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TO I'ENIKO NOXOKOMEIO HEIPAIA «TZANEIO»

"Eyovtag voyn:

1. Tig datdéets, OnmS 1yvLOLV:

1.1. Tov N. 4412/2016 «Anuocieg Zoppdaoeig Epyov, [Ipoundeidv kot Ynpeciovy
( ®EK 147/ 08-08-2016)

1.2. Tov N. 3580/2007 «IIpounbetec @opéwv emomtevopevov and to Yrovpyeio Yyelog kot
Kowaviking AAMNnAeyydng kot dAleg dotateg» (O.E.K. A" 134 / 18-6-2007).

1.3. Tov N. 2955/2001 «IIpounfeiec Nocokopeimv kot Aomadv povadmv vyeiog tov e X.Y.
Kot GAAeg dtataelgy (P.E.K. A" 256/ 2-11-2001), énwg Tpomomopuévos toyveL.

1.4. Tov N. 2362/1995 «IIepi Anpociov Aoyiotikov, eAéyyov TV damavadv tov Kpdtovg kot
dAleg dwutdecy (O.E.K. A" 247 /27-11-1995), dnwg woyvet.

1.5. Tov N. 4152 /2013 ( ®.E.K. 107 A’/ 9-5-2013 ), [opaypapog Z : TIpocappoyn g
EMnvikng NopobBeoiog oty odnyio 2011 / 7 g 16-2-2011 yio v katomoAéunon tov

KaBLGTEPNCEMV TANPOUDV GTIG EUTOPIKEG CUVOAALLYEC.

1.6. Tov N. 4605 /01-04-2019 apBpo 43, Iapdypapog 7 ay.



HPOXKAAEI

Kdabe evorapepduevo, va koatabéoel Tpospopd yio Tpoun el VAIK®OV [Ee KPUTplo
KATOKOP®ONG TN youniotepn Tipfq 1n omoio Oa givor ion 1M pkpotepn TOL
tehevtaiov mapaTnpnINpiov THOV, OTOS AVTO OVOPTATOL GTNV 1GTOGEAMON NG

Emitpomnic [Ipoundeiov Yyeiag.

Awoiopo Zoppetoyng otn owdikacio £(ovv ol avapeEPOUEVOL KATMOTEP®, EPOCOV
aoKOUV eumoptkn N Prounyovikn N Proteyvikn OpactnplOTTO. GLVOEPY UE TO
avtikeipevo g mpoundbewog: o) Ola o Quokd 1M VOoUkd TpOcOTO, MUESATd N
aAlhodand. B) Evooceic mpounbevtddv mov vmofdAiovv  kowvr TPoceopd. Y)

2VVETALPIGUOL.

[Teprypagn tov Intoduevov Katnyoplidv €Wov yivetor oto mwapdptnpe A g
nmapovoag kol 6to wapdptnue A ( Texvikéc Tpooraypapéc ).
Ot pocpopéc pumopovv vo katotifevior péxpt Kol TV nuepounvic Kot @po g

dadikaciog 670 mail ™mg Ynrnpeoiog mprom3@tzaneio.gov.gr

2e mepinTmon mov 0 OYKOS TV OIKOAI0L0YNTIK®Y Eval UEYHAOS , TOPOKALEIGTE
onws Katateovv oe @akxsio oto Ipapeio Ilpwtoxéiiov tov Noocokxouciov

(ue emonfuaven Tov aplOuov TPWTOKOIL0V THS AVAPTHOHG).


mailto:mprom3@tzaneio.gov.gr

Kotd to Aowrd, n dwdikacio Bo devepyndet ko 1 wpoundeta o vAomombetl cOpwva pe To
nopokdtw I[MAPAPTHMATA mov &mGUVATTOVIOL OV TOPOVGH  KOU  OITOTEAOVV

