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lwavviva, 19-4-2022

Api6. Mpwr. :5366

nPOZ: A. KOPTEZHZ & ZIA EE
xbanakos@cmedical.gr
PALMOS MEDICAL
info@palmosmedical.gr
VASCO MEDICAL
info@vascomedical.gr

KOIN:
1. Tpap. Noook. ®/A/1/
EXQTEPIKH AIANOMH:

NMPOZKAHZH APIOM. 68/22 YIOBOAHZ NPOZ®OPAZ

FIA THN POMHOEIA IYIKEYHE OEPMANZHE AIMATOX KAI YTPQN ME THN AIAAIKAZIA AMEYOEIAZ ANAOEZHE A TIZ
ANATKEZ TOY NOZOKOMEIOY, TPOYMOAOTIZMOY AAMANHE 3.700,00€ YMMEPIAAMBANOMENOY Or1A (2.983,80€ ANEY
OnA)

O Aioikntic Tou Nogokopgiou, agou éAafBe utown:

(1) Tig diarageig Tou N.4412/2016 «Anudoieg Tuppaoeig Epywy, MpounBeiwv kar Ympeoiwyv (Tpooapuoyr oTig Odnyieg
2014/24/ EE ka1 2014/25/EE)» 6Tiwg 10X UEl

(2) Tig diarageig Tou v. 4782/2021 «Exauyxpovigpdg, amAoToinan Kal avapodpewan Tou pubuioTikoU TAaIgiou Twv dnuogiwv
ouppacewy, €IdIKOTEPEG PUBMIOEIC TTpounBEIY aTOUG TOUEIC TNG Guuvag Kal TN ac@AAeiag Kai GAMeg diatdeic yia my
QVATTTUEN, TIG UTTODOPES KAl TNV UYEiay

(3) To apiBy. mpwr. 11309/14-9-21 aitnua Tou TuAparog TEM Tou Noookopgiou (AAAM: 22REQ010418656).

(4) Tnv apiBy. Mpwt: 606/18-4-2022 pe A/A: 800 Arégaon Avainwng Ymoxpéwaong pe (AAA: 9KOP46906Q-5KA kai AAAM:
22REQ010418683).

(5) Tnv apiB. 5302/19.4.2022 Amépaon Aloiknt) Aievépyeiag kal A¢ioAdynong pe AAA: 9TH246906Q-A37 yia tnv Tpouneia
OUOKEUNG Béppavong aipaTog Kol Uypwv yid TIG OVAYKEG TOU VOOOkopgiou, TpoitoAoyigpol damdvng 3.700,00 €
oupmepthapBavopévou OMA (2.983,80 € dveu QIA) pe T diadikacia g ameubeiag avabeong kal Opigpol Twv PeAWY TG
Emrtpomig AloAdynong Mpooopdg

L0 TPOOKAAEI VO KATAOEOETE TEXVOOIKOVOUIKN TTPOg@Oopd

yia TIpopRbei0 OUOKEURSG Béppavong aipaTog Kol Uypwv, yia TIG avayKEG TOU VOOOKOEioU, TTpoUTToAoyIouoU damavng
3.700,00 € guumepidapBavopévou OMA |, uéxpr Tnv MépmrTn 28-4-2022 kai wpa 11.001Tp

1. NEPIEXOMENO NMPOXQOPAZ
H Texvooikovouikh oag Tpoo@opd Ba mpémel va katarebei otn pauuareia MpwTokdAou A va oTaAei péxpr Ty

MéptrTn 28-4-2022 ka1 wpa 11.00Tp.
H mpoo@opd uTTOBAMETOI TUVTAYUEVN 1) JETAQPATUEVN ETICHUWG 0TV EAANVIKA YAWOOA (EVNUEPWTIKA KOl TEXVIKA
QUAGOIa uTopolv va umoBaAAovtal kal aTnv ayyAiki yAwooa xwpig va guvodelovtal amd WETAQpacn aTnv

eMNVIKR), o€ SU0 avTiTuTTa, éVa TTPWTOTUTTO KOI £VO AVTIYPAQO, KaI HETA O€ KAAG OQPAYITUEVO QAKEAD (KUpiwg

@akeNog), aTov 0TT0i0 B AvayPAPOVTAI EUKPIVWG Td EEAG:


mailto:e-maill.papazisi@gni-hatzikosta.gr
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Zroixeia ATroaToAéa (utroyng@iou Avadoyou/Xopnynth):

