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TO I'ENIKO NOXOKOMEIO IIETPAIA «TZANEIO»

"Eyovtag voyn:
1. Tig dwatdéetg, Ommg 1oyvovV:
1.1. Tov N. 4412/2016 « Anpdoieg Xvupdoceic Epymv, [pounbeiomv kot Yanpesimv »

( ®EK 147 / 08-08-2016)

1.2. Tov N. 3580/2007 «IIpounBeteg Popéwv emomtevdpevemv and to Yrmovpyeio
Yyelag kot Kowvovikig AAAnAeyydng kou dAleg dwotaéegy (O.E.K. A" 134 / 18-6-
2007).

1.3. Tov N. 2955/2001 «IIpounBeieg Nocokopeiov kot Aowmdv povédwv vysiog tov
[Me.Z.Y. xou dAleg dwtaeey (O.EK. A" 256 / 2-11-2001), énwg tpomomomnpévog

oY VEL.

14. Tov N. 2362/1995 «Ilepi Anupociov A0ylGTIKOV, EAEYXOL TMOV SOTAVAOV TOV
Kpdrovg kar ahreg drataéeigy (O.E.K. A" 247 /27-11-1995), 6mwg 1oydet.

1.5. Tov N. 4152/2013 (®.E.K. 107 A’/ 9-5-2013 ), [Topaypapog Z : [Ipocappoyn
™mg EAMnvikng Nopobeciog oty odnyia 2011 / 7 g 16-2-2011 vy v

KOTOTOAEUNOT T®V KOOLOTEPNGE®MV TANPOUDV GTIC EUTOPIKEG CUVAALAYEC.

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



HHPOXKAAEI

1. Kdabe evduwpepdpevo, vo katabécel TPocsopd yio. TPoUnel VAIK®OV e
KpLTNp1lo KOTOKOP®ONG TN YOpunAoTEPN TP 1 omoia Oa givan ion 1
KPOTEPN TOVL TEAELTAIOV TaPATNPNTNPIOV TINAV, OO OVTO ovapTdTol

otV otocerida s Emrponng [Ipounbeidv Yyeioc.

2. Awoiopo ZUPHETOYNG OTN O0IKAGIoL £€Y0VV Ol OVOPEPOUEVOL KOTMTEPM,
EPOGOV 0ICKOVV EUTOPIKT 1 PLOUNYOVIKN 1 PLOTEYVIKY] dpAGTNPIOTNTO GUVAPH
pe to avrtikeipevo g mpoundetag: o) Oia to Lo 1 voukd mpdcwmma,
nuedand M airodond. B) Evoocelg mpounbevtdv mov vmofdAilovv ko

TPOGPOPA. Y) ZVVETALPIGLOL.

3. Tleprypoen tov {NTOOUEVOV KOTNYOPL®OV EWOOV YIVETOL GTO TAPAPTNI A TNG

napovcag Kot 6to moapaptnpa A ( Texvikéc mpoorwaypagic ).

4. Ot mpoo@opéc umopovv va Katatifevtor péypt kot v nuepounvio Kot mpo

™me owdwkaciog oto mail g Ymnpeoiog mprom2@tzaneio.gov.gr

e mepinTtwon mov 0 OYKOS TWY OIKAIOAOYNTIKOV &ival UEYHAOS
nopokxalieiote Onwg KatareQovy oe pareio ato Ipapeio lIpwtokdiiov Tov

Nocoxouciov (ue emojuavon Tov oplOuod TPWTOKGIL0V TS AVAPTHOHS).

Koatd ta Aowwd, n dwadikacio Oa dievepynOel kou n mpopnfeta Ba vAomonBei copuemva
pe ta mapoxdtow ITAPAPTHMATA mov &mGuvimtoviol GTny mTopovco Kot

OTOTEAOVV OVOTOGTOGTO HEPOG OVTNC.



