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Hellenic Republic ba 6556:0: KT AXQPIZTEQ £ TO KHMAHE

Reason:
Location: Athens

EAAHNIKH AHMOKPATIA Abnva, 30-01-2023
YIHOYPT'EIO YI'EIAX Ap. llpwt.EZE-2346/01-02-2023
AIOIKHXH 1" Y.Ile. ATTIKHZ

I'ENIKO NOXOKOMEIO ITAIAQN

«H AT'TA XO®PIA»

Digitally signed

Tay. Alvon: Onpav & [Moradopavrorodrov — ovdn

Ymnpeoia : A/von Atowntikrg - Otkovopknig G EO RG I A by GEORGIA
Ymnpeoiog TOPALI

Ynod/ven : Owovoutkod .

B TOPALI| Dpate:2023.02.02
IMinpoo. : Indvva Kitciov 05:19:08 +02'00"
TnA. : 213 2013147, 213 2013152,

Fax:

213 2013242
213 2013118

e-mail : i.kitsiou@paidon-agiasofia.qgr

nPOxX: IMPOX KAGE ENAIA®EPOMENO

HPOXKAHXH EKAHAQXHY ENAIAG®EPONTOX I'TA THN IPOMHGOEIA ENOX (1) NEOY
HAIAIATPIKOY KYXTEOXKOIIOY XE ANTIKATAXTAXH TOY YIIAPXONTOX AOI'Q
AXYMO®OPHX EIIXKEYHX TOY, I'TA THN KAAYYH TQN ANATI'KQN TOY XEIPOYPI'EIOY
TOY NOXOKOMEIOY, ME THN AIAAIKAXIA THX AIIEYOEIAYX ANAOGEXHY (APOPA 118 KAI

120

TOY N. 4412/2016 OIIQX EXEI TPOIIOIIOIH®EI KAI IXXYEI), IIOANHX AAITANHX

€3.500,00 [IAEON ®IIA 'H €4.340,00 XYMII. ®.I1.A.24%.
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T dwrdéers :

tov N. 3329/2005 (®EK A" 81 /4-4-2005) «EOviko Xbotnua Yysiog kor Kovawvikng AAAnieyydne kou
Aoirég droTaéers» OnmG 1oy HEL GY|LEPA.

tov N. 3527/2007 (DEK A’ 25 /9-2-2007) «Kvpwon ovufdoewv vmép N.II. eromrevousvarv amd to YY&
KA kou Aowwég drataceion

tov N. 3861/2010 (DEK A" 112 /13-07-2010) «Evioyvon tns O10@paveLaS HE THY DIOYPEWTIKY QVOPTHON
VoUWV Kol TPALewVv TV KUPEPVNTIKAV, OLOIKNTIKOV KOL ODTOOLOIKNTIKWOV 0pYavwY OTO Ol0JIKTDO
"Tlpoypoyuo Aradyero” kor aAles droraleion.

tov apdpov 21 & 23 tov N. 3871/2010 (®PEK A’141 /17-08-2010) «Anuociovouikiy Aioyeipion kot
EvBovy».

tov N. 4013/2011 (®EK A" 204 /15-09-2011) «Xdoraon eviaiag Aveldptntne Apyns Anuociowv
2vupooewv kou Kevipikod Hlektpovikov Mnytpaov Anuociov Xvuficewv - Avtikotdotaon tov EKTOD
Kepodaiov tov v.3588/2007 (mrwyevtixog kwoikog) Ilpomtwyevtixy dadikacio eSvyiovons xoi GALEG
o01aTACEIC.»

tov N. 4250/2014 (DEK A’ 74 /26-03-2014) «dioiknrikéc Arlovateioeis - Katapynoeig, Zoyywvedoeig
Nowikawv Ipooonwv kor Yanpeoiwv tov Aquociov Touéa-Tpororoinon Awarilewv tov mo. 318/1992
(4°161) ko1 Aoiwés poBuiceic»

tov N.4270/2014 (®EK A" 143 /28-06-2014) «Apyéc Onuooiovouikis Oloyeipione kai emOnTELOS
(evowudrwon tne Odnyiag 2011/85/EE) - onuooto Aoyiotiké kar dAles droralelg.

