VIIA

VITA Zahnfabrik H.Rauter GmbH & Co.KG

AgATio Aedopévwv Ao@alciag

oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

Emre€epyaotnke oTig: 18.11.2022

VITA OPAQUE FLUID
Ap1Bu6g TpoidvTog: 001

2eAida 1 ammo 10

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

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog

VITA OPAQUE FLUID

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:

0dd¢:

ToTrog:

Tayxudpouikr Bupida:

TnAépwvo:
HAekTpovikr dieubuvon:
ApuodIog:
HAekTpovikr dieubuvon:
KevTpIKn 10TOo€AIdA:
Touéag xopriynong
TTANPOPOPIWV:
1.4. Ap18uSg TNAEPWVoU
€Tmeiyouoag avaykng:

EmitrAéov oToixeia
medical device

VITA Zahnfabrik H.Rauter GmbH & Co.KG

Spitalgasse 3

D-79713 Bad Sdckingen

1338

D-79704 Bad Sdckingen

+49(0)7761-562-0

info@vita-zahnfabrik.com

regulatory affairs

info@vita-zahnfabrik.com
www.vita-zahnfabrik.com

Regulatory Affairs

+49-(0)761-19240

TéAegag: +49(0)7761-562-299

TMHMA 2: NpoodiopIiopog eMIKIVEUVOTNTAG

2.1. Ta&ivéunon Tng ouagiag ] TOU JEIYUATOG

Kavovioudég (EK) api6. 1272/2008
Skin Corr. 1; H314
Eye Dam. 1; H318

Keipevo Twv gpdoewv H: BAETe TMHMA 16.

2.2. FToIX€ia EMOAPAVONG
Kavoviouég (EK) apif. 1272/2008

ZUoTATIKA TTOU KaBopifouv Tov Kivduvo yia Katayp®n

ethyl alcohol

udpoteidlo Tou vaTpiou: KAuaTIKA G6da
MposidotroinTikn Kivduvog
AEgn:

Eikovoypduparta:

AnAwoeig emKIVEUVOTNTAG

H314 MpokaAei coBapd deppaTikd eykaupaTa Kar o@BaApIkEG BAAREG.
AnAwoeig rpo@UAagng
P260 Mnv avamvéete akdvn/avabupidoeig/agpia/oTayovidla/aTuoug/eKveQWaTa.

Ap1Bu6¢ avaBewpnaong: 4 - AvtikaBioTd Tnv €kdoaon: 3
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VITA OPAQUE FLUID
Emre€epyaotnke oTig: 18.11.2022 Ap1Bu6g TpoidvTog: 001 2eAida 2 amd 10

P280 Na @opdTe TTPOCTATEUTIKA YAVTIQ/TTPOCTATEUTIKA EVOUUATA/PECA ATOUIKAG TTPOCTACIAG YIa
Ta PATIO/TO TTPOCWTTO/TA QUTIA.

P303+P361+P353 E MNEPINTQXH EMA®HX ME TO AEPMA (A ye Ta paANIG): BydAte apéowg 6Aa Ta
MOoAuapéva pouyxa. =eTTAUVETE TNV eMOEPNida PE VEPO i} OTO VTOUG.

P305+P351+P338 2E NEPINTQZH EMA®HZ ME TA MATIA: ZeTTAUVETE TTPOCEKTIKA PE VEPO VIO APKETA
AETTTA. AV UTTAPYXOUV QAKOI ETTAPNAG, APAIPETTE TOUG, AV eival EUKOAO. ZuvexioTe va
CeTAéveTe.

