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1 - 5 BIOMHXANIKH ETAIPEIA IATPIKQN
IDypogopics : A. Ziyalo [IPOE EIAON
Tna.. 1 2281360334 A. Hparleiov 424
e-mail . asigala@yvardakeio.gov.gr 14122 N. Hpéacero Abiva
Web Site : www.vardakeio.gov.gr

IIPOXKAHXH YIIOBOAHY IIPOX®POPAY
I'TA THN IIPOMHGOEIA XE «AIIOXTEIPQTIKO YAIKO»
THX KENTPIKHX AIIOXTEIPQXHY TOY I'.N. 2YPOY

Lo oovayn odufoong oe «Arooteipwtio Yiikoy (CPV38423100-7 Acikteg mwicong, 31682210-5
Opyava kou elomhouos eréyyov, 39831200-8 Amoppovmavtika, 33198200-6 Xaptives coxodles 1
repirvliyuoto. amoateipwang, 35121300-1 ECaptiuara acpaleiog, 30192800-9 Avtorolintes eTikéTe,
33198000-4 Noookoucioxa eion amo yopti, 30192110-5 Meiovia, 44424200-0 Kollntiky tavio,
33919000-5 Ymoooyés epyoleiwv yio. yeipovpyiko. epyaleia 1 eCaptiuata vekpowiag, 37442800-8
Aaotiyo kar oyowvakio avtiotaons & 39224000-8 XLkodmes kou fodptoes kor dAra €0 O10pOpwV
V), Tpovroloyilousvns kabapns aliag €14.000,00, uc ™ dadikaoio s an’ evbeiog avabeorng,
UE KPITHPLO KATAKOPWOINS THY TAEOV GOUPEPOVTO, ATO OIKOVOUIKY GTOWH TPOCPOPT, HOVO PAGEL TIUNG,
ovvauer tov apb.118 tov v.4412/16, yio v kéloyn twv avaykwv tov I.N. Zopov «Boapoddkeio &
Tlpwior.

To I''N. Xvpov «Bapdaxero & Ilpwio»

Eyovtog v’ oyv:

1. 70 N. 4412/2016 «Anuoaies Zoufoceis Epywv, [lpounbeicrv kor Yanpeoiwv (mpocopuoyn otig
Oonyiec 2014/24/EE ko1 2014/25/EE) orwg 1oyver. (A" 147)

2. wm ue Al 99864/15-12-2025 Eyxoxiio wng Aievbvvong Lyeowaouod, Ilpoypouuationod xo
Yroatnpiéng e Ievikng AiedOvvong Anuociov Zoufacewv g Fevikng I pouuateiog Eumopiov,
OYETIKG. e T O1EVEPYELQ. THS Oladikaaiog TS amevbeiog avabeans ovufaoewv mpounbeidv ko
vrnpeotav Tov apbpov 118 tov v. 4412/2016

3. tavr’apifu. 2, 3, 5 & 7/12-02-2026 Aitijuozo. Ayopag tov Tunuatog Kevipikng Awooteipwong yio,
v mpounbeia «Arooteipwtikod Yiikovoy (AAAM: 26REQ018823722)
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4. v ue apif. mpwt. 133/09-04-2026 Armopoon Avainyng Ymoypéwons (AAA: 68NM469070-71X
AAAM: 26REQ018824038), ue a/a 3644/09-04-2026, wg Eyrpion TV TpmTOYEVOV OUTHUATDV TOD
Tunuarog Kevipixng Amooteipawaong tov I'N. XYPOY.

5. v or’ opiBu. 54/395/10-02-2026 amopacn e EKAITY, yia v éyxpion tov EIIX 2026, oto
omoio avumepIoufovovtal o, artoduevo, E10n

6. ™V Epevva. ayopds mov mponynbnke ue korabeon mpoopopwv omo g etoupeies V&L VIOLAK
INTERNATIONAL NOX/KOY EEOIAIXMOY ANQNYMH EMIIOPIKH ETAIPEIA, BBD NIK.
AAINIQTHX AEBE, MEDIC PLAN AE & IIETPOX XAP. KOSMIAHY & XIA EE

7. v o’ apib. 8/156/06-04-2026 Anopoon AX I'evikod Noookoueiov Xopov (AAA: IIINE469070-
ATE), w¢ &ykpion yia ) okomiuotyto. & Ty amootorn mpookinons omevbeias ovabeong, yio thy
mpounbeio, oe «Amooteipwtixo Yiikoy tov Tunuotos Kevipixng Amooteipwong tov I'N. XYPOY
OTIGC OVWITEPW ETAIPEILEG.

8. ™ ue ap.mpowt. 4305/04-05-2026 (qu. omootolns 24/04/2026) exoniwon evoiopépoviog g
TPOAVAPEPOUEVHS ETOIPELAS VIO TNV ATOTTOAN TPOTYOPLS Vo THV mpounbeia oe « Amrootelpwtiko
Yiixon

AIIEYOYNEI

Llpoorinon karaBsong mpoapopy yio Tovs KaTwhl Kwdtkods E10MV:

KQA. MAPATHPHZEIZ / ZXOAIA TEXNIKEZ MON. NOZOTHTATTIA

AA | ‘Nos | KAE A MPOA/DES METP | ENA (1) ETOE

AEIKTEZ

TrepiTTou 2cm oUp@wva pe ISO 11140-
E&wTePIKOG XNMIKOG OEIKTNG 1:2014 TEXN.MPOA.

artpou ZAMavVOon ce EVOPUOVICUEVN HE
kavovioud MDR 2017/745

1 39748 1311 Tavia 20

121 C-134 C class 6 kivoUuevn peAavn,
Bdon 1ISO11140-1 ce MDR 2017/745
EocwTepIKOG XNUIKOG BEIKTNG TEXN.MPOA.
atyou Mrkog Taiviag Trepitrou
210cm,eAelBepog pOAUBSOU Kal Bapiéwyv
METAAAWV

2 32779 1311 TEY 2.000

MoAutrapapeTpikdg TUTTOU Class 4,
EGWTEPIKOC XNUIKGS BEIKTNG 1SO11140-1, ce MDR 2017/745
3 33171 1311 EAEVYOU TTOBTATOC ATUOD TEXN.MPOA. TEM 600

YX nTas aty EAe0BepoC HOAUBSOU Kal Bapéwy
METAAAWV

121-134 C 1SO11138-1,3:2017
Tuvodsia eTwaoTAPaA TOUAGXIOTOV 8
Bé0ewV PE WNPIOKO OTITIKG oUCTHUA
avTioTpoPNG METPNAONG VI OAEG TIG
B€a€Ig e OTITIKA Kal NXNTIKA £vOeEIgn
BioAoyikdg eikTng wplaiog ATTOTEAEOHATWY Kal duvaTtoTnTa

gpunveiag EKTUTTWONG QUTWV
TEXN.MPOA.

ApTTOUAEG pe oTTOpoug geobacyllous-
oTeapoBepud@IAoug pH 1x108, pe
QUTOKOAANTN ETIKETA XNMIKOU OeikTn 1
1ISO11140-1:2014

4 44257 1311 TEY 650

121-135-C gUppwva pe 1ISO11138-
1,3:2017
Tuvodeia eTwaoTApa TOUAGXIoTOV 8
Béoewv Pe Yn@Iakod oTITikG cUCTNUA
avTioTpoPng HETPNONG VIO OAEG TIG
B€0¢€IG Pe OTITIKA Kal NXNTIKA £vOeEIgn
aTroTEAECUATWY Kal duvaTtéTnTa TEY 300
EKTUTTWONG AUTWV
TEXN.MPOA.

AUTTOUAEG pE OTTOPOUG
geobacyllous-oTteapoBepud@iroug pH
1x108, pye auToKOAANTN ETIKETA XNMIKOU

deiktn 1 1SO11140-1:2014

BioAoyikog deiktng 20AeTTTNG

5 45123 1311 .
gpunveiag
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A/A

KQA.
NOZ

KAE

NEPIrPA®H

MAPATHPHZEIZ / ZXOAIA TEXNIKEZ
NMPOA/®EZ

MON.
METP

MOZOTHTA MA
ENA (1) ETOZ

AEIKTEZ

43880

1311

AgikTng eAéyxou TTAuvVTnpiou

ZUPewvo ue ISO15883-5 kai
TMOTOTTOINTIKG S1IacPAAIoNg
KaTaoKeuaoTr katd ISO13485 A
duvaTov auToKOAANTOG Yia EUKOAN
apxelobérnon
TEXN.MPOA.
Na ouvodeUeTtal pe avoeidwTn Baon
TOoTT00€TNONG 0TAPIENG TOU BEiKTN

TEY

600

45124

1311

evikog BeiKTNG EAEyYOU
UYIEIVAG ETTIQAVEILV

ZUpewvo pe ISO15883-1 (2006) kai
TToTOTToINTIKG SlacpaAiong
KaTaokeuaoTr 1ISO13485

TEM

100

32780

1311

BOWIE and DICK test

>0pewvo pe 1ISO11140-1,4
TEXN.MPOA.

Na avrikel oToug BeiKTEG TUTTOU 2 KOTA
1ISO11140-1,4 Na atroTeAgital o116 €va
@UANO B€iKTN ouavoNgG Kal KaTaypaeng
ONMEIWV ATTOOTEIPWONG HO XNMIKA
peAdvn xwpig yéAuBdo kai Bapéa
pETOAAQ OTO péow piag aToIBdda
QAVAKUKAWOIUO XapTi e EAEYXO OAWV
TWV TTAPAPETPWY KAIBaviopou

TEM.

350

AMOPPYMANTIKA-AMOAYMANTIKA-AIMANTIKA

33058

1351

ATtroppuTravTikd
XEIPOUPYIKWV EPYOAEIWV yIa

mAuvTApIa (uypn Hop®n) SA.

Z0ppwvo pe 1ISO9001,13485,14001 kai
ol aTTaIToUpEVES BACN EUPWTTAIKAG KAl
eMnVIKAG vopoBeaiag eykpioeig(ce,
€.u.X.M,EO® EOD 1| va uttdpxel
duvaTdTNTA XPAONG TOU XWPIG
ouUdETEPOTTOINTH
TEXN.MPOA.

Na eival cupBaTtod pe 1o
0oUdETEPOTTOINTIKG KAl TO JIABPEXTIKO
TTAUGEWV.

Aitpa

50

10

35691

1311

OudeTepoTToInNTIKO

>Upewvo pe 1SO9001,13485,14001 kai
TIG ATTAITOUUEVEG BACT EUPWTTAIKAG Kal
eMnVIKAG vopoBeaiag eykpioeig(ce,
€.4.X.TT,EO® TEXN.MPOA.
Yypn popen 5A, va eivai
OUMBOTO PE TO ATTOPPUTTAVTIKO Kal
AQUTTPIVTIKO-OTEYVWTIKO.

Aitpa

15

11

44582

1381

NQUTTPUVTIKO-OTEYVWTIKO

ZUPWVO PE TO TTPOTUTTO €V
eupwTTaikng vouobeaiag 1ISO10993-1,
1SO9001,13485,14001 kai ol
aTTaIToUPEVEG BAon eupwTTdikAg Kal
eANVIKAG vopoBeaiag eykpioeig(ce,
e.l.x.m, EO® TEXN.MPOA.

2€ uypr Hop®n 5A va eival
OupBaTO PE TO ATTOPPUTTAVTIKO Kal TO
OUOETEPOTTOINTIKO

Aitpa

10

12

27194

1351

ATTOppPUTTAVTIKO-
QATTOAUHOVTIKO XEIPOUPYIKWV
epyaAeiwy yia TTAUCIYO OTO
XEPI

TEXN.MPOA.
uypn pop®n SA pe S00OUETPIKN avTAIa
Bdon eupwTraikwyv TTpoTUTIWY €£v13727
Kal 14561 wg BakTnpIokTovo, ev13624
HUKNTOKTOVO, €v 14562 BiokTovo(HIV-
HBV-HCV) symfvna me en 14476kai ev
17111 o€ xpdvo £wg 15 Aetr1d

Aitpa

70

13

27198

1311

NITTQVTIKO OTTPEI
XEIPOUPYIKWV EPYAAEiwV
(600-750ml)

TEXN.MPOA.

