EAAHNIKH AHMOKPATIA
YMOYPIEIO YFEIAZ

4" Y.NE. MAKEAONIAZ & OPAKHZ
FENIKO NOZOKOMEIO KABAAAZ
TMHMA NMPOMHOEIQN

revikd Noookopeio Kapaiag, 01/05/2024
A.T1.: 10984

KaBdAa,1-5-2024

nproz:
KAGE ENAIAOEPOMENO

«MPOMHOEIAZ OIATPQN FA THN MONAAA TEXNHTOY NEDPOY »

NPOYNOAOTIZMOS: 31.733,86 € (cupneptappavopévou @.MN.A. 6%)

MNPOZKAHZH

CPV:33181200-4

ANAOETOYZzA APXH

FENIKO NO2OKOMEIO KABANAZ

EIAOZ AIAAIKAZIAZ

MPOZKAHZH EKAHAQZHZ ENAIAQGEPONTOZ

ANTIKEIMENO AIATQNIZMOY

QOIATPA TIA THN MONAAA TEXNHTOY NEDPOY

KQAIKOZ CPV

CPV:33181520-3

EKTIMQMENH AZIA 2YMBAZzHZ

29.937,6 € XQPIZ ®.M.A. KAl 31.733,86 € ME ®O.M.A %

KPITHPIO AZIOAOIHzZHZ

Tnv mA€ov cupdEpouca armd OLKOVOLLKN droyn tpocdopd Hévo
BAosL TIUAC

AIAPKEIA 2YMBAZH2Z TPEIZ MHNEZ
KATAAHKTIKH HMEPOMHNIA | 13/5/2024
YNOBOAHZ MNPOZMOOPQN

HMEPOMHNIA ANOZMPATIZHZ 14/5/2024

To levikd Noookopeio KaBahag €xovtag umoyn:

A T Sratdéelg:

1. tovv.4412/2016 (A' 147) “Anudoleg ZupPBaoelg Epywv, NpounBslwv kot Yrnpeowwy (pocapuoyr] oTLg
0O6nyieg 2014/24/ EE ka1 2014/25/EE)»

2. Tov v. 2955/2001 «MpounBetec Noookopeiwv kat Aomwv povadwyv vysiag twv MNe. 3.Y. Kat dAAeg

Slotaelg

3. Ttov v. 3329/05 (DEK 81/A'/04.04.2005), «EBvikO ZUotnua Yyesioag & KowwvikAc AANAeyyUng» Omwg
OUTEC TpoTomotnOnKav Kal LoYUouV crEpa.

4. tov v. 3580/2007/®EK 134/A/18-6-2007 «[MpounBelec popéwv emomnteudpevwy amd to Ymoupysio
Yyeiag kat Kowwvikng AMNnAgyyUNng kat AAAEG SLATAEELG» OTIWG TPOTIOTIOLNONKE Kot LoXVEL.

5. Ttovv.2690/1999 «KUpwon tou Kwdika AlotkntikAg Atadikaoiag Kot GAAEC Slatdelg



6. Tov v. 4472/19-5-2017(DEK 74/A’) «Iuvtaglodotikég Slatdgelc Anpoaoiou kat tpomomnoinon Statdewv
tou v. 4387/2016, pétpa £PapUOYAG TWV ONUOCLOVOUIKWY OTOXWV Kol peTtoppubuicswv, pétpa
KOLWVWVLKNG OTNPLENG KOl EPYACLOKEG puBuioelg, MeoompoBeopo NMAaiolo ANUOGLOVOULKAG ZTPATNYLKAG
2018-2021- kot AOUTIEG SLOTAEELCY

7. Tovv.4542/2018 (DEK A 95 - 01.06.2018) apBp.4. PuBuicelg yia tnv EBvikn Kevtpikn Apxr NpounBelwv
Yyelog

8. Ttov v. 3861/2010 (A’ 112) «Evioxuon tng SladAvelag HE TNV UTOXPEWTIKN OVAPTNGCN VOUWV Kol
MPAEEWV TWV KUPBEPVNTIKWY, SLOWKNTIKWY KOl aUTOSLOIKNTIKWY opyavwy oto Sladiktuo "Mpoypappa
Atavyela" kot AAAeG SLaTtagelc” Onmwe TpomomnolOnKe Kal LoyUEL.,

9. tovv. 4013/2011 (A’ 204) «XUotaon eviaiog Ave€aptntng Apxn¢ Anupociwv TupBdaoewy kat Kevipikol
HAgktpovikou Mntpwou Anpociwv JupBAcewV...»,

10. tnv um' ap®. 57654/22.05.2017 Anddacn tou Ymoupyol Oikovopiag kot Avamtuéng pe Ogua:
“PUBuON €8kOTEPpWVY Bepdtwy Asttoupyiag kot Staxeipiong tou KevrpikoU HAektpovikou Mntpwou
Anpooiwv ZupBdocewv (KHMAHZ)” (B/1781).

11. tov v. 4270/2014 (A' 143) «Apxéc Snuootlovoulkng Slaxeipong kot emomrteiog (evowpdtwon g
0ényiag 2011/85/EE) — 8npuooto Aoylotiko Kat AAEG SLatdéeLg», OTwWE TPOTonotiOnKe Kot LoUEL.

12. tom.6. 80/2016 (A'145) “AvaAnn umoxpswoswv arnod toug Atatdktec”

13. tnv uraptB.2501/3-8-2022 sykUkAlo pe Bpa: Evapuovion twv dopéwv vyeiag pe tov Kavoviouo (EE)
2017/745 OXeTIKA PE TO LOTPOTEXVOAOYLIKA TpoidvTa (AAA 618A46MWID-TOO)

B. Ta Eyypaca Kol Ti§ AMOPACELG:

1. To um. oplB. MPpwT.6787/26-4-2024 (opOn emavaAnyn) mpwtoyevég aitnua mpopunbelag didtpwy yla
Vv povada texvntou vedpou (CPV 33181200-4)

2. TNV UT. oplB. mpwt.748/29-04-2024 anodacn— evieAAecBe tou Alolkntr yla tnv mpounBeta didtpwy
TeX. vedpou

3. v um aptB.953/30-4-2024 anodoon S£cueuong MioTwong Tou AolknTh TNG avabéTouoag apxng otov
KAE 1311, pe (AAA:W3634690r-39A)

KOl T(POKELUEVOU va TipoPel otnv Slevépyela Slaywviopol popnBetag didtpwy yia tTnv povada texvntol
vedppoU Kalel Toug evdladepOEVOUC OLKOVOULKOUG dopeig, va AdBouv péPoG cUUdwWVA LE TOUG KATWOL
opouc:

1. Xpnpatodotnon tng ocuupaong

Qopéag ypnuatoddtnong tng mapovoa¢ cupBacng eivat o Taktikdg MpolmoAoylopog tou [levikoU
Noookopeiou Kapahag. H damavn yia tnv ev Adyw cVpBacn Bapuvel tny pe K.A.E.: 1311 oxetikn niotwon
TOU TPOUTIOAOYLOMOU TOU OLKOVOULKOU £Toug 2024 tou Qopéa.

2. Nepypadn puoikol Kol OLKOVOLKOU OVTLKELLEVOU TNG cUMBOONG

Avtikeipgevo tng X0pBaong ivol n mpounBela didtpwy ya tnv povada texvntol vedpol. H mpounbesia

Katatdooetal otov akdAouBo Kwdkd tou Kowvou Asfloyiou dnuociwv cupPdoewv (CPV): 33181520-3
Mpoodopéc unofarlovtal yia to cUVOAO TNC UTO avabeon mpounBelogc:



o/a

KQA.
NOzZOK.

EIAOZ

MON.
METPH2HZ

MOZOTHTA

TIMH
MONAA.

