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NMACIMNOPT BE3OINACHOCTHU

B cooTBeTCcTBMU ¢ PernameHTom (EC) Ne453/2010
ONSA NpUMeHeHNs B CTOMaTonoruum

i U LT n A D E N T Oata Bbigaun : 05/20/2014

8 PRODUCTS INC. Ne nacnopTa 6e3onacHocTu : 366-001.3 - RU
’ DNaTa HoBoW peaakuum : 03/23/2016

Ne pepakuum : 2

OTt6enuBalowan 3ybHasa nacta Opalescence® - CHMXeHME YYyBCTBUTENbLHOCTHU

PA3[EN 1. UpeHTudukaumn BewecTsa /npenaparta u oupMbl /npeanpuaTus

1.1. UpeHTnbukaTop NpoayKLUUM

Kopn npoaykuum : 2Q/1001303
HanmeHoBaHune : Ot6enueatowas 3ybHas nacta Opalescence® - CHUXeHNe YyBCTBUTENBHOCTU
OnucaHue npoayKuMmn : Ot6enuBatowas 3ybHas nacta

1.2 COOTBeTCTB)’IOLI.WIe YCTaHOBJI€HHbIE obnactm npumeHeHus BellecTBa UM CMeCu U HepekoMeHayembie o6nacTu ucnonb3oBaHUA
COOTBeTCTByI'OLIJMe YCTaHOBJI€HHbIe obnactu NPpUMEeHeHus : 3y6Haﬂ nacrta

1.3. NMoppo6Hasa nHdopmMaLmsa 0 NnocTaBLUUKe B nacnopte 6e3onacHoCcTH

UsrotoBuTtenb Mpopasew

Ultradent Products, Inc. Ultradent Products GmbH
505 W. 10200 S. Am Westhover Berg 30
South Jordan, UT 84095 51149 Cologne Germany

On. nouta: infoDE@ultradent.com
TenedoH akcTpeHHoM cBA3K: +49(0)2203-35-92-0

1.4. Homepa TenepoHOB 3KCTPEHHOMN CBSA3U
CHEMTREC (CeBepHasa Amepuka): (800) 424 - 9300
(MEXXOYHAPOOHbIN): +1(703) 527 — 3887

| PA3[EN 2: Bo3MOXHble UICTOYHUKM OMACHOCTU

2.1. Knaccudmkaumsa BewecTBa unm cMecu
Knaccudukaums B cootBetctBMU ¢ PernameHTom (EC) Ne1272/2008 [CLP]
: bbinu nccnegoBaHbl/ OLeHeHbI PU3MYeckne CBOMCTBa CMecH 1 hakTopbl ee 0nacHoOCTU

AN 300pOBbSA U OKpYXaloLen cpefbl, B CBA3N C YeM NPUMEHSeTCa criefytoLas
Knaccudmkaums. AToT MaTepuan He CYNTaEeTCs OnacHbIM Ans 340POBbS.

3popoBbe : He knaccudpuumpyetca

2.2. dneMeHTbl MapKMPOBKU

OTOT MaTepuan He cuMTaeTcsa onacHbIM ANs 300poBbs B cooTBeTCTBUM ¢ PernameHtom (EC) Ne1272/2008 [CLP].

Knaccucumkaumsa B coorBetcTBUM € PernameHTom (EC) N21272/2008 [CLP] KpaTkme xapaktepucTUKN ONacHoOCTH

MpodnnakTnka : P280: HageBatb 3awwmTHble nepyaTky/ 3alumMTHYO ogexay/ cpeAcTsa 3awmTbl rnas/
CpeAcTBa 3almThbl nuua.
OTBeTHbIe Mepbl : P305: MPU MOMALAHWA B TTIA3A:

P351: OCTOpOXXHO NPOMbITb BOAOWN B TeYEHMNE HECKOMNBbKNX MUHYT.
P337+P313: Ecnn pasgpaxeHue rnas npogormkaetca: O6patntbes 3a MegULIMHCKOM
MOMOLLbO /KOHCYMbTauUUen.

XpaHeHue : P273: He gonyckaTb nonagaHus B OKpy>KaloLLyto cpeay.

