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1. NMEAIO EOAPMOIHZ
H Tpodiaypapr) EvoTmAwy Auvauewv (MEA) KaAUTITElI TIG ATTAITACEIS TTPOUARBEING
AVOAWOIYWVY UANIKWV Algoduvapikou — HAekTpogpuaoloAoyiag Kapdidg.

2. 2XETIKA ETTPA®A

2.1 «Kavoviopog (EK) ap. 1907/2006 Tou Eupwrtraikou KoivoBouliou Kai Tou
2UMBouAiou Tng 187 AegkeuBpiou 2006, yia Tnv Kataxwpenon, Tnv agioAdéynon, Tnv
ad€l0d0TNON KAl TOUG TTEPIOPICPOUG Twv  XNPIKWY  TTpoidviwy  (REACH)», OTTWwG
TPOTTOTTOINONKE KAl I0XUEL.

2.2 Nopog 4412/16 (PEK 147/A°/08-8-2016), "Anuooieg ZuuBdoeic ‘Epywy,
MpopnBeiwv kai Yrnpeoiwv (Mpooappoyn oTig Odnyieg 2014/24/EE kai 2014/25/EE)".

2.3 Ytroupyik Atrogacn utr apiBuo ©.800/87/131377/2.1896 (PEK 1401/B’ Teuyxog/
6-8-07) «KaBopioudg Kootoug lMapoxng YTNpeoiwv Twv Xnueiwv ZTtpatou, NauTikou,
Aegpotropiag, Twv Xnuikwv Epyaotnpiwv 791 TE®, 884 MABET kai 873 AK kai Twv
2TPATIWTIKWY KTnVviaTpikwyv EpyacTnpiwvy.

2.4  Koivrp Ymoupyikp Atmégacn AY8d/.M.0ik.130648 (PEK 2198/B'/02-10-2009):
«Evapudévion t¢ EBvikng NopoBeoiag mpog Ttnv odnyia 93/42/EOK/14-6-93 ToOU
2UMBouAiou TG EupwTrdikAg ‘Evwong TTou a@opd Ta 1aTPOTEXVOAOYIKA TTPOIOVTa», OTTWG
TPOTTOTTOINONKE KAl I0XUEL.

2.5 Ytoupyiky Amogacn AY8d/.M.oik 1348 (PEK 32/B'/16-01-2004): «ApxEG Kal
KATEUBUVTAPIES YPOAUNES OPOAC TTPAKTIKAG SIAVOUNAG IATPOTEXVOAOYIKWYV TTPOIOVTWVY.

2.6 Y.A. A6/6404 (PEK 1.B’ 680/91) Mepi ouokeuaoiag OTTOOTEIPWHEVWY IOTPIKWYV
BonBnudTwv piag xprong.

2.7 Y.A. A6/4198 (PEK T1.B’ 384/86) lMepi KUKAOQOPIOG OTTOOTEIPWHEVWYV IATPIKWV
BonBnudTwv piag xprong.

2.8 Tpdtutro ISO 9001:GR «Zuotiuata Alaxeipiong Tng MNoidtntag — ATTAITACEIG.

2.9 Tpétutro ISO 13485 «Zuotnua Alaxeipiong [MoidmTag yia 1atpoTEXVOAOYIKA
TTPOIOVTAY.

2.10 Ta oxemkd €yypaga oTtnv €kOOON TIOU ava@épovTal, AaTToTEAOUV HEPOG TNG
TTapouoag Trpodiaypa®ns. MNa Ta €yypa@a yia Ta OTToia Oev ava@EpeTal £€T0G €KOOONG,
EQAPMOLETI N TEAEUTAIO €KBOOT CUUTTEPIAQUBAVONEVWY TWV TPOTTOTTOINCEWY TTOU €ival O€
I0XU. Z€ TTEPITITWON AVTIQACNG TNG TTapoucag TTPOdIaYPAPNS ME UVNUOVEUOUEVA TTPOTUTIA,
KaTioxUel n Tpodiaypa®r Utré TV TTPoUTTO0e0n IKavOTToinong TNG 1I0XU0oUcag VopoBeaiag
NG EAANVIKAG Anuokpariag kal Tng EupwTraikig Evwong.

