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PO30l1 1: IneHTUdikauia peyoBMHU/cymili i KoMmnaHii/niganpnemcTBa

1.1. lgeHTUdbikaTop NpoaAyKTY
VITA AMBRIA

1.2. BignoBigHi BcTaHOBMNEHI 06nacTi 3acTocyBaHHA pe4OBUHU ab0 cyMilli i 3aCTOCyBaHHsA, peKOMeHOOBaHe
nporu
BukopucTtaHHA peyoBUHU/CyMiLLi
Auxilary for manufacture of dental products

1.3. [laHi npo nocTtayanbHUKa y nacnopTi 6e3neku

KomnaHis: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Apnpeca: Spitalgasse 3
MicTo: D-79713 Bad Sackingen
n/c: 1338
D-79704 Bad Sackingen
TenedoH: +49(0)7761-562-0 Tenedakc: +49(0)7761-562-299
En. nowra: info@yvita-zahnfabrik.com
KoHTakTHa ocoba: regulatory affairs
En. nowra: info@yvita-zahnfabrik.com
IHTepHeT: www.vita-zahnfabrik.com
BianosinanbHui Bigain: Regulatory Affairs

IHwa popatkoBa iHthopmauis
medical device

PO3AlJ1 2: IneHTUdikauis dpakTopiB pU3nKy

2.1. Knacudbikauisi pe4oBMHM 260 cyMiLli

OOH-CI'C (ST/SG/AC.10/11/Rev.9)
Cymiw He HanexuTb Ao kateropii HebeaneyvHux 3rigHo ST/SG/AC.10/30/Rev.9 (CI'C).

2.2. YacTHM MapKyBaHHS

2.3. IHwi dhakTopU
BigcyTHsa 6yab-aka iHdopmauis.

PO3[AlJ1 3: Cknap/aaHi npo iHrpeAieHTH

3.2. Cymiwii

XimiyHa xapakTepucTuka
KamiHb, rinc, uemeHT, BUpobu 3 ckna Tta kepamikm

PO3[lJ1 4: 3axoau nepLUoOi MeAUYHOI AOMOMOTHU

4.1. Onuc HeoGXigHMX 3axoAiB 3 HagaHHSA NepLoi MegUYHOI 4ONMOMOru

Mpwu BanxaHHi
3abe3neunTtn OCTYN CBIXKOro NOBITPS.

Mpwn KOHTaKTi 3i WKipoto
3MUTK [OCTaTHLOLO KiMNbKiCTio BoAW. | monepiTe nepes NOBTOPHUM BUKOPUCTAHHSIM.

Mpu KOHTaKTi 3 ounma
LLIBuako o6epexHo i peTenbHO NPOMUTU Mig Aylem Ans oyer abo Boaoto.

Mpwu 3akoBTYBaHHiI
TepmiHOBO NpononockaTt poT i 3annTK BESMKO KiNbKICTIO BOAW.
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4.2. HancyTtTreBiwi cumntTomu/echekTn roctTpoi gii
BigcyTHa byab-sika iHpopmauis.

4.3. BkazaHHA Ha HeranHy MeguW4Hy ONOMOryY Ta Heo6XxigHe 0coGnuBe NiKkyBaHHA
CvmMnTOoMaTUYHE NiKyBaHHS.

PO3[IJ1 5: MpoTunoxexHi 3axoaun

5.1. 3aco6u noxexoraciHHs

BiganoBigHi 3aco6u noxexoraciHHA
BxuTun 3axomiB i3 raciHHs NOXeXXi 3aNeXHO Bif OTOYEHHS.

5.2. Oco6nuBi chakTopn PU3KKY, JXKEPENOM IKUX € PeYOBUHA abo cyMill
He sanmuncTtuin.

5.3. 3ano6ixHi 3axoaun AN NOXeXHUKIB
Y Brnagky noxexi: BukopncroByBatu aBTOHOMHUI AnxXanbHUA anaparT.

PO3[0IJ1 6: 3axoau npu aBapintHOMy BUKUAi

6.1. UuguBigyanbHi 3axoaun 6e3neku, 3axucHe ob6aagHaHHA Ta NOPAAOK Al y HaA3BUYaWHIN cuTyauii
3aranbHa iHdopmauis
YHuKaTu yTBOpEHHS nuny. He Bamxatu nun.

6.2. EkonoriyHi 3anobixHi 3axoam
OcobnuBi 3axo4m 3axXMCTy HABKONWLLHLOIO cepeaoBuLLa He o6oB'a3koBi. 3abpyaHeHi npeameTy i nignory
TPYHTOBHO OYMCTMTY 3riAHO EKOMOFYHNX BUMOT.

