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TO I'ENIKO NOXOKOMEIO IIETPAIA «TZANEIO»

"Eyovtag voyn:
1. Tig dwatdéetg, Ommg 1oyvovV:
1.1. Tov N. 4412/2016 « Anpdoieg Xvppdoceic Epyov, [pounbeiodv kot Yanpesuodv »

( ®EK 147 / 08-08-2016)

1.2. Tov N. 3580/2007 «IIpounfeieg Popéwv emomtevdpevemV amd to0 YTovpyeio
Yyelag kot Kowvovikig AAAnAeyydng kou dAleg dwotaéeigy (O.E.K. A" 134 / 18-6-
2007).

1.3. Tov N. 2955/2001 «IIpounBeieg Nocokopeiov Kot Aowmdv povédwv vyeiog tov
[Me.Z.Y. ot aAleg dwtaéeiey (O.EK. A" 256 / 2-11-2001), énwc Tpomomotnpuévog

oY VEL.

1.4. Tov N. 2362/1995 «Ilepi Anpociov AoyioTikov, €AEYYOL T®V JOTOVOV TOL
Kpdrovg kar ahreg drataéeigy (O.E.K. A" 247/ 27-11-1995), 6mwg 1oydet.

15. Tov N. 4152/2013 ( ®.E.K. 107 A’/ 9-5-2013 ), apdypaeog Z : TIpocappoyn
™mg EAnvikng Nopobeciog oty odnyia 2011 / 7 g 16-2-2011 yia v

KOTATOAEUNOT| TOV KABLGTEPNGEMV TANPOUDY GTIG EUTOPIKES GLVOAAAYEC.

1.6 Tov N. 4605 /01-04-2019 apBpo 43 , [apdypapog 7 ay .



HHPOXKAAEI

1. KdéBe evolopepouevo, vo katabécel mpoopopd Yoo TPoundei vAMKAOV e
KpLTnplo KOTOKOP®ONG TN YopunAoTepn Tipq 1N omoia Oa givan ion 1
MIKPOTEPT TOV TEAEVTOIOV TOPATNPNTPIOV TIHAOV, OTOS OVTO AVOPTATOL

otV otocerida g Emrponnic Ilpoundeiomv Yyeiog.

2. Awoiopo ZopupeToyng omn odkacios £ouv ol avapEPOUEVOL KOTOTEP®,
€POGOV 0ICKOVV EUTOPIKT 1 PLOpNavIKn 1 PLOTEYVIKY] dpAGTNPLOTNTO GUVAPT
pe to avtikeipevo g mpoundelag: o) Ola to puokd 1 voukd mpdowmma,
nuedand 1 arrodand. B) Evodoelg mpounbevtov mov vmoPdAilovv Kown

TPOCPOPJ. Y) ZVVETUIPIGHOL.

3. Tleprypoaen twv {NTOOUEVOV KATNYOPL®OV EWOMOV YIVETOL GTO TAPAPTNIY A TNG

napovoag Kot 6to mapdptnne A ( Teyxvikéc mpooraypagéc ).

4. Ot mpoo@opéc umopovyv va Katatifevtor péypt Kol v nuepounvio Kot ®po

m¢ dSwdkaciag oto mail g Yanpesiog mprom3@tzaneio.gov.gr

e TmepinTtwon mov 0 OYKOS TWY OIKALOAOYNTIKOV &ival UEYHAOS
nopoKaleiote OTws Katateovy oe pakxeio oo Ipapeio Ilpwtokéliov Tov

Nocoxouciov (ue emoijuaven tov oplOuod TPWTOKOIL0V TS AVAPTHOHS).

Koatd ta Aowwd, n dwadikacio Ba dievepynBel kKou n mpopnfeta Oa vAomonBel copuEmva
pe ta mapoxdtow IMTAPAPTHMATA mov &mouvimtoviol Gty mopovco Kot

OTOTEAOVV OVOTOGTOGTO HUEPOS QVTIG.



