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TO I'ENIKO NOXOKOMEIO IIETPAIA «TZANEIO»

"Eyovtag vaoyn:
1. Tig dwatdéetg, Ommg 1oyvovV:
1.1. Tov N. 4412/2016 « Anpdoieg Xvpupdoceic Epymv, [poundeiodv kot Yanpeoiodv »

( ®EK 147 / 08-08-2016)

1.2. Tov N. 3580/2007 «IIpounBeieg @opéwv emontevdpevemy and 10 Ymovpyeio
Yyelag kot Kowvovikig AAAnAeyydng kou dAleg dwotaéeigy (O.E.K. A" 134 / 18-6-
2007).

1.3. Tov N. 2955/2001 «IIpounfeteg Nocokopeiov Kot Aomadv povadwv vyesiog twv
[Me.Z.Y. xou dAleg dwtdeey (O.EK. A" 256 / 2-11-2001), énwg tpomomompévog

oY VEL.

1.4. Tov N. 2362/1995 «Ilepi Anupociov AoyioTiKod, €AEYYOL TOV JOTOVAOV TOV
Kpdrovg kar ahreg drataéeigy (OP.E.K. A" 247/ 27-11-1995), 6mwg 1oydet.

1.5. Tov N. 4152 /2013 (®.E.K. 107 A’/ 9-5-2013 ), [Topdypapog Z : IIpocappoyn
mg EAnvikng Nopobeciog oty odnyia 2011 / 7 g 16-2-2011 vy v

KOTOTOAEUNOT TOV KOOLGTEPNGE®MV TANPOUDV GTIC EUTOPIKEG CUVAALAYEC.

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 Emrponic [Ipoundeiov 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 N arrodand. PB) Evdoelc mpounbevtodv mov vmofdAilovv Kowvn

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 opo

m¢ dSwdkaciag oto mail g Yanmpesiog mprom3@tzaneio.gov.gr

e TmepinTtwon mov 0 OYKOS TWY OIKALOAOYNTIKOV &ival UEYHAOS
nopoKaleiore Onws KarateBovy oe paxeio ato I'papeio llpwtokdliov Tov

Nocoxouciov (ue emoijuavon tov apiOuov TPWTOKOIL00 THS AVAPTHOHG).

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. HEPI'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
vt (cvumePLOUBOVOLEVEOY OAMV TOV TOPAPTNUATOV TNG), GE NAEKTPOVIKN LOPOT,
omv 10t00eAido Tov Noocokopeiov oto Swdiktvo  (MAekTpoviky dlevbuvon:

www.tzaneio.gov.gr



http://www.tzaneio.gov.gr/

ITAPAPTHMA A

2YNOAIKH
AATMANH MMAHPO®OPIE
AE AAA EIAOE TEMAXIA | XQPIZ®MNA | TMHMA x
YM00800107(kw8.vocok)-MAEFMA AINAHZ
OWEQ3,NAPAAAHAOTPAMMO,AIAQANO
,ANOTEAOYMENO AMO TPISAIASTATO MONOKAQNO
MOAYESTEPA ME EETPA XPQMATIZTH OHKH-NTEPYFO
AMO AIZAIASTATO MOAYESTEPA NMOY NA AEITOYPFEI QF
1297 ZQNH AsOANOYZ KAOHAQEHE KAI EAEFXOY KAI AMO YNEY©OYNH
/ Oz%gg - _ AMOPPO®HEIMO YAPO®IAO GIAM MEIFTMATOZ XOIPEIOY TMH"IL':‘TOZ
“’Nr-(;‘:zoeK' KOAAATONOY KAI TAYKEPOAHS ,ENEKTEINOMENO KATA 10 TEM 750000€ | XEIPOYPFEIO | MAPFAPQNH
AZ:16/01- 5mm NEPIMETPIKA TOY MAETMATOS M1A NPOSTAZIA TON THA.ES&IEOINQ
Eoﬁioé?s IMAAXNQN.NA EINAI KATAAAHAO TIA ENAOMNEPITONAIKH 2104562908

XPHZH ZE ANOKATAZTAIH OM®DANOKHAHZ KAI
KOIAIOKHAHZ AANAPOZKOMNIKA ,AIAZTAZEQN :15cm x
10cm.

