTIWC XaPTLA NALOTPOTIiOL,




MEXAMUETPLKA YapTid A YopTid £€vdelEnc nNAEKTIPIKWY TOAWV R
MPOEMIKAAVUEVEC TAAKEC AVOOTOTIPOTE10PLTHO0D.

Ta avtibpacTApla auTAG TNG KAAONG MMOPEL  emiong va
nmapovgialovtarL vté popPnR cLVOAwv (Kkits), mov amoTeAovvTalL and
TOAAA OUOTATIKA, £€0TW KAl aV éva | MEPLOTOTEPA ATIO TA CLOTATLKA
TOUG Eival apLyEic eVWOELG KaBoplopévne YNUMLKAG o0OTAONG TOUL
Ke@aAaiov 28 R Tou kKe@aAaiov 29, CUVOETIKEG XPWOTLKEG DAEG TNG
KAdong 32.04 | onowadAMOTE AAAN ovCia N omoia, 6Tav mMapovoLaleTal
XWPLOTA, KATATAOOETAL O GAAN SaopoAoyik KAGON).

MNaopadsivpata TETOLWY CLVOAWV (Kits) eival EKeiva yvia Tn néTPNoN TNCG
VYAUKOZNC OTO Qild, TWV KETOVWVY OTA oUPA, KAT., KAOWC KalL auTd TToOL

BacgiovTtal ota évivua.

Q¢ smmAéov mapadsiypata avridbpaocTnpiwv TNG KAdong 3822,
nMopPaATifEvVTal Ta KATWOL:

1) AlOYyVWOTIKO KIT Yia TNV aviyvevon Tou 100 Zika Tmov
MPAYHATONOLEL £vav in vitro mpoodlopiopd BaoLoPéVO 0TV TOCOTLKE
aviyvevon touv RNA ToUL 100 Zika PéOW aVTIOTPOPNG HETAYPAPAGC,
akoAovOolpevne amd aAvoldbwTtA avTidpaon moAuvpepdong oe

MPayHaTiko Xpovo (RT-PCR).
2) Yypo mapaokevaopa (SidAvpa) mov mepiéxel alibio Tov vatpiov,

QPWOPOPLKO AGAaG  Kal _ EMLPAVELOSPAOTIKH ougia, TO omoio
TMAPOVCLATETAL OE PLAAEC TWV 2 AiTPpwV. H KOpLa AstTOVPYia avuTOD TOL
Suaddpatog givar n  AdON  TNG KUTTAPLKAG MEUBPAVNG  TWV
EPLOPOKLTTAPWY KOl N OMEAEVOEPWON MIKPWY  KAAOUHATWV
QLMoo @aLPIivNC OV OTN OUVVEYEla Oa mMeEPAooOLV pia OTAAN LVYPAC
Xpwpatoypagias vynAng amédoong (HPLC). XpnolLpomolEital, OE

oLVOVAOUO ME AAAEC OLOIEG, WG éva SlLayVWOoTIKO avTidpaoTAPLo in
vitro, yia tTn pétpnon tng aitpooaipivns Alc (HbAlc) oto avOpwmnivo
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MANRPEG aipa.

ZTNV napoloa KAGON KATATACOOOVTAlL £MiONG KOl TA S1ayvwoTiKdA
avTidpaoTAPLa Touv RaocidovTal OE TECT VOULKAEIVIKOO o0&foc,

aAvOLOWTAGC avTidpaonc moAvpepaonc (PCR), yia TNV aviyvevon Tou
KOPWVaiov.

EvTtouTolc, e€ailpolvTal Ta SiayvwoTika gbvoAa (kits) mov SiaBéTouv
TOV OLOLWON YAPAKTAPA TWV MTPOIOVTWVY TWV KAGoswv 30.02 R 30.06




(mM.Y¥. oauTd mouv PBacilovTaolL O& HOVOKAWVIKA N TOALKAWVIKA

QVTIOWMATA).

