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TO I'ENIKO NOXOKOMEIO IEIPATA «TZANEIO»

"Eyovtag voyn:
1. Tig datdéets, Ommg 1oyvovV:
1.1. Tov N. 4412/2016 « Anuoocieg XvuPaceig Epyov, [Tpoundeidv kot Yanpesidv »

( ®EK 147 / 08-08-2016)

1.2. Tov N. 3580/2007 «IIpounBeteg @opéwv emomtevdpevoy and 10 Ymovpyeio Yyelag xot
Kowmvikig AAMAnAeyyomg kat ddiec dwotaéecy (O.E.K. A" 134 / 18-6-2007).

1.3. Tov N. 2955/2001 «IIpounfeieg Nocokopeimv kot Aowmdv povadwv vyeiag tov Ie.Z.Y. kot
dArec datdéeoy (O.E.K. A" 256 /2-11-2001), 6mwg tpomomomuévog 1oyveL.

1.4. Tov N. 2362/1995 «Ilepi Anpociov Aoyiotikov, eA&yyov TV damavav tov Kpdtovg kot dAleg
dwtaéelgy (O.E.K. A" 247/ 27-11-1995), 6mwg 1oydeL.

1.5. Tov N. 4152 /2013 (®.E.K. 107 A’/ 9-5-2013 ), [Tapaypapog Z : I[Ipocappoyn e EAAnvikng
NopoBeoiag oty odnyia 2011 / 7 g 16-2-2011 yw v Kotamoléunon tov KobvotepcE®V

TANPOUDV CTIS EUTOPIKES GUVOAAAYES.

1.6 Tov N. 4605/01-04-2019 apBpo 43 , Iapdypapog 7 ay .

HPOXKAAEI

1. Kdabe evdlapepopevo, vo Kotabécer mpocseopd yio mpoundeie VAIK®OV pe  KPUmplo
KOTOKOP®ONG TN YounAdtepn Tiunq n omoio Oa gival ion 1 PIKPOTEPN TOVL TEAELTAIOV
TOPOTNPNTNPIOV TIHAV, OTOG AVTO avapTdtal 6ty 1toceAida g Emtponng [lpoundeimv
Yyelag.

2. Awoiopo ZvppeToyng oTn dadtkacio £X0VV Ol AVAPEPOUEVOL KATOTEP®, EPOGOV AGKOVV
gumopikny M Pounyovikn 1N PloteyviKy SpAcCTNPOTNTO GLVOEN HE TO OVTIKEILEVO TNG
mpoundetog: o) Oha to puowd 1 vouikd mpocwmo, nuedand 1 arrodand. B) Evoocelg
TPOUNOEVLTAOV TOL VIOPAAALOVY KOV TPOGPOPAL. Y) ZVVETAPIGUOL.

3. Tleprypaen tov {NTOVUEVOV KATYOPLOV EW0MV YIVETAL GTO TAPAPTNG A TNG TOPOVGOG KoL

oto wapaptnua A ( Teyvikég Tpodrwaypa@is ).

4. Ot mpooc@opés umopohv vo, kotatifevror péypt Kot Ty nNUepoUnvia Kot @pa g Slodkociog

oto mail g Yanpeosiog mproml@tzaneio.gov.qr .



2e TEPInTTWON OV 0 OYKOS TWV OIKAIOAOYNTIKADV EIVAL UEYAIOS , TAPOKALEIOTE OTTWS
katatefodv oc¢  @axeio  oto  Ipageio  Ilpwtoxoilov  tov  Nocokouciov

(ue emouaven tov apiOuod TPWTOKOIL0V THS AVAPTHOHS).

