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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. xon dAleg dwtdeey (O.E.K. 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 : IIpocappoyn
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 Ilpoundeiomv 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) Evdoelc mpounbevtodv mov vmoPdAilovv 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¢ dwdikaciag oto mail g Yanmpesiog 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 oplOuod 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
avTtg (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

ZYNOAIK
H
AJE AAA EIAOZ TEMAXIA AANANH |  TMHMA | MAHFPO®OP
XQPIZ
OnA
YA00114809(kw8.vocok)-TPOKAP AIAMETPOY 5/11mm OMTIKA
ATPAYMATIKA AIHNYZEQZ ME ENZQMATQMENO KAI
AMO:MQMENO TPOMOMNOIHTH KAl MITAAONAKI
STAGEPOMNOIHZHE MNA MHAENIKH AMQAEIA CO2 AMO TO
KOIAIAKO TOIXQMA ME OfMH AHMIOYPTIAS 60 TEM 3.900,00 €
MNEYMONMEPITONAIOY.
MPOAIATPAMES MAPAPTHMA A.
3340 YNEYOYNH
127-08-2025 _ XEIPOYPIEIO+ leanTMZ?-I-Il-((ZZ
;_g;:gggg&ﬁ?g YA00120101(kw8.vocok)-ZYZTHMA ONTIKOY TPOKAP XQPIZ rYNA:z.? MO | 1 Enikoing
MNn.A. 12583/01- ANATKH METATPOMNEA ME KANOYAA KAI TPOKAP AIAZTOAHZ 210 2‘;’32?8408
08-2025 ME EN2QMATQMENO AMO MMAAONI KAl AAKTYAIO ’
KAGHAQ:HE ME AYNATOTHTA AMOIMAEYPHE TOMOGEETHEHE
TOY STEIAEOY sTHN KANOYAA .KANOYAA AKTINOAIAMEPATH 50 TEM 2.700,00 €

KAI AIAOANH . ME EIAIKH ONMH AHMIOYPTIAZ
NMNEYMORNEPITONAIOY ZTH MYTH TOY TPOKAP XQPIZ THN
ANATKH BEAONHZ VERRES ZE AIAMETPO 5mm KAl MHKOYZ

10cm.
MPOAIATPA®EZ MAPAPTHMA A.




YA001158(kw8.voko.)- AIMOZTATIKH AABIAA HAEKTOOEPMIKHZ
ZYTKOAAHZHZ KAl AIATOMHZ AITEIQN EQZ KAl 7mm,ME

3353 TAYTOXPONH XPHZH TEXNOAOTIAZ YNEPHXQN.AIASTAZEQN YNEYOYNH
127-08- 5mmx20cm.NA AIAGETEI TYNOY NIZTOAOEIAHZ XEIPOAABH ME AYO TMHMATOZ
2025 W7ND46906K- | ENIOMATOMENOYS XEIPOAIAKONTES EMIAOTHE ENEPTEIAZ.NA
Nn.A.1221 ZI'N AIAGETEI KYPTH ZIATONA 16mm KAI NANAAAETAI ME ENIMHKH 10 TEM 7.780,00 € XEIPOYPI'EIO Ko MAPI'APQNH
5/25-07- KINHZH 3TA 47KHZ NEPINOY.NA AIAGETEI TEXNOAOTIA ANTIAHWH THA.ENOIKOINQNIAZ
2025 IZTOY KAl AYTOMATH AIAKONMH THZ ENEPFEIAZ OTN OAOKAHPQOEI H 210-4592908
AIATOMH TOY. NA EINAI MIAZ XPHZH .
NPOAIATPAMES MAPAPTHMA A
YA001157(kw8.vocok)-AANAPOZKOMIKH AIMOZTATIKH AABIAA
HAEKTOOEPMIKHE SYTKOAAHZHE KAI AIATOMHE AITEIQN EQ KAl
7mm,ME TAYTOXPONH XPHZH TEXNOAOTIAZ
3352 YNEPHXQN.AIAZTAZEQN 5mmx35cm.NA AIAGETEI TYNOY
127-08- NIZTOAOEIAHZ XEIPOAABH ME AYO ENZQMATQMENOYZ YNEYOYNH
2095 WO4W46906K. | XEIPOAIAKONTES EMIAOTHZ ENEPTEIAS.NA AIAGETEI KYPTH SIATONA TMHMATOZX
MN.A1221 T34 16mm KAl NAMAAAETAI ME ENIMHKH KINHZH STA 47KHZ 10 TEM 7.800,00 € XEIPOYPIEIO Ka MAPFAPQNH
o NEPINOY.TO AKAMNTO AKPO THZ ZIATONAZ NA AIAGETEI EIAIKH THA.EMOIKOINQNIAZ
3/58“;%7' MONQSH A AKOMA MIKPOTEPH OEPMIKH AIAZMOPA ITOYZ 210-4592908

