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AKPIBEZ ANTITPA®O

AKPIBEZ ANTITPA®O

YNOrEFPAMMENO

ATO Mevikd Noookopeio Kapaiag, 28/03/2025
MARIA GKAVANA A. |_|.: OIK. 7712

EAAHNIKH AHMOKPATIA

YNOYPIEIO YTEIAZ
4" Y.N.E AvatoAwkng Makedoviag & Opakng
FENIKO NOZOKOMEIO KABAAAZX
YnodievBuvon OwKovopLkou
TuApa MNpopnBsiwv

TAX. A/NZH: Meploxn BaowAakn —
AyLog Zihag
TAX. KQAIKAS: 65500, KapBdaAa

MAHPOOOPIEZ: AvatoAitng Ztépylog.
THAEDQNO: 2513501979 Mpog : KaBe evéradepopevo
E-MAIL: promithies@kavalahospital.gr

NPOZKAHZH

MNpdokAnon ywa tnv npopunfsia «PiAtpwv yia tny Movada Texvntou Nedpol», (CPV:
33181520-3)pue t™n Sradikaocia tng npookAnong- ansvbeiag avabdeong, cupdpwva pe Ta
apBpa 2 tap. 31 ko 118 tou N.4412/2016, 6Mw¢ Tpomnonol)Onke kot LoxVeL cuudpwva
Me to apOpo 50 map. 1 tou N.4782/2021, pe KPLTAPLO KATAKUPWONG THV TAEOV
cupdépouoca omd oOwKovoulkn amoyn mpoodopd, OAMOKAELOTIKA PACEL TLUAC,
npoinoloylotiki Sandavng 29.976,10€ xwpic ®.MN.A. 6%, oto mAaiolo vAomnoinong tou
npoypappaticpov NpopnBswwv 2025 . KAE: 1311.

To Mevikd Noookopeio Kapahag Exovrag urt’ ov:
A. Tig SLatdgelg Onweg autég oxlouv:

1. tov v. 4412/2016 (A' 147) “Anudoteg YupPaoccslc Epywv, MpounBelwv Kot
Yninpeowv (mpooappoyr ot Odnyiec 2014/24/ EE kaw 2014/25/EE)»,

2. Tou V. 2955/2001 «MpounOetec Noookopeiwv kat Aowyv povadwv vysiag twv Me.
3.Y. Kot AAAeg Slatagelg.

3. Tou v. 4472/19-5-2017(DEK 74/A’) «Zuvtaflodotikéc Slatagelg Anpociou Kal
tporonoinon  Swotdfewv  tou v. 4387/2016, pftpa  edapuoyng  Twv
ONUOCLOVOULKWY OTOXWV Kol HETApPUBUicEwY, HETPA KOWWVIKNAG OTAPLENG Kal
€pyaclakég pubuioelg, MeoonpdBeopo MAaiclo ANUOGCLOVOULKNG ZTPOTNYLKAG
2018-2021- koL Aoumég SLataelgy.
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Tou v. 4622/19 (A’ 133) «EmteAikd Kpatog: opyavwon, Asttoupyia & Stadavela
™G KuBépvnong, Ttwv KUBEpvNTIKWY Opyavwv & TNG KEVIPIKAG OnuooLag
Slolknong» kot W6iwg tou apbpou 37

Tov v. 4013/2011 (A’ 204) «Zuotaon eviaiog Ave€aptntng Apxng Anpociwv
JupBaocswv kat Kevtpikol HAektpovikol MnTpwou AnUociwv ZUPBACEWVY...»,

Tou apBpou 4 tou m.6. 118/07 (A’ 150)

Tou apbpou 5 tng amdédaong pe apOu. 11389/1993 (B° 185) tou Ymoupyou
Eocwteplkwv

Tou v. 4601/2019 (A’ 44) «Etauplkol UETOOXNUOTIOMOL KOL EVOPUOVION TOU
vopoBetikol mAatoiov pe tg Statdéelg tng Odnyiag 2014/55/EE tou Eupwraikol
KowoBoulhiou kat tou upBoulAiou tng 16ng Ampidiou 2014 yia tnv €kdoon
NAEKTPOVIKWY TIHOAOYiwv oTo TAQiclo &nuoclwv CUUPBACEWY Kol AOLTEG
Slatatelc»

v ur' ap®. 57654/22.05.2017 Anodoon tou YmoupyoUu Oikovopiag Kot
Avantuéng pe B€ua: “PuBuion e181kOTEpWY Bepdtwy Asttoupylag Kot Slaxeiplong
Tou KevtpwkoU HAektpovikou Mntpwou Anuoociwv Juppdacswv (KHMAHZ)”
(B/1781),

™ apOp. K.Y.A. ok. 60967 E= 2020 (B’ 2425/18.06.2020) «HAeKkTpOVLIKA
TipoAdynon oto mAaiolo Twv Anpocwwv SupBacewv Suvdapel tou v. 4601/2019»
(A"44)

™m¢ apBu. 63446/2021 K.Y.A. (B’ 2338/02.06.2020) «KaBoplopdc EBvikoU
Mopdotunou nAekTpovikoU TioAoyiou oto mAaiclo Twv Anpociwv ZupBacswv».

Tou Vv. 3419/2005 (A’ 297) «levikd Epmopwké Mntpwo (M.E.MH.) kat
EKOUYXPOVLOMOG TNC EmpeAntnplokig NopoBeoiogy

Tov v. 4270/2014 (A' 143) «Apxéc SnUOCLOVOMLKAG Slaxeiplong Kol emomtelog
(evowpdtwon tng Ob6nylag 2011/85/EE) — 6nudolo AOYLOTIKO Kol OAAEG
Slatatelc», OTwWE TPOTomnmoLOnKe Kal LoYUEL,

1o 1.6. 80/2016 (A'145) “AvaAnn UTOXPEWOEWV Ao TOUG AlaTAKTES”.

Tou v. 2859/2000 (A’ 248) «Kupwan Kwbika @dépou Mpootidéuevnc Aiacy,

Tov v. 2690/1999 «KUpwon tou Kwdika AlolknTikAg Awadikaoiag kot GANEC
Slatatelg,

Tou KavoviopouU (EE) 2016/679 tou EK kot tou ZupBouliou, tg 27n¢ AmpiAiou
2016, yla TnV TPooTAcia TwV PUOLKWY TIPOCWIWY EVAVTL TNG enetepyaoiag Twy
SeboUéVV TIPOOWTILKOU  XaPaKTAPO Kal ylo Tthv eAelBepn kuklodopia Twv
SedoUEVWV QUTWV Kal TNV Katapynon tng odnylag 95/46/EK (Mevikog Kavoviouog
yla tnv Mpootaocia Asdopévwv) (Keipevo mou mapouaotdlel evéladépov yla tov
EOX) OJ L 119,

Tou V. 4624/2019 (A’ 137) «Apxn [pootaciac Asbouévwyv [Mpoowrikou
Xapaktripa, uetpa spapuoyric tou Kavoviouou (EE) 2016/679 tou Eupwnaikou
KotvoBouAliou kat tou SuuBouldiou tn¢ 27n¢ AnpiAiou 2016 yia TnV mpootaoia Twv
PUOLKWV TTPOOWITWYV EVOVTL TNG eNséepyacioc SESOUEVWY MTPOOWITIKOU XOPUKTHPO
Kot evowudtwon otnv edvikn vouodsoio tg Obnyiac (EE) 2016/680 tou
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Evpwrtaikou KowvoBouAiou kat tou ZuuBouliou tng 27n¢ AnptAiov 2016 kat dAAeg
Staraéeigy,

Tov v. 3329/05 (DEK 81/A’/04.04.2005), «EOVIKO TUotnua Yyeiog & Kowwvikng
AMnNAeyyUnG» OMWG AUTEG TpoTomoLOnkayv Kot LoxVouV CHUEPQ,

Tov v. 3580/2007/DEK 134/A/18-6-2007 «MpourBeleC GOPEWV EMOMTEUOUEVWV
arnd to Yroupyeio Yyeiag kot Kowvwvikng AAANAeyyUng kat AAAeG SLATAEELS» OTIWG
Tpomonol0nKe Kal LoXUEL,

Tov v. 4542/2018 (DEK A 95 - 01.06.2018) apbp.4. PubBuioelg yia tnv EBvikA
Kevtpkn Apxn NpounBelwv Yyeiag,

tov v. 3861/2010 (A’ 112) «Evioxuon tng Sladdvelag HeE TNV UTIOXPEWTLKN
ovaptnon VOUwvV KAl TpAfEwv  TwvV  KUPBEPVNTIKWY, SLOWKNTIKWY  Kal
auTtoSlolknTikWwv opydvwv oto OSladiktuo "Mpoypappo Atalyela” kot GAAEG
Slataelc” onwce tpomonotibnKe Kat LoyVEL,

e U aptB.52445 EZ 2023/ 04.04.2023 (MEK.B.2385/12-4-2023) Kowr|g
Yrnoupykng Ao aong «Ymoxpewaon UToBOANG NAEKTPOVIKWY TLHOAOYIWV amo
TOUG OLKOVOULKOUC dpopeic» [(B' 2385/12-4-2023), pe 5opB. odal. oto DEK
B.3061/9-5-2023].

Tou v. 4915/2022 (DEK A 63/24.3.2022) «EOVIKO ITtpatnyko IxEdLo
KatamoAépunong tng AtadBopag, dtatdatelc yia Bpata avBpwrivou Suvapkol Kat
Opyaviopwv Torkng Autodloiknong, vopoBeTiko mAaiolo ekmaidsuong Twv
omoudaotwv/omoudactplwyv tng EBvikNAG Yol Anuooilag Aloiknong Ko
Autobloiknong yla tnv évtaén otov kKAado M.E. EmteAikwv Itedexwy, Slatdielg yla
NV 0AOKANPwWON TG HETADOPAG TWV SACLKWVY UTINPECLWY OTO YTToupyeio
MNepBaAlovtog Kal Evépyelag, Slatagelg yia tnv edpappoyn tou EBvikoL Ixediou
Avakapng kot AvBektikotntog «EANGSa 2.0», EBvikA Zuvtagn Opoyevwy Kal
OAAec eneiyovoeg Slatagelgy pépog 2T  Alatatelg Ymoupyeiou Yyeiag ApBpo 79
OTWC TPOTOTIOLBNKE Kal LoXVEL.

Tou v. 4958/2022 (DEK A 142/21.7.2022) «MeTappuBUicELC OTNV LATPLKWE
urntoBonBolpevn avamapaywyr Kal aA\ec eneiyovosg puBuioeic ApBpo 27

‘EyKpLON OKOTILUOTNTAG yla TNV PO Beta nAektpopnxavoloyikol e€omAlopol

Tpomnomnoinon &pBpou 79 v. 4915/2022».

NG ur’ aptB.2501/3-8-2022 eykUKALO pe Bépa: Evapudvion twv popéwv uyeiag pe
tov Kavoviopo (EE) 2017/745 OXETIKA HE TA LATPOTEXVOAOYLKA TipolovTa (AAA
618A46MWID-TOO0).

