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N.M. : TENIKO NOZOKOMEIO K.Y.KYMHZ

FPA®DEIO AN.AIOIKHTH

TnA.22223 50140
FAX 22220 23332
e-mail : finance@gnkymis.gr

Ofua : AlaBouAeuon Texvikwy podtaypadwv yia thv popndeta « OIATPON M.T.N.» ap.mpwt.5762/19-7-19

Kuplol,

AdBape yvwon twv npodtaypadwv yia tnv Slevépyela Slaywviopo yia tnv npoundeta « DIATPON M.T.N.»
Kal Starmiotwoape ot mtephapBdvovial «pwTtoypadkéG» TTpodLaypadEg KOl KATA CUVETIELA EXOULE VO
KAVOUE TILG aKOAOUBEC mapaTNPROoELS :

1" O 0plopdC GUYKEKPLLEVWVY LEUBPOAVWIV, KL CUYKEKPLULEVWVY TPOTIWV AIMOCTELPWONC, MAPATEUNEL OE
OUYKeKpLUEVO IATpa Kal armokAglouv £TOL TEPLOOOTEPO TNV TPoadopd GIATpwWY, MEpAV TwWV dwTtoypadIKa
kaBopl{opevwy.

OL texVIKEG TIpoSlaypadEg Twv GIATpwY Kal Twv duo katnyoplwv A2 kat B2, ev apkoUvtal Ot YEVIKN
neplypadn tng {NToupevng katnyoplog diktpou, e¢eldikebovtag amAd TV aLtoUpevVn KABe dpopa emidpavela
HEPBPAVNC, TTOU OXETI{ETAL UE TOV CWUATOTUTIO TOU acBevouc, aAAd Bétouv Kol mpooBetec mpodiaypadéc. Ot
nipodlaypad£g AUTEC, TEPAY TOU OTL Sev tpoPAEmovTaL artd TO UPWTTALKO TPATUTIO TEXVLKWYV Ttpodtaypadwv
EN ISO 8637 “Cardiovascular implants and extracorporeal systems - Haemodialysers, haemodidfilters,
haemofilters and haemoconcentrators”, Suvapuel Tou omoiou xopnyeitatl n opavon CE ota ¢piltpa, kdvouyv
pntn pvela 6oov apopd oto ido¢ TG LEUPPAVNG OE EUTMOPLKA OHLLATA KOl CUYKEKPLUEVN OUVOEDN
HeUBpavne, dwtoypadilovtag CUYKEKPLUEVOUC OIKOUG KOTAOKEUNG KL KAT EMEKTAON TIPONBEVTEC.

Oa mpémel va TovioTtel 0tL n Staknpuén odelhe va kabBopilel amAd Ti¢ katnyopieg GiAtpwyv mou INTAEL He
avapopd OTA YEVIKA XOPOKTNPLOTLKA OUTWYV, XWPIE WG va TPOoXWPAEL O TEpALTEPW €ELSikeUON TWV
OUVOETIKWYV HepPBpavwy Twv didtpwy, oL onoieg Stadopomololvtal avaloya He Tn cUCTACH TOU UALKOU TOUC
KOLL TNV OPXLTEKTOVLKI TOUG.
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2. O oplopd¢ cuyKekpLLEVOU Kat povasikol Tpdmou anooteipwong eival napdvouoc, Sedopévou dtL
TiBovtal MPOcBEeTOL OPOL, TEPAV TWV ATIAUTCEWV TOU EUPWTIAIKWY TPOTUTIWY Lo Th XOPRYNoh TG CHUAVONG
CE Kol armooKomoUV Kal auTol 0ToV EPLOPLOUO TOU AVIAYWVLOMOU. ZNUELWVETOL OTL OTO OXETLKO TPAOTUTIO &€
yivetat oubepia amoAUTwE Yveia yla Tov TUTo TNG OMOoTElPpWONG, ANMAd amalTeltol Vo UTIAPYXEL AITOCTEpWOn
LLE éVav oo TOUG EYKEKPLUEVOUG TPOTIOUG AOCTELPWONG.