2YN.KO2TOZ
XQPIZ ONA
ONA

JYNT.O.N.A.
6%

2YN.KO2TOZ
ME ONA

41047

A2-8 MepBpavn
polyester polymer alloy
[PEPA], n wooduvapou
emudaveag 1,8 /2,1m2

TEM

72

23,8

1.713,6

102,816

1.816,416

47952

B2-4 MepBpdvn

oAU AULBEPLKNG
oouAdovng polynephron
n wooduvapuou,
erudavelag 1,9 m2 KAI
2,1M2

TEM

720

18,9

13.608

816,48

14.424,48

47953

B2-3 MepBpavn
moAucouAdovng Dry n
Ll008UVANOU , eTILDAVELAG
1,6/1,8/2,2 m2

TEM

60

18,9

1.134

68,04

1.202,04

47955

B2-7 MepuBpdvn
ToAUGOUADOVNG
ETUKOAUMUEVN ECWTEPLKA
ue YéAn Rexbrane n
1008UVAHOU ETILDAVELOC
1,8m2

TEM

240

18,9

4.536

272,16

4.808,16

48899

B2-2 MepBpavn
moAucouAdovng TuTIou
vitasulfone
Ll0o8uVapouv, emLpaveLag
1,9 ko 2,1 m2

TEM

360

18,9

6.804

408,24

7.212,24

48890

A2-2 pepPpavn
moAucouAdovng TuTIou
vitasulfone
1008UVAHOU ETILDAVELOC
2m2 kat 2,2 m2

TEM

90

23,8

2.142

128,52

2.270,52

2YNOAO

1.542

29.937,6

1.796,256

31.733,86

H ouvoAikn ektipwpevn afia tng cupBacng avépyetal oto mood Twy 31.733,86 € cuumneplapBavopévou

®.N.A.6% (xwpic ®.N.A.: 29.937,6 €)

H Stdpketa tng ZUpPBaong oplletal yla TNV avwtépw TpopunBeta anod tnv unoypadn TnG Kl £wC TPELG UAVEG
1 HEXPL va aroppodpnBolV oL CUUPATLKEG TTOCOTNTEG.

H oupPaon Ba avateBel pe to KpLtnplo NG MAEov cupdépoucag amd OLKOVOULKN dmon mpoodopds,

Baoel TuAG.

3. NpoBeopia napalapnig npocdpopwv Kot SLEVEpYELD SLAyWVLOUOU

wpa 14:00 . W.

TOMOZz YNOBOAH2 TOMOZ AIENEPTEIAZ KATAAHKTIKH HMEPOMHNIA HMEPOMHNIA

NPOZMOPQN AIATQNIZMOY KAI QPA YINIOBOAHZ ANOZMPATIZHZ
NPOZMOPQN NPOZM®OPQN

r.N.KaBdAag r.N.KaBdaAog 13/5/2024 nuépa Asutépa Kal 14/5/2024 nuépa

Tpitn kot wpa 11:00
. .

H kataAnktiki nuepopnvia mopolafric twv npoodpopwv sivat n 13/5/2024,nuépa Asutépa kot wpa 14.00

K. K.




4. Anpooiotnta

H mopoloa MpdéokAnon kataxwpnbnke oto Keviplkd HAektpovikdé Mntpwo Anpoociwv uppdacewv
(KHMAHZ). Emiong Ba kataywpnBel oto Swadiktuo, otnv wotooediba tng avabétouocag apxng, otn
StevBuvon (URL): https://kavalahospital.gr/Supplies/promitheies/Tpeywv-eto¢ aspx otnv dladpoun:

Apxikny P MpounBeteg P Tpéxwv £toc P OwovopuLko Etog 2024

4.1. Erukowwvia - Napoxn Aleukplvicewv

'OAgg ol eMIKOWVWVIEG O€ oXEon Me Ta Baotkd otolxeia tng dtadikaoiag ouvadng tng ocuupaong, kKabwg Kat
OAgg oL avtaAAayég TAnpodoplwy, ektedovvtal eyypadws (LEow email kal aAAnAoypadiac) pue to TuAua
MpounBelwv tou I.N. Kapaiag.

Apuodia YtdAAnAog: Z. Mamakn

Opolwg, Ta OXETIKA aLTAUOTA TAPOXNE SLeUKPLVioewV uTtoBalhovtal eyypddw To apyotepo pia (1) nuépa
TPV TNV UTIOBOAN TWwV tpoadopwv.

5. Nwooa

Ta éyypada tng cupBaong Exouv cuvtayBel otnv eAAnviKr yAwooa.

OLnpoodopEg kol Ta ephapovopeva og QUTEG oTolyela cuvtdooovtal oTnV EAANVIKY YAwooa

KaBe popodng emikowwvio pe tnv avabétovoa apxn, KabBwg Kat Petafld ouTG Kal Tou avadoyxou, Ba
yivovtal umoxpewTIKA oTnV eAANVIKI YAWood.

6. Eyyunosig
Eyyuntikn EmiotoAn cuppetoxng kat Eyyuntikn EmlotoAn KaAng ektéleonc dev anattouvral.
7. AW GURETOXAG

Awailwpa cuppetoxng otn dtadikaoia cuvaydng tng mapoloag cUUBACNG €XOUV GUGCLKA ] VOULKA TIPOCWTTA
KO, O€ TIEPLMTTWON EVWOEWVY OLKOVOULKWY GOopEWY, TA UEAN QUTWYV, TIOU E£LVOL EYKATECTNEVO OE KPATOG-
péNog tne Evwong, og Kpdtog-péAog tou Eupwraikol Otkovoplkou Xwpou (E.O.X.),0e tpiteg xwpeg Baon
Tou apBpou 25 tou N.4412/2016.

OLKOVOULKOG HOpEAG CUUUETEXEL £lTe PEHOVWHEVA elte w¢ HENOG €vwong Bdaon tou Aapbpou 19 tou
N.4412/2016.

8. Noyou anokAeiwopou (Gp6.73, 74 tou v. 4412/2016)

AmokAeietal and tn cuppeToxn otnv mapovoa Sladikacia cuvaPng cuppaong (SLaywWVICUO) OLKOVOULKOG
dopéag, epdoov CUVTPEXEL OTO TPOCWTIO TOU (€AGV TIPOKELTAL YO LELOVWUEVO PUOLKO 1) VOULKO TIPOCWTTO)
1 o€ éva amod ta PEAN Tou (€A TPOKELTAL YLA €VWOT OLKOVOULKWY GOPEWV) €Vag N TIEPLOCOTEPOL OO TOUG
Adyoug rou avadépovtal oto apbpo 73 tou v. 4412/2016 kat oto apbpo 74 tou v. 4412/2016.

Opuovtia Pritpa (ApOpa 18 rtap 2 kot 4 & 130 rtap. 1 tou N.4412/2016)

Katd tnv ektéleon tng mopoucag clPBACNC, oL oKoVouLKol Gopelg TNPOUV TIC UTIOXPEWGCEL TOUG TIOU
QaImopPEOUV Ao TIC SLATAEELS TNG TIEPLBAAAOVTLKAC, KOWWVIKOAOHAALOTIKAC KAL EPYATIKAG VOopoBeaoiag, mou
€xouv BeomioBel pe 1o Sikalo tng Evwong, to €6vikd Sikalo, cuAAOYLKEG cupBaoelg 1 dleBveig dlatatelg
nepBaAloviikol, KowvIKoU Kal gpyatikol Sikaiou, oL omoieg amaplBpouvial oto Mapdptnua X Tou
Mpooaptrjpatog A’ tou N.4412/2016. H tr)pnon twv v AOyw UTIOXPEWOEWV EAEYXETAL KAl BEBALWVETOL OTTO
TO 6pyava TIou TBAEMOUV TNV EKTEAECN TNG CUMBOONG KAL TIG OPUOSLEG SNUOCLEG APXEG KOl UTNPECieG
TIOU EVEPYOUV EVTOC TWV 0pilwv TNC eUBUVNG KOl TNC APUOSLOTNTAG TOUC.


https://kavalahospital.gr/Supplies/promitheies/Τρεχων-ετος
https://kavalahospital.gr/Supplies/promitheies
https://kavalahospital.gr/Supplies/promitheies/%CE%A4%CF%81%CE%B5%CF%87%CF%89%CE%BD-%CE%B5%CF%84%CE%BF%CF%82/%CE%9F%CE%B9%CE%BA%CE%BF%CE%BD%CE%BF%CE%BC%CE%B9%CE%BA%CE%BF-%CE%95%CF%84%CE%BF%CF%82-2019

H aBétnon tng unmoxpEwong TNG avwTEépw mapaypddou cuvioTd coPfapd EMAYYEALATIKO TTAPATITWLA TOU
OLKOVOULKOU dopEa Katd TNV £vvola tne rap. 4, £86. 6 tou apBpou 73 tou N.4412/2016, Katd to EL6IKOTEPA
opL{OUEVA OTIC KELEVES SLaTALELG.

9. Kputijpla EmtiAoyng

9.1. KataAAnAotnta AoKnong EMOYYEALATIKAG SpaoTnpLoTNTOS

Ot olkovopikol dopeig ou cuppetéxouv otn Sladikacia ouvadng g mapovoag cUUBacng anatteital va
0oKoUV Spactnplotnta cuvadn LLE TO AVIIKELLEVO TG cUPBAONG.

