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TO I'ENIKO NOXOKOMEIO IIEIPAIA «TZANEIO»

"Eyovtag vwoyn:
1. T dwtaéerg, OTMS 1ydoLvV:
1.1. Tov N. 4412/2016 « Anuocieg Xvopupaceis Epyov, [Tpoundeidv kot Yanpeoiav »

( DEK 147 / 08-08-2016)

1.2. Tov N. 3580/2007 «IIpounfeieg Popéwv emomtevdpevev amd 0 Ymovpyeio
Yyelag kot Kowaovikng AAANAeyydng ko dAleg dwtaéegy (@.E.K. A" 134 / 18-6-
2007).

1.3. Tov N. 2955/2001 «IIpounBeieg Nocokopeimv Kot AO®Y HOVAS®V vYEiOG TmV
[Me.XY. o dAheg dwrdéecy (P.EK. A” 256 / 2-11-2001), 6nwg Tpomomompuévog

woyVEL

1.4. Tov N. 2362/1995 «Ilepi Anpociov AoyioTiKov, €AEYYOV TOV JSUTAVOV TOL
Kpdrovg kat dArec dwataceiy (O.E.K. A" 247/ 27-11-1995), dnwg 1oydet.

1.5. Tov N. 4152/2013 ( ®.E.K. 107 A’/ 9-5-2013 ), [Tapdypapog Z : IIpocapuoyn
ms EMnvikng NopoBesiog otnv odnyia 2011 / 7 g 16-2-2011 vy v

KOTOTOAEUNOT) TOV KAOVGTEPTCEMV TANPOUDY GTIS EUTOPIKES CUVOAAAYEG.

1.6 Tov N. 4605 /01-04-2019 épbpo 43 , [Tapaypapog 7 ay .



HNPOXKAAEI

1. Ka&Be evowpepodpevo, va katabeécer mpocopd yio mpoundeio. VAIKAOV pe
KpLTNplo KOTOKOP®ONG TN LounAoTepn Tipq N omoia Oa sivon ion 1
MKPOTEPT] TOV TEAEVTOIOV TAPATNPNTNPIOV TIHAOV, OO OVTO AVOPTATOL

otV 1otoceAda ¢ Emrpomng [pounOeidv Yyeiog.

2. Awoiopo ZUUUETOYNG OTn OdIKAGIoL €YOVV Ol OVOQPEPOLEVOL KOTMTEPM,
€QOGOV 0CKOVV EUTOPIKN N Bropnyovikn 1 Ploteyvikn 0pactnploTnTo GLVIET
pe 1o avtikeipevo g mpounbetag: o) Ola Ta UOIKA 1 VOUIKA TPOCHOTO,
nuedoand M oarrodand. B) Evdoelg mpounbevtdv mov vmofdiiovv ko

TPOGPOPA. ¥) ZVUVETOPIGHOL.

3. Tleprypaen T@v {NTOVHEVOV KOTYOPIDOV E0MV YIVETOL GTO TAPAPTNNA A TNG

napovoog kot oto wapdptnue A ( Teyxvikéc mpooraypagic ).

4. Ot Tpooc@opég UmopovV va Katotifevior uéypt Kot Ty nUEpOUNVIia Ko dpa

™me Swdikaciog oto mail g Ymnpsoiog mprom2@tzaneio.gov.qr

2e mepintwon mov 0 O0YKOS TV OIKAIOLOYNTIKOV &gival UEYALOS
mapakalieiote Onws Katatehovy oe pakelo oto I'papeio Illpwtokéliov tov

Nocoxouciov (ue emojuaven Tov opiOuod TPOTOKOIL0D THS AVAPTIGHS).

Katd ta Aowmd, n dwdikacio B dievepynBel kot n mpounfeta B vAomoBel cupPwva
pe 1o mopoaxkdteo ITAPAPTHMATA mov emGuvamtoviol GInV mopovco Kot

OTOTEAOVV OVOTTOGTAGTO UEPOG OTNC.