1. HNEPII'PA®H ZHTOYMENQN
EIAQN

KATHI'OPIQN

ITAPAPTHMA A’

2. OPOI XYMMETOXHX ITAPAPTHMA B’
3. YIOAEII'MA ITIINAKA ITAPAPTHMATI”
4. TIPOAIATPA®EX ITAPAPTHMA A’

O1 evdiapepopevol Ba xovv duvatdtnto erebbepng TpoOGPacn 6TO TANPES KEILEVO
avTtg (cvumepLopBovoévay OA®V TOV TOPAPTUATOV TNG), GE NAEKTPOVIKT LOPOY],
omv 10t00eAido Tov Noocokopeiov oto Swdiktvo  (MAekTpoviky dlevbuvon:

www.tzaneio.gov.gr



http://www.tzaneio.gov.gr/

ITAPAPTHMA A

ZYNOAIKH

XQPIE ®MNA z
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YYOA46906K-
OPT

YQ01504(kwd.voooK.)-ZUoTnHa SIEYXEIPNTIKAG
VEUPOQPUOIOAOYIKAG TTapakoAoulnong 8
KavaAlwyv yia eTepRacels Bupeoeidoug pe
duvaroéTnTa SiEyepong Kal TapakoAoudnong
TWV KATW AGPUYYIKWYV VEUPWYV, TOU
TTAPATTANPWHATIKOU, TOU UTTOYAWOCGI0U, TOU
@PEVIKOU KaBWG etTiong Kal ouvexn diéyepon
TOU TIVEUHIOVOYOOTPIKOU VEUPOU.

To oUoTnUa va ouvodeUeTal ATTO:
® XeT evOOTPAXEIOKOU CWANVA EVIOXUHEVOU,
oTIPdA, pe cuff kal epyoocTaciakd
EVOWMATWHEVO LeUYOG NAEKTPOSiwV duo
KAVOAIWYV JE MEYAAN ETIQAVEIA KATAYPAPNG
(Trepitrou 7 cm), pe eUKapTITO O3NYO
evdoTpaxEloKAS S1I0CWARVWONG aToAUTWG
OUUBATO pE TOV EVEOTPAXEIOKO CWARVA OTNV
id10 aTTOCTEIPWHEVN OCUCKEUATIA ME SuvaATOTNTA
ouvexoug kartaypa@ng. Na diarti@eral o€ 6Aa Ta
ueyéon (6.0, 6.5, 7.0, 7.5, 8.0, 8.5).

Me SuvaroéTnra oivdeong He :

o AIroAiké gukaptrTo OTUAES TUTrOU microfork.
o AITToAIK6 €UKAUTITO NAEKTPOSIO avolXToU
Bpoyxou pe TTANPpWG EVOWHATWHEVA NAEKTPOSIA
yia Tn ouvexn S1EyEPON TOU TTVEULIOVOYUOTPIKOU
veUpou.

H eTaipeia utroxpeoUTal VA TTPOC@PEPEI DwpPEAV
TO uNXAvnua SIEYXEIPNTIKAG
VEUPOTTAPOKOAOUBNONG, TO OTTOIO TIPETTEI VA
Pépel ETAOIA TTIOTOTTOINON KAARG AgiIToupyiag
O1TO TO EPYOOTAOCIO KATAOKEUNG TOU.