Elval cad£g OTL amd T oTiyun ou To GIATpo £XEL amooTelpwBOEel TOTE KAAUTITOVTAL OL AVAYKEC TLG
anooteipwonc. Eivat 6 dedopévo OTL yLa OAa Ta TPOTOVTA TTOU XOPOKTNPL{oVTAL ATOCTELPWHEVA, OTIWG
duaoka kat ta diktpa, n onuavon CE xopnyeitat adou £xel StamotwOdel n emituxng dladkaoia tng
anooteipwong. O 0pLOPOG ATOCTEIPWONC LE CUYKEKPLLEVOUG TPOTIOUC avd {ntoluevo ¢iAtpo , Kot XL 6Aoug
TouG amodekTolG TPOMOUG amooteipwong , kabopilel-dwtoypadilel mpoidvta CUYKEKPLUEVWV ETALPEIWY KaL
dnuloupyel eumodia otnv eAelBepn Slakivnon mpoidvtwy ou pEpouv vopua opovon CE.

Eilval xapaKTnploTiko OTL yiveTal pvela oUYKEKPLUEVNC amooteipwaong og kaBe IntoLevo TUTo diATpou oE
TIARPN EVAPUOVLON UE OO BETEL O CUYKEKPLLEVOC KATAUOKEVOLOTIG-TIPOUNOEVUTAC Kal Lovo.

3%, Elvat yvwoto OtL oL Staywviopol yla thv ripoprfsta pidtpwy atpokdBapong yivovtal pe KpLtipLo tnv
«XuudepOTEPN TIPOoPOPA ATTOKAELOTIKA BACEL TNC TLUAC» WG K ToUTOU Ba mpérel va anaAeldpBOouv 6pot tou
nepllappavovral otig mpodlaypadEg oag kat SnUoupyouv cUyxuon f aAAOLWVOUV TO KPLTAPLO TNG

«XOUNAOTEPNG TIUAGY

TEtolol Opol eivat ot :
-2 pATpa (610U TUTIOU MPOTLUWVTAL AUTA U peyaAUtepo KoA
-2 pATpa (510U TUTIOU MPOTLUWVTAL AUTA e ocuvteheotn dlapatotntag B2M mAncléotepa otny TN 1.

Evw Aoumov kpLtiplo tng dtaywviotikng Stadikaciag eival auto tng oupdepotepn MPoodopas OMOKAELOTIKA
BaoelL TG TWWNAC, e armAd SnAadn AdyLa n XaUNAOGTEPN TLUR, CUYXPOVWE Kal avTldaTIKWG, TTPoBAETOVTAL KOl
MPOOoBETA KPLTAPLA YLO TNV ETIAOYN TTpoUNnBeUTH, Ta omoia dev ival mpdadopa, OTAv KPLTAPLO Eival PLovo N
XOUNAOTEPN TLUA, KOl AAAOLWVOUV TO KPLTAPLO aUTO. AUVAUEL 8 TwV Kptnpiwv auvtwy (dnA. unAdtepo KoA,
ouvtedeotric StaBarotntac (SC) yia tn 62 uikpooaipivn), n avabétovoa apxr Hropei vo erihéet
TPOUNOEUTH ayvoWVTAC TO TTOLOG IPOTEDEPE TN XAUNAOTEPN TLUA. ETmA£ov Kal OAwC ek TtEPLOCOU
ONUELWVOUE, OTL Ta TTPOCBETA AUTA KpLTrplo Sev e€eldikevovtal e avadopd 08 CUYKEKPLUEVO OPLOUNTIKA
LEYEDN, aAAG oUTe Kot opileTal ouvteAeoTg BaplTnTag yLo TO KABOE KPLTAPLO XWPLOTA KO TO TIWE oUTA
ouvualovtal e TO KPLTAPLO TNC TIUAG. OL 6poL autol KataAlouV MANPWGE T APXEC TNG OVTLKELUEVIKOTNTOC Kol
Sadavelag adou emtpenouv otnv avabétouoa apyn va emAeEeL tpounBeutr OxL BAaoel pntd kaboplopévou
Kpttnplou, n opBn edappoyn Tou omoiou va pmopel va eAeyxOel AVTIKELUEVIKA, QAN LE KPLTAPLO EVIEAWG
aodplota Kat adladavr), xwpic SuvatoTNTa AVIIKELLEVIKOU EAEYXOU TOUG.

