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1. NMEAIO EOAPMOIHZ
H Mpodiaypapr EvomAwv Auvépewv (MEA) KAAUTITEI TIGC QTTAITACEIS TTPOMNBEIAG
UAIkwv Oupoloyiag.

2. IXETIKA ETTPA®A

2.1 «Kavoviopog (EK) ap. 1907/2006 tou EupwTtraikou KoivoBouAiou kai Tou ZupBouliou
NG 18n¢ Aegkepppiou 2006, yia Tnv Kataxwpenon, TNV agioAdynon, Tnv adeioddTnon Kal Toug
TTEPIOPIOPOUG TWV XNUIKWYV TTPOIoVTWY (REACH)», OTTWG TPOTTOTTOINONKE KAl I0XUEI.

2.2  Nopog 4412/16 (PEK 147/A°/08-8-2016), "Anudoieg ZuuBdoeig Epywyv, MNpounBeiwv
kal Ytrnpeoiwv (Mpooapuoyr) oTtig Odnyieg 2014/24/EE ka1 2014/25/EE)".

2.3 Ymoupyikn Atmégacn utr apiBud ®©.800/87/131377/2.1896 (PEK 1401/B’ Teuxog/
6-8-07) «KaBopiopdg Kootoug lMapoxAg Ymnpeoiwv Twv Xnueiwv ZTpaTtou, NauTikou,
Agpotropiag, Twv Xnuikwv Epyaotnpiwv 791 TE®, 884 TMABET kai 873 AK kai Twv
2TPATIWTIKWY KTnVviaTpikwy Epyactnpiwvy».

2.4  Koivp Ymoupyiki Amoeacn AY88/.M.01k.130648 (PEK 2198/B/02-10-2009):
«Evapuévion tng EBvIkA¢ NouoBeaiag Tpog Tnv odnyia 93/42/EOK/14-6-93 Tou Zuupouliou
NG Eupwtraikig ‘Evwong mou agopd Ta 1aTpoTEXVOAOYIKA TTPOIGVTAY, OTTWG TPOTTOTTOINONKE
Kal 10X UEL.

2.5 Ymoupyikp Amogacn AY80/M.M.01k.1348 (PEK 32/B°/16-01-2004): «ApxéG Kai
KATEUBUVTAPIES YPAUNES OPOAC TTPAKTIKAG SIAVOUNAG IATPOTEXVOAOYIKWYV TTPOIOVTWVY .

26 Y.A. A6/6404 (PEK T1.B’ 680/91) [epi ouokeuaoiag ATTOOTEIPWHEVWY IOTPIKWV
BonBnudTwv piag xprong.

27 Y.A. A6/4198 (PEK T1.B’ 384/86) [epi KUKAOQOPIAG OTTOOTEIPWHEVWY 1ATPIKWV
BonBnudTwv piag xprong.

2.8 Mpotutro ISO 9001:GR «ZuoTtiuarta Alaxeipiong Tng Moidtntag — ATTaITAoEISY.
2.9 lMpotuto ISO 13485 «Zuotnua Aiaxeipiong [Moidtntag yia  10TpoTEXVOAOYIKA
TTPOIOVTAY.

2.10 Ta oxeTIKa £yypaga oTnv €KOOOT TTOU ava@EéPovTal, atToTEAOUV PEPOG TNG TTAPOUCAG
TTpodlaypa@ng. MNa Ta £yypa@a yia Ta OTToia OEv AVA@EPETAl £TOG £KOOONG, EQAPMOLETAl N
TeAeuTaia €kOOON OUMTTEPIAQUPBAVOUEVWY TWV TPOTTOTIOINCEWY TIOU €ival o€ 10XU. 2¢€
TTEPITITWON AVTIQAONS TNG TTAPOUCAg TTPOdIAYPAPAS HE MVNUOVEUOUEVA TTPOTUTTA, KATIOXUEI
n Tmpodiaypary utoé Tnv TTPoUTTé0eon IKavoTroinong Tng 1o0XUouoag VOMUOBETiag TNng
EAANVIKAG Anuokpariag kai Tng Eupwtraikig ‘Evwong.

