VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag
gupgwva pe Tov UN-GHS (ST/SG/AC.10/11/Rev.8)

VITA NP BOND PASTE
Etre€epyaotnke oTig: 02.06.2022 Ap1Bu6G TTPoidvTog: 291

2eANida 1 ammo 7

TMHMA 1: AvayvwpioTiKOG KwBIKOG ouaiag/peiyuaTog Kal ETalpeiag/emixeipnong

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA NP BOND PASTE

1.2. Zuva@eic TpoadiopIlOPevEG XPNOEIS TNG OUTIAG 1) TOU PEIYUATOC KOl AVTEVOEIKVUOLEVEG XPNOEIS

XpAon TAG ouciag/Tou peiypaTog
Xprion wg epyaaTtnpiakou avTidpacTnpiou

1.3. Z1oIX€ia TOU TTPOoUNOeUTH ToU SeATiou Sedouévwyv ao@aAgiag

Etaipeia: VITA Zahnfabrik H.Rauter GmbH & Co.KG
0dd¢: Spitalgasse 3
ToTrog: D-79713 Bad Sdckingen
Tayxudpouikr Bupida: 1338
D-79704 Bad Sdckingen
TnAépwvo: +49(0)7761-562-0 TéAegag: +49(0)7761-562-299
HAekTpovikr dieubuvon: info@yvita-zahnfabrik.com
Appuoédiog: regulatory affairs
HAekTpovikr dieubuvon: info@yvita-zahnfabrik.com
KevTpIKn 10TOo€AIdA: www.vita-zahnfabrik.com
Topéag xoprynong Regulatory Affairs
TTANPOPOPIWV:
1.4. Ap1Budg TnAE@WVoU +49-(0)761-19240

€TeEiyoucag avaykng:

EmitrAéov oToixeia
medical device

TMHMA 2: NpoodiopIiopog eMIKIVEUVOTNTAG

2.1. Ta&ivéunon Tng ouagiag ] TOU JEIYUATOG

GHS 1ou OHE (ST/SG/AC.10/11/Rev.8)
Auté 10 peiypa de Bewpeitai emmikivduvo aupgwva pe ST/SG/AC.10/30/Rev.8 (GHS).

2.2. Froix€Eia emonpavong

2.3. AAAo1 Kivduvol
Aev uttdpyxel O1aB£aiun TTAnpoopia.

TMHMA 3: Z0vBeon/TTAnpo@opieg yio Ta CUCTATIKA

3.2. Meiyuyara

XnuIKA ovopaoia ThG oudiag
MeiypaTta poidv/uAiko gival avépyavo. Ouaia, yypa

TMHMA 4: Métpa mpwTwyv Bondsiwv

4.1. Nepiypa@n TwV PETPWYV TTPWTWYV Bondeiwv

Eiomrvon
E¢aopalioTe kaBapod aépa. Ze TEPITITWON AVATTVEUCTIKWY OUCTKOAILV 1 SIGKOTIAG TNG GVATIVOAG EQAPUOOTE
dueoa TeXVNTA avatrvor. ATTapaitnTn N I0TPIKI QVTILETWTTION.

Etrapn dépparog
>¢ TEPITTITWAON ETTAQPNG KE TO dEPUA, TTAUBEITE AQuETWGS PE APBOVO vePS Kal aatrouvi. BydATe apéowg 6Aa Ta
MoAuouéva pouxa Kail TTAUVTE Ta TTPIV Ta EavaypnaoiyotroinoeTe. Edv mapatnpnOsi epeBIoudg Tou dEPUATOG:
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>upBouleuBeite/ETTIoKeQBEiTE YIOTPO.

Etraegn ota pdatia

=eTAUVETE QUEOWG TTPOOEKTIKA PE VEPO I PIE TO VTOUZ POTIWV.
Kartdmroon

=emAUVETE QUEOWG TO OTOUA KAl TTIEITE APOOVO vEPO.