B. Tig anodacelg Ko ta Eyypada:
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1. 1o um. oplB. MPwT.6521/14-03-2025 MPWTOYEVEG aitnpa mou adopd TLG
avaykeg diAtpwy yla tn povada Texvntou Nedpou.

2. Tngum aptb. mpwrt. 564/20-03-2025 amnogaon tou Aowkntr tou I.N. KaBdlog
L TNV omola eykpivovtal oL TEXVIKEG TipodLaypadEc.

3. Tngur aptd. mpwrt. 564/20-03-2025 amnodaon tou Atowknt tou I.N. Kapahag
LE TNV omola gykplvetal n okomuotnTa-Slevépyela Tou Alaywviopol yla thv
npounBeta «DiAtpwv yia tnv Movada Texvntou Nedpouv», (CPV: 33181520-
3) pe ™ Stadikacia tng ansuBeiag avabeong, cuudwva Pe TO LUE TO ApBpo
118 map. 1 tou N.4412/2016 (6MwW¢ aUTO TPOMOMOLAONKE Kol LOXUEL HE TO
apbpo 50 map. 1 tou 4872/2021), UE KPLTAPLO KATOKUPWONG TNV TAEOV
OUUEPOUCA OTT OLKOVOWLKA amoyn mpoodopd, QMOKAELOTIKA BACEL TLUNG,
nipoUmoAoylotikng Samavng 29.976,10€ xwpic @.MN.A. 6%.

4. Tngum apd. mpwt. 630/21-03-2025 anodacn £ykplong SECEVONE TTOTWONG
(AAAM : 25REQ016511463, AAA: 6MT94690BI-Y15).

5. Tnv urt’ aptB. 118/22-01-2025 amnoddacn tou Atoikntr tou .N. Noocokopueiou
KaBdlag, n omoia opilet TNV emtponn OlevépyElog  SLAYWVLIOUWY
npoUmoAoylotikng Samavng £éwg 30.000€ cuv OIMA (AAA: 6YIE4690BI-Al7).

NPOXKAAEI KAOE ENAIAOEPOMENO

Ma tnv umoBoAn kAslotwv mpocodopwy yla TV mpounbeia «dpidtpwv yla tnv povada
teEXVNTOU vedpoU», yia TG avaykeg tou INN.Kapdalag (CPV: 33181520-3),us KkpLtrpLo
KOTAKUPWONG TNV MAEOV CUUPEPOUTA ATIO OLKOVOLLKAG amoPng mpoodopd amoKAELGTLKA
Baost TR (n omoia 8ev umopei va sivatr vPnAotepn avtrg thg poUmoloyloBeicag
TWAG), mpoimoloylotikng Samavne: 31.774,66€ ocuumnepl\apfavopévou tou  OMA
(29.976,10€ xwpic ®NA).

1. Xpnpatrodotnon tng cuppaong

Dopéag xpnuatodotnong tng mapoucag cupPBacng elvat o Taktikog MpolnoAoyLopog Tou
levikou Noocokopeiou KaBahag. H Samavn ywa thv ev Adyw ocUuPacn BapUvel tnv Ue
K.A.E.: 1311, oxetikn miotwaon tou MPoUmoAOYLOHOU TOU OLKOVOLKOU £€toug 2025 tou
®opéa.

2. Nepypadn GpucikoU Kot OLKOVOULKOU OVTIKELHLEVOU TG cUUBAONG

AvTiKeipevo TnG 20pPBacng eivat n mpounBela dpidtpwy yia TNV povada texvntou vedpol.
H mpounBela kotatdoostal otov akolouBo kwdilkd tou Kowou Aslhoyiou Snuociwv
oupPBacewv (CPV): 33181520-3). Mpoodopéc umoPfallovtal ylo To cUVOAO TNG UMO
avaBeon mpounBelag:
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a/

KQA.
NOzOK

EIAOZ

MON.
METPHIHZ

MOzOTHTA

TIMH
MONAA.
(€)

ZYN.KOZTOZ
XQPIZ ONA (€)

ZYNT.O.
nA
6% (€)

2YN.KOZTO
3 ME ONA
(€)

47952

B2-4 MeuBpavn
moAuaBepLkrig coUAdOVNG
polynephron n wooduvauou,
erudavelag 1,9 m2 KAI
2,1M2

TEM

309

18,9

5.840,1

350,406

6.190,51

47953

B2-3 MepuBpavn
ToAucouAdovng Dry n
Looduvapou, emudaveLlag
1,6/1,8/2,2 m2

TEM

82

18,9

1.549,8

92,988

1.642,79

48889

B2-2 MeuBpdvn
noAuvcouAdovng tumou
vitasulfone n woduvauou
empdveiagl,7/ 1,9/2,1 m2

TEM

386

18,9

7.295,4

437,724

7.733,12

47955

B2-7 MepBpavn
moAucouAdovng
ETUKAAUUEV ECWTEPLKA E
YVEAN Rexbrane n
Looduvapou empdavelag
1,8/2,1m2

TEM

194

18,9

3.666,6

219,996

3.886,6

48890

A2-2 MepBpadvn
noAucouAdovn TuTou
vitasulfone, n wwoduvauou
empavelog 2,0m2 /2,2m2

TEM

129

3.070,2

184,212

3.254,41

41047

A2-8 MeuBpadvn polyester
polymer alloy[PEPA], n
Looduvapou smipavelog 1,8
/2,1m2

TEM

178

4.236,4

254,184

4.490,58

52761

B2-2 Mepppavn
MoAuvaBepikng ZouAdovng
AMICAL i tooSuvdpou
erupaveog 1,7/ 1,9/ 2,1m2

TEM

66

18,9

1.247,4

74,844

1.322,244

47954

A2-4 MeuBpadvn

oAU aBepLKrG GOUADOVNG
polynephron r} .coduvapuou
empdvelag 1,9/ 2,1m2

TEM

129

3.070,2

184,212

3.254,412

ZYNOAO

1473

29.976,1

1.798,56

31.774,66

H ouvoAikn ekTiweVN agla TG oUPBAONG avépyeTal oto mood Twv 31.774,66 €

ouunepthapBavouévou @O.M.A.6% (xwpic O.M.A.: 29.976,1 €)

H Slapkela tng 20uBaong opiletatl yla tTnv avwtépw mPopneta and tnv umoypadn Tng Kot

£w¢ 40 NUEPEG N LEXPL va amtoppodnBoUV oL CUUPBATIKEG TOCOTNTEC.

H oUpBoon Ba avateBei pe To KPLTAPLO TNG MAEOV CUUDEPOUCAC OO OLKOVOLKN droydin

npoodopdc, PACEL TLUNG.

3. NMpoBeopia mapaiapng npoocdpopwv Ko SLEVEPYELD SLAYWVLOOU
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Tono:z YNOBOAHZ | TONOZX KATAAHKTIKH HMEPOMHNIA
NPOZMOOPQN AIENEPTEIAZ HMEPOMHNIA KAl | ANOZ®PATIZHZ
AIAFQNIZMOY QPA YNOBOAHZ | NPOZ®OPQN
NPOZMOOPQN
I.N.Kaparag I.N.Koparag 03/04/2025 nuépa | 04/04/2025
Méumtn kol wpa | NUéEpa
14:00 p. W Mapaokeun Kol
wpa 10:00 m. p.

H KOTaAnktikn nuepounvia mapaAafrc twv npoodopwv eivar n 03/04/2025, nuépa
Néprn ko wpa 14.00 W. K.

IZXYZ NPOZ®OPAZ: 180 nuépeg

TONOZ AIENEPTEIAZ: Mpadeio NpopnBelwv
OL npoodopeg unoBairovtal oe oppaylopuévo dakelo oto Mpadelo MpwTokOANOU TNG

Yninpeoiog, 6nouv Ba mapaiappavovral kat Ba anodidovrat oto TuAua NpounBdelwv.

Mpoodopéc Tou KatatiBevial HETA TNV TAPAMAVW hUEPOUNVIA Kal wpa  eival
eKTIPOBECEC Kal emLoTpEdovTal amo tnv Yrinpeola.

4. Anpoootnta

H mapouca MpookAnon kataxwpndnke oto Keviplkd HAektpovikd Mntpwo Anuociwv
JupBacewv (KHMAHZ).

4.1. Erukowvwvia - Mapoxn Ateukpvicewv

OAeg ol emikolvwvieg o oxéon Ue ta Baolkd otoweio tng dadikaciag cuvadng tng
oUpBaonc, KaBwg Kal OAeg oL aviallayeg mAnpodoplwy, ekteholvtal eyypddpws (LEow
email kat aAAnAoypadiag) pe to TuAua MNpounBeiwwv tou I.N. KaBdaAag.

Ouolwg, Ta OXETIKA altnuata mapoxng Oleukplvicewv umoBaAlovral eyypddwe TO
oapyotepo pia (1) nuépa mpLv TNV UTTOBOAN TWV TPOChOPWV.

5. Mwooa
Ta éyypada ¢ cupBaong €xouv ocuvtayxBel otnv eAAnviKA YAwooa.

OL npoodopég kat ta MepAAUBAVOLUEVA O QUTEC OTOLXELO CUVTACOOVTAL TNV EAANVLKA
vAwaooa

KaBe popdng emkowvwvia pe tnv avabétouoa apxn, Kabwg Kol PeTafld AUTAC Kal TOU
avadoyou, Ba yivovtal UTIOXPEWTLKA 0TNV EAANVIKA YAwooa.
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6. Eyyunoeig

Eyyuntikry EMoToAr] ouppetoxng kat Eyyuntikrp EmotoAr] kaAng ektéleong Oev
arnottouvTaL.

7. AlKaiwpo CUMMETOXAG

Awkaiwpo cuppetoxng otn dtadikacia cuvang tng mapovoag cUUPBaoNG £xouv GUOLKA
VOULKA TTPOOWTTA KL, O€ TIEPIMTWAON EVWOEWV OLKOVOLLKWY GOpEWV, TA LEAN AUTWY, TTOU
elval eykateotnuéva oe KpAToG-pUEAOG TNG Evwong, o€ KpATOG-UENOG Tou Eupwrnaikou
OwkovopkoU Xwpou (E.0.X.),o¢€ tpiteg xwpeg Baon tou dpbpou 25 tou N.4412/2016.

O OWKOVOUIKOG $OPENG CUUUETEXEL £(TE PEHOVWUEVA €ite WG HEAOC €vwong Pacn Tou
apBpou 19 tou N.4412/2016.

