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PA3OEN 1: UaeHTUdMKaumMa xMmmMm4eckon NpoayKLun U CBeAeHUs o npousBogutene u/unu
nocrasBLiuKe

UpeHTUdhMKaTOp NpoayKTa
VITA SUPRINITY PC

Howmep CAS: 65997-17-3

CoOoTBETCTBYOLINE YCTAHOBMEHHbIE 061aCcTU NPUMEHEHUsA BellecTBa U CMECU U MPUMEHeHune,
peKkomeHOgoBaHHOE NpPOTUB

UAcnonb3oBaHue BelecTBa/cmecu
KameHb, runc, uemeHT, usgenusa us crekna u kepamukm Auxilary for manufacture of dental products

gaHHble 0 nocTaBLMKe B Nacnopte 6e30nacHoCcTu

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

OononHutenbHaa nHdopmaums
medical device

PA3OEN 2: UpeHTUdMKaLmMa onacHoCTU (onacHoOCTen)

Knaccudumkaumsa Bewectea unm cmecu

PernamenTom (EC) Ne 1272/2008
OT0 BeLeCcTBO He knaccuduumpyeTcs kak onacHoe B cooTBeTcTBMM ¢ PernamenTtom (EC) Ne 1272/2008.

ANeMeHTbI MapKUpoOBKU

Opyrve onacHoctu
OTtcyTcTBYyeT Kakas-nmbo nHdopmaums.

PA3[OEN 3: CoctaB (uH¢phopmaumusa o0 KOMNOHEHTax)

BewectBa

Xumnyeckas xapakTepucTuka
KameHb, runc, LeMEHT, U3aenusi U3 cTekna 1 kepammku

OnacHble KOMMOHEHTbI

He (B cootBeTCcTBUM C PernamenT (EC) Ne 1907/2006 (REACH))

PA3OEN 4: Mepbl nepBoO# NnomMoLum

OnucaHve Mep NnepBoO NOMOLLMU

Mpwu BaobIxaHun
O6ecneunTb Nogady CBeXero Bo3ayxa.

Howmep pepakumm: 5 - 3ameHsieT Bepcuio: 4 ru Oara neuvatun: 15.08.2023
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anI nonagaHUN Ha KOXyYy
CMbITb AOCTaTO4YHbIM KONMM4eCTBOM BOAbI. CHaTb 3arpda3HeHHy0 oaexay u noctupatb nepen NOBTOPHbIM
McnoJsib3oBaHNeM.

lMpwu KOHTaKTe ¢ rnasamu
Cpasy e OCTOPOXXHO U OCHOBATENbHO NPOMbITL AyLUEM Afs a3 v BO4oN.

anI nonagaHuun B XXenyaok
CDOHHO npononocKkaTb POT U 3anNnUTb GONbLUNM KONMYECTBOM BOAbI.

Haubonee cyuecTtBeHHble cMMNTOMbI/3dhheKkT OCTPOro Bo3gencreus
OTcyTcTBYET Kakas-nMbo nHdopmaums.

YkasaHue Ha He06X0OMMOCTb HeMeANEeHHOW MeAULIMHCKON NOMOLUM U cneunanbHoe fievyeHus
CumnTomMaTU4ECKOE feYeHne.

PA3LEN 5: Mepbl 1 cpeacTBa o6ecneyeHUs NOXXapoB3pbIBO6Ee30NacHOCTH

CpeacTBa noXxapoTylweHus

Moaxopswme cpeacTaa noxapoTtylweHusa
CornacoBartb Mepbl NO TYLUEeHUIO noXapa C yCloBUAMU Opr)KaIOLLI,eVI cpenbl.

Ocob6ble hakTopbl pUCKa, MCTOYHUKOM KOTOPLIX IBNAETCS1 BELWEeCTBO WU CMeCb
HeBocnnameHsiembli.

Mepb! NpeOCTOPOXHOCTU AN NOXaPHbLIX
B cnyyae noxapa: Ncnonb3oBaTb aBTOHOMHbIN AblXaTerbHbI annapar.

PA3LEN 6: Mepbl no npeaoTBpaLleH o U TIMKBUAALMN aBapUMHbIX U Ype3BblYalHbIX CUTyaLUun n
UX nocneacTBumn

Mepbl NpeAOCTOPOXXHOCTU ANA NepcoHana, 3almUTHOe CHapsiXXeHue U Ype3BblyalHble Mepbl

O6wue ykasaHusa
M3b6eraTtb nbineobpasoBaHus. He BabIxaTb MNbifb.

MpeaynpeguTenbHble Mepbl MO OXPaHe OKpyXkatollen cpeabl
Ocob6ble Mepbl 3aLLMThI OKpYy>KatoLLleln cpeabl He 06si3aTenbHbl. 3arpsis3HeHHbIE NpeaMeTbl U NoSbl OCHOBaTENbHO
OYMCTUTb COMNACHO MHCTPYKLUSM MO 3KOSNOrMMN.

MeToabl M MaTepuanbl AN NoKanvM3aumm U 0O4UCTKU

HDononHutenbHaa uHdopmaums
Cobpatb MexaHuyeckn. C cobpaHHbIM MaTepranom obpaLlaTbCa CornacHo pasgeny no ytunusaumu.

