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TO I'ENIKO NOXOKOMEIO IIEIPAIA «TZANEIO»

"Eyovtag vwoyn:
1. T dwtaéerg, OTMS 1ydoLvV:
1.1. Tov N. 4412/2016 « Anuocieg Xvpupaceis Epyov, [poundeidv 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 IpounOeidv 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,
nuedand M orrodand. ) 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 péypt Kal Ty nUEpoUNnvia Kot 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 UEPOS 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 TEMAXI | ZYNOAIKO TMHMA NAHPO®OPIEZ
A nozo
XQPIZ ONA
274/12-01- | 61ZT46906K- | XTEIFANOIOIHTIKH MEMBPANH ®PAITMOY 5 3.499,50 € XEIPOYPTEIO Ka MAPFAPQNH
2023 20K AIAPPOHZX ENY ZE MOP®H COBEX THA:210-4592908
NEUROFIL 50X 100mm
105/10-01- | WHKO46906 | SET NEYPOMNAPAKOAOYOHZHZ ANQTEPQON 1 890,00 € XEIPOYPTEIO Ka MAPTAPQONH
2023 K-=ZKQ 2YZYTIQN THA:210-4592908
SET NEYPOMNAPAKOAOYOHXHZ 1 890,00 €
KATQTEPQN ZYZYTION
AINMTOAIKOZ OMKENTPOZ ZTYAEOZ 1 348,00 €
BAYONET
SET AIEMXEIPHTIKHZ 1 570,00 €
NEYPO®YZIOAOTTKHZ MAPAKOAOYOHZHX
EFKE®ANOY
275/12-01- | YWY0246906 2TEFANOIMOIHTIKH YAPOIEAH 10 4.500,00 € XEIPOYPTEIO Ka MAPTAPQNH
2023 K-4E2 NOAYAIOYAIKHZ TAYKOAHZ A MHNITTA

EFKE®AAQY K ZMONAYAIKHZ ZTHAHZ 5ml.
NA MHN E'INAI XE MOP®H ZMNPEL

THA:210-4592908




91/09-01-
2023

63346906K-
©OHO

YMNOKATAXTATO MHNITTAZ ANO =HPO
MNEPIKAPAIO BOEIAZ NMPOEAEYXHZ
AIAZTAZEQN 6X8cm (+-1). NA EINAI

AKYTTAPIKO MH AIAZTAYPOYMENO KAl
MH KATEWYTMENO. NA PABETAI ME
AZOANEIA KAl EYKOAIA XQPIZ NA ZKIZETAI
ME TO PAMMA ENIAOIHZ TOY
XEIPOYPIOY. NA ENAEIKNYTAI A
TOMNMOBGETHZH %E ENIMOAYXMENEZX
MNMEPIOXEX

10

8.500,00 €

XEIPOYPTEIO

Ka MAPFAPQNH
THA:210-4592908

75/09-01-
2023

9MEX46906K
-00A

HAEKTPOKINHTOZ KYKAIKOX
ANAXTOMQTHPAZ MIAZ XPHZHX
AIAMETPOY 29mm ME AINAH TPAMMH
ZYPPA®HX K 3D KAITM INA ANAXTOMQXH
KAl ANTIOAIZOHTIKH EMI®ANEIA A
OMOIOMOP®H KATANOMH THX
ZYMMIEZHZ TOY IZTOY KATA TO KAEIZIMO
THZ KEGAAHZ. AYNATOTHTA EMIAOTIHZ
YWYOYZ KAEIZIMATOZ KAIM AMO 1,5 mm-
2,2mm ZTO IAIO EPTAAEIO ANAAOTA ME TO
MNAXOZ TOY IZTOY K YWOZ ANOIXTOY KAIM
5.2mm. NMPOAIATPA®EZ NAPAPTHMA A

2.800,00 €

XEIPOYPTEIO

Ka MAPFAPQNH
THA:210-4592908




269/12-01-
2023

6KX146906K-
TIN

ENAOZKOIMIKO EPIFAAEIO EYOEIAZ 5
>YPPA®HZ- AIATOMHZ K ANAZTOMQ>HX
IZTQN TO ONOIO MIMOPEI NA AEXOEI
APOPOYMENEZ, KEKAMENEZ K KYPTEZ
KEDAANEZ ZTO IAIO X TEAEXOZ, *E MEITE®GH
>YPPA®HZ 30mm,45mmk 60mm. ME NEA
KOMTIKH AAMA ZE KAGE EMANA®OPTIZH,
NMOANATAEZ OEZEIZ APOPQXHZ
MHXANIZMO AMNO®PYIHZ
MPOMYPOAOTHZHZ K
EMANAMYPOAOTHZHZ K 2 TYAEO MHKOYZ
16 cm.

