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

VITA AKZENT Plus GLAZE SPRAY
Emre€epyaotnke oTig: 15.08.2019 Ap1Bu6G TTPOidvTOoG: 272 2eNida 1 amd 7

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

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA AKZENT Plus GLAZE SPRAY

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)
Karnyopieg kivduvou:
AegpoAupa: AepdAupa 1
AnAWoeIg eTIKIVOUVOTNTAG:
ECaIpeTiKG eU@AEKTO agpOAupa.
Aoyxeio utrd Triean. Katd 1n 8épuavon ptropei va diappayei.

2.2. F1oi1x€Eia emMonpavong
GHS 1ou OHE (ST/SG/AC.10/11/Rev.8)
MpogidotroInTikn Kivéuvog
AE&gn:
Eikovoypduparta:

AnAwoeig emKIVEUVOTNTAG

H222 E€aipeTikG eUpAekTO agpdAupa.
H229 Aoxeio utrd mieon. Katda mn Béppavon utropei va diappayei.
AnAwoeig rpopUAagng
P210 Makpid a1mé BeppuoTnTa, BEPUES ETTIPAVEIES, OGTTIVONPEG, YUUVH QAOYQ Kal AAAEG TTNYEG

avapAegng. Mnv karvieTe.
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P211 Mnv wekdadete KOVTa 0 GAOYa 1 GAAN TNy avagAegng.
P251 Na pnv TputTnBei A Kagi akdun Kal YETA TN XPRAoN.
P410+P412 Na TrpoaTarteveral atrd TIG nAIakéG akTiveg. Na pnv ekTiBeTal o€ BepuoKpaaieg Tou

utrepPaivouv Toug 50 °C/122 °F.

2.3. AAAoi Kivduvol
Aev uttdpyel diabéaiun TTAnpogopia.

TMHMA 3: 20v0eon/TTAnpo@opiEg yIO T CUCTATIKA

3.2. Meiyuyarta

TMHMA 4: Métpa mpwTwyv Bondeiwv

4.1. Nepiypa@n TWV PETPWYV TTPWTWV Bondsiwv

Etragn ota pdatia
=eTAUVETE AUEOWG TTPOCEKTIKA PE VEPO I PIE TO VTOUZ POTIWV.

Kartdmroon
=emAUVETE QUECWG 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 IATPIKNG @POVTIdAC Kal £181KNG BepaTreiag
Bepartreia cUPEWVA PE TN CUUTITWHATOAOYIA.

TMHMA 5: MéTpa yia TV KATATTOAEUNON TNG TTUPKAYIAG

5.1. MupooBeoTIKA péca

KatdAAnAa TTupooBeoTikd péoa
Aiogeidio Tou dvBpaka (CO2), Appdg, NMupooBeaTiKr akbvn.
AKATAAANAQ TTUPOOPBECTIKA péCa
Nepo.
5.2. E181k0i Kiviuvol TToU TTpOKUTITOUV aT1rd TV ougia 1} To Peiypa
Yypo kai atpoi e€aipeTikd@ el@AekTa. O avaBupIdoElg, aToi, JTTOPOUV va dnUIoUPYO0UV £va EKPNKTIKO HiyUa o€
€KkBeOr) TOUG GTOV AEPQ.

5.3. ZuoTdOEIS YIO TOUG TTUPOTBECTEG
¢ ePITTTWOon QWTIAG: XpAon aveEdpTnTng CUCKEUAG TTPOCTACIAG TNG AVATTVOAG.

ZUTTANPWHATIKEG UTTOSEISEIG
MNa TV TPoOoTaCia TOU TIPOCWTTIKOU KA YIa TNV YUEn Twv S0XEiwV aTnV TTEPIOXA KIVOUVOU XPNCIUOTIOIEIoTE GTTPEU
vepoU. QUAGETE EeXxwPIOTA TO HOAUGHEVO TTUPOCRECTIKG vEPS. MnVv TO arioeTe va €1I0€AOEI aTa avoiXTd UdaTa Kal
OTO ATTOXETEUTIKO.

