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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 Yanpesumv »

( ®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 ), [Topdypapog Z : [Ipocappoyn
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 Emrponnic 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 1 arrodand. B) Evodoelg mpounbevtov mov vmoPdAilovv Kown

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 ®po

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 oplOuod TPWTOKOIL0V TS AVAPTHOHS).

Koatd ta Aowwd, n dwadikacio Ba dievepynBel kKou n mpopnfeta Oa vAomonBel copuEmva
pe ta mapoxkdtow IMAPAPTHMATA mov emouvimtoviol 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. IPOAIAT'PA®EX ITAPAPTHMA A’

O1 evdiapepopevol Ba xovv duvatdtnto erebbepng TpoOGPacn 6TO TANPES KEILEVO
vt (cvumePLOUBOVOLEVOY OA®V 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

AJE AAA EIAOZ TEMAXIA TYNOAIKH TMHMA SSI;FE?;
AAMNANH XQPIZ
ONA

YNEYOY

AMNOZTEIPQMENO BAMBAKI ME AKTINOZKIEPO NHMA NH
OAHIO PATTIES ME TH MEFIETH AYNATH 9 000 tem TMHMA
2062 ATNOPPO®HTIKOTHTA AIAZTAZEQN ": : TOZ Ka
127-02-2025 YNO0100100(kwd.voook.)-1cmx5¢cm MAPIrAP

969046906K-X2I" 3.280,00 € XEIPOYPIEIO QNH
THA.EMNI
AX:3/2025 ©:10 KOINONI

YN00100200(kwd.voook)-1cmx1lcm 2.000 tem 2%
4592908
YNEYOY

NH
YMO00214402(kw8.voook)-EPTAAEIA KAOHAQIHE MAETMATOS TMHMA
2049 ME XTYAEO AIAMETPOY 5mm KAl MHKOS 36cm.NA JREFKAGP

126-02-2025 NEPINAMBANEI 25 ANTOPPO®HZIMA KAIN

- . XEIPOYPTEIO QNH
9Z8546906K-8r'0 NOAYAIAZONH/NOAYTAAAKTINHE ZXHMATOZ AINAHZ 24 TEM 8.400,00 € THAEMI
A%:3/2025 ©:12 ATKYPAZ ME AYO $HMEIA KAOHAQZHES MNA AZ®OANEZTEPH KOINQNI

SYTKPATHZH NAEFMATOZ.MPOAIATPADE NAPAPTHMA A Az

210-

4592908




AIAGANOZ KOIAIAKOZ AIAZTOAEAZ TOIXQMATQN KAI
NMPOZATAZIAZ TPAYMATOZ XQPIZ LATEX MIAZ XPHZHZ
AIAZTAZEQN 5-9 cm KAl MHKOZ MEMBPANHZ 18cm.Ol
AIAZTOAEIZ NA AIAGETOYN AYO AAKTYAIOYZ ZTH MIA
NAEYPA I''A EYKOAH TOMOOGETHZH KAI ‘'ENA AAKTYAIO
ZTHN AAAH XPQMATIZMENO INA ENAEI=H TOY MEPOYZ
EIAZMQMHZ ZTHN TOMH .ZE AYO MEIEGH :

2106
/04-03-2025 6AOB46906K-4=8 YHELGY
TMHMA
AX:3/20125 ©:50 I\IXIEFKAGP
YX00370700(kwd.vocok.)-MEZAIOY MEFE@OYZ lNA TOMEZ 5-9 40 tem 3.440,00 € XEIPOYPIEIO ONH
cm KAl MHKOZ MEMBPANHZ 18cm.
THA.ENI
KOINQNI
AX
210-
4592908
NAEFMA ANOKATAZTAZIHZ OM®AAOKHAHZ £ TPOITYAO
AINAHZ OWHZ NOAYMNPOMYAENIOY Eptfe ME YNEYOY
NMPOTONOGETHMENA TEZEPA PAMMATA.NA OEPEI NH
ENZQOMATQMENAO MIMAAONI AIOTKQ2HZ.2TH ZYZKEYAZIA NA 10 tem 6.500,00 € TMHMA
2102 MEPINAMBANEI ZYPITTA NAHPQXZHZ TOY MINAAONIOY KAGQZ l\-III-XIEFKAqP
/04-03-2025 WAIN46906K-3PO KAI A’YO EMINAEON PAMMATA. YM00200002(kw®&.voc0oK)- XEIPOYPFEIO ONH
Slapétpou 7cm
. . THA.ENI
AX:3/2025 ©:51 KOINQNI
A
210-
YM00200003(kw&.voook)-Stapétpou 9cm 4592908
10 Tep 7.020,00 €

MPOAIATPADEZ MNAPAPTHMA A.