Cchbliika Ha gpyrue pasgenbl
BesonacHas paboTa: cmoTpu pasgen 7
MHavBuayanbHble cpefcTea 3allmThl: CMOTpU pasaen 8
YTunusaumsa: cmotpum pasgen 13

PA3LEN 7: NMpaBnna xpaHeHUss XMMMU4eCKOM NPOAYKLUM U OOpaLLeHUsA C Hen npu
NOrpy304HO-pa3rpy3o4HbIX paboTax

Mepbl NpeaoCTOPOXXHOCTU NPU paboTe C NPOAYKTOM

UHdopmauusa o 6ezonacHoM obpalleHnum
Ocobble Mepbl NPESOCTOPOXKHOCTU HE 06A3aTeNbHbI.
PekomeHAaauum no 3awute oT BO3ropaHusi U B3pbiBa
Ocobble Mepbl 3aLUTbI OT NoXapa He 06sA3aTeNbHbI.
PekomeHaauum no o6wen NnpoMbILLINEHHON rurueHe
CHsTb 3arpsis3HeHHy0 ogexay. Nepen nepepbiBamMu 1 N0 OKOHYaHWO paboTbl BbIMbITL pyku. Bo BpemMs paboTbl He
€CTb U HE NUTb.
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YcnoBusa ansa 6e30nacHOro XpaHeHusi C y4eToM Nb6bIX HECOBMECTUMOCTEN

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

YKa3aHuA N0 COBMECTHOMY XpaHeHUo
Ocobble Mepbl IPegOCTOPOXKHOCTM He 00a3aTenbHbI.

Oco6ble KOHeYHble 06/1acTU NPUMEHeHUs!

KameHb, rvnc, uemeHT, usgenusa us crekna u kepamukm Auxilary for manufacture of dental products

PA3[ENN 8: CpeacTtBa KOHTPONSA 3a oNacHbIM BO3AENCTBMEM U CpeAcTBa MUHAUBMAYaNbLHOW 3alUThI

MapameTpbl KOHTPONA

PerynupoBaHusi Bo3gencrBus

Moaxopsawme TeXxHUYECKNEe yCTPOMCTBa ynpaBreHus
OTOT NpoayKT Henb3a obpabaTbiBaTh NPU HEAOCTATOYHOW BEHTUMALMN.
3alWunTHbIE U FTMrMeHnYecKue Mepbl

3awwmTa rnas/nuua
Monb3oBaTbCcs cpeacTBamMm 3almThl rnas/nuua.

3awumTa pyk
Mpun obpalleHnn ¢ XMMM4YEeCKUMU BELLLECTBaMM pa3peLleHO HOCUTb TONMbKO XUMUYECKU CTOMKMNE 3aLLMTHbIe
nepyaTtku ¢ Mapkuposkor CE, BKMnoyas YeTbipex3HaYHbI KOHTPOMbHbLIM HOMeEpP. BeibupaTbe Xummnyeckn ctovikne
3alUNTHbIE NEepYaTKU B 3aBUCMMOCTU OT KOHLEHTPaLUM 1 KONMYECTBA OMAacHbIX BELLIECTB, a Takke OT OT
cneundukn paboyero mecta. PekomeHayemyio BbISCHUTb XMMUYECKYH0 CTOMKOCTb YKa3aHHbIX Bbille 3aLLUMTHbIX
nepyaTok Ansi cneumnanbHOro NPMMEHeHUs y Npou3BoauTens.

3awumTa KoXxu
Mpun paboTe HOCUTb COOTBETCTBYIOLLYHO 3aLLUTHYO oaexay.

3awmTa gbixaTenbHbIX NyTen

Mo3aboTMTbCS O 4OCTAaTOYHON BEHTURALNN U TOYEYHOW BbITSKKE B KPUTUYECKUX TOUKaX. DTOT NPOAYKT HENb3A
06pa6aTbIBaTb npyv HEAOCTaTOYHON BEHTUNALMMN.

PA3[OEN 9: ®n3snyeckme n XxMuMu4eckue CBOMCTBa

UHdopmaumsi 06 0CHOBHbIX hU3UKO-XMMUYECKUX CBOMCTBAX

dusnyeckoe cocTosiHME BeLLLeCTBa: TBEPAbIN

LiseT: npo3payHbIf

Banax: 0e3 3anaxa

Touka nnaBneHus/Touka 3aMmep3aHus: He ornpeferneHo

TemnepaTypa KuneHns nnv Temneparypa ?

Hayana KuneHus 1 AManasoH KUMNeHus:

oprovecTb: He onpegeneHo
HENpPUMEHNMO

HwxHUI npegen akcno3uumu: He onpegeneHo

BepxHuii npegen akcnosuuum: He onpeaeneHo

Touka BCNbILLKN: ?

TemnepaTypa pa3noxeHus: He onpegeneHo

pH: He onpepeneHo

PactBopumocTb B Boge: Het

PacTBOpMMOCTb B ApYrMX pacTBOpUTENSX
He onpeneneHo
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KoadhdpuumneHT pacnpegeneHus He onpegeneHo

n-okTaHon/Boaa:

[asneHve napa: <=1100 hPa
(npu 50 °C)

MnoTHOCTBL: 2,62000 g/cm?

OTHOCUTENbHAs NNOTHOCTL Napa: He onpeaeneHo

Opyrve naHHble
UHdopMauusa B OTHOWEHUN KnaccoB PM3NYEeCKOM OnacHOCTHU
TemnepaTypa camoBO3ropaHus

TBepaoro tena. He onpeaeneHo
rasa: HenpmMMeHnmo

OkucnsoLLme CBONCTBA
He okucnutenbHbIn.
LOpyrve xapakTepucTuky 6e3onacHocTH
CKOpOCTb UCnapeHus: He onpeaeneHo
CopepxaHue TBepablX BELLEecTs: 0,0 %

PA3LOEN 10: CTabunbHOCTb U peakUMOHHasA CNOCOGHOCTb

PeakunoHHas cnoco6HOCTb
Mpu Hagnexaiyem obpalleHun N XxpaHeHUn OnacHbIX peakumin He BO3HUKaeT.

Xummnyeckas ycTom4MBOCTb

MpoayKT SBNsSieTCs CTabUNbHLIM, ECINM OH XPaHUTCS NpY HOpMarbHOW TeMnepaType OKpyXKatolwen cpeabl.

B0O3MOXHOCTb OnacHbIX peal(guﬁ

OnacHble peakuuny He N3BECTHbI.

YcnoBus, KoTopbix cneayeTt usberatb
HeT

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

OnacHble NPOAYKTbI pasnoxeHus
OnacHeble NPOAYKTbl pacnaga He N3BECTHbI.

