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1 Ha3Ba pevyoBuHH/cyMilli i mignpuemcTBa

- InenTndikaTop npogykry
- Toprosa nazpa: EX-3 PRESS

- Aptukya Ne 831

- PeecTpaniiinmii Homep He 3acTocoByeThes

- BasxynBe inenTudikoBaHe 3acToCyBaHHSI Ppe4OBHHH/CyMillli i HepeKOMeH/10BaHi 32CTOCYBaHHS
Mu He BOJIOIIEMO IHIIIO BaYKJINBOKO 1H(OpMAITiETO.

- 3acrocyBaHHs pedoBuHU/cymimi 3yOHuiA dapdop

- IndopMmanisi 11010 MOCTAYAJBLHUKA, AKHI HAAE€ NACHOPT Oe3NneKn
- BupoOHuK:

Kuraray Europe GmbH

Philipp-Reis-Str. 4,

65795 Hattersheim am Main

Germany

Phone:+49 (0)69 305 35835

Fax:+49 (0)69 305 98 35835

E-mail: dental@kuraray.de
- Binnis, sikmii Haiae noBiakoBy ingopmaniro: Bupoouuk
- TenedoH ekcTpeHOro 3B’ SI3KY:

(UK ) 0800 680 0425

(GB) +44 20 35147487

(AU ) +61 2 80363166

* 3E Company

* Kuraray Access Code:334674

2 Mo:kJuBa He0e3lmeKa

- Knacudikauisi peuoBunu aéo cymimi
[Mpoxnykt He knacudikoBanuii 3rigao 3 GHS (rno6amsHa rapMOHi30BaHa CUCTEMA).

- JlonaTkoBi 1aHi:
Menuuni npucTpoi, sik Bu3HadeHo B J{upextusi 93/42/€EC, i siki € iHBa3MBHUMH 1 BUKOPHCTOBYIOTHCS B
npsMOMY (i3UYHOMY KOHTAKTI 3 JIFOACEKUM TLIOM, SIK TPABUIIO, BUKIIIOYAIOTHCS 3 TIOJIOKEHb PernamenTy
(EC) Ne 1272/2008 (CLP/GHS), sikiio BoHM niepeOyBatoTh y hopMi rOTOBUX BHPOOIB i ependadeHi s
KIHIIEBOTO KOPHCTyBaya.

- EnemenTn MmapkyBaHHsI
- Enementn mapkyBanust GHS BincyTniit
- TlikTorpamu 3arpo3 BiJCyTHi{
- CUrHAJIBHE CJI0BO BiACYTHIN
- Bka3ziBku o0 Hede3meKn BiICyTHIN
- Inmi HeOe3nmeku
- PesyabTaTu ouinioBanns PBT i vPvB
- PBT (peuoBuHH, BiqHeceHi 10 cTilikuX, OioHaKOMUYYBAJIBLHHAX | TOKcH4YHNX): He 3acTocoByeThCs.
- vVPVB (peyoBuHM, BigHeceHi 10 0c00JMBO CTiliKMX 3 BUCOKUM CTylleHeM 0iOHAKONMYEHHS):
He 3acrocoByeTscs.

3 Ckaap/ ingopmaliist Npo CKIAIHUKH

- Ximiuna xapakTepucTukKa: cyminri
- Omuc: Cyminr 3 HIKYEHaBEIEHNX PEYOBHH 3 O€3MEYHUMH TOMIITKaMHU

- HebOe3nmeuHi CKJIaJHUKM: BIICYTHIN

- Inui iHrpenieHTH:
Kamiii-asroMocHITIKaTHE CKIIO
[TirmenTn
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4 3axoau mepuioi J0NOMOru

- Onuc 3axoaiB Nepiuoi J0NoMoru
- IIpn BanxanHi: 3a06e3e4nTH JOCTYII CBI’KOTO MOBITPSI, IPH HAsIBHOCTI CKAapT 3BEPHYTHCH JI0 JTIKapSL.
- ITpu KOHTAKTI 3i MIKipor0: 3aramom, IPOAYKT HE TOAPA3HIOE IIKIPY.
- IIpu KOHTAKTi 3 oUUMa:
Bripo1oBik KiTbKOX XBHJIMH IIPOMHUTH O4i IiJI IPOTOYHOIO BOJIO, IIOBIKK TPUMATH BiJKPUTHMH.
- IIpu moTpanjisiHHi y NLTyHKOBO-KHIIKOBUH TPAKT:
ITpu TpuBanux ckaprax MpoOKOHCYJIbTYBAaTHCh 3 JTIKapeM.
- BkaziBku 1J1s Jikaps:
- HaiiBa/uBili cHMNTOMHU Ta BIVIMBH, FOCTPi Ta ynoBinbHeHol Ail
Mu He BOJIOIIEMO 1HIIIOKO BaXIIMBOO iH(OpMAITi€rO.
- Iloka3u 1J1s1 HeraifHOro 3BepPHEHHs /10 JiKaps Ta HeOOXiAHICTH B 0C00IMBOMY JIiKYBaHHI
My He BOJIOJIEMO 1HIIIOK BaXIIMBOKO 1H(OpMAITi€ro.

