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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 «IIpounbeiec @opéwv emomtevopevov and to Yrovpyeio Yyelag kot
Kowaviking AAMNnAeyydng kot dAleg 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 «IIepi 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 Tipfq 1n omoio Oa givor ion 1M pkpotepn TOL
tehevtaiov mapaTnpnINpiov THOV, OTOS AVTO OVOPTATOL GTNV 1GTOGEAMON NG

Emitpomnic [Ipoundeiov Yyeiag.

Awoiopo Zoppetoyng otn owdikacio £(ovv ol avapeEPOUEVOL KATMOTEP®, EPOCOV
aoKOUV eumoptkn N Prounyovikn 1N Proteyvikn OpactnpldTTO. GLVOEPY 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 €Wov 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
(ovumeprrapfavoréveoy OA®V TOV TOPOPTNUAT®V TNG), O MAEKIPOVIKY HOPON, OTNV

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

ddpoun tpoundeteg- pikpompounHetec.


http://www.tzaneio.gr/

ITAPAPTHMA A’

SYNOAIKH
AJE AAA EIAOX TEMAXIA AANANH TMHMA HAHPO®OPIEL
XQPIE ®NA
2" ANAPTHZH YNO16009-ENAOOSTIKES AESTPEE | 044 o0 TEM YHEJO?I\V(&EFL"P"SMQTOZ
2382 65HI46906K-NI9A |  KPANIOY AMTO TITANIO CRANIOFIX | NO1S20 T2V | 2 250,00 € XEIPOYPFEIO THA, ENIKOINONIAS
/19-06-2023 AIAOOPQN AIAZTAZEQN o1%- .
210452908
21 ANATPHEH YX003719-ZYPMATINOI YMNEYOYNH TMHMATOZ
METAAAIKOI OAHIOI Ka MAPFAPQNH
,19_%?(’35_;3023 672P46906K-PAE | or| 1 INGER,150cm,0,035mm,EYOY SOTTEM 1.500,00€ | XEIPOYPTEIO THA. EMIKOINQNIAE
AKPO (STRAIGHT TIP) ,STIFF. 210452908
" ANAPTHEH NAEFMA EMINEAO AMTO MONOKAQNO YNEYOYNH TMHMATOX
410 OKO546906K 102 | MAEKTO MOAYMPOMYAENIO ME YM00200148- 270,00€ EIPOYPIEI Ko MAPFAPONH
190.06.2023 MEFEQOX: YM00200148-20X20cm, 27 TEM, THA. EMIKOINGNIAS

MPOAIATPA®EZ NMAPAPTHMA A.

210452908




* 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. Thoooao: EAinvikn

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

~

gpyacipov  muepo®v amd TN AqYn g  TopayyedMog , ektog ov - opiletan
dwpopetikd Kat'eEaipeon, P) n moapddoon tov WGV OBa yivetor pe @povtioo
kot damdveg tov [IpounBevtn, otic Amobnkeg g Ymnpesiog pog.

[MAnpoun: H miinpopn Ba yivetoar oe gupd, petd amd mponyovuevn Bedpnon tov
YPNUATIKOV EVTOALATOV TANPOUNG.

Ot vroyMe1ot VITOBAAAOVY ETL TOLVY] ATOPPLIYTG TNV TPOGPOPA TOVG  NAEKTPOVIKE

Yg wepimton pn vrofoinc 1 un TpoeNKovGac VTofoiNc TOV AVUOEPOUEVOV TTLO

AV, 1] TPOGPOPU ATOPPITTETOL OC OTAPAOEKTY.
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ITPOAIATPA®EX
ENTOAH : 2410//20-06-2023 2" ANAPTHXH

Texvikég
OUTLOULTH OELG

1.Na kotatebel yia 0Aa ta €i6n MpwToTUTIO GUANASLO 08NYLWV TOU KATOOKEVAOTH Olkou oTa EAANVIKA.

2.Na katateBel kAwikn BLBALoypadia kot va meplthapBavovial TOUAAXLOTOV SUO0 SNOCLEUUEVEG KALVLIKEG
MEAETEG yLa TO KAOE POodEPOLEVO EL60G 1) KALVIKEG LENETEG LE TIPOIOVTA TOU LOLOU 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 TIVEUMATIKA SIKOLWUOTA TWV cuyypadEwv.

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

4.H emutpornn teXVIKNAG afloAoynong €xel Sikalwpa va Introet deiypata népav amnd ta {NtoUeva the
Staknpuéng av autd BewpnBel okomipo. Adyog anoppdng Ba anoteAel To amotéAeopa LETA Ao Xpron o€
XELPOUPYELO | 0 Mpooopoiwaon

XELPOUpPYELOU.

5.”0movu {nteitaL epyaleio kat avtaAAaktikég kedalég eival amapaitntn n mpoodopd o€ OAOUG TOUG
auovteg Tou

nephapPBavovral (epyadeiou kot avtaAlakTikwy kedaAwyv), eni mown andppudng.

