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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/

ITAPAPTHMA A

SYNOAIKH
AANANH
AE AAA EIAOX TEMAXIA XOPIZ OMA TMHMA HAHPO®OPIEE
YA00114807(kwd.voook)-TPOKAP ONTIKA
ATPAYMATIKA 5-12.ME ENZOMATQMENO KAI \T(“EYMCI’G'(")';
1863 AMOZMNQMENO TPOMNOIHTIKO KAI MIMAAONAKI
/13-05-2024 Y46X46906K-014 STAGEPOMOIHZHE A MHAENIKH ANQAEIA CO2 AMTO 120 TEM 8.160,00 € XEIPOYPIEIO Ka MAPITAPQNH
THA.ENOIKOINQNIAZ
KOIAIAKO TOIXQMA. 210-4592908
MPOAIATPA®EX MAPAPTHMA A.
YHNEYOYNH
2139 YO®P0100405(kwd.voook)-TZIMENTO OZTOY ME TMHMATOZX
/05-06- Y13XP46906K-=A9 ANTIBIOTIKO lNA XPHZH ZE 2YZKEYH ANAAEYZHZ ZE 200 TEM 4.560,00 € XEIPOYPrTEIO Ka MAPFAPQNH

2024 KENO. THA.EMOIKOINQNIAZ

210-4592908

YK090066(kwd.voook)-ZYZKEYH AIMOZTAZHZ ME
XPHEH YAIKOY TYMOY NBCA,MISTINOIHMENOY KAl YNEYOYNH
NlA ENAOAITEIAKH
2306 TMHMATOX
/27-06- | W70246906K-4A1 ZY’;&“EEI"A(ZEL"A"ﬁgﬁ'f“gg;,ﬁK,j‘:zeﬁg'A’écgm’zAﬁo 20 TEM 4.400,00 € AKTINOAOTFIKO Ka MAPAAKOIAOY

2024 Q%N THA.EMOIKOINQNIAZ

ZYZTHMA EAEMXOMENHZ EQGAPMOIHZ ME
EYKAMNTO ZQAHNA A ANATOMIKA AYZMNPOZITEZ
MNEPIOXEZ ME OEPMOKAZIA NMOAYMEPIZMOY <450 C.

210-4592263




ITAPAPTHMA B’

(Amotelel avamdoTOoTO TUNHA THG SKNPLENC)

OPOI XYMMETOXHX

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

2. YmebOvvn onlwon tov a. 8 Tov N. 1599/1986 611 «dev vapyel APETAKANTY KOTASIKAGTIKY ATO@acn €15 fApog TOV 01KOVOUIKOD
@opéa (amd TOo VOULLO EKTPOGMMTO TOV POPEN) 1) KOL TOL PLGIKOV TPOSMTOL (T0 omoio givar LEAOG TOL dtotkNTIKoD, d1evBuvTikKol 1)
EMOTTIKOV TOV OPYAVOL 1 £XEL E£0VGI0 EKTPOCHOTNONG, AYNG ATOPAGEMV 1) EAEYYXOV GE 0VTO) Yo Evav otd Tovg KATOL Adyoug:

®  GUUETOYY| O€ EYKANNOTIKI 0pydveon:

e dmpodokia

e ogmatn

®  TPOMOKPUTIKA EYKANNATA 1] EYKAMUOTE GCUVOEOUEVE IE TPOUOKPUTIKES OPUCTNPLOTITES

®  VOULPOTTOIN 61 E600MV 00 TUPAVORES OPASTNPLOTNTES 1] YPNNATOOOTI|ON TS TPOUOKPATIOG

o TOOKI] EPYOcio Kol AAAES pOPPES epmopiag avlpOTOY.

e Eivor goporoyikd evijuepog




"Exel katafdrier TIg £16Q0PES KOWVOVIKNG UGQAAONG

Ynoypemtikd vo dnAovovtar kwdwkog [apammpnnpiov Tywomv, GMDN kot kodikdég EKAIITY
H owovopkn pocepopd Ba katatiBeton amokieiotikd o EURO.

INaoooca: EAAvikn
6. Xe mepimtoon KatakvPwong: o) 1 mapddoon Bo yiveror evioc tpidv (3) epyasipmv nuepdv omd T ANyn TG mapayyeAiog ,
extdéc av opiletar Sapopetikd kat’eaipeon, P) N mopddoon tov WOV Oa yivetor pE @POVTION KOl OATAVEG TOL

[IpounBevt, otig Amodnkeg g Ymnpeoiog pogc.

7. ID\poun: H minpopn Ba yivetoaw ce gupd, petd amnd mponyovpevn Be®dpnon tov ¥pNUOTIKOV EVIOANATOV TANPOUNG om0 TOV

appooo Enitpomo tov EAeyktikon Zvvedpiov.

Orvroyn ot vtoBdAlovy el OV ATOPPIYNG TNV TPOSPOPE TOLG NAEKTPOVIKA :
L& TEPIMTOG) U vTofoic 1] U TPOGNKOVGAS VTOPOAC TOV AVAPEPOUEVOV TLO TAV®, 1] TPOGPOP( ATOPPITTETOL OC

OTOPAOEKTT).
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NMAPAPTHMA A
ENTOAH:1863/13-05-2024

TeXVIKEG
OUTLOULTH OELG

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

2.Na katateBel kAwikn BLBALoypadia kot va meplthapBavovial TOUAAXLOTOV SUO0 SNOCLEUEVEG KALVLIKEG
UEAETEC yla TO KAOE poodepOLEVO (160G 1) KALVIKEG UENETEG LE TIPOLOVTA TOU L8OV KATOOKEVAOTIKOU OlKOU HE
avtioTolya TEXVIKA XapaKTNPLOTIKA cUpdwva kat pe MDR article 61 Clinical Evaluation annex 111, Clinical
Evaluation and Post Market ClinicalFollow up annex XIV kot Ta TIVEUATIKA SIKOLW AT TWV cUuyypadEwv.