UHdopmaumsa o6 ytunusaumm : P501: YTunumaunposaTb B COOTBETCTBUM C rOCygapCTBEHHbIM perynupoBaHuem. (EC
1975L0442- 20/11/2003)

2.3. [pyrme onacHocTun

CpoyHble BONpOChI : OTcyTCTBYIOT
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PA3[OEN 3: CocTtaB /uHopMaLUsA 0 KOMNOHEHTaXxX

3.1. BewecTBa
He npumeHnmo

3.2. Cmecu
Knaccucmkaums B
XUMMYECKOE HA3BAHME CAS EINECS Bec. COOTBETCTBUMU C
Ne % PernamenTom (EC)
Ne1272/2008 [CLP]
Eye Irr.,Cat. 2; Skin Irr.,Cat. 2;
®TOpUa HaTpUA 007681-49-4 231-667-8 0,25 Acute Tox. (O), Cat. 3;
EUHO032; H301; H315; H319
Oxid. Sol.,Cat. 2; Skin Irr.,Cat.
. . 2; Eye Irr.,Cat. 2; STOT
A30THOKMCABIV Kanui 7757-79-1 231-818-8 <10 SE.Cat 3: H272: H335: H315:
H319
MeTtuncanuuunat 119-36-8 204-317-7 <5 | Acute Tox. (O), Cat. 4; H302
lMonokcamep 9003-11-6 | Henpumenumo | <5 | Aquatic Tox.,Chronic 3; H412
MonHbIn TekcT bopmynuposok: cm. B PASLOEJE 16.
PA3[EJ 4: Mepbl nepBo# NomMoLumn
4.1. OnucaHue mep NepBoOM NOMOLUU
Mpw nonagaHuu B rnasa : HemeaneHHo npombITe rnasa 6onbwmnmM KonuyecTsoM Boabl. ObpatuTech k Bpady, ecnm

pasgpaxeHue pasBUBaAETCS UITM COXPaHAEeTCs.
Mpu nonagaHumn Ha KOXy : [lpOMbITb C MbIFIOM U BOOOW.
Mpwn rnoTaHun

: [pornatbiBaHne B KONMYECTBE MEHee YHUUN HE HAaHOCUT 3HaYMTENbHBIN yUJ,ep6. Mpn

npornaTbiBaHUM B GOMbLUKMX KONUYECTBAX, He Bbi3biBaTb PBOTY, BMECTO 3TOr0 AaTb
nocTpagasLleMy BbiNUTb OAMH UMW ABa CTakaHa BoAbl M 06paTUTLCA 3a MEAMLIMHCKOM

MOMOLLIbIO.

MNpu BAbIXaHUK : CneumdunyecKoro neyeHms He TpebyeTcs, Tak Kak 3TOT matepuarn, BepPOsATHO, He
npeacTaBnsieT onacHOCTU NpU BAbIXaHWW. [Mpy BO3AENCTBUM Ype3MEPHBIX YPOBHEN MbINu
UMK NapoB, BbIBECTU NOCTPAAABLLEro Ha CBEXMit BO3AyX 1 06paTUTbCsA 3a MeQULIMHCKOM
MOMOLLbIO, €CMNW Pa3BMBaETCsA Kallerb UMK Apyrue CUMNTOMbI.

4.2. Hanbonee BaxxHble CUMNTOMbI U BO34ENCTBUA, KaK OCTpbIe, TaK U 3aMeANeHHbIe

Mnasa : BbI3bIBaeT nerkoe pasgpaxeHuve rnas.

Koxa : OTcyTCTBYET ANS AaHHOMO NPOAyKTa.

MpueM BHYTPbL : MoxeT npefcTaBnsATh OMNAacHOCTb NPU NPOrNaThiBaHUM B GOMbLIOM KONUYECTBE.
BAabixaHue : OTcyTCTBYET ANS AaHHOMo NPOoAyKTa.

4.3. MokasaHusa ANs HEOTNOXXHOW MeAULIMHCKON MOMOLLM U CcreLuanbHOro fievyeHust

MpumevaHue ans Bpava : He npumenunmo

PA3[OEN 5: NMpoTtuBonoxapHble Mepbl

5.1. CpencTBa noxapoTyLueHusi

CpeacTBa NoXapoTyLeHus : BogsiHoe pa3bpblarmBaHve, BOASHOM TyMaH, neHa, Cyxoi NopoLLOK, ANOKCeHUA yriepoaa

(CO2)
5.2. OcoOble onacHoOCTU, co3gaBaemMbie BelwecTBOM UJIN CMeCbio
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OnacHble NPoAYKTbl rOpeHus : HensBecCTHbI.

5.3. PekomeHgauumn Ans noxapHbIX

Mpoueaypbl NOXapoTyLUEeHUs : O6wme: ABakynpoBaTb BECh NepCoHar; MCNosb3oBaTh 3allUTHOE 0bopyaoBaHMe ans
noxapoTyLleHust. Mpu Bo3ropaHnm NpoayKLMM UCNONb30BaTb aBTOHOMHbIV AblXaTENbHbIN
annapar.