4%, Enloncg otnv npotelevtaio mapdypado twv npodiaypoaduwv avodEépetal :
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«2e mepintwon npoodopdg MPoioVToC MOV KATOOKEUATETAL O Ywpa ektocg E.E., SnAwon otnv omola va
avadEpetal o€ old (g6) ayopd (£G) KpATOUG LEAOUG......£ T Ao ToV (610 ,&lTE ATO TOV KATAOKEUOLOTH.»

O 6po¢ AUTOC TPOEPXOMEVOC Ao TTaAaldtepa xpovia , Sev eEunnpetel tov Adyo yLa tov onolio {nteitat,
T(PAKTLKA oTNV oucia Sev umdpxel Adyog yla va {nteitat apou mA£ov OAa ta £16n mou kukAopopoUv oTnV
EAAGSa pEpouv orjpavon CE.

JUudwva pe tnv Keipevn NopoBeaia, 0Aa ta «latpotexvoloyikd Mpoiovta» mou GEPOUV VOULLLO TNV GHLLOVON
CE kukAodopouv EAeUBepa otig XxwpeS tnG E.E., Ywpig kavéva meploplopd onwg opiletal otnv odnyla
93/42/E.E. kaLtnv YA AY86/I.M.01K.130648/2009 ap. 4 Nap.1.

To muotomnotnTikd CE ou ouvnBwg cUVUTIOBAAAETAL WE TIG TPoodOopEC amodelkvUeL ThV «EAeuBepn katl xwplg
TepLOPLOPOUG Slakivnon otig xwpeg tng E.E., TWV LATPOTEXVOAOYLKWV TTPOIOVTWY TIOU KOAUTITELY. Agv
XpEeLalovtal ENMUTAEOV QTOSELKTIKA OTOLXELQ TTIOU VAl TEKUNPLWVOUV TNV «EAeuBepn kal xwplg meploplopolg
Slakivnon otig xwpeg tne E.E.», apkel to miotonowntikd CE.

5%, T TIC CUYKEKPLUEVEC TipoStaypadEc Ttou TiBevtal tpog StaBoUAcucn amd tnv unnpeoia oag, xeL ek8o0sl
n anddaon 30/2016 tou Tpiuehouc Aoikntikol Edeteiou Tputodews, Kabwg Kat oL armoddoelg tng AEMM
87/2017, 1163/2018, 601/2019, ot omoisg kat avayvwpilovtol we «pwtoypadkéc» autol Tou TUTIOU oL
npodLaypadeg, mou mepLopilouv TV eAeVBePN CUUHETOXH OAWV TWV POUNBeUTWVY Kal {NTeitaL n @pon Toug
QIO T VOOOKOWELQ aUTA KAl N TpOTIoNnoinan Toug.

6°".Mpoteivoupe TNV Xprion Twv podilaypadwyv Tou xphotponotidnkav amd tnv EMY pe thv StakApuén
No0.3/2010 oL omoleg emitpénouy tnv Mpoodopd OAWV TwV GIATPWV aLOKAOPCcHC TTOU UNAPYOUV OThV
Oyopa OKOLLO KOL OUTWV TIOU HE TIG Ttapouasg podtaypadeg «pwtoypadtkd» {NTAEL TO VOCOKOUEIO oOC.
AnAadn &ev epmnodilovral oL TPOoUNBEUTEG TTOU €XOUV TOL CUYKEKPLUEVA dIATpa va Ta TIpoodEPOUV OE
Staywviopd pe mpodiaypadc xwpic «dwtoypadkolc» dpouc f SlatdeLc.

MNapakaAol e va adalpeBouv OAeg ol mpodlaypadEég mou avapEpoupe avwTEpw, «bwtoypadilouv»
ouyKekpLéva didtpa katl pépouv epnddia otnv eAelBepn Slakivnon mpoioviwy mou dpépouv tnv onuavon CE,
SladopeTika va mpooteBolV g AUTEC Kal oL SIKEC pag podlaypadEd.