O X&IPIGTAG TOU UNXAVAHATOG va S1aBéTel
MOoTOTTOoINON.
MPOAIATPA®EXZ MAPAPTHMA A

10 ZET

4.850,00 €

ANAIZOHZIOAOrIIKO

YNEYOYNH
TMHMATOZ
Ka TZIAH THA.
ENMIKOINQNIAZ
210-4592907




YM01301903(kw8.voook.)-TPIZAIAITATO
NAErMA MOAYMPOMNYAENIOY APAIHZ NAEZHE ME YNEYOYNH
133 | W3EE46906K- | ENIIXYMENH NEPIMETPO KAI ENAEIZH MEsHE | 11X16(x2)cm APIZTEPO:15 KaMADEAPOINH
/10-01- TEM,11X16(+2)cm AE=I:15 | 9.97500€ | XEIPOYPIEIO R ETIKOINONIA
2024 2AA FPAMMHZ A AMOKATAZITAZH BOYBONOKHAHZ TEM THAEMIKOIN
AANAPOZKOMIKA,AIASTAZEQN : 10-4592908
NPOAIATPADES MAPAPTHMA A.
YM002144(kw8.vocok.)-EPTAAEIA KAOHAQIHE YTIEYOYNH
132 NAEFMATOZ A AANAPOZKOMIKH EMEMBAZH TMHMATOZ
1001 | FONTIEES00K- | inH5, AIAMETPOY Smm,ME 30 KAIN AMO 40 TEM 122000 1 XEIPOYPIEID | oo
2024 ANOZEIAQTO AT:AAI MH ANOPPO®MHSIIMA. b3
NPOAIATPAMES MAPAPTHMA A 210-4592908
YMO00800300(kw&.vocok.)-NMAEFTMA ME
ANTIZYMOHTIKO YAIKO
AYTOEKTYZZOMENO,HMIANOPPO®HZIIMO.2YSTHMA YMEYOYNH
131 1 976146906K- MAEFMATOZ AMTO KaMAPTAPONH
/10-01- 4HO MOAYNPOMYAENIO,MTOAYAIOZANONH,MOAYTAAKTINH 10 TEM 4.500,00 € | XEIPOYPTEIO | 1yn ENIKOINGNIA
2024 & OZEIAQMENH ANATENNHMENH KYTTAPINH z
OMODAANOKHAQN & MIKPQN KOINIOKHAQN. AIAZTAZH 210-4592908
:MEZAIO 6,4cmx6,4cm.
MPOAIATPA®E: NAPAPTHMA A
YMO002147(kwd.voook.)-2YNOETIKO NAETMA
NAHPQS AMIOPPOMHZIMO BPAAEIAS YNEYOYNH
AMOPPO®HIHE KATAIKEYAZMENO AMO NAEKTO TMHMATOZ
129 | 6o5K46906K- | MONOKAQNO P4HB KAI ME ANMOPOMHEIMH KaMAPIAPQON
/10-01- X6T ANTIZYMOHTIKH ENIKAAYWH 4 TEM 3.000,00 € XEIPOYPTEIO H
2024 THA.EMIKOINQ
YAPOTEAHZ,ENQMENA ME AMIOPPOMHZIMES NIAS
INEZ PGA A ANOKATASTASH KHAHS AIASTASHS 210-4592908
7,5X10cm. MPOAIArPAMES MAPAPTHMA A




ZET HMI-ANNOPPO®HZIMOY ENINMEAOY
NAEFMATOZ KAl KQNOY ,[M1OY NA

AMOTEAEITAI AMO EMINEAO MH- YM00600112(kw5.voTOK.)- mﬁrﬂ\ff"c‘)‘;
NPOEXHMATIEMENO NAEFMA AMO AIAMETPOX KQNOY :40mm- KomABEAT
127/10- | 919P46906K- | MOAYMPOMYAENIO & ANOPPOOHEIMES INEX 10 2.60000€ | XEIPOYPIEIO "
01-2024 6KK MOAYFAYKATMPONHE AIASTAZEQN 7X14 cm | TEM,YM00600113(kwd.vogok. | 5200 THAENIKOING
KAI IAIAZ NAESHE KQNO SXHMATOS VME | )-AIAMETPOX KQNOY:55mm- s
EMINAEON PABAQEEIZ AITO MEMBPANH 10TEM S1oten008
MOAYMEPOYE MOAYAIOZANONHE.
MPOAIArPA®ES MAPAPTHMA A
ENAOMEPITONAI'KO MOAYETPQMATIKO
MAErMA AMIOTEAOYMENO AMTO OSEIAQMENH | Y 1002081(kd.vogoK)-
ANAFENNHMENH KYTTAPINH QX TEM.YM002082(kw3.voooK)- mm%g‘*z
126 _ ANTIZYMOYTIKH EMIKAAYWH,TAErMA ; :
/10-01- | Y=M646906K- | b6 AvNPONYAENIOY E EIAIKH MAAAKH 10cmx15cm(oBal)-2 4.860,00€ | XEIPOYPFEIO | KOMAPFAPONH
WX )/ 1 TEM,YM002083(kw5.voT0K)- : THA.ENIKOINONI
2024 MAE=H KAl TOAYMEPEE MOAYAIOZANONHE s