2.3. AAAol kivduvol
Aev uttdpyel diabéaiun TTAnpogopia.

TMHMA 3: 20vBeon/TTAnpo@opieg yia Ta CUCTATIKA

3.2. Meiyuyarta

Emikivduva ouoTaTikd UAIKG

Apl6. CAS Ovopuacia Bdpog
ApB. EK [Api8. Eupemnpiou [Api6. REACH
Tagivounon (Kavoviouog (EK) apiB. 1272/2008)

64-17-5 ethyl alcohol 1-<5%
200-578-6 [603-002-00-5 [01-2119457610-43
Flam. Lig. 2, Eye Irrit. 2; H225 H319

1310-73-2 udPOEEidIO TOU VaTPIOU* KAUCTIKA 00da <1%
215-185-5 [011-002-00-6 |
Skin Corr. 1A; H314

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

Ei1di1kd 6pi1a ouykévipwaong, ouvreAeoTég M kail ekTipRoeig oégiag ToikoTnTag (ATE)

ApiB. CAS Api6. EK |Ovopu0ia Bdpog
Eidikd 6pia ouykévipwang, ouvteAeoTég M kal ekTINAOEIG 0&giag TogIkOTNTAG (ATE)
64-17-5 200-578-6 |ethy| alcohol 1-<5%
depuarTikr: LD50 = 7060 mg/kg
1310-73-2 215-185-5 |u6po§sl’6lo TOU VOTPIOU* KAUGTIKA 06da <1%

Skin Corr. 1A; H314: >=5-100 Skin Corr. 1B; H314: >=2-<5 Skin Irrit. 2; H315: >=0.5-<2
Eye Irrit. 2; H319: >=0.5-<2

TMHMA 4: Métpa mpwTwyv Bonbsitwv

4.1. NMepiypa@n TWV YETPWV TTPWTWYV Bondsiwv

levikég utTodEISEIG
EBelovTig MpwTwv BonBeiwv: Mpoooxn otnv aropikn TpooTaacial ATTOMAKPUVETE TOV TpaupaTtia atmd Tnv TePIoXN
KIvOUVOU Kal EQTTAWOTE TOV KATW.

Eiomrvon
E¢aopaliote kKaBapod aépa. ATTapaitnTn N IATPIKN AVTILETWTTION.

Etraepn dépparog
>¢ TEPITTITWAON ETTAQPNG ME TO dEPUA, TTAUBEITE AuETWG e APBoVO vePd Kal aatrouvi. BydATe apéowg dAa ta
MoAucouéva pouxa Kail TTAUVTE Ta TTPIV Ta favaypnaoiyotroinosTe. Edv mapatnpnOsi epeBIoudg Tou dEPUATOG:
>upuBouAeuBeite/ETTIOKEQBEITE YIOTPO.

Etraen ota pdaria
ZemAUVETE QUEOWG KATW aTrd vePOS Kal Pe avoixTo BAEPapo yia 10 pe 15 AeTTTd Kal ETTIOKEPTEITE Evav
opBaAyiarpo.
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Katdmroon
=emAUveTe apéowg To oTépa Kal TiEiTe dpBovo vepd. MHN TTpokaAéoeTe eueTd. MiBaveG BAaBepég emOPATEIG
oTov AvBpwTTo Kal TTeavd cuptTwpaTa: AiIdTpion oTopdxou.. KaAéoTe apuéowg yiaTpo. Mnv TriveTe TIg
€EOUBETEPWTIKEG OUTIES.

4.2. InUAVTIKOTEPA CUUTITWHOTO KAl ETTISPACEIS, AUECES ) ETAYEVEOTEPES
Aev uttdpyel diabEaiun TTAnpogopia.

4.3. 'Evdeién omolagdATToTE aTaITOUNEVNG AUETNG IATPIKAG @POVTidag Kal £15IKAG BepaTreiag
Bepartreia cUPEWVA PE TN CUUTITWHATOAOYIQ.

TMHMA 5: Métpa yia TV KaTtatroAéunon TnG TTUPKAyIdg

5.1. MupooBeoTIKd péoa

KatdAAnAa TupooBeoTikd péoa
Mpooapuoyn Twv PETPpWY TTUPOCRECNG avaAdYwG TNV TTEPIOXT.
5.2. E181k0i Kiviuvol TToU TTpOoKUTITOUV a1rd TV ougia 1} To peiypa
Mn eUgpAekTO.