4.2. InUavVTIKOTEPA CUUTITWHATO KAl ETMISPACEIS, AUECES ) NETAYEVEOTEPEG
Aev uttdpyxel S1aB£aiun TTAnpoopia.

4.3. 'Evdei€n orolaodATITOTE ATTAITOUNEVNG ANECNC IATPIKAG @POVTIdAC Kal £181KNG BepaTreiag
Bepartreia cUPPWVA PE TN CUUTITWHATOAOYIQ.

TMHMA 5: Métpa yia TNV KATATTOAEUNON TNG TTUPKAYIAG

5.1. MupooBeoTIKA péca

KatdAAnAa TTupooBeoTikd péoa
Mpooapuoyn Twv PETPWY TTUPOGRECNG avaAdywG TNV TTEPIOXT).

5.2. E181k0i Kiviuvol TTou TTpoKUTITOUV aT1rd TNV oUCia I} TO peiyua
Mn e0@AexTO.

5.3. ZuoTAOEIG VIO TOUG TTUPOORECTES
> MePITTTWON QWTIAG: XpAon aveEdpTnTng CUOKEUAG TTPOCTACIAG TG AVATTVONG.

ZUTTANPWHATIKEG UTTOEISEIG
DuAaETe EexwpIoTd TO PoOAUCUEVO TTUPOCREDTIKG vePS. Mnv To apAaETe va eIc€EABel aTa avoixTd UdaTa Kal GTO
QATTOXETEUTIKO.

TMHMA 6: MéTpa yia TRV QVTIMETWITION TUXAiag éKAuong

6.1. MpooWTTIKEG TTPOQUAGEEIG, TTPOOTATEUTIKOG EEOTTAITHOG Kal S1adIKATiEq EKTAKTNG AVAYKNG
levikég TTAnpo@opieg
XPNOIYOTIOINOTE TTPOCWTTIKN TTPOCTATEUTIKY) EvOUUaTia.

6.2. NepiBaAAOVTIKEG TTIPOQUAGEEIS
MPo@uUAGETE aTTO TNV €I0PON OTO ATTOXETEUTIKO OUCTNHA 1 OTO Uypd TTEPIBAAAOVY.

6.3. MéBodo1 Kal UAIKA yia TTEPIOPIoHO Kal KaBapioud

AAAeg TTANpoO@oOpitg
MadZéwTe pe OUVOETIKO PETO Yia vepd (AuMOG, BIATOUITNG, CUVOETIKG PECO YIa 0&EA, YEVIKO OUVOETIKO PECO).
XEeIPIOYOG TOU CUGOWPEUPEVOU TTPOIOVTOG OUPGWVA HE TO KEPAAQIO BIGBE0NG ATTOPPIMHATWV.
6.4. Napatroutri og dAAa TUAUATA
Ac@aAng xpron: BAETTe TuAUa 7
ATopIkr TTpooTagia: BAETTE TUAKO 8
Ai6Beon: BAETTE TUAPO 13

TMHMA 7: Xeipiop6g Kal amrofnkeuan

7.1. Mpo@uAdésic yia ao@aAn XEIPIONO

Ymobdeieig yio ao@aln Xeipiopo
Aev gival amrapaitnTa IBIGITEPA TTPOANTITIKA PETPA.

0OBnyieg yia TNV TpOoOTACiIa O& TTUPKAYIEG KAl EKPAEEIG
Aegv gival atrapaitnTa 1810iTEPA TTPOCTAGIAG ATTO TTUPKAYIA.

ZUOTACEIG YIA TN YEVIKA ETTAYYEAUATIKA UYIEIVH

BydaATe Ta poAuopéva pouxa. MAUvETE Ta xé€pia TTpiv Ta SIGAEIPPATA KAl KOTA TO TEAOG TNG EPYOTiag Pe TO TTPOIOV.