TO OMNOIO ENOYAAKQNEI TO NAErMA
MOAYMNPOMYAENIOY.
MPOAIATPA®EZ NAPAPTHMA A

10cmx20cm(ofal)2
TEM,YMO002084(kwd.voOOK)-
20cmx15cm(oBaA)-1 TEM.

210-4592908




ITAPAPTHMA B’

(Amotelel avomdoTAGTO TUAKLO TNG SLOKNPVENS)

OPOI XYMMETOXHX

1. H mpoopopd Oa mpémel va £xEL T LOPON TOV TVOKO TOV EMGVVATTETAL GTO
[Moapéptnpua I

2. YmebOovvn onlwon tov a. 8 Tov N. 1599/1986 611 «dev vapyel APETAKANTY KOTASIKAGTIKY ATO@ac €15 fApog TOV 01KOVOUIKOD
@opéa (amd TO VOULIO EKTPOGMOTO TOV POPEX) 1] KOL TOL PLGIKOV TPOSMTOL (T0 0moio givorl LEAOG TOV d10KNTIKOD, d1ELBVVTIKOD 1|
EMOTTIKOV TOV OPYAVOL 1 £XEL E£0VGT0 EKTPOCHOTNONG, AYNG ATOPAGEMV 1) EAEYYXOV GE 0VTO) Yo Evav omd Tovg KATOL Adyoug:

®  GUUETOYN O€ EYKANNOTIKI opydvoon:

e Jdmpodokia

e qgmatn

® TPOMOKPUTIKA EYKANNATA 1] EYKAMNOTE GCUVOEOUEVE IE TPOUOKPUTIKES OPUCTNPLOTITES

®  VOULNOTTOIN 61 £600MV 00 TUPAVORES OPUCTNPLOTNTES 1] YPNNATOOOTION TS TPOUOKPATIOG

o TOOKI] EPYOcio Kol AAAES pOPPES epmopiag avlpOTOY.




Eivar goporoyka gvijpepog

"Exel katafdrier TIg E10Q0PES KOWVOVIKNG UGQAAONG
Ymoypewtikd va oOnAovovtol Kodwkog [Tapatnpnmpiov Tiwov, GMDN kot kwdikdg EKATITY
H owovopikn mpocpopd Oa katatiBetar amokieiotikd o EURO.

INowooca: EAAvii
6. Xe mepimtoon Kataxvpwong: o) M mapddoon Ba yiveror evidg tpidv (3) epyacipmv nuepdv and T ANyn g mapayyeAiog ,
extoc av opiletor Owapopetikd wat’eaipeon, B) N mopddoon tov WOV Ba yivetor pE @OPOVTION KOl OATAVEG TOL

[TpounBevtn, otig AmoOnkeg g Ymnpeoiag pog.

7. Impou: H minpoun Ba yivetar o gupd, petd amd mponyovpevn Oeddpnon oV YpNUATIKOV EVICAUATOV TANPOUNIG OO TOV

appooo Ernitpomo tov EAeyktikon Zvvedpiov.

