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©zpa: Ek véou mpookAnon unoBoAig mpoodopdg yia tnv mpounBeta Sokpaoudv Siayvwong ehovooiac (RDTs) P.
falciparum kat dMwv eldwv mhaopwdiouv g ehovooiag (P.f/Pan) og kutia Twv 25 Soktpacuwv/kouti pe éva
dLaribio Stahitn, yua Tig avaykeg tou KEEAMNNO

‘Exovrtog urtodn:
1. To N. 2071/1992 (dpBpo 26) [DEK A’ 123/15.7.1992], «Ibotaon tou Kévtpou EAéyxou EiSikwv
Noypwéewy (K.E.E.A.), wg N.M.LA. enornteudpevo anod tov Yroupyd Yyeiagy.
2. To MN.4.358/1992 [DEK A" 179/24.11.1992], «Opydvwan, Aettoupyia, Appodidtnteg Kévipou EAéyxou
Ewdikwv Aotpwéewv (K.E.EA)».
3. Tnv Y1/0w.5028/2001 [QEK B" 831/29.6.2001], «Ecwtepikdg Kavoviopde Asttoupyiag tou K.E.EA.».
4, To N. 3370/2005 (dpBpo 20) [QEK A’ 176/11.7.2005], «Opydvwon kat AstToupyia Twy UTNPETLOY
Anpootag Yyelag ko Aowrég dlatagersn, Metovopaoia tou K.E.EA. og KE.EA.M.NO. kat Aouréc pubpiceLc.
T To N. 4270/2014 [@QEK A" 143/28.6.2014], «Apxéq Snpooctovopikig Slayeiplong kat emonteiog
(evowpdtwon tng Odnylag 2011/85/EE — 6npocto Aoylotikd kot AAAES Slatdsels)», dnwg éxet Tpomomondet
Ka LoXUeL, otov omnoio to KE.EA.M.NO. unfixBn pe tov N. 4366/2016 (4pBpo 1 map. 1) [OEK A’ 18/15.2.2016],
«Kopwon: a) tng and 24.12.2015 Npdéng NopoBetikol Meplexopévou «PUBLON KaTEMEYOVTWY BEpdTWY TwY
Yroupyelwv Eowtepkwy kal AOKNTIKAG Avaouykpotnong, MepBdMovtog kat Evépyesiac, Nautihiog kot
NnowtikAg MoAttkrig, Awatooldvng, Awddvelas kot AvBpwrivwv Awowwpdtwy, Epyaciog, Kowwvikic
AcddAiong kat Kowwvikig AMnAeyying, Yyeiag, Aypotikiig Avantuéng kot Tpodipwy kat OKOVORKGVY (A'
182) kat B) Tng améd 30.12.2015 Npagng NopoBetikol MNepiexopévou, «PUBLON KATEMELYOVIWY BEUATWY TwY
Yroupyeiwv Owovouikwy, Mawdeiag, Epeuvag kol OpnokeUpATwv, ECWIEPKOY KL  ALOWKNTIKAC
Avaouykpotnong, NepiBairovrog kat Evépyelag, Nautihiag kat Nnowtikrig MoAwikhg, Epyaociac, Kowwvikhc

Acddhiong kat Kowwvikiig AAnAeyyung, EBvikrig Apuvag, Yyeiag kat Owovopiag, Avarntuéng kat Touptopol



kae tng EPT ALE. (A" 184) kat dAAeg SLatdseis» katto M.A. 80/2016 (A'145) «AvdAnn Unoxpedoewy and TOUG

ALOTAKTESY.

6. To N. 4412/2016 [DEK A’ 147/8.8.2016], «Anpdotes TuPBAoELs Epywy, NMpounBeldv kat Yanpeowv

(npooappoyn ot Odnyieg 2014/24/EE kot 2014/25/EE)».
7. To N. 4441/2016 [QEK A’ 27/6.12.2016], «Amthonoinon Sladkaoiwy olotaong enxelpnoswy, dpon
KOQVOVLOTIKWY EUNOSLwY oTov avtaywviopd Kot Aoutéc Slatdseig».
8. To N. 4013/2011 [®EK A’ 204/15.9.2011] «fUotaon Evialag Avefdptning Apxn¢ Anpooiwv
TupPdoswv kat KevipwoU HAektpovikol Mntpwou Anpociwv fupBdoswy - AVTIKQTAOTOON Tou £KTOoU
keparaiou Tou N. 3588/2007 (mrwxeutikdg kwbikag) — Mpomtwyeutikr Slabikacio gfuylavong kat GAAeg
Sotageic».
9. To N. 3861/2010 [DEK A’ 112/13.7.2010] «Evioxuon tng Stadpaverag pe Ty unoxpewtikn avdaptnon
vOpwv kat mpAfewv Twv KUBEPVNTKWY, SOKNTIKWY Kal AuTOSIOKNTIKGOY Opydvwy oto Awadiktuo
“NMpdypappa Awavyea” kat GAAeg Statafeign.
10. To N. 2690/1999 [DEK A" 45/9.3.1999] «KUpworn tou KWSIKa AloknTikig Awadikaoiog kal dAAeS
Slatagelg».
11, To N. 4250/2014 [DEK A" 74/26.3.2014] «ALOWKNTIKEG ATAOUGTEVGELC K.ATL».
12; To N. 2859/2000 [DEK 248 A"/7.11.2000] «Kbpwon Kwdika ®dpou Mpootidépevnc Afiacy.
13. To N. 2121/1993 [@®EK 25 A'/4.3.1993] «Mvevpatkd I80Kktnaoia, Iuyyevikd Alkalwpate kot
MoAtlotikd Q£pata».
14. To N.3580/2007 «Emutponn MpounBeubv Yysiagy
15. AleukpwviZetal OTL TNV mapovoa Sénouv Slatdsets, mpoedpikd Swatdypara, amoAOELS, KL EYKUKALOL TTOU
gxouv ek600el kat edappoyi 1§ kat' efoucloddtnon twv mapamdvw VoWV £0TW KAl av pntwe Sev
avadEpovtatl oTnv mopoloa.

