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TO I'ENIKO NOXOKOMEIO IIETPAIA «TZANEIO»

"Eyovtag vaoyn:
1. Tig dwatdéetg, Ommg 1oyvovV:
1.1. Tov N. 4412/2016 « Anpdotieg Xvpupdoeis Epyov, [pounbeiomv kot Yanpeoiov »

( ®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 «IIpounfeieg Nocokopeiov Kot Aomadv povadwv vyeiog tov
[Me.Z.Y. xou dAleg dwtdéeiey (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 ), [opdypapog Z : IIpocappoyn
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 .



HPOXKAAEI

1. Kdabe evduwpepdpevo, vo katabécel TPocsopd Yoo TPounel VAIK®OV Ue
KpLTNplo KOTOKOP®ONG TN YopunAoTepn Tipfq 1 omoia Oa givan ion 1
MIKPOTEPT] TOV TEAEVTOIOV TTOPATPNTNPIOV TIHOV, OTOS OVTO AVOPTATOL

otV otocerida g Emrpomnic Ilpoundeiomv Yyeiog.

2. Awoiopo ZUPUETOYNG OTN Ol0IKOGIo £€Y0VV Ol OVOPEPOUEVOL KATMTEPM,
€POGOV 0ICKOVV EUTOPIKT 1 PLOPNYOVIKN 1 PLOTEYVIKY] dpAGTNPLOTNTO GUVAPT
pe 1o ovtikeipevo g mpoundetog: o) Oho o UOIKAE 1] VOpKA TPOSOTA,
nuedard M airodond. B) Evoocelg mpounbevtdv mov vmofdAiovv Kovi

TPOGPOPA. Y) ZVVETALPIGLOL.

3. Tleprypoen v {NTOOUEVOV KATNYOPI®OV EWOMOV YIVETOL GTO TAPAPTNIY A TNG

napovcog kot 6to wapdptnpa A ( Teyvikég mpodraypapic ).

4. Ot mpoo@opéc umopovy va Katatifevrar péypt Kol Ty nuepounvio Kot opo

™me owdwkaciog oto mail g Ymnpeoiog mprom3@tzaneio.gov.qr

e mepinTtwon mov 0 OYKOS TWY OIKAIOAOYNTIKOV &ival UEPHAOS
napakoiEiote Onwg Katatehovy og pakelo oto Ipapeio lIpwtoxéliov Tov

Nocoxouciov (ue emoijuavon tov apiOuov TPWTOKOIL00 THS AVIPTHOHG).

Koatd ta Aowwd, n dwadikacio Ba dievepynBel kou n mpopnfeta Oa vAomonBei copuemva
pe 1o mapokdteo ITAPAPTHMATA mov emouvamtoviot GTnV mopovuco Kot

OTOTEAOVV OVOTOGTOGTO HEPOS 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
avtg (cvumeplopBovoéveoy OAMV TOV TOPAPTNUATOV TNG), GE NAEKTPOVIKY LOPOY],
omv 10t00eAido Tov Noocokopeiov oto Swdiktvo  (MAekTpoviky dlevbuvon:

www.tzaneio.gov.gr



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

ITAPAPTHMA A

ZYNOAIK
H
AJE AAA EIAOZ TEMAXIA | AAMANH | TMHMA nm;:gzwo
XQPIZ
OnNA

YNEY®YNH

?29631 1.2024 YA001148(kw8.vocok)-TPOKAP ONTIKA ATPAYMATIKA 5-12.ME TMHwATOZ
Kt ENZQMATQMENO KAI ANIOZNQMENO TPOMOIHTIKO KAl MMAAONAKI a

%gﬁzlézrf"' P4EN46906K-PK6 STAGEPOIMOIHZHE MA MHAENIKH ANQAEIA CO2 AMO KOIAIAKO 120 TEM 8'16€0’00 XE'P%YPFE' MAPFF':‘PQN
TMHMATIKH TOIXQMA. THA.EMIKOI
I1APAAOZH) MPOAIATPADEZ NAPAPTHMA A. NQONIAZ