1. HEPITPA®H ZHTOYMENQN
EIAQN

KATHI'OPIQN

ITAPAPTHMA A’

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

O evdlapepopevol Ba Exovv duvatdtnto eredBepng TpoOGPacng 6to TANPES Kelevo
TG (cVUTEPAAUPAVOUEVOV OADV TOV TOPAPTNUATOV TNG), GE NAEKTPOVIKT] LOPOT),
otV 10100€Aida Tov Noocokopeiov ot1o dwdiktvo (NAekTpoviky devOvvon:

www.tzaneio.qgr



http://www.tzaneio.gr/

ITAPAPTHMA A

A.E AAA EIAOXZ TEMAXIA| ZYNOAIKO TMHMA NMAHPOO®OPIEXZ
nozo
XQPIZ OMNA
78/09-01- |QXBH46906K- EPrAAEIO EYOEIAZ ZYPPA®HZ MIAZ 10 1.950,00 € XEIPOYPT'EIO Ka MAPIFAPQNH
2023 OYH XPHZEQX TA AIAMETPOY 90mm ME KAINZ THA:210-4592908
OPOOIQNIAZ AIATOMHZ lNA NAXEIZ IZTOYZ
MPOAIATPA®EZ NAPAPTHMA A
EPrAAEIO EYOEIAZ ZYPPA®HZ MIAZ 10 1.520,00 €
XPHZEQX TA AIAMETPOY 90mm ME KAINZ
OPOOIQNIAZ AIATOMHZ IN'A KANONIKOYZX
IZTOYZ NMPOAIATPA®EZ MAPAPTHMA A
363/16-01- |YOOO046906K- IZQAOEAAITIKEZ OYZIEXZ ME XAMHAH 200 3.700,00 € XEIPOYPTEIO Ka MAPIFAPQNH
2023 ITN NMEPIEKTIKOTHTA YAAOYPONIKOY NATPIOY THA:210-4592908
1,7 mg/ml
268/12-01- | 6XN746906K- PAMMA ENDOLLOP ZYNOETIKO 100 3.100,00 € XEIPOYPTEIO Ka MAPIFAPQNH
2023 AMZ AMOPPO®HZIMO MOAYKAQNO MEZHZ THA:210-4592908

AMOPPO®HEHS ( ENAOZKOIMIKOE
BPOIXOX)




273/12-01-
2023

YEWA46906K-
nie

EPIrAAEIA KAOHAQZHZ NMAEFMATOZ ME
2TYAEO AIAMETPOY 5mm KAl MHKOZ
36mm. NA NMEPIAAMBANEI
25wAMNOPPO®HZIMA KAIM
MOAYAIAZONHZ/MAYIAAAKTINHZ
IXHMATOZ AINAHZ ArKYPAZ ME 2 ZHMEIA
KAOHAQZHZ INA AZOAAEZTEPH
ZYTKPATHZH NAErMATOZ. NPOAIATPA®EZ
NMAPAPTHMA A

25

8.750,00 €

XEIPOYPTEIO

Ka MAPIFAPQNH
THA:210-4592908

272/12-01-
2023

Yrzy46906K-
ooy

EPIrAAEIA KAOGHAQZHZ NMAETMATOZ INA
AANAPOZKOIMIKH ENEMBAZH KHAHZ
AIAMETPOY 5mm ME 30 KAIMN ANO
ANOZEIAQTO ATZAAI MH ANMTOPPO®HZIMA.
MPOAIATPA®EZ NAPAPTHMA A

50

12.500,00 €

XEIPOYPTEIO

Ka MAPIAPQNH
THA:210-4592908

270/12-01-
2023

65NA46906K-
HIrz

MNAETMA ME ANTIZYM®YTIKO YAIKO
AYTOEKTYZZOMENO HMIANMOPPO®HZIMO.
ZYZTHMA NMAErMATOZ AMO
NMOAYNPONMYAENIO,MOAYAIO=ANONH,MOAY
FAAKTINH & OZEIAQMENH ANAITENHMENH
KYTTAPINH A ANOKATAZTAZH
OM®AAOKHAQN & MIKPQN KOIANIOKHAQN.
MEZAIO: 6.4cmx6.4cm NMPOAIAIPA®EZ
NMAPAPTHMA A