6.3. MeTogu Ta maTepianv Ana nokanisauii Ta OMULLEHHA

IHWi BigomocTi
3ibpaTn mexaHi4yHo. 3 OTpuMaHMM MaTtepianom NOBOAUTUCS 3riAHO PO3AiNny Npo yTunisadito.
6.4. MNocunaHHA Ha iHWi po3aginu
BesneyHa obpobka: gusucs po3ain 7

IHouBigyanbHi 3acobu 3axucTy: anBucs po3ain 8
YTunisauia: gusuca posgin 13

PO3[0IJ1 7: MoBoaXeHHSA i 36epiraHHsA

7.1. 3ano6ixHi 3axoaun Ans 6e3ne4YHOro NOBOAXEHHA 3 MaTepiasioMm

PekomeHAaauii 3 npaBun 6e3nekun nig 4ac po6otu
OcobnuBi 3anobixHi 3acobn He 0OOB'A3KOBI.

Mopaau Wwoao 3axmcTy NPoTu Noxexi Ta BUGyxy
OcobnuBi 3axoan 3axuCTy Big NOXeXi He 0OOB'sI3KOBI.

PekomeHpaaLii Woao 3aranbHOI ririeHn
3HATn 3abpyaHeHun oasr. Mepen nepepeamum i B KiHUi po60oT BUMUTK pyku. ig 4ac poboTr 3a60pOHSAETLCS iCTH i
nuTu.

7.2. YMoBM 6e3ne4yHoro 36epiraHHsa, BKIKOYHO 3 yciMa BUNnagkaMu HeCyMiCHOCTI

Bumoru wopao npumiweHb ANA CKnaayBaHHA | EMHOCTeN
36epiraTt KOHTENHEP LWiMbHO 3a4YMHEHNM.

BkasiBku wopo cymicHoro 36epiraHHs
OcobnuBi 3anobixxHi 3acobn He 0OOB'A3KOBI.

PO3[IJ1 8: 3axoaun 3MeHLWweHHA BNNMBY/iHAUBIAYanbHUN 3aXUcT

8.1. KoHTponbHi napameTpu

Homep pepakuii: 5 - 3amiHtoe Bepcii: 4 uk Oara gpyky: 18.10.2023



MacnopTt be3neku
BignoeigHo Ao OOH-CI'C (ST/SG/AC.10/11/Rev.9)

VITA Zahnfabrik H.Rauter GmbH & Co.KG

VITA AMBRIA
[ata nepernsagy: 18.10.2023 Kopg npoaykTy: 321

CTtopiHka 3 i3 6

8.2. 3axo4un 3MEeHLWEeHHS BNAuBy

BianoBiaHi 06'ekTK TexHIYHOro perynoBaHHA
He BMKOpMCTOBYBaTU NPOOYKT B yMOBaxX HE4OCTATHbOI BEHTUNSALT.
3axucHi i ririeHiuHi 3axoaun
3axucHi 3acobu ana ovyen/obnuyusa
3acTocoByBaTK 3axMCT o4en/obnuyys.

3axucT pyk

Mig yac NoBogKEeHHS 3 XiMiYHUMU PoBOUYNMK pedoBUHAMM, O3BONIEHO HOCUTU TiNbKK XiMi4HO CTilki, 3 CE-
MO3HAYKOH, BKIOYAKYN YOTUPU3HAYHUIA KOHTPOSbHWUIA HOMEP, 3aXUCHI pykaBu4kn. Bubip xiMiuHO CTilkux
3aXMCHUX PYKABUYOK 3anexXHO Bifl KOHUEHTpaUil i KinbkocTi HebeaneyHnx pevyoBuH, Big cneundiku poboyvoro
Micus. PekomeHayeTbes 3'acoByBaTH Y BUPOOHUKA XiMiYHY CTilKICTb BULLEHA3BaAHUX 3aXUCHUX PYKaBUYOK Ais

cnevianbHOro 3aCToCyBaHHSI.
3axucT wWkipm

Mig yac po6oTu BasraTv BiQNOBIAHUIA 3aXMCHUI OAsT.
3axucT guxanbHUX WNAXie

3abe3neunT JOCTaTHIO BEHTUMSALIIO i nepiognyHe BUTATyBaHHS B KPUTMYHUX ToYKax. He BukopuctoByBatmu

NPOAYKT B YMOBax HeAOCTaTHbOI BEHTUASALII.