TMHMA 6: MéTpa yia TRV AVTIMETWITION TUXAiag éKAuong

6.1. MpoowTTIKES TTPOQUAGEEIC, TTPOOTATEUTIKOG EEO0TTAICHOG Kal S1a8IKATiEg EKTAKTNG AVAYKNG

[evikég TAnpo@opieg
ATTOUOKPUVETE OAEG TIG TTNYEG AVAPAEENG.

6.2. MepiIBaAAOVTIKEG TIPOQUAGEEIG
Mnv agrivete To TTpOoidV va eIoBAAel oTo TrEPIBAAAOV Xwpig EAeyxo. KivOuvog ekprgewg

6.3. MéBodo1 Kal UAIKA yia TTEPIoPIoUS Kal KaBapioud
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AAAeg TTANpO@Opitg
MadZéwTe pe OUVOETIKO PETO yia vepd (AuMOG, BIATOUITNG, CUVOETIKO PECO YIa 0&EA, YEVIKO OUVOETIKO PETO).
XeIPIOYOG TOU CUGOWPEUPEVOU TIPOIOVTOG OUPGWVA PE TO KEPAAQIO BIGBE0NG ATTOPPIMHATWVY.
6.4. Napatroutri o€ GAAa TUAATA
Ac@aAng xprion: BAETTe TuAUa 7
ATopIKN TTpooTagia: BAETTE TUAKO 8
AidBeon: BAETTE TUAPO 13

TMHMA 7: Xeipiopo6g Kai amroffnkeucn

7.1. Mpo@uAdésic yia ao@aAn XEIPIONO

Y1rodeigeig yia ao@aln XEIPION6
Aev gival amrapaitnTa IBIGITEPA TTPOANTITIKA PETPA.

Odnyigg yia TNV TPOOTACia O€ TTUPKAYIEG KOl EKPRASEIG
Makpid a1ré TTNyEG ava@Aegng - ATTayopeUeTal TO KATTVIOHA. AGBETE TTPOCTATEUTIKA UETPA EVAVTI
NAEKTPOOTOTIKWV EKKEVWOEWV. O1 avabupidoeig, aTyoi, UTTopouv va dnuIoUpyroouV £va EKPNKTIKO Piyda o€
€KkBeor| TOUug GTOV AEPQ.

ZUOTACEIG YIO TN YEVIKA £TTAYYEAHATIKA UYIEIVE
BydaATe Ta yoAuopéva pouxa. MAUveTE Ta x€pla TTpiv T SIGAEIPPATA KAl KOTA TO TEAOG TNG EPYOTiag e TO TTPOIOV.
Mnv TpwTE A TTiVETE OTAV TO XPNOIUOTIOIEITE.

7.2. YuvBnkeg ao@aloug @UAaéng, ouptrepIAauBavouévwy TUXOV acuuBifaoTwy KATAOTATEWY

ATraITROEIG YIa XWpoug atrobrikeuong Kal doxeia
To doxeio va diatnpeital epunTika KAEIopévo. AlatnpeioTe oe Opooeps, KaAd e§agpi{ouevo Xwpo. Makpid atrd
BepudTNTQ, BEPUEG ETIPAVEIEG, OTTIVOAPES, YUPVES PAOYEG KOl GAAEG TTNYEG avAQAEENGS. Mnv kaTTvideTe.
0Odnyigg yia TNV a1rofRKEUON GE KOIVOXPNOTOUG XWPOUG
Mnv atroBnkeveTe padi pe: O&eIdwTiKA (£6) ouaia. MNuUPOPOPIKES 1) AUTOBEPUAIVOUEVEG ETTIKIVOUVEG OUTIEG.

