VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag
oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

VITACOLL
Emre€epyaotnke oTig: 10.07.2023 Ap1Bu6g TTpoidvTog: 040 2eAida 1 atrd 11

TMHMA 1: MNpoocdiopiopog ouaiag/peiyMaTog Kal ETaIPEiag/emixeipnong

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITACOLL

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:

EmimrAéov oToixeia
medical device

TMHMA 2: NMpoodi1opIcAG EMIKIVOUVOTNTOG

2.1. Ta&ivounon TnG ougiag N TOU PEIYLATOG

Kavoviouég (EK) apif. 1272/2008
Flam. Liq. 2; H225
Skin Irrit. 2; H315
Eye Irrit. 2; H319
Skin Sens. 1; H317
STOT SE 3; H335
STOT SE 3; H336

Keipevo Twv @pdacewv H: BAéTTe TMHMA 16.
2.2. Zro1xeia eTIKETAG

Kavoviouog (EK) ap16. 1272/2008

ZuoTaTIKA TTOU KaBopifouv Tov Kiviuvo yia KaTtayp®n
HEBAKPUAIKOG peBuAeoTépag
BouTtavévn; peBuAaiBuAoKeTOVN

MpogiSotroinTikA Kivduvog
AESN:
Eikovoypdupara:

AnAwozeig emKIVEUVOTNTOG

H225 Yypo Kal aTuoi TTOAU eU@AEKTO.
H315 MpokaAei epeBIoUG TOU BEPUATOG.
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H317 MTropei va TTpokaAéael aAAEPYIKT) BEPUATIKA avTidpaaon.

H319 MpokaAei coBapd o@BaApIKS epeBIuO.

H335 Mrropei va TTpokaAéael epeBITUS TNG AVATIVEUTTIKNG 000U.

H336 Mrropei va TrpokaAéael uttvnAia i CaAn.

AnAwoeig TpopUAagng

P210 Makpid a1ré BepuOTNTA, BEPUES ETTIQPAVEIEG, OTTIVONPES, YUUVI QASYQ Kal AAANEG TTNYEG
avagAegng. Mnv kaTrvileTe.

P261 ATro@eUyeTE VO avaTivéETE OKOVN/avaBUUIATEIG/aéPIa/TUYKEVTPWOEIG
oTayoVISIWV/ATUOUG/EKVEQWATA.

P280 Na @opdTe TTPOCTATEUTIKA YAVTIQ/TTPOCTOTEUTIKA evOUUATA/UECA ATOMIKAG TTPOCTACIAG VIO
Ta PATIO/TO TTPOCWTTO/TA QUTIA.

P403+P235 AtroBnkeUeTal o€ KaAG agpIfOuevo Xwpo. AlaTnpeital dpoaepd.

P405 duAdooeTal KAeIdwPévo.

2.3. AAAol Kivduvol

Aev uttdpyxel S1aB£aiun TTAnpoopia.

TMHMA 3: Z0v0eon/TTAnpo@opieg yia T CUCTATIKA

3.2. Meiyuyara

Emikivduva cuoTaTtikd UAIKA

Api6. CAS Ovouagia Bdpog
Apif. EK [Api8. Eupetnpiou [Api6. REACH
Tagivounon (Kavoviopog (EK) apiB. 1272/2008)

78-93-3 Boutavoévn; peBuAaiBuAOKETOVN 45 -<50 %
201-159-0 |606-002-00—3 |01 -2119457290-43
Flam. Lig. 2, Eye Irrit. 2, STOT SE 3; H225 H319 H336 EUH066

80-62-6 HEBAKPUAIKOG peBuAeaTEPOG 45-<50 %
201-297-1 |607-035-00—6 |01 -2119452498-28
Flam. Lig. 2, Skin Irrit. 2, Skin Sens. 1, STOT SE 3; H225 H315 H317 H335

Keipevo Twv @pdoewv H kal EUH: BAére TMHMA 16.