T kKGtwOL anoddoelg kal Eyypada:
1. Tnv pe apBuo N1/2380/18.12.2012 K.Y.A. [DEK B’ 3400/20.12.2012], «PUOuLon Twv edwotEpWY BepdTwy
Aettoupylag kat Siaxeipiong tou Kevipikol HAgktpovikol Mntpwou Anpooiwv ZupBacewv Tou Yroupyeiou
AVATTTUENG, AVTaYWVLOTIKOTNTAG, Yodouwy, Metadopwyv kat AKTOwv»
2. DAeg 116 06nyies, EpUNVEUTIKEG EYKUKALOUG KaL amodAoeL; ou £xouv ekSoBel amd Ty EAAAHIY MEXPL K
™V nuepopnvia dnpooievong tng napoloag
3. To ur’ apBp. 876-2-18/04/2018 npwrtoyevég aitnua mou kotaxwpnoe to KE.EA.M.NO. oto Kevtpikd
HAektpovikd Mntpwo Anpociwv ZupBdoewy, yia TNy ektéAeon g MpouABetag, to omoio éAafe AplBuo
AladikTuaknig Avaptnong Mntpwou éykplon (AAAM) 18REQQ003073165,
4. Tig anodacelg tou Az nou eAndOnoav katd tig 67/16-3-2017 , 2"//20-1-2017 SuveSpLdoeLs kat 7" //23-3-
2017
5. Tnv anddacn avaindng damavng, tnv onola umtoypddel 0 appddiog Srataktng kat n omola avapthBnke
otnv Aladyewa EAafe AAA 602=469HMA-A1S.

A. Aw g napodong, oog kaAoUpE va UTIOBAAETE Eyypadn OLKOVOULKH TPOahopd yia TNV TPOoURBEeLa TOoETNTAC
3.750 tepaxiwv epyactnplakv Sokiuaciwv Taxeiag Siayvwang ehovooiag (RDTs) P. falciparum ko dAAwvY 180V



maouwsdiou tng ehovooiag (P.f/ Pan) og kutiat Twy 25 Sokipaowwv/kouTl e va pradisio StahiTn, cuvolikol KOGTOUG
7.500€ (mAgov ONA).

H npoodopd Ba npénelva adopd o moodtnTa tepayiwv RDTs P.f / Pan, & cuokevaoia kuTiwy TOU va EPLEXOUY TO
HEYLOTO 25 Tepdxia (pe éva draridio dwahitn) ava kutio (m.x. n moodtnta 3.750 Tepaxiwv pnopel va Swotebei og 150
kutia Twv 25 tepaxiwv pe éva proAido Stahotn ava kutio).

Ou Sokipaoieg Taxeiag Sidyvwong ehovooiag Ba mpénel anapaitnta va €xouv aglodhoynBei and tov Maykdoulo
Opyaviopo Yyeiag (MOY) kow ouykekpipéva n afloddynor toug va neprapBdavetar oy ékBeon tou NOY «Malaria
Rapid Diagnostic Test Performance, Results of WHO product testing of malaria RDTs: round 7 (2015-2016)» (AwaB£owyo
oe:

http://apps.who.int/iris/bitstream/handle/10665/255836/9789241512688-
eng.pdf;jsessionid=FBEFF2D8421D3BOD46CFIF298A9838457sequence=1).

Eruthéov, Ba mpémet va Anpolv OAa Ta KpLtripLa eTiAOYNG Ta ontoia ouviotwvtal arnd tov NOY otnv avwtépw ékBeon,
1a omola poall pe TNV owovopikh mpoodopd Ba anotedécouv kpurpla TG afloAdynong Twv npocsdopwv mou Ba
umtoBANBo UV oto KEEATINO otov mapdvia dtaywviopo (BA. Nivaka).

0 xpovog Tapadoong Twv SOKLUAOLWY TTPETEL va elval <40 nuépeg amo tnv napayyehia.

H nuepopnvia AENG Twv SoKLMaoLWY TPEMEL VoL elvat Petd amd touAdxiotov 15 prveg and v napaiapn toug oto
KEEATMNO.

CPV 38434580-5

TuvoAwd mpoiimolovicBév noad 9.300,00 € suunsplhapBavouévou GNA.

H umoPoAn tng mpoodopds Bo mpémel va yivel eviog Séka nuepwv ot odpaylopévo dakeho, otnv £dpa NG
AvaBétoucag Apxng (KE.EA.NM.NO), Aypddwv 3-5, Mapolol Attikig TK 15123.To épyo tng afoddynong twv

npoodopwv Ba avardBel n Yrnpeola i emrpornn mou Ba cuctadel yia to Adyo auTd.