NAITTavTIKG 0€ HOP@N) OTTPE! YIA WEKACHO
TWV ApOPWOEWV XEIPOUPYIKWV
epyaAeiwv uwnAn ouykévipwaon 225%
o€ 1aTPIKA AEUKG EAQIO POPUAKEUTIKAG
TTO10TNTAG, Va PNV TTEPIEXEI OINIKOVN,
olpewva pe 10 1ISO10993-1 ,
1ISO9001,13485,14001

TEM.

POAA ANOZTEIPQZHZ

TEXN.MPOA.
Zupewvwg Tpog BS EN I1ISO 11607-
1 (EN 868) latpiké xapTi kal TTAAGTIKO
O10QaVEG QIAY

XQPIZ miéta

14

35466

1311

MaépTupeg avd 15 cm. Kard
TN SIGPKEID TOU aVOiyHaTOG
SlaywpieTal TEAEIO TO
TTAQOTIKG aTTd TO XAPTI.

5cm X 200m

POANG
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A/A

KQA.
NOZ

KAE

NEPIrPA®H

MAPATHPHZEIZ / ZXOAIA TEXNIKEZ
NMPOA/®EZ

MON.
METP

MOXOTHTAMIA
ENA (1) ETOZ

POAA AMNOZTEIPQZHZ

TEXN.MPOA.
2upewvwg TTpog BS EN ISO 11607-
1 (EN 868) latpiké xapTi kai TTAACTIKO
O10QaVEG QIAY

ME miéra

15

36908

1311

75cm X 100m

POANO

25

16

35972

1311

10cm X 100m

POAG

30

17

35973

1311

15cm X 100m

POAAS

100

18

18145

1311

20cm X 100m

POANG

20

19

23565

1311

25cm X 100m

POANG

20

23566

1311

30cm X 100m

POAAS

21

35213

1311

40cm X 100m

POAAS

AZQAAEIA CONTAINERS -
ETIKETEZ

22

45127

1311

AcQAAEIES VIO KUTIO
arooTeipwong Samo

MnAkog ptrapag 4,5 cm, a1mo 1I0Xupo
BrooupBatd TAACTIKS 1ATPIKAG
ToI6TNTAG ) TTAQOTIKOTTOINKEVO XaPTi
UWNARG avToxNG He XNUIKo deiktn 1ISO
11140, cUpQWVa PE EUPWTTAIKN
vopoBeaia 10993 kai MOTOTTOINTIKO
ao@dAeiag kataokeuaoTr) 1ISO13485

TEM.

1.000

23

45128

1311

Aoc@dAeieg yia container
TUTTOU Martin

ZUPQwva PE EUPWTTAIKA vouoBeoia
10993 ka1 MOoTOTTOINTIKG ATPAAEINg
KaTd KaTaokeuaoTr 1ISO13485
TEXN.MPOA.

Tamra, amd 1oxupd BloouuBatd
TTAAOTIKO IOTPIKAG TTOIOTATAG

TEY.

1.000

24

45129

1311

Aoc@dAeieg yia containers
martin cupTapwTo

ZUPQwva PE EUPWTTAIKA vouoBeoia
109923 kai ToToTToINTIKO 0oPAAEING
KaTd KoTaokeuaoTr 1ISO13485

TEXN.MPOA.
ATT6 10XUP6 BlocupBaTd TTAACTIKO
1ATPIKAG TTOIOTNTAG

TEY.

500

25

34975

1261

ETikéTeg KUTIWV
arooTeipwong e OeikTn

artpou

Na evappovietar pe Tnv E.N 11140-1
Kail ISO 13485
TEXN.MPOA.

AlaoTdoewg 4x67mm

TEY.

1.000

26

45126

1261

ETikéTeg KUTIWV
amooTeipwang Je OgikTn
aTpoU AUTOKOAANTEG

AlooTdoewg 45x60mm +5mm, va
evappovigetal ye 1o E.N 11140-1 kau
1ISO13485
TEXN.MPOA.
AUTOKOAANTN N TOEIKN

TEY.

1.000

DIATPA - XAPTI
AMNOZTEIPQZHZ

27

36545

1311

@iATpo XapTIVO OTPOYYUAS

Na gival gupgwvog pe 1ISO11140-1, va
£xel onuavan ce kai va eépel Tov 1ISO
13485 ao@AAEIoG KATG KATAOKEUOOTH

TEXN.MPOA.
190mm pe O¢gikTn aTyou TTou va
aAAalel xpwpa

TEM.

1.000

28

34974

1311

@iATpo xdpTivo TETPAYyWVO

Na gival gupgwvog pe 1ISO11140-1, va
£XEI OAPAvVAN ce Kal va QEPEI ToV
ISO13485 aopdaAciag kaTtd
KATAOKEUOOTN
TEXN.MPOA.
230mm x 230mm pe deikTn aTPoU

TTOU va aAAGdel XpWHa

TEM.

500

29

34972

1311

DiATPO XAPTIVO TETPAYWVO HE

2 oTrég

Na gival cUpewvog pe 1ISO11140-1, va
€xel onuavan ce Kal va eépel Tov 1ISO
TEXN.MPOA.
230mmx230mm Mg duo oTTéG e
O€iKTN aTpoU TTou va aAAGEEl xpwpa

TEM.

500
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KQA. MAPATHPHZEIZ / ZXOAIA TEXNIKEZ MON. NMOZOTHTATIA
AA | ‘Nos | KAE A MPOA/DES METP | ENA (1) ETOE
O®IATPA - XAPTI
AMNOZTEIPQXHZ
Na Anpoi i dieBveig TTpodiaypapéc-
oupewvwg Tpog ISO 11607-1 EN 868-
XaoTi non woven kal va diaBétel CE. TEXN.MPOA.
30 35674 1311 P . 75x75cm YOpo@oRo Kal avTiIoTATIKO TEM. 2.500
EVOAAOCOONEVO - . . .
€AEUBEPO XNUIKWV EPEBICTIKWY OUCIWV
OTTWG AaTEE, JOAOKO Kal AvOEKTIKO OTIG
KOTATTOVAJEIG.
Na 1TAnpoi Tig diEBveig TTpodiaypapéc-
ouPeWVWG Trpog ISO 11607-1 EN 868-
Kal va diaBétel CE
XapTi non woven TEXN.MPOA.
31 31845 131 EVOAAOOOOUEVO 100x100cm Y3po6@oBo Kal avTIoTATIKO TE. 1.000
€AEUBEPO XNUIKWYV EPEBICTIKWY OUCIWV
OTTWG AaTEE, JOAOKO Kal AvOEKTIKO OTIG
KOTOTTOVHOEIG.
MAnpoi Tig d1Bveig TTpodiaypapEg-
oupewvwg Tpog ISO 11607-1 EN 868-
XaoTi non woven ka1 diaBétel CE. TEXN.MPOA.
32 36900 1311 P . 120x120cm Y3po6®oRo Kal avTIoTATIKO TEM. 800
EVOAAOCOONEVO . . . .
€AEUBEPO XNUIKWYV EPEBICTIKWY OUCIWV
OTTWG AaTEE, JOAOKO Kal avOEKTIKO OTIG
KOTOTTOVIOEIG
Na Anpoi Tig dieBveig TTpodiaypapég
Kal va gival oupewvog Tpog ISO
11607-1 EN 868- kai va diabétel CE
XapTi non woven TEXN.MPOA.
33 47183 1311 P . Y3po@oRo Kal avTioTaTIKO EAeUBEPO @UAAQ 240
evaAaoooduevo g , i
XNHIKWV EPEBIOTIKWY OUCIWY OTTWG
AaTEE, HOAAKO KOl AVOEKTIKO OTIG
katatrovAoelg (Bapog 75gr)
140x140cm yia Bapid @opTia.
katd EN 1ISO 11607-1 KaToOKEUQOTIKO
ISO 13 TEXN.MPOA.
34 33175 1311 XGpTI €MOTPWONG JiIOKWV AVTIOT'GTIKO s)\suequ latex pe Taxeia Kai Tep. 1.600
trayliner UWnAR atroppo@nTIKOTNTA TNG UYPACiag
kat@AAnAo yia kKAifdvoug atuou Kai
TTAGopaTog 50cmx25cm
KdapTa eAéyxou @opTiou
35 33172 1311 armooTeipwaong pe OgikTn S0powva pe 1ISO13485/16 KOPTEAEG 500
artpou
ETikéTeg 1xvnAaoiuétnTag . .
36 33173 1261 TPIWV (3) YPAPUWYV PE XNUIKO sTleli\?png(gcj Lﬁuaﬁgggéuézai?pncn TEM. 15
Oeiktn katd ISO 11140
37 36697 1731 MeAa@vi eTikeToypdgou TEM. 1
2HMANZH EPrAAEIQN - MPOZXTAZIA - KAGAPIZMOZ
Tawvieg 1ISO13485/16
Tavia popkapiopaTog YupBatég pe 121Co — 134Co 1SO13485
38 37671 1261 €pYaAeiwV (avOEKTIKI) OTOV TEXN.MPOA. KOPTEAEG 10
KAiBavo aTyou ) EAelBepeg puaikou latex
39 | 37672 | 1311 ?r?]';? TIPOCTasiaC Epyaeiwv Katd 1S0:13485 Tep. 100
40 | 37673 | 1311 2:‘1';‘ TipogTaciag epyaeiwv Kard 1SO:13485 Tep. 100
41 37674 | 1311 5@;‘1';‘ TipoagTaciag epyaeiwv Kard 1S0:13485 Tep. 100
42 | 37675 | 1311 82':;‘ TpooTaciag epyaheiwy Kard 1SO:13485 Ty, 100
Kartd 1ISO13485/16 Tou TrTapaywyou.
AdoTixa Ylpr])\ng' QVTOXAG, WOTE VO AVTEXOLV TiG
KOIVEG TEXVIKEG OTTOAUPAVONG Kal
ammooTeipwong éwg 134°C
43 | 45130 | 1899 | /\doTXa GIAKGVNG via urkoug 21cm Tey. 300
TTEPIdEON EPYaAEiwY
44 | 45131 | 1899 | NdOTIXQ GIAKGVIG via urikoug 11cm Tep. 200

TTEPIOEDN EPYOAEiwY
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KQA. MNAPATHPHEZEIZ / ZXOAIA TEXNIKEZ MON. NOZOTHTATTIA
AA | ‘Nos | KAE Z Al MPOA/DES METP | ENA (1) ETOE
ZHMANZH EPFAAEIQN - MPOZTAZIA - KAGAPIZMOX
BoupToeg kaBapiopou
epyaAgiwv (TUTTOU 1SO13485/16, CE2017/745
odovTooupToang)
45 45138 1899 MaAakr), AvogeidwTn Tpixa TEM. 3
BoupTtoeg kabapiopou
epyaAgiwv (TUTTOU 1ISO13485/16, CE2017/745
odovTofoupToag)
46 45139 1899 opeIXaAKIVN Tpixa TEM. 3
47 45140 1899 AvogeidwTn Tpixa TEM. 3
BoupToeg kaBapiopou pe vaulov Tpixeg (1SO13485/16,
AUAWTWYV gpyaAgiwv CE2017/745)
48 45134 1899 19ch 2mm x 19mm x 300mm TEM. 2
49 45135 1899 | 21ch 3mm x 70mm x 300mm TEY. 2
50 45136 1899 4mm x 19mm x 300mm TEW. 2
51 45137 1899 24ch 8mm x 76mm x 600-610mm TEM. 2
Gt . ISO13485/16
TTPOOCTATEUTIKA/KOBAPIOTIKA
52 | 45142 | 1381 | A9POSepyakeinv CE14001 yia Rimmers Tep., 4
evQuuaTIKOG
53 | 45141 | 1381 | Spray agaipeonc TEW. 1
UTTAEIMPATWY KOAAOG
54 | 33933 | 1311 | ZTTPE HEAADIvIainox CE 14001 1S09001-14001 TEp TV 3
ETMIPAVEIEG 750ml
EIIIIIAEON TEXIKEX I[IPOAIATPA®EYX EIAQN
AIIOXTEIPQTIKOY YAIKOY
NMOZOTHTA
KQA. MON. | FIA ENA (1)
A/A | NOX | KAE MNEPIFTPA®H NAPATHPHEZEIZ / £XOAIA TEXNIKEZ NMPOA/®PEX METP ETOZ
AEIKTEX
TrepiTTou 2cm oUp@wva pe ISO 11140-1:2014
1 39748 | 1311 | EGwTtepIKOG XNMIKOG SEIKTNG OTHOU TEXN.MPOA. Tavia 20
ZAMavon ce evapuoviouévn pe kavoviopué MDR 2017/745

E€wteplky aQUTOKOANTN Tawia amooteipwong o€ aTUO, HE XNUIKO SelKTn, AMOTOUNG XPWHATLKAG
oAAayng Kal mAdtoug 20mm mepimou (% inc.).

