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TO I'ENIKO NOXOKOMEIO HEIPAIA «TZANEIO»

"Eyovtag voyn:
1. Tig datdéets, OnmS 1yvLOLV:
1.1. Tov N. 4412/2016 «Anuocieg Zoppdaoeig Epyov, [Ipoundeidv kot Ynpeciovy

( ®EK 147 / 08-08-2016)

1.2. Tov N. 3580/2007 «IIpounbetec ®opéwv emomtevopevov and to Yrovpyeio Yyeiog kot
Kowaviking AAMANAeyydmg kon dAreg dotateg» (O.E.K. A" 134 / 18-6-2007).

1.3. Tov N. 2955/2001 «IIpounfeiec Nocokopeimv kot Aomadv povadmv vyeiog tov e X.Y.
Kot GAAeg dtataelgy (P.E.K. A" 256/ 2-11-2001), énwg Tpomomopuévos toyveL.

1.4. Tov N. 2362/1995 «IlIepi Anpociov Aoyiotikov, eAéyyov TV damavadv tov Kpdtovg kot
dAleg dwutdecy (O.E.K. A" 247 /27-11-1995), dnwg woyvet.

1.5. Tov N. 4152 /2013 ( ®.E.K. 107 A’/ 9-5-2013 ), [opaypapog Z : TIpocappoyn g
EMnvikng NopobBeoiog oty odnyio 2011 / 7 g 16-2-2011 yio v katomoAéunon tov

KaBLGTEPNCEMV TANPOUDV GTIG EUTOPIKEG CUVOAALLYEC.

1.6. Tov N. 4605 /01-04-2019 apBpo 43, Iapdypapog 7 ay.



HPOXKAAEI

Kdabe evorapepduevo, va koatabéoel Tpospopd yio Tpoun el VAIK®OV [Ee KPUTplo
KATOKOP®ONG TN youniotepn Tipnq 1 omoio Oa givor ion 1M pikpotepn TOL
tehevtaiov mapaTnpnINpiov THOV, OTOS AVTO OVOPTATOL GTNV 1GTOGEAMON NG

Emitpomnic [Ipoundeiov Yyeiag.

Awoiopo Zoppetoyng otn owdikacio £(ovv ol avapeEPOUEVOL KATMOTEP®, EPOCOV
aoKOUV eumoptkn 1N Prounyoviky] 1 Proteyvikny  OpactnpdTTO. GLVUEPN UE TO
avtikeipevo g mpoundbewog: o) Ola o Quokd 1M VOoUkd TpOcOTO, MUESATd N
aAlhodand. B) Evooceic mpounbevtddv mov vmofdAiovv  kowvr TPoceopd. Y)

2VVETALPIGUOL.

[leprypagn tov Intoduevov Katnyoplidv €wWov yivetor oto mapdptnpe A g
nmapovoag kol 6to wapdptnue A ( Texvikéc Tpooraypapéc ).
Ot pocpopéc pumopovv vo katotifevior péxpt Kol TV nuepounvic Kot @po g

dadikaciog 670 mail ™mg Ynrnpeoiog mprom3@tzaneio.gov.gr

2e mepinTmon mov 0 OYKOS TV OIKOAI0L0YNTIK®Y Eval UEYHAOS , TOPOKALEIGTE
onws Katateovv oe @akxsio oto Ipapeio Ilpwtoxéiiov tov Noocokxouciov

(ue emonfuaven Tov aplOuov TPWTOKOIL0V THS AVAPTHOHG).


mailto:mprom3@tzaneio.gov.gr

Kotd to Aowrd, n dwdikacio Bo devepyndet ko 1 wpoundeta o vAomombetl cOpwva pe To
nopokdtw I[MAPAPTHMATA mov &mGUVATTOVIOL OV TOPOVGH  KOU  OITOTEAOVV

OVOTOOTAGTO LEPOS QTG

1. IEPI'PA®H ZHTOYMENQN KATHI'OPIQN MAPAPTHMA A’
EIAQN

2. OPOI XYMMETOXHX ITAPAPTHMA B’
3. YHHOAEII'MA IIINAKA IHAPAPTHMA I
4. IPOAIATPA®EX ITAPAPTHMA A’

Ot evdlagpepopevol Ba €xovv duvatdmra erevbepng TPOGPOoNG 0TO TANPEG KEILEVO QVTNG
(ovumeptlopfavopévoy OA®V TOV TOPOPTNUAT®V TNG), O MAEKTPOVIKY HOPQY|, OTNV