OL owkovopuLkol Popeig mou elval eyKaTECTNEVOL OE KpATOG HEAOG TNG Eupwnaikng Evwong amatteitot va
elval eyyeypappévol og £va amo T EMAYYEAUATIKA UNTPWA ) EUTOPLKA UNTPWA TIOU TNPOUVTAL OTO
KPATOC EYKATAOTAONG TOUC ] VOl LKAWOTIOLOUV omoladnmote GAAN amnaitnon opiletal oto Mapdptnua Xl tou
Mpooaptrpatoc A’ tou v. 4412/2016. Edpdoov oL otkovopikol ¢opeig amatteital vo Stabétouv sldikn
£€yKplon N va gival HéAn CUYKEKPLUEVOU OPYaVLOUOU yLa va PITopoUV va TTIHPACY0oUV TN OXETLKN UTnpeoia
OTh XWPa KOTAywyng toug, n avabétouoa apxn Unopet va toug {ntel va amodeifouv otL SltabBétouv TNV
£yKpLon autn 1 OTL elval HEAN Tou ev AOyw opyaviopoU 1 va Toug KaAEoeL va ipoouv og £vopkn SHnAwaon
EVWTILOV CUUBOALOYPADOU OXETIKA LIE TNV AOKNGCN TOU CUYKEKPLUEVOU EMAYYEAUATOC.

TNV MEPIMTWON OLKOVOULKWY POPEWV EYKATECTNUEVWY O KPATOG HEAOUG Tou Eupwrmaikol OLlkovouLkou
Xwpou (E.0.X) | og tplteg XWPEG TTOU POCXWPNOEL 0T ZAZ, 1 O TPITEG XWPEC TTOU BEV EUTIMTOUV OTNV
T(PONYyoUUEeVN MepiMTwon Kal €xouv cuvapel Siuepeic A moAuvpepeic cupdwvieg pe tnv Evwon oe BEpata
Stadwkaowwyv avabeong dnuoociwv cupBdoswv, amalteital va eival syysypoupévol o  avtiotolyo
EMOYYEALATIKA LNTPWA.

OL eykateotnuévol otnv EAAASa olkovopwkol ¢dopel¢ Ba mpémel va eival eyyeypoupévol OTO OLKELO
EMAYYEAUATIKO PNTPpWO, £hOCOV, KOTA TNV Keipevn vopoBeoia, amalteital n eyypadr toug yla tThv umod
avaBeon unnpeota.

ItnV TEPUMTwon £vwong OLKOVOUIKWY POPEWV  «n  KATAAANAOTNTO  AOKNONG  ETTOYYEAUOTLKAG
Spaoctnplotntag Oa MPEMEeL va KAAUTITETOL OTTO OAQ T LEAN TNG EVWONGY.

9.2 TEXVIKA KO EMOYYEALOTIKI LKOVOTRTOL

‘Ooov adopd oTNV TEXVIKA KL EMOYYEAUATIKN LKOVOTNTA Yla TNV Tapouca Sladikacia cuvadng cupBaong,
ol olkovoplkol popeig anatteltat:

o) 6oov adopd Ta TPOIOVTA TTOU TTAPEXOVTAL:
. mepwypadn N dwrtoypadieg, n auBevTIKOTNTA TWV OMOLWV TPEMEL va UMopel va BePotlwvetal
KOTOTILV ALTAOEWCE TNG avabEétoucac apxng,
II.  va SlaBETouv: MLOTOTIONTIKA eKSLEOUEVA QMO MO0 LVOTITOUTO I EMICNUEG UTINPEGLEG EAEYXOU
NG MOLOTNTAG, AVOYVWPLOUEVWY KOVOTATWY, UE Ta omola Befalwvetol n KOTaAAnASOTNTA TWV
oyaBwv, eMaAnBeuOUEVN UE TIOPATIOUTEG OE OPLOHEVEG TEXVIKEG TIpoSLlaypadEC A TTpOTUTAL.

10. Kavoveg anddeLgng moLoTikr G ETAOYNG

To SIKALWUA CUMHUETOXNG TWV OLKOVOULKWV GOPEWV KAl OL OPOL KAl TIPOUTTOOECELG GUHIETOXNG TOUG, OTWG
opilovtal otig mapaypddoug 7 £wg 8, Kpivovtal katd tnv umofoln tng mpoodopdg o tng Yrevubuvng
ARAwonNG Tou v. 1599/1986 £k HEPOUG TOU OLKOVOMLKOU dopéa Katd ta opl{dopeva otnv napdypado 10.1
KOLL KOTA TNV UTIOBOAN TwV SLkaloAoynTikwv tng napaypddou 10.2.



10.1 NMpokatopKTIKK anodei§n katd tnv unofoAn npocpopwv

MNpo¢ TMPOKATAPKTIKN amnmodelfn OtL oL mpoodipovteg otkovouikoi ¢opeic: o) dsv Bpiokovrar otig
KOTALOTAOELG TNG Ttapaypddou 8 kat B) MANPOUV Ta OXETIKA KpLtipLa EMAOYNG ThG tapaypddou 9.1 kat
9.2 ¢ mapolong, TPOOKOUI{ouv Katd tnv UMoPoAr] t¢ MPocdopd¢ TOuG WG SLKALOAOYNTIKO
OUUUETOXAG, uTteVOUVN AjAwong Ttou v. 1599/1986

Katd tnv unofoAn tg unetBuvng SnAwong, sival duvarn, Le povn tnv unoypadn Tou Katd mepinmtwon
EKTIPOCWIIOU TOU OLKOVOULKOU ¢OopEa, N TPOKATOPKTIK amodeln Twv AOYwv amokAELGHOU TIOU
avadEpovtal otnv napdypado 8 TG Mapouacas, ylo To CUVOAO TWV GUOLKWY TIPOCWIIWY ToU gival PEAN
tou Slokntikol, SleuBuvtikol f emomTikol Opyavou Tou I €xouv efoucia ekmpoowmnnong, ANYNg
anmodAcEWV 1 EAEYXOU GE QUTOV.

QG eKTPOOWIIOG TOU OLKOVOULKOU dopéa VOE(TAL O VOULUOG EKTIPOCWITOG QUTOU, OTIWE TIPOKUTITEL AT TO
LloxUOV KATOOTOTIKO N TO TPAKTIKO EKTMTPOCWIINCAC TOU KOTA TO XPOVO UTOBOANG TNG Mpoodopdc n to
aprodiwg efouolodotnuévo GUGLKO TTPOCWIIO VO EKTIPOCWTIIEL TOV OLKOVOUIKO ¢opéa yla SLadikooieg
cuvang cupBacswv f yla cuykekplpévn Stadikacio cuvayng cupBacng.

10.2. ATTOSELKTIKA PECQ

Ma tnv anodelén tng pn cuvSpoUnG Twv AOYWV ammoKAELOHOU TNG apaypddou 8 Kal TNG MARPWaoNg Twv
KPLTNPlwV TOLOTIKAG €mMAOYNG Katd tnv Tmapdypado 9 oL olkovoulkol ¢opei¢ mpookopilouv ta
SikaoAoyntikd Tou mapovrog, AapBavouévwy umodn Twy datdfswyv tng mop. 2 mep. o Tou dpbpou 1
v.4250/2014 kot tou apBpou 36 moap. 2 B) v. 4194/2013. H mPooKOMLON TWV €V AOYW SLKALOAOYNTIKWV
yivetal kata tnv urntoBoln tn¢ npoodopdg os Eexwploto ¢pakero. H avabétovoa apxr pmopet va Intet
ano nMpoodEPOVTEG, 0 OTIOLOSHTIOTE XPOVIKO onpelo kata tn dapkela tng Stadikaoiog, vo umoBaAAouy
OAa ) oplopéva StkatoAoyntika, 6tav auto amatteital yia tnv opbn Ste€aywyn tng Stadkaolag.:

