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PO31JI 1: HazBa peyoBuHH/cyMilli i mianpuemMcTBa

- 1.1 InenTudikarop npoaykry
- Toprosa nazsa: NORITAKE MAGIC FORMER

- AptukyJa Ne 1000-MF

- PeecTpaniiinmii Homep He 3acTocoByeThes

- 1.2 BaxknnBe ineHTH(iKOBaHE 32CTOCYBAHHS PeYOBHHHU/CyMillli i HEpeKOMEH/I0BaHi 3aCTOCYBaHHS
Mu He BOJIOIIEMO iHIIIOK BayKJINBOKO 1H(OpMAITiErO.

- 3acTrocyBaHHs pedoBuHHI/cymimi JlomoMixHi 3acobn 11t BUpoOHHIITBa 3yOHOTO hapdopy

1.3 Indopmanisi o0 nocrayaibHUKA, IKUI HAJa€ MacnopT 0e3nekn
 [TocTayajabHUK

Kuraray Europe GmbH

Philipp-Reis-Str. 4,

65795 Hattersheim am Main

Germany

Phone:+49 (0)69 305 35835

E-mail: dental.eu@kuraray.com
- Binain, skuii Hagae nopinkoBy indgopmaniro: [TocravansHuk
1.4 TesiepoH eKCTPEHOT 0 3B’A3KY:

(UK ) 0800 680 0425

(GB) +44 20 35147487

(AU ) +61 2 80363166

* 3E Company

* Kuraray Access Code:334674

PO3JIIJI 2: MoxkauBa HeOe3meKa

- 2.1 Knacudikanis pedoBunu ad6o cymimi
- Knacudikauist 3rinno 3 Posnopsigxennsam (€C) Ne 1272/2008
[Mponyxr He knacudikoBanuii 3rigHo 3 Posnopsymxennsm CLP.

- 2.2 EileMeHTH MapKyBaHHS
- MapkyBanHs 3rigHo 3 Posnopsimkennsim (€C) Ne 1272/2008 BincyTHii
- TlikTorpamu 3arpo3 BiJCyTHi{
- CUrHaJIBHE CJI0BO BiACYTHIN
- BkasziBku mono Hede3meKn BiICyTHIH
- 2.3 Inwi HeOe3mexkH
- PesyabTaTu ouinioBanns PBT i vPvB
- PBT (peuoBuHH, BiqHeceHi 10 cTilikHuX, OioHAaKOMUYYBAJIBLHHAX | TOKcH4YHNX): He 3acTocoByeThCs.
- vVPVB (peyoBuHM, BigHeceHi 10 0c00JMBO CTiliKMX 3 BUCOKUM CTyleHeM 0iOHAKONMYEHHS):
He 3acrocoByeTncs.

PO31JI 3: Cxnan/ ingopmanisi Ipo CKJIAAHUKHA

- 3.2 XimiuHa XxapakTepUCTHKA: cyMinri
- Omuc: Cyminr 3 HIKYEHaBeIEHNX PEYOBHH 3 O€3MEYHUMH TOMIITKaMHU

- HebOe3nmeuHi CKJIaJHUKH: BIICYTHIN
- Inui iHrpenieHTH:
Bona
[ToiMep Ha OCHOBI aKPUIIOBOT KUCIOTH

PO31JI 4: 3axoau mepuioi 10nMoMoru

4.1 Onuc 3ax01iB MePIOT TOMOMOTH
- 3aranbhi BkaziBku: OcoOnuBi 3aX01 HEMOTPiOHI.

- ITpu BamxaHHi: 3a06€3MeYNTH JOCTYI CBIXKOTO MOBITPSI, IPH HASIBHOCTI CKApT 3BEPHYTHCH 0 JIIKapsI.
(IPOIOBIKEHHSI Ha CTOPIHLL 2)
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- Tlpu koHTAKTI 3i MIKipoIo: 3arauom, NPOIYKT HE OAPA3HIOE LIKIpY.
- IIpu KoHTAKTI 3 oUHMa:

