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PA3AEN 1: UaeHTPMKaLUNA Ha BeLLLeCTBOTO/CMeCTa U Ha Apy>KecTBOTO/

npeanpuaTneTo

1.1 NpeHTndunkaTop Ha npoaykKTa

NaeHTdrkaums Ha BeLLecTBoTO ROTIPHORESE®Gel 30 % (37,5:1), roToB 3a
ynoTtpeba, ras ctabunmsmpaH

ApTUKyNneH Homep 3029
PerncrpauvioHeH Homep (REACH) He e OT 3HayeHune (cmec)

1.2  WNpeHTMdMUMpaHM ynoTpe6u Ha BELLLeCTBOTO U/IN CMECTa, KOUTO Ca OT 3HaueHue, 1 ynoTpeén,
KOWTO He ce npenopbyBaT

NaeHTnounumpaHmn ynotpebu, KouTto ca oT NlabopaTtopeH xnmukKan
3HayeHwne: NabopaTtopHa 1 aHanuUTU4Ha ynotpeba
Ynotpebu, KOUTO He Ce NpenopbYBaT: [la He ce n3non3Bea 3a NPOAYKTU, KOUTO B/IN3AT B

KOHTAaKT C XpaHUTeNHW NMpoaykTn. [la He ce
M3MN03Ba 3a YacTHW Luenu (4OMaknHCTBA).

1.3 MNoppo6HU AaHHU 3a AOCTAaBYMKA Ha NHPOPMALLMOHHUA NUCT 3a 6e3onacHOCT

Carl Roth GmbH + Co KG
Schoemperlenstr. 3-5
D-76185 Karlsruhe
FepmaHua

TenedoH:+49 (0) 721 -56 06 0

dakc: +49 (0) 721 - 56 06 149

eneKTpoHHa nowa: sicherheit@carlroth.de
Ye6cainT: www.carlroth.de

KomMneTeHTHO nnLe, KOETO OTroBaps 3a :Department Health, Safety and Environment
NHGOPMALIMOHHMSA NCT 3a 6e30MacHoCT:

aApechbT Ha e1IeKTPOHHa noLya sicherheit@carlroth.de
(KOMMNeTeHTHOTO Nnunue):

14 TenedoHeH HOMep NMpU cneLwHn cnyyam

MoweHck TenegoH Ye6caniTt

n kopn/
HaceslIeHO
MACTO

National Toxicological 21 Totleben Boulevard 1606 Sofia +3592 9154 378
Information Centre
Emergency Medicine Institute
'Pirogov
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

ROTIPHORESE®Gel 30 % (37,5:1), roToB 3a ynotpe6a, ras crabunmsmupaH

apTukyneH Homep: 3029

PA3AEN 2: OnncaHmne Ha onacHocTuUTe

2.1

2.2

KnacuéduuupaHe Ha BeLLECTBOTO UM CMeCTA

KnacnpuuympaHe cernacHo PernameHT (EO) Ne 1272/2008 (CLP)

Knac Ha onacHocT KaTerop Knac HaonacHocTt [peaynpex

ns M KaTeropwvs Ha AeHve 3a

onacHocT OMacHoOCT
3.10 OcTpa TOKCUYHOCT (OpanHa) 4 Acute Tox. 4 H302
3.2 Koposusa/gpasHeHe Ha Koxata 2 Skin Irrit. 2 H315
33 Cepro3HO yBpexaaHe Ha ounTe/gpa3HeHe Ha ouunTe 2 Eye Irrit. 2 H319
3.4S KoxHa ceHcnmbunmsaums 1 Skin Sens. 1 H317
3.5 MyTareHHOCT 3a 3apOAMNLLHN KNeTKN 1B Muta. 1B H340
3.6 KaHueporeHHocT 1B Carc. 1B H350
3.7 ToKCMYHOCT 3a penpoayKumsaTa 2 Repr. 2 H361f
3.9 CneunduryHa TOKCMYHOCT 3a ONpejeNieHN OpraHu - 1 STOTRE 1 H372

noBTapsLLa ce ekcnosnums

3a NbAHUA TEKCT Ha CbKpaLlleHuaTa: BX. PA3/IE/1 16

Hair-cblecTBeHNTE PUBUKO-XMMUNYHU HEGNaronpmATHU epeKTn U He6naronpmuAaTHN epekTn
3a 3paBeTo Ha YoBeKa 1 OKOJIHaTa cpeja

Cneg kpaTkoTpaliHa UM AbAroTpaliHa ekcro3numst MoraT a ce o4akBaT HacTbMBALLW Cej U3BecTeH
nepriog epekT UM HENoCpPeACTBEHN edekTu.

EnemMeHTM Ha eTuKeTa

ETukeTupaHe cbrnacHo PernameHT (EO) Ne 1272/2008 (CLP)

CurHanHa gyma OnacHo

MukTorpamun

GHS07, GHS08

MpeaynpexaeHns 3a onacHoOCT

H302 BpegeH npw nornsLaHe

H315 MpeansBMKBa Apa3HeHe Ha KoxaTa

H317 Moxxe ga NnpuYnHM aneprmyHa KoxHa peakums

H319 Mpean3BnKBa CEPNO3HO Apa3HeHe Ha oyunTte

H340 Moxxe fa NPUYNHU reHeTUYHU gedekTin

H350 Moxe ga NnpuynHU pak

H361f Mpeanonara ce, Ye yBpexaa onnoAnTenHaTa CnocobHOCT (NPY NOrAbLLAaHe)
H372 MprumnHABa yBpeXAaHe Ha OpraHnTe nocpesCcTBOM NPOLL/IKUTENHA U

NoOBTapsALla ce ekcno3nyua
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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)
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2.3

MpenopbKn 3a 6e3o0nacHOCT

Mpenopbku 3a 6€30NacHOCT - NpY NpegoTBpaTsiBaHe

P201 Mpepyn ynoTpeba ce cHabaeTe CbC CeumanHn NHCTPYKLNKA
P280 M3non3BainTe npeanasHu pbkaBuumn/npeanasHo obnekno/npegnasHm ounna/
npeanasHa Macka 3a fiumue

Mpenopbku 3a 6€30NacCHOCT - NpX pearnpaHe

P301+P312 MPW NOTNBLLUAHE: MNpwn HepasnonoxeHne ce obagete B LLEHTBHP MO
TOKCUKONOINA/Ha nekap
P302+P352 MPW KOHTAKT C KOXATA: N3muinTe 06MIHO € canyH 1 Boga

P305+P351+P338 TPV KOHTAKT C O4YNTE: npoMuBarite BHMMaTeNHO C BOAA B NPOAb/IKEHME Ha
HAKONKO MUHYTU. CBaneTe KOHTaKTHUTE fieLly, ako MMa TakmBa N AOKOIKOTO
TOBa € Bb3MOXHO. NpoabkeTe C U3niakBaHeTo

P308+P313 MNMPW siBHa nnu npegnonaraemMa ekcnosvuus: lNMorbpcete MeANLUNHCKN CbBeT/
nomoty,

Camo 3a npodecmoHanHa ynotpeba

ETKkeTupaHe Ha onacHU CbCTaBKW: Axpunnamug, N,N'-MeTtuneHbucakpmnnammng

ETUKeTMpaHe Ha oNnakoBKU, KOraTo CbAbp>kaHUETO He npeBumwiasa 125 ml
CurHanHa gyma: OnacHo

Cumson(n)

H317 Moxe Aa NprynHMN anepruyHa KoxxHa peakums.

H340 Moxe Aa NPUUYMHN reHeTUYHWN AedeKTu.

H350 Moxe Aa NpnynHn pak.

H361f Mpeanonara ce, Ye yBpexaa onnogMTenHaTa cnocobHOCT (Mpy nornbLuaHe).