Ei1dikd 6pia ouykévipwaong, ouvteAeoTég M Kai ekTipAoElg oggiag TogikdTnTag (ATE)

ApiB.CAS  |Api8. EK [ovopaoia Bépog|
Eidika 6pia ouykévrpwang, ouvteAeaTég M kai ekTiynoelg ofgiag TogikotnTag (ATE)

78-93-3 201-159-0 |Boumvc’>vn; peEBUAQIBUAOKETOVN 45 - <50 %
depuaTik: LD50 = 5000 mg/kg

80-62-6 201-297-1 |peeaKpuAlKég JeBUAETTEPAG 45 - < 50 %
depparikr): LD50 = > 5000 mg/kg

TMHMA 4: Métpa mpwTwyV BonBsiwv

4.1. Nepiypa@n HETPWYV TTPWTWYV Bonbsiwv

Eiomrvon

E¢aopaliote kKaBapod aépa. Ze TTEPITITWON AP@IBOAIOG 1 €AV EUPAVICTOUV CUNTITWHATA avadnTeioTE I0TPIKA

BonBeia.

Etraepn dépparog

Y& EPITTTWON ETTAQPNG PE TO dEPUA, TTAUBEITE AuETWGS pE APBovo vepd Kal aatrouvi. BydAte apéowg OAa Ta
HoAuapéva poUya Kal TTAUVTE Ta TTPIV Ta {avayPnOIJOTTOINCETE. ATTapaiTnTn N IATPIKA AVTIHETWTTION. Z€

TEPITITWON ETTAPAG PE TO OEPUA, TTAUBEITE AUETWG PE APOOVO vEPS Kal GATTOUVI.
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Etraegn ota pdatia
>€ EPITTTWON ETTAPNG ME TA PATIO EETTAEVETE TA PATIO AVOIKTE PE APOOVO VEPD Kal ETTIOKEPTEITE Evav
o@BaApiaTpo.
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
Aiogeidio Tou dvBpaka (CO2), Appdg, NMupooBeaTiKr okbvn.
AxkaTtdAAnAa TTUpooBeCTIKA pECT
Nepo.
5.2. E181k0i Kiviuvol TToU TTpOKUTITOUV aT1rd TV ougia 1} To Peiypa
MoAU eb@AekTo. O1 avaBupIATEIG, aToi, HTTOPOUV va dNUIOUPYATOUV £va EKPNKTIKG Uiypa o€ €KBeoT) Toug aToV
agpa.

5.3. ZuoTdOEIS YIO TOUG TTUPOTBECTEG
Xprion ave&dpTnTNG EIGTIVEUCTIKAG TTPOCTACIAG KAl TIPOOTOTEUTIKAG EVOUUOTIOG aVOEKTIKN O€ XNUIKEG OUTIEG.
OAOGCWHN TTPOCTATEUTIKA OTOAR.

ZUTTANPWHATIKEG UTTOBEISEIG
MNa TNV TPooTaCia TOU TIPOCWTTIKOU KAl YIa TNV YUEn Twv S0oXEiwV aTnV TTEPIOXA KIVOUVOU XPNCIUOTIOIEIoTE GTTPEU
veEPOU. Xpron EKVEPWTH YIa TOV EAEYXO TwV AEPiIWV/avabuuIdoewVv/ekveQUUATWY. PUAGETE EEXWPIOTA TO HOAUCHEVO
TTUPOGRECTIKO vePS. Mnv TOo aProeTe va €I0EABEI OTA AvOIXTA USATA KAl GTO OTTOXETEUTIKO.

TMHMA 6: MéTpa o€ epiTrTwWon akouoiag EKAuong

6.1. MpoowWTTIKES TTPOQUAGEEIC, TTPOOTATEUTIKOG EE0TTAITHOG Kal S1a8IKATiEg EKTAKTNG AVAYKNG

[evikég TAnpogopieg
ATTOpaKPUVETE OAEG TIG TINYEG AvAPAEENG. Tripnon £TTapKoUg agpiopol. Mnv avaTTveéeTe
aépia/avabupidasig/aTyoug/ekve@wparta. ATTOQUYETE TNV ETTAPN PE TO dEPUA, TA PATIA Kal TNV evOUpagia.
XPNOIYOTTOINOTE TIPOCWTTIKI) TIPOOTATEUTIKNA EvOUMATia.