Ovoparemmwvupo QuaikoU fi ETrwvupia voyikol Tpoawtrou, Taxudpouikh d1elBuvan, TnAépwvo, ApiBuds TnAcopoloTuTTiag Kal
d1elBuvon nAektpovikou Tayudpopegiou (e-mail).

Aig0Buvon utrofoAng Kai aToixgia Tou Alaywviopou :

MPOZ: Tevikd Noookopeio lwavvivwy «I. XATZHKQZTA»

GAKEAOZ MPOZPOPAX pe apibud MpdokAnong: 68 /22

KaraAnkrikf) Huepounvia YmoBoAfg Mpoagopwy: 28-4 -2022 - 11:00m

TITAOZ: «MIPOMHOEIA ZYZKEYHX OEPMANXHZ AIMATOZ KAI YTPQN TlA TIZ ANATKEZ TOY NOXOKOMEIOY»

A. Ddkelog AikaloAOYNTIKWV OUPPETOXAG

Mpog amddeitn TG un ouvdpopns Twy Adywv amokAsiopol amd diadikaaies auvayng dnuogiwv CUPBACEWY Twv
map.1 kar 2 tou Gpbpou 73 Ttou N.4412/2016, mapakaholue olp@wva We Tnv Trap.1 Tou dpbpou 305 Tou
TpoavapepBEVTOG vOuoU, Jadi e TNV TTPOOPOPEA 0Ag, VO PAG ATTOCTEIAETE Ta TTAPAKATW dIKAIOAOYNTIKA:

o. AT6oTTaoua TOIVIKOU UnTpwou Awv Twv PeAwv Tou AT pe Xpdvo £kdoang £wg TPEIS (3) HAVES TTPIV THY

umrofoAn Toug).
B. MaTomoinTikéd FEMH 1} 10%U0v kaTaaTaTIKG aTMd OTTOU VO TIPOKUTITOUV EPQavWg Ta PEAN Tou AL kabwg

Kal 0 VOMIPOG EKTTPOOWTTIOS TNG eTaIpEiag We Xpdvo ékdoang éwg 30 epydoIpEeS NUEPES TTPIV TNV UTTOBOAN TOUG,.

y. Qopoloyikr evnuepdmra Tmou va avaypdgel yia KAOE NOMIMH XPHXH EKTOZ EIZMPA=HX KAl
EKTOZ METABIBAZHZ AKINHTQY kai va gival g€ 10X0 Tov Xpovo utrofoAlg TnG.

5. AogaMigTikr evnuepoTnTa Tou va avaypagel MNA TYMMETOXH ZE AIATQNIZMO NPOMHOEION TOY
AHMOZIOY KAI TQN NIMAA kai A ZYMMETOXH ZE AHMOTPAZIEZ kai va ival g€ 10X0 Tov Xpovo utroBoAng

m™mge.

&. YmeuBuvn dAAwan mepi pn emBoAic oe BAPOG TOU OIKOVOUIKOU Qopéd TNG KUpwanG Tou opIfovTiou
amokAeiopoU, aluwva TI dIaTatels TNG Keievng vouoBeaiag. (apbpo 74 map.4 N.4412/2016, 6Twg TpoTToTroIRBnKe
amd 1o apbpo 23 Tou N.4782/2021)

oT. YmreuBuvn dnAwon tou N. 1599/1986, 611 0 uTTOWRAPI0G 0IKOVOUIKOG QopEag Ba dnAwvel OTi:

i) amodéyeral TApWE Toug 6poUg T TTapouaag TTPOOKANGNG ii) Ta avapepdpeva otV TTPOCPOPA TOU GTOIXEID Eival
oAndn kar okpIr, iii) Tapaiteitar amd KaBe dikaiwpa amolnuiwong Tou OXETIKA pe OIOBNTIOTE ATTOYACN TOU

Noookopegiou Trepi avaBoArg f akipwaong — pataiwang e Tapouang diadikaaiag.

