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TO I'ENIKO NOXOKOMEIO IIETPAIA «TZANEIO»

"Eyovtag voyn:
1. Tig dwatdéetg, Ommg 1oyvovV:
1.1. Tov N. 4412/2016 « Anpdoieg Xvpupdoceic Epyov, [pounbeiomv kot Yanpesudv »

( ®EK 147 / 08-08-2016)

1.2. Tov N. 3580/2007 «IIpounfeieg Popéwv emomtevdpevemV amd to0 YTovpyeio
Yyelag kot Kowvovikig AAAnAeyydng kou dAleg dwotaéeigy (O.E.K. A" 134 / 18-6-
2007).

1.3. Tov N. 2955/2001 «IIpounBeieg Nocokopeiov Kot Aowmdv povadwv vyeiog tov
[Me.Z.Y. ot aAleg dwtaéeiey (O.EK. A" 256 / 2-11-2001), énwc Tpomomotnpuévog

oY VEL.

1.4. Tov N. 2362/1995 «Ilepi Anpociov AoyioTikov, €AEYYOL T®V JOTOVOV TOL
Kpdrovg kar ahreg drataéeigy (O.E.K. A" 247/ 27-11-1995), 6mwg 1oydet.

15. Tov N. 4152/2013 ( ®.E.K. 107 A’/ 9-5-2013 ), apdypaeog Z : TIpocappoyn
™mg EAnvikng Nopobeciog oty odnyia 2011 / 7 g 16-2-2011 yia v

KOTATOAEUNOT| TOV KABLGTEPNGEMV TANPOUDY GTIG EUTOPIKES GLVOAAAYEC.

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 Emrponnic 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 1 arrodond. B) Evodoelg mpounbevtov mov vmoPdAilovv Kown

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 ®po

m¢ dSwdkaciag oto mail g Yanpesiog mprom3@tzaneio.gov.gr

e TmepinTtwon mov 0 OYKOS TWY OIKALOAOYNTIKOV &ival UEYHAOS
nopoKaleiote OTws Katateovy oe pakxeio oo Ipapeio Ilpwtokdéliov Tov

Nocoxouciov (ue emoijuaven tov oplOuod TPWTOKOIL0V TS AVAPTHOHS).

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. HNEPII'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 (cvumeplopBovoévay OA®V TOV TOPAPTUATOV TNG), GE NAEKTPOVIKTY LOPOY],
omv 10t00eAido Tov Noocokopeiov oto Swdiktvo  (MAekTpoviky dlevbuvon:

www.tzaneio.gov.gr



http://www.tzaneio.gov.gr/
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3075
/08-08-
2023

9AMW46906K-
TXP

YA001218
AQUTOAPOOKOTIKO OET BAPLATPLKAG EMERBACNHE TTIOU VAL
neptAapBavel:
a) (1) éva tpokap apeong 6pacng SLUvVNonG LOTWV,
Stapétpou 5/12mm Ko pjkoug 100mm, o€ otelhoeLldy
AaBH, e Texvoloyia cUAAOYAG, AIMOUAKPUVONG Ko
anoppodpnong TWV Vypwv Ano GIOYYO 6TO ECWTEPLKO TNG
KkepaAnG TNG KAVOUAQG.
B) (2) Sradaveic kavouleg Siapétpou 5/12mm prkoug
100mm
v) (1) évav nAektpokivnto apBpwto enavadopTi{Opevo
KOTITOPATTN E KAELOTO KaVAAL pLaG Xpriong, ney£0oug
60mm SLapétpou 12mm, e urkog oteltheol 34cm, pe
E£PYOVOLLKO OXESLAGHO TNG AaBrG yLa XPrion HE TO £va XEpL
KO UNXAVIOHO adntikii¢ dpBpwong tng KeDaAg HEXPL
Kot 450 EVOWUATWHEVN 0TO CTEAEXOG TOU epyaleiou.
6) (1) prot avtaAAaKTIKR KALOETA, XWPIG KOTITIKN) AL, HUE
€L6IKEG IPOEKTAOELG OTNV EMLPAVELA TNG YL OLTPOLU LOLTLKN
GUYKPATNON TOU LoTOU OTLS OLaYOVEG Tou epyaeiou, yia
Aemtoug LotolGg pue Suvatotnta cUykAong Lotol anod
1.5mm - 2.4mm, pAikoug 60mm
€) (2) 800 aVTAANAKTIKEG KOOETEG, XWPIG KOTTIKA Adua, He
€L6IKEG MPOEKTAOELG 0TNV EMLPAVELA TNG YLOL OLTPOLU LOLTLKH
GUYKPATNON TOU LoTOU OTLS GLAYOVEG TOou EpyalEiov, yia
€VSLAEOOUG LOTOUG HE SuvatotnTa CUYKALONG LOTOU amnod
1.8mm - 3mm, prikoug 60mm
oT) (2) 5U0 AVTAAANAKTIKEG KAOETEG, XWPIG KOTTIKA Adpa, pe
€L6IKEG MPOEKTAOCELG OTNV EMLPAVELA TNG YLOL OLTPOLU LOLTLKH
GUYKPATNON TOU LoTOU OTLS GLAYOVEG TOou Epyaleiov, yia
nayeig Lotolg pe Suvatotnta cUykKALong Lotol ard 2.0mm -
3.3mm, prikoug 60mm
7) (1) Eva epyaleio untepAXwv e KOUBio ponypévng
apdoTaong yio peyaAutepa ayyeio éwg Kot 7XA, e KOG
otelAeo 36¢K. e MpooapolOEVN TEXVOAOyia LoTOU.
ANAPAITHTO A TIZ AANAPOZKONIKEZ XEIPOYPIIKEZ
EMEMBAZEIZ SLEEV GASTRCTOMY.

