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TO I'ENIKO NOXOKOMEIO IIEIPAIA «TZANEIO»

"Eyovtag vwoyn:
1. T dwtaéerg, OTMS 1ydoLvV:
1.1. Tov N. 4412/2016 « Anuocieg Xvopupaceis Epyov, [Tpoundeidv kot Yanpeoiav »

( DEK 147 / 08-08-2016)

1.2. Tov N. 3580/2007 «IIpounfeieg Popéwv emomtevdpevev amd 0 Ymovpyeio
Yyelag kot Kowaovikng AAANAeyydng ko dAleg dwtaéegy (@.E.K. A" 134 / 18-6-
2007).

1.3. Tov N. 2955/2001 «IIpounBeieg Nocokopeimv Kot AO®Y HOVAS®V vYEiOG TmV
[Me.XY. o dAheg dwrdéecy (P.EK. A” 256 / 2-11-2001), 6nwg Tpomomompuévog

woyVEL

1.4. Tov N. 2362/1995 «Ilepi Anpociov AoyioTiKov, €AEYYOV TOV JSUTAVOV TOL
Kpdrovg kat dArec dwataceiy (O.E.K. A" 247/ 27-11-1995), dnwg 1oydet.

1.5. Tov N. 4152/2013 ( ®.E.K. 107 A’/ 9-5-2013 ), [Tapdypapog Z : IIpocapuoyn
ms EMnvikng NopoBesiog otnv odnyia 2011 / 7 g 16-2-2011 vy v

KOTOTOAEUNOT) TOV KAOVGTEPTCEMV TANPOUDY GTIS EUTOPIKES CUVOAAAYEG.

1.6 Tov N. 4605 /01-04-2019 épbpo 43 , [Tapaypapog 7 ay .



HNPOXKAAEI

1. Ka&Be evowpepodpevo, va katabeécer mpocopd yio mpoundeio. VAIKAOV pe
KpLTNplo KOTOKOP®ONG TN LounAoTepn Tipq N omoia Oa sivon ion 1
MKPOTEPT] TOV TEAEVTOIOV TAPATNPNTNPIOV TIHAOV, OO OVTO AVOPTATOL

otV 1otoceAda ¢ Emrpomng [pounOeidv Yyeiog.

2. Awoiopo ZUUUETOYNG OTn OdIKAGIoL €YOVV Ol OVOQPEPOLEVOL KOTMTEPM,
€QOGOV 0CKOVV EUTOPIKN N Bropnyovikn 1 Ploteyvikn 0pactnploTnTo GLVIET
pe 1o avtikeipevo g mpounbetag: o) Ola Ta UOIKA 1 VOUIKA TPOCHOTO,
nuedoand M oarrodand. B) Evdoelg mpounbevtdv mov vmofdiiovv ko

TPOGPOPA. ¥) ZVUVETOPIGHOL.

3. Tleprypaen T@v {NTOVHEVOV KOTYOPIDOV E0MV YIVETOL GTO TAPAPTNNA A TNG

napovoog kot oto wapdptnue A ( Teyxvikéc mpooraypagic ).

4. Ot Tpooc@opég UmopovV va Katotifevior uéypt Kot Ty nUEpOUNVIia Ko dpa

™me Swdikaciog oto mail g Ymnpsoiog mprom2@tzaneio.gov.qr

2e mepintwon mov 0 O0YKOS TV OIKAIOLOYNTIKOV &gival UEYALOS
mapakalieiote Onws Katatehovy oe pakelo oto I'papeio Illpwtokéliov tov

Nocoxouciov (ue emojuaven Tov opiOuod TPOTOKOIL0D THS AVAPTIGHS).

Katd ta Aowmd, n dwdikacio B dievepynBel kot n mpounfeta B vAomoBel cupPwva
pe 1o mopoaxkdteo ITAPAPTHMATA mov emGuvamtoviol GInV mopovco Kot

OTOTEAOVV OVOTTOGTAGTO UEPOG OTNC.