Y& meplntwon mou oL ev Aoyw mpodlaypadég Sev tpomomnotnBouv kat mapafouv Staknpuén Anpociou
AlaywviopoU ,tote n Staknpuén autn Ba mpooPAndel pe kabe €vEiko LEoo.

-Mepaittépw oag kowormoloU e TiG podlaypadec Twv GiATpwv AlpokaBapong mou mpoodEpeL n eTatpeia pag
Ta omola xpnolpomnolovvtal o€ TOAAG voookopela TG EAMAS O HeETOEU QUTWYV KAl 0TO VOCOKOUELD oag, e
aplota OepameUTIKA AmoTEAECUATA.
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KATHIOPIA A2 - OiAtpa in vitro Kuf > 20ml/mmHg/h/1.0 m?, ZuvBetikéc MepBpdveg High Flux ko emuddveia
MEMBPAVNG 2 1.5 m2.

VITAL®
Oiktpa atpokaBapong High Flux series

OiAtpa awpokabapong, YPnAng dranepatotntag (High Flux), ubnAng amoédoong, dplotng
BlocupBatotntag, kat@AAnAa yla Beparmeia pe olyxpoveg uebodoug atpokabapongc.

Kataokeualovtal pe cUyXpoveg , eEEALYUEVES , CUVOETIKEG LepPpaveg alpokabapong,
moAuaBepLkn ¢ 6ouAdOVNG EUTAOUTIOUEVNG HE TTOAUBLVUATIUPOALSOVN (PVP) tpoKeLéEVOU va
emuteuxOel kaAUTePN LOPODIAKN cuunepldpopd, e€acdalilovtag £Tol aplotn Bloocuppatodtnta, Kal
vPnAéc amoddoelg kKABapong yla amoTeAECUATIKOTEPN Bepaneia.

Ta pidtpa VITAL tng véag oslpac pidtpwy “V-series” , kataokeualovrtal Pe MepiBANUA KAl KOTTAKLOL
arno moAurmpornuAévio xwpic BPA (BPA-free), yia acdaléotepn alpokaBapon Kot KaAUTepn
BloocupBatotnta.

Tumog MepBpavng : MoAva®epikn couAdpovn tomou Amical
AlaBgopa pey€On pepBpavng : 1.4m? -1.6m2-1.8m? - 2.0m?- 2.2m?
MéBobo¢ amooteipwong : AktivofoAia y’

Ta piAtpa cuvodevovtal amo apTnPLAKEG Kot PAEPIKEC YPAUUEG, KOTAAANAEG yla Ta puhxavipata tng M.T.N
TOU VOOOKOUELOU , KATAOKEUAOGUEVEC aro latpko PVC, amaAlaypévo ano ¢BaAikég evwoelg (DEHP FREE).

Epyootaoio Kataokeur¢ : Vital Healthcare Sdn.Bhd.
A/von : Lot 3, Jalan Sultan Mohamed 3,Bandar Sultan Sulaiman 42000 Palabuhan Klang, Selangor Darul Ehsan, MaAatoia.

Mwtornolinon :1SO 13485:2016 IAuavon CE :CE 0197
®opéag Mwotonoinong : TUV Rheinland, pe aptOud avayvwplong 0197
Xwpa Kataokeung : MaAatoia.

EU Representative / Avtunpdowrnog otnv Eupwnaikn Evwon:
MT Promedt Consulting GmbH, Altenhofstrasse 80 D-66386, St.Ingbert , l'epuavia.
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=ENO®QN rEPMANOZ A.E

Avawvupocg Eioaywyikn & EEaywyikn Eraipeia Iatpikwv EIdwv

ENIAOZEIZ KAOAPIHZ OIATPQN VITAL® High Flux “V-series”
Ka@dpoeig ouowwv o€ ml/min pe Qe=300ml/min - QD=500ml/min - QF=0

Katnyopia MepBpdavng Tonog KQAIKOI OrKo:z Oupia  Kpeatwivn  Owodopika KoA*
diAtpou Mepppavne/ Epyootaciou/ MApwong KuF oupiag
Erudaveia os m” EKANTY/ ml diktpou
TwwoAdynong

