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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 .



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 Emrponnig [lpoundeiomv Yyeiag.

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 N arrodand. PB) Evdoec mpounbevtodv mov vmofdAilovv kowvn

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 opo

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 oaplOuod TPWTOKOIL00 THS AVAPTHOHG).

Koatd ta Aowwd, n dwadikacio Ba dievepynBel kKou n mpopnfeta Oa vAomonBel copuEmva
pe ta mapoxdtow IMTAPAPTHMATA mov &mouvimtoviol 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. 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

XYNOAIKH
E/A AAA EIAOX TEMAXIA AATTANH XQPIX TMHMA g AHPO®OPIE
OIIA
YX201020200(k®0.v060K)-
2Hotua evvypapLov
EMOVOPOPTILOUEVOL KOTTTOPATTN
OVOLYTNG YEWPOVPYIKNG UNKOVG
YPOUUNG cvppaeng 81 mm pe
ypoppn dtotopng 78 mm yio
HEYIOTN amOd0TIKOTNTA, VOl
1785 OEYETUL KAGETEC TOL VOl
/28-08- rert i :
2026 scp(xpuocrovv rpt?rkn YPOUUN YIIEYOYNH
GLPPUPNG EKOTEPOBEY TNG TMHMATOZX
Ypoppng SloTopng, pe Km Ka
YK7®46906K-TA3 | oxnpatog 3D and kpdypa 15 TEM 4.200,00 € XEIPOYPT'EIO | MAPIAPQNH
titaviov(2,5% Pavaodio- THA.
AX.:36/31- 3%aAovpivio) yio kaAvtepn EINIKOINOQNIA
O®7,'72026 ooctacn egocparifoviag ¥ 210-4592908

OUMG ETOPKT ALULATMOOT) TOL
1oto0. Na tekunpudveron
EMGTNUOVIKA TO OQELOG TTOVL
TPOGOIdEL 1| GVGTACT| TNG
yYpoppng cvppagns. To kur va
€xel Vyog moodg 4.3 YA Kot va
pvouiletar 1 cVYKAEIGT TOVL
oTNV 1010 KOGETA TPV TNV




TLPOSOTNGN OVAAOYOL LLE TO
méyog Tov 16Tov: 1,5mm Yo
Kavoviko, 1,8mm yio evolauecso
Kol 2mm yia oL 1670. Na
dwabétel avriomoOnTikn Aapn,
TPoe&EYOVoO EMPAVELL GTO
OTEAEYOC TOL EPYOAELOV Y10
TapAAANAY GUYKAEION TOV
OKEADV KOl dSuVATOTNTO
apeimievpng TPOdOTNONG
VILAPYEL SuVATOTNTO
EMOVATUPOSOTNONG TOVAGYIGTOV
12 popéc avd epyaireio.

MPOAIATPADEZ MAPAPTHMA
A.

YX011106(k®0.v000K)-.
AVTOALOKTIKEG KEQOAES YO TPiaL
SLPOPETIKA TTAyYN 16TOYV, UE
EVOOUATOUEVT KOTTIKN AQLLa,
woyvpd KM omd Kpdpa Titaviov
(va mepéyet 2,5% Pavadio-
3%0A0vpivio), VYOG aAVOIKTOD
Kum 4,3mm ko &L YpOoppES
ovppaeng 75Smm. Ta K\m va
KAelvouv 6g TprodidoTatn
KatevBovvon

NPOAIATPADEZ MAPAPTHMA
A.

30 TEM

4.200,00€




1521

/26-08 YIHEYOYNH
202'6 i YA00102400(kw8.vocoK.)- TMHMATOX
WT6046906K. | AMAPOZKOMIKO IYITHMA Ka
TTE " | EKNAYZHZ-ANAPPODHEHE ME 100 TEM 2.780,00€ XEIPOYPTEIO | MAPTAPQNH
AX:34/15- ENZOMATQMENOYS SQAHNES. THA.
07-2026 NPOAIArPA®DES MAPAPTHMA A. EMIKOINQNIA
¥ 210-4592908
0:5
/1256:1-?68- YIHEYOYNH
2096 YK058002(kw8.vocok.)-EYNAETIKA TMHMATOX
YIH046906K- | EFTXYTOY XAMHAHE MIESHE. 3.000 TEM | 4.200,00€ AKTINOAOTIK | Ko KOAOBOY
Ax:35/23- | AAT 0 THA.
07-2026 EIMIKOINQNIA