210-4592908
3930 YA001148(kwd.voook)-TPOKAP OMTIKA ATPAYMATIKAS5/11mm.ME YNEYOYNH
126-11-2024 ENIQMATOMENO KAI AMTOZMQMENO TPOMOIHTIKO KAI TMH'\IQ:«TOZ
(AP.AIAFQN MMAAONAKI ETAGEPOMOIHEHE MA MHAENIKH ANQAEIA CO2 29.250,00 | XEIPOYPFEI
4049/2024 92Z'¥46906K-62® AITO KOIAIAKO TOIXQMA. ME OMH AHMIOYPTIAZ 450 TEM € o B R
TMHMATIKH NMNEYMOMEPITONAIOY. ONIAS

NAPAAOZH)

MPOAIAIPA®EZ NMAPAPTHMA A.

210-4592908




YA001054(kwd.voook)-ENAOZKOIMIKH AABIAA AMOAINQZHZ

AITEIQN ,ME MHKOZX ZTEIAEOY 34cm,ME XAMHAOY NMPO®IA YNEYOYNH
,ZIATONEZ N'A KAAYTEPH OPATOTHTA KATA THN KAOGHAQZH
3929 TQN CLIPS . NA AIAGETEI MEPIZTPO®H ITEIAEOY 360°,20 CLIPS TMHMATO
2611 EYTKPATHEH TON IZTON MEFEOOYZ MEEAIO METAAO(MIL) MAPTAPQ
2024(AP.AIATON EZQTEPIKOY ANOIFMATOZX KAIM 4.0x1A KAl MHKOZ KAEIZIMATOZ 240 TEM 26.400,00 | XEIPOYPTEI NH
405012024 KAIN 8.8x1A, ME XPQMATIKH ENAEIZH TON TPIQN TEAEYTAIQN € o THA.EMIKO
TMHMATIKH CLIPS,KA®QS KAI ENAEIZH SYKAIZHE TON CLIPS.NA AIAGETEI INONIAS
MAPAAOZH) MHXANIZMO ZYTKPATHIHZ KA@ETHPA XOAAITEIOrPAGIAZ 210-
KAGQZ KAI ENAEI=H. H ®OPTIZH-NMYPOAOTHZH NA INNETAI ZE 4592908
AYO ZTAAIA.
MPOAIATPA®EZ MAPAPTHMA A
YP00603802(k®6.vo60K)-
MoAkA®va 6VVOETIKG amToppPoPIGLLd PAPPATE PEONS UTOPPOON OGNS NE
PoaxtnproctaTiky dpaon Yo acOeveic pe avénuévn mbavotyto
RETEYYEPNTIKNG AOTROENS Y10 POA YN LOYUDOEE®V YEIPOVPYIKNG TOUNG.
Awripnon avroyis ety taon 75% otig 14 nuépeg, 40%- 50% otig 21
nuépes kar 25% otig 28 nuépeg. Na amoppopovvrar mhiipmg o€ mepimov 56-
70 nuépec. YMNEYOYNH
Or Berdveg va amotehovVToL 06 VYNNG TOOTNTOGS KPapo xdivfa 455 ko TMHMATOZ
3883 620A46906K-Z9P 'dw(n Katd A;SI, ne RSQISKTIK(')TT]TG vikehiov 7',5-9,§%, MoTtE v ] 720 TEM 3.960,00 | XEIPOYPTEI MAPl'If-\OI('-‘QNH
[22-11-2024 AVTIGTEKOVTOL 6€ KAPYN-6TPEPL@O, e TEMLUTUGHEVO CANA KOL E6OTEPIKES € (0] THA.EMIKOIN
& eEMTEPIKEG EMPNKNG CVAUKADGELS VLU AGPUAECTEPO KPATN LG GTO QNIAZ

BelovokaToyo Yo ac@uAl] EVvaArayn TS POPag TS PELOVINC KATA TNV
OLAPKEL OLEYYELPNTIKAV YEIPLOUAV.
* USP 1, pe perovn J - FISH HOOK (AyxioTpo), 31mm, pfikog pdppotog
70cm
.NA EINAI ETOIMOITAPAAOTA 11 NA ANATPA®ETAI XTHN
IMPOX®OPA TO MOZOXTO TIOY OA EINAI ETOIMOITAPAAOTO
MEXPI THX 20-12-2024

210-4592908




3896
/25-11-
2024(AP.AIAIQN
4048/2024
TMHMATIKH
NMAPAAOZH)

907346906-XHA

YK034001(x®0.vocok)-MOP@®OMETATPOIIEAX ITIEXHX
(TRANDUCER) AITIOXTEIPQMENOX IAHPQX XET MONOY AYAOY .
AITAPAITHTOX XYNOAOZX EEOITAIZMOX 20 KAAQAIQON XYMBATA

ME MONITOR TRIONARA
JIPOAIAT'PA®EX TAPAPTHMA A.

