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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 .



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 Emrponnig [lpoundeiodv Yyeiag.

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) Evooceic mpounbevtdv mov vmofdAiovv kowvr|

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 umopovyv va Katatifevtor péypt Kol v 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 emoijuaven tov oapiOuod TPWTOKOIL00 THS AVAPTHOHG).

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 TOPAPTUATOV TNG), GE NAEKTPOVIKT LOPOY),
omv 10t00eAido Tov Noocokopeiov oto Swdiktvo  (MAekTpoviky dlevbuvon:

www.tzaneio.gov.gr



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

ITAPAPTHMA A

YA00120101(kwd.voook)-EYETHMA OMTIKOY TPOKAP
129 XQPIZ ANATKH METATPOMNEA ME KANOYAA KAl
/25-06- TPOKAP AIAZTOAHZ ME ENXQMATQMENO AMO YNEYOYNH
2026 MIMAAONI KAl AAKTYAIO KAOHAQEHE ME TMHMATOZX
AYNATOTHTA AMOINAEYPHZ TONOOEETHIHE TOY Ka
Y05346906K-IBA STEIAEOY THN KANOYAA .KANOYAA 200 TEM 10.800,00 € XEIPOYPTEIO MAPIFAPQNH
AKTINOAIAMNEPATH KAI AIAGANH . ME EIAIKH ONH THA.EMNOIKOIN
AZ:24/20- AHMIOYPTIAZ INEYMOMEPITONAIOY XTH MYTH TOY QNIAT
05-2026 TPOKAP XQPIZ THN ANATKH BEAONHZ VERRES . 210-4592908
0:51 $E AIAMETPO 5mm KAl MHKOYZ 10cm.
MPOAIArPA®EX MAPAPTHMA A

YX00371600(kwd.voook)-BPOIXOZ MOAYMNEKTOMHZ MIAZ
XPHZEQZ INA AQAIPEZH ENINEAQN BAABQN. XQPIZ XPHZH
AIAOGEPMIAZ (COLD-SNARE).

240/26- 1.)NA EINAI TPOZYNAPMOAOTHMENOZ ETOIMOX FA
06-2026 XPHZH. YNEYOYNH
2.)NA AIAGETEI ENSQMATQMENH XEIPOAABH ME TMHMATOX
. AIABAGMIZEIZ ANA EKATOZTO (cm) ENAOZKOIMIKO- Ka AYTIAAKH
Az WYMOE46906K-8I'8 3.)NA EINAI MHKOZ 2300mm. 100 TEM 2.800,00 € FAZTPENTEPOAOTIKO | THA.EMIKOINQNIA
AX:24/20- 4.)NA EINAI 2XHMATOZ OBAA AIAMETPOY 20mm. z
05-2026 5.)NA AIAGETEI YPMA KOTHZ AIAMETPOY 0,48mm. 210-4592858

0:53 6.)_NA ®EPEI ZNIPAA AAKTYAIOYZ QZTE NA
AIEYKOAYNETAI H ZYAAHWH BAENNOIONOY.

NA ZTAAOY AEIFMATA MPIN ;I'HN AH=H THZ NPOZKAHZHZ.




YX001038(kw
8.VOOOK)-

BEAONEZX KAHPOOEPAMEIAZ MIA XPHZHZ.1.)NA EINAI
EIAIKA ZXEAIAZMENH TA NA AIEIZAYEI OMAAA ZTON IZTO
KAI H KAOOAHIHZ THZ BEAONAZ NA MPAFMATONOIEITAI

AZIONIZTA XAPH XTHN XEIPOKINHTH ANAKAAZH THX

BEAONAS.
126 gg‘; 026 2.)NA AIAGETEI MHXANIZMO KAEIAQMATOX THE BEAONAS. mﬁxﬂ\%g
-06- W2X146906K- | 3NA AIAOETEI ENZOMATOMENH EPTONOMIKH AABH 1A 200 TEM 400,00 € ENAGEKOMIKO. K ey
AF:24/20-05- 330 4)EYIKEYASIA NA OEPEI XPOMATIKH KQAIKOMOIHEH. ’ PAETPENTEPOAOTIKO | THA.ENIKCOINGNIA
i 5.)H BEAONA NA ®EPEI ZMEIPOEIAH NPOETATEYTIKO A
2026 0:53 THN AMO®YH MAEYPIKHE AIATPHEHE. 210-4592858
6.)NA AIATIOETAI FA EAAXIETO KANAAI EPFASIAS 1.8mm
KAI 2,4mm ME MHKOE KAGETHPA 2300mm
7.)H BEAONA NA AIATIOETAI ZE MHKH 4,5 KAl 6mm KAI ZE
AIAMETPOYE 19,22,23, KAl 25G.
NA ETAAOY AEITMATA MPIN THN AHZH THE NPOZKAHEHE.
SET AOPOZKOMHEHE:
1.)YO®0402605(kw5.voook)-AOPOEKOMIKA
126 026212026 FAY®ANA. YNEYOYNH
-06- A/A 40.8.115 TMHMATOS
W5YB46906K- 2.)YN®0600703(kw5.voook)-HAEKTPOAIA ;;18 '-:'-IEII:II" ;;}gggggg XEIPOYPIEIO Ko MAPFAPQNH
AM7 EZAXNQEHE-EYPPIKNQEHE ISTQON 310 TEM 21500006 THA.EMOIKOINQ
A%:27/03-06- AJA. 40.8.89. )- )590, NIAS
2026 ©:14 3.)YN®0600903(kw5.vocgok)-ANAAQEIMA ZYSKEYHE 210-4592908

