[ata Ha npepaboTkara: 15.12.2022 MpepaboTka: 4

WH®OPMALIMOHEH JTIUCT 3A BE3OIMNACHOCT
SOFRELINER TOUGH S-Paste

PA3MOEN 1: UpeHTUbMKaums Ha BelecTBOTo/CMECTa U Ha OPY>KECTBOTO/MPEANPUATAETO

1.1. UoeHTudukaTopm Ha npoaykra

HaumeHoBaHue Ha npogykta SOFRELINER TOUGH S-Paste

1.2. UgeHtndurumpadm ynotpebu Ha BELLLECTBOTO UMM CMECTa, KOUTO ca OT 3Ha4YeHue, 1 ynotpedbu, KOMTo He ce npenopbyBat

MAeHTM(bVILI.MpaHVI yn0Tpe6M lMe,D,VILI,VIHCKI/ITe VISD,eJ'IMﬂ] MaTtepwnan Ha cunnMkoHoBa OCHOBa 3a Meka pe6asauvm Ha npoTes3n.
Camo 3a geHTanHu cneyunanuncTn.

Msnonsea npenopbyBa cpelly |3non3gaiite camo 3a npeaBuaeHOTO NPUMOXEHNE.

1.3. Moapo6Hu [aHHU 3a AOoCTaBYMKa Ha MHOPMALMOHHUSA NUCT 3a 6e3onacHoct

HocraBunk Tokuyama Dental Italy S.r.l.
Via Chizzalunga, 1,
36066 Sandrigo, Vicenza, Italy
TEL: +39-0444-659650
FAX: +39-0444-750345

Jlnue 3a KoHTaKT http://www.tokuyama-dental.com/tdc/contact.html
MpoussoauTen Tokuyama Dental Corporation
38-9, Taitou 1-chome, Taitou-ku, Tokyo

110-0016, Japan
TEL: +81-3-3835-2261

1.4. TenedoHeH HOMeP NpU CNEeLLHX Crly4au

TenedoHeH HoOmep npu National Toxicological Information Centre at National Clinical Toxicology Centre
cneLuHu cry4yam Emergency Medicine Institute 'Pirogov'

21 Totleben Boulevard, Sofia

TenedoHeH Homep: +359 2 9154 409 / +359 2 9154 234

Homep Ha dhakc: +359 2 9154 409

TenedoH 3a cnewHn cnyyaun: +359 2 9154 378 / +359 887 435 325

Wmenn agpec: poison_centre@mail.orbitel.bg

http://www.pirogov.bg

PASIEN 2: OnucaHue Ha onacHocTUTe

2.1. KnacuduumpaHe Ha BeLEeCTBOTO UMM CMecTa
Knacudumkauus (EO 1272/2008)

®U3NYHM onacHoOCTH He e knacudmumpaH
OnacHocTu 3a 3opaBeTo He e knacuduumpaH
OnacHocTu 3a OKonHaTta He e knacunduympaHn
cpena

2.2. EnemMeHTH Ha eTukeTa

MpepynpexpeHus 3a NC He e knacuduumpaH
onacHoct
2.3. [ipyru onacHocTtu To3sn npodyKT He CbAbpXKa BellecTBa, knacuduumpanu kato PBT nnu vPvB.

CeoincTBa, HapyLiaBawy pyHKUMNTE Ha eHOOKpUHHATa cuctemMa : He ca ussectHu.
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PA3[EJ 3: Chcrae/mHhopmauus 3a CbCTaBkuTe

3.2. Cmecm

DIMETHYL POLYSILOXANE (VINYL TERMINATED) 60-100%
CAS Homep: 68083-19-2

Knacudmkauus
He e knacudumumpax

SILICON DIOXIDE 10-30%
CAS Homep: 7631-86-9 EO Homep: 231-545-4

Knacudukauus
He e knacudwmympaH

[MBAHUAT TEKCT Ha BCUYKM NpeaynpexaeHns 3a onacHocT € nomecteH B Pasgen 16.

