NEPIAHWH AZ®AAEIAZ KAI KAINIKHZ ANNOAOzZHZ

SSCP-027

Ka@etipag Duo-Flow® Soft-Line®

ZHMANTIKEZ NAHPO®OPIEZ

H trapouca MepiAnyn NG AopdAciag kal KAivikAg ATrédoong (SSCP) atrookoTrei oTnv
TTapOXn TTPOCRACNG TOU KOIVOU O€E PIa EVNUEPWHEVN TTEPIANWN TWV KUPIWV TITUXWY TNG
aoQAAcIag Kal TNG KAIVIKAG atrédoong TOU 1aTPOTEXVOAOYIKOU TTPOIOVTOG.

AuTtri n SSCP dev trpoopileTal va avTikaraoTioel TIg Odnyieg XpAong wg 1o KUPIo
£Yypa®o yia 1n d1ac@AAIon TNG aoc@AAOUG XPrioNG TNG CUOKEUNG, OUTE TTPOOPICETAI VA
TTaPEXEI DIAYVWOTIKES | BEPATTEUTIKEG TTPOTACEIG O TTPOOPICOUEVOUG XPOTEG i

aoBeveic.

loxUovTa éyypaga
Eidog eyypdopou TitAog / ApIBUGS eyypdgpou
DHF 10016, 17007, 17008
ApiBuo6g apxeiou “Tekunpiwon MDR” TD-027

loTopiké avaBswpnong

AvabBewpnaon

Huepopnvia

CR#

ZUvTaKTNnG | Meprypaer) aAAaywv

EmkupwOnke

1

07NOV2022

27445

KO ApxikA YAotroinon
SSCP

O Nai, n Tapouaa ékdoon
EMKUPWONKE aTTd TOV
KOIVOTTOINUEVO OPYAVIOUO
oTnv akdéAoubn yAwoaoa:
AyyAiké

O Oy, n Tapouoa ékdoan
Oev emMKUPWONKE aTrd Tov
KOIVOTTOINUEVO OPYaVIOUO,
KaBwWg TTPOKEITAl YIO
EMQUTEUCIUO
IOTPOTEXVOAOYIKO TTPOIOV
kartnyopiag lla fy lib
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loTopiké ava@ewpnong

CER-020

ocUJPWVA HE TO

Ava@swpnon D

AvabBewpnon | Huepounvia | CR# | Zuvtdktng | Mepiypagr) aAAaywv EmKupwOnke

2 06JUN2023 |28181 |KO MpooBnkn Nai, n TTapouca ékdoan
TTPOYPUUMATIONEVNG | eTTIKUPWONKE aTTd TOV
SpaoTNEIOTNTAG KOIVOTTOINUEVO opyavIoud
KMMAA oTnv akéAoudn yAwaoaoa:
PMCF_STHD_241. | AyyAia
Evnpepwpévn O Oy, n TTapouoa €kdoon
YAWooa e 6A0 TO | 5ey emikupwBNKE OTT6 TOV
THNHa 0,‘095‘"”" YId | kovotroinuévo opyavious,
™ BeAtiwon Tng KaBWG TTPOKEITA YITt
AVaYVWOIHOTNTAG EUQUTEUOILO

IATPOTEXVOAOYIKO TTPOIOV
Katnyopiag lla n lib

3 15APR2024 |29025 |GM Evnuépwon tng O Nai, n mapouaa ékdoon
SSCP yia Tn ETTIKUPWONKE aTTd TOV
oupTrepiAnyn Tng KOIVOTTOINUEVO OPYavIoPO
MPOooBNKNG TNG oTnv akéAoudn yAwooa:
“POYP“UHGTl‘JPéVng AyyAiké
SpaoTnpidTnTag O Oy, n mapouca £kdoon
KMMAA, EpwTApaTa | 5ey emkupiBnke atmé Tov
Kol avadpopikA KOIVOTTOINUEVO OPYQVIGHO,
avdAuon dedopévwv KaBWC TIPOKEITI YIa
Truvgta, Kal EUQUTEUTIHO
gvnueEpWON TV IATPOTEXVOAOYIKO TTPOIGV
TAnpogopILY katnyopiag lla i 1B
ETTOTITEIOG META TN
81d0gon oTnv ayopd

4 16SEP2024 |29468 |GM Evnuépwon O Nai, n TTapoloa £kdoaon

EMKUPWONKE aTTd TOV
KOIVOTTOINUEVO OPYAVIOUO
oTnv akdéAoubn yAwoaoa:
AyyAika

O Oy, n Tapouoa €kdoon
dev EMKUPWONKE aTTd TOV
KOIVOTTOINUEVO OPYaVIOUO,
KOaBwWg TTPOKEITAl VIO
EMQUTEUCIUO
IATPOTEXVOAOYIKO TTPOIOV
karnyopiag lla i 1Ib
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XPHZTEZ /| ENAITEMATIEZ TOY TOMEA THZ YTEIAZ

O1 TTAnpogopicg TTou akoAouBoUv TTpoopifovTal HOVO Yia XPAOTEG/ETTAYYEANATIEG TOU
TOMEQ TNG UYEIAG. ZUPQWVA PE QUTEG TIG TTANPOQOPIES UTTAPXEI MIA TTEPIANYN TTOU

TTPOOPICETAI YIA TOUG A0BEVEIG.

1. TautoTroinon 10TPOTEXVOAOYIKOU TTPOIOVTOG KAl YEVIKEG TTANPOPOPIES

Eptropikh(eg) ovouaaia(eg) TpoidvTog

KaBetripag Duo-Flow® Soft-Line®

ETmwvuyia kal d1eUBuvon KATOOKEUQOTH)

Medical Components, Inc.
1499 Delp Drive
Harleysville, PA 19438 HINA

Eviaiog apiBudg kataxwpions (SRN) Tou
KATOOKEUQOTH

US-MF-000008230

Baoikog avayvwpioTIKOG KwOIKOG
1atpoTexvoAoyikouU Trpoiévrog (UDI-DI)

00884908301MS

Mepiypa@r / Keipevo ovouaTtoAoyiag
IATPOTEXVOAOYIKWYV TTPOIOVTWYV

F900201 - MNpoocwpivoi KABETAPES Kal KIT alJokabapong

Kartnyopia cuokeung

Huepopnvia ékdoong Tou TIPWTOU
moToTroinTikou CE yia autd 10
IATPOTEXVOAOYIKO TTPOIOV

MapTiog 2001

Emmwvuyia e€ouciodotnuévou
avTiTpoowTrou Kal SRN

Gerhard Fromel

EupwTraiog puBuIoTIKOG EUTTEIPOYVWHOVAG
Medical Product Service GmbH (MPS)
Borngasse 20

35619 Braunfels, epuavia

SRN: DE-AR-000005009

ETmwvuyia koivotroinuévou opyaviguou
Kal eviaiog apiBudg avayvwpiong

BSI Group The Netherlands B.V.
NB2797

Ta 10TPOTEXVOAOYIKA TTPOIOVTA TTOU EUTTITITOUV OTO TTEQIO EQAPUOYNG TOU TTAPAVTOG
Eyypagou cival OAa Ta 0T KABETAPWY aIgokdbapang Bpaxutrpdbeoung didpkKeiag.

O1 apiBpoi e¢apTnUATWY TOU 10TPOTEXVOAOYIKOU TTPOIOVTOG OPYAVWVOVTAI O€ KATNYOPIES
TTapaAAaywv. AuTd Ta 1IATPOTEXVOAOYIKA TTPOIOVTA DIAVEUOVTAI WG XEIPOUPYIKOI dioKOl,
o€ OIAPOPES DIAPOPPWOEIG, CUPTTEPIAAUBAVOUEVWY TWV EEAPTANATWY KOl TWV
BonBnTikwv cuokeuwy (BA. evoTnTa “EEapTtripaTa TToU TTPpoopiovTal yia Xprion o€
ouvOUaoud PE TO 1ATPOTEXVOAOYIKO TTPOIOV”).

MapaAAayég 10TPOTEXVOAOYIKWYV TIPOIOVTWV:

Meprypaen rapaAAayng Api8udg(o1) eSapTAATOG
EuBuypappog kabetipag Duo-Flow Soft-Line 11,5F x 12 cm 1348G
MpoouoTtreipwpévog kabetripag Duo-Flow Soft-Line 11,5F x 15 cm 1388G
EuBuypappog kabetripag Duo-Flow Soft-Line 11,5F x 15 cm 1346G
MpoouoTreipwuévog kabetrpag Duo-Flow Soft-Line 11,5F x 20 cm 1389G
Eubuypappog kabetipag Duo-Flow Soft-Line 11,5F x 20 cm 1347G
Eubuypappog kabetipag Duo-Flow Soft-Line 11,5F x 24 cm 1364G

AplOuog eyypadou: SSCP-027
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Mepiypaen mapaAAayng Ap10u6g(o1) e§apTAATOG
EuBuypappog kabetpag Duo-Flow Soft-Line 7F x 10 cm 1352G-10
EuBuypappuog kabetipag Duo-Flow Soft-Line 7F x 7 cm 1352G-7
EuBuypaupog kabetpag Duo-Flow Soft-Line 9F x 12 cm 1349
EuBuypappog kabetripag Duo-Flow Soft-Line 9F x 15 cm 1350
EuBuypappog kabetripag Duo-Flow Soft-Line 9F x 20 cm 1351
Xeipoupyikoi diokol:
Kwdikog ApiBuog .
KaTaAdyou e€apTApATOG Meprypaon
DJST710 1352G-10 Baagikd Zet kaBeTripa aipokaBapong Duo-Jet® Soft-Line® dimrhou auAou
7F x 10 cm
DL7/10 1352G-10 Baaoikd get kabetripa aipokdBapong Duo-Flow® Soft-Line® Nikkiso dimTAou
aulou, 7F x 10 cm
T114ME 1348G Baaoikd Zet kaBeTripa aipokaBapong Duo-Flow® Soft-Line® SimmAoU auhou
11,5F x 12 cm
T1161JS-2E. 1388G Baaoikd geT TipocuoTrelpwuévou KaBeTrpa aipokadapong Duo-Flow®
Soft-Line® d1ImrhoU auAoU pe Trrepuyia ITTARG paeng 11,5F x 15 cm
T116ME 1346G Baaoikd Zet kaBeTripa aipokaBapong Duo-Flow® Soft-Line® SimmAoU auhou
11,5F x 15 cm
T118IJS-2E. 1389G Baaoikd geT TipocucTrelpwévou KaBeTrpa aipokadapong Duo-Flow®
Soft-Line® d1ImrhoU auAoU pe Trrepuyia ITTARG paeng 11,5F x 20 cm
T118ME 1347G Baoiké ZeT kaBeTripa aipokdBapong Duo-Flow® Soft-Line® SimTAo’ auhou
11,5F x 20 cm
T119M 1364G Baoiké ZeT kaBeTripa aipokdBapong Duo-Flow® Soft-Line® SimTAo’ auhou
11,5F x 24 cm
T73M 1352G-7 Baoiké ZeT kaBeTripa aipokdBapong Duo-Flow® Soft-Line® SimTAo’ auhou
7F x 7 cm
T74M 1352G-10 Baoiko ZeT kabetripa aigokdBapong Duo-Flow® Soft-Line® dimrhoU auAou
7F x 10 cm
T94M 1349 Baoiko ZeT kabetripa aigokdBapong Duo-Flow® Soft-Line® dimrhoU auAou
9F x 12 cm
TI96M 1350 Baoiko ZeT kabetripa aigokdBapong Duo-Flow® Soft-Line® dimrhoU auAou
9F x 15 cm
T98M 1351 Baoiko Zet kabetripa aipgokdBapong Duo-Flow® Soft-Line® dimrhoU auAou
9F x 20 cm

AlapoppwoeIg XEIPOUPYIKWYV BioKWV:

TUmog SiIapdépPwong ESapTipaTa KIT

(1) KaBetripag

(1) Odnyo cuppa

(1) MpowBNnTPag 0dnyou GUPUATOG
Baoiko ot Duo-Flow® Soft-Line® (1) BeAova

(1) NuoTépl

(1) AlaoToAéag

(2) Mwpa dkpou

AplOuog eyypadou: SSCP-027 AvaBewpnon syypadou: 4
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2. MNMpoBAeTépEVN XPRON TOU IATPOTEXVOAOYIKOU TTPOIOVTOG

O1 kaBetipeg Duo-Flow® Soft-Line® rpoopifovTal yia Xprion os evAAIKEG aoBeveig
pe o&gia ve@pikn BAGRN (AKI) A xpdvia veppikr) vooo (CKD) yia Toug oTroioug n
Aaueon Kevipikr QAEPIKA ayyelakr TTpodofacn yia aiyokdBapon Bpaxeiag diGpKeIag

MpoBAetTépEVN . : ; . ’ ) )
X KpiveTal amrapaitntn Baoel TNG KaBodrynong atmo €I8IKEUYEVO Kal TTIGTOTTOINUEVO
Xpnon 1atp6. O KaBeTpag TTpoopideTal yia XpAoN UTTO TNV TAKTIKY £££€Taon Kal
agloAéynon KaTtapTIOPEVWY ETTAYYEAPATIWV TOU TOUED TNG UYEIXG.
AuTdg 0 KaBeTpag TTpoopifeTal yia epdTtag xprion Hoévo.
O kabetnpag Duo-Flow® Soft-Line® evdeikvuTtal yia BpaxutrpdBeaun xprion é1ou
‘Evdeign(eig) aTTaITEITaI AyYEIakn TTPOcRacn yia AiyoTepeg atmo 14 nuépPEG yia To OKOTTO TG

aipgokabapaong.

