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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/
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ITAHPO®OPIE
X

1769
/128-08-
2026

AX:36/31-
07-2026
0:7

PY2X46906K- 0=

YA00120400(xwd.voook)-XET AIAAEPMIKHX
AIAXTOAHX I'TA EIIEMBAXEIX IAXEOX
ENTEPOY KAI OPOOY.

No StaBEtel moKIAla oXNUATWVY KoL
Heyebwv (TouAdxlotov 6) ou va
UIopOoUV eUKOAQ VO TIPOCAPHOCTOUV
oe 51adOopPEG OVATOULKES TIEPLOXEC KOl
va €xouv duvartotnta
EMAVATOMOBETNONG TWV KOpSoviwv
KaTtd TN SLapKeLa TN EMEpBaong
ETUTUYXAVOVTOG TN UEYLOTN €kBeoN
TOU XELpOUPYLIKOU TpaUUATOC .
Noa pépel 10 eAaoTikd AyKloTpa ava
OUOKeUaoila Kal TPELG SLadopeTLKOUG
TUToUG Yavtl{wyv amnod avoeidwto xaAuBa
MPOAIATPA®EZ NAPAPTHMA A.

10 TEM

3.000,00 €

XEIPOYPT'EIO

YIHEY®YNH
TMHMATOZX
Ka MAPI'APQNH
THA.
EINIKOINQNIAX
210-4592908




1772
/28-08-2026

AX:36/31-07-
2026 O:7

P35E46906K
-1B9

YA001222(kwd.voook)-AAMAPOZKOMIKO
WAAIAI YNEPHXQN AIMOAZTAZHZ
AIATOMHZ EQZ 7mm.

Epyaieio Ymepfyov pog ypnong yu
apdoTaon-dtaTtoun ayyeiowv £o¢ 7mm

Me gvepyomoinon amd 1o y€pt, TEXVOAOYin
TPOGapUOLOUEVIC EVEPYELOG GTOV 10TO, UNKOG
6TVAE0D 36cm, dtapeTpo 5 mm, dSvvaTOTNTA
neptotpoPng 3600 (ympig v avaykm
TPOCUPLOYEN) KOL EVEOUATOUEVO KAAMO10. Nau
dwabétel Aemida Titaviov KVPTOH GKPOL
TovAdyotov 18mm, 1 omoia TaAAETOL GE
emunkn kivnon og cvyvotnra SOKHZ kon
NNtk emPePaimon katd ™ petafoin e
TPOGapUOLOUEVIG EVEPYELOG.

Noa tpoceépet Bektiopévn tayhTnTa S1Toung,
younAdtepn péyiot Bepprokpacio 6to evepyo
dipo Tov gpyaieiov kan akpifeto otV
TOPOCKELT| IOTOV.

MNPOAIATPADEZ MAPAPTHMA A.

18 TEM

13.770,00€

XEIPOYPT'EIO

YIIEY®GYNH
TMHMATOX
Ko
MAPI'APQNH
THA.
EINIKOINQNIA
X 210-4592908




1770
/28-08-2026

AX:36/31-07-
2026 O:7

934I'46906K
-T1r

YX00370700(kwé&.voooK)-
ZET AIAAEPMIKHZ AIAZTOANAHZ.

YX00370700 Atdpoavoc KOMakOg S1GTOAENS
TOYOUATOV KoL TPOGTAGIOS TPAVLOTOG XWPIG
latex, pog yprong dwuotdcemv 5-9 cm ko
punkog pepPpdvng 18cm. Ot dactodeig va
dtBéTouy 600 dakTuAiovg ot pia TAELPA Yo
€0KOAT TomoBETN oM Kot £vVoL SOKTOALO TNV
AN xpOUATICUEVO Y1 EVOEIEN TOV LEPOVG
gloaywyng oty toun peyébovg MEDIUM.

30 TEM

2.580,00€

XEIPOYPTEIO

YIIEYOYNH
TMHMATOX
Ka
MAPT'APQNH
THA.
EINIKOINQNIA
X 210-4592908




1766
/28-08-2026

AX:36/31-07-
2026 ©:7

99Q2Y46906
K-'MX

YN®0500203(k®d.vo60K)-AlOGTATIKT
Cehativn pe avBpomvn Bpoupivn, o
oLOKELOGTN VOGS TEpOYIOV LEYOADTEPT] TOV
6ml, ylo emapKelo EVOG TELLOYIOV aVEL
YEPOLPYIKN eméuPaon, pe otabepn choTaoN
(pEOAOYIKA YOPAKTNPIOTIK() TEMKNG OVGIOG
v 660 PEeYOADTEPO XPOVIKO dtbdotna. Nao
GUUTEPIAQUPAVETOAL GTH GLUGKEVAGIO EVKAUTTO
aKPOPUG1O (e LVIUN) HE OLVOTOTNTO
Aertovpyng kKapyng 3600 yo avatopkd
dvonpociteg teployés. Na amoppopdtot og 4-6
eBoopades. Na mapéyet tn younAotepn Tiun
Baoel TposPepOLEVIG TOGHTNTOS TEMKNG
ovciog (T avd/ml Tpoidvtog).