OVOTOOTAGTO LEPOS QTG

1. IEPI'PA®H ZHTOYMENQN KATHI'OPIQN MAPAPTHMA A’
EIAQN

2. OPOI XYMMETOXHX ITAPAPTHMA B’
3. YHHOAEII'MA IIINAKA IHAPAPTHMA I
4. IPOAIATPA®EX ITAPAPTHMA A’

Ot evdlagpepopevol Ba €xovv duvatdmra erevbepng TPOGPOoNG 0TO TANPEG KEILEVO QVTNG
(ovumeptlapfavoréveoyv OA®V TOV TOPOPTNUATOV TNG), G MAEKIPOVIKY HOPON, OTNV

1ot00elido Tov Nocokougiov 610 dtadiktvo (nAekTpovikn dievBuvon: Www.tzaneio.gr ) ot

ddpoun tpoundeteg- pikpompounHetec.


http://www.tzaneio.gr/

ITAPAPTHMA A’

A/E AAA EIAOZ TEMAXIA 2YNOAIKH TMHMA NMAHPO®OPIEZ
AATMNANH XQPIZ
ONA
YMOO1033-AIXAAQTO AOPTIKO
MOZXEYMA NAE=HZ SYNOETIKOY
MOAYEZTEPA,ME ENIKAAYWH BOEIOY
1940 KOAAATONOY. AIAMETPOX 16/08 mm- YNEYOYNH TMHMATOZ
MHKOZX 50cm.AOPTIKO AIXAAQTO Ka ETAMATOMNOYAOY
2,{12&03;21.05;_' G6E3B46906K-KO3 MOXZXEYMA MNOY MPOX®EPEI XAMHAH 1TEM 700,00 € XEIPOYPTEIO THA. EMIKOINQNIAZ
AIANEPATOTHTA KAI YWHAHAIMOXZTAZH 210-4592781
ME XAMHAH ANTIZTAZH £THN BEAONA TOY
PAMMATOZ ,ENQ EINAI ANAAA KAI
EYEAIKTA.
YM001035-MOEXEYMA VASCUGRAFT NEO-
EPTFE,KANONIKOY TOIXQMATOX ME YNEYOYNH
1938 AAKT.8mmx80cm. £YNOETIKA EYOEA TMHMATOZ Ka
615IN46906K-WYZ NEPI®EPIKA MOZXEYMATA AMO e-PTFE 1TEM 850,00 € XEIPOYPTEIO MAPIrAPQNH
/10-05-2023 STANDARD WALL ,ME AAKTYAIOYZ ZE OAO TO THA. EMIKOINQNIAS
2" ANAPTHZH MHKOZ ,MHAENIKHE AIAMEPATOTHTAZ '210 4592908
8mmx80cm. B
YP00607001-XEIPOYPIIKO PAMMA ZYNOETIKO YNEYOYNH TMHMATOZ
ATMOPPO®HZIMO NMOAYKAQNO USP3/0 MHKOYZ Ko MAPFAPQNH
75cm ME MIA BEAONH EYOEIA ,AEPMATOZX 72 TEM 64,80 € XEIPOYPTEIO
,KOMTOYZA ,MHKOYZ 60xIA. THA. EMIKOINQNIAZ
NA EINAI ETOIMOMAPAAOTA 210-4592908
YP00704301-XEIPOYPIIKO PAMMA ZYNOETIKO
1443 AMOPPO®HZIMO MONOKAQNO USP4/0 MHKOYE
/30-03-2023 6WOE46906K-SA1 45¢cm ME MIA BEAONH EYOEIA ,KOMTOYZA 72 TEM 191,52 €
2" ANAPTHZH ,20mm.A/A MAPATHPHTHPIO:49.9.52 YNEYOYNH TMHMATOZX
NA EINAI ETOIMOMNMAPAAOTA Ko MAPIAPQNH
YP00705101-XEIPOYPTIKO PAMMA SYNOETIKO XEIPOYPTEIO THA. EMIKOINQNIAZ
AMOPPO®HZIMO MONOKAQNO USP3/0 MHKOYZ 210-4592908
70cm ME MIA BEAONH EYGEIA ,KOMTOYZA 72 TEM 187,20 €

,MHKOYZ 60x1A TAXEIAZ ATOPPO®HZHZ.
NA EINAI ETOIMOMAPAAOTA




* OI IIPOX®OPEX AEN QA IIPEIIEI NA EEIIEPNOYN TA TEXXEPA AEKAAIKA YH®IA.