NAPAKEIMENOYZ IZTOYZ.NA AIAGETEI TEXNOAOTIA ANTIAHWH IZTOY
KAI AYTOMATH AIAKONH THZ ENEPTEIAZ OTN OAOKAHPQOEI H
AIATOMH TOY. NA EINAI MIAZ XPHZH AIAZTAZEQN 5mmx35cm.

MPOAIATPA®DEZ: MNAPAPTHMA




3350/27-08-
2025
MN.A12207/25-
07-2025

WYr9oA46906K-
KT=

YZ015008(kw6.vocok)-AABIAA HAEKTPOGEPMIKHZ
2YTKOAAHZHZ KAl AIATOMHZ AITEIQN EQZ KAl 7MM,
ME AYTOMATH OAOKAHPQZH TOY KYKAOY
AMOAINQZHZ, , XEIPOAIAKOMNTH, KAEIAQMA
XEIPOAABHZ, KAl ZEXQPIZTH ZKANAAAH MHXANIKH2
KOMHZ, MHKOYZ 18cm,KYPTEZ ZIATQNEZ 14 MOIPQN
KAl MHKOYZ 36mm
MPOAIATPADEZ NAPAPTHMA A

10 TEM

7.800,00 €

XEIPOYPTEIO

YNEYOYNH
TMHMATOZ
Ka
MAPIrAPQNH
THA.ENIKOIN
QNIAZ
210-4592908




IMAPAPTHMA B’
(Amotelel avamOoTAGTO TUNLLO TNG OLOUKNPVENC)
OPOI XYMMETOXHZX

1. H mpoopopd Oa mpémel va £xEL T LOPEON TOV THVAKO TOV EMGVVATTETAL GTO
[Hoapéptnpua I

2. YmebOvvn onlwon tov a. 8 Tov N. 1599/1986 611 «dev vapyel APETAKANTY KOTASIKAGTIKY ATO@acn €15 fApog TOV 01KOVOUIKOD
@opéa (amd TO VOULLO EKTPOGMMTO TOV POPEX) 1] KOL TOL PLGIKOV TPOSMTOL (To omoio givar LEAOG TOL dtotkNTIKoD, d1evBuvTikKol 1)
EMOTTIKOV TOV OPYAVOL 1 £XEL E£0VGI0 EKTPOCHOTNONG, AYNG ATOPAGEMVY 1) EAEYYXOV GE AVTO) Yo Evav od TOvG KATOL Adyoug:

®  GUUUETOYY G€ EYKANNOTIKI opydveon:

e dmpodokia

e ogmatn

® TPOMOKPUTIKA EYKANNATA 1] EYKAMNOTE GCUVOEOUEVE IE TPOUOKPUTIKES OPUCTNPLOTITES

®  VOULPOTOiIN 61 E600MV 00 TOPAVORES OPUCTNPLOTNTES 1] YPNNATOOOTI|ON TI|S TPOUOKPATIOG

®  TOLOIKI] EPYOCiQ KOl GALES pOPPES Epmopiag avOpOTOV.
e Eivar goporoyikd evijpepog

o 'Eyel katafdriel TIC E10QPOPES KOLVOVIKIG 0.6QAAGNG

Yroypewtikd va oOnAovovtol Kodwog [Hapatnpnmpiov Tywov, GMDN kot kookdg EKATITY



H owovopkn pocepopd Ba katatiBeton amokieiotikd o EURO.