H372 MpuunHaBa yBpexaaHe Ha opraHuTe NocpeAcTBOM MNPOAL/KMTENHA AV MOBTapsLLA Ce eKCMo3nLms.
P201 Mpean ynotpeba ce cHabaeTe CbC CneumanHn MHCTPYKLMN.

P280 V3non3eainTe npegnasHn pbkaBmyu/npegnasHo obnekno/npegnasHu oumna/npeanasHa Macka 3a imue.
P302+P352 MPWN KOHTAKT C KOXATA: 13muniiTe 06MAHO C canyH v Boja.

P308+P313 MPW aBHa nnu npegnonaraema ekcnosuuymsa: NMorbpcerte MeANLIMHCKA CbBET/MOMOLL,.

CbAbpXa: Axpunamug, N,N'-MeTuneHbuncakpuaamumg

Apyry onacHocTun

PesynTtaTun ot oueHKaTa Ha PBT n vPvB
CmMmecTa He CbAbpXa BellecTsa, oueHeHn kaTo PBT vnan vPvB.

PA3JEN 3: CbcTtaB/MHOpMaLMS 3a CbCTaBKUTe

3.1

3.2

BewecTtBa
He e OT 3HaueHue (cmec)

Cmecmn

OnmncaHme Ha cmecTa
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)
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HanmeHoBaHue NpeHTnédunkat TernoBHU beneXxku

op

Knacnpukaums cbra.
GHS

MukTorpamm

Ha BeWwecTBOTO

Akpunamng CAS Ne 25-40 Acute Tox. 3/ H301 D
79-06-1 Acute Tox. 4 / H312 GHS-HC
Acute Tox. 4/ H332 IOELV
EO Ne Skin Irrit. 2/ H315
201-173-7 Eye Irrit. 2/ H319
Skin Sens. 1/ H317
NHaekc Ne Muta. 1B / H340
616-003-00-0 Carc. 1B/ H350
Repr. 2 / H361f
REACH per. Ne STOT RE 1/ H372
01-2119463260-
48-XXXX
N,N'- CAS Ne <1 Acute Tox. 3/ H301
MeTuneHbucakpunam 110-26-9 Acute Tox. 4/ H312
na Acute Tox. 4 / H332
EO Ne Muta. 1B / H340
203-750-9 Carc. 1B/ H350
Repr. 2 / H361fd
REACH per. Ne STOT RE 1/ H372
01-2120745928-
38-XXXX
beneXxku
D: OnpegeneHn BeLLecTBa, KOUTO ca NOZATNBM Ha CMOHTaHHa NoAMMepu3aLUns Uax pasnagaHe, nNo NpaBuo ce nyckaT

Ha nasapa B cTabunmnsnpaHa popma. Toea e popmaTa, B KOATO Te ca BKAKOYEHU B YacT 3. Bbnpekn ToBa TaknBa
BelLlecTBa NOHAKOra ce MyckaT Ha nasapa B HecTabunnsmnpaHa popma. B TakmBa cnyyam JOCTaBUNKBT € A/TbXKeH Aa
nocouyn Ha eTrKeTa UMEeTO Ha BeLLecTBOTO, C/IeBaHOo OT JymuTe "HecTabunmsmpaHo".

GHS-HC: XapmoHu3unpaHa knacnurkaums (knacmdmkaumsaTa Ha BeLLeCcTBOTO OTroBaps Ha BNUCAaHOTO B INCTaTa cnopeg 1272/
2008/EC npunoxeHue VI)

IOELV: BeLLecTBO C OT 06LLHOCTTa UHAMKATUBHW FPaHNYHN CTOMHOCTM Ha npodecroHanHa ekcnosmums

HanmeHoBaH WpeHTndn Cneuund. npep. M- MNbT Ha
me Ha KaTop KOHLeHTpaunu Koedunume ekcnosuuusa
BeLLecTBOTO HTU
Akpunamug, CAS Ne - - 100 M9/ q opanHa
79-06-1 1.141 M9/ 4 AepManHa
1,5 M9//4h VNHXaNaUMoHHa
EO Ne (Npax/mMbrna)
201-173-7
NHaekc Ne
616-003-00-0
N,N'™- CAS Ne - - 100 M9/ opasHa
MeTuneH6ucakp 110-26-9 1.141 M9/, AepmanHa
nnamug, 3,025 m9/|/4ﬂ'1 VHXanaumMoHHa
EO Ne (Npax/mbrna)
203-750-9
BelyecTBO, Nopa)kaaLlo cepuosHo 6e3nokoiicTBo (SVHC)

HanmeHoBaHue Ha HanmeHoBaHwue cbri. CAS Ne N36poeH B 3a6enex
BeLLecTBoTO MHBEHTapusauyuaTa KU
Axpunamug akpunammng 79-06-1 201-173-7 Cnncek ¢ Carc. A57a
npeanoxeHn Muta. A57b
BelecTsa
JlereHpa

Carc. A57a KaHueporeHHU (uneH 57a)

Muta. A57b MyTareHHu (4neH 57b)

cnncbk ¢ BelecTBa, OTroBapsLLM Ha KpUTEPUNTE, MOCOYEHU B UieH 57 1 38 Bb3MOXHO BKJIHOUBaHe B npuaoxeHmne XIV
npeanoxeH

1 BelecTBa

3a MbJIHUA TeKCT Ha cbkpalleHusaTa: BX. PASAEN 16
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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

ROTIPHORESE®Gel 30 % (37,5:1), rotoB 3a ynotpe6a, ras crabnnumsmpaH

apTukyneH Homep: 3029

PA3SAE/ 4: MepKku 3a nbpBa NoMoLy,

4.1 OnuncaHve Ha MepKUTe 3a NbpBa MOMOLLL

06Lwum 6enexxkun
CBanete 3aMbpPCeHOTO 06/1eKN0.
Cnep BgviuBaHe

Ocurypu 4ncT Bb3ayX. Mpu BCUUKK C/lydam Ha CbMHEHWE, UAN NPU HAAWYME Ha CUMMTOMM Aa Ce
NOTbPCY MEANLMHCKA MOMOLLL,

Cnep KOHTAKT C KOXKaTa

ObneiiTe koxaTa ¢ Boga/B3emete Ay, Cnes KOHTAKT C KOXaTa, BeAHara Aa ce u3Mue 0buaHo ¢ Boja.
Mpn KOXHW peakumun notTbpceTe fekap. NMpuy nosBa Ha KOXHW Apa3HeHVs Aa ce NoTbPCU Nekapcka
MOMOLL.

Cnep KOHTaKT € ounTe

MpommBainTe 06MAHO C YNCTa, NPSACHa BOAa 3a NoHe 10 MUHYTW, KaTo pa3TBapaTe kaenadnTe. Mpn
JApasHeHe B ounTe ja ce noTbpcn 0pTanMONor.

Cnep nornblLuaHe

M3nnakHeTe ycTaTa c Boja (HO caMo ako NocTpajanusit e B Cb3HaHue). [Mpy 3nononyka nnm
Hepa3noJsioxeHWe BejHara Aa ce NoBKKa Jiekap (Mo Bb3MOXHOCT Ja ce nokaxe Hapepbata 3a
6e30mnacHocT).

