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1. NMEAIO EOAPMOIHZ
H Tpodiaypapr) EvoTmAwy Auvauewv (MEA) KaAUTITElI TIG ATTAITACEIS TTPOUARBEING
AVOAWOIPIWY UNIKWV XEIPOUPYEIOU YEVIKNG XPROEWG.

2. IXETIKA ETTPA®A

2.1 «Kavoviouég (EK) ap. 1907/2006 Tou EupwTtraikou KoivoBouAiou kai Tou
2UMBouAiou TG 18ng AsekeuPBpiou 2006, yia TV Kataxwpnon, Tnv agloAdynon, tnv
ad€l0d0TNON KAl TOUG TIEPIOPIOPOUG Twv  XNPIKWwY  TTpoidviwy  (REACH)», omTwg
TPOTTOTTOINONKE KAl IOXUEI.

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

2.3 YTtoupyik Atrogaon utr’ apiBuo @.800/87/131377/2.1896 (PEK 1401/B’ Teuxog/
6-8-07) «KaBopiopdg Kootoug Mapoxns YTnpeoiwv Twv Xnueiwv ZTpatou, NauTikou,
Agpotropiag, Twv Xnuikwv Epyaotnpiwv 791 TE®, 884 MABET kai 873 AK kal Twv
2TPATIWTIKWY KTnviatpikwyv EpyaoTnpiwvy.

2.4  Koivry Ymoupyikry Atmégacn AY88/.11.01k.130648 (PEK 2198/B’/02-10-2009):
«Evapuodvion t¢ EBvikng NopoBeoiag mpog Ttnv odnyia 93/42/EOK/14-6-93 ToU
2UlBouAiou TG EupwTradikAg 'Evwong TTou apopd Ta 1aTPOTEXVOAOYIKA TTPOIOVTAY, OTTWG
TPOTTOTTOINONKE KAl IOXUEI.

2.5 Ytoupyiky Amogaon AY88/.11.01k.1348 (PEK 32/B°/16-01-2004): «ApxéG Kal
KATEUBUVTAPIES YPAUMPESG OPONAG TTPAKTIKAG IAVOUNAG IATPOTEXVOAOYIKWYV TTPOIOVTWVY.

26 Y.A. A6/6404 (PEK 1.B’ 680/91) Mepi ouokeuaoiog OTTOOTEIPWHEVWY IOTPIKWV
BonBnudtwy piag xpriong.

2.7 Y.A. A6/4198 (PEK T1.B’ 384/86) lMepi KUKAOQOPIOG OTTOOTEIPWHEVWV IOTPIKWYV
BonBnudTwy piag xpriong.

2.8 [Tpdtutro ISO 9001:GR «ZuoTthuarta Alaxeipiong 1ng Moidtntag — ATTaITAoEIGy.

2.9 [lpoétutro ISO 13485 «Zuotnua Aiaxeipiong [lloidtnTag vyia 1atpoTEXVOAOYIKA
TTPOIOVTAY.

2.10 Ta OXeTIKG £yypaga oTnv £KOOON TIOU QvA@EPOVTAI, ATTOTEAOUV HEPOG TNG
TTapoucag Trpodiaypa®ns. MNa Ta €yypaga yia Ta oTroia Oev avagEPETal £€TOG €KOOONG,
eQapuoleTal n TeAeuTaia €KOOON CUUTTEPIAGUBAVONEVWY TWV TPOTTOTTOINCEWY TTOU €ival O€
I0XU. Z€ TTEPITITWON AVTIQAONG TNG TTAPOUCAg TTPOdIAYPAPAG UE PVNUOVEUOUEVA TTPOTUTTIA,
KaTioxuel n Tpodiaypa®r utrd TNV TTPOUTTOBEaN IKavOTToinong TNG 1I0XU0UCAG VOUOBETiag
NG EAANVIKAG Anuokpariag kal Tng EupwTrdikAg ‘Evwong.

3. TAZINOMHZH
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3.1 Ta avoAwaoipa UAIKG XeEIPOUPYEIOU YEVIKAG XPrONG avikouv oTtnv KAAGon 6515
«latpikd kai Xeipoupyikd Opyava, EEoTTAIONOS kal YAikG» katd NATO ACod-2/3.

3.2 Ta uAIka TnG MpooBrikng | avrikouv oTta TTapakdatw CPV:

CPV: 33141420-0 «XeIpOUpYIKA yavTIa»
CPV: 33161000-6 «HAekTpO)EIPOUPYIKA HOVADAY

CPV: 33140000-3 «laTtpik& avaAwaiua»

CPV: 33141640-8 « lMNapoxéteuon»

CPV: 33199000-1 «laTpikdg pouxIoHOG»

CPV: 39518200-8 «ZevTovia xelpoupyeiou»
CPV:38519660-0 «KaAUPuaTa PHIKPOOKOTTIWV».