MPOAIATPADEZ MAPAPTHMA A




YMNEYOYNH
,015_ %i_ TMHMATOZ
2026 YN®0400102(kwd.vocok)-STEFTANOMOIHTIKH YAPOTEAH Ka
9YWA46906K-BOT MOAYAIOYAIKHE TAYKOAHZ TA MHNIITA ETKEDAAOY KAl 10 TEM 4.500.00 € XEIPOYPTEIO MAPIrAPQNH
AS:16/01- SMONAYAIKHE STHAHE 5ml.NA MHN EINAI SE MOP®H :MPEI. e THA'Q!IESIOAI}?OIN
04-2026
DRzl 210-4592908
YN®05002023(kw5.vocok)-AIMOSTATIKH
ZEAATINH ME ANOPQIMINH ©POMBINH 20001U,ZE
SYZKEYAZIA ENOZ TEMAXIOY MEFAAYTEPH TON
6ml,F A ENMAPKEIA ENOZ TEMAXIOY ANA
XEIPOYPIIKH ENEMBAZH ME THN MIKPOTEPH
TIMH ANA m| TEAIKHE OYZIAZ, ME $TAGEPH
SYETASZH (PEOAOTIKA XAPAKTHPISTIKA)
1302 TEAIKHE OYZIAZ A 020 MEFAAYTEPO XPONIKO YNEYOYNH
/08-04- AIAZTHMA. NA ZYMMPEIAAMBANETAI ZTH TMH'&':‘TOZ
2026 SYZKEYAZIA EYKAMMTO AKPOO®YZIO (ME
9N8446906K-KQI | MNHMH) ME AYNATOTHTA AEITOYPFIKHE 60 TEM 16.440,00€ | XEIPOYPTEIO | _MART A oiN
AZ:16/01- KAMWHE 36(°I'IA ANATOMIKA AYZMPOZITES ONIAZ
04-2026 MEPIOXEZ KAl AKAMIMTO AKPO®YZIO ME 2104562908
EHA 0:8 AYNATOTHTA KOMHZ ZTO EMIOYMHTO

MHKOZ,TO OINOIO EITYATAI TO MH
TPAYMATIZMO TQN ENIKEIMENQN IZTQN ZE
MNEPINTQZH ENA®HZ ME AYTOYZ.

.OANA TA ANQTEPQ NA ANNOAEIKNYONTAI
ZYMO®QNA ME TO EIrXEIPIAIO XPHZEQZX R




AHMOZIEYMENEZ MEAETEZ 1 AAAOYZ
TEXNIKOYZ ®AKEAOYZ KAI OXI MPOIONTIKA
AIAOHMIZTIKA ®YAAAAIA.