PO3[IN 9: disuko-xiMmiuHi BnacTMBoCTi

9.1. IHdbopmMaUisa Npo OCHOBHI hi3nKo-XiMiYHi BMacTUBOCTI

Di3nYHUIN CTaH: TBEPAUN
Konip: nposopun
3anax: 6e3 3anaxy

Touka TonNNeHHs/3aMep3aHHs:
Touka KuniHHA abo ToYka KUMIHHS i
aianasoH KUMiHHSA:

3anmucTicTb:

HwxHs rpaHuus BUGYXOBOCTI:
BepxHa rpaHunus BubyxoBoCTi:
TemnepaTypa cnanaxy:
TemnepaTypa po3naay:
pH:
PosunHHicTb y BOAI:
PO34YMHHICTb Y iHLIMX PO3YMHHMKAX
HE TOYHUN

KoediuieHT po3noainy n-oktaHon/soaa:
Tuck napu:

(npn 50 °C)
LWinbHicTb:
BigHocHa wWinbHicTb napwu:

9.2. IHwa iHdopmauin
IHdopmauis npo knacu di3znyHoi HeGe3neku
TemnepaTypa camo3sanmaHHs
TBEpAa peyvoBMHa:
ras:
OkucnioBarbHi BNacTMBOCTI
He nigTpymye oroHb.

IHWi xapakTepnucTUKM 6e3nekun

HE TOYHUN
HenpuaaTHUn

HE TOYHUIN
HenpuaaTHUn
HE TOYHUN

He TOYHUN
HenpuaaTHUN
HE TOYHUN

He TOYHUN

Hi

HE TOYHUN
<=1100 hPa

2,6000 g/cm?®
HE TOYHUN

HE TOYHUIN
HenpuaaTHUn

Howmep pepakuii: 5 - 3amiHtoe Bepcii: 4 uk
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PO3[AlJ1 10: CTiMKicTb Ta peakuinHa 3a4aTHICTb

10.1. PeakuiHa 3AaTHIiCTb
Mpu kopucTyBaHHiI i 36epiraHHi BianoBiAHO A0 NONOXeHb HEe BUHMKAE XOOHMX Hebe3neyHnx peakLuin.

10.2. XiMmi4yHa CTiNKiCTb

3a yMoB 36epiraHHsi Npu HopMasibHUX HAaBKOSTMLLHIX TeMnepaTypax NpoAyKT cTabinbHU.

10.3. IMOBipHiCTb NpOTikaHHA He6Ge3neYHUX peakLin

He Bigomi xxogHi Hebe3neyHi peakuii.

10.4. YMoBU, AKNX Tpeba yHUKaTn
Hemae

10.5. HecyMmicHi MaTepianu, sKux cnig yHMKaTu
BiocyTHsa 6yab-aka iHdopmauis.

10.6. He6e3neyHi npoAyKTU po3knagy
He Bigomi >xoaHi Hebe3neyHi NnpodykT po3knaay.

PO3[IN1 11: TokcukonorivHi gaHi

11.1. OaHi Npo TOKCUKONOriYHMA BNAUB

FocTpa TOKCUYHICTb
HasBHi gaHi ceigyathb, Wo kputepii knacudikauii He BUKOHAHO.
ATEmix po3paxyHKkoBuU#
ATE (opanbHuin) > 5000 mg/kg; ATE (wkipsiHuin) > 5000 mg/kg; ATE (iHransuiiHuin sunapu) > 50 mg/l; ATE
(iHranauiiHun nun/Tymad) > 12.5 mg/l
Moapa3HeHHsA Ta arpecuBHa AiAa
HasBHi gaHi ceigyathb, Wo kputepii knacudikauii He BUKOHAHO.
CeHcubinisyrova gis
HasBHi gaHi ceigyathb, Wo Kputepii knacudikauii He BUKOHAHO.
CMR-gii (kaHUeporeHHa, MyTareHHa i Taka, Wo nopylye penpoayKTUBHY 34aTHICTb, Ais)
HasBHi gaHi ceigyathb, Wo Kputepii knacudikauii He BUKOHAHO.
MuTomMa TOKCUYHICTb ANA opraHy-MilleHi 3a 0AHOPa30BOi eKcno3nuii
HasiBHi gaHi cigyatb, Wo KpuTepii knacudikawii He BUKOHaHO.
MuTomMa TOKCUYHICTb ANA opraHy-MiweHi 3a 6araropa3oBoi ekcno3uuii
HasBHi gaHi ceigyathb, Wo kputepii knacudikauii He BUKOHaHO.
Hebe3neka BanxaHHsA
HasBHi gaHi ceigyathb, WO kputepii knacudikauii He BUKOHAHO.
[dopaTkoBi AaHi Woao BMNpobyBaHb
PeyoBuHa He knacudikytoTbcs sk HebeaneyHa BignosigHo Ao Mpasun (EC) Ne 1272/2008 [CLP].