BripomoBx KijbKOX XBHJIMH IPOMUTH 04l il MPOTOYHOIO BOJIO, TOBIKA TPUMATH BiTKPUTHUMH.
- IIpn moTpamiIsingi y NIUTyHKOBO-KHIIKOBHI{ TPaKT:

[Tpu TpuBanuX cKaprax MpOKOHCYJILTYBATHCH 3 JTiKapeM.
- 4.2 HaliBa:kJmMBilli CMMIITOMM Ta BIUIMBH, TOCTPi Ta yNoBiIbHEHOI il

Mu He BOJIOJIIEMO 1HIIIOK BaXIIUBOO iH(OpMAITi€rO.
- 4.3 IMoka3u A5 HeraifHOTo 3BEPHEHHS /10 JiKaps Ta HEOOXiTHICTH B 0COOTMBOMY JTiKYBaHHI

My He BOJIOJIIEMO 1HIIIOK BaXJIMBOO 1H(OpMAITi€rO.

PO3JIIJI 5: 3axoau 3 moxke;KoraciHHsi

- 5.1 3aco0u nmo:xeskoracinus

- BignoBinni 3acodu moxkexoracinusi: [lpogykr He € roprounm.

5.2 Ocob6auBa HeGe3meKa, AKY MOKe CHPUYMHUTH Pe4Y0BHHA 200 cyMiln
My He BOJIOJIEMO 1HIIIOK BaXIJIMBOO 1H(OpMAITi€TO.

- 5.3 Hopaau 1uIsl NOXKEKHUKIB

- CneniasibHe 3axucHe cnopsiyzkeHHs: Oco0aMBi 3aX011 HEMOTPiOHI.

PO31JI 6: 3axoam npu BUNIAJKOBOMY NOTPAILVIAHHI Y HABKOJIMIIHE CepeI0BHIe

- 6.1 3axoau 3 3a0e3meYeHHs 0COOUCTOI De3MeKH, 3aXHCHe 00JIaTHAHHSA Ta MOPSAAOK Aili B eKCTPeHUX
CUTYyalifX
JluBuTHCH MyHKT 8.
* 6.2 3ax0/M 3 3aXMCTY HABKOJMIIHBOTO cepeaoBUINa: Po3BeCTH y BENMUKii KiTbKOCTI BOJH.
6.3 MeToau Ta MaTepiaju sl JoKaJjizamii Ta mpudupanHsi:
30upary 3a JONOMOTOI0 MaTepialy, IKHi 3B’ 43y€ piauHN (ITICOK, Ki3eNbryp, 3aci0, SKuil 3B’3y€ KUCIIOTY,
YHiBepcasbHa 3B'A3yBajlbHa PEYOBHHA, THPCA).
- 6.4 Ilocuaanus Ha inmn po3ginu
Hebesneuni peuoBUHN HE BUBLIBHSIOTHCS.
IHdopmartito 111010 0€3MEYHOr0 BUKOPUCTAHHS TUB. Y PO3aLii 7.
IHdopmarito mpo 3aco0u IHAMBITYATBHOTO 3aXUCTY JAUB. Y PO3Iii 8.
IHdopmarito om0 yTuiizaiii aus. y po3zaiai 13.

PO3A1J1 7: Bukopucranss i 30epiranas

-77.1 3acTepe:xennsi 1Jisi 6e3nevyHoro Bukopucranust OcoOnmBi 3aX011 HETTOTPiOHI.
- Bka3iBKH 11010 TPOTHIIOKEKHOT0 3aXUCTy i BUOyxo3axucry: OcoOyuBi 3aX0au HEMTOTPiOHI.

