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Auk6Bpuaon, 26/11/2019
Ap. mpwr. X 11753 AK/EA

Agiétipor Kipiol,

Me 10 Ut ap. Tpwr.: 23124-12/11/2019 Eyypago oag Tmou agopd v diadikacia g  «Anuocia diafolAeucn Twv
TEXVIKWY TTpodiaypagwy yia thv TTpourBeia QiAtpwy Epyaotnpiakwy, Zuokeuwv MAacuagaipeong, Eidikou ZuoTiuaTog
Adpavortroinong, Aokwv ZuMoyrig Aiparog, YAKwv Kpuoouvtipnong kai Zuokeuwv AiyoAnyiag. (CPV: 33141500-5)»
€XOULE Va KAVOUE TIC TTOPAKATW ETTICNUAVOEIC.

‘Exouv 1€Bei amd 10 voookopeio yia diaBoUAsuan Ta kaTwo! €idn:

IT. ZYZTHMATA AIMOAHVYIAZ

FENIKH MEPIFPA®H

To ocUomua merahoudag aioAnyiag- diatpnong elaAidiwy kevou amoteAeital amd pia BeAdva ue mTuoadueva Treplyia
(«<TeTaAoUBO>>), TTOU €TEKTEIVETAI O€ TTAAOTIKG CWANVAKI, 0TO AKPO TOU OTToioU TTPOCAPAlETal UNXAVIGHOS dIATPNONG
@lahidiou kevol, amoteAoluevog amd Baon, BeAdva kar €81ké kdAuppa. To auoTnua armarreital va @épel umodoxéa
owAnvapiwv yia v ac@aAr] xpAon mg meraioudag.

Euvéntwy eivar Aoimév 611 Ta avwtépw mepypagévra cuathpara Ba wpémel va givar ATIOAYTA ouppard pe OAA Ta
{nToUpeva €idn owAnvapiwv wate va atoteAei oAokAnpwpévo LuoTnua AigoAnyiag.

Na kararefolv Ta mioToTroINTIKG CE KWdIKO TTPo¢ KWAIKG Yia OAa Ta TTPOCPEPOMEVX EidN.

FENIKEZ MPOAIATPA®EZ ®IAAIAIOQN (EIAH 1,2,3,4,5,6)

1. Na eivar GBpauaTa (avBekTIkG KaTA TV TITWAT)).

2. Na yepicouv Je Tv €TidpaC KEVOU 0EPOG

3. Na @épouv AaaTIKG TTwUa aoQaAEiag, aTeyavig EQapuoyng kal EUKoAnG didTpnong.
4. Na avayvwpilovtal 0KoAa w¢ TTPOG TO €i00G TOU AVTITINKTIKOU (TT.X. ME XPWHATIKS KWOIKA)
5. Na ival ammoaTelpwyéva (va avaypagetal GTn ouokeuaaia f) ato @iaAidio)

6. Na @épouv €TIKETO TTOU VO avVayPAEl

6.1. Evdeign mAnpwang

6.2. XwpntikdTnTa

6.3. Eidog Kal TTEPIEKTIKOTNTO QVTITINKTIKOU

6.4. LOT mapaywyng

6.5. Huepounvia Aféng

7. Na eépouv ISO kai évdeien CE.

FENIKEZ MPOAIATPA®EZ NMETAAOYAQN (EIAH 7,8)

1. Na gival amooTeEIpwEVES, MIOG XPAOEWS, OE Povadidia guokeuaaia, pe diapaveés UMKO WaTe va BIAKPIVETAl TO Xpwia
NG TreTaAoUdag.

2. Na @épouv BeAdva QAEBOKEVTNONG ATPAUUATIKA, APIOTNG TTOIOTNTAG, JE TTAAOTIKG KAOAUMUA, EUKOAG OTTOOTTIWWEVO.
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3. A6 TO XpWwua Twv TTAACTIKWY TITEpUYiwv (TreTaholda) va diakpiveral n S1dueTpog TG BeAdvag (Tr.x. Tpdaoivo yia 21G).
4. To owAnvaki TTPoEKTAONG va £XEI AKOG ammd 18cm.

5. To clomua Tetaloudag alpoAnyiag-didmpnong Tou @ialidiou kevol va eival amdéAuta ouppard pe OAa Ta
KOTOKUPWUEVA QIaAidia.

6. Na @épouv gUaTnUa ac@aroug eykOATTWANG TG BeAGVAC PETA TV aloAnia pe TPOTTO EUKOAO, YPARYOPO KAl EPYOVOUIKS.
7. Na gépouv utrodoxEa GwAnvapiwy yia v ac@air XxpARon g reTaioldag.

8. 21 ouokeuaaia va avaypagovTal:

7.1 AidigeTpog BeAdvag

7.2 LOT mrapaywyng

7.3 CE

74 REF

7.5 Huepopnvia Aiéng

7.6 Evdeign amooTeipwang

9. Na gépouv ISO kai évdeign CE.

NEPIrPA®H EIAQN-EIAIKEZ NPOAIATPAGEL
1. ®1oAidia yevikng aiparog, xwpnTikdmnrag 2-3mL, diaotdocwy 13*75mm, e avrimmkrikd K2 EDTA

2. O10Aidiao yevikng aiparog yia Mopiakd €Aeyxo, e TIECTO TTWHA, XwenTIKGTNTAG 6 ML, diaotdoewv 13*100mm, pe
avTITTnkTikG K2 EDTA

3. QiaAidia Bloxnpikwv Tpoodiopiopwy, Xwpntikémrag 8-10 mL, diaotdoewv 16*100mm, Xwpig avTITTNKTIKG, e
EMITAXUVTA WS Kal pe gel dlaxwpiouou