4. TEXNIKA XAPAKTHPIZTIKA

4.1 Opi1oud6g YAIKOU
H Mpodiaypapr EvommAwyv Auvépewyv (MEA) agopd avaAwaoiua UAIKA XeEIpoupyeiou YEVIKAG
XPong Ta otroia katovoudgovrtal otnv MNMNpocBnikn I.

4.2 Quoikd XapakKTnpIoTIKA

4.2.1 Ta mpog mpounRbeia UAIKG Ba TTPETTEl va gival Kalvoupld, AUETAXEIpIOTA, TTANPEN,
QTTOOTEIPWHEVA, MIAG XPRONG KAl VO CUPQWYOUV WE TIC BACIKEG ATTAITACEIS TNG UTT apIBuo
AY8d/I.MN.Oik 130648 10U QQYOPdG TNV Evapuodvion tng EBvikAG NopoBeoiag 1Tpog TIg
diardaceig Tng Odnyiag 93/42/EOK Trepi 1TPOTEXVOAOYIKWY TTPOIOVTWV.

4.2.2 Ta QuUOIKA XOPaKTNPIOTIKA TwV UAIKWV TTEPIypdgovTal oTnv MNpooBrikn I.

4.2.3 O1 TrepIyPAPEG, TA XOPAKTNPIOTIKA Kal o1 1I910TNTEG Twv {NTOUMEVWY UAIKWYV TTOU
avaypagovtal otnVv MNpooBikn | TN TTapolcag, €ival YEVIKEG TWV OPOEIdWY UAIKWV.

4.2.4 Ta 101diTEpPA TEXVIKA XOPAKTNPIOTIKA Kal  1010TNTEG KABE OPOEIdOUG KaThyopiag
UAIKWYV, OTTWG MEyeBog, diaoTaoelg, KATT. TTpoadlopifovral yia KABe {nToupevo atrd TNV
YTnpeoia UAIKO, OTnV OVOPACia Twv UAIKWV TTou avaypd@etal oTn OlaKApuén Tou
dlaywviouou.

425 Ta mpoo@epdueva UAIKG attd TOUG TTPOMNOEUTEC TTPETTEI va €ival TTARPN Kal va
ouvodelovTal amd Ta avaykaia Kal ouciwdn TTapeAKOUEVA, OKOPA Kal av auTd Oegv
nTouvtal amd Tnv YTnpeoia, wote va eEaog@alileTal n atmOAUTn AEITOUPYIKOTNTA TOUG.
2TNV TTEPITITWON TTOU TA TTAPEAKOUEVA - e€apThpaTa dev ¢nTouvTal atrd Tnv YTTnpeaoia, ol
TIPOUNOEUTEC TTPETTEI VA ETTICNPAIVOUV TA ATTAPAITNTA TTAOPEAKOUEVA - EEQPTHMATA KAl VO
avaypa@ouV auTd oTNV TTPOCPOPA TOUG O€ IBIAITEPN TTAPAYPOPO KAl PE EEXWPIOTA TIUA.
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4.3 Zuokevaoia

4.3.1 Ta 1pog Tpoundeia UAIKA Ba TTPETTEl va €XOUV CUOKEUATIES [ATOMIKN (TEPayiou),
EUTTOPIKN (KOUTI) KAl UETAPOPAG (KOUTEG)], ME TIG OTTOiEG dIATIOEVTAI OTO EUTTOPIO, OTTWG
TTPORAETTETAI ATTO TIG ATTAUTACEIS TOU TTIOTOTTOINTIKOU orfjuavong (CE) tmou diabétel To KABe
UAIKO.

4.3.2 Ta UNKG TNG EUTTOPIKAG OUCKEUOOIAG METAPOPAG TTPETTEI va PNV €TTNPEACOUV TO
TTEPIEXOUEVO, VA EACQAAICOUV TNV aCQPAAN YETAPOPA TOU, VO TTAPEXOUV TTPOCTACIA ATTO
eCwyeveig TTapdyovTeg (Uypaoia, okovn K.A.TT) Kal va gival autd TTou kaBopidovTal atrd Tov
TNOTOTTOINUEVO KATAOKEUQOTH.