5.3. ZuoTdOEIS YIO TOUG TTUPOTBECTEG
Xpron avegdpTnTNG EICTIVEUCTIKAG TTPOOTOCIAG KOI TIPOOTATEUTIKAG EVOUNATiag avBeKTIKI) O& XNUIKEG OUTIEG.
OAGOWN TTPOCTOTEUTIKF OTOAR.

ZUTTANPWHATIKEG UTTOSEISEIG
XpAon eKVEQWTH) yIa TOV EAEYXO TWV QEPiIWV/avaBUUIATEWV/EKVEQWUATWY. PUAGETE EEXWPIOTA TO HOAUCUEVO
TTUPOORECTIKO vEPS. Mnv To aProeTe va €I0EABEI OTA AvOIXTA USATA KAl GTO ATTOXETEUTIKO.

TMHMA 6: MéTpa yia TRV QVTIMETWITION TUXAiag éKAuong

6.1. MpoowITIKEG TTPOQUAGEEIS, TTPOOTATEUTIKOG £E0TTAIONSG Kal S1adiKaoisg EKTAKTNG AVAYKNG
Fevikég TAnpo@opieg
Tripnon emapkoug agpiopol. Mnv avatrvéeTe agpia/avabupidasig/aTpoug/ekvepwpaTta. ATTOQUYETE ThV ETTAPN ME
1O O€pUa, TA PWATIA KAI TNV EVOUPOCia. XpnOIUOTIOINOTE TTPOCWTTIKY TTPOCTATEUTIKA evOuuaadia.

6.2. NepiBaAAOVTIKEG TTPOQUAGEEIS
Mpo@uAda&Te aTTO TNV EI0PON OTO ATTOXETEUTIKO OUOTNUA 1] OTO Uypo TrEPIBAAAOV.

6.3. Mé00odo1 Kal UAIKA yia TTEPIOPIoUS Kal KaBapioud

AMAAeg TTANpOPOpiEg
MadZéwTe e oUVOETIKO PEGO yia vePOS (AUMOG, DIATOMITNG, CUVOETIKO HECO YIa 0&Ea, YEVIKO CUVOETIKO HECO).
XeIPIOUOG TOU CUGCWPEUHPEVOU TTPOIOVTOG CUNPWVA HE TO KEPAAQIO SIABECNG ATTOPPIMMATWY.
6.4. Napamroutrl og dAAa TUAATA
Ac@aAng xprion: BAETTe TuAUa 7
Atouikn TTpooTacia: BAETTE TUANO 8
Aid0eon: BAETTE TUAKO 13

TMHMA 7: Xeipiopo6g Kal atrofnkeucn

7.1. Npo@uAdéeig yia ao@aAn XEIPIOUO

Y1odeieig yia ao@aAn XEIpIopo
>¢ EPITTTWON XEIPICPOU O€ aVOIXTO PHEPOG, XProN EOTTAICUOU PE EVOWHATWHEVO GUATNHA atroppoenong. Mnv
avaTtrvéETe aépla/avaBupIdoEIG/aTUOUG/EKVEQUUATA.
0dnyieg yia TNV TPOOTACIO O TTUPKAYIEG KOl EKPASEIS
Aegv gival atrapaitnTa 1810iTEPA TTPOCTACIAG ATTO TTUPKAYIE.
ZUOTACEIG YIA TN YEVIKA ETTAYYEAUATIKA UYIEIVE)
ApaipéaTe auécwg OAa Ta evdupaTa TTou £Xouv JoAuvBEei. Anuioupyia axediou yia Tnv TTpooTacia Tou dépuaTog!
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MAUOVTE TO X€PIQ KAl TO TTPOCWTTO TIPIV TO JIGAEIUPA i} TO TEAOG TNG EPYATIAg, A KAVTE £VA VIOUG. XTO XWPO
€pyaaiag amayopeveTal TO ¢aynTod, TO TTOTO, TO KATIVICUA KAl TO QTAPVIGUA.