3. TAZINOMHZH

3.1 Ta avaAlwoiya uAikd AigoduvauikoU — HAekTpoguaoloAoyiag Kapdidg avikouv oTnv
KAGon 6515 «latpikd kai Xeipoupyikd Opyava, EEoTTAIoNog kai YAIKG» katd NATO ACod-
2/3.
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3.2 Ta CPV uANikwv avaypdgovtal otnv MpoBnkn I.
4. TEXNIKA XAPAKTHPIZTIKA
4.1 Op1oud6g YAIkoU

H T[podiaypagry EvoTAwv Auvdpewv (MEA) agopd UAIKG  Aipgoduvapikou-
HAekTpoguaoioloyiag Kapdidg, Ta otroia katovopalovrtal otnv MNpooBrikn 1.

4.2 Duoikd XapaKTnpIoTIKA

4.2.1 Ta Tpog Tmpoundeia UAIKG Oa TTpETTEl va €ival aTToOTEIPWHEVA, MIAG XPROoNG,
KalvoupIia, QUETAXEIPIOTA, TTAPN Kal vO CUPQWVOUV MPE TIG PBOOCIKEG ATTAITACEIS TNG UTT
apiBud AY8d/I.MN.0k 130648 1TOoU aopd TNV Evapupovion tng EBvikAg Nouobeaiag Tpog
TIG d1aTdEEIG TNG Odnyiag 93/42/EOK Trepi 10TPOTEXVOAOYIKWY TTPOIOVTWV.

4.2.2 Ta QuOIKA XOpaKTNPIOTIKA TV UAIKWV TTEPIYpdgovTal oTnv MNpooBrikn I.

4.2.3 Ta 101aiTepa TeEXVIKA XAPOKTNEIOTIKA Kal  1010TNTEG KABE OMPOEIdOUG KATNYOPIag
UAIKWYV, OTTwG uéyebog, diaoTaoelg, K.ATT. TTpoadiopiovTal yia KaBe {ntoupevo atrd Tnv
YTnpeoia UANIKO, OTnV OVOPACia Twv UAIKWV TToU avaypd@etal oTn OlaKApUEn Tou
dlaywvVIoPoU. ZTn TTEPITTITWON TToU N uTThpeaia oTtn diakApuén ataitei SIaoTACEIG 1) HEYEDN
TTAEOV TWV ava@epouEvwy oTnVv MpoaBrkn I, IocxUouv Ta idia XapaKTNEIOTIKA.

424 Ta TTPOCPEPOUEVA UAIKA ATTO TOUG TTPOMNOEUTEG TTPETTEI va gival TTARPN Kal va
ouvodelovTal atrd TA avayKaia Kal ouciwdn TTAPEAKOUEVA, OKOPA Kal av auTd Ogv
¢nTouvTtal Ao TNV YTTNPEoia, woTe va €Eao@aAifeTal N atmOAUTN AEITOUPYIKOTNTA TOUG.
TNV TTEPITITWON TTOU TA TTAPEAKOUEVA - e€apThpaTa dev ¢ntouvTal atrd Tnv YTTnpeaia, ol
TIPOUNOEUTEG TTPETTEI VA ETTICNPAIVOUV TA ATTAPAITNTA TTOPEAKOUEVA - ECAPTHMATA KAl VO
avaypa@ouv autd oTnV TTPOCPOPA TOUG O€ IBIAITEPN TTAPAYPAPO KAl PJE EEXWPIOTA TIUN.

4.3 JUOKEUAOoia

4.3.1 Ta 1pog Tpoundeia UAIKA Ba TTPETTEI va €XOUV CUOKEUATIEG [aTOMIKN (TEpayiou),
EUTTOPIKN (KOUTI) KAl UETAPOPAS (KOUTEG)], ME TIG OTTOiEG dIATIOEVTAI OTO EUTTOPIO, OTTWG
TTPORAETTETAI ATTO TIC ATTAITAOEIS TOU TNIOTOTTOINTIKOU orfjuavong (CE) mou d1aB€Tel To KAOE
UAIKO.

4.3.2 Ta UNKA TNG EUTTOPIKAG OUOKEUOOIAG HETAQOPAG TTPETTEI va PNV €TTNPEACOUV TO
TTEPIEXOUEVO, Va eEA0PAAI(OUV TNV aCQPAA UETAPOPA TOU, VO TTAPEXOUV TTPOCTACIA ATTO
eCwyeveic TTapdyovTeg (Uypaoia, okovn K.A.TT) Kal va gival autd TTou kaBopiovTal atrd Tov
TNOTOTTOINUEVO KATAOKEUQOTH.

