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TO I'ENIKO NOXOKOMEIO IIETPAIA «TZANEIO»

"Eyovtag vaoyn:
1. Tig dwatdéetg, Ommg 1oyvovV:
1.1. Tov N. 4412/2016 « Anpdotieg Xvupdoeis Epyov, [pounbeiomv 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 «IIpounfeieg Nocokopeiov Kot Aomadv povadwv vyeiog tomv
[Me.Z.Y. xou dAleg dwtdéeiey (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 ), [opdypapog 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 Ilpoundeiomv 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) Evdoelg mpounbevtov mov vmofdiiovv 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 umopovv va Katatifevrar péypt Kol v nuepounvio Kot opa

m¢ dSwdkaciag oto mail g Yanpesiog 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 emojuaven Tov oapiOuod TPWTOKOIL00 THS AVAPTHONG).

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
avtg (cvumeplopBovoéveoy OAMV TOV TOPAPTNUATOV TNG), GE NAEKTPOVIKY LOPOY],
omv 10t00eAido Tov Noocokopeiov oto Swdiktvo  (MAekTpoviky dlevbuvon:

www.tzaneio.gov.gr



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

ITAPAPTHMA A

ZYNOAIKH
AJE AAA EIAOZ TEMAXIA AANANH TMHMA MMAHPO®OPIEX
XQPIZ ®OMNA
YX00404104(kwd.vocok_-ENAOZKOMIKA KAIN
AIMOZTAZHZ ANO NOAYMEPEZ YAIKO (TYMOY
HEMOLOC)-LARGE 100 AEZMIAES (6 KAIN ANA
AEZMIAA).
3115/30-07- YX00404105(kw&.vocok)-X-LARGE 100 AEZMIAEZ (6 YNEYOYNH
2025 9ATQ46906K- KAIN ANA AEZMIAA). 100 TEM TMHMATOS Ka
06 100 TEM 4.800,00€ XEIPOYPTEIO MAPFAPQNH
M.A.11959/22- EINAI YIOXPEQTIKH H NPOZKOMIZH AEITMATOZ THAENIKOINONIAS
07-2025 MAZI ME TH AABIAA TOMOGETHEHE KAGQZ KAI H 210-4592908

PHTH AEZMEYZH TQN ETAIPEIQN OTI GA
NPOZMEPOYN AQPEAN AYO AABIAEZ TONOOETHZHZ
KAIN A TA LARGE KAI AYO A TA EXTRA LARGE
KAOQZ KAl MIA NABIAA AMOETKAQBIZMOY TOYzZ.




YMO00900300(kwé8.voook)-AYTOKAOGHAOYMENO
MIANOPPO®HZIMO NAETMA ANOKATAXTAZHZ
BOYBOQONOKHAHZ AYTOMATHz2
KAGHAQZHZ,ANOTEAOYMENO A0 MONOKAQNO

3109/30-07-2025 NOAYESTEPA ME ANOPPO®MHZIMA ATKIZTPA AMTO YNEYOYNH
“of 9AO®D46906K- | MOAYFAAAKTIKO OZY A THN KAGHAQEH TOY XQPIZ TMHMATOL
1YZ PAMMATA XTH MIA NAEYPA KAl ENEXQMATQMENO S0TEM 12.000,00€ | XEIPOYPTEIO Ka MAPT APQNH
M.11968/22-07-2025 THA.EMIKOINQNIAS
®IAM KOANATONOY STHN AAAH. NA AIAGETEI 910-4592908
XPQMATIZMENH AQPIAA TA ANATOMIKO
MPOZANATOAIZMO TOY MAEFMATOS . ZE AIASTAZH
:15cm x10cm.
MPOAIATPADE NAPAPTHMA A
AIAQGANOZ KOIAIAKOZ AIAZTOAEAS TOIXQMATON KAI
MPOZATAZIAZ TPAYMATOZ XQPIZ LATEX MIAZ XPHEHE
AIAZTAZEQN 5-9 cm KAl MHKOZ MEMBPANHE 18cm.Ol
AIAZTOAEIZ NA AIAGETOYN AYO AAKTYAIOYE STH MIA
NAEYPA A EYKOAH TOMOG®ETHEH KAI ENA AAKTYAIO
3114 STHN AAAH XPQMATIEMENO FIA ENAEIZH TOY MEPOYE
130-07-2025 EIAZFQrHE STHN TOMH .:
PEYN46906K-854
YMNEYOYNH
M.A.11959/2025 TMHMATOZ
Ka
YX00370700(kw8.voook.)-MEZAIOY MEFEQOYS A TOMEZ 5-9 50 tem 4.300,00 € KEIPOYPIEIO | MAPLAPONH
cm KAl MHKOZ MEMBPANHZ 18cm. THA.EMIKOIN
QNIAZ
210-4592908