PA3[EJ1 4: Mepku 3a mbpBa NOMOLL,

4.1. OnucaHue Ha MepK1Te 3a MbpBa NOMOLL]

O6wa uHopmaums BegHara npemecTteTe noctpaganvst Ha YuCT Bb3ayx. [oTbpceTe MeamumHeKa NoMoLL, ako
NpoAbIKaBa HAKaKbB AUCKOMMOPT.

BauwsaHe BepgHara npemecteTe nocTpaganus Ha YNCT Bb3ayX.

Mormbuiaxe OnvraiitTe ce fa npegvssmkaTe nospbluaHe. [oTbpceTe MeanLUUHCKa NOMoLL,.

KoHTakT ¢ koxarta CrapartenHo n3MuiTe Koxarta CbC canyH v Boga.

KoHTakT ¢ ounTe Mpeon npomuBKa ce yBepeTe, Ye CTe OTCTPaHUIM BCAKAKBU KOHTaKTHY NELy OT ounTe.

CBOEBpPEMEHHO U3MUIATE 0UUTE C OBMNHO KONMMYECTBO BOAA, KaTo Npv ToBa noeaurate
knenauute. MNnakHeTe B NpoabikeHne Ha noHe 15 MuHyTU. MoTbpceTe MeauUmMHCKa NoMoLL,
ako cref U3vMUBaHe ApasHEeHeTO NPOabIKN.

4.2. Hait-CbLyecTBeHM OCTPY M HAaCcTbNBaLLY Cried U3BECTEH Nepuog OT BpeMe CUMITOMU 1 eheKTH

O6wa nHpopmauus Hsama HanuyHa nHdopmaums.

4.3. YkasaHue 3a Heo6X0ANMOCTTa OT BCAKAKBM HEOTIOXHU MEAULIMHCKUA MPDKU U CMIeLManHo neyeHue

3abenexku 3a nekapsi Hsma cneumanHyu npenopbKu.

PAS3[EIJ1 5: MNMpotvBONoXapHu Mepku

5.1. MNoxaporacutenHu cpeacraa

nOAXO,D}lLIJ.M ["aceTe cbc cnegHute cpencrtea: MNaHa. BernepoaeH anokena nnun noxaporacuTteneH npax.
no)XxaporacutenHu cpeacrba

5.2. OcobeHu onacHOCTH, KOUTO npousTuyart oT BelecrBoTo UK cMecTa

CneundunyHM onacHoCTH Mpu HarpsiBaHe U NoXxap MOXe Aa ce o6pasyBaT ApasHeLyy napu/rasose.
OnacHu NpoayKTu Ha TonnMHHOTO pasnagaHe Unu ropeHeTo MoraT Aa ocBo6oaAT BbINepoaHN OKCUAN U ApYTU
narapsiHe TOKCWUYHM ra3oBe Uin napu.

5.3. CbBeTH 3a noXapHuKapuTe

I'Ipe,qnaal-m LeAcTBus No M36sareaiiTe BoUWBaHETO Ha ra3oBeTe U napute OoT noXxapa.
BpemMe Ha raceHe Ha noXapa
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CneuuanHu npeanasHu HoceTe XMMUYECKM 3aLUMTEH KOCTHOM.
cpencTea 3a rnoXxapHukapuTe

PAS3[EJ1 6: Mepku npu aBapyitHO usnyckaHe

6.1. IlnuHn npeanaaHu Mmepku, NpeanasHyu CPEACTBa U NpoLiesypu Npy CrneLIHU cryvam

JI4yHM npeanasHyu Mepku Hocete npegnasHo obnekno, kakto e onucaHo B Pa3gen 8 Ha 1031 UHOpMaLMOHEH NNCT 3a
6e3onacHocT.

6.2. NMpegnasHu mepku 3a onasBaHe Ha OKONHaTa cpefa

MpennasHu Mepku 3a Hsima cneymanHu npenopbKu.
onasBaHe Ha oKosiHaTa cpefa

6.3. MeToau 1 maTepuanu 3a orpaHM4yaBaHe U NOYUCTBaHe

Metoau 3a nouncreaHe OTcTpaHeTe BCUYKU U3TOYHMUM Ha 3ananeaHe. bes nyweHe, UCKpU, NnaMbLy Unu apyru
M3TOYHMLM Ha 3anarneaHe okoso pascuna. Ocuryperte agekBaTHa BEHTMIAUMS.
AGcopbupaiiTe ¢ BEPMUKYIUT, CYX MACHK UMM NPBCT U NOCTaBeTe B KOHTENHEPM.