- 7.2 YMoBH 11 6e31e4HOoro 30epiraHus 3 BpaXyBaHHSIM HeCyMiCHOCTI MaTepianaiB

- 30epiranus:

- BuMoru 1o ckJIacbKuX NpuMilieHb Ta eMHocreii: Oco0IMBUX BUMOT HEMAE.

- Bka3ziBkH moao cniibHOro 30epiranus 3 iHmmuvu Matepianamu: He moTpiOHuit.

- Inuri pani momo ymos 30epiranns: 30epiratu npu KiMHaTHIH TeMmeparypi.

-7.3 Cneunudivne Kinnese 3acrocyBanHs MU He BOJIOJIEMO HIIIOIO BaXKJIMBOIO iHPOpPMAIi€lo.

PO31JI 8: O6merkeHHs | KOHTPOJIb BIUIMBY / 3ac00M IHIMBIiyaIbHOI0 3aXUCTY

- 8.1 KoHTpoJbHi mapameTpu

- CKIIaAHUKH 3 TPAHMYHUMH 3HAYEHHAMH, SIKi NOTPe0yI0Th KOHTPOJIIO HAa podo4oMy Micui
ITpoxyKT HE MICTUTB )KOIHIX PEUOBUH y BaXKJIMBHUX KiJIBKOCTAX 3 TPAHWYHUMHM 3HAYCHHAMH, SIKi TOTPEOYIOTH
KOHTPOITIO Ha POO0YOMY MICITi.

- JopaTkoBi BkaziBku: OCHOBOIO MOCITY>KHIIM CIIMCKH, YAHHI HA MOMEHT YKJIaJICHHS I1acriopTa Oe3rneKy.
(IpoJOBKEHHs Ha cTOpiHLI 3)
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- 8.2 O0MesxkeHHS | KOHTPOJIb BILNIMBY

- lo1aTKOBi BKa3iBKM 110/10 CHOPY/ZKeHHS TeXHIYHUX YCTAHOBOK:
JonatkoBoi iHpopMarii HeMae, quB. y po3aimi 7.

3aco0u iHTUBiTyaJbHOI0 3aXHCTY:

- 3arasnbHi 3aX014 3 3aXHCTY i ririenu:
Heo0xigHO ZOTpUMYBaTHCH 3BHUAITHHX 3aI001KHIX 3aX0AIB SK IIPH POOOTI 3 XIMIYHUMHU PEYOBHHAMH.

- 3axuct oprauiB quxanHs: He notpiGuuii.

- 3axMcT pyk:
Marepia pykaBHIlb TOBUHEH OyTH HEPOHUKHHUM 1 CTIMKHMM 10 Aii IpOIYKTYy/pedOBUHN/TIpENapary.
Uepes BiICYTHICTH TECTIB MU HE MOYKEMO Ha/IaTH YKOJIHMX PEKOMEH/alii 00 MaTepiaidy pyKaBUIb IS
po0OTH 3 POIYKTOM/ TIpemapaToM/ CyMIIIIIIIO XiMiKaTiB.
Marepian pykaBHIb HEOOXiIHO 00MpaTH 3 BpaxyBaHHSM Yacy MPOHUKHEHHS, TPOHUKHOI 37JaTHOCTI 1
Jierpaalii Matepiany.

- Marepiaj 3aXHCHUX PyKABHIIb
Bubip BiOBIIHUX PyKaBUIb 3aJIEKHUTh HE TUIBKU BiJI MaTepiaily, aje i BiJ] IHIINX SKICHUX XapaKTEePUCTHK
Ta BIPI3HAETHCS 3aJI€KHO BiJ BUpoOHUKA. OCKUIBKH MPOIYKT IPUTOTOBIICHUH 3 KIJTbKOX PEYOBHH, TO
HEMOJKJIMBO NIPOpaxyBaTH Hallepe/l CTIHKICTh MaTepialy pyKaBHIlb, HA OCHOBI YOT'O MepeJl 3aCTOCYBaHHIM
HEOOXI1THO IIPOBECTH BiMOBIAHI BUIIPOOYBaHHS.

