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NPOZKAHIH EKAHAQZHZ ENAIAOEPONTOZ IN'l|A THN ANATOMQZH TQN ®IAAQN
OZYIONOY KAI THN AAAATH TQN KAEIZTPQN lIA TIZ ANATKEZ TOY KENTPOY YIEIAZ
NOTIOY TOMEA NATPQN

TO KENTPO YIEIAZ NOTIOY TOMEA NMATPQN

‘Exovrag utréyn:

1.

Tic diardéeic Tou N. 3329/05 (®.E.K. 81/A/4-4-2005) «EBviké ZuoTnua Yyeiag kai Kovwvikng
AMnAeyyOng kai Aoimég diatdgeig» kai Tou N. 3527/07 (®.E.K. 25A’/09-02-2007) «Kipwaon
OUMBACEWY UTTEP VOUIKWY TTPOCWTTWY ETTOTITEUOMEVWY atTé To YTToupyeio Yyeiag Kal Kovwvikig
AMNAEYYUNG Kai AOITTEG BIATAEEIGY., OTTWG £XOUV TPOTTOTTOINBEI.

To N.4412/2016 (PEK.A"147/8-8-2016) «Anuooieg ZupBdoeig ‘Epywv, [MpounBeiwv Kai
YTrnpeoiwv ( TTpocappoyn oTig odnyieg 2014/24/EE ka1 2014/25/EE) », 6Twg xel TpotroTroinBei
Kal 1oXUEL.

To N. 4782/2021 (PEK A'/36/9.3.2021) «Ekouyxpoviopodg, atrAotroinon kal avauopewaorn tou
pUBICTIKOU TTAQIGIOU TWV BNUOCIWY CUHBAOEWY, EIBIKOTEPEG PUBUICEIS TTPOUNBEIWY OTOUG TOHEIG
NS GUUVOG KOl TNG AOQAAEING Kail GAAEG DIGTAEEIS yIa TNV avATITUEN, TIG UTTOBOUEG KAl TNV UYEio»

AVOKOIVWVEIL

TV TTpdoKkAnon ekdhAwaong evdiagépoviog MA THN ANATOMQIH TON ®IAAQN O=YTONOY KAl
THN AAAATH TQON KAEIZTPQN TA TIZ ANATKEEZ TOY KENTPOY YTEIAZ NOTIOY TOMEA



MATPQN yia Tnv TrpounBeia €I0WV/UTTNPECIWY OCUMQWYA HE TOV KATWE! Tivaka, HE KPITHAPIO
KOTOKUPWONG TNV TTAEOV CUNPEPOUCT ATTO OIKOVOUIKA ATroyn TPoo@opd pévo BAcel TIUNAG.

e - - MONAAA B

AIA EIAOZ TEMAXIA

METPHEHE

1 AAAATH KAEIZTPOY ®IAAQN OZYFONOY Teudyio 5,00000
2 ANAFOMQOZH ®IAAHZ OSYFTONOY 5LIT  Teudyio ~1,00000
‘ =SSl
f ~ ANAFTOMQZH ®IAAHZ OZYFONOY 50 LIT B TepdaxIo - 3,00000
’4 META®OPA ®IAAQN IATPIKOY OSYTONOY Ymmpeoia 1,00000

ETouvATTTOVTal TEXVIKEC TTPpOBIaypa@Eéc.

Huepopnvia Anéng YroBoArg NMpoogopwyv: 02/10/2024 13:30

MNa Tnv emTayxuvon Twv Siadikaoiwy Kal T SIEUKOAUVOT TwV eVOIAQEPOUEVWY TTPOUNBEUTWY, N 6n
YTIE Sie€dyel épeuva ayopdg HECW TnNG UTTNPeciag NAEKTPOVIKAG Blaxeipiang Tpoopopwy iSupplies
(http://isupplies.gr).