4.3.3 Oca UANKG xapakTnpifovtal wg «OTTOOTEIPWHEVA PIAG XPNOoNG» TTPETTEI va €ival
ATTOOTEIPWHEVA, O€ dIAPAVH CUOKEUATIA TOU €VOG. TO UNIKO TNG OTOMIKAG OUCKEUOTIAG OV
TIPETTEl VA ETTITPETTEI TNV €iI0000 PIKPOOPYAVIOUWY KAl N CUCKEUACOia va KaBIoTd gu@avi
TUXOV BAGBN atrd xTutrnua KATT. Emmmpdobeta va atroTeAcital armmd 1aTpIKO XapTi Kal
TTAQOTIKO QIAY TTOU VA OTTOKOAAATAI EUKOAQ XWPIG va oKifeTal. Ta ammooTeipwuéva UAIKA
MIOG xpnong mpeETTel va gival oupewva pe Tnv Y.A. A6/6404 (PEK 1.B’ 680/91) Mepi
OUOKEUOOIAG ATTOOTEIPWHEVWYV 1ATPIKWY Bondnudtwyv piag xprong kai ue Tnv Y.A. A6/4198
(PEK 1.B’ 384/86) lNepi KuKAOQOPIAG ATTOOTEIPWHEVWY IATPIKWY BonBnudTwy PIag Xpriong.

4.4 Emoiuavon
44.1 YAiIkoU fi/kai MpwTtoyevoUg ZuoKeEUATiag
4411 ATrapaitnTn TPOoUTTOBE0N €ival n orfjuavon Twv UAIKWV Pe 1o dlakpiTikd CE,

YEYOVOG TTOU dnAWVEl TN CUP@WVIa Tou UAIKOU JE TIG BACIKEG QTTAITHOEIC TNG UTT apiBud
AY8d/I.IN.Oik 130648 10U OQYOPd TNV Evapudvion tng EBvikAG NopoBeoiag 1Tpog TIg
olaraceic ng Odnyiag 93/42/EOK Trepi 1aTPOTEXVOAOYIKWY TTPOIOVTWY. H orfuavon
moTétnTag CE mpétrel va cuvodeuetal atrd Tov apiBud avayvwpiong Tou KOIVOTToINPEVOU
opyaviopoUu 0 OTToiog €ival utrelBuvog yia Tnv e@apuoyr Twv diadikaciwy diac@aAiiong
TToIOTNTAG TNG TTAPAYWYNG KAl TOU TTPOIOVTOG. H opavon TTPETTEl va gival TOTToBeTNUEVN
Kata TPpOTTO €u@avh, euavAyvwaoTo Kal avegitnAo TTavw oTo TTPOoIOV ] OTN CUCKEUQTIa TTOU
€€a0@aAilel TNV ATTOOTEIPWOT) TOU £QOOOV gival duvaTov, KABWGS Kal OTIG 0dNYIEG XPROEWG.

4.4.1.2 KaBe 1rpoidv TpéTrel va auvodeUeTal atrd TIS TTANPOYOPIEC TTOU aTTAITOUVTAI
yla Tnv ac@aAfi kair opBbry xprion Tou, OTwg auTég avaypdgovtal otnv lNap.13 Tou
mapaptiuatog | g  AY86/.M.0k.130648 (PEK 2198/B/02.10.2009). AuTég

mepIANaUBAvoUV TIG:

44.1.2.1 MAnpogopiec  emonuavong  (EvOeitn  «OTTOOTEIPWHEVOY, MEBODOG
ATTOOTEIPWONG, KWAIKOG TTapTidag Tou oTtroiou va trponyeital n €vdeign «MAPTIAA» n
«LOT», &vdeiEn TNG OPIOKNAG NUEPOMNNVIOS ao@AAOUG XPAOEWS eKQpalopevn OE €TOG KOl
MAva, évdeitn Ot TO TTPOIOGV TTPOOPICETal YyIa Mia Kal PJOVO Xpron, €I0IKEG OUVONKES
atrobrkeuong, K&Be TrpogidoTToinoNn /KAl AnTITéa TTPOQUAAEN K.4.).

44.1.2.2 MAnpogopieg odnyiwv Xprnong (H ouokeuaoia KABeE TTPOIOVTOG TTPETTEI VA
TTEPIEXEI TTARPEIG KOl aKPIBEIG 0dnyieg xpriong Kal oTnv EAANVIKA YAwooa).

