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TO I'ENIKO NOXOKOMEIO IIETPAIA «TZANEIO»

"Eyovtag vaoyn:
1. Tig dwatdéetg, Ommg 1oyvovV:
1.1. Tov N. 4412/2016 « Anpdotieg Xvpupdoeis Epyov, [pounbeiomv kot Yanpeoiov »

( ®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 «IIpounfeieg Nocokopeiov Kot Aomadv povadwv vyeiag tomv
[Me.Z.Y. xou dAleg dwtdéeiey (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 ), [Topaypapog Z : [Ipocappoyn
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 Emrponig Ilpoundeiomv Yyeiog.

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) Evdoelg mpounbevtov mov vmofdiiovv 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 Katatifevrar péypt Kol v nuepounvio Kot opa

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 emoijuavon tov apiOuov TPWTOKOIL0V THS AVIPTIHOHG).

Koatd ta Aowwd, n dwadikacio Ba dievepynBel kKou n mpopnfeta Oa vAomonBel copuEmva
pe ta mapoxkdtow IMAPAPTHMATA mov emouvimtoviol 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. IPOAIAT'PA®EX ITAPAPTHMA A’

O1 evdiapepopevol Ba xovv duvatdtnto erebbepng TpoOGPacn 6TO TANPES KEILEVO
avtg (cvumeplopBovoéveoy OAMV TOV TOPAPTNUATOV TNG), GE NAEKTPOVIKY LOPOY],
omv 10t00eAido Tov Noocokopeiov oto Swdiktvo  (MAekTpoviky dlevbuvon:

www.tzaneio.gov.gr



http://www.tzaneio.gov.gr/

ITAPAPTHMA A

AJE AAA EIAOZ TEMAXIA SYNOAIKH | TMHMA "AH:’E?,_“’OP
AAMANH
XQPIZ ®MNA
YN00114809(kwé&.vocok)-TPOKAP AIAMETPOY 5/11mm ONTIKA
ATPAYMATIKA AIHNYZEQZ ME ENZOMATQMENO KAI YNEYOYNH
2048 AMNOZNQMENO TPONOMOIHTH KAI MNAAONAKI TMHK'ATOZ
” a

126-02-2025 W=7146906K-966 zTAGEESS\?A';'(Z“:JI'QQ“:AT:AT'é';:'l‘:l’;:gf;m"o TO 450 TEM 29.250,00 € | XEPOYPTE | maprapoNk

AY:3/2025 ©:12 THA.ENIKOIN
MNEYMONMEPITONAIOY. QNIAZ
MPOAIATPADEZ NAPAPTHMA A. 210-4592908
AMNAPAITHTH H ANNOXTOAH AEITMATOZ
YNEYOYNH
YA00114807(kwd.voook)-TPOKAP OMNTIKA ATPAYMATIKA 5- TMHMATOZ
2047 12.ME ENZQMATQMENO KAI ANTOZNQMENO TPONOIHTIKO XEIPOYPFE Ka
/26-02-2025 YP4B46906K-OKA KAI MIDAAONAKI ZTAGEPOMOIHZHZ INA MHAENIKH 120 TEM 8.160,00 € 10 MAPIrAPQNH
AY:3/2025 O0:12 AMQAEIA CO2 AITO KOIAIAKO TOIXQMA. THA.ENIKOIN
MPOAIATPA®EX MAPAPTHMA A. QONIAXZ