PA3[EJ 6: Mepbl npu cry4yarHbIX yTe4Kax unum Bbibpocax

6.1. NHpgnBMayanbHble Mepbl NPeAO0CTOPOXHOCTU, CPpeACcTBa MHAUBUAYalIbHOW 3alWUThl U AENCTBUA B IKCTPEHHbIX CUTYaLUAX
O6wwue npouenypbl : CpeacTBa MHOuBMAYyanbHONM 3awwmThl CM. B pasgerne 8.
6.2. Mepbl no 3awWwmTe OKpyXxatloLien cpeabl

PasnuB B Boay : HeT paHHbIX

6.3. MeToabl 1 MaTepuanbl AnNs fIokanmM3auum 1 O4YUCTKU

He6onbwown pa3nuse : CobepuTe XKnaKocTb A58 NPOMbIBKM AONONHUTENBbHBIM abcopbeHTOM 1 nomecTuTe B
OHOPA30BbIN KOHTENHEP.

Bonblwown pasnue : [IPOMOKHYTb MHEPTHBLIM, BIIAXXHbIM HEFOPHOYMM MaTepManom, 3aTeM NPOMbITb Y4aCTOK
BOAOMN.

6.4. CcbInku Ha apyrue pasgensbl
CcbInku Ha apyrue pasgenbl : He npumeHumo

PA3[OEN 7: O6palweHne n xpaHeHue

7.1. Mepbl NnpefoCTOPOXHOCTHN NO 6e30nacHOMY ObpalleHuo

Morpy3o4Ho-pa3rpy3oyHbie paboTbl : XpaHuTb Npu MECTHOM aTMOCHEPHOM AaBMNEHUU.
XpaHeHue : CM. MapKMpoBKY MpoayKuuu.

7.2. YcnoBuA gnAa 6e3onacHoro XxpaHeHus, BKIKYas HeCOBMECTUMOCTHU

Cpok rogHocTH : CM. MapKMpoBKY NpogyKuum

7.3. XapakTepHoe KOHe4YHOoe NpuMeHeHune

XapakTepHoe KOHe4YHoe NpuMeHeHue : 3ybHas nacta

PA3[EJ 8: KoHTponb Bo3aencTBusi/ MHAUBUAYyanbHas 3awmra

8.1. KoHTponbHbIe NnapameTpbl

KoHTponbHble napameTpbl : He onpepgeneHo

8.2. KoHTponb Bo3gencTBuA

3awwmTa rnas /nuua : HageBaTb 3awnTHbLIE O4KM

3awmTa Koxu : He TpebyeTca

3awumTa opraHoB AbiXaHuA : OOwasa BeHTUNAUMA OOIMKHA ObITb 4OCTATOMHOW AN KOHTPOSS! YPOBHEW pachbifieHnst B
BO3yXe.

| PA3[OEN 9: ®u3unyeckne n xummyeckue cBomcTea

9.1. UHdopmaLsa 06 OCHOBHbIX (hM3NYECKNX U XMMUYECKUX CBOMCTBAX
Pusnyeckoe coctosiHue :lenb

Colour : LiBeT MopcKoW BOMHbI

3anax : MaTHbIR
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9.2. lNMpoyas nicgpopmauus
lNMpoueHTHOe coaepkaHMe NeTy4mnx BellecTs : Henetyuve

PA3[OEN 10: CTabunbHOCTb U XUMMUYECKasA aKTUBHOCTb

10.1. PeakumoHHasi cCmnoco6HOCTb

PeakunoHHas cnocobHOCTb : CtabunbHoe BeLLecTBO
10.2. Xumuyeckas ctabunbHOCTb

Xumunyeckasi CTabUNLHOCTb : CTabunbHO Npy XxpaHeHUn 1 obpaLLeHUN B PEKOMEHAYEMbIX YCITOBUSIX.
10.3. BO3MOXHOCTb ONacHbIX peakuumn

OnacHasa nonumMmepusauus : OTcyTCTBYIOT

10.4. YcnoBus, KOTOpbIX crieayeT usberaTtb

YcnoBus, KOTOpbIX criegyeT usberatb : HenseecTHbI.

10.5. HecoBmecTuMble maTepuansl

HecoBmecTumble maTepuanbli : HenseecTHbI.