MPOAIATPA®DEZ MAPAPTHMA A.

4 TEM(ZET)

9.600,00 €

XEIPOYPTEIO

YMNEYOYNH
TMHMATOZ
Ka MAPITAPQNH
THA.EMOIKOINQNIAZ
210-4592908




3076
/08-08-2023

911746906K-25K

YA001217
ZET AANAPOZKOMIKHZ KOAEKTOMHZ
TO oTroio va TrepIAapBdaver:

1. AaBida nAekTpoBepUIKAG OUYKOAANONG Kal BIATOMAG ayYEiwv
£wg kal 7mm, ye autopartn oAokARpwon Tou KUKAou
atmoAivwong, evowuaTwpévo KaAwdio, XeIpoSIaKOTITH,
TEPICTPEPOHUEVN, EVOWHATWHEVN KOTITIKI Adpa, SEXWPICTNA
OKavOAAN PNXAaVIKAG KOTTAG, HE SIAUETPO OTUAEOU Smm, PRKOG
oTUAgoU 37cm Kal KUpTég olayoveg Totrou Maryland evepyou
dkpou 20mm ka1 KoTrg 18mm, emikaAAupéveg (yia aTroQuyn
€£0XApaAg) pe povotrAeupo avoiypa TEM 1
2. EvBookoTriko6 epyaleio eubeiag ocuppa@ng - SIATOPNAG KI
avVOaOoTOPWONG, TO OTroio PTTopEi va dexBei KeaAég ubtieg,
apBpoUpEVEG, KEKOPMEVEG KAl KUPTEG, OE NEYEBN ouppapng
30mm, 45mm ka1 60mm. Mg véa KOTITIKA Adpa o€ KABe
emava@opTion, 10 8éoeig dpOpwong Kai OTUAES pRKoug 16¢cm.
TEM 1
3. AvTaAAGKTIKR KEQAAR yIO TO EVOOOKOTTIKO £pyaAgio
(Mnxavik6 N kal NAEKTPIKO) gubeiag ocuppaPng - SIATOMAG KI
avaoTépwong, apBpoUpevn, ue TPITTAR YPOUHK OUPPAPRG,
EVOWHATWHEVN KOTITIKA AdUa, HNXAVIOUO aITOQUYAG
€TAvVaTTUPOdOTNONG, AYKTAPES (KAITIG) TITaViOU, HAKOG
ouppaPng 60mm, pe S10QOPETIKO UYOGS KAITT 0€ KAOE ypauun
oUpPPAPNG, EVOIAMEDT YIO KOVOVIKOUG - TTOXEIG 1I0TOUG.
TEM 2
4. KUuKAIKOG aVOOTOUWTAPAG, KUPTOG, HE AVOKAIVOUEVT KEPAANR,
Mia xeipoAaBn, TPITTAN ypAUHN CUPPAPRG Kal SI0QOPETIKO
HéyeBOG KAITT O0€ KABE pia a1rd TIG YPAMMESG CUPPAPNG, HAKOUG
22cm, Siapétpou 28IM M, pe péyedog KAIT 4.0mm, 4.5mm,
5.0mm yia oAU Traxeig iotoug. TEM 1
MPOAIATPA®EZ NMAPAPTHMA A