H tawia va evappoviletal pe to mpotumo EN 1SO 11140-1:2014, mou adopad “Seiktec Stadikaoiog”
katnyopia 1.

No ¢dpel xnULkO Seiktn TUMWHEVO Slaywvia ou Ba aAAAlel EUKPLVWE XPWHA KATA thv Sdladikacia
anooteipwong.

Na pnv adnvetl umoAeippata KOAAAG 0TO ALVO LLATLOUO.

H k6A\a va eival ywpig StaAlteg, o deiktng va eival eAeVBepog LOAUBSOU Kal Bapewv LETAAAWY KAl N
Towia va pnv mepLExel duotko AAteE.

To xapTi KOTOOKEUNG va lval KPET, yla va unv EeKoAAA KaTd TNV ¢Acn Tou KeEvou otn dLayvwaon tou
TIOKETOU.

Na €stuliyetal eUKoAa amo to poAo, xwpig va adrivel UTTOAELpOTA KOANOG.

Na sival tunwpévn n nuepopnvia AnENg amoBnKeuong Tou TPOLOVTOC KAl TOU AMOCTELPWTIKOU HEGOU
OTO E0WTEPLKO KABE poAou.

Na ¢épel onuavon CE og evapuovion e Tov kavoviopud MDR 2017/745 kot va kotatebel avtiypado.
KaBe po)d va elval cUOKEUOOUEVO EEXWPLOTA YLa LeYaAUTEPN TipooTaaia.

Na avaypadetal otnv mpocodopd To MAATOG KOL TO HNKOC TN Taviag ava polo.
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KaBe pold va odépel tunwpéva: Tnv €vlelén yla tnv péBodo amooteipwon mou mpoopiletal va
xpnotuomnolnOel. To 6vopa Tou MPoiovTog Kol TOV KOTAOKEUAOTH.

NOZOTHTA
KQA. MON. | FIA ENA (1)
A/A | NO: | KAE NEPIFPA®H NAPATHPHEEIZ / £XOAIA TEXNIKEE NPOA/QES METP ETOZ
AEIKTEZ
121 C-134 C Type 6 kivoUpevn yehdvn, Baon 1ISO11140-1 ce
EowTepIKOG XNMIKOG BEIKTNG MDR 2017/745
2 | 32779 | 1311 | = o0 TEXN.MPOA. TEp. 2.000
H Mnkog Tarviag trepitmou 210cm,eAelBepog pdAuBdou Kal
Bapéwv peTdAAwv
Na eival kKatadAANAog yla TpoypAaaTa anootelpwong Twv KALBAvwy mou StaBétel n K. Alooteipwon
ToUu voookopeiou otoug 7min 1340C kat 20min 1210C. Oa MPEMEL Vo AVTATIOKPLVETAL Pe akpifeLa OTLg
KOBopLOUEVEC TTAPAPETPOUC XpOVou, BeppoKkpaoiag Kal KOPEGUOU TOU OTUOU, TIPOCOMOLWVOVTOC TLG
ouvOnkec anooteipwon cluudwva Pe TNV Asttoupyeia twv KABAvwy. Na ival cuToKOANTOG WOTE va
pmopel va apyxeloBetnBel otov dpakelo tou acBevouc. Na dépel miotomoinon amod SLAmoTeEVUEVO
dopéa Tpitou pépoug, Omwe Ty BSI (British Standards Institution) i LoodUvapou eupwnaikol R
S1ebvolc dopa muotonoinong. H miotomoinon Ba mpénel va emPefalwvel t cuppopdwaon Tou
TpolovToC e To potumo I1SO 11140-1 ywa Seikteg TUmou 6 (TYPE 6).Na dépel onpavon CE cupdwva pe
Tov Loyuovta Kavoviopo MDR 745/2017 kot va KatateOel To avtioToLyo MLOTOMOLNTKO.
Na elval eAevBepog poAUBSou, Bapéwv HeTAAAwY Kat latex.
Na katatiBetat purlAadio odnylwv xpriong tou Seiktn.
Na katateBouv yla tnv TexVikn afloAoynon tou eiboug, emi mowvr) amoppupng os mepimtwon un
TIPOOKOULONG TOUG, Ta €EAG SIkaloAoynTikd: To EevoyAwaoaoo (AyyAlkd) GuAAASLO Tou TPOoIoVTOC e TNV
Totn petadpacn ota EAANviKa, avtiypado tou CE, avtiypado tng ETIKETOC,
oényieg xpnong, avtiypado tng kataxwpnong otov E.0O.O (untpwo latpotexvoloykwv mpoloviwy),
avtiypado ™G v LoxU Tmiotomoinong amd Slamoteuuévo dopLa TPITOU HEPOUG KOL TO €V LOYU
TILOTOTIOWNTIKO SlaodAALoNG TNG MOLOTNTAG TOU KOTOOKEVOOTH Kal Tou Slavopéa katd ISO 13485:2016
KaBwg kot 0TL Ao InTeital amo TIg TEXVIKEG podlaypadEg Tou ldoug
NOZOTHTA
KQA. MON. | FIA ENA (1)
A/A | NO: | KAE NEPIFPA®H NAPATHPHEEIZ / £XOAIA TEXNIKEE NPOA/QES METP ETOZ
AEIKTEZ
121-135-C oupgwva pe 1ISO11138-1,3:2017
Tuvodeia ETwaoTAPA TOUAAXIOTOV 8 BECEWV PE YNPIaKO
OTITIKO GUCTNHA AVTIOTPOPNG HETPNONG YIa OAEG TIG BETEIG pE
. . OTITIKA KaI NXNTIKA £vOEIEN amoTEAEOUATWY Kal duvaTéTnTa
5 45123 | 1311 BIO)\OVI,KOg Oeikmng 20AeTrg EKTUTTWONG QUTWV TEM.
EpunVelas TEXN.MPOA.
ApTTroUAgg pe omépoug geobacyllous-ateapoBepudpiroug pH
1x10°, ye auToKOAANTN ETIKETA XNMIKOU deikTn 1 1SO11140-
1:2014

Bloloyikol Seikteg taxelag epunvelog yla KUKAOUG o KALBAvoug atpoU oe KALBAvVOUC OTUOU UE
Suvautkn adaipeon agpa( kevol) otoug 1210C £€wg 1350C . Na eival GueEong emwaong UETA Thv
OTOOTEIPWON KOL TA QMOTEAECUATA TNG EMWACNG va Tapexovial o 15-20 Asmtd to péyloto. Ot
BloAoyikol Seikteg va amoteAolVTAL AMO AUTTOUAEC TIOU TIEPLEXOUV OTIOPOUC Tou yévoug Geobacillus
stearothermophilus oe mAnBuoud toulAdywotov 1.0 X 106 . EEwTeplkwG va UTIAPXEL QUTOKOAANTN
ETIKETOL HE XNMULKO Seiktn tumou 1 (TYPE 1) katd to ISO 11140- 1:2014, pe kotaysypoppéva Ola ta
amattoUpeva otolxeia tou Broloyikol Seiktn yla Tnv yvnAdtnon tou €idoug. Na tnv evepyomoinon
Tou BloAoyikou Seiktn va pnv amatteital mpoodetog e€omAlopog.OL Blohoyikol delkteg va TANPOUV TLG
amattnoelg tou npoturnou EN ISO 11138-1:2017, EN ISO 11138-3:2017 kat ISO 11140-1:2014 (ywa Tov
XNHUKO Seiktn) Kal va Kotatebel To avTLOTOL(O TILOTOMOLNTIKO TOU Kataokeuaotr. O mapaywyog va
dbépel miotomoinon ywo thv mopoywyn oludwva pe to ISO 9001:2015. Na cuvodeletal omd
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enwaotrpa nou Ba Slabétel Touldylotov 8 BEoelg enwaong, e 086vn LCD yia ypriyopn Kat eUKOAn
gpunveia Twv anoteAeopdtwy, He PndLokd omtikd cOTNUA AVTIoTPOdNG HETPNONG TOU XPOVOU yLd
KaBe B€on emwaong Kot SuvatdTNTA OMTIKAG KOL NXNTIKAC EVOELENG TwV amoTeEAECHATWY. Na uTtdpxeL
Sduvatotnta olvdeong pe ektunwtr). Na kotatebel to EevoyAwooo (AyyAko) texviko ¢dulhadio Tou
EMWOAOTAPA HE TNV TUOTA petadpaon ota EAANvika. Na map€xetal TEXVIKA UTOOTNPLEn yla Tov
TAPEXOUEVO €EOTIALOUO eVTOC 24wpou otV omola Ba meplAapBAveTaL KAl N AVIIKATAOTAOH TOU, OTav
Xpelaletal, To avwtépw vo Pefalwvetal pe umevBuvn dnAwon. Na katateBolv yla thv afloAoynon
Tou eldouc Ta e&nc: to EevoyAwooo duANGdLo Tou TtpoidvTog Kal oL o8nyleg xpriong Tou PoidvTog Ue
™V petddpaon toug ota - EAANVIKA, TO TILOTOTOWNTIKO SLachAALoNG TNG MOLOTNTAG TOU KOTAOKEUAOTH
Kota 1S0 9001:2015 kat 6tL Ao Inteital anod T npodlaypadEg tou eidouc.

A/IA

KQA.
NOZ

NEPITPA®H

MNAPATHPHZEIZ / ZXOAIA TEXNIKEZ MNPOA/®EZ

MON.
METP

MOXOTHTA
TIA ENA (1)
ETOX

AEIKTEZ

ZUpewvo pe ISO15883-5 kai oToTroINTIKG SI00PAAIoNG
KaTaokeuaoTr katd 1ISO13485 ) duvatdv auTokOAANTOG yia
€UKOAN apxeloBETnon
TEXN.MPOA.

Na ouvodetetal pe avoeidwTn Baon TorobETnong oTnPIENG
Tou OgikTn

43880 | 1311 | Aceiktng eAéyyou TTAUVTNpiou TEM.