Kotd to Aowmd, n dwdikacio Oa devepynbetl kot n mpounbeia Ba vAomombel coppwva pe ta

napakdto [TAPAPTHMATA 7ov €miGuvARTOVIOL GTNV TOPOLCH KOlU OTOTEAODV OVOTOGTOGTO

HUEPOG OLTNC.
1. HNEPITPA®H ZHTOYMENQN KATHI'OPIQN ITAPAPTHMA A’
EIAQN
2. OPOI ZYMMETOXHZX IMAPAPTHMA B’
3. YHHOAEIT'MA ITINAKA IMAPAPTHMA I’
4. MPOAIATPA®EX IMAPAPTHMA A’

O evdwpepopevor Bo €govv dvvatdtnTo €AevBepng mpdoPacne oto TANPES KEIHEVO OVTNG
(cvumepriopuPavopéveoy OA®MY TOV TAPAPTUAT®V TNG), GE NAEKTPOVIKT] LOPPT], TNV 1GTOGEAION TOL

Noocokopeiov 6o dwadiktvo (nhexTpovikn dievbvvon: www.tzaneio.gov.ar ).



http://www.tzaneio.gov.gr/

ITAPAPTHMA A’

( Amotelel avamocTacTo TUNHA TG SLoKPVENGS)

TYNOAIKH
AJE AAA EIAOZ TEMAXIA AQSF‘}I";:H TMHMA NAHPO®OPIES
OnA
E0011007 - TOAY. MEM. BAMB. 10X10EK (8PLAY) | 400.000 | 4 s00 00 € Ka. FIANNAKH
724/17- | 68M446906K- NON WOVEN (MPOAIATPA®EX MAPAPTHMA A) TEM ' ’ AIAXEIPIZH THA.
02-2026, O4A E0011008 - TOAYN. MEN. BAMB. 10X20EK. (8PLAY) | 200.000 | ¢ o000 o YAIKOY EMIKOINQNIAZ
5/2A0226 NON WOVEN (NMPOAIAFPA®ES MAPAPTHMA A) TEM % 2104592157
0.9 YNEYOYNH AHAQZH TOY MPOMHOEYTH A ENTA=H TQN YAIKQN ZTO NMAPATHPHTHPIO TIMQN. AEITMATA E®OZON

ZHTHOOYN AIMO THN EMITPOMNH AZIOAOIMHzZHZ

IHMEIQZH : [eprypagn Teyvikav [podiaypa®dv 6ntwc avarotikd avapépovrar 6to [apaptnpa A

Ta €idn €ival e TUNMATIKA TTapadoon.




ITAPAPTHMA B’

(Amotelel avamdomaoTo TUNHA THG SHKPLENC)

OPOI XYMMETOXHX

1.

2.

H mpocpopd Ba mpémet va €xel T popen Tov mivaka mov exicvuvdnteton oto [apdpnua
r.

YnrevBvvn 0MAwon tov a. 8 Tov N. 1599/1986 611 «dev vdpyel AUeETAKANTN
KOTOOIKOOTIKY] amo@aon €16 fdpog Tov otkovopikov @opéa. (amd 10 VOULLO EKTPOCHTO
TOV POPEN) 1 KOl TOV PUGIKOV TPOSHTOV (TO 0700 £ival LEAOS TOV S10IKNTIKOV),
d1evBuvTIKOD N ETOTTTIKOD TOV OPYAVOL N £XEL E£0VGIN EKTPOCONNONS, AMYNG OTOPACEDY
N eA&yoL o€ 0To) Yo Evay amd Tovg KATmOL Adyovg:

® GUUUETOYN O EYKANUATIKI 0pYAveOGeN:

e Jdmpodokia

e amatn

® TPOUOKPOTIKA EYKAMINOTO 1| EYKAMLOTO GUVOEONEVO NE TPOLOKPUTIKES OPOUCTNPLOTITES

®  VOULNOTOIN 0T €600V OO TAPAVOUES OPUSTNPLOTNTES 1] YPNUOTOOOTIION TNG
TPOROKPOTIOG

o  TOOIKI gpyacio Ko GAleS popeés epmopiog avlpOTOV.

e Eival goporoyikd evijuepog

o 'Eyxe katapfdrier TIC E16Q0PES KOWVOVIKIG 00QAAGNG

3.

Yroypewtikd va onAovovtol Kodwog [apatnpnmpiov Typwov, GMDN kot k®@do1kdg
EO® .

H owovopkn tpocepopd Ba katatiBeton amokieiotikd o EURO.

