DETAX GmbH
Oryggisblad
samkveemt reglugerd (EB) nr. 1907/2006

VITA VIONIC® TRY-IN RESIN
Dagsetning endurskodunar: 25.09.2024 Vorukéoi: 3135 Bladsida 1 af 11

1. LIDUR: Audkenning efnisins eda blondunnar og félagsins eda fyrirtaekisins

1.1. Vorukenni
VITA VIONIC® TRY-IN RESIN

1.2. Videigandi og tilgreind notkun efnis eda blondu oq notkun sem radid er fra

Notkun efnisins eda blondunnar

Lichthartendes Einkomponentenmaterial zur generativen Herstellung von dentalen Restaurationen wie
provisorischen Kronen und Bricken.

1.3. Upplysingar um birgi 6ryggisbladsins

Framleidandi

Heiti fyrirtaekis: DETAX GmbH
Gata: Carl-Zeiss-Strasse 4
Stadur: D-76275 Ettlingen
Simi: +497243/510-0
Toélvupostfang: post@detax.com
Internet: www.detax.com
Birgdasali
Heiti fyrirtaekis: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Gata: Spitalgasse 3
Stadur: D-79713 Bad Sackingen
Simi: +49(0)7761-562-0 Bréfasimi: +49(0)7761-562-299
Toélvupostfang: info@vita-zahnfabrik.com
Tengilidur: regulatory affairs
Toélvupostfang: info@vita-zahnfabrik.com
Internet: www.vita-zahnfabrik.com
Deild sem leita skal til: Regulatory Affairs
1.4. Neydarsimanumer: +1-800-424-9300 (CHEMTREC)
Frekari upplysingar
Medizinprodukt

2. LIDUR: Hattugreining

2.1. Flokkun efnisins eda bléondunnar

Reglugerd (EB) nr. 1272/2008
Skin Sens. 1; H317
Aquatic Chronic 2; H411

Allur texti H-setninga: sja LIDUR 16.
2.2. Merkingaratridi
Reglugerd (EB) nr. 1272/2008

Haettuleg innihaldsefni sem eiga ad koma fram a merkimida
7,7,9(or 7,9,9)
-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diazahexadecan-1,16-diylbismethacrylat2-Hydroxyethylmethacrylat
phenyl bis(2,4,6-trimethylbenzoyl)-phosphine oxide
2-hydroxyethyl methacrylate
Hydroxypropylmethacrylat
Diphenyl(2,4,6-trimethylbenzoyl)phosphine oxide

Vidvorunarord: Viévorun
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Skyringarmyndir:
Haettusetningar
H317 Getur valdid ofnaemisvidbrégdum i hud.
H411 Eitrad lifi i vatni, hefur langvinn ahrif.
Varnadarsetningar
P333+P313 Ef efnid ertir hud eda utbrot koma fram: Leitid laeknis.
P501 Fargid innihaldi/ilati hja videigandi endurvinnslu- eda férgunarstod.
P391 Safnid upp pvi sem hellist nidur.
P362+P364 Farid ar fétum, sem ohreinkast af efninu, og pvoid fyrir naestu notkun.
P302+P352 BERIST EFNID A HUD: bvoid med miklu .
P273 Fordist losun ut i umhverfi.
P261 Gaetid pess ad anda ekki inn ryki/reyk/lofttegund/uda/gufu/yringi.
P280 Notid hlifdarhanska/hlifdarfatnad/augnhlifar/andlitshlifar/heyrnarhlifar.
3. LIDUR: Samsetning innihaldsefna/upplysingar um innihaldsefni
3.2. Bléndur
Lysing a eiginleikum efnis
Mischung aus Acryl-/Methacrylharzen mit Hilfsstoffen
Innihaldsefni sem skipta mali
CAS-nr. Efnaheiti Magn
EB-nr. |Skrérnr. REACH-nr.
Flokkun (Reglugerd (EB) nr. 1272/2008)
Alkoxylated phenol derivative, methacrylate terminated 40- < 60%
Aquatic Chronic 4; H413
72869-86-4 7,7,9(or 7,9,9) 20- < 40%
-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diazahexadecan-1,16-diylbismethacrylat2-Hydroxyethylm
ethacrylat
Skin Sens. 1B, Aquatic Chronic 2; H317 H411
162881-26-7 |phenyl bis(2,4,6-trimethylbenzoyl)-phosphine oxide 0,1<5%
423-340-5 | 015-189-00-5
Skin Sens. 1A, Aquatic Chronic 4; H317 H413
6606-59-3 1,6-Hexandioldmethacrylat 0,1<5%
Aquatic Chronic 3; H412
27813-02-1 Hydroxypropylmethacrylat 0,1<5%
248-666-3 | [01-2119490226-37
Eye Irrit. 2, Skin Sens. 1; H319 H317
75980-60-8 Diphenyl(2,4,6-trimethylbenzoyl)phosphine oxide 0,1<5%
278-355-8 | |
Repr. 2, Skin Sens. 1, Aquatic Chronic 2; H361f H317 H411
868-77-9 2-hydroxyethyl methacrylate 01-<5%
212-782-2 [607-124-00-x [01-2119490169-29
Skin Irrit. 2, Eye Irrit. 2, Skin Sens. 1; H315 H319 H317