10

4.500,00 €

XEIPOYPTEIO

Ka MAPIAPQNH
THA:210-4592908

82/09-01-
2023

640946906K-
2B9

FANTIA XEIPOYPI'IKA AMOZTEIPQMENA NEOPRENE

LATEX XQPIZ NOYAPA

NO 6 200
NO7 300
NO07,5 500
NO8 400

2.800,00 €

XEIPOYPTEIO

Ka MAPIAPQNH
THA:210-4592908




271/12-01-
2023

6K6246906K-
178

MAErMA ANOKATAZTAZHZ OMOAAOKHAHZ
ZTPOITYAO AINAHZ OWHZ NMOAYMNPOMYAENIOY KAI e-
PTFE ME NPOTOMNOOGETHMENA 4 PAMMATA. NA ®EPEI

ENZQMATQMENO MIMAAONI AIOFKQZHZ. ZTH
2YZKEYAZIA NA MEPINAMBANETAI ZYPITTA
NAHPQZHZ TOY MIMAAONIOY KAGQZ K 2 EMINAEON
PAMMATA. NMPOAIATPA®EZ MAPAPTHMA A

AIAMETPOY 7cm 5

AIAMETPOY 9cm 5

6.000,00 €

XEIPOYPTEIO

Ka MAPIFAPQNH
THA:210-4592908




ITAPAPTHMA B’

(Amoteldel avanéonaoto Tunuao tng St aKknov<Eng

OPOI XYMMETOXHX

1. Htpooopopa O mpénetL va ExeL Tn Hopdn tov MivaKa TOUL
EMLOVVATTETAL OTO
MapdpTtnua I.

2. YmebOvvn onlwon tov a. 8 Tov N. 1599/1986 611 «dev vapyel APETAKANTY KOTASIKAGTIKY AT6@acn €15 fApog TOV 01KOVOUIKOV

@opéa (amd TO VOULLO EKTPOGMMTO TOV POPEN) 1] KOL TOL PLGIKOV TPOSMTOL (T0 omoio givar LEAOG TOL dtotkNTIKoD, d1evBuvTikKol 1)
EMOTTIKOV TOV OPYAVOL 1 £XEL ££0VG10 EKTPOCHOTNONGC, AYNG ATOPAGEMVY 1) EAEYYXOV GE AVTO) Yia Evav amd Tovg KAtwOl Adyovg:

® GUUUETOYN O EYKANUATIKI 0PpYAvVOGT:

e Jdmpodokia

e amatn

®  TPONOKPUTIKA EYKANROATO 1] EYKANATO GVVOEONEVO NE TPOPOKPUTIKES OPUCTNPLOTNTES

®  VOULHOTOINOT €600V OO TAPAVOUES OPACTNPLOTNTES 1| YPNUOTOOOTNON TN TPOROKPUTIOG
®  TOWOKN EPYOcio Kol AALES POPPES epmopiog avOpOTOY.

e Eival goporoyikd evijuepog




o 'Eyel katopailrel TIC E16QOPEG KOVOVIKNG AGOAAGNG

Yrmoxpewtitkadva Snloavovitatl Kwd L ko TapaTtnpntnpiov Tt uwy, GMDN
KatL Kwd L kg EKATITY

Hotrkovoutknnpooopopa 6 katatibetol amMmoKAELOT L K@ o0& EURO.

[ Awo o a: Ermviki
6. Xe mepimtoon Katakvpwong: o) 1 mapddoon Oa yiverar eviog tpidv (3) epyacipov MUEPDOV Omd TN ANYN TG TopayyeEAOG
extoéc av opiletar Sapopetikd kat’eaipeon, P) M mopddoon tov WOV Oa yivetor HE @POVTION Kol OATAVEG TOV

[IpounBevtn, otig Amodnkeg g Ymnpeoiog pog.