O npoodépovteg odeilouy, pall pe Tnv mpocdopd, va kataBecouvy UTIOXPEWTIKA TOL TTOPAKATW SIKOLOAOYNTIKA:

a. YreOBuvn AfAwon tng nap. 4 tou apBp. 8 tou N. 1599/86, 6Tiwg ekdotote WoXVEL, otnv onoia Ba avaypddovial
Ta otoela TG MPOakANong evBLadEPOVTOG, TNV omola CUPHETEXOUV Kal Ba dnAwvouv OTL

MAnpouv Tig poinobéoel; tou N. 4412/2016 kat el81kd 6TL dev Bpiokovtal o€ pia amo Tig kataotdoel; tou apbpou
73 nap. 1, 2 & 4 xaL Tou GpBpou 74, yla TIG oToieg oL owkovopkol dopeig amokAeiovtal ) propovy va anokhkewobolv
kat 4Tt TANpoUV TaL OXETIKA KpLtripla emthoynig Ta omola éxouv kaBopiotel cUpdwva pe to apbpo 75 (Eyyeypaupévol

oTOo OWKelo EmueAnTrpLo).

To &vtumo uTtelBuvng Sniwonc (a.) urnofdiiouv:

v 0L SLOXELPLOTEG OTIC TIEPUTTWOELS TWY ETOLPELWV TIEPLOPLOHEVNG guBlvng (E.M.E.) Kkal Twv MPOCWIIKWV

gtatpelv (O.E. ka E.E.)

v dAa ta péAn Tou AtotknTikou ZupBouliou yia TIg avwvu UeG eToupELeg (A.E.)

OL owovopikol dopelg Ba mpénel, xwpis umaitia kaBuctépnon, va mapéyouv otnv Avabetouca Apxi Oha ta
SkaohoynTikd kat éyypada rou avadépouv otnv unebBuvn Sniwon tng ap. 4 tou &pbBpou 79 tou N. 4412/2016,
gdooov ToUto {ntndei amd v Avabétouoa Apxn, tdo0 katd tn Swadikacia cuvang tng cuBacng, 600 KAL KATA TNV

extéeon auTng.



B. YnevBuvn ARAwon tng nap. 4 tov apBp. 8 tou N. 1599/86, omwg ekAGTOTE LWOXUEL, otnv onoia Ba avaypddovral
Ta otowxeia g mpookAnong evéladEpovtog, otnv onola CUPHETEXOLV Kat Ba SnAwvouy dtu
e 1 mpoodopd TOUC ouvidxBnke olpdwva pe TOUG OGpoug NG Tapolonc TPOOKANONC KAl Twv
ETIOUVATTTOPEVWY  TEXVIKWY Tipodiaypadwy kat OtL amodéxovtal avemidpOAAKTA TOUG Opoug Tng.
Ennpoofétwg, Ba avaypadetal o aplOpog da§ kol nAektpovikoU taxudpopeiou otov omoio Ba
amooTEAAOVTAL VIO YVWOTOTONoT Ta OXETIKE, HE TNV EEAEN TOU Staywviopou, éyypada kal anodpdosic.

e TO oTOWKEID oTNV Mpoodopd Toug elval aAnBn kal akplpn,

y. YrevBuvn AfAwon tng nap. 4 tou apBp. 8 tou N. 1599/86, dnwg eKAOTOTE LOXUEL, UTOYEYPAUHEVN OO TO VOO
EKTIPOOWIIO TNG ETALPELNG, oTnv omoia Ba SnAwvouyv 6Tt Ba mpookopioouv Ta KATWOL SIKALOAOYNTIKA- avaAdywe pe
TV vopukn popdn otnv omoia avijkouv - KAtd Thv unoypadr g cluBacng, epdoov emilexBolv wg avadoxoL
Tnv unevBuvn 5iAwon tou N. 1599/86 ( B.) untofdAlouv:

v 0L SLOXEPLOTEG OTIS TIEPUTTWOELS TWV ETULPELWY TIEPLOPLOMEVNG guBUVNG (E.M.E.) Kol Twv TPOCWILKWY
gtalpetwyv (O.E. kat E.E.)
o Mpbedpog n o AleuBUvwy ol pBouAog Tou AlotknTtikoU oupPouliou yLo TG avwvu peg eTatpeieg (A.E.)
o Mpbedpog Tou AoknTikoU ZUpHBoUAioU yLa TOUG ZUVETALPLOHOUG,.

0 vOpuLUOC EKMPOoWTOG o€ KABe GAAN mepinTwon VOULKOU MPOCWNOU.

A N N

k&Be péhog oe nepinTwon Evwong NPopnBeuTwyY f KOWoTpPagiag.