7.2. TuvBnkeg aoc@alouc @UAaéng, ouptrepIAauBavouévwy TuXOoV acuuBifaoTwy KATAOTATEWYV

ATTaITAOEIG YIa XWpPOoUug atrobnkeuong Kal Soxeia
To doxeio va diatnpeital epunTIKA KAEIopévo. Na QuAdooeTal KAEIdWPEVO. ATTOBNKEUOTE O€ PEPOG TTPOCaRACIUO
Movo o e€ouaiodoTtnuéva atopa. MpoBAEWTe TOV KOAS agPIOUO KAl ATTOPPOPNCN CNEIOU GE KPITIKA OnEia.
0dnyieg yia TNV a1roOAKEUON T& KOIVOXPNOTOUG XWPOUG
Aev gival amrapaitnTa IBIGITEPA TTPOANTITIKA PETPA.

7.3. E1d1kn TeAIKA XpAon N XPNOEIg

Xprion wg epyacTnplakoU avTidpacTnpiou

TMHMA 8: 'EAeyxo0g TnG ékBeaNnG/aTOMIKA TTpOCTACIA

8.1. MNapdueTpol eAéyxou

8.2. '[EAegyyol ékBeong

KatdAAnAol pnxavikoi éAgyxol
€ TTEPITTITWAON XEIPICPOU T€ avoIXTd PEPOG, XPNOoN EEOTTAICUOU PE EVOWNATWHEVO GUATNHA atroppopnong. Mnv
avaTTvéeTe aépIa/avaBupIAoEIG/aTUOUG/EKVEQWHATA.

MéTpa aTOHIKAG TTPOCTACING, OTTWG OTOUIKOG TTPOOTATEUTIKOG EEOTTAICNOG

MpooTacia Twv PaATIWV/TOU TTPOCWTTOU
KaTtdAANAN TTpooTacia JaTiwy: TTOVOKEQPAAOI.

MpooTacia Twv XepIwv
Katd TNV epyacia e XNMIKEG OUCIEG ETTITPETTETE HOVO N XPAON TTPOCTATEUTIKWY YAVTIWY Ta OTTOI0 QEPOUV TO
XopakTneIioud CE kal Tov TETpawn@Io KwdIKG. ETTIAECTE TTPOCEKTIKA Ta XNMIKA TTPOCTATEUTIKA YAVTIO CUUQWVA JE
TN CUYKEVTPWON KAl TNV TTOCOTNTA TWV ETTIKIVOUVWY OUCIWY Kal CUPQWVA PE TO XWPO XProng Toug. ZuvioTatal va
EVNMEPWOEITE ATTO TWV KATACKEUAQOTH VIO TNV AVOEKTIKOTNTA TWV TTPOAVAPEPONEVWY TTPOCTATEUTIKWYV YAVTIWV
€I0IKAG XPATEWG. ZUVIOTOUEVA JOVTEAT TTPOCTATEUTIKWY yavTiwv KCL, Dermatril P NBR (vITpIAIKG KOOUTGOUK)
Xpoévog didotracng 480 min

MpooTacia Tou dépuarog
XpnAon TTPOCTATEUTIKOU POUXIoHOU.

AvaTtrveuoTIKN TTpooTacia

>¢ TTEPITTITWON AVETTAPKOUG OEPITUOU XPNOIMOTIOIEIOTE JETA ATOMIKIG TTPOOTACIAG TNG AVATIVONG. TeXvNTOg
e€agpIoPoG TNG B€ong epyaaciag AvoifTe Ta TTapPABuPa yia va TTETUXETE QUOIKO eEAEPITUO.

