oeAida 1/6
Odovrika MepioTpo@ikG Epyaleia

AEATIO AEAOMENQN AZO®AAEIAZ

Huepopnvia ekTiTTWOONG:
7 Amrpihiou 2020

TMHMA 1. Tpoodiopiocudg TG ousiag/UEiyHaTog Kal ThG ETAIPEiAg/ETIXEIPNONG
1.1  AvayvwpIoTIKO TTPOIOVTOG
EpTtropiky Ovopuaoia:
Robot Points/Hybrid Points/TPE Diamonds/Gingi Curettage
1.2  >uvageig TTpocdIopI{OUEVES XPNOEIG TNG OUCIAG i TOU PEIYUATOG KOl AVTEVOEIKVUOUEVES XPNOEIG
ZXETIKEG TTPORAETTOUEVEG XPOEIG: ODOVTIKO UAIKO
Agv ouvioTwvTal XPAOEIG o€: Agv UTTAPXOUV TTEPAITEPW OTOIXEIA
1.3  N\ETITOUEPEIEG OXETIKG E TOV TTPOUNOEUTH) TOU QUAAOU OEBONEVWV ACPAAEIDg
Mpoaodiopioudg ETaipeiag/Emixeipnong
Ovopua KataokeuaoTt: SHOFU DENTAL GmbH
AievBuvon: An der Pont 70, 40885 Ratingen, Neppavia
TnAépwvo: +49 (0) 2102-8664-0
dat: +49 (0) 2102-8664-64
E-Mail: info@shofu.de
YmreuBuvo TuAua: Alaxeipion & PuBuioTikwy Ogpdtwy MoidtnTag
1.4  ApiBuo6g TnAepwvou ‘EkTaktng Avaykng
+49-2102-8664-53 (SHOFU DENTAL GmbH) 24 wpeg/ 7 nuepwv

TMHMA 2. Tpoodiopiopog emMIKIVOUVOTNTAG
2.1 Ta&véunon Tng ouciag A Tou PEiyNaTOg
TA=ZINOMHZH (EK 1272/2008)
EuaioB. Aépu. 1 H317 Mrtropei va TpokaAéoel alepyikh depuaTikr avTidpaon
Carc.2 H351 "YTTOTTTO YIa TTPOKANCN KApKivou

2.2 Zroixeia emonuavong
ETIKETA 2YM®QONA ME THN (EK) AP.1272/2008

GHSO08

SYZTATIKATIPOZAIOPIZOMENQY KINAYNQY ETIKETAZ
NikéAIo

MPOEIAOIMOIHTIKH AE=H
Kivduvog

AHAQZEIZ EMIKINAYNOTHTAZ

H317 Mrtropei va TpokaAécel alepyikh depuatikh avridpaon.
H351 “YTTOTITO yIa TTPOKANCN KAPKivou.
AHAQZEIZ MPODYANA=HZ

P302+P352
>E MEPIMNTQXH EMA®PHXZ ME TO AEPMA: lMAUveTe Ye dpBovo vepd
Kal oaTToUVI.

P363 MAUveTE T JOAUCUEVA poUxa TTPIV TA XPNOIUOTTOINCETE Eavd.

P314 NaBeTe 1aTpik oupBouAr/BonBeia av viwoeTe adiabeaia.

(Zuv. oTn o€Aida2)
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(Zuv. oeAidagl)
P333+P313
Av TTpokUYEl epEBIOHOG I €€AvBNua aTo dépua: AGRETE 10TPIKA
oupBouAnR/Bondeia.
P304+P341

2E MEPINTQZH EIZNMNOHZ: Edv cival dUokoAn n avatvon,
METOKIVAOTE TO BUPa O€ KaBapO aépa Kal aprjoTe TO va {EKOUPAOTEI O€
OTAON TTOU VO SIEUKOAUVEI TNV QVATIVON).