Aeiktng eAéyxou NG KOOAPOTNTOC TWV QAVIKEIMEVWYV TIAUCNC KOL TNC OWOTAG AELTOUPYLOC TwV
oUTOMOTWY TAUVTINPlWV Xelpoupylkwy epyalsiwv. Na eival pag xpnoswe, amotelolpevog omod
UTIOOTPWHOTA — KNALSEG e pUTIO €VTOVOU KOKKLVOU XPWLATOG TIOU TIEPLEXEL TTPWTEIVEG, ATiSia Kal
TIOAUCQKXOPITEC WOTE VO TPOCOUOLWVEL PEXALOTIKA Opyavika Katahouma. O 6eiktng va Slabetel
téooeplg emidAveleg MPOKANONG Kol og cuvbuoopd pe tnv avoleidwtou xaluBa Baon otnpléng, va
TIPOCOMOLALEL TIC GUVONKEC amoppUMAvVonG Twv eUKOAWV aAAd kKal dUoKkoAwv onueiwv kabaplopol
TWV XELPOUPYLKWV gpyaAeiwv m.X. apBpwoelc, avlol KTA., mapéxoviag npokAnon kabaplopol amno
oA amAEG kateuBuvoelg (touldylotov Téooeplg ). OL Oeikteg va mopakoAouBolv OAeg TIG
TIAPAUETPOUCG OTWG N MNXAVIKA 8pAoH, N AMOTEAECUATIKOTNTA TOU OMOPPUTIAVTLKOU, O XPOVOC ToU
KUKAou mAUGoNG Kal n Beppokpacio kat va sival cupdwvog pe tnv Eupwnaikn odnyia EN 15883-5 yia
Ta test opyavikoU puttou(test soils) og mAuvtrpla-amoAupovtéc. To mPoilov va PNV TEPLEXEL TTPOIOVTA
aipartog. Na ¢épet onuavon CE cuudwva pe Eupwraikd kavovioud MDR 745/2017. Arapaitntn n
TEXVLIKN UTIOOTAPLEN TOU UALKOU Ao appodlo umtdAnAo Tng etalpeiag, yia cuvepyaciol LE TOUC XPrOTEC
KOIL TOUC TEXVIKOUC TwV TAUVTNpiwy, yla tThv apeon enthAuon tuxov mpoBANUATWY OTO AMOTEAECUATA
ToU SelkTn eVvtog 24 wPWV OTOV TOTO XPROoNG —VOooKoUELo,( var SnAwvetal pe umtevBuvn nAwon). Na
KoatateBouv yla tnv TeEXVIKA afloAdynon tou eidouc, emi mowvy anoppwng tng mMpoodopdc o Un
TIPOOKOULON TOUG, Ta £€NC SIKALOAOYNTIKA: TO EeVOyAwaoco (AyyAlkd) Texviko GUAAASLO TOU TIPOioVTOC
HE TNV eAANVIKN petadpaon, delypa tou mpoidvtog kal tng Baong, avtiypado tou CE cupdwva pe Tov
LoxVovta kovoviopd MDR 2017/745 pe cadn avodopd otov KwdKO Tou TiPpoodhEPOUEVOU TIPOIOVTOC,
avtiypado Tng KaTaxwpenong oto UNTpwo Latpotexvoloyikwy tou E.O0.@, odnyieg xpnong, to ev oxv
TILOTOTIOLNTIKO SLOXELPLONG TNG TTOLOTNTAC TOU KATAOKEUAOTA Kal Tou Slavopéa kata ISO 13485 kabwg
Kot OTL Ao InTeital amo TIg TEXVIKEC tpodlaypadEg Tou idoug.

A/A

KQA.
NOZ

NEPIFPA®H

NMAPATHPHZEIZ / ZXOAIA TEXNIKEZ NMPOA/®EZ

MON.
METP

MOXOTHTA
TIA ENA (1)
ETOX

AEIKTEZ

45124

1311

[evikdg BeiKTNG EAEyXOU
UYIEIVAG ETTIPAVEILV

20pewvo pe 1ISO15883-1 (2006) kai TTIOTOTTOINTIKG dlIA0PAAIoNG
KataokeuaoTr 1ISO13485

TEM.

100
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Na elval £TOLHOC TTPOC XPr o OTUAEDC e SuVATOTNTA AVIXVEUONG UTIOAELMUATWY TTPpWTeivnG. Na eival
QUECOU OMOTEAECUATOC HETA TNV EDAPUOYH, LLE TOV XPOVO AVASELENC TOU AMOTEAECUATOG VA NV
urtepPaivet Ta 15 sec. Na aviyveUel UTIOAELPHATA opaTwV AN Kal adpatng mPpwteivng 21ug. No pnv

oo To TEXVIKO PUANASLO KoL TIG 08nyieg xpriong tou ota EAAnvika

A/A

KQA.
NOZ

NEPIrPA®H

MAPATHPHZEIX / ZXOAIA TEXNIKEZ MPOA/®EZ

MON.
METP

MOXOTHTA
TIA ENA (1)
ETOX

AEIKTEZ

Z0pewvo pe 1ISO11140-1,4
TEXN.MPOA.
Na avrkel oToug deikTeg TUTTOU 2 KaTd 1ISO11140-1,4 Na
32780 1311 BOWIE and DICK test arroTeAeiTal atd £va @UANO dEIKTN OAPAVONG KAl KATAYPAPAG TEM.
OnuEiwV aTTOCTEIPWONG Pa XNUIKA pHEAAVN Xwpig pOAuBdO
Kal Bapéa HETOAND OTO HEOW MIag OTOIRASA OVOKUKAWGIYO
XOPTi JE EAeyX0 OAWYV TWV TTAPAUETPWY KAIBaVIOUOU

‘Etolpo makéto eAéyxou Bowie & Dick, plog xproswe, yla tov £AeyXo owaoTthg Astoupyiag tTwv
KALBAvVwWVY atpol Kat tng emiteuéng Twy mopapétpwy KALBaviopou (xpovog, Bepuokpacia, atpog).
To mak£To va €xeL e€wTePLKO XNULKO Seiktn £vSeleng KALBavIopoU og aTpo.
Na amnoteAeital and touldyiotov 300 GpUAND, O0TO £vSLAUESO TwV OMOlWV va glvol 0 SeikTng
eAéyxou amod e161k6 pUANO orjpavong .

H pehavn va sival eAevBepn Bapéwv petdAwy, latex kal GpOAAKWY EVWOEWV.

O &eiktng va avnkel otoug deikteg Tumou 2 (TYPE 2) kata 1SO 11140-4 kal va dE£peL TLoTomoinon
CUUUOpdwWONG amd avefdpTtnTO OPYAVIOUO ToTomoinong Ttpltou upEpoug, o omoiog eivat
SLOTLOTEUEVOC Ao avayvwpLlopevo eBvikd dopéa Stamioteuonc. O ev Adyw dopéag dlamniotevong Ba
TPEMEL va ival S1eBvwg avayvwplopévog, néAog tou IAF (International Accreditation Forum) fi/kat tou
EA (European Cooperation for Accreditation). Enti mowr andppudng va katatebel avtiypado tou ev
LoV TLOTOMOoLNTLKOU yLa TO €160¢.

JTO TOKETO €EWTEPLKA va avaypadovtal, ol cUVONRKEG yla Tov KUKAO €A€yxou, nuUEpoUnvia
napaywync/Anénc, aptdpdc maptidog, o avefdptntoc popeag nLotonoinong K.o.

Na ocuvodeletal amo mivaka oPpaApdTwy Kal Tilavwy attwyv mPokAnong autwy. Amapaitntn n
Umopén TEXVLKAG UTOCTAPLENG TOU UALKOU amd appodlo umdAAnAo tng €talpelog yla emiAuon Tuxov
npoBANUATwy Tou Seiktn €vtog 24 wpwV Kot oTNV €56pa TWV INXavNUATWV (va SnAwvetal pe unteuBuvn
6nAwon).

Na ¢épel onpaveon CE cUpdwva pe tov oxvovta kavoviopud MDR 745/2017.

Na gival kataokevaouevo cupdwva pe to EN 1ISO 11140-4 Tumou 2 (Type 2).

Na katateBoUv yla tnv texvikn afloAoynaon tou eidouc, emni mowvn andppung o PN MPOOKOWLON
ToUG Ta £€N¢ StkaloAoynTikd ot AyyALKA e TNV MLOTH Toug petddpaon ota EAANVIKA : To EevoyAwaooo
(AyyAlko) duANGSlO Tou TpOIOVTOC e TNV peTadpacn Tou ota EAANVIKG pe avadopd oToug
npoodepOUEVOUC epyooTaotakol Kwdlkoug, to CE Tou mpoidvtog o€ eVAPUOVLON HE TOV KOVOVIOUO
MDR 2017/745, avtiypado Tng KOTAXWPENONG TOU TPOIOVIOC OTO HUNTPWO LOTPOTEXVOAOYLKWV
npoiovtwy tou E.0.D., avtiypado Tng ETIKETAG, TO LOXVUOV TMLOTOMOLNTIKO Slaxelplong tng moloTnNTag
TOU KATAOKELOOTH KoLl Tou Slavopéa katd I1SO 13485:2016, deiypa kabBwg kat 6Tl Ao {nteital amno tig
TEXVLIKEG TtpoSLaypadEG Tou eiSoug.

A/IA

KQA.
NOZ

NEPIrPA®H

MAPATHPHZEIZ / 2XOAIA TEXNIKEZ NPOA/®EX

MON.
METP

MOXOTHTA
TIA ENA (1)
ETOX

ATOPPYMANTIKA-AMTOAYMANTIKA-AIMANTIKA

33058

1351

ATTOPPUTTAVTIKO XEIPOUPYIKWV
epyaAeiwv yia TTAUVTApPIO
(uypn Hopen) SA.

>0pewvo pe 1ISO9001,13485,14001 kai ol ATTaITOUEVEG
Baon eupwTraikig Kal EAANVIKAG vopoBeaiag eykpioelg (ce,
€.4.X.TT,EO® EOD 1} va uttdpxel duvatdtnTa Xpriong Tou
Xwpig oudetepoTrointr) TEXN.MPOA. Na gival gupfaro pe 1o
OUBETEPOTTOINTIKG Kal TO SIABPEXTIKO TTAUGEWV.

AiTpa

50
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Na TTeEpLEXEL AVIOVLKA KAL [N LOVLKA TOOLEVEPYA WE TNV TPooBrkn eviUpwv og pH SltaAUpatog >10 (oxL
peyoaAUTEPO OUwC Tou 12) wote va SlaAlel To BLoAoyiko doptio oe Alyo xpovo armo ta SUoKoAa ohnpeia
TWV EPYOAELWV TLX. A0 TIC apOPWOELS KoL TOUG UAOUC.

Na propet va xpnowuomnotnBel xwpig tTnv xprion oudetepormnotntikol uypou.

Na pnv mpokaAel kapia ei6oug ahdoiwon og mAuvtrpla Kal gpyaleia (SlaBpwoELg, ATIOXPWUATIOMOUC
K.AT) kal va katateBolUv ylwa to mMpoodePOUEVO TPOIOV TILOTOTMOLNOEL CUUBATOTNTAG EMICNUWY
KOTAOKEUOOTWY €PYOAELWV KaL TTAUVTNPLWV ML TOLWVE amoppuPng.

Na glvat cuppato pe To SLaBPEKTIKO KOL TO OUSETEPOTIOLNTIKO XPHONG.

No koatateBei Befaiwon Tou KATAoKELAOTH PE cadr] ovopacia Twv MPOoIOVIWY Tou Eival cuuparto.
No Swabétel onuavon CE, katoxwpnon oto E.M.X.N edbdoov amatteitat Baon enionuavong Kot
kataxwpnon otov E.0.® Bdon tng oxvouoag vopoBeaoiag mept LATPOTEXVOAOYLKWY TIPOIOVTWV.

Na &ivetol n T mukvol Tpoiovtog Kabweg Kal n T £tolpou Altpou StaAbpatog HeTd tnv
T(POTELVOLEVN KATAOKEVOOTLKI apaiwon.

Na kotateBolv emumpoofétwg yla thv afloAoynon tou £idoug katl emi mown amoppwne o un
KataBeon toug Ta €ENAG:

o) To TeXVIKO GUAAASLO Tou TtpoidvTog (AyyALKO pe TNV Mot EAANVIKN petddpaon)

B) to ev woxU Aektio Asdopévwv Aodaleiag ocbudwva pe tnv Kavoviopuo EC 1907/2006 kot to CLP
(AyyALKO pe tnv ot EAAnvikn petadpaon)

Y) Ta €V oYU TLOTOTOLNTIKA SlachaAiong moldtnTag Tou Kataokevaotr ISO 13485, ISO 14001 (AyyAwo
ME TV ot EAANVIKN petadpaon)

8) oL amnattoupeveg Baon EAANviKN kol Eupwraikng vopoBeoiag eykploeic (CE, E.M.X.M, E.O.® k.Am)
KaBw¢ Kat 0Tl GAAo {nteite amnod tic mpodlaypadég Tou eibouc.