8. AdyoL anokAsilopou (ap6.73, 74 tou v. 4412/2016)

AmokAeletol amoé TN OUPMETOX otnv Tapoloa Stadikacio cuvadng ocuppoaong
(Slaywviopo) owovoukog dopéag, epOooV GUVTPEXEL OTO TPOOWTO TOU (EAV TPOKELTAL
YLO LELOVWHEVO GUGLKO 1 VOULKO TPOOWTO) H O £éva amod Ta HEAN Tou (EAvV MPOKELTOL YL
€VWon OLWKOVOULIKWY $opéwv) évag N MeEPLOCOTEPOL AMO TOUC QMO TOUuG akoAouBoug
Aoyouc:

8.1

Otav umnapyxel oe BAapog tou opetdkAntn (Emonuaivetal otL n avadopd oto EEEX oe
“teleoiSikn katadlkaotikny anodacn” voeital we “apetdkAnTn Katadlkaotiky anodacn”,
n 6g oxetkn SNAwon tou olkovopkol dopéa oto Mépog IIlLA. Tou EEEX adopd poévo os
OUETAKANTEG KOTASLIKAOTIKEG amOpAOELG) KOTASIKAOTIK amodaocn ylo évo amd ta
akoAouBa eykAnuota:

0l) CUMUETOXN O€ EYKANLATIKN 0pyAvwaor, Onwe auth opiletal oto apBpo 2 tng anddpaonc-
mAaiolo 2008/841/AEY tou SupBouliou tng 24n¢ OktwPpiou 2008, yla TNV KATATOAEUNCN
Tou opyavwpévou eykAnuatog (EE L 300 tng 11.11.2008 0.42), Kal Ta €yKARUATO TOU
apBpou 187 tou Mowikol Kwdika (eykAnUatikr opyavwaon),

B) evepynukn OSwpobokia, Onmwg opiletal oto Aapbpo 3 tN¢ oVupBacng mepl TNG
KatamoA£éunong tne StadBopdg otnv omoia evéyovtal umdAAnAol tTwv Eupwmaikwy
KowotAtwv N Twv kpatwv-peAwy the Evwong (EE C 195 tng 25.6.1997, o. 1) Kal otnv map.
1 tou apbpou 2 tn¢ anddoaonc-mAaioto 2003/568/AEY tou SupBouliov tng 22ag louAiou
2003, yia Vv KatamoAéunon tng Swpodokiag otov OlwTkG Ttopéa (EE L 192 tng
31.7.2003, o. 54), kaBwg kal omwg opiletal oto €0VIKO Sikalo Tou olkovopLkol dopéa, Kal
Ta gykAnuota twv apBpwv 159A (dwpodokia MOATIKwY Tpocwnwy), 236 (dwpodokia
untaAAnAou), 237 nap. 2-4 (bwpodokia SikaoTikwv Asttoupywv), 237A map. 2 (gumopia
enmppong — peoalovteg), 396 map. 2 (dwpodokia otov WOLWTIKO TopEa) tou Mowvikol
Kwoka,

y) amnadtn, £1¢ PAPOC TWV OLKOVOULKWY cUPdEPOVTIWY TnS Evwong, Kotd tnv évvola Twv
apBpwv 3 kat 4 tng Odnyiag (EE) 2017/1371 tou Eupwrmaikol KowoBouAiou Kal tou
JupBouliou t¢ 5n¢ louAiou 2017 OXETIKA HE TNV KOTATTOAEUNON, HECW TOU TIOLWVLIKOU
Skaiou, TNC amAtng €1 PAPOC TWV OLKOVOUIKWY oupdepoviwv tn¢ Evwong (L
198/28.07.2017) kal ta eykAnpota Twv apbpwv 159A (Swpodokia TOALTIKWY TIPOCWTWY),
216 (mAaotoypadia), 236 (Swpodokia umaAinAou), 237 nap. 2-4 (Swpodokia SIKACTIKWY
Aewtoupywv), 242 (Peudng BePaiwon, voBeuon k.Am.) 374 (Stakekpipévn kAomn), 375
(une€aipeon), 386 (amatn), 386A (amatn pe umoAoylotn), 386B (AmATn OXETKN UE TLG
enyopnynoelg), 390 (amiotia) tou Nowikou Kwdika kal twv dpBpwv 155 em. Tou EBVIKOU
TeAwvelakoU Kwbdika (v. 2960/2001, A’ 265), Otov aUTG OTPEPOVTAL KATA TWV
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OLKOVOULKWV cupdepoviwy tng Eupwnaikng Evwong i ouvdéovtal pe tnv mpoofoln
QUTWV TWV cUPbEPOVTWY, KABwWC Kol Ta eyKARpATa Twv apBpwv 23 (Slacuvoplakr omatn
oxXeTkd pe tov ONA) kot 24 (ETUKOUPIKEG SLATALELG Yyl TNV TIOWLKN Tpootacio Twv
OLKOVOULKWV oUpbepOVTWY tn¢ Eupwnaikng Evwong) Tou v. 4689/2020 (A’ 103),

8) TPOUOKPOTIKA EYKAMOTA I EYKANUATA CUVOEOEVQ [IE TPOLLOKPATIKEG SPACTNPLOTNTEG,
onwc¢ opilovtal, avtiotoiywe, ota apbpa 3-4 kat 5-12 tng Odnyiag (EE) 2017/541 tou
EupwmnaikoU KowoPouAiou kal tou ZupBouAiou tng 15n¢ Maptiou 2017 ywa Vv
KOTATMOAEUNON TNG TPOMOKPOTIOG KOL TNV QVTIKATAOTAON TNG amnddoong-mAaloiou
2002/475/AEY tou fupBouliou Kal yla tnv tpormornoinon tg anodaong 2005/671/AEY
tou JupBouliou (EE L 88/31.03.2017) i nOwn autoupyia 1 cuvépyelo f AmMOTEPQ
Sdlanpaéng eykAnuartog, onw¢ opilovtal oto AdpBpo 14 QUTAC, KAl TA EYKANUOATO TWV
apBpwv 187A kal 187B tou Mowvikol Kwdika, KaBwg kat ta eykAfpota Twv apBpwv 32-35
Tou v. 4689/2020 (A’103),

€) vopwlormoinon €00dwv amd MAPAVOUEG OpPACTNPLOTNTEC N XPnuatodotnon Ttng
TpopoOKpatiog, OnMweg autég opilovtol oto dpbpo 1 tng Obnyiag (EE) 2015/849 tou
Eupwmaikou KowvoBouAiou kal tou

JupBouliou tng 20n¢ Maiou 2015, oxetika pe tnv MPOANYN TNG Xpnoluomnoinong tou
XPNUOTOTMIOTWTIKOU CUCTAMATOC YlO. TN VOUlpomoinon €00dwv amd mapAvouEeg
SpaotnNPLOTNTEG N Yl TN XPnUAtodotnon TNG TPOUOKPOTIOC, TNV TPOMOMOoincn Tou
Kavoviopou (EE) aplBu. 648/2012 tou Eupwnaikol KowoBouAlou kal tou upBouliou, Kat
Vv Kotdpynon tng odnylag 2005/60/EK tou Eupwmaikol Kowofouliou kal Ttou
JupPouAiou kat tng odnyiag 2006/70/EK tng Emutponng (EE L 141/05.06.2015) kat ta
geykAnuata Twv apBpwv 2 kat 39 tou v. 4557/2018 (A’ 139),

oT) malbikn epyacia kot AAec popdEg eumoplog avBpwnwy, 6nwg opilovral oto dpbpo 2
¢ 0bénylag 2011/36/EE tou Eupwmnaikotu KowvoBouliou kal Tou Zuppouliou tng 5n¢
Ampiliou 2011, yia tnv mPoOAnYn Kal TNV KOTATOAEUNON TG EUMoplag avOpwwy Kal yla
TNV MPOooTAcia Twv BUPATWY TNG KABwG KAl ylo TNV QVIKATAOTOOoN TnG anodaong-
mAaioto 2002/629/AEY tou TupBouliou (EE L 101 tng 15.4.2011, o. 1), kat to ykAApata
Tou ApBpou 323A tou Mowikol Kwdika (epmopia avBpwnwv).

O owkovoulkog dopéag amokAeletal, emiong, OTaAvV TO MPOCWIO €1 BAPOC TOU Omoiou
ekbOONKE OPETAKANTN KatadlkaoTiky amodaocn esivol  pEAOC TOu  SLOKNTIKOU,
SlevBuvtikol 1 emomtikol opydvou Tou N €xel efoucia ekmpoowmnong, AAYNg
anodAcswv 1 eAéyxou o€ auTto. H umoxpéwaon tou ponyouevou edadiou adopad:

® OTI( TEPUTTWOEL] ETOLPELWV TEPLOPLOEVNG euBuvng (E.M.E.) SwTkwy
kedahalouxikwv etalpelwy (I.K.E.) kot mpoowrikwy etatpetwv (O.E. kat E.E.) Toug
SLayelploTEC.

®  OTIC TIEPUTTWOELG OVWVUHWV eTatpelwy (A.E.), Tov SteuBuvovta UpBoulo, Ta péAn
Tou AlolknTikoU ZupBouliou, KaBWCE Kal To TPOCWTO OTA ool e anddacn Tou
Alolkntikol  ZupPouliou €xel avateBel Tto oUvoho NG Slaxeiplong Kal
EKTIPOCWINONG TNG ETALPELAC.

® OTIG MEPUTTWOELG ZUVETALPLOUWY, Ta HEAN TOU AlolknTikou ZupBouliou.

® 0t OAEC TIG UTIOAOLTIEC TIEPUTTWOELS VOULKWV TIPOCWTIWY, TOV KOTA TEPLMTWON
VOULUO EKTTPOOWTIO.

EQv OTI( WG AVw TEPLTTWOELS (a) £wg (0T) N KATA T AVWTEPW TEPLOSOC ATTOKAELOMOU
Oev £XeL KaBopLoTel ue APETAKANTN anddacn, auth avépXetol o€ MEVTE (5) £tn ano tnv
nUepopnvia tng Katadikng Le AUETAKANTN anodoaon.
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8.2 ZT1G aKOAOUOEC MEPLMTWOELG :

a) OTav O OLKOVOULKOC dopeag £xel ADETNOEL TG UTIOXPEWOELS TOU Ocov adopd oty
KataBoAn $opwv N el0dopwv KOWWVLKNG aodpAAlong Kol auto £xel SlamiotwBel amnod
SWKOOTIKN N} SlolkNTk amodaon pe TeAeolSlkn Kol OECUEVUTIKN oYU, oUPbwWvVA UE
SLATALELC TNG XWPAG OTIOU ElvaL EYKOTECTNUEVOC N TNV £BVIKNA vouoBeoia N

B) otav n avabétouoa apyn Unopel va anodeifel pe ta KATAANAA LECA OTL O OLKOVOLKOG
dopéacg £xel AOETNOEL TG UTTOXPEWOELG TOU 000V a.dopd TNV KataBoAn popwv i elodpopwv
KOLWVWVLIKNG aodpaAlonc.

Av 0 olKOVOLKOG popéag elval EAANvVaG TTOALTNG 1 €XEL TNV gyKOTAOTOCH TOU otnv EAAGda,
Ol UTIOXPEWOELG TOU TIou adopolV TG L0POPEG KOWWVIKAG aodpaAlong KaAAUTTouV 1600
TNV KUPLAL 000 KAL TNV EMLKOUPLKN acdAALon.

OL umoxpewoelg Twv Tep. o’ Kat B’ tng map. 2.2.3.2 Bewpeital otL Sev £xouv abetnbel
edooov dev €xouv kataotel AnEmpodBeopeg 1 eddooV AUTEC €xouv UTIAXOEL o€ SEGUEUTIKO
S10KAVOVIOUO IOV ThpELTal.