1ot00elido Tov Nocokougiov 610 dtadiktvo (nAekTpovikn dievBuvon: Www.tzaneio.gr ) ot

ddpoun tpoundeteg- pikpompounHetec.


http://www.tzaneio.gr/

ITAPAPTHMA A’

A/E AAA EIAOZ TEMAXIA 2YNOAIKH TMHMA NMAHPO®OPIEXZ
AAMNMANH
XQPIZ OMA
YX003242-ANOXTEIPQMENO MEAIO KAGETHE
AMOMONQEHE A OPOOMAIAIKES YNEYOYNH
1309 SMOWA6906K. EMEMBAZEIZ, AIASTAZEQN 250cmx330cm,ME TMHMATOZ Ka
193.03.9023 00 TEMNOMENO AYTOKOAAHTO ®IAM 80X30 200 TEM 1.600,00 € XEIPOYPTEIO MAPFAPQNH
cm,ZAKO ZYAAOIHE YTPQN ,0HKEE lA THA. ENIKOINQNIAE
AIAGEPMIA KAI YIIOAOXES A ZYFPATHEZH 210-45922908
TQAHNQN KAI KAAQAION.
YNEYOYNH
1308 Y2014017-EYPPANTIKA AEPMATOZ ME KANONIKO TMHMATOZ Ka
6X6M46906K-4= MEFE®OZ AFKTHPQN (ME 35 AFKTHPES). 500 TEM 1.150,00 € XEIPOYPTEIO MAPFAPQNH
/23-03-2023 MPOAIAFPA®EE MAPAPTHMA A THA. ENIKOINQNIAZ
210-45922908
300/ SEWO46906K YX00309702-2QAHNIZKOI AEPIZMOY QTOZ Tgﬂﬁx%g':(q
- MAKPAZ MAPAMONHE TYMNOY SHAH ZE
23.03-2023 $P9 SYIKEYAZIA ANOSTEIPOMENOI MIAZ XPHEHE MA 30 TEM 450,00 € XEIPOYPTEIO MAPIAPQNH
VB L OTOMRS. THA. ENIKOINQNIAE
210-45922908
YZ01805101-AYTOMATOZ ENANA®OPTIZOMENOZ
KYPTOZ KONTOPANTHXZ NAXEQN IZTQN (YWOYZ
ANOIKTOY KAIN 4,7mm,MHKOZ ZYPPA®HZ 51mm,NMOY
EDPAPMOZEI ZE XQPO NAATOYZ 30mm,ME
ENZOMATQMENH AAMA XTHN KAZETA TOY EPIrAAEIOY YMNEYOYNH
18/ OMIP46906K B ANAIC. 3% AAOYMINIOWME AvO CEXGRIETES * TMHMATOZ Ka
09-01-2023 KOT TKANAAAEZ 1A ZYKAIZH KAl TYPOAOTHEH ANTIETOIXA 5 TEM 2.250,00 € XEIPOYPTEIO MAPIAPQNH
KAI ME AYNATOTHTA ENAAAATHE KASETQN lA THA. ENIKOINQNIAZ
AIAOOPETIKOYZ TYNOYZ IZTQN ZTO IAIO EPrAAEIO. ME 210-45922908
MHXANIZMO EMMNAOKHZ ZTO 1/3 THZ XYTKAIZHZ TON
ZIAFONQN ZE NEPIATQZEIX MOY AEN EXEI EIZAXOEI
YOSTE H KAZETA H EINAI NTYPOAOTHMENH.
MPOAIATPA®EZ MAPAPTHMAA.




1302
/23-03-2023

Y8044696K-OA7

XEIPOYPI'IKO PAMMA MH ANNOPPO®HZIMO AITO
MONOKAQNO
MOAYTMPOMYAENIO.YP00503001,USP 0-3,5 ME MIA
BEAONH1/2 KYKAOY ZTPOITYAH 40mm.
AP.MMAPAT.49.4.37

360 TEM

169,20 €

XEIPOYPI'lKO PAMMA MH ANNOPPO®HZIMO AITO
MONOKAQNO
MNOAYTMPOMYAENIO.YP00502301,USP 2-0 ME MIA
BEAONH1/2 KYKAOY ZTPOITYAH 30mm,75cm.
AP.MMAPAT.49.4.40

240 TEM

105,60 €

XEIPOYPI'IKO PAMMA MH ANTOPPO®HZIMO AITO
MONOKAQNO
MOAYTMPOMYAENIO.YP01300200,USP 2-0 ME
EYOEIA BEAONH KOMNTOYZA.
AP.MNAPAT.49.4.1.