ZT0XEUOUEVOG(OI)

O1 kaBetipeg Duo-Flow® Soft-Line® rpoopifovTal yia Xprion o€ evAAIKeG aoBeveig
pe o&gia ve@pikn BAGRN (AKI) A xpdvia veppikr) vooo (CKD) yia Toug oTroioug n
Aaueon Kevipikr QAEPIKA ayyelakr TTpdofacn yia aiyokdBapon Bpaxeiag SiGpKeIag

TAnBuopbg(on) KpiveTal atmrapaitntn Bdoel TNG KaBodrynong ato EIBIKEUPEVO Kal TTIGTOTTOINUEVO
1atpd. O kaBeTpag dev TTPoopPIeTal yia XpRon o€ TTaIdIaTPIKOUG aoBeveic.
e [vwaoTég i} TBavoAoyoUueveS aAAepyiec o€ OTTOIOOATIOTE ATTO TA
PGS el o ZEO;%TTS ?Jf :)(:sz f/oc()?\:nlsg 1r-]r T(())'l'Lcj’)\}/( I(-;-VTEV5£I'KV Tal yia a00evEig TT0
TTEPIOPICHOI v POTEX v P ural y s Tou

TTapoucidlouv ooBapn, un eAeyxopevn diatapaxn TnG TNENS R
BpopuPoTrevia.

3. Neprypa@n 10TPOTEXVOAOYIKOU TTPOIOVTOG

Eikéva 2 - KaBetripag Duo-Flow® Soft-Line® (TrpocucTtreipwuévog)

AplOuog eyypadou: SSCP-027 AvaBewpnon syypadou: 4
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Mepiypaen
IATPOTEXVOAOYIKOU
TTPOIGVTOG

Duo-Flow® Soft-Line®

O kabetnpag Duo-Flow® Soft-Line® agaipei kal emoTpé@el aipa yéow dUo
SlaxwpIouéEVWY 0160wV auAol. K&Be auAdg ouvOEETal OE MIO YPAMUN TTPOEKTACNG
ME XpwHAaTIKG KwOIKoTToINUEVA BNAUKAG BuouaTa luer. To onueio petdBaong PeTagu
QUAOU Kal TTPOEKTAONG PUAGCOETAI EVTOG KOAOUTTIOU. TOOO 0 apTnPIaKOS 000 Kal O
QAEBIKOG QUGG TTEPIEXOUV TTAEUPIKEG OTTEC. O KOBETAPaG TrEPIEXEI BENKO BApIo
TTPOKEIPEVOU YIa TN BIEUKOAUVOT TNG ATTEIKOVIONG UTTO AKTIVOOKOTTNON )
akTivoypagia. O kaBetripag diatiBeTal ye eUBUYPAPMO 1) TIPOCUCTIEIPWHEVO AUAD
o diagopa ueyédn French kai prkn yia va IKAVOTTOINOEI TIG TIPOTIMAOEIG TOU
1aTPOU Kal TIG KAIVIKEG AVAYKEG.

Duo-Jet® Soft-Line®

O kaBetrpag Duo-Jet® Soft-Line® agaipei kal emoTpéPel aipa péow dUo
SlaxwpIouEVWY 0160wV auAoU. K&Be auAdg ouvOoEETal OE MIO YPAMUN TTPOEKTACNG
ME XpWHAaTIKG KwOIKoTToINUEVA BNAUKG BuopaTa luer. To onueio petdBaong PetTagu
QUAOU Kal TTPOEKTAONG PUAGCTETAI EVTOG KaAOUTTIOU. TOCO 0 apTnPIaKOS 600 Kal O
QAEBIKOG AUAGG TTEPIEXOUV TTAEUPIKEG OTTEC. O KOBETAPAG TTEPIEXEI BENKO BApIO
TIPOKEIPEVOU YIa TN BIEUKOAUVOTN TNG ATTEIKOVIONG UTTO AKTIVOOKOTTNON 1)
QKTIVOYpa@ia.

Nikkiso Soft-Line®

O kabetrpag Nikkiso Soft-Line® agaipei kal eToTpéQel aipa péow dUo
SlaxwplopEVwy 8160wV auAou. KadBe auAdg ouvOEETal OE PI YPAPUT TTPOEKTACNG
ME XpwHaTIKG KwdIKoTToINuéVA BNAUKG Buopata luer. To onueio petdBaong petagu
QUAOU Kal TTPOEKTOONG PUAGCOETAI EVTOG KaAOUTTIOU. TOCO 0 apTnPIaKOS 600 Kal O
QAEBIKOG AUAGG TTEPIEXOUV TTAEUPIKEG OTTEC. O KOBETAPAG TTEPIEXEI BENKO BApIO
TIPOKEIPEVOU YIa TN BIEUKOAUVOT TNG ATTEIKOVIONG UTTO AKTIVOOKOTTNGON N
QKTIVOYpa@ia.

YAk / ouaieg TTou
£pxovtal o€
ETTA@N ME TOV 10T
TOoU 0oBgvoug

Ta elpn TTOCOOTWY OTOV TTAPAKATW TTivaka Baaifovtal oTta Bdpn Tou KABETAPA
7F x 7 cm (7,48 g) ka1 Tou kaBetipa 11,5F x 20 cm (9,94 g).

YAik6 % Bdpog (k-B.)
MoAuoupeBavn 37,75-46,38
ZUPTTOAUUEPEG OKETAANG 19,28-25,63
MoAuBivuloxAwpidio 19,23-25,56
AkpiAoviTpiAio BouTadiévio oTupdAio 7,81-10,38
Oeiko Bapio 0,68-5,01
BuBévio 0-2,28

ZnUeiwaon: cUPQWVa PE TIG 0dnYieg XPrRong, To IATPOTEXVOAOYIKS TTPOIOV
avTevoeikvuTal Yo aoBeveig ue YVWOTEG ) TTIBavoAoyoUueveG OAAEPYIEG OTA
TTAPATTAVW UAIKG.

MAnpogopieg
OXETIKA PE TIG
QPAPHOKEUTIKEG
0OUgieG OTO
IATPOTEXVOAOYIKO
TTPoidV

AlY.
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Mwg n cuokeun
ETTITUYXAVEI TOV
TTPOPRAETTOPEVO
TPOTTO AgITOUpYiag
me

O1 kaBetrpeg aipokdBapang eival KEVTPIKA TOTTOBETNUEVOI CWARVES TTPOCRACNG.
‘Evag TuTnKOG KaBETpag alokaBapaong XpnOIUOTIOIE évav AETTTO, EUKAPTITO
owAAva. O cwAnvag €xel 000 avoiypata. O cwAAvag eI0AYETAI OE PIG HEYAAN
QAEBa. H pAéBa cival cuvABwg n éow agayiTida eAERa. To aipya avappo@daTtal
Méow evog auAoU Tou KaBeTrpa. To aipa péel oTo Pnxavnua algokadapong HEow
€VOG EexwpPIoTOU 0T cWANVWY. To aipa oTn ouvéxeia UTTORAAAETaI O€
emeepyaaia kal QIATpdpeTal. To aiya eTOTPEPEl aTOV A0BeVH JEow Tou OeUTEPOU
auAoU. AuTto TO 1aTPOTEXVOAOYIKG TTPOIOV XpnaoldoTrolEiTal dTav n aigokabapon
TPETTEl va EeKIvoel apéowg. O aoBeveig uTTopei va punv €Xouv AIToupyikod
KOATTOKOIAIOKO aupiyyio A poéoxeupa. H aiyokdBapon Tou KaBeTApa
TTpayuaTOTIOIEITAI CUVABWG € BpaxuTTpdBeaun Bdon.

To TTePIEXOUEVO EiVal ATTOOTEIPWHEVO KAl N TTUPETOYOVO EQOCOV N CUCKEUATIa

E¢apTiuaTta TTou
TIpoopiovTal yia
xpnon oe
ouvOuaouod UE TO
TTPoIdV

HAHPO(ROpIEg Oev €xel avoixTei kal dgv £xel uTTooTel BAGRN. ATTooTEIpwONKE pe o&eidio Tou
aTToGTEIPWONS alBuAeviou.
Mponyouueveg Ovopa mponyoupevng yeviag | Ala@opég atrd To TTapOV I0TPOTEXVOAOYIKO TTPOIGV
YEVIEC /
TTapaAAayég AN Ay
Ovopa egaptAparog Mepiypaer) e€apthpaTog
MNa yevikn evdoayyelakr xpAon yia Tn diIeUKOAuvon
Oodnyé ouppa TNG ETTIAEKTIKAG TOTTOBETNONG IATPOTEXVOAOYIKWV
TTPOIGVTWY TNV AVATOMIa TOU ayyEiou.
MpowBnTrpag odnyou Borlbnua yia Tnv eilcaywyn Tou 0dnyou cUpPaTog
oUpUaTOG oTn PAEBa-aTd)O.

BeAdva sicaywyéa

XpnoiyoTrolgital yia 1n dIadEPUIKA E1I0aywyn
odnNywv CUPHATWV.

laTpoTexvoAoyIKS TTPOIdV KOTTHG KaTd TN dIdpKeEIa

NuaTépi XEIPOUPYIKWYV, TTABOAOYIKWV Kal SEUTEPEUOUT WV
IATPIKWV ETTEPPRACEWV.
2xedloopévog yia dladepIKA eicodo o€ éva ayyeio
AlooToAéag TTPOKEINEVOU Va BIeupuvBei TO dvolyua Tou ayyeiou
yia TV TOTTOBETNON VOGS KABETAPA OE PIa GAERA.
Mdpa Gkpou MNa va diatnpeital kaBapdg Kai va TTPooTaTeUETAl O

KaBeTAPag luer peTagl Twv BEPATTEIOV.

AMN\EG OUOKEUEG N
IATPOTEXVOAOYIKA
TTPOI6VTa TTOU
TTpoopiCovTal YIO
Xpnon o
ouvOUaouO UE TO
TTPOIOV

Ovopaaoia CUOKEUAG N
TTPOIOVTOG

Meplypa@r] GUOKEUNG 1) TIPOIGVTOG

2Upiyya

ZuvdéeTal oTn BeAdva eicaywyéa yia va Bondnoel
0T GUAANWN TNG ETTICTPOPAG TOU aiaTOg POAIG N
BeAova icaywyéa SIATPACEI T OTOXEUPEVN
PAEBa, atroTpétTovTag TNV eUBOAA aEpa.
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4. Kivduvol Kal TTpoEIBOTTOINCEIG

‘OAeg ol Xelpoupyikég diadikaaisg evéxouv Kivduvoug. H Medcomp® éxel epapudoel
dladikaaoieg diaxeipiong KIvOUVOU yia va eVTOTTICEI KAl va JETPIACE! TIPOANTITIKA
QUTOUG TOUG KIVOUVOUG GTO PETPO TOu duvaTtou, Xwpig va eTTNPEACEl apvnTIKA TO
TIPOPIA 0PEAOUG-KIVOUVOU TOU 1ATPOTEXVOAOYIKOU TTPOIGVTOG. META TOV PETPIAOUO,
01 UTTOAEITTOUEVOI Kivduvol Kal N TeaveTnTa EPPAVIONSG AVETTIOUUNTWY EVEPYEIWV
a1ré TN Xprion autol Tou TrpoidvTog Trapapévouv. H Medcomp® éxel diamoTwoel
OT11 6AoI 01 uTTOAEITTOUEVOI KivOuvol gival atTodekToi OTav eEeTAlOVTAI OE OXEON PE TA
avapevopeva KAIVIKG o@éAn Tou kaBeTpa Duo-Flow® Soft-Line® kai Ta opéAn
AAAWY TTOPOUOIWY IATPOTEXVOAOYIKWY TTPOIOVTWYV aIoKABapong.