2094
/04-03-2025

AZ:3/2025 O:7

YQ6446906K-=PY

KAGETHPAEZ AIMATOYPIAZ 3-WAY COYVELAIRE ATO 100%
KAGAPH ZIANIKONH ,ME EZQTEPIKH ENIZXYZH METAAAIKOY
ZNEIPQMATOZ KAl ME NAAZTIKH BAABIAA ME MHXANIZMO
AIQAANEIAL.

YX00101511(kw8.voook)-No20 50 Tep
YX00101512(kw8.voook)-No22 100 Tep
YX00101513(kwd.voook)-No24. 100 Tep

AMNAPAITHTH H AMTOZTOAH AEIFMATOZ.

3.125,00 €

XEIPOYPIEIO

YMNEYO
YNH
TMHMA
TOZ Ka
MAPTA
PQNH
THA.EN
IKOINQ
NIAZ
210-
459290
8




IMAPAPTHMA B’
(Amotelel avamdGTOGTO TUNHO TG SOKPLENG)
OPOI XYMMETOXHX

1. H mpocpopd Oa mpémel va £xEL T LOPEON TOV THVAKO TOV EMGVVATTETAL GTO
[Mapapmua I'.

2. YmebBovn onlwon tov a. 8 Tov N. 1599/1986 411 «dev vIapyEL AUETAKANTI KOTAOIKACTIKY ATOPAcT €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:

® GULUUETOYN OE EYKANUOTIKY] 0pydveon:
e Jdmpodokia
e amatn

®  TPONOKPUTIKG EYKANRATO 1] EYKAPNATO GVVOEOUEVO NE TPOPROKPUTIKES OPUOTNPLOTNTES

®  VOUNOTIOIN G E600MV U0 TAPAVOUES OPACTNPLOTNTES 1| YPNUATOIOTN G TNG TPOLOKPUTIOG
o  TOOKI] EPYOcio Kol AAAeS pOPPES epmopiag avlpOTOY.

e Eivar goporoyikd evijpepog

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 ,
extoc av opiletar Oapopetikd wat’eaipeon, B) N mopddoon tov WOV Ba yivetor pE @OPOVTION KOl OOTAVEG 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).
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NMAPAPTHMA A

ENTOAEZ2:2049/26-02-2025,2102/04-03-2025

TeXVIKEG AMALTAOELG
1.Na katatebel yia 0Aa ta €i6n mpwtdTtumo GUANASLO 08NYLWV TOU KOTAOKEUAOTH Oolkou ota EAANVIKAL.
2.Na katateBel kAwvikn BLBAloypadia kat va mepthapBdvovtol Touhdxlotov U0 SNUOCLEUUEVEC KALVIKEG UEAETEG YLO TO
KAOe mpoodepdUEVO 160¢ 1} KAWVIKEG LEAETEG LE TTPOTOVTA TOU LE{OU KATAOKEVUAOTIKOU O{KOU HE QVTIOTOLXA TEXVIKA
XOPAKTNPLOTIKA cUpdwva kat pe MDR article 61 Clinical Evaluation annex IlI, Clinical Evaluation and Post Market Clinical
Follow up annex XIV koL Ta MVEULATIKA SIKOLWUATA TWV cuyypadEwv.
3.H Huepounvia Af§ewe Twv epyaleiwv va gival avw Twv 2 €TWV.
4.H emutpornr) TeXVIKAC afloAoynong €xetL Sikaiwpa va {ntioel Seiypata mépav and ta {ntoveva tng SltakApuéng av autd
BewpnOel okomLpO. Adyoc anoppuPng Oa anotelel To anotéAeopa LETA amd Xprion o€ XELPOUPYELO 1 O€ pocopoiwaon
XElpoupyeiou.
5.0mou {nteital epyaleio kal aviaAAaKTIKEG KEPOAEG elval amapaitntn n mpoodopd o€ OAOUG TOUG AUEOVTEG TOU
niepthapPavovtal (epyadeiou kal avtalokTikwv kebaAwv), et mown andppung.

6. H mpounBelitpla etalpeia, oe mepintwon mou sivatl SladopeTIK AMO THV KATACKEUAOTPLA, Vo KatabBéoel umevBuvn
SAAwon mou va avadépel OtL eival eouotodotnuévn amd TOV KATAOKEUAOTLKO OIKO yla TNV TEXVLKH UTOOTAPLEN TWV
TPOLOVTWY KoL TV THPNON Twv Stadikaolwy ot mBavh avdkAnon/anécupon npoidvtog.