7. ID\poun: H minpopn Oa yivetoanw 6e gupd, petd omd mponyovpevn Be®dpnomn Ttov ¥pNUOTIKOV EVIOAUATOV TANPOUNG omd TOV

appooo Enitpomo tov EAeyktikon Zvvedpiov.

Ot vwoynptotr vmoPBarAovy eni moLvA ambpP LYNS TNV TPOOTGOPA T OULG
nNAEKTPOV L Ka :

e nepintwon un vroBoAfiscAh un npooclkovoas VTtoB oAl Twy

CVaAQPEPOUEVWY TLO TGV wW, N TpooQopd aropplntTteTal ws anapddekTn.




ITAPAPTHMAT ’
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ITAPAPTHMA A
e AE: 270/12-01-2023,271/12-01-2023,78/09-01-2023,272/12-01-2023,273/12-01-2023,

TeXVIKEC ATMALTAOELG
1.Na katatebel yia OAa ta €idn mpwtotumo GUuAAASLO 08NYyLWV TOU KATAOKEUAOTH olkou ot EAANVIKAL.
2.Na katateBel kKAwikr BiBAloypadia kat va repthapBdavovtol Touhdxlotov U0 SNUOCLEUMEVES KALVIKEG MEAETEG YLa TO
KAOe poopepOUEVO 180G 1) KALVIKEG MEAETEG UE TTPOTIOVTO TOU LSOV KOTAOKEUAOTLKOU O{KOU HE avTioTOLXA TEXVIKA
XAPAKTNPLOTIKA cUudwva kat pe MDR article 61 Clinical Evaluation annex Ill, Clinical Evaluation and Post Market Clinical
Follow up annex XIV Kol Ta TVEUUATIKA SIKOLWUATA TWV CLYYPADEWV.

3.H Huepounvia Anéewg twv gpyadeiwy va glval avw Twy 2 €TwV.

4.H egmutpomn texvikng afloAdynong £xel Sikaiwpa va {ntrAoel delypota mépav anod ta {ntoleva thg dlaknpuéng av auto
BewpnBOel okomIpo. Adyog andppuPng Ba anmoTeAel To ATTOTEAECUA LETA ATIO XPHON OE XELPOUPYELO I} OE TPOCOUOLWON
Xelpoupyeiou.

5./0mou Inteital epyaleio kot avtaAloaktikég kepaAég elval amapaitntn n mpoodopd oe 6Aoug Toug avfovteg mou
neplhappavovtal (epyaleiov kat avtaAAaKTIKwV KedaAwv), emi mowvn anoppuhng.

6. H mpounBeltpla etalpeia, os mepimtwon mou eival SLopopeTLKA amd TNV KATOOKELAOTPLA, Vo Katabgoel umelBuvn
SnAwon mou va avadépel OtL gival e§ouctodotnpévn amd TOV KATAOKEUOOTLKO OLKO ylLoL TNV TEXVLIKN UTIOOTAPLEN TWW
TPOLOVTWY KaL TNV THPNoN Twv Sladkaclwyv oe mbavh avakAnon/anocupon npoldvtog.

7.H ka6 mpoodépouvoa etalpeia, o mepinmtwon mou eival SLapOPETIKA OO TNV KATAOKEVAOTPLA, VA TIPOCKOWIoEL SHAWON
TNG KOTOOKEUAOTPLOG ETALPELAG TTOU VA avOdEPETAL OTOV CUYKEKPLUEVO SLaywVIoMO Kal va SnAwvel OTL oe Tepimtwon
KatakUpwong cupuBacng otnv mpoodEépouca €TALPEi, N KATACKEUAOTPLA Ba SeopeuTel va TNV pounBeVoeL He Th
OUYKEKPLUEVN TIOOOTNTA TWV KATAKUPWOEVTWY €8WV TNG cUUPBACNG.




