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TO I'ENIKO NOXOKOMEIO IIEIPATIA «TZANEIO»

"Eyovtag voyn:
1. Tig dwatdéets, Ommg 1yvovV:
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 AAAnAeyyomg 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, eAéyyov TV darmavav tov Kpdtovg kot dAAeg
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 Kotamoréunon tov KabvoTepcE®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 givar ion 1| pIKPOTEPN TOV 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 Popnyovikn M Proteyvikn dpacTNPOTNTE CLVAPY HE TO OVIIKEIUEVO TNG
mpoundetog: o) Oha to puowd 1 vouikd mpocwmo, nuedand 1 arrodand. B) Evoocelg

TPOUNOEVLTAOV TOL VIOPAAALOVY KOV TPOGPOPAL. Y) ZVVETAPIGUOL.

3. Tleprypoaen tov {NTOVUEVOV KATYOPLOV EW0MV YIVETAL GTO TAPAPTNO A TNG TOPOVGOG KoL

oto mwapaptnua A ( Teyvikég mpodraypa@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 mePinTwon mov 0 OYKOS TWV OIKAIOAOYNTIKAOV EIVAL UEYIAOS , TIOPOKAAEIGTE OGS
katatefovbv oe¢  @axeio  oto  Ipapecio  Ilpwtoxoiiov  tov  Nocokouciov

(ue emouaven tov apiOuod TPWTOKOIL0V THS AVAPTHOHS).

Kotd to Aowmd, n dwdikacio Oa devepynbel kot n mpounfeta Ba vAomonbel copupwva pe ta

napokdto [TAPAPTHMATA mov emiouvdmtoviol 6Tnv mopodeo Kol 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 Ba €govv dvvatdtnTo eAevBepng mpoOcPaong o610 TANPES KEIUEVO OLTHG
(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 - TOAYM. NEM. BAMB. 10X10EK (8PLAY) | 400.000 5.600.00 € Ko. FIANNAKH
4752/09- | 6ZH346906K- | NON WOVEN (MPOAIATPA®ES MAPAPTHMA A) TEM 000, AIAXEIPIZH THA.
10-2025, QYA E0011008 - TOAYT. MEM. BAMB. 10X20EK. (8PLAY) | 200.000 6.000.00 € YAIKOY EMIKOINQNIAZ
8/2A0225 NON WOVEN (MPOAIArPA®EE MAPAPTHMA A) TEM A 2104592157
0.59 YNEYOYNH AHAQZH TOY MPOMHOEYTH IMA ENTAZH TQN YAIKQN XTO MAPATHPHTHPIO TIMQN. AEIrMATA EQOZON
ZHTHOOYN AMO THN ENITPOMH ASIOAOIHIHE
4611/07- E0007070 - NAPOHKEZE MPOXTAZIAL KATQ AKPQN
10,2025 Ka BPETTOY
_AZ ' | 97KA46906K- | TIA MPOAHWH YNOMOAIAE KAl KATAKAIZEQN, 50 TEM | 7.500.00 € MEG THA.
MEIZ ME EAAZTIKOYZ IMANTEZ KAl ZOHNEX 9T EMIKOINQNIAZ
8/2025,
0.58 STAGEPOIMOIHIHE 2104592869

ZHMEIQZH : IIeprypagn Teyvikav Hpodwaypa@®dv orog avaivtikd avapépovror 6to Iapaptnpa A

To mapamave €ion givol pue TUNRATIKNY TOPAO0oT).




ITAPAPTHMA B’

(Amotelel avamdGTOCTO TUNHA TG SLHKPLENG)

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 fapog Tov otkovopikov @opéa. (amd T0 VOULO 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 eAEy0oL 6€ 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  TOKI gpyacio Ko GAleg popPés epmopiog avOpOTOV.

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.

INooca: EAAqvikn

Ye mepintoon katakdpoong : o) M mapddoon Oa yiveron evidg tpudv (3) epyacipmv
nuepov omd ™ Aym TG  mopayyeAlog , €KkT0¢  av  opiletar  Ol0POPETIKA
kat’eaipeon, P) M mopddooon TV W0®V Bo yivetar pe @Poviidd Kol OOTAVES TOL
[IpopunBevt, otig Amodnkeg g Ymnpeoiog pog.

