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PA3OEN 1: UaeHTUdMKaLmMAa XxMMmM4eckon NpoayKLMnU U CBeAeHUs o npousBoguTene u/unu
nocrasLiMKe

UpeHTUdMKaTOp NpoayKTa
VITA AMBRIA

Co0oTBETCTBYOLINE YCTAaHOBMEHHbIE 06/1aCTU NPUMEHEHUsA BellecTBa UM CMECU U MPUMEHEHHUe,
PeKOMeHOOBAaHHOE NPOTUB

Wcnonb3oBaHue BelyecTBa/cMecH
Auxilary for manufacture of dental products

gaHHble O NnocTaBLiMKe B nacnopre 6e3onacHocTu

KomnaHus: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Ynuua: Spitalgasse 3
lopoa: D-79713 Bad Sackingen
ABOHEHTCKUI ALLUK: 1338
D-79704 Bad Sackingen
TenedoH: +49(0)7761-562-0 Tenedakc: +49(0)7761-562-299
OneKkTpoHHas noyra: info@vita-zahnfabrik.com
KoHTakTHOE nNunuo: regulatory affairs
OneKkTpoHHas noyra: info@vita-zahnfabrik.com
WHTepHeT: www.vita-zahnfabrik.com
OTBETCTBEHHbIV [lenapTaMeHT: Regulatory Affairs

HononHutenbHasa nHgopmauums
medical device

PA3LOEN 2: UpeHTUdMKaLmMa onacHOCTU (OnacHOCTeMN)

Knaccudmkaums Bewecrtea unm cmecu

OOH-CI'C (ST/SG/AC.10/11/Rev.9)
OTa cMechb He knaccuduumpyeTca kak onacHas B cootBeTcTBumn ¢ ST/SG/AC.10/30/Rev.9 (CI'C).

AneMeHTbl MapKUPOBKMU

Opyrve onacHoctu
OTcyTcTBYET Kakas-nMbo nHdopmaums.

PA3LOEN 3: CoctaB (uH(hopmaLuma o KOMNOHEHTax)

Cwmecu

Xumunyeckas XapakTepuctuka
KameHb, runc, UeMeHT, nsgenma n3 ctekna n kepamukum

PA3LEN 4: Mepbl nepBo# NoMOLLU

OnucaHve Mep nepBo NOMOLLM

Mpu BAbIXaHMK
ObGecneunTb Nogayy CBEXEro Bo3ayxa.
Mpu nonagaHnm Ha KOXy
CMbITb JOCTATOYHBIM KONMYECTBOM BOAbl. CHATb 3arpsA3HEeHHY0 ogexay u noctupatb nepes NoBTOPHbLIM
NCNosib30BaHNEM.
lMpwu KOHTaKTe ¢ rnasamu
Cpasy e OCTOPOXXHO M OCHOBATESbHO NPOMbITL AyLUEeM ANs Fna3s UM Bogown.

Howmep pepakunm: 5 - 3ameHsieT Bepcuio: 4 ru Oara nevatun: 18.10.2023
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anI nonagaHun B XXenyaok
CpOLIHO npononockaTb POT U 3annTb OOMbLUNM KONMYECTBOM BOAbI.

HaunGonee cyuiecTtBeHHble CUMNTOMbI/3chheKT OCTPOro Bo3g4enCcTBuUSA
OTtcyTcTBYeT Kakas-nmbo nHdopmaums.

YkazaHue Ha He06X0OMMOCTb HeMeANEeHHOW MeAULIMHCKOW NOMOLUM U cneunanbHoe fie4eHus
CvmMmnTomMaTnyeckoe neveHne.

PA3[ENN 5: Mepbl 1 cpeacTBa o6ecneyeHusi NoXxapoB3pbLIBO6e30NacHOCTH

CpeacTBa NOXapoTyLUeHUs

Noaxopsiwme cpeAcTBa NOXapoTyLUEHUS
CornacoBaTb Mepbl MO TYLLEHWIO NOXapa C YCMNOBUSMU OKpY>atoLLe cpeapl.

Oco6ble hakTopbl pUCKa, MCTOYHMKOM KOTOPLIX AIBNSIeTCS BeLecTBO UU cMeCb
HeBocnnameHsiembli.

Mepb! NpefoCTOPOXHOCTU ANA NOXapHbIX
B cnyyae noxapa: Mcnonb3oBaTb aBTOHOMHbIN AblXaTenbHbl annapar.