1.300,00 €

ANTAANAKTIKH KEDAAH TTA TO ENAOZKOTMIKO
EPAAEIO ( MHXANIKO 'H K HAEKTPIKO) EYGEIAX
SYPPA®HZ- AIATOMHE K ANAXTOMQXHX
APOPOYMENH ME 3 TPAMMH ZYPPA®HZ,
ENZOMATOMENH KOMNTIKH AAMA MHXANIZMO
AMNO®YTHZ EMANAMYPOAOTHEHXH, ATKTHPEX
(KAITIZ) TITANIOY K MHKOZX XYPPA®HE ME
AIA®OPETIKO YWOZ KAIM XE KAGE TPAMMH
ZYPPA®HX.

45mm, ME KYPTO AKPO K OAHIO T1A 1
AITEIAKOYZ IZTOYZ

45mm, ENAIAMEZH A KANONIKOYZ - 2
NAXEIZ IZTOYZ

60mm ENAIAMEZH A KANONIKOYX - 3
NAXEIZ IZTOYZ

45mm ENAIAMEZH A MAXEIZ - TTOAY 5
NAXEIZ IZTOYZ

4.900,00 €

XEIPOYPTEIO

Ka MAPFAPQNH
THA:210-4592908




60mm, ENAIAMEZH TI'A MAXEIZ - MTOAY
NAXEIZ IZTOYZ




NAPAPTHMA B’

(AtTOTEAEI AVOTTOOTTACTO TUAUA TNG dIOKAPUENG)

OPOI ZYMMETOXHZ

1. Hmpoo@opd Ba TTPETTEI VA £XEI TN MOPPI] TOU TTIVOKA TTOU ETTICUVATITETAI OTO
Mapdptnua I'.

2. YmevOvvn dMiwon tov a. 8 tov N. 1599/1986 611 «dev VITapYEL AUETAKANTY KATOSIKAGTIKY ATé@acT €15 fApog TOV 0LKOVOULKOD
@op€a (oo T0 VOLIO EKTPOCHOTO TOL POPEN) 1) KL TOV PUGIKOD TPOSMTOL (T0 0To{0 €ivan HEAOG TOV S101KNTIKOV, drevduvTikoD i
EMOTTIKOV TOL OPYAVOL 1 £xEl E£0VTin EKTPOGMOTNONC, ANYNG OMOPACEWMV 1] EAEYXOV GE OVTO) Yo VAV ad Tovg KAT®OL AdYoLG:

® CULUUETOYN GE EYKANNOTIKT opydvmon:

e Jdmpodokia

e oamatm

® TPOUOKPOTIKA EYKAMNOTO 1| EYKAULATO GOVOEONEVU IE TPOUOKPUTIKES OPUCTIPLOTNTES

®  VOULNOTOINGT €600 MV 0O TAPAVOUES dPACTNPLOTNTES 1| YPNNOTOOOTIGN TN TPOUOKPUTING
*  TAOKI] gpyacio Kol GAAeS pop@Eg epmopiog avlpOTOV.

o Eivar goporoyikd evijpepog

o 'Eyel katopailel TIC E16QPO0PES KOVOVIKNG AGPAALGNG




YTroxpewTIKAa va dnAwvovTal Kwdikég Maparnpntnpiou Tiuwyv, GMDN kai kwdikog EKAMTY
H oikovopikr) TTpoo@opd Ba KaTaTiBeTal atrokAEIoTIKA o EURO.