1. HNEPI'PA®H ZHTOYMENQN
EIAQN

KATHI'OPIQN

ITAPAPTHMA A’

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

Ot evolapepopevol Ba £xovv duvatdTnta eAehBepng TpdcPacng 6to TANPES Keipevo
avtNG (CLUTEPTAOUPOVOUEVOV OA®V TOV TOPAPTNUATOV TNG), O NAEKTPOVIKT LOPOT,
otV 1o0toceMoa Tov Noocokopeiov ot1o dwdiktvo (NAektpovikny oO1evOvvon:

www.tzaneio.gr



http://www.tzaneio.gr/

ITAPAPTHMA A

AE AAA EIAOZ TEMAXIA| ZYNOAIKO TMHMA NAHPO®OPIEZ
nozo
XQPIZ ®NA
369/16-01- | 663B46906K- EPIAAEIA TIA TENNHTPIA J-PLASMA ( J- 5 3.000,00 € XEIPOYPTEIO Ka MAPFAPQNH
2023 XAO© PLASMA precise open) TYAEOY I'l|A ANOIXTH THA:210-4592908
XEIPOYPI'IKH ME MHKOZ XTYAEQY
EPIrAZIAZ 15CM ( BVX 200H) ( BVX150BPS)
368/16-01- | 663B46906K- EPTAAEIA TIA TENNHTPIA J-PLASMA ( J- 5 3.000,00 € XEIPOYPTEIO Ka MAPTAPQONH
2023 XA©

PLASMA precise open) ZTYAEQY T1A
NATNAPOZKOIMIKH XEIPOYPTIKH (BVX 330

BPS)

THA:210-4592908




347/16-01-
2023

QX2546906K-
8E6

NABIAA HAEKTPOGEPMIKHX ZYTKOAAHZHZ
KAI AIATOMHZ AITEION EQ% KAl 7MM, ME
AYTOMATH OAOKAHPQZH TOY KYKAOY

AMNOAINQZHZ, ENXOMATOMENO KAAQAIO,
XEIPOAIAKOIMTH, ENZOMATQMENH KOMTIKH
NAMA, KAEIAQMA XEIPOAABHZ,
NEPIZTPE®OMENH, NMAPAAAHAOTPAMMOY
AIAMETPHMATOZX KAI ZEXQPIXTH ZKANAAAH

MHXANIKHZ KOINHZ, MHKOYZ 18cm, KYPTEX

2IAFONEZ 14 MOIPQON ATPAYMATIKEX

EMNIKAAYMMENEZX ZIATONEZX (T'IA ATNTO®YTH
EZXAPAY) KAl MHKOYZ 36mm KAl KOMNMHZ

34mm ME AMOINAEYPO ANOITMA.

3.865,00 €

M+ XEIPOYPTEIO

Ka TZHKA THA:210-
4592841

662/19-01-
2023

QX3H46906K-
603

AYTOKAGHAOYMENO HMIAMOPPO®HZIMO
NAEMMA ANOKATAZTAZHZ BOYBONOKHAHZ
, AYTOMATHZ KAOGHAQZHZ ANTIOTEAOYMENO

ATTO MONOKAQNO NOAYEZTEPA ME
ATTOPPO®HZIMA ATKIZTPA AIMO
NMOAYTAANAKTIKO OZY IA THN KAOHAQZH
TOY XQPIZ PAMMATA ZTH MIA TIAEYPA K

ENZOMATQOMENO ®IAM KOAAATONOY ZTHN
AAAH. NA AIAGETEI XPQMATIZMENH AQPIAA

A ANATOMIKO NMPOZANATOAIZMO TOY
NAErMATOZ

20

8.000,00 €

XEIPOYPTEIO

Ka MAPTAPQONH
THA:210-4592908




ITAPAPTHMA B’

(Amotelel avamdOoTAcTO TUNWA TS 10K PLENC)

OPOI XYMMETOXHX

1. H mpoocopd Ba mpémet va £yl TN LOPPT| TOV TVAKO TOV EMGVVATTETOL GTO
[Mopapmmpua I'.

2. YmevhBvvn 0MAwon tov a. 8 Tov N. 1599/1986 611 «dev VILAPYEL AUETAKANTN KATOOIKACGTIKY ATOPacT €15 PAPOS TOV OLKOVOULKOD
@opEa (oo T0 VOLO EKTTPOCHOTO TOL POPEN) 1) KO TOV PUGIKOV TPOSMTOL (TO 07010 £lval LEAOG TOL O101KNTIKOV, d1EVBVVTIKOV 1|
EMOTTIKOV TOV OPYAVOL M £XEL E£0VTTIN EKTPOCMOTNONG, ANYNG ATOPAGEMVY 1) EAEYYOV GE ATO) Yo Evav omd TOVS KATmOL Adyoug:

® GUUUETOYN GE EYKANUATIKI opydvoon:
e Jdmpodokia
e amdtn

® TPOUOKPOTIKA EYKAMNOTO 1| EYKALATO GUVOEONEVU IE TPONUOKPUTIKES OPUOTIPLOTNTES

®  VOULNOTOINGT £600MV 0O TAPAVORES HPASTNPLOTNTES 1] YPNUATOIOTION TNS TPOLOKPUTIOG




TOLOLKY] €PYacio Ko GAAES pop@ég epmopiag avlpOT®Y.
Eivar goporoyikd gvijpepog

"Eyel katafdirel TIG E16Q0PES KOWVOVIKIG UGQIMONG

Ymoypemtikd va SnAdvovtor kwdwog [apammpnmpiov Tywov, GMDN kot kwowkog EKATITY
H owovopukn tpospopd Oa katatiBeton arokieictikd o EURO.

INwooca: EAAnvikn
6. Xe mepimtoon kaTokOpoNG: o) M mapddoon Oo yiveror evioc Tpidv (3) epyacipov Muep®V amd TN ARYN TG TApOyYEALNS ,
extog av opiletoan Opopetikd kot’efaipeon, B) M mapddoon towv €WV Bo yivetow pe @povtido Kol OATAVES TOL

[TpounBevtn, otig Amobnkeg g Ymmpeoiog poc.

7. IDmpou: H minpoun Ba yivetor oe gupd, PETA amd mporyovuevr Bedpnon Tov YPNUATIKOV EVIOAUATOV TANPOUNIG OO TOV

appodlo Enitpomo tov EAeyktikon Xvvedpiov.

Ot vmoyneot vroBaALOVY €M TOWT| ATOPPIYNG TNV TPOCPOPE TOVE NAEKTPOVIKA.
Y g mepinTon un veofoinc 11 un TPocNKoVGUC VTOPOANC TOV UVUQEPOUEVAOV TLO TAV®, I} TPOGOOPU OTOPPLTTETUL OC

OTOPAOEKTT).
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ITAPAPTHMA A
e AE: 662/19-01-2023, 347/16-01-2023

TeXVIKEQ AMAUTACELG
1.Na katateBel yia 6Aa ta €idn mpwtotuno GuANGdLo odnyuwv Tou Kataokevaotr oikou ota EAAnvika.

2.Na katateBet KAk BLBAloypadia kal va tephapfavovial TOuAdxXLotov SU0 SNUOCLEULEVEG KALVLKEG LEAETEG YO TO
KABe mpoodepOUEVO 160G N KALVIKEG LEAETEC UE TIPOLOVTA TOU 60U KATOLOKEUAOTIKOU OLKOU HLE QVTIOTOLXA TEXVIKA
XOPOKTNPLOTIKA cUpdwva kal e MDR article 61 Clinical Evaluation annex Ill, Clinical Evaluation and Post Market Clinical
Follow up annex XIV kol Ta TIVEULOTIKA SIKOULWUOTO TWV CUYYPADEWV.

3.H Huepopnvia Anfewg Twy gpyaleiwv va gival avw Twv 2 €TWv.

4.H erutpornr) TeXVIKAG afloAoynong €xel Sikaiwpa va Introel delypata mépav amo ta {ntoupeva tng Sltaknpuéng av auto
BewpnBel okdTILHO. AOYOG amoppudng Ba amoteAel TO AMOTEAEGUA LETA ATTO XPriON OE XELPOUPYELD I O IPooopoiwaon
XELlpoupyelou.

5.’0mou {nteital epyaleio kal avtoAAaKTIKEG KeEDAAEG eival amapaitntn n mpoodopd oe OAOUG TOuG AUEOVTIEG TOU
niep\apPavovtal (epyoleiov kat avtaloktikwy kebalwv), eni mown anoppudng.

6. H mpounBeltpla etalpeia, oe mepimtwon mou gival SLadopeTK amd TV KOTAOKEUAOTPLA, va KataBéoel umelBbuvn
SAAwon mou va avadépel OtL gival e€oucloSoTnUEVN QMO TOV KATAOKEUOOTIKO OLKO Yla TNV TEXVIKN UTOCTHPLEN TWV
TPOLOVTWY KaL TNV THpNon twv Stadikaowwv og Tubavr) avakAnon/anéocupon npoiovtog.