4.4.2 Zuokeuaoiag Metagopdg
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To utrd TTpounBeia UAIKO KaTd TNV TTOPAdOCH TOU VA QEPEI ETTI TNG EPTTOPIKIG OUOKEUATIAG
METAPOPAG OTOIXEIO avayvwpiong TG YTINPETiag Kal TNG TTpounBeiag dnAadn:

4.4.2.1 ApIBUOG OVOPOOTIKOU, OTTWG AUTOG BIdETAI ATTO TNV JIAKIPUEN.

4.4.2.2 Meprypagr Tou UAIKOU, OTTWG auTr) dideTal atrd Tnv diaknipugn.

4423 2Toixeia mpounBeutn (ETwvupia emixeipnong, Aicubuvon, TnAépwvo, AOM).
4.4.2.4 2ToIxeia TrpounBeiag (ApIBudg oupupaong, £10¢, YTTnpeoia )

5. ANAITHZEIZ ZYMMOP®QZHZ YAIKOY

5.1 2uvodeuTikd ‘Eyypaga / MioTotroinTika

5.1.1 Texvikh TTpoc@opd, PeE TTARPN TTEQIYPAPH TOU TTPOOPEPOUEVOU UAIKOU padi HE
TTARPN QUOIKA ] TEXVIKA XOPAKTNPIOTIKA KAl OTTOI00NTTOTE AAAO OTOIXEIO TTOU TTPOCBIOPICE!
ETTAKPIBWGS TO €id0G. EVOEIKTIKA ava@EpovTal Ta KOATOOKEUOOTIKA oxédia ) TTpdTuTia,
Prospectus, ewtoypagicg, pebodoloyia TTapaywyns Kal EYKPIOEIG AUTAG, TTAPATTOUTTH O€
etTionun kai éykupn BiBAloypagia, peBodoAoyia eAéyxou KAataAANASGTNTAS TOu UAIKOU, TUXOV
EYKPIOEIG TTOU €xEl AGPBEl, ouoKeuaaoia, TTAPEXOPEVES EYYUNOEIG K.ATT.

5.1.2 ThoToTtroINTIKA TOU KOTAOKEUAOTIKOU Oikou cuUpewva e Ta [pdtutra 1ISO 9001
«2uoTthuata Alaxeipiong tng MNoidtnrag — Atraitiocig» f 1ISO 13485 «ZuoTtnua Alaxeipiong
MoidTNTaC yIa latpoTtexvoAoyikda MNpoidvTtay.

5.1.3 MoTtotroiNTik& TNG TTPounBeuTpIag eTaipgiag oupypwva e Tta Mpotutra ISO 9001
«2uoTthuata Alaxeipiong g MNoiotnrag — Atraitiocig» f 1ISO 13485 «ZuoTtnua Alaxeipiong
MoidTNTaC yIa latpotexvoAoyikd MNpoidvTay, yia dIABeon 1IATPOTEXVOAOYIKWY TTPOIOVTWV.

514 BeBaiwon ammdé  koivotroinuévo opyaviopud  TRpnong Twv  KATEUBUVTHPIWV
YPOUMWY 0pBAC TTPAKTIKAG SIAVOUAG IATPOTEXVOAOYIKWY TTPOIOVIWV» CUNQWVA HPE TNV
utToupyIkKn atré@acn AY88/I.INM o01k/1348 (PEK 32/B/16.01.2004).

515 MoTtotroinTiké CE yia kabe TTpoo@epduevo UAIKO ATTO KOIVOTTOINUEVO OPYAVIONO
1 TTOTOTTOINTIKO TOU KOIVOTTOINUEVOU opyaviouou OTTou Ba dnAwveTal n xoprynon Tou
OIKQIWUATOG OTOV KOTAOKEUQOTH va €mMBETel Tn ofpavon CE padli ye 1ov TETpawn@io
apiOud Tou, €T TWv TPOIGVIWYV [ eyypa@r) OTa PNTPwa KataokeuaoTtwv /T Tou
KATOOKEUAOTH 1 TOU €EOuCIodOTNUEVOU QVTITIPOOWTIOU TOU (EQOCOV O KATOOKEUQOTAG
edpevel og Xwpa ek1og E.E) yia Ta mTpoidvTa katnyopiag 1.

5.1.6 H emTpot TEXVIKAG afloAdynong PTTopEi Katd Tnv Kpion Tng va {NTAoEl atmo
KAOe OUpMETEXOVTA TTPOUNOEUTH EYYPOQPES DIEUKPIVIOEIG ETTI TWV AVAYPAPOPEVWY OTNV
TTPOOPOPA TOU, KABWGS KAl OTTOIOdNTIOTE CUPTTANPWHATIKO OTOIXEIO yIa TNV €gakpiBwon
TWV TEXVIKWV XAPAKTNPICTIKWY KAl TWV OUVATOTHTWY TOU UTTO TTpounRBcia €idoug.

