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PO31JI 1: HazBa peyoBuHH/cyMilli i mianpuemMcTBa

- 1.1 InenTudikarop npoaykry
- Toprosa nazsa: TEETHMATE DESENSITIZER; Liquid

- AptukyJa Ne 165-L

- PeecTpaniiinmii Homep He 3acTocoByeThes

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

- 3acrocyBanns peyoBnHu/cymimi Tooth desensitizer

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.

- JlonaTko na
Menuuni npuctpoi, sik Bu3HayeHo B Pernamenti (€C) 2017/745 i siki € iHBa3UBHUMHU a00 BUKOPHCTOBYIOTBCS
B IIpSIMOMY (DI3MYHOMY KOHTAKTI 3 TIJIOM JIFOJIMHU, 3BUILHAIOTHCS Bij nosnoxeH Perinamenty (€C) Ne
1272/2008 (CLP/GHS), sik mpaBuJIO, SIKIIIO BOHH B TOTOBOMY CTaHI i MPU3HAYCHUH IS KIHIIEBOTO
KOpHUCTyBaya.

2.2 EneMeHTH MapKyBaHHA
- MapkyBanHs 3rigso 3 Poznopsimkennsim (€C) Ne 1272/2008 BincyTHii
- IlikTorpamm 3arpo3 BiaCyTHIi
- CUrHAJIbHE CJIOBO BiACYTHIH
- BkaziBKH 111010 He0Oe3MeKH BiCYTHIN
- 2.3 Inuri HeOe3nmexku
- PesyabTaTh oniHoBanus PBT i vPvB
- PBT (peuoBuHH, BiqHeceHi 10 cTilikuX, OioHaKOMUYYBAJBHNUX i TOKcHYHMX): He 3acTocoByeThCs.
- vPvB (peyoBuHM, BigHeceHi 10 0c00/IMBO CTIHKMX 3 BUCOKUM CTyNeHeM OiOHAKONMUYEHHS):
He 3acTocoByeTbcs.

PO3JLJI 3: Ckaan/ indgopmaitisi npo CKJIaTHUKH

- 3.2 XimiyHa XapaKkTepuCcTHKA: cyMini
- Omuc: Cymimn 3 HIKYeHaBeICHNX PEYOBHH 3 OC3MEYHUMH TOMIIITKaMHU

- HeGe3meuHi CKIATHUKHU: BiICYTHIH
- Inmi inrpegienTu:

Bona

Preservative

uA —
(IPOIOBIKEHHSI Ha CTOPIHII 2)



cropinka: 2/6

nacnopr 0e3nexku
3rigno 3 1907/2006/€C, crarra 31

nmata apyky: 01.03.2023 Bepcis Ne 1 3mineHa Bepcis Bix: 01.03.2023

Toprosa Hazea: TEETHMATE DESENSITIZER; Liquid

(mpotoBKeHHsI CTOPIHKH 1)

PO31JI 4: 3axoau nepuioi 70noMoru

4.1 Onuc 3axo4iB nepuoi A0NOMOru
- 3araabHi BkasiBkmn: OcoOIMBI 3aX0AH HETOTPiOHi.
- Tlpu BauxaHHi: 3a0e3re4nTH JOCTYII CBIXKOTO MOBITPSI, IPH HAsIBHOCTI CKapT 3BEPHYTHCH JI0 JTIKapsl.
- Tlpu koHTAKTI 3i MIKipoIo: 3aranom, NPOIYKT HE OAPA3HIOE LIKIpY.
- IIpu KOHTAKTI 3 oUHMa:
BripomoBx KijbKOX XBHJIMH ITPOMUTH 04l il MPOTOYHOIO BOJIO, TIOBIKA TPUMATH BiTKPUTHUMH.
- Tlpn moTpamisingi y IUTyHKOBO-KHIIKOBHI{ TPaKT:
I[Tpu TpUBaNUX CKaprax NPOKOHCYJIBTYBATHCH 3 JTIKAPEM.
- 4.2 HaliBa:kJMBilli CMMIITOMM Ta BIUIMBH, TOCTPi Ta yNoBiIbHEHOI il
Mu He BOJIOIIEMO 1HIIIOKO BaXIIMBOO iH(OpMAITi€rO.
- 4.3 IToka3u A5 HeraifHOTo 3BePHEHHS /10 JiKaps Ta HeOOXiTHICTH B 0COOTHBOMY JTiKYBaHHI
My He BOJIOJIEMO 1HIIIOK BaXIIMBOKO 1H(OpMAITi€ro.

