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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 AOI®V 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 dwataceicy (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 orrodand. ) Evdoelg mpounbevtdv mov vmofdiiovv kown

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
mopakaieiote Onws Katatehovy o pakelo oto Ipapeio Illpwtokiéliov 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 TV 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

1843/26-04-2023 | Y91IM46906K- EYOYTPAMMOI KOIMTOPAIMTEX 20 1.980,00 € XEIPOYPTEIO Ka MAPFAPQNH
MPOAIATPADEX 560 AMOINAEYPHZ MYPOAOTHZHZX 80-3,8mm A THA:210-4592908
MAPAPTHMA A KANONIKOYZ IZTOYX ME KOMBIO

AMNAZOAANIZHE THE KAZETAX.

ANTAANAKTIKEZ KAZETEZ INA 40 1.600,00 €

EYOYTPAMMOYZ KOMTOPAINTEZ 80-3,8mm
NA KANONIKOYZ IZTOYZ
1851/26-04-2023 | 6E1546906K- | AIMOZTATIKH ZEAATINH ME ANOPQIMINH 30 8.220,00 € XEIPOYPTEIO
MN8E OPOMBINH ZE XYZKEYAZIA ENOZ TEMAXIOY

METAAYTEPH TQN 6ML, I'A EMAPKEIA ENOZ
TEMAXIOY ANA XEIPOYPT'IKH EMEMBAZH,
ME 2TAOEPH ZYZTAZH (PEOAOTIKA
XAPAKTHPIZTIKA) TEAIKHZ OYZIAZ A OZO
METAAYTEPO XPONIKO AIAZTHMA. NA
2ZYMIMEPINAMBANETAI ZTHN 2XYZKEYAZIA
EYKAMITTO AKPO®Y210 (ME MNHMH) ME
AYNATOTHTA AEITOYPIKHZ KAMWHZ 360-
A ANATOMIKA AYZIMPOZITEZ MEPIOXEZ.
NA ANTIOPPO®ATAI ZE 4-6 EBAOMAAEZ. NA
NEPIEXEI TH XAMHAOTEPH TIMH BAZEI
NPOZOEPOMENHZ MOXOTHTAX TEAIKHZ
OYZIAZ (TIMH ANA /ML NMPOIONTOZ).

Ka MAPTAPQONH
THA:210-4592908




1852/26-04-2023 | 6A0646906K-

8T5

1040/28-02-2023 | 61WYY46906K-

AYXENIKOX KAEIAOYMENOZ KAQBOZ AlO
PEEK ME EMNIAOIH AIAGEXHZ ME MIA'H 2
NAMEZ MNEPIZTPOOHE AZOAAIZHZ TITANIOY.
NA AIAGETEI ANATOMIKO 2XHMA KAl
OAONTQTH EMIPANEIA TA IAANIKH
TOMOGETHZH KAI AMTO®YIH METAKINHZHX
META THN EIZAITQI'H TOY. NA AIAGETEI
AKTINOZKIEPA XHMAAIA T'IA EYKOAH
TOMOGETHZH. NA MAPEXETAI ZE AIAGOPEX
AIAYXTAZEIL.

10

6.000,00 €

XEIPOYPTEIO

Ka MAPFAPQNH
THA:210-4592908

MPOAIATPADEX 4HA
MAPAPTHMA A

EPTAAEIO EYOEIAY XYPPA®HY -AIATOMHX
IZTQON ME NEA KOMNTIKH AAMA 2E KAGE
EMNANA®OPTHEH K MHXANIZMO AMNO®YTHZ
MPOMYPOAOTHZH:. ME IZEXYPOYZX
ATKTHPEZ OPOOIQONIAZ AIATOMHZ MHKOYZ
ZYPPA®HE 60mm K YWOZ KAIT 4,8mm A

NAXEIZ IZTOYZ.

