VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag
gupgwva pe Tov UN-GHS (ST/SG/AC.10/11/Rev.9)

VITA AMBRIA
Emre€epyaotnke oTig: 18.10.2023 Ap1Bu6G TTPoidvTog: 321 2eNida 1 atrd 6

TMHMA 1: MNpoocdiopiopog ouaiag/peiyMaTog Kal ETaIPEiag/emixeipnong

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA AMBRIA

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

XpAon TAG ouciag/Tou peiypaTog
Auxilary for manufacture of dental products

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:

EmimrAéov oToixeia
medical device

TMHMA 2: NMpoodi1opIcAG EMIKIVOUVOTNTOG

2.1. Ta&ivounon TnG ougiag N TOU PEIYLATOG

GHS 10U OHE (ST/SG/AC.10/11/Rev.9)
Auté 10 Peiyua de Bewpeital emmikivouvo aupgwva pe ST/SG/AC.10/30/Rev.9 (GHS).

2.2. IToIXEia ETIKETAG

2.3. AAAoi Kivduvol
Agv uttdpyxel d1ab€aiun TTAnpoopia.

TMHMA 3: 20v0eon/TTAnpo@oOpPiEg YIO T CUCTATIKA

3.2. Meiyuyarta
XnUIKA ovopagoia Thg ouciag
AvTikeipeva atod TETpaA, yOWo, TOIUEVTO, YUCAT KOl KEPAMIKO

TMHMA 4: Métpa mpwTwyv BonBeiwv

4.1. Nepiypan HETPWYV TTPWTWYV Bonbsiwv

Eiomrvon

E¢aopaliote kaBapo aépa.
Emaen dépparog

EETTAUMA e ApBovo vepd. BydATe Ta poAuapuéva pouxa Kal TTAUVTE Ta TTPIV Ta EavaxpnaIJOTTOINCETE.
Emraen ota patia

ZeTAUVETE AUECWG TTPOCEKTIKA WE VEPO I PE TO VTOU JATIWV.

Kardrmroon
=emAUvVETE QUEOWG TO OTOMA Kal TTIEITE APOOVOo vEPO.
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4.2. TNUAVTIKOTEPO CUNTITWHATA KAl EMISPAoEIS, AUETES N METAVEVETTEPES
Aev uttdpyxel S1aB£aiun TTAnpoopia.

4.3. 'Evdeién omolaodNTIToTE aTmaITOUNEVNG AUETNG IATPIKAG @POoVTidag Kal £151IKAG BepaTreiag
BepaTtreia cUPPWVA WE TN CUUTITWHATOAOYIA.

TMHMA 5: Métpa yia TV KATaTTOAéUNON TNG TTUPKAYIAG

5.1. NupooBeoTikd péoa

KartdAAnAa TupooBeoTiKA péca
Mpooapuoynh Twv PETPWY TTUPOGRECNG avaAdywg TNV TTEPIOYT).

5.2. E151k0i Kiv3uvol TToU TTpOKUTITOUV OTTd TNV OUCid I} TO pEiyua
Mn edgAexTo.

5.3. ZuoTAOEIG VIO TOUG TTUPOORECTES
Y& MEPITTTWON QWTIAG: XpAon aveEdpTnTnNG CUOKEUAG TTPOOTACIOG TG AVATTVOAG.

TMHMA 6: MéTpa o€ epiTITWON akKoUoIag EKAuong

6.1. MpooWTTIKES TTPOQUAGEEIG, TTPOOTATEUTIKOG E0TTAITHOG Kal S1a8IKATiEg EKTAKTNG AVAYKNG

Ievikég TTAnpogopieg
ATTo@UYyETE TN dnuIoupyia okOvNG. Mn avaTtTvEeTe TV OKOVN.
6.2. MepiIBaAAOVTIKEG TIPOQUAGEEIC
Agv gival atrapaitnTa 181aiTEpa HETPA TTpOaTACIag TOU TTEPIBAAAOVTOG. KaAdG kaBapiopdg Twv BpouikKwy
QVTIKEIMEVWV Kal TwV daTTEdWV oUPPwVa PE TIG TTEPIBAAAOVTOAOYIKEG BIOTAEEIG.

6.3. MéBodo1 Kai UAIKA yia TTEPIOPIOHO Kal KaBapiopud
AAAeg TAnpoPopiteg
2KouTTioTE puNYaviKd. XeIpIOPOG TOU GUGOWPEUPEVOU TTPOIOVTOG OUNGWVA PE TO KEQAAQIO dIGBecNG ATTOPPIMPATWVY.