INoooca: EAAqviki

Ye mepintmon koatakOpwong : a) n mapddoon OBa yiveton evtdg tpudv (3) epyacipmv
nuepov omd ™ Aym TG  mopayyeAlog , €KkT0¢  av  opiletar  Ol0POPETIKA
kat’eEaipeon, P) M mopdooomn TV 0wV Bo yivetar pe @poviidn Kol dOmAveG TOV
[IpopunBevt, otig Amodnkeg g Ymnpeoiog pog.

[Dimpoun: H minpopn Oa yivetor oe gupd, petd amd mponyobuevn Oedpnorn tov
YPNUOATIKOV EVIOAUATOV TANPOUNS ond Tov appddio Emitpomo tov EAeykrtikov

Yvvedpiov.



8. XVuoova pe v v’ apd. 52445 EE 2023/4.4.2023 KYA (B’ 2385) ot owovopukot
QOpPElG VToOYPEOVVTOL VO EKOIO0VV NAEKTPOVIKA TIHOAOYLO. YO OOTTAVES GE EKTEAECT)

copfacemv ( N.4412/2016 ) pe vroyxpewTiki] avaptnon ety EAHT.

Ot vroyMe1ot VIoBAAAOVY €L TOVT ATOPPLYNG TV TPOGPOPE TOVG NAEKTPOVIKA :
g mepimton un vrofoinc 1 un T1posNKoVGac VTOPoiC TOV AVAOEPOUEVOV TTLO TAVE,
1 TPOGPOPQ ATOPPITTETUL OC UTAPAOEKTY).
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ITAPAPTHMA A’
ITPOAIATPA®EX

ENTOAH 724/17-02-2026

I'ENIKOI OPOI

A. Toa mpoceepopeva Tpoidvta TPENEL Vo, V0L TIGTOTONUEVO ATTO KOWVOTOMUEVO OPYOVIGUO OV PPIoKETOL EYKATAGTNLEVOS Kot AELTOVPYEL VOLLLO GTO
£0apog evoc amd o Kpdtn Méin g Evponaikig Evemong kot va épovv og gukpivi) 0661 Tov TeEAIKOD TEPIEKTT TOVG TNV TpoPAremopevn onpavon CE,
avTiypopo 1GYVOVTOG TIGTOTOWTIKOV TOL 0010V Kot B0l EMGVVATTETOL VITOYPEMTIKA GTNV TPOSPOPA.

B. Ot ovppetéyovteg otov S1aymviopd TpEMEL va SNADGOVV GTNV TEYVIKY TOVS TPOSPOPA TO EPYOSTAGIO KATAGKELNG TWV TPOIOVTOV KaOMOG Kot TOV TOTO
gykatactaons tov. To epyootdoio Katackevwns Oa mpénet va dabétel choTpa dtacpdiions mowdtrag ISO 9001 1 ISO 13485, avtiypagpo oydovrog
TGTOMONTIKOD TOV 07010V Kot O EMGVVATTETAL VITOYPEDTIKA GTNV TPOGPOPEL.

I'. Zm ovokevacio o mpémel va avaypaeovTal LE ELKPIVY| KoL ELOVAYVMOGTO TPOTO, TOVAUYIGTOV T TOPAKAT®O GTOL e

1. T0 6vopa M M EUTOPIKY| ETOVLLIN Kot 1) S1E00VVOT TOV KOTAGKELOOTN (O€ TEPITTMON TOV 0 KOTAGKELOGTTNG OeV £)EL £dpa GE YDPOL TNG EVPMTOTKNG
évoong, Tote gite N eTikéTa, £ite N cvokevasio, TPEMEL va TEPIAAUPAVOLY EMITAEOV TO OVOLA Kot TN devBuven Tov €£0VGLOS0TIULEVOL OVTITPOGMITOV TOV
otV Evponaikn Evoon).