4, GioAidia opou, xwpnTikOTTAG 8-10mL, diaoTdoewy 16*100mm, Xwpig AvTITINKTIKG, e ETITAXUVTH TTASEWS, Xwpig gel
dlaywpIopuou

5. O1oAidia egeTdoewv TASEWS, xwpnTikOTTAS 2 Ko 3ml , diaoTaoewy 13*75mm, ouvBeTIKd, ONIKAG TTANPWOEWS, UE
avrinkTikG Sodium Citrate 3.2% (0.109M). Ta @iaAidia va gival SITTAOU ToIXWPAToS Kal auTd va avaypdgetal caQwg oTo
OUVOOEUTIKO QUANO TTEPIYPOYIS XOPAKTNPICTIKWY TOU €iGOUC aTT6 TNV KATACKEUAOTPIA ETAIPEID (prospectus)

6. ®iaAidia TKE, yudAiva, xwpnTik6tnTag €éwg 1,8 ml pe avrimnkriké Sodium Citrate 0,45ml (0.105M), ue ouvodd

unxavnua avayvwaong TKE

7. Metalo0deg aipoAnyiag - diarpnong eiahidiwv kevou, 21G, pe unxavioud ac@arolg eykOATTwaNG TG BeAdvag WeTa TV
algoAnyia

8. Metalo0deg aiyoAnpiag - diarpnang eialidiwv kevou, 23G, e unxaviaud ac@arolg eykdATTwang e BeAdvag Peta Ty
algoAnyia

(Mpodiaypagég auvodol unxavAuatog avayvwang TKE)
Na exteAei autduatn avayvwon TKE pe avaywyr ot Wia wpa.
1.1. Na d106¢te1 TouhdyioTov 20 Béoeig (40 ammoteAéouara v wpa).

1.2. Na ouvdéetar apgidpopa pe 10 MAnpopopiakd ouoTnua Twv epyaatnpiwv (LIS) kai va kaAiyel Ta £¢oda olvdeang n
gTaipeial.

1.3. To unxavnua va auvodeletal améd Touhdyiotov 2 (80o) atatw (amd 10 Béoeig To kabéva) yia pétpnon g TKE e
péBodo avagopag (Westergren).
1.4. Z¢ repimrrwaon BAGRNG Tou unxavAUATOG va uTrooTNPICETal AUEDT) ETTIOKEUN 1 AvTIKATACTAGCT) TOU.__

Naparnpnosig - Mpordoeig:

xmv FENIKH NEPIFPA®H:

2eA. 20f10
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«To glomnua TeTahoudag aipoAnyiag- didtpnang @IaAIdiwv Kevou amoTeAeital amd pia BeAdva pe TTuoodpeva TTeplyia
(«TTeTAOUBO>>), TTOU €TTEKTEIVETAI O€ TTAAOTIKO OWANVAKI, GTO AKPO TOU OTTOIOU TTPOCOPHALETAI PNXaVIGUOS dIATPNONG
olahIdiou kevoU, amoteholuevog amd Baon, BeAdva kal €81Ké kdAuppa. To olotnua amareital va @épel umodoyéa
OWANVapiwv yia TNV ag@aAn Xeran T¢ meraAoudac.

Euvéntwy givar Aoimdv 611 Ta avwtépw epypagévra cuathpata Ba wpémel va gival AIOAYTA ouppard pe OAA Ta
{nTolpeva €idn ocwAnvopiwv woTe va atroteAei ohokAnpwuévo ZioTtnpa AipoAnyiag.

Na kararefoOv Ta mioToTroINTIKG CE KWwdIKS Tpog KWAIKO yia OAd Ta TTpos@EpOEVa €idN.»

1) «To olomua Teraholdag algoAnyiag- didrpnong @lohidiwv Kkevol amotelsital amd pia BeAdva e
TITUGGOUEVA TITEPUYIA (<K TTETAAOUDA>>), TToU €TTeKTEIVETAI 0 TTAAOTIKG OWwAnvaKki, oto ékpo Tou OTToioU
mpooapudleTal unxaviopds diatpnong @lahidiou kevol, amoteholuevog amd Bacn, PeAdva kar €181kO
KGAUPPOLY

O1 metaholdeg aigoAnyioc @épouv evowuatwpévn BeAdva diaTphocws Twy OwAnvapiwv Kevou eubeiag
EOWTEPIKAC AUAAKOG yIa TNV Taxeia pory Tou aipatog aAAd Kai yia TV ammoQuyr aiJOAUTEWS, KAAUPPEVN WE €101KO
ehaoTiké €101 WOTE va PTropolv va XpnaolygotroinBouv yia TOAATAEG TauTdxpoveg Aqwelg amd 1o idlo aTopo, Kal
Oev xpei1dleTal va TPooapuoaTei pnxaviopog didrpnong @ioAidiov kevol, amorteAoluevog amd Bdon,
BeAdva Kai €151KO KAAUppa.

2) Amaireitar o1 weTaAo0deg aipoAnyiag va @épouv utrodoxéa cwAnvapiwyv yia TRV ac@aAi XpRon Tng
meTaAo0d0g.

KaBétl 10 k6aTO¢ NG TTPO GuUvapuohoynuévng TreTaholdag pe Tov utrodoyéa eival peyaAuTepo amé OTl NG

meTahoUdag aipoAnyiag Kai Tou uttodoxéa EexwpIoTA TIPOTEIVOUE Va gival amapaitntn Jali pe Tnv Tpooeopd

Twv TTETaAoUdWY aipoAnpiag va mpooeépovTal (EEXwPIoTA) Kal o1 avTioTolxol UTTodoxEiC yia TV ac@aAr xpon

Twv TETaAoUdWY aigoAnyiag.