0:11

X 210-4592626




YK05400210(kwd.voook)-ZYPIITEZ

EFXYTOY 190ml 1.000 TEM 6.800,00€

775
/09-07-
2026
AZ:24/20- YN101001(kw8.vocok)-APTHPIAKOI YIEYOYNH
05-2026 KAGETHPES. MEG - TMHMATOX
0:51 %56A46906K' NPOAIATPADEZ MAPAPTHMA A. 1.000 TEM | 10.000,00€ ANATINEYZTI ?I?IEPETTOY

TMHMA KH y
"(FIKH Na katoateOoUv Seiyparta. EINIKOINQNIA
HAPAAO ¥ 210-4592968

TH)




IMAPAPTHMA B’
(Amotelel avamdGTOGTO TUNHO TG SOKPLENG)
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 611 «dev vapyel APETAKANTY KOTAOIKACTIKY ATOPacT €15 fApog TOV 01KOVOUIKOD

@opéa. (oo TO VOLUO EKTPOCGHOTO TOL POPEN) 1) KOL TOL PLGIKOD TPOGMTOL (TO 0TTO10 Elval HEAOG TOV S1OIKNTIKOV, d1ELOLVTIKOD 1)
EMOTTIKOD TOV 0PYAVOL 1 €Yl EE0VGTN EKTPOCOTNOMNG, ANYNG ATOPACEMV 1 EAEYXOV GE avTd) Yia Evay amd Tovg Katwhl Adyovg:

®  GUUUETOYN OE EYKAMNNATIKT opydveon:
e Jdmpodokia
o amartn

®  TPOUOKPUTIKG EYKANNOTO 1] EYKMRATO CUVOEOUEVOE PUE TPOUOKPUTIKES OPUCTNPLOTNTES

®  VOUIPLOTTOiN61] E600MV U0 TOPAVOUES OPOUCTNPLOTITES 1| YPNRATOOOTN G TS TPOUOKPATIONG
o  TOOKI] EPYOcio Kol AAAeS pOPPES epmopiag avlpOTOY.

e Eivar goporoyikd evijuepog

o 'Eyel katafdrier TIC E10QOPES KOWVOVIKIG 0GQAAIGNG




Ymoypewtikd va oOnAovovtol Kodwkog [Tapatnpnmpiov Tiwov, GMDN kot kwdikdg EKATITY
H owovopikn mpocpopd Oa katatiBetar amokieiotikd o EURO.
Kwbkdg eviaiag kwdikomoinong EKANY.

Ov vrofariopeves TPOSPOPES 1GYVOVY KAl OEGUEVOVYV TOVS OLKOVOUIKOVS POpEig Yo ordotnua evevivta (90) nuep®dv amd tnv
enMOpEV TNG KOTUANKTIKIG nuepounvias vrofoinc. Ilpoocpopd n omoia opiler ypovo 16y00g MKPOTEPO OO TOV AVAOTEPO TPOPrendopevo
OTOPPITTETUL MG T KOVOVIKI].

Noooa: EAAnvu

8. ZXZe mepimtwon katokOpwong: a) n mapddoorn Bo yivetor evidc tpidv (3) epyacipmv nuepdv amd T Ayn g TopayyeAlag ,
extdc av opiletar dagpopetikd kat’eaipeon, P) N mopddoon tov WOV Oa yivetor HE @POVTION KOl OATAVEG TOL

[IpounBevtn, otig Amodnkeg g Ymnpeoiog pog.

9. I\npoun: H minpopn Ba yivetoar 6e gupd, peTd amd mponyovpevn Bedpnon tov ypNUOTIKOV EVIOAUATOV TANPOUNG OTd TOV

apurooo Eritpomo tov EAeyktikon Zvvedpiov.

10. «ZUp@wva Pe Tnv Utr aplB. 52445 E= 2023/4.4.2023 KYA (B’ 2385) 01 0IKOVOUIKOI (POPEIC UTTOXPEOUVTAI VO

£kdi®ouv NAEKTPOVIKA TINOAOGYIA yia Sarrdveg o€ kTéAson ocuuBdoswy (N.4412/2016) YE UTTOXPEWTIKH AvAPTNON
ornv_EAHT.

