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TO I'ENIKO NOXOKOMEIO IIETPAIA «TZANEIO»

"Eyovtag vaoyn:
1. Tig dwatdéetg, Ommg 1oyvovV:
1.1. Tov N. 4412/2016 « Anpdoieg Xvpupdoceic Epymv, [poundeiodv kot Yanpeoiodv »

( ®EK 147 / 08-08-2016)

1.2. Tov N. 3580/2007 «IIpounBeieg @opéwv emontevdpevemy and 10 Ymovpyeio
Yyelag kot Kowvovikig AAAnAeyydng kou dAleg dwotaéeigy (O.E.K. A" 134 / 18-6-
2007).

1.3. Tov N. 2955/2001 «IIpounfeteg Nocokopeiov Kot Aomadv povadwv vyesiog twv
[Me.Z.Y. xou GAleg dwtaéeey (O.EK. A" 256 / 2-11-2001), énwg tpomomompévog

oY VEL.

1.4. Tov N. 2362/1995 «Ilepi Anupociov AoyioTiKod, €AEYYOL TOV JOTOVAOV TOV
Kpdrovg kar ahreg drataéeigy (OP.E.K. A" 247/ 27-11-1995), 6mwg 1oydet.

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

KOTOTOAEUNOT TOV KOOLGTEPNGE®MV TANPOUDV GTIC EUTOPIKEG CUVAALAYEC.

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 Emrponnig [lpoundeiomv Yyeiag.

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 N arrodand. PB) Evdoelc mpounbevtodv mov vmoPdAilovv kowvn

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 opo

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

e TmepinTtwon mov 0 OYKOS TWY OIKALOAOYNTIKOV &ival UEYHAOS
nopoKaleiore Onws KarateBovy oe paxeio ato I'papeio llpwtokdliov Tov

Nocoxouciov (ue emoijuaven Tov oapiOuod TPWTOKOIL00 THS AVAPTHOHG).

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. HEPI'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 (cvumeplopBovoéveoy OAMV 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

AE AAA EIAOZ TEMAXIA | EIYNOAIKH TMHMA MAH P%"’OP'E
AAMANH
XQPIZ ®MA
5011
190-10-2025 YN007011(kw8.vocok)-SET ENAOMAPEFXYMATIKOY KAOETHPA 10 TEM 8.400.00 €
METPHZHZ ENAOKPANIAS MIEZHE. e YAEYOYNH
A¥:9/1-10-2025 TMHMATOZ
0:63 9DEMN46906K- MEO- Ka BPETTOY
Q8E YN0005005(kw8.vocok)-OPEZA MA KPANIEKTOMH. SYMBATA ME ANANNEYZTIKH | THA.EMIKOINQ
(AP-AZ'(';\ZZ“OZZ' MONITOR TRIONARA VITUS 18. 10 TEM 2.380,00 € 210[‘25‘%2869
TMEN A TKH MPOAIATPADES NAPAPTHMA A
MAPAAOSH)
YA00120400(kw8.voook)-ET AIAAEPMIKHE AIASTOAHE TIA
EMEMBAZEIZ NAXEOZ ENTEPOY-OPOOY,AIAOIOY. NA AIAGETEI YNEYOYNH
4920 NOIKIAIA SXHMATQN KAl MEFEOQN ( TOYAAXIZTQN 6) , OY NA TMHMATOZ
/16-10-2025 65AX46906K. | MMOPOYN EYKONA NA IPOZAPMOETOYN ZE AIAQOPES ANATOMIKEZ Ka
K5A MEPIOXEZ KAl AYNATOTHTA ENAATOMO®ETHEHE TQN KOPAONIQN 10 TEM 3.000,00 € | XEIPOYPFEIO | MAPFAPQNH
A¥:9/1-10-2025 KATA TH METIZTH EKOEZH TOY XEIPOYPFIKOY TPAYMATOS. ME 10 THA.EMNIKOIN
0:64 EAASTIKA AITIZTPA ANA ZYZKEYAZIA KAI TPEIZ AIAQOPETIKOY: QNIAZ