INaoooca: EAAvikn
6. Xe mepimtoon Katakvpwong: o) 1 mapdooon OBa yiverar eviog tpdv (3) epyacipov MUEPOV Omd TN ANYN TG TopayyeEAog
extoc av opiletar Sapopetikd kat’eaipeon, P) M mopddoon tov WOV Oa yivetor pE @POVTION Kol OUTAVEG TOL

[IpounBevtn, otig Amodnkeg g Ymnpeoiog pog.

7. ID\npoun: H minpopn Ba yivetoar ce gupd, petd and mponyovpevn Be®dpnon tov y¥pNUOTIKOV EVIOANATOV TANPOUNG om0 TOV

appodto Enitpono tov EAeyktikod Zvvedpiov.

8. «ZUpowva Pe TNV Ut apiB. 52445 E= 2023/4.4.2023 KYA (B’ 2385) 01 0IKOVOUIKOi QOPEIC UTTOXPEOUVTAI VA
£kSidouV NAEKTPOVIKG TIMOASYIA yia Satrdveg o€ eKTEAson ouuBdoswy (N.4412/2016)

Ot vrroymerot vwoBaAlovy entl IOV ATOPPLYNG TNV TPOGPOPE TOVG NAEKTPOVIKA :
g TEPIMTOGN U vrofoinc 11 un TPOoGNKOVGAC VTOPOANC TOV AVAPEPOUEVOV TLO TAVD, 1] TPOGPOPU ATOPPITTETOL (OC
OTOPAOEKT).
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NMAPAPTHMA A

ENTOAEZ: 3340/27-08-2025.3353/27-08-2025,3352/27-08-2025,3350/27-08-2025

Texvikég
OUTLOULTH OELG

1.Na katateBel yla 6Aa ta €idn mpwtotuno GpuALGSLlo 08nNyLWV TOu KATAOKELAOTH oikou ota EAANVIKA.

2.Na katateBel kALK BLBALoypadia kot va meplthapBavovial TOUAAXLOTOV SUO0 SNOCLEUEVEG KALVLIKEG
MEAETEG YL TO KAOE PoodePOPEVO €L60G 1) KALVIKEG LENETEG JLE TIPOLOVTA TOU LOLOU KATOOKEUAOTIKOU OlKOU HE
QvTLoTOLY O TEXVIKA XAPAKTNPLOTIKA cUpdwva kat pe MDR article 61 Clinical Evaluation annex Ill, Clinical
Evaluation and Post Market ClinicalFollow up annex XIV kot Ta TIVEUATIKA SIKOLW AT TWV cuyypadEwy.

3.H Huepopnvia Anéewg twv epyaleiwv va ival Avw Twv 2 €TWV.

4.H emutponn teXVIKNAC afloAoynong €xel Sikalwpa va Introet deiypata népav amnd ta {NTtoUeva the
Staknpuéng av autd BewpnBet okomipo. Adyog anoppudng Ba anoteAel To amoTtéAeopa LETA Ao Xpron o€
XELPOUPYELO | 0 Mpooopoiwaon

XELPOUpPYELOU.

5.”0movu {nteital epyaleio kat avtaAlaktikég kedalég eival amapaitntn n mpoodpopd o€ OAOUG TOUG
av&ovteg mou

nephapPBavovral (epyadeiou kot avtaAlakTikwy kedaAwyv), eni mown andppudng.

6. H mpounBeutpla etalpeia, oe mepimtwon mou eival SLAPOPETIKA OO TNV KATAOKEUAOTPLA, VO KOTABEOEL
umtelBuvn dHAwaon mou va avadEpeL OTL elval e0UCLOSOTNUEVN OO TOV KATAOKEUAOTIKO OLKO YLa TNV TEXVLKH)
urtootApLEN Twv TPOTOVTWV Kal ThV THpnon twv dtadikaclwv ot ribavr) avakAnon/amnécupon mpoiovtog.

7.H kdBe mpoodépouca ctalpela, oe mepimtwon mou elval SLadOpPETIK AMO TNV KATACKEUAOTPLA, Va
TipooKopioel SAAWGON TNG KATAOKEUAOTPLAG ETALPELAG TTOU VA avadEPETAL OTOV CUYKEKPLUEVO SLAyWVIOUO KoL
va SNAWVEL OTL 0€ TEPIMTWON KATAKUpWOong cUUBacng otnv mpoodEpouca €TALPELR, N KATAOKEUAOTPLO Ba
Sdeopeutel va tnv mpounBeVoEL pe TN

OUYKEKPLUEVN TTOCOTNTA TWV KOTAKUPWOEVIWY 6wV TG olUBacng.