Tomog umroAeimmopevng | MiBavég avemBUPNTEG EVEPYEIEG TTOU OXETIOVTAI
BAaBng pe TN BAGRN
AAAepyIKN avTidpaon AM\epYIKA avTidpaaon
Aucavegia oTnv EUPUTEUPEVN GUOKEUN
Algoppayia Alpgoppayia (uTTopEi va givalr coapn)
Aaipagn
Algoppayia pnpiaiag aptnpiag
Alpédrwpa
Aipoppayia
OmiaBotrepiTovaikn aipgoppayia
Kapdiakd €1re106010 Kapdiakr appubpia
Kapd1akOg ETITTWHATIONOG
YTTOAEITTOUEVOI E“,BOM Eppoq O‘éf’a
Kivduvol Kal Noiuwgn BakTnpiaipia
aveTmOUUNTES /E\V,5°K‘gpﬁ”'5° 0 €665
< oipwen oTo onueio ¢6dou

v I
EVEPYEIES 2nyaipia
AlgTpnon AidTpnon KATw KoiAng QAERaAG
Pri&n Tou ayyeiou
Aidtpnon Tou ayyeiou
MveupoBwpakag
AlaTpnon 6e§loU KOATTOU
AidTpnon uttokAgidiag apTnpiag
AiaTpnon dvw KoiAng GAERag
21évwon DAeBIkA oTéVWwaon
TpaupaTioudg 10ToU TpaupaTiopdg Bpaxidviou TTAEYPATOg
Nékpwan Tou anueiou ££6d0u
TpaupaTiopdg pecobwpakiou
MAgUPITIKGG TPAUNATIONOG
Opdéupwon Opdupwaon KevTpikAG GAERAG
OpoduBwaon aulou
OpbéuBwaon utTokAEidIag AERAG
Ayyelakr 8poupwaon
AIdQOopEeG ETTITTAOKEG AugAeiToupyia kaBeTApa
BAGBN pnpiaiou veupou
Alyobwpakag
Ec@aApévn TomoBETnon
Prén Bwpakikou TTépou
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Kartnyopia
UTTOAEITTOMEVNG
BAdBng acBevoug

MoooTIK6G TTPOCSI0PICHOG UTTOAEITTOPEVWV
KIVOUVWV

KatayyeAieg katd Tn
@AoN TTOU ETTETAI THG
Xopnynong adeiag
KUKAo@opiag
(1 lavouapiou 2018 -
31 Aekepppiou 2023)

ZupBavra KMVAA

Movddeg Tou
TTwARBNnkav: 28.628

Movddeg Tou
MeAeTAONKav: 0

% TWV CUTKEUWV

% TWV CUOKEUWV

AAAepyIKN avTidpaon

Aev €xel avapepBei

Aev €xel avapepBei

Algoppayia 0,003% Aev €xel avapepBei
Kapdiako £1meioodio Aev €xel avagepOei Aev €xel avagepOei
EuBoAn Aev éxel ava@epOei Aev €xel avagepBei
Noipwén Aev €xel avapepBei Aev éxel avagpepdei
Aidtpnon Aev éxel ava@epBei Aev €xel avagepBei
>1évwan Aev éxel ava@epOei Aev €xel avagepBei
Tpaupatiouédg 1IoToU Aev éxel ava@epBei Aev €xel avagepBei
Opodupwan Aev éxel ava@epOei Aev €xel avagepbei

MpocidoTtToINoeig
Kl TTPOQUAAEEIG

MapartiBevTal o1 €¢1¢ TTpoEIdOTTOINOEIS Yia Tov KaBetipa Duo-Flow® Soft-Line®:

e Mnv e10dayeTe TOV KABETAPA O€ ayyeia TTou €xouv uTToaTEl BpouBwaon.
e  Mnv TpowBeite TO 0dNYO CUPUA i TOV KABETAPA €AV GUVAVTACETE

acuvnBioTn avrioTaon.

e  Mnv e10ayeTE 1) ATTOOUPETE TO 0ONYO oUPUA pe dUvapn atrd OTToI0dNTTOTE
eCdptnua. Eav 1o 0dnyd ouppa utroaTei {nuid, T0 0dny6 cUpua Kal
OTTOIOOATTOTE OXETIKO EEAPTNUA TTPETTEI VA aPaipeBoUV padi.

e Mnv eTavVATTOOTEIPWVETE TOV KABETAPA 1] Ta EEAPTANATA UE

OTTOIOVONTTOTE TPOTTO.

o To TTePIEXOPEVO Eival ATTOOTEIPWEVO KAl N TTUPETOYOVO £QOCOV N
ouoKeuaaia dev £xel avoixTei Kal dgv £x€1 uTTooTEl BAGRN.
AMOZTEIPQOHKE ME O=EIAIO TOY AIOYAENIOY.

e  Mnv emavaxpnoIYOTIOIEITE TOV KABETAPA 1) Ta £€APTANATA, KABWG
EVOEXETAI VO PNV €XEI KABAPIOTEN KAl ATTOAUPAVOET ETTAPKWG N CUOKEUN,
YEYOVOG TTOU UTTOpEi va 0dnynRoel o€ JOAuvon, S1IA0TTacn Tou KaBETHpa,
BAGRN Tou 1aTPOTEXVOAOYIKOU TTPOIOVTOG A avTidpaacn oTnv evooTogivn.

e Mnv xpnolpoTroIEiTE TOV KOBETAPA ) Ta EEAPTAUATE TOU £GV N CUCKEUATIa

éxel Olappayei A £xel uttooTel BAGRN.

e  Mnv xpnoiyoTroigitTe TOV KABETAPA 1) Ta EEAPTAMATA TOU €AV gival opaTod
OTT0100ATTOTE ONUAdI POOPAG TOU TTPOIOVTOG A av €xel TTAPEADEI N
nuepounvia Angne.

e Mnv xpnoipoTrolgite aixpunpd avTIKEIUEVA KOVTE OTOUG CWANVEG

TTPOEKTACNG | OTOV AUAS Tou KaBeTAPA.

e  Mnv xpnoiyoTroigite YaAidl yia TNV aQaipean eMOEOUWV.
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MapartiBevTal o1 €¢1¢ TTPOPUAGEEIS yia kaBeTripa Duo-Flow® Soft-Line®:

EAEyxeTe TOV QUAO KAl TIG TIPOEKTACEIS TOU KABETAPA TTPIV KAl JETA OTTO
KGOe BeparTreia yia TUXOV @BOPEG.

MNa TNV ammoQuyh atuXnPATwy, EAEYXETE TNV ACQAAEIO OAWV TWV TTWHATWV
KAl TwV OUVOETEWY YPAUUAG aiuaTog TIPIV Kal HETA atrd KABe Beparreia.
XpnoiyoTtrolgite pévo cuvdéopoug TUTTou Luer Lock (ue oTreipwpa) e Tov
OUYKEKPIPEVO KaBETApa.

2TN OTTAVIO TTEPITITWON TTOU pia TTAAPVN A €vag OUVOEOUOG ATTOOTTACTEI
atd KATToI0 £€APTNUA KATA TN OIAPKEIQ TNG EI0AYWYAS A XProng,
ekTEAEOTE OAQ TO aTTApPAITATA BrPOTA KAl HETPA TTPOPUAAENG yIa TV
QATTOTPOTIA TNG ATTWAEIAG AipaTog 1 TNG EPPOANG aEpa Kal aQaIpECTE TOV
KaBeThpa.

Mpiv eTMIXEIPATETE TNV €1I0AYWYH TOU KABETAPA, TTPETTEI VA £EOIKEIWOEITE PE
TIG TOAVEG ETTITTAOKEG KaI TNV ETTEIYOUCA QVTIYETWITION TOUG O€ TTEPITITWAN
EMPAVIONG TOUG.

2€ TTEPITITWON ETTAVEIANPPEVNG UTTEPROAIKNG GUTPIENG TWV YPOUUWV
QiaTog, TWV CUPIYYWYV KAl TWV TTWHATWY, eVOEXETAI va TTPOKANBET BAGRN
aTov oUvdeapo Kal va pelwBei n didpkeia Cwng Tou.

O kaBetApag Ba utrooTei Cnuid dv XpnoIuoTToINBEi SIaPOPETIKOG
OQIYKTHPAG ATTO AUTOV TTOU TTAPEXETAI JE TO OCUYKEKPIPEVO KIT.

Mnv ToTTOBETEITE TPIYKTAPES KOVTA OTOUG ouvOéapoug TUTTou Luer Lock
Kal TNV TTAAPVN Tou KaBeThpa. H ToTroBéTnon Tou OQIYKTPa
emavelAnuuéva atnv idla Béon uTTopEi va @Beipel oTOUG CWAAVEG.

NOITTEG TITUXEG
TToU oxeTiCovTal
ME TNV ac@AAsia
(Tr.X. EMITOTTIEG
OI0POWTIKEG
EVEPYEIEG
QO0QAAEING, K.ATT.)

MNa tnv TTepiodo atod Tnv 1n lavouapiou 2019 éwg Tnv 31n Maptiou 2023
kataypagenkav 12 katayyeAieg yia 24.408 povadeg Tou TTwARBNKav, YE TO
OUVOAIKO TTOo00TO KaTayyeAIwv va avépyetal o1o 0,049%. Aev ava@épBnkav
TEPIOTATIKA OXETICOPEVA PE BavaTo. Kavéva cupdav dev 0drynae o€ avakAnon
Kartd mn didpkela TG TTEPIGOOU ETTAVELETAONG.

5. NMepiAnyn NG KAIVIKAG agloAdynong Kal Tng KAIVIKAG TTapakoAoUuOnong HETA Th
81a0eon oTnv ayopd (KMMAA)

TTPOIOV

MepiAnwn Twv KAIVIKWV dEBOUEVWYV TTOU OXETICOVTOI ME TO EEETACOUEVO 1IATPOTEXVOAOYIKO

KAivikn BiBAloypagia

2UVOAIKEG
TEPITITWOEIG

ATravTNOEIg épEUVag

Aedopéva KIMMAA ,
XPNOTWV

70 (& 88 TTepITTTWOEIG
HIKTAG KOOPTAC)

70 (& 88 TrepITITWOEIG

0 , ,
MIKTAG KOOPTH|G)

1

H kAIvikf) atrédoon PJeTPRBNKE Pe TN XPAON TTAPAUETPWY TTOU TTEPIAAUBAvOoUY, JETAEU AAAWY, TO XpOVo
TTAPAPOVAG, TA ATTOTEAEGUATA TNG EI0AYWYIG TOU KABETAPA Kal TN GuXVOTNTA AVETTIOUUNTWY EVEPYEIWV.
O1 kpioIpeg KAIVIKEG TTAPAUETPOI TTOU £EMXONOAV aTTO QUTEG TIG HEAETEG TTAnpOoUCAV Ta TTPOTUTTA TTOU
opifovTal OTIG KATEUBUVTHPIEG YPAUMES AVaQOPIKA JE TNV TEXVOAOYia aiXung. Aev uTipéav atrpOBAETTTEG
QVETTIBUUNTEG eVEPYEIES 1) AANEG UWNAEG EP@AVIOEIG QVETTIBUUNTWY EVEPYEIWV TTOU avIXveUBnKav o€
Kapia a1ré TIG KAIVIKEG SpaoTnPIOTNTEG.
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O1 kaBetipeg STHD Tng Medcomp® utroBdAAovTal Kal TTPETTEN va UTTORBANBOUY ETTITUXWG O€
TTPOCOPOIWKEVN OKIUN XPAong ME OKOTTO TNV avatrapaywyn 30 nUEPWVY XpRonNg we HEPOG TNG
QVATITUENC TOU IaTpOTEXVOAOYIKOU TTpoidvTog. O kabeTripag Duo-Flow® Soft-Line® mépace emTUXWS aUTA
TN OoKiur. O1 KAIVIKEG 00nyieg ouvIOTOUV TOV TTEPIOPICHO TNG XPHONS TTPOCWPIVWV KABETAPWY
QINOKABaPaNG XWPIG TTEPIXEIPIOES Kal Xwpig arpayya o€ 2 efdouddeg kat avwTaTto opio (KDOQI 2019),
wWOoTO00, N OIAPKEIQ XPONG AUTWV TwWV KABETAPWY TToIKIAAEI avaAoya e Ta dlaBéaiua KAIVIKG aToixEia
TIOU £XEI TOUTOTTOINOEI O KATAOKEUAOTNG HEXPI OAPEPA. AV Kal Ta UAIKG kaBetipwv TG Medcomp®
TTEPIEXOUV N ATTOIKOBOWNGIUA TTOAUPEPH, O TTANPWG AEITOUPYIKOI KABETAPES UTTOPOUV va apaipeBolv
yia GAAOUG AGYOUG, OTTWG YIa TTAPAdEIYUA VIO TV AVTIMETWITION YIAG avOeKTIKAG AoipwEng, Tnv aAlayn
NG Bepartreiag. H dnuoaoicupévn KAIVIKA BIBAIOypagia dev ETTIKEVTPWVETAI TTAVTA GTN QUOIKK SIAPKEIQ
CwNG evog KaBEeTAPA yia auToug Toug AGyoug. ZTnv TrepimTwan Tou kabetripa Duo-Flow® Soft-Line®,

69 kaBeTrpeG gixav péao xpovo Tapapovig 36,4 nuépeg [95%Cl: 0-73,6 nuépeg] oUpPwva PE TNV
KAIVIKI) Xprion TTou €xel ava@epBei péxpl orjpepa. Me Baon auTtég Tig TTANPo@opies, oI KABETAPES
Duo-Flow® Soft-Line® éxouv didpkeia {wng 30 nuepwv. Qatdoo, n amdeaocn yia TNV agaipeon f/kail Ty
QVTIKATACTAON Tou KaBeTApa Ba mpétrel va BacifeTal aTnv KAIVIKF atrédoan Kal avaykn Kal 0xl o€
OTTOIOONTTOTE TTPOKABOPICUEVO XPOVIKO GhuEio.

MepiAnwn KAIVIKWV OEBOPEVWV OXETICOPEVWV E TNV AVTIOTOIXN CUOKEUN (av IoXUEI)

Ta KAIVIKG aToixeia atré Tn dnuoaieupévn BiBAloypagia kal TNV KAIVIKA TTapakoAoUBnon PETa Tn didbean
otnv ayopd (KMMAA) £xouv TTapax0ei €I0IKA yIo yVWOTEG Kal AyVWOTEG TTAPAAAQYEG TOU UTTO €6£TaON
IATPOTEXVOAOYIKOU TTpoidvToG. H aitioAoyia iIcoduvapiag otnv eTTikalipotToinuévn €KBean KAIVIKAG
aglohéynong Ba katadeifel 0TI Ta dlaBEéTipa KAIVIKA GTOIXEIO yia auTéG TIG TTapaAAayég eival
QVTITTIPOCWTTEUTIKA TOU EUPOUG TWV TTAPAAAQYWYV TOU IATPOTEXVOAOYIKOU TTPOIOVTOG OTNV OIKOYEVEIQ
TTPOIOVTWV.