Agv amokAeleTal 0 OLKOVOULKOG PopEaC, OTaV EXEL EKTTANPWOEL TIG UTIOXPEWOELG TOU EiTE
kataBallovtag toug ¢Opoug N TIC €l0POPEG KOWWVIKNG ooddaliong mou odeilel,
oupumnepl apBavopuévwy, KAtd Mepimtwaon, Twv S£60UAEUUEVWY TOKWVY 1) TWV TPOOTIHWY
elte umayopevog oe SECUEVUTIKO SLOKAVOVIOUO yla TV KATABOAr TOUC OTO UETPO TIOU
TNPel Toug 6PoUC ToU BECHUEUTIKOU KAVOVIGUOU.

8.3 AnokAeicton (GpBp.73 map.4 tou N.4412/2016) and tn CUPUETOXH otn Stadkaoia
ouvayng tng napovoag cupBacng, NMPoodEPWY OLKOVOULKOG POpEAG OE OMOLASATIOTE
Qo TG AKOAOUOEG KATAOTAOELG:

o) eav TeAel UTTO TTWYeUoN N €xeL uTtaxBel o Sladikaoia eldIknG ekkaBapLong ) teAel und
avaykaoTikr Sloxeiplon amo ekkabaplot 1 and to Slkaotiplo N €xeL umaxbel oe
Sladikaoia TTwYeUTkol OUMPLRAcHOU 1 €XEL OVAOTEIAEL TIC ETUYELPNUATIKEC TOU
Spaotnplotnteg N €xeL unmtayBei oe dtadikacia eEuylavong Kal Sev TNPEL TOUG OPOUC AUTHAC
N eav Pploketal o OmMoOlASATOTE avAAOYn KOTAOTOON TPOKUMTOUCO amd TapopoLa
Sladkaoia, poPAenopevn os €0vVikéG dlatagelg vopou. H avabétovoa apyrn Hmopsl va
HNV OorokAElEL €vav OLKOVOULKO popéa 0 omoiog PBploKeTal O i €K TWV KOTOOTACEWV
mou avadEpovtal oTNV MEPITTWON auTr, UTO TNV MpolnoBeon OTL amodelkvUEL OTL O €V
AOyw dopeag sival o BEon va ekteAéoel Tn cUpBaon, AapBdavovtog urtodn TLg LoXUOUOEG
SLaTAEELC KOL TA LETPA VLA TN CUVEXLON TNG ETLXELPNUATIKNC TOU AELTOUpYLOG

B) Owovoulkog dopéag, o Bapog Tou omoiou €xel emBAnBel n kKUpwaon Tou opLlOVTLOU
OTOKAELOMOU CUUPWVA HE TIC KELUEVEG SLATALELG KOL VLA TO XPOVIKO SLAoTNUa TToU auTh
oplCeL, amokAeleTal amno tnv napovoa Stadwacia cuvang tng cupPaong.

9. Kputipla EmiAoyng
9.1. KataAAnAdtnta doknong emayyseAHATIKAG SpactnpLotntog

OL owovoulkol ¢opei¢ mou ocuppetéxouv otn Swadkaocia cuvadng tng mapouoag
obuBooNG amalteital vo aokoUv dpactnelotnta ouvadr HE TO AVIIKEIMEVO TNG
obupaonc.
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OL owovopikol dopeic mou elval egykateotnpévol O KPATOC HUEAOG NG Eupwmaikng
‘Evwong amotteital va eival gyyeypoppévol og €val amo Ta EMOYYEAUOTIKA pUNTpwa N
EUTIOPLKA UNTPWA TIOU TNPOUVTIAL OTO KPATOC E£YKOTAOTAONG TOUG N VO LKAVOTIOLOUV
omoladnmote AAAn amnaitnon opiletal oto Napaptnua Xl Tou Mpocaptipatog A" Tou V.
4412/2016. Edboov ol owkovouLkol dopelg amatteital va dtabBétouv ldikr €ykplon R va
elval HEAN OUYKEKPLUEVOU OpyavIoHOU yla va HUIOpoUV Vol TAPACXOUV TN OXETIKA
UTINPECILO. OTN XWPA KATAaywyng Toucg, n avabétouoa apxn Hmopsl va toug Intel va
anodeifouv OtL SLaBETouV TNV €yKPLON QUTH f OTL €lvol HEAN TOU €V AOYW OPYOVLIOMOU N
va Toug KaAéoel va pofoulv os €vopkn SnAwon evwriov cupBolatoypddou OXETIKA UE
TNV AOKNON TOU CUYKEKPLUEVOU EMAYYEALATOC.

JTNV TEPIMTWON OLKOVOLLKWY (POPEWV  EYKATECTNUEVWV OE KPATOG HEAOUG TOU
Eupwmaikol OwkovouwkoU Xwpou (E.0.X) i og tpiteg XwWPeG mou pooxwpnoetL otn AL, n
o€ TPLTEC XWPEG OV SeV EUTIMTOUV OTNV TPONYOULEVN TEPIMTWON Kol €X0UV CUVAYEL
Oluepeic i moAupepeic oupdwvieg pe tnv Evwon oe Bépata Sadlkaclwv avabeong
dnuooiwv cuuPaccwy, amalteltal va elval eyyeypapUEVOL OE OVTIOTOLXO ETTAYYEAUATIKA
pUnTpwa.

OL eykateotnuévol otnv EAAGSa olkovoulkol dopeic Ba mpémel va eival eyyeypappevol
OTO OLKELO EMayyeAHATIKO pUNTpwo, £dhOCOV, KATA TNV Keipevn vopoBeoia, amatteital n
gyypadn Toug yla tnv unod avabeon unnpeoia.

TNV TEPUTTWON  €VWoNnG  OLKOVOUIKWY  POopEwv  «n  KATAAANAGTNTA  AOKNONG
ETOYYEALOTIKNG Spactnplotntag Oa mpemel va KAAUTITETOL artd OAa T LEAN TNG EVWONGY.

9.2 TEXVLKN KOl EMOYYEARATIKNA LKAVOTNTA

‘Ocov adopd oTnNV TEXVIKA KOl EMAYYEAUATLKNA LKAVOTNTA yla TV mapoloa Stadikaoia
obvayng cupPBacng, oL olkovopLkol popeic anatteital:

a) 6oov adopd Ta MPOoLoVTA TTOU MOPEXOVTAL:
I. mepypadn 1 pwrtoypadieg, N auBeVIIKOTNTA TWV OMOLWV TPEMEL VA UIMopEL va

BeBalwveTal KATOTILY ALTHOEWS TN avabETouoag apxng,

II. va SlaB€touv: TLOTOMONTIKA £KSLEOUEVA ATIO EMICNUA LVOTITOUTA 1) ETONUES
UTINPECIEG €AEYXOU TNG TOLOTNTOCG, OVOYVWPELOMEVWY KOVOTATWY, HE TO omoia
BeBawwvetal n kataAAnAotnta Twv ayobwv, emaAnBeuOuEVn HE TOPATIOUNMEC OF
OPLOLEVEG TEXVIKEG TIpodLaypadEG 1) tpoTuUTaL.

10. Kavoveg anddel§ng moLoTikn G EMAOYNG

To SIKalwWUA CUUUETOXNG TWV OLKOVOULKWY POopEwWV Kol oL Opol Kal TPoUmoBEoelg
OUMHETOXNAG Toug, omw¢ opilovtal ot mapaypadoug 7 £wg 8, kplvovial Katd Tnv
untoBoAn tng mpoodopdg Sia tng YrevBuvng ARAwong tou v. 1599/1986 £k pépoug Tou

OLKOVOULKOU ¢popEa KaTd Ta opl{dpeva otnv mapaypodo 10.1 kal Katd tnv urtofoAn Twv
SwatohoynTikwy g mapaypddou 10.2.

10.1 NMpoKaTtapKTIKN anodel{n Katd tnv untofolAr npocdopwv

MNpoG¢ TPOKATAPKTIK anodeifn OtL oL MPoodEPovieq olkovoulkoi ¢opeic: a) dev
Bplokovtal ot KaTaoTAoELS TG Iapaypddou 8 kat B) MAnpoUlV Ta GXETIKA KpLTRpLa
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emloyng ¢ napaypddou 9.1 Kat 9.2 TnG mapolong, TPOoKOWI{ouv KAt Thv UTtoBOAR
™G PpoodopdG TOUG WG SLKALOAOYNTIKO GCUMETOXNG, UmeuBuvn ARAwong tou V.
1599/1986

Kata tnv unofoAn tng unmevBbuvng dnhwong, sivat duvartn, pe povn tnv umoypadn tou
KOTA TEPIMTWON EKMTPOCWIIOU TOU OLKOVOULKOU GopEa, N TIPOKATAPKTLKY AmOSelEn twv
AOYwV amokAelopoU ou avadEépovtal otnv mapaypodo 8 tng napouoas, ylo To cUVOAO
Twv GUCIKWYV MPOCWNWY ToU eival péEAN tou Slolkntkol, SleuBuvtikol 1 EMOMTIKOU
opyavou tou N £xouv efouaia ekmpoownnong, ANPng anopAacewv rj EAEyXou G AUTOV.

QG eKMPOOWTIOC TOU OLKOVOULKOU $popéa VOELTAL 0 VOULUOG EKTTPOCWITOC AUTOU, OTWE
TUPOKUTITEL OO TO LOXUOV KATAOTATIKO 1 TO MPOKTIKO EKMPOCWINGHG TOU KOTA TO XPOVO
uroBoAng NG mpPoodopds N To apuodiwg efoualodotnuévo GUGLKO TPOCWTO VvV
EKTIPOOWNEL TOV OLKOVOULKO ¢opéa yla Swadilkacieg ocuvadng ocupBdocswv i yua
ouYKekpLUévn Sladikacia ouvayng cOUPacnc.

ErmutAéov, ota  SLKOLOAOYNTLKG OUULETOXAC O OLKOVOLLKOC dopéag Bo mpémeL va
npookouiost umevBuvn dnAwon tou N. 1599/86 omou dnAwvetal dtL: evappoviletal pe
NV untoxp€won umoBoAng nAektpovikoU TipoAoyiou, oUpdwva pe Tnv um' aplb.52445 E=
2023/ 04.04.2023 (DEK.B.2385/12-4-2023) Kown Ymoupylkn Amodacn «Ymoxpéwon
UTtOBOANG NAEKTPOVIKWY TLLOAOYLWV IO TOUG OLKOVOULKOUG dhopeicy.