2.3 AAAoi kivduvol
AtroteAéopata aglohdéynong Twv PBT kai vPvB
PBT: Mn e@appoaipo.
vPVB: Mn e@apuoaipo.

TMHMA 3. Z0vBeon/TTAnpo@opieg OXETIKA ME TO CUCTATIKA
3.1 XnuIK6G xapaktnpiopog: Meiyuata
3.2 [lepiypagn: Meiyua atrd ouaieg, o1 OTToieG ava@EépovTal TTAPAKATW, PE PN ETTIKIVOUVES TTPOOBNKEG.
3.3 Emkivouva oucTaTikd:

Cas: 7440-02-0 NikéAIO (OUVOETIKA GTpwWaN)
EINECS: 231-111-4 | EuaigB. Aépp. 1 H317, Carc.2 H351
PuoIKOG KOKKOG dlapavTiou
Bdaon ka1 oTéAexog a1md avoéeidwTo xaAupa
Z1pwaon TTAAKAG aTTO XPWHIO
3.4 T[pb6cbeteg TAnpo@opics: MNa Tn SIATUTIWAOT TWV AVAPEPOPEVWV UTTODEIEEWY KIVOUVOU avaTpéETe
aTnv evotnTa 2.

4.1 Tlepiypa®r Twv PMETPWY TTPWTWYV BonBeiwv
Emaen pe Ta pama:
MAUveTE apéowg Pe GPBoVo vePO Kal avadnTACTE 1aTPIKH CUMPBOUARA, av n okovn
TPOXIOPATOG TTPOKAAETEI YPATOOUVIEG TOU KEPATOEIBOUG XITWVA OE TTEPITITWON
ETTAPNG.
Emapn pe 10 Oépua:
Aev atrairouvtal €18IK& PETPA.
Karértroon: Aev atrairouvTal €18IK& YETPA.
Eiomrvon: ATTopakpuvBeiTe atrd TNV €kBeon. (O€ TTEPITITWAON EI0TTVOAG OKOVNG OTTO TO
TPOXIOHQ)
4.2  ZnUavTIKOTEPA CUUTITWHATA Kal ETTIOPACEIG, AUEDCA ] JETAYEVEDTEPQ
Agv diaTiBevtal AAAEG OXETIKEG TTANPOPOPIEG.
4.3 ‘Evdeign ommoiao®ATToTE aTTaAITOUMEVNG APEDNG IOTPIKNAG YPOVTIOOG Kai €I0IKAG BepaTreiag
Agv diaTiBevtal AANEG OXETIKEG TTANPOPOPIES.

TMHMA 5. MéTtpa rupoéceong

5.1 Méoa MupodoBeong:
To TTpoidV dev ival EUPAEKTO.

(Zuv. oTn o€Aida3)
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(Zuv. oeAidag2)
5.2 Ei1dikoi Kivduvol TTou TTPoKUTITOUV aTro TNV oudia f To peiyua:
Agv diaTiBevtal AAAEG OXETIKEG TTANPOPOPIEG.
5.3 ZUPPBOUALG yIa TTUPOOREDTEG:
Agv diaTiBevtal AAAEG OXETIKEG TTANPOPOPIEG.

TMHMA 6. MéETpa avTIMETWITIONG TUXAiOG EKAuong

6.1 TMpoowWTTIKEG TIPOPUAAEEIG, TTPOCTATEUTIKOG EEOTTAIOCHOG KAl O1adIKATIEG EKTAKTNG AVAYKNG:
Mnv avaTrvéeTe Tn OKOVN.

6.2 [MepiBaArovTikéG MPoPUAGEEIGS:
Aev atrairouvTal €18IKE PETPA.

6.3 MéEBodol kal UAIKO yia attoudvwaon Kal Kabapiouo:
MadléwTe Kal CUANEETE pE€aa o€ KATAAANAO TTEPIEKTN.

6.4 Ava@opd og dAAn evoTnTa:
Agite TNV EvOTNTa 7 V1A TTANPOQPOPIEG OXETIKA E TOV ACPAAR XEIPIOHO.
Agite TNV EvoTtnTa 8 yia TTANpo@opieg OXETIKA LE TOV TTPOCWTTIKO TTPOCTATEUTIKO €EOTTAIONO.
Agite Tnv EvotnTa 13 yia TTANpo@opieg OXETIKA PE TNV ATTOPPIYN.