1. HNEPI'PA®H ZHTOYMENQN
EIAQN

KATHI'OPIQN

ITAPAPTHMA A’

2. OPOI XYMMETOXHX ITAPAPTHMA B’
3. YIOAEII'MA ITIINAKA ITAPAPTHMA I’
4. TIPOAIATPA®EX ITAPAPTHMA A’

Ot evolapepopevol Ba £xovv duvatdTnta eAehBepng TpdcPacng 6to TANPES Keipevo
avtNG (CLUTEPTAOUPOVOUEVOV OA®V TOV TOPAPTNUATOV TNG), O NAEKTPOVIKT LOPOT,
otV 1o0toceMoa Tov Noocokopeiov ot1o dwdiktvo (NAektpovikny oO1evOvvon:

www.tzaneio.gr



http://www.tzaneio.gr/

ITAPAPTHMA A

AE AAA EIAOZ TEMAXIA| ZYNOAIKO TMHMA NAHPO®OPIEZ
nozo
XQPIZ ®NA
1046/28-02- | W8I'Z46906K- | AIMOXTATIKH ZEAATINH ME ANOPQIINH 30 8.250,00 € XEIPOYPTEIO
2023 EA8 OPOMBINH ZE ZYZKEYAZIA ENOX TEMAXIOY

METAAYTEPH TQN 6ML, I'A EMAPKEIA ENOX
TEMAXIOY ANA XEIPOYPTIKH EMEMBAZH,
ME XTAGEPH XYXTAXH (PEOAOTIKA
XAPAKTHPIZTIKA) TEAIKHZ OYZIAZ T'IA OZO
METAAYTEPO XPONIKO AIAZTHMA. NA
ZYMMEPINAMBANETAI ZTHN ZYZKEYAZIA
EYKAMIITO AKPO®YZIO (ME MNHMH) ME
AYNATOTHTA AEITOYPIKHZ KAMWHZ 360°
A ANATOMIKA AYZMNPOZITEZ MEPIOXEZ.
NA ANTOPPO®ATAI ZE 4-6 EBAOMAAEZ. NA
NEPIEXElI TH XAMHAOTEPH TIMH BAZEI
NPOZOEPOMENHZ MOZOTHTAX TEAIKHZ

OYZIAZ (TIMH ANA /ML NMPOIONTOZ).

Ka MAPFAPQNH
THA:210-4592908




1327/13-03-
2023

6/\BB46906K-
=3z

ENAOZKOIMIKH AABIAA ANOAINQZHX
AITEION ME MHKOZX XTEIAEOY 34cm ME
XAMHAOQY TMPO®IA ZIATONEX INA KAAYTEPH
OPATOTHTA KATA THN KAGHAQXH CLIPS.
NA AIAGETEI NEPIZTPO®H ZTEIAEQY 360-,
20 CLIPS TITANIOY ME ANTIOAIZOHTIKH
EMI®ANEIA TIA THN IZEXYPH XYTKPATHZH
TON IZTON METEGQYX MEZAIO, METAAO
(M/L) EZQTEPIKOY ANOITMATOZ KAITT 4.0 xIA
KAI MHKOZ KAEIZIMATOZ KAIMM 8.8x1A ME
XPOMATIKH ENAEI=H TON 3 TEAEYTAIQON
CLIPS KAGQZ K ENAEI=H XYTKAIZHX TON
CLIPS. NA AIAGETEI MHXANIZMO
2YTKPATHZHZ KAGETHPA
XOAAITEIOIPADIAY KAGQX K ENAEI=ZH. H
®OPTIZH -MYPOAOTHZH NA TINETAI ZE 2
2TAAIA. NPOAIATPA®EZ MAPAPTHMA A

120

11.760,00 €

XEIPOYPTEIO

Ka MAPFAPQNH
THA:210-4592908

1048/28-02-
2023

PY>W446906K-
rnmn

HAEKTPOAIA AIAGEPMIAZ AMOZTEIPQOMENA
MIAZ XPHZHZ.