5 3axoau 3 mo:Ke;Koracinus

- 3aco0m nmoxkexoracinus

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

- Ocod1uBa Hebe3meKa, IKy MoKe CIPUYUHUTH PeYOBHHA 200 cyMmil
My He BOJIOJIEMO 1HIIIOI BaXIIMBOO 1H(OpMAITi€rO.

- Ilopaam 111 OMKEKHUKIB

- CneniajibHe 3axucHe cnopsyzkeHHs: Oco0aMBi 3aX011 HEMOTPiOHI.

6 3axoau npyu BUNaJAKOBOMY NOTPAILUISIHHI Y HABKOJIMIIHE cepeloBHUIIe

- 3axoau 3 3a0e3meYeHHsT 0COONCTOI 0e3meKH, 3aXucHe 00J1aJHAHHS TAa MOPSAOK Jiii B eKCTPEeHnX
CUTYyalisfxX
He notpiOHwMIA.
- 3axoaM 3 3aXHCTY HABKOJMIIHBLOTO cepegoBuina: OcoOnumBi 3aX0qu HEMOTPiOHi.
- MeToau Ta MaTepiaiau s JJoKagi3aiii Ta npuéupanns: 30MpaTH MEXaHIYHUM CIIOCOOOM.
- IlocunanHsa Ha iHIi po3ainn
Hebesneuni peuoBUHN HE BUBLIBHIIOTHCS.
IHdopmartito 111010 0€3MEYHOr0 BUKOPUCTAHHS TUB. Y PO3ALii 7.
IHdopmarito mpo 3aco0u IHAMBITYaTBHOIO 3aXUCTY AUB. Y PO3Iii 8.
IHdopmarito om0 yTuimizaiii us. y po3zaiai 13.

7 BukopucTaHHs i 30epiranus

- BUKOpHCTAHHSA:
- 3acTepe:keHHS 1151 6€3MeYHOr0 BUKOPUCTAHHSA
YHHKaTH yTBOPEHHS ITUITY.
3a0e3neunT XOpoIly BeHTHIIALII0/BIICMOKTYBaHHS HA pOOOYOMY MICIIi.
- Bka3iBKH 11010 TPOTHIIOKEKHOI0 3aXUCTy i BUOyxo3axucry: OcoOiuBi 3aX01 HETIOTPiOHI.

- YMoOBHM 115 Oe31e4yHoro 30epiraHHs 3 BpaxyBaHHSIM HeCcyMiCHOCTI MaTepiaJiB

- 30epiranns:

- BEUMOTH /10 CKJIaACHKUX NPUMillleHb Ta EMHOCcTeii: OCOOIMBIUX BUMOT HEMAE.

- BkaziBku 1010 cninbHoro 36epiranns 3 inmmmu Marepianavu: He motpiOHuiA.

- Tnuri pani momo ymos 30epiranns: 30epiratu npu KIMHaTHIH TeMmeparypi.

- Cnenuivne Kinnese 3actocyBanHs My He BOJIOJIEMO THILIOI BaXKJIMBOIO iHQOpPMAILi€lo.

(IpoJOBXKEHHs Ha CTOPiHLI 3)
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8 O0Me:keHHsI | KOHTPOJIb BIUTUBY / 32C00M iHAUBIAYaJbHOI0 3aXHUCTY

- JlomaTkoBi BKa3iBKH 1I0/10 CHIOPY/’KEHHS TEXHIYHUX YCTAHOBOK:
JonarkoBoi iHpopmalii Hemae, TUB. y po3aimi 7.

- KontpoJbHi napamerpu

- CKIIafHUKH 3 TPAHMYHUMH 3HAYCHHAMH, SIKi IOTPe0yI0Th KOHTPOJII0 HA podo4oMy Mici
ITpoxyKT HE MICTUTB >KOJIHMX PEUOBUH y BaXJIMBUX KIJTBKOCTAX 3 TPAHWYHUMHM 3HAUCHHAMH, SIKI TOTPEOYIOTH
KOHTPOJTIO Ha pOO0YOMY MICITi.