6.2. MNepiBaAAovTIKEG TIPOQUAGEEIS
Mnv agrivete To TTPOidV va €IoBAAAel aTo TrEpIBAAAOV Xwpig €Aeyxo. Kivduvog ékpnéng.

6.3. MéBodo1 Kal UAIKA yia TTEPIOoPIoUS Kal KaBapioud

AAAeg TTANpoOPOpiEg
Maléwte pe ouvdeTIKO PO yia vepd (AUPOG, BIATONITNG, GUVOETIKO PECO Yia 0&Ea, YEVIKO GUVOETIKO PECO).
XeIPIoPOG TOU CUCOWPEUPEVOU TTPOIGVTOG TUPPWVA PE TO KEQAAQIO dIGBEoNG ATTOPPINUATWY.
6.4. Mapatroutrn o€ GAAQ TUAUATA
Ac@alig xprion: BAETTE TuApa 7
Atopikr) TTpooTagia: BAETTE TUAUO 8
AiaBeon: BAETTe TUAPa 13

TMHMA 7: Xeipiopog Kal arofnkeucn

7.1. Npo@uAdéeic yia ao@aAn XEIPIOUO
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Ap1Bu6g TTpoidvTog: 040

2eANida 4 amo 11

Ymodeieig yia ao@aAn XEIPIONO
>& TEPITTITWON XEIPIOPOU O€ avoIXTO PHEPOG, XPNON EOTTAICUOU PE EVOWHATWHEVO cUOTNUA atroppopnong. Mnv
avaTtrvéETE aépIa/avaBUNIAoEIG/aTUHOUG/EKVEQUHATA.

0dnyieg yia TNV TPOOTACIA O€ TTUPKAYIEG KOl EKPASEIS
Makpid a1ré TTNYEG ava@Aegng - ATTayopeUeTal TO KATTVIOHA. AGBETE TTPOCTATEUTIKA JETPA EVAVTI
NAEKTPOOTOTIKWV €KKEVWOEWV. O1 avabupidaoeig, aTyoi, JTTopouv va dnPIoupyroouV £va EKPNKTIKO PiyHa o€
€KkBeOr) TOUG GTOV A€PQ.

ZUOTAOEIG VIO TN YEVIKN ETTOYYEAMATIKN UYIEIVI
ApaipéaTte auéowg OAa Ta evduparta TTou £Xouv JoAuvBei. Anuioupyia axediou yia Tnv TTpooTacia Tou dépuarog!
MAUOVTE TO XEPIa Kal TO TTPOOWTTIO TIPIV TO SIGAEIUpa i TO TEAOG TNG EpyaTiag, A KAVTE £va VIOUG. £TO XWPO
gpyaaciag amayopeUeTal TO ¢aynTod, TO TTOTO, TO KATIVIOUA KAl TO QTAPVIGHA.

7.2. TuvBnkeg ao@aAoug @UAaENG, cupTTEPIAAUBAVOUEVWYV TUXOV 0CUUBATOTATWY

ATTAITAOEIS YIa XWPOUGg atrodfkeuong Kail doxeia
To doxeio va diatnpeital epunTiKa KAEIopévo. Na QuAdooeTal KAEIdwPEVO. ATTOBNKEUOTE O€ PEPOG TTPOaRACIUO
povo o€ egouaiodotnuéva atopa. MpoBAEwTe TOV KAAG aEPIOUO Kal aTTopPOPNCN CNUEIOU OE KPITIKG OnpEia.
AlatnpeioTe o€ dpoaepd, KaAd e€agpifopevo xwpo. Makpid atrd BepudtnTa, Bepuég ETIQAVEIESG, OTTIVOAPEG,
YUPVEG QAOYEG KOl GAAEG TTNYEG avA@AEENG. Mnv kaTTvideTe.

0Odnyigg yia TNV a1roBAKEUON G& KOIVOXPNOTOUG XWPOUG
Mnv amroBnkeveTe padi pe: O&e1dwTiKG péoo. MNMupoPopIKES 1) AUTOBEPUAIVOUEVEG ETTIKIVOUVEG OUTIEG.