4.3.3 Oca UAIKG XapaKTnpidovTal w¢G «OTTOOTEIPWHEVA WIAG XPAONG» TIPETTEl va gival
QATTOOTEIPWHEVA, OE dIAPAVH CUOKEUATIa TOU €VOG. TO UNIKO TNG OTOMIKAG OUCKEUQOIAG OEV
TIPETTEl VA ETTITPETTEI TNV €iI0000 PIKPOOPYAVIOHWY KAl N CUCKEUACOia va KaBIioTd eu@avr)
TUXOV BAABN attd XTUTTNUa KATT. EmmTpdobeta va atroTeAcital armmd 1aTpIKO XapTi Kal
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TAQOTIKO QIAY TTOU VO ATTOKOAAGTAI EUKOAQ XWPIG va OKieTal. Ta atmmooTeEipwuEVa UAIKA
MIag Xpnong TPETTEl va gival oup@wva pe Tnv Y.A. A6/6404 (PEK 1.B’ 680/91) Mepi
OUCKEUOOIAG ATTOOTEIPWHEVWYV 1ATPIKWY Bondnudtwyv yiog xprong kai ue Tnv Y.A. A6/4198
(PEK 1.B’ 384/86) Nepi KUKAOQOPIAG OTTOOTEIPWHEVWY IATPIKWY BonBnudTwy HIoG Xprong.

4.4 Emoniuavon
44.1 YAiIkoU fj/kai MpwTtoyevoug ZUCKEUATIag
4411 AtrapaitnTn TTPoUTTO8Ee0N €ival N ofuavon Twv UAIKWwV pe 1o dlakpiTikd CE,

YEYOVOG TTOU dnAWVEl TN CUP@WVIa Tou UAIKOU JE TIG BACIKEG QTTAITHOEIC TNG UTT aplBud
AY8d/T.MN.Oik 130648 T1T0U QQopd TNV Evapudvion tng EBvIkAG Nopobeoiag 1Tpog TIg
dlaraceic ng Odnyiag 93/42/EOK Trepi  1aTpOTEXVOAOYIKWY TTPOIdVTWY. H orfuavon
moTotnTag CE mpétrel va cuvodeuetal atrd Tov apiBud avayvwpiong Tou KOIVOTTOINPEVOU
opyaviopou O OTToiog €ival utreuBuvog yia TNV e@apuoyr Twv diadikaciwy diac@dAiiong
TTOIOTNTAG TNG TTAPAYWYNG KAl TOU TTPOIOVTOG. H opavon TTPETTEN va €ival TOTTOBETAPEVN
KATd TPOTTO €u@avh, euavAayvwaoTo Kal avegitnAo TTavw oTo TTPOoIOV ] OTN CUCKEUOTIa TTOU
€€a0@aAIlel TNV ATTOOTEIPWOT) TOU EQOCOV gival duvaTov, KABWGS Kal OTIG 0dNYiIEG XPROEWG.

44.1.2 KdaBe 1rpoidv TTpETTel va ouvodeUETal ATTO TIG TTANPOQPOPIEG TTOU aTTAITOUVTAI
yla TNV ac@aAfl kalr opBry xprion Tou, OTTWG auTéC avaypdgovtal otnv [Map.13 Tou
mapaptipatog | tng AY88/.I1.0Ik. 130648 (PEK 2198/B°/02-10-2009). AuTtég
TepIAaUBAvVoOUV TIG:

44.1.2.1 [MAnpogopieg  emonpavong  (EvOeEIgn  «ATTOOTEIPWUEVOY,  PEBODOG
QATTOOTEIPWONG, KWAIKOS TTapTidag Tou otroiou va trponyeital n €vdeign «MAPTIAA» n
«LOT», €vdeIEn TNG OPIOKNAG NUEPONNVIOG A0PAANOUG XPACEWS eKQPAlOPEVN OE £TOG KOl
MAva, évoeitn Ot To TTPOIdV TTPoopIfeTal yia Mia Kal PJOVO XpAon, €I0IKEC OUVONKEG
atroBnkeuong, KABe TTpocidoTroinon f/kal ANTITéa TTpopuUAaln K.4.).