3) Euvéntwy civai Aoimdv 611 Ta avwTtépw TEPIypaPévTa cuaThpaTa Ba pémel va gival AMTOAYTA cupfard
pe OAA 1a {nToUueva €idn cwAnvapiwv woTe va amroteAei oAokAnpwpévo LuoTnua AloAnyiag.
Na kararefo0v Ta mioToToINTIKG CE KWdIKO TTPog KWAIKG Yia OAa Ta TTPOCPEPOHEVX EidN.

To ohokAnpwiévo KAEIOTO oUOTNUA algoAnyiag, To 0TToi0 OTTOTEAEITAI ATTO TIC CUOKEUEG QOANWIaS (TTETAAOUBES)
Kal Ta @loAidio aipoAnyiag, oUugwva pe Tov EYPQMAIKO OPTANIEMO KAINIKHE XHMEIAY ( EFLM
Recommendation for venous blood sampling v 1.1, October 2017 emaouvaTmeral n odnyia Tou opyaviopou GeA.
12), yia va e€ao@ahiael 611 uTTapXel GUUBATOTNTA WETAEU TWV TTPOIGVTWY BIPOPETIKWY ETAIPEIV Ba TTPETTEI va
UTTGpYXel TTIOTOTTOINGN OTT6 Wi eTaIpeia TTPOG pia GAAN TTou va emiBefaiwvel Tnv guupatdtnTa, dlaQopeTika Ba
mpétrel GAa Ta UAIKG va gival aTro Evav oiko €101 WaTe va atrokAgiovtal Tuxdv acuuBaTétnTeg.

Inig FTENIKEZ NPOAIArPA®EL OIAAIAIQN (EIAH 1,2,3,4,5,6) {nrouvTal Ta @iaAidia va £xouv Ta KATwO! XApaKTNPIOTIKA:

1. Na ivar dBpauaTa (avBekTIKG KT TNV TITWON).

2. Na yepiCouv Je v €Tidpann KevoU aEPOG

3. Na @épouv AaaTiKG TTwua ao@aAgiag, ateyavig EQapUoyng Kal EUKOANG diarpnong.

4. Na avayvwpifovTal eUKOAa wg TTPOG TO €i00G TOU AVTITINKTIKOU (TT.X. JE XPWHATIKO KWAIKA)
5. Na eival amooTeipwpéva (va avaypagetal 0T ouokeuaaia i 1o QI0AIDIO)

6. Na @épouv eTIKETA TTOU VO AvaypAgEl

6.1. Evdeign m\ipwaong

6.2. Xwpntikdtra

6.3. Eido¢ Kl TTEPIEKTIKOTNTA AVTITINKTIKOU

2eA. 30f 10
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6.4. LOT mapaywyng
6.5. Huepopunvia Anéng
7. Na gépouv ISO kai évdeién CE.

EKTOC TWV avwTépw {NTOUPEVWY, CWOTA, XOPAKTNPIOTIKWY VO CUUTTANPWOE Kal 0 KwdIKOS ap1Buds Tou TTpoidvio¢ REF, o
o1roiog  £Ga0@aAICEl TNV POVadIKOTNTA TOU TTPOIGVTOC TOU TTPOCPEPOUEVOU OIKOU HE OUYKEKPIUEVO XOPAKTNPIOTIKA,
oUpewva pe TIg {nTouleveg TTPodiaypagés Tou €idoug.

Z1ig FENIKEZ NMPOAIATPA®EZ NMETAAOYAQN (EIAH 7,8)

1. Na gival amooTelpwiéveg, MIag XpAoewg, oe povadiaia ouokeuaaia, e dlagavég UAIKO waTe va dIakpiveTal TO Xpwuda
¢ TETaAoUdag.

2. Na @épouv BeAdva GAEBOKEVTNGNS ATPAUKATIKA, ARIOTNG TTOIOTNTAC, e TTAAGTIKO KAAUWA, EUKOAX OTTOCTTWHEVO.
3. AT6 10 Xpwpa TwWV TAACTIKWY TITEPUYiwv (TreTaAolda) va diakpivetal n dIAETPog TG BeAdvag (T1.x. Tpdaivo yia 21G).
4. To owAnvaKI TIPOEKTAONG Va EXEl uAKOG aTTo 18cm.

5. To clomua Tetahoudag aipoAnyiag-didmpnong Tou @iohidiou kevolu va eival amdAuta ouppard pe OAa Ta
KaTakupwyéva Qlaidia.

6. Na @épouv gUaTnua ac@aroug eykdATTwanNg TG BeAdvag petd Ty aigoAnwia pe 1pdtmo e0KOAO, YPryoPOo KaI EPYOVOUIKO.
7. Na gépouv utrodoxEa cwAnvapiwy yia v ac@alr xpARan g eTaioldag.

8. 21 auokeuaaia va avaypdgovrar:

7.1 AidieTpog BeAdvag

7.2 LOT mapaywynig

7.3CE

7.4 REF

7.5 Huepopnvia Aqgng

7.6 Evdeign amooTeipwang

9. Na gépouv ISO kai évdeién CE.

MNa 1o onpgio 5 To guomua TeTahotdag algoAnyiag-diatpnong Tou @iahidiou kevoU va gival aréAuta ouparto pe 6Aa
T0 KATOKUPWUEVA QIaAidIaL.

Mpoteivoupe 6TTwS avwTépw Kal oUpewva pe Tov EFLM (Eupwaikd Opyaviaud KAIviKAg Xnueiag emouvaTTeral n odnyia
oeh. 12) va umdpyel amodeikTKO cuupatdmTag WeTalld Twv CUOKEUWV aidoAnwiag (TeTaAoldeg) kal Twv QlaAIdiwy

aloAnyiag.

MNa 1a onueio 6 Na gépouv ououa ac@arols eykOATTwang TG BeAdvag petd v aipoAnyia pe TpoTo €UKOAO, YPAYOPO
KOl EPYOVOMIKO.