2710 XWpPOo epyaciag atrayopeUeTal TO ¢aynTod, TO TTOTO, TO KATTVICHA KAl TO GTAPVICHA.
7.2. uvBnkeg ao@aloug @UAagng, cupTtrepiAauBavouévwy TuXOv acuuBiBaoTwy KATAOTATEWYV
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ATTaITAOEIG VIO XWPOUG atroffkeuong Kal doxeia
To doxeio va diatnpeital EPUNTIKA KAEITPEVO.

0Bnyieg yia TNV a1TOoONKEUOT O€ KOIVOXPNOTOUG XWPOUG
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

TMHMA 8: 'EAeyx0g TnG ékBeang/aToMIKA TTpOoCTACia

8.1. MNapdueTpol eAéyxou

EVOEIKTIKED OPIOKED TIMED ETTAITEAMATIKNG £KBEONO

Api6. CAS Xnuikdg TTapdyovTtag ppm mg/m3| iveg/cm? Katnyopia MpoéAeuon
56-81-5 "Aukepivn - 10 8 wpeg
13463-67-7 TiTaviou dio&gidio (g10TTV.) - 10 8 wpeg

8.2. 'EAsyxol ékBsong

MéTpa aTOMIKAG TTPOCTACING, OTTWG OTOMIKOG TIPOOTATEUTIKOG £§OTTAICNOG

MpooTacia TwvV PATIWV/TOU TTPOCWITTOU
Na @opdTe TTpooTaCia PHATIWV/TTPOCWTTOU.

MpooTacia Twv Xepiwv

Katd Tnv epyacia pe XNUIKEG OUCIEG ETTITPETTETE HOVO N XPION TTPOCTATEUTIKWV YAVTIWV TA OTTOia QPEPOUV TO

xapakTnpiopd CE kai Tov TETpawn@Io Kwdiké. ETTIAEETE TTPOCEKTIKA Ta XNUIKA TTPOCTATEUTIKA YAVTIO CUPWVA PE
TN OUYKEVTPWOTN KAl TV TTOGOTATA TWV ETTIKIVOUVWY OUGCIWV Kal CUPGWVA PE TO XWPO XPAONG TOUG. ZuvioTaTal va

EVNUEPWOEITE ATTO TWV KATACOKEUQATH] YIA TNV AVOEKTIKOTATA TWV TTPOAVAPEPOUEVWYV TTPOCTATEUTIKWY YAVTIWV
€I0IKAG XPAOEWG. ZuvioTéueva PovTéAa TTpooTaTeuTIKWYV yavTiwv KCL Dermatril P NBR (VITPIAIKO KAOUTOOUK)

MpooTacia Tou dépparog
XpAon TTPOCTATEUTIKOU POUYXIGHOU.
AvaTTveEUOTIKN TTPpOCTACIA

Y& TTEPITITWON AVETTAPKOUG OEPIOHOU XPNOIUOTIOIEIOTE YETA ATOMIKAG TTPOCTACIAG TNG AvaTrvorg. Avoigte Ta

TTapdbupa yia va TTETUXETE QUAIKO £COEPITHO.

TMHMA 9: ®uoikég Kal XNMIKEG 1I816TNTEG

9.1. Z1oix€ia yia TIG BACIKEG QUOIKEG KOl XNHIKEG 1810TNTEG

duaoiki kaTdoTaon:
Xpwua: KiTpIVO
Oopn: doopo
MAnpo@opieg yia Tig uETABOAEG TG PUOIKAG KATAOTOONG
>nueio TA&ewg/onueio TTAEWG:
2nueio C€oewg 1 apXIKG onueio (€0ewg Kal
TTEPIOYN (E0EWG:
nueio avagAegng:
Eu@AekTOTnTO

aTepedg/uypo:

agpia:

Oev €xel TTPoadIopIabEi
?

AVEQPAPHOOTOG
QAVEQPAPHOOTOG
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EkpnkKTIKéG 1810TNTEG

To TTpoidv dev eivai: Kivduvog ekpAgewg.