TMHMA 9: ®uoikég Kal XNMIKEG 1I816TNTEG

9.1. Z1oixeia yia TiG BagikEG QUOIKES KAl XNHIKEG 1810TNTEG

®duoikn katdoTaon: Yypo

Xpwya: axpwpog

Oopn: XOPAKTNPIOTIKOG

MAnpo@opieg yia Tig HETABOAEG TG PUOIKAG KATAOTAONG

>nueio TEewg/onueio TTASEWG: Oev £xel TTPoodIoPIoOEi
>nueio C€oswg N apxIkd onueio {éogwg Kal 100 °C

TTEPIOYN CE0EWG:

Ap1Bu6¢ avaBewpnaong: 4 - AvtikaBioTd Tnv €kdoaon: 3 CY-EL Huepopnvia ékdoong: 21.11.2022
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VITA OPAQUE FLUID
Ap1Bu6g TpoidvTog: 001

2eAida 5 ammo 10

>nueio avaQAegng:

Eu@AekToTnTA
oTeEPEBG/UYPO:
agpia:

EKpnKTIKEG 1810TNTEG

To TTpoidv dev eival: Kivduvog ekpAgewg.

Katwtepo 6pio €kpnéng:

AvwTEPO OpIOo £KPNENG:

Oepuokpacia autava@Aegng
oTEPEQ:
agpia:

O¢puokpaacia amoouvBeang:

Tiyn pH:

AlaAuTéTnTa 0€ GAAOUG Si1aAUTEG
O¢ev €xel TTPOadIoPIoHET

>UVTEAEOTAG KATAVOUNAG O€
N-oKTavOoAn/vepo:
Micon aTpwv:
(og 50 °C)
MukvoTnTa:
SXETIKA TTUKVOTNTA OTHWV:
9.2. AAM\eg TTANpo@opieg

Oev €xel TTPoadIopIabEi

QAVEQPAPHOOTOG
ave@AapPooTOg

dev €xel TTPoadIopIadEi
O¢ev £xel TTpoadlopIoOEi

AVEQPAPHOOTOG
AVEQPAPHOOTOG

O¢ev £xel TTpocdlopIoOEi
12,7

dev €xel TTPoadIopIaOEi

<=1100 hPa

1,00000 g/cm?
O¢ev £xel TTpocdlopIoOEi

MAnpo@opieg OXETIKA PE TIG KAAOEIG QUOIKOU KIVEUVOU

OEeIdwTIKEG 1016TNTEG
Mn o&eIdWTIKG.

AAAO XOpOKTNPIOTIKA ac@aleiag
=npo UTTOAEIPpA:

TaxuTtnta e§aTHIONG:

EmimrAéov oToixeia

0,4 %
Oev €xel TTPoadIopIabei

TMHMA 10: Z1aBgpd6TNTa KAl AVTISPACTIKOTNTA

10.1. AvTidpaoTikOTNTA
MBavéTNTa £TTIKIVOUVWY QVTIOPACEWV.

10.2. Xnuikn oTaBepéTnTA

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

10.3. MBavoTnTa EMIKiVOUVWY avTISpdoEwyV

E€oBeppikég avTidpdaoeig pe: O&U, YTepogeidia, OEeIdwWTIKO Péoo.

10.4. ZUVvOKEG TTPOG ATTOPUYHV
Kauia

10.5. Mn oupuBaTtd UAIKG

Kpatriote pakpud ammd: Ogu, OLeidwTikd péco, YTTepogeidia.

10.6. Emikivduva TpoidvTa ammoouvleong

Aegv gival yvwoTd emikivéuva poiévta didoTaong.

Ap1Bu6¢ avabBewpnaong: 4 - AvtikaBioTd Tnv €kdoaon: 3
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TMHMA 11: To§ikoAoyikéG TTANpO@oOpPiEg

11.1. MAnpowopiteqg via Tig TaeIg KIVEUVou, 6TTwg opifovral oTov kavovioud (EK) apif. 1272/2008

0¢%U0a TogIkoTNTA
Bdoel Twv d1aBéaipwy dedopévwy, Ta KpITApIa Tagivounong dev TAnpouvTal.