4.2 Hali-cblLecTBEHM OCTPU M HacTbNBaLLY Cief U3BECTEeH Nepuos oT BpeMe CUMNTOMU U edpeKkTur
MoBpbLlaHe, MNMpunowasaHe, NoBpbLuaHe, pa3HeHe, AnepruyHuy peakumm

4.3 YkKasaHue 3a HeOGXOAVIMOCTTa OT BCAKAKBU HEOT/TOOKHN MeANLUNHCKUN TPpVOKU U cneyuasiHo
ne4yeHwve

HAMa

PA3SAE/] 5: TpoTBONOXXapHU MepKU

5.1 Mo>kaporacutenHu cpeacTea

MoAaxoAsL M No)KaporacuTeNHn CpeacTBa

43 Ce KOOPANHNPAT NPOTUBOMOXAPHNTE MEPKUN C OKONHOCTA
BOZHM NPBCKX, YCTOMUMBA Ha ankoxos MNsiHa, Cyx Npax 3a raceHe, BC-npax, BbrnepojeH ANOKCUA
(COy)

HenoaxoasLm no)kaporacuTenHn cpeacTea
BOZHA CTpys

5.2 Oco6eHM onacHOCTU, KOUTO NPOMN3TUUAT OT BELL,eCTBOTO U/IN CMecTa
CbcTaBKM Ha cMecTa ropmm. CaMuAaT NPOAYKT He ropu.
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NHdopmaLmoHeH nncT 3a 6e3onacHOCT ©
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ROTIPHORESE®Gel 30 % (37,5:1), rotoB 3a ynotpe6a, ras crabnnumsmpaH

apTVkyneH Homep: 3029

OnacHU NPoAYKTU Ha n3rapsiHe

B cnyyali Ha noxap Morart Aa Bb3HUKHAT: A30THU okcnam (NOXx), BbrnepogeH MoHookcmg (CO),
BvrnepogeH gmnokcng (CO,)

5.3 CbBeTM 3a NoOXKapHUKapuTe

B Cﬂyblaﬁ Ha noxap n/Mnn ekCcnnosmsa Aa He ce BauLiBa gmuma. acete no>kapa c obuyanHuTe
npeanasHy Mepkn OT pa3yMHO pa3CTodaHuNe. Ja ce HOCK aBTOHOMEH AuxaTteneH arapar.

PA3/AE/ 6: Mepku npu aBapuiiHO N3nycKaHe

6.1  JInuyHu NpegnasHU MepKU, NpeanasHM CPeacTBa 1 NpoLeaypy NPy CNeLUHK cydan

3a nepcoHarn, KOWTOo He OTroBapsl 3a CNeLUHU c/lyvan

M3non3BainTe npeanucaHnTe AMYHN NpeAnasHu cpeacTBa. [la ce 1365rea AoNvp Ha NPoAyKTa C
KoxaTa, oumTe 1 obneknoTo. [la He ce BAULLBA NapuTe/aeposona.

6.2 [peanasHy MepKu 3a onasBaHe Ha OKoOJIHaTa cpeja
MNpeanassail OT 3aMbpcsABaHe Ha OTTOYHW KaHanM3aLmm, NOBbPXHOCTHN U MOANOYBEHW BOAN.

6.3 MeToam n maTepmanu 3a orpaHMyYaBaHe U NOYUCTBaHe

CbBeTN OTHOCHO HAUYMHMTE, N0 KOUTO Aa ce orpaHvyunm pasnanBsbT
I'I0|<p|/|BaHe Ha OTTOYHWU KaHann3saynn.

CbBeTN OTHOCHO HAaUYMHUNTE, N0 KOUTO Aa Ce MNoUnNCTn Pa3nnBbT

[la ce nonme MexaHMYHO CbC CBbP3BaLL, MaTtepuan (MACbLK, ANaTOMUT, CBbP3BAaLL0 BELLECTBO 3a
KNCeNVIHWN U YHVBEPCAJTHO).

Apyra nHpopmarms 0OTHOCHO passINBU N U3MYCKaHUA
MNMocTaBeTe B NOAXOAALLM KOHTEMHepW 3a N3XBbpasHe. NposeTpsBail 3acerHataTa 30Ha.
6.4 lo3oBaBaHe Ha Apyru pasaenu

OnacHM NpoAyKTW Ha N3rapsiHe: BUX pasgen 5. JInuHn npegnasHm cpeicTBa: BUX pasgen 8.
HecbBMmecTMU MaTepmanu: Bux pasgen 10. Obe3BpexaaHe Ha oTnagbLmTe: BUX pasgen 13.

PA3AE/N 7: Pa6oTa n cbxpaHeHue

7.1 MpeanasHu mepku 3a 6e3onacHa pa6oTa

MorpuxeTe ce 3a JOCTaTbUYHO BEHTUNALMS N TOYKOBO U3CMYKBaHe Ha KPUTUYHM TOYKK. [a ce
13non3Ba acnupatop (nabopatopus). [a ce n3barea ekcnosmums. Korato He ce 13Mon3Ba, CbAbT Aa
ce CbXpaHsBa NAbTHO 3aTBOPEH. He ocTaBaiiTe NpoAykTa Aa U3cbxHe. Mepku 3a npesoTBpaTaBaHe
Ha Npeo6pasyBaHeTO Ha aepo30U 1 Mpax.

CbBeTu 3a o6La XMrMeHa Ha Tpyaa

Ja ce nammear pbUETE NPpEean NOoYMBKa 1 B Kpas Ha pa6OTHI/IF| AeH. [a ce CbXpaHABa Adasiede oT
HaMNTKN N XPaHW 3a Xopa 1 XXNBOTHW.

7.2  Ycnosus 3a 6e30MnacHO CbXpaHABaHe, BK/IIOUYNTE/THO HECbBMECTUMOCTM
CbAbT Aa Ce CbXpaHsBa MNJIbTHO 3aTBOPEH Ha X/1agHO MSACTO.
HecbB™MecTUMM BeLlecTBa AN cMecn
CnasBalTe ykasaHuMATa 3a KOMOVHMPAHO CbXpaHeHwue,

Mpeanasn oT BbHLUHAa eKCMNOHaUus, KaTo Hanpumep
BUCOKU Temnepatypu, UV-nbun/cnbHUYeBa CBET/IMHA
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CnasBaHe Ha Apyrv cbBeTuU:
Cneun$pnyHO NpoeKTUpaHe Ha NOMELLLEHNSA 3a CbXpPaHEHMe WU Ha CbAoBe
MpenopbyaHa Temnepartypa Ha cbxpaHeHue: 2 - 8 °C
7.3 CneunduruHa(m) kpariHa(mn) ynotpeba(un)
HsmMa HannyHa nHopmaums.

PA3/AEN 8: KoHTpo/ Ha eKcno3uunaTa/NnNYH npeanasHy cpeacTBa

8.1 MapameTpu Ha KOHTPOJI

HauVOHaNHM rPaHNYHM CTOHOCTM

FPaHUYHM CTOMHOCTY Ha NpodecmoHasiHa ekcnosmuus (FpaHULM Ha eKCNo3nLMA Ha
pa6boTHOTO MACTO)

Ab HaummeHoBaHue CASNe WpaeHT 8 8 15 15 Ceil Ceilin Hota W3TOYH
pX Ha peareHTa neuka uyac yaca min min ing- g-C uusa K
aBa TOp a [mg/ [pp I[mg/ C[p [mg/
[pp m] m mi] pm] mi
m]
EU akpunammna 79-06-1 IOELV 0,1 2017/
2398/EC
Hotauusa
15 min FpaHmu,a Ha KpaTKoCpo4YHa ekcno3numnsa: rcaHn4YHa CTOMHOCT, Haj KOATO He TpﬂﬁBa Aa IMa eKcno3nuna n KoAato
ce oTHacd 3a 15-MUHYTeH neproj, OCBEH ako He e MOCOYEeHO ApYyro
8 yaca prEAHeHa BbB BpPEMETO CTOMHOCT (AMNT Ha AB/roCpoYHa EKCI'IO3I/IL|,I/IFI)Z n3MepeHo Nan N34mcieHo no