tov N.4412/2016 (PEK A’ 147/08-08-16) «Anuooies Zoufaoceic Epywv, Hpounbsiov kar Yrnpeoiwv
(mpooapuoyn otig oonyiec 2014/24/EE ko 2014/25/EE)» 6mwg €xel tpomomon0el kot 1oydeL.

tov N.4472/2017 (®EK A’ 74/19-05-2017) «2vvradiodotikés diaraleic Anuosiov xou tpomomoinon
owotacewvy tov v. 438712016, uétpo epopuoyic twv oNUocIoVouIK®Y oToYWYV Kol UETOPPLOUITEWY, UETPO.

KOIVOVIKNG athpiéng kot epyoaocioxés pvluicels, Meoorpobeouo [oicio Anpociovouikns 2tpotnyixng
2018-2021 kou Aowwég draticerc. »


mailto:i.kitsiou@paidon-agiasofia.gr
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1.10 7tov N.4727/2020 (PEK A" 184/23-09-2020) «¥npioxn Aroxvfépvnon (Evewudzwon oty EAnvikny
NouoOzsoio tne Odnyiag (EE) 2016/2102 ror e Odnyiag (EE) 2019/1024) — HAektpovikes Emixoivawvieg
(Evowuarwon oro EAnviko Aikawo the Odnyiog (EE) 2018/1972) ko dAes drotaleis.»

111 tov I1.A. 80/2016 (DEK A’ 145/5-8-2016) «Aviinwn vmoypedoewy amd T00¢ O10TAKTEC.

2. Tnv v’ opB. npot.EZEE-25838/28-11-2022 Amdépaocn Atotkntov tov Noocokopegiov pe v omoio
gykpibnke n okomudtnTa Kar 1 Sevépyew dayoviopov Yo v mwpoundeia evog (1) véov
[Modratpikov Kvoteookomiov 6e aviiKatdoToon TOV VIAPYOVIOS AOY® ACVUPOPNG EMICKEVNC
TOV, Yl TNV KAALYN TOV avayKdv Tov Xelpovpyeiov tov Nocokopgiov, pe v dadikacio g
amevBeiog avabeong (apBpa 118 ko 120 tov N. 4412/2016 6mmc £xel Tpomomomn el Kot 1oyvEL),
mBoavng damavng € 3.500,00 tAéov OIIA (€ 4.340,00 cvuneprrapfavopévoo tov O.I1.A.).

To I'eviké Nocokopeio [Taidwv «H ATTA ZODIA»
c0g mpookaieli va vmofairetre mpoo@opd Yo v mpopnBeie evog (1) véov INodwarpikod
Kvoteookoniov 6 avTIKOTAGTAGT TOV VAPYOVTOS AOY® GGVONQPOPNG ETLGKEVNS TOV, Y10 TNV KAAvyn

TOV AVAYK®V TOV XEPOovpyEiov ToL NOGOKONEIOV, CURPOVE UE TO TOPAPTNHA A,

MBavi domavn: €3.500,00 TIAEON ®IIA 'H €4.340,00 XYMII. ®.I1.A.24%.

1. ONEPIEXOMENO KAI YIIOBOAH MPOX®OPQN

Ot mpocpopéc Ba katatebovy ovupmva pe tig Teyvikég podiaypapéc tov [apaptipatog A” T Tapovong.
Ot TPOGPOPES 1oYVOVY KOl OEGUEVOVY TOVG CLUUETEXOVTES Y10l 120 MUEPEG TOLAAYIGTOV ATO TNV EMOUEVT] TG
MEnc ¢ mpobeouiog vToPoAng.