ENAAPOPIKHZ MIEZHZ.
A/A40.8.94




IMAPAPTHMA B’
(Amotelel avamdoTOoTO TUNUA THG SKPLENC)
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 VOULLO EKTPOCMOTO TOV POPEN) 1] KOL TOL PLGIKOV TPOSMITOV (TO 0Toi0 givat LEAOG TOV S10IKNTIKOD, d1EVBVVTIKOD 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.

Ov vrofariopeves TPOGPOPES LGYVOVY KUl OEGUEVOVY TOVS OIKOVOUIKOVS POPEIS Yo drdotnpa evevipvta (90) nuepdv amxd tnv
EMOpPEV] TG KOTUANKTIKIG nuepopnviac vrofoinc. Ilpocpopd n omoia opiler ypovo 16Y00g MKPOTEPO ATO TOV AVAOTEP® TPOPrenopevo
OTOPPITTETUL MG P KOVOVIKI].
INowooca: EAAvii
7. Xe mepimtoon KatakVpmonNg: o) M mapddoon Bo yiveror evidg tpidv (3) epyasipmv nuepdv ond T ANyn g mopayyeAiog ,
extoc av opiletor Owapopetikd wat’eaipeon, B) N mopddoon tov WOV Oa yivetor pE GPOVTION KOl OATAVEG TOL
[TpounBevty, otig Amodnkeg g Yanpeoiog pagc.
8. IImpop: H minpour Ba yivetonw oe gupd, HeETd amd mponyoduevn Bedpnon TV YPNUATIKOV EVIOAUATOV TANPOUNIG and TOV

appodo Enitpono tov EAgyktikon Xvvedpiov.

9. «ZUPowva Pe TNV UTT apiB. 52445 E= 2023/4.4.2023 KYA (B’ 2385) 01 0IKOVOUIKOi QOPEIC UTTOXPEOUVTAI VA
£kdidouv NAEKTPOVIKA TINOAGYIA yia Satrdveg o€ kTéAeon ouuBdoswy (N.4412/2016) PE UTTOXPEWTIKH avAPTNON
ornv_EAHT.

Orvroyn ot vtoBdAlovY €l OV ATOPPIYNG TNV TPOSPOPE TOVG NAEKTPOVIKA :
L& TEPIMTOG) U vTofoinc 1 un TPOGNKOVGAS VTOPBOAEC TOV AVUQEPOUEVOV TLO TAV®, 1] TPOGPOPA ATOPPITTETAL OC
OTOPAOEKTT).
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NMAPAPTHMA A

EPEYNA AIOPAZ:129/25-06-2026

TeXVIKEG amALTAOELG
1.Na katatebel yia 0Aa ta €i6n mpwtdtumo GuANASLO 08NYLWV TOU KOTACKEUAOTH olkou ota EAANVIKA.
2.Na katateBel kKAwvikn BipAloypadio kot va mepthapfdavovtol Touldxlotov U0 SNOCLEVIEVEG KALVIKEG LEAETEG YL TO
KAOe MPoodhepOpEVO 160G I} KALVLKEG LEAETEG LE TTPOLOVTA TOU LELOU KOTOOKEUAOTIKOU OLKOU HLE QVTIOTOLXOL TEXVIKA
XOPAKTNPLOTIKA cUpdwva Kot pe MDR article 61 Clinical Evaluation annex Ill, Clinical Evaluation and Post Market Clinical
Follow up annex XIV Kal Ta MVEUPOTIKA SIKOLWHOTO TWV CUYYpadEWV.
3.H Huepopnvia Affewg Twv epyaleiwy 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 okomIpOo. Adyoc amoppuPng Oa anotelel To AMOTEAECUA HETA ATtd XPr)ON O XELPOUPYELO 1 O€ pocopoiwaon
XElpoupyeiou.
5.”0mou {nteital epyaleio kal aviaAAaKTKEG KEPOAEG elval amapaitntn n mpoodopd o€ OAOUG TOUG AUEOVTEG TOU
niepthapPavovtal (epyoleiov kat avtaraktikwyv kebalwv), emnt mowvy andppudng.