MapaAAayég mou BacifovTtal o€ Icoduvapia: |MapaAlayég TTou cuvelicPEPOUV O€ KAIVIKA
o Eidikég Tapalhayég Duo-Flow® Soft-Line® | dedopéva:
e Duo-Flow® Soft-Line® (AyvwoTn TrapaAiayn)

Aev uttdpxouv KAIVIKES ) BIOAOYIKEG DIOQOPES METAEU TTAPAAAQYWYV EVTOG TNG OIKOYEVEIAS TTPOIOVTWYV Kal
ol MOAVEG ETTITITWOEIG TWV TEXVIKWY Olapopwv Ba eEopBoAoyiaTolv GTNV ETTIKAIPOTTOINKEVN €KOEDN
KAIVIKNG a&loAdynong.

MepiAnwn KAIVIKWYV dedopévy aTTd €pEUVeES TTPO TNG 818sang oTnv ayopd (av 1IoXUEl)

Agv xpnoigoTroifénkav 1aTpoTeEXVOAOYIKA TTPoIdvVTa TTPO TNG d1ABeong OTnV ayopd yia TNV KAIVIKA
aglohdéynon Tou 1aTpoTEXVOAOYIKOU TTPOIGVTOG.

MepiAnwn Twv KAIVIKWV deBOUEVWYV aTTO GAAEG TTNYEG:
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Mnyn: NepiAnyn dnuooisupévng BiBAloypapiag

H trponyoupevn BIBAIOYPAPIKA EpEuva OXETIKA PE TNV KAIVIK TEKUNPIWGN €XEl ETTIOTPEWEI Tpia
onuooieupéva dpbpa BiIBAIOYpagiag TTou avTITIPOCWTTEUOUV 70 €IBIKES TTEPITITWOEIG TNG OIKOYEVEIOG TOU
I1aTpoTeEXVOAOYIKOU TTpoidvTog Duo-Flow® Soft-Line® kai eTritTAéov 88 TTEPITITWOEIC PIKTAG KOOPTAS
ouPTTEPIAGPBAVOUEVNG TNG OIKOYEVEIOGS 1ATPOTEXVOAOYIKWY TTPoIdVTWY Duo-Flow® Soft-Line®.

Ta apBpa TepieAduBavav duo avadpouikég peAéTeg (Amira et al. kan Park et al.) kai yia avagopda
mepimTwong (Fuentes et al.).

BifAioypagia:

Amira CO, Bello BT, Braimoh RW. A study of outcome and complications associated with temporary
hemodialysis catheters in a Nigerian dialysis unit. Saudi journal of kidney diseases and
transplantation: an official publication of the Saudi Center for Organ Transplantation, Saudi
Arabia. 2016;27(3):569-75.

Fuentes, A. D., Rubio, G. T., Acuia, C. A., Rubio, F. D., Milic, F. B., & Troncoso, P. C. (2023). Near-
fatal cocaine intoxication in an infant with thrombotic microangiopathy associated with multiple
organ failure. Revista Paulista de Pediatria, 42, e2022159.

Park HS, Choi J, Kim HW et al. Exchange over the guidewire from non-tunneled to tunneled

hemodialysis catheters can be performed without patency loss. The Journal of Vascular
Access. 2018;19(3):252-7.

MnyR: PMCF_Medcomp_211

H €peuva xpnoTtwv TnG Medcomp éAafRe aTTavVTACEIC ATTO UYEIOVOUIKO TTPOCWTTIKO TTOU €ival EEOIKEIWMPEVO
ME TN YKAMa TTpoidvTwy TG Medcomp.

20 a1rd TOouG £pWTNOEVTEC aTTAvTNOaV OTI O idI0I i} OI EYKATAOTATEIG TOUG £XOUV XPNCIMOTTOIRCEI
KaBeTAPES aIpokaBapong pakpoTTpdBeoung diapkeiag Tng Medcomp, pe 1 ammd Toug epwTnBEVTEG va
XPNOIUOTTOI0UV TO 10TPOTEXVOAOYIKO TTp0oidv Duo-Flow® Soft-Line®. Aev Trapartnpridnkav dia@opég oTig
YVWUES TWV XPNOTWY YIa TOug KaBeTNpeG aipokdBapang Bpaxeiag SIGPKEIAg avapopIKa e Ta TTAEOV
TPOCPATA PETPA EKBACNG TTOU OXETICOVTAI E TNV ACQAAEIQ Kal TNV atrddoan 1 JETAEU TwV TUTTWV
IATPOTEXVOAOYIKWYV TTPOIOVTWY TTOU OXETICOVTAI E TNV ACQAAEIQ i} TNV ATTOdOC.

Ta akéhouBa onpeia dedopéviwv CUAEXBNKav atrd XprRoTeG KABETApWY alpokdbapang
BpaxutrpdBeoung diapkeiag Tng Medcomp (n = 20):

o (Méon amokpion kAipakag Likert) O1 kaBeTApeg Asitoupyolv OTTwG TTpoBAéTTeTal - 4,8 / 5

o (Méon amokpion kAipakag Likert) H ouokeuaoia emtpémel Tnv dontrtn mapouciacn -4,9/5
o (Méon amoékpion kAipakag Likert) To 6¢geAog utrepTepei Tou Kivduvou - 4,7 / 5

o Xpoévog mmapauovAg (n = 19) - 15,74 nuépeg (95%Cl: 6,3-25,1)

Ta akéAouBa onpeia dedopévwy KaTaypagnkav atrd xprRoTeg kabetrpwyv Duo-Flow® Soft-Line® tng
Medcomp (n = 1):

(Méon amokpion kKAipakag Likert) Or kaBetrpeg Asitoupyouv 6TTwg TTpoPAETTETaN - 5/ 5
(Méon amrokpion kAipyakag Likert) H cuokeuaaia emiTpéTrel Tnv AonTrTn TTapouciacn -5/5
(Méon atravtnon Baoel kAipokag Likert) To épeAog utrepTepEi TOU KIVOUVOU - 5/ 5

Xpévog mmapapovAg (n = 1) - 14 nuépeg

"evikn TTEPIANWN KAIVIKNG a0@AAEIOG Kal atTddoong
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Metd amé emavegéTaon Twv dedopévwy Tou KabeTrpa Duo-Flow® Soft-Line® atrd oAeg T TInyEg, gival
duvaTdv va cuvaxBei ToO CUUTTEPACTUA OTI TO OPEAN TOU IGTPOTEXVOAOYIKOU TTPOIOGVTOG UTTEPTEPOUV TWV
OUVOAIKWV KaI JEUOVWHEVWY KIVOUVWY, OTAV TO IATPOTEXVOAOYIKO TTPOIOV XPNOIMOTIOIEITAl OTTWG
TPORAETTETOI ATTO TOV KATAOKEUAOTH. H yWWUATEUON TOU KATAOKEUAOTHA Kal ToUu agloAoynTr Tou KAIVIKOU
EUTTEIPOYVWHOVA gival 6Tl 0l dpacTnPIOTNTEG, TOOO Ol OAOKANPWHEVEG OGO Kal 01 €EEAICTOUEVEG,
ETTAPKOUV YIa TNV UTTOOTAPIEN TNG ACQAAEING, TNG ATTOJOTIKOTNTAG KAl TOU ATTOOEKTOU TTPOQIA
0PEAOUG/KIVOUVOU TWV €V AOYW IGTPOTEXVOAOYIKWYV TTPOIOVTWV.

Anpooigupévn KAIviki
‘EkBoo kateubuvTipla | EmBupnTtA BiBAIoypagia Agdopéva KITMAA
n odnyia (MAéov Tdon (EgeTagbpevo (E€eTalopevo Tpoiov)
mPOoPATA) TTPOIOV)
Amodoon
i 14 nuépeg
36,4 nuépeg
Xpbvog Mavw amd 1 (MNepiAnyn (PMCF_Medcomp_211)
rapayovig 8 nuépeg g?s&?glal;mi\:xn? Amokpion KAipakag Likert 5 /5
ypaglas (PMCF_Medcomp_211)**
Aev ava@épBnkav
ETMITTAOKEG KATA TNV
Emepatika ., o €lIoaywyn ATTokpion KAipyakag Likert 5/ 5
amroteAéopara | VW TOU 95% ! (NepiAnyn (PMCF_Medcomp_211)*
dnuooicupévng
BiBAIoypagiag)
Anpooigupévn KAIviki
‘ExBac KareubuvTipla | EmOuunti BiBAlIoypa@ia Aedopéva KIMMAA
n odnyia (MAéov Tdon (E§eTalopevo (E€eTalopevo Tpoiov)
mPOCPATA) TPOIOV)
Aoc@dAsia
BokTnolaiLia NAiyétepa ato 0,25-1,73 avd
o ET?C% ;\J/ 7,8 TTeploTaTIKG 1.000 nuépeg
X € ngv n CRBSI ava XpnRong kaBetpa | ATTokpion KAipakag Likert 5 /5
KcttjesTr']pa 1.000 npépeg l (MepiAnyn (PMCF_Medcomp_211)**
(CRBSI) Xprong Tou dnuooigupévng
KaBeTrpa BiIBAIoypaepiag)
NiyoTtepa atréd
3,5 repioTaTikd

2uxvoTtnTa MOAuvong aTo ) ] .

. . . ; . ATTokpion kKAipakag Likert 5 /5
MOAuvong oTo |onueio €6dou ava ! AA -
onpeio £¢6dou 1.0Q0 nUEPES (PMCF_Medcomp_211)

Xpnong Tou
KaBeTApa

DAEBIKG /yotepa amo 000 bt

0p6uRo Trgou 11,4 TTEPIOTATIKA ’ ’on“Tgug
op ;TJI,@TQGI : CAVT avd | legee’l‘é o ATékpion kAipakag Likert 5/ 5
X M 1.000 npépec =P (PMCF_Medcomp_211)**
TOV KaBeTrpa i (MepiAnyn
Xpnong Tou A
(CAVT) KABETRO dnuooigupévng
P piBAIoypagiag)

* To AA utrodnAwvel 0TI dev UTTAPYXOUV OESONEVA YIA TNV TTAPANETPO TWV KAIVIKWV OEDOUEVWV.
**H PMCF_Medcomp_211 pwTnoe Toug epwtnBEVTEG, £AV CUNPWVNOAV O€ KAigaka 1-5, o011 n euTTEIpia
TOUG O€ OX€0n Pe KABe ékBaan ATav n idia ] KAAUTEPN aTTd TA KPITHPIO ATTOO0XNG OPEAOUG/KIVOUVOU.
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2UVEXNAG N TTPOYPAUUATIOUEVN KAIVIKE TTapakoAouBnaon YeTd Tn 81d6san otnv ayopd (KIMMAA)

Meprypaen

2KOTTog

Avagopd

Xpovodidypappa

MoAukevTpIKr) o€Ipd
TTEPIOTATIKWYV O€ ETTITTEDO
aoBevoug

2UNAoyn TTPOOBETWY KAIVIKWV

OedouEVWY YIa TO
1ATPOTEXVOAOYIKO TTPOIdV

PMCF_STHD_241

40 tpiunvo 2025

AvalAtnon otnv

EvTommouég Kivouvwy Kal

OOKIPWV

kaBetripec Medcomp®

; .| TGogwv e TN Xprion KaBeTApWV SAP-HD 10 Tpipnvo 2025

eykekpipévn BipAioypagia QILOKABOPONC
. . Evromopdg kivouvwy Kal
Avq(nmg n [3|B)\|oypacp|ag TAoEWV PE TN XpHon Tou LRP-STHD 30 Tpiunvo 2025
KAIVIKAG TEKUNPiwong ; -
IOTPOTEXVOAOYIKOU TTPOiGVTOG

AvalAtnon otn ouvoAIkn | MpoodlopICUOG ouvEXICOUEVWV
Bdon 0edouEVWY KAIVIKWYV | KAIVIKWYV SOKIUWY TTOU agopoulv AY 30 Tpiunvo 2025

Agv €xouv evtoTTIoTE AvadUOUEVOI KivOUVOI, ETTITTAOKEG I ATTPOCOOKNTEG ACTOXIEG TOU IATPOTEXVOAOYIKOU
TpoiévTog atré TIg dpacTnpIoTnTeg TNG KMMAA.