MA\wooa: EAANVIKA
6. Xe mepimtoon kaTokOpwoNG: o) M mapddoon Ba yiveror eviog tpidv (3) epyasipmv MuepOV omd TN ANYN TG TopayyeEAMoC
extog av opileton Olapopetikd kot’efaipeon,  P) M mapadoon tov WOV Bo yivetor pe @povtido Kol SAmAVES TOL

[TpounBevtn, otig Amobnkeg g Ymnpeoiog poc.

7. IDmpou: H minpoun Ba yivetor oe gvpd, PETA amd mporyovuevn Bedpnon Tov YPNUOTIKOV EVIOAUITOV TANPOUNIS OO TOV

appoolo Enitpono tov Edeyktikov Xvvedpiov.

O1 utrowniol UTTORAAAOUV ETTi TTOIVH) ATTOPPIYNG TNV TTPOCPOPA TOUG NAEKTPOVIKA :
& MEPITMTTWON PN UTTOBOAARS /| N TTPOOAKOUCOS UTTOBOAAS TWV AVAQPEPOUEVWYV TTIO TTAVW, N TTPOCPOPA
ATTOPPITITETAI WS ATTAPASEKTN.




IHAPAPTHMAT ’
YIIOAEII'MA ITINAKA

APIOMOX
ENTOAHX

HNEPITPA®H
EIAOYX

TIMH
MNPOX®OPAX
ANA
TEMAXIO
XQPIX ®ITIA

KQAIKOX
IMAPATHPHTHPIOY

TIMH
IHAPATHPHTHPIOY

KQAIKOX
EMIIOPIOY

GMDN

EO®




IMAPAPTHMA A
e AE: 75/09-01-2023

TEXVIKEG AIOUTAOELG
1.Na katotebei yia 6Aa ta ibn mpwtotuno GuAASLo 08NyLWV TOU KATAOKEUAOTH oikou ota EAANVIKA.
2.Na katateBel KAk BiBAloypadia kot va tephapBavovtal Touhdxlotov U0 SNUOCLEUNEVEG KAWVIKEG LEAETEG YL TO
KAOe poodePOUEVO i60¢ N KAVIKEG LEAETEC UE TTPOIOVTA TOU 60U KATOOKEUAOTIKOU OIKOU HE QVTIOTOLYO TEXVIKA
XOPOKTNPLOTIKA cUpdwva kat e MDR article 61 Clinical Evaluation annex llI, Clinical Evaluation and Post Market Clinical
Follow up annex XIV kol Ta MVEULOTIKA SIKOLWUOTA TWV cUYYpabEWV.

3.H Huepounvia Affewg twv gpyaleiwv va gival Avw Twv 2 €TWv.

4.H erurpornr) TeXVIKAG afloAoynong €xel Sikalwpa va Intrioel delypata mépav ano ta {nToupeva tng Slaknpuéng av auto
BewpnBel okdTILHO. AGYOG amoppudng Ba amoteAel TO AMOTEAECUA LETA ATIO XPrION OE XELPOUPYELD ) O IPOocoOiwaon
XElpoOupyelou.

5.’0mou {nteital epyaleio kal avioAAaKTIKEG KeEDAAEG eival amapaitntn n mpoodopd oe OAOUG TOUG AUEOVIEG TIOU
niep\apPavovtal (epyoleiov kat avtalakTikwy kebalwv), ent mowr anoppudng.

6. H mpounBeltpla etalpeia, o mepimtwon mou gival SladopeTiky and TNV KOUTOUOKEUAOTPLA, va KataBéoel umeuBbuvn
SnAwon mou va avadépel OtL eival e€oucloSoTNUEVN QMO TOV KATAOKEUOOTLKO OLKO Yla TNV TEXVIKN UTOCTHPLEN TWV
TIPOLOVTWV Kol TV THPNON Twv Sladikaowy o ibavr] avakAnon/andcupon nmpoiovtog.

7.H kaBe nmpoodEpouaoa etalpeia, o mepimtwon mou givat StadopeTiki arnd TNV KATUOKEUAOTPLA, VO TIPOCKOUIoEL SrAwon
TNG KOTOOKEUAOTPLAG ETOLPELOG TIOU VA aVODEPETOL OTOV CUYKEKPLUEVO SLaywWVIOMO Kat va SnAWVeL OTL o Tepimtwon
KatakUpwaong cUpBAoNG oTNV TPOodEPOUCA ETALPELD, N KATAOKEVAOTPLA B SEGUEVUTEL va TNV TIPOUNBOEVOEL PE TN
CUYKEKPLUEVN TIOCOTNTA TWV KATOKUPWOEVTWY edwv TNG cLUPAONG.