210-4592908




YA00105400
Evdookomur apida emorivoang ayyelav, pe piog otetheod I4em,
g fapmhod nipopik aroyoves yio kakbtepn opatdTrua kord TV

xabihaon Tov clips. No dbére nepiotpoen otetheot 360°, 20 clips YNEYOYNH
2046 TTavion, Je avohaOn Tk emoaveln yw my 16ppr oUYKpTHON TMHKI:TOZ
126-02-2025 9MKT46906K-9PX | @V 10TV, peyéfong psomo:uayalo (ML) ecorepikod avofyuatos 240 TEM 26.400,00 € XElEI%YPr MAPFAPQNH
o 4.0 ke pmog idketotpiotog ichim 8.8k, pe ypopatid Evdedn THA.EMIKOIN
AX:3/2025 ©:12 P, . : . ; . : ONIAZ
10V iy Tedevtaiov clips, kubig ko Eveitn otykhiong tav clips. 210.4509908
Ne §106éret pryoviopo ovykpdmong Kabetrpa yohayyeloypaoiag
Kafe ko Evbetn. H pdpmion-mupodémon vat yiveror oe ddo otddua.
NPOAIATPADEZ MAPAPTHMA A.
YA00120101(kw8.vocok)-ZYITHMA ONTIKOY TPOKAP XQPIZ
ANATKH METATPOIEA ME KANOYAA KAl TPOKAP AIAZTOAHZ
ME ENZQMATQMENO AMO MMNAAONI KAI AAKTYAIO YNEYOYNH
2045 KAOHAQIHE ME AYNATOTHTA AM®INAEYPHE TONOOEETHIHE TM“"IL':TO’:
/26-02-2025 6TOX46906K-KAE | TOY ZTEIAEOY STHN KANOYAA .KANOYAA AKTINOAIATIEPATH 200 TEM 10.800,00 € | XEPOYPTE | \\\orAPQNH
KAI AIAQANH . ME EIAIKH ONH AHMIOYPTIAS 10 THA.EMIKOIN
AZ:3/2025 ©:12 NNEYMOTEPITONAIOY XTH MYTH TOY TPOKAP XQPIZ THN QNIAZ

ANATKH BEAONHZ VERRES ZE AIAMETPO 5mm KAl MHKOYZ

10cm.
MPOAIATPA®EZ MAPAPTHMA A.

210-4592908




2063
127-02-2025

AZ:3/2025 O0:10

93"246906K-67%

YN®0500203(kwd.voook)-AIMOZTATIKH ZEAATINH
OPOMBINH 2000IU ,zE ZYZKEYAZIA ENOZ TEMAXIOY
MEFAAYTEPH TQN 6ml,I'A ENAPKEIA ENOZ TAMAXIOY
ANA XEIPOYPT'IKH ENEMBAZH,ME MIKPOTEPH TIMH ANA
ml TEAIKHZ OYZIAZ. NA EXElI ZTAOEPH ZYZTAZH
(PEOAOIIKA XAPAKTHPIZTHKA) TEAIKHZ OYZIAZ I'lA OzZO0
MEFAAYTEO XPONIKO AIAZTHMA. NA
ZYMIMEPIANAMBANETAI £TH ZYZKEYAZIA EYKAMIITO
AKPOO®YZIO (ME MNHMH)ME AYNATOTHTA AEITOYPIIKHZ
KAMWHZ 360 A ANATOMIKA AYZMPOZITEZ NEPIOXEZ KAl
AKAMIMTO AKPO®YZIO ME AYNATOTHTA KOMNHZ £TO
ENIGYMHTO MHKOZ,TO OIMOIO EFTYATAI TO MH
TPAYAMATIZMO TQN ENIKEIMENQN IZTQN ZE NEPINTQZH
EMA®HZ ME AYTOYZ. NA ANTOPPO®ATAI ZE 4-6
EBAOMAAEZ. ONA TA ANQTEPQ NA AMNOAEIKNYONTAI
ZYMO®QNA ME TO EIMXEIPIAIO XPHZEQZ,H
AHMOZIEYMENEZ MEAETEZ,n"AAAOYZ TEXNIKOYZ
DAKEAOYZ KAI OXI MPOIONTIKA AIA®HMIZTIKA
DYAAAAIA.