- OTHOLLeHVe Ha cpeZeH 6a30B Nepuoj OT OCeM Yaca
Ceiling-C  TMpejenHa BUCOYMHA e rPaHMYHa CTOMHOCT, Hag KOATO He TPsibBa Aa MMa ekcrno3nuums

CboTrBeTHUTE DNEL- KOMNOHEHTM Ha cMecTa

HanmeHoBaHue CAS Ne KpaiiH Mparoso Llen Ha MN3nonseaH B Bpeme Ha
Ha BELLecTBOTO a HUBO 3alWmTa, NbT eKkcnosnuus
TouKa Ha
eKkcnosnuus
Akpunamng, 79-06-1 DNEL 120 mg/m3 yoBek, npomuLLieH OCTPU - CUCTEMHU
MHXanaumMoHHa paboTHMK edexTn
Akpunamng, 79-06-1 DNEL 120 mg/m3 yoBek, npomuLLneH OCTpW - NOKa/HK
MHXanauMoHHa paboTHUK edexTn
Akpunamng, 79-06-1 DNEL 3 mr/kr yoBek, lepmanHa npoMuLLIeH OCTPW - CUCTEMHU
TeslecHo paboTHMK edexTn
Terno/aeH
N,N'- 110-26-9 DNEL 3 mr/kr yoBeK, JlepmanHa npoMuLLIeH OCTPW - CUCTEMHU
MeTuneHbucakpun TenecHo paboTHMK edpekTn
amumyg, Terno/aeH
CboTBeTHUTE PNEC- KOMNOHEHTU Ha cMecTa

HanmeHoBaHmne CAS Ne KpaiiH Mparoso OpraHnsbm KoMmnoHeHT Ha Bpeme Ha
Ha BeLecTBOTO a HUBO OKOJIHaTa ekcnosuuusa
TouKa cpepa
Akpunamng, 79-06-1 PNEC 0,032 M9y, BOZAHU cnajka Boja KpaTkoTpaliHa
opraHu3mMm (MUrHoBseHa)
Akpunamng, 79-06-1 PNEC 2 K9y BOAHU MOpCKa Boja KpaTKoTpaliHa
opraHmsmu (MUrHoBseHa)
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cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

ROTIPHORESE®Gel 30 % (37,5:1), roToB 3a ynotpe6a, ras crabunmsmupaH

apTukyneH Homep: 3029

8.2

CboTBeTHUTE PNEC- KOMNOHEHTU HA CMecCTa

HanmeHoBaHue CAS Ne Kpaiin MparoBo OpraHn3bm KoMnoHeHT Ha Bpeme Ha
Ha BeLLecTBoTO a HMBO OKOJIHaTAa ekcno3vuusa
TouKa cpepa
Akpunamug 79-06-1 PNEC 0,2 M9y, BOAHU npeyncTeatenHa KpaTKoTpaiiHa
opraHnsmMm cTaHuua (STP) (MurHoBseHa)

KoHTpon Ha ekcno3nuusaTa
NHaneBuayanHn Mepku 3a 3alymTa (IMYHU npeanasHu cpeacTBa)

3awmTa Ha oumTe/nnueTo

V13nonseaw npeanasHm Mackm CbC CTPaHWYHA 3alnTa.

3awmTa Ha KoXkaTa

¢ 3allinTa Ha pbLUeTe

[a ce HocAT noaxoAawy pbkaBnLUn. MNoaxoaaLm ca pbKaBumLmM 3a 3aLmMTa OT XMMNKaNM, KOUTO ca
n3nuTaHn B cboTeeTcTBMe ¢ EN 374. 3a cneumanHu Lenun, ce npernopbyBa ja ce nposepwu
YCTOMYMNBOCTTA Ha XMMUKAIN Ha 3alLINTHUTE pbKaBuLM, COMeHaTW No-rope, 3aefHo C A0CTaB4yM1Ka
Ha Te3n pbkaBuuM. BpemeHaTa ca NpnbAnN3nNTEeNHN CTOMHOCTY OT n3MepBaHus Npn 22 °Cn
MOCTOAHEH KOHTAKT. loBuLLEHNTe TeMMepaTypu, Ab/KaLLKM Ce Ha HarpsiBaHu BeLlecTBa, TOM/IMHa Ha
TAN0TO U T.H. U HAMansBaHe Ha edekTVBHaTa AebenrHa Ha CNos Ype3 pasTaraHe, MoraT ja AoBejaT
[0 3HaUNTeNHO HaMaNsiBaHe Ha BPeMEeTO 3a NpobuB. AKO MMaTe CbMHeEHUs, CBbpXKeTe ce C
npoussoguTens. MNpu npnéansutenHo 1,5 Nty no-rongama / no-manka gebenrHa Ha cnos,
CbOTBETHOTO BpeMe 3a NpobrBaHe ce yABosiBa / HaMansiBa HanosioBuHa. JJaHHWTe ce OTHACAT camo
3a YMCTOTO BelecTBo. Korato ce npexsbpadaT KbM CMECU OT BellecTBa, Te Morar Aa ce pasraexgar
CamMO KaTo pPbKOBOZACTBO.

* BUJ Ha MaTepuana

NBR (Hutprnnos kayuyk)

* pe6envHa Ha maTepmuana

>0,3 mm

* NI3HOCBaHe Ha MaTepuasa Ha pbKaBuLuTe
>480 MNHYTU (NPOHNKBAHE: HNBO 6)

* AONMB/IHNTE/THN MEepPKU 3a 3aliuTa

[a ce ocTaBAaT nepmnoan Ha Bb3CTaHOBABAHE 3a pereHepauna Ha KoxaTta. |_|pO¢)I/I}1aKTI/I‘-IHa 3allnTa Ha
KoXaTa (3aLnTHN KPEMOBe/MeXJ'IEMI/I) ce npenopwbyBa.

3awWwmTa Ha gMXaTesIHMTe MbTULLA

L

AnxatenHa 3awmta e HeobxoanMa npu: ObpasyBaHe Ha aepo30aHa Mbraa. Tun: A-P2 (KOMBUHMpPaHK
bUNTPY NPOTMB YaCTULM 1 OPraHNYHK ra3oBe 1 nNapwu, LeeToBu koa: Kadas/ban).
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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

ROTIPHORESE®Gel 30 % (37,5:1), rotoB 3a ynotpe6a, ras crabnnumsmpaH

apTVkyneH Homep: 3029

®

R0TH

KOHTpoN Ha eKcno3numsTa Ha OKoJIHaTa cpefa

I'Ipe,u,na3Ba|7| OT 3aMbpCABaHe Ha OTTOYHW KaHannm3aynn, NOBbPXHOCTHU U nogno4vBeHW BOAN.