1.400,00 €

ANTAAAAKTIKEZ KEGAAEEZ ME KOMTIKH
NAMA K IZXYPOYZ ATKTHPEXZ OPOOTIQONIAZ
AIATOMHZ T1A TO EPIAAEIO EYOEIAZ
2YPPA®HZ-AIATOMHZ IZTONMHKOYZ
2YPPA®HZ 60mm K YWOZ KAIT 4,8mm TA

NAXEIZ IZTOYZ.

1.152,00 €

XEIPOYPTEIO

Ka MAPFAPQNH
THA:210-4592908




1041/28-02-2023

MPOAIATPADEX
MAPAPTHMA A

Y=BO46906K-
3XoP

EPTAAEIO EYOEIAY XYPPA®HY -AIATOMHX
IZTON ME NEA KOMNTIKH AAMA ZE KAGE
EMNANA®OPTHEH K MHXANIZMO AMNO®YIHZ
MPOMYPOAOTHZHX. ME IZXYPOYZX
ArKTHPEZ OPOOIONIAYX AIATOMHZ MHKOYZ
ZYPPA®HE 60mm K YWOZX KAIT 3,8mm TIA
KANONIKOYZ IZTOYZ.

1.400,00 €

ANTAANAKTIKEZ KEQAAEZ ME KOMTIKH
NAMA K IZXYPOYZ ATKTHPEX OPOOIQONIAZ
AIATOMHZX TIA TO EPIAAEIO EYOEIAX
SYPPAOHZ-AIATOMHE IXTONMHKOYZX
ZYPPA®HE 60mm K YWOZX KAIM 3,8mm TIA
KANONIKOYZ IZTOYZ.

1.152,00 €

XEIPOYPTEIO

Ka MAPFAPQNH
THA:210-4592908




ITAPAPTHMA B’

(Amotelel avamdoTAcTO TUNA TS O10KNPLENC)

OPOI XYMMETOXHX

1. H mpoocpopd Ba mpémet va £yl T LOPPT| TOV TIVOKO TOV EMIGVVATTETOL GTO
[Moapdptnua I

2. YmevOvvn dMiwon tov a. 8 Tov N. 1599/1986 611 «dev VITapYEL AUETAKANTY KATUSIKAGTIKY ATé@act €15 fAPog TOV 0LKOVOULKOD
@op€a (oo T0 VOLIO EKTPOCHOTO TOL POPEN) 1) KL TOV PLGIKOD TPOSAOTOV (TO 07010 £ival HEAOG TOL O101KNTIKOV, O1EVOVVTIKOV 1|
EMOTTIKOV TOL OPYAVOL M £XEl E£0VTIN EKTPOCOTNONG, ANYNG ATOPACEMVY 1) EAEYYOV GE AVTO) Yo £vav omd TOVS KATmOL Adyoug:

®  CULUUETOYN GE EYKANNOTIKT opydvmon:

e Jdmpodokia

e oamatm

® TPOUOKPOTIKA EYKAMNOTA 1] EYKAIATO CUVOEONEVA NE TPOROKPUTIKES OPOUCTIPLOTNTES

®  VOULPOTOINGT €600 MV 0O TAPAVORES dPACTPLOTNTES 1] YPNUATOIOTION TNS TPOUOKPUTIOG

*  TOOKI] gpyacio Kol GAAES pop@Eg epmopiog avlpOTOV.

o Eivar goporoyikd evijpepog




"Eyel katafdirel TIG E16QPO0PES KOWVOVIKIG 0GQAMONG

Ynoypewotikd va dnAdvovtal kodikog [apatmpnmpiov Tywov, GMDN kot kodikog EKATITY
H owovopukn tpospopd Oa katatiBeton arokieictikd o EURO.

IMNoooa: EAAnvikn
6. Xe mepimtoon kaTokOpoNG: o) M mapddoon Bo yiveror evioc tpidv (3) epyacipov nuep®V amd TN ARYN TG TOPOyYEALNS ,
extog av opiletoan Opopetikd kot’efaipeon, B) M mapddoon tov €WV Bo yivetow pe @povtido Kol OATAVES TOL

[TpounBevtn, otig Amobnkeg g Ymnpeoiog poc.