PO3JIIJI 5: 3axoau 3 moxke;KoraciHHsI

- 5.1 3aco0u nmo:xeskoracinus

- BignoinHi 3acodu noskexoracinus:
CO2, BorueracHui MopouIoK abo po3CisiHUI CTPYMiHb BOJH. BenuKy mojkexxy racuTH po3CissHUM CTPYMEHEM
BOJIY 200 CITUPTOCTIHKOIO MiHOTO.

- 5.2 Ocob6auBa HeGe3meKa, AKY MOKe CHPUYMHUTH Pe4Y0BHHA 200 cyMil
My He BOJIOJIEMO 1HIIIOK BaXIJIMBOKO 1H(OpMAITi€rO.

- 5.3 Ilopaau AJ1s1 NOMKEKHUKIB

- CneniajibHe 3axucHe cnopsiyzkeHHs: Oco0aMBi 3aX011 HEMOTPiOHI.

PO31JI 6: 3axoan npu BUNIAJKOBOMY NOTPAILVISAHHI Y HABKOJIMIIHE CepeI0BHILe

- 6.1 3axoau 3 3a0e3mevYeHHs 0COOUCTOI De3MeKH, 3aXHCHe 00JIaTHAHHSA Ta MOPSAAOK Aili B eKCTPeHUX
CUTYyalifX
JuButrch myHkT8.
* 6.2 3ax0/M 3 3aXHCTY HABKOJMIIHBLOTO cepenoBua: OcoOnumBi 3aX0qu HETOTPiOHi.
6.3 MeToau Ta MaTepiajm 1Jis1 JJoKajizanii Ta npuoupanHs: 30UpaTu MEXaHIYHUM CITOCOOOM.
- 6.4 Ilocuaanus Ha inmn po3ginu
Hebesneuni peuoBUHN HE BUBLIBHSIOTHCS.
IHdopmariito 111010 0€3MEYHOr0 BUKOPUCTAHHS TUB. Y PO3ALii 7.
IHdopmarito mpo 3aco0u IHAMBITYaTBHOTIO 3aXUCTY JAUB. Y PO3Iii 8.
IHdopmarito om0 yTuiizaiii us. 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 10 ckJIaJcbKUX NPUMillleHb Ta eMHOCTeii: 30epiraiite B mpoxonoanomy Micii(2-25°C).
- Bka3ziBkH moao cniibHOro 30epiranus 3 iHmmuvu Matepianamu: He moTpiOHuit.
- Inmi xaHi moao ymoB 30epiranns:

30epiraTe €EMHOCTI HIITEHO 3aKPUTHMHU.

30epiraTu y MpOXOJIOAHOMY 1 CyXOMY Micti y JoOpe 3aKpHTii Tapi.

3axuInaTH BiJl CTIEKH i IPSIMOTO COHSYHOTO IIPOMiHHS.

(IpOIOBIKEHHSI Ha CTOPIHLI 3)
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- 7.3 Cneunudivne Kinnese 3actocyBanHs MU He BOJIOJIEMO THILIOIO BOXKJIMBOIO iHQOPMAIIi€l0.