2. 0 K®AKOG TG TapTidag Tov 0oiov va tponyeitar n £vdelén KITAPTIAA>> (1 LOT)

3. M évoelEn ™G opLoKNG NUEPOUN VDG AoPAAODS XPNOEMS, EKEPALOLEVN GE £TOC KoL UMvoL

4. H évoei&n 011 10 mpoidv mpoopiletar yio pio Kot povrn ypnon

5. ot 1d1kég cLVONKES amoBnKevomNg EPOGOV LVITAPYOLV

6. KaOe Tpoedomoinon H/Ko Anntéa TPoPHAAEN

7. 10 YPOVIKO SLAGTNHO LETAED TG TOPAANPNG TOV LAKOV Ko TNG npepounviag Aéng avtov va eivatl TtovAdyiotov ta 2/3 touv <kbkilov {ong> Tov
TPOIOVTOG.

Ot avotépm TAnpoeopieg pmopel va Tapéyovtol vd LopeY] GLUPOA®V.

Ot ovppeTéyovtec 6ToV dAYOVIGHO Vo KATOOEGOVV Yo KAOE TPOSPEPOUEVO EIGOC TO PLAAAOIO OINYUDV 1| KOl TNV EUTOPIKT] GLOKELAGIN (TEAKO
TEPLEKTN) Ao Omov B TPOKHTTOLV 01 TAPUTAV® EVOEIEELC.



0. H mpocpopd va cuvodedetat amd emionpo euAALSL0 (prospectus) Tov KATAGKELAGTIKOD 01KoL 1} dALO avticToryo ey VKO @LALASLO (technical
datasheet) yio TV TEKUNPIOCT — GUUUOPPOOT| LE TIG TEYVIKEG TPpOodtypapEs. H mpookouion delypatog 01eukoAVVEL TNV KOADTEPN 0ELOAOYNOT TOV
VAKOV.

B. O mpounBevng opeirel va voPaiiet Eyypaern OAmon 0Tt eyyvdtot ko’ OAN T ddpKela TG GOUPACNG TV TPOGPEPIUEVT] TOLOTNTO, TOV DAIKOV,
TNV KATOAANAOTNTA TOVS Yol TN XPNON Yo TNV omoia TpoopilovTal Kot YEVIKA TNV aVTATOKPIGT TOVG OTIG TEYVIKES OMALTNOELS TNG Ok PVENG.

v. O mpounBevg mpémetl emiong va eyyvdton €yypaemg 0Tt o€ OAN TN ddpkela TG ovuPaong Ba drabétel emopkn TOGHTNTA VAIKDOV, OOTE Vo,
eEaopariletor  anpdokomtn Asttovpyio TOV TUNUATOV TOL VOCOKOUEIOV, Yo Ta omoia tpoopilovtol To vTd Tpouneta €ion.

0. Moadli pe v mpoocpopd mpénel vo Katotedel ONAmOT TOL GUUUETEYOVTOC OTL UTopel va AAPel OAa Ta avoryKaio LETPO TOGLPGTC TOL TPOTOVTOC OO
NV 0yopd, G€ TEPIMTMOOT TOL 1) XPN o™ Tov BETEL GE KivOLuVo TNV LYEiD TV 0GOEVDV, TOV XPNOTOV 1| GAL®Y TPOCOTMV.

EIAIKOI OPOI

1. Toa mpoceepopeva €idn mpénet va eépovv onpaveon mototnrog CE. Ot cuppetéyoviec cuvomofdiiovy voxpe®tikd poll e TNy TEYVIKN TOVG
TPOCPOPA TGTOTOMNTIKE Kowomomuévav Opyoavioumv, dNAMGES GUUUOPP®ONG, 0Td TO OTOl0 TIOTOTOIEITOL 1] OTOAVTY KATOAANAOTNTO KOt
ACGOAUAELD TOV TPOCPEPOUEVOV EWODOV Yo TN YPNON Yo TNV omoio TPoopilovTal Kot YEVIKA 1| GUUUOPPMOOT TOV KATAGKELUGTY] TPOG TIS SIUTAEELS
¢ v’ apd. AY88/130648/30.09.2009 yia watpoteyvoroyikd tpoidvta KYA (®EK 2198/B/02.10.2009) pe tnv omoia gvappoviotnke n eAANVIKN
vopobBeoia mpog v mo néve odnyia.