6.4. Mapatrout] o€ GAAA TUAPATA
Ac@aAng xpnon: BAETTe TuApa 7
ATouIkr TTpooTacia: BAETTE TUAMO 8
Aid0eon: BAETTE TUAKO 13

TMHMA 7: Xeipiopo6g Kal atrofikeuon

7.1. Npo@uAdéeig yia ao@aln XEIPIOUO

Ymodeieig yia ao@aAn XEIPIOuO
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

0dnyigg yla TNV TPOCTACIA O€ TTUPKAYIEG KAl EKPASEIS
Aegv gival atrapaitnTa 1810iTEPA TTPOCTAGIAG ATTO TTUPKAYIA.

ZUOTAOEIG VIO TN YEVIKN ETTAYYEAMATIKN UYIEIVA
ByaATe Ta poAuopuéva pouxa. MAUveETE Ta xé€pia TTpiv Ta SIGAEIJPATA Kal KATA TO TEAOG TNG EPYATIag PE TO TTPOIOV.
Mnv TpwTe 1) TTivETE OTAV TO XPNOIUOTTOIEITE.

7.2. YuvBnkeg aoc@alolg @UuAagng, cuptrepiAapfavouévwy TUXOV acupBaToTATWY

ATTAITACEIG YIa XWPOUGg atrodfkeuong Kal doxeia
To doxeio va diatnpeital EpUNTIKA KAEIOPEVO.

0Odnyieg yia TNV a1roOAKEUON GE KOIVOXPNOTOUG XWPOUG
Aev gival amrapaitnTa IBIGITEPA TTPOANTITIKA PETPA.

TMHMA 8: ‘EAeyxog Tng é&kBeong/aTOMIKN TTpOCTAC N

8.1. MNapdueTpol eAéyxou
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8.2. 'EAgyxo01 ékBeong

KatdAAnAol pnxavikoi éAgyxol

AuTé TO TTPOIOV deV TTPETTEI VA £TTECEPYALETAI UE AVETTAPKI EEAEPIOUO.
MéTpa aTOMIKAG TTPOCTACING, OTTWG OTOMIKOG TIPOOTATEUTIKOG £SOTTAICUOG

MpooTacia Twv PATIWV/TOU TTPOCWITTOU
Na @opdTe TTpoCTACiA HATIWV/TTPOCWTTOU.

MpooTacia Twv Xepiwv

Katd Tnv epyacia pe XNUIKEG OUCIEG ETTITPETTETE HOVO N XPION TTPOCTATEUTIKWYV YAVTIWYV TA OTTOid QEPOUV TO
xopakTnpiopd CE kal Tov TETpawn@Io KwdIké. ETTIAEETE TTPOCEKTIKA Ta XNUIKA TTPOCTATEUTIKGA YAVTIO CUPQWVA PE
TN OUYKEVTPWOTN KAl TV TTOGOTATA TWV ETTIKIVOUVWY OUGCIWV KAl CUPGWVA PE TO XWPO XPAONG TOUG. ZuvioTaTal va
EVNUEPWOEITE ATTO TWV KATACOKEUOOTH] YIA TNV AVOEKTIKOTATA TWV TTPOAVAPEPOUEVWYV TTPOCTATEUTIKWYV YAVTIWV

€I0IKAG XPAOEWG.
MpooTacia Tou dépuarog

Na @opdTe KatdAANAn TTPOOTATEUTIKA evOUUATia.
AvaTTVEUOTIKN TTpOCTACIA

MpoBAéwTe TOV KOAG 0EPICUO KAl aTTOPPOPNCN ONuEiou ae KPITIKG anueia. Autd To TTpoidv Oev TTPETTEI val

emeCepyAdeTal IE AVETTAPKN ECAEPITUO.