TMHMA 8: 'EAeyxog TnG ékBeaNnG/aTOMIKA TTpOCTACIA

8.1. MNapdueTpol eAéyxou

8.2. '[EAegyyol ékBeong

O 06

MéTpa aTOHIKAG TTPOOTACING, OTTWG OTOUIKOG TTPOOTATEUTIKOG EEOTTAICNOG

MpooTacia Twv PATIWV/TOU TTPOCWITTOU
Na @opdTe TTPOCTACIA PATIWV/TTPOCWTTOU.

MpooTacia Twv Xepiwv
Katd TNV epyacia ye XNMUIKEG OUCIEG ETTITPETTETE HOVO N XPON TTPOCTATEUTIKWY YAVTIWV Ta OTTOI0 PEPOUV TO
XopakTnpioud CE kal Tov TETpawn@Io KwdIKG. ETTIAEETE TTPOCEKTIKA Ta XNMIKA TTPOCTATEUTIKA YAVTIO CUUQWVA PE
TN OUYKEVTPWON KAl TNV TTOCOTNTA TWV ETTIKIVOUVWY OUCIWY KOl CUPQWVA PE TO XWPO XProng Toug. ZuvioTatal va
EVNMEPWOEITE OTTO TWV KATACKEUAQTTH VIO TNV AVOEKTIKOTNTA TWV TTPOAVAPEPONEVWY TTPOCTATEUTIKWV YAVTIWV
€I0IKNG XPrOEWG.

MpooTtacia Tou dépparog
Evdupaoid yia Beppikn rpooTagia. Popdte avTIoTATIKA TTATTOUTOIN KOI POUXIOUO.

AVaTTVEUOTIKA TTPOOTACIA

>& TEPITTTWON AVETTAPKOUG OEPICUOU XPNOIMOTIOIEIOTE ECA ATOMIKAG TTPOOTACIOG TNG AVOTIVONG.
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TMHMA 9: ®uoikég Kal XNMIKEG 1I816TNTEG

9.1. Zroixsia yia TiS BaCIKES PUOIKES KAl XNHIKES IBIOTNTES

duaiki KaTaaTaon:
Xpwpa:
Oopn:

Exkkvépwua
aTTOXPWOT TOU AEUKOU
XOPOKTNPIOTIKOG

MAnpo@opieg yia Tig uETABOAEG TG PUOIKAG KATAOTAONG

>nueio TAewg/onueio TTAEWG:

>nueio C€oswg N apxIkd onueio {éogwg Kal

TTePIoYN (E0EWG:
nueio avagAegng:
Eu@AekTOTnTO
aTepedg/uypo:
agpia:
Katwtepo 6pio €kpnéng:
AvwTEPO OPIO £KPNENG:
Oepuokpacia autava@Aegng
oTEPEQ:
agpia:

O¢puokpaaia amoouvbeang:
Tiyn pH:
YdartodiaAuTtéTnTa!

AlaAuTéTnTa 0 dAAOUG SiaAUTEG

O¢ev €xel TTPoadIopIadei

2UVTEAEOTAG KOTAVOMNG O€
N-oKTavOAN/vePo:
Mieon atpwv:
(oge 50 °C)
MukvoTnTa:
SXETIKA TTUKVOTNTA OTHWV:
9.2. AMeg TAnpo@opieg

MAnpo@opieg oXeTIKA PE TIG KAAOEIG PUOIKOU KIVOUVOU

OZ&eIOWTIKEG ID10TNTEG
Mn o&eIdWTIKO.

AAAa XOPAKTNPIOTIKA ao@aAgiag

=NpPo UTTOAEIuJQ:
TaxuTtnTa e€aTHIONG:

Oev €xel TTPpoadIopIabei
-11°C

-60 °C

AVEQPAPPOOTOG
QAVEQPAPHOOTOG

dev €xel TTPoadIopIabEi
Oev £xel TTPpoadIopIoOEi

AVEQPAPHOOTOG
AVEQPAPHOOTOG

O¢ev £xel TTPpoodlopIoOEi
O¢ev £xel TTPpoodlopIoOEi
Oxi

dev €xel TTPoadIopIabei

<=1100 hPa

0,64000 g/cm?
O¢ev £xel TTPoodlopIoOEi

0,0 %
dev €xel TTPoadIopIabei

TMHMA 10: Z1a0gpdTNTA KAI AVTISPACTIKOTNTA

10.1. AvTiIdpaoTIKOTNTA

Yypo kai atpoi eEaIpeTIKA EUPAEKTA.

