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Tay. A/von : Téppa EpuBpou Itoupou
Tay. KwSikag  :22131
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E-mail :i.trakas@ekab.gr
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1. B &I. MANTZAPHX

info@mantzaris.com

2. NMAAMOZ IATPIKA EQOAIA A.E
info@palmosmedical.gr

3. BMG EQUIPMENT MON . |.K.E
bmg.equipment@gmail.com

4. NIK. ZMANOZ E.E
spanosg@otenet.gr
5. BIONPOMHOEYTIKH E.MN.E
sales@bio-pro.gr

OEMA : NpdokAnon evdLlagEpovtog yia tTnv npopndsLta uyslovoptkol uAkoU yia to EKAB

TpinoAng

ANAOETOYZA APXH

“EONIKO KENTPO AMEZHZ BOHOEIAY”
MAPAPTHMA TPINOAHZ

EIAOZ AIATONIZMOY

AMNEYOEIAZ ANAOEZHZ N.4412/2016 APOPO 120 MNAP 3

KPITHPIO KATAKYPQZHZ

XAMHAOTEPH TIMH 2TO 2YNOAO TOY KAGE EIAOYZ

KATAAHKTIKOZ XPONOZ YINOBOAHZ
MPOZOOPON

HMEPOMHNIA: 25/05/2026 HMEPA: AEYTEPA, QPA:11.00
n.m.

MEPITPAOH EIAQN

onQaz 0 ENIZYNANTOMENOZ MINAKA2

CpPV

31711140-6,42512510-6, 33124100-6

MO20THTA

onQaz 0 ENIZYNANTOMENOZ MNMINAKA2

TEXNIKEZ MPOAIATPADEZ

onasz ENIZYNANTONTAI

SYNOAIKH NMPOYMOAOTIZOEIZA AAMANH

26.860,00€ NPO ®NA
33.306,40€ 2YMNEPINAMBANOMENOY ®NA 24%

AIAPKEIA 1ZXYOZ MPOZOOPQON

180 HMEPEZ
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APIOMOZ MPQTOKOAAO NPOQTOTENOYZ | 54819/02-04-2026

AITHMATO2

ANE 3230203

A/A 1845

AAA ANOOAZHI ANAAHWHZ 9BZBOP1M-0Io
YMNOXPEQZHZ

KQAIKOZ HAEKTPONIKHZ NAHPQMHZ 1015.E00035.0001
APMOAIA ENITPOMMH: APMOAIOZ YNAANHAOZ:
EMITPOIMH MPOMHOEIAZ IATPIKOY KAl lwavvng Tpdkoag

AOINOY EZONAIZMOY 2TOAOY, TnA. 2710221186

EMIZTHMONIKQN OPTANQN,
YTEIONOMIKOY YAIKOY, IATPIKQN
AEPIQN, IMATIZMOY, AIAAIKAZION
AIAMPATMATEYZHZ 10HX NMEPIDEPEIAZ
EKAB. ONQz OPIZTHKE ANO TH ZYN.
48/23-12-2025 OEMA EHA 7.

To EBviko Kévtpo Apeong BonBelag mpoketpévou va poBel otnv avadelén avaddyou yla tnv
TipounOeta Twv eLdWV OTIWGE TEEPLYPAPOVTOL OTOV KATWTEPW TILVAKA, COC TTPOOKAAEL va
unoBdalete mpoodopd yla Ta UTIO TipounBeLa €idn ou SLaBETeL n eTalpeia oag £wg TNV
opl{OMEVN KOTAANKTLIKA NUEPOUNVia Kal wpa.

I.NPOZD®OPEZ

1. Ou mpoodopég tou Sltaywviopol umoBdaiiovtal cUudwva pe to N 4412/2016, kol Oa
areuBUvovTaL oTNV appodLa eMLTPOTA ToU €XEL cuykpotnBel pe anodaon tou A X tou E.K.A.B.

2. O npoodopeg amootéAdovtal 1 umoBailovtol os odppoywopévo dakeho, oto ypoadeio
lpoppateiog (mpwtokoAAo) tou EKAB TpimoAng (Tépua EpuBpol Xtaupoul, TpimoAn, T.K. 22131,
™A. 2710221187) navw otov onoio Ba mpemel va avaypddovtal EUKPLVWE Ta KATwOL:

EONIKO KENTPO AMEXZHZ BOHOEIAZ Napaptnua TpinoAng
H A&¢n NPOZMOPA e kepalaia ypappota

O aplOoG MPWTOKGAAOU TOU TTPWTOYEVOUG OLLTHLOLTOG

Ta €i6n ota onoia avadEpetal n npoodopd

Ta otolyeia Tou anoctoAéa — npoodEpovtog

ENTOZ TOY OAKEAAOY

A) YNEYOYNH AHAQZH tng map. 4 tou apBbpou 8 tou v. 1599/1986 (A’'75), 0w EKACTOTE LOYUEL,
CUUMANPWUEVN cUUPWVA LE To MpoadpTnua ou akoAouBsL.

(Aev amatteital BeBaiwon Tou yvnolou tng umoypadng amo apuodia dtotkntikn apxn i ta KEM).
B) YNOMAKEAOZ TEXNIKH MPOZ®OPA (ONOY ANAITEITAI)

) YNO®AKEAOZ OIKONOMIKH NPOZMOPA
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A) ®YANA ZYMMOPOQZHE

(Mo Ta €i6n o €xouv TeXVIKEC tpodiaypadec )

3. Ztnv éyypadn npocdopd tou o eviiladepOpevos npoodEpwv Ba avalapBavel pntwe Ty
6€opeuon otL Oa ekteAéoeL TRV MPoUROsla cUUPWVA LLE TOUG OPOUG KoL TG tpodLaypadEg ou
nepypadovtal otnv nopoloa NPOckAnon, Kabwg eniong cupnAnpwvovtag Kat urtoypadovrag
Kat ta pUAAa cuppopdwong nou Bpickovtal oto TEAOG TNG TPOCKARONG .