PA3OEN 11: UHdopmMaLms 0 TOKCUYHOCTH

gaHHble O TOKCUKOJNIOrMYEeCKOM BO3eMCTBUMU

OcTpas TOKCUYHOCTb
Vcxoas M3 MeoLwmnxcsa AaHHbIX KPUTEPUN KnacCcudUKauum He BbINOMHEHBI.
PasgpaxeHue n kopposus
Vcxons M3 nMetoLwmnxcst faHHbIX KpUTepun Knaccudmkauum He BbINOSHEHBI.
CeHcubunusunpyollee oencTeme
Mcxons M3 nMetoLwmnxcst faHHbIX KpUTeEpUn Knaccudmkauum He BbINOSHEHSI.
KaHueporeHHble, MyTaLMOHHbIE NOCNEACTBUS, a TaKkKe CKOPOCTb UX pacnpocTpaHeHus
Mcxons M3 nMetoLwmnxcst faHHbIX KpUTepun Knaccudmkauum He BbINOSHEHSI.
Cneuundmyeckasi TOKCMMHOCTb A4S OTAENbHOro opraHa-MMULLEHU NPU O[HOKPATHOM BO3A4EeMCTBUU
Vcxoas M3 MeroLwmnxcsa AaHHbIX KPUTEPUN KINacCUdUKaLuum He BbINOMHEHBI.
Cneuundmyeckasi TOKCMMHOCTb A4S OTAENbHOro opraHa-MuULLIEHU NPU MHOTFOKPaTHOM BO3AEeACTBUM
Mcxons M3 MMeroLwmnxcst faHHbIX KpUTepun Knaccudukauum He BbINOSHEHBDI.

OnacHo npu BAobIXaHNN
Vcxoas M3 uMerLwmnxes AaHHbIX Kputepun KﬂaCCI/ICbVIKaLWIVI He BbIMOJIHEHbI.

Homep pepakumu: 5 - 3ameHseT Bepcuto: 4 ru
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Mocneayowasn nHhopmauus
BelecTtBo He kBanudpuumpyeTcs B kadyecTBe onacHoro cornacHo PernamenTty (EC) Ne 1272/2008 [CLP].

PA3OEN 12: UHcbopmauus o BO3oeMCTBMU Ha OKpYKaroLlylo cpeny

TOKCUYHOCTb
MpoaykT He ABNAeTCs: QKOTOKCUYECKUIA.
CTOMKOCTb U pasnaraemMocTtb

MpoaykT He 6bin NpoBepeH.

NoTeHumMan GuoakkymMmynsauum
MpoaykT He BbiN NpoBEpEH.

Mo6unbLHOCTL B No4YBe
MpoaykT He BbIN NpoBEpPEH.

PesynbTartbl oueHku PBT n vPvB

OT0 BeLecTBoO He cooTBeTCTBYET kpuTepuam PBT/vPvB PernameHta REACH, npunoxenue XIII.
MpoaykT He BbiN NpoBepeH.
OHAOKPUHHbIE pa3pylialoliMe CBOUCTBA

[aHHoe BellecTBO He obnagaeT CBOMCTBaMM, HapyLlaoWwumMmn paboTy SHOOKPUHHOM CUCTEMBI Y HeLeneBbIX
OopraHvu3mMoB.

Opyrve BpegHble BO34eACTBUS
OTcyTcTByeT Kakas-nnbo nHdopmaums.

JononHutensHasi pekomeHgaums
He ponyckaTb nonagaHusi B OKPYatoLLyto Cpeay.

PA3LEN 13: PekomeHaaumu no yaaneHuo oTXo4oB (OCTaTKOB)

MeToabl yTunmsaumm orxonoB

PekomeHpauus
YTununsaums B COOTBETCTBUN C AEACTBYHOLLMMU NPEeAnUCaHNSMM.

YTunusaums HeoumnweHHON ynakoBKU U peKoMeHayeMble cpeacTtea OYUCTKU
[MonHocTblo ONOPOXHEHHbIEe yNakOBKN MOTYyT ObITb YTUNnN3npoBaHbl.

PA3OEN 14: UHdopmauusa npu nepeBo3Kax (TPaHCNOPTUPOBaHUN)

CyxonyTHbI1 TpaHcnopT (ADR/RID)

Homep OOH unn He knaccudumumpoBaH B kayecTBe onacHoOro Npoaykra cornacHo
MaeHTUUKALNOHHbIW HOMED: TPaHCNOPTHbLIM NPEANNCAHNAM.
Hagnexaliee oTrpy3oyHoe He knaccuduumpoBaH B Ka4eCcTBe OMacHOro NpoayKTa CorfacHo
HauMeHoBaHue: TPaHCNOPTHbLIM NPEANUCAHNAM.
KaTeropus onacHoctu npu He knaccuduumpoBaH B Ka4eCcTBe OMacHOro NpoayKTa CorfacHo
TpaHCcnopTUpPOBKe: TPaHCNOPTHbLIM NPEANNCAHNAM.
YnakoBo4Has rpynna: He knaccuduumpoBaH B Ka4eCcTBe OMacHOro NpoayKTa CorfacHo

TPaHCNOPTHbLIM NPEANNCAHNAM.
[ocTtaBka Nno BHyTpeHHUM BogHbIiM nyTaAM (ADN/ADNR)

Homep OOH nnu He knaccudumumpoBaH B kayecTBe onacHOro NnpoaykKTa corracHo
naeHTUUKaLMOHHbIW HOMED: TPaHCNOPTHLIM NPEANNCAHNAM.
Hapgnexauiee oTrpy3o4Hoe He knaccuduumpoBaH B Ka4eCcTBe OMacHOro NpoAyKTa CorfacHo
HauMeHoBaHue: TPaHCNOPTHLIM NPEANNCAHNAM.
KaTeropus onacHoctu npu He knaccuduumpoBaH B Ka4eCcTBe OMacHOro NpoAyKTa corfacHo
TpaHCcNopTUpPOBKe: TPaHCNOPTHLIM NPEANNCAHNAM.