5.2 Emlswpnoeig / Aokipég

5.2.1 Ta uttd TTpounBeia €idn Ba Tpétrel va aglohoynBouv katd tnv diadikagia Tou
dlaywviopou. MNa Tnv agloAdynon auth 0 TTPOPNBEUTAG €ival UTTOXPEWPEVOG va KATABEDE!
Madi ge TRV TTPOO@OPA TOU ETTAPKI TTOOOTNTA OEiyHATOS - avTIOEYMATOG (TOUAGXIOTOV 2)
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TOU TTPOOQPEPOUEVOU UAIKOU yia agloAdynon. Ta €idn 1Tou Katd Tnv agloAdynaor] Toug
atroAAAouV TNV apPXIKN TOUG 1IB16TNTA KAl Ba KATAOTOUV aKATAAANAQ yia TTEPAITEPW XPRON
(e@’ 6oov n peBodoloyia eAéyxou To TTIBAAAEL), BapUvouV TOV TTPOPNBEUTH CUPPWVA HE TIG
I0XUouoeg OIaTAEEIC.

5.2.2 Ta €idn Ta otoia AOyw QUOIKWV (BApog, OYKOG) ) OIKOVOUIKWY TTAPAUETPWYV
(uwnAn agia) ¢ ptTopouv va TTPOoCoKOUIoBoUV Ba agloAoyouvTtal BACEl TwV OTOIXEIWV TNG
TTapaypdagou 5.1.1.

5.2.3 H emTpotm agfloAdynong umopei va {ntrioel Tnv Katdbeon Oeiyuatog yia
OTTOIOONTTOTE UAIKO.

5.24 MaKpOOKOTTIKOG — EAEYXOG

O HaKPOOKOTTIKOG £AeyX0G TTAPOAABAG TWV UAIKWV YiVETAI ATTO TNV apuodIa ETTITPOTIN
eAéyyou kal TTapaAaBng pe Bdon tn delypatoAnyia 1Tou Ba dievepynBei (TouldyioTov 1%
ava TTapTida UAIKOU Kal pe PEYIOTN TToodTNTa OelypdTWwy 100 Tepdyia). ATTOOKOTTEI OTNn
OIaTTiOTWON TNG KOANG KATACTOONG TOU €V AOYyw €idoug atrd TTAEUpAg TTANPOTNTAG,
EMPAVIONG, KAKWOEWV 1 @Bopwyv, UTTAPENG CEVWV CWHPATWY, EAATTWHATIKAG CUOKEUATIAG,
KaBwg Kal TNG CUPPWVIOG TWV XAPOKTNEIOTIKWY OTOIXEIWV TWV UAIKWV HPE auTd TTOU
Tpoodiopifovral  otnv  Tapouca [MEA o€ ouvduaoud HeE TIC OUPQWVIEG TTOU
oupTtrepIAapBavovTal oTn cUupBaon.

5.2.5 Epyaotnpiakég ‘EAeyxog

E@ooov Katd TOV POKPOOKOTTIKO EAEYXO, TWV UAIKWV dIaTTIOTWOOUV ATTOKAICEIG, KAl TO
UAIKO KpIBei KaTdAANAo yia Xprion | META aTTd aiTnUa Tou TTPopNBeuTrh (AOyw Kpioewg Tou
UAIKOU w¢ akaT@dAAnAo), n Emtpoty lMapaAaBrg duvartal va atrooTeilel TToooTnTd
OElyMATWY TOU UAIKOU OTOug apuddioug @opeig TTou avaypdagovtal oto PEK 1401/B’
Teuxog/6-8-07/EOD A o€ £Tepa apuoddia epyacTrpia (€Av 01 POPEIS TOU TTPOAVAPEPOUEVOU
QEK 0&¢ Oievepyolv TIG OTTAITOUMEVEG  QVAAUCEIG), YIO  €PyAoTnPIoKO  €AEyXO
KATaAANASOTNTAG, oCUPQWVA HE TIG I0XUOUOES dIATALEIG, TTOOOTNTA N oTToia Ba KaBopIoOEi
aTTé TO EPYOQOTHPIO KATOTTIV ETTIKOIVWVIAG TOU TTPoédpou TNG emTPOTIAG. O1 €Aeyxol auToi
yivovTal he olkovopuikn emmRdapuvon Tou TTpounBeuth Bdon Tou N. 4412/16 (PEK 147/A°/08-
8-2016), apBpo 208.