TMHMA 9: ®uoikég Kal XNMIKEG 1I816TNTEG

9.1. Z1oixEia yia TIG BACIKEG QUOIKEG KOl XNHIKEG 1810TNTEG

duoikA KaTdoTaoN: oTEPEDG
Xpwua: dlapavég
Oopn: doopuo

>nueio TAewg/onueio TTAEWG:

>nueio C€ocwg R apxIkd onueio {éoswg Kal
TTePIOYN CE0EWG:

Eu@AekToTNTAO:

KatwTtepo 6plo €kpnéng:
AvwTEPO OpIO £KPNENG:
Znueio avagAegng:
O¢eppokpacia aroolvBeong:
Tiun pH:
YdatodiaAutoTnTa:
AloAutoTnTa o dGAAoug SIaAUTEG
O¢ev €xel TTPOadIoPIoHE]
>UVTEAEOTAG KATAVOUNAG O€
Nn-oKTavOoAn/vepo:
Migon aTpwv:
(og 50 °C)
MukvoTnTa:
2XETIKI TTUKVOTNTO ATHWV:
9.2. Aoitrég TAnpoopieg

MAnpo@opieg OXETIKA PE TIG KAATEIG QUOIKOU KIVEUVoU
O¢epuokpacia autavaeAegng

oTEPEQ:

agpia:
OLeIdWTIKEG 1016TNTEG

Mn o&eIdwTIKS.

Oev €xel TTPoadIopIadEi
ave@AapPooTog

Oev £xel TTpocdlopIoOEi
QAVEQPAPHOOTOG

Oev €xel TTPoadIopIabEi
Oev £xel TTPocdIopIoOEi
AVEQPAPPOOTOG

Oev €xel TTPoadIopIabei
O¢ev £xel TTpoodlopIoOEi
Oxi

dev €xel TTPoadIopIadEi

<=1100 hPa

2,6000 g/cm?
dev €xel TTPoadIopIadEi

O¢ev £xel TTPoodlopIoOEi
AVEQPAPHOOTOG
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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.9)

VITA AMBRIA
Emre€epyaotnke oTig: 18.10.2023 Ap1Bu6G TTPoidvTog: 321 2eNida 4 atrd 6
AAAO XOpOKTNPIOTIKA ac@aAgiag
Taxutnta e€ATHIONG: dev €xel TTPoadIopIaOEei
=npo UTTOAEIPpA: 100 %

TMHMA 10: Z1aBgpd6TNTa KAI AVTISPACTIKOTNTA

10.1. AvTidpaoTikOTNTA
E@doov diac@alifeTal 0 evOedEIYUEVOG TPOTTOG XEIPIGUOU Kal aTToBrKeEUONG, OEV ONUEILVOVTAI ETTIKIVOUVEG
avTIdPAoEIS .

10.2. Xnuikn oTaBepdTnTA

To TTpoidyv eival oTaBepd, dTav aTTOBNKEUETAI O KAVOVIKEG OUVONKEG TTEPIBAAAOVTOG.

10.3. MBavoTnTa EMIKiVOUVWY avTISpAdoEwV

Aev gival yvwaoTh Kayia emmikivouvn avTidpaon.

10.4. ZuvOKEG TTPOG ATTOQUYIN
Kauia

10.5. Mn cupBard uAikd
Aev uttdpyel diabEaiun TTAnpogopia.

10.6. Emikivduva mpoiévra amroouvleong
Aegv gival yvwoTd emikivéuva poiévta didoTaong.

TMHMA 11: TogikoAoyikéG TTANpO@POpPiES

11.1. MAnpo@opieg yia TIG TOSIKOAOYIKEG ETTITITWOEIS

0¢%0a TogIkoTNTA

Bdoel Twv d1aBéaipwy dedopévwy, Ta KpITApIa Tagivounong 8ev TAnpouvTal.
ETAmix utroAoyiopévog

ATE (atmré Tou otépaTog) > 5000 mg/kg; ATE (d1a Tou &épuaTtog) > 5000 mg/kg; ATE (314 TnG €10TTVORG aTUOG) >

50 mg/l; ATE (d1G Tng ei0TTvOrG okovn/aTtayovidia) > 12.5 mgl/l
EpeBioTikA Kai SiaBpwTikA 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.
E1d31kA) To§iIkéTnTa OTA 6pYyava-oToxoug (STOT) - epdrras ékBeon

Bdoel Twv d1a8éaipwy dedopévwy, Ta KPITRPIa Tagivopunaong dev TTANPoUvTal.
Ei1dikA To§Ik6TNTa 0T 6pYyava-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
To UAIKO €xer kaTdTagn pn emmikivduvou UAIKoU KaTd Tov kavoviopo (EK) apiB. 1272/2008 [CLP].