10.6. OnacHble NPOAYKTbI pa3noXeHus

OnacHble NPOAYKTbI pa3noXeHus : HenseecTHbI.

| PA3[OEN 11: Tokcukonorn4veckas nHopmaums

11.1. UHpopmaLmsa 0 TOKCUKONOrM4YEeCKOM BO3AENCTBUMN

OcTtpoe

MpumeyaHusn : [laHHas npogyKumns COOTBETCTBYET TOKCUKONOrMYECKOMY Npodpusio, Heo6xoaMMoMmy Ais
KOCMEeTUYeCKnx cpeacTB B COOTBETCTBUM C AencTtayowmmn B EC TexHnyecknmmn

YCIOBUSIMU KOCTEMUYECKOTO NPOM3BOACTBA, pernameHT (EC) Ne 1223/2009.

PA3LOEN 12: Skonorn4yeckasa nHcgpopmauus

12.1. TOKCUYHOCTb
TOoKCU4YHOCTbL : HeT paHHbIX

TokcuyHOCTb B BOAHOM cpeae (ocTpas)

96-yacoBasn LCso : He onpepneneHo
48-yacoBasi ECso : He onpepneneHo
96-yacoBas ECso : He onpepneneHo

12.2. YcTOM4YMBOCTbL M pa3naraemMocTb

YcTonumBocTb M pasnaraeMmocTb : He onpegeneHo
12.3. BMoakKyMynATUBHbIA NOTEHUMan
BnoakkyMynAaTUBHbIN NoTeHLuMan : He onpegeneHo
12.4. Mo6MnbLHOCTHL B NO4YBe

Mob6unbHoCTb B noyBe : He onpegeneHo
12.5. Pe3ynbTtathl oueHkn CBT n oCob

PesynbTaTbl oueHku CBT n oCob : He onpepneneHo
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12.6. Opyrue no6o4Hble aheKTbI
Okonoruyeckne AaHHble : Heroptouumin.

PA3LOEN 13: PekomeHgauuu no ytunusaumm

13.1. MeToabl nepepaboTku OTXO40B

Cnoco6 yTunusauumn : YTnnnsmpoBaTtb B COOTBETCTBMM C roCyAapCTBEHHbIM perynupoBaHmeM. (EC 1975L0442-

20/11/2003)

PA3[OEN 14: UHdbopmaumsa no TpaHCNOPTUPOBKE

14.1. Homep no knaccudukaunm OOH
Howmep no knaccudmkaunm OOH : HenpnumeHumo
14.2. OTrpy3o4yHoe HaumeHoBaHue no knaccudukauum OOH

OTrpy3oyHoe HaumeHoBaHue no knaccudgumkaumm OOH : He npeacraensieT onacHOCTU ANs NepeBO3ky
14.3. Knacc(bl) onacHOCTU Nnpu TpaHCNOPTUPOBKE

Knaccudumkauma onacHocTtn : HenpnumeHumo

14.4. T'pynna ynakoBKu

Fpynna ynakoBku : HenpumeHumo

14.5. OnacHocTb Ansl OKpyXatloLllen cpeabl

Mopckow 3arpasHuTens # 1 : HenpumeHumo

14.6. Ocobble Mepbl NPeaOCTOPOXKHOCTU ANA NoNnb3oBaTens

ADR - aBTOTpaHcnopTt : He npegctaBnsaeTt onacHoCTv ANs nepeBo3ku
RID - x/p TpaHcnopT : He npegctaensaeTt onacHOCTV ANs nepeBoO3ku
IMDG - mope : He npegctaBnsaeTt onacHOCTV AnNs nepeBoO3ku

IATA - aBnatpacnopT : He npegctaBnsaeTt onacHoCTv ANs nepeBoO3ku
14.7. TpaHcnopTupoBKa HaBanom B cooTBeTcTBUM C MpunoxeHuem Il u1s MARPOL73 /78 n MKX

TpaHCHOpTMpOBKa HaBasniomMm : He npeacrtaendeT onacHOCTU ONiA NepeBO3Kn

PA3[EJ 15: HopmaTtuBHasa nHcdopmauus

15.1. Mpaeuna 6e3onacHOCTK, 3aLWMTLI 300POBbLS YeroBeKa M OKpYXaloLlei cpeabl/cneymduyeckme HOPMaTUBHbIE aKThbl MO BeLeCTBY UM CMecH

RoHS

15.2. OueHKa xuMMnyeckon 6esonacHocTu

: Cm. PernameHT 1223/2009 «O kOCMETMYECKOM NPOM3BOACTBE»