240 TEM

160,80 €

XEIPOYPI'IKO PAMMA
ZYNOETIKO,ANMOPPO®HZIMO,MOAYKAQNO,MEZHZ
ANOPPO®HZHA,USP 1, ME BEAONH ZTPOITYKH
1/2 KYKAOY JAITIZTPO.
AP.MAPAT.49.7.71

720 TEM

1.440,00 €

XEIPOYPTEIO

YMEYOYNH
TMHMATOZ Ka
MAPIAPQNH
THA. ENIKOINQNIAZ
210-45922908




* OI IIPOX®OPEX AEN QA IIPEIIEI NA EEIIEPNOYN TA TEXXEPA AEKAAIKA YH®IA.



ITAPAPTHMA B’

(Amotedel avamOOTAGTO TUNHA TNG SLUKNPVENC)

OPOI EYMMETOXHZX
1. H mpoopopd Oa mpémel va £xEL T LOPON TOV THVOKO TOV EMGVVATTETAL GTO
[Mopdptnuo I
2. Ymoypewtikd va dnidvovtal kmotkog [apatnpnnpiov Tiuwv, GMDN kot
Kodkodg EOOD.
3. H owovopkn tpocpopd Ba katatifetor amoxieiotikd oe EURO.
4. Thoooa: EAinvikn

5. Ze mepimtoorn koTokOpwong : a) mn mapddoon Oa  yivetor evidog tpuov  (3)

~

gpyacipov  muepo®v amd T ANyYn g  mopoyyeAlag , €KTOg ov  opileTon
dwpopetikd Kat'eEaipeon, P) n moapddoon tov WGV OBa yivetor pe @povtioo
kot damdveg tov [IpounBevtn, otic Amobnkeg g Ymnpesiog pogc.

[MAnpoun: H miinpopn Ba yivetoan oe gupm, petd amd mponyoduevn Bemdpnon twv
YPNUATIKOV EVTOALATOV TANPOUNG.

Ot vroyMe1ot VITOBAAAOVY ETL TOLVY] ATOPPLIYTG TNV TPOGPOPE TOVS  NAEKTPOVIKE

Yg nepimton un vrofoic 1 un TPoeNKOVGOC VTOPOANC TOV AVUIOEPOUEVOV TLO

AV, 1] TPOGPOPU ATOPPITTETOL OC OTAPAOEKTY.




INAPAPTHMAT ’
YIIOAEII'MA IIINAKA

APIOMOX
ENTOAHX

IHEPITPA®H
EIAOYX

TIMH
ITPOX®OPAX
ANA
TEMAXIO
XQPIX ®OITA

KQAIKOX
ITAPATHPHTHPIOY

TIMH
ITAPATHPHTHPIOY

KQAIKOX
EMIIOPIOY

GMDN

KQA.E.O.® .




ITPOAIATPA®EX
ENTOAH : 18/09-01-2023,1308/23-03-2023

Texvikég
OLTLOULTH OELG

1.Na katateBel yla 0Aa ta €ién mpwtotuno GuALGSLo 08NYyLWV TOU KATAOKELAOTH olkou ota EAANVIKA.

2.Na katateBel kAwikn BLRALoypadia kot va epthapBavovtal ToUAAXLOTOV SU0 SNUOGCLEUUEVEG KALVIKEG
MEAETEG yLa TO KAOE POodEPOLEVO EL60G 1) KALVIKEG LENETEG JLE TIPOIOVTA TOU LELOU KATOOKEUAOTIKOU OLKOU HE
QVTLOTOLYOL TEXVIKA XOPAKTNPLOTIKA cUpdwva kat e MDR article 61 Clinical Evaluation annex ll1, Clinical
Evaluation and Post Market ClinicalFollow up annex XIV kot Ta TIVEUATIKA SIKOLWUOTA TWV cuyypadEwv.

3.H Huepopnvia Anéewg twv epyaleiwv va gival Gvw twv 2 €Twv.

4.H emutponn TeXVIKNG agloAoynong €xel dikalwpa va Introet delypata mépav and ta {NToUeva TG
Staknpuéng av autd BewpnBel okomipo. Adyog anoppudng Ba anoteAel To amotéAeopa LETA Ao Xpron os
XELPOUPYELO | 0 Tpocopoiwaon

XELPOUpPYELOU.

5.”0movu {nteitaL epyaleio kat avtaAlaktikég kedalég eival amapaitntn n mpoodopd ce OAOUG TOUG
av&ovteg mou

niephapBavovrtal (epyodeiou kot avrtaAlaktikwy kedpalwy), eni mown andppudng.