TMHMA 7. Xelpiopog Kal atroBnKeuon

7.1 T1po@UAAEEIC TTOU aPOoPOUV TOV ACPAAR XEIPIOUO:
XpPNOIKOTTOINOTE CUUPWVA UE TIG 0ONYIES. Z€ TTEPITITWON TPOXICHATOG KAl YUOAIOHUATOG,
POPEDTE PAOKA OKOVNG KAl TTPOCTATEUTIKA YUAAId, KOl XPNOIUOTTOIWVTAG QVATIVEUCTH PO
oKOvVNG Kal TOTTIKA €EATHION.
7.2 ZuvBnkeg yia ac@aif ammobrikeuan, CUPTTEPIAQUBAVOPEVWY OTTOIOVOATIOTE ACUMBATOTATWY:
ATroOnKeUEeTE O€ ENPO PEPOG. NGPBETE PETPA YIO VO ATTOPEUXOEI N UNXAVIKA KAl XNHIKA BAGRN.
7.3 Ei0IkA TENIKA Xpron () xpnoeig):
Agv diaTiBevtal AAAEG OXETIKEG TTANPOPOPIES

TMHMA 8. ‘EAegyxol ékBeong/aTopiKN TrpooTaCia

8.1 Tapduetpol eEAEyxou:
2UOTOTIKA PE OPIAKEG TIMEG TTOU ATTAITOUV TTAPAKOAOUBNGN OTO XWPO £PYATiag:
To TTpOoidV dev TTEPIEXEI OCNPAVTIKEG TTOOOTNTEG OUCIWV PE KPIOIPES TIUEG TTOU TTPETTEI VA
eEAEyXOVTaI OTO XWPO EPYaCiag.
8.2 'EAeyxol €kBeong:

MpooTacia Avatrvong: AvaTtrveuoTAPa OKOVNG Kal/r) TOTTIKA EEATHION.
MpooTacia AépuaTog: MpooTacia Xepiwv

Agev aTraiTeital.
MpooTtacia Matiwv: Nuahid acpaAciog

TMHMA 9. ®uolIkég Kal XNMIKEG 1I810TNTEG

9.1 TIANPOYOPIEG OXETIKA UE TIG PUOIKEG KAl XNUIKEG 1810TNTEG

Epgavion/Ocun/Xpwua: EpyaAcio Tpoxiopatog o€ oxnua BeAdvag
ME JETAANIKA yuaAGda

[Opio oopwyv: Aev kaBopileTal.

pH: Aev kaBopieTal.

(Zuv. oTn o€Aida4d)

Ap1Bu6¢ ‘Ekdoong 5
Huepounvia avaBewpnong: 1 AtpiAiou 2020



oeAida 4/6
Odovrika MepioTpo@ikG Epyaleia

AEATIO AEAOMENQN AZO®AAEIAZ

Huepopnvia ekTiTTWOONG:

TMHMA 10. Z1a0gpOTnTa KOl AVTISPACTIKOTNTA

TMHMA 11. To&IkoAoyIkéG TTANpO@oOpiEg

7 Amrpihiou 2020
(Zuv. oeAidagl3)

anueio TAENG / Znueio atepeoTToinong: Aev kaBopileTal.

> nueio Bpaapou: Aev kaBopileTal.

Znueio avagAeEng: Aev kaBopileTal.

Pubudég edruiong: Aev kaBopileTal.

AvAapAegn (oTEPED, aéplo): Mn e@appoaio.

Avw / KATW OpIa eUPAEKTOTNTAG 1] €KPNENG: Aev kaBopileTal.

Mieon artpou: Aev kaBopileTal.

TTUKVOTNTA ATHWV: Agv kaBopileTal.

xeTikn MukvoTtnTa: Agv kaBopileTal.