10.2. XnuikA oTafepdTNTA

To mpoidv ival oTabepd, 6Tav amobnkeUETal O KAVOVIKEG TUVONKES TTEPIBAAAOVTOG.

10.3. MBavoTnTa EMIKIVOUVWY avTIOpAdoEWY
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Aegv gival yvwoTr kapia mikivduvn avtidpaon.

10.4. 2uvBNKEG TTPOG ATTOQPUYAV
KpaTtroTe gakpid aTré TNYEG avAPAEENG KAl TTUPAKTWHEVEG €0TiEG. O1 avaBupuIdaElg, aTpoi, uTropolv va
ONUIOUPYNOOUV €va EKPNKTIKO PiyUa o€ €KBEGH TOUG OTOV épal.

10.5. Mn cupBard uAikd
Aev uttdpyxel S1aB£aiun TTAnpoopia.

10.6. Emikivduva mrpoiévra ammocuvleong
Aegv gival yvwoTd emikivduva trpoiévta didoTTaong.

TMHMA 11: To§ikoAoyikéG TTANpo@opieg

11.1. NAnpogopitg yia Tig TageIg KIVEUVOoU, 6TTwG opilovTal aTov kavoviaud (EK) apif. 1272/2008

TMHMA 12: OikoAoyikég TTANpo@opieg

12.1. To&ikéTNnTCQ

To mpoidv dev givai: OIKOTOEIKO.
12.2. AvBeKTIKOTNTA KaI IKAVOTNTA aTTodounong

TO TTPOIOV &€V OOKIUAOTNKE.

12.3. AuvatoTnTa BIOCUCOWPEUCNS

TO TTPOIOV dEV BOKIUACTNKE.
12.4. KivnTikéTnTa 010 £80¢p0g
TO TTPOIOV dEV BOKIUACTNKE.

12.6. 1516TnTEG EVOOKPIVIKAG SiaTtapaxig
AuTé TO TTPOIOV BEV TTEPIEXEI KATTOIO OUCIA PE 1IBIOTNTEG EVOOKPIVIKOU OIATAPAKTN VIO U OTOXEUOUEVOUG
opyaviopoUg KaBWG Kaveéva ouoTaTIkO dev TTANPOI Ta KPITAPIA.

12.7. AA\eG BUOEVEIC ETITITWOEIS
Aev uttdpyel d1abEaiun TTAnpogopia.

AAAa oToIXEIT
Mpo@uAd&Te aTTO TNV EI0PON OTO ATTOXETEUTIKO oUOTNUA 1] 0TO Uypd TTEPIBAAAOV. Mnv emITPETTETE Va £10€ABEI OTO
£50@oc/uTTédaPog.

TMHMA 13: Ztoixeia oXETIKA ME TN B1d0E0N

13.1. Mé60do1 diayeipiong arofARTWYV

Eme§epyacia amofARTWY
Mpo@uAdGTe atrd TNV €10pOr OTO ATTOXETEUTIKO oUOTNHA 1 OTO UYPO TrEPIBAAAOV. Mnv eTITPETTETE Va €I0€EABEI OTO
£00@og/uTTédagog. AidBeon oUPPWVa WE TIG TIPOBIAYPAPEG TWV APUODIWY UTTNPECIWV.

Emre§epyacia aka@apTwyv amrofARTWY CUCKEUATIWY KOl CUVICTWHEVA OTTOPPUTTAVTIKA
MR HOAUCUEVEG KOl ADEIEG CUCKEUATIEG JTTOPOUV VA AVAKUKAWBOUV. XEIPIOTEITE TIG JOAUCUEVEG CUOKEUATIEG
OTTWG TO TTPOIOV.