Homep pepakumu: 5 - 3ameHseT Bepcuto: 4 ru Oara neuvatun: 15.08.2023
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YnakoBo4Hasa rpynna: He knaccudumumposaH B kKa4ecTBe onacHoOro NpoAykKTa corrnacHo

TPaAHCNOPTHbLIM NpeannucaHnaMm.

Mopckas goctaBka (IMDG)

Homep OOH nnu He knaccudumumpoBaH B kKayecTBe OnacHOro NpoAykKTa CornacHo
MOEeHTU(PUKALMNOHHbLIA HOMEP: TPAHCNOPTHbIM NpeannucaHnam.
Hapnexauiee oTrpy3o4yHoe He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
HanMeHoBaHue: TPaAHCNOPTHbLIM NpeannucaHnam.
KaTeropus onacHoctu npu He knaccudumumpoBaH B KayeCcTBe OnacHOro NpoAykKTa CornacHo
TPaHCNOPTUPOBKE: TPaAHCNOPTHbLIM NpeannucaHnam.
YnakoBo4Has rpynna: He knaccudumumpoBaH B kKayecTBe OnacHOro NpoaykKTa cornacHo

TPaHCNOPTHBLIM NPEANNCaHNAM.
Bo3pywHbii TpaHcnopT (ICAO-TI/IATA-DGR)

Homep OOH unun He knaccudumumpoBaH B kayecTBe onacHoOro NnpoAykTa cornacHo
MaeHTUUKALUNOHHbIA HOMEP: TPaHCMOPTHbLIM NpeannUcaHnAM.
Hagnexauiee oTrpy3o4yHoe He knaccuduumpoBaH B Ka4eCcTBe OMacHOro NPoAyKTa CorfacHo
HanMeHoBaHUe: TPaHCNOPTHbIM NpeanucaHnam.
KaTeropus onacHocTtu npu He knaccudmumpoBaH B kayecTBe onacHoOro NpoAykTa cornacHo
TPAHCNOPTUPOBKE: TPaHCNOPTHbIM NpeanucaHnam.
YnakoBo4Has rpynna: He knaccudmumpoBaH B kayecTBe onacHOro NpoAykTa cornacHo

TPaHCMNOPTHLIM NPEeANUCAHNUSIM.
OnacHoOCTb BpeQHOro BO34eNCTBUS HA OKPYXXaKOLLYIO cpeay
OMACHO 119 OKPY>AIOLEN Het
CPEObI:

CneumanbHble Mepbl NPegOCTOPOXHOCTY ANsl Nofib3oBaTens
OTcyTcTBYET Kakas-nMbo nHdopmaums.
MepeBo3ka MaccoBbLIX rPy30B B cooTBeTcTBUU C Mpunoxernuem Il MAPIMOJ 73/789 n Kogekcom MKX

HenpmMmMmeHnmo

PA3OEN 15: UHhopmauusa o HaLMOHaNbLHOM U MeXAYyHapoOAHOM 3aKOHoAaTeNnbCTBe

HOQMaTI/IBbI Nno oXxpaHe U FTMrMeHe Tpyaa U NPMpPoaooXpaHUTEeNbLHOE 3aKOHO4aTeNbLCTBO/HOPMAaTUBbI,
XapakTepHble AnAa AaHHOro BellecTBa Ui cmecu.

HaumoHanbHbIe NnpegnucaHus
Knacc 3arpssHeHus sogbl (D): - - He onaceH gnsi Boabl

OueHKa XMMHU4yeckon 6esonacHocT

[na aTon BellecTBa He NPOBOAMMACH OLEeHKa ©e3onacHocTu.

PA3[EN 16: JononHuTtenbHaa uHdopmauus

PepakuMoHHbIe NpuMeYaHusi
[JaHHble npaBuna no TexHuke 6e30MacHOCTH CoAaepXKaT U3MEHEHNS MO OTHOLLEHWIO K NpeablayLlei Bepcum B
pasgene(ax): 1.

Homep pepakumu: 5 - 3ameHseT Bepcuto: 4 ru Oara neuvatun: 15.08.2023
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Coxpau.l.euvm U aKPOHUMBbI
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%

DononHutenbHasa uHdopmaums

[aHHble 6a3mpy}0TC$1 Ha cerogHsALwHeM ypoBHe Hallnx 3HaHWIN, OQHAKO OHW He NpPeacTaBnsalT cobor rapaHTuo
CBOMCTB npoAyKTa U He ABNAKTCA OCHOBOW 4151 4OrOBOPHbIX MPaBOBLIX CBA3EN. ﬂeVICTByIOLLI,MB 3aKOHbI U
NMoCTaHOBMEHNUs1 OMKHbI cobntoaaThbes nony4yartenem Halnx NpoAyKTOB noa COGCTBEHHyIO OTBETCTBEHHOCTb.

Howmep pepakumm: 5 - 3ameHsieT Bepcuio: 4 ru Oara neuvatun: 15.08.2023
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PA3OEN 1: UaeHTUdMKaumMa xMmmMm4eckon NpoayKLun U CBeAeHUs o npousBogutene u/unu
nocrasBLiuKe

UpeHTUdhMKaTOp NpoayKTa
VITA AKZENT Plus GLAZE SPRAY

Co0oTBETCTBYOLINE YCTAaHOBMEHHbIE 06/1aCTU NPUMEHEHUSA BellecTBa UM CMECU U MPUMEHEeHHUe,
PeKOMeHOOBAaHHOE NPOTUB

Ucnonb3oBaHue BelecTBa/cMecu
Wcnonb3oBaHue B kKayecTBe NabopaTopHOro peakTusa

gaHHble O NnocTaBLiMKe B nacnopre 6e3onacHocTu

KomnaHnus: 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
OnekTpoHHas noyra: info@vita-zahnfabrik.com
KoHTakTHOE nunuo: regulatory affairs
OneKkTpoHHas noyra: info@vita-zahnfabrik.com
WHTepHeT: www.vita-zahnfabrik.com
OTBETCTBEHHbIV [lenapTaMeHT: Regulatory Affairs
ABapuiHbI HoMep TenedoHa: +49-(0)761-19240