- Yac npoHnKaHHs VI MaTepialy 3aXMCHUX PyKaBHIb
Tounwmii 9ac TPOHUKHEHHS HEOOX1THO Ai3HATHCH Y BUPOOHMKA 3aXUCHUX PyKaBHUIIb i JOTPUMYBATHUCH B
HOAANBIIOMY.

- 3axmcT o4eii: 3aX1CHI OKYJISIpH

PO3A1J1 9: ®i3nyHi Ta XiMiuHi BJaCTUBOCTI

* 9.1 Indopmanisi npo ocHOoBHi ¢i3muHi Ta XiMiuHi BIacTuBOCTI

3arajabHa iHdopmanis

- ArperaTHMi cTaH Piguna

- Kouip: besbapBuuii

- 3amax be3 3amaxy

- TemnepaTtypa niiaBiaeHHsi/o01acThb IiiaBjaeHns: He BuzHaueHo

- Touka kMNIIHHA 200 MOYATKOBA TOYKA KUIIHHS U

iHTepBaJ CKUNAHHSA He Busnaueno

- 3afiMuCTiCTH (TBepaa pevYoBHHA, ra3): PevoBuHa HezalimucTa.

- Me:xi BHOyXOHeOe31eYHoCTi:

- Huskns: He Bu3naueHo.
Bepxus: He Buznaueno.

- Touka 3aliMmaHHs: He BuznaueHo.

- Temneparypa 3aliMmaHHA: He BusnaueHo.

- TemmepaTtypa po3nany: He BusnaueHo.

- PiBenb pH: He Busnaueno.

- B’s13KicTh: He BuznaueHo.
KiHeMaTH4Ha: He Busnaueno.

- IMHAMIiYHA: He BusHaueno.

*3aaTHiCTH 10 pO3YHHEHHS

- BOJA: YacTKOBO 3MIIIYETHCS.

- KoediuieHT po3noainy (H-oKkTaH0.1/BoAA): He Busnaueno.

- Track mapu: He Bu3HaueHo.

- IlinbHicTs mpu 20 °C: 1,0 g/lem’

- BinHocHa miIBHICTH He BuznaueHo.

- IllinbHicT Mapu He BusnaueHo.

(IpOJOBXKEHHS Ha CTOPIHLI 4)
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- 9.2 Inma indopmanis
- 3oBHilHII BUTIA:
- dopma: Piguna
- BazxyimBa indopMmanisi o0 3axXucTy 310poB’H i
HABKOJIMIIHBOTO CePeIoBUINA, TEXHIKN Oe3neKn
TOLIO
- Bubyxone0e3ne4yHicTsb: [TponykT He € BUOYXOHEOE3NEUHHUM.
-3miHa cTany
- Touka/nianazoH po3m'aKIIEHHSA
- BiaacTuBoCTi, sIKi CIpUSIIOTH NMOKexkHiii HeOe3neni He BuzHaveHo.
- [lIBuaKicT, BUIAPOBYBAHHSA He BusHaueHo.

PO31JI 10: CtabinbHicTh Ta peaKTHBHICTH

-10.1 PeakTuBHicTh M1 HE BOJIOAIEMO 1HIIOO BXIIMBOIO iH(OpMaLi€rO.
-10.2 XimiyHa cTabinbHicTh
- Tepmiunnii po3nan / yMOBH, SIKHX HEOOXiTHO YHMKATH:
He po3nanmaetbes mpu Hane:xHOMY 30epiraHfi i BHKOPHUCTAHHI.
- 10.3 MokauBicTh HeGe3neuynux peakuiii Jlannx 3a Hebe3neuHi peakuii HeMae.
-10.4 YmoBH, siKNX He0OXiTHO yHHKAaTH MU HE BOJIOJIEMO THILOK BaXKJIMBOIO iHPOpMAIi€lO.
- 10.5 Hecymicni maTepianmn: Mu He BOJIOAIEMO 1HIIOK BaXIUBOIO iH(QOpPMALIIETO.
- 10.6 Heb6e3neuni mpogykTu po3nagy: OKHC 1 JBOOKHC BYTJICIIO

