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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 AAMNAeyydng 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
EMmvikng 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 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 Prounyoviky] 1 Proteyvikn  OpactnpldTTo. GLVOEPN UE TO
avtikeipevo g mpoundbewog: o) Ola o Quokd 1M VOoUkd TpOcOTO, MUESATd N
aAlhodand. B) Evooceic mpounbevtddv mov vmofdAiovv  kowvr TPoceopd. Y)

2VVETALPIGUOL.

[Teprypagn tov Intoduevov Katnyoplidv £Wov yivetor oto mwapdptnpe 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
(ovumeprlapfavoréveoy OA®V TOV TOPOPTNUATOV TNG), G MAEKTPOVIKY HOPON, OTNV

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

ddpoun tpoundeteg- pikpompounHetec.


http://www.tzaneio.gr/

ITAPAPTHMA A’

SYNOAIKH
AATMANH
AE AAA EIAOS TEMAXIA XQPIZ OMA TMHMA NAHPO®OPIEL
YIr001040-KPIKO®OPOI ZTYAEOI
MIAZ XPHZHZ NAAZTIKOI 40.000 TEM 640,00 €
AMNOZTEIPQMENOI TQN 10 ml YMNEYOYNH
344 TMHMATOZ
/16-01- | 60SW46906K-107 MIKPOBIOAOTIKO Ko POYEZZAKH
2023 THA.EMOIKOINQNIAZ
210-4592357
Yro0100800-BAMBAKO®OPOI
ZTYAEOI XQPIZ YAIKO META®OPAX 30.000 TEM 570,00 €
AMNOZTEIPQMENOI ENAZ-ENAZ.
. YMO00200163- YNEYOYNH
258 6EAN4GI06K- ONOKAGNG MAEKTO 15X15cm-20 TMHMATOZ
/12-01- TEM. 700,00 € XEIPOYPFEIO Ka MAPTAPQNH
2023 NBN MOAYTIPOTYAENIO . YM01200200- THA.ENOIKOINQNIAZ
MPOAIATPA®EZ MAPAPTHMA A. .
10X15pu-50 TEM 210-4592908
YM00601501-SET AMOKATAZTAZHE
BOYBQNOKHA=Z AIMO NAEKTO
NMOAYMNMPOMNYAENIO,ANOZTEIPQMENO
AMTO EMINEAO NPOEXHMATIEMENO YMEYOYNH
/12-01- | 6FAH46906K-ZIK R TP Or T X0 TIAET M 50 TEM 2.500,00 € XEIPOYPTEIO Ka MAPTAPONH
2023 THA.EMOIKOINQNIAS

AIAZTAZEQN 9 cm EQZ 11 cm. TA
ANQTEPQ NA AIATIOENTAI ZE
AIA®OPETIKH ZYZKEYAZIA TO KAGE
ENA.
MPOAIArPA®EZ NMAPAPTHMA A.

210-4592908




256
/12-01-
2023

62864906K-NBQ

YX003076I ®-MNMEAIO
KPANIOTOMIAZ,MIAZ XPHZHZ,TPIQN
ZTPQMATQN AMO
YMNEPAMOPPO®HTIKO
YAIKO,AIAZTAZEQN 200X300 cm
MNEPINMOY .MEANOIIMA KAI
AYTOKOAAHTO XEIPOYPTI'IKO MEAIO
20X30cm MNEPINOY.ME
ENZOMATQMENO ZAKO
NEPIZYAAOIHZ YITPQN KAl
OZTAPIQN MOY NA AIAGETEI EIAIKEZ
ONEZ A ZQAHNEZ NAPOXETEYZHZ.
AMAPAITHTH H NPOZKOMIZH
AEIFMATOZ.

30 TEM

438,60 €

XEIPOYPTEIO

YMNEYOYNH
TMHMATOZz
Ka MAPIFAPQNH
THA.EMOIKOINQNIAZ
210-4592908

* OI IPOX®OPEX AEN OA IIPEIIEI NA ZEETIEPNOYN TA TEXXEPA AEKAAIKA YH®IA.




ITAPAPTHMA B’

(Amotedel avamOOTAGTO TUNHA TNG SLUKNPVENC)

OPOI EYMMETOXHZX
1. H mpoopopd Oa mpémel va £xeL T LOPET| TOV THVAKO 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 kotakOpwong : o) mn mwapddoon 6Oa yivetar evidg tpiov (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 : 257/12-01-2023,258/12-01-2023

Texvikég anoutiosLg
1.Na katatebel yia 0Aa ta €i6n mpwtdTtumo GUANASLO 08NYLWV TOU KOTAOKEUAOTH olkou ota EAAnvVIKA.

2.Na katateBel kKAwikn BLBAloypadio kat va mephapBdvovtol ToUAAXLoTov U0 SNUOCLEUEVEG KALVIKEG UEAETEG YLa TO
KABe mpoodepdEVO 160G 1} KAWVIKEG LEAETEG E TTIPOTOVTA TOU LSOV KATAGKEVAOTIKOU O(KOU LE AVTLOTOLXA TEXVIKA
XOPAKTNPLOTIKA cUpdwva kot pe MDR article 61 Clinical Evaluation annex Ill, Clinical Evaluation and Post Market Clinical
Follow up annex XIV koL Ta MVEUHATIKA SIKOLWUATO TWV cuyypadEwv.

3.H Hpepopnvia Afewg twv epyaieiwv va gival Gvw Twv 2 ETWV.