Mpoteivoupe 0 XeIPIOUOG TOU OUCTANATOS A0PAAOUG eyKOATIWONG TNG PBeAdvag va TTPayUOTOTIOIEITAI HOKPIA OTTO TO
aIxuneo £101 WOTE va TTapExeTal n YeyaAltepn duvatr) ac@dAeia kara v didpkeia TG eykOATTWONS TG BeAdvag perd v
alyoAnyia.

Ma ta onugio 7 Mporteivoupe OTWG avwTépw (PEIWaN TOu KOOTOUG XWPIG va UTTAPXEI EKTTTWATN 0TV ao@dAAeia) va
{nTolvTal o1 avTiaTOIKOI UTTOBOXEIS HMIAg XPAONG EXwPIOTA, Kal 61 va gival TIpoPIdwEvol atmd 10 pYO0TACIO KATAOKEUNG.
Emiong, divetal n emihoyr) perd 10 méPag TG aipoAnyiag va agaipebei ek véou 0 utrodoxéag €101 WOTE va TIETOXTEN N
meralouda oTa aixuned, WEiwan Tou GyKou Twv aixunpwv (Ueiwon Tou KOOTOUG Twy amoBAfTwy), kal 0 uTodoxEag va
TIETOXTEI OTA WOAUGHOTIKA.

2eA. 40f10
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Emiong mporeivoupe va aupttepiAn@Boly oty diapoUAsuon Kai o TTeTaAoudeg e autdparn acedhion g BeAdvag péoa
amd v eAEBa 21G, 23G & 25C.

O1 ouykekpIpéveg TTETAAOUBEG TIEPA aTTO TNV PEYIOTN AOQAAEID TTOU TTAPEXOUV OTOV AIUOAATITN (n ao@aAion TG PeAdvag
yivetal péoa amd v eAEBa autdpara), a) épouv PBehdva pe mevramrAl Ao§otépnon kavoviag thv QAeokévinan
TEPIOCOTEPO AveTN yIa Tov acBevr), [) €Xouv €CQUPETIKA AETITA TOIXWHATO ETITPETTOVIOS TNV XPNOIHoTroinon
HIKpOTEPNG BlapéTpou BeAdvag, KatAANANG yia TepIcOOTEPES PAEPEC, XWpPiG va UTTAPXEl ETITITWON GTOV XPOVO
aigoAnyiag i oTnv TOIGTNTA TOU SEiYHATOG.

MAPATHPHTHPIO: 23.1.95

Ztnv NEPIFPA®H EIAQN-EIAIKEZ MPOAIArPAGEX
1. ®iaAiSia yevikAg aiparog, xwpntikdmrag 2-3mL, diaotacewv 13*75mm, pe avrimnkrikd K2 EDTA

2. O10Aidi0 yevikng aiparog yia Mopiako €Aeyxo, pe TIEGTO TTWHA, XwenTiKOTNTAS 6 ML, diagtdoewy 13*100mm, pe
avTitnkTikG K2 EDTA

3. OioAidia Broxnuikwv TPoadiopiopwy, xwpenTikotntag 8-10 mL, diaotdocwy 16*100mm, Xwpi§ avTITINKTIKG, e
ETITAXUVTA TEEWS Kal pe gel dlaxwpiouou

4, QiaAidia opou, xwpnTikéTNTaC 8-10mL, diacTaocwy 16*100mm, Xwpig avTITTNKTIKG, e EmTaxuvTr TALEWS, Xwpig gel
dlaywpiouou

5. O10Aidia e§eTdocwy mTASEWS, xwenTikdTnTag 2 kai 3ml , dlagTtdocwy 13*75mm, guvBeTIKd, , OAIKAG TTANPWOEWC, WE
avrinkTikG Sodium Citrate 3.2% (0.109M). Ta @ioAidia va gival SITTAOU ToIXWUATOS Kal autd va avaypageTal capws 0To
OUVOOEUTIKO QUANO TTEPIYPOQIS XOPAKTNPIGTIKWY TOU €iGOUC aTT6 TNV KATACKEUAOTPIA ETAIPEID (prospectus)

6. ®iaAidia TKE, yudAiva, xwpnTik6tnTag €wg 1,8 ml pe avrinkriké Sodium Citrate 0,45ml (0.105M), ue ouvodd

unxavnua avayvwaong TKE

7. Metalo0deg aipoAnpiag - diatpnong elahidiwv kevou, 21G, pe Pnxavioud ac@arolg eykOATTwaoNG TG BeAdvag WeTa TV
aipoAnyia

8. Metalo0deg aipoAnpiag - diatpnong elahidiwy kevou, 23G, pe unyaviopd acarols eykOATTwaNG TNG BeAdvag WeTa TNV
aipoAnyia

(Mpodiaypagég auvodol pnxavAuatog avayvwang TKE)
Na ekteAei autdparn avayvwan TKE pe avaywyr oTn dia wpa.
1.1. Na d106¢te1 TouhayiaTov 20 Béoeic (40 amoteAéauara Ty wpa).

1.2. Na ouvdéetar apgidpopa pe 1o MNAnpogopiakd olatnua Twv epyaatnpiwv (LIS) kar va kahuwel 1a £6oda alvdeang n
gTaipeia.

1.3. To pnxavnua va guvodeletal amd TouAdyioTov 2 (800) atatw (amod 10 Béacig 1o kabéva) yia Pérpnan ¢ TKE ue
uEBodo avagopdg (Westergren).