6. MOavég eVOAAAKTIKEG BEpATTEUTIKEG AUCEIG

O1 KAIVIKEG KaTEUBUVTAPIES YpappéG TNG MpwToBouAiag yia TNV TTOIOTNTA TWV OTTOTEAECHATWY
ve@pikwy TTadrnoswv (KDOQI) 2019 £xouv XpnoIKoTToINGEi yia va UTTOCTNPIEOUV TIG TTAPAKATW
OUOTAOCEIG VIO BepaTTeieg.

aigokdBapon pHEow
KaBeTRpa

auToxopnynon atod Toug
idloug Toug aoBeveig

Ogpartreia O@éAn MeiovekThpaTa Baoikoi kivbuvol
KOATTOKOINIGKO | e AlGAUPO POVILNG e ATtaiTeital Xpévog yia e 2TéVWOn
oupiyyio ayyelakng Tpoécacng wpigavon o Opdupwon
o XaunAdtepn ouxvotnta |[e  OpIouEVES POPES e Avelpuoua
ETMITTAOKWV a1Té TV arraireital e Tveuyovikn utTépTacn
]
L]

20vOPONO UTTOKAOTTAG
2nyaipia

KaBetrpag .
aipgokabapaong

Xproiuog yia ypriyopn
ayyelok TpéoBacn
XWPIg TOTTOBETNUEVO
KOATTOKOINIOKO OUpiyyIO
Mrtropei va
XPNOIYoTToINOEI WG

Agv gival yéviun Auon .

H duoAcitoupyia Tou

KaBeTrpa uTTOpEi Va °
OlaKOWEI TNV TAKTIKA .
Beparreia .

To 6pelog dev gival ioo

MeTeyxelpnTikn
aipgoppayia

Noipwén

Opodupwon

Meliwpévn pon aipatog
o& OUOAEITOUPYIKO

aipgokaBapan

Agv atraiteital voonAeia,
uTTOpPEI Va
TTpaypaToTroInGei o€
OTTOIOOATTOTE KOBA PO

HEPOG

peTaBatiki pEBodog yia 6Aoug Toug KaBeTrpa
aigokaBapong PeTagu TANBUCpOUG a0BevWY  |e  Kapdiayyelakd
OIaPOPETIKWY BepaTTeEIV ETTEICODIN
e Xxnuatioudg Bnkapiou
Ivwdoug yupw atrd ToV
KaBeTrpa
e Inyaipia
MepiTovaikn o AIyOTEPO TTEPIOPIOTIKN e Hkd&Bapon Twv ¢ [epitovimida
aigokdBapon diaita amd Tnv TTPOCHEILEWY o Xnyaipia

TTEPIOPICeTal aTTO TN PO
TOU JIaAUNATOG
aigokabapang kai TNV
TTEPITOVAIKA TTEPIOXN

Ymrep@opTwon pe uypd

AplOuog eyypadou
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O¢partreia O@éAn

MeiovekThpaTa

Baoikoi kivduvol

MeTaudoxeuon |e

vEQPOU og oUyKpion PE TV
aigok&Bapaon Kat' oikov

o  XaunAoétepog Kivduvog
Bavdartou oe oUyKpion WE
TNV aigok&Bapon Kar’
oikov

o Alydtepol dIATPOPIKOI

ME TNV aipgokdbapaon kar’
oikov

KaAUTepn 1To16tnTa {WNRG

TTEPIOPICHOI 0€ GUYKPION

Atraitei 66Tn, yeyovog
TTOU UTTOPEI va TTApPEl
Xpovo

Mo piyokivduvo yia
OpPIOEVEG OUGOEG

(nAikiwpévol, dlaBnTiKoi, ©avaTtog
K.ATT.) "Epppaypa Tou
O aoBevng TpéTTel va HUOKaPBiou
AapBAvel QAPAKEUTIKA |4 EykepaAikd

aywyn Kata tng
amoppIYng yia 6An Tou
™ qwn

H @apuakeuTIKr aywyn
KATA TNG aTTOPPIYNG EXEI
TTOPEVEPYEIES

Opdupwaon
Aipoppayia
AToppagn oupnTpa
Noipwén

ATToppIwn opydvou

OMokAnpwpévn | e
OuvVTNPENTIKN
aywyn

NiyoTepo emBaAAduevo

oUyKpIon JE TV
alpgokaBapan

e Alatnpei TNV TTPOCWTTIKA
IKavoTToinon

QOPTIO CUPTITWHATWY O€

Mrropei va emdeIvwoel
TNV KAIVIKI] KOTAOTOON
Aev £xel oxedlaoTei yia
Tn BepaTreia, aAAd yia
TNV eAaxioToTroingNn
QVETTIOUUNTWY EVEPYEIWV

H BepaTreia ptropei va
MNV EAQXIOTOTTOINOEI
TOUG KIVOUVOUG TTOU
oxetiCovtal pe TNV XNN

7. NpoTeivopevo TTPOPiA Kal EKTTaidEUON YIO XPAOTES

H eicaywyr, o XEIPICKOG Kal n agaipean Tou KABETAPA TTPETTEI va ViVETAI OVO aTTO E1I0IKA
TOTOTTOINUEVO 10TPG A AAANO TTIOTOTTOINUEVO HEAOG TOU 1OTPIKOU TTPOCWTTIKOU UTTO TNV

KaBodriynon 1arpou.

8. Ava@opd o€ TUXOV EVOPHOVIOHEVA TTPOTUTTA Kal KOIVEG TTpodiaypa@ég (CS)

TTOoU eapuodovTal

Evappoviopévo
TPOTUTTO 1| KOIVEG
mPOodIaypaPég

Avafswpnon

TitAog N repiypan

BaBuég
OUHHOPPWONG

EN 556-1 2001

ATTooTEIpWON 1ATPOTEXVOAOYIKWV
TTPOIOVTWY. ATTAITHCTEIG YIA TOV

XOPOKTNPIOKO TWV 1IATPOTEXVOAOYIKWV
TpoidvTwy wg “ANOXTEIPOMENQN”.
ATTaITAOEIG YIa TEAIKG OTTOOTEIpPWHEVA

MARPNg

1ATPOTEXVOAOYIKA TTPOIOVTA

EN ISO 10555-1

2013 + A1: 2017

Evdoayyelokoi KaBeTHPEG.
ATTOOTEIPWUEVOI KOBETHPEG KOl KOBETHPEG
Miag xpriong. MevikéG aTTaITACEIG

MAnpEng

EN ISO 10555-3

2013

Evdoayyelokoi KaBeTrpeg.
ATTOOTEIPWHEVOI KOBETHPES KAl KABETHPES

piag xpriong. KaBethpeg KevTpikng GAEBag

MARPNg

EN I1SO 10993-1

2020

BioAoyikA agloAdynon 1aTpoTEXVOAOYIKWV
TTPOIGVTWY - Mépog 1: AloAdynon kai
dokiuég oTa TTAdiola pia diadikaoiag
dlaxeipiong Kivouvou

MAnpEng

AplOuog eyypadou: SSCP-027
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Evappoviopévo
TPOTUTTO | KOIVEG | AvaBewpnon TiTAog R} TrepIypaen
mPOdIaypaPEég

BaBuég
OUPPOPPWONG

BioAoyikA agloAGynan 1aTpoTEXVOAOYIKWV
TTPOIOVTWY - Mépog 7: YTTOAEippaTa
aTTO0TEIPWONG PE 0&EidIo Tou alBuAeviou -
Tpotrotroinon 1: E@appoyn Twv
EMTPETOUEVWV OPIWV YIO VEOYVA Kal
Bpéon

BioAoyiki} agioAdynan 1aTpoTEXVOAOYIKWV
TTPOIOVTWY - Mépog 18: XNuUIKOG

EN ISO 10993-18 2020 XAPOAKTNPIOUOG UAIKWY IATPOTEXVOAOYIKWV MARPENS
TTPOIGVTWY OTO TTAQiCIO JIag digpyaaciag
dlaxeipiong dlakivduveuong
AtrooTeipwpévol evdoayyeIaKoi

EN ISO 11070 2014 + A1:2018 |eioaywyeig, dIaOTOAEIG Kol oUpuaTa MARPNG
kaBodriynong piag xpnong

ATTOOTEIPpWON TTPOIOGVTWY UYEIOVOUIKAG
epiBaAwng. O&eidlo Tou aiBuAeviou.
ATTQITACEIG YIa TNV aQVvATITUEN, ETIKUPWON
Kal EAeyX0 pouTivag piag dladikaaoiag
ATTOOTEIPWONG YIA IATPOTEXVOAOYIKA
TTpoIdVTa

ATToOTEIPWON TTPOIOVTWY UYEIOVOUIKNG
EN1SO 11138-1 2017 ePiBaAywng - BioAoyikoi deikTeg - Mépog 1: MARPNG
evikég ammaITAoEIg

ATTOOTEIPpWON TTPOIOGVTWY UYEIOVOUIKAG
TePIBaAAWNC - BioAoyikoi deikTeg - Mépog 2:
BioAoyikoi &eikTeG yia diepyacies
aTrooTeipwang Pe 0&eidio Tou alBuleviou
ATTOOTEIPWON TTPOIOVTWY UYEIOVOUIKNG
TePiIBaAWNG. BioAoyikoi OeikTeG -
KaBodnrynon yia tnv €mAoyn, Tn Xpron Kal
TNV EPUNVEIQ TWV ATTOTEAECUATWY
ATTOOTEIPWON TTPOIOVTWYV UYEIOVOUIKNG

EN I1SO 11140-1 2014 TePiBaAYNG - Xnuikoi deikteg Mépog 1: MARPNG
levikég ammaITAoEIg

2UuoKeuaaoia yia TEAIKA aTTOOTEIPWHEVA
1aTPOTEXVOAOYIKA TTPOIGVTA. ATTAITHOEIG YIA
UAIKd, ouoTAuaTta oTeipou gpayuoU Kal
OUCTAUATA CUCKEUATIOg

>uokeuaaia yia TEAIKE aTTooTeEIpwHEVa
IATPOTEXVOAOYIKA TTPOIOVTA. ATTAITACEIG
EN ISO 11607-2 2020 ETMKUPWONG YIa TIG BIOdIKACIEG MARPNG
dlaudpewWaong, oPPEAYIoNS Kal
ouvapuoAdynong

ATToOTEIPWON TTPOIGVTWYV UYEIOVOUIKAG
TepiBaAWng. MikpofioAoyikég péBodol.
MpoodiopIoudg evog TTANBUCOU
MIKPOOPYQVIOUWYV CGTA TTPOIGVTA

EN ISO 10993-7 | 2008 + A1: 2022 MARPENS

ENISO 11135 | 2014 + A1: 2019 MARPENS

EN ISO 11138-2 2017 MARPENS

EN ISO 11138-7 2019 MARPENS

EN 1SO 11607-1 2020 MARPENS

EN ISO 117371 2018 + A1: 2021 MNAARpPNg

AplOuog eyypadou: SSCP-027 AvaBewpnon syypadou: 4
‘ExSoon 3.00 QA-CL-200-1 (oeAiba 16 amd 29)



Evappoviopévo
TPOTUTTO | KOIVEG | AvaBewpnon TiTAog R} TrepIypaen
mPOdIaypaPEég

BaBuég
OUPPOPPWONG

laTpoTeXVOAOYIKG TTPOIOVTA - ZUCTNUA
EN ISO 13485 2016 + A11: 2021 | diaxeipiong TTOI0TNTAG - ATTQITHOEIG VIO MARPENS
PUBNICTIKOUG OKOTTOUG

KAIVIKRA €pguva 1aTPOTEXVOAOYIKWV
EN ISO 14155 2020 TTPOIOVTWY Yia avBpwTtroug - OpBr KAIVIKA MARpPNG
TTPAKTIK)

KaBapoi xwpol kal guvaQr] eEAeyXoueva
epIBAAAovTa - Mépog 1: Tagivounon Tng
KaBapdTnTag TOU aéPa KATA OUYKEVTPWON
owpaTidiwv

KaBapoi xwpol kai guva@r) eEAeyxoueva
TepIBAAAovTa - MEpog 2: MNapakoAouBnon
yIQ TNV TTOPOXN OTOIXEIWV OXETIKA PE TNV
amdédoaon Tou Kabapou Xwpou 6oV
agopd TNV KaBapidTNTa TOU aépa KATA
OUYKEVTPWON CWHATIBIWY

EN ISO 14644-1 2015 MARPENS

EN ISO 14644-2 2015 MARPNg

latpoTexvoAoyika TTpoidvTa. Egapuoyn
EN ISO 14971 2019 + A11: 2021 | diaxeipiong KivOUVOU OTA IATPOTEXVOAOYIKG MARPNG
TpoiévTa

laTrpoTeXVOAOYIKG TTPOIGVTA - ZUMPBOAG
TTPOG XPAON KE TIG ETIKETEG, TIG ONUAVOEIG
Kal TIG TTANPOPOPIEG TWV
1ATPOTEXVOAOYIKWYVY TTPOIOVTWY TToU Ba
TTapacyebouv - Mépog 1: Mevikég
ATTAITHOEIG

evIKEG aTTAITAOEIG YIa TNV ETTAPKEIN TWV
EpPYaaTNPiwV dOKIHWYV Kal Babuovounong
latpoTexvoAoyiké TTpoidvTa - ETToTrTeia
2020 META TN &1d0gon oTnv ayopd yia MARPNG
KATOOKEUAOTEG

2021 latpoTexvoAoyikd TTpoidvTa - MAnpogopieg
TTAPEXOPEVEG OTTO TOV KATAOKEUQDTH)
latpoTexvohoyikd TrpoidvTa - Mépog 1:

EN 62366-1 2015 + A1: 2020 | E@appoyn TnG TEXVIKAG XPNOIUOTNTAG O€ MARPNG
10TPOTEXVOAOYIKG TTPOIOVTA

ISO 7000 2019 Fpagika oGpBoAa yia xprion ge
eCommAiouo. Kataxwpliopéva oUuBola
Kwvikd e€apTtiuaTta ge KwviKOTNTa 6%
1986 (Luer) yia oupiyyeg, BeAdveg Kal opIouévo
AdAAo 1aTpiké eE0TTAIOUOS - Mépog 1: Tevikég
ATTaAITACEIG

Kwvikd e€aptiuaTa ge KwviKOTnTa 6%
(Luer) yia aupiyyeg, BeAOVEG Kal OPICUEVO
AGAAo 1aTpIkG €EOTTAIOUO - Mépog 2:
E¢aptipaTa KAEIdWPATOG

EN 1SO 15223-1 2021 MARPENS

EN ISO/IEC 17025 2017 MARPNg

PD CEN ISO/
TR 20416

EN ISO 20417 MARPNg

MepikA

ISO 594-1 MARPENS

ISO 594-2 1998 MARPNG

AplOuog eyypadou: SSCP-027 AvaBewpnon syypadou: 4
‘ExSoon 3.00 QA-CL-200-1 (oegAiba 17 amd 29)



Evappoviopévo

. A . , . . . BaBuoég
TPOTUTTO | KOIVEG | AvaBewpnon TiTAog R} TrepIypaen CULLGOOWS
mPOdIaypaPEég HHOPPWANS
KAvikr) agloAdynan: Odnyieg yia Toug
MEDDEV 2.7.1 Avab. 4 KATAOKEUAOTEG KAI TOUG KOIVOTTOINMEVOUG I'I)\r']pr]g

opyaviopoUg oupgwva e Tig Odnyieg
93/42/EOK ka1 90/385/EOK
KATEYOYNTHPIEX TPAMMEZ A
MEAETEZ KAINIKHZ
NMAPAKOAOYOHZHZ META AINO TH
MEDDEYV 2.12/2 Avab. 2 AIAGEZH ZTHN ArOPA NMOY A®OPOYN MARpPNG
IATPOTEXNOAOTIKA MPOIONTA
OAHIOZ I'A KATAZKEYAZTEZX KAl
KOINOIOIHMENOYZ OPI'ANIZMOYZ

ATtraitoupeva KAIVIKG aToIxEia yia
1aTPOTEXVOAOYIKA TTPOIGVTA TTOU gixav
MDCG 2020-6 2020 TTponyoupévwg onuavBei ye ouavon CE MARPNG
oUpewva Je TIG 0dnyieg 93/42/EOK N
90/385/EOK

MpdTUTTO OYXEDIOU KAIVIKAG
TTapakoAouBnong petd tn diadeon oTnv
MDCG 2020-7 2020 ayopd (KIMMAA) Odnyog yia MARPNG
KOTOOKEUQOTEG KAl KOIVOTTOINUEVOUG
opyaviououg

MpoTuTro €kBeoNG agIOAGYNONG KAIVIKAG
TTapakoAouBnong petd m didBeon oTnv
MDCG 2020-8 2020 ayopd (KIMMAA) Odnyog yia MARPNG
KOTOOKEUQOTEG KAl KOIVOTTOINUEVOUG
opyaviopoug

KaBodriynon oxeTika pe To BASIC UDI-DI

MDCG 2018-1 Avab. 4 Kal TIg aAAayég oo UDI-DI MAneng
MDCG 2019-9 2022 I'I£Q|)\r]tpr] ao@AaAeiag Kal KAIVIKAG MAfpng
amédoong
ASTM D4169-22 2022 MpdéTutreg TTIPOKTIKEG YIa €\eyxo m‘r’o6oong MAfipng
EMTTOPEUPATOKIBWTIWY KAl CUCTNUATWY
MpdéTutrn nEBODOG BOKIYNAG YIa TNV
ASTM F2096-11 2019 avixveuon HeyaAwv dlappowv ot MARENe
OUOKEUQTIO JE ECWTEPIKI) CUUTTIEDT
(dokiunR @uoaAidwv)
MPOTUTTN TTPAKTIKA YIQ TN OAUAVON
ASTM F2503-20 2020 1ATPOTEXVOAOYIKWY TTPOIOVTWV KAl GAAWV MARENe

€1IdwV yia acpdAcia o€ TTePIBAAAOV
MayvnTIKOU GUVTOVIOHOU
MpdéTutreg péBodOI BOKIPAG yia ToV
ASTM F640-20 2020 TTPOCdIOPIoUS TNG AKTIVOOKIEPOTNTAG VIO MARPNG
1aTPIKA Xpron

MMpATUTIN TTPAKTIKK YIO TNV TIPOETOIPATIO
ASTM D4332-14 2014 doxeiwv, CUCKEUACIWY N eEapTUATWY MARPNG
OUOKEUOTIag yIa SOKIWN

AplOuog eyypadou: SSCP-027 AvaBewpnon syypadou: 4
‘ExSoon 3.00 QA-CL-200-1 (oegAiba 18 amd 29)



Evappoviouévo Babuo
TPOTUTTO 1} KOIVEG | AvaBewpnon TiTAog R} TrepIypaen OHOS

To0d z OUpHOPpPWONG

poolaypageg
) Kavoviouég (EE) 2017/745 Tou
Kavoviopde (EE) 2017 EupwTraikoU KoivoBouAiou kai Tou MARPENS
2017/745 .
> UpuBouAiou

AplOuog eyypadou: SSCP-027

‘ExSoon 3.00
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AZOENEIZ

NMEPIAHWYH AZDAAEIAZ KAl KAINIKHE ANMOAOZHZ
AvaBswpnon: SSCP-027 Avab. 4
Huepopnvia: 16 Zetrréupplo 2024

H trapouca MepiAnyn NG AopdAciag kal KAivikAg Atrédoong (SSCP) atrookoTrei oTnv
TTapPOxn TTPOCRACNG TOU KOIVOU OE PIa EVNUEPWHEVN TTEPIANWN TWV KUPIWV TITUXWYV TNG
aoQAAcIag Kal TNG KAIVIKAG attédoong TOU 1aTPOTEXVOAOYIKOU TTPOIOVTOG.

O1 TTANpOoQYOpPIES TTOU TTaPATIOEVTAI TTAPAKATW ATTEUBUVOVTAI 0€ A0BEVEIC ] PN €181KOUG.
Mia ekTeEVEOTEPN TTEPIANWN TNG ACQPAAEING KAI TNG KAIVIKNG ATTOBOONG TTOU EKTTOVIONKE
YIO TOUG ETTAYYEAUATIEG TOU TOUEA TNG UYEIQG PPIOKETAI OTO TTPWTO PEPOG TOU TTAPOVTOG
eyypagou.

ZHMANTIKEZ NAHPO®OPIEZ

H SSCP d¢gv mmpoopileTal yia TV TTAPOXH YEVIKWY CUUBOUAWYV OXETIKA UE TN BepaTTeia
MIAG 1ATPIKAG KATAoTaoNG. ETTIKOIVWVAOTE JE TOV ETTAYYEAPATIO UYEIOG 0AG O€
TTEPITITWON TTOU EXETE EPWTNOEIG OXETIKA PE TNV IATPIKI OAG KATACTAON | OXETIKA PE TN
XPON TOU 1aTPOTEXVOAOYIKOU TTPOIOVTOG OTNV TTEPITITWOT OAG.

AuTtri n SSCP dev 1TpoopieTal va AVTIKATOOTAOEI PIO KAPTA EPPUTEUPATOS A TIG 0ONYiES
XPAONG yIa TNV TTapoxn TTANPOPOPIWY OXETIKA PE TNV AOQAAR Xpron Tou
IATPOTEXVOAOYIKOU TTPOIOVTOG.

1. TautoTroinon TTPOIOVTOG KAl YEVIKEG TTANPOYPOPIES

EptropikA(eg) ovouaaoia(eg) TTpoidvTog Kabetripag Duo-Flow® Soft-Line®
Medical Components, Inc.

Emwvupia kai dieuBuvon kataokeuaoTy | 1499 Delp Drive
Harleysville, PA 19438 HIA

BaoikOG avayvwpIoTIKOG KWAIKOG
laTpoTexvoAoyikou trpoidvTtog (UDI-DI)
Huepopnvia ékdoong Tou TTPWTOU
mioToTroinTikou CE yia autd 10 MapTiog 2001
IATPOTEXVOAOYIKO TTPOIOV

00884908301MS

AUTO TO £yypa@o £XEl WG BEPA TA OET EUKAUTITWY CWARVWY aigokdbapong [KaBeTripeg].
AUTOI 01 EUKAUTITOI CWARVEG XPNOIUOTTOIOUVTAI VIO MIKPO XPOVIKO dIACTNUA KAl
dlaTiBevtal o€ dIAPOPETIKA OET. AUTA TA IATPOTEXVOAOYIKA TTPOIOVTA dIAVEUOVTAl WG
xelpoupyikoi diokol. O1 xelpoupyikoi diokol diaTiBevTal o€ dIAPOPETIKEG DIAUOPPUWOEIG.

AplOuog eyypadou: SSCP-027 AvaBewpnon syypadou: 4
‘ExSoon 3.00 QA-CL-200-1 (ogAiba 20 amno 29)



MapaAAayég 1ATPOTEXVOAOYIKWYV TTPOIOVTWV:

Meprypaen rapaAAayng Ap18udg(o1) eSapTAATOG
EuBuypappog kabetipag Duo-Flow Soft-Line 11,5F x 12 cm 1348G
MpoouoTreipwpévog kabetripag Duo-Flow Soft-Line 11,5F x 15 cm 1388G
Eubuypappog kabetripag Duo-Flow Soft-Line 11,5F x 15 cm 1346G
MpoouoTreipwpévog kabetripag Duo-Flow Soft-Line 11,5F x 20 cm 1389G
EuBuypappog kabetripag Duo-Flow Soft-Line 11,5F x 20 cm 1347G
EuBuUypappog kabetrpag Duo-Flow Soft-Line 11,5F x 24 cm 1364G
EuBuypaupog kabetpag Duo-Flow Soft-Line 7F x 10 cm 1352G-10
EuBuypappuog kabetipag Duo-Flow Soft-Line 7F x 7 cm 1352G-7
EuBuypappog kabetripag Duo-Flow Soft-Line 9F x 12 cm 1349
EuBuypappog kabetripag Duo-Flow Soft-Line 9F x 15 cm 1350
EuBuypappog kabetripag Duo-Flow Soft-Line 9F x 20 cm 1351

Xeipoupyikoi diokol:

Kwdikoég ApiBuo6g Mepiypaen
KATaAOYyouU |€€apTAMATOG
DJST710 1352G-10 Baoiké ZeT kaBeTripa aipokaBapong Duo-Jet® Soft-Line® dimrAou aulol 7F x 10 cm
DL7/10 1352G-10 Baaoiké oeT kaBeTripa aipokaBapong Duo-Flow® Soft-Line® Nikkiso diImrhou auAou,
7F x 10 cm
T114ME 1348G Baoiké Zet kaBetripa aipokdBapong Duo-Flow® Soft-Line® &immAo’ auhou
11,5F x 12 cm
T1161JS-2E. [1388G Baaoiké ot TipocuoTreipwpévou kaBeTrpa aipokaBapong Duo-Flow® Soft-Line®
OITTAOU auAou pe Trrepuyia dIMARG pagng 11,5F x 15 cm
T116ME 1346G Baoiké Zet kaBetripa aipokdBapong Duo-Flow® Soft-Line® &immAo’ auhou
11,5F x 15 cm
T1181JS-2E. [1389G Baoiko O€T TIpOCUCTIEIpWUEVOU KOBETAPA aipokGBapong Duo-Flow® Soft-Line®
OITTAOU auAou e Trrepuyia dIMANG pagng 11,5F x 20 cm
T118ME 1347G Baoiko Zet kabetripa aipgokdBapong Duo-Flow® Soft-Line® dimrhoU auAou
11,5F x 20 cm
T119M 1364G Baoiko Zet kabetripa aipgokdBapong Duo-Flow® Soft-Line® dimrhoU auAou
11,5F x 24 cm
T73M 1352G-7 Baoiko Zet kaBetripa aipokdBapong Duo-Flow® Soft-Line® dimrhod auAoU 7F x 7 cm
T74M 1352G-10 Baoikd Zet kaBetripa aipokdBapong Duo-Flow® Soft-Line® dimrhou aulou 7F x 10 cm
T94M 1349 Baoikd Zet kaBetripa aipokdBapong Duo-Flow® Soft-Line® dimrhou aulou 9F x 12 cm
T96M 1350 Baoiko ZeT kabetrpa aiyokddapong Duo-Flow® Soft-Line® ditAou auhol 9F x 15 cm
T98M 1351 Baoiko ZeT kabetrpa aiyokdBapong Duo-Flow® Soft-Line® ditAou auhol 9F x 20 cm

AlapoppwaoeIg XEIPOUPYIKWYV BioKWV:

TUrog SiIapdépPwaong

Baoiko ot Duo-Flow® Soft-Line®

AplOuog eyypadou: SSCP-027 AvaBewpnon syypadou: 4

‘ExSoon 3.00

QA-CL-200-1 (ogAiba 21 armo 29)



2. MNMpoBAeTépEVN XPRON TOU IATPOTEXVOAOYIKOU TTPOIOVTOG

O1 kaBetripeg Duo-Flow® Soft-Line® rpoopifovTal yia Xprion os evAAIKEG aoBeveic
pe o&gia ve@pikn BAGRN (AKI) A xpdvia veppikr) vooo (CKD) yia Toug oTroioug n
Aaueon Kevipikr QAEPIKA ayyelakr TTpdofacn yia aiyokdBapon Bpaxeiag diapKeiag

MpoPAetTépEVN . : ; . ’ ) )
X KpiveTal amrapaitntn Pdoel TNG KaBodrynong atmo €I8IKEUYEVO Kal TTIGTOTTOINUEVO
Xpnon 1atp6. O KaBeTpag TTpoopideTal yia XpAoN UTTO TNV TAKTIKY £££€Taon Kal
agloAéynon KaTapTIOPEVWY ETTAYYEAPATIWV TOU TOUED TNG UYEIXG.
AuTdg 0 KaBeTpag TTpoopifeTal yia e@dTTag xprion poévo.
O kabetrpag Duo-Flow® Soft-Line® evdeikvuTtal yia BpaxutrpdBeaun xprion é1ou
‘Evdeign(eig) aTTaITEITaI AyYEIakn TTPOcRaocn yia AiyoTepeg atmo 14 nuépPEG yia To OKOTTO TG

aipgokabapaong.