ITAPAPTHMA B’

(Amotedel avamOOTAGTO TUNHA TNG SLUKNPVENC)

OPOI EYMMETOXHZX
1. H mpoopopd Oa mpémel va £xel T LOPEY| TOV THVAKO TOV EMGVVATTETAL GTO
[Mopdptnuo I
2. Ymoypewtikd va dnidvovtal kmotkog [apatnpnnpiov Tiuwv, GMDN kot
Kodkodg EOOD.
3. H owovopkn tpocpopd Ba katatifetor amoxieiotikd oe EURO.
4. Thoooa: EAinvikn

5. Ze mepimtoorn kotakOpwong : o) mn mwapddoon 6Oa yivetar evidg tpiov (3)

~

gpyacipov  muepo®v amd TN AqYn g  TopayyedMog , ektog ov - opiletan
dwpopetikd Kat'eEaipeon, P) n moapddoon tov WGV OBa yivetor pe @povtioo
kot damdves tov [lpounbevt, otig Amobnkeg g Ymnpesiog pogc.

[MAnpoun: H miinpopn Ba yivetoar oe gupd, petd amd mponyovuevn Bedpnon tov
YPNUATIKOV EVTOALATOV TANPOUNG.

Ot vroyMe1ot VITOBAAAOVY ETL TOLVY] ATOPPLIYTG TNV TPOGPOPE TOVS  NAEKTPOVIKE

Yg wepimton un vrofoinc 1 un TpoeNKovGac VTOPoriNC TOV AVUOEPOUEVOV TTLO

AV, 1] TPOGPOPU ATOPPITTETOL OC OTAPAOEKTY.
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ITPOAIATPA®EX
ENTOAH : 1938/10-05-2023- YM001035,1940/10-05-2023

Texvikég anoutiosLg
1.Na katatebel yia 0Aa ta €i6n mpwtdTtumo GUANASLO 08NYLWV TOU KOTAOKEUAOTH olkou ota EAAnvVIKA.
2.Na katateBel kKAwikn BLBAloypadio kat va mephapBdvovtol TouAdxlotov U0 SNUOCLEUEVEG KALVIKEG UEAETEG YLa TO
KABe mpoodepdEVO 160G 1} KAWVIKEG LEAETEG E TTIPOTOVTA TOU LSOV KATAGKEVAOTIKOU O(KOU LE AVTLOTOLXA TEXVIKA
XOPAKTNPLOTIKA cUpdwva kat pe MDR article 61 Clinical Evaluation annex lll, Clinical Evaluation and Post Market Clinical
Follow up annex XIV koL Ta MVEUHATIKA SIKOLWUATO TWV cuyypadEwv.

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 auvto
BewpnOel okompo. Adyog anoppudng Oa anmoteAel To ATMOTEAECUA PETA ATIO XPrON OE XELPOUPYELO 1 O€ Tpocopoiwaon
XElpoupyeiou.

5.”0mou {nteital epyaleio Kal avtaAAaKTkEG KEPOAEG sival amapaitntn n mpoodopd o€ OAOUG TOUC AUEOVTEG TOU
niepthapPavovtal (epyoleiou kat avtarlaktikwv kebalwv), eml mowvy andppudng.

6. H mpounBeutpla etalpeia, o€ mepinmtwon mou sivat SladopeTIK AMO TNV KATACKEUAOTPLA, Vo KataBéoel umevBuvn
SnAwon mou va avadépel OtL gival e€ouctodotnuévn amd TOV KATACKEUAOTLKO OIKO yla TNV TEXVLKN UTOOTAPLEN TWV
TPOLOVTWY Kal Thv THPNnon Twy Stadikaclwyv o mbavr avakAnon/amnoécupaon mpoiovtog.