A/A

KQA.
NOZ

NEPIrPA®H

MAPATHPHZEIZ / ZXOAIA TEXNIKEZ MPOA/®EZ

MON.
METP

MOZOTHTA
rA ENA (1)
ETOX

AMOPPYMANTIKA-AMTOAYMANTIKA-AINMANTIKA

10

ZUpewvo pe 1ISO9001,13485,14001 kai TIG OTTAITOUMEVEG
Bdon eupwTraiknig Kai EAANVIKAG vouobeaiag eykpioelg (ce,
€.4.X.T,EOD
TEXN.MPOA.

Yypn pop®n S5A, va gival cupBaTtd Pe To ATTOPPUTTAVTIKO KAl
AQUTTPIVTIKO-OTEYVWTIKO.

35691 1311 OudeTepoTToINTIKO Aitpa

No elval oupmukvwpévo oflvo uypo, KatdAnAo yla TNV oudetepomoinon Twv aAKAAIKWY
UTIOAELUUATWV.

Na repléXeL opyavikd oféa avw tou 40%.

Xwpic pwodoplka Kal vitpKa ofcal.

Xwpig taotevepyd yla eUKoAo EERByalpa xwpig uTtoAsipparta.

Na StaBétet orjpavon CE kat katayxwpnon oto E.M.X.M epooov analteital m.x €dv enonuoiveral .

Na elval cUUBOTO HE TO ATTOPPUTIOVTLKO Kal TO SLaBPEKTLKO Xprong.

Na katoteBel BeBaiwon Tou KATOOKELAOTN e oadry OVOUACLO TWV TPoidVTwWY 1o eival cUUPATO.
Na Swabétel onuavon CE, kataxwpnon oto E.M.X.M eddoov amatteital Bdaon emonpoavong Kot
katoxwpnon otov E.0.® Bdaon tng Loxvouoag vopoBeaoiag mepl LATPOTEXVOAOYLKWY TIPOIOVTWV.

Na &ivetal n TR mukvoU Tpoiovtog Kabwg Kal n T £€Toldou Altpou SlaAUpatog HETA TNV
TIPOTELVOLEV KATAOKEUOOTIKI apaiwon.

Na katateBolv emumpocBetwg ywa tnv afloAdoynon tou eidouc Kal €mi mowvn amdppupng os un
KaTABeon Toug Ta €ENG:

o) To TEXVIKO PpUANASLO Tou Ttpoidvtog (AyYALKO e TNy Tioth EAAnVIKN petadpaon)

B) to ev oxU AegAtio Asdopévwy Aodaleiag cupdwva pe tnv Kavoviopo EC 1907/2006 kat to

CLP (AyyALko pe tnv motr EAAnvikA petadpaon)

Y) Ta €V oYU mLotomolnTka dtacddAlong moldtntog tou kataokevaotn 1ISO 9001, ISO 13485,

ISO 14001 (AyyAko pe tnv ot EAANVIKA petadpaon)

6) oL amattovpeveg Baon EAANvikA kal Eupwmnaikng vopoBeaoiag eykpioelg (CE, E.M.X.N, E.O0.® k.Am)
KaBwg kat 6tL Ao Inteite anod tig mpodlaypadég Tou idouc.
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NOZOTHTA
KQA. MON. | TlA ENA (1)
A/A | NOX | KAE NEPIFPA®H NAPATHPHEEIZ / £XOAIA TEXNIKEZ MPOA/QES METP ETO:
AMOPPYMANTIKA-AMOAYMANTIKA-AIMANTIKA
>UPQWVO E TO TTPOTUTTO €V EUPWTTAIKNG VOUOBETiag
1ISO10993-1, 1ISO9001,13485,14001 Kai o1 ATTAITOUUEVEG
Bdon eupwTraikng Kai EAANVIKAG vouobeaiag eykpioelg (ce,
11 44582 1381 NQUTTPUVTIKO-OTEYVWTIKO €.u.X., EO® Aitpa 10
TEXN.MPOA.
& uypn Hop®r 5A va gival cupBaTtd Pe TO ATTOPPUTTAVTIKO
KQI TO OUBETEPOTTOINTIKO
YypO OUUTMUKVWHEVO OSLOPPEKTIKO yla XELPOUPYLKA €epyoAeia mou kaBapilovtol oe autouata
TAUVTHPLA.
Na epLEXEL YA [N LOVIKWY TACLEVEPYWV 0€ UPNAN epLekTikOTnTa 15-30%, pE TpooBnkn opyavikwy
oféwv ot eladpda ofvo pH Slalbpatog =4, wote va BonBAsl 0TO OTEYVWHA TWV XELPOUPYLKWY
gepyoleiwy HEWWVOVTOC TOV XpOVo Kol Tnv Beppokpacio OTEyVWHOTOC E&VW Tautoypova va
oudeteporolel Ta mBava aAkaAlkd uTtoAeippota anod tnv ¢aon tng mAoNG.
Na EemAévetal eUKOAA Kal va PNV adrvel otlypato ota XELpoUpYLKA epyaleia, KatdAAnAo yla xpnon
KO LE ATIOOKANPUHEVO VEPO.
Na SlaBétel onpavon CE, kataxwpnon oTo UNTpwo Latpotexvoloylkwy tou E.0.® kat oto EMXIM. Na
Katatebouv avtiypada Twv KATaxwpnoewvy.
Na eival Boouppatd clpdwva pe to Eupwnaikd mpotumo EN 10993-1 kal va pnv emnpedlel ta
XELPOUPYLKA EpyaAeia KAl TOV LATPOTEXVOAOYLKO e€OMALOMO. Na katateBel n Tekunpiwon.
Na eivol cUUPATO LE TO ATIOPPUTIAVTIKO KAl OUSETEPOTOLNTIKO XpHoNnG Kal va katateBel BeBaiwon tou
KOTAOKEUQOTH HE TLG OVOUOCIEG TWV TPOIOVIWV.
Noa Sivetal n T mukvou Tpolovtog KaBwg Kal n TR £tolgou Aitpou SLAAUMOTOC UETA TNV
TIPOTELWVOLEVN KOTOLOKEUOTLK apaiwaon.
Na katateBolv emumpooBetwg ywo tnv afloAdynon tou £idoug Kal €mi mowvn andppupng oe un
KaTdBeon Toug Ta €EAG:
a) To TEXVIKO GUAAASLO TOoU TtPoidvTog (AyyAlko We TNV moth EAANVIKA petddpaon)
B) to ev LloyU AsAtio Asdopévwyv Aodaleiag cupdwva pe tnv Kavoviopod EC 1907/2006 kat to
CLP (AyyAiko pe tnv ot EAAnvikA petadpaon)
y) Ta €V LOXU mioTomolntika StacdAiiong moldtnTac tou Katoaokeuaotn ISO 9001, 1ISO 13485,
ISO 14001 (AyyAko pe tnv rotr EAANvIKA petadpaon)
8) oL amattoUpeveg Baon EAANVIKA Kal Eupwraikng vopoBeoiag eykpioelg (CE, E.M.X.M, E.O.Q k.Am)
KaBw¢ Kat 6tL GAAo {nteite amnd tic mpodlaypadéc Tou eibouc.
NOZOTHTA
KQA. MON. | TlA ENA (1)
AIA NO: | KAE NEPIFPA®H NAPATHPHEEIZ / £XOAIA TEXNIKEZ MPOA/QES METP ETOZ
ATMOPPYIMNANTIKA-ANMOAYMANTIKA-AINANTIKA
A . TEXN.MPOA.
TTOPPUTTAVTIKO- . uypn pop®n S5 pe dooopeTpikn avTAia Baon eupwTTdikwy
12 | 27194 | 1351 S“‘;"A“;S:’/T'fg KOV | mpotdmuwy evi3727 kai 14561 wg BakTnpiokTévo, £v13624 | Afrpa 70
‘ZVI Y H HUKNTOKTOVO, v 14562 BiokTévo (HIV-HBV-HCV) oUpgwva
Xep pe ev 14476 kai ev 17111 o€ xpdvo £wg 15 AetrTd

Na eival uypd, 0g CUUTUKVWHEVN Hopdn, KATAAANAO yla Tov KaBaplopo Kol TNV ommoAUpavVon Twv
XELPOUPYLKWV gpyaAeiwv pe BuBlopd (oto xEpu).

Na eival Baktnploktovo cludpwva pe Ta Eupwmnaika mpotuna eAéyxou EN 13727 kat EN

14561, pukntoktovo pe EN 13624 kot EN 14562 kat toktovo (HIV, HBV, HCV) cbudwva pe EN 14476
kot EN 17111 og xpovo 5-15 Aemtd. Not umtoBANBoUV HEAETEG ATTOTEAECLLATLKOTNTAG.

Na £xel Loxupn KaBaploTikn 6pAon o€ aipo, MPWTIEIVES KAl 0PYOVIKOUC pUTIOUC.

Na cuvodeletal and 60COUETPLKA AVTALAL.

Na dépet orjpavon CE and kowvomolnuévo popa Kal vo KatateBel To LoxUoV MLeTOMOLNTLKO.
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Na &lvetal yla tnv OWKOVOUIKH 0floAOyNnon Tou €i6ou¢ To KOOTOG SLAAUMATOC ETELTA ATO TNV
TIPOTELVOLEVN apaiwan ylo To cUVOAO Tou {ntolUevou ¢acpatog amoAluovong cUpdwva HeE Ta
{nToupeva npdtuma eAéyxou yla dpdon ota 15 Aemta.

Na katateBoUv yla tnv TeXVIKN afloAoynon Tou €idoug ta £€AG SikaloAoynTika: AyYALKO TEXVIKO
$UANGSLO TOu TIPOIOVTOC PE TNV TILOTH HEeTadpaocn tou ota EAANVIKA, To emkatlpomolnpévo Aegitio
Aebopévwv Aodalreiag (EAANVIKO, AyyAko) , n onuavon CE Mark tou mpoiovtog amd KOoomoLnpUEVo
opyaviouo, n katoaxwpnon oto PCN edpocov amalteital cupudwva Pe TV LloxUouoa vopoBeaia, n
KOTAXWPNoN OTO MNTPWO Latpotexvoloylkwv tou E.0.® kat ta ISO 13485 kat ISO 14001 tou
mapaywyou Kal Tou Slavopéa.

NOZOTHTA
KQA. MON. | FIA ENA (1)
AIA NOX | KAE NEPIFPA®H NAPATHPHEEIZ / £XOAIA TEXNIKEZ MPOA/QES METP ETOZ
ATMOPPYIANTIKA-ANMOAYMANTIKA-AINANTIKA
TEXN.NPOA.
13 27198 1311 XEIPOUPYIKWV EPYOAEIWV Xelp F,W)\ i p)z( wnan ouy pwan 2297 TEM.
(600-750ml) ITPIKG AEUKG £AQIG QUPUAKEUTIKIAG TTOIGTNTAG, VA NV
TEPIEXEI OIAIKOVN, oUPQwva pe 1o ISO10993-1,
IS09001,13485,14001
AUTAVTIKO o€ popdr) spray yla xpron He PEKACUO TwV 0pBpwWoEWY TWV XELPOUPYIKWVY EPYOAELWV.
No mepléxel otnv olotacn Tou UYPNAR OCUYKEVIPWON OF LOTPIKA AEUKA £Aala GAPUOKEUTIKNAG
TIOLOTNTOG, YLO XPHON OE XELPOUPYLKA epyaleia. No pnv mePLEXEL GLALKOV.
Na eival aodaAég yla tov aoBeviy wg mpog Ta UoAsippata tou cUudwva pe to ISO EN 10993-1 nepl
LOTPOTEXVOAOY LKWV TIPOIOVTWYV Kal ToELKoAOYLKA eAeyUEVO (va katateBel n Tekpnpiwon).
Miotomotnpéva n xpron tTou va unv emnpealel tnv anooteipwaon oe €npod kat uypo kKAiBavo (emi mowvn
andppudng va katateBel HeAETh TTOU TO MLOTOTIOLEL).
JupBatd pe Tt UALKA KATOOKEUNG TwV gpyaleiwv Kol va kotateBouv TLOTOMONTIKA cupBatotntag
KOTAOKEUAOTWY (0pOog €Mt mowvh anoppldng o Un cuppopdwon).
Na pnv neptéxet YAwpodpBopdavBpakeg we mpowdNTIKO PEco.
Na SlaBétel pakpu mpoobadalpolpevo puyxog 210cm, yla SUVOTOTNTA OTOXEUMEVNG ALITOVONG OTLG
opBpwoels Twv epyaleiwv.
Na katateBouv yla Thv afloAdynon tou €idoug Kat Mt o anoppldng o€ N MPOCKOULON TOUG Ta
€€nc: 1o fevoyhwooo PuANASlo pe mioty petadpaocn ota EAAnvika, to AyyAwo kot EAAnVikO
emikolporonpuévo Aegltio Asbopévwv Acdaieiag olpdwva pe tov Kavoviopd EC 1907/2006,
avtiypado tng onuavong CE, avtiypado tng kataxwpnong otov EOQ (UNTpwo LOTPOTEXVOAOYLIKWY), T
KotaokevaotTika ISO 13485, ISO 14001 kat otL GANo {nteital amno tig npodiaypadég Tou idoug.
NOXOTHTA
KQA. MON. | TlA ENA (1)
A/A | NOx KAE NEPIFPA®H NAPATHPHEEIZ / £XOAIA TEXNIKEZ MPOA/QES METP ETOZ
O®IATPA - XAPTI
AMOZTEIPQSHE
Na gival gupewvog pe 1ISO11140-1, va €xel oApavon ce Kai
. i . va @épel Tov ISO 13485 aopdAeiag KATA KATAGKEUOOTN
27 36545 1311 | ®iATpo XAPTIVO OTPOYYUAS TEXN.MPOA. TEY. 1.000
190mm pe SeikTn aToU TTou va aAAGLEl xpwHa