PA3LEJ 6: Mepbl no npeaoTBpaLleH o U NMIMKBUAALMU aBapUMHbIX U Ype3BblYalHbIX CUTyaLun u
UX NnocrneacTBvUmn

Mepbl NpegOCTOPOXKHOCTY ANA NepcoHana, 3alUTHOEe CHapsiXXeHUe U Ype3BblyarHble Mepbl

O6Lwue ykasaHus
M3beratb nbineobpasoBanus. He BabIxaTh Nbifb.

MpenynpeguTenbHblie Mepbl N0 OXpaHe OKpyXakLwen cpeabl
Ocobble Mepbl 3alUTbI 0pr>|<a|ou.1e171 cpeabl He obsizaTenbHbl. 3arpsi3HeHHble NpeaMeTbl U Nosbl OCHOBATENBHO
OYUCTUTb COrMacHO UHCTPYKLUMAM MO 3KOJ10Mnn.

MeToabl U MaTepuanbl ANA NoKanMsauum U OMUCTKU

HdononHutenbHasa nHdopmaums
Cobpatb MexaHudeckn. C cobpaHHbIM MaTepmanom obpallaTbcs cornacHo pasgeny no ytunusaumu.

Ccblnka Ha gpyrve pasgenbl
BesonacHas pabota: cmoTpu pasgen 7
WHavBuayanbHble CpefcTBa 3alumThl: CMOTpU pasgen 8
Ytunusauua: cmotpu pasgen 13

PA3[OEN 7: NMpaBuna xpaHeHUs1 XMMU4YE€CKOM NPOAYKLUM U OOpaLLeHUsl C HEeW npu
Nnorpy3o4Ho-pasrpy3oyHbIx paborax

Mepbl NpPegoCTOPOXHOCTM NPU paboTe C NPOAYKTOM

UHdopmauusa o 6ezonacHoM obpaLleHum
Ocobble Mepbl NPeOCTOPOXKHOCTY HE 06A3aTENbHbI.

PekoMeHAaauuu no 3awmte OoT BO3ropaHus U B3pbiBa
Ocobble Mepbl 3aLWnTbl OT NoXxapa He 0bsi3aTeNbHbI.
PekomeHAaauum no obuen NnpoMbILLNIEHHOW rurmeHe

CHATb 3arpasHeHHyto ogexay. [epen nepepbiBamMy U MO OKOHYaHWIO paboTbl BeIMbITL Pykn. Bo Bpemsi paboTbl He
€CTb U HE MUThb.

YcnoBusa ansa 6e30nacHOro XxpaHeHusi C y4eToM NbbiX HECOBMECTUMOCTEN

Tpe6oBaHMA B OTHOLIEHMM CKITAACKMX 30H U Tapbl
XpaHUTb eMKOCTb NIOTHO 3aKPbITON.

Homep pepakumu: 5 - 3ameHseT Bepcuto: 4 ru Oara nevyatun: 18.10.2023
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YKa3aHuA No COBMECTHOMY XpaHeHUto
Ocobble Mepbl NPeoCTOPOXHOCTU HE 0BsI3aTerbHbI.

PA3[EN 8: CpeAcTBa KOHTPOJA 3a ONacHbIM BO3AENCTBMEM U CpeAcTBa MUHAUBUAYaNbLHOW 3alUThI

MapameTpbl KOHTPONA

PerynupoBaHusi Bo3gencrBus

Moaxopswme TeXHUYECKNEe yCTPOMCTBa yrnpaBrieHus

10T NPOAYKT Henb3A OGpaGaTblBaTb npv HEAOCTAaTOYHON BEHTUNALMMN.

3awuTHbIe U TUIrneHnYeckne Mepbl

3awwmTa rnas/nuua
Monb3oBaTbcs cpeacTBamMm 3almThl rnas/nuua.