3TEM

5.940,00 €

XEIPOYPTEIO

YMNEYOYNI
TMHMATOZ
KaMAPIAPQN
THA.
ENMIKOINQNIAZ :
4592908




3076
/08-08-2023

911746906K-25K

YA001217
ZET AAMAPOZKOMIKHZ KOAEKTOMHZ
TO OTT0i0 Vv TTEPIAAUBAVEL
1. AaBida nAekTpoBePMIKG OUYKOAANONG Kol S10TOUNAG
ayyeiwv £wg Kal 7mm, HE aUTOHATN OAOKARPWOT TOU
KUKAou atroAivwong, evowpaTwpévo KaAwdio,
XEIPOBIAKOTITN, TTEPICTPEPOUEVI, EVOWHATWHEV KOTITIKN
Adpa, EeXxwpioTh oKavdAaAn pnxavikng KOmng, Je SIAUETPO
oTuAgoU 5mm, pfikog oTuAgoU 37cm Kal KUPTEG OlAYOVEG
TUTToUu Maryland evepyouU dkpou 20mm kai KoTrRg 18mm,
€MIKAOAAUPEVEG (VIO aTTOQUYR ECXAPAG) HE MOVOTTAEUPO
dvoiypa TEM 1
2. Ev300KOTIKO gpyaleio eubBeiag ouppa@ng - SIATOUNAG KI
AVAOTOPMWONG, TO OTToio PTTOPEi va deXBei KePaAég eubeieg,
apBpoUpeveg, KEKOPMEVEG KAl KUPTEG, OE MEYEBN ouppapng
30mm, 45mm ka1 60mm. Me véa KOTITIK Adpa o€ KABe
gmavapoprion, 10 0éoceig dpOpwong Kal CTUAESG UAKOUG
16cm. TEM 1
3. AVTaAAOGKTIKH KEQAAR YIa TO EVOOOKOTTIKO Epyaleio
(MnXaviko 1\ Kal NAEKTPIKO) guBeiag ocuppa@Pnig - SIATOMNAS KI
avooTOpWONG, apBpoUpEeVN, Pe TPITTAR YpOpp oUpPaPNg,
EVOWHATWHEVN KOTITIKA AdUA, MNXAVIOHO ATTOQUYAS
£TavamupodoTnong, aykTAPEeS (KAITTG) TITaviou, MAKOG
ouppapng 60mm, pe S10POPETIKO UYOG KAITT O KABE
YPOMURA OUPPAPRG, EVOIAMEDN YIO KAOVOVIKOUG - TTaXEig
1I0TOUG. TEM 2
4. KuKAIKOG aVOOTOUWTAPAG, KUPTOG, ME AVOKAIVOUEVN
KeQAAR, pia xeipoAafn, TPITTAR YPOUUT CUPPAPAS KAl
S1a@opeTIKO PEYEBOG KAITT 0€ KABE Pia a1rd TIG YPOAMHES
CUPPAPIC, BAKOUGS 22cm, Siauétpou 31 MM, pe péyebog
KAITT 4.0mm, 4.5mm, 5.0mm yia oAU Traxeig 1I0ToUg. TEM 1
MPOAIATPA®EZ MAPAPTHMA A