- Ta avtibpaocTtApla auLTAG TNG KAAONG MPEMEL VA EivalL oca@wg
QVAYVWPIOIHa WG TPOC YXPAON HMOVO WG  SlayvwoTika n
EQPYOOTNPLAKAE avTIOSpaoTApPLa. ToOTO Mpénel va kaBioTaTtal ca@é
and Tn gVVOECH TOLG, TNV EMIOANAVON TOUC, TIG 0bnyiec yia in
vitro N epyaoTnplaki XpRon Toug, TNV £€vdel&n TNG CLYKEKPLUEVNG
dLayvwoTIKAG SoKIPAC ov mpénmel va Sie€ayOei | TNG QUOLKAG
HOP@NAG TOuG (TM.X. mapovolaldpeva g LIOBENa | LTIOCTPWHA).

Anté0 TNV KAdon eEaipolvTal Ta akOAovOa avTISpaocTAPLA, §0TW Kal
OUOKEVAOUEVA OE HOPPEG TIOL XPNOLUOTOLOUVTAL WG SLayvVwoTIKG )
EPYVOAOTNPELAKA avTIOpaoTApLAa:

a) Ta mpoidvTta TWV KAACEwv 28.43 €wcg 28.46 kat 28.52 (BAime
onueiwon 1 Tov TpApatoc Vi)-

B) MpoidévTta mov KaAUTMTOVTAL aTd Th oNuEiwaon 1 Tov Ke@aAaiov 28

A Th onueiwon 1 Tov Ke@aAaiov 29 -

Y) XpwoTikéC VAEC TNG KAdong 32.04, cLUUMEPLACUBAVOUEVWV TWV

MOPOOKEVAOHUATWY TIOL aAVAPEPOVTAL OTN OnUeEiwon 3 TOUL
KE@aAaiov 32 -

8) Napaokevaopéva péoa KOAALEPYELAC YA TNV avdntuén R TN
dlaTtAPNON HIKPOOPYAVIOUWY (CUUMEPIAGUBAVOUEVWY TWV LWV
KdlL TWV TMAPOHOLWY OPYAVIOHWVY) A @QUTIKWY, avlpwmivwv R
{WIKWV KUTTAPWV (KAdon 38.21).

Z2tn A.K. 3822, TéAOG, LTIAYOVTAL EMIONC TA TMICTOMOLNUEVA LALKA
ava@opdc. Ta £idn avtd, cOpPwva PE Ta 60a aAVAPEPOVTAL OTNV
mapovoa  eYyKUKALO, g&aipolvtal  amdé TNV E£QAPUHOYR  TOUL
UTIEPHELWMEVOL guvTedeoT PMNA (6)% kaiL  £EakoAouvBolv va
umayovtal o guvteAeoTH PMNA 24%.

Z0pQwVa, 161ko0TEPA, ME TN ZNUEiwon 2 Touv KepaAaiov 38 Tng 2.0. pE
TOV 06p0 «TMIOTOMOLNUEVO ULALKO ava@opdc» Voeital €va  LALKO
aAVa@POPAC IOV OUVOSEVETAL ATIO MIOTOMOLNTLIKO TO OTMOi0 AVAPEPEL TIG

TIHEC TWV TMIOTOMOLNMUEVWY ISIOTATWY KAl TIC XPNOLUOTOLODMEVEG
neB6douvc via Tov Kaboplopd aUTWV TWVY TIHWVY, KAOBWC emionc To

BaOud LsfarldéTNTAC KAOE TIMAC, O oOmMOiIOC E£ival KATAGAANAOC va

XpnoponoinOei yia okomog avaivong, Badupovéopnonc  ava@opdac.




QC gVOeEIKTIKA MAPAdEiyMATA TMIOTOMOLNUEVWY UVALKWY ava@opdac

KUMopEi va ava@epBolv a) To SRM 914a, To ontoio mMPoopileTal KLPIWC
yia xpRon otn faOpovépunon Kait TNV TUMOMOiNoNn TwWV Siadikaoiwv

Tov OLUOTOLOUVTAL VLA TOV MTPOOTSL0pLoUO ThC OLVKEVTPWONG T

KpeatTivivne B) YypnR OlALKOVN TOU YPNOLUOTMOLEITAL WG MPOTULUNO

1€wWéouc yia TNV emaARBevon TNG RaBpovopnonc TwWv LEWOOUETPWY

/RETPNTWV pH.