OononHutenbHaa nHdopmaums
medical device

PA3OEN 2: UpeHTUdMKaLmMa onacHOCTU (OonacHoOCTeN)

Knaccudmkaumsa Bewecrtea unm cmecu

PernameHTom (EC) Ne 1272/2008
Aerosol 1; H222-H229

TekcT H-ppas: cmotpm B PASOESE 16.
AneMeHTbI MapKMPOBKU

PernamenTtom (EC) Ne 1272/2008
CurHanbHoe cnoBo: OnacHo

MukTorpamma:

YKkaszaHue Ha onacHoOCTb

H222 YpesBbl4aNHO NErkoBOCNIaMEHSAIOLWNNCSA adp0o30/ib.
H229 bannoH nog gasnexHnem. MNMpu HarpeBaHMM BO3MOXEH B3pPbIB.

MpenynpexaeHusn
P210 Bepeyb OT MCTOYHUKOB BOCNNaMeHeHNsi/HarpeBaHUsA/MCKP/OTKPbITOro orHs. He KypuTb.
P211 He pacnbinatb B61M3N OTKPLITOrO OFHSA AW APYTUX UCTOYHMKOB BOCMNaMEHEHMS.
P251 He HapyLwaTb UenoCTHOCTU YNakoBKN U HE CXuUraTb, AaXke NOCne UCNOMNb30BaHWS.
P410+P412 Bepeyb 0T conHeuHbIx nyyen, n3beratb HarpesaHus Boiwe 50 °C.

Homep pepakunu: 1 RU [ata nevaTtu: 22.03.2023
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UcknountenbHoe aTMKeTUpPOBaHUe creLuanbHbIX NpenapaToB
EUHO018 Mpn ncnonb3oBaHWM, MOXET (POPMUPOBATL FOPIOYYHO/B3PbIBOOMACHYIO CMECh NMap - BO34YX.
EUHO044 Puck B3pbiBa ecnn HarpeTo B 3aKpbITOM NOMELLEHNN.
Opyrue onacHoctu
OTcyTcTBYeET Kakas-nubo nHdopmaums.

PA30EN 3: CocTaB (uHdopMaLMsi O KOMMOHEHTaXx)

Cmecu

OnacHble KOMMOHEHTbI
He (B cooTtBeTCcTBUM C PernamenT (EC) Ne 1907/2006 (REACH))

PA3LEI 4: Mepbl nepBo# NnoMoLLU

OnucaHve mep nepBo NOMOLLM

Mpu KOHTaKTe ¢ rmasamu
Cpasy e OCTOPOXHO M OCHOBATENbHO NPOMbITL AyLLEeM AN rna3 unm Bogown.

Mpu nonagaHuu B Xenypok
CpoyHo nponorockaTb poT ¥ 3anuTb 60MbLWNM KONIMYECTBOM BOAbI.

Haubonee cyuecTtBeHHble cMMNTOMbI/3dhheKT OCTPOro Bo3gencrems
OtcyTcTByeT Kakas-nmbo nHpopmaums.

YkasaHue Ha He06X0OMMOCTb HeMeANeHHOW MeAULIMHCKON NOMOLUM U cneunanbHoe fevyeHus
CvmMmnTomMaTnyeckoe neveHue.

PA3[ENN 5: Mepbl n cpeacTBa obecnevyeHUs NoxapoB3pbiBo6e30nacHOCTH

CpeacrTBa NoXapoTyLweHus

Moaxoasiwue cpeacTBa NoXapoTyLeHUs
OByokucek yrnepoga (CO2), MNeHa, MopoLlwok Anst TyLueHus.
Henopxopsiwme cpeacTBa NoXapoTyLueHUs
Bopa.
Ocobble ¢hakTopbl pUcKa, MICTOYHUKOM KOTOPbIX SIBNSieTCS BELecTBO UMW CMecb
UpesBbluaiHO NerkoBocnnamMmeHsoLwascs )xmakocTb. MNapbl 06pa3yloT ¢ BO34yXOM B3pblBOOMNacHble cmecu. lMapbl
MoryT obpa3oBbiBaTb C BO3yXOM B3pPbIBOOMACHbLIE CMECU.

Mepbl NpeaoCTOPOXHOCTU ANsl NOXaPHbIX
B cnyyae noxapa: Vicnonb3oBaTb aBTOHOMHbIN AbixaTeNbHbIVA annapar.

[JononHuTenbHasa pekoMmeHaauus
[n§a 3awmThl Nogen n oxnaxgeHnsa eMKOCTEN B ONacHOW 30HE MCMNOMb30BaTh pas6pb|3rv|Baemyro CTPYyH BOAbl.
MCHOﬂbSOBaBIJJy}OCFl Ona TylweHna 3arpasHeHHy Boay CO6VIpaTb oTaensHo. He OonyckaTtb nonagaHua B
KaHannsauuto nnn BoaoEMbI.

PA3LEJ 6: Mepbl no npeaoTBpaLleH o U TIMKBUAALIMU aBapUMHbIX U Ype3BblYalHbIX CUTyauUun u
MX NocrneacTBUM

Mepbl NnpeaoCTOPOXKHOCTH ANSA nepcoHana, 3aumTHoe CHapsiXxxeHue u Yype3BblYalHbie Mepbl

O6Lwwue ykasaHus
Ypanutb UCTOYHMKN BO3TOPaHWS.

MNpeaynpeautensHbie Mepbl NO OXpaHe OKpyXkalowen cpenbl
He ponyckaTb HEKOHTPONMPYEMOro nonagaHus NPoAyKTa B okpyxatoLlyto cpefy. OnacHocTb B3pbiBa

Homep pepakunu: 1 RU [ata nevatu: 22.03.2023
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MeToabl U MaTepuanb! ANA NoKanMsauum U OYUCTKU

[DononHutenbHasa uHdopmaums

Cob6paTb BMaroBNuUTLIBAKOLLMMY MaTepuanami (Necok, KU3enbryp, BeWecTBO, CBSI3biBaloLLEe KUCMOTY,
YHVBepcarnbHbIi CBA3yLLmMiA MaTepuan). C cobpaHHbIM MaTepuanoM obpallaTbcs CornacHo pasaeny no
yTUnNu3aumu.

