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TO I'ENIKO NOXOKOMEIO IIETPAIA «TZANEIO»

"Eyovtag voyn:
1. Tig dwatdéetg, Ommc 1oyvovV:
1.1. Tov N. 4412/2016 « Anuooieg Xvppacelc Epywv, I[lpoundeidv kot Ynpeoiov »

( ®EK 147 / 08-08-2016)

1.2. Tov N. 3580/2007 «IIpounfeieg Popéwv emomtevdpevemv and to YTovpyeio
Yyelag kot Kowvovikig AAANAeyydng kou dAleg dwotaéegy (O.E.K. A" 134 / 18-6-
2007).

1.3. Tov N. 2955/2001 «IIpounfeteg Nocokopeiov Kot Aomav povadwv vyesiog twv
[Me.Z.Y. ot aAleg dwtaéeey (O.EK. A" 256 / 2-11-2001), énwc Tpomomotnpuévog

oY VEL.

1.4. Tov N. 2362/1995 «llepi Anunociov AoyiotiKod, €AEYYOL TOV JOTAVAOV TOV
Kpdrovg kar aireg drataéeigy (OP.E.K. A" 247/ 27-11-1995), 6mwg 1oydet.

1.5. Tov N. 4152/2013 (®.E.K. 107 A’/ 9-5-2013 ), [Tapaypapog Z : [Ipocapuoyn
mg EAnvikng Nopobeciog oty odnyia 2011 / 7 g 16-2-2011 vy v

KOTATOAEUNOT| TOV KAOLGTEPNGEMV TANPOUDV 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 Emrponic [Ipoundeiov 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) Evdoelc 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 emoijuavon tov oap1Ouov TPWTOKOIL00 THS AVAPTHONG).

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
vt (cvumePLOUBOVOLEVEOY OAMV TOV TOPAPTNUATOV TNG), GE NAEKTPOVIKN LOPOT,
omv 10t00eAido Tov Noocokopeiov oto Swdiktvo  (MAekTpoviky dlevbuvon:

www.tzaneio.gov.gr



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

ITAPAPTHMA A

ZYNOAIKH
AJE AAA EIAOZ TEMAXIA AAMNANH TMHMA IIAHPO®OPIEX
XQPIE OMA
Avatopko, mpooxnpauopivo mAfypa  AAmAPOOKOMIKAG,
efoneprrovaixie  amoxavdotaong  Poufavoxiing  xat
2" pnpoxnAng amotcdoupevo amd 25% clagpl povoxAwvo
ANAPTHZH nolunporwévio xa1 75% anoppogrowo Poly -L FaAaxuxo
oSy (PLLA). YMO006018(kwd.vooOK)- YAEY
716/16-02- | WEINAGIOGK- 20 TEM 7.400,00€ | XEIPOYPFEIO g ATOR
2026 PAE To méypa va etvar oxebiaopéve va axodoubet v avatopla mg 10Tep(AEZIA) o MAPFAPQSIIOTZIE{SESOIBK OINONIAZ
Az}(:)zséog% Boupevikryg meptoxfg. Na exet éveidn yia oot tonoémon Kat 10Tep(APIZTEPA) )

kaSneon. H avioxr) tou méypartog péxpt v mANpr amoppognar
PLLA va rapapéver 16N/cm. Maxponpo@eopa va piévet povo 25%
amo 1o apxkd UAKG ordte 1) aloBnon §Evou odpatog va pelwvetat
10 ghdxioto,




2']
ANAPTHZH

700
/16-02-2026

AZ:5/04-02-
2026 ©:9

93I'B46906K-
M2z

YA001171(kw6.vocok)-EIAIKO EPTAAEIO KAEIZIMATOZ
OnQN ANO THN XPHZH AANAPOZKOMIKQN TPOKAP,NOY
NA ANOTEAEITAI ANO TON EIZATQIEA KAI THN EIAIKA
2XEAIAZMENH BEAONA EIZATQrHz KAl EZATQrHz TOY
PAMMATO?Z. O EIZATQreAz NA AIAOETEI EIAIKEZ EFTKONEZ
TOMNOOGETHZHZ TOY PAMMATOZ ME NTEPYTIA TIA THN
AIOANH ITAGEPONOIHZIH TOY ZTO KOIAIAKO
TOIXQMA KAOQZ KAI ZYZTHMA KAEIAQMATOZ.
MNPOAIATPADEZ MAPAPTHMA A

ANAPAITHTH H ANNOZTOAH AEIFMATOZ
( **H ANMOZTOAH TQN AEIFMATQN NA EXOYN
KATATEOEI TO APFOTEPO MPIN THN AH=H THZ
NPOZKAHZHZ,AAAIQZ AEN ©OA METPHZH ZTHN
AZIOAOIHZH THZ MPOMHOEIAZ**)