PO31JI 11: Indopmanisi Npo TOKCHYHICTH

- 11.1 Indopmanis mpo kiacu Hebe3nmeku, 1m0 Bu3HaveHi B Permamenti (€C) Ne 1272/2008.
-TocTpa TOKCHYHiCTh: Buxos4uu 3 HasIBHUX TaHUX, KpUTepii Kitacu@ikallii He BHKOHYIOTBCS.
- Koposis/moapa3nennst mkipn Buxoasun 3 HassBHUX 1aHUX, KpuTepil kiacu(ikarii He BHKOHYIOTBCS.
- Cepiio3He NOIIKO/ZKEHHS 04eil / mogpa3HeHHs
Buxonsun 3 HassBHUX JaHUX, KpUTEpii Kiuacudikamii He BUKOHYIOThCS.
- PecnipaTopHa a6o mkipHa ceHcuoiminis
Buxonsuu 3 HassBHUX JaHUX, KpUTEPil Kiacudikauii He BAKOHYIOThCS.
- MyTareHHicTh 3apOAKOBUX KJIITHH Buxoasun 3 HasBHUX naHMX, KpUTepil kinacu(ikallii He BUKOHYIOTBCSL.
- Kanueporennicts Buxos1uu 3 HassBHUX JaHUX, KpUTepii Knacupikarlii He BUKOHYIOTBCSI.
- PenmpoayKTHBHA TOKCHYHicTh Buxonsun 3 HassBHUX JaHUX, KpUTepii KiIacudikanii He BAKOHYIOTHCS.
- CTOT-pa3oBa excno3uisi Buxonsuu 3 HasBHUX JaHUX, KpUTepii Kinacudikaiii He BUKOHYIOTBCSI.
- CTOT-noBTOpHE ONMpoMinenHsi Buxo/s1uu 3 HasiBHUX JaHUX, KpUTEPii Kiacudikailii He BAKOHYIOTHCS.
- Hebe3neka acnipanii Buxonsun 3 HasBHUX JaHUX, KpUTEpii Kacudikanii He BUKOHYIOTHCS.

PO31JI 12: Indopmanisi, 10 CTOCY€ETHCSI BIVIMBIB HA HABKOJIHIIHE Cepel0BHUILe

-12.1 TokcH4HicTH
- TOKCHYHICTD /11 BOAHUX OpPraui3miB: Mu He BOJIOAIEMO 1HIIOK BXKIUBOIO iH(QOpMaLIi€r.
- 12.2 CriiikicTh i 3maTHiCTB 10 po3KIagaHHs My He BOJIOAIEMO iHIIOK BaKIMBOIO iHPOPMALII€TO.
-12.3 TloTenuian g0 GioHakonuyeHHs1 MU He BOJIOIEMO 1HIIIOKO BaXIIMBOKO iH(QOPMAITIETO.
- 12.4 PyxauBicThb y IpyHTi M1 He BOJIOZI€MO 1HIIOK BayKJIMBOIO iH(OpMaLi€ro.
12.5 PesyabTaTtn oninosannsg PBT i vPvB
- PBT (peuoBuHH, BiqHeceHi 10 cTilikuX, OioHaKOMUYYBAJBHNUX | TOKcHYHMX): He 3acTocoByeThCs.
- vPvB (peyoBuHM, BigHeceHi 10 0c00/IMBO CTIHKMX 3 BUCOKUM CTyNleHeM OiOHAKOMUYEHHS):
He 3acTocoByeTbes.
- 12.6 BracTuBOCTi, 1110 pYyi{HYIOTh €HAOKPHHHY CHCTEMY