A.l. Twa tnv anddel€n tng Un cuvSpoung Twv AOYwv amOKAELOUOU TNG Ttapaypddou 8 oL MPoohEPOVTEC
olkovouLkol popeig mpookopilouv avtiotolya ta SIKALOAOYNTKA TToU avadEPovTal TApaKATW:

a. Amoomnaopa mowiwkol pntpwou 1, eMeipel autol, tooduvapo éyypado mou ekdibetal amo

opuOSLa SLKOOTIKA N SLOWKNTIKA opXN TOU KpAToug-péAoug Omou eival eykateotnuévog O
OLKOVOULKOC dopEag, armd To omolo mpokUMTeL OTL TAnpouvTal ol tpolnoBéoelg tou apbpou 73 Tou
v. 4412/2016. H umoxp€waon MPOOKOULONG TOU WG VW amoomdcpatoc adopd tov dieubuvovia
cUUBoUAO, Ta LEAN TOu AlotknTikoU JupBouldiov kKaBwg Kol Ta MPOoWa ota omnola pe anddaon
Tou AlowkntikoU ZupPouliou €xel avateBel To ocUvolo NG Slaxelplong Kol €KMPOCWINONG TNG
ETALPELOC, OTLG MEPLMTWOELG AVWVU LWV eTalpelwv (A.E.)
EvoAAoKTIKA, uTteBUVN SHAWON OTL 8V UTIAPXEL OUETAKANTN KATASIKAOTIK amodaon yLo Toug
Aoyoug mou avadEpovtal otnv map. 1 tou dpbpou 73 tou v. 4412/2016 £1¢ BAPOG TWV AVWTEPW
TIPOCWTIWVY TOU OLKOVOULKOU ¢opéa (Ue avaypadr TwV OVOUATEMWVUHWY KoL TWV TATpWVU LWV
autwv). H Y.A. urtoypddetal amod tov VOULO EKTPOCWIO TOU OLKOVOULKOU $OopEa OTIWE QUTOG
opiletal oto apBbpo 79A nap. 2 tou v. 4412/2016 i UTIOBAAAETOL ATIO EKALOTO UTIOXPED XWPLOTA.

b. Miotomotntiko mou ekdidetal and Tnv aprodia apyr, Ao To OO0 VA TIPOKUTITEL OTL O OLKOVOLKOG
dopeag dev £xel 0OETHOEL TIG UTIOXPEWOELG TOU 000 adopd oTNV:
a)kataBoAn ¢opwv. MNa tnv amodelfn NG eKMANPWONG TWV (GOPOAOYIKWY UTIOXPEWOEWY,
UTIOBAGAAETOL OTTOSELKTIKO evnpepdtnTac ekdldopevo amd tnv AAAE to omoio Ba mpemel va
avadépel we Adyo €kSoong «yLa KABE vouLn xpron»,

B) kataBoAr elodopwv KOWWVIKNAG aodallong (kUpLa KoL ETILKOUPLKA).



Mo tnv amodelln G eKMANPWONG TWV UTIOXPEWOEWY TPOG TOUG OPYOVLOHOUG KOLVWVLKAG
aodaliong, UTOBAAAETAL TILOTOTOLNTIKO €kdLOOUeEVo amd tov e-EQKA, to omoio Ba mpémel va
avadépel wG Aoyo €kdoong «yla CUHMETOXN ot Slaywviopolg avaAndng dnuociwv €pywv N
npounOelwv Tou Anpociou kat twv NMAA».

c. YmevbBuvn dnAwon tou v. 1599/1986 TOU VOUILOU EKMTPOCWTIOU TOU OLKOVOLKOU ¢opéa OTL Sev
£xeL emBAnOel n kUpwaon opl{OVTIOU ATIOKAELOUOU Ot TN CUUUETOXN TOU OLKOVOULKOU ¢dopéa ot
peAhovtikég Sladikacieg cuvang dnuoociwv cupBacswy, Kat' edpappoyn g map. 4 Tou dpBpou
74 tou v. 4412/2016.

d. MotomolnTikd opuodlag SIKOOTIKAG 1 SLOWKNTIKAG opXNG amo Ta omoio va TPOKUMTEL OTL O
OLKOVOULKOG ¢opéag Oev tedel umo mrwyeuvon 1 O6ev €xel umaxBel oe Sladikaocio €L8IKAG
gekkaBaplong i ev teAel UG avaykaoTikn dlaxeiplon amo ekkabaplotn 1 and to dikaotnplo 1 dev
£xel urtaxBel og Sladikaoia MTwyYeUTIKOU cUUBLBaopoU 1 Sev €xel avaoTEIAEL TIG ETLXELPNUATIKEG
Tou Spaotnplotnteg i dev €xel umayxBel oe dadikaoia e€uylavong katl Tnpel Toug 0poug aUTAS N
Sev Bploketal os omoladnmote avaAloyn KOTACTAcn MpOoKUMTouca amod mapouolo Stadikooia,
nipoPAenopevn oe eBvikég Stataelg vopou. H avaBétouoa apyr UMOPEL va punv omokAsiel Evav
OLKOVOULKO ¢dopéa o omoiog PpilokeTal O pia €K TWV KATAOTACEWV TIOU avodEpovial otnv
TeplTwon autr, und Vv npolnoBeon OTL amodelkvUeL OTL 0 ev AOyw dopéag eival os BEon va
ekteAéoel TN oLPPaon, Aappavovtag umtoPn TG LoYUOUOEC SLATAEELC KoL TOL LETPA YLOL TN GUVEXLON
TNG ETMXELPNUATLKAG TOU AELTOUpYiag

Xpovocg €k6oong Kal SLAPKELD LOXUOG TWV OMOSELKTIKWV LECWV

e To amocmoopa TowwKoU pntpwou, Bo mpémel va €xel ekdobel €wg tpelg (3) pAveg mpwv TNV
uTtoBoAn tou.

e Ta TILOTOMOLNTIKA TNG POPOAOYIKNG Kol acdaALOTIKAG evnUePOTNTAC Ba PEMEeL va elval ev oL
KaTd TNV UTtoBoAn toug, AAwC, otnv Mepilmtwon mou Sev avadEpetal Xpovog LoxUog, va £XouV
ekb00el £wg tpeig (3) uAveg mpLv TNV UTIOBOAN TOUC

e To MLOTOMOLNTIKA apuoSiag SIKAOTIKAC 1 SLOKNTIKAG apxng Ba mpémel va eival v Loy Katd tnv
UTtOBOAN Toug, AAWG, oTNV TIEpimTwaon mou dev avadEpeTal XpOVog LoXUoc, va £xouv ekdoBel €wg
tpeig (3) pRveg mpv tnv uoBoAn Toug.

e O YreUBuveg AnAwoelg va €xouv cuvtaybel HeTA TNV Kowomoinon tng mapovoag. Ot YreuBuveg
AnAwoelg tou N. 1599/86 dev amatteital vo ¢pépouv Bewpnon Tou yvnoiou tng umoypadnc Kot
umoypddovtal amd ToV VOULLO EKMPOCWTIO TOU OLKOVORLKOU ¢opéa (ylo VOUIKA TpOoWNa -
ETALPELEG).

A.2. Twa tnv amodeltn tng amaitnong tou dapBpou 9.1. (amddel€n kataAnAdTnTag yla TNV AoKnon
ETIAYYEALATLKAG SpactnplotnTag) mpookopilouv miotomnowntiko/Befaiwon tou otkeiou emayyehpatikou (N
EUTOPLKOU) UNTPWOU TOU KPATOUC gykatdotaong. OL olkovoplkol Gpopeic mou sival eyKATEOTNUEVOL OE
Kpdtog pEANO¢ TNG Eupwmaikng Evwong mpookopilouv miotomowntikd/Befaiwon Ttou avtiotolyou
gnayyeApatikol (f epmoptkol) untpwou tou Mapaptipatog Xl tou MNpooaptipatog A’ tou v. 4412/2016,
JE TO omolo miotonoleital adevog n eyypadr) TOUG O AUTO Kol AdETEPOU TO ELOLKO EMAYYEAUA TOUG. STNV
neplntwon mou xwpa dev Tnpel TETOLO UNTPWO, TO £YypadO I TO TILOTOMOLNTIKO Unopel va avikabiotatat
and €vopkn BePaiwon n, ota KpAtn - LEAN N OTIC XWwpPeC Oomou Sev poPAEnetal £vopkn BeBaiwaon, amd
umevBbuvn O&nAwon Tou evlladePOUEVOU  EVWTIIOV  appoOdlag SIKACTIKAG N SLOKNTIKNG  apXNG,
cupBoAaloypddou 1 appodlou EMAYYEAUATIKOU OPYAVIOHOU TNG XWPOCG KATAYWYNG 1N TNG XWPaAg OTmou
elval eykaTeoTNUEVOC O OLKOVOULKOG dopéag OTL Oev Tnpeltal TETOO UNTPWO Kol OTL aokel T
6pacTNPLOTNTA IOV ATTOLTELTAL YL TNV EKTEAECN TOU QVTIKELWEVOU TNG UTIO avaBeon cupBacng

Ou eykateotnuévol otnv EAAGda owkovopikol dopelc mpookouilouv BeBaiwon eyypadng oto olkeio
ETIAYYEALATLKO LNTPWO I TILOTOTIOLNTLKO Ttou ekSISeTaL Ao tnVv owkela umnpecia tou .E.MH.