PO30IJ1 12: EkonoriyHi gaHi

12.1. TOKCUYHICTb
MpoaykT He €: EKOTOKCUYHUIA.
12.2. CTiNkKicTb Ta 3gaTHICTbL 0 GionoriyHoro posknagy

npoaykT He ByB nepesipeHnii.
12.3. BioHakonuyyBanbLHU NoTeHUian
npoaykT He ByB nNepeBipeHuii.

Howmep pepakuii: 5 - 3amiHtoe Bepcii: 4 uk Oara gpyky: 18.10.2023
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12.4. MoGinbHICTb Yy FPYHTI
NpoayKT He ByB NepeBipeHuii.

12.6. BnacTMBOCTi pyiHiBHOro BNAUBY Ha €HOAOKPUHHY CUCTEMY
Llert npoayKT He MICTUTb PEYOBUH, LLO PYMHYIOTb EHOOKPUHHY CUCTEMY HeLiNbOBUX OpPraHiamiB, OCKiNbKM XoOeH
i3 KOMNOHEHTIB HE BiAMNOBI4AE KPUTEPIAM.

12.7. IHWi Wkignuei BNAMBM
BigcyTHsa 6yab-saka iHpopmauis.

3aranbHi 3ayBaXeHHsA
YHVKaTN BUBIMbHEHHSA Y AOBKINNS.

PO3[AlJ1 13: Po3rnaa nutaHb 3 yTunisauii

13.1. MeTtoau yTunisauii Bigxoais

YTunisauis
YTunisauis 3rigHo 3 po3nopsgKeHHAMN OpraHiB Brnaau.

3abpypHeHa ynakoBka
MoOBHICTIO BUKOPUCTaHY YNakoBKYy MOXHa yTuUMi3yBaTy.

PO3[iJ1 14: IHcbopmauia 3 TpaHCNOPTYBaHHSA

Mopcbkumn TpaHcnopt (IMDG)
14.1. Homep OOH a6o No dangerous good in sense of this transport regulation.
igeHTUdikauinHMh Homep:
14.2. HanexHa Ha3Ba npu No dangerous good in sense of this transport regulation.
nepeBe3eHHi:
14.3. KaTeropisi He6e3neku nig yac No dangerous good in sense of this transport regulation.
TPaHCNOPTYBaHHA:
14.4. NakyBanbHa rpyna: No dangerous good in sense of this transport regulation.
MNogitpsaaHun TpaHcnopT (ICAO-TI/IATA-DGR)
14.1. Homep OOH a6o No dangerous good in sense of this transport regulation.
igeHTUdiKayinHMn Homep:
14.2. HanexHa Ha3Ba npwu No dangerous good in sense of this transport regulation.

nepeBe3eHHi:
14.3. KaTeropis HeGe3neku nig 4ac No dangerous good in sense of this transport regulation.

TPaAHCNOPTYBAHHA:
14.4. NakyBanbHa rpyna: No dangerous good in sense of this transport regulation.

14.5. Hebe3neku Ansi HABKOJIULWHbLOIO cepeaoBULLa

WKIAMBO ONnA OOBKINNIA: Hi
14.6. Oco6nuBi 3acTepxeHi MeToau Ansi KOpUCTyBayiB
BiacyTHa 6yab-aka iHpopmauis.
14.7. MopcbKke TPpaHCNOPTYBaHHA BENIMKMMU NAPTiAMU 3rigHo 3 iHcTpyMeHTamu IMO
HenpuaaTHUn

PO30l11 15: PerynaTopHa iHchopMmaLisi

HauioHanbHa perynsatopHa iHdopmauis

PO30I1 16: IHwa iHcdhopmauisn

3MiHn
Llen nacnopt 6e3nekun MiCTUTb 3MiHM OO NonepeaHix Bepcin B posainax: 1,3,9.

Homep pepakuii: 5 - 3amiHtoe Bepcii: 4 uk Oara gpyky: 18.10.2023
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CKopoYeHHs Ta abpeBiaTypu
ADR: Accord europmen 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%

lHwa popaTkoBa iHopmauin
IHdopmauis Bianosigae cy4acHOMy piBHIO 3HaHb. [1poTe BOHA He Hadae rapaHTil WoAo BNacTUBOCTEN MPOAYKTY i

He mae puanyHoi cunn. OTprMyBay HaLLIOro NPOAYKTY Hece 0COOUCTY BiAMOBIAaNbHICTb 3@ AOTPUMAHHS
iCHYHOUMX 3aKOHIB Ta BUMOT.

(Bidomocmi npo Hebesne4yHi pe4osuHu 6ymno y3simo 3 8idrnogidHo020 0CMaHHb020 YUHHO20 cepmudbikamy 6esrneku
cybriocmayarnbHuka).
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