- lonaTkoBi Bka3iBku: OCHOBOIO MOCITY>KHIIN CIIMCKH, YMHHI HA MOMEHT YKJIaJICHHS ITacTopTa Oe3neKu.

- O0MexkeHHS | KOHTPOJIb BILIUBY

- 3aco0u iHIMBITYaJbLHOTO 3aXHCTY:

- 3aranbHi 3axoau 3 3axucry i ririenn: He Bauxaru mwn/anm/Tyman.

- 3axHCT OpraHiB ANXaHHS:
[Tpu kopoTKO4YacHUX 200 HE3HAYHMX BIUIMBAX HOCHTH PECHIpaTOp; MPH IHTEHCUBHOMY a00 TPUBAJIOMY
nepeOyBaHHi MMiJ] Ti€0 MPOIYKTY BUKOPHCTOBYBATH PECIiPaTOP/IIPOTUra3 3 aBTOHOMHOIO CHCTEMOIO Tojadi
MOBITPAL.

- 3axucr pyk: HenoTpiOnwmii.

- MarepiaJj 3aXuCHUX pyKaBHIb
Bubip BiImoBiTHUX pyKaBHIb 3aJCKUTh HE TUTHKHU BiJl MaTepiaiy, ajie i BiJ] IHINX SKICHIX XapaKTePHCTUK
Ta BiAPIZHAETHCS 3aI€KHO BiZ BUPOOHHUKA. OCKUTEKH IPOAYKT IPUTOTOBJICHUH 3 KUTBKOX PEYOBHH, TO
HEMOXJIMBO IIPOPAXyBaTH HAIEPEJl CTiKiCTh MaTepialy pyKaBHUIlb, HA OCHOBI YOTO IIepe 3aCTOCYBaHHIM
HEOOXiTHO POBECTH BiATIOBiAHI BUIPOOYBaHHS.

“Yac NpoHUKAHHA U1 MaTepialy 3aXHCHUX PyKaBHIb
TouHui 4ac MPOHUKHEHHS HEOOX1THO J1i3HATUCH Y BUPOOHMKA 3aXUCHUX PYKaBHILb 1 JOTPUMYBATUCH B
MOJIaJIBIIOMY.

- 3axucT o4eii: 3aXMCHI OKyJIsIpH

9 ®iznyni Ta XiMiYHi BJIACTHBOCTI

- Inpopmanist npo ocHoBHi ¢izuyHi Ta XimMiuHi Ba1acTuBoCTi
- 3arajbHa indgopmauis
- 3oBHIIIHIN BUIIAA:

®opma: I'panynn/Tabnerkn
Kouip: 3abapBieHnit

- 3amax bes 3amaxy

- Ilopir cipuiiMmanHs 3anaxy: He BusHaueHo.

- PiBenb pH: He Buznaueno.

-3miHa cTaHy
Temnepartypa njasJjieHHs1/00;1acTh NJ1aBJieHHs1: He Bu3HaueHo.

TeMmnepaTypa KUIIiHHA/001aCTh KUIIHHSA: He BusHaueHo.
- Touka 3aliMmaHHs: He BusnaueHo.
- 3aliMHCTiCTh (TBEpa pe4yoBHHA, ra3): PeuoBuna HezaiimucTa.
- Temneparypa po3nany: He BusnaueHo.
- CaMo03aiiMHCTIiCTh: He BusHaueHo.
- Bubyxone0e3ne4yHicTh: [IponykT He € BUOyXOHEOE3NEUHHM.
- Me:xi BHOYyXOHeOe31eYHoCTi:
Huxns: He BusnaueHo.
Bepxnus: He BusHaueHo.

- BiaacTuBoOCTi, sIKi CIPpUSIIOTH NMOKexkHill HeOe3neni He Bu3HaveHo.

(IpOJOBXKEHHS Ha CTOPIHLI 4)
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- Tuck napu: He Bu3naueHo.
- IlibHiCTD:
BignocHa mijibHicTH He BusHaueno.
HlinbHicTh Mapu He Buznaueno.
HIBuAKicTH BUNAPOBYBaHHS He BusHaueHo.