PO3A1JI 8: O0MmeskeHHSsI | KOHTPOJIb BILIUBY / 3aC00M IHAUBIAYaJbHOI0 3aXUCTY

- 8.1 KoHTpoJbHi mapameTpu

- CKIaAHUKM 3 TPAHMYHUMY 3HAYEHHAMH, SIKi NOTPe0yI0Th KOHTPOJII0O HA podoyoMy Micui
[TpoxyKT HE MICTUTB )KOJTHUX PEYOBUH y BaXKJIMBHUX KIJIBKOCTSAX 3 TPAaHUYHUMHM 3HAYCHHSMH, SIKi TOTPEOYIOTH
KOHTPOJIIO Ha poOoYOMY MicLii.

- JomaTkoBi Bka3iBku: OCHOBOIO MOCITY>KHIIH CIIMCKH, YAHHI HA MOMEHT YKJIaJICHHS Iacropra Oe3rneKu.

- 8.2 O0MeskeHHS | KOHTPOIb BIUIMBY

- lonaTkoBi BKa3iBKH 1010 CIOPY/I:KEHHS TEXHIYHUX YCTAHOBOK:
JonatkoBoi iHdopmallii HeMae, quB. y po3aimi 7.

*3aco0m iHIMBITyaJbHOI0 32XHCTY:

- 3araJbHi 3aX01M 3 3aXHCTY i ririeHu:
Heo0xigHO 7OTpUMYBaTHCh 3BHYAMHHX 3aI001KHUX 3aX0MIB SK IIPH POOOTI 3 XIMIYHIMH pEYOBHHAMH.

- 3axucr oprauiB quxanns: He norpiouuii.

- 3axHCT pyK:
Marepia pykaBuIlb NOBUHEH OyTH HEPOHUKHHUM 1 CTIMKKMM 10 Aii IPOIYKTY/pedOBUHU/TIpENapary.
Yepes BIICYTHICTh TECTIB MM HE MOXKEMO HaJIaTH >KOJJHUX PEKOMEHAALIH 1010 MaTepiany pyKaBHUIb JJIs
po0OTH 3 IPOIYKTOM/ IpernapaTom/ CyMIIIIIIIO XiMIiKaTiB.
Marepian pykaBuIb HEOOXiIHO 0OMpaTH 3 BpaxyBaHHSM 4acy MPOHUKHEHHs, TPOHUKHOT 3JaTHOCTI 1
Jierpaiariii Matepiany.

- Marepiaj 3aXUCHUX PyKaBHIIb
Bu6ip BiOmoBigHUX pyKaBHIb 3aJ€KUTh HE TIJIBKHU BiJ MaTepiaiy, ajie i Bif] IHIINX SKICHIX XapaKTEPHCTHK
Ta BiAPI3HAETHCA 3aJI€KHO BiJ BUpOOHHUKA. OCKUTBKH MPOAYKT MPUTOTOBJICHUH 3 KUIBKOX PEYOBHH, TO
HEMOXIIMBO MIPOPaxyBaTH HaNepe CTIHKICTh MaTepialy pyKaBHIlb, HA OCHOBI 4OTO Mepe] 3aCTOCYBAaHHIM
HEOOXiHO MPOBECTH BiATIOBiAHI BUIPOOYBaHHS.

- Yac npoHMKaHH JJIsl MaTepiay 3aXMCHUX PYKaBHIb
TouHHi Yac MPOHUKHEHHS HEOOXiJHO Ai3HATUCH Y BUPOOHMKA 3aXUCHUX PYKaBHIb 1 TOTPUMYBATHUCH B
MOAANBIIOMY.

- 3axucr oueii: [Ipu nepenuBanHi NPOAYKTY PEKOMEHYETHCS OJIATHYTH 3aXHCHI OKYJISIPH.