3. TA=ZINOMHZH

3.1 Ta avaoAwoiya ulikd Oupoloyiag avAkouv otnv kAdon 6515 «latpikd kai
Xeipoupyikd Opyava, E¢omTAIopos kai YAIKG» katd NATO ACod-2/3.
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3.2 Ta CPV twv UANIKwv avaypagovTal otnv NMNpooBnikn .
4. TEXNIKA XAPAKTHPIZTIKA
4.1 Opiopudg YAIkou

H T[podiaypagry EvoTAwv Auvdpewv (MEA) agopd uAlikd Oupoloyiag, Ta oTTOIa
katovopagovTal otnv MNpoodnkn I.

4.2 Quoikd XapakTnpIoTIKA

4.2.1 Ta 1pog TTpounBela UNIKG Ba TTPETTEI va gival ATTOOTEIPWHEVA, MIAG XPong, Kavoupla,
QUETAXEIPIOTA, TTAAPN KOl va CUPQWVOUV WE TIC PBACIKEG QATTAITACEIC TNG UTT apIOuo
AY8d/I.IN.0ik 130648 TtoU a@opd Tnv Evapudvion tng EBvikAg Nopobeoiag 1mpog TIg
diatdaceig Tng Odnyiag 93/42/EOK Trepi 1I0TPOTEXVOAOYIKWY TTPOIOVTWV.

4.2.2 Ta QuOIKA XOpaKTNPIOTIKA TwV UAIKWV TTEPIYpdgovTal oTnv MNpoodnkn I.

4.2.3 O1 TepIypa@Eég, Ta XAPOKTNPIOTIKA Kal Ol I010TNTEG TWV {NTOUPEVWY UANIKWV TTOU
avaypagovtal oTnVv MpooBnikn | TG TTapoloag, €ival YEVIKEG TWV OPOEIDWY UAIKWV.

4.2.4 Ta 1010iTePA TEXVIKA XAPAKTNPIOTIKA KAl IO10TNTEG KABE OPOEIDOUG KATNYOPIAG UAIKWY,
OTTWG PEyeBoG, dlacTaoelg, K.ATT. TTpoadiopifovtal yia KABe {nToluuevo atmd Tnv YTnpeoia
UAIKO, OTNV OVOUOOia TwV UAIKWY TTOU avaypd@eTal oTn dIAKpUEn Tou diaywVvICUoU.

425 Ta mpoo@epoueva UNIKG aTtd TOUG TTPOMNOEUTEG TTPETTEL va €ival TTARPN KAl va
ouvodeUoVTaAl ATTO TA AVAYKAia KAl OUCIwon TTAOPEAKOPEVA, AKOUA Kal av auTd dev ¢nTouvTal
atroé TNV YTnpeoia, woTe va eEac@alideTal n atmoAuTn AEITOUPYIKOTNTA TOUG. 2TnVv
TEPITITWON TIOU Ta TTapeAKOpeva - eEapTApaTta &ev dntouvral amd Tnv YTInpeoia, ol
TTPOUNOEUTEG TTPETTEI VA ETTICNUAIVOUV TA OTTOPAITNTA TTAPEAKOPEVA - £LAPTAMATA KOl VO
avaypa@ouv autd oTnV TTPOCPOPA TOUG O€ IBIAITEPN TTAPAYPOPO KAl PE EEXWPIOTA TIUA.

4.3 JUOKEUAOia

4.3.1 Ta 1pog TpounBeia UAIKA Ba TTPETTEl va €XOUV OUOKEUOQOIEG [aTOMIKA (TEPayiou),
EUTTOPIKN (KOUTI) Kal PETAPOPAS (KOUTEC)], ME TIC OTroieg diaTiBevral OTO €UTTOPIO, OTTWG
TTPOBAETTETAI ATTO TIG ATTAITACEIG TOU TTIoTOTTOINTIKOU orjuavong (CE) tmou diabétel To kGBe
UAIKO.

4.3.2 Ta UANKG TNG €UTTOPIKNAG OUOKEUAOIAG WETAPOPAS TIPETTEI VA WNV €TTNPEAlOUV TO
TTEPIEXOUEVO, VA €EA0@AAiCOuV TNV aOQAAr PETAPOPA TOU, va TTAPEXOUV TTPOCTACIA ATTO
eCwyeveic TTapayovteg (uypaacia, okovn K.ATT.) Kal va gival autd TTou kaBopifovtal atrd Tov
TNIOTOTTOINUEVO KATAOKEUAOTH.