TYNOYZ FATZQN AMNMO ANO=EIAQTO XAAYBA.
MNPOAIATPADEZ MAPAPTHMA A

210-4592908




4922
/16-10-2025

AZ:9/1-10-2025
©:65

Y50046906K-

Bvboorontsd  nepumpeqocvo  epyaleio  ouppagng - Suavopg
vaoTooang puag Xpqang rou va Géverar eubieg xat apbpoleve kepali
e 10 (3 yoe i vl e ianop excndpaey g o
No undpse n Swvenduna 10 Béoeav yavioory Kot Kkaypng ot yovia pxpt 43
exarépafien.Na propet va mupobopet a 25 Kegabés avd nepiovaTxo Kat Vo
Germ 4 Duogupeme ol keguld e pe VPOBBES cuppapag
oafiepol dxyova ya ok demodg/ ayeiasolg, appeaxolg/ Aemot,
avotkol e¥dideooy Kol maxeig ool pe avioolip axtnpes Tuavioy
(keqlég 30mm, 45mm Ko 60mr) Me cueied e iy 60mm, 160mm Kot
200mm). TEM.S

YX00403201

(xwd.voook
XEIPOYPTEIO

MPOAIATPA®EZ
NMAPAPTHMA A

YNEYOYNH
TMHMATOZXZ
Ka
MAPIrAPQNH
THA.ENIKOIN
QNIAZ 210-
4592908




Akl xepalég Sy ki voomapeorg S0mm, 45ma, b0mm e
V6 Kommuc o K enavapgman Kot 3 Yoo ouppages exipad
g o, No o ehpasonts oo e Cogopen vy Kk ¢ e
Yo upsag, No Gicuat v sgnowrnfods 100 e KEpOKYAD 00
e leog el g Yo o g K g
No ooy oofkpd oo o Bold demoig] - ayyeiaots
oyyetacod oo, smvovRoig/evbidpeoon s nely 1moig e (Yg);%?yggg; 2.025,00¢

GVWOWi um']pes waviow,  TEH. 10 Y£01900902

(kwd.voook 3.850,00€

Aviolhoxnuty xegalé G Kot ovomdyaorg 0mm, 45mm e vio | -0 vew
0 Hm(ﬂ Mm o il EIIU\(lq)f')pHOT] K3 \WU@ Guwr'ls U(ﬂ[imeﬂ T | naPAPTHMA A
top. N e Khpunga oxeBiaong pe Siogopensd tpog xhim 0 xdfe
ooy auppagr, No Sienat va xpnoononfot woo e Xepokivo ooo
Kt e pextpoxno epyalio o pAong iéee ek Kaptog avayvapienS
No Gt omfepd Gxpova pe Wuptd poeg yia moki Aemeous/
ayyetaxol wioi (1,0mm, 1 5mm-2mm| TEM.S




4921/16-10-2025
AX:9/1-10-2025
0:64

9Y0746906K-

(o] 4

YA001030

EvBoaxomikd epyakeio eubiag auppagrg - BiaTopric K avoaTopwarng oTiy,

0 omoio pmropef vo GeyBei eubeie, apBpoujieveg, Kexaypéveg ka1 Kupri
keqahég oo idio ovéheyog, o¢ peyédn ouppagrg 30mm, 45mm xar 60mm. Me
véa ko Adya o kdbe emavapdpnion, moMamé Béaei; dpBpwang,
nyaviopd amoguyig mpomupoSémang K emavemupoérang ko aTuked

prkoug {6,
TEMAXIA 10

10 TEM
MPOAIATPA®EE
MAPAPTHMA A

2.600,00

AvroMaxmo] czeakf ya o pwioowomsd epyalzio ferpewisd A wl
nkaxTpe) audtieg ouppogic - ETORNS K SOTOROT, Splpoiya, i
Wi yapud Oupsopis, Daupmupie keI Mo pEMId
anogupi  cvovemupoomor, oytipeg (KA} Tmowios ke jdsng
oupsoRic, e Sespopecd igog K o e ypajud wpods,