7.3. E1dIkN TeAIKA XpAoN N XPNOEIS

XpAon wg epyacTtnplokou avTidpaaoTnpiou

TMHMA 8: 'EAeyxog TnG ékBeang/aToMIKA TTpOoCTACia

8.1. MNapdueTpol eAéyxou

KatdAoyog oplakwV TIHWV eTTAYYEAUATIKAG €KBEONG

ApiB. CAS Ovopagia Tou TTapayovta ppm mg/m3| iveg/cm?® Kartnyopia MpoéAeuon
78-93-3 Boutavévn 200 600 8 wpeg

300 900 15 AetTd
80-62-6 MeBakpuAik6 pebuAio 50 - 8 wpeg

100 - 15 Aemr1d

8.2. 'EAsyxol ékBeong

KardAAnAol pnxavikoi éAeyxol
2& TEPITTTWON XEIPIOPOU O€ aVOIXTO PHEPOG, XPNOTN EOTTAIOUOU PE EVOWHATWHPEVO cUOTNUA atroppopnong. Mnv
avaTtrvéeTe aépla/avaBupIAoEIG/aTHOUG/EKVEQUATA.

MéTpa aTOMIKAG TTPOCTACING, OTTWG OTOMIKOG TIPOOTATEUTIKOG £§OTTAICUOG

MpooTacia Twv PATIWV/TOU TTPOCWITTOU
. XpnOIUOTIOIEITE CUOKEUN TTPOCTACIAG HATIWV/TTPOCWTTOU.

MpooTacia Twv Xepiwv
Katd Tnv epyacia pe XNUIKEG OUCIEG ETTITPETTETE HOVO N XPION TTPOCTATEUTIKWV YAVTIWYV TA OTTOia QEPOUV TO
xapakTnpiopd CE kai Tov TETpawni@Io Kwdiké. ETTIAEETE TTPOCEKTIKA Ta XNUIKA TTPOCTATEUTIKA YAVTIO CUPWVA PE
TN OUYKEVTPWOTN KAl TV TTOGOTATA TWV ETTIKIVOUVWY OUGCIWV Kal CUPGWVA PE TO XWPO XPAONG TOouG. ZuvioTaTal va

Ap1Bu6¢ avabBewpnaong: 4 - AvtikaBioTd Tnv €kdoaon: 3
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AgATio Aedopévwv Ao@alciag
oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

VITA Zahnfabrik H.Rauter GmbH & Co.KG

VITACOLL

Emre€epyaotnke oTig: 10.07.2023 Ap1Bu6g TTpoidvTog: 040

2eANida 5 ammo 11

EVNMUEPWOEITE OTTO TWV KATACKEUAQOTH] YIA TNV AVOEKTIKOTNTA TWV TTPOAVAPEPOPEVWY TTPOCTATEUTIKWV YAVTIWYV
€I0IKNG XPAOEWG. ZUVIOTOPEVA PHovTEAT TTpooTaTeuTIKwy yavTiwv KCL Butoject BouTuAikd kaoutoouk Xpdvog

didotracng 60 min
MpooTtacia Tou dépparog

Na @opdTte KaTAAANAN TTPOCTATEUTIKA EVOUUATIA.
AvVaTTVEUOTIKN TTPpOCTACIA

TexvnTog e€aepiouds NG Béang epyaaiag MpoBAEwTe Tov KOASG aEPICUS KAl ATTOPPOPNON ONUEIOU OE KPITIKA

onueia.

TMHMA 9: ®uoikég Kal XNMIKEG 1816TNTEG

9.1. Zroixsia yia TI BaoIKEG PUOIKES KAl XNUIKES IB10TNTES

duaikn KaTdaTaon: Yypd
Xpwpa: axpwhog
Oopn: XOPOKTNPIOTIKOG

Znueio T&ewg/onueio TTAEEWG:

2nueio C€0ewg 1 apXIKO onueio (€0ewg Kal
TTEPIOXH CE0EWG:

EugpAekToTnTa:

Katwtepo 6pio €kpnéng:
AvwTepo 6pIo €KpNENG:
nueio avagAegng:
O¢eppokpacia autavagAegng:
O¢puokpaaia amoouvbeong:
Tiun pH:
YdarodiaAutéTnTa:
AloAutoTnTa 0 dANoug SlaAUTEG
O¢ev £xel TpoodiopIoBEi
ZUVTEAEOTAG KATAVOUNRG O€
N-oKTavoAn/vepo:
Mieon atpwv:
(og 50 °C)
MukvoTtnTa:
SXETIKA TTUKVOTNTA OTHWV:
9.2. Noirég TAnpo@opitsg

MAnpo@opieg OXeTIKA PE TIG KAATEIG PUOIKOU KIVEUVOU
EKPNKTIKEG 1810TNTEG

To TTpoidv dev eival: Kiviuvog ekpAgewg.
O¢puokpaaia autavageAegng

oTEPEQ:

agpia:
OLeIdWTIKEG 1010TNTEG

Mn o&eIdWTIKG.