Emwonpaivetal ot ta SikatoAoyntikd mou adopolv otnv amodeifn tng amaitnong touv apbpouv 9.1
(am6deifn kKataAAnAoTNTAC Yyl TNV GOKNON EMOYYEAUOTIKAG Spaotnplotntag) yivovral omodeKtd,
epooov €xouv ekbobel £wg tpLavra (30) epydolpueg nUéEPeG mMplv amd tnv umoPoAr) toug (MpPA.
napaypado 12 dapbpou 80 tou v.4412/2016) e€ktOg av, oUUPwWVA UE TI( ELSIKOTEPEG SLATAEELS AUTWY,
b£pOUV CUYKEKPLULEVO XPOVO LOXUOG

A3. I TNV amodeLén tng TEXVIKAC LKAVOTNTOC TNG mapaypadou 2.2.6 oL olkovopikol popeic mpookouilouy
o) 6oov adopd Ta POIOVTA TTOU TIAPEXOVTAL:

I.  Mpookopuilovtal Katd mepimtwon ot {ntolpeveg pwrtoypadieg N meplypadn Twv UMO TPoUNBeLa
ayabwv.

II.  Ta kata nepintwon {ntovpeva (cuotnua dtaopdiiong motdtntag ISO9001 r ISO 13485, avtiypado
LoXUOVTOG TILOTOTIOLNTLKOU TOU OTtolou Kol Ba EMLOUVATITETAL UTIOXPEWTIKA oTnV mpoodopd) N
LooSUvapa TILOTOTIOLNTIKA EAEYXOU ToLOTNTAG. MioTomolNTIKA ekSI6OUEVA amd eMionUa LVOTITOUTO
N EMIONUEG UTINPECIEG €Aéyxou TNG TMOLOTNTAG, OVOYVWPELOUEVWV LKAVOTATWY, HE TO omola
BeBawwvetal n kataAAnAoTnTta TwWv ayabwv, eMaAnBOsuoUEVn LE TIAPOATIOUMEC OF OPLOUEVEC
TEXVIKEG TTpodLaypadeg ) mpotuma. Edv o olkovoukog dopeag dev dlabetel tétola 1 Looduvoua
TILOTOTOLNTIKA UTIELBUVN SnAwon e TNV omola Ba e€nyel toug Adyoug kal Ba Sleukplvilel mola
GA\a TTOSELKTIKA HECO UMOPOUV VA TPOCKOULOTOUV 000V adopd Ta cucTApATa | TPOTUTIA
Slaodaliong mowdtnTag

Enionc yla tnv opBn Kol anmoteAeopatikn epapuoyn Kol Ty enitevén Twv okomwv Twv dpbpwv, 10,11,13,
14, 25, 83, 87, 89, tou KavoviopoU tng (EE) 2017/745, avadoplkd He TNV TauTomnoinen Kat tyvnAacluotnta
TWV TEXVOAOYLKWV TPOIOVTWY Kol TNV achAAelo Kol TolotnTa TG Latplkng ¢povtidog, Ba mpémel
UTIOXPEWTLKA OL OLKOVOMLKOL POPELG 0TI TEXVIKEG TOUG TTPOOPOPEG VA SHAWVOUV TN XWPO TAPAYWYAG
TOU TPOOPEPOLEVOU TPOIOVTOG KOl TNV KOTOOKEUAOTIKA) MOvVAda otnv omoia TapAayetal To
NPooPePOLEVO TPOIOV, KAOWE KOl TOV TOMO EYKATAOTAONG TG, wote va Staodaliletar n tpnon
vhAaowotntag oe mibavr) avakAnon Tpoloviwv Kabwe Kol n €ykalpn Kol owoThH evnuépwaon Twv
povadwv vyelog avadoplkd Pe TN CUUNMARPWON KAPTOG avadopds TEPLOTATIKWY OTov apuodlo dopéa
(EOD).

ITLG MEPUTTWOELG TIOU SV Kataokeualouv ol (8lot To TeALKO TIPoiloV o SLKA TOUG KATAOKEUQOTLK Hovada,
oTNV MPoodoPA TOUG TIPETEL ETILTPOCOETA VA EMCUVAOUV:

e Befaiwon TOu VOULUOU EKTIPOCWITOU TOU KATAOKEVOOTH OTL UdloTaTOL EMiCNUN CUVEPYAGLO LLE TOV
sloaywya / Stavopéa, (N avtiypado tng cupdwviag Toug Ko EVIOANG TTPOG TOV ELCOYWYEQ),

e 1NV gouolododTnon Kal ekmaibeuon armd TOV KATOOKEUOOTIKO O(KO yLoL TNV TEXVLIKN UTIOOTAPLEN Kal
0pBn xprion Twv npoiovtwv

KaBe mpoodépouca stalpeia, os mepimtwon mou eival SLadoPETIKN ATIO TNV KATACKEUAOTPLA, TIPEMEL va
nipookopuilel BeBaiwon/evtoAr TNC KOTAOKEUAOTPLOG ETALPELAC TTOU Vo BeBalwvel Ta avwTépw. NMpoodopd
n omoia 6gv CUPHOPDWVETAL LIE TO AVWTEPW ATOPPLMTETAL WC ATAPASEKTN.

Oa avaypddetal to GMDN tou mpoodepopevou VALKOU, 0 KwIKOG Tou EKAMNTY | o KwdLkog Tou EBvikou
Mntpwou latpotexvoloyLkwv mpoidviwy tou EOD.

A4 T TNV amodelln g VOULNG EKTIPOCWINONG, OTLG TIEPUTTWOELG TTIOU O OLKOVOULKOC dopag eival
VOULKO TIPOOWTITO Kol EYYPADETAL UTIOXPEWTLKA 1 TIPOOLPETIKA, KATA TNV Keipevn vopoBeaoia, kat SnAwvel
TNV EKMPOCWTINCN Kal TIG LETAPBOAEG TNG o apuodia apxr (mx FEMH), mpookopilel GXETIKO TLOTOTIOLNTIKO
LoxUoUoaC EKTIPOCWITNGCNG, TO OTOL0 TIPETEL va. £XeL ekS0Bel £wg tpLavta (30) epydoipeg NUEPES TPV amtd
v untoBoAr tou (MpPA. mapaypado 12 dpbpou 80 tou v.4412/2016) €KTOG av AUTO GEPEL CUYKEKPLUEVO
XpPOVo Loxuoc.

ElS1kOTEPA YL TOUG NUESATIOUC OlkovopLKoUS dopeic tpookopilovral:



i) yra Tnv anodelgn tng VOLLING EKITPOCWIINONG, OTLC TIEPUTTWOELCG TTOU O OLKOVOLLLKOG GOpENC ELVOL VOULKO
TPOOWITO KOL UTIOXPEOUTAL, KATA TNV KElPEVN vopoBeaia, va SnAWVEL TNV EKTIPOCWTNGCN KAl TIG LETAPOAEG
¢ oto FTEMH(apBpo 86 v. 4635/2019) nmpookouilel OXETIKO MLOTOMOLNTIKO LoXUOUOAC EKIIPOCWTNONG TO
orolo mpénel va €xet ekdoBel £wg TpLavta (30) epyAcipeg NUEPES TIPLV ATt TV UTIOBOAN ToU.

i) Ma tnv amdédelfn ™G VOMLUNG oLOTOONG KOL TWV METABOAWV TOU VOULKOU TPOCWIIOU YEVIKO
TILOTOTOLNTIKO PeTaBoAwv Tou TEMH, epooov €xel ekb0Bel £wg TpeLS (3) UAVEG PLV atd TNV UTTOBOAN ToU.