2.000

2.900,00 €

XEIPOYPTEIO

Ka MAPTAPQONH
THA:210-4592908




1296/23-03- | WY2IA46906K-

2023

OIM

SYZTHMA AIETXEIPHTIKHE
NEYPO®YZIOAOTTKHE MAPAKOAOYOHIHS 8
KANAAIQN TA EMEMBAZEIS OYPEOEIAOYE
ME AYNATOTHTA AIETEPZHS KAl
NAPAKOAOYOHEZHE TQN KATQ AAPYTTIKQN
NEYPQN, TOY MAPAMAHPQMATIKOY, TOY
YMNOrAQEZIOY, TOY ®PENIKOY KAGQS
EMIZHE KAl SYNEXH AIEFEPSH TOY
MNEYMONOTASTPIKOY NEYPOY.
TO SYXTHMA NA SYNOAEYETAI ArO:
« SET ENAOTPAXEIAKOY TQAHNA
ENIZXYMENOY, $MIPAA, ME CUFF KAI
EPFOXTAZIAKA ENXQMATQMENO ZEYTOX
HAEKTPOAIQN AYO KANAAIQN ME METAAH
EMIGANEIA KATATPA®HS (MEPIMOY 7 CM),
ME EYKAMMTO OAHIO ENAOTPAXEIAKHE
AIASQAHNQSHS AMOAYTQS SYMBATO ME
TON ENAOTPAXEIAKO SQAHNA STHN IAIA
AMOSTEIPQMENH ZYIKEYAZIA ME
AYNATOTHTA SYNEXOYS KATAMPA®HS. NA
AIATIOETAI E OAA TA MEMEGH (6.0, 6.5, 7.0,
7.5, 8.0, 8.5).
ME AYNATOTHTA Z'YNAEZHSE ME :
- AINMOAIKO EYKAMITO STYAEO TYMNOY
MICROFORK.
« AINMOAIKO EYKAMIMTO HAEKTPOAIO
ANOIXTOY BPOIXOY ME MAHPQS
ENZQMATQMENA HAEKTPOAIA A TH
SYNEXH AIETEPEH TOY
MNEYMONOTASTPIKOY NEYPOY.

H ETAIPEIA YNIOXPEOYTAI NA NMPO3®EPEI
AQPEAN TO MHXANHMA AIEMXEIPHTIKHE
NEYPOIMAPAKOAOY®HEHE, TO OMoIO

MPEMEI NA ®EPE

10

5.000,00 €

XEIPOYPTEIO

Ka MAPFAPQNH
THA:210-4592908




TTAPAPTHMA B’

(AtTOTEAEI AVOTTOOTTACTO TUAMA TNG dlaKAPUENG)

OPOlI ZYMMETOXHZ

1. Hmpoo@opd Ba TTPETTEI VA £XEI TN MOPPI] TOU TTIVOKA TTOU ETTICUVATITETAI OTO
Mapdptnua I'.

2. YmevhBvvn 0MAwon tov a. 8 Tov N. 1599/1986 611 «dev vIdpyel AUETAKANTY KOTAOIKAGTIKY) ATOPacT €15 fAPOS TOV OLKOVOULKOD
@opéa (oo T0 VOLO EKTPOCHOTO TOL POPEN) 1) KL TOV PUGIKOD TPOSMTOL (T0 0T0i0 €ivar LEAOG TOV S101KNTIKOV, dtevfuvTikoD i
EMOTTIKOV TOL OPYAVOL 1 £XEl E£0VTTN EKTPOCOTNONGS, ANYNG ATOPACE®DV 1} EAEYYOL GE AVTO) Yo EVV amd TOLG KAT®O1 AOYoLC:

® GUUUETOYN GE EYKANUATIKI opydvoon:

e Jdmpodokia

e oamatm

® TPOUOKPOTIKA EYKAMNOTO 1| EYKALATO GUVOEONEVU IE TPONUOKPUTIKES OPUOTIPLOTNTES

®  VOUIPOTOINGT £600MV OO TAPAVOUES dPACTNPLOTNTES 1] YPNUATOOOTION TNGS TPOROKPUTING

*  TAOIKI] gpyacio Kol GAAES pop@Eg epmopiog avlpOTOY.




Eivar goporoyikd gvijpepog

"Eyel katafdirel TIG E16Q0PES KOWVOVIKIG 0GQIMONG

YTroxpewTiKa va dnAwvovTtal Kwdikég Maparnpntnpiou Tiuwyv, GMDN kai kKwdikog EKAMTY

H oikovopikr) TTpoo@opd Ba kaTaTifeTal atrokAEIoTIKG o EURO.