6.4. MNosoBaBaHe Ha Apyru pasgenu

MosoBaBaHe Ha apyru OTHOCHO TpeTupaHeTo Ha oTnagbka BX. Pasgen 13 .
pasgenu

PAS3[EJ1 7: Pa6oTa u cbxpaHeHue

7.1. MNpepgnasHu mepku 3a 6esonacHa paborta

MpennasHu Mepku npu UsnaTta pabota TpsbBa Aa ce n3BbpLUBa B 4OOPE BEHTUNMPAHW NPOCTPAHCTBA.
ynotpebarta

7.2. Ycnosus 3a 6e3onacHo CbXpaHABaHe, BKITIOYUTEITHO HECbBMEeCTUMOCTU

Mpepnasun mepku npu Ma3eTe paneye OT TONNMHa, UCKPU U OTKPUT OrbH. [aseTe ganeye oT TONMUHA, UCKPU U

CbXpaHeHue OTKpUT OrbH. [la ce nasum oT npsika cnbHYeBa CBETNMHA. [la ce nasum oT npsika crbHYeBa
cBeTnuHa. [la ce cbxpaHsaBa npu Temnepatypu mexay 0°C/32°F n 25°C/77°F. a ce
cbxpaHsBsa npv Temnepatypu mexay 0°C/32°F n 25°C/77°F.

7.3. CneunduyHa(u) kpaitHa(n) ynotpeba(u)

Cneuudununa(m) kpariHa(n) NpeHTudurumpannTe ynotpebn Ha To3u NpoaykT ca noapo6Ho pasrneaaHu B Pasgen 1.2.
ynorpeba(u)

|PA3JJ,EJ'I 8: KoHTpon Ha ekcnosuuusaTa/nM4Hy npeanasHy cpeacrea

8.1. MNapameTpu Ha KOHTpOr

"paHn4YHM CTOMHOCTU Ha NpodecroHanHa ekcnosnuus
SILICON DIOXIDE

OwnrocpoyHa rpaHuua Ha ekcnoauuyus (8-yaca TWA): 0,07 mg/m?

8.2. KoHTpon Ha ekcrnosvumsita

Moaxopsw, uHxeHepeH Ocurypete agekBaTHa obLya 1 nokanHa M3CMyKBaLla BEHTUNaLms.

KOHTPOI

3awumrta Ha ounTe/nuueTo Tpabea aa ce HOCAT cnegHWTe NpeanasHn cpeacTea: [NpeanasHy ovmna cpelly M3npbCkBaHe
C XUMUKanw.

3awwTa Ha pbLeTe [a ce HOCAT 3aLUUTHUN PBKaBULN.

[Opyra sawura 3a koxara u HoceTe noaxopsuo obnekno, 3a Aa NnpegoTBpaTUTE BEPOATEH KOHTAKT C KOXaTa.
TANOTO
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XUrneHHU mepku

3awyra Ha guxaTenHure
mbTULa

SOFRELINER TOUGH S-Paste

He nyweTte B paboTHaTa 30Ha. MamuiiTe ce cnep kpasi Ha Bcsika paboTHa cMsiHa 1 npeau
XpaHeHe, nyleHe unm nonssaHe Ha ToaneTtHa. Mamuiite BegHara CbC canyH 1 Boga, ako
KoxaTa ce 3aMmbpcu. HesabaBHo cbbrneveTte Besika 3aMmbpceHa apexa. Mianonssante
noaxodsiy Kpem, 3a ga npegoTepaTuTe U3cbxeaHe Ha koxara. [lo Bpeme Ha paboTa Aa He ce
ane, nue n nyLw.

Hsima cneymanHu npenopbKu.