Allur texti H- og EUH-setninga: sja LIDUR 16.
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Sértek styrkleikamork, M-studlar og ATE
CAS-nr. EB-nr. | Efnaheiti Magn
Sértaek styrkleikamork, M-studlar og ATE
72869-86-4 7,7,9(or 7,9,9) 20- < 40%
-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diazahexadecan-1,16-diylbismethacrylat2-
Hydroxyethylmethacrylat
gegnum hud: LD50 = > 2000 mg/kg; munnleg: LD50 = > 5000 mg/kg
162881-26-7 |423-340-5 |phenyl bis(2,4,6-trimethylbenzoyl)-phosphine oxide 0,1<5%
gegnum hud: LD50 = > 2000 mg/kg; munnleg: LD50 = > 2000 mg/kg
27813-02-1 248-666-3 |Hydroxypropy|methacrylat 0,1<5%
gegnum hud: LD50 = > 5000 mg/kg; munnleg: LD50 = > 2000 mg/kg
75980-60-8 278-355-8 |Diphenyl(2,4,6-trimethylbenzoyl)phosphine oxide 0,1<5%
gegnum hud: LD50 = > 2000 mg/kg; munnleg: LD50 = > 5000 mg/kg
868-77-9 212-782-2 |2-hydroxyethyl methacrylate 0,1-<5%
gegnum hud: LD50 = > 5000 mg/kg; munnleg: LD50 = 5564 mg/kg

4. LIDUR: Radstafanir i skyndihjalp

4.1. Lysing & radstéfunum i skyndihjalp

Eftir snertingu vid huo

Berist efnid a hud skal strax pvo med sapu og miklu Vatn og sapa. Leiti® umsvifalaust leeknishjalpar.

5. LIDUR: Radstafanir vegna slokkviadgerda

5.1. Slokkvibunadur

5.3. Radgjof fyrir slokkvilidsmenn

6. LIDUR: Radstafanir ef efni fer ovart til spillis eda er losad fyrir slysni

6.1. Oryggisradstafanir fyrir folk, hlifdarbinadur og neydarradstafanir

Almennar upplysingar
Varist snertingu vid hud og augu.

7. LIDUR: Medhondlun og geymsla

7.1. Varadarradstafanir um 6rugga meéhoéndlun

7.2. Orugg geymsluskilyrdi, b.m.t. veqna mogulegs 6samrymanleika

8. LIDUR: Vahrifavarnir/persénuhlifar

8.1. Eftirlitsbreytur
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DNEL-/DMEL-gildi

CAS-nr. | Efni

DNEL tegund Vahrifaleidir Anrif

Gildi

75980-60-8 | Diphenyl(2,4,6-trimethylbenzoyl)phosphine oxide

Starfsmadur DNEL, langtima gegnum hud alteek

0,233 mg/kg
bw/dag

Neytandi DNEL, langtima inndndunar altaek

0,145 mg/m?