44122 MAnpo@opieg odnyiwv Xprnons (H ouokeuaoia KABe TTPOIOVTOG TTPETTEI VO
TTEPIEXEI TTAAPEIG KAl AKPIPEIG 0dnyieg XpAong Kal aTnv EAANVIKN YAWooQ).

4.4.1.3 EidiIkd& yia Ta TTpoidvTa TTOANGTTAWY XPriocwy, 0€ KABE CUOKEUATia TTPETTEI va
TTEPIEXETAI  EVTUTTO ME QVOAUTIKEC 0oOnyieg XPAOEwS Kabapiopou, atroAlpavong Kai
aTTO0TEIPWONG.

4.4.2 2uokevaoiag Metagopdg

To uttd TTpounBeia UAIKG KaTd Tnv TTapadocT] TOU va QEPEI ETTI TNG EMTTOPIKNG
OUOKEUOOIag MPETAQPOPAS OToIXEia avayvwpionsg TG YTNPeoiag kKal TG TTPOMNBeIag
onAadn:

4.4.2.1 ApIBuO6 ovouaaoTIKOU, OTTWG auTog dideTal atrd TNV dIakrpugn.
4422 Meprypagr Tou UAIKOU, OTTWG auTr) dideTal atrd Tnv diaknipugn.
4.4.2.3 ZToixeia mpounBeutr (ETwvupia emixeipnong, Aieubuvon, TnAépwvo, AOM).

4.4.2.4 2ToIxeia TTpounBeiag (ApIBudg ouupBaong, £10g, YTTNpPEoia)



5. AMNAITHZEIZ ZYMMOP®QZHZ YAIKOY

5.1 2uvodeuTikd ‘Eyypaga / MioTotroinTikd

5.1.1 Texviki TTpoo@OpPd, HE TTANPN TTEPIYPOPr] TOU TTPOCPEPOPEVOU UAIKOU padi PE
TIAAPN QUOIKA ) TEXVIKA XAPAKTNPIOTIKA KAl OTTOI00NTTOTE AAAO OTOIXEIO TTOU TTPOCOIOPICEI
ETTAKPIBWG TO €id0G. EVOEIKTIKA ava@EPOVTAl TA KATOOKEUAOTIKA OxEdia 1 TTpdTuTia,
Prospectus, pwtoypagicg, peBodoloyia TTapaywyng Kal YKPIOEIG AUTAG, TTAPATTONTTA O€
etrionun kai éykupn BiBAloypagia, peBodoAoyia eAEyxou KATaAANAOGTNTAG TOU UAIKOU, TUXOV
EYKPIOEIG TTOU €xEl AGPBEI, cUOKEUATia, TTAPEXOPEVES EYYUNOEIG K.ATT.

5.1.2 ThoToTroINTIKA TOU KOTAOKEUAOTIKOU Oikou cuUpewva pe T1a lpotutra 1ISO 9001
«2uoTApaTa Alaxeipiong Tng Moiotntag — Atraimioeig» 1 1ISO 13485 «Zuotnua Alaxeipiong
MoidTNTaG yIa larpoTexvoAoyika MNpoiovtay.

5.1.3 MoTtotroinTik& TNG TTPounBeUTpIag eTaipeiag ouypwva ue Tta Mpotutra ISO 9001
«2uoTApaTa Alaxeipiong Tng Moiotntag — Atraimioeig» 1 1ISO 13485 «Zuotnua Alaxeipiong
MoidTNTaC yIa latpoTtexvoAoyikd MNpoidvTay, yia dIdBeon 1IATPOTEXVOAOYIKWY TTPOIOVTWV.

5.1.4 Befaiwon atmd KOIVOTTOINPEVO OPYAVIOPO TAPNONG TWV KATEUBUVTAPIWY YPAPUWY
0pONG TTPOKTIKAG SIAVOUNG 1ATPOTEXVOAOYIKWY TTPOIOVTWV» CUPPWVA PE TNV UTTOUPYIKA
atrépaon AY88/I.M.01k.1348 (PEK 32/B°/16-01-2004).