4.3.3 Oca UAIKG xapakTnpEifovtal wg «ATTOOTEIPWHEVA HIOG XPAONG» TIPETTEl va gival
ATTOOTEIPWHEVA, O€ dla@avry CUCKEUAOIa ToUu €vOG. To UAIKO TNG ATOWIKAG OUOKEUaoiag dgv
TIPETTEI VA ETTITPETTEI TNV €iI0000 PIKPOOPYAVICHWY KAl N CUCKEUOTia va KaBIoTd eu@avr) TUxov
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BAGBN atmd xtuttnua KATT. ETITTpdoBeTa va atroTeAEiTal atro 1aTPIKO XOPTi KAl TTAACTIKO QIAY
TTOU VA aTTOKOAAGTAI EUKOAA XWpPig va OKiCeTal. Ta atmrooTEIpWHEVA UAIKA JIag Xpriong TTPETTE
va eival oupgewva pe TV Y.A. A6/6404 (®EK T1.B’° 680/91) T[lepi ouokeuaoiag
OTTOOTEIPWHEVWYV 10TPIKWY BonBnudtwy piag xprong kai pe tnv Y.A. A6/4198 (PEK T1.B’
384/86) Nepi KUKAOPOPIAG ATTOOTEIPWHEVWY IATPIKWY BonBnudTtwy PiIog Xprong.

4.4 Emoniuavon
44.1 YAiIkoU R/kai MpwTtoyevoug ZuoKeUaoiag
4.4.1.2 ATrapaitnTn TTPoUTT60eon €ival n oruavon Twv UAIKWY pe 10 diakpimikd CE,

YEYOVOG TTOU dNAWVEl TN CUP@WVIA TOU UAIKOU HE TIG BACIKEG OTTAITAOEIG TG UTT aplBud
AY88/T.N.OIk 130648 Ttou agopd Tnv Evapudvion tng EBvikAG Nopobeoiag tmpog TIg
dlarageig Tng Odnyiag 93/42/EOK Trepi 10TPOTEXVOAOYIKWY TTPOIOVTWY. H orjuavon moTtoTnTag
CE trpétrel va ouvodeueTal atrd Tov apiBud avayvwpliong Tou KOIVOTTOINUEVOU OpYyavIoUoU O
OTTOIOG €ival UTTEUBUVOG YIa TNV €@apuoyrn Twv dIadikaoiwy dlIao@AANIoNG TToIdTNTAG TNG
TTapaywyng Kai Tou TrpoidvTog. H ofuavon TTpémmel va eival TotmoBeTnuévn KaTtd TpOTTo
EMPAvr], EUAVAYVWOTO KAl AVELITNAO TTAVW OTO TTPOIOV ) 0T CUCKEUOOIa TTOU £CA0@AAIlEl
TNV ATTOOTEIPWOT) TOU EQOCOV gival duvaTov, KaBWGS Kal OTIG 0dnYieg XPROEWG.

4.4.1.2 KdaBe Tpoidv TTpETTEl VO cUVOBEUETAl ATTO TIG TTANPOYOPIEG TTOU aTTAITOUVTAI YIA
TNV ac@aAf Kal opbr) xprion Tou, OTTWG auTEG avaypagovTal otny MNap.13 Tou TTApaPTHPATOS
| Tng AY80/I.I1.01K.130648 (PEK 2198/B"/02-10-2009). AuTég TTepIAauBAvouV TIG:

44121 IMAnpoopieg EMOANAVONG (évdeign «OTTOOTEIPWHEVOY, MEBODBOG
aTTOOTEIPWONG, KWOIKOS TTaPTIdAG TOUu oTToiou va Trponyeital n évdeign «MAPTIAA» 3 «LOTy,
€vOEIEN TNG OPIOKAG NUEPOMPNVIOS aOPAAOUG XPOEWS eKPPalOuEVN o€ £TOG Kal pAva, EvOeitn
OTI TO TTPOIGV TTPoOopICeTal YIa Wi Kal pévo xpAon, €I0IKEG ouvlnKeg atrobrikeuong, KAOe
TrpogidoTroinon A/kal AnTITéa TTpoPUAagn K.4.).