PA3LE/N 9: ®13n4HM n XMMM4HU CBOMCTBA

9.1. UHdhopmaymsi OTHOCHO OCHOBHUTE (PU3NYHM M XMMUYHU CBOWCTBA

BbHweH Bua

Upsar

Mwupuc

panuua Ha mupuca
pH

Touyka Ha ToneHe

HauanHa To4ka n uHtepean
Ha KuneHe

Touka Ha 3anansaHe
CkopocT Ha usnapsisaHe
KoeduumeHT Ha usnapsisaHe
3ananumocr (TBbpAo, ras)

opHa/gonHa rpaHuua Ha
3ananmMMocT 1 eKcrnosust

Opyru paHHm 3a
3ananuMocTTa

HansraHe Ha napuTe
MnbTHOCT Ha napuTe
OTHocuTenHa MITLTHOCT
PasTtBopumocT(u)

KoedmuymeHT Ha
pasnpepeneHue

Temneparypa Ha
camosananBaHe

Temnepatypa Ha pa3najaHe
Buckosuter

ExcnnosueHM cBOWCTBA
Oxcvaupally ceoiicTea

9.2. ipyra uHdopmauums

Opyra nHdopmMauus

MacTa

MpospayHo, Po3os

Hama Hanu4yHa.

Hama Hanun4yHa.

pH (KOHUEeHTpupaH pa3Teop): 7
Hsama HanuyHa.

Hama Hanuyha.

Hama Hanu4yHa.
Hama Hanu4yHa.
Hawma Hanu4yHa.
Hama Hanu4yHa.

Henpunoxwmmo.

Hama Hanuyha.

Hama Hanu4yHa.
Hama Hanun4yHa.
1.1

Hama Hanu4yHa.

Hama Hanuyha.

Hama Hanuyha.

Hama Hanuyha.

Hama Hanuyha.

He e B3puBoonaceH.

Hama Hanuyha.

Hama Hanuyha.
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PA3LEJ1 10: CTabunHocT n peakTUBHOCT

10.1. PeakTtuBHoCT

PeakTuBHOCT Moxe aa nonumesupa. Bx. gpyrute nogpasgeny Ha To3n pasgen 3a AonbiHWTENHa
MHopmauus.

10.2. XumuyHa crabunHoct

Cra6unHoct CTabuneH Npu HopMarnHu cTaiHu TeMrnepaTypu 1 KoraTo ce M3rnonasa crnopen npenopbKuTe.

10.3. Bb3MOXHOCT 3a onacHv peakumm

Bb3moXHOCT 3a onacHu  pY KoK TAKT C KUCE/VH I U/ aJTKD X0 S, FeH eprpa Bo o Po 4,
peakuuu

10.4. Ycnosus, kouto TpsibBa Aa ce uséarsar

Ycnoeus, kouto TpsibBa ga ce [Masete ganeye oT TOMMAMHA, UCKPU U OTKPUT OFbH.
usbarear

10.5. HecbBMeCTUMU MaTepuanu

Martepuanu, kouto TpsiobBa aa CunHookcuanpaiym areHTn. KucenmHu. OcHoBu. ANKOXOSW.
ce n3barear

10.6. OnacHn npoAyKTU Ha pa3nagaHe

OnacHu NpogyKTu Ha HarpsisaHeTo Moxe [a reHepupa cnefHuTe npoaykTu: TOKCUYHM rasoBe uUnu napu.
pasnagaHe

PASOEJ 11: TokcmkonormyHa uHgpopmaums

11.1 UHdopmaLma 3a knacoBeTe Ha onacHocT, onpenenexy B PernameHt (EO) Ne 1272/2008

Ocrtpa TokcuuHocT - MornbliaHe
MeTtoabT 3a usuucneHue : He e knacuduymupaH.

Ocrtpa TokcuuHocT - KoHTakT ¢ Koxarta
MeToabT 3a nsumcnenuve : He e knacuduumpaH.

Ocrtpa TokcunyHoCT - BauvwisaHe
MeToabT 3a n3uncnenme : He e knacudpmumpaH.

KopoauBHoCT/ApasHeHe Ha koxaTta
MeToabT 3a nsdmcnenuve : He e knacuduumpaH.

Cepu1osHo yBpexaaHe Ha ouYUTe/apasHeHe Ha ouuTe
MeToabT 3a nsumcnenuve : He e knacuduumpaH.