‘E€oda petadopdg Twv UTo MpounBela eldwv emiPaplvouy Tov PopnBeuTH.

H pelodootia ylvetol pe KpLTrplo Tn XOUUNAOTEPN TN ava 180¢.

4. OL tpoopEPOUEVEC TLUEC TIPETEL VA €XOUV codr) Ttaparournt] oto Mapatnpntiplo TIHWV TG
E.M.Y. (ue maparmournri oto UALKO 810 i avtiotowyo tov a/a, meptypadn, T K.A.T).

Ye nepintwon mou dev mepllapBavovtal oto Mapatnpentiplo TIUWV TIPEMEL va yivetal cadng
pveia tpog touTo.

5.Mpoodopég umopouv va uroBaAlovial HOVO yla To GUVOAO Twv {NTOUUEVWY TTOCOTHTWY avd
eidoc.

Emonpavon: O telkég Tég mou Ba mpokUPouv amd Tic Slaywviotikég Sladilkaocieg Ba
aflohoynBolv amd tv Ymnpeoia pog mpLv TNV KOTAKUPpWOon, TIPOKELUEVOU va AndOsl oxetikn
arnodaaon cuvéXLong f KUn tng Staywviotikng Stadikaoiag.

Xpovog napadoong: napddoon evtdog AEKAMENTE (15) nuepwv amd thv {ATNor TOUG ME ThV
avakoivwon Katakupwong i and tnv vnoypadn thg cupBaon Omou autr anatteital ,ov Oa
ouvtagel kat Oa anooteilel to Napaptnua tou EKAB TpimoAng otov MpounBOeutn.

H mapouoa mpdokAnon avaptdatol nAsktpovikd otnv AIAYTEIA ,KHMAHZ kot otnv totooeAiba tng
AvoBétouoac Apxnc www.ekab.gr.

1l. AOINOI OPOI

1. Akailwpo OUPHETOXAG OTo  Sloywviopd  £€xouv  GUCIKA 1 VOUIKA Tpoownma N
evwoeLg/kowvonpaiec autwv | CUVETALPLOUOL TIou TIAnPoUV Toug 6poug Tou kabopilovtal
otnv napovoa kat cupdwva pe to N. 4412/16.

2. H yvwotomoinon tng KOTaKupwtlkAg amodoaonc tou appodiou mpo¢ tolTo opydvou Tou
dopéa mou blevepyel Ttov mMpoxelpo Slaywviopo, yivetal pe £yypadn eldomoinon mou
omooTeAAeTOL HE e-mail.

3. H nopaiofn twv cuppatikwy 6wV, 0 XPOvog TapaAafnc TOUC, KUPWOELG ylot EKTPOBsoun
napadoon, anoppin VALKWY KATT, StEmovtal anod ta op{opeva otov N.4412/2016

4. H mAnpwun tou mpounBeuth Ba yivel HETA TNV 0PLOTIKA TopoAaBn Twv UALKWY, O XPOVO

npocodlopllopevo amd tnv avaykaio Stokntikn Stadikaoia yla tnv £€K600N TWV OXETLKWV
XPNUOTIKWVEVTOALATWV.
Oa AdPel ywpa PBacel Twv Tipoloyiwv tou MpounBeuth kat Ba mpaypatonolnbel pe thv
TIPOOKOULON TWV VOULUWY TIOPAOTOTIKWY TIou TipoPAEmovtal amd TG LoXUOUOEG SLOTALELG,
KoBw¢ kat KaBe aAlou SikaoAoyntikoU Tou Tuxov {ntnBel amd tig apuodileg unnpeacieg mou
SlevepyolV Tov £AeyX0 yLa TV TTANPWUA TOU.

5. H AvoBétouoca Apxn Statnpel to Skalwpa TNG EMAVAMPOKNPUENG Tou SlaywviopoU HE

Tpomornoinon N Un Twv opwv Kol mpodlaypadwyv tng Ataknpuéng, tng avaBoAng n tng
okUpwong tou SlaywviopoUl 1 TNG umavaxwpenong TG amo thv v Adyw mpopnBeta os kabe
otadlo tn¢ Sladikaociag, xwpig umoxpéwon kotofoAng amolnuiwong €€ autol Tou Adyou
otoug Yoy ndioug.
Eniong to EKAB Statnpel povopepwg to dikaiwpa AVong tng mapouong alnuiwg kot xwpic va
umoxpeouTtal os kataBoAr onolacdinote anolnuiwong oe MepiMTwaon Mou N TPoUnBeLla Twy
el6wv Tou meplypddovrtal avwtEépw amodaototel amod to A.Z. tou EKAB va yivetal pe GAlov
TpoTIO.
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6. O mpounBeUTHG UTIOKELTAL OTLG VOULEG KPATNOELC.

7. OL mpoodopEC KOl OL ALTAOELG CUMUETOXNG, KaBwe Kol ta otolyeia mou mepllappavovtal o
OUTEC, OUVTAOOOVTAL OTNV EAANVLKA YAWooo | cuvoSelovtal amo emnionun HeETAdPOor TouG
otnv eAANVIKNA yAwooo. Ita aAlodama dnuoota eyypada kot Sikatoloyntikd edpapuoletal n
Juvbnikn tng Xayng tng 5n¢.10.1961, mou kupwOnke pe tov v. 1497/1984 (A’ 188). Ta
oAAodarmd Wwrtika £yypada cuvodelovtal amo petddpach Toug otnv eAAnVIKN yAwooa,
ETUKUPWHEVN ELTE a0 MPOOWTO APUOSLO KATA TLC Kelpeveg Slataéelc elte amo MPOowWMo KAtd
VOUO 0pHOSLo TNG XWpac oTnv omola €xel cuvtaxBel To éyypado. Ita Eyypada tng cuppoong
Tou apBpou 53 pmopei va opiletal OTL EVNUEPWTLKA Kol TEXVIKA GUANGSLa Kot AAAa évtuma,
ETALPIKA 1 HN, HE €LOKO TEXVIKO TepleXOUeEvo, SnAadr €viuma HE OHLYWSG TEXVIKA
XQPOKTNPLOTIKA, OTwG aplBpouc, anoddoelg oe Slebveic povadecg, pabnuotikoug TUTTOUC Kol
ox€6la, mou eivatl duvatov va Slapactolv oe kGBe yAwooo kat dev eival amapaitntn n
HeTAdpacn toug, Urmopolv va umoBdaldovtal oe AAAN yAwaooa, Xwpig va cuvodslovtal amno
peTddpaon otnv eAANVIKNA.