3TEM

5.940,00 €

XEIPOYPTEIO

YMNEYOYNH
TMHMATOZ
KaMAPIrAPQNH
THA.
EMIKOINQNIAZ
210-4592908




3227
/12-09-2023

9DYA46906K-
0Bz

YN®0500203-AIMOSTATIKH ZEAATINH ME
ANOPQMINH OPOMBINH ,3E ZYIKEYAZIA ENOZ
TEMAXIOY MEFAAYTEPH TQN 6ML ,MA ENAPKEIA ENOZX
TEMAXIOY ANA XEIPOYPTIKH ENEMBASH ,ME STAGEPH
SYZITAZH (PEONOTIKA XAPAKHPIZTIKA) TEAIKHE OYZIAZ
lA O30 MEFAAYTEPO XPONIKO AIASTHMA. NA
SYMMEPIAAMBANETAI 3TH ZYZKEYAZIA EYKAMMTO
AKPO®YZIO (ME MNHMH) ME AYNATOTHTA
AEITOYPIKHE KAMWHS 360 MA ANATOMIKES
AYZMNPOZITEZ MNEPIOXEZ.NA ANOPPOMATAI ZE 4-6
EBAOMAAEZ.NA MAPEXEI TH XAMHAOTEPH TIMH
BAZEI NPOZMEPOMENHZ NOZOTHTAZ TEAIKHE OYZIAZ
(TIMH ANA/ML MPOIONTO?).

30 TEM

8.220,00 €

XEIPOYPTEIO

YNEYOYNH
TMHMATOZ
Ka MAPTAPQNH
THA.
EMIKOINQNIAZ
210-4592908




YMO00900401-AYTOKAOHAOYMENO
MIAMOPPO®HZIMO NAEIrMA ANMOKATAZTAZHZ
BOYBQNOKHAHZ,AYTOMATHZ
KAOHAQZHZ,AMMOTEAOYMENO AITO

MONOKAQNO MOAYESTEPA ME YNEYOYNH
AMOPPO®HEIMA ArKIETPA AMO TMHMATOX
2414 _ - KaMAPIFAPQNH
120-06.0023 | WWE146906K-XWN | MOAYTAAAKTIKO OZY A THN KAOHAQEH TOY 20 TEM 8.000,00 € XEIPOYPTEIO THA.
XQPIZ PAMMA XTH MIA NAEYPA KAI ENIKOINQNIAS
ENZQMATQMENO ®IAM KOAAATONOY ETHN 210-4592908
AAAH.NA AIAGETEI XPQMATIEMENH AQPIAA A
ANATOMIKO MPOZANATOAIZMOY TOY
MAEFMATOZ.ZE AIAXTAZH :15cmx10cm.
MPOAIArPA®EZ NMAPAPTHMA A.
SET HMI-ANOPPO®HZIMOY ENINEAOY NAETMATOZ
KAl KQNOY,NOY NA ANOTEAEITAI AITO ENINEAO YMO00600112-
MH-NPOIXHMATIZMENO NAEFMA AMO AIAMETPOS YNEYOYNH
_ NOAYMPOMNYAENIO & ANOPPO®HEIMES INES KQNOY:40mm- TMHMATOZ
2421 9Mr=46906K- Ka MAPFAPQNH
120-06.2023 ANG NOAYTAYKATMPONHS AIAZTAZEQZ 7X14cm KAI IAIAZ | 10TEM,YM00600113- | 3.600,00 € XEIPOYPIEIO THA.
NAEZHZ KQNO 2XHMATOZz V ME ENINAEON AIAMETPOZX EMKOINQNIAS

PABAQZEIZ AMTO MEMBPANH NOAYMEPOYZ
NOAYAIO=ANONHzZ.
MPOAIATPADEZ NAPAPTHMA A.

KQNOY : 55mm-

10TEM

210-4592908




ITAPAPTHMA B’

(Amotelel avamdoTAoTO TUNWA TNG O1OKNPLENG)

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 011 «dev vapyel APETAKANTY KOTASIKAGTIKY ATO@acT €15 fApog TOV 01KOVOUIKOD

@opéa. (oo TO VOUUO EKTPOCGHOTO TOL POPEN) 1) KOL TOL PLGIKOD TPOGMTOL (TO 0TTO10 Elval HEAOG TOV S1OIKNTIKOV, d1ELOLVTIKOD 1)
EMOTTIKOV TOV 0PYAVOL 1 €Yl EE0VGIN EKTPOCHOTNONG, ANYNG AToPAcE®MV N EAEYYXOV G€ avTd) Yo Evay amd Tovg KAtwOL Adyovg:

®  GUUUETOYN OE EYKAMNATIKT opydveon:

e Jdmpodokia

o amartn

®  TPOUOKPUTIKG EYKANNOTO 1] EYKMRATO CUVOEOUEVOE PUE TPOUOKPUTIKES OPUCTNPLOTNTES

®  VOHIPLOTTOiN 61 €600V U0 TOPAVOUES OPACTNPLOTNTES 1| YPNUATOIOTNGT TNG TPOLOKPUTIOG
o  TOOKI] EPYOcio Kol AAAeS pOPPES epmopiag avlpOTOY.

e Eivar goporoyikd evijpuepog

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.