Ma va CUPPETAoYEl évag TTPOUNBEUTAS TNV v AOYw Epeuva ayopds, TTPETTEl VO EYYPAPE] dwPEAV
otV TAaT@Oopua iSupplies, av dev eival /o eyyeypaupévog. H diadikaoio £yypagrg yiveral atrAd
pyéow TtnAepwvou otnv iSmart P.C. oto 2103601671 &ite OUUTTANPWVOVTOG TN OXETIKA (POpHA
eyypaong otn dielBuvon: http://isupplies.gr/auth/register.

FENIKA

Ta éyypaga TNG cUPPBaCNG va EXouv ouvTaxBei oTnv EAANVIKR YAWooO.

Na ava@épeTal 0 Xpovog IoXU0G TNG TIPOTEOPAG KAl O XPOVOS TTapAadoons TwV EIBWV/UTTNPECIWVY.
EvaAAOKTIKEG TTPOCQOPEG BE yivovTal SEKTEG KOI ATTOPPITITOVTAI.

O TTPoPNBEUTAG WE TN CUNMETOXH TOU ONAWVEI OTI ATTOOEXETAI TTARPWG KAl AVETTIQUAAKTWG HE TO
OUVOAO TWV OpWV.

H texvikn Tpoo@opd Ba TrpETTel va KOAUTITEI OAEG TIG ATTAITATEIG TTOU EXOUV TEBEI aTTO TNV avaBETouoa
apx.

Na dnAwveTtal 611 OAa T TTPOCPEPOUEVA EIDN PEPOUV TTICTOTTOINTIKA KATOAANASTNTOG CE.

TIMEZ
H mipn divetal og eupw ava povada.

2NV Tign TepIAapBAvovTal ol UTTEP TPITWVY KPATAOEIG, WG Kal KABe AAAn emiRdpuvorn, cUP@wva JE THV
Keipevn vopoBeaia, pn cuptrepidapBavopévou P.IT.A., yia TV TTapddoon Tou UAIKOU OToV TOTTO Kal JE
TOV TPOTTO TTOU TTPORAETTETAI OTA £YYPAPA.



Ol uTTEP TPITWV KPATHAOEIG UTTOKEIVTAI OTO EKACTOTE 10X U0V OVOAOYIKO TEAOG XapToaTjpou 3% Kal oTnv
e’ autoU eio@opd utrép OT'A 20%.

O1 TTpoCPEPOUEVEG TIMEG gival 0TaBEPES KB OAN TN didpkela TNG oUPBAoNS Kal dev
avatrpooapuolovTal

Q¢ amapddekTeG Ba ATTOPPITITOVTAlI TTPOCPOPEG OTIG OTroieg: a) Oev diveral Ty oe EYPQ n
kaBopiletal oxéon EYPQ tpog évo vopioua, B) Bev TTPOKUTTTEI HE COPAVEIQ N TTPOTQEPOUEVN TIUN,
ge TNV em@UAOEn Tou dpBpou 102 Tou v. 4412/2016 kai y) n TiA UTTEPRAiVEI TOV TTPOUTTOAOYIOHO TNG
TTPOOKANONG.

XPONOZ IZXYOZ NMPOZ®OPQN

O1 TTpoc@opég Ba deopelouv TOUG UTTOWNPIOUG yia eKaToV eikoat (120) NUEPEG aTTd TNV ETTOPEVN TNG
KOTAANKTIKAG nueEpopnviag utToBoAng Tmpoo@opwy. [lpoogopd ToU Opifel HIKPOTEPO XPOVO
QTTOPPITITETAI WG N KAVOVIKI.

AOINOI OPOL:

Ma 611 Bev TTPORAETTETAI OTNV TTapouca TTPOaKANCn, EpapuéovTal ol TTEPi TTPOUNBEIWY Tou Andoaiou
BIOTAEEIG, OTTWG IoXUOUV KABE POopPd KAl CUUTTANPWHATIKA 0 ACTIKOG KWdIKag.

O Emompovikd Yrevbovog




TEXNIKEX ITPOAIATPA®EX

INe v wpounfsio. (EMGKEVY] — OVTIKOTAGTOCN — OvVOYyORmon) VEOV QLEADY

0EVYOVOV, OVAYOR®GT TOV 1101 VTAPYOVTOV QLEA®OV 0EVYOVOD KUl TIC HETEQOPAC

Tovc ot Kévrpa Yysioc kot ota TOMY apuodotnrtoc tne 6" Y.IIE.