5.1.5 TliototmoinTikd CE yia KGBe TTPooPEPOUEVO UAIKO aTTO KOIVOTTOINKEVO opyaviouod N
TNOTOTTOINTIKO TOU KOIVOTTOINUEVOU Opyaviopou OtTou Ba dnAwvetal np xoprjynon Tou
OIKAIWUATOG OTOV KOTAOKEUQOTH va €mMBOETel T ofpavon CE padli ye Tov TETpOWNnQIO
apIOUO TOu, ETTI TWV TTPOIOVTWV.

5.2 Emfswpnoeig / Aokipég

5.2.1 Ta uttd TTpopnBeia €idn Ba Tpétrel va aglohoynBouv katd tnv diadikacia Tou
dlaywviopou. MNa Tnv afloAdynon auth 0 TTPONNBEUTAG €ival UTTOXPEWPEVOGS va KATABEDE!
Madi pue TNV TTPOCPOPA TOU ETTAPKN TTOOOTNTA JEIYUATOS - AVTIOEIYUOTOG (TOUAGXIOTOV 2)
TOU TTPOOPEPOUEVOU UAIKOU yia agloAoynon. Ta €idn 1ou Katd Tnv a&loAdynor Toug
atroAAAOUV TNV aPXIKN TOUG I1IB16TNTA KAl Ba KATAOTOUV aKATAAANAQ yia TTEPAITEPW XPON
(e@’ 6o0ov n peBodoloyia eAéyxou To eTTIBAAAEI), BapUvouv TOV TTPOPNBEUTA CUMPWVA HE TIG
I0XUouoEg OIATAEEIG.

5.2.2 Ta €idn Ta otoia Adyw QUOIKWV (BApog, OYKOG) 1 OIKOVOUIKWY TTAPAUETPWYV
(uwnAn agia) ¢ ptTopouv va TTPOCKOUIcBoUV Ba agloAoyouvTtal BACEl TwV OTOIXEIWV TNG
TTapaypdgou 5.1.1.

5.2.3 H emTpotm agloAdynong umopei va {ntroel Tnv KaTtdbeon Oeiyuatog yia
OTTOIOONTTOTE UAIKO.

5.24 MaKpOOKOTTIKOG — EAEYXOG
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O HOKPOOKOTTIKOG €AeyX0G TTAPOAABAG TWV UAIKWV YivETAl ATTO TNV apuOodIa ETTITPOTIN
eAéyxou kal TTapaAapng pe Baon tn dsiypatoAnyia tou Ba dievepynBei (TouAdyioTov 1%
ava TTapTida UAIKOU Kal pe PEYIOTN TToodTNTa OElyATWwY 100 Tepdyia). ATTOOKOTTEI OTN
OIaTTiOTWON TNG KOANG KATACTOONG TOU €V AOYyw €idoug atrd TTAEUpdg TTANPOTNTAG,
EMPAVIONG, KAKWOEWV 1 ¢Bopwyv, UTTAPENG CEVWV CWHATWY, EAATTWHATIKAG CUOKEUATIOG,
KaBwg Kal TNG CUPQWVIOG TWV XAPOKTNEIOTIKWY OTOIXEIWV TWV UAIKWV HPE auTd TTOU
Tpoodiopifovral  otnv  Trapouca [MEA o€ ouvduaopd HeE TIGC OUPQWVIEG TTOU
oupTtrepIAapBavovTal oTn cUPpBaon.

5.2.5 Epyaotnpiakég ‘EAsyxog

E@ooov Katd 1oV POKPOOKOTTIKO EAEYXO, TWV UAIKWV dIaTTIOTWOOUV QATTOKAICEIG, KAl TO
UAIKO KpIBei kKaTdAANAo yia xprion | HETA aTTd diTUa Tou TTPoPNBeuTrH (AOYyw KpioEwg Tou
UAIKOU WG akaT@dAAnAo), n Emrpoty lMapaAaBrig duvartal va atrooTeilel TToooTnTa
OelyMATWY TOU UAIKOU OTOoug apuddioug @opeig mou avaypdeovtal oto PEK 1401/B’
Teuxog/6-8-07 N o€ £Tepa apuodia epyaaTripia (€av ol opeig Tou TTpoavagepouevou PEK
0e OlevepyoUV TIC OTTAITOUNEVEG QVAAUOEIG) , yia epyaoTnpiokd €Aeyxo KataAAnAdTnTag,
oUPQWVA WPE TIG I0XUOUOEG dIaTALEIG, TTOoOTNTA N oTToia Ba KaBoploBei atrd TO EpyacThPIO
KATOTTIV  €TTIKOIVWVIAG Tou Trpoédpou TnG emTPoTAG. O1 €Aeyxol auToi yivovTal e
OIKOVOUIKN €miRdpuvaon Tou TTpounBeutr) Bdon Tou N. 4412/16 (PEK 147/A°/08-8-2016),
ap6po 208.