MpoBAeTTopEVN(-£G)
OMAda(-£Q)

O1 kaBetipeg Duo-Flow® Soft-Line® rpoopifovTal yia Xprion o€ evAAIKeG aoBeveig
pe o&eia ve@pikn BAGRN (AKI) A xpdvia veppikr) vooo (CKD) yia Toug oTroioug n
Aaueon Kevipikr QAEPIKA ayyelakr TTpodofacn yia aiyokdBapon Bpaxeiag diGpKeIag

a0Bsvwv KpiveTal atmrapaitntn Bdoel TNG KaBodrynong ato EIBIKEUPEVO Kal TTIGTOTTOINUEVO
1atpd. O kaBeTpag dev TTPoOPICETAl yIa XPron o€ TTaIdIATPIKOUG aoBevEic.
e [vwaoTég i} TBavoAoyoUueveG aAAepyiec o€ OTTOIOOATIOTE ATTO TA
€CapPTAPATA TOU KABETAPA 1) TOU KIT.
AvTevoeigelg e AUTO TO IATPOTEXVOAOYIKO TTPOIOV avTEVDEIKVUTAI IO AOBEVEIG TTOU

TTapoucidlouv ooBapn, Un eAeyxopevn diatapaxn TnNG TNENS R
BpouPoTrevia.

3. Neprypa@n 10TPOTEXVOAOYIKOU TTPOIOVTOG

Eikova 1 - Kafstipag Duo-Flow® Soft-Line® (eu8Uypaupog)

Eikéva 2 - Kafstripag Duo-Flow® Soft-Line® (Trpoocuotreipwuévog)
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Mepiypan
IATPOTEXVOAOYIKOU
TTPOIGVTOG

Duo-Flow® Soft-Line®

O kabBetrpag Duo-Flow® Soft-Line® éxel 500 EexwploTéC SIadPOUES YIa TN
METOKIVNON TOU aipaTog evIOg Kal EKTOG Tou owuaTog. K&be diadpopr €xel
O1a@OPETIKO Xpwua owAnrva. O1 cwAfRveg ouvdéovTal Pe pia TTARPvV. Kai o1 dUo
O1adPOUEG £XOUV PIKPEG OTTEG yIa va BonBAcouv Tn por TOU aiuaTog.

To 10TpOoTEXVOAOYIKO TTPOIOV TTEPIEXEI JIa Ouaia TTou ovouddleTal Beikd Bapio yia
va gival 1o €UKoAN n opaTtdTNTA PE akTIVoypagies. AlaTiBeTal o€ didgopa peyEdn
KOl gXPOTa yia va Taipiddel 0TI avAaykeg Tou acBevoug 0TTwg kabBopifovTtal amo
ToV 1aTPO.

Duo-Jet® Soft-Line®

O kaBetrpag Duo-Jet® Soft-Line® éxel dUo LexwploTéEC SIAdPOUES YIa TN
METOKiVNON TOU aipaTog eviog Kal eKTOG Tou owuaTtog. Kdbe diadpopr) €xel
O1a@OPETIKO Xpwua owAnva. O1 cwAfRveg ouvdéovTal Pe pia TTARvV. Kai o1 duo
O1adPOUEG £XOUV PIKPEG OTTEG YIa va BonBAcouv Tn por TOU aiuaTog.

To 10TpOTEXVOAOYIKO TTPOIOV TTEPIEXEI Wi oUaia TTou ovoudleTal Beikd Bapio yia
va gival o €UKOAN N opaToéTNTA UE OKTIVOYPOAQIES.

Nikkiso Soft-Line®

O kaBempag Nikkiso Soft-Line® éxel SU0 EexwpioTég dladpouég yia Tn PeTaKivnon
TOU QiPaTOG €VTOG Kal EKTOG TOU owpaTtog. KaBe diadpopur] €xel DIAQOPETIKO XPWHa
owAiva. O1 cwAAveg ouvdéovTal pe pia TTARPVN. Kai o1 500 diadpopuég £xouv
MIKPEG OTTEG yIa va fonBrioouy Tn por) Tou aipgaTtog. To 1aTpoTEXVOAOYIKO TTPOIOV
TTEPIEXEI MIO ouaia TTou ovopadeTal Benkd BApIo yia va gival o EUKOAN N
opATOTNTA UE OKTIVOYPAPIES.

Ta TapakdTw TTOo0aTd dlagépouv avaAloya Pe To BAPOC ToU KABETHPA.
O kaBetApag 7F x 7 cm CuyiCel 7,48 ypauudpia. O kaBetrpag 11,5F x 20 cm
CuyiCel 9,94 ypaupdpia.

OXETIKA JE TIG
QPAPHOKEUTIKEG
0oucieg O0TO
IATPOTEXVOAOYIKO
TTPoidV

YAiké % Bdpog (k.B.)
YAIKG / ouoieg TTou || MoAuoupeBavn 37,75-46,38
£PXOVTOI O€ ETOQN || ZupToAUPEPES OKETAANG 19,28-25,63
ME TOV I0TO TOU MoAuBivuhoxAwpidio 19,23-25,56
aoBevolg AkpihoviTpiAio BouTadiévio oTupOAio 7,81-10,38
Ociko Bdpio 0,68-5,01
BuBévio 0-2,28
ZNPEIWOoN: TO IATPOTEXVOAOYIKO TTPOIOV OEV TTPETTEI VA XPNOIUOTTOIEITAI O€
TEPITITWON OAAEPYIAG OTA TTAPATTAVW UAIKG.
MAnpogopieg

AY.

Mwg Aeimoupyei To
IATPOTEXVOAOYIKO
TTPoIGV

O1 owAnveg aipokdBapong Trapéxouv TTpdoBacn péow TG GAERAS ) TNG
aptnpiag. O cwAAvag gival AeTTTéG Kal EUKOUTITOG KAl EI0AYETAI OE PIA JEYAAN
PAEBA KOVTA OTO KEVTPO TOU OWUATOG. YTTAPXOouV SUO avoiyuata GToV GWARva.
ATTO TO éva Avolyua eEEPXETAI TO Aid, TO OTTOI0 ATTOOTEAAETAI O€ £va unyxavnua
TTou TO KaBapilel. To GAAO Avolyua ToTPEPEl TO KaBapod aipa oTo wua. AuTég 0O
OWAAVAG XPNOIYOTTOIEITAI OTAV ATTAITEITAI O AUETOG KABAPIOPOS TOU QiaTOS Kal
Oev gival duvaTtnA n xprion d1a@opeTIKoU €idoug cwArva. AuTdg 0 GWARvVag
XPNOIYoTToIEiTal HOVO YIa PIKPO XPpoviKS didoTnua.

AplOuog eyypadou: SSCP-027

‘ExSoon 3.00

AvaBewpnon syypadou: 4
QA-CL-200-1 (oeAiba 23 amod 29)



IMAnpo@opieg
Kabapiouou

To TrepiexOuevo gival kaBapd kal dev Ba TTPOKAAETEI TTUPETO € KAEIOTH, ABIKTN
ouokeuaoia. ATTooTelpwOnkKe PE 0&gidIo Tou alBuleviou.

(atToOTEIPWONG)
Ovoua e¢aptAuarog Mepiypagn e€apTtriuaTog
Odnyo6 clpua A&iToupyei kaBodnynTIKA yia GAAa e€apTruaTa.
MpowBnThpag odnyou cupuatog |BonBd otnv eicaywyr Tou 0dnyou ocUPUATOG.
BeAdva sl0aywyEa TorroesTe’le om QAEBO-0TOXO YIa TN
dnuioupyia TTpécRacng.
Meprypaen NuoTépl laTpoTEXVOAOYIKO TTPOIOV KOTTNAG.
eCapTnUaTWV . -
AlaoTohéag XpnoigoTtrolgital yia T d1elpuvon Tou

avoiyuaTtog evog ayyeiou.

Mwpa dkpou

MNa Tn diatipnon Tou KaBeTripa Kabapou
METAEU TWV BePATTEIWV.

ZU0piyya

BonBd& oTtnv emoTpo@r| Tou aipatog HOAIG n
BeAdva TputtACEl TN GAEBQ.

4. Kivduvol Kal TTpo&IBOTTOINCEIG

Edv moTeleTe 0TI KATI &€V TTAEI KAAG UE TO TTWG AICBAVEDTE PMETA TN XPAON TOU
IATPOTEXVOAOYIKOU TTPOIOGVTOG i AVNOUXEITE YIA TUXOV TTPORANMATA, JIANCTE PE TOV ETTAYYEAPOTIO
uyeiag oag. 'ExeTe KATd vou OTI QUTEG O TTANPO@OpIEG dev avTIKaBIoTouv Tn diaBouAsucn Pe ToV
yiaTpd odg, €av autd KATaoTEl aTTaPAiTNTO.

TpoTTOC EAEYXOU N
QVTIMETWTTIONG
mOavWVY KIVOUVWY

‘Exouv 1TouAnBei 24.408 ouakeuég atrod Tov lavoudpio Tou 2019. Ymrdpxouv

TTaPEVEPYEIEG KAl KivOUVOI TTOU OXETICoVTal JE TO 1ATPOTEXVOAOYIKO TTPoidv. MeTagu

QUTWV:
e Noipwén
e Aigoppayia
o A@aipeon eUKaUTITOU CWAAVa
[ ]

AvTIKAQTAOoTAON EUKAPTITOU CWARVA

O1 kivduvol auToi TreplopifovTal o€ atTodekTO eTTITTESO. H ETIKETA TTEPIYPAPEI TOUG
KIvOUVouG. To 6peNOG TNG OUCKEUNG gival N TTpOcacn yia aijokdBapaon otav dev
UTTAPYXOUV KATAAANAEG eVOAAOKTIKEG AUCEIG. Ta 0@EAN auTd UTTEPTEPOUV TWV

KIVOUVWV.
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O kaBetrpag Duo-Flow® Soft-Line® ouvdéetal pe Kivouivoug. MeTagl auTwv:

NoIuwEeIg

KaBuoTepnoeig otn dladikaagia
Opodupol aipatog oTIG PAEREG (OpduPwan)

AlaTproeig opydvwy (Alatprioeig)
Puaoahideg aépa oTIG PAERES (EUBOAN)
Kapdiakd mpoBAfuaTta (Kapdiakd 1reIoc6010)

AioBbnua ducapéokelag e mn diadikacia (Aucapiokela)

O1 kivduvol atré Tn Xpron Tou 1aTpoTeXVoAoyIKoU TTpoidvTog TnG Medcomp eivai
TTapOWOoIol JE AAAOUG EUKAUTITOUG CWAAVES aldokdBapong. To 1o cuvnBIcuEVO
TPORANUa gival n egpdavion Aoipwéng. O1 AoIYWEEIS PUTTOPET va TTapouCIacTolv
OTav KATTOI0G UTTORAAAETAI O€E XEIPOUPYIKA ETTEUROCN ) TTAPAUEVEI OTO
voookopeio. Or Aolwéelg dev TTpokaAoUvTal TTAvTa atrod Tn XpAaon Tou
1ATPOTEXVOAOYIKOU TTPOIOVTOG.

YTToA&ITTOUEVOI
Kivouvol Kal
QvemOUuUNTES
EVEPYEIEG

Katnyopia
UTTOAEITTOMEVNG
BAdBng acBevoug

Moo oTIKOG TTPOGSI0PICUOG UTTOAEITTONEVWV
KIVOUVWV

KatayyeAieg Katd Tn
Ao TTou ETTETAI TNG
Xopnynong adeiag
KUKAo@opiag
(1 lavouapiou 2018 -
31 AekepBpiou 2023)

Zuppdavra TTou

oxeTiCovTal ME TRV KAIVIKA
TapakoAolBnon PeTd Tn

d81a0son oTnv ayopd

Movdadeg mou
TTwAROnkav: 28.628

Movddeg Tou
HeAeTRABNKav: 0

% TWV CUOKEUWV

% TWV CUTKEUWV

AAAepYIKN avTidpaon

Aev éxel ava@epOei.