YZ015020(kw6.voook)-NABIAA HAEKTPOGEPMIKHZ
2YTKOAAHZHZ KAl AIATOMHZ AITEIQN EQZ KAI
7mm,ME AYTOMATH OAOKAHPQZH TOY KYKAOY
ANOAINQZHZ ENZQOMATQMENO

3112/30-07- KAAQAIO,XEIPOAIAKONTH,ENZQMATQMENH YNEYOYNH
- - TMHMATOZ Ka
2025 PH=046906K- | KONTIKH AAMA,ZEXQPISTH SKANAAAH MHXANIKHZ
10 TEM 7. XEIPOYPIEI MAPIAPQNH
N.A.11960/22- EQA KOMHZ,ME MEPIZTPODH ,AIAMETPO 5mm,MHKOZ 0 650,00 € o o THA EMIKOINONIAS
07-2025 STYAEOY 23cm,ME KYPTES ZIATONEZ TYNOY 210-4592908
MARYLAND ENEPFOY AKPOY 20mm KAI KOMHE
18mm,ME MONONAEYPO ANOITMA KAl
EMIKAAYMENES ZIATONEZ (F1A ANOM®YIH EZXAPAS)
NPOAIATPADES MAPAPTHMA A.
4110/30.07 YA00102400(kw8.vocok)-AANAPOZKOMIKO SYSTHMA YNEYOYNH
-07- _ TMHMATOZ Ka
2025 9ZA%12§06K- EKNAYZHE-ANAPPO®HEHE ME ENSQMATQMENOYS 100 TEM 2.780.00€ XEIPOYPIEIO MAPLAPANH
N.A.11962/2025 ZOAHNEZ. THA.ENIKOINQNIAZ

MPOAIATPADEZ MAPAPTHMA A.

210-4592908




IMAPAPTHMA B’
(Amotelel avamdoTaoTO TN THG O1OKNPLENG)
OPOI XYMMETOXHZX

1. H mpoopopd Oa mpémel va £xEL T LOPEON TOV THVAKO TOV EMGVVATTETAL GTO
[Hoapéptnpua 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 VOULIO EKTPOGMOMTO TOV POPEN) 1) KOL TOL PLGIKOV TPOSMTOVL (T0 0moio gival LEAOG TOV S101KNTIKOD, d1ELBVVTIKOD 1|
EMOTTIKOV TOV OPYAVOL 1 £XEL E£0VGI0 EKTPOCHOTNONG, AMYNG ATOPAGEMV 1) EAEYYXOV GE 0VTO) Yo Evav od Tovg KATOL Adyoug:

®  GUUUETOYY G€ EYKANNOTIKI opydveon:

e dmpodokia

e ogmatn

® TPOMOKPUTIKA EYKANNATA 1] EYKAMNOTE GCUVOEOUEVE IE TPOUOKPUTIKES OPUCTNPLOTITES

®  VOULPOTTOIN 61 £600MV 00 TUPAVOUES OPASTNPLOTNTES 1] YPNNATOOOTI|ON TS TPOUOKPATIOG

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

o 'Eyel katafdrdiel TIC E10QPOPES KOLVOVIKIG 0.6QAAGNG

Yroypewtikd va oOnAovovtol Kodwog [Hapatnpnmpiov Twov, GMDN kot kwoikdg EKATITY



H owovopkn pocepopd Ba katatiBeton amokieiotikd o EURO.