1301 AIAQANOS KOIAIAKOS AIASTOAEAS TOIXQMATQN KAl YNEYOYNH
/08-04- MPOSTAZIAZ TPAYMATOS XQPIZ LATEX ,MIAZ XPHIHS TMHMATOS
2026 AIASTAZEQN 5-9cm KAl MHKOZ MEMBPANHZ 18cm.Ol Ka
AIAZTOAEIE NA AIAGETOYN AYO AAKTYAIOYE XTH MIA XEIPOYPTEIO | MAPFAPQNH
¥QHO46906-H10 NAEYPA A EYKOAH TONMOGETHEH KAI ENA AAKTYAIO 30 TEM 2.580,00€ THA.EMOIKOIN
A%:16/01- STHN AAAH XPQMATIZMENO [lA ENAEIZH TOY MEPOYZ QNIAZ
04-2026 EIZAFQrHZ sTHN TOMH . 210-4592908
EHA ©:8 YX00370700(kw8.vocok)-MEZAIOY MEFEQOYE
YX00404104(kw&.voook)_-ENAOZKOMIKA KAIN
AIMOZTAZHZ ANO NOAYMEPEZ YAIKO (TYNOY
HEMOLOC)-LARGE 100 AEZMIAEZ (6 KAIM ANA YX00404104(
1299 AEZMIAA) Kwd.voook)- YNEYOYNH
/08-04- : . TMHMATOZX
2026 YX00404105(kw&.voook)-X-LARGE 100 AEZMIAES (6 | LARGE-100 Ka
EWW246906K- KAIM ANA AEZMIAA). AESMIAES. 4.800.006 | XEIPOYPTEIO | MAPTAPONH
0V EINAI YIIOXPEQTIKH H MPO:KOMIZH AEITMATOS | YX00404105( T THA.ENOIKOIN
AZ:16/01- MAZI ME TH AABIAA TOMOGETHEHE KAGQS KAIH | Kw8.voGoK)- QONIAZ
gﬁﬁ(gg PHTH AEZMEYZH TQN ETAIPEIQN OTI @A X-LARGE 100 210-4592908
NPOSMEPOYN AQPEAN AYO AABIAEZ TOMOGOETHIHE | AEIMIAEX

KAIN TA TA LARGE KAI AYO A TA EXTRA LARGE
KAOQZ KAl MIA AABIAA ANOETKAQBIZMOY TOYZ




IMAPAPTHMA B’
(Amotelel avamOoTAoTO TUNLLO TNG O10KNPLENG)
OPOI XYMMETOXHZX

1. H mpoopopd Oa mpémel va £xEL T LOPEON TOV THVOKO TOV EMGVVATTETOL 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 TO VOULLO EKTPOGMMTO TOV POPEN) 1] KOL TOL PLGIKOV TPOSMTOL (T0 omoio givor LEAOG TOL dtotkNTIKoD, dtevBuvTikKol 1)
EMOTTIKOV TOV OPYAVOL 1 £XEL E£0VGI0 EKTPOCHOTNONG, AMYNG ATOPAGEMV 1) EAEYYXOV GE 0VTO) Yo £vav otd Tovg KATOL Adyoug:

®  GUUETOYY| G€ EYKANNOTIKI opydveon:
e dmpodokia
e qgmatn

®  TPOMOKPUTIKA EYKANNATA 1] EYKAMUOTE GUVOEOUEVE IE TPOUOKPUTIKES OPUCTNPLOTITES

®  VOULPOTTOIN 61 E600MV 0O TUPAVORES OPACTNPLOTNTES 1] YPNNATOOOTI|ON TS TPOUOKPATIOG

®  TOLOIKI] EPYOCiQ KOl GALES pOPPES Epmopiag avOpOTOV.
e Eivar goporoyikd evijpuepog

o 'Eyel katofdriel TIC E10QPOPES KOLVOVIKIG 0.6QAMGTG




Ymoypewtikd va oOnAovovtol Kodwkog [Tapatnpnmpiov Tiwov, GMDN kot kwdikdg EKATITY
H owovopikn mpocpopd Oa katatiBetar amokieiotikd o EURO.

Ov vrofariopeves TPOGPOPES LGYVOVY KUl OEGUEVOVY TOVS OLKOVOULKOVS POPEIS Yo drdotnpa evevipvta (90) nuepdv amxd tnv

ETONEVY] TNG KATOANKTIKNG nuepopnviag vrofoins. Iipooceopa n omoia opiler xpovo 16Y00g PIKPOTEPO GO TOV AVOTEP® TTPOPAETOpPEVO
OTOPPITTETUL MG P KOVOVIKI].
INowooca: EAAvii

7. Xe mepimtoon KatakOpwong: o) M mapddoon Bo yiveror evidg tpiadv (3) epyasipmv nuepdv and ) ANyn g mopayyeAiog ,

extoc av opiletor Owapopetikd wat’eaipeon, B) N mopddoon tov WOV Oa yivetor pE GPOVTION KOl OATAVEG TOL

[TpounBevty, otig Amodnkeg g Yanpeoiog pag.