6. H mpounBeltpla etalpeia, oe mepinmtwon mou eival SLapopETIKA Ao TNV KATACKEUAOTPLA, VO KOTaBEoEl
umtebBuvn SAAwaon Mou va avadEpeL OTL elval eE0UCLOSOTNUEVN QMO TOV KATAOKEUAOTIKO OLKO YLa TNV TEXVLKH)
uTIooTHPLEN TWV MIPOIOVIWY Kal TNV TAPNon Twy Stadikaowwy os mbavr avakAnon/andcupon mpoidvtog.

7.H kaBe mpoodépouca etalpeia, oe meplmtwon mou eival SladopeTik aAnMd TNV KATAOKELAOTPLA, vV
TIPOOKOWLoEL SNAWON TNG KATOOKEUAOTPLAG ETALPELNG TTOU va avOdEPETOL OTOV CUYKEKPLUEVO SLAYWVIOUO Kol
va SnAwvel OTL o€ eplmtwon Katakupwong cVUPaonG otnv MPoodEPouca ETALPELA, N KATOOKEUAOTPLA Ba
Sdeopeutel va tnv mpounBevoeL pe TN

OUYKEKPLUEVN TTOCOTNTA TWV KOTAKUPWOEVTIWY 6wV TG olUBacng.

8.H kaBe mpoodépouca ctalpeia, oe mepimtwon mou eival SladopeTikr) anmd TNV KATOUOKEUAOTPLA, VO
TipooKopioel SNAwon TNG KATAOKEUAOTPLAG eTalpeiag Tou va SNAWVEL OTL N Mpoodépouca Ba evnuepwveTal
yla OAeg tic TuBaveg avakAnoelg/anocUpoelg TPOIOVIWY, OXETIKEC HUE TO €8N Tou £€XeL POOodEPEL OTO
SlaywvIopuo.




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

10.ARAWON TOU KOTAOKEUOOTIKOU 0ikou OTL Ta tpoiovta eival yviola Kol apetaxeiplota.

11.Ma TNV TEXVLKA KOL ETMAYYEAUATIKA LKOVOTNTA OL OlKOVoulkol ¢opeic amatteitat: a. va dnAwoouv oTl
SLaB£TOUV HOVIUA OPYAVWHUEVO TUAMA TEXVIKNG UTOOTAPLENG, KATAANAQ ekmalSeuEVOU-eEELSIKEUEVOU Kal VAl
Katabéoouv mioTOMOLNTIKG ekmaideuong kal £fouclodotnon autol amd TOV KATOOKEUAOTLKO oiko PB. v
kotatebel katdloyo¢ Twv KuplOTEpwV Tmapadocswv Ue avadopd otnv afla ¢ oclupBacng Twy
PO PEPOUEVWV TIPOLOVTWY KAl TOUG XPOVOUG

nopadoong.

12. Ta mpoodepodueva UALKA Ba Tipémel 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 TILOTOTOLNTLKA:
1SO13485, AnAwon
Jupuopodwong, Motonmowntikd CE, Motonowntikd Ixedlaouou CE.

14. MNa k& el60¢ KoL yLa OAEG TLG YEVIKEC KOl ELOLKEG TEXVLKEG TtpodLaypad£g mou {ntouvtal Oa mpémnel va
oUUTANPWOEL avaAuTikd GUANO CUUUOPPWONG LLE TIAPATIOUTTH) O KWOLKO Kal o€ oeAiba kataAdyou HA/Kkal
TeXVIKWV duAadiwv Tng

Katookeudotplag etatpeiog. ONot ot kwdikol kat oL Texvikég mpodlaypadéc mou {ntouvral Ba Tpémel va
€MLoNpalvovtal

OTOUG avTioToLXou¢ Kataloyoug r/kat ta texvikd ¢uAlddia, ou Ba emiouvartovtat. NpoodopEg mou
umoBalovtal xwpig

va nepl\apfavovtal To o MAVW OTOLXELO va amoppimtovtal.

15. 3¢ kAOs a/a oTOV OTOi0 TIPOTEiVETAL AVAAWGCLUO TIoU XPrleL EOMALOUO/YEVVATPLA YLO va AELTOUPYAOEL, O
MELOSOTNG odelhel va TapayxwpnOeL ToV amapaitnto cuvodo e€omALoUO Swpedv POG Xpron yla 6co Slaotnua
Slapkéoel n mpounBela.