OueHKa XxuMmmnyeckom 6esonacHocTu : Cm. pasgen 11
DononHutenbHasa uHcgopmauusa : OTOT NPOAYKT HE CYNTAETCS ONACHBLIM AN NEPEBO3KMU.

| PA30EN 16: Npoyasn undopmauys

CooTtBeTcTBYIOWME onucaHusa onacHocTu : Acute Tox. (O), Cat. 3: OcTpas ToKkCMYHOCTb (MepopanbHO), kaTeropums 3
(Homep U NOMNHbIN TEKCT) Acute Tox. (O), Cat. 4: OcTpas TOKCUYHOCTb (NepoparnbHO), kateropus 4
Aquatic Tox., Chronic 3: TOKCM4YHOCTb B BOQHOM Cpeae, XpoHnyeckas. 3
Eye Irr., Cat. 2: PasgpaxeHue rnas, kateropus 2

Oxid. Sol., Cat. 2: Okucnsawowime TBepabie BELLECTBa, KaTeropus 2
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MoarotoBun

PackpbITue TeKylueil pegakumm

OO6Lwue 3aaBneHus

3aaBneHue npoussogunTens

STOT SE, Cat 3: TokcMyHOCTb A8 ueneBoro opraHa (O4HOKpaTHOE BO3AeNCTBUE),
pecnupaTopHbI TPaKT kaTeropus 3

Skin Irr., Cat. 2: PasgpaxeHune Koxu, kateropusi 2

EUHO032: NMpwn koHTaKkTe ¢ kucnotamu BbiAeNseT 04EHb TOKCUYHbIN ras.

H272: MoxeT ycunutb OroHb; OKUCnuTerb.

H301: TokcnyeH npu npornaTtbiBaHmmM. H302: OnacHo npu npornatbiBaHuK.

H315: Bbi3biBaeT pasgpaxeHne Koxu.

H319: Bbi3biBaeT cepbe3Hoe pasgpaxeHue rnas.

H335: MoxeT BbI3BaTh pasgpaxeHue gblxaTenbHbIX NyTewn.

H412: OnacHo aAns BOAHbIX OPraHN3MOB C AONTOCPOYHbIMUN NOCEACTBUSIMM.

: Anu Kattoju
: [laHHbI nacnopT 6e3onacHoOCTM 3aMeHseT nacnopt 6esonacHoctn SDS 09/03/2015.

M3meHeHus B HoBoM pegakumm: Pasgen 1: Macnopt 6e3onacHocty Ne Paspgen 2:
Paspen 5: BBPbIBOOINACHOCTb, CPEACTBA MNOXAPOTYLLUEHWA,
MO>XAPOB3PbLIBOBE3OIMACHOCTb, MPOTUBOIMOXAPHOE OBOPYJOBAHUE,
OMACHBIE NMPOOYKTbI TOPEHUA, YYBCTBUTEJIBHOCTbL K
ONEKTPOCTATUYECKNM PA3PAOAM, YYBCTBUTEJNIBHOCTL K YOAPHOMY
BO3OEWNCTBWIO. Pazgen 10: YCNIOBUSA, KOTOPbLIX CNEOQYET U3BErATh. Pasgen
15: SBAMEYAHNA. Pasgen 16: PackpbiTe TekyLuen peaakumm.

: N/A = HenprmeHnunmo
: TONbKO AJ1A CTOMATOJIOTMYECKOIO NMPUMEHEHWA: ncnonssosaTh no

Ha3Ha4YeHuto. MHQDOpMaLI,VIH N pekomeHgauunm B3dTbl U3 NICTOYHUKOB (nacnopTa
6e3onacHocTn Ha Cblpb€ U 3HAaHNA I'IpOVI3BOD,VITeJ'IF|), KOTOpPbIE€ CHUTAKTCA TOYHbIMU; TEM
He MeHee, Nnpon3BoaunTerb He aeT rapaHTum B OTHOWWEHUN TOYHOCTU VIH(bOpMaLI,VIVI nnum
NPUMEHNMOCTU peKomeHnauMﬂ N He HeCceT OTBETCTBEHHOCTb B CBA3U C NCNOJIb30OBaHNEM
OaHHOoN VIH(*)OpMaLI,VIVI. Kaxxgbi nonb3oBaTenb A0MKeH pacCcMOoTpeTb 3TN peKoMeHgaunmn
B KOHKPETHOM KOHTEKCTE npeanoriaraemoro npumeHeHna n onpenenntb, ABNAKTCA I

OHM Ll,enecoo6pasH bIMU.