10.2. AMOSEKTIKA pEoa

Ma tnv anoddelén g pUn cuvdpoung Twv AOYywV amokAELoHoU TG tapaypddou 8 Kol TG
TANPWONG TWV KPLTNPlwv TIOLOTIKAG €MAOYAG KOTA TNV mapdypodo 9 oL OLKOVOLKOL
dopeic mpookopilouv Ta SIKALOAOYNTIKA TOU TOPOVTIOG, AdpPavopévwy umoPn Twv
Slatagewv tng map. 2 mep. a tou apbpou 1 v.4250/2014 kal tou apBpou 36 map. 2 B) v.
4194/2013. H mpoOKOULON TWV €V AGYWw SKOLOAOYNTIKWV YiveTAL KATA TRV UNTOBOAR TNG
npoodopdg oe Eexwplotd ¢Pakedo. H avabétouca apyn uUmopel va Intel amo
PoodEPOVTEG, 0 OMOLOSATIOTE XPOVIKO onpelo katd tn Sldpkela Tng Stadkaoiag, va
urtoBaA\ouv OAa 1] OpLOHEVA SLKOLOAOYNTLKA, OTOV OUTO OmaLTeitol ylo thv opbn
Sdie€aywyn tng Stadkaaoiac.:

A.1. Na tnv anode€n tng un ocuvSpounG Twv AOYwV AmokAELoHoU Tt mopaypddou 8 ot
TPoohEPOVTEC oLkoVOoULKol dopeig¢ mpookopilouv avtiotola Ta SLKALOAOYNTLKA TOU
avadEpovTal mopaKATW:

o. Anéomaopa mowikoU untpwou 1, eAAelel autou, looduvapo Eyypado mou ekdidetal
arno apuodla  Skaotikl N SlOKNTIKA  opXn TOu KPATOUG-HEAOUG Omou  eival
EYKATEOTNUEVOC O OLKOVOWULKOG PopEng, amd TO OMoio MPOKUTTEL OTL MAnpouvToL Ol
npoUmnoBéoelg tou GpBpou 73 tou v. 4412/2016. H umoxp£won MPOOKOULONG TOU WG AVw
anoonacuatog adopad tov dteuBuvovta cupBoulo, ta pPEAN Tou AlolknTikol ZupBouAiou
KaBw¢ kol Ta TpOowMo ot ormolot pe anddacn tou Alowkntikol JupBouliou €xel
avateBel To cUvolo TNC Slaxeiplong Kol EKMPOCWINONG TNG ETALPELAC, OTLG TIEPLITTWOELG
aQVWVUHWV eTatpelwy (A.E.)

EvaAAOKTIKA, uteUBUVN SAAWGON OTL Sev UTIAPXEL APETAKANTN KaTaSIKAOTIKNA anddacn yla
Toug Adyouc mou avadEpovtal otnv map. 1 tou dpBpou 73 tou v. 4412/2016 15 Bapog
TWV AVWTEPW TIPOOWIIWY TOU OLKOVOULKOU dopéa (Pe avaypadn TwV OVOUATENWVU LWV
KOl TWV TIOTPWVUHWY autwv). H Y.A. umoypAddetal amod Tov VOULUO EKTPOCWIO TOU
OLKOVOULKOU dopéa OMwE autoc opiletal oto apBpo 79A map. 2 tou v. 4412/2016 R\
UTtoBAAAETOL OO £KALOTO UTIOXPED XWPLOTA.

B. MwoTtomoLNnTiko Tou ekdideTaL ATO TNV APUOSLA apXr, OO TO Omolo va MPOKUTTEL OTL O
OLKOVOILKOC PpopEaG eV £XEL OOETAOEL TG UTTOXPEWOELG TOU 000 adopd aTNnVv:
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i) katafoAn pdpwv. MNa TNV anddelén Tng eKMANPWONCS TwV GOPOAOYLIKWY UTIOXPEWOCEWY,
uTtoBAAAeTOL AMOSEIKTIKO evnepOTNTAC eKELEOUEVO amo tnv AAAE to omolo Ba mpenel va
avadEpel wg Adyo €kSoong «yLa KABE VOULUN Xpron»,

ii) katafoAn elopopwv KOWWVIKNG aodaAiong (KUPLA KAl ETILKOUPLKN).

Ma TV anodelén tng EKMANPWONG TWV UTIOXPEWOCEWYV TIPOC TOUG OPYAVICHUOUCG KOWVWVLKAG
aodaliong, umoBarietal otomolnTikd ekdLdOUEeVo amno tov e-EQKA, to onoio Ba mpémel
va avadEpel WG AOyo €kdoonG «yla CUMMETOXN Ot Slaywviopols avaAnyng dnuociwv
£pywvV 1 mpopnBelwv tou Anpoociou kot Twv NMAA».

Y. TUOTOMOLNTIKO TIOU €KSISETAL Ao TNV appodla apxn, va €xel ekdobel éwg tpelg (3)
UNVEG TPV amod TtV UMoBoAr Tou, Kol amd TO Omoio va TPOKUMTEL OTL O OLKOVOULKOG
dopéacg dev telel umo mtwyevon N Sev €xel untaxBel oe dadikaoia l61KAG ekkaBapLong N
Sev telel uMO avaykaotikn Slaxeiplon amo ekkabaplotr f ano to dikaotrnplo 1 Sev €xel
untaxBeli oe OSwadlkaocia TTWXEUTIKOU oupBLlBacpol 1 Oev  €xel avooteldel TIg
ETIXELPNUATIKEG TOU SpaoTNPLOTNTECG N Oev €xel umtaxBel oe Sladikaoia fuylavong n dev
Bpiloketal og omoladnmote avaloyn KAtaotacn mpokUTTouca anod napouola dtadikaoia,
npoPAenopevn oe €Bvikég Slatagelg vopou. I6lwg oL owkovouikol ¢dopeig mou eival
gykateotnuévol otnv EAAASa mpookopilouv:

i) Eviaio Motonmointiko Awkaotikig Mepeyyvotntag anod 1o appodio Npwrtodikeio, amno
TOo onoilo mpokUmTel OTL 6ev TEAOUV UMO TMTIWYEUOHN, TITWXEUTKO oUUPBLBOOUO f uTo
avaykaoTikr Staxeiplon ) Sikaotikn ekkabapion r otL ev £xouv unayBeil oe Stadikaoia
g€uylavong. Edka yua tn Swadikacio efuylavong mpookopiletal emutAéov umeuBuvn
SNAWON TOU VOULUOU EKMTPOCWITOU TOU OLKOVOULKOU ¢opéa OTL TnpouvIdal oL OpolL TNG
ouvpdwviag efuyiavong. MNa tig IKE mpookopiletal €mMUMAEOV KAl TILOTOTOLNTLKO TOU
ME.M.H. mepl pun €kdoong amodaong Avong n katabeong aitnong AUONG TOU VOLKOU
TPOCWTIOU, VW yLa TI¢ EME mpookouiZeTal eMUMTAEOV TILOTOMOLNTLKO LETABOAWY.

ii) Motonowntiko tou ME.M.H. amo to omoio MPoKUMTEL OTL TO VOULKO TipOowTo Sev €XeL
AUBEl kot TeBel UTO ekkaBdplon Pe amodacn TwWV ETAlpwV.

iii) Ektunmtwon t™n¢ kaptéag “Iroweia Mntpwou/ Emxeipnong” amd tnv nAEKTPOVLIKA
mAatdpopua g Avetdptntng Apxng Anpoociwv Ecodwv, omwe autd sudavilovial oto
taxisnet, amoé TNV omola va TPOKUTITEL N MR AVOOTOAN TNG ETUXELPNUATLIKAG
6paoTnNPLOTNTAG TOUG.

MNna ta cwpateio to Eviaio Motomointikd Awkaotikng Oepeyyudtntog ekdidetal and to
0puodlo MPwTOSIKELD, EVW YLO TOUG CUVETALPLOUOUE YL TO XPOVIKO SLaoTnUa £€wg TLG
31.12.2019 amno 1o ElpnvoSIKelo KAl LETA TNV TAPATTAVW hUEPOoUNnvia amnd to .E.M.H.

8. YnevBuvn 8Awon tou v. 1599/1986 TOU VOUILOU EKMPOCWTIOU TOU OLKOVOWULKOU
dopa OtL Sev €xel eTuPAnOel n KUPpwWaON opL{OVTIOU ATIOKAELGHOU Otd TN GUUUETOXH TOU
oLlKoVouLKOU dopéa oe peloviikég Sdadikaoieg obvadng dnuociwv cupPdoswv, kat
edappoyn Tng map. 4 tou apbpou 74 tou v. 4412/2016.

Xpovog €kdoong Kal SLapkeLa LoxU oG TwV ATOSEIKTLKWY HECWY

e To andonacpa mowikol pnTpwou, Ba mpemnet va €xel ekSoBel €wg TpeLg (3) prveg
TPLV TNV UTTOPBOAN TOU.

e To MLOTOMOLNTIKA TNG GOPOAOYIKAC Kol acdAALOTIKAG EVNUEPOTNTOC Ba TPEMEL val
elvat ev oxy katd tnv umoPoAn Toug, GAAWG, oOtnv TEepimtwon Tou 8ev
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avapEpeTal Xpovog Loxuog, va £xouv £kboBel £wg tpeig (3) prveg mpwv v
UTtoBOAN TOUG

e Ta TLOTOTOLNTIKA aPUOSLOG SIKAOTIKNAG 1 SLOKNTIKAG apxng Oa mpénel va eival v
oxV katd tnv umoPoAn toug, GAAwC, otnv mepimtwon mou 8ev avadEpetal
XPOVOG LoxLog, va €xouv ekboBel £wc tpeic (3) uRveg nptv tnv umtoBoAn Toug.

e O YneUBuveg AnAwWOEeLG va €xouv ouvtaxBel LeTA TNV Kowvomoinon Tng mapouaoad.
Ot YnieBuveg Anhwoelg tou N. 1599/86 Sev amatteital va pépouv Bewpnaon tou
yvnolou tng umoypadnc kat umoypddovtal amd ToV VOULUO EKTTPOCWIO TOU
OLKOVOLLKOU $opEa (VLo VOULKA TIPOCWTIA -ETALPELEC).

A.2. Na tv anodetén g anaitnong tov apbpou 9.1. (amddelén kataAAnAoTnTag yLo tThv
aoknon smayysApatikic Spaoctnplotntag) mpookopilouvv motomowntikd/BeBaiwon tou
OlKeElOU emayyeAHOTIKOU (] EWMOPLKOU) HUNTPWOU TOU KPATOUG eyKatdotaong. Ot
olkovouLlkol ¢popeig mou elval eykateotnuévol o KpAtog HEAOG TNG Eupwraikng Evwong
npookopiouv motomnolnTko/BePaiwaon tou avtiotolou emayysApatikol () epmoptkou)
untpwou tou Mapaptipatog Xl tou MNpocaptipotog A° tou v. 4412/2016, pe to omoio
Tiotonoleital adevog n eyypadr Toug o AUTO Kal APETEPOU TO €LOLKO EMAYYEAUA TOUG.
TNV MEPMTwon mou xwpa Sev tnpel TETolo UNTPwo, To €yypado 1 TO TLOTOMOLNTLKO
umnopel va avtikobiotatal anod évopkn BeBaiwon A, ota KpATn - LEAN | OTIC XWPEG OMOU
S6ev mpoPAénctal €vopkn PBePaiwon, amd umevBuvn SNAwon tou evladepopévou
EVWTILOV 0pUOSLaG SLKAOTIKAG 1 SLOKNTIKAC apxng, oupPolaloypadou n apuddiou
ETIOYYEALOTIKOU  OpyaVIOHOU TNG XWPOG KATAYWwYAS N NG Xwpog Omou  elval
EYKOTECTNUEVOG O OLKOVOULKOG dopEag OTL Sev Tnpeltal TETOLO UNTPWO KAl OTL AOKEL TN
S5paoTNPLOTNTA TIOU OUTALTELTOL Ylot TV EKTEAECN TOU QVTLIKELMEVOU TNG UTO avabBeon

ouuBaong

Ol eykateotnuévol otnv EAAGSa olkovoptkol ¢opeig mpookopilouv BeBaiwon eyypadng
OTO OLKE(O EMAYYEAHATIKO HNTPWO I TILOTOTOLNTIKO TIoU €KSISeTal QMmO TNV OLKElA
unnpeoia tou INE.MH.