800 TEM

8.800,00
€

MEO-
ANATINEYZTI
KH

YNEYOYNH
TMHMATO
Z Ka
BPETTOY
THA.ENIKO
INQNIAZ
210-
4592869




IMAPAPTHMA B’
(Amotelel avamdoTaoTO TN THG O1OKNPLENG)
OPOI XYMMETOXHZX

1. H mpoopopd Oa mpémel va £xEL T LOPEON TOV THVAKO TOV EMGVVATTETAL GTO
[Hoapéptnpua 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 EKTPOGMOMTO TOV POPEN) 1) KOL TOL PLGIKOV TPOSMTOVL (T0 0moio gival LEAOG TOV S101KNTIKOD, d1ELBVVTIKOD 1|
EMOTTIKOV TOV OPYAVOL 1 £XEL E£0VGI0 EKTPOCHOTNONG, AMYNG ATOPAGEMV 1) EAEYYXOV GE 0VTO) Yo Evav od Tovg KATOL Adyoug:

®  GUUUETOYY G€ EYKANNOTIKI opydveon:

e dmpodokia

e ogmatn

® TPOMOKPUTIKA EYKANNATA 1] EYKAMNOTE GCUVOEOUEVE IE TPOUOKPUTIKES OPUCTNPLOTITES

®  VOULPOTTOIN 61 £600MV 00 TUPAVOUES OPASTNPLOTNTES 1] YPNNATOOOTI|ON TS TPOUOKPATIOG

®  TOLOIKI] EPYOCiQ KOl GALES pOPPES Epmopiag avOpOTOV.
e Eivar goporoyikd evijpepog

o 'Eyel katafdrdiel TIC E10QPOPES KOLVOVIKIG 0.6QAAGNG

Yroypewtikd va oOnAovovtol Kodwog [Hapatnpnmpiov Twov, GMDN kot kwoikdg EKATITY



H owovopkn pocepopd Ba katatiBeton amokieiotikd o EURO.

INaoooca: EAAvikn
6. Xe mepimtoon Kataxvpwong: o) 1 mapdooon Oa yivetor evidg tpidv (3) epyacipmv nuepdv amnd T ANym g mopayyeAiog ,
extoéc av opiletar dapopetikd kat’eaipeon, B) M mopddoon tov WOV Oa yivetor HE @POVTION KOl OATAVEG TOL

[IpounBevtn, otig Amodnkeg g Ymnpeoiog pog.

7. IDipoun: H minpopn Ba yivetow oe gupd, petd amnd mponyovpevn Be®dpnon Ttov ¥pNUOTIKOV EVIOANATOV TANPOUNG om0 TOV

appodto Enitpono tov EAeyktikon Zvvedpiov.

8. «ZUpowva Pe TNV Ut apiB. 52445 E= 2023/4.4.2023 KYA (B’ 2385) 01 0IKOVOUIKOi QOPEIC UTTOXPEOUVTAI VA
£kSidouV NAEKTPOVIKG TIMOASYIA yia Satrdveg o€ eKTEAson ouuBdoswy (N.4412/2016)

Ot vroymerot vwoBaAlovy entl IOV ATOPPLYNG TV TPOGPOPE TOVG NAEKTPOVIKA :
g TEPIMTOGN U vrofoinc 11 un TPOoGNKOVGAC VTOPOANC TOV AVAPEPOUEVOV TLO TAVD, 1] TPOGPOPU ATOPPITTETOL OC
OTOPAOEKT).