5.2.6 Améppiyn TapTidag

2€ TTEPITITWON TTOU N €EETAON TOU UAIKOU KOTA TOUG TTAPATTAVW EAEYXOUG, OEV IKAVOTTOIEI
TIC ATTAITAOEIS TNG TTPOdIAYPAPrS, OAOKANPN n TTaPTIOA QTTOPPITITETAI OPIOTIKA KAl O
TTPOUNOEUTAG UTTOXPEOUTAI OTNV TTAPAdOON VEWV UAIKWYV, DIAQOPETIKWY TTAPTiIdwV atTd TA
aTTOPPIPBEVTQ.

5.2.7 Evepyotroinon ava@opwyv UAIKOETTaYPUTIVIONG — QAPHAKOETTAYPUTTIVIONG
2.€ TIEPITITWON TTOU TO TTPOCPEPOPEVO UAIKO TTAPOUCIACEl onpeEia un ocuppépewong Ke 10
UQIOTAPEVO VOUIKG TTAQICIO, A aTTO TN XPRON TOU TTPOKUTITEl KivOUVOG YIa TOUG OOBEVEIC,
TTPOCWTTIKO A TTEPIBAAAOV, N UTTNPETIa PUTTOPET va EVEPYOTTOINCEI TNV BIABIKACIA ava@opag
UNIKOETTaYPUTIVIONG — PapuakoeTTaypuTtTviong Tou EO®.

6. YMNHPEZIEZ YNOXTHPIZHX

6.1 2€ TIEPIOTATIKA TTOU Ba XpNOIUOTTOINBoUV avoAwaoiua UAIKG KpUOKATAAUCONG Kal
oUOTNUA NAEKTPOAVATOMIKNAG XOPTOYPAPNONG, €ival ammapaitntn n TTapouUdia TEXVIKWY TNG
TTPOMUNOEUTPIAG ETAIPEING.

7. AOINEZ ANAITHZEIX

7.1 H didpkeia {wAg (atmd TNV nueEpoPnvia TTapaywyng £wg Tnv nuepopnvia ARgng)

TwV UTTO TTPoUABEIa UAIKWY va gival TouAdxioTov 36 prives. Mikpdtepn didpkeia {wng gival
duvaTtdv va yivel atrodekT €QOooV aTTodedelyUEVA N ATTAITOUNEVN OEV UTTOPET va TNPNOEI.
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Ta Trpoidvia 10U Ba  TTPOOKOMIOBOUV va €xouv  UTTOAOITTO  JIAdpPKEIG C(wNAG  Kal
amooTeipwong ion i peyoAutepn atd Ta 8/10 (okTw OEKATA) TOU TTPOAVOPEPBEVTOG
OUVOAIKOU ¥Xpdvou.

7.2 H petagopd kal Tapaddoon Twv Uuttd TTpounRbeia UAIKWY Ba TTpayuaToTToinBei Je
€ubuvn kal datrdvn Tou TTPOPNBEUTH OTNV €0pa TNG MOVAdAG TTOU £XEl KOBOPIoTEN va
TTapadoBouv Ta UAIKA, Ba cuvodeuovTal &€ atrd Ta TOTOTTOINTIKA TNG TTapaypd@ou 5.1.

7.3 O XpOvog TTPOCKOUICEWS Kal TTapadoong Twv UTTO TTpounBeia UAIKWY Ba KabopioTei
até TNV YTrnpeoia otn Alaknpuén, oTtov TOTTo TTou Ba uTttodEitel n YTrnpeaoia.

7.4 Katd tnv 1Tapddoon O TTPORNBEUTAS €ival UTTOXPEWPEVOS va TTApadwWaoEel GUAAO
OTOIXEIWV ANEITTPOBETPWY UAIKWV (UTTOdEIyua OTTwg otnv MpoaBrkn Il1).