Orvroyneot vtoBadAlovy el OV ATOPPIYNG TNV TPOSPOPE TOVG NAEKTPOVIKA :
LE TEPIMTOSN U vTofoinc 1] U TPOGNKOVGAS VTOPOA]C TOV AVAPEPOUEVOV TLO TAV®, 1] TPOGPOP( ATOPPITTETOL OC
OTOPAOEKTT).
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NMAPAPTHMA A
ENTOAH:364/15-01-2024

XET AIEI'XEIPHTIKHXE NEYPOITAPAKOAOYQOHXHX ME ®AOYOPOXKOIIIKH ANAI'NQPIXH ITAPAOYPEOEIAQN
AAENQN, I'TA EIEMBAZXEIX OYPEOEIAEKTOMHX-ITAPAOYPEOEIAEKTOMHX-AEM®AAENIKOY KAGAPIEMOY
TPAXHAOY

To oet vo amoteAleital amo to KdtmOu:

1) EIAIKO ENAOTPAXEIAKO XQAHNA ZXIIIPAA ME CUFF KAI ZEYI'OX ENXOQMATOMENQOQN  HAEKTPOAION TITA
I[TAPAKOAOY®HZH TQN KATQ AAPYITIKQN KAI INEYMONOI'AXTPIKQN NEYPQN XE EIIEMBAXEIX O YPEOEIAEKTOMHX-
ITAPAOYPEOEIAEKTOMHX-AEMOAAENIKOY KA®GAPIEMOY TPAXHAOY.

Na €xel €L6IKO XpWHATIOUEVO onuadt 30\ nepimou, yia tnv akpBn TonoBEtnon Tou.

Noa SlatiBetal o€ ATOULKEG EPYOOTAOLAKA ATOOTELPWHEVEG CUOKEUAOLEG LLOG XPNONG.

Noa mpoodEpetal og SlaoTtAoels 6, 6.5, 7, 7.5, 8 XIA.

Na gival KATAOKEUAOUEVOC ATIO GLALKOVN.

Na duvatal va avaBoabulotel pe e161kd NAekTpOSLo-KAUT (Staotdoswyv 2XA Kot 3 XA TEPLIOU) auTOUOTNG TIEPLOSIKNC SLEYEPONC KoL
TIAPOKOAOUONGCNC TOU TTIVEU LOVOYOLOTPLKOU VEUPOU.

No S1oB€tel LOVOTIOAIKO OTUAED VEUPOSLEYEPONG KLVNTLKWV VEUPWVY KEPAANG KoL TPAXNAOU LLOC XPriONG, YLOL TOV EVIOTILOUO, £pEOLOUO
Kall TV mapakoAouBnaon tng mopeiag tou velpou oto medio.

O otuledg va SLaBETel atpaupatiko akpo dtapétpou 0,5 XA mepimou kat va SlatiBetal og anmooTelpwEVN CUOKEVACLO LLaC XprHong.
Ta avwtépw va eivat 6Aa Tou Blou 0lkou yla TNV LEYLOTOMoiNon TG cUUBATOTNTAG.

Noa cuvodeUetal and pnxavnuo Tou Wiou olkou To omoio va amodelkvUETAL OTL Elval EMAPKWES AOYLOULKA EVNUEPWHEVO Kal va SLaBETel
6nAwon cuppopdwonc CE.



2) OHKH XEIPOYPI'IKHX ITPOXIIEAAYXHY ME ®AOYOPOXKOIIIKO YIHEPHXO

e Na eival el8k Bkn XEPOUpPYIKNEG TTpooTEAacNnG HE PAOUOPOCKOTILKO UTIEPNXO YLla TNV avayvwplon Twv rapabupeosldbwv adévwv
Katd tnv Slapketla BupeoeldekTopwy, mopabupeoeldekTOUWY Kol Aspupadevikwy KabBaplopwy TpaxnAou.

e Na eival oupfaty ywa tTnv avayvwplon Twv napoabupeoeldwyv tOo0 pe TNV HEB0SO Tou autodpBoplopol 6co Kat He TNV PEBodO NG
GAOUOPOCKOTIKAG ATELKOVLONG META Ao TV €yxuon pdolvou tng vdokuavivng (ICG).

® Na eilval €Tolun TPOG XPron O€ AMOCTELPWUEVN CUOKEVAoia.

e Na ouvodeUeTal amo pnxavnua tou 16iou oikou To omoio va amodelkVUETAL OTL Elval EMOPKWG AOYLOULKA EVNLEPWHEVO Kal va SLaBETEL
6nAwon cuppodpdwong CE.