3awmTa pyk

I'Ipm 06pau.leva| C XMMU4eCKkMmun Bellectsamu paspelleHO HOCUTb TOJNTbKO XMMUYECKU CTOVKME 3alUNTHbIE

nepyatku ¢ Mapkuposkor CE, BKnoyas YeTbipex3HaYHbI KOHTPOMbHbLIM HOMepP. BeibupaTe Xummnyeckn crovikne

3alWKUTHblE Nep4YaTKn B 3aBUCUMOCTU OT KOHLUEHTpauun n konn4yecrtea onacHbIX BelWeCcTB, a Takke OT OT

CI'IeLl,I/I(*)VIKVI paGOqero MecTa. PeKomeH,qyemyro BbIACHUTb XUMUYECKYIO CTOMKOCTb YKa3aHHbIX Bbllle 3alUUTHbIX

nep4YaTok Ana cneumanbHOro NnpuMeHeHna y npon3soanTend.

3awmTa KoXxu

Mpu paBGoTe HOCUTb COOTBETCTBYIOLLYIO 3aLLUTHYIO OAEXaY.

3awuTa gbixaTenbHbIX NyTen

Mo3aboTMTLCS O 4OCTAaTOYHOWM BEHTUMALMN U TOYEHHOW BbITSXKKE B KPUTUYECKMX TOUKaxX. OTOT NPOAYKT HeMb3si

obpabatbiBaTbh NpyY HEAOCTATOYHON BEHTUNALMUMN.

PA3OEN 9: ®n3snyeckme n xMuMu4eckue CBOMCcTBa

UHdopmMaumsi 06 0CHOBHbIX (PU3UKO-XMMUYECKUX CBOMCTBAX

dunsmyeckoe CoCTosIHNE BeELLLECTBA: TBEPAbIN
LiBeT: npo3payHbIf
3anax: 0e3 3anaxa

Touyka nnaBneHns/Touka 3aMep3aHns:
TemnepaTypa KuneHns nnm Temneparypa
Hayarna KUneHus 1 auanasoH KUNeHus:
"optoyecTb:

HwxXHW npegen akcnosnumm:
BepxHuii npegen akcnoanumu:
Touka BCMbILLKWN:
TemnepaTypa pa3noxeHus:
pH:
PactBopumocTh B Boge:
PacTBopnMOCTb B ApYrUX pacTBopuUTensx
He onpeaeneHo

KoadbdpmuneHT pacnpegeneHums
n-oKkTaHon/Boaa:
JasneHwne napa:

(npu 50 °C)
MnoTHOCTbL:
OTHOocUTenbHas NNOTHOCTL Napa:

ggyrue AaHHble

He onpeaeneHo
HenpuMMeHnmo

He onpeaerneHo
HenpmMMeHnmo
He onpeaerneHo

He onpegeneHo
HEeNnpUMeHNMo
He onpeaeneHo
He onpeaeneHo
Het

He onpeaeneHo

<=1100 hPa

2,6000 g/cm?
He onpepfeneHo

Howmep pepakumm: 5 - 3ameHsieT Bepcuio: 4

ru
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UHdopMauusa B OTHOWEHUUN KnaccoB (PM3NYEeCKOM OnacHOCTHU
TemnepaTypa camoBO3ropaHus
TBepAoro Tena: He onpeaeneHo
rasa: HenpuMeHnmo
Okucnsiowue cBoncTBa
He okucnutenbHbIn.

[pyrue xapakTepucTuku 6e3onacHocT
CKOpOCTb UCMapeHus: He onpegeneHo
CoaepxaHune TBepAbIX BELLECTB: 100 %

PA3OEN 10: CTabunbHOCTb U peakUMOHHasA CNOCOGHOCTb

PeakumoHHas cnoco6HOCTb
Mpu Hagnexalyem obpalleHun N XxpaHeHUn OnacHbIX peakumin He BO3HUKaeT.

XumMmmnyeckas ycTon4MBOCTb
MpoaykT siBNsieTca CTabunbHbLIM, ECIIN OH XPaHUTCA NPU HOPMarbHOM TEMMepaType OKpYKatoLLeln cpeabl.

B0O3MOXHOCTb OnacHbIX DeaKHVIIZ

OnacHble peakuun He N3BECTHbI.

YcnoBus, KoTopbix cneayeTt usberatb
HeT

HecoBmecTuMbIe MaTepuansl, KOTOpPbIX cnegyeT usberatb
OTcyTCcTBYET Kakan-nnbo MHpopmauums.

OnacHble NPoAYKTbI pasnoxeHus
OnacHble NPOAYKTbl pacnaga He U3BECTHbI.