B. ®dakeAog TEXVIKNAG TTPOOPOPAS

210V QAKeEAO TEXVIKAC TTPOOPOPAG TOTTOBETOUVTAI GAA TA GTOIXEID TTOU AQOPOUV TNV TEXVIKS TIPOTPOPE GUUPWVA LE TO
Mapdptnua A. Texvikég Mpodiaypagég

I". ®dkeAOG OIKOVOMIKAG TTPOTPOPAS

H Oikovopikr Tpoo@opd Tou utrown@iou avaddyou Ba kotarebei pe Tiuh oe eupw Kai Ba agopd Ta €idn Kai TIg
UTTNPECTIES TTOU TIEPIYPAPOVTAI GTOV TTIVOKA TOU TTAPAPTAWATOS. TNV TIUf Ba TepIAapBavovTal o1 TUXOV UTTEP TPITWY
KpaTAoeIg, kabwg Kal kaBe GAAN vouiun empBdpuvan Tou TEoOBAETETAI aTTd TIG 10XUOUTES BIATALEIS, EKTOG ammd Tov

O®TA, Trou Ba divetal LexwpIoTd, €iTe WG TTOOOATO, €iTE WG ATTOAUTN TIWA.

H 11uA TN TPpoo@opac dev pémel va utrepBaivel Tnv TpoUTToAoy1Zéuevn datrdvn.



https://dimosnet.gr/blog/laws/%CE%AC%CF%81%CE%B8%CF%81%CE%BF-74-%CE%B1%CF%80%CE%BF%CE%BA%CE%BB%CE%B5%CE%B9%CF%83%CE%BC%CF%8C%CF%82-%CE%BF%CE%B9%CE%BA%CE%BF%CE%BD%CE%BF%CE%BC%CE%B9%CE%BA%CE%BF%CF%8D-%CF%86%CE%BF%CF%81%CE%AD%CE%B1/
https://dimosnet.gr/blog/laws/%ce%ac%cf%81%ce%b8%cf%81%ce%bf-23-%ce%b1%cf%80%ce%bf%ce%ba%ce%bb%ce%b5%ce%b9%cf%83%ce%bc%cf%8c%cf%82-%ce%bf%ce%b9%ce%ba%ce%bf%ce%bd%ce%bf%ce%bc%ce%b9%ce%ba%ce%bf%cf%8d-%cf%86%ce%bf%cf%81%ce%ad%ce%b1/
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2. KPITHPIO KATAKYPQZHZ
H katakUpwan Ba yivel g KpImApio T xaunAotepn Ty avd {nroluevo €idog yia aeg TPOGQOPEG TTANPOUV TIG EAAXIOTEG
{nroUpeveg TeXVIKEG TTPOIAYPAPE TTOU ETITUVATITOVTAI GTO Mapdptnua A.
Z0powva Pe 1o ap.42 tou N.4782/2021 (ZuumAfnpwaon amoca@rvian TTANPOQopIWY Kal SIKAIOAOYNTIKWY), G€ TIEPITITWAT TTOU Ol
uttoPAnBeioeg TAnpogopieg 1 n Tekunpiwan eival / eugavifovtar eANmeic i AavBaopuéves 1) 6Tav AEiTTOUV GUYKEKPIUEVO
EYYPOAQQ, Ol CUUUETEXOUTEG ETAIPEIEG KATOTTIV OXETIKAG TTPOOKACEWS KaAoUvTal va utoBAAAouv, va GUPTTANPWVOULV, va
amooagnvifouv fi va 0AoKANPwvouv TIG OXETIKEG TTANPOQOpIES/ TNV TEKUNPiwan, eviog TTpoBeauiag X1 pIKpOTEPNS Twv &éka (10)

kair 6x1 JeyaAlTepng Twv eikoat (20) nuepwv.