YA00106500 TEM 5

45mm, pe KupTO GKpO Kal 03NnY0 yia ayyeiakoUg 1oToug
YA00106501 TEM 10

45mm, ev3iapeon yia kavovikoUg - naxeig IoToug
YA00106503 TEM 10

60mm, evdiapeon yia kavovikoUg - nayeig 10Toug
YA00106502 TEM 5

45mm, evdiapeon yia nayei - noAU nayeig 1oToUg
YA00106504 TEM 4

60mm, evdiapeon yia nayeic - noAU naxeic 10ToUg

34 TEM
NPOAIArPA®ES
MAPAPTHMA A

11.900,00

XEIPOYPTEIO

YNEYOYNH
TMHMATOZX
Ka
MAPIrAPQNH
THA.ENIKOIN
QNIAZ 210-
4592908




IMAPAPTHMA B’
(Amotelel avamOoTAGTO TUNLLO TNG OLOKNPVENG)
OPOI ZYMMETOXHZX

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

2. YmebOvvn onlwon tov a. 8 Tov N. 1599/1986 611 «dev vapyel APETAKANTY KOTASIKAGTIKY ATO@acn €15 fApog TOV 01KOVOUIKOD
@opéa (amd TO VOULIO EKTPOGMOTO TOV POPEN) 1) KOL TOV PLGIKOV TPOSMMTOV (To 0moio givor LEAOG TOL d1okNTIKoV, d1eVBVVTIKOD 1)
EMOTTIKOV TOV OPYAVOL 1 £XEL E£0VGI0 EKTPOCHOTNONG, AYNG ATOPAGEMV 1) EAEYYXOV GE 0VTO) Yo Evav otd Tovg KATOL Adyoug:

®  GUUETOYN| G€ EYKANNOTIKI opydvoon:
e dmpodokia
e ogmatn

®  TPOMOKPUTIKA EYKANNATA 1] EYKAMUOTE GUVOEOUEVA IE TPOPUOKPUTIKEG OPUGTIPLOTITESG

®  VOULPOTTOIN 61 E600MV 00 TUPAVORES OPASTNPLOTNTES 1] YPNNATOOOTI|ON TS TPOUOKPATIOG

*  TOOKI] EPYOGia KAl AAAES HOPPES epmopilag avlpOTOV.

‘o Eivar poporoykd gvijpepog




o 'Eyxel katapdairer TIC E16QOPES KOIVAOVIKIG AOPAMONG

Ynoypemtikd vo dnAovovtar kwdwkog [apatmpnmpiov Tywov, GMDN kot kodikdég EKAIITY
H owovopkn pocepopd Ba katatiBeton amokieiotikd o EURO.

Ov vrofariopeves TPOGPOPES 1GYVOVY KAl OEGUEVOVY TOVS OLKOVOUIKOVS POpEig Yo ordotnua evevivta (90) nuep®dv amd tnv

EMONEVY] TNG KATOANKTIKNG nuepopnviag vrofoins. Iipooceopa n omoio opiler xpovo 16y00g HIKPOTEPO atd TOV AVOTEP® TTPoPremtopevo
OTOPPITTETUL MG T KOVOVIKI].
Noooa: EAAnvu

7. Xe mepimTton KATaKVPOONG : o) 1 mapdooon OBa yiverar eviog tpidv (3) epyoacipov nuepOV and T Aqym TG TapoyyeAiag ,

extdéc av opiletar Sapopetikd kat’eaipeon, P) N mopddoon tov WOV Oa yivetor HE @POVTION KOl OUTAVEG TOL

[IpounBevtn, otig Amodnkeg g Ymnpeoiog pog.

8. II\npoun: H minpopn Ba yivetoaw oe gupd, petd and mponyovpevn Be®dpnon tov y¥pNUOTIKOV EVIOANATOV TANPOUNG om0 TOV

appooo Enitpomo tov EAeyktikon Zvvedpiov.

9. «ZUpowva Pe TNV Ut apiB. 52445 E= 2023/4.4.2023 KYA (B’ 2385) 01 0IKOVOUIKOi QOPEIC UTTOXPEOUVTAI VA
£kSidouv NAEKTPOVIKG TIMOASYIA yia Satrdvec o€ eKTEAEon oupBdoswy (N.4412/2016)

Ot vrroymerot vwoBaAlovy enl OV ATOPPLYNG TNV TPOGPOPE TOVG NAEKTPOVIKA :
Y€ TEPIMTOGN U vrofoinc 11 un TPocNKOVGAC VTOPOANC TOV AVAOEPOUEVOV TILO TAVD, 1] TPOGPOPU QTOPPILTTETOL OC
OTOPAOEKT).




ITAPAPTHMAT ’
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KQAIKOX
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KQAIKOX
EMIIOPIOY

GMDN

EO®




NMAPAPTHMA A

ENTOAEZ2:4921/16-10-2025,4922/16-10-2025,4920/16-10-2025

Texvikég anautosLg
1.Na katatebel yia 0Aa ta €i6n mpwtdTtumo GUANASLO 08NYLWV TOU KOTAOKEUAOTH Oolkou ota EAAnvVIKA.

