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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 .



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 Emrponig Ilpoundeiomv Yyeiog.

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) Evdoelg mpounbevtov mov vmofdiiovv 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 Katatifevrar péypt Kol v nuepounvio Kot opa

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 emoijuavon tov apiOuov TPWTOKOIL0V THS AVIPTIHOHG).

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
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

AJE AAA EIAOZ TEMAXIA ZYNOAIKH TMHMA "’“;FEC;_“’O
AANANH
XQPIZ ®NA
YNEYOYNH
TMHMATOS
YN®0600802(kw8.voook)-EET NEYPONAPAKOAOYOHEHSE KAAAQN Ka
239 NPOZQMNIKOY NEYPOY,ANOTEAOYMENO AITO MONOMOAIKO STYAEO MAPFAPON
113.01.2025 9=A046906K-8K4 | MIAZ XPHZH ANOZTEIPQMENO ME ATPAYMATIKO AKPO 0,5 mm KAI 10 TEM 3.850,00 € XEIPOYPIEIO H
SET HAEKTPOAIQN AYO AIKANAAQN KAI AYO MONOKANAAQN THA.ENIKOI
HAEKTPOAIQN. NQNIAZ
210-
4592908
YNEYOYNH
YI11140010H(kw5.vocok)-EYEKEYES XOPHIHEEQN EIAIKON TMHMATOS
699 OAPMAKQN MEZQ ANTAIAS . ANAIZOHZIOA | Ka TEIAH
/13-01-2025 620246906 K-ONY NA STAAOYN AEIrMATA. 1.700 TEM 9.350,00 € OrIKO THA.EMIKOIN
NMPOAIArPA®EE MAPAPTHMA A. QNIAZ
210-4592907
YNEYOYN
YA001030(1028.voc0K)-ENAOEKOIIKO EPTAAEIO LYPPA®HY - H
AIATOMHE KAI ANASTOMQXHE IETQN,TOM OMOIO MIIOPEI NA TMHMATO
AEXOEI EYOEIEX,APOPOYMENEL,KEKAMMENEE KAI KYPTEE 5 Ka
769 KE®AAEE £TO IAIO ETEAEXOX ,E METE@H ZYPPA®HE
/13-01-2025 ‘PHA746906K-K25 30mm,45mm 60mm.ME NEA KONTIKH AAMA XE KAGE 10 TEM 2.600,00 € XEIPOYPT'EIO MA'LF'_‘:‘PQ
ENMANA®OPTIZH,[TIOAAATIAEE OESEIL APOPQIHE,MHXANIZEMO
AMO®YTHE MPONYPOAOTHEHE KAI EIANAITYPOAOTHEHE KAI J)PNAQEIT:;

XTYAEO MHKOYX 16cm.

210-




ANTAAAAKTIKH KE®AAH I'TA TO ENAOZKOIIIKO EPTAAEIO
(MHXANIKO 'm KAI HAEKTPIKO)EY®OEIAYX XYPPA®HY -AIATOMHX
KAI ANAXTOMQXHY ,APOPOYMENH,ME TPIIIAH TPAMMH
YXYPPAOHY , ENXQMATOQMENH KOIITIKH AAMA,MHXANIZEMO
ANTO®YI'HX ENANAITYPOAOTHEHX AT'KTHPEY (KAIIIE)TITANIOY
KAI MHKOZXZ XYPPA®HX ,ME AIA®OPETIKO YWYOX KAIIl XE KAGE
I'PAMMH XYPPAOHX.ITPOATATPA®EX IIAPAPTHMA A

YA00106500(kwd.voook)-45MM,ME KYPTO AKPO KAI OAHIO lNA 5 TEM
AITEIAKOYZ IZTOYZ
YA00106501(kwd.voook)-45MM,ENAIAMEZH INA KANONIKOYZ- 10 TEM
NAXEIZ 1ZTOYZ.
YA001065039kwd.voook)-60MM,ENAIAMEZH INA KANONIKKOYZ- 10 TEM
MAXEIZ IZTOYZ.
YA00106502(kwd.voook)-45MM,ENAIAMEZH INA MAXEIZ -NOAY 5TEM
MAXEIZ IZTOYZ.
YA00106504(kwd.voook)-60MM,ENAIAMEZH INA MAXEIZ -NOAY 4 TEM

NAXEIZ IZTOYZ.