Amo v avaptnon g wapovons 6to KHMAHL, o1 mpoc@opég Oa yivoviar d0eKTES 68 NAEKTPOVIKY
ROPPY) NECH TNG TAATQOPUAS NAEKTPOVIKAY dtaywvicudy iSupplies £o¢ v Agvtépo 6/02/2023 ko

opa 14:00, eved 00 kotateOodv kol o évrvan pnop@n perd TNV NAEKTPOVIKY Lofoiy Tovg ©TO
iSupplies, éog v Agvtépa  6/02/2023 ko ®po 14:30, oto Ipotékorro ot I'poppatsia TOU
Noocoxkopgiov.

2. ANAGEXH XYMBAXHX

H mpoc@opd Oa yivel dektr, €pOGOV TANPOVVTOL OL TEYVIKEC TPOdLaypapES Tov [apaptiuotoc A'.

Metd v Kowomoinon TG OYETIKNG amopaong avabeong, o avadoyoc mov Oo emdeyel, o kAnbei va
VIOYPAYEL GYETIKN GOUPACT TPOCKOUILOVTOG TOL OOLTOVUEVO SIKALOAOYNTIKG LY GUVOPOUNG TV AdY®V
amoKAEo LoV TV Tap.1 Kot 2 tov apbpov 73 Tov v. 4412/2016, Kot cuyKeKPLUEVAL:

i) omOCTOGUE TOWIKOD UNTOMOVL UE NUEPOUNVIC $KO0ONE TEAEVTOIOD TPLUAVOD TPV TNV Vofor1 TOV
N eAlelyel aVTOD, 1000VVAHO €YYPAPOV TOL €KOIGETOL OO OPUOdIO SIKOGTIKN 1] O0IKNTIKY apyn TOL
KPATOLG — LEAOLG 1] TG YDPOG KATAYMYNG 1} TNG YDPOS TOV EIVOL EYKATESTNUEVOG O €V AGY® OUKOVOUIKOG
QOPENG, 0T TO 0TT010 TPOKVTTEL OTL OEV EYEL KATAOIKOOTEL [UE AUETAKANTN SIKAGTIKY] OTOQUOT).

H vroypémon tov mponyovpévon edapiov apopd yio:

» T nepumtwoeig EINE, diotikdv keparaovyikav etapeimv ( LK.E. ), OE. ka1 EE, toug dwayeipiotéc.

» T meputocerg ALE., tov dievbovovra copPovro, kabmg kot OAa Tor pEAN TOL AlOKNTIKOD
Yvppoviiov.

» T mepmTMOGELS TMV GUVETAUPICUAOVY TO, LEAT TOL ALOIKNTIKOV ZvpPBovAiov.

»  0g OAEG TIC VIOAOITES TEPMTMGELS VOLUK®DV TPOCMITWYV, TOV KOTH TEPITTMON VOULO EKTPOCOTO.

2
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i1) ®oporoyiKn evnueEPOTNTA.
1i1) AGQOAGTIKTY EVNLLEPOTNTO.

iv) Amodektikd Eyypoeao Nopporoinong:

e [a Avovopn etopeio amotteitor o) woybov Koataotatikd g, P) oepd O.EK. odotoong,
Tpomomoloemv Kotaotatikos kot y) O.E.K., 6to omoio vapyel onpocievpévn oAdkANpn N avakoiveoon
pe 10 Atokntikd ZopfoOAo Kol TV EKTPOGOTNOY| TNG GUYKEKPLUEVNG ETALPELNS.

o T E.ILE., kodikomompévo KataetatiKo, omd 1o onoio mpokvmtet o dayelptotg g E.ILE.

o Edv o mpocpépmv givar tpocomikn etarpeia (O.E., E.E.) mpénel va Tpockopicel EMKVpm®UEVO avTiypopo
TOV TEAEVTOIOV 1GYVOVTOG KATUGTOTIKOD.