FAwooa: EAANVIKY
6. Xe mepimtoon kaTokOpmoNG: o) M mapddoon Oa yiveror eviog tpidv (3) epyaciumv MUEPOV omd TN ANYN TNG TopAyyEAMOC
extog av opiletoan Opopetikd kot’efaipeon, PB) M mapddoon tov €WV Bo yivetar pe @povtido kol SamAvES TOL

[TpounBevtn, otig Amobnkeg g Ymmpeoiog poc.

7. IDmpou: H minpoun Ba yivetor oe gvupd, PETA amd Tporyovuevn Bedpnon Tov YPNUOTIKOV EVICAUITOV TANPOUNIG OO TOV

appodolo Enitpomo tov EAeyktikon Xvvedpiov.

O1 utrowniol UTTORAAAOUV ETTi TTOIVH) ATTOPPIYNS TNV TTPOCPOPA TOUG NAEKTPOVIKA :
2& MEPITTWON PN UTTOBOARS A BN TTPOOAKOUCAS UTTOBOARG TWV aAVAPEPOUEVWYV TTIO TTAVW, N TTPOCPOPd
ATTOPPITITETAI WS ATTAPASEKTN.




INAPAPTHMAT ’
YIIOAEII'MA IIINAKA

APIOMOZX
ENTOAHX

HEPITPA®H
EIAOYX

TIMH
INPOX®OPAX
ANA
TEMAXIO
XQPIX OITA

KQAIKOX
ITAPATHPHTHPIOY

TIMH
ITAPATHPHTHPIOY

KQAIKOX
EMIIOPIOY

GMDN

EO®




NPOAIArPA®EZ NMAPAPTHMA A

AE: 1327/13-03-2023

TeXVIKEG ATTAUTAOELG
1.Na katateBel yia OAa ta €idn mpwtotuno GuANAdLo odnyuwv Tou Kataokevuaotr oikou ota EAAnvika.
2.Na katateBel kKAwvikn BBAloypadia kot va eplappavovtal TOUAAXLoToV U0 SNUOGCLEUUEVEG KALWVLKEG MEAETEC yLa TO
KABe mpoodepOUEVO 160G N KALVIKEG LEAETEC UE TIPOLOVTA TOU 60U KATOLOKEUAOTIKOU O(KOU HLE QVTIOTOLXO TEXVIKA
XOPOKTNPLOTIKA cUpdwva kat e MDR article 61 Clinical Evaluation annex Ill, Clinical Evaluation and Post Market Clinical
Follow up annex XIV Kol Ta TIVEULOTIKA SIKOLWUOTO TWV CUYYPAbEWV.
3.H Huepopnvia Anfewg Twy gpyaleiwv va gival avw Twv 2 TWv.
4.H erutpornr) TeXVIKAG afloAoynong €xel Sikaiwpa va Introetl delypata mépav amo ta {ntovupeva tng Sltaknpuéng av auto
BewpnBel okdTILHO. AOYOG amoppudng Ba amoteAel To AMOTEAEGUA LETA ATTO XPriON OE XELPOUPYELD I O IPocopoiwaon
XELpoupyeiou.

5.”0mou {nteital epyodelo kol avtoANaktikég kedaAég eival amapaitntn n mpoodopd oe SAoUG TOUG AUEOVTEG TOU
neplhapBavovral (epyadeiov kKot avtaAAaktikwy kedoAwv), €ni mown anoppupng.

6. H mpounBeutpla etalpeia, oe meplmtwon mou sival SLadOPETIK Ao TNV KOTOOKEUAOTPLO, va KataBéoel umelBuvn)
SnAwon mou va avadépel OtL eival €£0UOLOSOTNUEVN ATIO TOV KOTOOKEUOOTIKO OLKO ylat TNV TEXVIKA UTOOTNPLEN TwY
TPOLOVTWY KaL TNV THpnon twv Stadikaowwyv os Tubavr avakAnon/anéocupon npoiovtog.




7.H kdBe mpoodépouvoa etalpeia, o mepintwon mou sival S1adopeTikr amod TNV KATAOKEUAOTPLA, VO TipooKopiosel SAAwon
TNG KATOOKEUAOTPLAG ETOLPELAG TIOU VO AVODEPETOL OTOV CUYKEKPLUEVO SLaywviopo Kat va SnAwvel OtL og meplmtwon
KOTaKUpwong cuuBacng otnv MPoodEpouca ETALPELR, N KATAOKEVAOTPLA Ba SEOUEUTEL va TNV IPopNBeVoEL HE TN
OUYKEKPLUEVN TTOCOTNTA TWV KATAKUPWOEVTWY el8WV TNG cuuPBaonc.