11.900,00 €

4592908




765
/13-01-2025

9YHO46906K-P3=

YZ01003102(kwd.voook)-AYTOMATOI EMANA®OPTIZOMENOI
NEPIZTPE®OMENOI KAl APOPOYMENOI HAEKTPOKINHTOI
ENAOZKOMIKOI KOMTOPANTEN-ME MHKOZ ZYPPA®HZ AIATOMHZ
60mm AIAMETPOY 12mmMHKOZ XTYAEOY 34CM A ME
ENZOMATQMENH KOINTIKH AAMA AITO ANO=ZEIAQTO ATZAAI ZTO
ZTEAEXOZ TOY EPIAAEIOY.NA AIAGETOYN EZQTEPIKO MOXAO O
OnoIloz NA KINEITAI MAPAAAHAA ME THN KAMYH TOY BPAXIONA
KAI NA AINEI T'QNIQZH EQZ 45 MOIPEZ EKAPEPQOEN,EXONTAZ
AMNEPIOPIZTEZ OEZEIZ APOPQXZHZ AINONTAZ TH AINATOTHTA
NYYPOAOTHZHZ ZE AEKAAEZ AIAQOPETIKEZ OEZEIZ ANAAOTIA
ME TO XEIPOYPI'IKO MNMEAIO.NA MIMOPEI NA AEXETAI EIAIKO
NMPOZAPMOIEA KYPTOY AKPOY XZTH ZIATQNA TOY
EFPAAEIOY.NA AEXETAI EZI AIAOOPETIKEZ KAZETEZ XQPIZ
KOMNTIKH AAMA ME 3 TPAMMEZ ZYPPA®HZ IN'A ATTEIAKOZ
L,AEMTOYZ ,ENAIAMEZOYZ,MAXEIZ KAI MOAYZ MAXXEIZ IZTOYZ.

10 TEM

4.500,00 €

ANANTAAAAKTIKEZ KAZETEZ IN'lA TA EMANA®OPTIZOMENA
EPrAAEIA ZYPPA®HZ.1.)YZ00504206(kwd.voook)-INA KANONIKOYZ
IZTOYZ

20 TEM

2.)YZ00504207(kwd.voook)-T'A MAXEIZ IZTOYZ

20 TEM

3.)YZ00504204(kwd.voook)-T'A ENAIAMEZOYZ IZTOYZ.
MNPOAIATPA®EZ NMAPAPTHMA A

20 TEM

600,00 €

XEIPOYPTEIO

YMNEYOYN
H
TMHMATO
2 Ka
MAPIrAPQ
NH
THA.ENIK
OINQNIAZ
210-
4592908




IMAPAPTHMA B’
(Amotelel avamdoTOoTO TUNHA THG SLKNPLENC)
OPOI XYMMETOXHX

1. H mpoopopd Bo mpémet va £xel Tn LOPOT TOV TIVOKO TOV EMGVLVATTETOL GTO
[Mopapmua I'.

2. YmebBovn onlwon tov a. 8 Tov N. 1599/1986 011 «dev vapyel APETAKANTY KOTASIKAGTIKY ATO@acT €15 fApog TOV 01KOVOUIKOD

@opéa. (amd TO VOLPO EKTTPOGHOTO TOV POPEN) 1] KO TOV PUGIKOD TPOGMTOL (TO 0TOi0 Elvar HEAOG TOV O10IKNTIKOV, O1ELOVVTIKOV 1|
EMOTTIKOV TOV 0PYAVOL 1 €Yl EE0VGIN EKTPOCHOTNONG, ANYNG AToPAcE®MV N EAEYYXOV G€ avTd) Yo Evay amd Tovg KAtwOL Adyovg:

®  GUUUETOYN OE EYKAMNNATIKT opydveon:
e Jdmpodokia
o amartn

®  TPOUOKPUTIKG EYKANNOTO 1] EYKMRATO CUVOEOUEVOE PUE TPOUOKPUTIKES OPUCTNPLOTNTES

®  VOHIPLOTTOiN 61 €600V U0 TOPAVOUES OPACTNPLOTNTES 1| YPNUATOIOTNGT TNG TPOLOKPUTIOG
o  TOOKI] EPYOcio Kol AAAeS pOPPES epmopiag avlpOTOY.

e Eivar goporoyikd evijuepog

o 'Eyel katafdrier TIC E10QOPES KOWVOVIKIG 06QAAIGNG




Ymoypewtikd va oOnAovovtol Kodwkog [Tapatnpnmpiov Tiwov, GMDN kot kwdikdg EKATITY
H owovopikn mpocpopd Oa katatiBetar amokieiotikd o EURO.
INowooa: EAAvi

6. e mepimtwon KatakOpwong: a) M moapddoon Oa yivetar eviog tpidv (3) epyacipov nuepdv amd ™ ANYN TG TopayyeAiog ,
extog ov opileton OlapopeTikd kot’efaipeon, PB) N moapddooon twv €0®V Bo yiveTow pHe @POVTION Kol OATAVES TOL
[TpounBevty, otig Amodnkeg g Yanpeoiog pog.