1.4. Z¢ repiTrwon PAGRNG Tou pnxaviUaTog va uTrooTnEileTal APEDN ETTIOKEUN ) QvTIKATACTAGT) TOU.__

Mo 1o onugio 3. PiaAidia roxnpikwv mpoadiopiopwy, Xxwpnrkomras 8-10 mL, diaotdoewv 16*100mm, xwpig
QVTITINKTIKO, Pe emITaxuvt WS Kal pe gel diaxwpiopol

Mporteivoupe va oupmepiAn@Oei n akdhoudn mepiypaer| : To gel diaxwpiopou va eivar TomoBetnuévo oTtov TTUBUéEva Tou
owAnvapiou utré kAian, TPokKeIuévou va emiTuyxaveral kaAUTepn avaAuTikr) aTaBepdtnTa Kai TaxUTepog dIaxwPITHOS.

To gel diaxwpiopoU amodedelypéva va diampei 10 axAa Tou Kal TN guvoxn Tou KaBwg Kai va pnv utrdpxel aigdAuon kai
OXNMATICHOC IVIKWY OTOV 0PO, UETA TN UETOPOPA KAl TTAPAMOVI) TOU GUYOKEVTPNUEVOU BEiVUATOS EWG 24 WPEC.

Na dUvaral va guyokevTpnBei ata 5’ AeTrTa.

MAPATHPHTHPIO : 16.4.167

Emiong mporeiverar va ouutepIAfeBn oty diafolleucn kal €va QIOAIDIO BloXnuIKWY TTIPOGOIOPITUWY TO OTToi0
TrpoopileTal yia TepioTaTikG oTa otoia Ogv yiveral Bpdupog Adyw kdmoiag Bepameiag (nmapivobepareia), ) acgbéveiag.

2eA. 50f10



To @iaAidio £xel Ta akdAouBa XapaKTNPIOTIKA

O10Aidia BioxnuiIKwy TPoadiopiopwy, XwenTikOThTag 5 mL, diaotdocwy 13*100mm, Xwpig avTimrnKTIKG, e BpouBivn
Kal pe gel diaxwpiopol
MAPATHPHTHPIO : AEN ANTIZTOIXIZETAI

Mo ta onpeio 5. PioAidia eeTdocwy mTREWS, xwpnTikdmTag 2 kKau 3ml , diaotdocwy 13*75mm, ouvBeTIKA, , OAIKAS
TAnpwoewg, pe avrimnktikd Sodium Citrate 3.2% (0.109M). Ta @ioAidia va eivar SITAoU ToIXWPATOS Kal AuTd va
avaypd@etal 0aQws 010 GUVOBEUTIKO GUAAO TTEQIYPARPS XOPAKTNPIOTIKWY TOU €i00UC OTT6 TNV KATOOKEUAOTPIA ETAIPEID
(prospectus)

lMpoteivoupe, va yivel dieukpivian yia Ta OITTAA ToIXWHATA, 0TI TTPOKETAI Y 2 @IaAidIa 1o éva péca 010 GAAO SIAQOPETIKWY
UAIkwv (PP & PET) é101 waote va dilaa@ahidetal n Pn €64TuNon Tou avTITTKTIKOU aTo TrepIBAAoV Kai dpa n moodtnta Tou
QvTITINKTIKOU KB’ 6An TV didpKeIa Péxpl TNV nuUepounvia Afgewg Ba Trapapeivel aTabepr , kaBwg kal &1l n apvnTIkr Triean
Oev Ba xabei €101 woTe va avapporoouy Ty avaypa@duevn emdvw ato @IoAidIo TToodTNTa aiJaTog Kail n avaloyia
QigaTog TTPOG AVTITINKTIKG va gival n {nroluevn 9:1.

Emouvaretal epyacia (ELSEVIER - Impact of blood collection devices on clinical chemistry assays o¢A. 8)

Ztov NNINAKA ZHTOYMENQN EIAQN 2

To €idog pe ala 2 kai mepiypagn «PIAAIAIA TENIKHEZ AIMATOZ, TA MOPIAKO EAErXO, ME MIEXTO MQMA,
XQPHTIKOTHTAZ 6 ML, AIAZTAZEQN 13X100 MM, ME ANTIMHKTIKO K2 EDTA» kai Kwdik6 voookoueiou AAEPT00046
mporeivoupe KQAIKO MAPATHPHTHPIOY 16.4.170 Adyw Tou 611 avTiaTolyiCovTal TAfpuw.

To ¢€idog pe ala 3 kar mepiypagry «PIAAIAIA BIOXHMIKQN MPOZAIOPIZMQON, XQPHTIKOTHTAY 8 - 10 ML,
AIAXTAZEQN 16X100 MM, XQPIZ ANTIMHKTIKO, ME EMITAXYNTH MHZEQZ KAI GEL AIAXQPIZMOY» » Kai Kwdikd
vogokopeiou AAEPI00045 mrpoteivoupe KQAIKO MAPATHPHTHPIQOY 16.4.167 Aéyw Tou &T1 avTigTolxi{ovtal TTAPWCG.

TEAIKH NPOTAZH (utroypappiouévec ol TpoTeivouevee aAlayéc)

2T. ZYZTHMATA AIMOAHWIAZ
FENIKH NEPICPA®H

To oUompua metahoudag aigoAnyiag- diatpnong elaAidiwy kevol amoteAeital amd pia BeAdva ue TITuoadueva TTeplyia
(«TeTahouda>>), Tou emekTeiveTal o€ TTAAOTIKO OWANVAKI, OTO GKPO TOU OTTOIOU TTPOCAPMALETaI UNXavIoUAS dIaTPnong
@lahidiou kevol, amoteholuevog amd Baon, BeAdva kar €dké kdAuppa. To oUomua arareital va @épel uodoyéa
CWANVapiwv yia v ao@ain xpfon g TeTaAoudag.