7.H kdBe mpoodépouoa etalpeia, og mepintwon mou eivat SLapopeTikA amd TNV KATAOKEVAOTPLA, Vo Tpookopiosl SAAwon
NG KOTAOKEUAOTPLOG £TALPEiOG MOV va avadEPETaL OTOV CUYKEKPLUEVO SLaywVLoPO Kol va SnAwvel OTL oe mepimtwon
KotakUpwong cupBacng otnv MpoodEpouoa ETALPELA, N KATAOKELAOTPLA Ba Se0UEUTEL va TNV TPOUNBEVOEL e TN
CUYKEKPLUEVN TIOOOTNTA TWV KATAKUPWOEVTWY €6WV TNG cuUPBAONG.

8.H kaBe mpoodEépouoa etatlpeia, o mepimtwaon mou eival SLadopeTLKN amd TNV KATACKEVAOTPLA, VA TIPOCKOWIoEL SHAwon
NG KaATtookevdotplag etalpeiag mou va SnAwvel oOtL n mpoodépouca Ba evnUEPWVETAL yla OAeG TG TLBavE(
avakAfoelg/anoocVpoelg TPOIOVIWY, OXETLKEG LE TA £18N TIOU £XEL IPOOPEPEL OTO SLOYWVLIOUO.

9. H k&Be mpoodépouca etalpeia, vo SLHOETEL APTIO EKMALSEV LEVO/TILOTOTMOLNUEVO TIPOOWTILKO OO TNV KATAOKEUAOTPLA
etatlpeia (motomoinon €wg 2 mponyoUeva £TN) yLa TNV TEXVLKH UTIOOTHPLEN OTO XELPOUPYELD Kot e§0UCLOSOTNUEVO TUAMA
service yla mBavoé anapaitnto cuvodd e€omALopo yla thv Katnyopia H.

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




11.Ma TNV TEXVLKA KOL ETMOYYEALATLKY LKOVOTNTA OL OLKOVOLKOL popeig amatteitat: a. va SnAwoouv OtL Stabétouv povLUQ]
OPYAVWHEVO TUAMO TEXVIKAG UTIOOTNPLENG, KATAAANAQ EKTTOLOEUUEVOU-EEELSIKEVEVOU KOl VO KATOOECOUV TILOTOTOLNTIKG
ekmaidevong kat €£ouclodOTNON AUTOU OO TOV KATOOKEUAOTIKO Oiko B. va katatebel KOTAAOYOG TwV KUPLOTEPWM
napadocewv pe avadopad otnv afia tng cuPaonG, TWV MPOCHEPOUEVWY TTPOIOVIWY KAl TOUG XPOVOUG

napadoong.

12. Ta mpoodepoOpeva UAKA Ba ipenel va elval kowvormotnpéva otov EOD kat va SLaBETouv Tov avtioTol o KwSLKO.

13. Eru mowvng amokAeLlopoU Ba mpénel va katateBouv yla kKaBe mpoodepOpevo €606 Ta motomolnTka: 1S013485, AAwon
Juppopdwong, Miotomowntikd CE, Miotomointikd 2xediaopol CE.

14. Na kaBe €(60¢ Kal yLa OAEG TLG YEVLKEG KOLL ELOLKEG TEXVIKEG TpodLaypadEg tou InTolvtal Ba MPEMEL va oUUITANpwOEL
AVOAUTIKO GUANO GUUHOPPWONG UE TTAPATIOUTTH OE KWOLKO Kal o€ oeAida kataldyou r/kat TeExVIKWV GpuAladiwv g
KOTAOKEUAOTPLAG eTalpeiag. OAoL ol kwSLkol Kat oL TEXVIKEG TipodlaypadEg Tou {nTouvtal Ba MpEMeL va emonuaivovtol
OTOUG avtioTtolyoug KataAoyoug r/kat ta texvikd ¢ulhddia, mou Ba emouvantovtal. MNpoodopéc mou umoBarovral xwpic
va mephapBavovtal Ta To Tavw oTolxela va amoppintovtal.

15. 3 k@B a/a otov omoio mpoteivetal avaAwotpo tou xprileL e€omALopd/yeVVATPLA VLA VO AELTOU PYHOEL, O HELOSOTNG
odeilel va mapaxwproeL Tov anapaitnto cuvodo e€OmMALOUO SwpeAv TPOC Xpron yla 600 Slaotnua SlopkEoeL n PO BeLa.