To ¢iAtpo va eival otpoyyuAo Stopétpou 190mm, KATAOKEUOOUEVO OO hon-woven UALKO,
Bdapoug 70 g/m? -5%, ubpddoPo, avOeKkTIKO e LypPH KAL OTEYVH KOTAoTaON.

O Seiktng atpol va aAAAlel xpwHa Kot va ival oupdwvog pe 1SO 11140-1.
Na ¢pépel deiktn og evapuovion pe To mpotumo 1SO 11140-1

Na €xeL orjnavon CE.

Na pnv meptéxouv dpuotkd AAatet.
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MOZOTHTA
KQA. MON. | FIA ENA (1)
A/A | NOz KAE NEPIFPA®H NAPATHPHEEIZ / ZXOAIA TEXNIKEE NPOA/®ES METP ETOZ
O®IATPA - XAPTI
AMNOXTEIPQEHE
Na gival gupgwvog pe 1ISO11140-1, va €xel opavon ce Kai
. . . va @épel Tov 1ISO 13485 aopaAElog KATA KATAOKEUOOTH
28 34974 1311 | ®iktpo XapTIVO TETPAYWVO TEXN.MPOA. TEM. 500
230mm x 230mm pe SeikTn aTHOU TTOU Va aAAGLEl Xpwla
Oiktpa xdptva yla kutio anooteipwong and xopti kpem Bapoug 60 gr/m2, Slaotdoswv 230mm X
230mm
No dp£pouV EVOWUATWHUEVO XNULKO SeikTn amootelpwong atuou, pUn Toélkd o omolog va evappoviletal
pe To Eupwmnaiko mpotumo EN 11140-1 .
Na emutpémnet tnv Sieiobuon atpol , va eumodilel TOUG ULKPOOPYAVIOUOUC Kal va sival eAeUBepo latex.
Na ¢épel opavon CE.
Na katateBouv yiwa tnv aflohdynon tou eiboug to €evoyAwooo (AyyAlkO ) GUAAASLO TEXVIKWV
XOPAKTNPLOTIKWY UE TILOTH peTddpacn ota EAANVIKA, To LoxUov motomolnTtikd Sltachaiiong moldtntag
ISO 13485 tou gpyootaciov kataokeung, avtiypado tou CE os evapuovion pe tnv 2017/745 (MDR) kat
avtlypado TnNg KAToxwpenong oTo PNTPWO LATPOTEXVOAOYLKWV Tpoidovtwy Tou E.0.O.
MOZOTHTA
KQA. MON. | FIA ENA (1)
A/A | NOz KAE NEPIFPA®H NAPATHPHEEIZ / £XOAIA TEXNIKEE NPOA/QES METP ETOZ
O®IATPA - XAPTI
AMNOXTEIPQEHE
Na eival oupgwvog pe 1ISO11140-1, va éxel Grpavan ce Kal
®iATpo xdpTIVO TETPAYWVO va gépei Tov ISO
29 | 34972 1311 | % TEXN.MPOA. TEW. 500
H s 230mmx230mm Me duo oTrég pe deikTn aTpoul TTou va
aAAGlel xpwpa
Oiktpa pLag xpriong KATaoKEUaopEva and Hohakd non woven UALKO Bapoug 70gr/m 2-5%, udpodopo,
OVOEKTIKO OE UYPH KAl OTEYVH Kotaotoohn, cUudwvo pe to EN 11607-1.
Na eival tetpaywvo Stactacswv 23X23cm  +0,5cm, pe deiktn atpol kot Suo omég yla containers
Martin.
Noa dépel deiktn o€ evapuovion pe to mpotumo I1ISO 11140-1
Na €xel orjpavon CE.
Na pnv eptéxouv Gpuotko AATeL.
Na katateBel yia v afloAoynon 1o texviko dpuAdadio tou eidoug, avtiypado tng onuavong CE,
avtiypado tng kataxwpnong otov EOO (untpwo tatpotexvoloyikwy) kat to 1ISO 13485 kataokeuaotn
Kot Stakvntn.
NOZOTHTA
KQA. MON. | FIA ENA (1)
AIA NOZ KAE MNEPIrPA®H NMAPATHPHZEIZ / 2XOAIA TEXNIKEZ NMPOA/®EX METP ETOXZ
O®IATPA - XAPTI
AMNOZTEIPQXHZ
Na 1TAnpoi Tig diEBveig TTpodiaypagég- cupewvwg TTpog ISO
11607-1 EN 868- ka1 va diabétel CE.
XapTi non woven TEXN.MNPOA.
30 35674 131 evaAaoooduevo 75x75¢cm Y3poO®oBo Kal avTiIoTATIKO EAEUBEPO XNMUIKWV TEH. 2500
£PEBIOTIKWV OUCIWV OTTWG AaTEE, aAaKd Kal avOeKTIKG OTIg
KOTATTOVATEIG.

Kataokeuaopuévo and 100% iveg moAumpornuAeviou, tiTou SSMMS, katdAAnAo yla anooteipwon
og KALBAvoug atuoU Kot TAGCUOTOG.

Bapoug touldytotov 50gr/m 2 -3gr/m 2 ylo Loxupr avtoxr oTo oKioLuo.

Na eival oe evalhaooopevn popdry SU0 XpwWHATWY (UTAe-TipAovo) ylo eUKOAN avayvwplon
KATECTPOUUEVOU TTEPLTUALYLATOG.

EAe0Bepo wibiwy, amouoio PNXAVIKAG LVALNG, VO LNV TIOPAYEL OTATIKO NAEKTPLOUO.

Na eival udpodofo, adlanépaocto ota vypd.

Na eival eAeUBePO XNULKWVY KoL EPEBLOTIKWVY OUCLWV OTWE AATe, POAALKWY EVWOEWV K.
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JupBatd pe kKABavoug mAdopatog kat va katateOei motomowntiko cuppatotntag/kataAnAdtntag
TOU XOPTLOU oo TOUAAXLOTOV SU0 KATOOKEUAOTEG KALBAVWY MAGOUATOC.

Na ¢pgpet orjpavon CE cUpdwva pe Tov Loxuovta kovoviouo 745/2017.

Na StatiBeTol CUOKEUAOUEVO ECWTEPLKA OE TTAQCTIK GAKOUAQ yLOl T(POOTOCia ard TNV oKoOvNn UE
£VTUTIO OTOLXELWV TNC MAPTISAC Yyl TNV LYVNAACLUOTNTO OUTAC, VW €EWTEPLIKA O XAPTOKLBWTLIO UE
Sduvatotnta otoifanc.

Na avaypddetol otn CUGKELAOLO N nUEPOoUNnvia mapaywync-Anéng kat o aplBuog maptidag, o
0lKOG KOTOOKEUNC, N ovopaaoia Kal 0o KwdLkog epyootaciou tou gidoug, to CE, 0 kwdikog UDI K.ATL.

Na katateBouv yla tnv TexViky afloAoynon tou eidouc, eni mowvr amoppuPng o€ 1N TPOOKOWLON
TouC Ta €€NG SLKaoAoynTikd ota AyyALKA HPE TNV TLOTH TouG petadpacn ota EAANvika : to ¢uAAo
TEXVIKWV Xopaktnplotikwy (Technical Data Sheet) tou kataokevaoth Tou xaptol pe cadn avadopd
ota mpotuna eAéyxou EN 1 ISO kot otov Kwdlkd €pyootaciou Tou MPOoPEPOUEVOU UALKOU TIPOG
anddelén, avtiypado tou CE cupdpwva pe tov oxlovto Kavoviopd MDR 2017/745 pe cadn avadopd
otov KwlKO Tou Tpoodepduevou Tpolovtog, avtiypoado TNG KOTAXWPNONG OTO  HUNTPWO
Latpotexvohoykwy tou E.0.D, odnyleg xpriong,
ovtlypado TNG ETIKETAC, TO €V LOXU TLOTOMOLNTLKO SLaXelplong TNG MOLOTNTAC TOU KATOOKEUQOTH Kol
Tou Stavopéa katd ISO 13485 kal 6tL Ao {nteltal amo Tig TeXVIKEG mpodlaypadEg Tou idouc.

NMOZOTHTA
KQA. MON. | TlA ENA (1)
A/A NOZ KAE MNEPIrPA®H NMAPATHPHZEIZ / ZXOAIA TEXNIKEZ NMPOA/®EX METP ETOX
O®IATPA - XAPTI
AMNOZTEIPQYHX
Na mAnpoi Tig dieBveig TTpodiaypaPés- cuPPWVWG TTPog ISO
11607-1 EN 868- ka1 va diaBétel CE
XapTi non woven TEXN.MPOA.
31 31845 1311 evaAaooduevo 100x100cm YOpo@oRo Kal avTIoTATIKO EAEUBEPO XNUIKWY TE.
£PEBIOTIKWV OUCIWY OTTWG AATEE, HAAAKO Kal avOEKTIKG OTIG
KOTATTOVNOEIG.

Kataokevaopévo and 100% iveg moAumpornuAeviou, TUTou SSMMS, katdAAnAo yla amooteipwon
o€ KALBAvoug atuou Kot TAGCHOTOG.

Bapoug touldytotov 50gr/m 2 -3gr/m 2 yLo Loxupn ovtoxn oTo okicLuo.

Na eivat oe evolhaoccopevn popdn U0 XpwWHATWY (UMAE-TIPACIVO) yla €UKOAN avoyvwplon
KOTEOTPAUUEVOU TIEPLTUALYUOTOG.

EAeVBepo widiwv, amouaia UNXAVIKAG LVAKNG, VA NV TIAPAYEL OTATIKO NAEKTPLOWO.

Na eivat udpodoPo, adlanépaocto ota vypa.

Na eival eAelBepo XNUKWV Kol EpEBLOTIKWY OUCLWV OTtwe AdTeE, OAALKWV EVWOEWV K.Q.

JupBato pe KALBAVOUC MAAOUATOC KOl VA KATOTEDEL TLOTOTONTIKO cUMPBATOTNTAC/KATAAANAOTNTAG
TOU XOPTLOU oo TOUAAXLOTOV SU0 KATOOKEUAOTEG KALBAVWY MAACUATOC.

Na ¢pepet orjpavon CE cUpdwva pe Tov LoxUovta Kovoviouo 745/2017.

Na dlatiBetal cUOKEUOOUEVO ECWTEPLKA O€ TAAOTLK) OOKOUAQ Yla TPOOTAGLO amtd TNV OKOVN UE
EVTUTIO OTOLXElwV TNG TAPTISAC yla TNV LXVNAQCLUOTNTA QUTAG, VW €EWTEPLKA O XOPTOKIPBWTLO UE
Suvatotnta otoipfagnc.