44.1.2.2 MAnpoopieg odnyiwv xprions (H ouokeuaoia kKABe TTPOIOVTOG TTPETTEI va
TTEPIEXEI TTAAPEIC KAl aKPIPEIC odnyieg Xpong Kal aTnv €AANVIKN YAWooa).

4.4.1.3 Ei®Ikd yia 1a Tpoidvia TTOAAGTTAWV XProcwv, O€ KABE OuokKeuaoia
TIPETTEI VA TTEPIEXETAI EVTUTTO ME AVAAUTIKEG 0dnyieg XPNoEws KaBapiopou, atmroAUPavong Kal
QATTOOTEIPWONG.

4.4.2 2uokevaoiag Metagopdg

To utté TrpounBeia UAIKG Katd Tnv TTapddoor Tou va QEPEI ETTI TNG EUTTOPIKAG
OUOKEUOOIAg JETAPOPAS OTOIXEIO avayvwpiong TG YTINEETIAg Kal TNG TTpounBeiag dnAadn:

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 mpounBeutnh (Emwvupia emixeipnong, Aieubuvon, TnAépwvo, AOM).

4.4.2.4 2ToIxeia TrpounBeiag (ApiBudg ocuppaong, £€1og, YTInpeoia )



5. AMNAITHZEIZ ZYMMOP®QZHZ YAIKOY

5.1 2uvodeuTikd Eyypaga / MioToTtroinTika

5.1.1 Texvikh TTPpooPopq, PeE TTAAPN TTEPIYPAPN TOU TTPOCPEPOUEVOU UAIKOU padi Je TTANPN
QUOIKA 1 TEXVIKA XAPOKTNPEIOTIKA Kal OTToIOONTIOTE AANO  OToIXEiO TTOU  TTPOCOIoPICE!
ETTAKPIBWG TO €id0C. EVOEIKTIKA ava@épovTal Ta KOTAOKEUAOTIKA oOxédia  mpoTuTq,
Prospectus, gwTtoypagicg, peBodoloyia TTapaywynsg Kal €YKPIOEIS AUTAG, TTAPATTOUTTH O€
emmionun kal €ykupn BiBAloypagia, peBodoloyia eAéyxou KAaTaAANAGTNTAG TOU UAIKOU, TUXOV
EYKPIOEIG TTOU £xEl AGPBEI, CUOKEUAOia, TTAPEXOPEVES EYYUNOEIG K.ATT.

5.1.2 MoTtoTroiNTIK& TOU KOTAOKEUQOTIKOU oOikou oupgwva pe T1a lMpotumra I1ISO 9001
«zuothpata Alaxeipiong 1ng Moidtntag — Atraithoeig» f ISO 13485 «2uoTtnua Alaxeipiong
MoidTNTaG yIa latpoTexvoAoyika MNpoiovtay.

5.1.3 MoTtoTroiNTik& TNnNG TTpounBeuTpIag eTalpeiag oupewva pe Ta Mpdédtutta ISO 9001
«zuoTthpata Alaxeipiong tng MoidtTag — Amraithoeig» f ISO 13485 «2uoTtnua Alaxeipiong
MoidTNTag yia latpotexvoAoyikd MNpoidvTay, yia d1IdBeon 10TPOTEXVOAOYIKWY TTPOIOVTWV.

514 BeBaiwon atmd koivotroinuévo opyaviopd Trpenong Twv KATEUBUVTAPIWY YPAUPWY
0pPONG TTPAKTIKNAG BIAVOMPNG IATPOTEXVOAOYIKWY TTPOIOVTIWY» CUP@WVA HPE TNV UTTOUPYIKNA
atrépaon AY88/I.IM.01k 1348 (PEK 32/B°/16-01-2004).