PO3A1J1 9: ®i3nuHi Ta XiMiuHi BJaCTUBOCTI

9.1 Indopmanisi npo ocHOBHi ¢izM4Hi Ta XiMiYHi BJIaCTHBOCTI
- 3arajabHa iHdopmanis

* ArperaTHMii CTaH Pimuna

- Kouip: IIpozopuit

- 3amax bes 3anaxy

- Ilopir cnpuiimaHHs 3anaxy: He Busnaueno

- TemnepaTypa miiaBjieHHs/o6aacTb miaBieHds: He BusHaueHo
- Toyka KHIiHHA 200 MOYATKOBA TOYKA KHIiHHA W

IHTepBaJ CKHUNIAHHSA He Busnaueno
- 3aliMHCTiCTH (TBEpaa pe4yoBHHA, ra3): He Busnaueno
- Me:xi BHUOYyXOHeO0e3MeYHoC Ti:

- Huoxus: He Bu3naueno
Bepxus: He Busnaueno
- Touka 3aliMmaHHsI: He Buznaueno
* TemnepaTtypa 3aiiMaHHs: He Buznaueno.
- TemnepaTypa po3nany: He Bu3Haueno
- PiBenn pH: 7,3
- B’s3KicThb: He Busnaueno
KiHeMaTH4Ha: He Buznaueno
- IMHAMIiYHA: He Bu3naueno

(IPOIOBIKEHHSI Ha CTOPIHII 4)

UA —



cropinka: 4/6

nacnopr 0e3nexku
3rigno 3 1907/2006/€C, crarra 31

nmata apyky: 01.03.2023 Bepcis Ne 1 3mineHa Bepcis Bix: 01.03.2023

Toprosa Hazea: TEETHMATE DESENSITIZER; Liquid

(IpOIOBKEHHS CTOPIHKH 3)

*3aaTHICTh 10 PO3YMHEHHS

" BOJA: Po3unnHUMi.

- Koeginient po3noginy (H-okTanos/Boaa): He BusHaueHo
- Tuck napmu: He Busnaueno
- IlinbHicTBH: 1,0 g/ml

- BizHocHa IiJbHIiCTD He Busnaueno
- IllinbHicTh Mapu He BusHaueHo

- 9.2 Tnma indopmanis
- 3oBHIIIHIN BULIAA:
- Dopma: Piguna
- BaskaimBa iHopMmanist o0 3aXucTy 310poB’°A i
HABKOJMIIHBOI0 Cepel0BHINA, TEXHIKH 0e3neKkn
TOLIO
- BuOyxoHe0e3ne4HicTh: [IponyxT He € BUOyXOHEOE3MEUHNM.
-3miHa cTaHy
- Touka/aiana3oH po3m'aKIIEHHSA
- BracTuBocTi, fiKi cnpusiioTe no:ke:kHiii Hede3meni He Bu3HaueHo
- [lIBuaKicTL BUNIAPOBYBAHHSA He Busnaueno

PO31JI 10: CtabinbHicTh Ta peaKTHBHICTH

-10.1 PeakTuBHicTs M1 He BOJIOAIEMO IHIIOK BXIUBOIO iH(QOpMaLIi€TO.
-10.2 XimiyHa cTabinbHicTh
- Tepmiunuii po3nan / yMoBH, IKHX HEOOXiTHO YHMKATH:
He posnanaerscst npu HanexHOMY 30epiraHHi i BAKOPUCTaHHI.
- 10.3 MoskauBicTh HeGe3neunux peaxuiii Jlannx 3a Hebe3neuHi peakuii HeMae.
- 10.4 YMoBH, AKHX HeOOXiTHO YHHKATH MU HE BOJIOIIEMO iHIIIOIO BXKIUBOIO 1H(POPMAIIIETO.
- 10.5 Hecymichni maTepianmn: Mu He BOJIOAIEMO 1HIIOK BXINBOIO iH(QOpMALI€TO.
- 10.6 He6e3neuni npogykTu po3nanay: OKHC 1 JBOOKHC BYTJIEIIIO