PA3OEN 11: UHdopmaLms 0 TOKCUYHOCTH

11.1. JaHHbIe O TOKCUKOJIOTMYECKOM BO34eACTBUM

OcTpas TOKCUYHOCTb
Vcxoas M3 Merowmnxcsa AaHHbIX KPUTEPUN KrnaccudUKauum He BbINOMHEHBI.

ATEmix paccunTaHHbIN

ATE (opanbHbii) > 5000 mg/kg; ATE (koxHbin) > 5000 mg/kg; ATE (uHransiumoHHbIn ucnapenune) > 50 mg/l; ATE

(MHranAUMOHHBIN NbiNb/TyMaH) > 12.5 mgl/l
PasppaxeHue n koppo3us
Mcxopa 13 nMerowmnxcs AaHHbIX KpuTepun knaccmdmkauum He BbINOSTHEHBI.
CeHcubunusmnpyowee gencTeme
Mcxops 3 MMeLwmnxcs AaHHbIX KpUTepun Knaccmdmkauum He BbINOSTHEHBI.
KaHueporeHHble, MyTaLMOHHbIe NOCNEACTBUSA, a TaKKe CKOPOCTb MX pacnpocTpaHeHus
Mcxops 3 MMerwmnxcs AaHHbIX KpUTepun Knaccmdmkauum He BbINOSTHEHBI.
Cneundmyeckas TOKCMMHOCTb ANS OTAENbHOro opraHa-Mu1LLIEHW NPU OAHOKPaTHOM BO34eNCTBUM
Mcxoas M3 umetowmnxca daHHbIX KpUTepumn knaccmukaumm He BbINOSHEHbI.
Cneuunduyeckasi TOKCUMHOCTb ANt OTAENIbHOro opraHa-MullIeHU NP MHOTOKpaTHOM BO34eNCTBUM
Mcxoasa n3 nmerowmnxcs AaHHbIX KpUTepun knaccmgmkauum He BbINOSTHEHBI.
OnacHo npu BabIxaHUn
Mcxops M3 MMerLwmnxcs AaHHbIX KpUTepun Knaccmdmkauum He BbINOSTHEHBI.
Mocneayowasn nHhopmauus
BeLlecTBo He kBanuduumpyeTca B kayecTBe onacHoro cornacHo Pernamenty (EC) Ne 1272/2008 [CLP].

PA30EN 12: UHdopmaLmsa 0 BO3AEUCTBUM Ha OKpPYXKaloLlylo cpeay

Homep pepakumu: 5 - 3ameHseT Bepcuto: 4 ru Oara nevatun: 18.10.2023
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ToKkcn4HOCTb
MpoaykT He ABNAeTCs: QKOTOKCUYECKUIA.

CTOMKOCTb M pa3naraemMocTb
MpoaykT He 6GbIN NpoBeEpeH.

MNoTeHuyman 6umoakkymynsumm
MpoaykT He ObiN NpPoBEpPEH.

Mob6unbLHOCTbL B No4YBe
MpoaykT He ObiN NPoBEpPEH.

OHAOKPUHHbIE pa3pylialolme CBOUCTBA

[aHHbIN NPpoOYKT He COAEePXUT BellecTBo, obnanatollee CBOWCTBAMM, HApyLUAOLWUMK paboTy SHOOKPUHHON
CUCTEMbI Y HeLleneBbIX OPraH13mMoB, MOCKOSbKY HWU OAWH U3 KOMMOHEHTOB He OTBeYaeT 3TUM KpUTEPUAM.

Opyrue BpegHble BO3AeNCTBUSA
OTcyTCcTBYET Kakas-nn6o nHgopmauus.

[JononHutenbHaa pekomeHaauus
He [onyckaTtb nonagaHua B OKpPYXKatkoLLyto cpeny.

PA3OEN 13: PekomeHaauuu no yaaneHuo oTxoaoB (OCTaTKOB)

MeToabl yTUNM3aumm oTxogoB

PekomeHgauuns
YTnnusauusi B COOTBETCTBUN C AENCTBYOLMMM NpeanucaHusMu.

YTunusaumsa HeoumLeHHON YNaKoOBKU U peKoMeHAYyeMble cpeacTtBa OYUCTKU
[MonHocTbIO OMOPOXHEHHblIe YNaKOBKN MOTyT ObITb yTUnn3nposaHbl.