AAAa XOPAKTNPIOTIKA ao@aAgiag
TayutnTa €€ATUIONG:
=Npo UTTOAEIppa:

Oev £xel TTpoadlopIodEi
79 °C

ave@ApPooTog
ave@ApPooTog

1,8 6ykog %

12,5 6ykog %

<12°C

430 °C

dev €xel TTPoadIopIoOEi
dev €xel TTPoadIopIabEi
Oxi

O¢ev £xel TTPocdlopIoOEi

<=1100 hPa

0,87200 g/cm?
O¢ev £xel TTPocdlopIoOEi

AVEQPAPHOOTOG
AVEQPAPHOOTOG

dev €xel TTPoadIopIabei
0,0 %

TMHMA 10: Z1a0gpdTNTA KaI AVTISPACTIKOTNTA
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10.1. AvTIdpaoTIKOTNTA
IMoAU e0@AeKTO.

10.2. XnuikA oTaBepdTnTa

To TTpoidv tival oTabepd, éTav amobnkeUETAl O€ KAVOVIKEG OUVORKEG TTEPIBAAAOVTOG.

10.3. MBavoTnTA EMIKIVOUVWY aVTIOPATEWY

Aev gival yvwoTr Kapia emikivduvn avtidpaon.
10.4. ZuvBNAKeG TTPOG ATTOQUYH
KpatioTe pakpid atré nyEg avagAegns Kal TTupokTwuéveg eoTieg. O avaBupidoelg, atpoi, yropouv va
ONMIOUPYNOOUV Eva EKPNKTIKO Hiyua O€ €KOECT) TOUG GTOV OEPQl.
10.5. Mn cupuBard uAikd
Aev uttdpyxel S1aB£aiun TTAnpoopia.

10.6. Emikivduva mpoiévra amroouvleong
Agv gival yvwaoTd mmIKivOuva TTpoidvTa d1aoTTaong.

TMHMA 11: To§ikoAoyikég TTAnpO@OpiEg

11.1. MAnpo@opieg yia Tig TaeIg KIVEUvVou, 6TTwg opifovral oTov kavoviagud (EK) apif. 1272/2008
Ogua TogIkOTNTA
Bdoel Twv d1a0éoi1pwy dedouévwy, Ta KpITAPIa Tagivéunang dev TTAnpouvTal.

ETAmix utroAoyiopévog

ATE (a6 Tou otépatog) > 2000 mg/kg; ATE (814 Tou &éppaTtog) > 2000 mg/kg; ATE (d1& TnG €10TTVONRG aTUOG)
20 mg/l; ATE (814 Tng e10mTvoRG okbévn/oTayovidia) > 5 mg/l

>

ApiB. CAS Ovopaocia
0066 ékBeong |Aéon |Ei60g |I'Ir]yr’] |Mé9060g
78-93-3 Boutavovn; peBuAaiBUAOKETOVN
301G Tou dépPaTog LD50 5000
mg/kg
80-62-6 UEBOKPUAIKOG peBUAEDTEPOG
OI& Tou dEPUATOG LD50 > 5000
mg/kg