H vrootpién tov unyovnudtov kol tov avoAociptoy va yivetal omd v 0o etoupeia Kot amd eEE101KEVUEVO TPOGOTIKO EKTOLOEVUEVO GTOV
KOTOOKELAOTIKO 01K0 Kot pe motonmoinon XY ANOX.



XET AIEI'XEIPHTIKHE NEYPOITAPAKOAOY®HXHX ME ®AOYOPOXKOIIIKH ANAI'NQPIXH ITAPAOYPEOEIAQN
AAENQN, I'TA EIIEMBAXEIX OYPEOEIAEKTOMHX-ITAPAOYPEOEIAEKTOMHX-AEM®AAENIKOY KAGAPIXMOY
TPAXHAOY

To oet vo aroteieitanl omd to KATWOL:

1) EIAIKO ENAOTPAXEIAKO XQAHNA XIMIPAA ME CUFF KAI ZEYT'OX ENXOMATOMENQN  HAEKTPOAIQN TTA
ITAPAKOAOY®HZH TOQN KATQ AAPYITIKQN KAI IINEYMONOI'AXTPIKQN NEYPQN XE EIIEMBAXEIY O YPEOEIAEKTOMHX-
I[TAPAGYPEOEIAEKTOMHZ-AEMOAAENIKOY KA®APIEMOY TPAXHAOY.

Na €xeL elkO xpwpatiopévo onuadt 30xA epimou, yla tTnv akplpni tomobEtnon Tou.

Noa StatiBetal o€ ATOULKEG EPYOOTAOLOKA OTMOCTELPWHEVESG CUOKEUAGCLEG PLAG XPNONG.

Noa mpoodEpetal og Slaotaoels 6, 6.5, 7, 7.5, 8 XIA.

Na gival KATAOKEUAOUEVOC ATIO GLALKOVN.

Na duvatal va avaBoabulotel pe el61kd NAekTpOSLO-KALT (Staotdoswyv 2XA Kot 3 XA TEPLIMoOU) auTtOpaTNG MEPLOSIKAG SLEyEPONC Kal
TIAPOKOAOUONGCNC TOU TTIVEU LOVOYOLOTPLKOU VEUPOU.

No S10B6€tel LOVOTIOAIKO OTUAED VEUPOSLEYEPONG KLVNTLKWV VEUPWVY KEPAANG KoL TPAXNAOU LLOC XPrIONG, YLOL TOV EVIOTILOUO, £pEOLOUO
Kall TV mapakoAouBnaon tng mopeiag tou veupou oto mnedio.

O otuledg va SLaBETEL atpaupatiko akpo dtapétpou 0,5 xA mepimou kat va SlatiBetal og amooTelpwEVN CUOKEUAGLO LLOC XPHoNG.
Ta avwtépw va eivat 6Aa Tou Blou 0lkou yla TNV LEYLoTOmoinon TG cupBaTOTNTAG.

Noa cuvodeuetal and punxavnuo Tou WBiou oikou To omoio va anodelkVUETAL OTL EVOL EMOPKWGS AOYLOULKA EVNUEPWHEVO KOl va SLaBETeL
6nAwon cuppodpdwonc CE.

2) OHKH XEIPOYPI'IKHX ITPOXIIEAAYXHYX ME ®AOYOPOXKOIIIKO YIIEPHXO

Na elvatl ek BAKn XEPOUPYLKAG TIPOOTIEAAONC HUE GAOUOPOCKOTILKO UTIEPNXO YLl TNV QVayVWELoN TwV Ttapabupeoeldwv adévwv
Katd tnv Sldpkela Bupeosldektopwy, mapabupeoeldekTopwy Kol Aspupadevikwy Kabaplopwy TpaxnAou.