I'ENIKOI KAI EIAIKOI OPOI

Ot mwpounBevtés 10Tpkdv aepiov TPEREL Vo TANPOVY TOVG TAPAKAT® OPOVS KoL VO,

KOTOOEGOVV e OV ATOPPIYNG LE TNV TPOCPOPE TOVS TO. GYETIKE STKOLOAOYNTIKAL:

Adelo mopaymyng kot dtaxivnong and tov E.O.® yio wtpikd o&vyovo

[Motomomrikd katd ISO 9001:2008 yo mapoywyn wTpikod o&vyovov

Adelo Tapoy®yNs Kot ELPLEA®MONG Y10l TO TPk 0EVYOVO KaBADS Kot ddeto Yo

TPOYLATOTOINOT) VIPAVAIKNG SOKIUNG OO TIGTOTOUNUEVO POPEN.

Y7evbvvn dnlmon 6t dabétel kKo Ba mpookopilel moTomomTikd avaAvong
nopTidog TPoidvtog kot dedtio dedopévav ao@oieing yio KGOe TapadIBOHEVO
€100¢
H npoc@opd. O mpémet v avopépet avolLTIKE To TOPOKATM:
1. To k6c6T0G OvaryOpumong avd eroAn kot 180G (6yko QLding)
To kboTOC TOV PETAPOPIKDOV OTMG AVAAVOVTOL TAPOKAT®D
To kdoToC evolkioong ELOADY OTMG TEPLYPAPETOL TOPUKATM
To k66T0¢ VIPAVMKNG SOKIUNG
To k6oT0G PO Betag Kot ‘avmc(x‘cdcwcng Tov KAeioTpOL

To k66T0g TpounBeLog Kot ToToBETNONG KAAVTTPOGS 0oPOAEing

H oS B I

To kbéotog cvvtpnong euaAng (appoforn kot Payiuo EEANG pe amin M
NAeKTPOCTATIKY| fa())

TEXNIKEY TTPOAIAT'PA®EX

Aép1o 0&uyovo 10TPIKnG XPNoNG , COUPMVE pe TG Tpodlypapés tov EOD kot pe
KkoBapotTo peyodlvtepn amd 99,5% kat’ oyko mopadotéo oe QLireg. To mpospepopevo
eidoc Oa mpémet va TAnpoi tig mpoduaypais mov kabopilovton amd v EAAnvikn Kot
mv Evponaik @appakorotia, og e&ng: lotpikd O&uydvo (Ap. Movoypagiog 0417):
02 > 99,5%, CO2 < 300ppm, CO < 5ppm, H20 <67ppm.

O mpopundevtig mov O avaderydel vmoypeovTOL Vo TOPOSIdEL TIG TOGOTNTEG TOV
aepiov gviog eraAdv odnpov 1 cdovpviov oto kGbe KY-TOMY oty amobfikn tov

KOTA TIC EPYACILES NUEPES KO DPEG.



O mpounBevtc 0o mpoundevel wWIPKE 0€plo. Ge QlOAeg 1010KTNGIOG TOL UE
TpocLUE®VNIEVO pnviaio picOopo povo edv dev ETAPKOVY OL WBLOKTNTEG PLIAES TOV
KY-TOMY.

H Ty tov picfbpatog Tov eloAdy tov mpopndevty Oo dobei oe € /pfive/ giéin 1 €/
nuéEpa/ PLaAn .