PA3AEN 9: PUSNYHUN N XMMUYHW CBOIACTBA

9.1

9.2

WHdopmaLmsi 0OTHOCHO OCHOBHUTE GU3MYHU U XMUMUYHU CBOACTBA

OU3NYHO CBCTOAHKE

LBaT

Mwupwuc

Touka Ha TorneHe/ToYka Ha 3aMpb3BaHe

Touka Ha KUMeHe UV HavasHa TOYKa Ha KuneHe u
MHTEpBan Ha KnneHe

3ananmmocTt

JloNHa 1 ropHa rpaHnLUa Ha eKCna03MBHOCT
Touka Ha 3ananBaHe

TemnepaTtypa Ha camo3anasBaHe
Temnepatypa Ha pa3najaHe

pH (cTonHoCT)

KnHemaTtmyeH BuckosnTeT

PasTBoOpurmMoOCT(11)

PasTBoprMOCT BB BoJa

KoeduumeHT Ha pasnpeseneHue

KoeduuneHT Ha pa3npeseneHvie n-oKTaHoA/BOAa
(morapnTMMYHa CTOWMHOCT):

HandaraHe Ha napumrte

[MABTHOCT N/ OTHOCUTEsIHA NJTBTHOCT

MnbTHOCT

OTHOCUTEeNHa NABbTHOCT Ha napumrte

XapaKkTepucTrKn Ha YacTuuymuTe

Apyrvn napameTpu Ha 6e30MacHoOCTTa

OKCUAMpALLM CBOICTBA

Apyra uipopmaums

NHPopMaLms BbB Bpb3Ka C KlacoBeTe Ha
dn3mMYHa onacHocT:

TeyeH
be3uBeTeH
XapakTepeH

He e onpegeneH
~100 °C

Heropum
He e onpegeneH
He e onpegeneH
He e onpegeneH
He ce oTHacs

7 (20 °C)

He e onpeaeneH

MOXe Aa Ce CMeCBa BbB BCAKaKBM nponopunn

Tasn |/|Hc|>opmau,vm He € Ha/In4Ha

23 hPa npu 20 °C

1,02 9/¢ms npm 20 °C

HAMa Ha1M4YHa I/IHq)OpMaLI,I/IFl OTHOCHO TOBa
CBOICTBO

He ce oTHacs (TeyeH)

HAMa

KJlacoBe Ha onacHocT cbra. GHS
(dn3MYHM onacHOCTN): He ce OTHacs

Bbarapus (bg)
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

R0TH

ROTIPHORESE®Gel 30 % (37,5:1), rotoB 3a ynotpe6a, ras crabnnumsmpaH

apTukyneH Homep: 3029

[Apyrv xapakTepucTukm 3a 6e30MacHoCT:

CteneH Ha cMecBaHe HanNb/IHO Ce CMeCBa C BOJa

PA3AE/ 10: CTabUNHOCT N peaKTUBHOCT

10.1 PeakTuBHOCT
HacTtabunmsmpaHuaT NpoAyKT MOXe Aa NoAMepU3npa CNOHTaHHO.
Mpwn HarpsiBaHe
OnacHocT oT nonvmepmsauus.
Mpwn nsnaraHe Ha cBeT/INHA
OnacHocT oT nonvmepmsauus.
10.2 Xwumun4Ha ctabnnHoct
PeakTVBHOCT Npu 13naraHe Ha cBeT/IMHA. PeakTMBHOCT Npu HarpsiBaHe.

10.3 BBb3MOXXHOCT 3a ONacHU peakuuu

Pearupa pssko c: cuieH okucaurten, Nepokuncun, Pegyumpatim areHtn, KucenmnHm, Passxxaaim
pa3Tesopu

10.4 YcnoBwus, KOUTo TpPA6Ba Aa ce ns3bsareat

UV-nbun/cnbHYeBa cBeT/IMHa. [la ce cCbXpaHsaBa jaseye oT ToMnjnHa.
10.5 HecbB™MecTMMM MaTepuanmn

Hama gonbnHuTenHa nHdopmaums.
10.6 OnacHu NPoAYKTW Ha pa3nagaHe

OnacHW NpoAYKTU Ha U3rapsiHe: BUX pa3gen 5.

PA3AEN 11: TokcuKonornyHa nHopmaums

11.1 WHPopmauma 3a KnacoBeTe Ha onacHoOcT, onpeaeneHu B PernameHT (EO) Ne 1272/2008
Jlnnca Ha AaHHW OT U3NMTBaHe 3a usinarta cMmec.
Mpoueaypa 3a kKnacnpuumpaHe

MeToabT 3a knacuduumMpaHe Ha CMecn ce OCHOBaBa Ha CbCTaBKMUTe Ha cMecTa (bopmyna Ha
aANTUBHOCT).

Knacupukauymsa cornacHo GHS (1272/2008/EO, CLP)

OcTpa TOKCMYHOCT
BpeaeH npu nornsLyaHe.

OueHKa Ha ocTpa TOKCcUYHOCT (ATE) Ha KOMNOHEHTUTE Ha cMecTa
HanmeHoBaHMe Ha BeLLeCTBOTO CAS Ne MbT Ha ekcno3nyMA ATE
Akpunamng, 79-06-1 opanHa 100 M9kgq
Akpunamug, 79-06-1 AepManHa 1.141 M9/yq
Akpunamng 79-06-1 NHXaNaumMoHHa (npax/ 1,5 M9/\/4h
Mbrna)
N,N'-MeTunneH6uncakpunammg, 110-26-9 opanHa 100 M9/kgq
N,N'-MeTuneH6ucakpunammng, 110-26-9 AepManHa 1.141 M9/yq
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

ROTIPHORESE®Gel 30 % (37,5:1), roToB 3a ynoTpe6a, ras crabnnusmpaH

apTukyneH Homep: 3029

OueHKa Ha ocTpa ToKcuYHocT (ATE) Ha KOMNOHEHTUTE Ha cMecTa

HanmeHoBaHuMe Ha BeLL,ECTBOTO MbT Ha ekcno3nuusa

N,N'-MeTuneH6ucakpunammg, 110-26-9 MHXanaumoHHa (npax/ 3,025 M9/\/4h
Mbrna)

0c1'pa TOKCUYHOCT Ha KOMNOHEHTUTEe Ha CMeCTa

HanmeHoBaHwue Ha MbT Ha KpaiiHa CToliHOCT Buaose
BellecTtBoTo eKkcnosuum Touka
A

Akpunamung, 79-06-1 opanHa LD50 354 M9/, 4 nnbx
Akpunamung, 79-06-1 AepManHa LD50 1.141 M9y q 3aeK
N,N'-MeTuneH6uncakpnnammg, 110-26-9 opanHa LD50 390 MY/yq nAbX
N,N'-MeTuneH6uncakpunammg, 110-26-9 AepManHa LD50 1.141 M9/pq 3aeK
N,N'-MeTunneHbucakpmunammg, 110-26-9 NHXaNnaunoHH LC50 12,1 M9//1h nabX

a (npax/

Mbrna)

Kopo3usa/apa3HeHe Ha Ko)kaTa

MNpeansserkBa ApasHeHe Ha KoxXara.

Cepuo3HO yBpeXxaHe Ha ounTe/apa3HeHe Ha oumnTe

Mpean3BrKBa Cepro3HO ApasHeHe Ha ouuTe.

PecnupaTtopHa nam KoXkHa ceHecmbunnusaumsa

Moxxe fa NpUUYMHM aneprnyHa KoxHa peakuus.

MyTareHHOCT 3a 3apoAVLLUHU KNEeTKU

Moxe Aa NPUYMHN reHeTUYHU gedekTu.

KaHueporeHHocT

Moxxe fa NpUUnHK pak.

ToKCMYHOCT 3a penpoayKuuaTa

Mpeanonara ce, Yye yBpex/a ornyiogntenHaTa CnocobHOCT (Mpu NorabLyaHe).
CneundpuryHa TOKCUYHOCT 3a onpepesieHN opraHu - efAHOKpaTHa eKcrnosnumsa

Ja He ce knacndunumpa kato cneymdPryHa TOKCUYHOCT 3a onpejenieHn opraHn (e4HoKpaTHa
eKcrnosnuus).

CneuudpurUyHa TOKCMYHOCT 3a onpeaeneHn opraHu - NoBTapsLLa ce eKCno3mums
MpUUNHABA yBpeXaHe Ha OpraHnTe NOCPeACTBOM NPOAB/KUTENHA UM NOBTapsiLLia ce eKCno3nLms.

OnacHoCT npn BULLBaHe
Ja He ce knacnduumpa KaTo NpeAcTaBAsABaLL, ONAaCHOCT NpY BANLLBAHe.