TG AOUTEC TEPUTTWOELC TA KOTA TEPUMTWON VOULWMOMOLNTIKA £yypada ouotacng Kol VOULUNG
EKTIPOOWMNONG (OTWE KATAOTATIKA, TILOTOMOLNTIKA UeTafoAwy, avtiotolya OEK, amoddacelg ocuykpotnong
opyavwv 8Lolknong o€ cwia, KA., avAaAoyd LE TN VOULKN Lopdr) TOU 0LKOVOULKOU dopia), cuvodeudpeva
amod unelBuvn 6NAWGN TOU VOULUOU EKTPOCWITOU OTL e€akoAouBoUV va LoXUoUV KATA TNV UtoBoAr Toug.

OL w¢ avw uneVBuveg SnAwaoelg yivovtal anodekteg, epooov €xouv ocuvtaxBel PLeTd TNV Kowomoinon tng
TPOOKANGNG YLA TNV UTIOBOAN TWV SLKOLOAOYNTLKWV.

ATO Ta avwTEpw £yypada TIPEMEL VA TTPOKUTITOUV 1 VOULUN GUCTOON TOU OlKOVOULKOU ¢opéa, OAEC oL
OXETIKEG TPOTIOTIOLAOELG TWV KATOOTATIKWY, To/ta Tpdowrto/a 1ou SEoPeVE/oUV VOULUA TNV TaLpia KOTd
TNV NUEPOUNVIO SLEVEPYELOG TOU SLAYWVIOHOU (VOULUOG EKTIPOOWTIOG, Sikailwpa umoypadng KAT.), TuXov
Tpitol, otoug omoioug £xeL xopnynBei s€ouoia ekmpoowrnnong, Kabwg kot n Ontela tou/Twv f/Kal Twv
HEAWV TOU opydvou S1oiknong/ VOULLOU EKTIPOCWITOU.

11. Katdprtion - Neplexopevo Npoodopwv
11.1. Fevikoi 6pot untoBoAr¢ tpoodopwv

Ot poodopég urtofaArlovral pe BAoN TLG AMALTAOELS TTou opilovtal oto MNapdptnua | Tng mpdokAnong

Agv eTuTpénovtal eVAANAKTIKEG TPOTPOpPEC.

H évwon olkovoulkwv Gpopéwv UToBAAAEL Kowvr) ipoodopd, N omola UTOYPAPETAL UTIOXPEWTLKA £lte amd
OAOUG TOUC OLKOVOLILKOUC OPELG TTOU amoTeAoUV TNV £Vwon, €Te amd eKMPOCWNO TOUG VOUIMWE
efouclodotnuévo. ItV MPoodopd, ATOPALTTWE TPEMEL va. Tpoodlopiletal n éktacn Kal To €(60¢ tNng
CUMMETOXNG Tou (oupmeplAapBavopévng TG KOTAVOUARG apolpig Metafd toug) Kabe péAoUC TG Evwong,
KaBwWE KaL 0 EKMPOCWITOC/GUVTOVLOTAE QUTAC.

11.2. Xpovog kat Tpomnog untofoAng npoodopwv

11.2.1 O npoodopeg umoBaAlovtal amod Toug evoladpePOUEVOUG TAXUSPOUIKWE UEXPL TNV KOUTOANKTLKA
nuepopnvia kot wpa mou opilel n mapovoa MpockAnon, otnv EAAnvikn Nwooa, oe adppaylopévo pakeho.

11.2.2 Ot owkovopkol dpopeic umoBAaAAouv pe Thv poodopd Toug Ta akoAouba:

(o) évav (umd)dpakeho pe tnv €vlelEn «Alkalohoyntikd Juppetoxng —Texvikn Mpoodopd» otov omoio
niepAapfavovTal To KOTA TEPIMTWON AMALTOUEVO SIKALOAOYNTIKA KAl N TEXVIKA MPpoodopd cUpdwva e
TI¢ Statagelg tng Keipevng vopoBeoiag kat tnv mapovoa. (Ze exwplotd Ppakelo unofdaAlovrtal Kal Ta
Swkatohoyntika avadesong).

(B) évav (umd)dakelo pe tnv €vdelen «Owovoulkn Mpoodopd» oTov omoio mMepAABAVETOL N OLKOVOULKNA
MPoodOpA TOU OLKOVOULKOU GopEa KAL T KATA MEPLMTWON AmaLtoU Leva SIKALOAOYNTIKA.

11.2.3 O okovouLKOG hopéag UTIOBANAEL TOUG AVWTEPW (UTIO)PAKEAOUG OTIWG TIEPLYPADETAL TTOPOKATW:

OL mpoodopég umoPailovtal Héoa o oPpaylopheEvVo ¢GAKEAO, OTOV OO0 TIPETEL val avaypadovtol
EUKPLVWG:

a) n A&gn Npoodopd,

B) n emwvupuia tng avabétouoag apxng,



y) o tithog tn¢ cupPaong,

8) n KataAnKtikn nuepopnvia (nuepounvia AREng mpoBeouiag umoBoAng mpoodopwv 1 ALTHOEWV
GUMUETOXNG),

£€) Ta OTOLXELO TOU OLKOVOULKOU dopéa.

11.2.4 Neprexopeva GakEAou «ALKOLOAOYNTIKA SUMUETOXC»

Ta otolyelor KoL SLKOLOAOYNTLKA YLOL TNV CUMUETOXN TWV TPoodePOVIWV 0T SlaywvioTiky Stadikaoia
nepthappavouv unevBuvn SnAwon tou v. 1599/1986 onwg avadépetal otnv napaypado 10.1 kol o€
EexwpLoto pakelo urtoBaiiovral ta Sikalodoyntika avadeong cupdwva pe tnv napaypado 10.2.

11.2.5 Neplexopeva Qakélou «Texvikn Npoodopa»

H texvikn mpoodopd Ba mpémel va KAAUTTEL OAEC TIC QTOLTAOELG Kal TIG tpodlaypadeg mou €xouv TeBel
ano tnv avabétovoa apxn He To kepahalo “Analtrioslg-Texvikég Npodlaypadég” tou Mapaptripotog | Tng
MPOOKANGNG, MepLypAadovTag aKpBWE MWE Ol CUYKEKPLUEVEG QTALTACELC Kal ipodlaypad£c MAnpouvTal.
NephapBavel WBlwg Ta gyypada kot Sikatoloyntikad, Bacsl Twv omoiwv Ba aflodoynBel n kataAAnAotTnta
Twv npoodepoOpeVwY eldwv, Le BAon To KPLTAPLO avaBeong, CUUPWVA UE TO OVAAUTIKWE avadePOUEVA OTO
w¢ avw Napaptnua.

11.2.6 Meplexopeva Pakélouv «Owovoulkn Mpoodopd»/ Tpomog cuvtagng Kol UTIOBOANG OLKOVOULKWY
npocdopwv

H Owovoutkn Mpoodopd cuvtacostal pe Baon To avaypadOpevo otny mopoloo KpLTHpLlo avabeong Kat n
TLUA TWV TIAPEXOUEVWY UTtNPECLWY SIVETAL 08 €UPW. XTNV TIUA TtepAaBAvVoVTOL OL UTIEP TPITWV KPOTHOELS,
WG Kol KABe aAAn emiBapuvaon, cuudwva e Thv Keipevn vopobeaoia, pun cupnepthappavouévou O.M.A,, yla
TNV MapoxH TWV UTINPECLWV OTOV TOTIO KAl LE TOV TPOTO Tou TipoBAEmeTaL oTa £yypada tng cUUPaAoNG.

OL uTtép TplTWV KPOTHOELG UTIOKELVTOL OTO EKAOTOTE LOXUOV avaAoylkd TEAOG XOPTOCHUOU Kol otnv i’
autou elodopa uttep OTA.

Ermonuaivetal otL Ba mpénel va unoAoyiletal to ekdotote mocooto @.M.A. €l TOLC EKATO, TNG AVWTEPW
TAG.

Eniong otnv npoodopd va avaypadetal o KwSIKOG mapatneENTNPILoU £i6ou¢ Kat n TLUA tapatnpntnpiov
N va katateBei unevBuvn dAwon o€ Mepimtwon ov v UNAyETaAL OE AUTO.

OLpoodepOEVEG TLUEG elval otaBepeg kab’ 0An tn dldpkela TNG cUPBacNS Kat Sev avanpooapuolovral.
Q¢ anapdadekteg Ba anoppinrovral mpoodopES oTig omoieg: a) dev divetal Tur o EYPQ 1 mou kaBopiletal
oxéon EYPQ mpog &€vo voulopa, B) Sev MPOKUTITEL e cadrVeELD N TIPOCHEPOUEVN TLUN, KE TNV eMLPUAAEn
™G map. 4 Tou apBpou 102 tou v. 4412/2016 kat y) n T vntepBaivel tov npolimoAoylopo tg cupuBaocng
TIOU KBOopITETaL KO TEKHNPLWVETOL Ao TV avadEtovoa apyn.