0 unoYidrog avadoyog yla tnv unoypadn e ouppacng Ba kAnBel va mpookopicEL KOt Ta KATWOL VOULUOTIOUTIKA

gyypada, evtdg 20 NUEPWV oo TNV avakoivwaen g emhoyng Tou (UTG TOV OpO TTPOOKOULONG UTWV):

a. Mpokelévou mept unoypadg cuppdoewy pe avtioupParlopevo Atopikn Emeipnon oto ovopa tou Sloktrtn

NG, anatrouvtal ta e§ig éyypada:

Nivakag 1 — ‘EAAnveG moAiteg

1. Mtonowntikdé tou oiwkeiou EmpeAntnpiou, pe to omoio va miotonoleitar adevog n eyypadn Tou
Yroyngiov Avaddyou oe auto Kot to £81kd endyyeApd tou 1 BeBaiwon appoddiag apyns pe TNV onolo va
notonoleital adevdg N AoKNan Tou EMayyEAUaTOg Tou Katd v nuépa Slevépyelag Tou Aloywviopou,
adetépou, OTL e6akoAOUBEL Vo TIAPOUEVEL EYYEYPAUHEVOG HEXPL TNG ETLBOONG TNG OXETIKAG Eyypadng

glbomnoinong.

2. ANOOTOCHA TIOWIKOU HNTPWOoU £€kS0ang Tou TEAEUTALOU TPAVOU NIPLV antd TNV KOWOMoinon TG oXeTkAg

gyypadng eldomoinaong omd to onolo va npokUTTEL OTL:
1/ 8ev €xeL katadikaoBel pe apetdrkAnTn dikaotikr anodacn

a)  yw kdmowo amd ta adikiuota Tou ap. 73 tou N.4412/2016




Nivakac 1 — EAAnveGg moAiteg

B) v kdmowo and ta adwkipata tng unefaipeong, andtng, g ekBiaong, tng mactoypadiag, Tne

Peubopkiag, tng Swpodokiag kat tng §OALag xpeokomiag

2/6ev €xel katadikaotel Bdoel anodaong mou €xel oyt SeSkaouévou, cUubwva HE TIC SLATAEELS TNC

XWpag mou ekdOBNKE n anddaon, yia adiknpa oXeTKO PE TNV EMayyEARATIKA Tou Staywyn.

3. TMotomowntkéd appoédlag Sikaotikig N Slowknukig Apxrg, ékSoong teAeutaiou efaprfvou mpw NV
kowomoinan g oxetkig éyypadng ewdonoinong, and to onoio va npokUTTEL 6Tt 0 YioPrdiog Avadoxog
Sev tedel uTO TTWXELON, EKKABAPLON, TTAUON EPYACLWLY, AVRYKAOTIKN SLOXELpLON, TTWXEUTIKG cupBiBacpd
koL Ogv E€xeL kwnBel oe PBdpog tou Sladkaoia kApuéng mrwxevong, ekkaBdplong, AVAYKOOTIKAG
Sayelplong, mrwyeutkol oupPiBacpou, aitnon ya umaywyr oto koBeotwg efuyiovong kat mepi un
uTtaywyng oto apBpo 99. & nepintwon eykatdotacng Tou otV aANOSATT, TO v Adyw TLOTOMOLNTIKG
ekdibetal pe Paon tnv wxvouoa vopoBecia TG Xwpag MOU €lval EYKATECTNPEVOC, amd TNV onolo Kot

ekSISETAL TO OYETIKO TILOTOMOLNTIKO.

4. YnevBuvn 8niwon tou N. 1599/1986, otnv omoia o Yroyridlog Avadoxog Ba SnAwvel GAoug Toug
OpyaviopoUs KOWwVLKNAG aohdAlong (KipLag Kal EmkoupLkrc) otoug omoioug odeidel va katapdAet

£Ll0POPEC yLOL TO ATAOYXOAOUHEVO QTG QUTOV IPOCWITLKO.

5. Mwtomountikd tou ekdibovral and apuddla katd nepintwon Apxr, Amo Ta omoia va TPOKUTITEL OTL KATA
TNV NUEPOUNVIA TNG OXETIKAG Eyypadn ebomoineng, o Yrodridrog Avadoxog eival evAREPOC WE TTPOC TIG
UTIOXPEWOELS TOU TIoU adopouV TLG EL0POPEG KOWVWVIKNG AOPAALONG (KUPLUG KAL ETUKOUPIKIAC) KA WG TTPOG
T POPONOYIKEG UTIOXPEWOEL; TOU. Z& mepimtwon eykatdotacng tou otnv aAlodanr, ta ev Adyw
noTonoNTIKdA ekdibovTal e Baon TNV LoxUouoa VOHoBETia TNG XWPAS TIOU ElvalL EYKATECTNUEVOC, Amtd TNV

ornola KoL ekSISOVTAL TOL OYETIKA TILOTOTIOLNTIKA.

Y& mepinTwon ou OPLOHEVA oo Ta TILo NAvw Sikaohoyntikd Sev ekbidovtal ) ev KOAUTTOUVY 6TO 6UVOAS TOUG GAECG
TIC TILO TIAVW TIEPUTTWOELS, TIPEMEL ETL IOV QNOKAEIGHOU va avarAnpwBolv pe évopkn BeBaiwon tou Yroyndiou
Avasdyou, eviriov cupBolatoypddou 1 Eipnvodikn, otnv omoia Ba SnAWvVeTal OTL oTn CUYKEKPLUEVN XWwpa Sev
exSidovTal To CUYKEKPLUEVO Eyypada Kol 6Tl Sev ouvipéxouv otov Yrmoyndplo Avadoxo oL avwTépw VOULKEC
kataotdoelc. H évopkn autn PePaiwon, £ékdoong touv teAeutaiou TPLUAVOU, RPWV TNV KOWOTOINGN TNG OXETIKAG

¢yypadng eldonoinong, Ba umoPAnBel utoxpewTIKA pall pe Ta SIKaUOAOYNTIKA TOU AVWTEPW TIVAKA. LETA TNV OXETIKY

£yypadn evtohrd.