Ta vopupomomtikd €yypoeo kot otolyeior TPEMEL VO OTOJEIKVOOVY TNV €V YEVEL VOLIKY KOTAGTOOY| TOL
GUUUETEXOVTOG Kol amd autd pémel va mpokvmrovy o 1Ipdedpog, o AtevBivov Zoufoviog Kot o péAn AX.
™™g A.E. ka1 ta vadAowma TpOGOTO TOL £XOVV SIKAUMUO VO EGUEVOVY UE TNV VIOYPUPN TNG TO VOUIKO
TPOCHOTO KAl TO EYYPOPO TNG VOULOTOINGNG OVTMV, oV avTO dgv TPOKOTTEL EVOEWME AMd TO KATAGTATIKO
aVOAOY®G UE TN VOUIKT LOPOT T®V ETAPEL®V N KGO dAAov vopkoy mpocdmov. Ta guoikd tpoécmmna, Oa
vroPdAlovv évapén emndedpatog amd v avtictoryn Anuocie Owovoptkn Yanpeoio kot TG HETOPOALS

T0V.
O AIOIKHTHZX
EMMANOYHA K. [TAITAXABBAX
EXQTEPIKH AIANOMH :
Tunua [poundeimv
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INAPAPTHMA A’
TEXNIKEZX ITPOAIATPA®EX I'TA THN IIPOMHOEIA ENOX (1) NEOY ITAIAIATPIKOY
KYXTEOXKOIIOY XE ANTIKATAXTAXH TOY YIIAPXONTOX AOI'Q AXYM®OPHX
ENNIXKEYHX TOY, I'TA THN KAAYYH TQN ANAT'KQN TOY XEIPOYPT'EIOY TOY
NOXOKOMEIOY

Ymv Afnva onuepa 11.11.2022 cuvedplace m emtpony] GOVIOENG TEYVIKOV TPOSOYPAPOV Yol TNV

mpounBewa evdg (1) véov Hadatpucod Kvoteookoniov 6€ avtikatdotaon Tov LIAPYOVTOS AGY® AGLUPOPTS

EMIGKEVTG TOV, Y10, TNV KAALYT TOV avayKdv Tov Xelpovpyeiov tov Nocokopeiov, 1 oroia cuykpotinke pe
mv v’ apBp. 23494/27-10-2022 amdpacn tov Atowknrr Tov Nocokopeiov Kot omoteleitan amd Tovs:

1. Tavvéxm Aquntpa [poictapévn Xepovpyeiov
2. Nacdmovro Iodvvn [Ipoo. Ipoictépevo B.LT.
3. Biya Baoiielo HAextpoviko A.E.

Teyvikég [Ipodraypapés Lvokevng

H ovokevn Ba mpémel va KaADTTEL TIC TOPAKAT® OTOLTICELS:

. AKOUmTO YOVIOKO KVGTEOOKOTIO Ue eEmTEPIKN d1auetpo amod 7,5-9,5Char.
. No d100étetl dKpo €101KA GYEOIOAGHEVO Y10l OLLOAY] EICAYMYN.

. Na &yel pnkog 1o péytotol50mm.

Na éxer yovia 0pacng 5° yio KOAOTEPO EAEYYO TV EPYaAEi®V.

. No d1a0étel yoviokd mpocoOdiiuo.

. Na dabéter 600 kavaho epyaciog ebpovg 4,2-6 Char, étol dhote va mepvave NUIAKOUTTO KOl E0KOUTTO

gpyareia dapéTpov TovAdytotov 3-5 Char. Kabmdg kot 600 mAevpikég cLVOEGEIG VYNANG poNG mAVGONG
avappoENoNg He vEou TOTOV 1oYVPA cvvdeTikd luer lock.

. No ovvodevetal omd avTAmTOPES Y10, GUVIESN UE KOADI Yyoyxpold ¢wticuov, OLYMPUS, WOLF,

STORZ. XHvdeon high flow pe véo.

. No cuvodebetar omd TPOOTUTELTIKO KUTIO E01KO Y10, TNV OGQOAT ATOGTEIP®GN 6€ KAIPavo aTHoD Kot

amofnKeven ToL opydvov Kol TV EEPTNUAT®V oV TO amotehovy. Kabdg kat pe avtdmtopa kat fodPida
GIMKOVNG 00POAODS EICAYMYNG EPYOUAEI®V.

