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TO I'ENIKO NOXOKOMEIO IEIPATA «TZANEIO»

"Eyovtag voyn:
1. Tig dwatdéets, Ommg toyvovV:
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 AAnAeyyomg 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 CTIG EUTOPIKES GULVOAAAYEG.

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 Popnyovikn 1 Proteyvikn dpacTNPOTNTA CLVAPY 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 mwapaptnua A ( Teyvikég Tpodraypa@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
katateBodv oc¢  @axeio  oto  Ipagpeio  Ilpwtoxdliov  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 €micuvAmTOVIOL GTNV TOpOoLCH KoL OTOTEAODV OVOTOCTOGTO

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 evdwpepopevol Bo €govv dvvatdtnTa €AevBepng mpoOcPocne oto TANPES KEIUEVO 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’

( Amotelei avomocTaGTO TUN LA TIS SLOKPVENS)

SYNOAIKH
AIE AAA EIAOZ TEMAXIA AQSQI’::H TMHMA NMAHPO®OPIES
®MA
3903/23-09-2025, | wXT946906K- | 0011 oos N ;‘T)QX n:ﬁquAEthml'\rnE' Sx5EK. | 1 500.000 AIAXEIPIEH EmKT:"N’}')NI As
AS 6/2025, ©.80 8OP 0 ' TEM | /-300,00€ YAIKOY 0
’ (MPOAIATPAGES NMAPAPTHMA A) 2104592157

* OI IPOX®OPEX AEN QOA IIPEIIEI NA ZEIIEPNOYN TA TEXXEPA AEKAAIKA YH®IA.

*TA EIAH OA EINAI ME TMHMATIKH ITAPAAOXH.

IHMEIQZH : Ileprypagn Teyxvikav [podwaypaav 6nms avarivTikd avagépovror oto Hapaptnpa A




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@ao €16 fapog Tov otkovopikov @opéa. (amd T0 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 eAEyoL 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  TOOIKN gpyacia Ko GAles popeéc 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.

INoooca: EAAqviki

Ye mepintoon katakdpoong : o) M mapddoon Oa yiveron evidg tpudv (3) epyacipmv
nuepov omd ™ Aym TG  mopayyeAlog , €KkT0¢  av  opiletar  Ol0POPETIKA
kat’eEaipeon, P) M mopddooon TV eW0®V Bo yivetar pe @poviida Kot dOmAvVES 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. « Xoupova pe mv v’ ap. 52445 EE 2023/4.4.2023 KYA (B’ 2385) ot owovopukoti
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 mepimTOSn un vrofoinc 1 un TPoeNKoVGAC VTOPoIMC TOV AVUOEPOUEVOYV TTLO TAVD,
1 TPOGPOPQ ATOPPITTETUL OC UTAPAOEKTY).
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ITAPAPTHMA A’
ITPOAIATPA®EX

ENTOAH 3903/23-09-2025

I'ENIKOI OPOI

A. Toa mpoceepopeva Tpoidvta TPENEL Vo, VoL TIGTOTONUEVO ATTO KOWVOTOMUEVO OPYOVIGUO OV PPIoKETOL EYKATAGTNLEVOS Kot AELTOVPYEL VOLLLO GTO
£0apog evoc amd ta Kpdtn Méin e Evponaikig Evmong kot va gépovv e gukpivi) 0Eom Tov TeAkod Teptéktn Toug TNV TpoPremopevn onpavon CE,
avTiypopo 1GYVOVTOG TIGTOTOWTIKOD TOL 0010V Kot B0l EMGVVATTETOL VITOYPEDMTIKA GTNV TPOSPOPJ.

B. Ot ovppetéyovteg otov d1aymviopd TPETEL Vo, SNADMGOLY GTNV TEYVIKT] TOVS TPOSPOPA TO EPYOSTACIO KATAGKELNG TV TPOTOVTOV KOOGS Kat Tov TOTo
gykatactaons tov. To epyootdoio Katackevwns Oa mpénet va dwabétel choua dtacpdiions mowdtrag ISO 9001 1 ISO 13485, avtiypagpo oydovrog
TMGTOMOTIKOD TOV 07010V Kot Ol EMGVVATTETOL VITOYPEDTIKA GTNV TPOSPOPE.