8.H kadBe mpoodépouoa eTalpeia, o€ MEPIUMTWON TOU €lval SLAPOPETIKI ATO TV KATAOKEUAOTPLA, VA T(Pookouioel SnAwaon
TNG KATAOKEUAOTPLOG etalpeiag mou va SnAwvel OtL n mpoodépouca Ba eVNUEPWVETAL ylot OAeG TG TOAVE(
avakAROELG/amocUPOELS TTPOIOVTWY, OXETLKEG UE Ta €L8N TIoU €XEL TPOOdEPEL OTO SLAYWVLIOUO.

9. H kdBe mpoodépouca etaipeia, vo SLaBETEL APTIO EKMALSEUUEVO/TILOTOTMOLNUEVO TIPOOWTILKO QMO TNV KATAOKEUAOTPLA
eTalpeia (motonoinon €wg 2 mponyoUUeva £Tn) yLO TV TEXVLKN UTTOOTAPLEN OTO XELPOUPYELO KAl EE0UCLOSOTNUEVO TUAR A
service yla mBavo anapaitnto cuvodd e€omALoUO yla Thv Katnyopia H.

10.AAwWON TOU KATOOKEVOOTIKOU OLKOU OTL TOL TPOTOVTA ELvaL YVNOLA KOl OUETAXEIPLOTAL.

11.Ma TNV TEXVLKA KAl EMOYYEALATLKN LKOVOTNTO OL oLkovopLkol ¢opeig amatteitat: a. va dnAwoouv otL Stabgtouv povipa
OPYOVWHEVO TUAMO TEXVIKAG UTIOOTHPLENG, KATAAANAQ €KMALSEUUEVOU-EEELOIKEUMEVOU KAl va KOTABEOOUV TILOTOTIOLNTIKG
eknaibevong kat g€ouclodotnon aUTOU amd TOV KOTOOKEUAOTIKO Oiko B. va katatebel KATAAOYOG TWV KUPLOTEPWM
napadocewv pe avadopd otnv agia tng cuUPACNG, TwV MPOTPHEPOUEVWY TTPOIOVTWY KoL TOUG XPOVOUG

napadoong.

12. Ta mpoodepdueva UALKGE Ba tpémel va ival kowvomotnpéva otov EOD kat va SL1aB£Touv Tov avTioTol o KwoLKO.

13. EmtL towvng amokAelopol Oa mpémel va katatebouv yla Kabe mpoodepduevo eibog ta miotomotnTika: 15013485, AnAwaon
Suppopdwong, Motormowintikd CE, Miotomowntikd xediaopou CE.

14. Na kaBe €{60¢ Kal yLot OAEG TLG YEVLKEG KOl ELOLKEC TEXVIKEG TipodLaypadEg tou {ntouvtal Ba MPEMEL va cUUIMANPWOEL
avaAUTIKO GUANO CUHUOPDWONG UE TTAPATIOUTH 08 KWSLKO Kal o oeAida KataAoyou f/kat Texvikwv puAladiwy tng
KATOOKELAOTPLOG eTatpeiag. OAoL oL KwSKoL Kal oL TeEXVIKEG TpodlaypadEg mou {nTouvtal Ba MPEMEL va eMLonuaivovtal
OTOUG QVTLOTOLYOUG KataAdyoug r/kal ta Texvikd Gullddia, mou Ba emiouvamtovtat. Npoodpopég mou umoBaAlovial xwpig
va TtepthapBavovTal Ta To mAvw oToLXela va amoppintovral.

15. 3e K&Be a/a oTOV OTOLO TIPOTEIVETAL AVAAWOLUO TIOU XPRTEL EEOTALOUO/YEVVATPLA YL VO AELTOUPYOEL, O MELOSOTNG
odeilel va mapaxwpnoeL Tov anapaitnto cuvodd eEomAlopd Swpedv mMPOG Xprion ya 0600 Slaotnua Stapkécel n mpounbetla.