Neytandi DNEL, langtima gegnum hud altaek

0,0833 mg/kg
bw/dag

Neytandi DNEL, langtima munnleg alteek

0,0833 mg/kg
bw/dag

Starfsmadur DNEL, langtima innéndunar alteek

0,822 mg/m?*

8.2. Vahrifavarnir
Radstafanir til ad vernda einstaklinga, s.s. med notkun persénuhlifa

Hlifdargleraugu/andlitsvoérn

Augnhlif Notid hlifdargleraugu/andlitsgrimu.
Handvorn

Notid videigandi hlifdarhanska.

Hadvorn
Notid videigandi hlifdarfatnad.

9. LIDUR: Edlis- og efnafraedilegir eiginleikar

9.1. Upplysingar um edlis- og efnafradilega grunneiginleika

Edlisastand:
Litur: zahnfarben

Sudumark eda upphafssudumark og 315°C

sudumarksbil:

Blossamark: >93 °C
Sjalfsikveikjuhitastig: 445 °C
Nidurbrotshitastig: >=190 °C
Gufuprystingur: <1 hPa

(vid 20 °C)

Edlismassi (vid 20 °C): 1,1 g/cm?®

9.2. Adrar upplysingar

Upplysingar ad pvi er vardar flokka edlisr&nnar hattu
Oxandi eiginleikar
Ekki oxandi.

Préfunaradéferd

DIN 51755

10. LIDUR: Stédugleiki og hvarfgirni

10.3. Moguleiki & haettulegu efnahvarfi

Oxunarefni

11. LIDUR: Eiturefnafraedilegar upplysingar

11.1. Upplysingar um hattuflokka eins og skilgreint er i reqlugerd (EB) nr. 1272/2008
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Brad eiturhrif

Uppfyllir ekki flokkunarviémidun samkvaemt fyrirliggjandi gégnum.

ATEDbI6ndu reiknad
ATE (um munn) > 2000 mg/kg; ATE (gegnum hud) > 2000 mg/kg; ATE (vid innéndun gufa) > 20 mg/l; ATE (vid
innéndun ryk/adi) > 5 mg/l

CAS-nr. Efnaheiti
Vahrifaleidir [skammtur [Tegund |Leis |Acfers
72869-86-4 17,7,9(or 7,9,9)
-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diazahexadecan-1,16-diylbismethacrylat2-Hydroxyethylmethacrylat
um munn LD50 > 5000 Ratte OECD 401
mg/kg
gegnum hudé LD50 > 2000 Ratte OECD 402
mg/kg
162881-26-7 |phenyl bis(2,4,6-trimethylbenzoyl)-phosphine oxide
um munn LD50 > 2000 Rotta OECD 401
mg/kg
gegnum hud LD50 > 2000 Rotta OECD 402
mg/kg
27813-02-1 Hydroxypropylmethacrylat
um munn LD50 > 2000 Rotta OECD 401
mg/kg
gegnum hud LD50 > 5000 Kanina
mg/kg
75980-60-8 |Diphenyl(2,4,6-trimethylbenzoyl)phosphine oxide
um munn LD50 > 5000 Rotta
mg/kg
gegnum hud LD50 > 2000 Rotta
mg/kg
868-77-9 2-hydroxyethyl methacrylate
um munn LD50 5564 Rotta
mg/kg
gegnum hud LD50 > 5000 Kanina
mg/kg

Erting og aetingareiginleikar
Hudeeting/huderting: Uppfyllir ekki flokkunarvidmidun samkveemt fyrirliggjandi gégnum.

Alvarlegur augnskadi/augnerting: Uppfyllir ekki flokkunarvidmidun samkvaemt fyrirliggjandi gégnum.