7.H kaBe npoodépouvca eTalpeia, o€ MePMTWON ToU eival SLAdOPETIKA Ao TNV KOTAOKEUACTPLA, VO T(pooKopiosl SnAwon
TNG KATOOKEUAOTPLAG ETULPELAG TIOU VOl OVADEPETAL OTOV CUYKEKPLUEVO SLOYWVIOUO Kal vo SnAWVEL OTL Og Tepimtwon
KOTOKUpWONG cUMBAcNG otnv MpoodEpouca ETALPELD, N KOATOOKEVAOTPLO Ba SECUEVUTEL va TNV POoNBeVoEL e TN
OUYKEKPLULEVN TIOCOTNTO TWV KATakupwOevtwy eldwv tng ocupBaonc.




8.H kdOe mpoodépouoa stalpeia, os mepinmtwon mou sivat SladopeTIKA Ao TNV KATOOKEUAOTPLA, VO TtpooKouiosel SAwon
NG KOTOOKEUAOTPLOG etalpeiog mou va SnAwvel OtL n mpoodépouca Ba evnuepwvetol yla OAegc TG mOaveg
ava kA OgLG/amocUpPOELS TIPOLOVIWY, OXETLKEG LIE TA £16N TIOU £XEL TIPOOEPEL OTO SLayWVLIOUO.

9. H kdBe mpoodépouoa etatpeia, va SLaBETeL dApTIa EKMALSEVEVO/TILOTOMOLNUEVO TIPOOWTILKO OO TNV KATAOKEUAOTPLOL
etalpeia (motomnoinon £wg 2 mponyoUUEVA £€TN) YLA TNV TEXVLKN UTIOOTHPLEN OTO XELPOUPYELO Kol E€0UCLOSOTNUEVO TUAMA
service yla mBavo amapaitnto cuvodod eEOMALOUO yla TV Katnyopia H.

10.AAAWON TOU KATAOKEVOOTIKOU OIKOU OTL TO TPOIOVTOL Elval YV OLoL KAl AUETAXEPLOTA.

11.Ma TNV TEXVLKN KOl ETTAYYEAUATIKEA LKOVOTNTA OL OLKOVOULKOL dopeic amatteitat: a. va SnAwoouv ot Stabgtouv poVIUA
OPYOVWHEVO TUAMA TEXVIKAC UTOOTAPLENG, KATAMNAQ eKMOSEUUEVOU-EEEIOIKEUMEVOU KAl VOl KOTABECOUV TILOTOTMONTIKY
ekmaidevong kat €€ouclodOTNon AUTOU OO TOV KATOOKEUAOTLKO Olko B. va KatateBel KOTAAOYOG TwV KUPLOTEPWM
nopadocewyv pe avadopd otnv ala TG cuUBACNG, TWV MPOCPEPOUEVWV TIPOTOVIWY KAl TOUG XPOVOUG

nopadoong.

12. Ta mpoodepopeva UALKA Ba IpETeL va elval Kowvormotnpéva otov EOD kat va §tabgtouv tov avtiotolyo KwdKo.

13. EmL mown ¢ anokAelopoU Ba MPEMEeL va KatateBouy yla KaBe mpoodepopevo idog ta rotonowntika: 1S013485, AnAwaon
Juppépodwong, Motormowntikd CE, Miotomowintikd xediaouou CE.

14. Mo kABe 1606 KaL yla OAEC TIG YEVIKEC Kal ELOLIKEG TEXVIKEG TipoSLaypad£g tou {ntouvtal Ba mpEmeL va cuUTANpwOEel
aVaAUTLKO GUANO CUUUOPIWONG LE TIAPATIOUTTH OE KWSLKO Kol o€ 0eAiSa KATAAOYoU /Kol TEXVIKWV GUAASIWY TG
KaTaoKeu Aotplag etatpeiog. ‘OAoL ol KwSKol Kal oL TEXVIKEG Tpodlaypadég ou Intouvtal Ba TPEMEL va EMLonaivovTatl
OTOUC avTioTolyoug Kataloyoug f/kat ta Texvikd pullddia, mou Ba emiouvarmrtovial. Npoodopég ou urmoBdAlovral xwpig
va ep\apBavovtal Ta Tio TAvw oTolyela va amoppintovtal.

15. J& kAOs a/a otov ornoio npoteivetal avoAwopo ou XpHleL eEOTALOUO/YEVVHTPLA YLO VO AELTOUPYH OEL, O HELOSOTNG
odeilel va mapaxwproet Tov anapaitnto cuvodo e€omMALOUO SwPEAV TIPOC XPron Yo 600 Slaotnua SlopkECEL N TpounBeLa.