INowooa: EAAvi
6. e mepimtwon KoatakOpwong: a) N mapddoon Oa yivetor eviog tpiov (3) epyaciyomv nuep®v omd ™ ANYN TG TopayyeAiog ,
extog ov opileton OlapopeTikd kot’efaipeon, PB) N moapddooon twv €0®V Bo yiveTow pHe @POVTION Kol OATAVES TOL

[TpounBevt, otig Amodnkeg g Ymnpeoiag poc.

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

appodo Enitpono tov EAgyktikon Xvvedpiov.

Ot vrroyMmerot vroBaAlovy entl OV ATOPPLYNG THY TPOGPOPE TOVG NAEKTPOVIKA :
1€ TEPIMTOGN Uun vrofoinc 11 un TPOGNKOVGAC VTOPOANC TOV AVAPEPOUEVOV TLO TAVW, 1] TPOGPOPA ATOPPITTETOL (OC
OTOPAOEKT).




ITAPAPTHMAT ’
YIHOAEIT'MA IIINAKA

APIGMOX
ENTOAHX

HHEPITPA®H
EIAOYX

TIMH
ITPOX®OPAX
ANA
TEMAXIO
XQPIYX OITA

KQAIKOX
ITAPATHPHTHPIOY

TIMH
ITAPATHPHTHPIOY

KQAIKOX
EMIIOPIOY

GMDN

EO®




NMAPAPTHMA A

ENTOAH:3075/08-08-2023
AATAPOZKOMIKO ZET BAPIATPIKHZ EMEMBAZHE.