Cchinka Ha gpyrve pasgenbl
BesonacHas paboTa: cMoTpu pasgen 7
MHavBuayanbHble cpefcTea 3allmThl: CMOTpU pasgen 8
YTunusaumsa: cmotpm pasgen 13

PA3LEN 7: NMpaBnna xpaHeHUsi XMMMU4eCKOM NPOAYKLUUM U OOpaLLeHus C Hel npum
NOrpy304HO-pPa3rpy3o4HbIX paboTax

Mepbl NpeOCTOPOXHOCTU NMpU paboTe C NPOOYKTOM

UHdopmauusa o 6ezonacHoM ob6palleHum
Ocobble Mepbl IPeJoCTOPOXKHOCTM He 0ba3aTernbHbI.

PekomeHAaauum no 3awute oT BO3ropaHusi U B3pbiBa
[epxaTb BOanu oT UCTOYHMKOB BO3ropaHus - He kyputb. [prHATE Mepbl NPOTUB 3MeKTpocTaTUYeCcKoro 3apsaa.
Mapbl MoryT 06pa3oBbIBaTh C BO34yXOM B3pbIBOOMNACHBLIE CMECH.

PekomeHaauum no ob6wen NnpoMbILLINIEHHOW rurueHe
CHATb 3arpsasHeHHyto oaexay. lMepen nepepbiBamMy U MO OKOHYaHWIO paboTbl BeIMbITb Pyku. Bo Bpemsi paboTbl He
€CTb M He NnTb.

YcnoBusa ansi 6e3onacHOro XpaHeHUs ¢ Y4eTOM No6bIX HECOBMECTUMOCTEN

TpeGoBaHMUs B OTHOLLEHWUU CKNAaACKUX 30H U Taphbl
XpaHWUTb EMKOCTb MITIOTHO 3aKPbITON. XpaHWUTb B MPOXiagHOM, XOPOLLO NpoBeTpMBaemMoM MecTe. bepeyb oT Tenna/
UCKpP/ OTKPLITOrO OrHS/ ropsunx NOBEpPXHOCTEN. — He KypuThb.

YKa3aHUA Mo COBMECTHOMY XpaHeHUto
He xpaHuTb BMecTe c: OkncnuTenbHble cpeacTtsa. MNupodgopHbIe UnNM camoBOCMaMeHSIIOLLMECS ONacHble
BellecTBa.

PA3[LEN 8: CpeacTtBa KOHTPOJIS 3a ONAacHbIM BO34eACTBMEM U CpeAcTBa MHAUBUAYalNlbHOM 3aliUThbI

MapameTpbl KOHTpPONSA

MpeaensHo aonyctuMble koHueHTpauuu (MOK) BpeaHbIX BelecTB B BO3Ayxe paboyeit 30HbI

Ne CAS HanmeHoBaHue BellecTBa ppm Mr/m3 Benunuuna MNMOK

64-17-5 OTaHon 1000 (cpegHecMeHHast
)

2000 (makcumanbHas)

PerynupoBaHus Bo3genucTBus

O 06

3awuTHbIe U TUrMeHnYeckKue Mepbl

3awwmTa rnas/nuua
Monb3oBaTbCcs cpeacTBamMm 3alMThI rnas/nuua.
3awuTa pyk
Mpwn obpalleHnn ¢ XMMUYECKUMU BELLIECTBAMM Pa3peLleH0 HOCUTb TONbKO XUMUYECKU CTOMKMNE 3alLMTHbIE

Homep pepakunu: 1 RU [ata nevaTtu: 22.03.2023
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nepyaTtku ¢ Mapkuposkor CE, BKNoyas YeTbipex3HaYHbI KOHTPOIbHbIM HOMEpP. BeibupaTe Xummnyeckn ctovikne

3alUTHble Nep4YaTKn B 3aBUCUMOCTU OT KOHLUEHTpauun n konm4yecrtea onacHbIX BelWeCcTB, a Takke OT OT

cneuncmkm paboyero mecta. PekomMeHayemyto BbIICHUTb XMMUYECKYH CTOMKOCTb YKa3aHHbIX BbIle 3aLLUTHBIX

nep4YaTok Ana cneumanbHOro NnpuMeHeHna y npon3soanTend.

3awmTa KoXxu

OrHesawuTHas ogexga. Hocutb aHTMCTaTUYeCKyto 0ByBb 1 paboudyto odexay.

3awuTa gbixaTenbHbIX NyTen
Monb3oBaTbCs cpeacTBamMn OpraHoB AblXaHusl.

PA3[OEN 9: ®nsnyeckme n XxuMu4eckue CBOMCcTBa

UHdopmaumnsa 06 OCHOBHbIX (hU3NKO-XMMUYECKUMX CBOUCTBAX

dusnyeckoe cocTosiHME BeLLecTBa: Aaposornb
LigeT: GenosaTblii
3anax: XapakTepHbIr

N3meHeHus cocToaHusA
Touka nnaBneHns/Touka samepsaHus:

TemnepaTypa KUMeHns Unu Temneparypa
Hayarna KUMeHns U AuanasoH KUNeHus:

Touka BCNbILLKN:
FoproyecTb
TBEPAbIN KUAKWNIA:
rasa:
HwxXHWIA npegen akcnosnumm:
BepxHuii npegen akcnosvuuum:

TemnepaTypa camoBo3ropaHus
TBEpAoro Tena:
rasa:

TemnepaTypa pa3noxeHus:
pH:
PacTtBopumocTb B Boae:

PaCTBOpMMOCTb B ApPYyrux pactBoputensx
He onpeaeneHo

KoadbdpmuneHT pacnpegenerus
n-okTaHon/Boaa:

JaeneHne napa:
(npu 50 °C)
MnoTHOCTbL:
OTHOCUMTENbHas NNOTHOCTL Napa:

QQ!FMG AaHHble

WHdopmaumsa B OTHOLEHUMN KNaccoB (PM3NYeCKOM OnacHOCTU

OkucnstoLime cBoncTBa
He okncnutenbHbIN.