MNivakac 2 — AANodarmnol moAiteg

Ta miotomowntikd tou mapandvw mivaka 1 f dMa wodlvapa éyypada i anodeiktikd péoa
ekboBévia anmd TG Katd mepintwon appodieg SIKAOTIKEG 1 SLOWKNTIKEG ApxEC NG XWpag

EYKOTAOTAOHC TOUG,.

B. Mpoxkelpévou mepi umoypadng cupBdcewv pe avtiou uBarrdpevo Nopikd Npécwno, anatovvral ta eEA¢ éyypada:

Mivoakag 3 — Hpedand voulkd npocwna

1. MwoTtonotntiko Tou owkeiou EmpeAntnpiou, pe to omolo va muotomnoteitat adevog n eyypadr tou
Yrondiou Avadoxou og auTto KaL To eI emdyyeApd tou fi BePaiwon apuddiac apxAc pe v
omola va TOTOTOLE(TAL N GOKNON TOU EMAyyEAROTOE TOU KOTA TNV NUépa Sievépyslag Tou
AlaywviopoU, adetépou, OtL eakoAouBel va napapével eyyeypappévos uéxpltng emidoong tng
OXeTKAG éyypadng ewbonoinong. EmumAéov 1o aviiypado KoTaoTaTkoU oUoTaong Kol TuXov
TPOMOTOCEWY QUTOU pE TPOCHATO TUOTOMOLNTIKO amd To Mpwtodikeio fj to Mevikd Epmopikd
Mntpwo (ME.M.H.), mepl katoaxwpnong TOU KOTAOTATIKOU oUCTAONG KoL Twv TuXOv

TPOTOMOLCEWY QUTOU.

2.  Andomaopa mowwkoU untpwou £kSoong Tou TEAEUTAloU TPLUAVOU TPV Ao TV Kowormoinon

NG OXETIKAG éyypadng eLbomoinong oo To ONolo va POKUTITEL OTL:
1/ 8ev €xel katadikaoBel pe apetarkhnT Sikaotikn anddaon

a)  ya KAmolo amo Ta adkipata tou ap. 73 tou N.4412/2016

B) yw kamow amd ta adwhipata g unefaipeong, amatng tn¢ ekPlaong, TN

mAaotoypadiag, Tng Yeudopkiag, Tng Swpodokiag kal TnG SOALAS XpEoKkoTIOC
2/6ev éxeL katadikaotel Pacel anddacng mou €xeL oxU dedikaopévou, clpPwva pE TIG
Slatdfelg TG ywpag mou ekdOBNKe n anddaon, ylo adiknpa OXETIKO HE TNV EMOYYEARATIKY TOU

Slaywyn.

3. MotonoinTikd apuddiag SIKAoTIKAG N SlokNTKAC Apxig, ékdoong teheutaiou efaprvou Tpv
TNV Kowomoinon Tng oxetknig €yypadng ewdomoinong amd 10 OMOl0 va MPOKUTTEL OTL O
Yrioprdoc Avddoxog Sev TeAel UTO TTWXEUON, eKKABAPLON, TTAUGCH EPYACLLV, AVOYKACTIKA
Suaxeiplon, mrwyeutkd oupPiBacpd kat Sev Exel kwvnbel o Bapog tou Swadikacia kripuéng

TWYEUONG, EKKABApLONG, avaykaotkig Slaxelplong, mtwyeutikoL cupPBLBacpou. Ze mepimtwon




Nivaxog 3 — Hpedand VoK Mpocwrta

EYKATAOTAONG TOU otV ahhodar, To ev Adyw Tiotonotntkd ekdidetal pe Bdon thv woxtovoa
vopoBeoia tng xwpag mou eival eykateotnuévog, and tnv onola kot ekS{Setal TO GXETIKG

TUOTOTIOLNTLKO.

4. ToTOTONTIKG apuodlag SKaoTKAG 1 SLolkNTIKAG ApXng, £kdoang teheutaiou efapivou mpwv
TNV Kowomolnon g OXETKNAG éyypadng ewdonoinong, amd 1o omolo vo mpokUmtelL OTL 0
Ynoyrdlog Avadoyog dev tehet und kown ekkaBapion tou K.N. 2190/1920, 6w eKAOTOTE
loxUey, r 8k ekkabdpion tou N. 1892/1990 (A’ 101), omwg OXVEL, X dAAeC avdloyeg
KOTAOTAOELS KaL OTL 6ev TeAel UTLO SLad kacia £kboong amodpaong kowng 1 el8ikic ekkabdplong

Twv avwtépw vopoBetnudtwy. Ta ev Adyw miotomountikd ekdidovial cludpwva pe o v.

4412/2016.

5. YnevBuvn &nkwon tou N. 1599/1986, otnv omola 0 vopLpog eknpdowmnog tou  Yrodndiou
Avadoxou Ba SnAwvel OAoug Ttoug OpyaviopoUlg Kowwvikng aodpdAong (kiplag kat
eTKoUpLKrG) otoug omoioug o Yroyrndog Avadoxog odeilel va kataBdAel elodopéc ya to

anaoXoAOU EVO OO QUTOV TIPOCWTILKY.