8. Omolo otolkeio 1 6pog dev avaypddetal otnv Mapovca MPOOKANCN, KAAUTTETAL AMO TLG
oxvouvoeg Oatdéelc tou N.4412/2016 «Anupdoleg oupPdosic Epywv, MpopnBswwv Kat
Ynnpeowv (mpooappoyny ot odnyieg 20174/24/EE kai 2014/25/EE)» kalL omoteAouv
QVOTOOTIAOTO TUNUA aUTAG, KABWE KAl TIG OXETIKEG Tiepl TPoUNBeLwY SLATALELS TNG KELMEVNG
vouoBeoiag, OMwG EKACTOTE LOXUOUV.

11l. NINAKAZ EIAQN
TIMH SYNOAO d.N.A 3YN/KO
A/A EIAOZ CPV TEM 24% nozo
MONAA (€) © ©
(0))
HAEKTPOAIA
AMINIAQTH
LIFEPAK 1000
1 (MAIAQN) 31711140-6 20 | 175,00 € 3.500,00 840,00 4.340,00
HAEKTPOAIA
AMINIAQTH
LIFEPAK 1000
2 (ENHAIKQN) 31711140-6 300 | 32,00€ 9.600,00 2.304,00 11.904,00
HAEKTPOAIA
AMINIAQTH
3 | ZOLL(ENHAIKQN) | 31711140-6 300 | 30,00€ 9.000,00 2.160,00 11.160,00
YIPANTHPAZ
POOMETPOY
OZYTONOY TIA
AHWH TAAAIKOY
4 TYNOY 42512510-6 20 20,00 400,00 96,00 496,00
OZYMETPA ME
5 BAZH 33124100-6 10 | 250,00 € 2.500,00 600,00 3.100,00
KAAQAIO
TPIMOAIKO HKI
12 ENATQIQN 1A
MONITOP
6 LIFEGAIN CU 31711140-6 10 | 186,00 € 1.860,00 446,40 2.306,40

2YNOAIKO nozo 26.860,00 | 6.446,40 33.306,40
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IV.TEXNIKEZ MPOAIATPAQDE:

1. AYTOKOAAHTA NAIAQN MEIQMENHZ ENEPTEIAZ TIA ANINIAQTH TYMNOY LIFEPAK 1000

Aev unapyouv mpodiaypadec. KaAUmtoviol Pe TNV TEKUNPLWHEVN Kal akplfr meplypadn Tou
gidoucg kat Baon tng AettoupyLkng amaitnong tTng cuokeung ou Ba xpnotuomnolnOei to eidog.
Anatteitan Seiypa.

2. ZeUyog auToKOAANTWV NAekTpodiwv amwvidwong yia armwvidwtr tonou Lifepak 1000 Physio-
Control, evnAikwv

Na anoteAolvtal and SUo aveApTNTEG AUTOKOAANTEG MAAKEG LECW TWV OTmoilwv Ba petadEpetal n
EVEPYELA KATA TNV SLAPKELA TNG amvidwong

Na eivat KatdAAnAo yla xprion og eVAALKEC

Na pmopoUv va cuvdeBouv pe Tov amvidwtr xweig mpoodrkn petatponéa (adaptor)

Ta 800 nAektpddia Tou Lelyoug va avaypadouv Kabwe Kal va amelkovi{ouv Ta onpeia TomoB£tnong
TOUug

Ta NAekTpOSLa va £X0uV £L6LIKO oXeSLACUO E ATTOTEAECHO TNV PELWCN TWV EYKOUUATWY

Na elval cuokeuaopEva o€ ELOLKO PAKeEANO TIPOKELUEVOU va eTLBpaduvBel oto eAdyLoto n aAlolwaon
TOUG [ TNV TApodo Tou XpoOvou

Na propoUv va elvat cuvSedepéva ple ToV amvibwTtr) ETOLUA TIPOG XpNon, XwpLlg va xpelaletal va
QVOLXTEL N CUCKEUAOLO TOUG

Na avadepBouv To oxrua Kot oL SLacTAcELS TwV U0 NAEKTPOSIWY sternum Kal apex POKELUEVOU
va elval oUPPBATEG PE TIG TEXVIKEG TTPOSLAYPAPEC TOU AILVLOWTH, TLG ATTALTAOELG TOU KATAOKEUAOTH
Tou Kal ta 8Lebvn mpodTuna

Na prnopel va npaypoatonoleital pe to (6lo nAektpodio amwvidwon kat Angn HKM

Na eival SokLpaopéva yia xpron pe dibaoikn texvohoyia anvidwonc péxpt kot 360 Joules

To unkog kahwdiou va eivat touAdytotov 100 cm

H ouvoAikr aywytpn emibavetla kat twv §Uo nAektpodiwv va eivat touAdytotov 100 cma2

Na StaB£touv OAa TIG AmapaAiTNTES TLOTOMOLACELG TTOU Ta KaBLoTouv KataAAnAa kat acdaln yLo
xpnon

Na eival antapaitntn n vapén €ykplong KATAAANAGTNTAG Ao TOV KATAOKEUAOTH TOU amwibwth,
€av 1o LeLyog nAektpodiwv Ba xpnotuonolnBel ue cuokeun yLa TV onola elvat o oYL n eyyunon
KOANG AslToupylag Tng