6. H mpounBelitplo etalpeia, os mepintwon mou eivatl SladopeTIK Ao THV KATACKELAOTPLA, Vo Katabéoel umelBuvn
SnAwon mou va avadpépel OtL eival €§ouclodotnuévn amd TOV KOTAOKEUOOTLKO OLKO ylat TNV TEXVLKNA UTOOTAPLEN TWV
TPOLOVTWY KOl TV THPNON Twv Stadikaolwy os mBavh avdkAnon/anécupon npoidvtog.

7.H kdBe mpoodpépouoa etalpeia, o MePIMTWoN MoV eivat SLadOPETIKN ATIO TNV KATOOKEUACTPLA, VO Ttpookopioel SAAwon
NG KATAOKEUAOTPLOG ETALPELAG TTOU VA OVOPEPETAL OTOV CUYKEKPLUEVO SLOYWVIOUO Kal va SnAwvel OtL o mepintwon
KotakUpwong cupBacng otnv MpoodEpouoa ETALPELA, N KATAOKELAOTPLA Ba Se0UEUTEL va TNV TPOUNBEVOEL e TN
CUYKEKPLUEVN TTOOOTNTA TWV KATAKUPWOEVTWY €6WV TNG cuUPBAONG.

8.H kaBe mpoodEépouoa etatlpeia, o mepimtwaon mou eival SLadopeTLKN amd TNV KATACKEVAOTPLA, VA TIPOCKOWIoEL SHAwon
NG KATooKELAOTPLag etalpeiag mou va SnAwvel OtL n mpoodépouca Ba evnUEPWVETAL Yyl OAeG TG TLBavE(
avakAfoelc/anoocVpoeLg TPOIOVIWY, OXETLKEG LE TA €8N TIOU £XEL IPOOPEPEL OTO SLOYWVIOUO.

9. H k&Be mpoodépouca etalpeia, vo SLHOETEL APTIO EKMALSEV LEVO/TILOTOMOLNUEVO TIPOOWTILKO OO TNV KATAOKEUAOTPLA
eTalpeia (motonoinon £wg 2 mponyoU Eeva £TN) YL TNV TEXVLKH UTTOOTHPLEN OTO XELPOUPYELO Kol eE0UCLOSOTNUEVO TUAA
service yla TBavo anapaitnto cuvodo e€omALoUO yila Thv Katnyopla H.




10.AAAWGN TOU KOTAOKEUAOTIKOU OlKOU OTL Ta TTPOLOVTA £lval yvrola Kol apleTaxeiplota.

11.Ma TNV TEXVLKA KAl EMOYYEAMOTLKN LKOVOTNTO OL oLkovopLkol ¢popeig amatteitat: a. va SnAwoouv otL dtabgtouv povipa
OPYAVWHEVO TUAMO TEXVIKAG UTIOOTNPLENG, KATAAANAQ EKTTOLSEUUEVOU-EEELSIKEVEVOU KOl VO KATABECOUV TILOTOTOLNTIKG
ekmaidevong kalt g€ouclodotnon aUTOU Omd TOV KATOOKEUQOTIKO oiko B. va Katatebel KatdAoyog Twv KUpLOTEPWM
napadocewv pe avadopa otnv afia tng cupBaocng, TwWV MPOCHEPOUEVWY TTPOIOVIWY KAl TOUG XPOVOUG

napadoong.

12. Ta mpoodpepopeva UAKA Ba ipenel va elval kowvormotlnpuéva otov EOD kat va SLaBETouv Tov avTioTol o KwSLKO.

13. ErL mowvn g amokAelopoU Ba mpénel va katateBolv yia kKaBe mpoodepOpevo i60¢ Ta motomolnTkd: 1S013485, AnAwon
Suppopdwoaong, Miotomointikd CE, Miotomotntikd Ixediaopol CE.

14. Na K&Be £(60¢ KaL yLor OAEG TIC YEVLKEC KOlL ELOLKEC TEXVLKEG tpodLaypadEg tou Intolvtal Do MpETEL va oUUITANpwOEeL
AVOAUTIKO GUANO GUUHOPPWONG UE TTAPATIOUTTH OE KWOLKO Kal o€ oeAida kataAdyou r/kat TexViKwy GpuAladiwv g
KaTaokeudotplag etatpeiog. OAotL oL KwdLKol Kal oL TeXVIKEG Tpodlaypadeg mou {ntouvtal Ba MpEneL va emonuaivovtol
OTOUG avtiotolyoug Kataloyoug f/kat ta texvikd ¢ulhddia, mou Ba emouvamntovtal. Npoodopég mou umoBarlovial xwpig
va mephapBavovtal Ta o Tavw oTolxela va amoppintovral.

15. 3 kGOt a/a otov omoio mpoteivetal avaAWotpo tou XpRleL eEOMALOUO/YEVVATPLA yLa VA AELTOUPYROEL, O LELOSOTNG
odeilel va mapaxwproeL Tov anapaitnto cuvodo e€OMALOUO SwpeAv TPOC Xpron yla 600 Staotnpo SlopkEoel n PounBeLa.