6. Motomotntkd rou ekdidovtal and apuddia katd neplmtwaon Apxr, and Ta onoia va mpokUTTEL
OTL Katd TNV Nuepounvia tng oxetknig éyypadng ewbomnoinang, o Yrodndlog Avadoxog sival
EVIUEPOG WG TIPOG TIG UNIOXPEWOELG TOU Tou adopolV TIG £l0DOPEG KOWwVIKNG aoddiong

(KUPLOG KOLL ETILKOUPLKIG) KO WG TtPOG TIG GOPOAOYLKEG UTIOXPEWOELG TOU.

7. Oha ta éyypada amd ta Onmola MPOKUTITEL N CUOTAON KAL N EKTPOCWNNon tou Ynoyndiou
Avadoxou, Kol n TApnon twv TPoPAENOUEVWY OTOV VOUO SLOTURWOEWY SnuootdtnTag yua
olotaon tou Yrnoyndiou Avadoxou, Tnv Tpomonoinon Tou KATOOTATIKOU TOU KoL Tov SLopLopd

TWV EKTTPOCWTIWY TOU.

€ EPUTTWON TTOU OPLOPEVDL QTG TA TILO TEdvw SikaohoynTikd Sev exbidovral r dev kaAUTTToUV GT0 GUVOAS TOUG OAEG
TIC TILO TAVW TLEPUTTWOELS TIPETIEL, ETLL IOV amokAeLopoU, va avarmAnpwBouv Ue évopkn BeBaiwan Tou Yrodndiou
Avadoyou, evwniov cupBoAatoypdadou 1 Eipnvodikn, otnv onoia 8o SnAwvetal dtL otn cuykekplpévn xwpa Sev
ekSibovtal Ta cuykekplpéva Eyypada Kat OTL Sev ouvipéxouv otov Ymoyndlo Avadoxo ol avWwTEPW VOMLKEG

kataotdoels. H évopkn autr BePaiwon, ékdoong Tou teheutaiou TPUAVOU, TPV TNV KOWOTIOINGN TNG OXETIKAG



éyypadng ebomoinong, Ba unoPAnBel uroxpewtikd pali pe Ta SwaloAoynTikéd Tou avwTtépw mivaka, HETA Thv

OXETIKN £yypadn eviohn.

Mivakac 4 — AAOSQNA VOULKO TIPOCWTA

Mo To aAOSAME VORIKA TIPOCWTAL LOXUOUV TOL 000, avabEPOVIAL € OXECN LLE TA SLKALOAOYNTIKA

GUUHETOXAG YL TA NHESAMA VOHLKA TTpOoWaL.

Av og kamola xwpa Sev ekdidovtal Ta Mapandvw TOTOMONTKGE 1 éyypada, fj Sev kaAUTToUV OAES
TG MAPQMAVW TEPUTTWOEL;, MTOPOUV va  avikataotaBolv and évopkn PBefalwon Tou
evBladepopévou, n onola yiveTal evwitov SLKaoTIKAG f SLowNTKAG apxns r cupBolatoypddou f
onolaodnnote AAANG appoOSLaG apxng TNG XWPAS EYKATAOTACNG. Z€ XWPES Omtou Sev npoPAénetat
évopkn PBeBaiwon, duvatal va avikataotaBel aut) and unevbuvn dnAwon. Onou amatteital
YrevBuvn AfAwon, voeital yla Toug pev nuedarmoug YreuBuvn AfAwon oUpdwva pe tov N. 1599/86
TOU VOUILOU EKTIPOCWTIOU TOU VORLKOU Ttpoowtiou N YrelBuvn ARAwaen Tou Gucikol TPosWou Kal
yla Toug 8e aModamoug, kelpevo avaloyng anodetktikig aflag to omoio Ba cuvodevetal and

enlonun petddpaon tou ota EMnvika katd ta opi{opeva oto apBpo 454 tou K.MoA.Ak Kol Tou

KwSwka mepl Alknyopwv.

y- Npokewévou mepl umoypadrg cupPaoewv pe avrioupBaropevo Evwoelg ~Kowonpatieg, amattodvral ta €A
éyypada:

Nivakag 5 — Awatohoyntikd — Evwoelg / Kowonpagisg

Ma kaBe péhoc e Evwong/Kowonpagiog npénel va katateBouv OAa Ta AkatoAoyntikd, avaloya

pe v nepintwon (npedand/aArodand ¢uowod npdowno, nuedand/arrodand vouikd npdowno).

B. H npoodopd Ba cuvtaxBei we akoAolBwg:

O ¢dkelog TN npoodopdg Ba mepLéXeL:

1. Tig uTEUOUVEG SNAWOELS WG AVWTEPW.

2. Tnv TeXVIKr Toug poodopd

3. TNV OKOVOULKI TOUg TIpocdopd

4. Toug nivakes, oupHOPDWONG & OKOVOUIKNG IPOCHOPAS, TUUTANPWHEVOUG

- O bdkeAog pe v évbelEn «TEXNIKH MPOIMOPA» Ba mephapuBavel (mpwtdTumo kat aviiypado):

Ta TeXVIKA OTOLXELX TG TEPOGhOPAaG KoL CUYKEKPLUEVAL

1. MARpn texviki neptypadn otnv eAAnviki yAwooa, og TARPN avTamOKpLon T000 e TIG TEXVIKEG TIPOSLaypadEg
KaL TOUC AOUToUG 6poug TG IPOoKANGNG, 600 kal Ta cuvuTtoParAdpeva prospectus (texvikd duAAGSL TOU

KOTOLOKEUAOTN).
2. JUMMANPWHEVO TOV APOKATW Tivaka (1) suppdpdwong.