Emonpaivetal oty ta SikatoAoyntikd ou adopolv otnv anodelgn tng anaitnong tou
apBpou 9.1 (amddelfn KATAAANAOTNTOG VYl TNV  AOKNON  EMOYYEAUOATIKAG
Spaotnplotntag) yivovtal anodektd, epoocov £xouv k60Ol £wg tpLavra (30) epydoieg
NUEPEG TPV artd thv uroPoAr] toug (MpBA. mapdaypado 12 dpbpou 80 tou v.4412/2016)
€KTOG av, oUWV HE TIG ELBLKOTEPEC SLATALELG AUTWV, PEPOUV GUYKEKPLUEVO XPOVO
Loxvog

A3. T TNV anddelfn NG TEXVIKNG LKOVOTNTAG TG Tapaypddou 2.2.6 OL OLKOVOWLKOL
dopeig mpookopilouv

a) 6oov adopd Ta MPOIOVTA IOV TIAPEXOVTAL:

I. Npookopilovtol Katd mepintwaon ot {ntovpeveg dwroypadieg N meplypadn Twv UTO
npounBeta ayobwv.

II. Ta katd nepintwon {ntovpeva (clotnua Stachaiiong rotdtntoag ISO9001 1) ISO 13485,
avTtiypado LoxUOoVTOG TLOTOMOLNTIKOU TOU Omoiou Kot B0 EMIOUVATTETAL UTIOXPEWTLKA
otnv mpoodopd) 1N oodUvauo TILOTOTOINTIKA €AEyXou TOLOTNTAC. [lLoTOTOLNTKA
ekSL6opeva amd emionua votitoUta 1 EMIONUEG UTNPECLEG €AéyXOU TNG MOLOTNTAC,
QVOYVWPLOUEVWY LKOVOTATWY, PE Ta omola BeBalwvetal n kataAAnAdtnta twv ayadwy,
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EMOANBEVOUEVN LE TTOPATIOUNEG OE OPLOUEVEG TEXVLKEG TTpoSLaypadEg N mpdtuma. Edv o
OLKOVOULKOG dopeag Sev SLaBtel TETola | LooSUvapa MLOTOMOLNTIKA uTtelBuvn dnAwon
pe tnv omoia Ba e€nyei toug Adyoug kal Ba Sleukplvilel mola AAAA AMOSEIKTIKA HEoa
UMopoUV VO TIPOOKOWMLOTOUV Ocov adopd Ta cuoTApATa f mpotuna Staoddaliong
ToLoTNTOAG

Eniong ywa tTnv opBn Kal amoteAeopaTiky edapUoyn KOL TNV EMITEVEN TWV OKOTWY TWV
apbpwv, 10,11,13, 14, 25, 83, 87, 89, tou KavoviopoU tng (EE) 2017/745, avadopikd pe
TNV TOUTOTIOINOoN KAl LYVNAQCLUOTATA TWV TEXVOAOYLKWY TIPOTOVIWY Kal TNV acdAAeLla Kal
TIOLOTNTA TNG LATPLKAC dpovTidag, Oa TMPETEL UMOXPEWTIKA Ol OLKOVOMLKOL $OopEiG oTIg
TEXVIKEG TOUG TPOCHOPEC Vo SNAWVOUV T XWPO TIAPAYWYNG TOU TtPOCHEPOEVOU
TPOIOVTOG KOl TNV KOTOOKEUOAOTIKI) HOVASa OTNV Oomoic MapAyeTal T0 NPooPEPOUEVO
MPOIOV, KABWG KaL TOV TOMO EYKATAOTAONG TNG, Wote va Stacdalileton n tpnon
yvnAaowdtntag oc mbavr) avakAnon TPOoloVIwYV KaBwE Kol N €yKalpn Kol owoTth
EVNUEPWON TWV Hovadwv Uyelag avadoplkd HE TN CUUTANPWON KAptag avadopdg
TIEPLOTATIKWYV oToV apuddio popéa (EOD).

JTIC MEPUTTWOELS TIou &gV KaTaoKeLAl{ouv oL (6ol To TeEAIKO mpolov oe &Lk TOug
KOTOOKEVOOTLKA Hovada, oTnv mpoodopd TOUC MPEMEL ETUMPOCHETA va eLouvaouv:

e PBefalwon TOU VOULUOU EKTTPOCWIIOU TOU KOTOOKEUQOTH OTL udiotatal emionun
ouvepyaoia pe tov elocaywya / Stavopéa, (A avtiypado tng cupdwviag Toug Kot
EVTOANC TIPOG TOV EL0AYWYEQ),

e TNV e€ouoloboTnon Kal eKMaldeuon amd ToV KATAOKEVOOTIKO OLKO yLa TNV TEXVLKN
UTooTNPLEN KOl 0pBN XPHOoN TWV MPOIOVTWV

KaBe mpoodépouca etalpsia, oe mnepimtwon mou eival SladopeTiky oamd TNV
KQTOOKEUGOTPLO, TIPETEL va TPOOKOMI(eL PBeBaiwon/evtoAr] TNC KOTAOKEUAGTPLOG
gtalpeiag mou va Pefatwvel Ta avwtépw. Mpoadopd n omola Sev CUUHOPPWVETOL UE TA
OVWTEPW ATTOPPIMTETAL WE ATAPASEKTN.

Oa avaypadetal To GMDN tou mpoodepOuevoy UALKOU, 0 KwdKOg tou EKAMTY n o
Kw&LKOG Tou EBvikou Mntpwou latpotexvoloyilkwy mpoioviwv tou EOO.

A4 Mo tnv andbelen NG VOULNG EKTIPOCWIINGCNG, OTLG TIEPUTTWOELS TIOU O OLKOVOWULKOG
dopéag eival VOULKO TTPOCWTO KAl EYYPADETAL UTIOXPEWTIKA N TIPOOLPETIKA, KOTA TNV
kelpevn vopoBeoia, kat SNAWVEL TNV EKTTPOCWINGCN KAl TI( HMETABOAEG TNG O apuOdLa
apxn (rx TEMH), mpookopilel GXETIKO TILOTOMOLNTIKO LOXUOUOAC EKITPOCWIINCNG, TO OTOLo
TpEMeL va €xel ekboBel €wg tplavra (30) epyAciUes NUEPEC TPV Ao TNV UmoBoAn tou
(MpBA. mapdypado 12 dpBpou 80 tou v.4412/2016) £kTOG av AUTO PEPEL CUYKEKPLUEVO
XpPOvo LoyVogG.

ElS1kOTEPA YL TOUG NUeSamoUg oltkovopkoU g dopeic mpookopilovral:

i) yla Tnv amoselfn tng VOULUNG EKTPOCWNNONG, OTLC TIEPUTTWOELG TIOU O OLKOVOULKOC
dopLag eival VOULKO TIPOCWTIO Kal UTIoXPeoUTAL, KOTA TNV Kelpevn vopoBeaia, va SnAwvel
TNV EKMPOCWIINCN Kal TG HetaBoléc tng oto FTEMH(apBpo 86 v. 4635/2019) mpookopilet
OXETLKO TILOTOTIOLNTIKO LOXVOUOOC EKMTPOCWIINCNG TO Omolo TpEmeL va £xel ekSoBel £wg
TpLavra (30) epyACLUES NUEPEG TIPLV ATIO TNV UTIOBOAN TOU.

ii) T TV anodeign tng VOULUNG cUOTOONG KOl TWV HETABOAWY TOU VOULKOU TIPOCWITOU
YEVIKO TILOTOMOLNTIKO HeTafoAwv Tou TEMH, epooov €xel ekSoBel £wg TpeLg (3) HAVeG MpLV
ard tnv uTtoBoAn Tou.

14





25PR0OC016545034 2025-03-28

JTIG AOUMEG TIEPUTTWOELS TO KOTA TEPIMTWON VOULUOTOLNTIKA £yypada olotaong Kot
VOULUNG EKTTPOCWINONG (OTWG KOTOOTATIKA, TILOTOMOLNTIKA peTaBoAwyv, avtiotolyo QEK,
anmodAcEL; CUYKPOTNONG opyavwy Sloiknong oe cwia, KATL., avAaloya Ue T VOULKA popdn
TOU OLKOVOULKOU ¢opéa), ouvodeudueva amod umevbuvn O&nAwon Tou VOULUOU
EKTIPOCWTIOU OTL e€akoAouBouv va L.oxUouV Katd Tnv UTIoBOAN Toug.

Ol w¢ avw umevBuveg dnAwaoelg yivovtal anodektég, epooov €xouv cuvtaxBel Petd tnv
Kolvormoinon tng mMpookAnaong yla TV UToBoAN Twv SIKALOAOYNTIKWV.

ATIO Ta avWTEPW €yypada TPETEL va TIPOKUTITOUV 1 VOULUN CUOTOON TOU OLKOVOLILKOU
dopéa, ONEC OL OXETIKEG TPOTIOMOLAOEL TWV KATAOTOTIKWY, TO/Ta MPOcwro/a Tou
Seopegvet/ouv vopLpo TNV gtatpio KAtd tnv nuepopnvia Slevépyelag tou Slaywviopou
(voulpog ekmpoowmog, Sikaiwpa umoypadng KAT.), TUXOV TpITOL, OTOUG OToiloug E€XEL
xopnynBei efouoia ekmpoownnong, kabwg kat n Onteia Tou/Twv A/KaL TWV PHEAWV TOU
opyavou &loiknong/ VOULUOU EKTTPOCWTIOU.

11. Katdprion - Neplexopevo Npoodopwv
11.1. Fevikoi 6pot untoBoAr g mpocdopwv

OL npoadopéc untofarlovtal pe BAon TIC amaltoelc ou opilovtal oto Mapaptnua | Tng
npookAnong

Agv emutpénovtal eVAANOKTLIKEG TTPOodOpEC.

H évwon olkovoulkwv ¢opféwv UTOPBAAAEL Kowr Tpoodopd, n omoia umoypddetal
UTIOXPEWTLKA (T amd OAOUG TOUC OLKOVOULKOUC Popeig mou amoteAolv tThv £vwon, eite
anmd ekMPOCWNO TOUC VOUIHWE e€ouclobotnpévo. ItV mpoodopd, AMOpOLTTWE TPETEL
va npoodlopiletal n £Ktacn Kot To £(60¢ TNG CUMETOXNG Tou (oupmepAapBavouévng Ttng
KOaTavoung apolpng Hetafy Ttoug) kaBs péloug NG Evwong Kabwg Kal o
EKTIPOCWITOG/CUVTOVIOTAC QUTHG.