8. NMEPIEXOMENO NMPOZ®OPAZ:
O @AKeAOG TNG TEXVIKNG TTPOCPOPAS Ba TTepIAapBAvel Ta akoAouba:

8.1 ZupumrAnpwpévo avaAuTikd @QUAAGdIO pe TiTAO «EvIiutro Zupudpewong Tpog Tnv
Mpodiaypagr EvOTTAwyv Auvdpewvy (uttodelypa 0TTwg otnv MpooBnikn I1).

Aleukpivi¢etalr 0TI n kardBeon Tou Evrumou Zuppdpewong Oev  aTTOAAGCOEl TOUG
TIPOUNOEUTEC ATTO TNV UTTOXPEWON UTTORBOANG TWV KATA TTEPITITWON OIKAIOAOYNTIKWY, TTOU
kaBopifovtal ye Tnv Tapouca MNMEA.

Mpoc@opd Xwpig EVTUTTO CUMNOPPWONG Ba ATTOPPITITETAI.

8.2 ZUNPOPEWON UE TIC aTralTAoEIC Tou Kavoviouou REACH.

O1 ouppeTéXovTEG OTO dlaywvVvIoPO UTTOXPEOUVTAl, Madi ME TNV TEXVIKA TOUG TTPOC@OPJ, va
TIPOOKOMioouv uTtrelBuvn dnAwaon, otnv otroia Ba dnAwvouv OTI Ta UTTO TTPOUABEIa €idn
oupuop@wvovtal Pe TIC armaitijoelg tou Kavoviopou (EK) 1907/2006 — REACH
(Registration, Evaluation and Authorization of Chemicals) ¢ EupwTraikrg Evwong
(yia_6oa UAIkG atraiteital). H uttnpeoia, Yetd tnv utroypagr tng ouupacng, diatnpei 1o
OIKaiwpa o6t1Tou Kal otav KpIBei avaykaio, va ¢nNTRoEl va TTPOCKOMICB0oUV diIKaloAoynTiKA
TEKUNpPiwong A va dievepynBolv epyaoTnPIOKES OOKIUEG.

8.3 Ta éyypaga Tng Tapaypdgou 5.1.

8.4  KardAoyo Twv KaTaTIOEPEVWY EYYPAPWY / BIKAIOAOYNTIKWV.

9. MPOTAZEIZ BEATIQZHZ TEXNIKHZ NMPOAIAITPAOHX

2XOANaou6Gg TNG TTapouoag TTPodiaypa@ns atrd KABe evdiapepduevo, yia Tn BEATIwoN TN,
MTTOpPEI va yivel JEOW TNG NAEKTPOVIKAG e@apuoyng dlaxeipiong MNMEA, otn d1adIKTUOKN
Totro0¢eoia https://prodiagrafes.army.qgr .
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NMPOZOHKH I
A/A | MNMEPIFPA®H YAIKOY | TEXNIKH NMPOAIATPA®H
ANAAQZIMA AIMOAYNAMIKOY
1. | AlayvwoTIKOi KABETAPES OTEPAVIOYPAPIOG Na givar ammd uAIKd uwnAng avBekTIKOTNTAG.

MN udpo@iAol
CPV:33111710-1

Na £€xouv ApIOTN TTEPIOTPOYPIKOTNTA, KATEUBUVTIKOTNTA Kal 0dnynoiuoTtnTa.

To Gkpo TOUG Vva €ival aTPAUUATIKO Kal AKTIVOOKIEPO YIa aKPIPr TOTTOBETNON OTO
OTOMIO TOU ayyeiou.

Na diatiBevral oe pey€dn 5F kai 6F(Ba opileTal otn diaknpuén)

Na diatiBevtal o€ TToIkIAia oXNUATWYV Kal TUTTWV KAPNTTUAGTATOG

(Ba opiCovtal atn dlakApUEn).

Brachial 3.5,Brachial 4.0,Radial Tig, Bi-Lateral infinity Special,

Sones 1.0, Sones2.0, JL 3.5, JL4.0, JL5.0, JL6.0,

AL1, AL2, MP1, MP2, 3DRC, JR3,5, JR4, Pigtail,

Lima
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