Euvéntwy eivar Aoimév 611 Ta avwtépw mepiypagévra cuaTtnpara Ba wpémel va givar ATIOAYTA ouppard pe OAA Ta
{nToUueva €ibn owAnvapiwv waoTte va omoteAei oAokAnpwuévo Xiotnpa AipoAnyiag. Na korareBouv Ta
moTotoINTikG CE KwdIKo Tpog KwdIKO yia OAa Ta TPooPePOHEVQ €idn.

NA ANTIKATAZTAOEI ME THN AKOAOY®H MNEPIFPA®H

To oUompua metahotdag aigoAnyiag- diatpnong elaAidiwy kevol amoteAcital amd pia PeAdva ue TITuoadueva TTepUyia
(«Terahouda>>), ou emekTeiveral o€ TAAOTIKO OwAnvaki, O1 TTETaA0UdEC auoANWIOG VO @EPOUV EVOWUATWEVN BEAGVT
d1aTPACEWC TwY CwANVAPIWY KeVoU eubeiag eowTepIKAC AUAAKOC VIO TNV TAXEIO oK) TOU aiyaToc aAAd Kal yIa TNV atmoQuyn
algoAUoEWC, Kahuupévn pe €10IKO eEAAOTIKO €101 WATE va UTTopoUV va XpnaiyotroinBouv yia ToAaTTAEC TauTdyxpoveC ANWEIC
aro 10 id10 droyo. To oUOTNUA ATIAITEITAI VO QEPEI UTTOBOXEN TWANVApIiWY f va TTpoc@epBouv yia TNV AcQalr XpARan g
TETaAOUBAG.
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Euvéntwy givar Aoimdv 611 Ta avwtépw epypagévra cuaTthpata Ba wpémel va gival AIOAYTA ouppard pe OAA Ta
{nToUpeva €idn owAnvapiwv woTe va amoteAei oAokAnpwuévo Zuotnua AlyoAnyiag cUp@wva pe tov EFLM
(EYPQMAIKO OPIANIZMO KAINIKHE XHMEIAE).

Na kararefoOv Ta mioToTroINTIKG CE KWdIKG TTpog KWAIKG yio 6Aa Ta TTPOCPEPOMEVA EidN.

FENIKEZ MPOAIATPA®EZ ®IAAIAIQN (EIAH 1,2,3,4,5,6) {ntoUvtal Ta @iaAidia va £xouv Ta KATwOI XapaKTNPIOTIKA :
1. Na givar dBpauaTa (avBekTIkG KaTd TV TTITWON).

2. Na yepiCouv e v emidpaan kevol aépog

3. Na ¢épouv eAaoTIKS Trwpa ao@aleiag, aTeyavrg papuoyns kal EUKoANG dIATpnong.

4. Na avayvwpidovTal eUKoAa wg TTpog TO €i00G TOU AVTITINKTIKOU (TT.X. JE XPWHATIKG KWAIKA)
5. Na ival amooTeipwpéva (va avaypageTal GTn CUCKEUATia f) aTo QI0AiBIo)

6. Na @épouv ETIKETA TTOU Va avaypAaEl

6.1. Evdeign mhijpwong

6.2. Xwpnrikétra

6.3. Eidog Kal TTEPIEKTIKOTNTA QVTITINKTIKOU

6.4. LOT mapaywyng

6.5. Huepounvia Aféng

7. Na gépouv ISO kai évdeién CE.

NA ANTIKATAZTAOEI ME THN AKOAOYOH MNEPIFPA®H

FENIKEZ MPOAIATPA®EZ ®IAAIAIQN (EIAH 1,2,3,4,5,6) {ntolvTal Ta @IaAidIa va £X0UV Ta KATWOI XOPAKTNPIOTIKA
1. Na eivar GBpauaTa (avBekTIKA KATA TNV TITWON).

2. Na yepiCouv e v emidpaan kevol agpog

3. Na gépouv eAacTikd Trwpa ac@aleiag, ateyavrg papuoyns kal EUKOANG dIaTpnaong.

4. Na avayvwpifovtal 0KoAd w¢ TTPOG TO €i00G TOU AVTITINKTIKOU (TT.X. ME XPWHATIKS KWOIKA)
5. Na ival amooTeipwyéva (va avaypagetal aTn ouckeuaaia i ato @iaAidio)

6. Na @épouv €TIKETA TTOU VO avaypagel

6.1. ‘Evdeign mAnpwang

6.2. XwpntikdtnTa

6.3. Eidog Kal TTEPIEKTIKOTNTA QVTITINKTIKOU

6.4. REF & LOT mapaywyng

6.5. Huepounvia Aféng

7. Na gépouv ISO kai évoeién CE.

FENIKEZ MPOAIArPA®EZ NMETAAOYAQN (EIAH 7,8)

1. Na €ival amooTeIpwEVES, MIAg XPAOEWS, o€ povadiaia ouokeuaaia, e dlaQavéS UAIKO WaTe va dIOKPIvETal TO XPWHA
NG TeTaAoudag.

2. Na @épouv BeAdva GAEBOKEVTNGNS ATPAUNATIKI, ARIOTNG TIOIGTNTAC, WE TTAAOTIKO KAAUUUA, EUKOAQ OTTOCTTWHEVO.

3. ATr6 10 Xpwpa Twv TAACTIKWY TITEPUYiwv (TTeTaAolda) va diakpivetai n d1apeTpog TG BeAdvag (11.x. Tpaaivo yia 21G).
4. To owAnvaki TTPoEKTAONG va £xEl PAKog ammd 18cm.

5. To ouatnua meraroldag aiyoAnyiag-d1atpnong Tou gialidiou Kevou va gival amrdAuta cuppard pe 6Aa Ta
KaTaKupoupeva @iaAidia.