CMMNTOMM, CBbP3aHU € PUSNYHNTE, XUMUYHUTE U TOKCUKONIOFMYHNTE XapaKTepncTukun
* [py nornbLiaHe
nospblLaHe, npuaoLlaBaHe

* [Ipy KOHTaKT Cc oumnTe
Mpean3BrKBa CepUO3HO JpasHeHe Ha ouunTe
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

ROTIPHORESE®Gel 30 % (37,5:1), roToB 3a ynoTpe6a, ras crabnnusmpaH

apTukyneH Homep: 3029

* [pu BAULLBaHe
He ca Hannue gaHHN.
* [py KOHTaKT € Ko)kaTa

npeansBrkBa gpa3HEHE Ha KOXaTa, Moxe aa npeanssrka aneprmyHn peakumu, C'bp6€)K, NOKanHo
noyepBeHABaHe

* fipyra nipopmauyus

3aryba Ha pediekc 3a naseHe Ha paBHoBecKe 1 aTakcus, JesopmneHTtaums, OTcnabeaHe Ha nameTTa
11.2 CsoiicTBa, HapylwaBawm GyHKLMNTE HA eHAOKPUHHATa cucTtemMa

H1Kos OT CbCTaBKUTE He e N3bpoeHa.
11.3 WHPopmauma 3a apyrm onacHocTu

Hsama gonbnHuTenHa nHpopmaums.

PA3AEN 12: EkonornyHa nHpopmavmsa

12.1 TOKCMYHOCT
Ja He ce knacndunumpa KaTo ornacHo 3a BogHaTa cpeja.

Tokcm4yHOCT BbB BoAiHa cpefa (0cTpa) Ha KOMMNOHEHTU Ha cMecTa

HanmeHoBaHme [CEVZEER GETE] CToMHOCT Bpeme Ha
Ha BeLLecTBOTO eKkcno3suy,
ma
Akpunamng, 79-06-1 EC50 98 MYy, BOAHU 6e3rpb6HauHN 48 h
N,N'- 110-26-9 LC50 835 MYy, BOZHW 6e3rpb6HaYHN 48 h
MeTuneHbucakpunam
7
N,N'- 110-26-9 ErC50 >100 M9y, BOAOPACNo 72h
MeTuneHbucakpunam
VA

BuoxnmunyHo pasrpaxgaHe
He ca Hanvue faHHW.

12.2 Mpouec Ha pasrpa)kgaHe

Pasrpa>xaaHe Ha KOMMOHEHTNTE Ha cMecCTa

HanmeHoBa Mpouec AGUOTNYHO N3TOoYHUK
HUe Ha pasrpaxxgaH
BeLLecTBOTO e
Akpunamng 79-06-1 6noTnyeH/ 100 % 28d geschlossene
abnoTtunyeH Flasche
Akpunamung, 79-06-1 n3yeprsaHe 7.4 % 5d ECHA
Ha Kmcnopoja
N,N'- 110-26-9 n3yeprnsaHe 2,1% 28d ECHA
MeTunneH6bucak Ha Kucnopoja
punamug

12.3 Buoakymynupalla cnoco6HocT
He ca Hannue gaHHN.
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NHdopmaLmoHeH nncT 3a 6e3onacHOCT

cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

ROTIPHORESE®Gel 30 % (37,5:1), roToB 3a ynotpe6a, ras crabunmsmupaH

apTukyneH Homep: 3029

12.4

125

12.6

12.7

BuoakyMynupalla cnoco6HOCT Ha KOMMOHEHTUTE Ha cMecTa

HanmeHoBaHue Ha

BELLeCcTBOTO

Akpunamunj,

79-06-1

BOD5/COD

-0,9 (pH cronHocT: ~7, 20 °C)

N,N'-MeTnneHbucakpmnammg,

110-26-9

-0,08 (24 °C)

MpeHocMMoCT B No4yBaTa
He ca Hanvue AaHHWN.

PesynTtaTtun ot oueHkaTa Ha PBT n vPvB

He ca Hanvue aaHHWN.

CBoiicTBa, HapyuwiaBalun (IJyHKLU/IVITe Ha eHAOKPWMHHAaTa cuctemMa

HUKOS OT CbCTaBkUTE He e |/|36poeHa.

Apyrv He6naronpmnATHM epekTU

He ca Hanvue aaHHWN.

PA3JEN 13: O6e3BpexxaaHe Ha oTnaagbuuTe

MeToaun 3a TpeTUpaHe Ha oTNnagbLUN

13.1

13.2

133

14.1

14.2

14.3
14.4
145

To3u mMaTepuan 1 HeroBaTa OMakoBKa Aa ce TpeTUpaT KaTo onaceH oTnaabK. CbAbpXaHMeTo/CbAbT
Aa Ce N3XBbP/IV B CbOTBETCTBUE C MeCTHaTa/pervoHanHaTa/HauoHanHaTa/MexayHapoHaTa

ypenba.

MH(I)OpMaLI‘VIﬂ OTHOCHO U3XBBbPJZIAHETO B KaHa/1n3ayMoHHaTa cMctemMa
[la He ce n3nycka B kKaHanmM3saunaTa.

CbOTBETHM pa3nopeA6u OTHaACALLMU Ce A0 OTNAAbLM

[MocTaBAHeTO Ha KO40BE/HAaNMEHOBaHUSA BbpPXy oTnagbvuute Aa ce N3BbPLUNM B CbOTBETCTBME C
Hape,u,6aTa 3a KaTasiora Ha otnaabun, c1:o6pa3Ho CI'IELI,VI(I)VIKaTa Ha 4a4€HOTO NpPon3BOACTBO WA

npotiec. PernameHT Ha oTnagbumuTte (FfepmaHmng).

3abenexkum

OTnagbuunte Tpﬂ6Ba Aa 61:,an pa3aeneHn B Kateropmm, KOUTo MOrat Aa ce TpeTmrpart pasgesiHo OoT
MeCTHNTE NN HaUuMOHanHUTe BNacTu 3a yrnpasjieHne Ha oTnagbLun. VimanTte npeasnj BCNYKU
HauMOHaMHWN Ui permoHanHm pa3r|opep,6|/|, KOWTO Ca OT 3Ha4yeHue.

PA3AEN 14: UHdopmaLms OTHOCHO TPAHCNOPTUPAHETO

Homep no cnucbka Ha OOH nnwn

UaeHTUPUKaLMOHEH HoMep

ToyHO Ha HaumMmeHoBaHMe Ha npatkaTta no

cnucbka Ha OOH

Knac(oBe) Ha onacHOCT npwu TpaHcnopTMpaHe

OnakoBbYHa rpyna

OnacHocCTK 3a OKOJIHaTa cpeaa

He e NnpegMeT Ha TPAHCMNOPTHU Hapea6Hu
He e onpegeneH

HAMa
He e onpeaeneH

6e3 onacHOCT 3a OKo/IHaTa cpepa Cbrn.
PernameHTUTE 32 OMacHu TOBapu

Bvnrapus (bg)
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

ROTIPHORESE®Gel 30 % (37,5:1), rotoB 3a ynotpe6a, ras crabnnumsmpaH

apTukyneH Homep: 3029

14.6 CneuwvanHu npeanasHN Mepku 3a noTpebutenure
Hsama gonbaHnTenHa nHGopmaums.

14.7 MopCKM TPaHCNOPT Ha TOBapy B HACUMHO CLCTOAAHME CbIJIACHO UHCTPYMEHTM Ha
Me>xxayHapoaHaTa MOpcKa opraHunsauus

TOBapa He e npejHa3Ha4eH 3a NpeBO3 B HACUMHO CbCTOAHNE.