Opyrve xapakrepucTukmu 6esonacHocTu
CogaepaHuve TBepAblX BELLECTB:
CKOpOCTb UcnapeHus:

He onpefeneHo
-11°C

-60 °C

HenpuMmMmeHnmo
HenpmMMeHnmo

He onpepnerneHo
He onpeaeneHo

HenpmmMmeHnmo
HenpmmMmeHnmo

He onpeaeneHo
He onpeaeneHo

Het

He onpeaeneHo

<=1100 hPa

0,64000 g/cm?
He onpeaeneHo

0,0 %
He onpeaeneHo

Howmep pepakuuu: 1 RU
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[dononHutenbHasa nHdopmauus

PA3OEN 10: CTabunbHOCTb U peakUMOHHasA CNOCOGHOCTb

PeakunoHHas cnoco6HOCTb
YUpesBblyaiHO NerkoBocnnamMeHsaoLWascs XnarkocTb. MNapbl 06pa3yloT ¢ BO3AYXOM B3pbIBOOMNACHbIE CMECH.

Xummnyeckas ycTom4MBOCTb
MpoaykT siBNsieTca CTabunbHbIM, ECIIN OH XPaHWUTCA NPU HOPMarbHOM TEMMepaType OKpY)KatoLLeln cpeabl.

B03MOXHOCTb OnacHbIX peal(guﬁ

OnacHble peakuuy He N3BECTHbI.

YcnoBwus, koTopbix cnegyer usberarb
[epxvTe Bganu ot UICTOYHUKOB Tenna (Hanpumep, ropsymMx NOBEPXHOCTEN), UCKP M OTKPLITOrO nNnamexu. MNapobl
MoryT obpasoBbiBaTh C BO34yXOM B3PbIBOOMACHbIE CMECHU.

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

OnacHble NPoAYKTbI pasnoxeHus
OnacHble NPOAYKTbl pacnaga He U3BECTHbI.

PA3OEN 11: UHdopmMaLms 0 TOKCUYHOCTH

gaHHble O TOKCUKOJNIOrMYECKOM BO30eMCTBUMU

PA3OEN 12: UHdbopmauus o BO3JeMCTBMU Ha OKpYKatoLLyko cpeny

TOKCUYHOCTb

MpoaykT He ABNAeTCs: QKOTOKCUYECKUIA.
CTOMKOCTb U pa3naraemMocTb

MpoaykT He 6biN NpoBepeH.

MoTeHuunan 6uoakKymynauum
MpoaykT He 6bin NpoBepeH.

Mo6unbHOCTb B no4yBe
MpoaykT He 6bin NpoBepeH.

Pe3ynbTaTtbl oueHku PBT n vPvB

BellectBa B cMecu He cooTBeTCTBYIOT kputepuam PBT/vPvB cornacHo REACH, npunoxenue XIII.
MpoaykT He Obin NpoBepeEH.
OHOOKPUHHbIE pa3pyluaklmne CBOUCTBa

[aHHbI NPOAYKT HE COAEPXUT BeLLecTBO, obnagatoLlee CBONCTBaMM, HapyLlaLWwumMmn paboTy SHOOKPUHHON

CUCTEMbI Y HEeLeneBbIX OPraHN3MOB, MOCKOSbKY HU OOUH U3 KOMMOHEHTOB HE OTBEYAET 3TUM KPUTEPUAM.
Opyrve BpeaHble BO3geACTBUS

OtcyTcTBYET Kakas-nubo nHdopmaums.

[dononHuTensbHasa pekoMeHpauus
He gonyckaTb nonagaHusi B kaHanvsaumio unu sogoemel. He gonyckats nonagaHust B rpyHTOBOE
OoCHoBaHMWe/nouBy.

PA3[LEJ 13: PekomeHAauum no yaaneHuo oTxXoAoB (OCTaTKOB)

MeToabl yTUnmMsaumm oTxogoB

PekomeHaauuns
He ponyckaTtb nonagaHusa B kaHanusauuioo Uiy BogoeMsl. He gonyckaTe nonagaHus B rpyHTOBOE
OCHOBaHue/no4Bsy. YTunm3aums B COOTBETCTBMM C AeNCTBYIOLWNMN NpeanucaHusamu.

Howmep pepakuuu: 1 RU [ata nevaTtu: 22.03.2023
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YTunusauus HeoumLEeHHON YNaKoOBKU U peKOMeHAyeMble CPpeACcTBa OYUCTKU
He3sarpsidaeHHble 1 NyCcTble OT OCTAaTKOB EMKOCTU MOTyT GbITb NepepaboTaHbl. ObpaluaTtbes ¢ 3arpsi3eHHbIMA

ynakoBKamMu Kak C BeLleCTBOM.