- Po3uuMHHicTh y/ 3MilyBaHicTh 3

BOJA: Hepo3unHHuui.
- Koeginient po3noainy (H-oxkTanos/Boaa): He Buznaueno.
- B’s3KicThb: He BusnaueHo.
AUHAMIYHA: He Buznaueno.
KiHeMaTH4HA: He BuznaueHo.
- Inma indopmanis Mu He BOJIOZIE€MO 1HILOIO BaXKIIMBOIO 1H(OpMALIEO.

10 CrabinbHicTh Ta peaKTHBHICTH

- PeakTuBHicTH MU HE BOJIOIIEMO IHIIOK BaXKJIMBOIO 1H(MOPMAILIIEO.
- XimiuHa cTablIbHiCTH
- Tepmiunuii po3nan / yMoBH, IKUX HEOOXiTHO YHMKATH:
He posnanaerscst npu Hane)xxHOMY 30epiraHHi i BAKOPUCTaHHI.
- MoxnuBicTh HeOe3meuHUX peakuiii JlaHnx 3a HeOe3neyHi peakiii HeMae.
- YMoBH, SKHX He00XiTHO YHHKATH MU HE BOJIOIIEMO iHIIOIO BaXKIUBOIO 1H(GOPMAITIETO.
- Hecymicui maTepiajau: Mu He BOJIOZIIEMO IHIIIOIO BRXKIIMBOIO iH(OpMAILII€IO.
- Hebe3neuHi mpoayKTH po3naay: »K0XHUH

11 Indopmanisi Npo TOKCHYHICTH

- Inpopmanist mpo TokcHUHUI BIIUB

-T'ocTpa TOKCHYHICTB:

- IlepBuHHA NoApa3HIOOYA Jif:

- Ha mKipy: He cipuunHsie noapa3HeHHs.

* Ha oui: He cnpruuunsie noapasHeHHs.

- Cencunbinizanis: JlaHux 3a ceHCHOUTI3yIOUy AiI0 HEMAE.

-TocTpa ais (rocTpa TOKCMYHICTDb, MOJpPa3HIOYA i po3’inaloua is)
Buxonsun 3 HassBHUX JaHUX, KpUTEpii Kiaacudikamii He BUKOHYIOTBCS.

- CMR-zis (kaHIEpPOTeHHA Jisl, ifl, KA MPU3BOAUTH /10 3MiHU FeHETHYHOr0 MaTepiaiy i 10 3MiHI
PenpoayKTHBHOI 34aTHOCTI)

- MyTareHHicTh 3apoKOBUX KJIITHH Buxoasun 3 HasBHUX NaHMX, KpuTepil kinacugikarii He BHKOHYIOTBCSL.

- Karcinogenita Buxoasun 3 HassBHUX TaHKX, KpuTepil kiacudikanii He BUKOHYIOTBCS.

- PenpoayKTHBHA TOKCHYHICTH, Buxonsuu 3 HassBHUX JaHUX, KpUTEPii Kiacudikaiii He BAKOHYIOTHCS.

- CTOT-pa3oBa excno3uilis Buxoasun 3 HasBHUX AaHUX, KpUTepii kiacupikamii He BHKOHYIOTHCS.

- CTOT-noBTOpHE ONMpoMiHenHs1 Buxons4n 3 HasBHUX JaHUX, KpUTEpii Knacudikaiii He BUKOHYIOTHCS.

- Hebe3neka acnipanii Buxonsun 3 HasBHUX TaHUX, KpUTepii Kiracudikaiii He BAKOHYIOTHCS.

(l)OpMaIIiﬂ, 0 CTOCYETHCH BILIMBIiB HA HABKOJIMIITHE cepeaoBuIIIe

- TokcH4YHiCTH

- TokcHYHICTH IUIs1 BOAHUX OPraHi3MiB: My He BOJIOAIEMO iHIIOIO BaXKIIMBOIO iH(POPMAIIi€IO.
- CrifikicTh i 3maTHICTDH 10 po3KJIagaHHss MH He BOJOAIEMO iHIIOK BAXKIUBOIO iH(OpPMAIII€I0.
- IloBeAiHKa Y HABKOJHMIIHHOMY CepeI0BHIILi:

- Ilorenuian q0 oioHakonmuueHHs MU HE BOJIOIIEMO IHIIOK BaKIMBOIO iHGOPMAIIIETO.