8. II\mpoun: H minpoun Ba yivetar oe evpd, petd amd mponyoduevn Bedpnon Tov ypMUOTIKOV EVIOAUATOV TANPOUNG OTd TOV

appodo Enitpono tov EAgyktikon Xvvedpiov.

9. «ZUPowva Pe TNV UTT apiB. 52445 E= 2023/4.4.2023 KYA (B’ 2385) 01 0IKOVOUIKOi QOPEIC UTTOXPEOUVTAI VA
£kdidouv NAEKTPOVIKA TINOAGYIA yia Satrdveg o€ kTéAeon ouuBdoswy (N.4412/2016) PE UTTOXPEWTIKH avAPTNON
ortnv_EAHT

Ot vroymerot vwoBaAlovV el OV ATOPPLYNG TV TPOGPOPE TOVG NAEKTPOVIKA :
g TEPImTOGN U vrofoinc 11 un TPOoGNKOVGAC VTOPOANC TOV AVAPEPOUEVOV TLO TAV®, 1] TPOGPOPU ATOPPITTETOL OC
OTOPAOEKT).
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NMAPAPTHMA A

ENTOAH:1297/08-04-2026

TeXVIKEG amALTAOELG
1.Na katatebel yia 0Aa ta €i6n mpwtdtumo GUANASLO 08NYLWV TOU KOTAOKEUAOTH Oolkou ota EAAnVIKA.
2.Na katateBel kKAwvikn BipAloypadio kot va mepthapfdavovtol Touldxlotov U0 SNOCLEVIEVEG KALVIKEG LEAETEG YLaL TO
KABe mpoodepOUEVO 180G ] KAWVIKEG LEAETEG UE TTIPOTOVTA TOU LSOV KATAGKEVAOTIKOU O(KOU HLE QVTLOTOLXA TEXVIKA
XOPAKTNPLOTIKA cUpdwva kat pe MDR article 61 Clinical Evaluation annex Ill, Clinical Evaluation and Post Market Clinical
Follow up annex XIV Kal Ta MVEUPOTIKA SIKOLWUOTO TWV CUYYpabEWV.

3.H Huepopnvia Affewg Twv epyaleiwy va eival avw Twv 2 €TWV.

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

5.”0mou {nteital epyoleio Kot avtalaktikég kedpaAég eival amapaitntn n mpoodopd oe SAoug Toug auvfovieg mou
niepthapBavovtal (epyadeiov Kot avtaAAaktikwy kedoAwv), el mowvr anodppudng.

6. H mpounBeutpla etalpeia, oe mepinmtwon mou sivatl SLadopPETIK AMO TV KATACKEUAOTPLO, Vo KataBéoel umelBuvn
SnAwon mou va avadépel OTL eival g€oualodotnuévn amd TOV KATACKEUAOTLKO OIKO yla TNV TEXVLKH UTOOTAPLEN TWV
TPOLOVTWY KoL TV TAPNON Twv Stadikaolwy os mBavh avdkAnon/anécupon npoidvtog.

7.H kdBe mpoodpépouoa etalpeia, o MePIMTWON TOU gival SLadOPETIKA ATO TNV KATACKEUAOTPLA, VO TIPOoKOoUioeL SnAwon
NG KATAOKEUAOTPLOG ETALPELAG TTOU VA aVOPEPETAL OTOV CUYKEKPLUEVO SLOYWVIOUO Kal va SnAwvel OtL o mepintwon
KaTaKUpwong cupBacng otnv mpoodEpouca eTalpeia, N kKatackeudotpla Oa Seopeutel va thv mpounBeloeL e TN
GUYKEKPLUEVN TTOCOTNTA TWV KATAKUPWOEVTWY 6wV TNG cupPacnG.