11.2. Xpovog ko Tponog unofoAng npoodopwv

11.2.1 O poodopég urtoBaAAovtal and Toug evoladePOUEVOUG TAXUSPOUIKWG EXPL TNV
KOTOANKTIK NUEPOUNVIO Kal wpa mou opilel n mapoloa mPOokAnon, otnv EAANVIKA
Mwooa, g cppayLoUEVO PAKENO.

11.2.2 O owkovouikoi popeic umoBaiAouv pe Tnv npoodopd Toug ta akoAouOa:

(a) évav (umd)dakeho pe TNV EVOELEN «AlKaloAoynTIKA SUPUETOXNG —Texvik NMpoodopa»
otov omoilo mepAapufdvovtal Ta KATd TEPIMTWOoN amaltoUpeVO SLKOLOAOYNTLKA Kol N
TEXVIKA Tpoodopd cUpdwva e TIG SLaTAELS TNG Kelpevng vopoBeoiag kat Tnv mapoloa.
(Ze EexwpLotd dakelo untofailovrat Ko Ta SIKaoAoynTika avadeong).

(B) évav (umd)ddkedo pe v €vbel€n «Owkovoulky [MNpoodopd» otov ormoio
MEPNAPBAVETAL N OLKOVOULKI TIPOChOpA TOU OLKOVOULKOU PopEn KOl Ta KATA MEpimTwaon
amattoUpeva SIKALOAOYNTIKA.

11.2.3 O owovoulkog dopéag umoBAAAEL TouG¢ avwtépw (umo)dakéloug OmMwg
nepLypadeTaL MOAPOKATW:

OL npoodopéc umoPardovtal péca oe odpayopévo ddakelo, otov omolo TPEMeL va
avaypddovtal EUKPLVWC:

a) n Aé¢n Mpoodopd,

B) n emwvupia tng avabétouoag apxng,
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y) o tithog tng cupPaong,

8) n KaTaAnKTIK nuepopnvia (nuepounvia Anéng mpobeopiog unofoAng mpoodopwv n
QLTAOEWV GUHHETOXNG),

€) Ta oTolKEla TOU OlKOVOULKOU dopéa.
11.2.4 Neprexopeva QakéAov «ALKALOAOYNTIKA ZURUETOXAGY

Ta otolxela Kat SIKALOAOYNTIKA yLa TNV CUUHUETOXH TWV MPOOHEPOVTWY OTN SLAYWVLOTIKN
Sladikaoia mephappavouv umevBuvn dnAwaon tou v. 1599/1986 6mwe avadEpetal otnv
napaypado 10.1 ko og EexwpLoto ¢pakelo unofdaAovtat Tta SiKatoAoyntikd avadeong
cUpdpwva pe tnv napaypado 10.2.

11.2.5 Neprexopeva @akélov «Texvikn Npoodopd»

H texvikn mpoodopd Ba MPEMEL va KAAUTITEL OAEC TIG QTALTHOELC Kal TG poSiaypadEg
mou €xouv TeBel amd tnv avabétouca apxn HE TO KedAAao “Amaltioslg-TEXVIKEG
Mpodlaypadég” tou Napaptipatog | Tng mpookAnong, meplypddovtag akplBwg mwes ol
OUYKEKPLUEVEG amaltnoelg kot Tmpodiaypadéc mAnpouvral. Mepllappavel Blwg Ta
gyypada kal dikatoloyntikd, Bacel Twv omoiwv Ba aflodoynbel n kataAAnAdtnta Twv
npoodepOUEVWY EOWV, HE Pdacon To KpLtAplo avabeong, cVUPWVO UE TA AVOAUTIKWG
avadepoOeEVa 0TO WG Avw Napaptnua.

11.2.6 Nepiexopeva Dakélov «Owovoukrp Mpoodopd»/ Tpdémog ouvvtagng ko
UTtOBOARG OLKOVOLKWV TtPOo$HOopwV

H Owovoutkn Npoodopd cuvtaooetal pPe BAcn To avaypadOUeVo oTnV opolca KPLTAPLO
avaBeong KkalL n T Twv TapexOpevwy ayobwv 6Slvetal oe eupw. TNV TR
neplAapBavovtal oL UTIEP TPITWV KPATAOELG, WG Kot kKaBs AAAn emiBapuveon, cludwva pe
NV Kelpevn vopoBeaia, un cupnephapBavopévou @.M.A., yia Tnv npounbela oTov TOMO
KOl e TOV TPOTo TIou poPAEmeTal ota yypada TnG cuUBaoNC.

Ol UTEp TPITWV KPATHOELG UTIOKELVTAL OTO EKACTOTE LOXUOV OVAAOYLKO TEAOG XOPTOCH LOU
Kall otnVv e’ autou elodopd umép OTA.

Emonpaivetal otL Ba pémel va umohoyiletal to ekdotote mocooto D.M.A. eni Tolg €kaTo,
NG AVWTEPW TLUNG.

Eniong otnv npoodopd va avaypadetal o KwSIKOG apatnentnpeiov idoug KoL n T
nopotnpntnpiov N va katateBei unteBuvn SAWON o€ MePIMTWON MOV SEV UTTAYETOL OE
auTo.

Ot npoodepodueveg TIUEC gival otaBepég kaB' OAn tn Slapkela TnG cupBaong kat dev
avanpooappolovral.

Q¢ anapadekteg Oa amoppintovral npoodopég oTLG omoieg: a) dev divetaw tiun og EYPQ 1
nov kaBopiletal oxéon EYPQ mpog §€vo vopoua, B) dev mpokUmtel pe cadrveia n
npoodpePOEVN TLUA, LE TRV eENLPUAAEN TG Ttap. 4 Tou apBpou 102 tou v. 4412/2016 kat
v) n TR unepPaivet tov mpoimoloywopd tn¢ oVuPaong mou koBopiletar kat
TEKUNPLWVETAL OO TV avabitouoa apyn.

12. Xpo6vog LoxUog Twv npocdopwv

Ol uroBaAAOpeveG TIPOOPOPES LoXUOUV Kal SECUEVOUV TOUC OLKOVOWULKOUC Gopeig yla
Slaotnua ££€L (6) LVWV amo TNV EMOUEVN TNG SLEVEPYELOC TOU SlaywviopoU.

Mpoodopd n omoia opilel xpovo OXVOG HLKPOTEPO QMO TOV OVWIEPW TIPOPAETOUEVO
amoppimntetal.
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H wox0¢ tng mpoodopdg umopel va mapateivetal eyypddpwg, edpdoov tovto Intnbel amnod
Vv avabEtouoa apyn, mpLv oo th ARén tne.

13. Adyolr andppuwpng npocdopwv

H avaBétouca apyn pe Pdaon ta amoteAéopota Tou €A€yXou Kal TnG afloAdynong twv
npoodopwy, amoppintel, oe kABe meplmtwon, mpoodopd yl Toug AOyoug Tou
avoadEpovrtal otig Slatdgelg tou v. 4412/2016 oto Gpbpo 91.

14.’Evvoun npootacia yia SnUOoLeg CUUPBATELS TwV ApBpwv 118

Ma SnUooLleg CUUPBAOTELG PE EKTIMWHEVN afla KaTwTepN N on Twv opiwv Tou dpBpou 118,
nepl ameuBelog avabeong, oOmolog €xeL £vvopo oupdEpov, pmopel va Intrioel tnv
akUpwon MPAENG n mapdAewbng tng avabétoucag apxng, KabBwg Kal TNV ovaoTtoAn
EKTEAEONG, evwrilov Tou AlolkntikoU Edeteiou tng €6pag tng avabétouvoag apxng,
obudwva pe 6oa opilovtatl ota dpbpa 45 éwg 56 tou m. 6. 18/1989 (A’ 8), to omoio
anodalveTal APETOKANTWG XWPLC va EMITPEMETOL N TiponyoU eV Aoknon GAANG l8IKNG N
evllkodavol¢ Slolkntikng mpooduyng. To mapdPfolo yla TNV Acknon Ing aitnong
aKUpWOoNG Kal TNG altnong avaoTtoAng opiletal ioco pe o mévte tolg ekatod (5%) emi tng
EKTLLWHEVNG aélag Tng ovupaonc.

15. Mataiwon Atadikaoiog

H avaBétouoa apyn LOTALWVEL i} SUVATOL VO LOTALWOEL EV OAW 1) £V LEPEL ALTLOAOYNUEVA
™ Stadikaocia avabeong, yla Toug AOYyoug Kal umd Toug 6poug Tou apbpou 106 Tou v.
4412/2016 petd amd yvwun tng appodiag Emtponng tou Alaywvicopol. Emiong, av
SlamotwBolv oddlpata n moapadeipelc oe omolwodnmote otddo tn¢ Sladkaoiog
avaBeong, Unopel, HETA amd yvwun Tou appddlou opydvou, va OKUPWOEL HEPLKWS TN
Sdwadikaoia  va avopopdpwoel avdAoya TO QAMOTEAECUA TNG 1 va amodacioel tnv
eNavainyn tng ano to onpeio mou epdhoxwpnoe To cHAANA 1) N TTApAAeLpn.

16. Opot ektEAECNG TG CUMPBAONG
16.1. ZupBatikd NAaiolo - Epappootéa NopoBeoia

Katd tnv ektéleon tng cupPaong edpappdlovral ot Statdgetg tou v. 4412/2016, oL 6poL TNC
TapoUcag KAl OUUTTANPWUATIKA 0 ACTIKOG KwdLKag.

16.2. Opot ektéAeong TG cLUPBAONG

Kata tnv ektéleon tng cLUPAoNC 0 avadoxog TNPEL TIG UTIOXPEWOELS OTOUG TOUELG TOU
TEPLBAANOVTLKOU, KOWWVIKOAGPAALOTIKOU Kal £pyatikoU Sikaiou, mou €xouv BeomioBel
pe to Sikalo tng Evwong, to €0Bvikd Sikalo, cuAloyikeég oupPaocclg i diebveig dlataelg
nePLBAAAOVTIKOU,  KOWWVIKOAOohAALOTIKOU Kol  gpyatikou  Sikaiou, oL oOmoleg
amnaptBuolvtat oto Napdptnua X tou MNpocaptrpotog A’

H tipnon twv ev Adyw UTIOXPEWCEWVY Ao Tov avadoyo eALyxeTal Kal BeBatwvetal and ta
opyava ou eMBAETIOUV TNV eKTEAECH TNG SUUPBAONG KAl TIC ApUOSLEG SNUOCLEG APXEC Kall
UTIUNPEOCLEG TIOU eVEPYOUV EVTOG TWV oplwv TnNg euBUvVNG KAl TNG appodLOTNTAC TOUG.