5.2.6 Améppiyn TapTidag

2€ TIEPITITWON TTOU N €EETAON TOU UAIKOU KOTA TOUG TTAPATTAVW EAEYXOUG, BEV IKAVOTTOIE]
TIC ATTAITAOEIS TNG TTPOdIayPAPrS, OAOKANPN n TTaPTIdA QTTOPPITITETAI OPIOTIKA KAl O
TTPOUNOEUTAG UTTOXPEOUTAI OTNV TTAPAdOON VEWV UAIKWYV, BIAQOPETIKWY TTAPTIdwV aTTd TA
ATTOPPIPBEVTQ.

5.2.7 Evepyotroinon ava@opwyv UAIKOETTaYPUTIVIONG — QAPHAKOETTAYPUTTIVIONG
2€ TIEPITITWON TTOU TO TTPOCPEPOPEVO UAIKO TTAPOUCIACEl onuEia Yn ocuppépewong KeE 10
UQIOTAPEVO VOUIKO TTAQICIO, A aTTO TN XPRON TOU TTPOKUTITEl KivOUVOG YIa TOUG OOBEVEIC,
TTPOoWTTIKO A TTEPIBAAAOV, N uTTNPETia PTTopEi va evepyoTroifoel TV dladiKaoia avagopag
UAIKOETTaYPUTIVIONG — QapPaKoETTaypUTTVIonG Tou EOD.

6. AOINEZ ANAITHZEIZ
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6.1 H didpkeia (wng (atrd TRV nUEPOMPNVIa TTapaywyng €wg Tnv nuUepounvia Angng)
TwV UTTO TTPoUABEIa UAIKWY va gival TouAdyioTov 36 prives. Mikpdtepn didpkeia {wng givai
duvaTtov va Yivel atrodeKT £QOCOV aTTOOEDEIYUEVA N ATTAITOUMEVN OEV UTTOPEI VO TNPNOEI.
Ta Trpoidvia TTOU Ba  TTPOOKOMIOBOUV va €xouv UTTOAOITTO  BIAdPKEIDNG CwWAG  Kal
armrooTeipwong ion 1 peyoAutepn amd Ta 8/10 (okTw OEKATA) TOU TTPOAVOPEPBEVTOG
OUVOAIKOU ¥Xpbévou.

6.2 H petagopd kal TTapddoon Twv UTTO TTpounBeia UAIKwY Ba TrpayuaTotroindei ue
€uBuvn kail datrdvn Tou TTPOPNBEUTH OTNV €0pa TNG MOVAdAG TTOU £xEl KaBOopPIoTEN va
TTapadoBouv Ta UAIKA, Ba cuvodeuovTal &€ atrd Ta TMOTOTTOINTIKA TNG TTapaypd@ou 5.1.

6.3 O Xpdvog TTPOCKOUICEWS Kal TTapddoong Twv UTTO TTpounBeia UAIKWY Ba KaBoploTei
atro TNV YTrnpeoia otn Alaknpuén, oTtov TOTTO TTou Ba uTtodEigel n YTTnpeaoia.

6.4 Katd tnv 1Tapaddoon O TTPOPNBEUTNS €ival UTTOXPEWPEVOG va TTAPAdWOEl GUAAO
oToIXEiWV ANEITTPOBETPWY UAIKWYV (UTTédelyua otTwg otnv MpoaBnkn IlI).

7. NMEPIEXOMENO NMPOZ®OPAZ:
O @AKeAOG TNG TEXVIKNG TTPOCPOPAS Ba TTepIAauBavel Ta akdAouba:

7.1  ZUPTTANPpWHEVO AVOAUTIKO QUAAGDBIO pE TiTAO «EvTutiOo 2Uuppdp@wong TTpog Tnv
Mpodiaypagr EvOTTAwy Auvapewvy (uTTodEIypa OTTwg oTtnv MpooBnikn I1).

AlgukpiviCetal 0TI n katrdBeon Tou Evrumou Zuppdppwong dev  aTTaAAGCCEl TOUG
TTPOUNOEUTEG ATTO TNV UTTOXPEWON UTTOBOANG TWV KATA TTEPITITWON OIKAIOAOYNTIKWY, TTOU
kaBopiovTtal e Tnv Tapouca MNMEA.

Mpoc@opd Xwpig EVTUTTO CUPNOPPWONG Ba ATTOPPITITETAI.