Ot vroyMme1ot vIoBAAAOVY el TOWVY] ATOPPLYNG TV TPOGPOPE TOVG NAEKTPOVIKA :
Y€ TEPIMTOGN U vrofoinc 11 un TPoNKOVGAC VTOPOANC TOV AVAOEPOUEVOV TLO TAVD, 1] TPOGPOPU ATOPPILTTETOL OOC
OTOPAOEKTN




ITAPAPTHMAT ’
YIIOAEII'MA IIINAKA

APIOMOX | NEPITPA®H TIMH KQAIKOX TIMH KQAIKOX GMDN EO®
ENTOAHZ EIAOYZX MPOZ®OPAY | IIAPATHPHTHPIOY | IIAPATHPHTHPIOY | EMIIOPIOY ENIAIA
KQAIKOIIOIHXH
ANA
JEMDN
TEMAXIO
XQPIT ®IIA

e MapakoAw va cUUTTANPWOEI 0TO KABE €idOC 0 AVTiIoTOIXOC KWAIKOC gviaiac kwdikotroinonc (EMDN)




NMAPAPTHMA A

EPEYNA AIOPAZ: 775/09-07-2026

YN101001-APTHPIAKOI KAOETHPEZ.

Npodiaypadsc:

O aptnplakog kabstnpag yia tpacBaon o€ KEPKLSIKA aptnpia 20G Kat pkog 45mm+-2 anod
PTFE mtou Sta0£teL Stakomtn pong e ON-OFF kot XpWHOTLOTH) OOVON EVOELKTIKI TNG
QPTNPLOKIG YPARUNAG.

O KaBetrpag va EXEL AVTOXN OTO TOAKLOUA-OTIAOLLO0, WOTE VA [N TPOUMATIEL TV apTnpia
KOl vaL N XPELaletal enavatonofétnon véou.

To UAKO Tou aptnplakou kaBetipa Oa npénel va eivat (PVC ko DEHP) free ko va
avaypdadeTal 0T0 ECWKAELOTO TG CUOKEVAGLAG.

Na katatefouv deiypota



EPEYNEZ AIOPAZ:1521/26-08-2026,1785/28-08-2026

TEXVIKEG

OLTOULTA O ELG
1.Na katateBel yia oAa ta €L0N MPWTOTUTTO GUAAAOLO 0ONYLWV TOU KATAGKEUAOTN OLKOU OTa
EAANVLKAL.
2.Na katateBet kAwvikr) BiBAoypadio kol va replhapBavovtol Touldyiotov duo
ONUOCLEUUEVEG KALVIKEG LEAETEC VLA TO KAOE IPOodPePOUEVO €160C N KALVIKEG LEAETEC IE
TPOLOVTA TOU LOLOU KATAOKEUAOTLIKOU OIKOU HE OVTIOTOLXO TEXVIKA XOPOKTNPLOTIKA cU L wva
kat pe MDR article 61 Clinical Evaluation annex Ill, Clinical Evaluation and Post Market
Clinical Follow up annex XIV kol Ta MVEUUOTIKA SIKOLWUATO TWV CUYYPODEWV.
3.H Huepopnvia ANEEWC Twv PYOAELWV VO ELVOL AVW TWV 2 ETWV.

4.H gmutponn texVIKAG afloAoynaong £xel Sikailwpa va {nTtriosL delypota mépav ano ta
{ntolpueva tNG Sltaknpuéng av auto BewpnBel okodmIpo. Adyog anoppudng Ba amotelel To
OTTOTEAECA LETA QTIO XPrON O XELPOUPYELO 1 O€ Mpocopoiwon

XElpoupyeiouv.

5.”0mou {nteital epyoAelo Kol avtaAAokTikeG kePaAEG elval amapaitntn n mpoodopa

o OAoug Toug auéovieg mou
neplAapBavovral (epyaleiov kat avtaAAakTKwV KEPaAwy), ent mown anoppubnc.

6. H mpounBeutpla etalpeia, oe mepimtwon Tou eival Sladopetiky amo TNV
KATaOKEUAOTPL, va KkKataBéoel umevBuvn O6nAAwon Tmou va avadépel OtL  eival
efouoloboTnUévVn Ao TOV KATOOKEUOOTLKO OLKO Yyl TNV TEXVLKH UTIOOTAPLEN TWV TPOIOVIWV
KoL TNV tTpnon twv dtadikaclwyv og mbavn avakAnon/anocupon npoidvtog.