60 TEM

16.440,00€

XEIPOYPT'EIO

YIIEYOYNH
TMHMATOX
Ka
MAPT'APQNH
THA.
EINIKOINQNIA
X 210-4592908




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. (amd TO VOUPO EKTPOGHOTO TOV POPEN) 1] KO TOV PUGIKOD TPOGMTOL (TO 0Toi0 Elval HEAOG TOV S10IKNTIKOV, d1ELOLVTIKOV 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| EYKANRATO GCUVOEONEVO, PUE TPOUOKPUTIKES OPUCTPLOTITES

®  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 0GQAAIGNG




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

Ov vrofariopeves TPOGPOPES 1GYVOVY KAl OEGUEVOVY TOVS OLKOVOUIKOVS POpEig Yo ordotnpa evevivta (90) nuep@v amxd tnv
enOpeEV TNG KOTUANKTIKIG nuepounvias vrofoinc. Ilpocpopd n omoia opiler ypovo 160G MKPOTEPO OO TOV AVAOTEPO TPOfrenopevo
OTOPPITTETUL MG T KOVOVIKI].

Noooa: EAAnvu

8. ZXZe mepimtwon katokOpwong: a) m mapddoorn Bo yivetor evidc tprwv (3) epyacipov MUEP®V amd TN ARYN TG TopoyyeEAiog ,
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\mpoun: H minpopn Ba yivetor oe gupd, petd and mponyovpevn Bemdpnorn tov YpNUOTIKOV EVIOANATOV TANPOUNG OO 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

£kdidouv NAEKTPOVIKA TINOAOGYIA yia Sarrdveg o€ kTéAson ouuBdoswy (N.4412/2016) YE UTTOXPEWTIKH avAPTNON
ornv_EAHT.

Ot vroyMme1ot vIoBAAAOVY el TOWVY] ATOPPLYNG TV TPOGPOPE TOVG NAEKTPOVIKA :
Y€ TEPImTOGN un vrofoinc 11 un TPocNKoVGaC VTOPOIMIC TOV AVUOEPOUEVOV TTLO TAVD, 1] TPOGPOPU ATOPPILTTETOL OC
OTOPAOEKT).




INAPAPTHMAT ’
YIHOAEII'MA IIINAKA

APIOMOX | MEPITPA®H TIMH KQAIKOX TIMH KQAIKOX GMDN EO®
ENTOAHX EIAOYZ [POZ®OPAY | IIAPATHPHTHPIOY | IAPATHPHTHPIOY | EMIIOPIOY ENIAIA
KQAIKOIIOIHXEH
ANA
JEMDN
TEMAXIO
XQPIZ OIIA

e [lopakaAw va cUUTTANPwWOEi o0TO KAOE £idOC 0 AVTIOTOIXOC KWOIKOC gviaiac Kwdikotroinonc (EMDN)




NMAPAPTHMA A

EPEYNEZ AIOPAZ:1769/28-08-2026,1772/28-08-2026

TEXVIKE

OLTLALLTNOELG
1.Na katateBel yia oAa ta 10N MPWTOTUTO PUAAAOLO 0ONYLWV TOU KATAGKEUAGOTN OLKOU OTa
EAANVLIKAL.
2.Na katateBet kKAikn) BLBAoypadla kol va mepthapBavovTol TouAaxlotov duo
ONUOCLEVPEVEC KALVIKEG LEAETEG YL TO KAOE MPOooPePOUEVO 160G 1} KALVIKEG LEAETEG UE
TPOIOVTA TOU LOIOU KATAOKEUAOTLKOU OLKOU JE QVTIOTOLYO TEXVIKA XOPOKTNPLOTIKA oL U 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 ANEEwWC Twv PYOAELWV VO ELVAL AVW TWV 2 ETWV.

4.H gmutponn texViKAG agloAoynong €xeL Sikailwpa va {ntrioeL delypata nmépav ano ta
{ntolpeva NG dlaknpuéng av auto BewpnBel okodmIpo. Adyog andppudng Ba amotelel To
OTOTEAECUA LETA ATIO XPHON OE XELPOUPYELO 1| O€ Mpocopoiwon

XElpoupyeiou.

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

0 OAOUC TOUC QUEOVTEC TIOU
neptAapBavovtal (epyaleiov kat avtaAAakTkwy KePaAwy), ent mowvn anoppubnc.

6. H mpounBeutpla etalpeia, oe mepimtwon Tou eivat  SadopPeTIKA Ao TNV
KATOOKEUAOTPLA, va KkataBéoel umevBuvn O6nAwon Tmou va avadépel OtL  elval
e€ouoloboTnUéVN ATO TOV KATOOKEUOOTLKO OLKO Yyl TNV TEXVLKN UTIOOTAPLEN TWV TPOTIOVIWV




KoL tnv tTpnon twv dtadikacwwyv og mbavr avakAnon/andcupon npoidviog.