7. Impou: H minpoun Oa yivetalr ce gupd, HETA amd Tponyovuevn Bedpnon Tov ¥PNUITIKOV EVIOAUITOV TANPOUNIG OO TOV

appoolo Enitpomo tov EAeyktikon Xvvedpiov.

Ot vmoyneot vroBaALOVY €M TOWT ATOPPIYNG TNV TPOCPOPA TOVE NAEKTPOVIKA.
g mepinTon un veofoinc 11 un TPOocNKOLVGAS VITOPOANC TOV OVUQOEPOUEVAOV TLO TAV®, I} TPOGOOPU UTOPPITTETUL OC

OTOPAOEKTT).
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NPOAIArPA®EZ NMAPAPTHMA A

AE: 1040/28-02-2023,1041/28-02-2023,1843/26-04-2023

TeXVIKEC ATALTAOELG
1.Na katateBel yia 6Aa ta €idn mpwtotuno GuANAdLo odnyuwwv Tou Kataokevaotr oikou ota EAAnvika.

2.Na katateBet KAk BLBAloypadia kal va tephapBavovial TOuAdxLotov U0 SNUOCLEUEVEG KALVLKEG LEAETEG yLa TO
KABe mpoodepOUEVO 160G N KALVIKEG LEAETEC UE TIPOLOVTA TOU 60U KATOLOKEUAOTIKOU OLKOU LE QVTIOTOLYA TEXVIKA
XaPAKTNPLOTIKA oV pdwva kat pe MDR article 61 Clinical Evaluation annex lll, Clinical Evaluation and Post Market Clinical
Follow up annex XIV kol Ta TIVEULOTIKA SIKOLWUOTO TWV CUYYPODEWV.

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

4.H erutpornr) TeXVIKAG afloAoynong €xel Sikaiwpa va Intrioetl delypata mépav amo ta {ntovupeva tng Slaknpuéng av auto
BewpnBel okdTILHO. AOYOG amoppudng Ba amoteAel TO AMOTEAEGUA LETA ATIO XPriON OE XELPOUPYELOD I O IPooopoiwaon
XELpoupyeiou.

5.0mou {nteital epyaleio kal avtoAAaKTIKEG KeDAAEG eival amapaitntn n mpoodopd oe OAOUG TOUG AUEOVIEG TOU
niep\apPavovtal (epyoleiov kat avtaloktikwy kebalwv), eni mown anoppudng.

6. H mpounBeltpla etalpeia, os mepimtwon mou gival SLadopeTK amd TV KOTOUOKEUAOTPLA, va KataBéoel umeluBbuvn
SnAwon mou va avadépel OtL eival €€oucloSoTNUEVN MO TOV KATAOKEUOOTIKO OLKO Yla TNV TEXVIKI UTOCTHPLEN TWWV
TIPOLOVTWY KoL TV THPNON Twv Sladikaowy o ibavr) avakAnon/andcupon nmpoiovtog.

7.H kaBe mpoodépouoa eTalpela, O TEPUTTWON TIOU €ival SLAPOPETLKNA Ao TNV KOTACKEU AOTPLA, VO. TIPOOKOMIoEL SHAwon
TNG KATOOKEUAOTPLAG ETOLPELAG TIOU VO AVODEPETOL OTOV CUYKEKPLUEVO SLaywVIoHO Kal va SnAwveL OTL o€ meplmtwon
KOTOKUpWONG cUMBACNG oTNV PoodEPouca ETALPELD, N KOATOOKEVUAOTPLO Ba SECUEVUTEL va TNV TIPOUNBEVOEL e TN
OUYKEKPLUEVN TIOCOTNTO TWV KATAKUPWOEVTWY €l8WV TnG cuPBaonNG.