OuuntoP Lol tpopnOeutég odeilouv va npookopicouv dsiypa tov npog npoundsia vAtkov, to
omoio Ba SOKIUAOTEL O€ MPAYUATIKEG CUVONKEC TIPOKELEVOU va eAeyXOel n acdalela xpriong Tou
KOBWCE KaL n armodoTIKOTNTA ToU

H Sudpkela {wng Toug va givat TouAdyLotov §€ka oxtw (18) prveg amno tnv napadoon
Na StaB€tel CE mark

H mpounBeltpla Kal n KATooKEUAOTPLA £TALpia va elval TiioTtomolnpéveg kata ISO 9001 r/kat ISO
13485 e medio motonoinong TNV TEXVIKN UOOoTNPLEN

Na katateBouv 0Aa ta {nToU eV TILOTOTOLNTIKA

Anarteiton dgiypo.
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3. ZeVyog auToKOAANTWVY NAeKTPOSiwv amwvidwong & BRratodatnong yla AuTOHaTo anmvidwtn
tunov AED Plus Zoll, evnAikwv

Na amnoteAolvtal anod SUo avefApTNTEG AUTOKOAANTEG MAAKEG LECW TWV OTtolwv Ba peTadEpeTal n
EVEPYELQ KATA TNV SLAPKELA TNG amvidwaong

Na propouUv va cuvdeBouv e Tov armvidwTtr xwpig mpoodrkn petatponéa (adaptor)

Ta 800 nAektpodia tou Lelyoug va eivat SladopeTikoU PeyEBOUG KaL OXAATOG KAl va avaypadpouv
KaBw¢ Kal va anelkovilouv Ta cwotd onueia tonoBETnong Toug, Wote va anodelyovral Addn katd
NV TonoBEtnon

Ta nAektpodia va GEPouv aywyLEG TTAAKEG KATOLOKEUOOUEVEG A0 KOOG(TEPO

Ta NAekTpOSLa va €xouv €L6LIKO OXeSLAOUO LE ATTOTEAECO TNV PElwon TWV eykaupdtwy H xopriynon
TNG EVEPYELAG VA YIVETAL e KATEUBUVON Ao TO KEVTPO ToU NAeKTPoSiou Mpog TNV mepldpEpeLld Tou
Na eivol CUGKEUAOUEVD OE ELOLKO PAKENO ETKAAUUUEVO ECWTEPLKA aTtO GUAAA UETGAAOU
T(POKELPEVOU va eTBpaduvBel oto eAayLoto n aAlolwaor) Toug Ue TV Iaposo Tou Xpovou

Na prmopouUv va gival cuvdedepéva e Tov arvidwTr] ETOLUA TPOG XPRoh, XwpeLG va xpeldletal va
OVOLXTEL N CUCKEUAOLO TOUC

Na avadepBolv To oxrua Kat oL SLacTAcELS TwV U0 NAEKTPOSIWY sternum Kal apex IPOKELUEVOU
va gival CUPPBATEG UE TIG TEXVIKEC TIPOSLaYPAPEC TOU AIVISWTH, TLG ATTALTACELG TOU KATAOKEUAOTH
Tou Kal ta dLebvn npdtuna

Na pmropel va nmpaypatonoleital pe to (§lo nAektpddio amvidwaon, AnPn HKI kat Bnpatodotnon
Na taB£touv OAa TIG amapaiTNTES TLOTOMOLACELG TTOU Ta KaBLoTouv KataAAnAa kat acdaln yLo
xenan

Na eival antapaitntn n vapén €ykplong KATAAANAGTNTAG Ao TOV KATAOKEUAOTH TOU amwidwth,
€av 1o LeLyog nAektpodiwv Ba xpnotpomnolnBel ue cuokeun yLa TNV onola elvat o oYL n eyyunon
KOANG AslToupylag Tng

OuuntoP Lot mtpopnOeutég odeilouv va npookopicouv siypa tov npog npopun0sia uALtkoul, To
omoio Ba SOKIUAOTEL € MPAYUATIKEG CUVONKEC TIPOKELEVOU va eAeyXOel n acdalela xpriong Tou
KoBWw Kat n armodoTIkOTNTA Tou

H Sidpketa {wng Toug va elvat Touhdylotov §éka oxtw (18) piveg amnod tnv napadoaon

H mpounBeltpla Kal n KATooKEUAOTPLA £TALpia va elvatl Tiiotomolnpéveg kata ISO 9001 r)/kat ISO
13485 e medio moTonolnoeng TNV TEXVIKN UTOOTNPLEN

Na 6taB€tel CE mark

Na katateBouv 0Aa ta {NToU UEVA TILOTOTOLNTIKA

Anavteiton dgiypo.

4. Yypavtipag enttoiytov poopetpou O, yia AqPn yaAAikoU tUmou

e Na eival moAATAWV XpHOEWV, OTIOCTELPOUEVOG

e Na ouvepyaletol WE EMITOIXIO POOUETPO HE KAeloTpo yaAAkoU TtUTou (BnAuko,
be€ldotpodo, Slapétpou 22,91 mm kot BARpatog 1,814 mm), cUpudwvo pe tv TOTEE
2491/86

e Na avtéxel mieon 5 bar kat mapoxn 20 lpm, TouAdyLotov

e Na dloBétel petarlikn eloodo kat €€06o

e Na dlaBtel kal va dpEpet miotomnoinon CE mark

6
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H katookevdotpla statpia va gival motonotnuévn katd 1ISO 9001 r/kat ISO 13485 pe
nedlo miotonoinong TNV TEXVLKI UTIOOTNPLEN

e H mpounBeutpla etaupia va eival ruotonownpueévn katd ISO 9001 rj/kat ISO 13485 pe nedio
TILOTOTOLNONC TNV TEXVLKA UTtooTApLEN Kot Y.A. 1348

e No kotatefoUv Ta AMaLTOUUEVA TTILOTOTOLNTKA
e Na €xeL eyyunon kaAnc Asttoupyiag touldylotov 0o (2) €tn