Nzmandi ahrif
Getur valdi® ofnaemisviébrégdum i had. (7,7,9(or 7,9,9)
-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diazahexadecan-1,16-diylbismethacrylat2-Hydroxyethylmethacrylat; phenyl

bis(2,4,6-trimethylbenzoyl)-phosphine oxide; Hydroxypropylmethacrylat;

Diphenyl(2,4,6-trimethylbenzoyl)phosphine oxide; 2-hydroxyethyl methacrylate)

Krabbameinsvaldandi ahrif/stokkbreytandi ahrif/eiturhrif & sexlun
Stékkbreytandi ahrif & kimfrumur: Uppfyllir ekki flokkunarvidmidun samkvaemt fyrirliggjandi gégnum.
Krabbameinsvaldandi ahrif: Uppfyllir ekki flokkunarviémidun samkvaemt fyrirliggjandi gégnum.

Eiturhrif & sexlun: Uppfyllir ekki flokkunarvidmidun samkvaemt fyrirliggjandi gégnum.

Sértxk eiturhrif a markliffaeri - vahrif i eitt skipti

Uppfyllir ekki flokkunarvidmidun samkveemt fyrirliggjandi gdgnum.
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Sértaek eiturhrif a markliffeeri - endurtekin vahrif

Uppfyllir ekki flokkunarviémidun samkvaemt fyrirliggjandi gégnum.
Asvelgingarhaetta

Uppfyllir ekki flokkunarvidmidun samkvaemt fyrirliggjandi gégnum.

12. LIDUR: Vistfraedilegar upplysingar

12.1. Eiturhrif
Eitrad lifi i vatni, hefur langvinn ahrif.
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CAS-nr. Efnaheiti
Eiturhrif i vatni Skammtur | h1 | [d1 |Tegund Leid Adferd
Alkoxylated phenol derivative, methacrylate terminated
Brad eiturhrif & fiska LC50 >100 96 h
mg/l
Brad eiturhrif & ErC50 >100 72h
pbérunga mg/I
Brad eiturhrif & EC50 >100 48 h
krabbadyr mg/I
72869-86-4 17,7,9(or 7,9,9)
-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diazahexadecan-1,16-diylbismethacrylat2-Hydroxyethylmethacrylat
Brad eiturhrif a fiska LC50 >100 96 h OECD 203
mg/|
Brad eiturhrif & ErC50 >100 72h OECD 201
pbérunga mg/|
Brad eiturhrif & EC50 >100 48 h|Daphina magna OECD 202
krabbadyr mg/|
162881-26- | phenyl bis(2,4,6-trimethylbenzoyl)-phosphine oxide
7
Brad eiturhrif & fiska LC50 > 0,09 96 h|Danio OECD 203
mg/| rerio(Zebrabarbling)
Brad eiturhrif & ErC50 > 0,26 72 h|Desmodesmussubsp OECD 201
pérunga mg/| icatus
Brad eiturhrif & EC50 > 1,175 48 h|Daphnia magna OECD 202
krabbadyr mg/|
27813-02-1 Hydroxypropylmethacrylat
Brad eiturhrif a fiska LC50 493 mg/l 96 h|Leuciscus
idus(Goldorfe
Brad eiturhrif a ErC50 >97,2 72 h|Pseudokirchneriellas OECD 201
pérunga mg/I ubcapitata
Brad eiturhrif & EC50 380 mg/l 48 h[Daphnia magna OECD 202
krabbadyr
75980-60-8 Diphenyl(2,4,6-trimethylbenzoyl)phosphine oxide
Brad eiturhrif & ErC50 > 2,01 72 h|Pseudokirchneriellas
pdérunga mg/| ubcapitata
Brad eiturhrif & EC50 3,53 48 h|Daphnia
krabbadyr mg/l magna(Grofier
Wasserfloh)
Brad eiturhrif & EC50 > 1000 3h
bakteriur mg/l ()
868-77-9 2-hydroxyethyl methacrylate
Brad eiturhrif & fiska LC50 > 100 96 h|Oryzias latipes OECD 203
mg/|
Brad eiturhrif 4 ErC50 836 mg/l Selenastrumcapricorn OECD 201
pérunga utum
Brad eiturhrif a EC50 380 mgl/l 48 h|Daphina magna OECD 202
krabbadyr
12.2. pravirkni og nidurbrjétanleiki
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CAS-nr. Efnaheiti
Abferd [Gildi [ a4 |eis
Mat
162881-26-7 |phenyl bis(2,4,6-trimethylbenzoyl)-phosphine oxide
CO2 1% [ 29 |
27813-02-1 Hydroxypropylmethacrylat
[04 % [ 28 |
75980-60-8 Diphenyl(2,4,6-trimethylbenzoyl)phosphine oxide
[0-10 % [ 28 |
868-77-9 2-hydroxyethyl methacrylate
|92-100% | 14 |
12.3. Uppséfnun i lifverum
Deilistudull n-oktandls og vatns
CAS-nr. Efnaheiti Log Pow
72869-86-4 7,7,9(0r 7,9,9) 3,39