PA30EN 14: UHdopmaLuma npu nepeBo3Kax (TPaHCMOPTMPOBaHUMN)

Mopckas noctaBka (IMDG)

Homep OOH nnu He knaccuduumpoBaH B kayecTBe ONacHOro nNpoAaykKra CornacHo
naeHTUUKaUNOHHbLIN HOMep: TPaHCMNOPTHBLIM NPEeANUCaHUAM.
Haanexaulee oTrpy3o4Hoe He knaccudumumpoBaH B kKa4ecTBe onacHOro NpoAyKTa corrnacHo
HaMMeHoBaHue: TPaHCMNOPTHBLIM NPEeANUCaHUAM.
KaTeropus onacHoctu npu He knaccudumumpoBaH B kKa4ecTBe onacHOro NpoAyKTa corrnacHo
TPaHCNOPTUPOBKE: TPaHCMNOPTHBLIM NPEeANUCaHUAM.
YnakoBo4Has rpynna: He knaccudumumpoBaH B kKa4ecTBe onacHOro NpoAyKTa corrnacHo

TPaHCMNOPTHBLIM NPEeANUCaHUAM.
BoaaywHbin TpaHcnopt (ICAO-TI/IATA-DGR)

Homep OOH nnu He knaccuduumpoBaH B kayecTBe OnacHOro nNpoaykra cornacHo
naeHTUUKaLMOHHbLIN HOMep: TPaHCMOPTHLIM NPEeANUCaHNSM.
Hapnexallee oTrpy3o4Hoe He knaccudmumposaH B kKa4ecTBe onacHoOro NpoAyKTa corrnacHo
HavmeHoBaHwue: TPaHCMOPTHLIM NPEeANUCaHNSM.
KaTeropusi onacHocTu npu He knaccuduumpoBaH B kayecTBe OnacHOro nNpoaykra cornacHo
TPaHCNOPTMPOBKE: TPaHCMOPTHLIM NPEeANUCaHNSM.
YnakoBo4Hasa rpynna: He knaccudumumposaH B Ka4ecTBe onacHoOro NpoAyKTa corrnacHo

TPaHCMOPTHLIM NPEANUCaHNAM.
OnacHocTb BpegHOro Bo3feCTBUSA Ha OKpYXXaloLlyto cpeay
OMACHO AN OKPY>KAIOLLEMN Het
CPE[ObI:

CneumanbHble Mepbl NPeAOCTOPOXHOCTY ANs Nofib3oBaTtens
OTcyTcTBYET Kakas-nubo nHpopmaums.
MepeBo3Ka MaccoBbIX FPy30B B cooTBeTcTBUMU C MpunoxeHuem Il MAPIMOI 73/789 n Kogekcom MKX
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HenpuMMeHnmo

PA3OEN 15: UHdopmaLmsa 0 HaLMOHaNbLHOM U MeXAyHapoOAHOM 3aKoHoAaTenbLCcTBe

HauunoHanbHble npeanucaHus

PA30EN 16: JononHuTenbHas MHdopmauusa

PepakuMoHHbIe NpuMeYaHus
[JaHHble npaBuna no TexHuke 6e30MacHOCTU codepKaT M3MEHEHUSI MO OTHOLLEHUIO K MpeablayLLen Bepcun B
pasgene(ax): 1,3,9.
CoKpalieHUsA U aKpOHUMbI
ADR: Accord europiien 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%

HononHutenbHasa uHdopmaums

IE',aHHbIe 633I/IpyIOTCF| Ha cerogHAwHemM ypoBHe Hallnx 3HaHWIN, OQHAKO OHU He npeacrtaendarT cobon rapaHTuio
CBOWCTB npoaykrta n He ABNAKTCA OCHOBOW Ang A0roBOPHbIX NMpPaBOBbIX CBA3EN. ,D,eVICTByIOLU,I/Ie 3aKOHbI A
NOCTaHOBNEHUNA OOJTKHbI CO6J'|IOﬂaTbCF| nony4yartenem Hawnx npoaykToB noa CO6CTBeHHyPO OTBETCTBEHHOCTb.

(daHHble o onacHbiM uHepedueHmam bbinu 835iMbl U3 UHGhOPMaUUOHHLIX JIUCMO8 Mo mexHuke 6e3onacHocmu
cybrnodpsidyuKos 8 ux rnocsiedHel akmyasibHoU pedakyuu.)

Howmep pepakumm: 5 - 3ameHsieT Bepcuio: 4 ru Oara nevatun: 18.10.2023