3. TPOMOZ NAHPQMHZ - KPATHZEIZ

OAeg o1 TAnpwyég Ba yivovTal o€ upw pE TV TTPOCKOMION TwV VOUiwy diKaioAoynTiKWv TTou TTpoBAETTOVTal aTrd TIG I0XUOUCES
dlatégeic kara 1o XPAvo TANPWWAS Kal g€ Xpovo TTpoadiopilduevo amd Tnv avaykaia dioiknTikA diadikagia yia ékdoon Twv
OXETIKWY XPNUOTIKWY EVIOAUATWVY.

Ma dAeg TI¢ TANpwES Ba ekdidovtal Ta amapaitnta vouipa mapaoTatikal dikaiohoyntikd. Atd kébe TiyoAdyio Tou MpopnBeutr|
Ba yivovtal GAeg o1 vopIpes Kpathoelg, oUPewva Pe Toug 1oxUovVTEG KABE @opd NoOpoug Kal TIG OXETIKEG EykukAioug Twv
apu6dIwy YToupyeiwy.

O1 kpatioeig o1 otroieg Baptvouv Tov TTPoUNnBeuTh gival o akGAOUBEG:

a) Yép Opyaviouwy Yuyikng Yyeiag (¢.E.K. 545 B’ /24-3-'09): 2,00 %.

B) O mpoPAemopevog amé 1o GpBpo 64 Keg. B map. 2 tou N. 4172/13 @dpog eigodnuarog atiag 4% yia ulikd, o otroiog
TIapOKPATEITal KATA TNV TIANPWI TOU TIAKATOS €TTi KaBapou TogoU.

y) Yép ¢ Eviaiag Aveaptntng Apxig Anuociwv Zuppacewy: kpatnan 0,07% emi g aiag kaBe TANpwUAG PO GOpwY Kal
kpatioewy (N. 4146/13 - N. 4013/11-N. 4412/16).

0) TéAog xapToonou ogoaTou 3% €T TOU TTOOOU TNG avwTéEPW KpaTnang, TAéov eiggopag utép O.I.A. TogooTol 20%.

¢) Kpaman 0,06% n omoia utroAoyiletan €11 TG agiag KaBe TANpwAS TTPO GOPWY KAl KPATATEWV TNG ApXIKAS, KaBwG kail K&Be
GMNG oupAnpwparikic alupaong umép ¢ Apxis E¢étaonc MpodikaaTikwy Mpocuywy (A.E.M.M), kabwg Kai Twv Aormwv
AetrTopepelwv epapuoyng TN Tap. 3 Tou ap. 350 Tou v. 4412/2016 (A147). Z1nv Tapamdvw KpATNon Tapakpareital Emaong 1o
avahoyouv xaptéonuo 3% utép Anuoaiou kai OT'A xaptoarou 20%.

O avahoyolv @.M.A. et 101G ekaTo (%) Bapuvel To Nogokopeio.

4. KATAPTIZH ZYMBAZHE - TENIKOI OPOI XYMBAZHZ

MeTd Ty €TEAEUTT TWV EVVOUWY ATTOTEAETHATWY TNG aTTOYACNS KATAKUPWANG, N avabétouaa apxn TPooKaAei Tov avadoyo va
TIPOGEABEI YO TNV UTTOYPAPF TOU GUMOWVNTIKOU vTOG deKaévTe (15) NuEPWY aTTd TNV KOIVOTIOINGN OXETIKAG £yypagng EI0IKAG
mpdokAnoNgG.

Av TrapéNBer n poBeapia Twv avwtépw dekatmévie (15) nuepwv Xwpig 0 avadoxog va Exel TTAPOUCIATTET YIa va UTTOYPAWE! TN
Z0pBaan, knploaoeTal EKTITWTOG Kai n dladikagia avébeang pataiwveral, GUNQwva e Tig TTap. 4 kai 7 Tou dpBpou 105 Tou N.
4412/2016.