. Na dabéter ovuvdetikd aopaieiog stopcock véag texvoloyiag (cuvdvaouod peek kou stainless steel)

VYNANG pONG TAVONG avappOPN oG Yio EEGAENYT dLOPPOGDV.

Ievikég Atatioelg

1.

No 7mpoc@épeTor 1 SVVATOTNTO CVTIKOTAGTOONS TOL vLAdpyovrog yoiacpéivov Kvoteoockomiov
(Kveteookomo 253-200-100 pe S/N: 19-338695 tov oikov RZ MEDIZINTECHNIC GmbH), pe to
vé0 ne emuTAéov EKTTOON (€M1 OV ATOKAELGHOV). LTV OLKOVOUIKI] TPOSPopa 0o wpémer (emi morv)
UTOKAELGHOD) VO OVAYPAPETOL TOGO 1 TIUN TOV KAIVOUPYLov 660 Kl 1] TN TOL OLOPNOPPDVETAL NE
OVTIKATAGTOO TOL vIdpyoviog Kveteookomiov.

. No mapéyetor yydnon kaAng Asttovpyioag yio 000 (2) £t (emi motvi] 0TOKAEIGHOD).
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3. No katotedel avaluTikd EOALO CUUUOPPMONG TPOG TIG OVOTEP® TEYVIKEG TPOSIOYPAPEG LE AVTIOTOTYES
TOPATOUTEG OTO, EXIGTUA PVALASIO TOV KOTAOKELOGTIKOV oikov (prospectus, product data, manual k.A.x),
KT TNV VTOPOAN TG TPOSPOPAS (emi TOIVY ATTOKAEIGHOD).

Ot ovppetéyovieg Tpémel va KatabEGouV Le TNV TPOSPopd.:

a) Ta avtictorya motomomtikd ISO ToL mpounBevtn, 6GO KOl TOL KATOCKELAGTIKOD OIKOL TOL VIO
mpounfela wrpoteyvoroykol eEomiopol (EN ISO 9001:08 1 EN ISO 13485:2003, pe medio motomoinong
TNV S10KivNoN WTPOTEYVOAOYIKAOV TPOIOVIMYV 1)/KOL TNV TEXVIKT VTOCTHPIEN LUTPOTEYVOLOYIKAOV TPOIOVIMV).
B) ITANpn tekunplopéva miotomomtikd onpaveons CE, dote va wkavomolohvtol ot avTicTOLESG AmoLTGELS
Tov oxetikov odnywwv g E.E. (odnyia 93/42/EOK, o6mm¢ 1oyvel onuepa) yoo tov Vo mpoundeia
Tpotevoroykd eEomopd.

v) BePaiomon Xvppetoyns oe Eykexpiuévo Zuompa Evaiiaktikng Alayeipiong AHHE (ocopupova pe to N.
2939/2001 ko to I1.A. 117/2004 wa1 15/2006).

0) YnehBuvn dhwon 6mov Ba avaypdeetal To £py0cTdG10 KOTAGKELTS ToV véou Kuateookomniov.

€) H mpounbevtpia etaipio vo givor motomonpévn coppovo pe tv Yzrovpywkn Amogoorn AYS8S/T.I1.
oik./1348/®EK 32/16.01.2004 tov Ymovpyeiov Yyeiog.

{) H mpounBedtpro etanpio va eivar evtaypévn og cOOTNUO EVOALOKTIKNG Olayeiptong amoPAntov eddv
niektpucod Kot niektpovikov eEomhopnod (AHHE) coupova pe to N.2939/2001 ko to I1.A. 117/2004.

H wpobmoroyiebeica damdvn yo. tnv mpoundeia evog (1) Mowdwarpikod Kvoteookomiov 6€ avtikoTdoToon
TOV VIAPYOVTOG AOY® OCOUPOPNG EMICKEVNG TOV, Yo TNV KAALYN TV avaykdv Tov Xepovpyeiov Tov
Nocoxopeiov, avépyetor o€ € 3.500,00 witov PIIA (€ 4.340,00 cvpnepriopfavopévov @IIA).
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