KatwTtepo 6pio €kpnéng:
AvwTePO OpIOo £KPNENG:
OegpuoKpagia auTavAaPAESng
oTEPEQ:
agpia:
O¢epuokpaaia amoouvBeong:
Tiun pH:

YdarodiaAuTtéTnTa:

AlaAutéTnTa 08 dAAOUG Si1aAUTEG

O¢ev €xel TTPoodIopIaOEi

ZUVTEAEOTAG KATAVOUNRG O€
N-oKTavOAn/vepo:
Mieon atpwv:
(oe 50 °C)
MukvoTnTa:
2XETIKI TTUKVOTNTA OTHWV:
9.2. AAMeg TAnpo@oOpieg

MAnpo@opieg OXETIKA PE TIG KAAOEIG PUOIKOU KIVEUVoU

OLeIdWTIKEG 1010TNTEG
Mn o&e1dwTIKS.

AAAa XOpOKTNPIOTIKA ac@aleiag

=NpPo UTTOAEIupA:

TaxuTnTa e€ATUIONG:

dev €xel TTPoadIopIaOEei
O¢ev £xel TTPpoodlopIoOEi

QAVEQPAPHOOTOG
QAVEQPAPHOOTOG

Oev €xel TTPoadIopIabEi
dev €xel TTPoadIopIabei
Oxi

O¢ev £xel TTPpocdlopIoOEi

<=1100 hPa

Oev €xel TTPoadIopIabEi
Oev €xel TTPoadIopIabEi

66,6 %
dev €xel TTPoadIopIabEi

TMHMA 10: Z1a0gpdTNTA KaI AVTISPACTIKOTNTA

10.1. AvTISpaoTIKOTNTA

E@doov diac@alieTal 0 evOEDEIYUEVOG TPOTTOG XEIPICUOU Kal aTToBrKeUaNG, OEV ONUEIVOVTAI ETTIKIVOUVEG

avTIOPAoEIS .
10.2. Xnuikn oTaBepdTnTa

To TTpoidv eival aTabepd, dTav aTToBnKeUETAl O KAVOVIKEG OUVORKES TTEPIBAAAOVTOG.

10.3. MBavoTnTa EMIKIVOUVWY avTIOpdoewy

Aev gival yvwaoTh Kayia emmikivouvn avTidpaon.

10.4. ZUVvOKEC TTPOC ATTOPUYHV
Kapia

10.5. Mn oupuBaTtd UAIKA

Agv uttdpyxer d1ab€aiun TTAnpoopia.

10.6. Emikivduva Tpoidvra arroouvleong

Agv gival yvwoTd TIKivouva TTpoiovTa d1doTraong.

TMHMA 11: To§ikoAoyikég TTAnNpo@opieg

11.1. NMAnpo@opieg yia Tig TagEIS KIVEUVOU, 0TTwg opifovral oTov kavovioud (EK) api6. 1272/2008

Ogua TogIKOTNTA

Bdoel Twv d1a8€aipwy dedopévwy, Ta KPITRPIa Tagivopunaong dev TTANPoUvTal.
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VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag
gupgwva pe Tov UN-GHS (ST/SG/AC.10/11/Rev.8)

VITA NP BOND PASTE
Etre€epyaotnke oTig: 02.06.2022 Ap1Bu6G TTPoidvTog: 291 2eNida 5 amd 7

EpeBioTikA Kai S1aBpwTikA dpdon

Bdoel Twv d1aBéoipwy dedopévwy, Ta KpITAPIa Tagivounong 8ev TAnpouvTal.
EuvaioOnrotroinTikn dpdon

Bdoel Twv d1aBéoipwy dedopévwy, Ta KpITAPIa Tagivounong 8ev TAnpouvTal.
Kapkivoyévog, petaAAagioyévog, ToSIki yia TNV avatrapaywyn dpdon

Bdoel Twv d1aBéoipwy dedopévwy, Ta KpITAPIa Tagivounong 8ev TAnpouvTal.
E1d1kf} To§iIkéTnTa OTA 6pYyava-oToxoug (STOT) - epdrtras ékBeon