8.H kaBe mpoodépouoa eTalpeia, o€ MEPIMTWON TIOU EvaL SLAPOPETLKN OO TNV KOTOOKEUAOTPLA, VO TTPOCKOUIoEL SAAWON
NG KATAOKEUAOTPLAG E€TOLPELlOG TOu va SnAwvel OTL n mpoodEpouca Ba EVNUEPWVETAL ylo OAeG TG TUOAVE(
aVOKANOELG/AMOCUPOELG TIPOLOVTWY, OXETLKEC JLE TA €161 TTOU £XEL TTPOOPEPEL OTO SLAYWVIGUO.

9. H kdBe mpoodépouca etailpeia, vo SLAOETEL ApTIO EKTTOLOEV LEVO/TILOTOTIOLNEVO TIPOCWTILKO QMO TNV KOTAOKEUAOTPLA
eTalpeia (motonoinon £wg 2 mponyoU Eeva £TN) yLo TV TEXVLKI UTTOOTHPLEN OTO XELPOUPYELD Kol e€0UCLOSOTNUEVO TUAA
service yla TiBavo anapaitnto cuvodo e€omALopd yla Tthv Katnyopia H.

10.ARAWGN TOU KOTAOKEUOOTIKOU OLKOU OTL TA TPOTIOVTA ELVaL YV OLA KoL OETAXEIpLOTA.

11.Ma TNV TEXVLKA KoL EMOYYEAUATLKE LKOVOTNTO OL OLKOVOULKOL dopeic amatteitat: a. va dnAwoouv otL Stabétouv povipa
OPYAVWHEVO TUAMO TEXVIKAC UTIOOTAPLENG, KATAAANAQ EKTTOLSEUUEVOU-EEELSIKEVUEVOU KL VO KATOOEOOUV TILOTOTOLNTIKG
ekmaidevong kal g£ouclodoTnon aUTOU OO TOV KATAOKEUAOTIKO Oiko B. va Katatebel KOTAAOYyoG Twv KUPLOTEPWVM
napadoocswv pe avadopd otnv aia tng cuUBACNG, TWV TIPOCHEPOUEVWY TTPOIOVIWY KAl TOUG XPOVOUG

napadoong.

12. Ta mpoodepoOpeva LAKA Ba Ttpemel va eival kowvormotnpéva otov EOD kat va StaB£Touv Tov avtioTol o KwsLKO.

13. EmL mowvn g amokAelopoU Ba mpénel va katateBolv yia KaBe mpoodepOpevo €606 Ta motomolnTka: 1S013485, AnAwon
Juppopdwong, Miotomowntikd CE, Miotomointikd 2xediaopol CE.

14. Na kaBe £160¢ Kal yLa OAEG TLG YEVLKEG KOLL ELOLKEG TEXVIKEG TpodLaypadEg tou InTolvtal Ba MPETMEL va oUUITANPpwOEL
avaAuTIKO GUANO CUHHOPPWONG HE TIAPATIOUTIH 08 KWSLKO Kal o oeAida kKataAdyou f/kal texvikwv pulladiwv tng
KOTAOKEUAOTPLAG eTalpeiag. OAotL ol kwdLkol Katl oL TEXVIKEG TipodlaypadEg Tou {nTouvtal Ba MpEMeL va emonuaivovtol
OTOUG avtioTtoloug KaTaAoyoug rj/kat ta texvikd ¢ulhddia, mou Ba emouvantovtal. MNpoodopéc mou umoBarlovral xwpic
va neplhapBavovtal Ta o Tavw oTolxela va amoppintovtal.

15. & kKGO a/a oTOV OOl TIPOTEIVETOL AVAAWOLUO TIOU XPRTEL EEOTALOUO/YEVVATPLA VLA VO AELTOUPYTOEL, O MELOSOTNG
odeilel va mapaxwproeL Tov anapaitnto cuvodo eEOMALONO SwpeAv TPOC Xpron yla 600 Slaotnua SlapkEoeL n PounBeLa.