14.8 WHopmaLma 3a BCUYKU NpUMepHU npaBuaa Ha OOH

ABTOMO6UNHMA, YKeNne30MbTHUA U BbTPELUHNA BOAEH TpaHCNopT Ha onacHu ToBapu (ADR/RID/
ADN) - JonbaHUTeNnHa MHopmMauma

He ca npegmet Ha ADR, RID n ADN.

MexxayHapoaeH KoaeKc 3a NpeBo3 Ha onacHu ToBapu no mope (IMDG) - lonb/HUTENHa
nHoopmauusa

He ca npeamet Ha IMDG.

MeXxayHapoaHa opraHM3auus 3a rpaXkgaHcko sb3gyxonnasaHe (ICAO-IATA/DGR) -
AonbnHntenHa uipopmavms

He ca npeamet Ha ICAO-IATA.

PA3AEN 15: UHPopmaLmsa OTHOCHO HOpMaTUBHaTa ypeaba

15.1 CneunédunyHU 3a BeLECTBOTO NIN CMecTa HopMaTUBHa ypeab6a/3aKoHOAaTeNCTBO OTHOCHO
6e3onacHOCTTa, 34paBeTo 1 OKOJIHaTa cpeaa

CboTBeTHUTe pasnopea6bu Ha EBponeiickma cbio3 (EC)

OrpaHuyeHus cernacHo REACH, npunoxxeHue XVII

OnacHwm BewiecTBa ¢ orpaHnyeHus (REACH, MpunoxxeHwne XVII)

HanmeHoBaHuMe Ha HanmeHoBaHue cbri. CAS Ne OrpaHu4yeHune

BeLlecTBoTO WHBEHTapusauusaTa

ROTIPHORESE®Gel 30 (37,5:1) TO3M NPOAYKT OTroBaps Ha R3 3
KpuTepunTe 3a Knacupukaums
cbrnacHo PernameHT Ne 1272/2008/
EO

N,N'-MeTnneHbucakpmunammg BellecTBa B MacTuiaTa 3a R75 75
TaTyMPOBKN 1N MEPMaHEHTEH FpUM

Akpurnamung, akpunammng 79-06-1 R60 60

Akpunamng, KaHLeporeHHM R28-30 28

Akpunamng, MyTareHeH 3a 3apoJuLLHNTE KNeTKN R28-30 29
(MyTareH)

Akpunamung, BellecTBa B MacTunaTa 3a R75 75

TaTYUPOBKU N NEPMaHEHTEH rpm

NereHpaa

R28-30 1.3abpaHsBa ce nyckaHeTo UM Ha Masapa v ynotpebara um,
- KaTo BeLLecTBa,
- KaTo CbCTaBKW Ha ApYru BeLlecTsa, Ui
- B CMecu,
3a npeAnaraHe Ha MacoBUs NOTpPebuTes, KoraTo NHAMBUAYaNHaTa KOHLEHTPaLMs BbB BELLLeCTBOTO AW CMecTa e
paBHa 1AW NO-BUCOKa OT:
- AN OT CbOTBETHAaTa cneumdrnyHa JonycTiMa KOHLeHTpaLms, onpejeneHa B 4acT 3 Ha npuaoxeHue VI Kbm
PernameHT (EO) Ne 1272/2008, nan
- obLLaTa NpejenHa KOHLEHTpaLms, onpegeneHa B 4acT 3 oT npunoxeHue I kbM PernameHT (EO) Ne 1272/2008.
Bes sa ce 3acsira npvnaraHeTo Ha Apyrv pasnopes6m Ha OBLLHOCTTa, CBbP3aHW C KnacndurLMpaHeTo, onakoBaHeTo u
eTUKEeTVPaHeTO Ha BeLLecTBa U CMecu, JoCTaBUMLMTE rapaHTUparT, Ye rnpeamn nyckaHeTo Ha nasapa ornakoBKuTe Ha
Te3u BeLLLeCTBa Ca eTUKETUPaHMN ACHO N YeTIMBO C HEN3NINUYUM HAAMNC, KaKTo C1e/Ba:
,Camo 3a npodecroHanHa ynorpeba”.
2. Ypes geporauus naparpad 1 He ce npunara 3a:
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NHdopmaLmoHeH nncT 3a 6e3onacHOCT ©

cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH) 5”,”

ROTIPHORESE®Gel 30 % (37,5:1), rotoB 3a ynotpe6a, ras crabnnumsmpaH

apTVkyneH Homep: 3029

JlereHpa

a) NeKapCTBEHWN NPOAYKTY NN BeTePUHAPHOMEANLNHCKM NPOAYKTY, AeduHmpaHn B JupekTnea 2001/82/EO n
[JnpekTtnea 2001/83/EO;
6) KO3MEeTUYHU NPOAYKTY, AedrHUPaHn B AnpekTnea 76/768/EV0;
B) C/ielHNTE ropmea 1 Macna:
- MOTOPHW ropvBa B pamkuTe Ha Anpektmea 98/70/EO,
- MUHepanHu Macia, npejHasHayeHu 3a ynotpeba Kato ropusa B MOABVXXHN WA CTaLMOHAPHW FOPUBHU
VHCTanaumu,
- ropvBa, NpojaBaHu B 3aTBOPEHWN CUCTEMU (HanpuMep BTEYHEH ras B 6yTUIKu);
r) 6o 3a XyAoXHu1uUM, o6xBaHaTy oT PernameHT (EO) Ne 1272/2008;
[) BelecTBaTa, U36poeHn B fonbiHeHVe 11, KonoHa 1, 3a LeanTe nan HaunHUTE Ha U3NoN3BaHe, U36POeHN B
Aonb/HeHVe 11, KosioHa 2. KoraTo nMa nocoveHa garta B KOJ10Ha 2 oT fonbaHeHne 11, geporaunara ce npwaara 4o
nocoyeHara AaTa;
e) ycTporictea, o6xBaHaTu oT PernameHT (EC) 2017/745.