8.H kdOe mpoodépouoa stalpeia, os mepinmtwon mou sivat SladopeTIKA Ao TNV KATAOKEUAOTPLA, VO TtpooKouiosel SAwon
NG KOTOOKEUAOTPLOG etalpeiog mou va SnAwvel OtL n mpoodépouca Bo evnuepwvetol yla OAeg TG TOaveg
ava kA OELG/amocUPOELG TIPOLOVIWY, OXETLKEG LIE TA £6N TIOU £XEL TIPOOGEPEL OTO SLayWVIOUO.

9. H kdBe mpoodépouoa statpeia, va SlaBETel dptia EKMALGEUUEVO/TILOTOMOLNUEVO TIPOCWIIKG QMO TNV KATAOKEUAOTPLA
etalpeia (motomnoinon éwg 2 mponyoUUEVA £€TN) YLA TNV TEXVLKN UTIOOTHPLEN OTO XELPOUPYELD Kol EE0UCLOSOTNEVO TUAMA
service yla mBavo amapaitnto cuvodod eEOMALOUO yla TNV Katnyopia H.

10.ANAWON TOU KATOOKEUOOTIKOU OIKOU OTL TO POLOVTAL £lval YvroLa Kol aUETAXEPLOTA.

11.Ma TNV TEXVLKN KL ETAYYEAUOTIKA LKAVOTNTA OL OlKOVOouLKol popeig amatteitat: a. va SnAwoouv otL SLaBETouv oVl
OPYAVWHEVO TUAMA TEXVIKAG UTIOOTNPLENG, KATAAANAQ EKTIALSEUUEVOU-EEELOIKEUMEVOU KAl VA KOTABEOOUV TILOTOTIOLNTIKG
ekmaidevong kat €€ouclodOTNon AUTOU OO TOV KATOOKEUAOTLKO Olko B. va KatateBel KOTAAOYOG TwV KUPLOTEPWM
nopadoocewyv pe avadopd otnv ala TG cUUBACNG, TWV TPOCPEPOUEVWV TIPOTOVIWY KAl TOUG XPOVOUG

nopadoong.

12. Ta poodepOpeVA UALKA Ba TIpETEL VAL €lval Kowvorotnpéva otov EOD kat va SLtaBEtouv Tov avtiotolxo KwoLKo.

13. EmL Mo anokAelopoU Ba mpEmel va katateBouv yla KaBe mpoodepopevo idog ta riotonowntika: 1S013485, AnAwaon
Juppépdwong, Motorowntikd CE, Miotomowintikd xediaouou CE.

14. N kABe 1806 KaL yla OAEC TIG YEVIKEC Kol ELOLIKEG TEXVIKEG TipoSLaypad£g tou {ntouvtal Ba mMPEmeL va cUUTANPwOEl
AVaAUTLKO GUANO CUUUOPIWONG LE TIAPATIOUTTH OE KWSLKO Kol 08 0eASa KATAAOYoU /Kol TEXVIKWV GUAASIwY TNC
KOTOOKEU AoTpLag etatpeiog. ‘OAol ol KwSKol Kal ol TEXVIKEG Tpodlaypadég ou Intouvtal Ba TPEMEL va EMLonaivovTatl
OTOUC avTioToloug Kataloyoug f/kat ta Texvikd ulladia, mou Ba emouvarmrtovial. Npoodopég ou urmtoBdAlovtal xwpig
va ep\apBavovtal Ta o Tavw oTolxelo va amoppintovtal.

15. J& kAOs a/a otov ornoio npoteivetal avaAwolpo oy Xprlel eEOTALOUO/YEVVATPLA YLO VOL AELTOUPY OEL, O HELOSOTNG
odelAeL va TapaXWPNOEL TOV amapaitnTto ouvodo e§OMALOUO SwpPedV PO Xpron yla 6co Slaotnua SlapkECEL n pounBeLa.