5.15 MoTtotroinTikd CE yia KABe TTpoo@pePOUEVO UAIKO aTTd KOIVOTTOINKEVO OPYAVIOUO N
TNOTOTTOINTIKO TOU KOIVOTTOINUEVOU Opyaviouou OT1Tou Ba dnAwveTal n Xopriynon Tou
OIKQIWPATOG OTOV KATAOKEUAOTA va €mBETel TN ofuavon CE padi pe Tov TeTpayn@io aplouo
TOU, ETTi TWV TTPOIOVTWV.

5.1.6 H emTpotm) TeEXVIKNAG agloAdynong PTTopEi KAta Tnv Kpion TG va ¢ntroel atrd Kaoe
OUMPUETEXOVTA TTPOPNBEUTH £YYPa®ES DIEUKPIVIOEIG ETTI TWV Avaypa@OPEVWY OTNV TTPOCYOPd
TOU, KABWG Kal OTTOIOOATTOTE CUUTTANPWHATIKO OTOIXEIO YIa TNV €EAKPIBWON TWV TEXVIKWV
XOPAKTNPIOTIKWY KAl TwV dUVATOTATWY Tou UTTO TTpounBcia €idoug.

5.2 Emfswpnoeig / AoKipég

5.2.1 Ta umd TpounBeia €idn Ba Tpétel va aglohoynbouv katd tnv dladikacia Tou
dlaywviopou. MNa tnv agloAdynon auTr) o TTPOPNBEUTAG gival UTTOXPEWPEVOGS va KaTaBéoel padi
ME TNV TTPOC@OPA TOU ETTAPKI TTOOOTNTA OEIYMOTOG — avTIOEIYMATOG (TOUAGXIOTOV 2) TOU
TTPOCPEPOUEVOU UAIKOU yia agloAdynon. Ta €idn mmou kKatd Tnv agloAdynon Toug atmodaAAouv
TNV apxIKfi Toug 1810TNTa Kal Ba KataoTouv akatdAAnAa yia mTepaitépw Xprion (¢’ 6éoov n
peEBodoAoyia eAéyxou To emIBAAAEN), Bapuvouv Tov TTPOPNBEUTH CUPQPWVA UE TIG I0XUOUCEG
dlatdgelc.
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5.2.2 Ta €idn Ta omoia AOyw QUOIKWV (BApog, OYKOG) I OIKOVOUIKWY TTAPAUETPWY
(upnAn agia) & ptTopoUv va TTPocKouIcBoUv Ba agloAoyouvtal PBACEI TWV OTOIXEIWV TNG
TTapaypdgou 5.1.1.

5.2.3 H emtpoti agloAdynong ummopei va (¢ntioel Tnv KatdBeon Ociyuatog yia
OTTOI0ONTTOTE UAIKO.

5.24 MaKpOOKOTTIKOG — EAEYXOG

O MPOKPOOKOTTIKOG €AeyXOG TTAPOAAPBNG Twv UAIKWV YiveTal ammd Tnv apuodia ETTITPOT
eAéyyou kal TTapaAaBnig pe Bdon mn deiypatoAnyia Tmou Ba dievepynOei (TouAdxioTov 1% avd
TTOPTIOO UAIKOU Kal Pe pEyiotn TroootnTa Ociypudtwy 100 Tepdyxia). ATTOOKOTTEI OTN
JIaTTIOTWON TNG KAANG KATAOTAONG TOU £V AOYWw €idOUG aTTO TTAEUPAG TTANPOTNTAG, EUPAVIONG,
KAKWOEWV | ¢Bopwyv, UTTAPENG EEVWYV CWHATWY, EAQTTWHATIKIG OUOKEUAOIag, KOBWGS Kal TNG
OUMOWVIAG TWV XAPAKTNPIOTIKWY OTOIXEIWV TWV UAIKWV PE AUTA TTOU TTPOOdIopifovTal TNV
TTapouca NEA o€ ouvduaouo JE TIGC CUPQWVIEG TToU ouuTTEPIAaUBAvovTal oTn cuuBaon.