TEXNIKEX ITPOAIATPA®EYX
éva TPOKAP dpeong 6paong S1HVNONG I6TAOV, SopéTPov 5-12mm kot pikovg 100mm, dweavég oe 6A0 T0 UKoG. Me Kovikd dkpo omoTeLoVUEVO oo 600
TAOGTIKG TTEPVYLO, 08 OTEN0EWN APT| Kat ToTOAOEWN Aafn, Yio PeElDON TOV TPODLOTOG KOl TV EAOYIGTOTOINGCT] TOV PIGKOL EUQAVIONG HETEYYELPNTIKNG KAANG
a6 v 61000 10V TpoKap. To TUPUTAV® VO TEKUNPDVETOL EXIGTNLOVIKA.
INo weplopiopd knAidwong kapepog kot epyoreimv va dtabétel texvoloyio GLAAOYNG, ATOUAKPLVONG KAl AITOPPOPTOTG TOV VYPOV 0d 6TOYYO GTO E6MTEPIKO
™G KEQAANG NG Kdvovrac. Me BadBida mov mapéyel 0ePOGTEYOVOTITA KOl ETGTNIOVIKMDG TEKUTPLOUEVO EAUYIGTOTOLEL TO TTOGOCTO OTMAELNG TVEVHOTEPITOVEOD,
pe BaAPida £yyvong kot eKkkEvmong aepiov.
H xopuen g kévovrag va £yl oo xmviod Yo KATEVOLVOUEVT EICOYMYT TOV EPYOLEIDV TOV S1IEVKOADVEL TOV XELPOLPYO.
Na eivor andivta otabepd oto Kothakd toiyopo Swwbétovrag 33 eykdpoleg oudkevipeg paPddocelg otabepomoinong oty kdvovAo Kot dvo Bécelg
otofepomoinong pappdtov. To Tpokdp kat 1 kdvovAa va aceaiifovv peta&d tovg otabepd. To drkpo ™G Kavoviag va eivar ofdAd oynuatifovtog yovia 450 yo
eEaywyn LEYAA®Y TOPACKEVAGHATMOV Kl BEAOVOV.
B) 8%0 dww@aveic Kavovres, dwopéTpov 5/12mm ko prikovg 100mm, pe PBorPido Smhod S0QPAYLOTOG TOV TAPEYEL OEPOCTEYOVOTNTA KOL EMIGTNLOVIK®OG
TEKUNPLOWEVO, ELOYIGTOTTOIEL TO TOCOGTO OMMAELNG TVEVLOTEPLTOVEOD, Kol e BOABida Eyyvomne Kot EKKEVOOTG aEPiov.
H xopuen ¢ kdvoviog va £xel oynua x@VIoD yio KoTeLOuVOLEVT EIGOYWOYT TOV EPYUAEI®V TOV SLIEVKOAVVEL TOV YELPOVPYO.
No sivor amdivto otabepd oto Kotlakd Ttolyopo Swabétovtag 33 eykdpoieg opokevipeg pofdmcel otabepomoinong oty Kavovia kot dvo Oécelg
otobepomoinong poppdtov. To tpokdp kat 1 kKdvovia va acearifovv peta&d tovg otabepd. To dxpo g Kavovrog va givar ofdd oynuoatilovtog yavio 450 yio
eEay@yn HEYOA®Y TOPACKEVAGHATOV KOl BEAOV®V.
v) évav miektpokivnto 0pOpTé £mOova@OPTICOpEVO KOTTOPATTN, MOG YpNong ueyébovg 60mm Swpétpov 12 mm, pe pfkog oteileod 34cm, e
EVOOUATOUEVT AQLLO GTO GTEAEYOG TOV £pYOAEiOV 0o avoleidwto atcdit 420.
No déyetar KaoETeg e kot yopic avTioModnTIKn empaveln, pe KAMrg and Kpapa titaviov (va mepiéyet 2,5% Pavadio-3%orovpivio) yio 6 dtopopeTtkods TOTOVG
wotev (amd 0,75mm émg 2,3mm). Epyovopkd oyedtacpd g Aafng yo ypron Le To éva x€pt Kot UNYOviopo madntikng dpBpmong e keeoing nuéypt kot 450
EVOOUATOUEVT] OTO GTEAEYOG TOV EPYOLEIOL.
O pyaviopdg TupodOTNOoNG VO TPAYLATOTOLEITAL LLE TNV YPNOT] NAEKTPIKNG EVEPYELNG VIOl TNV EANYICTOTOINGT OTOLNCONTOTE AKOVGLOG Kiviiong Tov mhavov va
TPOVUOTICEL TAPOKEILEVOVS 1GTOVG.
Noa dtabétet €101Kd oyedloaopévo cvuotne Tov e£acParilel opodpopen amdcTacn HETOED TV 600 GloydvmV KaTd TV d1dpKeLo. NG TupoddTnong yio Bértio
OLATOON, Kol Vo aokel migon {on pe 8gr/mm?2 yio OpOOHOPPN YPOUUT GUPPOPNG 68 OAO TO UNKOG, T 1GOSOVOUN LE TNV WO0VIKY TECT EVOG GUPPATTIKOD
€PYOLEIOV GTOV 16TO Y100 TNV EEAGPAAION TNG PEATIOTNG EMOVAMONG TANYDV Kot Tapoyn aipatog, 6mwg axpipmg opilovv ot facikéc apyés cuppapns. Na mapéyet
HELMOT OTIG QIOPPOYIKES ETITAOKEG KOl TOV LEGOV GUVOAIKOD KOGTOVS VOOAEl0g 6€ oxéon e mapopoto €101 TG Kot yopiog Tov.
To mopomdvm vo amodEKVOETOL O ETGTNUOVIKG TEKUNPLOL.



No d100étel KAEIWGTO KAVAAL GTNV VTOSOYT TNG OVTOAAAKTIKNG KAGETOG Yo Vo e5ac@aAiletol 1 vrootiplEn ™G omd TIC VYNAEG TECELS Kot SUVAELG KOTA T
duapketa tng mopodoTnomng. Na £xel SuvatdTNTo TVPOSITNOTG EMG Kat 12 popéc, avd achevn.

0) pio OVTOALOKTIKN KAGETO Y10 AETTOVS 16T0VG e Suvatdtnta ohykAlong omd 1.5 - 2.4mm.