EpeBioTikn ka1 SiaBpwTikA dpdon
MpokaAei epeBiopd TOU BEPUATOG.
MpokaAei coBapd o@BAAUIKS epeBICHO.
EvaioOnrotrointikn dpdon
Mmropei va TrpokaAéael alepyikn depUATIKN avTidpaon. (MEBAKPUAIKOG uEBUAETTEPQG)
Kapkivoyoévog, petaAAagioyovog, Todikn yio Tnv avarrapaywyr dpdon
Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITrPIa Tagivopunang dev TTANpoUvTal.
E131kf To§ikéTnTa OTA 6pYyava-oToxoug (STOT) - epdtras ékBeon
MTropei va TrpokaAéael epeBIod TNG avaTTveuoTIKAG 0d0U. (UEBAKPUAIKOG HEBUAETTEPAG)
Mrropei va TrpokaAéael utrvnAia i {aAn. (Boutavovn; peBuAaiBUAOKETOVN)
E131kf) To§iIkéTnTa OTA 6pYyava-oToxoug (STOT) - erravelAnpuévn ékBeon
Bdoel Twv d1a8éaipwy dedopévwy, Ta KPITRpIa Tagivopunaong dev TTAnpouvTal.
TOSIKOTNTA AVAPPOPNONG
Bdoel Twv diaBéaipwy dedopévwy, Ta KPITPIa Tagivopunang dev TTAnpouvTal.
AAAa oTOoIXEIO ETTI EAEYXWV
AuTé 10 Peiypa Bewpeital emmikivOuvo cUp@wva e Tov kavoviaud (EK) apiB. 1272/2008 [CLP].
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TMHMA 12: OikoAoyikég TTANpo@opieg

12.1. To&ikéTNTA

To mpoidv dev givai: OIKOTOEIKO.
12.2. AVOEKTIKOTNTA KOI IKAVOTNTA ATTOSONoNg

TO TTPOIOV &gV SOKIUAOTNKE.

12.3. Auvatétnrta BIocUooWPEUCNS

TO TTPOIOV dEV BOKIUACTNKE.
12.4. KivnTikéTnTa 010 £80p0¢
TO TTPOIGV dEV BOKIUACTNKE.

12.5. AroteAéouarta TnG afioAdynong ABT kai aAaB

O1 ouaieg aTo piypa dev TAnpouv Ta kpithpia ABT/aAaB Bdoel REACH, Mapdptnua Xlll.
TO TTPOIOV Oev OOKIUAOTNKE.
12.6. 1816TnTEC VO OKPIVIKAG S1aTaApaxXAg
AuUTO TO TTPOIGV dev TTEPIEXEI KATTOIO ouaia e 1I810TNTEG EVOOKPIVIKOU SIATAPAKTN YIA N OTOXEUOUEVOUG
opyaviopoUg KaBwg Kavéva auaTaTiko dev TTANPOI Ta KPITAPIA.
12.7. AAAEG OPVNTIKEG EMITITWOEIG
Aev uttdpyxel S1aB£aiun TTAnpoopia.

AAAa oToIXEiIT
Na atmogelyetal n eAeuBépwon oTo TTEPIBAAAOV.

TMHMA 13: ZToixeia oxXeTikd pe Tn 81d0eon

13.1. Mé00odol ereéepyaaiag amrofARTWY

Emegepyacia amoBARTWY
Mpo@uAd&Te aTTO TNV EI0PON OTO ATTOXETEUTIKO oUGTNUA 1 0TO UYPO TTEPIBGAAOV. AidBeon olpwva PE TIG
TTPOBIAYPAPEG TWV APUOSIWY UTTNPECIWV.

Emre§epyacia aka0apTwyv amroBARNTWY CUCKEUACIWY KOl CUVICTWHEVA OTTOPPUTTAVTIKA
XEIPIOTEITE TIG JOAUOUEVEG OUOKEUATIEG OTTWG TO TTPOIOV.

TMHMA 14: NMAnpo@opieg OXETIKA PE TN HETAPOPT

Meragopd dia Enpdg (ADR/RID)

14.1. Ap18uég OHE 1 apiBudg UN 1993
TOUTOTNTAG:

14.2. Oikeia ovopagia amoogToARg FLAMMABLE LIQUID, N.O.S. (peBakpulikdg peBuieotépagBoutavovn;
OHE: HEBUAQIBUAOKETOVN)
14.3. Ta&n/-£1¢ KIVSUVOU KATA TN 3

META@OPA:

14.4. Oudda cuoksvaoiag: Il

ETikéTeG: 3

Kwdikog Tagivounong: F1

Eidkég Odnyieg: 274 601 640D
Mepiopiopévn TroodéTnTa (LQ): 1L

EkAuBeioa ToodTnTa: E2

MeTagopikA katnyopia: 2

Ap1Budg kivduvou: 33
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VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag
oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