- PyxamBicTs y rpyHTi MU HEe BOJIOZIIEMO IHIIIOIO BRXKIIMBOIO 1H(OPMAILII€IO.
(IPOIOBIKEHHSI Ha CTOPIHII 5)
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- JlomaTkoBi exoJIOTiYHi BKa3iBKH:
- 3aranbHi BKa3iBKku:

Knac 3arpo3u 3a6pyaaenns Boau 1 (CamocriiiHa Kiracudikaris): HU3pKa 3arpo3a 3a0pyAHEeHHS BOAH

He 3nmuBaty y rpyHTOBI BOAM, BOJOWMH Ta KaHAIII3aLlil0 B HEPO3BEACHOMY CTaHi a00 y BEIMKHUX KiTBKOCTSIX.
- PesyabTaTn oninoBands PBT i vPvB
-PBT (peyoBuHH, BilHeceHi 10 cTilikuX, OioHaKOMUYYyBaJAbHUX i TOKcHyHMX): He 3acTocoByeThes.
- vPvB (peyoBuHm, BigHeceHi 10 0c00IMBO CTIHKNX 3 BUCOKUM CTYNeHEM OiOHAKOMUYEHHS):

He 3acrocoByetscs.
- Tnma mkipyuBa giss My He BOJIOIEMO 1HIIOK0 BXKITUBOIO iH(QOpMALIi€r.

13 Bka3ziBku moa0 yruiizamii

- MeToau nepepodku Biaxoais
- Pexomenaanisi: MeHIIi KUTBKOCTI MOXKHA yTHITI3yBAaTH Pa3oM 3 OOYTOBUMH BiJAXOAaMHU.

- HeouniueHi ynakoBku:
- Pexomenaauisi: YTuinizyBaty 3riZiHO 3 NPUIHCAMHU KOMIETEHTHUX OPraHiB.

14 ITndopmanisi 010 TPAHCIIOPTYBAHHS

- Homep OOH
-ADR, ADN, IMDG, IATA BIJICYTHIN

- Hane:kHe BiiBaHTaKyBabHe HaliMeHyBaHH 3rigHo 3i cnuckom OOH
-ADR, ADN, IMDG, IATA BIJICYTHIN

- Knac HeGe3nexkn BaHTaxy

-ADR, ADN, IMDG, IATA
- Knac BiZICYTHiH

‘I'pyna ynakoBku
-ADR, IMDG, IATA BINICYTHiH

- He0Oe3meka /151 HABKOJMIIHBOI0 CepeJoBUILA:
- PeyoBuHA, sike 3a0pyIHIOE MOpPChKe cepenoBuie: Hi

- CneniayibHi 3ano0izkHi 3axoam 1711 kopucrtyBada He 3acTocoByeThes.

- TpancmopTyBaHHSI MACOBHX BAHTAXKIB 3rigHO 3
Jonatkom II Kousenuii MARPOL 73/78
(Mi:kHapoaHa KOHBeHILisl PO 3anM00iranHs
3a0pyaHeHH1o0 3 cyaeH) Ta Kogexcom IBC
(MixknapoaHuii kogexc MizkHapoIHOT MOPCHKOT
opraHi3anii moxo OyayBaHHs Ta 00/1aAHAHHS
CylleH, sIKi mepeBo3siTh HeGe3meuHi XiMiuni
pe4OBHHH HACHIIOM) He 3acTocoByeTncsi.

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

15 HopmatuBHa indopmanis

- HopMmaTuBHi moJs1o:keHHsI PO Ge3neKy, 310pPoB’sl Ta HABKOJIUIIHE cepeloBuille / cneniaabHi
HOPMATHBHI N0J0KEHHS 1010 Pe4OBUHM 260 cymimi

- Jupextunu 94/33/EC :
Heo0xinHa ocobnrBa 00epexHICTb, SIKILO Lel BUPiO nonanae B pyku ocid, ki He qocsru 18 pokis.

- lupextusu 94/85/EEC: Mu He BOJIOIEMO 1HIIOK BaXXJIHBOIO iHPOPMAIII€TO.

(IpOJOBXKEHHS Ha CTOPIHLI 6)
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- Substances dangereuses diisigniies - ANNEXE I XXozeH 31 cki1aJHUKIB HE MiCTUTBCSI.
- Ouinka 6e3neunocti pevyoBunu: OliHka 0€3MEYHOCTI PpEUOBUHH HE TPOBOAMIACH.

JlaHi rpyHTYIOTBCS Ha Cy4acCHOMY PiBHI HAIIIMX 3HAHb, IPOTE BOHH HE € TAPAHTIEIO BIACTHBOCTEH MPOAYKTY 1
HE € MiZICTaBOIO JIIst IOTOBIPHHUX MTPABOBHUX BiJJHOCHH.
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