7.H kdBe npoodépouvoa etalpeia, oe mepinmtwon mou eival SLadOPETLKN OO TNV KATACKEVAOTPLA, VA TIPOCKOULOEL SHAWON
NG KATAOKEUAOTPLOG ETALPELAG TTOU VO OVOPEPETAL OTOV CUYKEKPLUEVO SLOywVIOUO Kal va dnAwvel OtL o mepintwon
KaTaKUpwong cupBacng otnv mpoodEpouca etTalpeia, N kKatackeudotpla Oa Seopeutel va tnv mpounBeloel e TN
GUYKEKPLUEVN TTOCOTNTA TWV KATAKUPWOEVTWY 6wV TNG cUpPacnG.

8.H kdBe mpoodEépouoa etalpeia, o mepinmtwaon mou eival SLadopeTLKN amd TNV KATACKEVAOTPLA, VA TIPOCKOWIoEL SHAwon
NG KATAOKEUAOTPLAG E€TaLpeilag mou va SnAwvel OtL n mpoodépouca Ba EVNUEPWVETAL ylo OAEC TG TUBAVE(
avakAfoelc/anoocVpoeLg TPOIOVIWY, OXETLKEG LE TA €8N TIOU £XEL IPOOPEPEL OTO SLOYWVLIOUO.

9. H k&Be mpoodépouca etalpeia, vo SLHOETEL APTIO EKMALSEV LEVO/TILOTOTMOLNUEVO TIPOOWTILKO OO TNV KATAOKEUAOTPLA
eTaLpeia (moTonoinon £wg 2 mponyoU eva £TN) yLoL TNV TEXVLKI UTTOOTHPLEN OTO XELPOUPYELO Kol EE0UCLOSOTNUEVO TURA
service yla TBavo amnapaitnto cuvodo e€omALoUO yLla Thv Katnyopla H.

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




11.Ma TNV TEXVLKA KoL ETOYYEAUATLKA LKAVOTNTA OL OLKOVOLKOL popeig amatteitat: a. va SnAwoouv OtL SLabEétouv HovLUQ
OPYAVWHEVO TUAMO TEXVIKAG UTIOOTNPLENG, KATAAANAQ EKTTOLSEUUEVOU-EEELSIKEVEVOU KL VO KATAOEOOUV TILOTOTOLNTIKG
ekmaidevong kat g€ouclodotnon aUTOU Omd TOV KATOOKEUAOTIKO oiko B. va katatebei katdAoyog Twv KUpLOTEPWM
napadocewv pe avadopad otnv afia tng cupBaocnG, TwWV MPOCHEPOUEVWY TTPOIOVIWY KoL TOUG XPOVOUG

napadoong.

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

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

14. Na K&Be £(60¢ KaL yLot OAEG TIG YEVLKEG KOLL ELOLKEC TEXVIKEG TTpodLlaypadEg tou Intolvtal Ba mpETeL va ou AN pwOei
AVOAUTIKO GUANO CUUHOPPWONG UE TTAPATIOUTTH O KWOLKO Kal o€ oeAida katahoyou r/Kat TexVikwy GpuAladiwv g
KaTAoKeudotplag etatpeiog. OAotL ol KwdLKol Katl oL TeXVIKEG Tpodlaypadeg mou {ntouvtal Ba mpénel va emonuaivovrol
OTOUG avtiotolyoug Kataloyoug f/kat ta Texvikd ¢ulhddia, mou Ba emouvamntovtal. Npoodopég mou umoBarlovial xwpig
va nephapBavovtal Ta o avw oTolxela va amoppintovtal.

15. 3 k@B a/a otov omoio mpoteivetal avaAwotpo tou xprilel e€omALoUO/YEVVATPLA VI VA AELTOUPYAOEL, O HELOSOTNC
odeilel va mapaxwproeL Tov anapaitnto cuvodo e€OMALOUO SwpeAv TIPOC Xpron yla 600 Staotnpa SlopkEoeL n pounBeLa.