5. MaAuko o§0pETPO SakTtuAoU

e Na ival kalwvoUpylo KoL apeToxeipLoTo.

e Na eival otépeo Kal avOeKTIKO o oKAnpn Xpnon.

e Na mAnpoi BACEL TLOTOMOLNTIKWY, TIC KATWOL OmaLTACELG:

» Avtoyn og kpadaopoug Kal KpoUOELG.
» Aewtoupyla o vypacia Ewg 95% kal Bspuokpaocia 0 - 45 °C.
» To Bapoc tou va pnv unepBaivel ta ekato (100) gr.

e Na mopéxel eublakplteg aplOuntikég evdeifelg tou SpO,, TOU aplBpol TwWvV
odiewv/Aento (BPM) kal evdei€elg tng Evtacnc Tou maApou.

e Na £xel Lkavotnta avaluonc (resolution) 1% SpO, kal 1 BPM

e Na €xel elpog HeTPRoEWS SPO,: 1 — 100% kot BPM: 30 — 240/min.

e Na €xeL akpipela petpricewv Sp0,: 2% otnv meploxny 70-99% kot BPM: 2% n + 2
BPM.

e Na Aettoupyel pe oAKOALKEG UOTOPLEG OL Omoleg va meplapBdavovtal Katd thv
napadoaon, Pe autovopia cuvexoUg Aettoupyiag touAdylotov 6éka (10) wpwv Kal va
SL00€tel €vBeln XapunARG EVEPYELOKAG OTABUNG TWV UMATOPLWV.

o  EmuTA€0V TEXVIKA XAPAKTNPLOTIKA Ba ekTLnBouv.

e H mpoodopd va TEPLEXEL AVOAUTLKA TEXVIKN Teplypadr Tou TmpoodpepoeEVOU
povtéhou, kabwg emiong koL va ouvodeletol amd eyxelpidlo Aettoupylag
peTappacpévo ota EAANVIKA.

e H cuokeun kotd tnv mapddoon va cuvodeletal amd eyxepidlo Asttoupyiag kat
TEXVIKO eyXeLpiSlo petadpacpévo otnv eAANVIKN YAwooa.

e Na dlaBgtel motonoinon CE mark

e umooThpLEn

e Na katoateBouv 6Aa ta {NTOUUEVA TILOTOTIOLNTIKA

e Na €xel eyyunon KaAng Asttoupyiag touhdyiotov 0o (2) €tn

6. KaAwdo tpunoAiko HKI 12 anaywywv yia pévitop LIFEGAIN CU.

Aev umtdpyouv mpodiaypadec. KoAUmTovial Pe TV TEKUNPLWUEVN Kal akpLBr meplypadr tou
gldou¢ kat Bdon TNG AETOUPYLKNC amaitnong TNG CUCKEUNG tou Ba xpnotponotnBel to eldoc.
Amouteiton detypo.
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IV. YNOAEIFTMA OIKONOMIKHZ NPOZ(MDOPAZ

TIMH
SYNOAO ®.N.A ZYN/KO

0,
A/A EIAOZ CPV TEM MONAA €) 2(2)/: I'IZ:Z)O

(0)3

HAEKTPOAIA
AMINIAQTH
LIFEPAK 1000
1 (NAIAQN) 31711140-6 20

HAEKTPOAIA
ANINIAQTH
LIFEPAK 1000
2| (ENHAIKQN) | 31711140-6 300

HAEKTPOAIA
AMNINIAQTH
3 | ZOLL(ENHAIKQN) | 31711140-6 300

YITPANTHPAZ
POOMETPOY
O=YTONOY TI1A
AHWH FAAAIKOY
4 TYNOY 42512510-6 20

O=ZYMETPA ME
5 BAZH 33124100-6 10

KAAQAIO
TPINOAIKO HKI
12 ENATQIrQN rA
MONITOP
6 LIFEGAIN CU 31711140-6 10

ZYNOAIKO NO30 |

o H mapovuoa nmpoodopd LoxVEL Kal deapeVEL TOV TPoadEpovTa yLa ekaTov oydovta (180)nuépeg
T(POOUETPOUHEVEG OTtd TNV EMOUEVN TNG NUEPOUNVLIAC SLEVEPYELAG TOU SLOYWVLOUOU.

o Avohappavw tnv 6€cpeuaon OtL Ba ekteAéow TNV TipopnBela oUWV LE TOUC OPOUG KL TLG
npodlaypadég mou neplypddovtal otnv napovoa.

O MPOZOEPON

O NPOIZTAMENOS AIEYOYNIHZ

OPEXTHX KOYAOMNOYAOX
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NAPAPTHMA I’ — YIEYGYNH AHAQZH

YIIEY®YNH AHAQXH
(6pOpo 8 N.1599/1986)

H akpiBela tTwv otolxelwv mou untofaAAovtal e auth Tn SNAwon pnopel va eAeyxBel e Baon To apxeio GAAWV
unnpeowwv (apBpo 8, map. 4 N. 1599/1986)

npoz™:

O —H Ovopa: Enwvupo:

Ovopa kot Emwvupo
MNatépa:

Ovopa kot Emwvupo
Mntépag:

H . . (2),
pepopnvia yévwnong

Tomog M'évvnong:

ApOuog AsAtiou TnA:

Tavtétnroc:

Tomnog Katotkiag: 0686¢: ApLO: TK:
A/von HAextp.