60 TEM

16.440,00€

XEIPOYPI"

EIO

YNEYOYNH
TMHMATOZ
Ka
MAPIrAPQNH
THA.EMIKOIN
QNIAZ
210-4592908




IMAPAPTHMA B’
(Amotelel avamdoTOoTO TUNHA THG SLKNPLENC)
OPOI XYMMETOXHX

1. H mpocpopd Oa mpémel va £xEL T LOPEON TOV THVAKO TOV EMGVVATTETAL GTO
[Mapapmua I'.

2. YmebBovn onlwon tov a. 8 Tov N. 1599/1986 011 «dev vapyel APETAKANTY KOTASIKAGTIKY ATO@acT €15 fApog TOV 01KOVOUIKOD

@opéa. (amd TO VOLPO EKTTPOGHOTO TOV POPEN) 1] KO TOV PUGIKOD TPOGMTOL (TO 0TOi0 Elvar HEAOG TOV O10IKNTIKOV, O1ELOVVTIKOV 1|
EMOTTIKOV TOV 0PYAVOL 1 €Yl EE0VGIN EKTPOCHOTNONG, ANYNG AToPAcE®MV N EAEYYXOV G€ avTd) Yo Evay amd Tovg KAtwOL Adyovg:

® GULUUETOYN OE EYKANUOTIKY] 0pydveon:
e Jdmpodokia
e amatn

®  TPONOKPUTIKG EYKANRATO 1] EYKAPNATO GVVOEOUEVO NE TPOPROKPUTIKES OPUOTNPLOTNTES

®  VOUNOTIOIN G E600MV U0 TAPAVOUES OPACTNPLOTNTES 1| YPNUATOIOTN G TNG TPOLOKPUTIOG
o  TOOKI] EPYOcio Kol AAAeS pOPPES epmopiag avlpOTOY.

e Eivar goporoyikd evijpepog

o 'Eyel katafdrier TIC E10QOPES KOWVOVIKIG 06QAAIGNG




Ymoypewtikd va oOnAovovtol Kodwkog [Tapatnpnmpiov Tiwov, GMDN kot kwdikdg EKATITY
H owovopikn mpocpopd Oa katatiBetar amokieiotikd o EURO.
INowooa: EAAvi

6. e mepimtwon KatakOpwong: a) M moapddoon Oa yivetar eviog tpidv (3) epyacipov nuepdv amd ™ ANYN TG TopayyeAiog ,
extoc av opiletar Oapopetikd wat’eaipeon, B) N mopddoon tov WOV Ba yivetor pE @OPOVTION KOl OOTAVEG TOL
[TpounBevty, otig Amodnkeg g Yanpeoiog pog.

7. IImpou: H minpoun Ba yivetar oe gupd, petd omd mponyovpevn Beddpnomn 1oV YpNUOTIKOV EVICAUATOV TANPOUNG OO TOV

appodo Enitpono tov EAgyktikon Xvvedpiov.

8. «ZUpowva he TNV UTT apiB. 52445 E= 2023/4.4.2023 KYA (B’ 2385) 01 0IKOVOUIKOi QOPEIC UTTOXPEOUVTAI VA
£KOIOOUV NAEKTPOVIKG TIMOAOYIA Via SATTAVEC O€ EKTEAEON ouuBdoswv (N.4412/2016)

O vroyneot vtoBdAlovy el OV ATOPPIYNG TNV TPOSPOPE TOVG NAEKTPOVIKA :
LE TEPIMTOG) U vTofoic 1] 1IN TPOGNKOVGAC VTOPOAEC TOV AVAPEPOUEVOV TLO TAV®, 1] TPOGPOPA ATOPPITTETAL OC
OTOPAOEKTT).




ITAPAPTHMAT ’
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NMAPAPTHMA A

ENTOAEZ2:2048/26-02-2025,2047/26-02-2025,2045/26-02-2025,2046/26-02-2025

Texvikég
OUTLOULTH OELG

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

2.Na katateBel kALK BLBALoypadia kot va meplthapBavovial TOUAAXLOTOV SUO0 SNUOGCLEUUEVEG KALVIKEG
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 emutpornn teXVIKNAC afloAoynong €xel Sikalwpa va Introet deiypata népav and ta {NtoUeva the
Staknpuéng av autd BewpnBet okomipo. Adyog anoppudng Ba anoteAel To amotéAeopa LETA Ao Xpron os
XELPOUPYELO | 0 Mpooopoiwaon

XELPOUpPYELOU.