2.Na katateBel kKAwikn BLBAloypadia kat va mephapBdvovtol TouAdxlotov U0 SNUOCLEUEVEG KALVIKEG UEAETEG YLa TO
KAOe mpoodepdUEVO 160¢ 1} KAWVIKEG LEAETEG LE TTPOTOVTA TOU LE{OU KATAOKEVAOTIKOU O{KOU HE QVTIOTOLXA TEXVIKA
XOPAKTNPLOTIKA cUpdwva Kot pe MDR article 61 Clinical Evaluation annex lll, Clinical Evaluation and Post Market Clinical
Follow up annex XIV koL Ta MVEULATIKA SIKOLWUATA TWV cuyypadEwv.

3.H Huepounvia Anewg Twv epyaleiwv va gival avw Twv 2 €TWVv.

4.H gmutponn texvikng afloAdynong €xel Sikalwpa va {ntrioel delypata mépav anod ta {ntoleva tng SLaknpuéng av auto
BewpnBel okompo. Adyog andppudng Ba amoteAel To AMOTEAECHA LETA ATIO XPrON OE XELPOUPYELD 1} O€ Mpooopoiwaon
XElpoupyeiou.

5.0mou {nteital epyaleio kal aviaAAaKTKEG KeEPOAEG elval amapaitntn n mpoodopd o€ OAOUG TOUG AUEOVTEG TOU
niepthapPavovtat (epyoleiou kat avtalaktikwv kebalwv), emnl mowvy andppudng.

6. H mpounBelitpla etalpeia, os mepintwon mou sivatl SladopeTIK AMoO THV KATACKEUAOTPLA, Vo Katabéoel umevBuvn
SnAwon mou va avadépel OtL sival e€ouolodotnuévn amd TOV KATAOKEUAOTLKO OIKO yla TNV TEXVLKH UTOOTAPLEN TWV
TPOLOVTWY KOl TV TAPNON Twv Stadikaolwyv os mbavh avdkAnon/anécupon npoidvtog.

7.H kdBe mpoodépouoa etatpeia, o MePIMTWON MOV eivat SLadopeTIKA amd TNV KATOUOKEUAOTPLA, VA TIPOooKopiosl SAwaon
NG KATAOKEUAOTPLOG ETALPELAG TTOU VO OVOPEPETAL OTOV CUYKEKPLUEVO SLOYWVIOUO Kal va dnAwvel OtL o mepintwon
KotakUpwong cupBacng otnv MpoodEpouoa ETALPELA, N KATAOKELAOTPLA Ba SeCUEUTEL va TNV TPOUNBEVTEL PE TN
CUYKEKPLUEVN TTOOOTNTA TWV KATAKUPWOEVTWY €6WV TNG cUUPBAONG.

8.H kdBe mpoodEépouoa etalpeia, o mepimtwaon mou eival SLadopeTLK amd TNV KATACKEVAOTPLA, VA TIPOCKOWIoEL SHAwon
NG Katookevdotplag etalpeiag mou va SnAwvel oOtL n mpoodépouca Ba evnUEPWVETAL yla OAeG TG TLBavE(
avakAfoelc/anoocVpoeLg TPOIOVIWY, OXETLKEG LE TA €8N TIOU £XEL IPOOPEPEL OTO SLOYWVLOUO.

9. H k&Be mpoodEpouoa etalpeia, vo SLHOETEL APTIO EKMALSEV LEVO/TILOTOTMOLNUEVO TIPOOWTILKO OO TNV KATAOKEUAOTPLA
eTaLpeia (moTonoinon £wg 2 mponyoU Eva £TN) YL TNV TEXVLKH UTTOOTHPLEN OTO XELPOUPYELO Kol EE0UCLOSOTNUEVO TUR A
service yla mBavoé anapaitnto cuvodd e€omALoMO yla thv Katnyopia H.

10.ARAWON TOU KOTAOKELALOTLKOU oikou OTL Ta Ttpoidvta gival yvrola Kal apetaxsiplota.




11.Ma TNV TEXVLKA KoL ETMOYYEAMATLKA LKAVOTNTA OL OLKOVOMLKOL dopelg amatteitat: a. va SnAwoouv OtL Stabétouv povLUQ
OPYAVWHEVO TUAMO TEXVIKAG UTIOOTNPLENG, KATAAANAQ EKTTOLSEUUEVOU-EEELSIKEVEVOU KL VO KATOOEOOUV TILOTOTOLNTIKG
ekmaidevong kat €£ouclodOTNOoN AUTOU QMO TOV KATOOKEUAOTIKO Oiko B. va katatebel KOTAAOYoG Twv KUPLOTEPWM
napadocewv pe avadopa otnv afia tng cupBaocng, TwWV MPOCHEPOUEVWY TTPOIOVTWY KoL TOUG XPOVOUG

napadoong.