Ap. TnAeopolotumou Toyubpopeiov

(Fax): (E-mail):

Me atoptki pou guBlvn Kkat yvwpiloviag Tt KUpwoelg (3), mov npofAémovtal and Tig SLatdéelg tng ap. 6 tou
apBpou 22 tou N. 1599/1986, SnAwvw OtL:

1. Eig BApog HOU SEV UTTAPXEL AUETAKANTN KaTaSLKaoTkA anodoaon yla Evav and toug akoAouBoug Adyouc:

o) ZUMUETOXN OE EYKANMATIKA opydvwon onwg auth opiletal oto apbpo 2 napaypadog 1 tng Kowng §pdong tng
98/773/AEY tou ZupBouliou (EE L 351 tng 29.1.1998, oeA.1)

B) Awpodokia, 6nw¢ auth opiletal, avtictoya, oto apbpo 3 tng nPagng tou ZupPBouliou tng 26n¢ Maiou (EE C 195
™G 25.6.1997, oeA.1) kat oto dpOpo 3 map.1l TG KowrG dpdong 98/742/KEMMA tou ZupBouliov (EE L 358 tng
31.12.1998, ozA. 2)

y) Antdtn, Katd tnv évvola tou apBpou 1 tng cUUPBACHG CXETIKA ILE TNV TPOCTACIN TWV OLKOVOLLLKWY GUHPEPOVTWY
twv Evpwnaikwv KowotAtwv (EE C 316 tng 27.11.1995, ocA. 48 6) Nopiponoinon €608wv amd eyKANUOTIKES
SpaoTNPLOTNTEG KAl XPNHATOSOTNON TNG TPOHOKPATIOG, OMWG opiletal and tig dtatdgelg tng 0O8nyiag 2005/60/EK
tou Eupwnaikol Kowofouliou kou tou ZupBouliouv tng Eupwnaikn¢ Evwong «IXETKA ME TRV TPOAnYN
XPNOWOTOINONG TOU XPNUOTOTILOTWTIKOU OCUCTAMOTOC Y TN VOMLUOTOiNon £006wv amdé TMOPAVOUES
Spaoctnpldtnteg Kat thv Xpnpatoddétnon tng tpopokpatiacy» (EE L 309/15/25.11.2005) tig Swatdgels tng Odnyiag
2006/70/EK tn¢ Eupwnaikig Entctponrig (EE L 214/29/4.8.2006), oL onoieg evowpatwvovtal e To v. 3691/2008 (A’
166) kat avtikabiotavrat oL OXETIKEG SLatdelg tou v.2331/1995 (A’ 173), 6nwg Loxvouv.

2. a) Aev tTeEAW UMO TMTWXEUOH, KKAOApLON, MAUON EPYOOLWV, OVOYKOOTIKA SloxXeiplon | MTWYXEUTIKO
cUMBLBaONO, avaoToAr epyactwVv i TeAel oe avaloyn Katdotaon nou nPoBAERETaL Ao TIG SLATAEELS TNG XWPOLS
EYKATAOTOOHG LLOU.

B) Aev €xeL KivnOei o€ Bapog pou Sradkaoia KNPUENG O MTWXEVON, EKKOOAPLONG, AVAYKOOTIKAG Slaxeipiong,
TITWXEVTIKOU oupBLBacpou r onowadnmnote dAAn mapopoia Stadikacio MPoPAENOpeVn and T SLatAelg tng
XWPOLG EYKOTACTOONG LoV

9



ΑΔΑ: 62Π6ΟΡ1Π-Φ42


AAA: 62I60P11M-P42

y) Aev éxw KatadikaoOei Baoel SikaoTikig anddacng tov XL LoXU dedikacpévou, cuudwva LE TG SLATAEELS
NG XWpPaG OToU eKEOONKE N anddacn, KoL n Onoia SLAMLETWVEL ASIKNOL OXETIKO ME TRV EMAYYEALATIKA Staywyn
pou.

8) Aev £xw Sranpdgel coPapd eMAyyEAUATIKO MOPANTWHA CUVAGDEG HUE TO QVTIKEILEVO TOU Staywviopol N o€
OXEON JE TNV EMAYYEAUATIKE HOU LELOTNTA TTOU AnOSESEYHEVWG SLamMIoTWONKE e omoloSAMOTE LECO SLaBETEL N
avabétovoa apyy.

€) EXW EKTANPWOEL TLG UNOXPEWOCELG HOU 6oov adopd othv KataBoAr Twv el6PopwV KOWWVIKAG achaAiong,
cUppwva Ue T 75 2016-06-27 SLATALELG THG XWPOG EYKATACTAONG LoV ) TOU EAANVLKOU Sikaiou.

oT) EXw EKTANPWOEL TIG UTIOXPEWOELG MOV 000V adpopd otV MANPWHI TWV GOpwV Kal TEAWV, CUPWVA LE TLG
SLATAEELG TG XWPOLG EYKATAOTACTG LoV 1 TOU EAANVIKOU Sikaiou.

) Aev eipou £voxog coBapwv Peudwv SNAWCEWV Katd TNV tapoxn twv nAnpodopuwv rov amattovvrat Kot'
€ aplLoy TOU TAPOVTOG ) OtV SEV £XW MAPACXEL TG TTANpodopieg aUTEC.

n) loxVvouv oL TexVIKEG tpodilaypadég omwe avaypdadovtal otnv npockAnon evéiagEpovrog.

Eipar og Oéon, epooov pou INTnOel kat xwpic kabuotépnon, va mapdoyxw KAOe SikaoAoyntikd i £yypado mou
anoSekvUEL TG TAnpodopicg kat SNAWOELS tou teptAapBavel n SHAWCH pou.

Huepounvia: ... /..../20.....