VITACOLL
Emre€epyaotnke oTig: 10.07.2023 Ap1Bu6g TTpoidvTog: 040 2eAida 8 atrd 11
Kwdikag 1repiopiouou orpayyag: D/E
MeTagpopd pe rotapéAoia (ADN)
14.1. Ap18u6¢g OHE 1 apiBudg UN 1993
TOUTOTNTAG:
14.2. Oikeia ovopagia ammooToARg FLAMMABLE LIQUID, N.O.S. (ueBakpuAikog peBuleoTépag; Boutavovn;
OHE: pEBUAQIBUAOKETOVN)
14.3. Ta&n/-e1¢ KIVEUVOU KOTA TN 3
META@OPA:
14.4. Ouada cuokevagoiag: Il
ETikéTeG: 3
Kwdikog Tagivounong: F1
Eidkég Odnyieg: 274 601 640D
MNeplopiopévn ToodTnTa (LQ): 1L
EkAuBcica TroooTnTa: E2
OaAdooia petagopd (IMDG)
14.1. Ap1Bu6g OHE 1 apiBuég UN 1993
TOUTOTNTAG:
14.2. Oikeia ovopagia arooToAng FLAMMABLE LIQUID, N.O.S. (peBakpuAikdg peBuAeaTépag; Boutavovn;
OHE: pEBUAQIBUAOKETOVN)
14.3. Ta&n/-e1g KIVEUVOU KATA TN 3
HETAQOPA:
14.4. Opdda guokevagiag: Il
ETikéTeg: 3
Eidkég Odnyieg: 274
Mepiopiopévn moadtnTta (LQ): 1L
ExAuBgica mogotnTa: E2
EmS: F-E, S-E
AgpoTtropikn peragopd (ICAO-TI/IATA-DGR)
14.1. Ap18uég OHE 1 apiBudg UN 1993
TOUTOTNTAG:
14.2. Oikeia ovopagia amogToARg FLAMMABLE LIQUID, N.O.S. (pneBakpuAikdg peBuAeaTépag; Boutavovn);
OHE: pEBUAQIBUAOKETOVN)
14.3. Ta&n/-e1¢ KIVSUVOU KOTA TN 3
METAQ@OPA:
14.4. Oudda cuoksuaoiag: Il
ETikéTeg: 3
Eidkég Odnyieg: A3
Mepiopiopévn TToodéTNTA (LQ) 1L
(emBaTiké agpOTTAGVO):
Passenger LQ: Y341
ExkAuBcica TToo0TNTAO!: E2
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VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag
oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

VITACOLL
Emre€epyaotnke oTig: 10.07.2023 Ap1Bu6g TTpoidvTog: 040 2eAida 9 atrd 11
IATA-Odnyia cuokeuaoiag (EmRATIKG agpoTTAGVO): 353
IATA-AvwTaTn ToooTNT (EMPBATIKO AgPOTTAGVO): 5L
IATA-OBnyia cuokeuaoiag (QopTnyd agpoTrAGvo): 364
IATA-AvWwTATn TTOGOTNTA (QOPTNYO AEPOTTAGVO): 60 L

14.5. NepiBaAAovTiKoi Kivduvol

EMIKINAYNO T'IA TO MNMEPIBAAAON: Oxi
14.6. E131kég Tpo@UAGEEIg yia TOV XpAOTH
Mpoooxn: Eu@AekTa UypPd.
14.7. OQaAdooieg HETAPOPES XUBNV oUPQWVA UE TIG TTPdgelg Tou IMO
ave@ApPooTOg

TMHMA 15: ZT1o1x€i0 VOMOOETIKOU XOPAKTHPA

15.1. Kavoviouoi/vouoBsgia oXeTIKA PUE TNV 0CQAAEIQ, TNV UYEia Kal TO TTEPIBAAAOV yIa TNV OUCia | TO PEiyHO

ZTolIXEia OXETIKA PE TIG KAVOVIOTIKEG dilatdageig EE
Mepiopiopoi epappoyng (REACH, rapdptnua XVII):

Karaxwpnon 3, Kataxwpnon 40, Kataxwpnon 75
MAnpogopieg Tng EE odnyiag P5c EYOAEKTA YTPA
2012/18/EE (SEVESO lIl):

E@vikoi kavoviopoi

Mepiopiopdg amraoxoAnong: MpooégTe TOUG TTEPIOPIOUOUG EPYATiag CUUPWVA UE TO VOUOTXEDIO VIO
TpooTacia epyaciog avnAikwyv (94/33/EK).