TMHMA 14: lNMAnpo@opieg OXETIKA PE TN METAPOPG

OaAdooia peragopd (IMDG)
14.1. Ap1Bu6g OHE 1 ap1Budég UN 1950
TAUTOTNTAG:
14.2. Oikeia ovopagia amooToARg AEROSOLS
OHE:
14.3. Tagn/-e1g KIVOUVOU KATA TN 2.1

HETAQOPA:
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14.4. Opdada cuokevaoiag:
ETikéTeg: 21
Marine pollutant: Nein
EmS: F-D,S-U
AgpoTtropikn petagopd (ICAO-TI/IATA-DGR)
14.1. Ap1Bu6g OHE 1 api1Buég UN 1950
TOUTOTNTAG:
14.2. OiIKEio ovopooia aTTooTOANC Aerosols, flammable
OHE:
14.3. Ta&n/-£1¢ KIVSUVOU KATA TN 2.1
METAPOPA:
14.4. Opdda cUCKEUATIAG: -
ETikéTeg: 21

14.5. NepiBaAAovTiKoi Kivduvol

EMIKINAYNO T'IA TO MNMEPIBAAAON: Oxi
14.6. E151kéC Tpo@UAGEEIC VIO TOV XPROTN
Mpoooxn: EugAekTa agpia.
14.7. QaAdooieg HETAPOPES XUSNV oUNPwWVA UE TiG TTPdgelg Tou IMO
AVEPAPUOOTOG

TMHMA 15: Z1oixeia VOHOOETIKOU XOpaKTAPA

EOvikoi kavoviopoi

Mepiopioudg amaoxoAnong: Mpoo£ETe TOUG TTEPIOPICHOUG £pYACiag GUPPWVA PE TO VOPOOXEDIO Yia
TpoaTacia epyagiag avnAikwv (94/33/EK).

TMHMA 16: AAAeg TTAnpO@oOpiEg

MeTaTpotrég

AuTté 10 deATiO aoPAAEIng TTEPIEXEI AAAAYEG OTTO TNV TTponyouuevn ékdoan aTig evoTnTeg: 1,2,15.
ZUVTOMOYPAQIO KOl AKPWVUHA

ADR: Accord europien 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%

AAAa oToIXEiO
O1 TTAnpoopieg 0" auTO TO £VTUTIO OOPAAEIAG AVTATTOKPIVOVTAI OTA HETPO ACOPAAEIOG TOU TTPOIOGVTOG, OTTWG aUTA
€XOUV PEXPI TNV nUepopnvia evnuépwang Tou eviitrou. OI TTAnpo@opieg aag deivouv anueia avapopdag yia TovV
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ACQAAN XEIPIGUO TOU TTPOIGVTOG TTOU AvA@EPETAI OTIG 00NYiEG XPATEWS KABWG Kal yia Tnv atrobrkeuaon,
emegepyaaoia, yeTagopd kai didbeorn. O1 TTAnpogopieg dev IGXUOUV yia GAAA TTPOIOVTA. Z€ TTEPITITWAON TTPOCONAKNG
GAAWV UNIKWV OTO TTPOIOV I O€ TTEPITITWON ETTECEPYATIOG TOU TTPOIOVTOG, O TTANPOPOPIEG AUTWV TWV 0dNYIWV
Xprong dev uTropouyv va PeTagepBoUV £Ta1 ATTAG OTO VEO TTPOIOV.

(Ta dedopéva Twv eMIKIVOUVWY GUATATIKWY UAIKWV TTapaAnebnkav Kae popd aTnv eKAaToTE ICYUOUTA TEAEUTAI
oT1a6un TWv avrioTolXwv QUAAWY OTOIXEIWV AOPAAEIas TWV APXIKWY TTAPAYwYwYV.)
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