ITAPAPTHMAT ’
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ENTOAEZ2:3931/26-11-2024,3930/26-11-2024,3929/26-11-2024

TeXVIKEG
OUTLOULTH OELG

1.Na katateBel yla 6Aa ta €ién mpwtotuno GpuALGSLlo 08nNyLWV Tou KATAOKELAOTH oikou ota EAANVIKA.

2.Na katateBel kAwikn BLBALoypadia kot va meplthapBavovial TOUAAXLOTOV SUO0 SNOCLEUEVEG KALVLIKEG
UEAETEC yla TO KAOE poodepOLEVO (160G 1) KALVIKEG UENETEG LE TIPOLOVTA TOU L8OV KATOOKEVAOTIKOU OlKOU HE
avtioTolya TEXVIKA XapaKTNPLOTIKA cUpdwva kat pe MDR article 61 Clinical Evaluation annex 111, Clinical
Evaluation and Post Market ClinicalFollow up annex XIV kot Ta TIVEUATIKA SIKOLW AT TWV cUuyypadEwv.

3.H Huepopnvia Angewg twv epyaleiwv va ival avw Twv 2 TWV.

4.H emutpornn teXVIKNAC afloAoynong €xel Sikalwpa va Introet deiypata népav amnd ta {NtoUueva the
Staknpuénc av autd BewpnBei okomipo. Adyog anoppudng Ba anotelel to amotéAeopa PeETA amnod xprion os
XELPOUPYELO | O Mpooopoiwaon

XELPOUpPYELOU.

5.”0movu {nteital epyaleio kat avtaAlaktikég kedpalég eival amapaitntn n mpoodpopd o€ OAOUG TOUG
avovteg mou

nephapPBavovral (epyadeiou kot avtaAlakTikwy kedaAwyv), eni mown andppudng.

6. H mpounBeutpla etalpeia, oe mepintwon mou eival SLAPOPETIK QMO TNV KATAOKEUAOTPLA, VO KOTABEDEL
urtelBuvVN SAAwaon mou va avodEpel OTL ival e£oucLoS0TNUEVN OO TOV KATAOKEUAOTIKO OLKO YLO TNV TEXVLKH
uTtooTtAPLEN TWV TPOTOVTWY Kal TNV THpnon twv dtadikaclwv ot ribavr) avakAnon/amnécupon mpoiovtog.

7.H kdBe mpoodépouca ctalpela, oe mepimtwon mou elval SLadOpPETIK AMO TNV KATACKEUAOTPLA, Va
TipooKopioel SAAWGON TNG KATAOKEUAOTPLAG ETALPELAG TTOU VA avadEPETAL OTOV CUYKEKPLUEVO SLAYWVLOUO Kal
va SNAWVEL OTL 0 TEPIMTTWON KATAKUpWOoNG cUUBacng otnv mpoodEpouoa €TALPELQ, N KATAOKEUAOTPLO Ba
Seopeutel va tnv mpopnBevoel pe TN

OUYKEKPLUEVN TIOCOTNTA TWV KATAKUPWOEVTWY 6wV TNG cUUPBacnC.

8.H kabe mpoodépouca etalpeia, oe mepimtwon mou elval SladopeTiky aAmMd TNV KATOOKEUAOTPLD, VO
TIpooKOWioel SAWON TNG KOTAOKEUAOTPLAG €TalpEilag Tou va SnAwvVeL OTL N poodEpouca Ba evnuepwveTal
vyl 0Aeg Tig mibavég avokAAOELS/AMOCUPOEL TIPOIOVTWY, OXETIKEC e To £(6n Tou €xeL MpoodEpel oTg
Slaywviouo.




9. H kdBe mpoodépouoa ctalpeia, va Slabétel GptTia eKMOLOEUUEVO/TMOTOMOLNUEVO TIPOCWIILKO Qo TV
KATOLOKEUAOTPLA ETALPELA (TLOTOTIOLNON £WG 2 TIPONYOUEVA £TN) YLA TNV TEXVLKN UTIOOTHPLEN OTO XELPOUpPYELD
KoL e€0UCLOSOTNEVO TURMA service yla mBavd anapaitnto cuvodo eSomALoud yla TNV Katnyopia H.
10.ARAWON TOU KOTAOKEUOOTIKOU 0ikou OTL Ta Tpoilovta eival yviola Kol apetaxeiplota.