5.2.5 EpyaoTtnpiakég ‘EAeyxog

E@ooov Katd Tov JAaKPOOKOTTIKO €AEyXO TwV UAIKWYV OIOTTIOTWOOUV aTTOKAICEIG KAl TO UAIKO
KPIB€i KatdAANAo yia xprion i META aTrd aitnua Tou TTPounBeuTr (AOyw KPIioEWS TOU UAIKOU
w¢ akatdAAnAo), n EmTpotn MapaAaBric duvartal va atrooTeiAel TTOOOTNTA BEIYUATWY TOU
UANIKOU 0TOUG appodioug gopeic TTou avaypdgovTal oto PEK 1401/B’ Teuxog/6-8-07/EOD n)
o€ £€Tepa apuodia epyaoTipla (eav ol Qopeic Tou TTpoavapepduevou PEK de dievepyouv Tig
QTTAITOUMEVEG QAVOAUCEIG), VIO €PYaoTNPIOKO €AEYXO KATAAANAOTNTOG, CUPQWVA HE TIG
Ioxuouoeg OlaTdelg, TTooOTNTA N oToia Ba KaBoploBei ammd TO €PyacTAPIO KATOTTIV
ETTIKOIVWVIOG TOu TIpoédpou TnG €mTPOTNG. O1 €AgyxOl QUTOI YivovTal HE OIKOVOMIKN
empBapuvon Tou TpounBeuTr Bdon Tou N. 4412/16 (PEK 147/A°/08-8-2016), dpBpo 208.

5.2.6 Améppiyn Taptidag

2€ TTEPITITWON TTOU N €6ETOON TOU UAIKOU KOTA TOUG TTOPATTAVW EAEYXOUG, OEV IKAVOTTOIEN TIG
ATTAITACEIG TNG  TTPodIaypa®ns, OAOKANPEN n TTapTida ATTOPPITITETAI OPIOTIKA KOl O
TTPOUNOEUTAG UTTOXPEOUTAI OTNV TTAPAdOCN VEWV UAIKWYV, OIOQOPETIKWY TTOPTIdWV atrd Ta
aTTOPPIPBEVTQ.

5.2.7 EvepyoTtroinon ava@opwyv UAIKOETTAYPUTTVIONG - POPHOKOETTAYPUTTVIONG

2.€ TIEPITITWON TTOU TO TTPOCYPEPOPEVO UAIKO TTAPOUCIAEl onuEia un CUPPOP@WONG ME TO
UQIOTAPEVO VOUIKG TTAQiCIO, 1) atmd Tn XpAon TOu TTPOKUTITEI KivOUVOG YIa TOUG QOBEVEiG,
TTPOoWTIKO A TTEPIBAAAOV, N uTTnpEaia PTTopEl va evepyotroioel Tnv diadikacia avapopdc
UNIKOETTAYPUTTVIONG — @apuakoeTTaypuTtrviong Tou EO®.

6. AOINEZ AMNAITHZEIZ

6.1 H didpkeia (wng (atrd Tnv nuepopnvia TTapaywyng €wg TNV nuepounvia Angng) Twv
uttd TTpounBeia UAIKWV va gival Touldyiotov 36 prnveg. Mikpdtepn didpkeia (wng eival
duvaTtov va yivel atrodekTh €QOcoV aTTodedelyUéVa N atTaiToUuevn dev UTTOPEi va TnpnBei. Ta
TTPoI6VTA TToU Ba TTPOCKONICBOUV va €X0uv UTTOAOITTO dIdPKEIOG (WG Kal ATTOOTEIPWONG ion
N peyaAuTtepn ato 1a 8/10 (okTw &EKATA) TOU TTPOAVAPEPBEVTOG GUVOAIKOU XPpOVOou.
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6.2 H petagopd kar Tapddoon Twv uttd TTPounBeia UAIKwY Ba TTpayuoToTToinBei e
€ubuvn kal datrdvn Tou TTPoPnBeuTl OoTnV £€0pa Tng MovAadag TTou €xel KabopioTei va
TTapadoBouv Ta UAIKA, Ba ouvodeuovTal &€ aTTd TA TTIOTOTTOINTIKA TNG TTapaypdgou 5.1.