Agv €xel avagepOei.

Algoppayia

1 ouuBév og
28.000 TTrepITITWOEIG.

Aev éxel avagepOEi.

Kapdioko e1reioddio

Aev £xe1 avapepOdEi.

Aev éxel avaepOei.

EupoAn Aev €xel ava@epOBei. Aev éxel avagepOEi.
Noipwén Aev €xel ava@epOBei. Aev éxel avagepOEi.
AidTpnon Aev €xel ava@epOei. Agv €xel avagepOei.
2Tévwon Aev €xel ava@epBei. Aev éxel avagepOEi.

Tpaupatioudg 1o0ToU Aev €xel ava@epOBei. Aev éxel avagepOEi.
OpduBwan Aev €xel ava@epOei. Agv €xel avagepOei.
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MpogidoTtroInoeig
Kl TTPOQUAAEEIG

Ta mapakdTw ival TTPOEIBOTTOINTEIG, TIPOPUAAGEEIG 1] ETPO TTOU TTPETTEI VO
An@Bouv atré Tov acBevn):

MNa va KpaTACETE Ta PIKPORIA JOKPIA aTTd TOV KABETAPA, POopAaTe YAoK
Tévw atd TN MOTN Kol To oTOUa 0ag KABE popd TTOU XPNOIKOTIOIEITE TOV
KaBeThpa.

Alatnpeite To €mMiBepua Tou KaBeTAHPa KaBapd kal aTeyvo. To emiBeua
TPETTEN va avTikaBioTaTal atrd évav emayyeApaTia 10Tpd o€ KaBe ouvedpia
aipgokabapang.

ATTOQEUYETE TNV TOTTOBETNON TOU KABETAPA i TOU GNuEiou Tou KaBeTHpa
KATw a1ré TO VEPOS. Yypaaia KoVT& OTO OnuEio Tou KABETAPQ UTTOPET
duvnTIKA va TTPOKAAETEl OAuvON.

ZntAoTe atrd Tov 1aTpd va eENyNoel Ta onuAdIia KAl Ta CUUTITWHATA TNG
Aoipwéng atrd Tov KaBeTAPA.

Mnv a@aipgite TTOTE TO TTWPA ATTO TO AKPO TOU KaBeTpa. To TTWHA Kal Ol
OQIYKTIPES TOU KABETAPA TTPETTEI Va dlaTnEouvTal KAEIGTA &Tav dev
XPNOIYOTTOIEITAl yIa aIoKaBapan.

oxeTiCovTal e TNV
ao@aAeia (FSCA)

MepiAnyn Tuxov

ETTTOTTILWV

O10pOWTIKWV Aev utrp&av avakAAGEIC yIa TO I0TPOTEXVOAOYIKO TTPOIOV JETAEU
EVEPYEIWV TTOU 1n¢ lavouapiou 2019 kai 31ng AekepBpiou 2023.
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5. NMepiAnyn NG KAIVIKAG agloAdynong Kail Tng KAIVIKNAG TTapakoAouOnong HETA Tn
d1a0eon oTnv ayopd

KAIvVIK6 utté3aBpo Tou 1aTpoTEXVOAOYIKOU TTPOIOVTOG

O kabetnpag Duo-Flow® Soft-Line® diatiBetal amd 1o 1999. H orjyavon CE ARenke Tov MdapTio Tou
2001. H &d¢ia atré Tov FDA twv HIMA 866nke Tov louvio Tou 1999. OAa ta povtéAa Tou
mepIAauBdavovTal TTpoopifovTal yia diavour otnv EupwTraikr ‘Evwaon.

KAviké oToixeia yia 1n ofuavon CE

H avaokdtnon tng KAIVIKAG BIBAIoypagiag eviotTioe 3 apBpa OXeTICOPEVA PE TNV aC@AAEIa fi/Kal TNV
a1éd0o0n Tou £¢eTalOPEVOU TTPOIOVTOG OTAV XpNnaoldoTrolgiTal OTTwG TTpoBAETTeTal. Ta dpbBpa autd
mepieAauBavav mrepitrou 158 mepimrrwoelg. ‘Exel An@Oei 1 £€peuva XpnoTwv OXETIKA PJE AuTd TO
IATPOTEXVOAOYIKO TTPOIOV.

Ta eupApata atréd TNV KAIVIKE BiIBAIoypagia kal TIG dpacTnpIOTNTEG dedopévwy UTTOOTNPICOUV TV
a1réd00n Tou £V AGYw 10TPOTEXVOAOYIKOU TTP0idvTog. OAa Ta dedouéva oxeTikG pe Tov KaBeTrpa
Duo-Flow® Soft-Line® éxouv aflohoynBei. Katd Tn xprion Tou 1aTpoTeXVOAOYIKOU TTPOIOVTOC KATA TOV
TIPOPBAETTOUEVO TPOTTO, TA OQEAN €ival TTEPICOOTEPA aTTO TIG BAGRBEC TTOU PTTOPEl Va TTPOKAAETEL. AUTO TO
IATPOTEXVOAOYIKO TTPOIOV BonBd Ta dtoua TTou avTiheTwTTi(ouv TTPoRARUATa aTa ve@pd va uttoBAnBoUlv
o€ algokaBapan oTav AAAeG BepaTreieg Oev evOEIKVUVTAI YIa TN TTEPITITWGT TOUG.

Ac@dAsia

YTTApXOUV ETTOPKI OTOIXEIA TTOU ATTODEIKVUOUV TN CUMKOPPWON HE TIG EQAPUOOTEES ATTAITAOEIG.

To 1aTpoTEXVOAOYIKO TTPOIOV €ival aag@AAEG Kal AEITOUpYEl OTTWG TTPORAETTETAI KAl AvVA@EPETAI ATTO TN
Medcomp. To 1aTpoTtexvoAoyikd TTpoidV gival n TeAeuTtaia AEEn TNG TEXVOAOYIOG yia TNV TTAPOXA AYYEIAKNG
mpdoRacng Bpaxeiog diapkeiag yia aiokabapan o€ eVAAIKEG aoBeveic.

H Medcomp emmavegétaoe Ta €€AG:

o Aedopéva PETA TNV KUKAOPOPIa TOU TTPOIOVTOG
o  EvnuepwTtikd UAIKG TNG Medcomp
o  Tekunpiwon diaxeipiong Kivéuvou

O1 kivduvol Tou 1aTPOoTEXVOAOYIKOU TTPOIOVTOG P@avifovTal KaBapd Kal gival aTTodeKTOl yia auTdv Tov
TUTTO TTPOIOVTOG. 2€ OUYKPION PE TA OPEAN TOU I0TPOTEXVOAOYIKOU TTPOIGVTOG, OI Kivduvol gival aTTOdEKTOI.
Ymp&av 12 katayyeAieg yia 24.408 povadeg mou TwARBnkav atd tnv 1n lavouapiou 2019 péxpl Tig

31 Maprtiou 2023. To 1mogoaTé KatayyeAiwy gival 0,049%.

6. MOavég evOAAAKTIKEG BEpATTEUTIKEG AUCEIG

Katd tnv €€étaon evaAAaKTIKWYV BEpATTEIWY, OUVIOTATAI VO ETTIKOIVWVICETE PE TOV ETTAYYEAUATIO
UYEIag oag, 0 OTTOI0G UTTOPET va £§ETACEI TNV TTPOCWTTIKY 0ag KatdoTtaon. O1 KAIVIKEG
KaTeuBuvTrpIES YpaupéS TNG MpwToBouAiag yia Tnv TTOIOTATA TWV ATTOTEAECUATWY VEQPIKWV
madnoewv (KDOQI) 2019 éxouv XpnoiyoTroindei yia va utrooTnei§ouV TIG TTOPOKATW CUCTACEIG
yla Beparreieg.
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O¢eparreia O@éAn MeiovekThpaTa Baoikoi kivouvol
KoAtrokolAlakd |e  Moviun Auon. e ATTQITEI XPOVO. o 2Tévwan QAERag (ZTéEvwaon)
oupiyyio o  XaunAoTepn e O1 aoBeveig TrpéTel o Opodufwaon

ouxvoeTNTA ETTITTAOKWYV MEPIKES POPEG Va e Albykwon o€ aigo@oépo ayyeio
OUYKPITIKA JE TN TPUTTOUV POVOI TOUG (AveUpuopua)
Xprion kaBetrpa. TOV €QUTG TOUG.  YynAr apTnpiakn TTiean oToug
Tveupoveg (Mveupovikn
utTépTaon)
e 'EAAeIyn pong aipatog o€ pia
meploxn (ocuvopouo
UTTOKAOTTNG)
e Noipywén Tou aiyaTog
(onyaiyia)
KaBetrpag o Xpnoiuo yia ypriyopn |e Acv atToTeAE uoviun |e  MeTeyxelpnTikr aipdoppayia
aipgokdBapong mpdopaaon. AUon. e Noipwén
e MrTropei va e Mrtropei va e Opoupwon
XPNoIyoTroINBei wg TTAPOUCIACTEI e Meiwpévn por aipatog o
MeTaBaTiKA Auon duaAgiToupyia Tou BUCAEITOUPYIKO KABETH PO
HETAEU SIQOPETIKWY kaBetripa. o Kapdiayyelokd eTTeIoodIa
Beparreidv. e To OpeAog UTTOPEI VA o TynuaTIoPdC BnKapIoU
NV eivai To 610 yia IVWSOUG yUpW aTré TOV
6Aoug. KaBeTAPA
e Xnyaipia
MepiTovaikn o AlyOTEpPO TTEPIOPIOTIKN |®  H KGBapon Twv e Noipwén Tng KolAIdg
aIyokaBapon diauta amod Tnv TTPOCHEiCEWV (Meprrovimida)
aipokdBapon. TIEPIOPICETAI ATTO TN e Inwaipia
o Agv armaitei voonAeia. pOr Kal TO XWpoO. o  YTTEp@OPTWON WE UYPa
Metapdoxeuon |e  KaAUtepn TroidtnTa e ATTauTEi OOTN. o Opodupwaon
veppoU qwng. e [Tio pigokivduvo yia |e ZofapnA aipoppayia
o XapnAodTepog OPIOPEVEG OPADEG. (Alpoppayia)
Kivduvog Bavdrou. e O aoBevng mmpétrel va |e  ATOQPAtn TwV CWARVWYV TTOU
o AlyoTtepol dIATPOPIKOI Aaupavel METAPEPOUV oUpa
TTEPIOPIGHOI. (POPUAKEUTIKA aywyn (ATTo@pagn oupnthpa)
yia 6An Tou TN CWwA. e Noipwén
e H @apuakeuTIKh o Améppiyn opydvou
aywyn éxel e Odvatog
TTOPEVEPYEIEG. o Kapdiakd TpoRAnua
(ép@paypa Tou puokapdiou)
e ATTOKAEIONOG PONG QipaTog
oTov eykéPaho (Eykepahikd
€TEITO0I0)
OMokAnpwpévn [e  AlyoTtEPO o Mrropei va e H Bepartreia ptropei va pnv
ouvTNENTIKN eMPBaANOuEVO @opTio emMOLIVWTEI TNV €AQXIOTOTTOINCEI TOUG
aywyn CUNTITWHATWY. KAIVIKR) KaTdoTaon. KIVOUVOUG TTOU OXETICOVTAl UE
e Alatnpei TNV o Aev gival oxedlaopévo v XNN
TTPOCWTTIKA yia Bepartreia.
IKQvOTToinon.
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7. NpoTeivopevn eKTTaideuon yia XpROTEG

H eicaywyr, o XEIPICKOG Kal n agaipean Tou KABETAPA TTPETTEI va YiVETAI OVO aTTO E10IKA
TNOTOTTOINUEVO 10TPO | AAAO TTICTOTTOINUEVO PHEAOG TOU 1ATPIKOU TTPOCWTTIKOU UTTO TNV
KaBodriynon 1arpou.

ZuvTtopoypagia |Opiouog

EE EupwTraiki ‘Evwaon

HMA Hvwpéveg MoMiteieg TNG APEPIKAG

K.B. Kata Bdpog

KMT Kapkivoyévog, peTaAAagioyovog, ToEIKGG yia TV avatrapaywyn
KMNMAA KAIvIKA TTapakoAouBnon petd mn d1dBeon oTnv ayopd
XNN Xpovia veppiki vOoOg

AKI O¢&ceia veppikr) BAGBN

AV ApTnpioAeBwdng

CE Conformité Européenne (EupwTraikr Zuguépowan)
cm Ekatooté

cvC KaBetrpag KevTPIKAG PAERAG

F French (1rdxog kaBetrpa)

FDA Ymnpeoia Tpo@ipwv kai Papudkwy Twv HIMA

FSCA Emrtoma S10pbwTikr evépyela aoQAAEIOG

HD AlgokdaBapaon

KDOQI MpwToBouAia yia TV ToIdTATA TwV ATTOTEAECUATWY VEQPIKWY TTaBRoewyv (KDOQI)
PA MevouABavia

PMS EmTipnon peta Tnv ayopd

SSCP MepiAnwn Ac@dAeiag kal KAIVIKAG attodoong

STHD AlyokdBapaon Bpaxeiag didpkeiag

Mpoobrkn avtiypdpou otnv “Tekpunpiwon MDR” (ApxikA & Huepopnvia): |
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