VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag

gupgwva pe Tov UN-GHS (ST/SG/AC.10/11/Rev.8)

VIIA -

Etre€epyaotnke oTig: 02.06.2022 Ap1Bu6g TTpoidvTog: 154 2eNida 1 atrd 6

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

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA SUPRINITY PC

ApiB. CAS: 65997-17-3

1.2. Tuva@eic Tpoodiopi{deveg XPAOEIC TNEC OUCIOEC N TOU UEIYUOTOG KOl OVTEVOEIKVUOUEVEG XPNOEIG

Xprion TAG ouciag/Tou peiyparTog
AvTikeipeva atréd TETPa, yOwo, TOIPEVTO, YUOAT Kal kepapikd Auxilary for manufacture of dental products

1.3. Z1oIX€ia TOU TTPoNOeuTh TOU SeATiou Sedouévwv ao@aAgiag
Etaipeia: VITA Zahnfabrik H.Rauter GmbH & Co.KG

006¢:
ToTtog:
Taxudpopikni Bupida:

TnAépwvo:

HAekTpovikr) dieubuvon:

Appodiog:

HAekTpovikr) dieubuvon:

KevTpikn 10ToogAida:

Touéag xopriynong
TTANPOPOPIWV:

1.4. Ap1Bud¢ TNAepwvou

Spitalgasse 3

D-79713 Bad Sdckingen
1338

D-79704 Bad Sdckingen
+49(0)7761-562-0
info@yvita-zahnfabrik.com
regulatory affairs
info@yvita-zahnfabrik.com
www.vita-zahnfabrik.com
Regulatory Affairs

+49-(0)761-19240

Téhe@ag: +49(0)7761-562-299

€TTEiyoucag avaykng:

EmimrAéov oToixeia
medical device

TMHMA 2: NMpoodi1opIcAg MIKIVOUVOTNTOG

2.1. Ta&ivounon TnG oudgiag N TOU PEIYUATOG

GHS 10U OHE (ST/SG/AC.10/11/Rev.8)
H ouaia autr) dev €xel TagivounBei wg emikivouvo aupewva pe ST/SG/AC.10/30/Rev.8 (GHS).

2.2. TroiXEia emMIoAPAVONG

2.3. AAAoi Kivduvol
Aev uttdpyxel d1aB€aiun TTAnpoopia.

TMHMA 3: 20v0eon/TTAnpo@opieg yia T CUCTATIKA

3.1. Ougigg

XnuIKA ovopagia TG ouadiag
AvTikeipeva atréd TETPa, yOWo, TOIPEVTO, YUOAI Kal KEPAMIKO

TMHMA 4: Métpa mpwTwyv BonBsiwv

4.1. Nepiypa@n TwV PETPWYV TTPWTWYV Bonbeiwv

Eiomrvon
E¢aogaliote kaBapo aépa.

Emaen dépparog
E€mAupa pe deBovo vepd. BydATe Ta poAuopuéva polya Kal TTAUVTE Ta TIPIV T EAVaXPNOIUOTIOINOETE.
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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. E151k0i KivBuvol TTou TTpOoKUTITOUV a1rd TNV OUdia 1 To PEiyua
Mn e0@AexTO.

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

TMHMA 6: MéTpa yia TRV QVTIMETWITION TUXAiag éKAuong

6.1. MpoowWTTIKES TTPOQUAGEEIC, TTPOOTATEUTIKOG €0TTAICHOG Kal S1adIKATiEg EKTAKTNG AVAYKNG

levikég TAnpo@opieg
ATTo@UyeTE TN dnuIoupyia okovNG. Mn avatrvéeTe TV OKOVN.
6.2. MepiIBaAAOVTIKEG TTPOQUAGEEIG
Aegv gival atrapaitnTa 101aiTEpa pETPA TTpoaTACIag TOU TTEPIBAAAOVTOG. KaAGG KaBapiopdg Twv BpouikKwy
QVTIKEINEVWV Kal TwV daTTEdWV aUP@wva PE TIG TTEPIBAAAOVTOAOYIKEG BIaTAEEIS.

6.3. MéBodo1 Kal UAIKA yia TTEPIoPIoUS Kal KaBapioud

AAAeg TANnpoPopicg
SKoUuTTiOTE puNXaVIKE. XEIPIOPOG TOU CUGOWPEUPEVOU TTPOIOVTOG OUNGWVA PE TO KEPAAQIO SIGBECNG ATTOPPIMPATWVY.