IIpoayKT HE MICTUTh PEYOBUH 3 BIACTHUBOCTSIMH, SIKI PYHHYIOTh CHIOKPHUHHY CUCTEMY.
(IpOJOBXKEHHS Ha CTOPIHLI 5)
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-12.7 Inma mkinausa ais
- JlonaTkoBi eKoJIOTiYHI BKa3iBKH:
- 3aranbHi BKaziBku: B mizomy, He CTAaHOBHUTH 3arpo3H U1 3a0py THEHHS BOIU

PO3I1JI 13: Bka3iBku moa0 yruaizamii

-13.1 MeToau nepepodku BinxoaiB
- Pexomenaanisi: MeHIII KUTBKOCTI MOJKHA yTHIII3yBAaTH Pa3oM 3 OOYTOBUMH BiAXOAAMH.

- HeounuieHi ymakoBku:
- PexoMengamisi: YTrini3yBaTH 3TiJHO 3 IPUIICaMU KOMIIETCHTHUX OPTaHiB.

PO31JI 14: Indopmanisi 010 TPAHCHOPTYBaHHS

- 14.1 Homep 3a kaacudikaunicro OOH a6o inenTudikaniinuii Homep
- ADR, ADN, IMDG, IATA BIJICYTHIM

- 14.2 Hane:kHe BiiBaHTa:KyBajIbHe HaliMeHyBaHH 3rigHo 3i cnuckom OOH
-ADR, ADN, IMDG, IATA BiZICYTHIH

- 14.3 Kiac HeGe3MeKH BaHTAXKY

-ADR, ADN, IMDG, IATA
- Kaac BIJICYTHIH

14.4 T'pyna ynakoBku
-ADR, IMDG, IATA BIJICYTHIH

- 14.5 Hebe3neka it HABKOJIUIIHBOI'O Cepe0BUIIA:
- PeuoBuHa, sike 3a6pyIHI0€ MOpchKe cepenoBuie: Hi

- 14.6 CneniajgbHi 3am00isKHi 3aX0a1 IJ15
KOpHCTYBaya He 3actocoByeThcsi.

- 14.7 MopchbKi nepeBe3eHHs] HABAJIOM Y
BiamoBinHocTi 10 incTpymentisB MMO He 3acTtocoByethcs.

- Tunosi npaBuiaa OOH (UN "Model Regulation'): BincyTHiit

PO3A1J1 15: HopmaTtuBHa indopMmanis

- 15.1 HopmaTuBHi mos10:keHHs1 PO 0e31eKy, 310POB’sl Ta HABKOJIMIIHE cepeaoBuile / creniaJbHi
HOPMATHBHI M0J0KEHHS 1010 Pe4OBUHM 260 cyMmimi

- Jupextunu 94/33/EC :
Heo0xinHa ocobnrBa 00epexkHICTb, SIKILO Lel BUPiO nonagae B pyku ocid, ki He qocsrm 18 pokis.

- {upextuBu 94/85/EEC: Mu He BOJIOAI€MO 1HIIOIO BayJINBOIO iH(OpMamiero.

- Oninka 0e3me4HOCTi pe4oBUHHI

- HeGe3meuHi peuoBunm 3a HazBamu - lonarok I XKonen iHrpenieHT He BKa3aHUI.
-15.2 Oninka 6e3neynocti peuoBuHu: O1iHKa 0€3MEYHOCTI PEYOBHHHU HE IPOBOIMIIACE.

PO3A1J 16: Inwi nani

JlaHi TpyHTYIOTBCS Ha Cy9aCHOMY PiBHI HAIIINX 3HaHb, IPOTE BOHM HE € TAPAHTIEIO BIACTUBOCTEH MPOAYKTY 1
HE € MiJICTABOIO JJIs JOTOBIPHHUX MPABOBUX BiJHOCHH.

- Cropouenns i adpesiatypu: ELINCS: European List of Notified Chemical Substances