8.H kaBe mpoodépouoa etalpeia, og mepimtwon mou gival StadopeTikA and TNV KATACKEVAOTPLA, Va TiPOooKopiosl SrAwon
TNG KOTOOKEUAOTPLOG €Talpeiag mou va SnAwvel OtL n mpoodépouca Ba evnUEPWVETOL Yyl OAeG TIG TUBQVE(
VKA OELG/QMOCUPOELG TIPOLOVTWY, OXETIKEG JE TA (6N TIOU £XEL TPOODEPEL OTO SLOYWVLOUO.

9. H k&0t mpoodepouca etatpeia, va SLaBETEL GpTa EKMOUSEUUEVO/TILOTOMOLNUEVO TIPOCWTITLKO ATIO TNV KATAOKEUAOTPLA
etalpeia (motomoinon £wg 2 MPonyoUEVA €TN) YLA TNV TEXVLKI UTIOOTNPLEN OTO XELPOUPYELO Kol EE0UCLOSOTNEVO TUAMA
service yLa mBavo anopaitnto cuvodod eSOMALOUO yLa TNV Katnyopia H.

10.AnAwoN TOU KATOOKEUOLOTLKOU O(KOU OTL TO TPOIOVTAL ELVaL YVNOLOL KL QETOXEIPLOTAL.




11.Ma TNV TEXVLKA KOl ETTAYYEAUATIKA LKOVOTNTA OL OLKOVOULKOL dopeic amatteitat: a. va SnAwaoouv otL Stabétouv poviual
OPYOVWHEVO TUAMA TEXVIKAG UMOOTAPLENG, KATAMNAQ eKmotbeUpEVOU-eEELOIKEUMEVOU KAl VO KOTABECOUV TILOTOMOLNTIKY
eknaibeuong kot g€ouolodotnon autol amd TOV KATOOKEUAOTIKO oiko B. va koatateBel katdAoyog twv KupldtepwM
napadocewv pe avadopd otnv afla tng cuUPBACNCS, TWV TPOCPHEPOUEVWV TIPOTIOVTWY KAl TOUG XPOVOUG

napdadoong.

12. Ta mpoodepopeva UALKE Ba mpémet va eivat koworounpéva otov EOD kat va SLaBEtouv Tov avtioTol o KwSIKO.

13. Emt mowvng amokAelopol Oa mpémnet va katateOouv yla kKOs poodepduevo €ibog ta miotomowntikd: 1IS013485, AnAwon
Suppopdwong, Motorowntikd CE, Miotomowntikd Ixedioopol CE.

14. N kAOe €606 KL yLa OAEG TIG YEVIKEG KAl ELBLKEG TEXVIKEG TtpodLaypadEg tou {ntouvtal Ba mpémel va ouumAnpwOetl
AVAAUTLKO GUANO CUUUOPDWONG E TIAPATIOUTTH O KWSLKO Kol o€ oeAiSa KATAAOYOU /Kol TEXVIKWV GUAASIWY TG
Kataokeudotplag stotpeiag. Ohot ot Kwdikol Kal ol TEXVIKEG TtpodlaypadEég mou {ntouvtal Ba MPEMEL va emonuaivovtat
OTOUG avtioToloug Kataloyoug f/kat ta Texvikd ulladia, mov Ba emiouvarmrtovial. Npoodopég mou umoBdAlovral xwpig
va ep\apBavovtal Ta Tio avw oTolxelo va amoppimtovtal.

15. 3e kAO¢e a/a otov omnoio nmpoteivetal avoaAwotpo ou XprleL eEOTALOUS/YEVVATPLA YLO VO AELTOUPYN OEL, O HELOSOTNG
odeilel va mapaxwproeL Tov anapaitnto cuvodo eEOMALOUO SWPEAV TIPOC XPron Yo 000 Slaotnua SLapkECEL N TpopnBeLa.