6.4. Mapatroutrn o€ GAAA TUAPATA
Ac@aAng xprion: BAETTe TuAUa 7
ATouIkr TTpooTacia: BAETTE TUAMO 8
AidBeon: BAETTE TUAKO 13

TMHMA 7: Xeipiopo6g Kal atrofnkeuon

7.1. NMNpo@uAdéeig yia ao@aln XEIPIOUO

Ymodeieig yia ao@aAn XEIPIOpo6
Aev gival atrapaitnTa 1I81aitTepa TTPOANTITIKA PETPA.

0dnyisg yia TNV TPOOTACIA O TTUPKAYIEG KOl EKPASEIS
Aegv gival atrapaitnTa 1810iTEPA TTPOCTAGIAC ATTO TTUPKAYIA.

YUOTAOEIG VIO TN YEVIKN ETTAYYEAMATIKN UYIEIVA
ByaATe Ta yoAuopuéva pouxa. MAUveTE Ta xépia TTpiv T SIGAEIPPATA Kal KATA TO TEAOG TNG EPYATIAg e TO TTPOIOV.
Mnv TpwTe 1| TTiveTE GTAV TO XPNOIUOTTOIEITE.

7.2. YuvBnkeg aoc@alolg @uAagng, cuptrepiAapfavouévwy Tuxov acuuBiBaoTwy KATAGTAOEWV

ATTaITAOEIG YIa XWPOoUg atrobnkeuong Kai Soxeia
To doxeio va diatnpeital EpUNTIKG KAEIOPEVO.
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0dnyigg yia TNV a1rofRKEUON G& KOIVOXPNOTOUG XWPOUG
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

TMHMA 8: 'EAeyx0g TnG ékBeaNG/aTOMIKA TTPOCTACIA

8.1. MNapdueTpol eAéyxou

8.2. 'EAeyyol ékBsong

KatdAAnAol pnxavikoi éAgyxol

Auté TO TTPOIOV BeV TIPETTEI VA TTEEEPYALETAI UE AVETTAPKY| ECAEPIOUO.
MéTpa aTOMIKAG TTPOCTACING, OTTWG OTOMIKOG TIPOCTATEUTIKOG £SOTTAICHOG

MpooTacia Twv PaTIWV/TOU TTPOCWITTOU
Na @opdTe TTpOCTACIA HATIWV/TTPOCWTTOU.

MpooTacia Twv xepiwv

Katd tnv epyacia pe XNUIKEG OUTIEG ETTITPETTETE HOVO N XPON TTPOCTATEUTIKWY YOAVTIWV TA OTTOIa PEPOUV TO
XapakTnpioud CE kai Tov TETpayni@Io Kwdiko. ETTIAEETE TTPOCEKTIKA TA XNMIKA TTPOCTATEUTIKA YAVTIO GUPQWVA PE
TN GUYKEVTPWOT Kal TNV TTOGOTNTA TWYV ETTIKIVOUVWY OUCIWV KAl CUPGWVA PE TO XWPO XPAONG TOUG. ZuvioTatal va
EVNUEPWOEITE OTTO TWV KATACKEUAQOTH] YIA TNV AVOEKTIKOTNTA TWV TTPOAVAPEPOPEVWY TIPOCTATEUTIKWV YAVTIWYV

€10IKNG XPATEWG.
MpooTtacia Tou dépparog

Na @opdTte KaTAAANAN TTPOCTATEUTIKA EVOUUOTIa.

AvaTTvEUOTIKN TTpOCTACIA

MpoPAEWTE TOV KOAS agpIoud Kal atroppd@Pnon onueiou o€ KPITIKA onueia. Autd To TTPoIdV Oev TTPETTEI va
emeCePYAETAI UE AVETTAPKN ECAEPITUO.