12. Xpovog LoxVog Twv tpoodopwv

Ot urtoPaANOpevee PoodopEC LoXUOUV Kol SECUEVOUV TOUC OLKOVOULKOUG dopeic yia Stdotnuo €L (6)
HAVWV Ao TNV EMOWEVN TNG SLEVEPYELAG TOU SlaywVviopoU.

Mpoodopd n onoia opilel xpOvo LoXVOG HLKPOTEPO QMO TOV AVWTEPW TIPOBAETIOUEVO ATTOPPIITETAL.

H Loxu¢ tng mpoodopdc umopel va mapatsivetal syypadwc, epooov tovto Intnbel amd tnv avabétovoa
opxn, mpwv amd tn AnRén tne.

13. Adyot anoppwpng npocdopwv

H avaB&étouoca apxni He PBAon Ta amoteAéopata Tou €AéyXou Kol TNG OELOAOYNONG Twv TMPoodopwy,
anoppintel, oe kaBe meplntwon, mpoodopd yla Toug Adyoug Tou avadEpovtal ot SLaTAEeL; Tou V.
4412/2016 oto apbpo 91.



14.’Evvoun npootacia yia Snuooteg cupupacelg twv apbpwv 118

Mo SNUOOCLEG CUUPAOELG HE EKTIHWHEVN afla KatwTtepn N on Twv opiwv Tou apBpou 118, nepl ancubeiag
avaBeong, Omolog £XeL EVWOWO CUPGEPOV, UMOPEL va INTAoeL Thv aklpwaon TPAENg N TapdAswPng g
avaBétouoag apxng, KabBwe KAl TNV avaoToAn EKTEAECNC, EVWTTLOV TOU ALOKNTIKOU Edeteiou tng £6pag tng
avaBétouoag apxng, cupdwva pe 6ca opilovtal ota apBpa 45 €wg 56 tou . 6. 18/1989 (A’ 8), To omoio
anodaivetal UETOKANTWE XWPLG VA ETMLTPETETAL N TTPONYOUKEVN AoKnon GAANG e8IkNG i evdilkodavoug
SLo0KNTIKAG poaduyng. To mapdaBolo yla TNV Aoknon Tng aitnong akuPwaong Kal TNG altnong avooToAng
opiletal (00 pe TO TIEVTE TOLG EKATO (5%) el TNG eKTILWHEVNG aflag TG cuUBaoNG.

15. Mataiwon Aladkaciog

H avabétouoa apyn LaTalwvel 1 SUvatal va POTOLWOEL EV OAW 1 €V PEPEL attloAoynpéva tn Stadikaoia
ovaBeong, yla toug Adyoug Kal UTtd Toug Opouc tou apBpou 106 tou v. 4412/2016 petd omd ywwun tng
apuodlog Emtpomng tou Awaywviopou. Emiong, av SiamiotwBouv odpdApota ;| mapaleipelc oe
omolwodnmote otadlo tng Sladikaciag avabeong, UMopel, HETA Ao YyVWUN TOU appodlou opydvou, va
OKUPWOEL HEPIKWE TN Sladkaoia i va avapopdwosl avaloya To OMOTEAECUA TNG N va amodaciosl TV
gnavainyn tTng amo to onpeio mou epdhoxwpnoe to apaApa i n mapdiewn.

16. Opol ektédeong TG cuuPBacng
16.1. Zupupatiké MAaioto - Epappootéa Nopobeoia

Katd tnv ektéleon tng ovpBoaonc edpappolovrol ot Statatelg tou v. 4412/2016, oL 6poL TG tapoloag Kal
CUUITANPWHATIKA 0 ACTIKOG KwdLkag.

16.2. Opol ektéAeong TG cUPBAONG

Katd tnv ektéAeon tng olPBacng o avadoxog TnPeL TIC UMOXPEWOELS OTOUG TOUELG Tou mepLBaAAovTikoU,
KOLWWVLKOO.oPaALoTIKOU Kal gpyatikol Sikaiou, mou €xouv Beomiobel pe to Sikalo tng Evwong, to eBvikd
6ikalo, ouMloyikéc ocupPacelg 1 Olebveic Siataéelc mepBAAAOVTIKOU, KOWWVIKOAGPHAALOTIKOU Kol
gpyatikoU Sikaiou, ol omoieg amaplBpoluvral oto Napdptnua X Tou Mpogaptiuatog A’

H tpnon twv ev Adyw UToXpeWoewV amd tov avadoxo eAéyxetal kal BeBalwveTal amo ta opyava mou
eTUPAEMOUV TNV EKTEAECN TNG OUMPBAONG KOL TIG OPUOSLEG SNUOCLEG OPXEC KOL UTINPECLEG TIOU €VEPYOUV
€VTOC TWV oplwv TG UBUVNG KaL TG aPLOSLOTNTAC TOUG.

ITIC CUUPBACELS TPOUNBELWY MPOIGVTWY TIoU epTtintouv oto nedio epapuoyrig tou v. 2939/2001, emumAéov
Tou 6pou NG map. 4.3.1 neplhappavetal o 6pog OTL 0 avadoxog UToxXPeoUTAL KATA TNV UTtoypadr Tng
cUuBaong kat kaB’ OAn tn SlapKela eKTEAEONG va TNPEL TIC UTIOXPEWOELG TwV Tapaypadwv 2 kat 11 tou
apBpou 4B f kot tng rap. 1 tou dpBpou 12 f kat tng map. 1 tou dpbpou 16 Tou v.2939/2001. H thpnon twv
UTIOXPEWOEWV EAEYXETAL O TNV avabitouoa apx LECW TOU OpXelou dnUooLOMoinoNG EYYEYPOUHEVWV
napaywywv oto EBviké Mntpwo Mapaywywv (EMMA) nou tnpeitat otnv nAektpovikn ceAida tou E.O.AN.
evT0¢ TG mpobeopiag Tne mapaypddou 4 tou apbpou 105 tou v. 4412/2016 kat anoteAei npoiindOson yia
v unoypadn tou oupdpwvnTikol, OTO OMOI0 YIVETOL UNMOXPEWTIKA Mveio Tou apOpol EMIMA tou
UNOXpEOUL TtapaywyoUl. H pn Tpnon Twv UMOXPEWOEWV T tapoloag tapaypddou EXEL TIC CUVETELEC TNG
napaypddou 5 tou dpbpou 105 tou v. 4412/2016 (ApBpo 130 v.4412/2016).

16.3 Tpomnonoinon Tng cUUPACHG KOTA TN SLAPKELA TNG

H oUpPaon Suvatol va tpomornolndei, 6tav cupdwvicouv yI' autod to cUPBOAASUEVA PEPN, UTO TOUG
OPOUC KL TOUG TIEPLOPLOMOUG Tou ap. 132 tou v. 4412/2016.


https://www.eaadhsy.gr/n4412/n4412fulltextlinks.html#art118
http://www.eaadhsy.gr/n4412/prosarthmaA_index.html#pararthma_A_X
http://www.eaadhsy.gr/n4412/n4412fulltextlinks.html#art105_4
http://www.eaadhsy.gr/n4412/n4412fulltextlinks.html#art105_5
http://www.eaadhsy.gr/n4412/n4412fulltextlinks.html#art105_5
http://www.eaadhsy.gr/n4412/n4412fulltextlinks.html#art105_5

16.4. Awkaiwpa povopepoug Aong Tng cuuBaocng

H avaBétouoa apyn umopel, pe T mpoiinoBéoelg mou opilouv ol Keipeveg dlatatelg, va kotayysihel T
cUUBaON KATA TN SLAPKELD TNC EKTEAECNAC TNG, edOTOV:

o) o avadoxog, KotA To XpOvo TNG avabeong tng ocUUPaAonG, TeEAOUCE O HLA ATO TI KATOOTACELS TIOU
avadEpovtal otnv mapaypado 8 kal, w¢ ek TouTou, Ba €mpene va €xel amokAelotel amo tn Sladkacia
ouvang tng oupPaong,

B) n cupBaon Sev énpene va avatebel otov avadoxo Aoyw cofaprg mopaPiacng TwWV UTTOXPEWOEWVY TIOU
unéxel and TIg 2uvOnkeg kot tnv O6nyia 2014/24/EE, n omola €xeL avayvwplotel pe amodaon Tou
Awaotnpiov tng Evwong oto mAaiolo Stadikaciog Suvdpel tou apBpou 258 tng IAEE.