I'. Zm ovokevacio o mpémel va avaypaeovTal LE ELKPIVY| KoLl ELOVAYVMOGTO TPOTO, TOVAUYIGTOV T TOPAKAT®O GTOlXElN:

1. T0 6vopa M M EUTOPIKY| ETOVLLIN KOt 1) S1E0BVVOT) TOV KOTAGKELOOTN (G€ TEPITTMON TOV O KATAGKELAGTNG OV £XEL £dPa GE XDPOL TNG EVPMTOTKNG
évoong, Tote gite N eTikéTa, €ite N cvokevasio, TPEMEL va TEPIAAUPAVOLY EMITALOV TO OVOLA Kot TN devBuven Tov €£0VGLOS0TIUEVOL OVTITPOGMITOV TOV
otV Evponaikn Evoon).

2. m évéen KAIIOXTEIPQMENO>>

3. nébodog amooteipwong mov £xet ypnoiponombet

4. 0 KOIIKOG NG TOPTIdOG TOL 0moiov va wpomnyeital 1 EvoelEn KIMAPTIAA>> (n LOT)

5. M évdelEn ™G oploKNGg NUEPOUN VDG AsPaAODS XPNOEMS, EKEPALOLEVN GE £TOC Kol UMvoL
6. H évdei&n 6t 1o mpoidv mpoopiletar yio pio Kot povn yprion

7. ot €1d1kég cLVONKEG amodnKevoNg EPOGOV LVITAPYOLV



8. kdOe mpoetdomoinomn 1/Kot ANmtéa TPOoPLAEN

9. 10 YPOVIKO dLAGTNO LETAED TG TAPAAAPNG TOV DAKOV Ko TNG Nuepounviag AMEng avtov va eival tovAdyiotov ta 2/3 Touv <kdkilov {®NG> Tov
TPOIOVTOC.

Ot avotépm mAnpogopieg umopel va mapéyovtol vTd LoPPY] GLUPOA®V.

Ot GUUUETEYOVTEG GTOV JlAY®VIGUO VO KOTOOEGOLV Y10 KAOE TPOGPEPOUEVO €100C TO PLAAASIIO 0ONYIDV 1) KL TNV EUTOPIKT GVoKELAGTN (TEAMKO
TEPLEKTN) Ao Omov B TPOKHLTOLV 01 TAPAUTAV® EVOEIEELC.

o H nmpocpopd va cuvodedetatl and enionpo uALGSL0 (prospectus) TOL KATACKEVAGTIKOD 0ikov 1 GALO avTicToryo Te)viKOd eLALGSLO (technical
datasheet) yio v tekunpimon — cLPHOPE®OT Ue TIS TEXVIKEG TTpodiaypapic. H mpookdon delypatog dievkoAdvel Tnv Kohdtepn a&loldynon tov
VAKOV.

B. Ola ta mpocpepdueva TPOTOVTO TPETEL VAL EYOVV TUTOUEVO OTO TV KATOCKEVAGTPLO ETOPELN, TNV OVOLOGIN TOV KaODS Kot To Ovopa 1 To Aoydtumo
VNG, Oyt LOvo 6TV eEMTEPIKY TOVS GLGKEVAGTN, OAAE aTtopkd o€ kKbOe TPOIdV (Tepdy o evtdg TG cvokevaciag) Eexmpiotd. Oca mpoidvta £xovv

OTOLIKT) GLOKELOGTO VO EfvOl TUTOUEVE €T AVTHC.

v. O mpounBevug opeirel va vrofaiietl Eyypoen OMAmaon 0Tt eyyvdtot ko’ OAnN ™ ddpKela TG SVUPACTG TNV TPOGPEPOUEVT] TOLOTNTA TV VAIKDV,
TNV KATOAANAOTNTA TOLG Yol TN XPNON Yo TNV omoio TPoopilovTal Ko YEVIKGA TNV aVTATOKPIGT TOVG OTIG TEXVIKES OMOLTIOELS TNG OLKNPLENG.

0. O mpounBevtig mpémet emiong va eyyvdral eyypaows 0Tt 6 OAn T ddpkela TG cvpPfoong Ba drabétel emapkrn TOGHTNTA VMK®OV, DGTE VA
eEaocpaileton n aTPOGKOTTN AEITOVPYIN TOV TUNUAT®V TOL VOGOKOUEIOL, Y10 To 0toia TpoopilovTot Ta vTd TpounOeia €idn.