TMHMA 9: ®uoikég Kal XNMIKEG 1I810TNTEG

9.1. Zroixsia yia TI BaoIKEG PUOIKES KAl XNUIKESG 1I810TNTES

duaikn KaTdoTaon:
Xpwua:
Oopn:

oTEPEDG
dlapaveg
doouo

MAnpogopieg yia Tig HeETABOAEG TNG PUOIKAG KATACTAONG

Znueio TAewg/onueio TMAgEWG:

2nueio C€0ewg 1 apXIKO onueio (€0ewg Kal

TTEPIOXH CE0EWG:
>nueio avapAegng:
Eu@AekTéTnTO
oTEPEDG/UYPO:
agpia:
Katwtepo 6pio €kpnéng:
AvwTepo 6pIo €KPNENG:
Oepuokpaoio autava@Aegng
aTeped:
agpia:
O¢epuokpaacia amoolvBeong:
Tiun pH:
YdarodiahutéTnTa:

AlaAuTéTnTa 0 dAAOUG Si1aAUTEG
Oev €xel TpoadiopIoBei

Oev €xel TTPoadIopIabei
?

dev €xel TTPoadIopIaOEei
QAVEQPAPHOOTOG

O¢ev £xel TTPpocdlopIoOEi
Oev €xel TTPoodIopIobEi

Oev £xel TTPpoadlopIoOEi
QAVEQPAPHOOTOG

Oev €xel TTPoadIopIabEi
dev €xel TTPoadIopIabEi
Oxi
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SuVvTEAEOTAG KATAVOUNG O€ Oev £xel TTPoodIoPIoOE]
N-oKTavoAn/vepo:

Mieon atpwv: <=1100 hPa

(oe 50 °C)

MukvoTnTa: 2,62000 g/cm?
2XETIKI TTUKVOTNTA ATHWV: Oev £xel TTPoadlopIcOei

9.2. AAeg TAnpoO@opiEg

MAnpo@opieg OXETIKA PE TIG KAATEIG PUOIKOU KIVEUVoU
OLeIdWTIKEG 1010TNTEG
Mn o&e1IdwTIKS.

AAAQ XOpOKTNPIOTIKA ao@aAgiag
=npd uTTOAEIUUa: 0,0 %
TaxuTnta €€ATUIONG: dev €xel TTPoadIopIabEi

TMHMA 10: Z1aBepoTnTa KAl AVTISPACTIKOTNTA

10.1. AvTISpaoTIKOTNTA

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

avTIdPAoEIS .
10.2. Xnuikn oTaBepdTnTa

To TTpoidyv eival oTaBepd, dTav aTToBNKEUETAI O KAVOVIKEG OUVONKES TTEPIBAAAOVTOG.

10.3. MBavoTnTa EMIKIVOUVWY avTIOpAdoEwY

Aev gival yvwaoTh Kayia emmikivouvn avTidpaon.

10.4. ZUVOKEC TTPOC ATTOPUYHV
Kapia

10.5. Mn ouuBaTtd UAIKA
Agev uttdpyxel d1aB€aiun TTAnpoopia.

10.6. Emikiviuva mpoidvra ammoouvleong
Aev gival yvwoTd IKivOuva TTpoiodvTa d1doTTaong.

TMHMA 11: To§ikoAoyikég TTANpO@oOpPiEg

11.1. MAnpo@opieg yia Tig TagEIS KIVEUVOU, dTTwg opifovral oTov kavovioud (EK) api6. 1272/2008

Ogua TogIKOTNTA

Bdoel Twv d1a8éaipwy dedopévwy, Ta KPITRpIa Tagivopunong dev TTAnpouvTal.
EpeBioTikA kai SiafpwTikA dpdon

Bdoel Twv 01a0éoi1pwy dedouévwy, Ta KpITAPIa Tagivéunang dev TTAnpouvTal.
EvaioOnrotrointiki dpdon

Bdoel Twv diaBéaipwy dedopévwy, Ta KpITApIa Tagivopunang dev TTAnpouvTal.
Kapkivoyévog, petaAAagioyévog, ToSIKi yia TNV avatrapaywyn dpdon

Bdoel Twv diaBéaipwy dedopévwy, Ta KPITApIa Tagivopunang dev TTAnpouvTal.
Ei13ikA To§Ik6TNTa OTOa 6pyava-oToxoug (STOT) - epdmrag ékBeon

Bdoel Twv d1aBéaipwy dedopévwy, Ta KpITApIa Tagivounong dev TAnpouvTal.
E131kf) To§iIkéTnTa OTA 6pYyava-oToxoug (STOT) - eravelAnuuévn ékBeon

Bdoel Twv diaBéaipwy dedopévwy, Ta KPITrpIa Tagivopunang dev TTANpouvTal.
TOSIKOTNTA AvapPPOPNONg

Bdoel Twv d1a0éoipwy dedopévwy, Ta KpITAPIa Tagivéunang dev TTAnpouvTal.
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AAAa oTOoIXEIO ETTI EAEYXWV
To UAIKO €xel KaTaTagn pn €TmiKivOuvou UAIKoU KaTtd Tov kavoviopo (EK) api. 1272/2008 [CLP].