7. IImpou: H minpoun Ba yivetar oe gupd, petd omd mponyovpevn Beddpnomn 1oV YpNUOTIKOV EVICAUATOV TANPOUNG OO TOV

appodo Enitpono tov EAgyktikon Xvvedpiov.

8. «ZUpowva he TNV UTT apiB. 52445 E= 2023/4.4.2023 KYA (B’ 2385) 01 0IKOVOUIKOi QOPEIC UTTOXPEOUVTAI VA
£KOIOOUV NAEKTPOVIKG TIMOAOYIA Via SATTAVEC O€ EKTEAEON ouuBdoswv (N.4412/2016)

O vroyneot vtoBdAlovy el OV ATOPPIYNG TNV TPOSPOPE TOVG NAEKTPOVIKA :
LE TEPIMTOG) U vTofoic 1] 1IN TPOGNKOVGAC VTOPOAEC TOV AVAPEPOUEVOV TLO TAV®, 1] TPOGPOPA ATOPPITTETAL OC
OTOPAOEKTT).




ITAPAPTHMAT ’
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NMAPAPTHMA A

ENTOAH:699/13-01-2025

YMN1140010H(Kwd.vooOK)-

YVOKEVT] YOPNYNONS QUPUIK®OV HECHD OYKOUETPIKNG AVTALOS

Na owwbétovv dSraTpnTIKO POYY0S, PILTPO UN EIGPONS CEPH KUl KATUKPATN OGNS cOpaTdiov 15 pm, coiva pe e£dptnpa Tpootacios amod
™V €AeV0epN po1], Y10 TNV QVTOROTY OLOKOTN TNG PONS KOTA TNV 0QUIPEST] TNG GVGKEVTG 00 TNV AvTAiG, dvvaToTTO YpPiong £o¢ 96
MDPES YLO OLKOVOMIO OTIS GUOKEVES, GKPO NE eAEVOEPO TEPLOTPEQPONEVO GUVOETIKO Y100 OTOPULYN TNG GLGTPOPTS TNG GUGKEVNG KO
0EPAYMYO TAON VL0 TTPOCTAGIO OO ETYPOAVVOELS KaTd TV eEaépmon TS ocvokevi)s. Me 00nyieg T0m00£TNONG TG GVGKEVNS 6TV
avthio, ko ehev0epn amd Adtes ko ®Oaika Aloto (Latex Free, DEHP Free)

O1 oyKkopeTpIKég AVTAIEG TOV GVVOIEVOVYV TIG GUOKEVES, VO EIvaL GUYYPOVIG TELVOLOYIAS, VYNNG akpifelas pe c@aipa evdoeikTikd < £3%,
Kpov Papovg £mg 2 Kg, amho eAAnviko pevov, Eyypopn Prfiodnkn eoppdkov, aplOpuntiké tAnktpoioyto exi tng 006vng 11 QvoKo,
EMOPKI] AVTOVOi0 pTaTapiag Yo, peTa@opés Kar va drefitovv Tig e€ig Asttovpyisg: a. bolus TovidyieTov 2000 mi/h, B. ewdomoinon
0010V TEPLEKTN YOPig emMTALOV d16ONTHPA GTAYOVOV, Y. OTTIKOOKOVGTIKOVS GLVAYEPROVG, d. aviyveven aroepaing 50-1000 mmHg
TOVAAYLGTOV, €. EKTOVOO TTiEGNG NETA 06 ambdPpaln, 61. KaTaypagl] xopnynodivrov oykwv 24h, 8h, tpéyov (Bapdrac) ko kaboprlépevo.



ENTOAH:
769/13-01-2025,765/13-01-2025

Texvikég anoutiosLg
1.Na katatebel yia 0Aa ta €i6n mpwtdtumo GUANASLO 08NYLWV TOU KOTAOKEUAOTH Oolkou ota EAANvVIKA.

2.Na katateBel kKAwikn BLBAloypadio kat va mephapBdvovtol TouAdxlotov U0 SNUOCLEUEVEG KALVIKEG UEAETEG YLa TO
KABe mpoodepOEVO 160G 1} KAWVIKEG PEAETEG E TTIPOTOVTA TOU LSOV KATAGKEVAOTIKOU O(KOU LE AVTLOTOLXA TEXVIKA
XOPAKTNPLOTKA cUpdwva kat pe MDR article 61 Clinical Evaluation annex Ill, Clinical Evaluation and Post Market Clinical
Follow up annex XIV Kal Ta MVEUUOTIKA SIKOLWUOTO TWV CUYYpabEwWV.