12. Ta mpoodepoOpeva UAKA Ba ipenel va elval kowvomotnpuéva otov EOD kat va SLaBETouv ToV avTioTolXo KwSLKO.

13. ErL mowvn g amokAeLopoU Ba mpénel va katateBolv yla KaBe mpoodepOpevo €606 Ta motomolnTka: 1S013485, AAwon
Juppopdwong, Miotomowntikd CE, Miotomointikd 2xediaopol CE.

14. Na kaBe 1606 Kal yLa OAEG TLG YEVLKEG KOl ELOLKEG TEXVIKEG TpodLaypadEg Ttou InTolvtal Ba MPETMEL va oUUITANpwOEL
AVOAUTIKO GUANO CUUHOPPWONG UE TTAPATIOUTTH O KWOLKO Kal o€ oeAida kataldyou 1/kat TexVIKwV GuAladiwv g
KOTAOKEUAOTPLAG eTalpeiog. OAoL ol kwSLKol Katl oL TEXVIKEG TipodlaypadEg Tou {nTouvtal Ba MpEMeL va ermonuaivovtot
OTOUG avtioTtoloug KataAoyoug r/kat ta texvikd ¢ulhddia, mou Ba emouvantovtal. MNpoodopéc mou umoBalovral xwpic
va mephapBavovtal Ta To Tavw oTolela va amoppintovral.

15. 3 k@B a/a otov omoio mpoteivetal avaAwotpo tou xpriiel e€omALoUO/yEVVATPLA YL VA AELTOUPYAROEL, O HELOSOTNC
odeilel va mapaxwproeL Tov anapaitnto cuvodo e€OmMALOUO SwpeAv TPOC Xpron yla 600 Staotnpo SlopkEoeL n PounBeLa.




ENTOAH:5011/20-10-2025
XYXTHMA ENAOITAPEI'XYMATIKOY KAOGETHPA
METPHXHX ENAOKPANIAX ITIEXHX

TEXNIKEX ITPOAIAI'PAD®EX

KQA YNO007011

A. ENAOITAPEI'XYMATIKOX KAOETHPAX

O kaBetpeg va elvorl EvOOTaPEYYVRATIKOL (Vo TOTT00ETOOVTOL EVTOG TOV EYKEPAMKOV TOPEYYVUOTOS)

Noa etvon nAektpovikoi kafetnpeg e micro tip

Na vrdpyetr dvvatodTnTa GLVEYOLS Katoypapns e evookpdviag mieone (ICP) o apBuntikn tun [va apopd oty
OUGOTOAIKT], UEOT] KOl SLOUGTOMKY] EVOOKPAVIQL Tieon KaOMG Kol otnv e€yke@aAlkn mieon dmbnong (CPP)], kot wg
KUULOTOLLOPOPN.

Ot mopamdve petpioelc vo epgaviCovial 6To KEVTPIKO Monitor tov acdevove.

No vmapyet n dvvatdmTa guEAVIoNG TG KLHATOMOPPNG NG £VOoKpaviag mieong 6to povitop Kabmg Kol Ttov
JedOUEVOV TV TEAELTOUMV 24 PGBV

Noa weprhappavet faon otpiEng tov kabetnpa
2T0V¢ KOOETNPES VOL LTTAPYEL GVGTNULO LETPNGTS Y10 TOV DITOAOYIGLO TOVL BABovg TomoBétnong Tov Kabetrpa.

Noa givor MRI safe (coppatotnto pe Mayvntiko Topoypago émg 3 TESLA)



e No mapéyetal avo Taso GTLYU 0 cLV0O0G EE0TAMGUOS otd TO pHelnddt Yo kotaypaen ICP CPP  yio tovAdyiotov
Tpeig acbeveig

KQA YN0050050x

B. ®PEZA
o Opélo KAUTAAANAN Y10 gatporpvna\/o Kpovioovatpnong, pe stop, n onoia Opwg va givon cvpPoth pe mv Pido g
Baong otpiEng Tov kabetnpa 0 omoiog Ba KatakvpwOel amd TovV S10yOVIGUO.