e Na eival oupfatn ywo tTnv avayvwplon Twv napoabupeoeldwyv tOo0 pe TNV HEB0SO tou autodpBoplopol 6co Kat He TNV PEBoSO NG
GAOUOPOCKOTILKAG ATELKOVLONG LETA QIO TNV £yXUon PActvou tng tvdokuavivng (ICG).

o Na eilval €Tolun TPOG XPron O€ AMOCTELPWUEVN CUOKEVAoia.

e Na ouvobeveTal amo pnxavnua tou L6iou oikou To omoio va amodelkVUETAL OTL Elval EMOPKWG AOYLOULKA EVNULEPWHEVO Kal va SLaBETeL
6nAwon cuppopdwong CE.

H vrootpién tov unyovnudtov kol tov avoAociptoy va yivetal omd v 0o toupeia Kot amd eE01KEVUEVO TPOGOTIKO EKTALOEVUEVO GTOV
KOTOAGKEVOGTIKO 0iKO



ENTOAEZ:133/10-01-2024,132/10-01-2024,131/10-01-2024,129/10-01-2024,127/10-01-2024,126/10-01-2024
NMPOAIATPA®EZ:

TEXVIKEG
OUTLOLLTI) OELC

1.Na katotebel yla 6Aa ta €ldn MPWTOTUTIO GUAAASLO 08NYLWV TOU KATAOKEVOOTH Olkou ota EAANVLIKA.

2.Na katateBel kAwvikn BLBAloypadla kot va mepthapBdvovtal TOUAAXLOTOV U0 SNUOCLEUUEVEG
KALVLKEG UEAETEG YLa TO KABE MPoodePOUEVO 160C 1] KALVIKEG LEAETEC Le TTpolovTa Tou L&ilou
KOTAOKEUQOTLKOU OIKOU HE QVTLOTOLYO TEXVIKA XAPOKTNPLOTIKA cUdwva Kot e MDR article 61 Clinical
Evaluation annex Ill, Clinical Evaluation and Post Market Clinical Follow up annex XIV kal ta

TIVEU LOTIKA SIKOLWUOTA TWV oUYYpadEwWV.

3.H Huepopnvia Anéswg Twv epyodelwv va elval Avw TwV 2 €TWV.

4.H emutpornr) TeXVIKN G afloAdynong £xel Sikaiwpa va {nthosl deiypata népav amnod ta {nTtoleva
¢ Slaknpuéng av autd BewpnBel okomuo. Adyog amdppupng Ba anoteAel To AMOTEAECHUA LETA OO
Xpron o€ Xelpoupyeio | o mMpocopoiwaon

XElpoupyeiou.

5./0mou {nteital epyodelo kal aviaAAaKTkeG KebOaAEG elval amapaitntn n mpoodopd oe OAoug

TOUG auvgovteg mou
niepthappavovtal (epyadelov Kot avtoAAaKTIKWY Kepalwv), i mowvn andppubng.

6. H mpounBevtpla stalpeia, o mepimtwon mou eival SLadopeTik Ao TNV KOTACKEUAOTPLA, VA
kataBéoel umeBuvN dNAwon mou va avadEpel OTL eival e€oucloSOTNEVN ATIO TOV KOTOUOKEU AOTLKG
olko yla TNV TEXVIKN UTOOTAPLEN TwV TPOLOVTWVY Kal TtThv Tpnon twv Sadlkaclwyv o mibavh
oavdakAnon/andéoupon MPoiovTo..

7.H kaBe mpoodEépouca eTALpELR, OE MEPIMTWON TIOU £ival SLadOoPETIKN Ao TNV KATAOKEUAOTPLA, VO
TipooKopioel SAAWON TNG KATAOKEUAOTPLAC £TAlPelag TTOU va avadEPETOL OTOV CUYKEKPLUEVO
Slaywviopd Kal va SnAwvel OTL o mepimtwon Katakupwong ocupPacng otnv mpoodépouoa

etalpeia, n katookeuaotpla Oa SeopeuTel va tnv MpopnBevoel pe T
OUYKEKPLUEVN TTIOCOTNTA TWV KOTOKUPWOEVTWY £L6wV TnE ouuBaonc.