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

Yvvedpiov.



8. « Zoupova pe mv v’ apf. 52445 EE 2023/4.4.2023 KYA (B’ 2385) ot owovopukoi
QOPElG VTOYPEOVVTOL VO EKOIO0VV NAEKTPOVIKA TIHOAOYLO. YO OOTTAVES GE EKTEAECT)

copfacemv ( N.4412/2016 ) » .

Ot vroyMe1ot VIoBAAAOVY €L TOVT ATOPPLYNG TV TPOGPOPE TOVG NAEKTPOVIKA :
g mepimtoon un vrofoinc 1 un poeNKovGac VTofoic TOV AVUOEPOUEVOV TLO TAVD,
1 TPOGPOPQ ATOPPITTETUL OC UTAPAOEKTY).
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ITAPAPTHMA A’
ITPOAIATPA®EX

ENTOAH 4752/09-10-2025

I'ENIKOI OPOI

A. Ta mpoceepdueva TPOTOVTA TPETEL VOL EIVOL TIGTOTOUIEVO OO KOVOTOULUEVO OPYOUVIGHO OV BPIioKETAL £YKATAGTNUEVOS KOl AEITOVPYEL VOO GTO
£0apog evoc amd ta Kpdtn Méin g Evponaikng Eveoong kot va gépovv og gukpiv B€om Tov 1ehcol meptéktn tovg v tpoPAenduevn onpavon CE,
aVTLYpOPO 1GYVOVTOG TIGTOTONTIKOV TOV 0010V Kot Oa EMGVVATTETOL VITOYPEDTIKA GTNV TPOGPOPE.

B. Ot ovppetéyovteg otov d1ay@VIoUO TPETEL VAL ONADGOLV GTNV TEYVIKT] TOVS TPOGPOPA TO EPYOCTAGLO KATAGKELNG TV TPOIOVTOV KBNS Kot Tov TOTo
gykataotaons tov. To epyootdoto Katackevns Oa mpémet va dabétel chomua dtacpdiiong mowdtrag ISO 9001 1 ISO 13485, avtiypago 1oydovtog
TIGTOTOLNTIKOV TOV 0010V Kol 00 EMGVVARTETOL VITOYPEDTIKE GTNV TPOGPOPAL.

I'. Xt ovokevacia Oa mpémel vo avaypaeovTol e EVKPIVY] KOL EDOVAYVMOGTO TPOTO, TOLANYIGTOV TO, TOPAUKAT® GTOLXELN:

1. 10 6vopa M M EUTOPIKY| ETOVLUIN Kot 1) 91E08VVOT TOV KATAGKELOGTN (O€ TEPIMTMON TOV O KATAGKELAGTNG OEV £XEL £3pO GE YDPA TNG EVPMTOTKNG
Evoong, TOTE gite 1 eTIKETA, €1TE N CLGKELOGIN, TPETEL VO TEPIAAUPAVOLY ETTAEOV TO OVOLO Kot TN S1evfuven Tov £0VGIOS0TIEVOL OVTITPOGMITOV TOV
otV Evponaikny Evoon).

.M évoeiEn KAIIOXTEIPOMENO>>

.M uéBodog amooteipmong mov £xetl ypnoyonom et

. 0 K®SKOG NG mapTidag Tov omoiov va mponyeitar n évoelén <KITAPTIAA>> (1 LOT)

. M €vOelEn ™G OpLoKNG NUEPOUN VNG AGPAAOVS XPNOEMG, EKEPALOLEVN GE £TOC KoL UNvoL

. H évdei&n 611 1o mpoidv mpoopileton yia pio kot poévn yprion

. 01 €101KEG cLVONKEG amoBnKevomNg EPOGOV LVITdPYOLV

. K6Be mpogdomoinon 1/Kor Anrréa TpoPLAAEN

. TO YPOVIKO Aot HeTa&d TG Tapadafng Tov DAKOD Kot TG nuepounviag AENg avtov va givar tovAdyiotov Ta 2/3 tov <kvkAov (OG> Tov
TPOIOVTOC.