Ot @uodeg O mpémet vou Efvol YPOUOTIGHEVEG COUPOVE UE TOVG KOVOVIGHOVG TOV
EAAnvikod Opyaviopod Tvmomoinong (EAOT) EN 1089.03
» Ofvydvo: Acmpo ypdpo pe kKheiotpo Onrokod de&ootpopo Swapétpov 22,91 mm Kot
pfuratog 1,814 mm

O ypopaticpoi kot o kKAelotpa Tov goddv Ba eivatl cOpeove. pe o apdpa 15 ko 17
g Yrovpyikfig andpacng 10451/929/88 (®.E.K 370/B/9-6-88) kai ov emumhéov
EMONUAVOELS Y10, TG Qrades aepiov Wiokmoiog KY-TOMY 0a eivail oOp@mveg pe v
Y.A 10451/929/88 (®.E.K 370/B/9-6-88).

o Vv ofpaven Tov euAdv wydet To apbpo 3 g Y.A 1045/929/88 (0.E.K 370/B/9-
6-88).
O mpopnBevTic TPEMEL VO KOTAOEGEL [IE TOWVY] OTOPPIYNG KE TNV TPOGPOPU. TOL TNV
Gée10 TOPOYOYNG KOl ELOLIADONG WTPIKAOV aepimv mov yopnyovvtor omd tov E.O.0
KO TIG 0pHOSIES ApYEG VIO TNV AELTOVPYIO TOV EPYOCTACIMV TOPAYMYNG TOVG.
H tyi mov o d00et yioo to 0&vydvo, Oa eivor oe Nm3 1 ovd @iéAn cdugove. To
TOPOTNPNTAPLO TIUDVY VYELOG Kot pe ToV Tivako Tov o cuvTaEel 0 EKAGTOTE POPENG.
Oa. 800l Ty yuo to E0da petapopdc oe €/QuaAn 1 €/6popordylo aveEoptiTov
aplOpd eLAGVY petapopds dmmg eniong Ho kabopiletot o péyrotog optOpds ELaA®GY mov
umopei va petapepbei oe Eva Opoptordylo (dpopordyto Bempeiton 1 LETAPOPE KEVOV
QLAGDV 6TOV TPOUNBELT KoL EMGTPOPT, TMV YeUdTmV eloAdv 610 KY-TOMY).
Ynoypéwon g etorpeiog eivat va mopaiapavet Tig Adeteg Oréleg Ka vo, Tapodioet Tig

YEUOTEG 6TO YDPOo NG arodnikng tov KY-TOMY.

EMOIAAQYH JATPIKON AEPION

Ot gudreg eite eivan wWokmoiog tov KY-TOMY eite tov avaddyov, Oa mpinetl va
vroKewvToL KGOe popd o ELeyy0 TOPOAUPNG TPV TNV EUPLEADOCT) TOVC, TPOKELUEVOD VO,
dwmiot@bel N kaTaAAnAoTnTo TOVg, SVUP®Ve pe v ATl B 10451/929/88 vrovpykn|
amogact (PEK 370/Tevyog B’ /9-6-88).

2TIG MEPMTAOGELS TOL omatteitot, Oo TpaypaTomolovvTol ot eENg epyaocieg:

* "EAeyy0c vOpavAIKNG SOKIUNG



* Avtikatdotaon kielotpov. Ta kAielotpo tov @idv Ba eivor Kovovpywe kot Oo
TANPOVV TOVG KOVOVEG KOANG AELTOVPYIOG KOl OCQAAEWNG KOl TIG TPOSLOYPOPES TOV
EAOT

* TomoBéton / Avtikatdotoon KoAdnTpo acpareiog KAEIGTPOL PLIANG

* Xpopatiopods QuiAng pe 1o KotdAANAo Kmowd xpdpe 6nmg TpofAEnetol and Tov
EAOT

* YTOYPEMTIKI] KATOAGTPOPT OKATAAANA®V Qleddv 10Tpikdv aepiov (Baoel e Y.A.
Ap19. A.Il. B 10451/929/88 — ApBpo 140), kotdmv £yypaeng evnuépwong tov KY-
TOMY ®ote vo mpofel 6TIc amopoitnTeS SUOIKOCTIKEG EVEPYELEG KOTOOTPOPNG KoL
OVTIKOTAGTOONG AVTDV.

* O giéreg Ba pépovv o@payido eVOEIKTIKN TG VOPAVAKNAG SOKIUNG KoL XOpoyHEVaL

oo Ta amapaitnTa otoyeio dmmg mieomn dokiung, mieom Aettovpyiog, Pdpog KAT.