3.H Huepopnvia Angewg twv epyaleiwv va ival avw Twv 2 TWV.

4.H emutpornn teXVIKNAC afloAoynong €xel Sikalwpa va Introet deiypata népav amnd ta {NtoUueva the
Staknpuénc av autd BewpnBei okomipo. Adyog anoppudng Ba anotelel to amotéAeopa PeETA amnod xprion os
XELPOUPYELO | O Mpooopoiwaon

XELPOUpPYELOU.

5.”0movu {nteital epyaleio kat avtaAlaktikég kedpalég eival amapaitntn n mpoodpopd o€ OAOUG TOUG
av&ovteg mou
nephapPBavovral (epyadeiou kot avtaAlakTikwy kedaAwyv), eni mown andppudng.

6. H mpounBeutpla etalpeia, oe mepintwon mou eival SLAPOPETIK QMO TNV KATAOKEUAOTPLA, VO KOTABEDEL
urtelBuvVN SAAwaon mou va avodEpel OTL ival e£oucLoS0TNUEVN OO TOV KATAOKEUAOTIKO OLKO YLO 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 SLAYWVLOUO Kal
va SNAWVEL OTL 0 TEPIMTTWON KATAKUpWOoNG cUUBacng otnv mpoodEpouoa €TALPELQ, N KATAOKEUAOTPLO Ba
Seopeutel va tnv mpopnBevoel pe TN

OUYKEKPLUEVN TIOCOTNTA TWV KATAKUPWOEVTWY 6wV TNG cUUPBacnC.

8.H kabe mpoodépouca etalpeia, oe mepimtwon mou elval SladopeTiky aAmMd TNV KATOOKEUAOTPLD, VO
TIpooKOWioel SAWON TNG KOTAOKEUAOTPLAG €TalpEilag Tou va SnAwvVeL OTL N poodEpouca Ba evnuepwveTal
vyl 0Aeg Tig mibavég avokAAOELS/AMOCUPOEL TIPOIOVTWY, OXETIKEC e To £(6n Tou €xeL MpoodEpel oTg
Slaywviouo.




9. H kdBe mpoodépouoa ctalpeia, va Slabétel GptTia eKMOLOEUUEVO/TMOTOMOLNUEVO TIPOCWIILKO Qo TV
KATOLOKEUAOTPLA ETALPELA (TLOTOTIOLNON £WG 2 TIPONYOUEVA £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 Tpoilovta eival yviola Kol apetaxeiplota.

11.MNa TNV TEXVIKA KOL ETMAYYEAUATIKA LKOVOTNTA OL OlKOVoulkol ¢opeic amatteitat: a. va dnAlwoouv oTl
SLaB£TOUV HOVIHA OPYAVWHUEVO TUAMA TEXVIKNG UTOOTAPLENG, KATAANAQ ekmalSeuEVOU-eEELOIKEUEVOU Kal VAl
Katabéoouv mioTOMOLNTIKG ekmaideuong kal £fouclodotnon autol amd TOV KATOOKEUAOTLKO oiko PB. v
kotatebel Kkatdloyo¢ Twv KuplOTEpwvV Tmapadocswv Ue avadopd otnv afla ¢ oclupBacng Twy
TPOCPEPOUEVWV 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 amokAELopoU Ba Ttpérmel va katateboUv yla KAOe tpoodepOUEVO 160G TO TILOTOTMOLNTLKAL:
1SO13485, AnAwon
Jupuopodwong, Motonmowntikd CE, Motonowntikd Ixedlaouou CE.

14. MNa k& el60¢ KoL yLa OAEG TIG YEVIKEC KOl ELOLKEG TEXVLKEG TtpodLaypad£g mou {ntouvtal Oa mpémnel va
ouunAnpwBel avaAutikd GUANO cUUUOPPWONG LE TTOPATIOUTTH 08 KWSLKO Kot og oeAida kataldyou f/kat
TeXVIKWV duAadiwv Tng

KaTooKeuaotpLlag etatpeiag. OAotl ol kwdikol Kat oL TeExVIKEG podlaypadég mou {nTouvtal Ba TpémeL va
€MLONalvovTal

oToU¢ avtiotolyoug KataAdyouc f/kat ta TexVikd ¢uAadia, mou Ba emouvarntovtal. MNpoodopég mou
umoBaMovtal xwpig

va nepl\apfavovtal To o MAVW OTOLXELO va amoppimtovral.

15. 3¢ kABs a/a oToOV OToi0 TIPOTEiVETAL OVAAWGCLUO TIoU XPrleL EOMALOUO/YEVVATPLA YLa VA AELTOUPYAOEL, O
LeLoSOTNC odellel va mapaywpr oL ToV anapaitnto cuvodod e€omMALOUO Swpedv Mpog xprion yla 6co Stdotnua
Slapkéoel n mpounBela.