O —H AnAwv

(Yroypadn)

10
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OYANA ZYMMOPDQZHE

®YANO ZYMMOP®DQ:HE TIATO EIAOE MEA/A:2
HAEKTPOAIA ANINIAQTH LIFEPAK 1000 (ENHAIKQN)

AAA: 62IM60P1T-P42

A/A TEXNIKEZ MPOAIATPADEZ JYMMOPO®Q2H NMAPATHPHZEIZ
(NAI/OXI) JTEKMHPIQIH
MPOXIMOPAX

1 Na arotedovvtat and §Uo avedpTNTEG AUTOKOAANTEG MAAKEG HECW TWV OTolwv Ba
petad£PETaL N EVEPYELD KATA TNV SLAPKELD TNG aAmvidwong

2 Na givat KatdAAnAo yLa xprion o€ eVAALKESG

3 Na propolv va cuvSeBoUlv e Tov amvidwth Xxwpic mpoaBnkn petatponéa (adaptor)

4 Ta §U0o nAektpdbia tou {eliyoug va avaypddouv Kabwg Kat va amelkovi{ouv ta
onueia tonodétnong Toug

5 Ta nAektpodia va €Xouv eLEIKO OXESLOOUO LUE AMOTEAECHA TNV HElWON TWV
EYKAUUATWY

6 Na eivat cuokeuaopéva oe L81KO PakeAo TPOKELUEVOU va eTBpaduvBel oto
eAdxLoto n aA\oiwar) Toug Pe TNV mApodo Tou Xpovou

7 Na propouv va eivatl cuvSebepéva e ToV amwiIdwTr £TOLUA TIPOG XPron, Xwpic va
XPELATETAL VO AVOLXTEL N cUCKEL OGia TOUG

8 Na avadpepBolv to oxrpa Kat oL S1ooTaoelg Twv SU0 nAekTpodiwy sternum kat apex
T(POKELLEVOU VA €lvoll CUUPBATEG HE TLG TEXVIKEG TIpOSLaYpadEG TOU amWLSwWTN, TIG
OTTOULTA OELG TOU KATOLOKEVALOTH TOU Kot Ta. SLeBvr) mpdtuma

9 Na propetl va mpaypatonoteital Le o (6to nAektpodio anwidwon kat Andn HKF

10 Na eivat Sokiuaopéva ya xprion pe Supaactkn texvoloyia amvidwong uéxpt kat 360
Joules

11 To uAkog kaAwdiou va eival touldytotov 100 cm

12 H ouvoAikr) aywyLun emipaveta Kot twv Vo nAektpodiwv va eivat touAdyiotov 100
cm2

13 Na StaB£touv OAa TI amapaiTNTEG LOTOMOLACELS TIOU TA KABLOTOUV KATAAANAQ Kot
acdaln ya xprion

14 Na givat anapaitntn n unapén £€ykplong KATAAANAOTNTOG oo TOV KATOOKEUAOTH TOU
armwidwtn, €av to {elyog NAektpoSiwv Ba xpnoLuomolnBel e cuokeun yla Thv onoia
glval og LoxUL n eyyunon KaAng Aettoupyiag tng

15 Ot unoyrdrot mpounBeutég odeilouv va mpookopicouv Seiypa Tou mpog mpoundela
UAWKOU, T omoio Ba SOKLLAOTEL O€ TPAYLOTIKEG CUVONRKEG TIPOKELUEVOU Va eEAeYXDeL n
aodalela xpriong Tou KaBwe Kat n anodotiKoTNTA Tou

16 H Sudpkela {wng toug va eivat Touldxlotov §éka oxtw (18) HAveg amo tnhv napadoon

17 Na StaBétel CE mark

18 H mpounBeltpLa KaL n KATAoKEUAOTPLO eTALpio va gival TLoTomoLnpéVeG Katd ISO
9001 rj/kat ISO 13485 pe nedio motonoinong TNV TEXVLKN UTIOoTHPLEN

19 Na katateBouv OAa Ta {NTOUEVA TILOTOTIOLNTLKA

O MPOMHOEYTHZ
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®YANO tYMMOP®Q:HE TIATO EIAOE MEA/A:3
HAEKTPOAIA ANINIAQTH ZOLL (ENHAIKQN)

AAA: 62IM60P1T-P42

A/A

TEXNIKEZ MPOAIATPADEX

SYMMOPOQIH
(NAI/OXI)

MAPATHPHZEIZ
/TEKMHPIQZH
MPOXOOPAZ

Na anotedovvtal and §Uo ave§APTNTEG AUTOKOAANTEG TTAAKEG LECW TWV
omnolwv Ba petadEpeTal n EVEPYELA KOTA TNV SLAPKELA TNG amvidwong

Na propouv va cuvEeBouv pe Tov armvibwth Xxwpig mpoabnkn
petatpornéa (adaptor)

Ta §U0 nAektpddia Tou Levyoug va eival SladopeTikol peyeBoug Kat
OXALATOC Kot va avaypddouv KaBwe Kot va amelkovi{ouv Ta cwoTtd
OnUELa TOTOBETNONG TOUG, WOTE Vo aropelyovTat AdOn KoTd Thv
tonoBétnon

Ta nAekTpodia va pEPOUV AYWYLLES TTAAKESG KOTOOKEUAOUEVEG OTIO
kaooltepo

Ta nAektpodia va €Xouv eLEIKO OXESLOOUO UE AMOTEAECHA TNV LEiwon
TWV EYKAUUATWY H Xopriynon tng eVEPYELAG VO YIVETAL e KaTeUBUVON
OO TO KEVTPO ToU NAekTpodiou mpog thv mepLdEPELd TOU

Na gival cuokeuaopéva og EL8IKO GAKENO EMKAAUUUEVO ECWTEPLKA ATt
UM petaAou ripokelpévou va emBpaduvBel oto eAdyLoto n
oANoiwon toug pe thv mdpodo Tou xpovou

Na propouv va elvatl cuvSeSepéva e ToV amwiIdwTr £TOLLO TTIPOG XPron,
Xwpig va xpeldletal va avolyTel n cUCKELAGIA TOUG

Na avadepBolv to oxfpa Kat oL S1aoTtdoel Twv §Uo nAektpodiwv
sternum Kal apex MPOKELWEVOU Va lval CUULBATEG LE TLG TEXVLKEG
nipoStaypad£G Tou AmVISWTH, TLG AALTHOELS TOU KOATAOKEUOOTH TOU Kal
ta Sebvn mpotuna

Na propei va mpaypartonoteital pe to i6to nAektpodio amwidwon, Afn
HKT kat Bhpatodotnon