2. Ouv etoupeieg Tov vd Tpoundelnl 1TPOTEYVOAOYIKOV TPOIOVI®MV TTPEMEL VA gival GOUE®VEG L TIG amautnoelg g optd. AY80/1348/04 (DEK
32/B/16.01.04) Ymovpyikng omdpaons Apyég Kot KatevBuvtnpieg YpoupueS opOng mpaktikng dtovoung latpoteyvoloyikadv mpoidovimv.

3. Ta mpooeepduevo TPoidvia OTOV OmoLTeEiTOL Vo €IVl KOTOUOKEVAGHEVO GOUPOVO UE TOLS vOuovg g Evpomakng Pappokonotoag kot vo
TANPoLV , O0mov emPdiietar, Tig Tpobmobicels kKuklopopiog mov wpoPfAémovtor and v oydovsa vopobesia ( doswa and E.0.®., TENIKO
XHMEIO KPATOYZX k.A.1.).

4.  Ta vMxd cuokevociog 0ev TPETEL VO EXNPEALOVY TO TEPIEYOUEVO, TPETEL VO, TAPEXOVV TPOCTAGIN Ad TNV VYPAGIa, TN POTAVCT KoL VO OVTEXOLV
GT1 LETAPOPA.

E0011007 — ENIOEMA (TOAYNIO) 'AZA> YAPO®IAO 10X10EK (8PLY) NON WOVEN




Na eival yala memeopévou Baupaka 100% BapBdaki, Pn ammooTeipwpévn, Hiag Xpnong, UWNAAG atmmoppo@nTIKOTNTAG, dooun Pe TTANPN Asukavon,
atmoAAaypévn atmd KOAAEG kal eAaTTwuata otnv Ugavon( oxiopara, Tapa@acdideg, CUCCWHATWHATA KAWOTWY, KATT) va PNV TTapoucidlel Kata
TOTTOUG puUTTOPN EUPAVION atTod OTToIAdATTOTE oudia (EAaia, pUTTOUG ATTO INXAvVES KATT). Na pnv gival AogoUpaopévn, va gival KOPPEVN CUUUETPIKA, va
MNV Ee@TICEl KATA TNV XPRon. Akpa dImAwuéva TTpog Ta £éo0w, 217 KAwoTwv. Na gival apiotng moidtnTag ouuewva e 1o Tpdétutto EN 14079/2003.
Na @épel Tn ofuavon: CE. Aidotaon 10x10 NON WOVEN SWABS.

E0011008 — EMIOEMA (TOAYIO) F'AZAZ YAPO®IAO 10X20 EK. 8PLY NON WOVEN

Na eival yala memeopévou Baupaka 100% BapBdaki, Pn amooTeIpWEVn Hiag Xprong, UWNAAG amoppo@nTIKOTNTAG, dooun, JE TTANpN AsUkavon,
atmaAAaypévn atrd KOAAEG Kal eAaTTwpata oTnv Ugavon( oxiopara, Tapa@acddeg, CUCCWHATWHATA KAWOTWY, KATT) va PNV TTapouciddel Katd
TOTTOUG puTTapPr] EM@Avion atd otroiadATToTe ouaia (EAaia, pUTroug atmo punxaveég KATT). Na pnv gival Aooligpacuévn, va gival KOPPEVN CUPMETPIKA, va
MNV Ee@TiCEl KaTa TNV XPRon. Akpa diImAwuéva TTpog Ta £éo0w, 217 kKAwoTwv. Na gival dpiotng moidtnTag ouuewva e 1o Tpdétutto EN 14079/2003.
Na @épel Tn orjpavon: CE. Aiaotaon 10x20ek. NON WOVEN SWABS.

% NAZTAAOYN AEIrMATA.
% YMNEYOYNH AHAQZH TOY NMPOMHOEYTH IN'A ENTA=H TQN YAIKQN ZTO NAPATHPHTHPIO TIMQN.
% TA EIAH OA EINAI ME TMHMATIKH NAPAAOZH.