4.H emutpornr TeXVIKNG aglohoynong €xel Sikaiwpa va {ntrioel Selypata mépav anod ta {ntovpeva tng Staknpuéng av auvto
BewpnOel okompo. Adyog anoppudng Oa anmoteAel To ATMOTEAECUA PETA ATIO XPrON OE XELPOUPYELO 1 O€ Tpocopoiwaon
XElpoupyeiou.

5.”0mou {nteital epyaleio Kal avtaAAaKTkEG KEPOAEG sival amapaitntn n mpoodopd o€ OAOUG TOUC AUEOVTEG TOU
niepthapPavovtal (epyoleiov kat avtalaktikwv kebalwv), et mowvy andppudng.

6. H mpounBeutpla etalpeia, o€ mepinmtwon mou sivat SladopeTIK AMO TNV KATACKEUAOTPLA, Vo KataBéoel umevBuvn
SnAwon mou va avadépel OtL gival ggouclodotnuévn anmd TOV KATACKEUAOTLKO OIKO yla TNV TEXVLKN UTOOTAPLEN TWV
TPOLOVTWY Kal Thv THPNnon Twy Stadikaclwyv o mbavr avakAnon/amnoécupaon mpoiovtog.

7.H kdBe npoodépouoa etatpeia, o mepintwon mou eival SLApOPETIKN OO TNV KATAOKEVAOTPLA, VA TIPOCKOWLoEL SHAwoN
NG KATAOKEUAOTPLOG ETALPELAG TTOU vV AVODEPETAL OTOV CUYKEKPLUMEVO SLaywVIoRO Kal vo SNAWVEL OTL O€ TepimTwon
KaTaKUpwong cupBacng otnv mpoodEpouca etTalpeia, N kKatackeudotpla Oa Seopeutel va tnv mpounBeloel e TN
GUYKEKPLUEVN TIOCOTNTA TWV KATAKUPWOEVTWY 6wV TNG cupPaonG.

8.H kdBe mpoodEépouoa stalpeia, o mepimtwon mou eival SLapopeTIKA amd TNV KATACKEUAOTPLA, VA TIPOoKOoUioeL SAAwaon
NG KATAOKEUAOTPLAG E€TaLpEilag mou va SnAwvel OtL n mpoodépouca Ba EVNUEPWVETAL ylo OAEC TG TUBAvVE(
avakAAoelc/anoocVpoeLg TPOIOVIWY, OXETLKEG LE TA €8N TIOU £XEL TIPOOPEPEL OTO SLOYWVLOUO.

9. H k&Be mpoodépouca etalpeia, vo SLHOETEL APTIO EKMALSEV LEVO/TILOTOTMOLNUEVO TIPOOWTILKO OO TNV KATAOKEUAOTPLA
eTaLpeia (moTonoinon £wg 2 mponyoU eva £TN) yLoL TNV TEXVLKH UTTOOTHPLEN OTO XELPOUPYELO Kol EE0UCLOSOTNUEVO TUAUA
service yla TuBavo anapaitnto cuvodo e€omALoUO yla Thv Katnyopla H.

10.ARAWON TOU KOTAOKELOLOTLKOU oikou OTL Ta Ttpoidvta gival yvrola Kal apetaxeiplota.




11.Ma TNV TEXVLKA KOL ETTOYYEALATLKY LKOVOTNTO OL OLKOVOULKOL dpopeig amatteltal: a. va dnAwoouv otL SLabBETouv POVLUA]
OPYAVWHEVO TUAMO TEXVIKAG UTIOOTNPLENG, KATAAANAQ EKTTOLSEUUEVOU-EEELSIKEVEVOU KL VO KATAOEOOUV TILOTOTOLNTIKG
ekmaidevong kat g€ouclodotnon aUTOU Omd TOV KATOOKEUQAOTIKO oiko B. va Katatebei katdAoyog Twv KupLOTEPWM
napadocewv pe avadopad otnv afia tng cupBaocnG, TwWV MPOCHEPOUEVWY TTPOIOVIWY KoL TOUG XPOVOUG

napadoong.

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

13. ErL mowvn g amokAelopoU Ba mpémnel va katateBolv yia KaBe mpoodepOuevo ei60o¢ Ta motomolnTkd: 1S013485, AnAwon
Suppopdwoaong, Miotomointikd CE, Miotomotntikd Ixediaopol CE.

14. Na K&Be £(60¢ KaL yLot OAEG TIG YEVLKEG KOLL ELOLKEC TEXVIKEG TTpodLlaypadEg tou Intolvtal Ba mpETeL va ou AN pwOei
AVOAUTIKO GUANO CUUHOPPWONG UE TTAPATIOUTTH O KWOLKO Kal o€ oeAida katahoyou r/Kat TexVikwy GpuAladiwv g
KaTAoKeudotplag etatpeiog. OAotL ol KwdLKol Katl oL TeXVIKEG Tpodlaypadeg mou {ntouvtal Ba mpénel va emonuaivovrot
OTOUG avtiotolyoug Kataloyoug f/kat ta Texvikd ¢ulhddia, mou Ba emouvarmntovtal. Npoodopég mou umoBarlovial xwpig
va nephapBavovtal Ta o avw oTolxela va amoppintovtal.

15. 3 kGO a/a otov omoio mpoteivetal avaAwotpo tou xpHlel e€omALOUO/yEVVATPLA VLA VO AELTOUPYHOEL, O HELOSOTNG
odeilel va mapaxwproeL Tov anapaitnto cuvodo e€OMALOUO SwpeAv TIPOC Xpron yla 600 Staotnpa SlopkEoeL n pounBeLa.