AloAuToTnTA: DIGAUTOTNTA OTO VEPO AdIGAuUTO

SUVTEAEOTAG KATAVOWNG: N-OKTaVOANG / vepou Aev kaBopieTal.

O¢eppokpacia autavaQAeéng: Aev kaBopieTal.

O¢eppokpaacia didoTTaAoNG: Aev kaBopileTal.

IEwdeg: Aev kaBopileTal.

EKpPNKTIKEG 1810TNTEG: Mn e@apuoaio.

O&e1dwTIKE XapaKTNPIOTIKA: Mn e@apuodaipo.

9.2 AMAeg TTAnpogopicg
Aev diatiBevTal GANEG OXETIKEG TTANPOYPOPIEG.

10.1 AvtidpaoTikéTATA:
Agv diaTiBevtal AANEG OXETIKEG TTANPOPOPIEG.
10.2 Xnuikr) otaBepdTNTA:
2100epd UTTO KOVOVIKEG BEPUOKPATIES Kal TTIECEIG.
10.3 MBavéTtnTa £TMKiVOUVNG avTidpaong:
Mn yvwOoTEG ETTIKIVOUVEG QVTIOPATEIG.
10.4 KatdoTaon mTpog ATTOQUYA:
Aev diaTiBevtal GANEG OXETIKEG TTANPOYPOPIEG.
10.5 Mn cuppaTd UAIKG:
Aev diaTiBevtal GANEG OXETIKES TTANPOYOPIES.
10.6 Emkivduva MNpoiévra AtroouvBeong:
Kavéva utrd Kavovikég ouvBnikeg atmobrikeuong Kal xpriong.

11.1 MNAnpo@opicg OXETIKA e TOEIKOAOYIKEG ETTIOPATEIS:

O¢eia TogIkoTNTA: Me Baon Ta diaBéoiya oToIXEia, Ta KPITHPIA
Tagivounong dev TTAnpouvTal.

dIGBpwon / epeBIoUOG TOUu BEPUATOG: Me Baon Ta diaBéoiya oToIxEia, Ta KPITHPIA
Tagivounong oev TTAnpouvTal.

MéaTi BAGBN / epeBiopda: Me Bdon ta dlaBéoiya aToIxeia, Ta KPITHPIO

Tagivounong oev TTAnpouvTal.
EuaioBnrotroinon NG avatveuoTikrg 0dou:  Me Bdaon Ta diabéoiya oToIxEia, Ta KpITHpIa
Tagivounong oev TTAnpouvTal.

(Zuv. o1n oeAidab)
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(Zuv. oeAidagd)
EuaioBnrotroinon Tou d€puaTog: EuaioB. Aépu. 1; H317 MTmopei va TTpoKaAECEI
aAAePYIKR depUATIKA avTidpaon.
MeTaAAaglyévean yevvnNTIKWY KUTTApwY / FovoTogIkoTnTa:
Me Bdon Ta dilaBéaiua aToixeia, Ta KPITHPIa
Tagivounong dev TTAnpouvTal.

KOPKIVOYEVEDN: Carc.2; H351 "YTrotrTo yia TTpOKAnNGn KapkKivou.

AvaTtrapaywyikf TogIKoTnTa: Me Baon Ta diabéoiya oToIxEia, Ta KPITHPIA
Tagivopunong dev TAnpouvTal.

Emdpdaoeig otn yahouyia i péow: ‘EANEIPNG aTOIXEIWV.

EidikA T0gIkOTNTO OTA dpyava-oToxoug (epatrag £kBeon):
Me Bdaon Ta diabéoiya oToIxEia, Ta KPITHPIA
Tagivounong dev TAnpouvrTal.

EidiIkA 10§IKOTNTO OTA Opyava-oToxoug (eTTavaraufavopevn €kBeon):
Me Bdaon Ta diabéoiya oToIxEia, Ta KPITHPIA
Tagivounong dev TAnpouvrTal.