MoBuLleHa YyBCTBUTENHOCT Ha KoXara Ha JaHHU
MeToabT 3a suucneHue : He e knacudpuumpaH.

PecnvpartopHu gaHHn YyBCTBUTENHOCT
MeToabT 3a 3uncnenme : He e knacudpuumpaH.

MyTareHHOCT Ha 3apoAMLLIHUTE KNEeTKK
MeToabT 3a nsumcnenuve : He e knacuduumpaH.

KaHueporeHHoCT
MeToabT 3a nsuncneHme : He e knacudpuumpaH.
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TOKCUYHOCT 3a penpoayKumsita
MeToabT 3a nsumcnerue : He e knacuduumpaH.

KbpmeHe
MeToabT 3a nsumcnenuve : He e knacuduumpaH.

CTOO(cneupnduryHa TOKCUMHOCT 3a onpeaeneHn opraHu) - eqHokpaTHa ekcrnosuuus
MeToabT 3a usuucneHue : He e knacudpuumpaH.

CTOO (cneunduyHa TOKCUYHOCT 3a onpeeneHn opraHuv) - nosTapsilla ce ekcrnosvums
MeToabT 3a nsuncneHme : He e knacudpuumpaH.

OnacHOCT npu BAULIBaHe
MeToabT 3a n3uncnenme : He e knacudpmumpaH.

11.2 NHdopmaLmsa 3a 4pyru onacHocTu
MbT(Mwa) Ha BnudaHe  Koxa , Ouu , MNornbwaxe , MHxanaunorHo , EdbekTn BbpXy 3apaseTo: BX. Pasgen 4.2.
Opyru onacHoctn CBoOWCTBa, HapylwaBawm MyHKUUWTE HA eHOOKpUHHaTa cuctema : He ca nssectHu.

PA3OEJ1 12: EkonornyHa uHcgpopmauusi

12.1 TokcuyHocT

TokendHocT - BogHu 6e3rpb6HaqHm He e knacudumuupan.
TokenyHocT - Pubn He e knacuduumpaH.
TokcuuHoCT - Bogopacnu He e knacuduumpaH.
TokcuuHocT - CeanmenTt OTaeneHne  He e knacudgpuumpaH.
TokenuHocT - CyxosemHu OtaeneHne He e knacuduumpat.

12.2 YCTOMYMUBOCT U pasrpagumMoct
He ca nasectHw.

12.3 Buoakymynuvpalia cnoco6HocT
He ca nasectHu.

12.4 TpeHocMMOCT B noyBara
He ca nassectHu.

12.5 Pesyntatv ot oueHkaTta Ha PBT n vPvB
To3n npoayKT He CbAbpXKa BellecTBa, knacuduumpanu kato PBT nnu vPvB.

12.6 CsoiicTBa, HapywaBalm OyHKLUUWTE Ha eHOOKPUHHAaTa cuctema
CBolicTBa, HapyLllaBalm PyHKLUNTE HA eHAOKPUHHATa cuctema : He ca n3sectHu.

12.7 Opyry HebnaronpuaTHU edekTn
He ca nssectHu.
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PA3MEJ1 13: Obe3BpexgaHe Ha oTnagbuuTe

13.1 MeTtoaum 3a TpeTMpaHe Ha OTNagbuu

M3xBbpneTe Ha CbObpPXXaHNETO B CbOTBETCTBME C MECTHUTE, LATCKUTE UM HaUMOHaNHOTO 3aKOHOAATENCTBO.

He 6uBa ga ce u3xebpns 3aegHo ¢ OMToBUTE OTNAaabUM. VI3xBbpneTe Ha noaxonsilim oTka3ear cant. He nossonsiBalite oa Ha
BNM3a B OTBOAHMUTESNHM KaHanu, KaHanuaayms nunm BogHu 06ektu. MNMpasHnte KOHTeNHepn unm obnmuoBKM MOXe Aa 3agbpxaT
ocTaTbLM OT NpoAYyKTa 1 cnefoBaTenHO ca NOTEHUMANHO ONacHu.