6. Na gépouv aUotnua ac@alouls eykOATTwong G BEAOVAS PETG TNV aupoAnwia he TPOTTO EUKOAO, YPFYOPO Kal EPYOVOUIKO.
7. Na @épouv utrodoxEa GwAnvapiwy yia v ac@air XpARon g TeTaioudag.

2eA. 70f10



8. 21 ouckeuaaia va avaypdgovrar:
7.1 AidigeTpog BeAdvag

7.2 LOT mrapaywynig

7.3CE

7.4 REF

7.5 Huepopnvia Aqgng

7.6 'Evdeign amooTeipwaong

9. Na gépouv ISO kai évdeien CE.

NA ANTIKATAZTAOEI ME THN AKOAOYOH MNEPIFPA®H
FENIKEZ MPOAIATPA®EZ NMETAAOYAQN (EIAH 7,8)

1. Na eival amooTelpwiéveg, piag Xpoewg, o€ povadiaia ouokeuaaia, e diagavég UAIKO woTe va dIakpiveTal T0 Xpwud
¢ TETaAoldag.

2. Na gépouv BeAdva GAEBOKEVINGNS ATPAUNATIKA, APIOTNS TTOIOTNTAG, WE TTAACTIKG KAAUHHA, EUKOAD OTTOGTTWWEVO.

3. A6 10 XpWwa Twv TTAACTIKWY TITepuyiwv (reTaAolda) va diakpiveral n dIApETPog TG BeAdvag (Tr.x. Tpacvo yia 21G).
4. To owAnvaki TTPoEKTAONG va £xEl AKOG ammd 18cm.

5. To gUotnua merahotdag aioAnyiag-01drpnang Tou @iaAidiou kevoU va gival amrdéAuta oupBarto pe 6Aa ta
karakupoUpeva @ioAidia (gUp@wva pe Tov EFLM (EYPQMAIKO OPFANIZMO KAINIKHE XHMEIAE).

6. Na gépouv auotnua ao@alolg eyKOATTwONG TG BeAdvag peTd v alpoAnyia e TPOTTO EUKOAO, YPYOPO KAl EPYOVOUIKO.
O xeipioPo6e, aoeahiong ¢ BeAdvag Tng meTaholdag, va yiveral okpid amd aixunpd.

7. Na gépouv utrodoxéa owAnvapiwv yia v ac@alr xpARan e TeTaroldag A va Tpoo@epBei avTioTolxog apiBudc.

8. 21 auokeuaaia va avaypdgovrar:

7.1 AidieTpog BeAdvag

7.2 LOT mapaywyng

7.3 CE

7.4 REF

7.5 Huepopnvia Aqgng

7.6 Evdeign amooTeipwang

9. Na gépouv ISO kai évdeién CE.

Na gupmrepiAngBei 1o akdAoubo €idog aTo oAokAnpwpévo aloTnua aigoAnyiag:

MetahoUde¢ apoAnpiag, Siatphoews owAnvapiwy Kevou, Pe UNXAvIoUO autouamG avappdenang Mg PeAdvag uéoa amé
v GAEBa Kal TauTd)pOVN AoPAAIOT| TNG.

Miag xprong, amoaTelpwuévn, 21G, 23G, 25G, owAnviokog kovTdg (Ewg 200mm) pe KatdAnAo TAaoTIKO KoxAia (LUER)
Y10 TNV OTEPEWCT TOUG OTOV UTTOBOXEX TwV CWANVOPiWY KEVOU.

O unxaviopdg va evepyoTTolEiTal e TO £va XEPI, HE TPOTTO TTPOPAVT|, YPAYOPO Kal atrodoTIKO.

Na épouv BeAdvn TrevTatmAfg Aofotounaong, Ue eCaIPETIKA AETITA TOIXWUATA Kall UEYAAO ETWTEPIKS AUAS.

Na ouvodeuovTal aTTé TOUC OVTIOTOIXOUG N EVOWUOTWHEVOUS UTTODOXEIC TWANVAPIWY.

Na utropolv va Trapayeivouv oty QAEBa £wg 2 WPES yIa WIKPAS OIAPKEIAS eKXUOEIS Kal va avaypagetal autd ot
OUCKeuaaia.

NEPIFPA®H EIAQN-EIAIKEZ MPOAIATPADEX
1. ®1oAidia yevikng aiparog, xwpnTikdmrag 2-3mL, diaotdocwy 13*75mm, e avrimkrikd K2 EDTA
2. O10Aidia yevikng aiparog yia Mopiakd €Aeyxo, pe TIECTO TTWHA, XwenTIKOTNTAS 6 ML, diaotdoewv 13*100mm, pe
avTiTnkTikG K2 EDTA
3. QiaAidia Bioxnuikwv Tpoodiopiopwy, Xwpntikémrag 8-10 mL, diaoTtdoewv 16*100mm, Xwpig avTITNKTIKG, lE
EMITOXUVTA TTRCEWC Kal pe gel diaywpiopou
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4. OioAidia opou, xwpenTik6TTAaS 8-10mL, diacTacewy 16*100mm, Xwpig AvTITINKTIKO, UE EITAXUVT TTHZEWS, Xwpig gel
dlaywplopou

5. QiaAidia e§eraocwv TASEWS, XwPENTIKOTNTAG 2 Kai 3ml, diaotdocwy 13*75mm, ouvBeTIKA, , OAIKAS TTANPWOEWS, LE
avTinkTikG Sodium Citrate 3.2% (0.109M). Ta @ioAidia va gival dITAoU ToIXWUATOS Kal auTtd va avaypdgeTal Gaguws aTo
OUVOOEUTIKO QUANO TTEPIYPORIS XAPAKTNPICTIKWY TOU €i00UC aTTO TV KATACKEUAOTPIA ETAIPEIT (prospectus)

6. ®iaAidia TKE, yudAiva, xwpnTikotnTag €éwg 1,8 ml pe avrimnkTikd Sodium Citrate 0,45ml (0.105M), ue ouvodoé

unxavnua avayvwong TKE

7. Meralo0deg aipoAnpiag - diarpnong elahidiwv kevou, 21G, pe pnxavioud ac@arols eykGATTwaNG NG PeAdvag WeTd TV
algoAnyia

8. Meralo0deg aipoAnpiag - diatpnong elahidiwv kevou, 23G, pe pnxavioud ac@arols eykKGATTwaNG NG PeAdvag WeTd TV
algoAnyia

(Mpodiaypagég ouvodol unxavAuarog avayvwong TKE)

Na ekteAei autdparn avayvwan TKE pe avaywyr oTn dia wpa.