Kivduvog avappoéenong: Me Bdaon Ta diabéoiya oToIxEia, Ta KPITHPIA
Tagivounong dev TAnpouvrTal.

TMHMA 12. OikoAoyikég TTAnpo@opieg

12.1 To&kétnTa:

Agv diaTiBevtal AANEG OXETIKEG TTANPOPOPIES.
12.2 AvBekTIKOTNTA KaI OIACTTACINOTNTA:

Agv diaTiBevtal AANEG OXETIKEG TTANPOPOPIEG.
12.3 AuvatdétnTta BIoOoUCCWPEUCNG:

Agv diaTiBevtal AANEG OXETIKEG TTANPOPOPIEG.
12.4 KivnTik&TNTA GTO £80QOG:

Aev diatiBevtal GANEG OXETIKEG TTANPOYPOPIEG.
12.5 AtmroteAéopata agloAdynong tTwv PBT kai vPvB:

Mn e@appoaoipyo.
12.6 AAAeg duopeveic emoOpAoEIg:

Aev diatiBevral GANEG OXETIKEG TTANPOYPOPIEG.

TMHMA 13. Mépipva wg Tpog TNV atréppiyn

13.1 MéBodol diaxeipiong ammoBARTwWV:
Na aTroppITITETE TA TTEPIEXOUEVA/TOV TTEPIEKTN CUNPWVA E TOUG
TOTTIKOUG/TTEPIPEPEIOKOUG/EBVIKOUG/DIEBVEIG KavOoVIOUOUG.

TMHMA 14. MNMAnpo@opisg HETOAPOPAG

14.1 ApiBuo6g OHE: Kevo

14.2 Oikeia ovopacia arooTtoAfg OHE: Kevo
14.3 Karnyopia(-£G) eMKIVOUVOTNTAG HETAPOPAG:
Kevo
14.4 Oudda cuokeuaaiag: Kevo
14.5 TMepiBaAAovTikoi KivOuvol: Aev O1aTiBevTal AAAEG OXETIKEG TTANPOPOPIEG.

(Zuv. oTn o€Aidab)
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HePon 7 AtrpiNiou 2(;]2%

(Zuv. oeAidagh)
14.6 EI0IKEG TTPOQUAALEIS yIa TOV XPAoTN:  Mn epapudaoiuo.

14.7 Metagopd o€ peydAn ToodTnTa cUugwva e 1o Mapdptnua Il tou MARPOL73/78 kai Tov Kwdiko
IBC: Mn e@apudaio.

TMHMA 15. MNMAnpo@opigg KAVOVIGHWV
15.1 Kavoviouoi/vouoBeaia yia TNV ac@aAgia, Tnv uyeia kai 1o TepIBAAAOV, €I0IKA yia TNV OUGia ) TO
Meiya:
« KANONIZMOI EE: Acgite TNV EvéTtnTa 2
+ AAAOI KOVOVIOOI, TTEPIOPICHOI KAl ATTAYOPEUTIKEG DIOTAEEIG:
To TTpOoIdV gival Wia IGTPIKI) CUOKEUN oUU@wva e Tnv odnyia EK 93/42/EOK.
15.2 AZioAdynon XNMIKAG aoQAaAEIag:
Aev €xel Oie€axBei ACloAdynon Xnuikng AG@AAeiag.

TMHMA 16. AAAeg TAnpopopieg

AuTé TO TTPOIGV TTPOOPICETaI VIO XPAON aTTd £TTAYYEANATIEG TNG OBOVTIATPIKNG. (EpYaAgio/UAIKO)

2XETIKEG PPAOEIG:
H317  Mrtropei va TpokaAéacl aAAepyikr depuaTikr avTidpaon.
H351  "Y1roTrTo yia TTpOKANON Kapkivou.

ZUVTOHOYPOQIEG KOl APKTIKOAEEQ:
EINESC: European Inventory of Existing Commercial Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
PBT: Persistent, Bioaccumulative and Toxic
vPVB: very Persistent and very Bioaccumulative
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