PA3OEN 14: UHcdopmauusa npu nepeBo3kax (TpaHCNOPTUPOBaHUN)

CyxonyTHbI TpaHcnopT (ADR/RID)

Homep OOH nnu
naeHTUPUKaLMOHHbIN HOMeEp:

Hagnexaliee oTrpy3oyHoe
HauMeHOBaHue:
KaTeropus onacHocTu npu
TPAHCMOPTUPOBKE:
YnakoBo4Has rpynna:
Jlnct onacHocTu:

KnaccmdumkaumoHHbIn KoAa:
Oco60 oroBopeHHble yCnoBus:
OrpaHnyeHHoe konnyectso (LQ):
OcB00OOXOEHHbIE KONMYecTBa:
KaTeropusi TpaHCNoOpTUPOBKU:
Kopa orpaHuyeHns npoesaa yepes
TYHHEnNu:

UN 1950

ASPO30JI1

2

5F

190 327 344 625

1L
EO
2
D

Opyras gononHutenbHaa nHgopmauus (HasemMHbIN TpaHCNOpPT)

EO

Homep OOH nnu
NOeHTUUKALMOHHbIA HOMEDP:
Hagnexaliee oTrpy3o4yHoe
HauMeHoBaHue:

KaTeropus onacHocTu npu
TPaHCNOPTUPOBKE:
YnakoBo4Has rpynna:

JIncT onacHocTu:

KnaccugumkaumMoHHbIN KOA:
OrpaHnyeHHoe konnyecTso (LQ):

Mopckas aoctaBka (IMDG)

Homep OOH nnu
MOEeHTU(PUKALMOHHbLIA HOMEp:

Hagnexaulee oTrpy3o4Hoe
HauMeHoBaHue:
KaTeropus onacHocTu npu
TPaHCNOPTUPOBKE:
YnakoBo4Has rpynna:
Jlnct onacHocTu:

UN

[docTtaBka no BHyTpeHHUM BogHbiM nyTAM (ADN/ADNR)

1950

ASPO30JI1

5F
1L

UN

1950

ASPO30JIN

2.1

2.1

Howmep pepakuuu: 1
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3ArPA3HUTENL MOPCKOW CPE[bI: Nein

EmS: F-D,S-U
BosaywHbin TpaHcnopT (ICAO-TI/IATA-DGR)

Homep OOH nnu UN 1950

MAEHTUUKALUNOHHbIA HOMEp:

Hagnexallee oTrpy3o4Hoe A3PO30JIN

HauMeHOoBaHue:

KaTteropms onacHOCTu npwu 2.1

TpaHCNOPTUPOBKE:

YnakoBo4Has rpynna:

JvcT onacHocTw: 2.1

OnacHoCTb BpeQHOro BO34eNCTBUSA HA OKPYXXaKoLYI0 cpeay

OMACHO 151 OKPYXAIOLLEW Hert
CPE[bI:

CneumnanbHble Mepbl NPeaoCTOPOXHOCTU ANA Nofib3oBaTens

OctopoxHo: BocnnameHsiemble rasbl.

MepeBo3Ka MaccoBbIX rpy3oB B cooTBeTcTBUMU C Mpunoxenuem Il MAPIMOJ 73/789 n Kogekcom MKX

HeNnpMMeHnmo

PA30EN 15: UHdopmaLma 0 HaLMOHaNLHOM U MeXAyHapoAHOM 3aKoHoAaTeNnbLCTBe

MexayHapoaHoe M HauuoHanbHoe 3aKOHOA4ATeNbCTBO
OrpaHuyeHus no npumeHeruto (REACH, npunoxexue XVII):

3anuck 40
HaumoHanbHble NnpeanucaHus

YkasaHus 06 orpaHnyeHun
[esTeNbHOCTY:
Knacc 3arpssHenust sogpl (D):

OueHKa XMMMU4yecKkon 6esonacHoCT

OueHka 6e3onacHOCTY BELLECTB B 3TOM CMeCU He NMPOBOAMIIACS.

HOQMaTMBbI no oxpaHe U rurueHe Tpyaa v npupoagooxpaHutenbHoe 3aKOH0ane.I1bCTBOIHOEMaTMBbI,
XapakTepHble Ansa AaHHOro BewecTBa Uiu cMecu.

CobntoaaTh ykazaHusi MO orpaHuyeHuo paboT ¢ onacHbIMK BelecTBaMm
cornacHo 3akoHy Mo oxpaHe TpyAa HeCOBEpPLUEHONETHUX.
1 - cnabo onaceH Ans Boabl

PA3[0EN 16: JononHuTenbHas nHdopmauusa

Coxpau.l.euml 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

Howmep pepakuuu: 1
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LC50: Lethal concentration, 50%
LD50: Lethal dose, 50%

TekcT H-bpa3 (Homep 1 nonHbIN TEKCT)

H222 YpesBbl4aNHO NErkoBOCNIaMEHSIOWNACA adp0o30/ib.

H229 BannoH nog gasnexHunem. NMpu HarpeBaHMM BO3MOXEH B3pPbIB.

EUHO018 Mpun ncnonb3oBaHMM, MOXET (POPMUPOBATL FOPHOYYHO/B3PLIBOOMACHYHO CMECH Map - BO3AYX.
EUH044 Puck B3pbiBa ecnin HarpeTo B 3aKpbiTOM NOMELLEHNN.

JononHuTenbHaa uHdopmaums

[aHHble B 3TOM nacnopTte 6€30nacHOCTM COOTBETCTBYHOT TOMY YPOBHIO CBEAEHMIA, KOTOPbIMM Mbl pacnonaranu Ha
JeHb coaym ero B nevatb. ViHdopmaumsa JomkHa CnyXuTb Bam OTNPaBHOW TOYKOW Anst 6e3onacHoro obpatleHus
C Ha3BaHHbIM B JAHHOM nacnopTe 6e30nacHOCTM NPOAYKTOM Mpu XpaHeHun, o6paboTke, TPAHCMOPTUPOBKE U
yTunu3aumn. [laHHble He OTHOCATCH K OpYrM npoaykTtam. [ockonbKy NpoayKT CMeLUMBaeTCcs unm

nepepa6aTb|BaeTc;| C Apyrmmn matepuanamu, AaHHble U3 3TOro nacnopTta 6esonacHocTn HenepeHoCumMbl Ana
rOTOBbIX HOBbIX Matepuarnos.

(daHHbie no onacHbIM uHepedueHmam 6biiiu 839mbl U3 UHGOPMaUUOHHBIX JIUCMO8 1o mexHuke 6esonacHocmu
cybrnodpsid4ukos 8 ux rnocredHel akmyarnbHoU pedakyuu.)

Howmep pepakuuu: 1 RU [ata nevaTtu: 22.03.2023