O 00 3 O L & W N

Ot avotépm TAnpoeopieg pmopel va Tapéyovtal Lo LopeY] GLUPOA®V.



Ot GUUUETEYOVTEG GTOV JlAY®VIGUO VO KOTAOEGOLV Y10 KAOE TPOGPEPOUEVO £100G TO PLAAAIIO 0ONYIDV 1) KOl TNV EUTOPIKT GVoKELAGTN (TEAMKO
TEPLEKTN) amd OOV B TPOKVTTOVV O1 TAPUTAVE® EVOEIEELS.

o H mpocpopd va cuvodedetal and exionpo uALGSL0 (prospectus) TOL KATAGKEVAGTIKOD 0ikov 1 GALO avTicToryo TeXviKO eLALASIO (technical
datasheet) yio TV TEKUNPIOCT — GUUUOPP®OT| LE TIG TEYVIKEG TPOodLaypapEs. H mpookouion delypotog d1evkolvvel Ty kaAvtepn alohAdynon tov
VAKOV.

B. Olo ta Tpocpepdueva TPOTOVTO TPETEL VA EYOVV TUTOUEVO OTO TV KATOOCKEVAGTPLO ETOPELN, TNV OVOLOGIN TOV KaOdS Kot To Ovopa 1 To AoydTumo
aLTNG, Ol LOVO GTNV EEMTEPIKT] TOVS GVOKELAGTN, OALY ATOLIKA GE KAOE TPOiOV (TERdYI0 EVIOC TNG cvokevaciag) Eeywpiotd. Oca mpoidvta Exovv
OTOLUKT] GLOKEVAGIN VO EIvoL TUTOUEVO €T AVTNG.

v. O mpounBevtng opeirel va vwofaiiet £yypoen dNAmon 0Tt eyyvdtot Kab’ 0An ) didpkela g cOUPACTG TNV TPOGPEPOUEVT] TOLOTNTO TOV DAK®DV,
TNV KATOAANAOTITA TOLS Yo TN XPNON Y10 TNV 0oia TPoopilovTal Kot YEVIKG TNV aVTATOKPIGT TOVG OTIC TEYVIKES OMALTNOELS TNG O10KNPLENC.

0. O mpounBevtig mpémet emiong va gyyvdral eyypaows 0Tt 6€ OAn T ddpketa TG cvpPoong Ba drabétel emapkrn mOGHTNTA VMKOV, DOTE VA
eEaocpaileton N ATPOGKOTTN AEITOVPYIN TOV TUNUAT®V TOL VOGOKOUEIOL, Y10 ToL 0toia TpoopilovTot Ta vTd TpounOeia €idn.

€. Madi pe v mpoceopd mpénet vo katatedel OMAwon Tov cuppetéyovtog o6t pmopei va AdPet Oha ta avaykaio HETPO ATOGLPCNG TOL TPOIOVTOS OO
NV 0yopd, G€ TEPIMTMOOT TOL 1) XPN o™ Tov BETEL GE KivOLVO TNV LYEiD TV 0GOEVDV, TOV YPNOTOV 1| GAL®V TPOCOT®V.

EIAIKOI OPOI

1. To mpoopepodueva €idn mpénel va eépovv onuavon mototnrog CE. Ot cuppetéyoviec cuvuToaiiovy VIoXPe®TIKA poll e TNV TEYVIKY TOLG
TPOCPOPA TGTOMOMTIKA Kowomompéveoy Opyavicudv, SNAMGES GUUUOPP®CNG, OO T OMOoio TIGTOMOEITAL 1| OTOAVTY KATOAANAOTNTO KOl
ACQAAELD TOV TPOCSPEPOLEVOV EWOMV Y10 TN YPNOT Yo TV 0Toia TPoopilovTot Kot YEVIKE 1) GUUUOPP®OT) TOV KOTAGKEVAGTN TPOG TIG SLOTAEELS
™G Kowotikng odnyiag 93/42/EOK yio watpoteyvoroykd mpoidvta 1 g v’ aptd. AY85/130648/30.09.2009 KYA (PEK 2198/B/02.10.2009)
He TV omoia evapuovioTnKe 1 EAMANVIKT vopoBesia mpog v To mhve odnyia.