[TAPAKOAOY®HIH O®IAAQON — IXNHAAYIMOTHTA IIPOIONTON KAI
MEXON
Xmv mpocpopd Ttov 0 mpoundevtng Oo avoeépel pNTe TNV OXPEDCTNTMOGC

TOPOKOAOVON G Kot iVNALGILOTNTO TOV LUAGOV Wiokmoiog tov KY-TOMY.
O mpounBevtig Ba poPaivel 6 GAOVG TOVE AVTIGTOLYOVS EAEYYOVS KL Y10t TIG PLOAES
1010KTNGL0G TOV OYPEDCTITOG.

O mpounBevtig epeOAOUEVOV WIpKOV oepimv Bo mpénel oe KAOe mapddoomn vo.
pmopetl va yvootomomoel 6o Nocokopeio Tov aplipd tov YopnyoupeEVOV QLOADY TOv
Bpickovtal 6e avTo, OvaPEPOVTOS TO GEPLOKO apBnd ovtdv (serial number), v
nuepopnvia dtevepyeiag g TeEAeLTAIOG VOPAVAIKNG OOKIUNG OVTAOV KOODG Kol TNV

nuepounvio AMENG ToL TEPLEXOUEVOD LUTPIKOV 0lePiOv TPOIOVTOG OVTADV.

I[TAPAITEAIA KATTTIAPAAOZH / TTAPAAABH
1. Ovapayyerieg Ba yivovor and o KY-TOMY pe ®o& 1 GAro amodeiipo tpdmo Kot

LEGO Kol POVoV o€ eEUPETIKEG TEPUTTMGELG TNAEQMVIKE Katl O PEPOVV TIG VTOYPAPES
TOV OPULOII®V OPYAV@V.

2. O mpounBevtic VIOYXPEOVTOL VO TOPUSMCEL TO OEPLOL GOUPMOVO UE TIG TEYXVIKEG
TPodLoypopés TG SaKAPLENG KAl 1 OPLOTIKH TOCOTIKY Kol TOOTIKN mopaAofn Oo

YIVETOL OO EMTPOTN TOV GLGTIVETOL Y10 TOV GKOTO OVTO.



3. Ye mepintoon mov omoppupbei 1 maparofiy mocdTnTog, o mpounbevtig eivor
VIOXPEMUEVOG VO TNV OVTIKOTAGTNGEL EVTOS 24 wpdv ot NrelpmTikn EALGSa ko 48
op®dv o1 ynototikn EAAGda elddihmg Oo knpuxbel ékntmroc.
4. Tmv Ty mov Oa do0el o mepihapPfdvetar n mopodoff| Kol N TEPEd0oT KoL TO
K6otoG TG petagopds oto KY-TOMY.
5. To 0£p1o Oa GVVOSEVETOL VTOYPEMTIKG, GO TIGTOTOMTIKE TOV 01KOV TopOy™YNG Kot
eu@LAmong kot Oo avarypdageton 1 akpipic avdivon kot kabopomTa .
6. O mpounBevtig 0eilel Vo TPOGKOUIGEL PLE TOVI] OTOKAELGHLOD:

o. Gdeto Aertovpylog £yKOTAOTAON G TAPUYMYNG KoL TAPMONG PLOADY TETECUEVOV
aepiov (YBET),
B. eykekpipévo kavoviopd Aertovpyiog kEvipov emoveréyyov euuidv (EBETAM),
Y. Gdei0 Tapoy®yAS epEriAmong Kot Swukivnong wtpikdv aepiov yio kabe aépio
(EOD)
7. T T aépiar TOL 0 TPOUNOELTHG To. epumopedeTol Kot oev eivar o {610g mopaywyodg
ogeilel vo mpookopioet TG avtioToryeg GOEES KOl TGTOTOW|TIKG O TV TOPAY®DYO
etoupio.
8. O mpounBevtig opeilel va epappolel TG wyvovoeg doThéelg mepl twv Opwv
Swokivnong omoffikevong kot gléyyov TV QAdV oepiov kdbe @opd mov 0o
nopolopfaver eileg mpog mAfpwon. Tuxdv amoctod] QuAGY mov dev Ba. £xovv
mpnOel o1 Srotdéeig g oxeTIkNG vopobesiog mepl emaveLEYy OV PLOADY TEMECUEVMV
aepiov dev Bo maparopfdvovror kot Oa eivon artia kKotayyehiog g cduPaong.
9. I'o. AOoyovg omoTeELecHATIKOTEPNG AetTOoVPYioG Kol SGPAAONG TG TOLOTNTOG TOV
O&vybvov, oV mepintmon wotiiog avipese oe etatpeio mapoymyng Kot oe eToipeio
petamdAnongs, o wpotyunOei n Tpd .
10. e kabe mepintwon o mpounbevtic opeilel vo mpounbevoer o KY-TOMY pe
ofvuyovo ompookonta Kot adwAeintog. Xe mepintmon mwov to KY-TOMY vrootel
BAGPN MOyo advvapiog Tov TpopnBevt va tpopunBedoet To 0Euyovo v evbivn PEpet
OTOKAEIGTIKG O TPOUNOEVTHG.
11. ITpoorpetikd Bo mpotunBel o Tpopunbevc mov Ba mopéyet epyacieg TomoBEtmong

TOV QLOADV



Texvikég Mpodiaypapés KAcioTpwy yia @idAeg larpikos

Oguyovou

KAgioTpo — evowpoTwuévoc puboic via @1dAec 1oTpikol ofuydvou, Eupwirdikng

KATAOKEUAC

®

O PuBpioTig Ba gival KATAOKEUAGHEVOS aTTO EMIXPWHIWHEVO OPEIXAAKO KatdAAnAO yia
VOOOKOUEIKN XProm.

Oa BiaBérel oTdpIo TARPWONG dHoI0 Pe auTd Trou SIaBETouV Of OTTAEG VOOOKOUEIOKES
@ighec (Bnhukd dedidoTpogo Siapérpou 22,91mm kai BAparog 1,814 mm) pe Tama
OTEYQVOTTOINONG

Oa éxel Buariké puBpioTr porjg ofuyévou amd 0 péxpr 25 lit/min Ou SiabErTe!
TIPOCTATEUTIKO KGAUPNG TO OTr0l0 Va TIPOOTATEUE! TO KAEIOTPO —~ POGHETPO ard 9BopES
AGYW TITONG TNS PIGANG.

Oa B5iaBETEl ATQANOTIKG UTTEPTTIEONS.

To kGAuppa Ba Géper XelpoAaBr yia Ty SIEUKGAUVGN TNG HETAYOPGS TG PIGANG

Oa éper pavopeTpo 0-315 bar yia Ty £vOEIEN TOU TEPIEXOEVOU TG QIGANG.

Oa SiaBETel TOTOTIOINON IaTpoTEXVoAoyiKoU Trpoidvrog MedicalCE mark kAdong Iib 1o
oTrolo Ba aVaypEPETaI TAVW OTO OWHA TOU KAeioTpou Oa BiabéTel HETAMIKG aKpopUolo
6mm TEPHTOU, YIt TV oUVBEST PAOKAG O§UYOVOU.

Oua SioBérel kevipikn BoARida diakérrm ON-OFF.

Oa Biabérel emimAéov €080 Afjwn DIN 13260 yia Ty oUv3eon avamveuoTipa.
Oa mAnpol Tic Tpodiaypagés 93/42/EEC, TPED 2010/35 EU, EN ISO 10524-3, EN ISO
10297, EN 1789, ASTM G175.

O karaokeuaoTikdg ofkog 8a diaBérel moTomoinon kard ISO 9001 kar ISO 13485.
O avadoxog £XEl TV UTTOXPEWON TNG HETAQOPAS TWY GIOAWY aTTé Kai TTPOG TIg
gykarooTdoels Tou Kévipou Yyeiag.

O1 gidheg Ba TrapadoBoly oTov avadoxo TUNMATIKG Kal 6X1 OAES pad.

O1 giciAeg Ba TapadoBoly TAPEIS TEPIEXOPEVOU (IATPIKO 0EUYOVO).