€. Mol pe v mpoocopd mpénel vo Katatedel ONAmoT Tov GUUUETEYOVTOS OTL Umopel vo AaPel OAa Ta avayKoio HETPO ATOGVPONG TOV TPOTOVTOS OO
™V 0yopd, G€ TEPIMTMOOT TOL 1) XPN o™ Tov BETEL GE Kivouvo TNV vYEia TV 0GOEVOV, TOV XPNOTOV 1| GALDY TPOCOTMV.

EIAIKOI OPOI

1. To mpocpepoueva €idn wpénet va eépovv onuavon motoétnrog CE. Ot coppetéyoviec cuvomoaiiovy vmoxpe®Tikd pall pe TV TEYVIKN TOVG
TPOCPOPA TGTOMOMTIKA Kowormompéveoy Opyavicudv, SNAMGES GUUUOPP®ONG, OO T OO0 TIGTOMOEITAL 1 OTOAVTY KATOAANAOTNTO KOl



AGQPUAELD TOV TPOCPEPOUEVOV EWOMOV YloL TH YPNON Yo TNV omoio Tpoopilovtat Kot YEVIKG 1) GUUUOPPMOT] TOV KOTAGKEVLOGTY| TPOG TIG LUTAEELS
™G Kowotikng odnyiag 93/42/EOK yia 1atpoteyvoroyikd mpoidvta 1 g v’ aplf. AY86/130648/30.09.2009 KYA (PEK 2198/B/02.10.2009)
Le TNV omola evapproviotnke 1 EAANVIKY| vopobesio Tpog v mo Tave odnyia.

2. O etopeieg Twv vd TPouNndelol LTPOTEYVOLOYIKMV TPOIOVI®MV TPEMEL VO Eval GOUQOVEG HE TIG amantioelg g apld. AY83/1348/04 (DEK
32/B/16.01.04) Ymovpyikng omdpacns ApyEg Kot Katevbuvtnpieg YpouUUES 0pOne mpaktikng dtovoung latpoteyvoloyikdv mpoidovimy.

3. Ta mpoceepduevo TpoidovIa OTAV OmOLTEITOL Vo VOl KOTOOKEVOOUEVO CUUG®VO LE TOLg VOpovs ¢ Evporawkne @appokomotiog Kot vo
TANPoLV , Omov emPdiietal, TIg Tpobmobicels Kuklopopiog mov TpoPfAémovtal and v oybovsa vopobesia ( doswa and E.0.®., TENIKO
XHMEIO KPATOYZ k.A.7t.).

4.  Ta vixd cuokevaciog 0ev TPENEL VO EXNPEALOVY TO TEPLEYOUEVO, TPEMEL VO, TOPEXOVV TPOGTAGIO OO TNV LYPAGia, TN POTOVCT KLl VA AVIEYOLV
GT1 LETAPOPA.

E0011005 — ENMIOEMA (TOAYTIO) F'AZAZ YAPO®IAO 5X5EK (8PLY) NON WOVEN

Na eivar yaga memeopévou BaupBaka 100% Baufdki, un ammooTeipwuévn, Miag XprAong, UWnAng atroppo@nTikOTNTag, dooun Pe TTAAPN AsUkavon,
atraAAaypévn ammd KOAAEG Kal EAATTWMATA OTNV U@avon( oxXioparta, TTapa@acddeg, CUCCWHOTWHATA KAWOTWY, KATT) va unv TTapoucidlel Katd
TOTTOUG puTTOPn EUPAvIon atmd otroladATToTE ouaia (EAaid, pUTTOUG aTTd PINXavES KATT). Na pnv gival AogoUgaouévn, va gival KOPPEVN CUPUETPIKE, va
MNV ge@TiCel KaTd TNV Xpron. Akpa diImAwuéva TTpog Ta éow, 217 kKAwoTwv. Na gival dpiotng ToidétnTag ocupewva pe 1o TpoTutro EN 14079/2003.
Na @épel Tn ofjuavon: CE , cupgwva pe Tnv odnyia 93/42 tng E.E. Aidotaon 5x5 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.