Bdoel Twv d1a8éaipwy dedopévwy, Ta KPITRPIa Tagivopunang dev TTANPoUvTal.
Ei13ikA To§Ik6TNTa 0T 6pyava-oToxoug (STOT) - eravelAnupévn ékBeon

Bdoel Twv diaBéaipwy dedopévwy, Ta KpITApIa Tagivopunang dev TTAnpouvTal.
To§IKOTNTA AVOPPOPNONG

Bdoel Twv d1aBéoipwy dedopévwy, Ta KpITAPIa Tagivounong 8ev TAnpouvTal.

AAAa oToIXEIO ETTI EAEYXWV
Auté 10 peiypa de Bewpeital emKivouvo cUp@wva pe Tov kavoviouo (EK) apiB. 1272/2008 [CLP].

TMHMA 12: OikoAoyikég TTANpo@oOpieg

12.1. To&ikéTnTO

To mpoidv dev givai: OIKOTOEIKO.
12.2. AvOeKTIKOTNTA KAl IKAVOTNTA ATTOd6HNONG

TO TTPOIOV &gV OOKIUAOTNKE.

12.3. AuvaTtdétnTa BIOCUCOWPEUTNG

TO TTPOIGV dEV BOKIUACTNKE.
12.4. KivnTikéTnTa 010 £80¢0g
TO TTPOIGV dEV BOKIUACTNKE.

12.6. 1516TnTEG EVOOKPIVIKAG SiaTtapaxig
AuTé TO TTPOIOV dEV TTEPIEXEI KATTOIO OUCIA HE 1IBIOTNTEG EVOOKPIVIKOU OIATAPAKTN VIO U OTOXEUOUEVOUG
opyaviopoUg KaBwg Kaveéva ouoTaTikO dev TTANPOI Ta KPITAPIA.

12.7. AAN\eG BUOIEVEIC EMITITWOEIS
Aev uttdpyel diabEaiun TTAnpogopia.

AAAa oToIXEiIT
Na atropeUyeTal n eAcuBépwan aTto TTEPIBAAAOY.

TMHMA 13: Ztoixeia oXETIKA ME TN B1d0g0N

13.1. Mé€0odoi diaxeipiong ammroBARTWY

Emegepyacia amoBARTWY
Mpo@uAda&Te aTTO TNV EI0PON OTO OTTOXETEUTIKO oUCTNUA 1 0TO UYPO TTEPIBGAAOV. AidBeon oUp@wva PE TIG
TTPOBIAYPAPEG TWV APUOSIWY UTTNPECIWV.

Etmre§epyacia aka@apTwyv amrofARTWY CUCKEUATIWY KOl CUVICTWHEVA OTTOPPUTTAVTIKA
E&mAupa pe apbovo vepd. O1 cuokeuaaieg YTTOPOUV va avakukKAwBoUv, Jovo av givar evieAws AdEIEG.

TMHMA 14: lNMAnpo@opieg OXETIKA HE TN METAPOPG

OaAdooia petagopd (IMDG)

14.1. Ap18u6g OHE 1 apiBuédg No dangerous good in sense of this transport regulation.
TAUTOTNTAG:

14.2. Oikeia ovopagia amooToARg No dangerous good in sense of this transport regulation.
OHE:
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VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag
gupgwva pe Tov UN-GHS (ST/SG/AC.10/11/Rev.8)

VITA NP BOND PASTE

Etre€epyaotnke oTig: 02.06.2022 Ap1Bu6G TTPoidvTog: 291 2eNida 6 atd 7
14.3. Tagn/-e1g KIvdUvou KaTd Th No dangerous good in sense of this transport regulation.
HETOQOPA:

14.4. Opdada cuokevaoiag: No dangerous good in sense of this transport regulation.

Aepotropikn petagopd (ICAO-TI/IATA-DGR)