Eyyufioeig ouppetoxic Kai kaAig ektéAeong dev amairolvral. Ma 6, 11 dev mpofAémeral amd Tnv Tapoloa TPAOKANGON
e@apuofovTal ol Tepi TpopnBeiwv Tou Anuoaiou diatagelg, dTwg 1GYUoUV KaBe popa.

O AIOIKHTHZ TOY I.N.l
«. XATZHKQZTA»

ZMYPIAQN AEPAEMEZHX
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NAPAPTHMA A
TEXNIKEZ MPOAIArPA®EX
2Y2KEYHZ OEPMANZHZ AIMATOZ KAI YTPON
NPOYNOAOIIZMOY 3.700 € 2YMMNEPIAAMBANOMENOY ®NA

To unxavnua va gival TTAAPES, Kavoupylo, auyXpovng Texvoloyiag kal va repIAaupaver OAa Ta
eCapTAuaTa TTou ¢nTouvTal yia Tn dievépyeia TTARPoUG €€ETaonG. Ta TEXVIKA KATT. XApAKTNPIOTIKA
TToUu Ba avagepBoUV aTTapaiTNTa OTNV TEXVIKA TTEPIYPAPN Kal 0TO QUAAO oUUNOpPwaons Ba
TEKUNPIWVOVTAI JE AVTIOTOIXO prospectus, eyKpioelg KATT. OTOIXEIa yia va agloAoynBouv.

TEXNIKA XAPAKTHPIZTIKA

1.
2.

3.

© N

10.

11.

12.

13.
14.

15.

16.

17.

Na givar katdAAnAn yia ouvdeon oto diktuo TNG AEH (230VAC/50HzZ).

Na eival JikpoU dykou Kal Bapoug Kai va duvatal va avapTnBei €ite o oTaTtw oppwv EiTe
€TTi pAyag.

Na &1a0€Tel SIOKOTITEG AP VI EUKOAO KOBAPIOHO.

Na di1a0éTel wneiak 006vn ateikdviong TO0O0 TNG EMTUYXAVOUEVNG aTTO TNV CUCKEUN
Bepuokpaaiag 600 Kal TNG emMBuUUNTAS (PUBMICOUEVNG) BepOKpaaiag atrd Tov XpAoTN.
Na d1a0£Tel duvaTdTnTa PUBUIONG BepoKpaaiag atrd Tov XPaoTr, HEOW BIAKOTITWY aPng
a1d 33° C €wg 43° C pe péyiotn amokAion +1°C.

Na emTuyXAveTal OTTOTEAETUATIKI JETAPOPA BepUOTNTAC PECW BepuavTikoU profile
MAKoug TouAdxioTov 180 cm, yia KaAUTepn atrédoon.

Na d1a06£Tel guvTopo Xpdvo TTpobépuavons (Na avagepbei)

To BeppavTikd profile va diaBéTel SUo TOUAAXIOTOV QIOBNTAPES Bepuokpaaiag eAEyxou yia

MEYIOTN ao@AaAcla.

EmimrAéov To BepuavTikd profile va gival eOKOAA aTTOOTTWHEVO HECW BUOHUATOG CUVOEONG
yia €UKOAN diaxeipion BeUdTwy ETMIOKEUNG.

Na d1a6£T€1 OTITIKOOKOUOTIKO OUCTANA OUVAYEPUOU CUCKEUNG O€ TTEPITITWON
uTTEPBEPUavONG Tou BepuavTikou profile kal eTTITTAé0v SU0 aveEAPTNTA KUKAWMPOTA
QTTEVEPYOTTOINONG TNG CUOKEUNG O€ TTEPITITWON UTTEPBEPUavong Adyw BAGBNG Tou
ouaTANATOG eAéyXOU Bepuokpaaiag.

Na S100£T€1 OTITIKOOKOUCTIKG CUOTHUATA CUVAYEPUOU OE TTEPITITWON [N ETTITEUENS TNG
€MOUPNTAG BepuoKpaCTiag, TTPORANUATOG AsITOUPYIaG 1 PN oUvdeong Tou BepPavTIKOU
profile.