-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diazahexadecan-1,16-diylbismethacrylat2-Hydroxyethyl
methacrylat

162881-26-7 phenyl bis(2,4,6-trimethylbenzoyl)-phosphine oxide 5,8
27813-02-1 Hydroxypropylmethacrylat 0,97
75980-60-8 Diphenyl(2,4,6-trimethylbenzoyl)phosphine oxide 3,1
Lifpéttnistudul
CAS-nr. Efnaheiti Lifpéttnistudu |Tegund Leid
|

162881-26-7 phenyl bis(2,4,6-trimethylbenzoyl) <5 Cyprinus carpio OECD 305

-phosphine oxide
75980-60-8 Diphenyl(2,4,6-trimethylbenzoyl)phosp 47-55 Cyprinus carpio

hine oxide

12.5. Nidurstodur ur mati a PBT- og vPvB-eiginleikum.
Efnin i bléndunni uppfylla ekki skilyrdi fyrir PBT/vPvB samkvaemt REACH, vidauka XIII.

12.6. Innkirtlatruflandi eiginleikar
Varan inniheldur ekki efni sem hefur truflandi ahrif & starfsemi innkirtla i lifverum utan markhops par sem engir
efnispeettir pess uppfylla skilyrdin.

13. LIDUR: Férgun

13.1. Adferdir vid medhondlun Urgangs

Radleggingar um férgun
Videigandi losun / Umbudir

14. LIDUR: Upplysingar um flutninga

Flutningar a landi (ADR/RID)

14.1. UN-numer eda kenninumer: UN 3082
14.2. Rétt UN-sendingarheiti: ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
14.3. Heettuflokkur eda -flokkar 9

vegna flutninga:
14.4. Pokkunarflokkur: 1

Haettumidi: 9
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Flokkunarkédi:

Sérstokar reglur:
Takmarkad magn:
Undanpegid magn:
Flutningsflokkur:
Haettunumer:
Takmoérkunarkodi fyrir gdng:

274 335 375 601
5L

E1

3

90

Adrar videigandi upplysingar (flutningar a landi)
Inniheldur: 7,7,9(oder 7,9,9)-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diazahexadecan-1,16-diylbismethacrylat

Flutningar & skipgengum vatnaleidum (ADN)

14.1. UN-numer eda kenninumer:
14.2. Rétt UN-sendingarheiti:
14.3. Heettuflokkur eda -flokkar
vegna flutninga:

14.4. Pokkunarflokkur:
Haettumidi:

Flokkunarkodi:

Sérstokar reglur:

Takmarkad magn:

Undanpegid magn:
Sjéflutningar (IMDG)

14.1. UN-nimer eda kenninumer:

14.2. Rétt UN-sendingarheiti:

14.3. Heettuflokkur eda -flokkar

vegna flutninga:

14.4. Pokkunarflokkur:

Haettumidi:

Sérstokar reglur:
Takmarkad magn:
Undanpegidé magn:
EmS:

UN 3082

ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.

M6
274 335 375 601
5L
E1

UN 3082

ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.

9

11
9
T

274 335 969
5L

E1

F-A, S-F

Adrar videigandi upplysingar (sjoéflutningar)
Inniheldur: 7,7,9(oder 7,9,9)-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diazahexadecan-1,16-diylbismethacrylat

Flash point: > 100°C
Loftflutningar (ICAO-TI/IATA-DGR)
14.1. UN-numer eda kenninumer:
14.2. Rétt UN-sendingarheiti:
14.3. Heettuflokkur eda -flokkar

vegna flutninga:
14.4. Pokkunarflokkur:

Haettumidi:

UN 3082

ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.