Na avaypddetol 0tn CUCKELAOIO N nUEPOoUNVia mapaywync-Anéng kat o aplBuog maptidag, o
0lKoG KOTOOKEUNC, N ovopaaia Kal 0 KwdLkog epyootaciou tou gidoug, to CE, 0 kwdikog UDI k.AT.

Na katateBouv yla tnv tTexviki afloAdynon tou eidoug, mi o andpplng o€ KN TTPOCKOULON
TOUG Ta €€QC SLKALOAOYNTIKA oTa AyyALKA LE TNV TILOTH TOUG UeTddpacn ota EAAnvika : to ¢pUANo
TEXVIKWYV Xapaktnplotikwv (Technical Data Sheet) tou kataokevaotr Tou xaptol pe cadn avadpopd
ota mpotuna eAéyxou EN 1 ISO kot otov Kwdlkd €pyooTtaciou Tou MPOoPEPOUEVOU UALKOU TIPOG
anddetén, avtiypado tou CE cupdpwva pe tov woxvovto kavoviopd MDR 2017/745 pe cadn avadopd
OTovV KwOKO Tou TpoodepOUEVOU TIPoioVTOoC, aviiypado TNG KATOXwPNong OTo KNTPpWo
Latpotexvohoylkwyv tou E.O0.®, obnyieg xpnong, avtiypado tng €TKETOC, TO €V LOXU TILOTOMOLNTLKO
Sloxeiplong tng moldTNTAg TOU KATAOKELOOTH Kal Tou Stavopéa katd ISO 13485 kat 6tL Ao {nteitot
oo TIC TEXVLKEC TtpoSLaypadEég Tou eidoug.
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NMOZOTHTA
KQA. MON. | FIA ENA (1)
A/A | NOz KAE NEPIFPA®H NAPATHPHEEIZ / £XOAIA TEXNIKEZ MPOA/QES METP ETOZ
O®IATPA - XAPTI
AMNOXTEIPQEHE
MAnpoi Tig dieBveig TTPOdIaypaPEG- CUPPWVWG TTPOG ISO
11607-1 EN 868- kai diab¢tel CE.
XapTi non woven TEXN.MPOA.
32 36900 1311 eVOAOoOobuEVO 120x120cm YOpo@oRo Kal avTIoTATIKO EAEUBEPO XNUIKWY TE.
£PEBIOTIKWV OUCIWV OTTWG AATEE, HAAAKO Kal avOEKTIKG OTIG
KOTOTTOVAOEIG

Kataokevaopévo and 100% iveg moAumpornuAeviou, TUmou SSMMS, katdAAnAo yla amooteipwon
o€ KALBAvoug atuou Kot TAGCHOTOG.

Bapoug touldytotov 50gr/m 2 -3gr/m 2 yLo Loxupn avtoxn oTo okiclyo.

Na eival oe evaAlaocodpevn popdn dU0 XpwHATWY (UTAe- TPAGCLVO) yla eUKOAN avoyvwplon
KOTEOTPAUEVOU TIEPLTUALYLOTOG.

- EAelBepo wibiwv, amouoio UNXaVIKAG LVANG, VO LNV TIOPAYEL OTATIKO NAEKTPLOUO.

Na eivat udpodoPo, adlanépacto ota Lypa.

Na eival eAelBepo XNUKWV Kol EpeBLOTIKWY OUCLWV OTwe AdTeE, GOAALKWV EVWOEWV K.Q.

JupBato pe KALBAVOUC MAAOUATOC KOl VA KATOTEDEL TLOTOTONTIKO cUpPBATOTNTAC/KATOAAANAOTNTAG
TOU XOPTLOU oo TOUAAXLOTOV SU0 KATOOKEUAOTEG KALBAVWY MAAOUATOC.

Na ¢pepet orjpavon CE cUpdwva pe Tov Loxuovta Kovoviouo 745/2017.

Na dlatiBetal CUOKEUOOUEVO ECWTEPLKA O€ TAAOTLK) OOKOUAQ yla TPOOTACLO ard TNV oKOVN UE
€VTUTIO OTOLXElwV TNG TMAPTISAC yla TNV LXVNAQCLOTNTA QUTAG, VW €EWTEPLKA O XOPTOKLBWTLO UE
Suvatotnta otoifagnc.

Na avaypddetol 0tn CUCKELAOLO N nUEPOoUNnvia mapaywync-Anéng kat o aplBuog maptidag, o
0lKoG KOTOOKEUNC, N ovopaaoia Kal 0 KwdLkog epyootaciou tou eidoug, to CE, 0 kwdikog UDI k.AT.

Na katateBouv yla tnv texviki afloAoynon tou eidoug, mi mowvn andppng o€ KN TTPOCKOULON
TOUG Ta €€RQC SLKALOAOYNTIKA oTa AyyALKA LE TNV TILOTH TOUG MeTadpacn ota EAAnvika : to ¢pUANo
TEXVIKWV Xopaktnplotikwy (Technical Data Sheet) tou kataokevaoth Tou xaptol pe cadn avadopd
ota mpotuna eAéyyou EN n ISO kot otov Kwdlkd €pyootaciou Tou MPOoPEPOUEVOU UALKOU TIPOG
anddetén, avtiypado tou CE cupdwva pe tov oxlovto kavoviopd MDR 2017/745 pe cadn avadopd
OTov KwdKO Tou TpoodepOUEVOU TPoioVTOoC, aviiypado TNG KATAXwPNong oTo HNTPpWo
LatpotexvoAoykwy tou E.0.D, odnyieg xpriong,
ovtiypado TNG ETIKETAC, TO €V LOXU TLOTOMOLNTIKO SLaXelplong TNG TOLOTNTAC TOU KATOOKEUQOTH Kol
Tou Stavopéa katd ISO 13485 kal 6Tl Ao {nteital amo Tig TeXVIKEG mpodlaypadEg Tou idouc.

NOZOTHTA
KQA. MON. | FIA ENA (1)
A/A | NOZ KAE NEPIFPA®H NAPATHPHEEIZ / ZXOAIA TEXNIKEE NPOA/®ES METP ETOZ
OIATPA - XAPTI
ANOSTEIPQSHE
Na Anpoi Tig diEBveig TTpodiaypa®ég Kal va gival CUPPWVOG
Tmpog ISO 11607-1 EN 868- kai va Sia8éTel CE
XapTti non woven TEXN.MPOA. OMa 240
33 47183 1311 evaAAaooopeEvo YOpo@oRo Kal avTIoTATIKO EAEUBEPO XNUIKWY EPEBICTIKWV ¢
oUCIWV OTTWG AATEE, HOAOKO Kal avBEKTIKO OTIG KATATIOVAOEIG
(Bapog 75gr) 140x140cm yia Bapid goprTia.

Na elvat 100% cuvBeTikd 5 otpwudtwy ToAumponuAeviou (SSMMS) pe Bapog xaptol 75gr/m2 yla
LOXUpPN OVTOXA OTO OKioLUO.

Na elvat oe svolhacoopevn popdn U0 XpwHATwv (UmAe- mPAowvo) yla eUKOAN avoyvwplon
KOTEOTPAUUEVOU TIEPLTUALYLOTOG.

Na elvat uSpodoBo Kal AVTLOTATLKO.

Me amnouaoia PnXovIKAG LVAKNC.

Na pnv adnvel widia.

Na elval eAeUBepo XNUKWV Kol EpEBLOTIKWY OUCLWV OTwG AATeE, POAALKWY EVWOEWV K.OL.

Na elval avBeKTIKO OTLG KOTATIOVAOELG KAl LOAAKO.

Na elval katackeuaopévo cUpdwva pe ta Eupwnaika npotuna EN 868-1,2 EN I1SO 11607-1

Na ¢épet orjpuavon CE o€ evappovion pe tov Kavoviopo 2017/745 (MDR) kat va katateOei avtiypado
avtol.
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Na avaypadetal oTn cUCKeUAoLa N NUepoUnvia mapaywyng-Anéng kat o aplBudc naptidac.

EcwTeplkd va elvol CUCKEUAOUEVA OE VALAOV YLl TTPOCTAGLO Ao TNV OKOVN KOl VA UTIAPXEL EVIUTIO UE
Ta otolela tng maptidag yla apxeloBEtnon Kal eEWTEPLKA O OKANPO XAPTOKIBWTLO Pe Suvatotnta
otoiBaéng.

Na katateBei 1o €evoyhwooo GuAAGSO pe TNV peTddpacn Tou ota EAANVIKA, To GUAAO TEXVIKWV
Xapaktnplotikwv (Technical Data Sheet) Tou kataokevaotr pe cadn avadopd oto MPOTUTA EAEYXOU
(EN, ISO) kat ta ISO 13485 kat ISO 14001 ( meptBavtoAloyiko) Tou tapaywyol Kal Tou Stavopéa kobwg
Kot 0TL Mo Inteitatl amo Tig mpodlaypadEc tou eidouc.

NOZOTHTA
KQA. MON. | FIA ENA (1)
A/A | NOZ KAE NEPIFPA®H NAPATHPHEEIZ / £XOAIA TEXNIKEE NMPOA/QES METP ETOZ
QDIATPA - XAPTI
AMOSTEIPQEHE
katd EN ISO 11607-1 kataokeuaoTiko 1ISO 13
XapTi ETOTPWO TEXN.MPOA.
34 33175 1311 0 pwang AvTIoTaTIKO EAEUBEPO latex e Taxeia kal upnAnl TEY 1.600
diokwyv trayliner . 3 s .
aATToPPOPNTIKATNTA TNG Uypaciag KAaTAAANAo yia KAIBavoug
aTpou kal TAdopaTtog 50cmx25cm
Xapti eniotpwong Siokwv (tray liner) kataokevaouévo amnd 100% iveg moAumpomuAeviou, TTUKVWY
OTPWOEWV Kat Bapoug 260 gr/m2.
Na éxeL taxeia kat vPnAn anoppodpnTikdTNTA TNG UYpaciag, Touldylotov 400% tou BAPOUG TOU Kol va
pNv okiletol petd T SoKLUAoLO OmOoTEPWONG.
Na eivatl kataAAnAo yla xprion o€ KALBAvoug atpou Kal TAAoUATOC.
Na eival kataokevaopévo cUpdwva Pe To Eupwmaiko mpotumo EN I1SO 11607-1.
Na eivalt poAako yio va edappolel oto sowteplkd Tou Siokou ywplc va KOPel ta xéplo A va
TOQAQKWVEL.
Avtiotatikd, eAsUBepo Aate€ katl pOaAikwv evwoewv (DEHP).
Na dépel onuavon CE oe evappovion pe tov Kavoviopd 2017/745 (MDR) kat va katateBel avtiypado
auTtou.
Ecwteplkd va elvol CUCKEUAOUEVA OE VALAOV YLa TTPOCTAGLO Ao TNV OKOVN KOL VA UTIAPXEL EVIUTIO UE
Ta otoleia tng maptibag yla apxeloBETnon Kal e€WTEPLKA 0 OKANPO XAPTOKIBWTLO PE Suvatotnta
otoipfaéng.
Na katateBel 1o evoyAwooo (AyyAlkd) puAladlo pe tnv petdadpaon tou ota EAAnvikd, to ¢pUANo
TEXVIKWVY YapaktnploTtikwyv (Technical Data Sheet) tou katackevaotr He avadopd oTA TPOTUTIA
EN, ISO mou mAnpoi, oL odnyieg xpnong tou eidoug ota AyyAlkd kot EAANVIKA Kot To &v LoxV
KOTOOKEUQOTLKO 1SO 13485:2016 kat otL GAAo {nteital amno tig mpodtaypadEég Tou idoug.
NOZOTHTA
KQA. MON. | TlA ENA (1)
A/A | NO: KAE NEPIFPA®H NAPATHPHEEIZ / £XOAIA TEXNIKEE MPOA/QES METP ETO:
Q®IATPA - XAPTI
AMOSTEIPQSHE
ETikéTeg 1xvnAaoiuoTNTAg . . . .
36 33173 1261 TOIDV (3) VPOV JE XUIKG E(SS;O(&: N(ch OuvodEUETal ATTO ETIKETOYPAPO PE SWPEAV Tep. 15
BeikTn katd ISO 11140 paxwenon

OL €TIKETEC va lval AUTOKOAANTEG, HeyaAwV SlaoTtdoswy 22 x 31 mm - 0,5mm, €L81KAC KOTOLOKEUNC YL
va pnv aAAolwvovtal og cuvBnkeg amooteipwong (VPnAn Beppokpacia, vypaaoia KTA.)