8.H kabe mpoodépouca stalpeia, og mepimtwon mou eivat SLadOPETLKN ATMO TNV KATOOKEUAOTPLA, VO TIPOoKoUioel SHAwaon
NG KOTOOKEUAOTPLOG eTalpeiog mou va SnAwvel OtL n mpoodépouca Bo evnuepwvetal yla OAeg TIG TOAVE(
avVaKAN OELG/aMOCUPOELG TIPOLOVTWY, OXETIKEG JE Ta (6N TIOU £XEL TPOODEPEL OTO SLOYWVLOUO.




9. H kdBe mpoodépouoa etalpeia, va SLaBETeL dpTIo EKMALSEUEVO/TILOTOTOLNUEVO TIPOOWTILKO OO TNV KATAOKEUAOTPLO
etalpeia (motomnoinon éwg 2 mponyoUUEVA £€TN) YLA TNV TEXVLKN UTIOOTNPLEN OTO XELPOUPYELD Kol E€0UGLOSOTNEVO TUAMA
service yla mBavo amapaitnto cuvodod eEOMALOUO yla TNV Katnyopia H.

10.ARAWON TOU KATAOKEUOOTIKOU O(KOU OTL TOL TPOIdVTaL Elval yvrolo KAl aETAXEpLOTA.

11.Ma TNV TEXVLKA KOl ETTAYYEAUATIKEA LKOVOTATA OL OlKOVOULKol dopeic amatteital: a. va SnAwoouv otL Stab£touv LoV
OPYOVWHEVO TUAMA TEXVIKAC UMOOTAPLENG, KATAMNAQ eKMOSEUUEVOU-EEEIOIKEUMEVOU KAl VOl KOTABECOUV TILOTOMOLNTIKY
eknaibeuong kot gfouolodotnon autol amd TOV KATOOKEUQOTIKO oiko B. va KoatateBel katdAoyog twv KupldtepwM
napadooewv pe avadopd otnv ala tng cuUPBACNCS, TWV TPOCPHEPOUEVWV TIPOIOVTWY KaL TOUG XPOVOUG

napdadoong.

12. Ta mpoodepopeva UALKE Ba mpémet va ivat kowvorotnpéva otov EOD kat va SLaBETtouv Tov avtioTol o KWSIKO.

13. EmL oG anmokAelopoU Ba MpEMEeL va KatateBouy yla KaBe mpoodepopevo idog ta rotonowntika: 1S013485, AnAwaon
Juppépodwong, Motormowntikd CE, Miotomowintikd 2xedlaouou CE.

14. Mo kABe 1806 KaL yla OAEG TIG YEVIKEC Kol ELSLIKEG TEXVIKEG TipoSLaypad£g Tou {ntouvtal Ba mMPEMeL va cUUTANPWOEL
AVaAUTLKO GUANO CUUUOPIWONG LE TIAPATIOUTTH OE KWSLKO Kol o€ 0eAiSa KATAAOYoU /Kot TEXVIKWV GUAASIWY TG
KOTaOKEUAoTPLaG eTatpeiog. ‘OAoL ol KwSKol Kal ol TEXVIKEG Tpodlaypadég ou Intouvtal Ba TPEMEL val EMLonaivovTal
OTOUG avtioToloug Kataloyoug f/kat ta texvikd ¢ulladia, mou Ba emiouvarmrtovial. Npoodopég mou umoBdAlovral xwpig
va ep\apBavovtal Ta Tio Tavw oTolyela va amoppintovtal.

15. J& kAOe a/a otov ornoio npoteivetal avoAwopo ou xpHlel eEOTMALOUO/YEVVATPLA YLO VO AELTOUPYH OEL, O HELOSOTNG
odeilel va mapaxwproet Tov anapaitnto cuvodo eEOMALOUO SWPEAV TIPOC XPron Yo 600 Slaotnua SlopkECEL N pounBeLa.