1.1. Na d106éte1 TouhayiaTov 20 Béoeic (40 amoteAéauaTa Thv wpa).

1.2. Na ouvoéetar apgidpopa pe 1o MNMAnpogopiakd cuotnua Twy epyactnpiwy (LIS) kai va kaAlyel ta €000 auvdeong n
eTaipeia.

1.3. To pnxavnua va ouvodeletal amd TouAdyioTov 2 (600) otatw (amod 10 Béocig 1o kabéva) yia pérpnon ¢ TKE pe
uEBodo avagopdg (Westergren).

1.4. Z¢ repiTwaon PAGRNG Tou pnxavAUaTog va utrooTpideTal Aea €TMIOKEUN 1 avTIKaTdaTaon Tou._

NA ANTIKATAZTAOEI ME THN AKOAOY®H NEPIFPA®H:

NEPIFPA®H EIAQN-EIAIKEZ MPOAIATPADEX

1. ®1oAidia yevikng aiparog, xwpnTikdmTag 2-3mL, diaotdocwy 13*75mm, pe avrimmkrikd K2 EDTA

2. O10Aidi0 yevikng aiparog yia Mopiakd €Aeyxo, e TIECTO TTWHA, XwenTIKGTNTAG 6 ML, diaotdoewv 13*100mm, pe
avTiTnkTikG K2 EDTA

3. QiaAidia Bioxnpikwv Tpoodiopiopwy, Xwpntikémrag 8-10 mL, diaotdoewv 16*100mm, Xwpig avTITNKTIKG, e
emrayxuvty TEEwg kai pe gel diaxwpiopol. To gel diaxwpiauou va eival Torobetuévo oTtov Tubuéva tou owAnvépiou
UTTO KAiOn, TTPOKEIYEVOU va ETTITUYXAvETal KOAUTEPN avaAuTIKA 0T0BepdTNTO KAl TaXUTEPOG dlaxwpIopos.  To gel
dlaxwpiopou amodedelyuéva va dlaTnpei 10 OXAUA TOU KAl TN OUVOXA Tou KaBwg Kal va pnv utrdpyel aiydAuon kal
OXNUATIOPOC IVIKWY OTOV 0p0, YETA TN PETAQOPA KAI TTAPOLOVHA TOU QUYOKEVTPNUEVOU deiypaTog éwg 24 wpec. Na duvaral
VO QUYOKEVTPNBET 0Ta 5’ AeTTTA.

4, GiaAidia opou, xwpnTikOTTAaS 8-10mL, diaoTdoewy 16*100mm, Xwpig AvTITINKTIKG, e EMITAXUVTH TTHZEWS, Xwpig gel
dlaywpIoou

5. O10Aidia egeTdoewv TASEWS, xwpnTikdTTag 2 Kot 3ml , diaoTaoewy 13*75mm, ouveeTIKd, ONIKAG TTANPWOEWS, PE
avrinkTik Sodium Citrate 3.2% (0.109M). Ta @ioAidia va eival dirAou Toixwyatog (PET & PP) kai autd va avaypdgetal
0aQws 0To CUVODEUTIKO PUANO TTEPIYPAPHG XOPAKTNPIOTIKWY TOU €IBOUG AT TNV KOTAOKEUAOTPIA ETAIPEIQ (prospectus)

6. ®iaAidia TKE, yudAiva, xwpnTikotnTag €éwg 1,8 ml pe avrimnkrikd Sodium Citrate 0,45ml (0.105M), e ouvodé

unxavnua avayvwong TKE

7. NeTahoudeg aipoAnyiag - didrpnong @laAidiwy Kevou, 21G, pe unxavioud ac@aloug eykOATTwang TG BEAGVAG PETA TV
aigoAnyia

8. NMeTahoudeg aipoAnyiag - didrpnong @laAidiwy Kevou, 23G, pe Unxavioud ac@aloug eykOATTwang TG BEAGVAG PETA TV
aipoAnyia

(Mpodiaypagég auvodol unxaviparog avayvwang TKE)
Na exteAei autduat avayvwon TKE We avaywyr ot dia wpa.
1.1. Na d106éte1 TouhdyioTov 20 B¢oeig (40 amoTeAéauara v wpa).
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1.2. Na ouvdéetal apgidpopa pe 1o MAnpogopiakd cuoTtnua Twy epyactnpiwy (LIS) kai va kaAlyel ta 6000 ouvdeong n
graipeia.

1.3. To pnxavnua va ouvodeletal amd TouAdyioTov 2 (dUo) otatw (amd 10 Béacig 1o kabéva) yia Pérpnon g TKE pe
pEBOGO avagopdg (Westergren).

1.4. Z¢ TepiTTwan BAGBNG TOU PNXavAUOTOG VA UTTOGTNPICETAI AEDN ETTIOKEUN 1} AVTIKATAOTOOT) TOU.__

QI OV EPAL AATNOSTIRA MHXANHMATA A £

D' L L - AY 510 ‘-L;-.‘. 240
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Avri¢ MwAnoewv
Becton Dickinson Division
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