Na p1Topouv va TTpoCapUOCTOUV ATTAEG CUOKEUEG OPPWV Hiag XPHOEwWS OTTOIN0OATIOTE
KOTAOKEUAOTPIOG ETAIPIOG.

Na kataTeBouv pe TRV TTPOCPOPA 01 0dNYieg XPNOEWS OTNV EAANVIKA YAWooa.

Na ptropei va diatebei deiypa TNG CUOKEUNRG av auTtd KpIBEi atrapaitnTo atrd TNV
emTPOTTA agloAdynong.

O 1rpounBeuTAG va dIabéTel TTIOTOTTOINTIKG EKTTAIOEUCNG ATTO TOV ££VO 0iIKO TTOU aopd
TNV duvaTtdTNTA ETTIOKEUAG TWV TTPOCPEPOUEVWV CUOKEUWYV KABWG ETTIONG KAl TNV
KAAUWN avTaAAaKTIKWY TouAdxioTov yia eTTTé (07) £Tn Kal eyyunon yia éva (01)
TOUAdYIOTOV £TOG.

H 1rpounBeuTpia eTaipia va diabéTel diakpiBwpéva dpyava yia Tov EAeyxo/ouvtipnon/
€MOKEUN Tou latpoTexvoAoyikoU eCOTTAICHOU TTou TTpoopépeTal. Na KaTaTeBEi £TTi TTOIVN
OTTOKAEIOHOU KAaTGAOYOoG opydvwy yia GAOUG TOUG ATTapaitnToug EAEYXoUg OTTWG
TTPOKUTITOUV OTTO TO EYXEIPIOIO TOU KATAOKEUAOTIKOU oikou. Na katareBouv
moToTroINTIKG dlakpifwong.

H ocuokeun va d108€1el mioTotroIiNTIKG CE Kal n KataokeudaoTpla etaipeia va diabétel ISO
13485.
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FENIKOI OPOI

1.

OAa 1a TTapatmdvw va BeRalwvovTal atmo Ta ETTIONHA EUTTOPIKA QUAAGDIA TOu
KATOOKEUQOTIKOU OiKOU.

2. HpounBeuTpia eTaipia va diaBétel dlakpifwuéva dpyava yia Tov EAeyxo/ouvtipnon/
€TMoKeUn Tou laTpoTtexvoAoyIkoU €EOTTAICOU TTOU TTPOCQPEPETA.

3.  HmpounBeutpia etaipeia va diaBétel ISO 9001 & 1ISO 13485 pe mredio moToTTOinONG TNV
TEXVIKN UTTOOTAPIEN, va TTANPoi TNV Y.A AY8d/T .. 01k/1384/04 kai va gival eviaypévn o€
TTPoOypappa evaAAakTiKAg diaxeipiong A.H.H.E Bdon Tou NM.A. 117/2004

4. H mpopunBelTpia eTaipeia va TTANPOoi OAOUG TOUG KAVOVIOUOUG KAl TTPOTUTTA aCQOAEiag
o1Twg 10 EN 60601, KATT yia laTpoTtexvoAoyIKO eEO0TTAICNG TNG EupwTrdikAg ‘Evwong (CE
Mark, medical grade kATT.) kKaBwg kai Yyieiviig o€ Béuata amoAuuavang. Na kataTteBolv Ta
QVTIOTOIXO TTIOTOTTOINTIKA.

5. Mg v 101T08£TNON TOU UNXAVANOTOG Va Yivel TTARPNG EyKATAOTOON KAl £TTIOEIEN Kal
QTTOPAITHTWG EKTTAIBEUCN TWV XPNOTWYV KAl TWV TEXVIKWV.

6. Na avagépetal n emmionun eyyunon TouAdyiotov duo (2) xpovia.

7. Na uttdpxel KGAUYWn avTaAAaKTIKWY TOUAAXIOTOV yia &éka (10) €Tn.

O Zuvtagag/Texvikog BLLT. H mrpoioTauévn TEMM O Aieu/vtAg Texvikng YTTnpeaiag

Bépyog Nikog MewpyoUAa Xpuoa Matadiwtng MNewpyiog