AZ.(Di)\tpa/in vitro/ / Polyetherosulfone V16HF/ 100 55 34,3 261 231 239 158 | 121 | 1.123,20
Kuf >20ml/mmHg/h/1.0m?,

OUVOETIKEG HEUBPAVEG 1073064/

high-flux & emudavela 1 6 14021

MepBpavng 2 1.5 m2 :

A2.0iktpa in vitro Polyetherosulfone V18HF/ 109 60 333 267 245 251 175 | 129 | 1.132,64
Kuf >20ml/mmHg/h/1.0m?, 1073065/

OUVOETIKEG HEUPPAVES

high-flux & emudavela 1 8 14022

pepBpdavng 2 1.5 m2, -

AZ-GJU\TPOL/in Vitro/ y Polyetherosulfone V20HF/ 120 66 33 275 258 264 190 | 140 | 1.450,36
Kuf >20ml/mmHg/h/1.0m?,

OUVOETIKEG HEUBPAVEG 1073066/

high-flux & emudavela 2 0 14023

pepBpdavng 2 1.5 m2, °

AZ.(Di)\tpa/in vitro/ / Polyetherosulfone V22HF/ 138 72 32,7 280 270 273 205 | 149 | 1.770,64
Kuf >20ml/mmHg/h/1.0m?,

OUVDETIKEG HEUPPAVES 1073067/

high-flux & emudavela 2.2 14024

MepBpavng = 1.5 m2, -

Anooteipwon : AktivoBolia y’,
Nadxog Tolywpdtwy = 40um
Ecwtepikn SLapetpog = 200um

*KoA/QF=10ml/min
SC20.7 (B2)
Max TMP=500mmHg

ENAEIZEIZ (eTikéta/cuokevaoia) : SUUdWVOL UE TA OXETIKA TIPOTUTIA KATAOKEUNG , TNV odnyia 93/42/EE .

JYIKEYAZIA : 24 Tepaya

KATHIOPIA B2 - ®iAtpa pe in vitro Kuf < 20ml/mmHg/h/1.0 m?, ZuvBetikég MepuBpdveg low Flux ko emiddvera
MepBpAvnG 2 1.5 m2,

VITAL®

Oiktpa apokdBapong L-series

150,

Qheck

Ap. Mecr. §1567

Kpipaiag 11-15,115 26 AGnva.TnA.210-6917178,210-6916258,
Fax: 210-6924479 e-mail : germanos @otenet.gr
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=ENO®QN rEPMANOZ A.E

Avawvupocg Eioaywyikn & EEaywyikn Eraipeia Iatpikwv EIdwv

Qidtpa atpokdboapong, xapnAng diamepatotntag (Low Flux),upning anddoong, dplotng BocupBatdtnrag,
KataAnAa yla Beparmneia pe olyxpoveg puebodoug alpokabapong.

Kataokevalovtal e oUYXPOVES , EEEALYUEVEG , CUVOETIKEG LEUPPAVEG ALLOKABAPONG , TOAUALBEPLKNAG
00UAPOVNG EUTTAOUTLOUEVNG e TIOAUBLVUATIUPOALSOVN (PVP) TipoKeLéVou va eTTeUXOel KAAUTEPN
udpoddikn cupmepidpopa, e€oodalifovrag £tot dplotn Blocuppatotnta, kot VPNAEC amodooelg kabapang
yla amoteAeopoTikotepn Oepansia.

Ta ¢iktpa VITAL tne véag oslpac dpidtpwy “V-series” , kotaokeudlovtol Pe mepiBAnUa Kol KAmaKLa ano
mioAuTiportuAévio xwpic BPA (BPA-free), yia acdaliéotepn atpokdbapon kal kaAutepn PBlocupBatotnta.