7.H kaBe mpoodépouca etalpeia, oe mepimtwon Tou elval SladopeTiky amod TNV
KOTOOKEUAOTPLO, VO TIPOOKOUIOEL SAAwon TNG KATOOKEUAOTPLOG ETALPElOG TOU v
oVODEPETAL OTOV CUYKEKPLUEVO SLAYWVIOUO Kol va SnNAWVEL OTL O€ MEPIMTWON KATAKUPWONG
ocupBaong otnv TpoodEpouca etalpeila, n Kataokevaotpla Ba Seopeutel va TNV
TpounBeloEL e TN

OUYKEKPLUEVN TTOCOTNTA TWV KOTOKUPWOEVTWY eldwv TnC cuupaonc.

8.H kdbs mpoodépouvoca etalpeia, oe mepimtwon mou elvat dladopetik amd TNV
KOTOOKEUAOTPLO, VO TTPOOKOULoEL SNAWON TNG KATAOKEUVAOTPLAG €TALPELOG TTOU va SNAWVEL
OtL n mpoodépovoca Ba evNUEPWVETAL Yot OAeC TIC TUOAVEG avakAnoelc/amooUpoeLg
TIPOIOVTWY, OXETIKEG LE TA (6N TTOU €XEL MPOCGHEPEL OTO SLAYWVLIOUO.

9. H kdBe mpoodépouoa etatpeia, va SLABETEL ApTLa EKTALSEUUEVO/TILOTOTIOLNUEVO TIPOCWITLKO
amd TNV KOTOOKELAOTPLA €TOLPELA (TMLOTOTOINON £€WG 2 TTPONYOUMEVA £€TN) YL TNV TEXVLKN
uTtooTtnPLEN OTO XElpoupyeilo Kal e€ouclodotnuévo TURUA service yla mbavo amapaitnto
ouvod0 eComAloud yla tnv Katnyopia H.

10.ANAWON TOU KATOOKEUAOTIKOU OLKOU OTL TQL TTPOLOVTA ELVAL YVNOLO KOL OLETAXELPLOTAL.

11.Ma TNV TEXVIKA KOl EMAYYEAUOTIKA LKAVOTNTA OL OlKOVOuULKol dopeic amalteital: a. va
6nAwoouv OtL SlaBétouv HOVIUA OPYAVWHEVO TUAMA TEXVLKAG UTIOOTAPLENG, KATAAANAd
ekalOeUUEVOU-EEELOIKEVEVOU KOl  va  KataBEéoouv TLOTOTOWNTIKO  ekmaidevong  kal
gfouolodbotTnon auToU amd TOV KOTAOKEUAOTIKO oiko B. va katatebel katdAoyog Twy
Kuplotepwv mopadooswv He avadopd otnv afla tng ocvpPacng, Twv TPOooPEPOUEVWY
TPOTOVTWV KAl TOUG XPOVOUG

nopadoonc.

12. Ta mpoodepopeva UALKA Ba MPEMEL va elval kowvomolnueva otov EOO kat va dlabetouv
TOV AVTLOTOLXO KWOLKO.




13. EmL mowvng anokAELopoU Ba pEMeL va katateBouv yla kabe mpoodepopevo 160G Ta
motonownTika: 15013485, AAwon ) )
Juppopowone, Mwotonowntikd CE, Miotomowntiko Yxediaopov CE.

14. Mo kABe 160G Kal yLa OAEG TIG YEVLKEG Kall ELOIKECG TEXVIKEG TIpodLaypadEg mou {nTouvtal
Ba mpémnel va cUUTANPWOEL avaAUTIKO GUANO CUUMOPPWONG LE TTOPATIOUT O KWOLKO Kall

o€ oeAida kataloyou /Kot TeExVIKwV GuAAadiwy Tng

KOTAOKEVAOTPLAG eTalpeiag. OAoL oL kwdikol kat ot TexVikEG mpodlaypadeg mou Intouvtal Ba
TIPETEL VAl ETLONpaivovTal

OTOUC QVTIOTOLYOUC Kataldyoug r/kal ta TexVika ¢ulladia, mou Ba emiouvamntovral.
Mpoodopég mou umofarlovrtal xwpig

va tepAOLBAvVOVTaL T IO TTAVW OTOLYELO Val amoppimtovtal.

15. e k@Be a/a otov onoio mpoteiveTal avalwolpo ou XpnieL e€omMALOMO/YEVVATPLA VIO VA
Aeltoupynoel, o HelodOTNG odellel va mapaxwpnoEeL Tov anapaitnto cuvodod eEOTALOUO
dwpedv Mpog Xprnon yla 600 dlaotnua SLOPKETSEL N TpounBeLa.