INaoooca: EAAvikn
6. Xe mepimtoon Kataxvpwong: o) 1 mapdooon Oa yivetor evidg tpidv (3) epyacipmv nuepdv amnd T ANym g mopayyeAiog ,
extoéc av opiletar dapopetikd kat’eaipeon, B) M mopddoon tov WOV Oa yivetor HE @POVTION KOl OATAVEG TOL

[IpounBevtn, otig Amodnkeg g Ymnpeoiog pog.

7. IDipoun: H minpopn Ba yivetow oe gupd, petd amnd mponyovpevn Be®dpnon Ttov ¥pNUOTIKOV EVIOANATOV TANPOUNG om0 TOV

appodto Enitpono tov EAeyktikon Zvvedpiov.

8. «ZUpowva Pe TNV Ut apiB. 52445 E= 2023/4.4.2023 KYA (B’ 2385) 01 0IKOVOUIKOi QOPEIC UTTOXPEOUVTAI VA
£kSidouV NAEKTPOVIKG TIMOASYIA yia Satrdveg o€ eKTEAson ouuBdoswy (N.4412/2016)

Ot vroymerot vwoBaAlovy entl IOV ATOPPLYNG TV TPOGPOPE TOVG NAEKTPOVIKA :
g TEPIMTOGN U vrofoinc 11 un TPOoGNKOVGAC VTOPOANC TOV AVAPEPOUEVOV TLO TAVD, 1] TPOGPOPU ATOPPITTETOL OC
OTOPAOEKT).
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NMAPAPTHMA A

ENTOAEZ:3112/30-07-2025,3110/30-07-2025,3109/30-07-2025

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

2.Na katateBel kKAwikn BLBAloypadia kat va mephapBdvovtol TouAdxlotov U0 SNUOCLEUEVEG KALVIKEG UEAETEG YLa TO
KAOe mpoodepdUEVO 160¢ 1} KAWVIKEG LEAETEG LE TTPOTOVTA TOU LE{OU KATAOKEVAOTIKOU O{KOU HE QVTIOTOLXA TEXVIKA
XOPAKTNPLOTIKA cUpdwva Kot pe MDR article 61 Clinical Evaluation annex Ill, Clinical Evaluation and Post Market Clinical
Follow up annex XIV koL Ta MVEULATIKA SIKOLWUATA TWV cuyypadEwv.

3.H Huepopnvia Affewg Twv epyaleiwv va eival Avw Twv 2 €TWV.

4.H emutpornr] TeXVIKAC afloAoynong €xetL Sikaiwpa va {ntrioel Seiypata mépav and ta {ntoveva tng SltakApuéng av auto
BewpnOel okomIpO. Adyoc anoppuPng Oa anotelel To AMOTEAECUA HETA aTtd XPrON O XELPOUPYELO 1 O€ pocopoiwaon
XElpoupyeiou.

5.”0mou {nteital epyaleio kal aviaAAaKTKEG KEPOAEG elval amapaitntn n mpoodopd o€ OAOUG TOUG AUEOVTEG TOU
niepthapPavovtat (epyoleiou kat avtalaktikwv kebalwv), emnl mowvy andppudng.

6. H mpounBelitpla etalpeia, os mepintwon mou sivatl SladopeTIK AMoO THV KATACKEUAOTPLA, Vo Katabéoel umevBuvn
SnAwon mou va avadépel OtL sival e€ouclodotnuévn amd TOV KATAOKEUAOTLKO OIKO yla TNV TEXVLKH UTOOTAPLEN TWV
TPOLOVTWY KOl TV TAPNON Twv Stadikaolwyv os mbavh avdkAnon/anécupon npoidvtog.