7.2  Zuppopoewon pe TIg atraithoelg Tou Kavoviopou REACH.

O1 ouppEeTEXOVTEG OTO BIAYWVIOUO UTTOXPEOUVTAI, Madi ME TNV TEXVIKA TOUG TTPOC®OPJ, va
TIPOOKOMioouv uTtrelBuvn dnAwaon, otnv otroia Ba dnAwvouv OTI Ta UTTO TTPOUABEIa €idn
oupuopwvovTal Pe TIC atraitioel Tou Kavoviopou (EK) 1907/2006 — REACH
(Registration, Evaluation and Authorization of Chemicals) Tng EupwTraikric Evwong (yia
6oa UAk& aTtraiteital). H utnpecia, PeETA TRV uttoypa®r TG ouufacng, diatnpei 1o
OIKaiwpa O6t1Tou Kal Otav KpIBei avaykaio, va ¢nNTRoEl va TTPOCKONICBOoUV diIkaloAoynTiKA
TeEKUNpPiwong A va dievepynBolv epyacTnPIOKES DOKIUEG.

7.3  Ta éyypaga Tng TTapaypdgou 5.1.

7.4  KatdAoyo Twv KaTaTiBEPEVWY eyypa@wy / DIKAIOAOYNTIKWV.

8. MPOTAZEIZ BEATIQZHZ TEXNIKHZ NMPOAIATPA®HZ

2XONIaou6G TNG TTapoucag TTPodiaypa®ig atrd KA evdiagepduevo, yia Tn BeATiwon Tng,
MTTOPEI va yivel HEOW TNG NAEKTPOVIKAG epapuoyng diaxeipiong MNMEA, otn d1adIKTUOKN
Totro0¢eoia https://prodiagrafes.army.qgr .
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NMPOZOHKH I
AA | NEPIrPA®H YAIKOY TEXNIKH NMPOAIArPA®H
FTANTIA
ZYPPAITIKA
1. 2YPPANTIKO AEPMATOZ

KANONIKOY MEMEOOYZ

2UPPATITIKO OEPPATOG, ATTOOTEIPWHEVO, MIAG XPAoNG.
O1 diaoTdoeIg Kal 0 apIBuOS TwV KAITT Ba opifovtal aTn diakripugn.
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NMPOZOHKH I

ENTYMNO 2YMMOP®Q3HZ
MNPOZ MPOAIATPA®H ENOMAQN AYNAMEOQON

KQAIKOX TTEA -
EKAOXH IEA ©@:
TPOITIOIIOTHZH ITEA ©):

MAPAIPA®OL | NEPIFPA®H AMAITHZHE © AMNANTHZEIZ — MAPATHPHZEIZ
Nnea @ NMPOZ®EPONTOZ ©

O NPOS®EPON

OAHTIEZ ZYMINAHPQZHZ ENTYTOY:

(1) Avaypa@eTtal 0 KWOIKOG TNG TTPOdIaYPAPnG, YIa TRV OTToia dNAWVETAI CUPPOPPOWON
(Mapadeiypa: MEA-A-00134).

(2)  Avaypdgetal n €kdoon TNG TTPOdIAYPAPNG, YIa TRV OTToia dNAWVETAI CUPNOPPWON
(Mapaderyua: 1M).

(3) Avaypd@etal n TpoTToTIOiNON TNG TIPOdIAYPAPNRGS, Yia Tnv oTroia dnAwveTal
oupuopewon (Mapddeiypa: 1), TNV TEPITITWON KN UTTAPENG TPOTTOTToINONG, N B€0N auTth
TOU EVTUTTOU TTAPOUEVEI KEVI).

(4)  Avaypdeetal o apiBudég TTapaypd@ou f UTTOTTapaypd@ou TnG TTpodiaypa@rc, yia
TNV oTtroia dnAwvetal cuppdpewon (Mapddeiyua: 4.6.1). ZTOV TTiVOKQ TOU EVTUTTOU
avaypd@ovTtal amrapaitnTa OAEG OI TTAPAYPAPOI KAl UTTOTTAPAYPAQPOl TOU KUPIWG KEIPEVOU
Kal Twv TTpocOnkwyv. Epdéoov pia mapdypa@og r utroTrapdypagog €xel katapynOei atrd
TNV Avaypa@ouevn TPOTIOTTOINGN, N CUYKEKPIMEVN TTAPAYPAPOS 1] UTTOTTAPAYPAPOS TNG
Tpodlaypa@rg Oev  TEPIAAUPAVETAl  OTOV  TTivOKA TOU  €VTUTTOU. 2TOV  TTiVAKQ
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TTepIAaUBAvovTal Kal ol apiBuoi TTapaypdewy 1 UTTOTTapaypPAPwWy, TTOU TTPOCTEBNKAV UE
TNV avaypa@ouevn TPOTTOTToINOT.