20 TEM

2.600,00 €

XEIPOYPTEIO

YNEYOGYNH TMHMATOZ
Ka
MAPIAPQNHTHA.EMNIKOINQNIAZ
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 011 «dev vapyel APETAKANTY KOTASIKAGTIKY ATO@acT €15 fApog TOV 01KOVOUIKOD

@opéa. (amd TO VOUPO EKTPOGHOTO TOV POPEN) 1] KO TOV PLGIKOD TPOGMTOL (TO 0TOi0 Elvar LEAOG TOV S10IKNTIKOV, O1ELOLVTIKOV 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 EYKANOTA 1| EYKANUATO GCUVOEONEVO, PUE TPOUOKPATIKES OPUSTNPLOTNTES

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

e Eivar goporoyikd evijuepog

o 'Eyel katafdarier TIC E10QOPES KOWVOVIKIG 0.6QAAIGNG




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

Ov vrofariopeves TPOGPOPES LGYVOVY KUl OEGUEVOVY TOVS OIKOVOUIKOVS POPEiS Yo drdotnpa evevipvta (90) nuep®v amxd tnv
EMOpPEV] TG KOTUANKTIKIG nuepopnviac vrofoinc. Ilpocpopd n omoia opiler ypovo 16Y00g MKPOTEPO ATO TOV AVAOTEP® TPOPrenopevo
OTOPPITTETUL MG P KOVOVIKI].
INowooca: EAAvii
7. Xe mepimtoon KataKVPmoNG: o) 1 mapdooon Ba yiveror eviog tpidv (3) epyoacipov nuUepdV omd TN ANyn TS mopayyeiiog ,
extoc av opiletor Owapopetikd wat’eaipeon, B) N mopddoon tov WOV Oa yivetor pE GPOVTION KOl OATAVEG TOL
[TpounBevty, otig Amodnkeg g Yanpeoiog pog.
8. IImpop: H minpour Ba yivetonw oe gupd, HeETd amd mponyoduevn Bedpnon TV YPNUATIKOV EVIOAUATOV TANPOUNIG and TOV

appodo Enitpono tov EAgyktikon Xvvedpiov.

9. «ZUPowva Pe TNV UTT apiB. 52445 E= 2023/4.4.2023 KYA (B’ 2385) 01 0IKOVOUIKOi QOPEIC UTTOXPEOUVTAI VA
£kdidouv NAEKTPOVIKA TINOAGYIA yia Satrdveg o€ kTéAeon ouuBdoswy (N.4412/2016) PE UTTOXPEWTIKH avAPTNON
ornv_EAHT.

Orvroyn ot VToBEAAOVY €T OV ATTOPPIYNG TNV TPOGPOPE TOVG NAEKTPOVIKE. :
LE TEPIMTOG) U VTofoiC 1] 1IN TPOGNKOVGAC VTOPOA]C TOV AVAPEPOUEVOV TLO TAV®, 1] TPOGPOPA ATOPPITTETAL O
OTOPAOEKTT).
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NMAPAPTHMA A

ENTOAEZ:716/16-02-2026-700/16-02-2026.

TeXVIKEG AMALTAOELG
1.Na katotebei yia 6Aa ta €ibn mpwtdtumo GuANaSLo 08NyLWV TOU KOTAOKEUAOTH olkou ota EAANVIKA.
2.Na katateBel kAwvikr BLBALoypadia kat va mephapBdvovtol TouAdxLotov U0 SNUOCLEUUEVEC KALVIKEG UEAETEG YLO TO
KAOe mpoodepdUEVO 160¢ 1 KAWVIKEG LEAETEG LE TTPOTOVTA TOU LE{OU KATAOKEUAOTIKOU OIKOU HE QVTIOTOLYO TEXVIKA
XOPAKTNPLOTIKA cUpdwva Kot pe MDR article 61 Clinical Evaluation annex Ill, Clinical Evaluation and Post Market Clinical
Follow up annex XIV Kal Ta MVEUPOTIKA SIKOLWHUOTO TWV CUYYpabEwWV.

3.H Huepopnvia Ajgewg Twv gpyaleiwy va gival dvw Twv 2 €TWv.

4.H emutpornr] TeEXVIKAC afloAoynong €xetL Sikaiwpa va {ntrioel Seiypata mépav and ta {ntovpeva tng SltakApuéng av autd
BewpnOel okompo. Adyog anoppudng Oa anoteAel To AMOTEAECUA PETA ATIO XPrON OE XELPOUPYELO 1 O€ Tpocopoiwaon
Xelpoupyeiou.

5.0mou {nteital epyaleio kal aviaAAaKTIKEG KEPOAEG elval amapaitntn n mpoodopd G OAOUG TOUG AUEOVTEG TOU
niepthapPavovtal (epyadeiou kat avtarlokTikwy kebaAwv), et mown andppung.