17. E\8ikol 0pol ektéAeong TnG cUUPBacnG
17.1. Tpomog NTANPWKAG

17.1.1 H mAnpwyn tou avadoxou Ba mpaypatomnolnBel e Tov o Katw tpomno:

To 100% tNnG CUUPBATLKAC afiag LETA TNV OpLOTLKA Ttapaiafn TnG MpounBeLag.

H mAnpwun tou cupBatikol TuRpatog Ba yiveTal Je TNV TTPOOKOULON TWV VOUIMWY TTOPAOTATIKWY Kall
SikaoAoynTikwv 1o mpoPAémovtal amno tig Slatafelg tou apBpou 200 map. 4 Tou v. 4412/2016, kaBwg Kot
KaBe dAAou Sikatohoyntikol ToU TUXOV NBele IntnBel amd TG apuodleg unnpecieg mou Slevepyolv Tov
£\eyX0 KOL TNV MANPWH).

17.1.2. Tov Avadoyo BapUvouv oL UTIEP TpITwV KPOTAOELS, WG Kal KaBe GAANn emiBdpuvaon, cUpdwva e ThV
Kelpevn vopoBeoia, un oupneptlappavouévou O.M.A., yia tnv napadocn Tou UALKOU GTOV TOTO KAl LE TOV
Tpomo Tou mpofAEmetal ota éyypada tng cuppaonc.

OL UTtéP TPITWV KPATHOELG UTIOKEWVTAL OTO EKAOTOTE LOXUOV aVAAOYLKO TENOG XapToonuou 3% Kol otnv e’
auUToU elodopa utép OTA 20%.

Me kaBe mAnpwun Ba yivetar n mpoPAemouevn amd TtV Keipevn vopoBecia mapakpdtnon ¢opou
elcodnparog atloag 4% emni tou kabapou nmooou (apbpo

).
17.2. Knpuén okovopLkol ¢popéa eKMTWTOU - KUpWOoELg

O Avadoyog, pe tnv enipUAagn tng cuvSpoung Adywv avwtépag Biag, KNPUOOETAL UTTOXPEWTIKA EKMTWTOC
(apBp.203 tou N.4412/2016 6nwc tpomomolnBnke pe to dpBpo 103 tou v. 4782/2021) amnd tn cLUPACH Kot
oo KABe SIKALWLA TTOU ATOPPEEL OITO QLUTAV.

18. El8kol 6pot ektéNeong
18.1. Xpovog napadoong UALKWV

O avadoyog umoxpeouTal va apadibel T mMoodTNTEG TWV CUUPATIKWY UAIKWY, cUpdwva Pe TNV yypadn
napayyelio Tov apudSlou TUAUOTOG TOU VOOOKOUELOU, KOTA TIG EPYACLUEG NUEPEG KAl WPEG OTNV apUodLa
amoBnkn tou Noookopegiou. O xpdvoc mapddoonc Twv UAKwy opiletatl amd &vo (2) éwg mévte (5)
EPYAOLUEG NUEPEG ATMO TNV €KAOTOTE nuepounvia tng mapayyehiag. O avddoxog umoxpeouTal va
napadwoel, pe W6la €€oda kal €uBUVN, TN OUVOALIKH TOCOTNTO TWV UALKWV. To Xpovikd Slaotnua
npounOelag Twv avwtépw eldwv adopd oto SLAoTNua, amd TNV nUepoUnvia umoypadng tng ocvupaong
MEXPL TNV TapAS0GCN TOU GUVOAOU TwV UTIO TipopnBela eldwv, n onola Ba yivetal epanag kat Oa mpenel va
£Xel OAOKANPwWOEL TOo apyoTEPO £VTOE 20 NUEPWV ATIO TNV UTtoypadr TG cUUPAONG.

18.2 MNapaAaPBr) VAWV - XpOvog Kal Tpomog napaAaBrig UALKwY

H mapalafn Twv UAKWY YIVETOL OO EMLTPOTIEC, MPWTORABULEC 1 KaLl SeuTepOPAOLLES, TTOU CUYKpOTOUVTAL
cUudwva pe tnv map. 11 nep. B tou dpBpou 221 tou N.4412/2016 cupdwva pe ta opl{opeva oto apbpo



208 Tou WG avw Vopou. Katd tnv Stadikaoia moapaAopg Twv UALKWY SLEVEPYELTAL TTOCOTLKOG KaL TTOLOTIKOG
€\eyxocg Kot epooov to emBupel unopel va mapaoTtel kat o MpopunBeutrg. O MOLOTIKOC EAEYXOC TWV UALKWY
yivetal pe pakpookomikd £Aeyxo. To KOOTOG TNG Olevépyelag Twv eAéyxwv Paplvel tov avadoxo. H
gTTpOT TOPAAOBNG, LETA TOUG TIPOPAETIOUEVOUC EAEYXOUC OUVIACOEL TTPWTOKOAAQ (UOKPOOKOTIKO —
OPLOTLKO- TLAPAAOPAG TOU UALKOU e apatnpnoslc —amoppuhng Twv UALKWY) ocludwva Le TNV Ttap.3 Tou
apBpou 208 tou v. 4412/16.

To TPWTOKOAAQ TIOU CUVTACCOVTOL OO TLG ETUTPOTEG (MPpWToPAduLEG — SeutepoPABULEC) KOVOTIOLOUVTAL
UTIOXPEWTLKA Kal OToug avadoxouc. Katd ta Aoutd edapudloviat ot Statagelg tou apb.208 tou v.
4412/2016.

18.3 Andppupn cupBatikwyv VALKWY — Avtlkatdotaoh

Ie mepimtwon oploTkAG amoppuPng oAOKANPNG 1 UEPOUG TNG CUUPBATLKAG TOCOTNTOG TWV UALKWVY, UE
anodacn Tou anodpolvopEVOU Oopydvou UOTEPA amd YWwHoSOTnon Tou apuodlou opyavou, UMopel va
EVKPLVETAL QVTIKOTAOTOON TNG ME AAAN, TIOU va €ival cUpdwvn PE Toug 6poug tng cuppaong, Léoa os
Tokth mpobeouia mou opiletal and tnv amodacn autr. Katd ta Aoud edappolovral ol SLATAELELS TOU
0pB6.213 tou v. 4412/2016.

O AIOIKHTHZ TOY I NOZOKOMEIOY KABAAAZ
AXIANEYZ TEPONMOYAO2

ACHILLEFS GEROPOULQOS
01/05/2024 14:49



NAPAPTHMA | -
Texvikeég NMpodlaypadég — AnaLtroeLg
TEXNIKEZ MPOAIATPA®EZ OINTPON AIMOKAGAPZH:

Katnyopia A (DiAtpa pe ouvOetikég pepPpadveg): IN VITRO Kuf >20ml/mmHg/h/1.0m2 kat emddvela
peUBPAvNS > 1,5m2

A2-2 pepppavn moAucouAdovng tumou vitasulfone 1) Looduvapou emidpavelog 2m2 Kat 2,2 m2
Tepdyia 90

A2-8 MeuPpavn ouvBeTikr] TOAUMEPLOPEVOU ToAusoTEépa (polyester polymer alloy) 11 wooduvapou
emdavela 1.8 ,2,1 m?

Tepayia 72

Katnyopia B (Oidtpa pe ouvBetikég pepppaveg): IN VITRO Kuf < 20ml/mmHg/h/1.0m2 kat emiddvela
pueUBpavne > 1,5m2

B2-3 MepBpdvn moAucouAdovng Dry fi LooSuvapou, emipdvetog 1,6 m? /1,8 m*/2,2 m?

Tepayia 60

B2-4 MepupBpdvn moAuatBepikric souAdovng polynephron rj tooduvapou, emubdvetag 1,9m? kat 2,1 m?
Tepaya 720

B2-7 MeuPpavn moAucouAdOVNG ETILKOAUMUEVN ECWTEPLKA UE YEAN Rexbrane r tooduvapou, emipavelag
1,8m’

Tepaya 240

B2-2 Mepppavn moAucouAdovng tumou vitasulfone i Looduvapou, emidavelag 1,9 kat 2,1 m2

Tepaywa 360

Ta dpiktpa va cuvodelovtal pe ypapueg yia pnxavipota NIKKISO DBB-07
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