3. ZUWMANPWHEVO TOV TAPOKATW Ttivaka (2) TNG oLKOVOuKNG IPoodopas Xw pic TMEC.

Tuxdv teyvikd GUANASLa Kat Aod UAKO Tekpunpiwong yla Tov ipoodepO evo efomhopd.

5. YneUBuvn SnAwon tou npoodEpovtog pe TNy onoia Ba avadEPEL TNV ETUXEPNUOTIKY Hovdda otnv onola
katookevaletal 1o mpoodepopevo eid0g, kKaBwWC KaL Tov TOMO EYKATACTAONG TH.

6. Kd&Be dAo otoeio mou o umoPridLog avadoxog Kpivel OKOTILHO OTL TPETEL va TAPOUCLAOEL I va TTPOTELVEL,
1o omoio KaTd TNV Kplon tou TpéeneL va AngBel umdPn yua tnv vAonoinon tou £pyou kat Ba cupuBdAeL otnv
apTLOTEPN TTAPOUSLaon TNG MPOTANG TOU, yla TV eTtuxn Sleknepaiwan tou.

o

- O ¢ddkehog pe tnv évdelfn «OIKONOMIKH NPOX®OPA» (mpwtoTtumo kat avtiypoado) Ba nephapfdvet:
enti mown andppuPng, CURMANPWUEVO TOV apakATw NivaKa (2) olkovopLkig Tpoadopdg mou TEpAapBAveTaL oTnv
nopouoa.

MINAKAZ 1: ZYMMOPQQIHZ

MPOAIATPADEE ZTOIXEIA MPOZKAHZHZ

A/A | MEPITPADH AMNAITHZH ANANTHZH MAPATHPHZEIZ
MPOAIATPADHE MPOSDOPAS

1. | Meetnv aviyveuon tou Plasmodium vivax (Pv) to
«panel detection score» €vavtl NAI
Selypdrtwy P.v. Ba mpéneL va elval toulaylotov
75% ota 200 napdotto/pl.

2. | N tnv avixvevaon tou Plasmodium

falciparum (Pf) to «panel detection score évavtl NAI
Selypdrwy P.f .0a mpéneL va elval touhdyglotov
75% ota 200 napaotta/pl.

3. | To nocootd Pevdwe Betikwy anoteAeopdrwy
(false positive rate) Oa npemnet va elva
pkpotepo and 10%.

4. | TomocooTo PN €YKUPWY OMOTEAEOPATWY
(invalid rate) Ba mpénet va elval pikpotepo amd
5%.

5 Huepopnvia Anéng Sokipaowwy pHetd ano
TouAdyLotov 15 priveg ard Tnv napaAapr) Toug
oto KEEATINO.

6. | Xpovog mopadoong Sokiuaaiwy: <40 npeépeg NAI
amnd v napayyeiia

7 Meplexdpevn T0coTNTA SOKILACLWV-TEPAXLWY
avd ouoksuaoia (aplOpog doklpaoiwy avé NAI
koutl, Je éva proAiblo Sladutn): <25
Sokwaoieg/koutl — draAibio Swahutn

NAI

NAI

NAI

MINAKAZ 2: OIKONOMIKH MPOZMOPA

AZIA XQPIZ ONA [€] IYNOAIKH AZIA
A/A MEPITPAOH MOZOTHTA TIVH SO ONA [€] ME DA [€]
MONAAAS 2
IYNOAO

I. Hemponn Sievépyelag Staywviopol Ba anoodpayicel toug GakéAoug Twv Ipoodopwy MaPoUsia TwWV Vopipwy
EKTIPOCLMWY TWV ETAUPEWWV N GAAWG Vopipwg eéouctodotnpévwy mpog TouTo mpocwnwy. H anoodpdylon Ttwy

npocdopuwv Ba ylvel wg e§AC:



e Anoodpayiletato dakerog g npoodopds kot povoypadoviot OAa Ta PWTATUIA OTOLKE IR TV UTIOPaKENWY
(extdg Twv TEXVIKWY GUAAadiwy).

e Metd tnv amoodpdyion twv dpakéAwv n emrpony) Slevépyelag Slaywviopol, oe KAEwoTH ouvedpiaon, Ba
npoPei oe aoAdoynon 1600 TNG TEXVIKAG 600 KaL TG OKOVORLKNG IPpoodopds kat Ba cuvtayBei 10 oxetikd
TIPAKTIKG.