PO3I1JI 11: Indopmanisa Npo TOKCUIHICTH

-11.1 Indopmanis npo kiaacu Hebe3neku, mo Bu3HaveHi B Permamenrti (EC) Ne 1272/2008.
TocTpa TokenuHicTh: Buxoasauu 3 HassBHUX JaHUX, KpUTEPii Kiacudikamii He BUKOHYIOTHCS.
- Kopozis/noapa3znennst mkipn Buxoasun 3 HassBHUX 1aHMX, KpuTepil kiacu(ikarii He BUKOHYIOTBCS.
- Cepiio3He MOLIKOI:KEHHS 04eii / Mogpa3HeHHs
Buxonsuu 3 HassBHUX JaHUX, KpUTEPil Kiacudikauii He BUKOHYIOThCS.
- PecnipaTopHa a0o mkipHa ceHcuoininis
Buxonsuu 3 HassBHUX JAaHUX, KpUTEPil Kiacudikaiii He BUKOHYIOThCS.
- MyTareHHicTh 3apoKOBUX KJIITHH Buxoasun 3 HasBHUX NaHMX, KpuTepil kinacu(ikarii He BHKOHYIOTBCSL.
- Kanueporennicrs Buxosuu 3 HassBHUX JaHUX, KpUTepii Knacudikaiii He BUKOHYIOTBCS.
- PenpoayKTHBHA TOKCHYHICTH Buxonsuu 3 HassBHUX JaHUX, KpUTEpii Kiacudikanii He BAKOHYIOTHCS.
- CTOT-pa3oBa excno3uilis Buxoasun 3 HasBHUX AaHUX, KpUTepii kiacudikamii He BUKOHYIOTHCS.
- CTOT-noBTOpHE OMpoMiHenHs1 Buxons4u 3 HasBHUX JaHUX, KpUTEpii Knacudikamii He BUKOHYIOTHCS.
- Hebe3neka acnipanii Buxonsuu 3 HasBHUX JaHUX, KpUTEpii Kiacudikaiii He BAKOHYIOTHCS.

PO3A1JI 12: Indopmanisi, 10 CTOCY€ETHCSI BIUVIMBIB HA HABKOJIMIIHE Cepe0BHILe

-12.1 TokcuuHicTh

- TokcHYHiCTH IUIs1 BOAHUX OPraHi3MiB: My He BOJIOAIEMO iHIIOIO BaXKIIMBOIO iH(POPMAIIi€IO.

- 12.2 CriiikicTs i 3maTHICTB 10 po3KJIagaHHsa My He BOJIOAIEMO IHIIOK BOXJIMBOIO iHPOPMAIIIETO.
-12.3 Ilorenuian 10 GioHakonuyeHHst MU HE BOJIOIEMO 1HIIIOIO BaXIIMBOKO 1H(QOPMAITIETO.

12.4 PyxausicTh y rpyHTi M1 He BOJIOZi€MO iHIIOK BasKJIMBOIO iH(pOpMaLi€ro.

(IPOIOBIKEHHSI Ha CTOPIHLI 5)
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- 12.5 Pe3yabTatu ouinioBanus PBT i vPvB
- PBT (peuoBuHH, BiqHeceHi 10 cTilikuX, OioHaKOMUYYBAJIBLHHAX | TOKcH4YHNX): He 3acTocoByeThes.
- vVPVB (peyoBuHM, BigHeceHi 10 0c00JMBO CTiliKMX 3 BUCOKUM CTylleHeM 0ilOHAKONMYEHHS):

He 3acrocoByeTncs.
- 12.6 BracTuBoCTi, 110 pyiiHYIOTh €HAOKPHHHY CHCTEMY

BigomocTi po BIacTHBOCTI, 0 pyHHYIOTh €HIOKPHHHY CHCTEMY, AUB. B po3aiii 11.
-12.7 Inma mkigmmBa aiss Mu He BOJIOJIEMO 1HIIIOIO BaXIIUBOKO 1H(QOPMAITIET0.
- JlonaTkoBi ekoJI0TiYHI BKa3iBKH:
- 3arajabHi BKa3iBku: B 11itoMy, He CTaHOBHUTB 3arpo3u I 3a0pyIHCHHS BOAU

PO3I1JI 13: Bka3iBku moa0 yruaaizamii

-13.1 MeToau nepepodku BinxoaiB
- Pexomenaanisi: MeHIII KUTBKOCTI MOYKHA yTHIII3YBAaTH Pa3oM 3 MOOYTOBUMH BIAXOAAMH.