ApiB. CAS Ovopaocia
0066 ékBeong Adon |Ei60g Mnyn MéBodog
64-17-5 ethyl alcohol
OI& Tou dEPUATOG LD50 7060
mg/kg

EpeBioTikn ka1 SiaBpwTikA Spdon

MpokaAei coBapd deppaTikd eykavpata Kal o@OaApIkEG BAABEG.

MpokaAei coBapry oeBaAuIKA BAGRN.
EvaioOnrotrointikn dpdon

Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITPIa Tagivopunang dev TTANpouvTal.
Kapkivoyoévog, petaAAagioyovog, Todikn yio Tnv avarrapaywyr dpdon

Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITPIa Tagivopunang dev TTANpoUvTal.
E131kf To§iIkéTnTa OTA 6pYyava-oToxoug (STOT) - epdtras ékBeon

Bdoel Twv diaBéaipwy dedopévwy, Ta KpITApIa Tagivopunang dev TTAnpouvTal.
E131kf ) To§iIkéTnTa OTA 6pYyava-oToxoug (STOT) - eravelAnpuévn ékBeon

Bdoel Twv d1a8éaipwy dedopévwy, Ta KPITRpIa Tagivopunong dev TTAnpouvTal.
TOSIKOTNTA AvapPPOPNONg

Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITPIa Tagivopunang dev TTAnpouvTal.
AAAa oToIXEIO ETTI EAEYXWV

AuTé 10 Peiypa Bewpeital emikivOuvo cUp@wva Pe Tov kavoviaud (EK) apiB. 1272/2008 [CLP].

TMHMA 12: OikoAoyikéG TTAnpo@opieg

12.1. To&ikéTNTA
To 1poidv dev gival: OIKOTOEIKO.
12.2. AvOeKTIKOTNTO KOl IKAVOTNTA a1Todounong

TO TTPOIGV dEV BOKIUAOTNKE.

12.3. AuvatoTtnTta BIOCUCOWPEEUCNS

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

12.5. AroteAéouara TG agioAéynong ABT kai aAaB

O1 ouaieg aTo piypa dev TAnpoUv Ta KpitApia ABT/aAaB Bdosel REACH, Mapdptnua Xlll.
TO TTPOIOV dEV BOKIUACTNKE.
12.6. 1516TNTEG EVEOKPIVIKAG S1aTapaxnig

AuTté TO TTPOIGV BEV TTEPIEXEI KATTOIO OUCIA PE 1I81OTNTEG EVOOKPIVIKOU SIATAPAKTN VIO U OTOXEUOUEVOUG
opyaviopoUg KaBwg Kavéva cuaTaTiko dev TTANPOI Ta KPITAPIA.

12.7. AA\eG SUOIEVEIG EMITITWOEIG
Aev uttdpyxel S1aB£aiun TTAnpoopia.

AAAa oToIXEiIT
Na atropetyeTal n eAeuBépwan aTo TTEPIBAAAOV.

Ap1Bu6¢ avaBewpnaong: 4 - AvtikaBioTd Tnv €kdoaon: 3 CY-EL Huepopnvia ékdoong: 21.11.2022
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TMHMA 13: Zroixeia oXETIKA ME TN B1d0goN

13.1. Mé060do1 diaxeipiong amoBARTWY

Emre§epyaoia amoBARTWV

Mpo@uAGETE OTTO TNV EI0PON OTO ATTOXETEUTIKO UCTNUA 1] OTO UYPO TTEPIBAAAOV. AidBeon oUp@wva PE TIG
TTPOBIAYPAPEG TWV APUOBIWY UTTNPECIWV. XEIPIOTEITE TIG JOAUOUEVEG CUOKEUATIEG OTTWG TO TTPOIOV.