(5)  Avaypd@etal o TiTAOG TNG TTapaypPd®ou TNG TTPodIayPaPnig, YIa TNV oTToia dnAwveTal
OUPMOP@WOT, TTOU QVTIOTOIXEI OTOV OPIOPO TTOU CUMPTTANPWONKE OTNV idla ypauun NG
TpwWTNG oTAANG Tou Trivaka  (Mapdadeiypa: Puoikd [MepiBdAAov). ZTnv TTEPITTTWON
UTTOTTaPAYPAPWY, YIO TIG OTTOIEG DEV UTTAPXEI TITAOG, QVAYPAPETAI EITE TUVTOMN TTEPIYPAPH
Tou TrEPIEXOMEVOU TnG uTtTotrapaypdou (Mapdadeiypa: [leplypa®r]y KATAOKEUAOTIKWY
oToIXEiwv wTaoTIOWY) A oI TTPWTEG TPEIC €wg TEVTE AELEIC TNG uTToTTApPAypPAQoU,
akoAouBoupeveg atmo armmooiwtNTIKA (Mapdadeiypa: KdBe (euyog wWTaoTTidwWV ATTOTEAEITAI
amdé ...). E@doov o TiTAOG, TO TrEpIEXOUEVO | N oOUvTagn udiag Trapaypd@ou N
uttoTTapaypd@ou  €xel  TpoTrotroiNBei  amd  mnv  avaypa@ouevn  TPOTToTToinon,
OUMPTTANPWVETAI O TITAOG, TO TTEPIEXOUEVO N O APXIKEG AECEIC, TTOU aAva@EPOVTAl OTNV
TPOTTOTTOINON.

(6)  Avaypd@etal TTOPATAPNOCN, WS TTPOG TAV CUP@WVIA ] TNV UTTEPKAAUWYN TNG OXETIKAG
aTraiTNoONG, TNG TTAPAYPAPOU ) UTTOTTAPAYPAPOU TNG TTPOdIAYPAPAG, TTOU AVTIOTOIXEI OTOV
apiBud TTOU  CUPTTANPWONKE oTnv idla ypauul TG TIPWTNG OTAANG TOu TTivaKa
(Mapdadelyua: ZUPQwVWw). ZTNV TTEPITITWON UTTEPKAAUWNG, QUTA aiTIOAoyEiTal Kal, KATd
TTEPITITWON, ETTICUVATITOVTAI OXETIKA £yypaPa, TTou emIRERalwvouy Tnv aimioAdynon. lFivetai
emiong avaypa®r (  e€mouvawn), {nToUhevwy OTnv  TTPodlaypa@r, OTOIXEIWV N
OleuKpIvioEwWY. [a TIG TTApaypdPouUg 1 UTTOTTaPAypA@oug, TTou OEv aQopouv Thnv
OUYKEKPIPEVN TTPOPNBEIa, avagépeTal oTAV TPITN OTAHAN TOU TTivaka n Trapatipnon, «Mn
OXETIKA», A GAAN TTapduoia. O1 TTapatnerRocig agopouv oTnV TTPodIaypa®r, Yid TNV OTToia
ONAWVETAI CUPPOPPWON, OTTWGS TPOTTOTTOINBNKE aTTd TNV AVAPEPOUEVN TPOTTOTTOINC.

(7) Xwpog yia Ta OToIXEia KABWG Kai, epoéoov atraiteital amd TNV dladikaaoia
TTPOCPOPWYV, TRV UTTOYPA®H KAl TNV 0OPAYidA TOU TTPOCPEPOVTOG.
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NMPOZOHKH I

OYAAO ZTOIXEIQN AHZINPOOEXMON YAIKON

(uTTOdEIYHQ)
(@ IV 1 (0)V£AV/o o (U] U E-AY/o T PSPPI (ovopaTeTTWVUPO  TOU
VOUIMOU  EKTTPOOWTTOU) TOU  .vivvinreneeneeneneanennen. (6voua TTaTPdG), ap. TAUTOTNTAG
.................. KATOIKOG ETTI ™G odou
.................................................. apiB. ..o, TK L

AHAQNQ
WG VOUIPOG EKTTPOOWTTOC TNG wveeeeeneeneeneeeeneeneneaneaneanenens (avaypd@eTal n ETTWVUHIa TNG

ETAIPEIAG ] ETTIXEIPNONG) OTI:

H Ttrepiypagry UAIKoU, o apiBudg TTapTidag, n NUEPOMNVIO KATAOKEUNG Kal TO
uttéAoITro TnG didpkeiag (wNG, yia Ta UAIKA Tou SIaywVIOUOU £X0UV WG EENG:

A/A Mepiypaer YAikou MapTida Huepopnvia YT1réAoitro didpkeiag
KATOOKEUNG {wnig

0]
AHAQN
(TieeTan Y1Toypagni- Zepayida)