- HeounuieHi ymakoBku:
- PexoMengamisi: YTrini3yBaTH 3TiJHO 3 IPUIICAaMU KOMIIETCHTHIX OPTaHiB.
- PexoMeHpoBaHuii 3acié as unniennsi: Boga, mpu HEoOXiTHOCTI, AOAATH 3aciO A YUIICHHS.

PO31JI 14: Indopmanisi 010 TPAHCHOPTYBAHHS

- 14.1 Homep 3a xiaacudikanicro OOH a6o inenTudikauiiinnii Homep
-ADR, ADN, IMDG, IATA BIJICYTHIHN

- 14.2 Hane:kne BiiBaHTa:KyBajIbHe HaliMeHyBaHHS 3rigno 3i cnumckom OOH
-ADR, ADN, IMDG, IATA BiZICYTHIiH

- 14.3 Kiiac HeGe3MeKH BaHTAXKY

-ADR, ADN, IMDG, IATA
- Knac BiZICYTHIH

- 14.4 T'pyna ynakoBKu
-ADR, IMDG, IATA BIJICYTHIM

- 14.5 Hebe3neka it HABKOJIUIIHBOTO CepeI0BHIIA:
- PeuoBuHa, sike 3a0py/IHI0€ MOpchKe cepenoBuie: Hi

- 14.6 CneniaabHi 3ano0izkHi 3ax0a4 115
KOpPHCTYBa4a He 3actocoByeThcsi.

- 14.7 MopchbKi nepeBe3eHHs] HABAJIOM Y
BinmoBigHocTi 10 incTpymentiB MMO He 3actocoByeThcs.

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

PO31JI 15: HopmaTtusHa ingopmanis

- 15.1 HopmaTHBHIi m0/103keHHS PO 0e3MeKy, 310POB’A Ta HABKOJIMIIHE cepegoBUIle / creniaabHi
HOPMATHBHI MOJI0’KEHHS 11010 PeYOBHHH a00 cyminri
My He BOJIOJIEMO 1HIIIOK BaXIIMBOO 1H(OpMAITi€rO.

- Jupextusu 94/33/EC :
Heo0OxigHa ocobmuBa 06epeXHICT, SAKIIO Iei BUpiO momaxae B pyku oci, ki He gocsrian 18 pokis.

- {upextuBu 94/85/EEC: Mu He BOJIOAIEMO 1HIIOO BaXKJIMBOIO iH(OpMari€ro.
- OniHka 6e3ne4HOCTi pe40BUHH

- HeGe3meuHi pevosunn 3a nazsamu - lonarok I XXonen iHrpenieHT He BKa3aHUI.
(IPOIOBIKEHHSI Ha CTOPIHLI 6)
UA —
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-15.2 Ouinka 6e3neynocti peuoBunu: OliHKa 0€3MEYHOCTI PEYOBHHHU HE MPOBOJIMIIACE.

PO3A1JI 16: Inmi xani

JlaHi IPYHTYIOTBCSI HA Cy9aCHOMY PiBHI HAalllMX 3HaHb, IIPOTE BOHU HE € TAPAHTIEI0 BIIACTUBOCTEH MPOIYKTY 1

HC € HiI[CTaBOIO JJIs Z[OFOBipHI/IX IMpaBOBUX Bi,HHOCI/IH.

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

UA —