Kartnyopia kivdUvou yia 1o vepd (D): 1 - eNdyioTa BAaBepd yia To vepd

Atroppéenon péow Tou Anpioupyei avtidpdoeig utrepeuaiodnaiag aAAepyIKAG HOPPRG.

oépuatog/EvaiobnroTroinon:
15.2. ACioAdynon XNUIKAG ao@AAEgIag
Aev €xel OievepynBei aloAdynan XNUIKAG aoPAAEING YA TIG OUCIEG O€ AUTO TO Yiypa.

TMHMA 16: Aoitrég TAnpo@opieg

MeTaTpoTrég
AuTté 10 deATIO ao@AaAeiag TTEPIEXEI GANAYEG ATTO TNV TTpoNyoUuEVn €KSOON OTIG EVOTNTEG: 1.
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AgATio Aedopévwv Ao@alciag
oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

VITACOLL
Emre€epyaotnke oTig: 10.07.2023 Ap1Bu6g TTpoidvTog: 040 >ehida 10 atré 11

ZUVTOHOYPOA@ia 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%
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
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
SVHC: Substance of Very High Concern
MNa cuvTopoypagieg kal akpwvupia, BAETTE Trivaka aTn oeAida http://abbrev.esdscom.eu
Flam. Lig: EU@AekTO UYPO
Skin Irrit: EpeBiop6g Tou dépuaTtog
Eye Irrit: EpeBiopdg Twv o@BaAuwyv
Skin Sens: EuaioBnroTroinon Tou déppartog
STOT SE: EidIkr) TOgIKOTNTA OTO OPYAVA-OTOXOUG - Wi QATTaE £KBE0N
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VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag
oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

VITACOLL
Emre€epyaotnke oTig: 10.07.2023 Ap1Bu6g TTpoidvTog: 040 >ehida 11 atré 11

Katdragn Twv peiypdrwy Kai Xpnoigotroinuévn péBodo BaduoAdynong ocup@wva e Tov Kavoviouo (EK)
ap18. 1272/2008 [CLP]

Tagivounon Aiadikagia Tagivounong

Flam. Liq. 2; H225 Me Baon Ta aTTOTEAEOUATA TOU TEQT

Skin Irrit. 2; H315 MéBodog utrohoyiguoU

Eye Irrit. 2; H319 MéBodog utroAoyiguou

Skin Sens. 1; H317 MéBodog utrohoyiguou

STOT SE 3; H335 MéBodog utroAoyiguou

STOT SE 3; H336 MéBodog uttoAoyiouou

Keipevo Twv @ppdoewv H kai EUH (Ap1Bu6g kai TTARPES KEIPEVO)

H225 Yypo kail atpoi TTOAU eU@AEKTa.
H315 MpokaAei epeBIoG TOU BEPUATOG.
H317 MTropei va TTpokaAéael aAAEPYIKT) BEPUATIKA avTidpaaon.
H319 MpokaAei coBapd o@BaApIKS epeBICO.
H335 Mrropei va TTpokaAéael epeBITUS TNG AVATIVEUTTIKNG 000U.
H336 MTropei va TrpokaAéael uttvnAia i CaAn.
EUHO066 MapateTapévn €kBean PTTopPEi va TTPoKaAéael ENPdTNTA dEPUATOG 1 OKATIUO.

AAAa oTOoIXEIT
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 JOG
£€xouv TNV guBUlvn va Aaaivouv uttoyn Toug TouG IoXUOVTEG VOUOUG Kal TIG UTTAPXOUTEG DIATAEEIS.

(Ta dedopéva Twyv emiKivOUVWY CUCTATIKWVY UAIKWV TTapaAnebnkav KG6e popd aTnv eKkAaToTE ICxUOUOA TeEAsUTaia
oTd0un TWV avrioToiYwVv QUAAWY OTOIXEIWV AOPAAEias TWV aQpXIKWY TTapaywywy.)
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