6. H mpounBeutpla etalpeia, oe mepintwon mou eival SLAPOPETIK QMO TNV KATAOKEUAOTPLA, VO KOTABETEL
umtebBuvn dAAwaon Mou va avadEpeL OTL elval eE0UCLOSOTNUEVN QMO TOV KATAOKEUAOTLKO OLKO YLa TNV TEXVLKH)
uTooTHPLEN TWV MPOIOVIWY Kal TNV TApnon Twy Stadikaowwy os mbavr avakAnon/andécupon npoidvtog.

7.H kdBe mpoodépouca ctalpeila, oe mepimtwon mou eival SladopeTIK OMO TNV KOTOOKEUAOTPLA, Va
TipooKopioel SAAWGON TNG KATAOKEUAOTPLAG ETALPELAG TTOU VA avadEPETOL OTOV CUYKEKPLUEVO SLOYWVLOUO Kal
va SNAWVEL OTL 0€ TEPIMTTWON KATAKUpWONG cUUBacng otnv mpoodEpouoa €TALPELQ, N KATAOKEUAOTPLO Ba
Sdeopeutel va tnv mpounBeVoEL pe TN

OUYKEKPLUEVN TTOCOTNTA TWV KOTAKUPWOEVIWY 6wV TG olUBacng.

8.H kaBe mpoodépouca ctalpeia, oe mepimtwon mou eival SLadopeTk aMod TNV KATAOKEUAOTPLA, VOl
TipooKopioel SNAwon TNG KATAOKEUAOTPLAG eTalpeiag Tou va SNAWVEL OTL N Mpoodépouca Ba evnuepwveTal
yla OAeg tic TuBaveg avakAnoelg/anocVpoelg TPOIOVIWY, OXETIKEC HE TO €18n Tou £€Xel POOoEPEL OTO
SLaywvIoo.

9. H kdBe mpoodépouoa ctaipsia, va Slabétel Gptia eKMOLOEUUEVO/TLOTOMOLNUEVO TIPOCWIILKO Qo TV
KATOLOKEUAOTPLA ETALPELA (TLloTOTOlNGN €WG 2 T(PONYOUMEVA £TN) YLA TNV TEXVLKI UTIOOTHPLEN OTO XElpoupyEio
kot e€oucloboTnévo TURMA service yla mBavo anapaitnto cuvodo e€omAlopd yla Tnv katnyopia H.
10.ARAwOoN TOU KOTAOKEUOOTIKOU OiKou OTL Ta tpolovta elvatl yvrola Kol aleTayeiplota.




11.Ma TNV TEXVLKN KOl EMAYYEAMOTIK LKAVOTNTO OL Olkovoplkoli dopeilg amatteitat: o. va dnAwoouv Oty
SLBETOUV HOVIIA OPYAVWHUEVO TUAKA TEXVIKNG UTOOTAPLENG, KATAAANAQ €KMALSEVPEVOU-EEELOIKEVUEVOU KaL VAl
KataOEoouv TLOTOTONTIKO ekmaideuong kat €fouclodotnon autoU amd TOV KATOOKEUAOTLKO oiko B. v
kotatefel Katdloyog Twv Kuplotepwv Tmapadocewv We avadopd otnv afla NG ocupBaocng Twy
PO PEPOUEVWV TIPOLOVTIWV KAl TOUG XPOVOUG

nopadoong.

12. Ta mpoodepdpeva UAKA Ba mpémet va eival kowvorotnpéva otov EOD kat va StabBétouv tov avtiotol o
KWALKO.

13. EmL mowvrig anokAelopoU Ba mpémnel va katatebouv yla kabe mpoodepOpeVO €506 T TILOTOTIOLNTLKA:
1SO13485, AnAwon
Juppdpodwong, Motonmowntikd CE, Motonowntikd Ixedlaopou CE.

14. MNa kABe 1606 KAl yLa OAEG TLG YEVIKEG KL ELOLKEG TEXVLKEG TTpodLaypad£G mou Intouvtal Oa mpémel va
ouUMANpwOEel avalutikd GUANO CUUHOPPWONG LE TIOPATIOMTTH O€ KWSLKO Kot o€ oeAida kataldyou fi/kat
TeEXVIKWV GUAAadiwy Tng

KaTooKeuaotpLlag etatpeiag. OAol ol kwdikol Kat oL TeEXVIKEG Tpodlaypadég mou {nTouvtal Ba TpEmeL va
gnonpaivovral

oToUu¢ avtiotolyoug KataAdyouc rf/kat ta Texvikd duAadia, mou Ba emouvarntovtal. MNpoodopég mou
umoBalovtal xwpig

va eplhapBavovtal Ta o mavw oTolela va amoppintovral.

15. e kAOe a/a otov omnoio mpoteivetal avaAwaotpo mou xpAlel eEomAlopd/yevvnTpLa yla va AELTOUPYHOEL, O
LELOSOTNG odeidel va TTapaywproEL Tov amapaitnto cuvodo e€omAlopd Swpedv Pog xpron ylo 6co didotnua
Slopkéoel n mpounBeLa.