10

Na StaBétouv OAa TLG amaPaiTNTEG TLOTOMOL OELG TIOU TO KABLOTOUV
kataAAnAa kat aodaln yia xprion

11

Na sival anapaitntn n vrapén €ykplong kataAAnAdtntag and tov
KQTOOKELUAOTH TOU armvidwtr, edv to {ebyog nAektpodiwv Ba
XpnotuomnotnBei ue cuoKeuN yLa TNV omoia eival o€ Loxy n gyyunon KaAng
Aettoupyiag tng

12

Ot untod oot mpopunBeutég odeilouv va pookopicouv Seiypa tou mpog
nipounBela UALKoU, To omoio Ba SoKLUAOTEL € TPAYLATIKEG CUVONKES
TPOKELUEVOU va eheyxBel n aoddAetla xpriong tou Kabwg kat n
aro8oTIKOTNTA ToU

13

H Sudpkela {wrg Toug va eivat Touldxlotov §€ka oxtw (18) HAveS amo thv
napadoon

14

H mpounBeUtpLa Kal N KATaoKEUAOTPLO ETALPIO VO ElVaL TILOTOTOLNUEVEG
katd 1SO 9001 i/kat ISO 13485 pe mebio miotonoinong tnv TEXVIKA
umootnpEn

15

Na StaB£tel CE mark

16

Na katateBouv 6Aa ta {NTOUEVA TTLOTOMOLNTLKA

12

O NMPOMHOEYTHZ
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DOYANO ZYMMOP®QOQ:H: TATO EIAOE MEA/A:4
YTPANTHPAZ ENITOIXIOY POOMETPOY

A/A TEXNIKEZ MPOAIATPADEX ZYMMOPOQZH MAPATHPHZEIZ
(NAI/OXI) JTEKMHPIQZH
MPOZOOPAZ
1 Na eivot ToAAQAWY XPHOEWVY, AMTOCTELPOUEVOG
2 No ouvepydletal Pe EMLTOXLO POOUETPO UE KAelotpo

yaAAlkoU tUmou (BnAuko, 6egfldotpodo, SlapEtpou
22,91 mm kat BAuatog 1,814 mm), oUPbWVO UE TNV
TOTEE 2491/86

3 No avtéxel rtieon 5 bar kat mapoxn 20 Ipm, touAdyxlotov
4 No SLaB€tel petarAikn eicodo kat £€060

5 Noa dtaBgtel kat va pépet motonoinon CE mark

6 H kotackeudotpla etaipia va €lval motomolnuévn

katd ISO 9001 r/kat ISO 13485 pe nedio motonoinong
TNV TEXVLKI] UTTOOTHPLEN

7 H mpounBeltpla etatpia va eival motonomnpévn Kotd
ISO 9001 r/kat I1SO 13485 pe nedio miotonoinong tv
TEXVIKN umtootnpLEn kat Y.A. 1348

8 Na katatefouv Ta amattoU LEVO TILOTOTOLNTIKA
9 Na €xel eyyunon kaAng Asttoupylag touAdyiotov Suo
(2) €

O NMPOMHOEYTH2
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®YANO YMMOPODQ:H: TIATO EIAOE MEA/A:5
MAAMIKA OZYMETPA AAKTYAOY

AAA: 62IM60P1T-P42

A/A TEXNIKEE NMPOAIATPADES SYMMOP®QSH | MAPATHPHSEIS
(NAI/OXI) JTEKMHPIQZH
NPOIMOPA3
1 Na elval KovoUpyLo Ko oLETAXELPLOTO.
2 Na eival otépeo Kal avOeKTIKO 0g oKAnpN XpPNon
3 Na mAnpol BACEL TLOTOTOLNTLKWY, TG KATWOL AMOLTOELG:
Avtoxn o€ KpadoopoU¢ Kal KpOUOELG.
Nettoupyia og vypacio £wg 95% kat Ogppokpacia O - 45 °C.
To Bapocg tou va pnv unepPaivet ta ekato (100) gr.
4 Na mopéxel eudLakpLTeg aplOunTLkEG evdeifelc tou SpO2, Tou
oplOpol Twv odifswv/Aento (BPM) kat eveifelg tng éviaong
ToU TtaApoU .
5 Na €xet ikavotnta avaAuong (resolution) 1% Sp02 kal 1 BPM
6 Na €xeL ebpoc petproswg Sp02: 1-100% kot BPM: 30-240/min
7 Na €xeL akpifela petprioewv Sp02: 2% otnv neploxr 70-99%
KoL BPM: 2% 1} + 2 BPM.
8 No Asttoupyel pe aAKOALKEG UITATOpPLeg OL oTtoleg va
nieplthapBavovtal Kotd Thv mopadoaon, e AUTOVOL ouveXOUG
Aettoupylac touddaylotov S£ka (10) wpwv Kal va Stabétel
£vOel€n XOUNANC EVEPYELOKAC OTABUNG TWV UIOTAPLWV.
9 ETUTA€0oV TEXVIKA XAPOKTNPLOTIKA Ba ekTLUNBOUV.
10 | H mpoodopd va TtepLEXeL avaAUTIKI TEXVLKA Tieplypadn Tou
npoopepOUEVOU POVTEAOU, KaBWCE miong Kot va cuvodeleTal
ard eyxelpibio Asttoupyiag petadpoopévo ota eAANVIKA.
11 | H cuokeun Kotd tTnv mopadoon vo cuvodeleTal armo eyxelpidlo
Asltoupylag Kot TEXVIKO eyxeLpiSlo petadppacpéva otnv
eA\nvKn yAwaooa.
12 | Na &laBgtel motonoinon CE mark
13 | Na kototeBouv 6Aa ta {NToUEVO TILOTOTIOLNTIKA
14 | Na €xel eyyunon kaAng Aettoupylag touldyiotov uo (2) €tn

14

O NPOMHOEYTHZ
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