13.2 JonbnHuTenHa uHdopmaums
OGesBpexaaHeTo crieasa Aa 6bAe CbrnacHo MECTHOTO UM HaLMOHAaNHO 3aKoHOA4ATeNCcTBO.

PA3[EJ 14: UHdopmaLuusi OTHOCHO TPaHCNOPTMPAHETO

O6wa uHcopmaums MpoayKTHLT He € perynupaH oT MexayHapoaHUTe pasnopeadu 3a TpaHCNOPT Ha OnacHW ToBapwu
(IMDG, IATA, ADR/RID).

14.1. Homep no cnucbka Ha OOH

Henpunoxumo.

14.2. TOYHOTO HaMMeHOBaHWe Ha nparkara no cnucbka Ha OOH

Henpunoxumo.

14.3. Knac(oBe) Ha onacHOCT npu TpaHcnopTMpaHe

Henpunoxwumo.

14.4. OnakoBbYHa rpyna

Henpunoxumo.

14.5. OnacHoCTM 3a OKONHaTa cpega

OnacHo 3a okonHaTa cpega/Mopckv 3aMmbpcuTen
He.

14.6. CneuvanHu npegnasHn Mepkv 3a norpeburenure

Henpunoxumo.

14.7. TpaHcnopTUpaHe B HANMBHO CbCTOsIHME cbrnacHo aHekce Il kem MARPOL u Kopekca IBC

TpaHcnopTUpaHe B HACUNHO  Henpunoxumo.
CbCTOSIHWE CbIIIAaCHO

npunoxenue Il or MARPOL

73/78 v Kogekca IBC

PAS3LEIJ 15: NUHdopmauus oTHOCHO HopMaTUBHaTa ypeaba

15.1. CneyvdmryHM 3a BELLLECTBOTO UM CMecTa HopMaTuBHa ypen6a/3akoHoAaTencTBo OTHOCHO 6e30nacHoCTTa, 34paBeTo U
oKonHaTa cpefa

EC 3akoHogaTencrso (EC) No 1907/2006 (REACH).

(EC) No 1272/2008 (CLP).
(EU) No 2015/830.

156.2. OyeHka Ha 6e30NacHOCT Ha XMMWYHO BELLECTBO MU CMEC

He e npoBegeHa oueHka 3a 6e3onacHocTTa Ha XMMUYHOTO BeLEeCTBO.

PAS3[EJ 16: Apyra nHdopmauus
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KnacudukaLmoHH Not Classified for Physical: Ha 6asata Ha HannyHWTe gaHHW He ca U3MbIIHEHN KpUTepuuTe 3a
npouenypv cbrnacHo knacuduymnpare. Not Classified for Health: Ha 6asaTta Ha Hann4HUTE fJaHHW He ca U3MbIIHEHU
PernameHT (EO) 1272/2008) «kpuTepuuTe 3a knacuduumpare. Not Classified for Environmental: Jlunca Ha gaHHw.

CbBeTn 3a 06yueHue YBepeTe ce, Ye onepaTopuTe ca 0byyeHn Aa CBeXaaT A0 MUHUMYM eKCrnosuumsTa.
MatepuasbT fa ce uarnonasa camo ot obyyeH nepcoHarn.

KomeHTapum kbm

npepaboTtkata
[ara Ha npepa6boTtkaTta 15.12.2022.
MpepaboTka 4

Ta3sun uHdopmaLumsa ce OTHacCsH caMo 3a ykasaHus creumduyeH matepyan 1 MoXe Aa He e BanvaHa 3a Cbluyus matepuar,
n3non3eaH B KOMOMHaUMS ¢ gpyr matepuan unu B Apyr npouec. Tasun nHhopmauums, JOKONKOTO € U3BECTHO Ha KOMMNaHUATa, €
akypaTHa 1 HafexaHa KbM nocoyeHaTa Aata. Bbnpeku ToBa kOMnaHusiTa He JaBa rapaHumMs U He noema OTrOBOPHOCT Mo
OTHOLLEHME Ha TOYHOCTTA, AOCTOBEPHOCTTA 1 U3dyepnaTenHocTTa . 3agbiikeHne Ha NnoTpebuTens e ga npeueHu
YMECTHOCTTa Ha UHpopMaLMsATa 3a CBOUTE KOHKPETHU Lienw.
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