6.3 O xpOvog TTPOOKOMIoEWS Kal TTapddoong Twv UTTO TTPouABEla UAIKWY Ba KabopioTei
ato TNV YTrnpeoia otn Alakrpugn, oTov TOTTO TTou Ba uTrodEigel N YTnpeoia

6.4 Kard tnv mmapaddoon o TPounBeuTAG €ival UTTOXPEWMPEVOS va TTapadwoel QUAAO
oToIXEIWV ANEITTPOBETPWY UAIKWYV (UTTOdEIYUa OTTWG oTnv MNpoodnkn ).

7. NMEPIEXOMENO NMPOZ®OPAZ:
O @AaKeAOG TNG TEXVIKNG TTPO0QOPAg Ba TrepIAapBavel Ta akOAouba:

7.1 ZUPTTANPWHPEVO aVOAUTIKO QUAAGDIO pe TiTAO «EVTIUTTO ZUppop@wong TIpog TNV
Mpodiaypagr EvOTTAwy Auvdpewvy (uttodelypa 6TTwg otnv MpooBnikn I1).

Aleukpivietal 0TI N KatdBeon Tou Eviutrou Zuppdp@waong dev aTTaAAACCEl TOUG TTPOUNBEUTEG
a1ré TNV UTTOXPEWOoN UTTOROANG TwV KATA TTEPITITWON BIKAIOAOYNTIKWY, TToU KabopilovTal Pe
TNV TTapouca MNEA.

Mpoo@opd Xwpig EVTUTTO CUPNOPPWONG Ba aTToPPITITETAI.

7.2  ZUuppopoewon e TIG attaithoelg Tou Kavoviouou REACH.

O1 ouppeTéXovTEG OTO dIAYWVIOUO UTTOXpEOUVTal, Padi ME TNV TEXVIKI TOUG TTPOCQPOpPd, va
TIPOOKOMiooUV uTTeUBuvn dnAwon, otnv otmroia Ba dnAwvouv OTI Ta UTTO TTpoundeia €idn
Oupuop@wWvovTal Pe TIG aTtaitioelg Tou Kavoviopou (EK) 1907/2006 — REACH (Registration,
Evaluation and Authorization of Chemicals) tn¢ Eupwtraikig Evwong (yia 6oa UAIKA
atraiteital). H utrnpecia, JETA TV uttoypa@n TnG ouupacng, diatnpei 1o dikaiwpa OTTou Kal
oTav KpiBei avaykaio, va ¢nTHoeEl va TTPOCKOMICO0UV BIKaIoAoyNTIKA TEKPNPIwoNG 1 va
dlevepynBbouv epyaoTnPIaKES OOKIMEG.

7.3  Ta éyypaga Tng TTapaypdgou 5.1.

7.4  KatdAoyo Twv KaTaTiBEPEVWY eyyYPAPWY / BIKAIOAOYNTIKWV.

8. NMPOTAZEIZ BEATIQXZHZ TEXNIKHZ NMPOAIATPA®HZ

2x0ANlaou6¢ TG TTapoucag Trpodiaypa@ns amo KABe evdla@epOuevo, yia Tn BeATiwon Tng,

MTTOPEI va yivel péow TNG NAEKTPOVIKAG e@apuoyng Olaxeipiong MEA, otn O1adIKTUAKN
TomroBeoia https://prodiagrafes.army.gr .


https://prodiagrafes.army.gr/
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MPOXZOHKH I
AIA | MNEPIFPA®H YAIKOY | TEXNIKH NMPOAIAPAQH
KAGETHPEZX TYNOY TIEMAN
1. KaBetrpeg Tuttou TIEMAN KaBetrpeg TUTTOU TIEMAN.

(To ZnToupevo péyeBog Ba avaypagetar | Meyédbn 8-24F (Ba opiGetal on diaknpugn)

oT1n dloKApUEN)
CPV:33141200-2

KAOGETHPEZ TYNOY DUFOUR
2. KaBetrpeg TuTToU DUFOUR 3 way, KaBetrpeg T0TTou DUFOUR 3 way, udpd@iAol, pe pmraidévi 30/50ml 4 60/80 ml (Ba
udpo@ilol opietal oTn dlaknipugn).

(To ¢nToUpevo péyeBog Ba avaypdgeTal Mey€ln 18-24 Ch (Ba opiCeTal oTn dlakrpuén)

oT1n d1oKApPUEN)
CPV:33141200-2
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