6. H mpounBeutpLa etalpeia, o€ mepinmtwon mou sivatl SLadOPETIK AMO TNV KATACKEUAOTPLA, Vo KataBéoel umevBuvn
SnAwon mou va avadpépel OtL eival €§ouclodotnUévn omd TOV KOTAOKEUOOTLKO OLKO ylat TNV TEXVLKNA UTOOTAPLEN TW
TPOLOVTWY KoL TNV THPNON Twv Sladikaoclwy oe mbavh avdkAnon/anécupon npoidvtog.

7.H kdBe npoodépouoa etalpeia, o mepinmtwon mou eival SLadopETLKA Ao TV KATOOKEUAOTPLA, VA TIPOCoKouioeL SrAwaon
NG KOTAOKEUAOTPLOG £TALPEiOG MOV va avadEPETal OTOV CUYKEKPLUEVO SLaywVLIoPO Kol va SnAwveL OTL oe mepimtwon
KotakUpwong cupBacng otnv MpoodEpouoa ETALPELA, N KATAOKELAOTPLA Ba SeCUEUTEL va TNV TPOUNBEVOEL e TN
GUYKEKPLUEVN TTOCOTNTA TWV KATAKUPWOEVTWY 6wV TNG cUpPacnG.

8.H kaBe mpoodEpouaoa eTalpeia, o€ MEPIMTWON TOU lval SLAPOPETIKN OO TNV KOTOOKEUAOTPLA, VO TTPOOKOUIoEL SAAwON
NG KATAOKEUAOTPLAG Ee€Tapeiag mou va SnAwvel OtL n mpoodépouca Ba EVNUEPWVETAL ylo OAEC TG TUBAvVE(
avakAfoelg/anocUpoeLg MPOIlOVIWY, OXETLKEG E T £16N TIoU €XEL IPOOdEPEL OTO SLAYWVLOUO.

9. H kdBe mpoodépouca etalpeia, vo SLoBETeEL ApTIO EKMALSEV LEVO/TILOTOTOLNEVO TIPOCWIILKO QMO TNV KATOOKEUAOTPLA
etatlpeia (motomoinon €wg 2 mponyouUpeva £TN) yLa TNV TEXVLKH UTIOOTHPLEN OTO XELPOUPYELD Ko €§0UCLOSOTNUEVO TUAMA
service yla mBavoé anapaitnto cuvodd eomALouo yla thv Katnyopia H.

10.AAAWGN TOU KOTAOKEUAOTIKOU OlKOU OTL Ta TTPOLOVTA ELvaL yVroLa Kol aUETaXElpLoTa.




11.Ma TNV TEXVLKA KoL ETTOYYEALATLKE LKOVOTNTA OL OLKOVOLKOL dopeig amatteital: a. va dnAwoouv otL Stabgtouv povipa
OPYAVWHEVO TUAMO TEXVIKAG UTIOOTNPLENG, KATAAANAQ EKTTOLOEUUEVOU-EEELSIKEVEVOU KOl VO KATAOECOOUV TILOTOTOLNTIKG
ekmaidevong kat €£ouclodOTNOoN AUTOU QMO TOV KATOOKEUAOTIKO Oiko B. va katatebel KOTAAOYoG Twv KUPLOTEPWM
napadocewv pe avadopa otnv afia tng cupBaocng, TwWV MPOCHEPOUEVWY TTPOIOVTWY KoL TOUG XPOVOUG

napadoong.

12. Ta mtpoodepoOpeva UAKA Ba ipenel va elval kowvormotnpéva otov EOD kat va SLaBETouv Tov avtioTol o KwSLKO.

13. ErL mowvn g amokAeLopoU Ba mpénel va katateBolv yla KaBe mpoodepOpevo €606 Ta motomolnTka: 1S013485, AAwon
Juppopdwong, Miotomowntikd CE, Miotomointikd 2xediaopol CE.

14. Na kaBe 1606 KaL yLa OAEG TLG YEVLKEG KOl ELOLKEG TEXVIKEG podLaypadEG tou InTolvtal Ba MPETMEL va oUUIANPwOEL
AVOAUTIKO GUANO CUUHOPPWONG UE TTAPATIOUTTH O KWOLKO Kal o€ oeAida kataldyou 1/kat TexVIKwV GuAladiwv g
KOTAOKEUAOTPLAG eTalpeiag. OAoL ol kwSLKol Katl oL TEXVIKEG TipodlaypadEg Tou {nTouvtal Ba MpEMeL va emonuaivovtotl
OTOUG avtioTtoloug KataAoyoug r/kat ta texvikd ¢ulhddia, mou Ba emouvantovtal. MNpoodopéc mou umoBalovral xwpic
va mephapBavovtal Ta To Tavw oTolela va amoppintovral.

15. 3 kGO a/a oTov omoio MPoTeiveTal AVAAWGCLO TToU XPHTEL EEOTMALOUO/YEVVNTPLA VL0 VOL AELTOUPYNOEL, 0 LELOSATNG
odeilel va mapaxwproeL Tov anapaitnto cuvodo e€OmMALOUO SwpeAv TPOC Xpron yla 600 Staotnpo SlopkEoeL n PounBeLa.