7.H kaBe mpoodépouoa eTalpeia, o MePIMTWoNn mou eivat SladopeTik amd TNV KATAOKELAOTPLA, VA TIPOCKOWioeL SAwaon
NG KATAOKEUAOTPLOG ETALPELAG TTOU VO OVOPEPETAL OTOV CUYKEKPLUEVO SLoywVIoUd Kal va dnAwvel OtL o mepintwon
KotakUpwong cupBacng otnv MpoodEpouoa ETALPELA, N KATAOKELAOTPLA Ba SeCUEUTEL va TNV TPOUNBEVTEL PE TN
CUYKEKPLUEVN TOOOTNTA TWV KATAKUPWOEVTWY €6WV ThG cUUPBAONG.

8.H kaBe mpoodépouoa etatlpeia, o mepinmtwon mou eival SLadOPETIKN ATIO TV KATOOKEUAOTPLA, VO TTPOOKOioeL SAHAwaN
NG Katookevdotplag etalpeiag mou va SnAwvel oOtL n mpoodépouca Ba evnUEPWVETAL yla OAeG TG TLBavE(
avakAfoelc/anoocVpoeLg TPOIOVIWY, OXETLKEG LE TA €8N TIOU £XEL IPOOPEPEL OTO SLOYWVLOUO.

9. H k&Be mpoodépouca etalpeia, vo SLHOETEL APTIA EKMALSEV LEVO/TILOTOMOLNUEVO TIPOOWTILKO OO TNV KATAOKEUAOTPLA
eTaLpeia (moTonoinon £wg 2 mponyoU Eva £TN) YL TNV TEXVLKI UTTOOTHPLEN OTO XELPOUPYELO Kol EE0UCLOSOTNUEVO TR
service yla mBavoé anapaitnto cuvodd e€omALoMO yla thv Katnyopia H.

10.ARAWON TOU KOTAOKELALOTLKOU oikou OTL Ta Ttpoidvta gival yvrola Kal apetaxsiplota.




11.Ma TNV TEXVLKA KoL ETTOYYEALATLKE LKOVOTNTA OL OLKOVOLKOL dopeig amatteital: a. va dnAwoouv otL Stabgtouv povipa
OPYAVWHEVO TUAMO TEXVIKAG UTIOOTNPLENG, KATAAANAQ EKTTOLSEUUEVOU-EEELSIKEVEVOU KL VO KATOOEOOUV TILOTOTOLNTIKG
ekmaidevong kat €£ouclodOTNOoN AUTOU QMO TOV KATOOKEUAOTIKO Oiko B. va katatebel KOTAAOYoG Twv KUPLOTEPWM
napadocewv pe avadopa otnv afia tng cupBaocng, TwWV MPOCHEPOUEVWY TTPOIOVTWY KoL TOUG XPOVOUG

napadoong.

12. Ta mtpoodepopeva UAKA Ba ipenel va elval kowvomotnpuéva otov EOD kat va SLaBETouv ToV avTioTol o KwSLKO.

13. ErL mowvn g amokAeLopoU Ba mpénel va katateBolv yla KaBe mpoodepOpevo €606 Ta motomolnTka: 1S013485, AAwon
Juppopdwong, Miotomowntikd CE, Miotomointikd 2xediaopol CE.

14. Na kaBe 1606 Kal yLa OAEG TLG YEVLKEG KOl ELOLKEG TEXVIKEG TpodLaypadEG ou InTolvtal Ba MPEMEL va oUUITANPpwOEL
AVOAUTIKO GUANO CUUHOPPWONG UE TTAPATIOUTTH O KWOLKO Kal o€ oeAida kataldyou 1/kat TexVIKwV GuAladiwv g
KOTAOKEUAOTPLAG eTalpeiag. OAoL ol kwSLKol Katl oL TEXVIKEG TipodlaypadEg Tou {nTouvtal Ba MpEMeL va emonuaivovtotl
OTOUG avtioTtoloug KataAoyoug r/kat ta texvikd ¢ulhddia, mou Ba emouvantovtal. MNpoodopéc mou umoBalovral xwpic
va mephapBavovtal Ta To Tavw oTolela va amoppintovral.

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€OmMALOUO SwpeAv TPOC Xpron yla 600 Staotnpo SlopkEoeL n PounBeLa.