14.1. Ap18u6¢g OHE 1 apiBudg No dangerous good in sense of this transport regulation.
TOUTOTNTAG:

14.2. Oikeia ovopagia amroogToARg No dangerous good in sense of this transport regulation.
OHE:

14.3. Ta&n/-e1g KIvdUvou KaTd Th No dangerous good in sense of this transport regulation.
HETO@OPA:

14.4. Opdada cuokeuagiag: No dangerous good in sense of this transport regulation.

14.5. NepiBaAAovTiKoi Kivduvol

EMIKINAYNO I'lA TO NEPIBAAAON: Oxi
14.6. E151kéC Tpo@UAGEEIC yia TOV XPROTN
Aev uttdpyel diabéaiun TTAnpogopia.
14.7. OaAdooiEg HETAPOPES XUBNV oUPQWVA LE TIC TTPdgelg Tou IMO
AVEPAPUOOTOG

TMHMA 15: ZToixeia VOHOOETIKOU XOPOAKTAPO

E@vikoi kavoviopoi

ATtToppOYnoN HECW TOU Anpioupyei avtidpdoeig utrepeualoBnaiag aAAepYIKAG HOPPRG.
dépuatog/EuaiobnroTroinon:

TMHMA 16: AAAeg TTANpO@OpiEg

ZuvTopoypa@ia Kol aKPWVUHA
ADR: Accord europlen sur le transport des marchandises dangereuses par Route
(European Agreement concerning the International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonized System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service
LC50: Lethal concentration, 50%
LD50: Lethal dose, 50%
CLP: Classification, labelling and Packaging
REACH: Registration, Evaluation and Authorization of Chemicals
GHS: Globally Harmonised System of Classification, Labelling and Packaging of Chemicals
UN: United Nations
DNEL: Derived No Effect Level
DMEL: Derived Minimal Effect Level
PNEC: Predicted No Effect Concentration
ATE: Acute toxicity estimate
LL50: Lethal loading, 50%
EL50: Effect loading, 50%
EC50: Effective Concentration 50%
ErC50: Effective Concentration 50%, growth rate
NOEC: No Observed Effect Concentration
BCF: Bio-concentration factor
PBT: persistent, bioaccumulative, toxic
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vPVB: very persistent, very bioaccumulative
RID: Regulations concerning the international carriage of dangerous goods by rail
ADN: European Agreement concerning the International Carriage of Dangerous Goods by Inland Waterways
(Accord europien relatif au transport international des marchandises dangereuses par voies de navigation
intirieures)
EmS: Emergency Schedules
MFAG: Medical First Aid Guide
ICAQ: International Civil Aviation Organization
MARPOL: International Convention for the Prevention of Marine Pollution from Ships
IBC: Intermediate Bulk Container
VOC: Volatile Organic Compounds
SVHC: Substance of Very High Concern
MNa cuvTopoypagieg kar akpwvupia, BAETTE Trivaka aTn ogAida http://abbrev.esdscom.eu
AAAa oToIXEIT
Ta dedopéva autd aTnpifovTal oTNV CNUEPIVA OTABUN TWV YVWOEWV Pag, dev ammoteAoUvevToUToIg £yyUnaon yia Tig
1010TNTEG TOU TTPOiIdVTOG 9a Kal dev atroTeAoUv Kapia oUPBacn VOIKAG 10XU0G. O1 aTTodEKTEG TWV TTPOIOVTWVY YOG
£€xouv TNV €uBUlvn va Aafaivouv uttoyn Toug Toug IGXUOVTEG VOUOUG Kal TIG UTTAPXOUTEG DIATAEEIS.

(Ta dedopéva Twyv emiKivOUVWY CUCTATIKWVY UAIKWV TTapaAnebnkav KG6s popd aTnv eKkAaToTE ICxUOUCA TeAsuTaia
oTd0un TWV avrioToiYwVv QUAAWYV OTOoIXEIWV QOPAAEias TWV QPXIKWY TTapaywywy.)
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