3.H Huepopnvia Affewg Twv epyaleiwv va eival Avw Twv 2 €TWV.

4.H erutpornr TeXVIKNG aglohoynong €xeL Sikaiwpa va {ntrioel Selypata mépav anod ta {ntovpeva tng Staknpuéng av auto
BewpnOel okomIMO. Adyoc anoppuPng Oa anotelel To AMOTEAECUA HETA ATtd XPr)ON O XELPOUPYELO 1 O€ pocopoiwaon
XElpoupyeiou.

5.”0mou {nteital epyaleio Kal avtaAAaKTlkeG KePOAEG sival amapaitntn n mpoodopd o€ OAOUG TOUC AUEOVTEG TOU
niepthapPavovtat (epyoleiov kat avtalaktikwy kebalwv), eml mowvy andppudng.

6. H mpounBelitpla etalpeia, oe mepintwon mou sivatl SladopeTIK AMO TV KATACKEUAOTPLA, Vo Katabéoel umevOuvn
SnAwon mou va avadépel OtL gival egouclodotnuévn anmd TOV KATAOKEUAOTLKO OIKO yla TNV TEXVLKN UTOOTAPLEN TWV
TPOLOVTWY KoL TV THPNON Twv Sltadikaoclwy os mbavh avdkAnon/anécupon npoidvtog.

7.H kaBe mpoodépouoa etalpeia, oe mepintwon mou eival SLapOPETIKA AO TV KATAOKELAOTPLA, VA TIPOCKOUIoEL SHAwoN
NG KATAOKEUAOTPLOG ETALPELAG TTOU VO OVAPEPETAL OTOV CUYKEKPLUEVO SLoywVIoUO Kal va dnAwvel OtL o mepintwon
KATaKUpwong cupBacng otnv mpoodEpouca eTalpeia, N kKatackevdotpla Oa Seopeutel va thv mpounBeloel e T
CUYKEKPLUEVN TTOOOTNTA TWV KATAKUPWOEVTWY €6WV ThG cuUPBAONG.

8.H kaBe mpoodépouoa etalpeia, o mepinmtwon mou eival SLadOPETIKN ATIO TV KATOOKEUAOTPLA, VA TTPOOKOIoEL SAHAwaGN
NG KaATooKeLAoTplag 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 mpoodépouca etalpeia, vo SLHOETEL APTIA EKMALSEU LEVO/TILOTOMOLNUEVO TIPOOWTILKO OO TNV KATAOKEUAOTPLA
eTaLpeia (moTonoinon £wg 2 mponyoU eEva £TN) YL TNV TEXVLKI UTTOOTHPLEN OTO XELPOUPYELO Kol EE0UCLOSOTNUEVO TURA
service yla TuBavo anapaitnto cuvodo e€omALoUO yla Thv Katnyopla H.

10.ARAWON TOU KOTAOKELOLOTLKOU oikou OTL Ta Ttpoidvta eival yvrola Kal apetaxeiplota.




11.Ma TNV TEXVLKA KoL ETTOYYEALATLKE LKOVOTNTA OL OLKOVOLKOL dopeig amatteital: a. va dnAwoouv otL Stabgtouv povipa
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 mtpoodepopeva UAKA Ba ipenel va elval kowvomotnpuéva otov EOD kat va SLaBETouv ToV avTioTol o 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 ou InTolvtal Ba MPEMEL va oUUITANPpwOEL
AVOAUTIKO GUANO CUUHOPPWONG UE TTAPATIOUTTH O KWOLKO Kal o€ oeAida kataldyou 1/kat TexVIKwV GuAladiwv g
KOTAOKEUAOTPLAG eTalpeiag. OAoL ol kwSLKol Katl oL TEXVIKEG TipodlaypadEg Tou {nTouvtal Ba MpEMeL va emonuaivovtotl
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 kGO a/a otov omoio mpoteivetal avaAwotpo tou xpHlel e€omALOUO/YEVVATPLA VLA VO AELTOUPYHOEL, O HELOSOTNG
odeilel va mapaxwproeL Tov anapaitnto cuvodo e€OmMALOUO SwpeAv TPOC Xpron yla 600 Staotnpo SlopkEoeL n PounBeLa.