€) 000 UVTUALOKTIKEG KUGETES Y10 EVOLAPNEGOVGS L6TOVG Le SuvatdtnTa cVyKAong amd 1.8 - 3.0mm.

0T) 000 AVTOALOKTIKEG KOGETES Y10 TAYELS 16TOVG Lle duvoTOTNTO GVYKAMGNG amd 2.0 - 3.3mm.

* Ot avTOAAOKTIKEG KAGETEG TOV J), €) KO OT) VO VoL Y0 PIg KOTTIKN AQLLO, Le EOKEG TPOEKTAGELG GTNV EMPAVELD TNG YO ATPOVLATIKY) CUYKPATNON TOV 1GTOV
OTIG GLOYOVES TOV €PYAAEiOD, YEYOVOS TOL Umopel vor 00N yNoEL GTNV £E0IKOVOUNGT| LG AVTOALOKTIKNG Kaoétag avd eméupaon kot eEacpdiiong opdng tpoytdg
TOV KM Kotd v mopodotnon. Ot ayktpeg va givor and kpapa tiraviov (2,5% Pavadio-3%oaiovuivio) kot to kabe axpo vo eival eEAaPPOG KEKKOUEVO Yol
amo@uyn oTpEPA®ONG KATA TNV TVPOdOTNCT. ME TPITAT 100DYT YPUULT GUPPOPNG EKATEP®OEY TNG YPOUNG StaTopng, Le KAgioo KAln og oxfiua "B", pe unkog
60mm.

{) 'Eva LomopocKoOTIKO €PYOAEio Y0, OHOGTAGT — SwwTop] ayyeiov £0G KOl 7L LE OMOKAEIOTIKN XPNON VLAEPHY®V, LE HNKOG OTEeOL 36cm e
gvepyomoinon amd 1o ¥EPL , Pe TeEXVoroYin TPocapuolOUEVNS EVEPYELOG GTOV 10TO, TAPEYOVTAG £TCL GTN) YEVVITPLO TN SuVATOHTNTO VO, SIOUOPPAOVEL CLTOLOTO, TV
napoyr] 10yvog, drapétpov Smm, duvatdtnta TeEptoTpoPrc 360° (xwpic TV avéykn ypriong tpocapuoyén). Na Siadétel dvoryuo claydvav tovAdyiotov 10mm,
Aemida Titaviov prkovg 15mm, Kuptov dKpov 1 omoio TAAAETOL pe MUK Kivnomn, o€ cuxvotnto 55,5 KHz kot pe nymtikn emPePaioomn katd v petafoin g
mpocapprolopevng eveEpyeLlac.



ENTOAEZ:3076/08-08-2023,
2414/20-06-203,
2421/20-06-2023

Texvikég
OUTLOULTH OELG

1.Na katateBel yla 6Aa ta €ibn mpwtotuno GpuALGSLo 08NYLWV TOU KATAOKEUAOTH oikou ota EAANVIKA.

2.Na katateBel kALK BLBALoypadia kot va mepthapBavovial TOUAAXLOTOV SU0 SNUOCLEUMEVEG KALVIKEG
MEAETEG YL TO KAOE PoodePOLEVO €L60G 1) KALVIKEG LENETEG LE TIPOLOVTA TOU LOLOU KATOOKEUAOTIKOU OlKOU HE
avTioTOoLY 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 teXVIKNAG afloAoynong €xel Sikalwpa va Introet deiypata népav amnd ta {NtoUueva the
Staknpuéng av autd BewpnBel 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 mpoodopd ce OAOUG TOUG
auovteg Tou

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

6. H mpounBeutpla etalpeia, oe mepimtwon mou eival SLAPOPETIKA QMO TNV KATAOKEUAOTPLA, VO KOTABEOEL
umtelBuvn dHAwaon Mou va avadEpeL OTL elval e0UCLOSOTNUEVN OO TOV KATAOKEUAOTIKO OLKO YLa TNV TEXVLKH)
uTIooTHPLEN TWV MIPOIOVIWY Kal TNV TAPNon Twy Stadikaowwy os mbavr avakAnon/andcupon mpoidvtog.