7.H kaBe mnpoodépouca etalpeia, oe mepimtwon Tou elval SladopeTiky amod TNV
KOTOOKEUAOTPLO, VO TIPOOKOUIOEL OSNAwon TNG KATOOKEUAOTPLOG ETALPElOG TOU v
ovaPEPETOL OTOV CUYKEKPLUEVO SLOYWVLIOUO Kol va SNAWVEL OTL O€ TIEPIMTWON KATAKUPWONG
ouupBaong otnv mpoodépouca etalpeia, n kataokevdotpla Ba Seopeutel va TNV




npopunBevoel pe TN
OUYKEKPLUEVN TIOOOTNTA TWV KATAKUPpWOEVTWY eldwv TnG cuuBaonc.

8.H kdbs mnpoodépouvoa etalpeia, oe mepimtwon mou eival SLadopPeTKA Ao TNV
KOTOOKEUAOTPLA, VO TTPOOKOUIoEL SAWON TNG KATAOKEUVAOTPLAG €TALPELAG TTOU va SNAWVEL
OtL n mpoodépovoca Ba evNUEPWVETAL YLt OAeC TIC TUOAVEG avakAnoelg/amocUpoElg
TIPOIOVTWY, OXETIKEG LE TA (6N TTOU €XEL MPOCGHEPEL OTO SLAYWVLIOUO.

9. H kdBe mpoodEpouaoa tatpeia, va SLABETEL APTLO EKTTALOEUEVO/TILOTOTIOLNEVO TIPOCWTTLKO
amd TNV KOTOOKELAOTPLA €TOLPELA (MLOTOTOINGN £€WG 2 TTPONYOUMEVA £€TN) YL TNV TEXVLKN
uTtooTnPLEN OTO XElpoupyeilo Kal e€ouclobotnuévo TURUA service yla mbavo anapaitnto
ouvod0 eomAloud yla tnv Katnyopia H.

10.ANAwON TOU KOTOOKEUOOTIKOU OLKOU OTL T TTPOLOVTA E£LVAL YVNOLO KOl QLETOXELPLOTA.

11.Ma TNV TEXVIKA KOl EMAYYEAUOTIKA LKAVOTNTA OL OlKOVOULKol dopeic amatteital: a. va
SnAwoouv OtL SlaBETOUV HOVIMA OPYOVWHEVO TUAMOA TEXVLKNG UTOOTAPLENG, KATAAANnAQ
EKTIALOEUUEVOU-EEELOIKEUMEVOU KOl VO KATOOEOOUV  TILOTOTIOWNTIKO  ekmaidsuong  Kaul
gfouolodbotTnon auToU amd TOV KOTAOKEUAOTIKO oiko B. va katatebel katdAoyog Twy
Kuplotepwy mapadocewv e avadopd otnv afla tng ocvpfacng, Twv TPOoPEPOUEVWY
TPOTOVTWV KAl TOUG XPOVOUG

napadoonc.

12. Ta mpoodepopeva UALKA Ba MPETMEL va €lval Kolvorolnpeva otov EOD kal va dtabetouv
TOV QVTIOTOLYO KWOLKO.

13. ETtL mown ¢ amokAELopoU Ba mpemel va katateBouv yla kKabe mpoodepopevo eidog ta
motonownTika: 15013485, AjAwon
Jupuopdwonce, Notonontikd CE, Miotomowntiko Ixedioouou CE.

14. Na kaBe €i60¢ Kal yLat OAEC TIG YEVIKEG KL ELOLKEG TEXVIKES TpodlaypadEg ou {nTouvtal
Ba npémnel va cUUMANPWOel avaAuTtiko GUANO CUPUOPIWONG LLE TTOPATIOUT OE KWOLKO Kal

o€ oeAida kataAoyou r/kat texvikwv GuAAadiwv tng
Kataokevaotplac etatpeiac. OAot ol Kwdikol Kal ol TeExVIKEC podlaypadec mou {ntouvtal Ba




TIPETIEL VAL ETILONMALVOVTOL

OTOUC QVTIOTOLYOUC Kataldyoug r/kal ta texvikd ¢ulladia, mou Ba emiouvamntovTal.
Mpoodopég mou unofarovrtal xwpeig

va nepAapBdavovtal Ta o mavw oTolxela va amoppintovtal.

15. e k@Be a/a otov onolo npoteiveTal avalwaolpo ou XpnleL e€omALopO/yevvATpLa yla va
Aeltoupynoel, o HelodOTNG odellel va mapaxwpnoeL Tov anapaitnto cuvodod eEOTALOUO
Swpeadv mpog xprion yla 6co dtaotnua SlapkEoeL n mpounbeLa.