TG oUPBAOCELG TIPpOUNBELWV TIPOIOVTIWY TIOU EMMiMTOUV oTo medio edoapUoyng Tou V.
2939/2001, emumAéov TOU OVWTIEPW Opou Teplhappavetal o Opo¢ OTL 0 avAdoxog
umoxpeoUTaAL KOTA TNV umtoypadr tng cUpBacng kal kad’ OAn tn Sldpkela eKTEAEONC va
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Npel TIg UToXpewoelg Twv mapaypddwyv 2 kat 11 tou apbpou 4B 1 kot g map. 1 tou
apBpou 12 f kat tng map. 1 tou apbpou 16 Tou v.2939/2001. H TPNOCN TWV UTIOXPEWCEWV
eAéyxetal anod TV avabétouoa apxr HECW TOU apXelou SNUOCLOTIOINONG EYYEYPOLUEVWV
napaywywv oto EOviko Mntpwo Napaywywv (EMMA) mou tnpeital otnv nAEKTPOVIKN
oeAiba Tou E.O.AN. evtog tng mpoBeopiag tng napaypddou 4 tou apbpou 105 tou V.
4412/2016 kot anotelei npoiindBeon yia tnv untoypadr Tou cupdwWVNTIKOU, 0TO OMOoio
yivetat umtoxpewtikd pveia tou aplOuov EMMA tou unoxpeou napaywyou. H pn tpnon
TWV UTIOXPEWOEWV TNG Ttapouloag mapaypadou €XEL TIC CUVETIELEG TNG tapaypddou 5 Tou
apBpou 105 tou v. 4412/2016 (ApBpo 130 v.4412/2016).

16.3 Tponomnoinon tng cUUBAONG KATA T SLAPKELA TG

H obuBaon duvatal va tpomomnolnbel, 6tav cuudwvroouv yI' auto ta cupBarlopeva
LEPN, UTIO TOUC OPOUG KOl TOUC TIEPLOPLOOUG Tou ap. 132 tou v. 4412/2016.

16.4. Awkaiwpo povopepolc Abong tng cuBaong

H avaBétouoa apyn Umopsel, He tig mpolnoBeoelg mou opilouv ol Kelpeveg Slatagelg, va
Katayyellel Tn cUPBaon KATA T SLAPKELD TNG EKTEAEDNG TNG, EPOOOV:

a) o avadoyxog, Katd To XpOvo tng avabeong tng ocupPBacng, tTEAOUCE O HLO ATO TIG
KOTOOTAOELS Ttou avadépovtal otnv napdypado 8 Kal, w¢ ek ToUTou, Ba EMpemne va £XeL
amokAelotel and tn Stadikaoia cvvadng tng cuuBaong,

B) n cuuPacn Sev émpere va avatebel otov avadoyxo Aoyw cofapng mapapiacng twv
UTIOXPEWOEWV TIOU UTIEXEL ATt TLG TUvOrKeg kat tnv O8nyia 2014/24/EE, n omoia £xeL
avayvwpLloTel pe amodaon Tou Alkaotnplou TG Evwong oto mAaiolo Stadikaoiag Suvapet
Tou apBpou 258 tng IAEE.

17. El8koi 6pot ektéAeonc TnG cupBaong

17.1. Tpomog TANP WIS

17.1.1 H mAnpwpn tou avaddxou Ba mpaypatomnolnbel pe Tov Mo Katw Tpormno:
To 100% TnG cUMBATIKAG aflog LETA TNV OPLOTIKNA TtapaAafr) Tng mpounBelag.

H mAnpwpn Tou cupBatikol TIAUOTOG Ba YIVETAL PE TNV TIPOOKOULON TWV VOUIHWY
TIOPOOTATIKWY Kol SIKOLOAOYNTIKWV Ttou TipoBAEmovTal amod T Stataéelg tov apbpou 200
nap. 4 Tou v. 4412/2016, kaBw¢ Kot KABe aAAoU SlkaloAoynTikol Tou TUXOV NBeAe
IntNBel amo TIg appodleg umnpeacieg ou SlevepyoUV Tov EAEYXO KaL TNV TTANPWUN.

17.1.2. Tov Avadoyo BapuUvouv oL UTEP TPITWV KPATAOELS, W Kal kaBs aAAn emBapuvaon,
oUuPwWva HE TNV Kelpevn vopoBeaia, pun cupneplappavopévou @.MN.A., yia tThv
napddoon Tou ayabol oTov TOMO KAl e TOV TPOTIO ToU TTPOoPAENETAL OTA £yypada TNG
ouuBaonc.

OL UTtEP TPLTWV KPOTNOELG UTIOKELVTAL OTO EKACTOTE LOXVUOV aVAAOYLIKO TEAOG XAPTOCHOU
3% kal otnv e’ autou swodopd unép OFA 20%.

Me kaBe mAnpwur Ba yivetal n mpoBAemopevn amnod tnv Keipevn vopuoBecoia mapakpdtnon
dopou eloodnpartoc atiog 4% mni tou kaBapou mocol .
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17.2. KRpuén owovopikol ¢popéa eKMTWTOU - KUpWOELS

O Avadoyxoc, pe tnv eriipUAAEN TNG cuVEPOUNG AOywV avwTépag Blog, knpuooetal
UTIOXPEWTIKA EKTTTWTOG (GpBp.203 tou N.4412/2016 6mwg tpomomnoliOnke e to apbpo
103 tou v. 4782/2021) and tn cVpPaon Kal amod KAOE SiKalwa oV amoppEEL armd aUTAV.

18. EL81koi OpoL EKTEAEONG
18.1. Xpdvog napadoong UALKWV

O avadoyog unoxpeoUTal va TapadiSeL TIC TOTOTNTEG TWV CUUBATIKWY ayabwv, cupdwva
LE TNV €yypadn mapayyehia Tou apuodlou TUAHATOS TOU VOGOKOUELOU, KATA TLG
EPYACLUEC NUEPEC KOL WPEC OTNV apuddia amobrkn tou Noookopeiou. O xpovog
napAddoong Twv UALKWV opiletal amno Vo (2) Ewg Tévte (5) epYACLUES NUEPEC ATIO TNV
EKAOTOTE Nuepopnvia tng mapayyeiiag. O avadoyog unoxpeolTal va apadwoel, He oila
£€€oda kal eubuvn, Tn CUVOALKN TTOCOTNTA TWV ayoBwv.

18.2 NapaAaBn UALKWYV - XpOvog Kot TPOmog apaAaBng UALKwY

H mapaAafn Twv ayobwv yivetal and mMTpomneg, mpwtoPadLeg 1 kot SeutepoBaduLEG,
TIOU GUYKpOoToUVTaL cUPbwva Ue tnv ap. 11 nep. B tou apBpou 221 tou N.4412/2016
obudwva pe Ta oplldopeva oto dpBpo 208 Tou we avw vopou. Katd tnv Stadikacio
mapaAafng Twy ayabwv SLevepYETAL TTOGOTIKOC KaL TIOLOTLKOG EAeyXOC Kal epOooV TO
emBupel pnopetl va mapaotel kat o mpopnBeutrg. O MOLOTIKOC EAEYXOG TWV UALKWYV YiveTal
LLE LOKPOOKOTILKO EAEYXO. TO KOGTOC TNG SLEVEPYELOG TWV eAEyXwV BopUvel Tov avadoyo. H
ETULTPOTN TAPAAAPNC, LETA TOUC TIPOPAETIOUEVOUG EAEYXOUG CUVTAOOEL TIPWTOKOAAQL
(LaKPOOKOTILKO — OPLOTIKO- MAPAAABHG TOU UALKOU WE TApATNPROELS —amopplPng Twy
UALKWV) cLpdwva pe Thv map.3 Tou apbpou 208 tou v. 4412/16.

Ta mPWTOKOANA TToU cuvtdooovtal arnd TIC EMLTPOnEC (mpwtofaduteg — SeutepoBabuLeg)
KOLVOTTOLOUVTOL UTIOXPEWTLKA Kal oToug avadoyxouc. Katd ta Aownd edpapuolovral ot
Slatagelc tou apb.208 tou v. 4412/2016.

18.3 Anoppdn cuupaTIKWV UALKWV — AVTIKOTAOTOON

Y€ MeplnMTwon opLoTLKAG amoppuPng oAOKANPNG 1 LEPOUC TNG OUUPATLKNAG TOCOTNTAG TWV
ayabwv, pe anodaon Tou anodalvoUEVOU 0pyAavou UOTEPA OO YVWHOS0TNON Tou
OpUOSLOU OPYAVOU, UTTOPEL VA EYKPLVETOL AVTIKATACTACN TNG LE GAAN, TIOU va gival
oLUdwWVN UE TOUC 6POUG TNG cUUPBACNC, LECO OE TOKTH poBeopia mou opiletal amod Tnv
anddaon avth. Katd ta Aoutd edpapudlovral ot Stotd€etg tou apb.213 tou v. 4412/2016.

O AIOIKHTHZ TOY IN.KABAAAZ

FEPOMOYAOZ AXINAEYZ
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NAPAPTHMA | -
Texvikég MpodilaypadEg — AMALTAOELG

Katnyopia A (Didtpa pe ouvBeTikég pepBpavec): IN VITRO Kuf >20ml/mmHg/h/1.0m2 kot
erudavela pepPpdvng > 1,5m2

A2-2 MepBpavn moAucouAdpovng VITASOULFONE n tooduvapou, emidaveiag 20m2 kat 2,2
m2

Tepayia 129

A2-8 MepPpavn cuvBEeTIKN TTOAUEPLOPEVOU TTOAUECTEPQ (polyester polymer alloy)
Looduvapou emidpavela 1.8 kat,2,1 m2

Tepadyio 178

A 2-4 MepuBpadvn moAvatBepikig couAdovng polynephron fy looduvapou enidadvelag 1,9
Kot 2,1m2

Tepdywa 129

Katnyopia B (Diktpa pe ouvOetikég pepPBpdveg): IN VITRO Kuf < 20ml/mmHg/h/1.0m2 kot
enmipavela pePPpavng > 1,5m2

B2-3 MepBpavn moAucouldovng Dry i Looduvdapou, enidavelog 1,6 m2 /1,8 m2/2,2 m2
Tepayia 82

B2-4 MepBpavn moAuaBepikng couAdovng polynephron f tlooduvapou, emudpavelag
1,9m2 kat 2,1 m2

Tepdyia 309

B2-7 MepBpavn moAucouAdpovnG eTIKAAUUUEVN ECWTEPLKA Ue YEAN Rexbrane n
Looduvapou , emidpavelag 1,8 m2 kot 2,1m?2

Tepdywa 194

B2-2 MeuBpavn cuvBeTikr moAucouAdovn tumou VITASULFONE 1 tooduvapou,
erudavelag,1,7/1,9/2,Am2

Tepayio 386

B2-2 MepBpavn ouvBetikn moAvalBepikr ¢ couldovng AMICALY LooSuvapou emibaveLag
1,7/1,9/2,1m2

Tepdyia 66

Ta diAtpa va cuvodevovtal Pe YpaupES yia pnyxaviuata NIKKISO DBB-07
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AKpIBEC AvTiypa@o
Kevipiko MpwtokoAo
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