Na €xouv 3 OgLPEC EKTUTIWONG

Na eival SUTARG emMKOAANONG WOTE UETA TN XPNON TWV UALKWY, va KOAALouvtol oto ¢pAKeAo TOU
000eVOUC KL VA ETMLTUYXAVETOAL N LYVNAQGLUOTNTA TOU OMOoTEPWHEVOU dopTiou.

H kOAQ Twv eTKeTWY va sival uPnAng mowdtntag KatdAAnAn yia emikOAAnon oe xapti, YETaAlo,
Udaopa kal MAAOTIKO. Ol ETIKETEG Vo SLOOETOUV XPWHATIKO XNULKO SeikTn ToU PeTABAAAEL TO XpwWHA
TOU Otav €xel mepdosl amod Sladikaoia amooteipwong pe atpd. H petafoln Tou XpWHOTOS va
TapapEVeL avaAlolwTn yLo TOUAG)LOTOV TTEVTE Xpovia (va mapEXeTal epyootactakn BeBaiwan).

Na eivat eAelBepeg puokol Aate€, o Seiktng va sival Tumou 1 kot va evapuoviletal pe to 1SO 11140-
1.
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H ektUMwon Kal EMKOAANGCN TWV ETLKETWV CNLOVONG TNG VA YIVETAL E TN XPron KATAANANG CUCKEUNG
EKTUTIWONG, N omola va poodEpETal.

To HeAAVL TNG CUOKEUNG va epLAaBAvETaL oTnV MPoodopd TOU GUCTAATOG,.

Na katatebel to €evoyAwooo dulladlo pe ot petadpocn ota EAANVIKG, KoL TO TILOTOTOLNTIKO
SlaodaAlong moldtnTag Tou Kataoksuaoth 1ISO 13485.

Amnapaitntn n Umapén TeXVIKNG uOoTAPLENG TOU UALKOU amd appodlo umdAAnAo tng stalpsiog ylo
ouvepyaoia UE TOUC XPHOTEG, Yl TNV AUEON E£MIAUCN TUXOV TPOPANUATWY otnv €dopuoyn Twv
ETIKETWV KaL OTNV XPron Tou eTikeToypadou ( va dnAwvetat pe umevBbuvn dnAwon ).

Na katatebel to evoyAwooo (AyyAwko) puldadio pe tnv petdadpaon tou ota EAAnvikd, To v Loxy
KOTOOKEUOTLKO I1SO 13485:2016 kat 6tL GAAo {nteital amno tig npodiaypadég Tou idoud.

NOZOTHTA
KQA. MON. | TIA ENA (1)
A/A NOZ KAE MNEPICTPA®H NMAPATHPHZEIZ / ZXOAIA TEXNIKEZ NMPOA/®EX METP ETOZ
CLLILCT ) 1SO13485/16
TIPOOCTATEUTIKA/KABAPIOTIKA
52 45142 1381 APPSO epyaAeiwv evEUPATIKOG CE14001 yia Rimmers TEM.
Eviupatikog adpocg yla anoduy OTEYVWHATOG TOU QLUOTOC TTAVW oTNV EMLPAVELR TWV EPYAAELWV.
‘ETOLLOG TIPOG XPNONG, VO TIEPLEXEL HIYMO OVIOVIKWV KOl OUPOTEPIKWY TACLEVEPYWV WG KAOAPLOTIKEG
ouoieg kabBwg kat Eviuua.
No pnv emonuaivetal wg oeldwtiko, SLaBPWTIKO, KAUGTLKO yla To UALKA Kol [N €peBLOTIKO yla Tov
xpnotn (va katoteBel to owkotofikoAoylkd TPodiA Tou OKEUAOHOTOC ota AyyAKA He tnv EAAnVIKA
petadpacn tou).
Na eival BakTnNPLOOTATIKO WOTE VA NV EMITPEMEL TNV AVATITUEN ULKPOOPYOVIOUWY KOl VO UMOpPEL va
TapOEiVEL He aodAAEla eEMAVW oTa EpyaAeia €wg Kol 72 wpeg T.X. epyaleia ZaBBatokuplakou.
Na SiatiBetal oe cuokevaoia £wg 1 Aitpo pe olotnua Pekaopuov adpou.
Na katateBouv yla tv afloAoynon tou €idoug ta mpwtotuna evoyAwooa (AyyAlkd) PE TNV TLOTN
petddpacn toug otnv EAAnvIkA ta €n¢ SikatoAoyntikd: a) To texviko GpuAladio tou mpoidvrog, B) To
AeAtio Aebopévwv Aodoheiog cUpdwva pe tnv Kavovioud EC 1907/2006 kot to CLP, y) ot
amattoupeveg eykpioelg (CE, PCN k.Amt), 8) To olkotoikoAoyLko mpodil Tou mpoldvTog Kal €) Ta v LoYY
TLoTomoLNTIKA Slaxeiplong molotntag katd I1SO 13485, ISO 14001 Tou KATAOKEUAOTH KoL ToU SLovopéa
NMOZOTHTA
KQA. MON. FIA ENA (1)
A/A | NOX | KAE NEPIFPA®H NAPATHPHEEIZ / £XOAIA TEXNIKEE NPOA/QES METP ETOZ
GRELETIG ) 1SO13485/16
TTPOCTATEUTIKA/KABAPIOTIKA
53 45141 1381 Spray aQaipEONG UTTAEIYPATWY Teu. 1
KOAAaG
Na eival oe popdn spray 300-400ml.
Na adalpel enipovoug pumoug kot ta UTtoAeippaTa KOAOC artd KOANTLKECG TALVIEG KoL ETIKETEG amtd Ta
container kot Tou 8lokoug.
MeTa t xprion va pnv adprvel onuasdia r umoAsippata.
Na £xeL euXAPLOTO APWHAL.
Na katoteBel €evoyhAwooo texvikd ¢ulhadlo pe ot petddpocn ota EAAnvIKA kot to Loxlov
TLotonoLNTikod Staodaliong moldtntag ISO 13485 Tou £py00TACioU KATAOKEUNE KoL ToU Slavopéal.
NMOZOTHTA
KQA. MON. FIA ENA (1)
A/A | NOX | KAE NEPIFPA®H NAPATHPHEEIZ / £XOAIA TEXNIKEE NPOA/QES METP ETOZ
LT ) 1ISO13485/16
TTPOCTATEUTIKA/KABAPIOTIKA
54 | 33933 | 1311 | ZTTPEI HE AGDIyiatinox CE 14001 1SO9001-14001 TEP TWV 3
ETTIPAVEIEG 750ml
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3e popdn ompél pe Baon atplka élata uPnARg KaBapotnTag yla Tov Kabaplopo Twv avoleldwtwv
ETULPAVELWV.

Na gival doopo pn to€lkd KatdAAnAo yla xprion og OAeG TIG avoleidwteg emidpAveLEG.

Na pnv mepléxet aAkoOAeg, XAwpPLo A 0EELBWTIKOUG TTaPAYOVTEC.

Na adatpel otiypata kat SaxTUALEG KoL va NV xpelaletol EEByoApa LETA TNV Edapuoyh).

Entiong katdAAnAo yia Pekaopd o KAeSapleg, LEVTECESEC Kal apOpwWOELG.

Na SiatiBetal o cuokevaoieg €éwg 1000 ml pe cuotnua Pekaouou.

Me katayxwpnon oto E.M.X.M. epocov anatteital.

Noa katateBel EevoyAwooo (AyyAlkd) texvikd GuAAadlo pe mioth petddpacn ota EAANVIKA Kol To €V
LoV motonolntikad Stacdaliong notdtntag ISO 9001 kat ISO 14001 Tou €pyoOcTOCIOU KATAOKEUNC.

Kota v ovmoforn s mpoopopds o DIOWHPIOS OVOO0Y0S VTOYPEODTOL VO, TPOCKOUITEL TO
OIKOLOAOYNTIKG. TTOD TEPLYPAPOVTAL GTHY TOPOVTO. TPOTKANOH.

20¢ eTONUAIVODUE OTL TPETEL 01 TPOTPopéS oag, vo. MHN Cemepvodv tig tiuég tov ILT. yia ooa gion
DTTAPYOVY KO YIO. TO. OTOLO. TOPOKOLEIGHE VO UOS OVOYPOPETE KO TOVS OVTIOTOLYOUS KWOIKODG
TODTOTTOINONG.

Erniong:

No. vrdpyer oovnuuévny YrebOovny Ajiowon:
a) oy ta. mpoopepouevo. eion AEN evtaooovror oto I1.T.
B) yio. tqy wapaypogpo 1 Tov apbp.73 tov v.4412/16 «amodeiktikd. (GO 0TI OEV GUVIPEYOVY 01 AOYOL
ormoxAeiouod tov apbpov 73 tov v. 4412/2016» ek UEPOLS TOL VOULLOD EKTPOTMOTOV THS ETOLPELOG,
EQPOTOV TPOKEITAL YI0. VOUIKO TPOTWTO, OTWS aVTOS 0piletor atny mepintwon 794 tov v. 4412/2016.
7)) TOV VOUIUOV EKTPOGOTOV 1] TOV OLGYEIPLATH aTHV 0Tolo. B avopépetal:

% 040G TOVS ATPAMOTIKODS POPELS WS TPOS TOVS OTTOIOVS DTLOYPEOVTAL O OLKOVOUIKOS POPEAS TE
KaTafoAN E160OPMOV — UE NUEPOUNVIO. COVTOLHS UETE THV KOIVOTOINGH THS TPOCKANGHS VIO THV
OTOPOLN TWV OIKAI0AOYNTIKADYV,

0TI 0 OIKOVOUIKOG POPENS OEV TEAEL VL0 TTWYEVOY, TTWYEVTIKO TOUPLLOAGLLO 1] DTTO OVOYKOTTIKY
owoyeipian ) 0tL dev Exel vray el o€ drooikaocio eCvylovarng,

S o oty OJwdikaoio. kKatdlsons THS TPOCPOPLS ogv  evipynoe obéuito, Topavouo. N
Kozoypnotika kol ot Qo eCaxolovbnaer vo, unv evepyel kot avtov TOV TPOTO KATC, TO TTCOI0
extEAETNS TS abufaons

0Tl 1] IPOTPOPa. dog aVVIGyOnKe cOuPwVa e TOvS Opovg TS Topovaag Ilpocrinans kai ta

OTOLYELO. IOV OVOPEPOVTOL TTNV TPOTPOPa EIvor ainln kar axpifn. Emions ot Eyete Aafet

YWOON YI0. TOVS OPOVS THS TOPOVGOS TPOCKANOHS, TOVS OTOIOVS OTOOEYETAL TANPOS Kol

OVETIPVOAAKTOL.

Lo v mapaypapo 2 tov aplp.73 tov v.4412/16, Oo koroarebei Popoloyikn kor Aopaliotikn
Evnuepotnro.

Evyopiotodue yio ) ovvepyooio ko mepiuévoovue v katdleon e mpoopopas aog, o€ NAEKTPOVIKH
Hopen aro mail: asigala@vardakeio.gov.gr, evtog 5 quep@v amo Ty avaptcn Tys Topoveas 6To
KHMAHY.

O AIOIKHTHY
2QTHPIOX AAMITPOIIOYAOX


mailto:asigala@vardakeio.gov.gr
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AKpIBEC AvTiypa@o

Kevipiko MpwtokoAo

ZAPAPH BIPI'INIA

MpPoTIoTApEVOC

FENIKO NOZOKOMEIO ZYPOY«BAPAAKEIO KAI MPQIO»
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