Tumog MepBpavng MoAvauBepikr) couAgadvn tomou Amical
AwoBoa peyédn pepPpavng 1.6m2- 1.8m? -2.0m2- 2.2m?
MéBodog amnooteipwong : Aktivofolia y’

ENIAOZEIZ KAOAPEHZI QIATPQON VITAL® Low Flux “V-series”
KaBdpoelg ovowwv oe ml/min pe QB=300ml/min - QD=500ml/min — QF=0

Katnyopia MeuBpdavng ToOrnog KQAIKOI Orkoz Oupia | Kpeatwivn @wodopikd Bit.  Ivou- | KoA*
dittpou MeuBpavng/ Epyoctaciou/ MAARpwong KuF B12  Aivn oupioag

Eruddveia oe m’ EKANTY/ ml biktpou
TwoAéynong

BZ.fOD\th(; in vitrc;h/ ) Polyetherosulfone V16LF/ 98 23 14.3 251 228 226 130 960,70

Kuf<£20ml/mmHg/h/1.0 m?,

OUVOETLKEG pepBpaveg low- 1 6 1073057/

flux kat emupdvela . 14014

MepBpavng > 1,5 m2

BZ-f‘Do\Tps in Vitf(;h/ R Polyetherosulfone V18LF/ 110 26 14.4 259 245 238 146 - 1.082,78
Kuf<£20ml/mmHg/h/1.0 m?,

OUVOETLKEG pepBpaveg low- 1 8 1073058/

flux kat emupdavela . 14015

MepBpavng > 1,5 m2

BZ-f‘Do\Tps in Vitf(;h/ R Polyetherosulfone V20LF/ 125 29 14.5 268 254 250 160 - 1.264,80
Kuf<£20ml/mmHg/h/1.0 m?,

OUVOETLKEG pepBpaveg low- 2 0 1073059/

flux kat emupdvela . 14016

pepBpdvng 21,5 m2

BZ-f‘Do\Tps in Vitf(;h/ R Polyetherosulfone V22LF/ 137 33 15 274 269 261 175 - 1.568,90
Kuf<20ml/mmHg/h/1.0 m?,

OUVOETLKEG pepBpaveg low- 2.2 1073060/

flux kat emupavela . 14017

pepBpdvng 21,5 m2

Anooteipwon : AktwvoBoAia y,
Maxog Toywuatwy = 40um
Eowteptkn dLapetpog = 200um
*KoA/Qr=10ml/min

Max TMP=500mmHg

Q-check

Ap. Mecr. §1567

Kpipaiag 11-15,115 26 AGnva.TnA.210-6917178,210-6916258,
Fax: 210-6924479 e-mail : germanos @otenet.gr
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Ta ¢idtpa cuvodevovtal ano aptnPLakES Kot PAEBLKES YPAUUES, KATAAANAEG YL TAL NXOVALATA TNG
M.T.N TOU VOOOKOUELOU , KATAOKEVOOUEVEG oo latpiko PVC, amaAlayuévo anod ¢OaALKEG EVWOELS
(DEHP FREE).

Epyootaoio Kataokeun¢ : Vital Healthcare Sdn.Bhd.
A/von : Lot 3, Jalan Sultan Mohamed 3,Bandar Sultan Sulaiman 42000 Palabuhan Klang, Selangor Darul Ehsan, MaAatcia.

Mwtonolnon :1SO 13485:2016 Inuavon CE :CE 0197
®opéag Mwotonoinong : TUV Rheinland, pe aptBud avayvwplong 0197
Xwpa Kataokeung : MaAatoia.

EU Representative / Avtinpdowrnoc otnv Eupwnaikn Evwon:
MT Promedt Consulting GmbH, Altenhofstrasse 80 D-66386, St.Ingbert, l'epuavia.

ENAEIZEIZ (etikéta/ouokevaoia) : SUUbWVOL LE TOL OXETIKA TTPOTUTIAL KATAOKEUNC , TNV 0dnyia 93/42/EE kal tnv
Slaknpuén.

ZYZKEYAZIA : 24 Tepdyia

Eipaote otnv 61aBeon oag yia kabe oxetikn mAnpodopia mouv Ba xpelacbeite.

Mo tnv ZENOOQN NrEPMANOZ ALE.,

«=ENO®QN FrEPMANOZ A.E.E.»
A.E.E. ETAIPEIA IATPIKQON EIAQN
KPIMAIAZ 11-15 T.K. 115 26 ADHNA
THA.: 210 6817178, 210 6816258, FAX: 210 6924479
AcD.M. 094326835, A.O.Y.: ©.AE. AOHNON
AP.M.AE 24563/01/B/91/383
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