7.H kdBe mpoodépouca ctalpela, oe mepimtwon mMou elval SLadOpPETIK AMO TNV KATACKEUAOTPLA, Va
TipooKopioel SAAWGON TNG KATAOKEUAOTPLAG ETALPELAG TTOU VA avadEPETOL OTOV CUYKEKPLUEVO SLOYWVLOUO Kal
va SNAWVEL OTL 0g TEPIMTWON KATAKUpWONG cUUBacng otnv mpoodEpouca €TALPELR, N KATAOKEUAOTPLO Ba
Sdeopeutel va tnv mpounBeVoEL pe TN

GUYKEKPLUEVN TTOCOTNTA TWV KOTAKUPWOEVTIWY 6wV TG olUBacn.




8.H kdBe mpoodépouca etalpeia, oe mepimtwon mou elvat Slapopetiky aAnMd TNV KATOOKEUAOTPLA, VO
npooKopiosl SNAwon NG KataokeudoTpLag etalpeiag mou va SNAWVeL OTL N mpoodépouca Ba evnuepwveTal
vy 0Aeg Tig mibavég avoakAAOELS/AmOCUPOEL TIPOIOVTWY, OXETIKEG HE To £(6n Tou €xel mMpoodépel oTg
Slaywviopo.

9. H kdBe mpoodépouoa ctailpeia, va OSlabétel GptTia eKMOLOEUUEVO/MIOTOMOLNUEVO TIPOCWIILKO Qo TV
KATOLOKEUAOTPLA ETALPELA (TILOTOTIOLNON €WG 2 TIPONYOUMEVA £TN) YLA TNV TEXVLKN UTIOOTHPLEN OTO XELPOUpPYELD
koL e€oualodotnpévo TURUa service yla miBavéd anapaitnto cuvodo e€omAlopd yla tnv Katnyopia H.

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

11.MNa TNV TEXVLKA KOL ETMAYYEAUATIKA LKOVOTNTA OL OlKOoVoulkol ¢opeic amatteitat: a. va dnAwoouv otl
SLaB£TOUV HOVIHA OPYAVWHUEVO TUAMA TEXVIKNG UTOOTAPLENG, KATAANAQ eKkmalSeuEVOU-EELOIKEUEVOU Kal VAl
KataOEoouv TLOTOTONTIKO ekmaiSeuong kal €fouclodotnon autoU amd TOV KATOOKEUAOTLKO oiko [B. vd
kotatebel Katdloyog Twv KupLOTEpwvY Tmapadocewv We avadopd otnv afla NG ocupBacng Twy
PO PEPOUEVWV TIPOLOVIWY KAl TOUG XPOVOUG

napadoong.

12. Ta mpoodepdpeva UAKA Ba mpémet va elval kowvorotnpéva otov EOD kat va StabBétouv tov avtiotolyo
KWSELKO.

13. EmL mowvn g amoKAELopoU Ba tpémnel va katateBoUv yla kAOe tpoodepOueVO 160G TO TILOTOTOLNTLKAL:
1S013485, ARAwon
Juppdpodwong, Motorowntikd CE, Motomointikd Ixedlaouol CE.

14. Na kABe 1606 KaL yLa OAEG TLG YEVIKEG Kal ELSLKECG TEXVIKEC TtpodLlaypad£g ou {ntouvtal Ba nmpémnelL va
ouunAnpwBel avaAutikd GUANO cuUUOPPWONG LE TTOPATIOUTTH 08 KWSLKO Kot o€ oeAida kataldyou fi/kat
TeXVIKWV GUuAadiwy Tng

KOTAOKEUAOTPLAG Talpeiag. OAot ol kwdikol kat ol TexVIkEG tpodlaypadEg mou {ntouvtal Ba TPEMEL va
€nonpalvovtal

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

va meplhapBdavovtal Ta Mo MAavw oTolela va amoppintovral

15. 3¢ kAOs a/a oToOV OToio TIPOTEiVETAL OVAAWGCLUO TIoU XPrleL EOMALOUO/YEVVATPLA YLa va AELTOUPYAOEL, O
MELOSOTNG odelhel va TapayxwpnoeL ToV amapaitnto cuvodo eEomALoUO Swpedv POG Xpron yla 6co Slaotnua
Slopkéoel n mpounBeLa.




