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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’

SYNOAIKH
AIE AAA EIAOE TEMAXIA AAMANH TMHMA HAHPO®OPIES
XQPIZ OMA
YA001220-YSTEPOSKOMIKO SET YAEYOYNH
MIAE XPHEHE [MA Ao
20 WOHY46906K- MPArMATOMOIHEH 30 TEM 2100.00 € MAIEYTIKH Kot MIEAADY
/09-01-2023 NTI YETEPOSKOMIKQN 100, KAINIKH THA. EMIKOINGNIAS
ENEMBASEQN. MTPOAIAFPADES 9104592801
MAPAPTHMA A.
E002403400-METEFXEPHTIKO Tmﬁﬂg‘;:“
157 6 7KA6906K- AMOZTEIPQMENO 30,000 TEM 690.00 € AIAXEIPIEH poAT o
/10-01-2023 Br6 AYTOKOé::Ir\nHX'I'BCC) nI]EI'IIOEMA ANTIAPASTHPION | . KO IeAIIH
2104592463
YNEYOYNH
822 WWMI46906K- | YI10000106-KAINZ OMOAAIOY | . (oo 14400 € MAIEYTIKH K-I;:(MI\:I-IHMEAI;I-I?OZY
/30-01-2023 zY7 AQPOY AMOAINQEHE NEOFNON KAINIKH THA EMIKOINONIAS
2104592801
817 9HYY46906K- YM109003-ZYZKEYEZ YHE:?\X%IE(T)“YAX?)"\? TO*
201023 Y ANAPPO®HEHE IMA EYAAOTH 50 TEM 22250€ | ATIAGOAOFIKH T I ONIAS

BPOIMXIKQN EKKPIMATQN

2104592125




815
/30-01-2023

YYQOA46906K-
10

YA001221-ZYZTHMA AIAZTOAHZ
TOY EZQMNEPITONAIKOY
XQPOY. NPOAIATPA®EZ

NAPAPTHMA A.

5 TEM

400,00 €

XEIPOYPTEIO

YNEYOYNH TMHMATOZ
Ka MAPIAPQNH
THA. ENIKOINQNIAZ
2104592908

* 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 : 20/09-01-2023,815/30-01-2023

TeEXVIKEG
OLTLOLLTA O ELC

1.Na katotebel yla 6Aa ta €ldn MPWTOTUTIO GUAANASLO 08NYLWV TOU KATAOKEVOOTH Olkou ota EAANVLIKA.

2.Na katateBel kAN BLBAloypadia kot va mepthapBavovtal TOUAAXLOTOV U0 SNLOCLEUEVEG
KALVLIKEG LEAETEG YLa TO KAOE MPOoohePOLEVO 180G I KALVIKEG LEAETEG LE TtpoiovTa Tou L&iou
KOTAOKEUQOTLKOU OIKOU HE QVTIOTOLYO TEXVIKA XAPOKTNPLOTIKA cUdwva Kot e MDR article 61 Clinical
Evaluation annex Ill, Clinical Evaluation and Post Market Clinical Follow up annex XIV kal ta

TIVEU LOTIK A SIKOULWLOTAL TWV oUYYPAdEWV.

3.H Huepopnvia Anéswg Twv epyodelwv va elval Avw TwWV 2 €TWV.

4.H smutpornn texvikng afloAoynong €xel dikailwpa va Intriost deiypota népav amnod ta {ntolueva
¢ Slaknpuéng av autd BewpnBel okompo. Adyog amdppupng Ba anoteAel To AMOTEAECHUA LETA OO
XpHon o€ Xewpoupyeio | o mpocopoiwaon

XElpoupyeiou.

5.0mou {nteitoL epyaleio kal avtoAAOKTIKEG KePOAALG sival amapaitntn n mpoodopd o OAOUG
TOUG auvgovteg mou

nepllapBavovral (epyaAgiou Kal avtalAakTikwv Kepalwy), ent own andppunc.

6. H mpounBeltpla etalpeia, o nepimtwon mou eival SLadopeTiky amd TNV KATAOKEUAOTPLA, VO
KataBbéoel uteBuvVN drAwon mou va avadépel OtTL eival e€oualoSoTNUEVN ATIO TOV KOTAOKEUOOTLKY
olko yla TNV TEXVIKN UTOOTAPLEN TwV TPOLOVTWVY Kal tThv Trpnon twv Sadlkaclwyv o mibavh
ovakAnon/amécupon mpoiovrtoc.