H a§loAdynon Ba yivel pe kpuriplo avabeong Ty miéov ouudEpouca armod OKOVORLLKY dron mpoodopd pe Bdon tn
BéAtiotn oxéon moiotnTag — TG, AauBdvovtag undpn T6CO TNV OLKOVOULKH Tpoodopd 600 KAl Ta TEXVIKA
XOPOKTNPLOTIKA Twv TIPOTEWOHEVwY RDTs. Mo tnv enthoyn tng mAéov oupdépoucas amd owovoulky dmoyn
npoodopds e Baon tn BEATIOTN oxéon molotnTag - TG Ba akoAouBnBei n mapakdtw Stadikaoia :

1. 'EAeyxoc kat a€loAoynon Twv SIKALOAOYNTIKWY CUMUETOXAG

2. A&ohdynon kat PaBpoAoynon Twy TEXVIKWY TPOoohopwv Yy 00eg npoodopég Sev xouv anoppldBei katd tov
EAeyxo koL TNV afloAdynon Twv SkalohoynTkwy

3. A£0AGYNON TWV OLKOVOULKWY TIPoodopwv yLa 00eg ipoodopés dev éxouv anoppiddel

4. Katdtagn twv mpoodopwv yia TNV TEAKN enoyn tng mAéov oupudEépoucag amod oKovopLK drodn tpoodopdg
e Bdon tov akdAouBo tuTo.

Ai=0,80* (Bi / Bmax) + 0,20 * (Kmin/Ki)

omou:
Ai H ouvoAwn BaBpodoyia tng a&lohoyolpevns mpoodopds i ekppacpévn pe 500 Sekadikd
Bmax] OUVOAKT] BaBpodoyia nou éhafe n kalltepn Texvikr mpoodopd
Bi n ouvohwn BaBpoloyia tng Texvikng MNpoodopdg i
Kemin To GUVOALKO GUYKPLTLKO KOOTOG TNG MPoodopdg e TN MIKPOTEPN TR
Ki To GUVOALKO CUYKPLTLKO KOOTOG TG mpocopag i

H rAéov oupdépouoa npoodopd eival n npoodopd pe to LeyaAUTtepo Ai.
0 dlaywviopdg katakupwvetal otov unoPridLo mou €xeL unoBAaAeL T mAov cupdépouoa poodopd.

BaBpoAdynon TeEXVIKwY Npocdopwv

H BaBuoAdynon twv TeEXVIKWY ipocdopwy Ba yivel obpdwva pe tov mopakdtw «Mivaka Kpunpiwv A§loAdynong»
npoodopwv.

OAa ta empépoug kpurripla Badpoloyolvrat autévopa pe Baon toug 100 Babpoie. H Babuoroyia twy ent uépoug
Kprtnpiwv twv npoodopwv eivat 100 Babpoi yia Tig MepUTTWOELG TOU KAAUTTTOVTAL akpLBwg 6AoL oL anapdBatol 6poL.
H BaBpohoyia autrh puropet va avénBel éwg 120 Babpolg dtav UTEPKOAUTITOVIAL OL TEXVIKES TTpodilaypadéc.

H otaBuwpévn Babuoloyla tou kdbe kplrnpiou eival To ywopevo Tou empépoug ocuvteheot Baputntag tou
kputnpiou eni t Babupoloyia tou kot n cuvodwr BaBpoloyia tng kdBe mpoodopdg eival to GBpolopa Twv
oTaOpopEVWY BaBpohoyuwy OAwY Twv kpLenpiwy.

Nivakag (Kpunpiwv AfloAéynong): Kpuipua emoyrc Soxipaowwv taxeiag Sidyvwong elovooiag/ texvikig
afloAdynong npoopopuwv

ﬁ = = '_
afa | Kpwripio aflohdynong TuvteAeotiic Bapltntag

la tnv avixveuon tou Plasmodium vivax (Pv) to «panel detection score»*
ik gvavtl Selypudtwy Pv Ba mpemnel va eivat touAdylotov 75% ota 200

napdouta/pl.

25%




MNa tnv aviyveuon tou Plasmodium falciparum (Pf) to «panel detection .

2 score»® évavtl Setypdtwy Pf Ba mpémel va eival touldylotov 75% ota 200 25%
nopdotro,/pl.

3 To nooootd Peudwg BeTkwy anotedeopdtwy (false positive rate) Ba npénet 15%
va elval PUkpotepo amd 10%.

4 To moc0ooTd un éykupwv anotehecpdtwy (invalid rate) Ba npénet va ivat 15%
LUKPOTEPO aTto 5%.

> Oepuikn otabepotnta** 15%

5 Eukolia otn xprion** 5%

Zuvoho 100%

*  «panel detection scoren: drwg autd opiZetan otnv éxBeon tou M.0.Y. «Malaria Rapid Diagnostic Test Performance, Results of WHO product
testing of malaria RDTs: round 7 (2015-2016)».

** Onwe meptypddetat otny ékdear tou N.Q.Y. «Malaria Rapid Diagnostic Test Performance, Results of WHO product testing of malaria RDTs:
round 7 (2015-2016)».

H enionun yAwooa tng poodopdg eivat n eMnvikn kat 8a nepiéxel Tiq unelBuveg SnAoel; wg avwTépw f Kal Ta
avTioTOLXQ TULOTOMOLNTIKA YLat TNV UTtoypadr TG cUMPBACNG, TAV TEXVIKNA TIPOCHOPAE KAl TV OLKOVOULKH.

A. Tvetat pvelo 6T n MAnpwpA Tou avadoxou yia cuykekpyiévn popiBeta uttdkeLtal oe kpatioelg tou N. 4412/2016,
Tou dpBpou 8 tou N. 3580/2007 kat tou dpBpou 64 tou N. 4172/2013.
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