TMHMA 12: OikoAoyikég TTANpo@opieg

12.1. To&ikéTnTO

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

TO TTPOIOV &gV OOKIUAOTNKE.
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VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag
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12.3. AuvatéTnTd BIOCUCOWPEUONG
TO TTPOIOV &gV OOKIUAOTNKE.

12.4. KivnTikdTnTa 010 £50p0OG
TO TTPOIOV &gV OOKIUAOTNKE.

12.6. 1816TNTEC EVOOKPIVIKAG S10Tapaxng

AuTO TO TTPOIGV dev TTEPIEXEI KATTOIO ouaia e 1I810TNTEG EVOOKPIVIKOU SIATAPAKTN YIA N OTOXEUOUEVOUG
opyaviopoUg KaBwg Kavéva auoTaTiko dev TTANPOI Ta KPITAPIA.

12.7. AAEG OPVNTIKEG EMITITWOEIG
Aev uttdpyel d1IabEaiun TTAnpogopia.

AAAa oToIXEiT
Na atmogelyetal n eAeuBépwaon oTo TTEPIBAAAOV.

TMHMA 13: ZToixeia oxXeTIKA pe Tn 81d0eon

13.1. Mé0odol ereéepyaaiag amrofARTWY

Etmre§epyaoia amoBARTWV
Ai6Beon olpwva Pe TIG TTPOBIAYPAPES TWV APUOBIWY UTTNPECIWV.

Emegepyacia akd8apTwyv amoBANTWY CUCKEUNOIWYV KAl GUVICTWHEVO ATTOPPUTTAVTIKA
O1 ouokeuaaoieg YTToPoUV va avakukAwBouUv, uévo av gival evTeEAWS AdeIeg.

TMHMA 14: NMAnpo@opieg OXETIKA PE TN HETAPOPA

OaAdoola peragpopd (IMDG)

14.1. Ap1Bu6g OHE 1 ap1Buég No dangerous good in sense of this transport regulation.

TOUTOTNTAG:

14.2. Oikeia ovopagia amooToARg No dangerous good in sense of this transport regulation.

OHE:

14.3. Tagn/-1g KIvdUvou KaTd Th No dangerous good in sense of this transport regulation.

HETOQOPA:

14.4. Oudda cUOKEUOTIAC: No dangerous good in sense of this transport regulation.
AgpoTtropikn peragopd (ICAO-TI/IATA-DGR)

14.1. Ap18ué6g OHE 1 apiBudg No dangerous good in sense of this transport regulation.

TOUTOTNTAG:

14.2. Oikeia ovopagia amogToARg 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.

META@OPA:

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

14.5. NepiBaAAovTiKoi Kivduvol

EMIKINAYNO T'lA TO NEPIBAAAON: Oxi
14.6. E151kéC Tpo@UAGEEIC VIO TOV XPROTN
Aev uttdpyel d1abEaiun TTAnpogopia.
14.7. OaAdooiEg HETAPOPES XUBNV oUPQWVA LE TIG TTPdgelg Tou IMO
ave@ApPooTOg

TMHMA 15: Z1oix€ia VOUOBETIKOU XapaKTAPA

E@vikoi kavoviopoi

TMHMA 16: Aoitrég TAnpo@opieg
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MeTaTpoTtrég

AuTté 10 deATiO ao@aAeiag TTEPIEXEI aANaYEG aTTO TNV TTponyoUpevn ékdoon oTig evoTnTeg: 1,3,9.
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%

AMAa oTolXEia
Ta dedopéva autd aTnpifovTal OTNV GNUEPIVA OTABUN TWV YVWOEWV Jag, OV atroTeAOUVEVTOUTOIG £yyUnan yia TIG
1I010TNTEG TOU TTPOiIdVTOG 9a Kal dev atroTeAoUV Kapia oUPBacn VOUIKAG 10XU0G. O1 aTTodEKTEG TWV TTPOIOVTWV UaG
£€xouv Tnv €uBlvn va Aafaivouv uttéyn Toug TOUG IGXUOVTEG VOUOUG Kal TIG UTTAPXOUTEG DIATAEEIS.

(Ta dedopéva Twv emKivOUVWY CUATATIKWY UAIKWV TTapaAngbnkav KGas popd atnv ekAaToTE ICYUOUTA TEAEUTAI
oT1@6un Twv avrioToiwv QUAAWY OTOIXEiIWV AOPAAEIaS TWV APXIKWY TTAPAYwWYWYV.)
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