Emefepyacia akd@apTwyv amoBAATWY CUCKEUAOIWYV KAl CUVICTWHEVA ATTOPPUTTAVTIKA
EETTAUMA pe apBovo vepd. O1 cuoKeuaaieg HTTOPOUV va avakKUKAwWBoUV, Hévo av ival evieAwg AdeIEG.

TMHMA 14: NMAnpo@opieg OXETIKA PE TN HETAPOPT

Meragopd dia §npdg (ADR/RID)
14.1. Ap18udg OHE 1 apiBuég
TOUTOTNTAG:
14.2. Oikeia ovouacia amrooToARg
OHE:
14.3. Ta&n/-e1g KIvdUvou KaTd Tn
HETAQOPA:
14.4. Opdada cUoKEUATiag:
ETikéTeg:

Kwdikog Tagivéunong:

Meplopiopévn mogdnta (LQ):

ExkAuBcioa TToooTNnTAO!:

MeTagopikA katnyopia:

Ap1Bu6g KIvouvou:

Kwdikag 1TepIopiouou arpayyag:
MeTagpopd pe rotapérAoia (ADN)

14.1. Ap18u6g OHE A ap1Budg

TOUTOTNTAG:

14.2. Oikeia ovopagia amoogToAng

OHE:

14.3. Ta&n/-e1g KIvdUvou KaTd Tn

METAPOPA:

14.4. Opdada guokeuaoiag:

ETikéTeg:

Kwdik6g Tagivéunong:
Mepiopiopévn moodTnTa (LQ):
EkAuBeica ToodTnTa!

OaAdoola peragpopd (IMDG)
14.1. Ap18u6g OHE 1 ap18uég
TOUTOTNTAG:
14.2. Oikeia ovopagoia arooToAlg
OHE:

UN 1824

SODIUM HYDROXIDE SOLUTION

UN 1824

SODIUM HYDROXIDE SOLUTION

UN 1824

SODIUM HYDROXIDE SOLUTION

Ap1Bu6¢ avabBewpnaong: 4 - AvtikaBioTd Tnv €kdoaon: 3
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VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag
oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

VITA OPAQUE FLUID

Emre€epyaotnke oTig: 18.11.2022 Ap1Bu6g TpoidvTog: 001 2eAida 8 amd 10
14.3. Ta&n/-£1¢ KIVSUVOU KATA T 8
HETOQOPA:
14.4. Opdada cuokevaoiag:
ETikéTeg:
Eidkég Odnyieg: 223
MNepiopiouévn ToootnTa (LQ): 5L
EkAuBtica TroooTnTa: E1
EmS: F-A, S-B
Oudada diaxwpiopou: 18 - alkalis
AgpoTtropikn petagopd (ICAO-TI/IATA-DGR)
14.1. Ap1Bu6g OHE 1 api1Buég UN 1824
TOUTOTNTAG:
14.2. OiKeia ovopagoia arooToARg SODIUM HYDROXIDE SOLUTION
OHE:
14.3. Ta&n/-£1¢ KIVSUVOU KATA TN 8
METAPOPA:
14.4. Opdda CUCKEUATIOG:
ETikéTeg:
Eidkég Odnyieg: A3 A80
Mepiopiopévn ToootTa (LQ) 1L
(emBaTikd agpoTrAdvo):
Passenger LQ: Y841
ExAuBtgioa roooTnTa: E1
IATA-Odnyia cuokeuaoiag (EmRATIKG agpoTTAGVO): 852
IATA-AvwTaTn TOooTNT (EMRATIKO AgPOTTAGVO): 5L
IATA-OBnyia cuokeuaoiag (QopTnyd agpotrAGvo): 856
IATA-AvWwTATn TTOGOTNTA (POPTNYO AEPOTTAGVO): 60 L