11.MNa TNV TEXVIKA KOL ETMAYYEAUATIKA LKOVOTNTA OL OlKOVoulkol ¢opeic amatteitat: a. va dnAlwoouv oTl
SLaB£TOUV HOVIHA OPYAVWHUEVO TUAMA TEXVIKNG UTOOTAPLENG, KATAANAQ ekmalSeuEVOU-eEELOIKEUEVOU Kal VAl
Katabéoouv mioTOMOLNTIKG ekmaideuong kal £fouclodotnon autol amd TOV KATOOKEUAOTLKO oiko PB. v
kotatebel Kkatdloyo¢ Twv KuplOTEpwvV Tmapadocswv Ue avadopd otnv afla ¢ oclupBacng Twy
TPOCPEPOUEVWV TIPOLOVTWY KAl TOUG XPOVOUG

nopadoong.

12. Ta mpoodepodueva UALKA Ba TipEmel va eivat kowvormotnuéva otov EOD kal va Stab£touv Tov avtiotol o
KWOLKO.

13. EmtL mowvA g amokAELopoU Ba Ttpérmel va katateboUv yla KAOe tpoodepOUEVO 160G TO TILOTOTMOLNTLKAL:

1SO13485, AnAwon

Jupuopodwong, Motonmowntikd CE, Motonowntikd Ixedlaouou CE.

14. MNa k& el60¢ KoL yLa OAEG TIG YEVIKEC KOl ELOLKEG TEXVLKEG TtpodLaypad£g mou {ntouvtal Oa mpémnel va
OUUTANPWOEL avaAuTikd GUANO CUUUOPPWONG LE TIAPATIOUTTH) O KWOLKO Kal o€ oeAiba kataAdyou H/Kkal
TeXVIKWV duAadiwv Tng

KaTooKeuaotpLlag etatpeiag. OAotl ol kwdikol Kat oL TeExVIKEG podlaypadég mou {nTouvtal Ba TpémeL va
€MLONalvovTal

oToU¢ avtiotolyoug KataAdyouc f/kat ta TexVikd ¢uAadia, mou Ba emouvarntovtal. MNpoodopég mou
umoBaMovtal xwpig

va nepl\apfavovtal To o MAVW OTOLXELO va amoppimtovral.

15. 3¢ kABs a/a oToOV OToi0 TIPOTEiVETAL OVAAWGCLUO TIoU XPrleL EOMALOUO/YEVVATPLA YLa VA AELTOUPYAOEL, O
LeLoSOTNC odellel va mapaywpr oL ToV anapaitnto cuvodod e€omMALOUO Swpedv Mpog xprion yla 6co Stdotnua
Slapkéoel n mpounBela.

ENTOAH:3896/25-11-2024
Npodiaypadic.

Mopdopetatponéag mecewv (TRANSDUCERS)



1. MAApeg cUOTNUA TTPOCUVAPUOAOYNHEVWV CUCKEUWY HLAG XPONG Ylot LETPNON QULUOTNPAG TIEONG, UE EVOWUATWHEVO TO chip Kal TiG
TPOEKTATELS UPNANG Ttieong cUvEEONC LE TOV KABETHPA KoL TNV CUCKEUN XOPNYNong NMapLVIoUEVOU 0poU.
2. H petatpomnn Tou onfuatog va yivetat oto chip xwplic pecoAaBnon pepppavwy i ouvdeon oe 181k Baon.
3. Na Swbétel ovotnua ylo Tov €AEYX0 TWV UETPNOEwV Kal bavikn andoPfeon taldviwong (damping), mou va amodelkvUeTal e
aveéaptntn BLBAloypadikn avadopd yia peylotonoinon tng akpifelac.
4. Na €xeL Suvatotnta va TonobetnBel TOC0 0TO UNMPATOO TOU acBeVoUC yla eUKOAOTEPN LeTadOPA, OGO KAl OE OTOTW.
ErunpdoBeta n etatpeia va mpopnBevel Ta anattol leva kalwdia Ta onola va cuvdéovtal ansuBeiag pe ta untapyxovta Monitors xwplg
necoAdfnon Baong n AAAOU CUGTHOTOC TTOU VA TA KATAOTOUV SUcypnota