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

nephapPBavovral (epyadeiou kat avrtaAlakTikwy kedaAwyv), eni mown andppudng.

6. H mpounBeutpla etalpeia, oe mepimtwon mou eival SLAPOPETIKA QMO TNV KATAOKEUAOTPLA, VO KOTABEDEL
umtelBuvn dHAwaon mou va avadEpeL OTL elval e0UCLOSOTNUEVN OO TOV KATAOKEUAOTIKO OLKO YLa TNV TEXVLKH)
uTtooTtApLEN TwV TPOTOVTWY Kal TNV 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 SLOYWVLOUO Kal
va SNAWVEL OTL 0€ TEPIMTWON KATAKUpWONG cUUBacng otnv mpoodEpouca €TALPELR, N KATAOKEUAOTPLO Ba
Sdeopeutel va tnv mpounBeVoEL pe TN

GUYKEKPLUEVN TTOGOTNTA TWV KOTAKUPWOEVTIWY 6wV TG oluBacng.

8.H kabe mpoodépouca ctalpela, oe mepimtwon mou eival SlapopeTiky AMO TNV KATOOKEUAOTPLY, VO
TipooKopioel SNAwon TNG KATaoKeuAoTPLAG eTalpeiag mou va SNAWVEL OTL N Mpoodépouca Ba evnuepwveTal
vy OAeg TG mBavég avakAROELG/AMOCUPOEL TIPOIOVTWY, OXETIKEG HE To €(6n Tou €xeL MpoodEpel oTg




SLayWwVLoO.

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

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

11.MNa TNV TEXVLKA KOL EMAYYEAUATIKA LKOVOTNTA OL OlKOVOoulkol ¢opeic amatteitat: a. va dnAwoouv otl
SLaB£TOUV HOVIHA OPYAVWHUEVO TUAMA TEXVIKNAG UTOOTAPLENG, KATAANAQ ekmalSeuEVoU-EELSIKEUEVOU Kal VAl
katabéoouv TmioTOMOLNTIKG ekmaidevuong kal £fouclodotnon autol amd TOV KATOOKEUAOTIKO oiko PB. vd
kotatebel katdloyo¢ Twv KUpLOTEpWVY Tapadocswv He avadopd otnv afia g oclvpBaong Twy
TPOCPEPOUEVWV TIPOLOVTWY KAl TOUG XpPOVOUG

nopadoong.

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

13. EmtL mowvA g amokAELopoU Ba Ttpérmel va katateboUv yla KAOe tpoodepdUeEVO 160G TO TILOTOTMOLNTLKA:
1SO13485, AnAwon
Juppdpodwong, Motonmowntikd CE, Motonmowntikd Ixedlaouou CE.

14. Na kaBe 160G KL yLa OAEG TLG YEVIKEG KL ELOLKEG TEXVLKEG TtpodLaypadeG mou {ntouvtal Oa mpemeL va
OUUTANPWOEL avaAuTiko GUANO CUUUOPPWONG UE TTAPATIOUTTH) O KWOLKO Kal o€ oeAiba kataAdyou A/Kkal
TeEXVIKWV GUAAaSiwy TG

KOTAOKEUAOTPLAG eTatpeiag. OAot ol kwdikol kat ol TexVIkEG tpodlaypadEg mou {ntouvtal Ba TPEMEL va
€Monpailvovtal

OTOUG avTioToLXOUC Kataloyoug r/kat ta texvikd ¢uAlddia, ou Ba emiouvartoviat. NpoohopEg 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€omALloUO Swpedv MPog xpron yla 6co Stdotnua
Slapkéoel n mpounBela.