8.H kabe mpoodépouca etalpela, oe Tepimtwon mou eival Sladopetikiy amd TNV KATAOKEUAOTPLA, VO
TpooKopioel SNAwon TNG KATaoKeUAoTPLAG eTalpeiag mou va SNAWVEL OTL N Mpoodépouca Ba evnuepwveTal
vy OAeg TG mBavég avakAROELG/AMOCUPOEL TIPOIOVTWY, OXETIKEG e To €(6n Tou €xeL MpoodEpel oTg




SLayWwVLoO.

9. H kdBe mpoodépouoa ctalpeia, va Slabétel Gptia eKMOLOEUUEVO/TOTOMOLNUEVO TIPOCWIILKO Qo TV
KATOLOKEUAOTPLA ETALPELA (TLOTOTIOLNON £WG 2 TIPONYOUMEVA £TN) YLA TNV TEXVLKN UTIOOTHPLEN OTO XELPOUpPYELD
KoL e€0UCLOSOTNEVO TURMA service yla mBavd anapaitnto cuvodo eSomALoud yla TNV Katnyopia H.

10.ARAWON TOU KOTAOKEUOOTIKOU 0ikou OTL Ta Tpoiovta eival yviola Kot apetaxeiplota.

11.Ma TNV TEXVLKA KOL ETMAYYEAUATIKA LKOVOTNTA OL OlKOVOoUlkol ¢opeic amatteitat: a. va dnAwoouv otl
SLaB£TOUV HOVIHA OPYAVWHUEVO TUAMA TEXVIKNG UTIOOTAPLENG, KATAANAQ eKkmalSeuEVOU-eEELSIKEUEVOU Kal VAl
katabéoouv TmioTOTOLNTIKG ekmaidevuong kal £fouclodotnon autol amd TOV KATOOKEUAOTLKO oiko PB. vd
kotatebel katdloyo¢ Twv KupLOTEpwWVY Tapadocswv He avadopd otnv afia g oclupBaocng Twy
PO PEPOUEVWV TIPOLOVTWY KAl TOUG XPOVOUG

nopadoong.

12. Ta mpoodepodueva UALKA Ba TipEmel va eivat kowvormotnuéva otov EOD kal va Stab£touv Tov avtiotol o
KWOLKO.

13. EmtL mowvA g amokAsLopoU Ba Ttpérmel va katateboUv yla KAOe tpoodepOUEVO 160G TO TILOTOTMOLNTLKA:
1SO13485, AnAwon
Juppopodwong, Motonmowntikd CE, Motonmowntikd Ixedlaouou CE.

14. Mo kABe 160G Kal yLoL OAEG TLG YEVIKEG KoL ELBLKEG TEXVLKEG TIpoSLaypadEG Tou {nTtouvTal Ba pémneL va
OUUTANPWOEL avaAuTiko GUANO CUUUOPPWONG UE TIAPATIOUTTH) O KWOLKO Kal o€ oeAiba kataAdyou A/Kkal
TeEXVIKWV GUAAaSiwy TG

KOTAOKELAOTPLAG Talpeiag. OAot ol kwdikol kat ol TexVIKEG tpodlaypadEg mou {ntouvtal Ba TpEMEL va
€Monpailvovtal

OTOUG avTioToLXoU¢ Kataloyoug r/kat ta texvikd ¢uAlddia, ou Ba emiouvartoviat. NpoodopEg mou
umoBaMovtal xwpig

va nepl\apfavovtal To o MAVW OTOLXELD va amoppimtovtal.

15. 3¢ kAOs a/a oToOV OToio TIPOoTEivETAL OVAAWGCLUO TIoU XPrleL EOMALOUO/YEVVATPLA YLO VO AELTOUPYAOEL, O
LeLoSOTNC odellel va mapaywproeL ToV anapaitnto cuvodod e€omMALOUO Swpedv MPog xprion yla 6co Stdotnua
Slapkéoel n mpounBela.