TMHMA 12: OikoAoyikéG TTAnpo@opieg

12.1. To&ikéTNTCA

To 1rpoidv dev gival: OIKOTOEIKO.
12.2. AvOekTIKOTNTA KOI IKAVOTNTA aTTodounong

TO TTPOIGV dEV BOKIUAOTNKE.
12.3. AuvartéTtnTa BIOCUCOWPEUONG
TO TTPOIOV Oev OOKIUAOTNKE.

12.4. KivnTikdTnTa 010 £50p0G
TO TTPOIOV &€V OOKIUAOTNKE.

12.6. 1616TnTEC EVOOKPIVIKAG S1aTapaxAg

AuTA n oucia dev £xel 1816TNTEG EVOOKPIVIKOU BIATAPAKTN YIA U OTOXEUOUEVOUG OpYavIGHOUG.
12.7. AA\eG SUOEVEIG EMMITWOEIS

Aev uttdpyxel d1aB£aiun TTAnpoopia.

AAAa oToIXEiT
Na atropetyeTtal n eAeuBépwan aTto TTEPIBAAAOV.

TMHMA 13: ZToixeia oOXETIKA ME TN B1d0g0N

13.1. Mé60&o1 Siaxeipiong arofARTWYV

Emre§epyaoia amoBARTWV
Ai6Beon olpwva Pe TIG TTPOdIAYPAPES TWV APUOdIWY UTTNPECIWV.

Emefepyacia akd@apTwyv amoBAATWY CUCKEUOOIWV KOl CUVICTWHEVA ATTOPPUTTAVTIKA
O1 guokeuaaieg pTTopoUV va avakukAwBouv, uévo av ival evieAwg GdEIEGS.

TMHMA 14: NMAnpo@opieg OXETIKA PE TN HETAPOPT

OaAdooia petagopd (IMDG)

14.1. Ap18u6g OHE 1 apiBuég No dangerous good in sense of this transport regulation.

TOUTOTNTAG:

14.2. OiKeio ovopooia atrooToAAC No dangerous good in sense of this transport regulation.

OHE:

14.3. Ta&n/-e1c KIvdUvou KaTd Tn No dangerous good in sense of this transport regulation.

HETOQOPA:

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

14.1. Ap18udg OHE 1 apiBuég No dangerous good in sense of this transport regulation.

TOUTOTNTAG:

14.2. Oikeia ovopagoio arooToARC No dangerous good in sense of this transport regulation.

OHE:

14.3. Ta&n/-e1c KIvSUVOU KATA TN No dangerous good in sense of this transport regulation.

HETAQ@OPA:

14.4. Opdda ocuokevaoiag: No dangerous good in sense of this transport regulation.

14.5. NepiBaAAovTiKoi Kivduvol

EMIKINAYNO T'A TO MNMEPIBAAAON: Oxi

14.6. E1S1kéC Tpo@UAGEEIG yia TOV XPAOTN
Aev uttdpyxel S1aBEaiun TTAnpoopia.
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14.7. OQaAdooIEg HETAPOPEG XUBNV ocUUPWVa PE TIG TTPAgelig Tou IMO
ave@ApPooTOg

TMHMA 15: ZT1o1X€i0 VOMOOETIKOU XOPAKTHPA

E@vikoi kavoviopoi

TMHMA 16: AAAeg TTAnpo@oOpieg

MeTaTpoTrég
AuTO 1O deATIO ao@aAciag TTEPIEXEI AANAYEG ATTO TNV TTPONyouUpEevn €kBOON OTIG EVOTNTEG: 1.
ZUVTOMOYPAQIa 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
Ta dedopéva autd oTnpifovTal oTnNV CNUEPIVA OTABUN TWV YVWOEWV Pag, dev ammoteAoUvevToUToIg £yyUnaon yia Tig
1010TNTEG TOU TTPOIGVTOG 9a Kal dev atroTeAoUV Kapia oUpBacn VOuIKAG 10XU0G. O1 aTTodEKTEG TWV TTPOIOVTWV JOG
£€xouv TNV guBUuvn va Aaaivouv utréyn Toug Toug IoXUOVTEG VOUOUG Kal TIG UTTAPXOUTEG DIATAEEIS.
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