9
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Sérstokar reglur:
Takmarkad magn - farpegi:
Passenger LQ:
Undanpegid magn:

IATA-pSkkunarleidbeiningar - farpegi:

IATA-hamarksmagn - farpegi:

IATA-pOkkunarleidbeiningar - farmur:

IATA-hamarksmagn - farmur:

N9

Vorukodi: 3135

A97 A158 A197 A215

30kg G

Y964

E1
964
450 L
964
450 L

Adrar videigandi upplysingar (flutningar i lofti)
Inniheldur: 7,7,9(oder 7,9,9)-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diazahexadecan-1,16-diylbismethacrylat

14.5. Umhverfishaettur
HATTULEGT UMHVERFINU:

Efni sem leysir heettu Ur laedingi:

Ja

7,7 -Trimethyl-4,13-dioxo-

3,14-dioxa-5,12-diazahexadecan-1,16-dylbismethacrylat

15. LIDUR: Upplysingar vardandi regluverk

15.1. Sértek akvadi/logqjof fyrir efnid eda blonduna vegna 6ryggis, heilbrigdis og umhverfis

Upplysingar um reglur Evrépusambandsins

Heimildir (REACH, XIV. vidauki):

Efni sem teljast vera sérlega varasém, SVHC (REACH, samkvamt 59.):
Diphenyl(2,4,6-trimethylbenzoyl)phosphine oxide
Takmarkanir @ notkun (REACH, XVII. vidauki):

Feersla 75
Upplysingar i samraemi vid tilskipun
2012/18/ESB (SEVESO llI):

Upplysingar um reglur videigandi lands

Vinnutakmarkanir:

Haettuflokkur fyrir vatn (Pyskaland):
Uppsog i gegnum hud/naeming:

E2 Haettulegt fyrir vatnsumhverfi

Fylgid takmorkunum a atvinnupatttdku ungmenna i samraemi vié
vidmidunarreglur um vinnuvernd ungmenna (94/33/EB).

3 - mjog heettulegur fyrir vatn
Framkallar ofurneemissvaranir.

16. LIDUR: Adrar upplysingar

Breytingar

Oryggisbladid inniheldur breytingar fra fyrri atgafu i kéflum: 2,3,4,5,6,7,8,9,10,13,14,15,16.

Skammstafanir og upphafsstafaord
Skin Irrit: Haderting
Eye Irrit: Augnerting
Skin Sens: Huénaeming
Repr: Eiturhrif & aexlun

Aquatic Chronic: Langvinn haetta fyrir vatnsumhverfi

Endurskodun-nr.: 2 - Kemur i stad utgafu: 1

IS -is

Dagsetning prentunar: 30.01.2025
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samkveemt reglugerd (EB) nr. 1907/2006

Oryggisblad

DETAX GmbH

VITA VIONIC® TRY-IN RESIN

Dagsetning endurskodunar: 25.09.2024

Vérukodi: 3135
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Flokkun fyrir blondur og notud matsadferd samkvamt reglugerd (EB) nr. 1272/2008 [CLP]

Flokkun

Flokkunaradferd

Skin Sens. 1; H317

Reikningsadferd

Aquatic Chronic 2; H411

Reikningsadferd

Videigandi H- og EUH-setningar (Nimer og 6styttur texti)

H315 Veldur hudertingu.

H317 Getur valdid ofnaemisvidébrogdum i hud.

H319 Veldur alvarlegri augnertingu.

H361f Grunad um ad hafa skadleg ahrif a frjosemi.

H411 Eitrad lifi i vatni, hefur langvinn ahrif.

H412 Skadlegt lifi i vatni, hefur langvinn ahrif.

H413 Getur valdid langvinnum, skadlegum ahrifum a lif i vatni.

(Gégnin um heettulegu innihaldsefnin voru 6l fengin ar sidustu utgafu af érygqgisbladi birgdasalans.)

Endurskodun-nr.: 2 - Kemur i stad utgafu: 1

IS -is

Dagsetning prentunar: 30.01.2025