2. Ou etopeieg Twv vd TPOUNOELD LOITPOTEYVOLOYIKMV TPOIOVIMV TPEMEL VO Eival GOUQMVEG [E TIG amantioelg g opld. AY85/1348/04 (DEK
32/B/16.01.04) Yrovpyikng amd@acng ApyEs Kot KatevhuvTipleg YpaUUEG 0pONG TpakTikng dtovoung latpoteyvoroyikdv mpoiovimy.

3.  Ta mpoopepduevo mpoidvia Otov amarteiton vo givol KOTACKEVACUEVO GOUP®VO LE TOLG vopovs g Evporakng @appoakomooag kot va
mAnpodv , omov emPdiietal, Tig TpovimobEécelg KuKAoPopiag mov wpoPAcmovtol and v oyvovco vopobesia ( ddewo amd E.O.0., TENIKO
XHMEIO KPATOYZ x.A.mt.).

4.  To vAkd cvokevaciog oV TpEnel va, emnpedlovy To TEPIEXOUEVO, TPEMEL VO TAPEXOLY TPOGTAGIO OO TNV VYPAGCIQL, TN PUTOVGT KOl VO, AVTEXOVY
OTN LETAPOPA.



E0011007 — EMIOEMA (TOAYIIO) 'AZAZ YAPO®IAO 10X10EK (8PLY) NON WOVEN

Na eivar yaga memeopévou BaupBaka 100% BauBdki, un atmrooTeipwuévn, Miag XprRong, UWnANG atroppo@nTiIKOTNTAG, dooun pe TTAAPN AsUkavon,
atmoAAaypévn atmd KOAAEG kal eAaTTwuata otnv Ugavon( oxiopara, Tapa@acdideg, CUCCWHATWHATA KAWOTWY, KATT) va PNV TTapoucidlel Kata
TOTTOUG pUTTOPN EUPAVION atTd OTTOIAdATTOTE ouaia (EAald, PUTTOUG aTTO INXAVES KATT). Na pnv gival AogoUpaopévn, va gival KOPPEVN CUPUETPIKE, va
MNVv Ee@TiCel KaTa TNV xpnon. Akpa diImAwuéva TTpog 1a £éo0w, 217 kKAwaoTwy. Na gival dpioTng moidTnTag ouugwva e 1o TpoéTutto EN 14079/2003.
Na @épel Tn orfjpavon: CE , oUugwva pe TNy odnyia 93/42 1n¢ E.E. Aidotaon 10x10 NON WOVEN SWABS.

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

Na eival yala memeopévou Baupaka 100% BapBdaki, Pn ammooTEIpWEVN Hiag Xprong, UWNAAG atmoppo@nTIKOTNTAG, Aooun, JE TTANPN AsUkavon,
atraAAayuévn atmd KOAAEG kal eAaTTwuaTta oTnv Ugavon( oxiopara, Tapa@acddeg, CUCCWHATWHATA KAWGCTWY, KATT) va PNV TTapoucidlel Katd
TOTTOUG puTTaPR EU@AvIoNn atrd otroladATToTE ouaia (EAaia, pUTTOUG aTTO PNXAavES KATT). Na pnv gival AogoU@acopévn, va €ival KOPPEVN CUPMPETPIKE, va
MNV Ee@TiCEl KaTa TNV XPRon. Akpa dimAwuéva TTpog 1a £éow, 217 kKAwoTwv. Na gival dpiotng moioTnTag ouuewva ue 1o rpétutto EN 14079/2003.
Na @épel Tn orjpavon: CE , oUuygwva pe Tnv odnyia 93/42 g E.E. AidoTtaon 10x20ek. NON WOVEN SWABS.

% NA ZTAAOYN AEITMATA.
% YNEYOYNH AHAQZH TOY MPOMHOEYTH INA ENTA=H TQN YAIKQN 2TO NAPATHPHTHPIO TIMQN.
% TA EIAH OA EINAI ME TMHMATIKH NAPAAOZH.