7.H kdBe mpoodEpouca eTalpeia, o MePMTWON TIOU €lval SLADOPETIKN Ao TNV KATACKEUAOTPLA, VO
TipooKopioel SAAWON TNG KATAOKEUAOTPLAC £TAlPelag TTOU va avadEPETOL OTOV CUYKEKPLUEVO
Slaywviopd Kal va SnAwvel OTL oe mepimtwon Katakupwong ocuUpPacng otnv mpoodépouoa

etalpeia, n katookeuaotpla Oa SeopeuTel va tnv MpopnBevoel pe T
OUYKEKPLUEVN TTIOCOTNTA TWV KOTOKUPWOEVTWY £L6WV TNG cuuBaonc.

8.H kdbe mpoodépouoa etatpeia, oe mepimtwaon mou eival SLapopETIKN Ao TNV KATAOKEUAOTPLA, VO
mpookouioel dnAwon NG Kataokeudotplag etalpeiag mou va SnAwvel 6tL n mpoodépouca B0
EVNUEPWVETAL YLa OAEC TIC TILOAVEC avaKkANOELG/ATTOCUPOELC TTIPOTOVTWY, OXETLKEG E Ta (6N TTOU £XEl
TPOCaPEPEL OTO SLAYWVLIOUO.




9. H kdBe mpoodEpovoa etatlpeio, vo SLOOETEL APTLO EKTTALSEUUEVO/TILOTOTIOLNUEVO TIPOCWTILKO artd TNV
KOTAOoKEUAOTPpLA eTaLpeia (mLotomoinon €wg 2 mMponyoUHeva £Tn) yLa TV TEXVLKH UTOOTHPLEN OTO
XElpoupyeio Kol e€ouclodotnUévo TUNUO service yla TiBavo amapaitnto ouvodo €€omMALoUO yLa
Vv Katnyopla H.

10.AnAwoN TOU KATAOKEUAOTLKOU OIKOU OTL TA TPOoLOVTA €ilval yvRola Kol apeTaxeiplota.

11.Ma TNV TEXVLKA KAl ETTOYYEALATLKA LKOVOTNTA Ol OLKOVOLLLKOL dopeig amatteital: a. va dnAwoouy
OTL OLOBETOUV HOVIUO OPYOVWHEVO TUAMO TEXVIKAG UTOOTAPLENG, KATAAANAQ EKMALSEUUEVOU-
€€elOIKEUEVOU KOl va KOTOOEOOUV TILOTOTIOLNTIKO eKMaideuong Kal eEouclodotnon autol amd tov
KOTAOKEVAOTIKO oiko B. va katatebel katdloyog Twv Kupldtepwyv mopaddoswyv pe avadopd otny
aia tng cupPaong, Twv MPOSPEPOUEVWV TIPOTOVIWV KAl TOUG XPOVOUG

napadoong.

12. Ta npoodepopeva UALKA Ba pEmel va elval kowvorolnpéva otov EOD kat va dtabEtouv tov
QVTIOTOLYO KWSLKO.

13. EmtL mowvn ¢ amokAelopoU Ba npénel va katateBouv ylo kabe poodepopevo idog ta
miotomnolnTika: 1SO13485, AnAwon
Juupopdwone, Motonointikd CE, Miotomolntikd Ixedtaouou CE.

14. Mo kaBe £160¢ Kal yLa OAEC TLG YEVIKEC KoL ELSLKEC TEXVLIKEG TTpoSLaypadéc mou {ntouvtal Ba
TIPETIEL VOL CUUTIANPWOEL avaAuTiko GUANO CUUUOPPWONG LE TIOPATIOUTTH) O KWSLKO Kal o€ oeAiba

KataAdyou f/kat texvikwv ¢uAhadiwv Ttng

KOTOOKEUAOTPLAG eTaLpeiag. OAotL oL Kwdikol Kal oL TeEXVIKEC TpoSiaypadég mou Intoluvtal Ba mpémel
va gnonuaivovral

oTouC avtiotolyoug Katahdyouc n/kal ta tTexvikd GuAladia, mou Ba emiouvarnrtovtal. Mpoodopég mou
umoBalhovtal xwpig

va epAauBdavovtal Ta Mo MAvw OToLXELD va armoppimtovtal.

15. 3 kGO a/a oTtov Omoio MPOoTelveTAL AVAAWGCLUO Ttou XprleL e€omAlopd/yevvnTpLa ylo va
AELTOUPYNOEL, 0 HELOSOTNG odeilel va TapaxwproeL Tov amapaitnto cuvodo EOMALOUO SwPEAV TIPOG
xpnon yia éco diaotnua SlapkEécel n mpopnOeta.