14.5. NepiBaAAovTiKoi Kivduvol

EMIKINAYNO T'IA TO MNMEPIBAAAON: Oxi
14.6. E151kéC Tpo@UAGEEIC VIO TOV XPROTN
Mpoooxn: 10Xupd KAUGTIKO.
14.7. QaAdooieg HETAPOPEG XUSNV oUNPWVA UE TiG TTPGEelg Tou IMO
AVEPAPUOOTOG

TMHMA 15: ZToixeia VOHOOETIKOU XOpOAKTAPO

15.1. Kavoviouoi/lvouofsoia oXETIKA UE TNV AO@AAEIA, THV UyEia Kal To TEPIBAAAOV yia TV oucdia 1) To peiyua

ZTOIXEiA OXETIKA ME TIG KAVOVIOTIKEG Siatdgeig EE
Mepiopiouoi epappoyns (REACH, rapdptnua XVII):
Kataxwpnon 3, Kataxwpnon 40, Kataxwpnon 75
MAnpo@opicg TG EE odnyiag Aev utrayetal otn EE odnyiag 2012/18/EE (SEVESO lIl)
2012/18/EE (SEVESO lll):

E@vikoi kavoviopoi

Ap1Bu6¢ avabBewpnaong: 4 - AvtikaBioTd Tnv €kdoaon: 3 CY-EL Huepopnvia ékdoong: 21.11.2022



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

VITA OPAQUE FLUID
Emre€epyaotnke oTig: 18.11.2022 Ap1Bu6g TpoidvTog: 001 2eAida 9 amd 10
Mepiopioudg amaoxoAnong: Mpoo£ETe TOUG TTEPIOPICHOUG £pYATiag GUHPWYA PE TO VOUOOXEDIO Yia
TTpoaTacia epyagiag avnAikwv (94/33/EK).
Katnyopia kivduvou yia 1o vepd (D): 1 - eAayioTa BAaBepd yia To vepd

15.2. ASiIoAGynon XnNUIKAG ao@AAgiag
Aev €xel DievepynBei afloAdynon XNMIKAG aoPAAEING YA TIG OUCIEG O€ AUTO TO Yiyua.

TMHMA 16: AAAeg TTAnpo@oOpiEg

MeTaTpoTrég
AuTté 10 deATIO AOQPAAEIOG TTEPIEXEI AANAYEG OTTO TNV TTPpoNnyoupevn ékdoon OTIG EvOTNTEG: 14.
ZuvTopoypa®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 ouvtopoypagieg kal akpwvupia, BAETTE Trivaka aTn oeAida http://abbrev.esdscom.eu
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VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag
oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

VITA OPAQUE FLUID
Emre€epyaotnke oTig: 18.11.2022 Ap1Bu6g TpoidvTog: 001 >ehida 10 atré 10

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

Tagivounon Aiadikagia Tagivounong
Skin Corr. 1; H314 Me Baon Ta aTTOTEAEOUATA TOU TEQT
Eye Dam. 1; H318 Me Bdaon Ta amoTeAéguaTa Tou TEQT

Keipevo Twv @pdoswv H kai EUH (Ap1Buo6g kai TTARpEG KEiJEVO)

H225 Yypo kai atpoi TToAU eU@AEKTa.

H314 MpokaAei coBapd deppaTikd eykauuaTa Kar oPBaAuIkéG BAAREG.
H318 MpokaAei coBapn o@BaApikr BAGRN.

H319 MpokaAei coBapd o@BaApIKS epeBIouO.

AAAa oToIXEiO
Ta dedopéva autd aTnpifovTal oTnNV 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 guBUvn va Aafaivouv utroyn Toug Toug IoXUOVTEG VOUOUG Kal TIG UTTAPXOUTEG DIATAEEIS.

(Ta dedopéva Twyv eMKiVOUVWY CUCTATIKWVY UAIKWV TTapaAnebnkav KG6s popd oTnv eKAaTOTE ICXUOUOA TeEAsUTaI
oTd0un TWV avrioToiYwv QUAAWY OTOoIXEIWV QOPAAEias TWV aQpXIKWY TTapaywywy.)
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