8.H kdBs mpoodépouoa etatpeia, oe mepimtwaon mou eival SLapopETIKH Ao TNV KATAOKEUAOTPLA, VA
TipooKopiosl SAAWON TNG KATAOKEUAOTPLAG £Talpeiag mou va dnAwvel OtL n mpoodEpouca Oa
EVNUEPWVETOL YLO OAEC TIG TIOAVEG avakA oL/ amooVpoELS TTPOIOVIWY, OXETIKEG UE TA €L6N TTOU €XEl




ipooPEpPeL 0TO SLAYWVLOUO.

9. H k4B mpoodEpouoa talpeio, vo SLOOETEL APTLO EKTTALSEULEVO/TILOTOTIOLNUEVO TIPOCWTIILKO aTtd TRV
KOTAOoKEUAOTPLA eTaLpeia (mLotomoinon £wg 2 mMponyoUHeva £Tn) yLa TV TEXVLKH UTOOTNPLEN OTO
XElpoupyeio Kol e€ouclodoTnUévo TUNHO service yla TiBavo amapaitnto ouvodo €€omMALOUO yLa
Vv Katnyopla H.

10.AnAwoN TOU KATAOKEUAOTLKOU OIKOU OTL TA TTPOoLOvVTA €lval yvnola Kol apeTaxeiplota.

11.Ma TNV TEXVLKNA KOL EMOYYEAUATIKI LKOVOTNTA Ol OWKOVOLULKOL popelg amatteital: a. va SnAwoouy,
OTL OLOBETOUV HOVIUO OPYOVWHEVO TUAMO TEXVIKAG UTOOTAPLENG, KATAAANAQ EKMALSEUUEVOU-
e€eldikeupévou Kol va KataBéoouv TLoTomoNTIKO ekmaidsuong kat e€ouclodotnon autol amod Tov
KOTAOKEVAOTIKO oiko B. va katateBel katdloyog Twv Kupldtepwyv mopaddoswv pe avadopd otny
aéia tng cupPaong, Twv MPOSPEPOUEVWV TIPOTOVIWV KAl TOUG XPOVOUG
nopadoonc.

12. Ta npoodepopeva UALKA Ba pEmel va elval kowvorolnpéva otov EOD kat va dtabEtouv tov
QVTIOTOLYO KWSLKO.

13. EmtL mowvn ¢ anokAelopoU Ba npénel va katateBouv ylo kabe mpoodepopevo idog ta
motonolnTika: 1SO013485, AnAwon
Juupopdwone, Motonointikd CE, Miotomointikd Ixedtaouov CE.

14. Mo KaBe £l80¢ Kal yLa OAEC TLG YEVIKEC KoL ELSLKEC TEXVLIKEG TtpoSiaypadéc mou {ntouvtal Oa
TPEMEL VAL CUMMANPWOEel avaAuTikd pUAAO CUMUOPPWONG LE TIOPATIOUTN) O€ KWOLKO Kal o oeAiba
kataAdyou f/kat texvikwv GuAadiwv Ttng

Kataokeuaotplag statpeiag. OAot ol kwdikol Kat oL TeXVIKEG mpodlaypadEg mou Intouvtal Ba mpemel
va gnionpaivovrat

oToUuC avtiotolyoug Katahdyouc n/kal ta tTexvikd GuAladia, mou Ba emiouvarntovtal. Mpoodopég mou
umoBalhovtal xwpig

va ephapBavovTal Ta 1o MAvw OToLXEla va amoppintovral.

15. 3 kGOe a/a otov Omoio MPoTelveTal AvaAWGOLUOo Ttou Xprletl e€omAlopd/yevvnTpla yo va
AELTOUPYNOEL, 0 HELOSOTNG 0deilel va TtapaxwprosL ToV amapaitnto cuvodo e€omAoUO SwPeAv MPOG
xpnon yia éco diaotnua Slapkéoel n mpopnOeta.