R3 1. 3abpaHsiBa ce ynotpebarta um B:
- AeKopaTUBHUN N3jenns, npejHasHayveHn 3a nonyyaBaHe Ha CBETAVHHW AW LiBETHW edeKTU NoCcpecTBOM PasfinyHn
$asu, kaTo Hanpumep AeKopaTUBHM JaMNun 1 NenenHNLN;
- pokycu u weru;
- UTPU 3a e1H AW NoBeYe yYacTHULM UAN U3Aenns, NpejHa3HayeHun Aa ce U3nonssaT KaTo Takusa, 4opu 1 €
JeKopaTUBHU Lenu.
2. He ce nyckaT Ha nNasapa nsgenus, KOMTo He OTroBapAT Ha U3NCKBaHWATa Ha naparpad 1.
3. He ce nyckaT Ha na3sapa, ako CbAbpXaT OLBEeTUTENN, OCBEH KOraTo ce 13rnoa3BaT 3a PUCKanHW Leaun, nav napoprom,
WAn n ABeTe, ako Te:
— MoraT ja ce U3no3BaT KaTo roprBo B A4eKOPaTUBHW Mac/ieHn 1aMnu, NpeAHasHa4veHn 3a MacoBus notpebuTen, n
— MpeACTaBaaABaT ONacHOCT NPY BAMLLIBaHE U Ca eTUKeTUPaHK ¢ puckosa ¢pasa H304.
4. He ce nyckaT Ha nNa3apa AeKopaTuBHW MacneHn namnu, npejgHasHa4veHu 3a MacoBuUs MoTpebuTen, OCBEH KOraTo
OTroBapsiT Ha EBponenckns cTaHAapT 3a gekopaTnBHy MacieHn namnu (EN 14059), npueT oT EBponenckmns kKommuTteT
no ctaHgaptmsauus (CEN).
5. be3 pa ce 3acsAra M3nbAHEHNETO Ha ApYrv pa3nopes6bun Ha Cblo3a, OTHaCALLM ce 40 KnacnduLmpaHeTo,
eTVKeTMPaHEeTo 1 ONakoBaHEeTO Ha BeLLLeCTBa U CMecy, JOCTaBUYNLNTE rapaHTMpaT, Ye npean rnyckaHe Ha nasapa ca
W3Mb/IHEHW CNeAHNTe YC/I0BUSA:
a) MacnaTta 3a namnu, eTkeTrpaHu ¢ puckosa ppasa H304, npesHa3HaveHW 3a MacoBUSt NoTpebuTen, MMaT BUANMA,
YeT/IVBa N He3aIn4YMa MapK1MpoBKa, KakTo c1ejBa: ,J1aMnuTe, MbjHW € Ta3n TEYHOCT, Aa Ce CbXpaHABaT U3BbH
obcera Ha geua”. u, ot 1 gekempu 2010 1., ,,Camo egHa rAbTKa Macao 3a NaMnn — UM JOPU CMyYeHeTo Ha duTuna
Ha namnaTta — MOXe Aa foBeje A0 XMBOTo3acTpaluasaLlo 6enogpobHo yspexaaHe”;
6) oT 1 gekemBpwu 2010 r. TeUHOCTMTE 3a 3ananBaHe Ha CKapw, eTUKeTUPaHK ¢ puckosa ¢pasa H304, npegHasHauveHN
3a MacoBus NOTpebuTen, MMaT YeTIMBa U He3ain4YMa MapKMpoBKa, KakTo cieBsa: ,Camo ribTKa OT TeYHOCTTa 3a
3ananBaHe Ha ckapu MOXe Aa JoBeje A0 XMBOTo3acTpallasallo 6enogpobHo yspexaaHe;
B) oT 1 gekemBpy 2010 r. MacnaTta 3a 1aMnu 1 TeUHOCTMTE 3a 3aManBaHe Ha CKapy, eTUKETVPaHK € prckoBa $pasa
H304, npegHa3HayeHn 3a MacoBuUs NOTpebuTes, ce onakoBaT B YePHW HeMpo3payHu KOHTeHepy € BMeCTUMOCT A0 1
NINTBP.

R60 He moXe fa ce nycka Ha Nasapa wav ynotpebsBa KaTo BeLLeCcTBO WM CbCTaBKa Ha CMeCu B KOHLLeHTpaLMs, No-B1MCOKa
v paBHa Ha 0,1 Ter. % BbB BapOBO-LIMMEHTOBW CTPOUTE/IHU pa3TBopu cfiej 5 HoemBpn 2012 .
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NHdopmaLmoHeH nncT 3a 6e3onacHOCT ©

cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH) 5”,”

ROTIPHORESE®Gel 30 % (37,5:1), rotoB 3a ynotpe6a, ras crabnnumsmpaH

apTVkyneH Homep: 3029

JlereHpa

R75

1. He ce nyckaT Ha nasapa B cMecu, nNpejHa3sHayveHu 3a TaTtyrpaHe, N cMecnTe, CbAbpXXalln Koe ja e oT Te3un
BeLLleCTBa, He Ce U3M0A3BaT 3a Le/inTe Ha TaTynpaHeTo

cneg 4 aHyapu 2022 r., ako BbMNPOCHOTO BeLLEeCTBO MM BeLLecTBa NPUCLCTBA(T) NpY ciejHuUTe 06CTosaTeNCTBa:

a) B Cyyali Ha BeLLecTBO, knacnpuumpaHo B YacT 3 oT npunoxeHue VI kbM PernameHT (EO) Ne 1272/2008 kaTo
KaHLeporeHHo, kaTeropusa 1A, 1B nauv 2, unn mytareHHo

3a 3apoAVLLIHNTE KNeTKK, KaTteropus 1A, 1B nau 2, BelectBoTo NPUCHCTBA B CMeCTa B KOHLEHTpaLMs, paBHa Ha Uau
no-ronsiMa ot 0,00005 TernoBHW NPoLEHTa;

6) B C/lyyali Ha BeLecTBo, knacndumumpaHo B 4acT 3 oT npunoxeHuve VI kbM PernameHT (EO) Ne 1272/2008 kato
TOKCMYHO 3a penpoayKkuusaTa, kateropus 1A, 1B nan 2, BeLLecTBOTO NPUCHCTBA B CMeCTa B KOHLEHTpaLuus, paBHa Ha
nnu no-ronsma ot 0,001 TernoBHM NPOLEHTa;

B) B C/ly4ail Ha BeLLecTBO, KnacnpuumpaHo B HacT 3 ot npunoxeHue VI kbm PernameHT (EO) Ne 1272/2008 kaTo KOXeH
ceHcnbunmsarop, kateropus 1, 1A unu 1B, BeLLeCTBOTO NPUCHCTBA B CMeCTa B KOHLEHTpaLus, paBHa Ha WUau no-
ronsma ot 0,001 TernoBHM NPOLEHTa;

r) B Clyyaii Ha BeLlecTBo, knacnduumpaHo B YacT 3 ot npunoxeHue VI kbM PernameHT (EO) Ne 1272/2008 kato
npeAn3BLKBaLLO KOPO3KMA Ha KoxaTa, kaTeropus 1, 1A, 1B nav 1C, unn gpa3sHeHe Ha Koxarta, kaTeropus 2,
BELLeCTBOTO NMPUCHLCTBA B CMECTa B KOHLIEHTPALMS, paBHa Ha Uan No-rofiimMa oT:

i) 0,1 TernoBHM NPOLLEHTA, aKO BELLECTBOTO Ce N3M0/13Ba eANHCTBEHO KaTo perynaTop Ha pH;

ii) 0,01 TernoBHM NpoOLeHTa BbB BCUYKW APYri Cay4dau;

4) B CyYali Ha BeLLecTBo, knacuduumpaHo B npunoxeHue II kbm PernameHT (EO) Ne 1223/2009 (*1), BeLecTBOTO
NPUCLCTBA B CMeCTa B KOHLIEHTpaLVs, paBHa Ha uan no-ronsma ot 0,00005 TernoBHY NpoLeHTa;

e) B Cly4vail Ha BeLLecTBO, 3a KOeTO 3a eMH WUn noseye OT C/ieHMUTE BMUA0BE e NOCOYEHO YC/I0BME B KOJI0Ha X (Bua
Ha NPOAYKTa, YacTL Ha TAN0TO) OT TabnuuaTa B npunoxeHue IV kbMm PernameHT (EO) Ne 1223/2009, BeLL,ecTBOTO
NPUCLCTBA B CMeCTa B KOHLIEHTpaLVs, paBHa Ha uan no-ronsma ot 0,00005 TernoBHY npoleHTa:

i) ,[poaykTn c oTMMBaHe"

ii) ,[la He ce n3non3ga B NPOAYKTU 3a NPUIOXKEHNE BbPXY NraBuumnte”;

iii) ,[la He ce n3non3ea B NPOAYKTM 3a o4Un”;

) B C/ly4ali Ha BeLLEeCTBO, 3a KOETO € NOCOYEHO YC/10BMe B KONOHa 3 (MakcrMaHa KOHLEeHTpaL s B roToBMS 3a
ynoTtpeba npenapar) nav konoHa u (Apyrv) ot Tabavuata B npunoxeHue IV kbM PernameHT (EO) Ne 122372009,
BeLLIeCTBOTO NPUCHLCTBA B CMECTa B KOHLEHTPaLMSA UK MO APYr HAaYMH, KOUTO He OTroBapsT Ha YC/I0BUETO, MOCOYEHO
B Ta3W KOJIOHa:

3) B C/lyYali Ha BeLLeCcTBO, M36poeHO B AONb/HEHME 13 KbM HaCTOALLOTO NPUIOXKEHWE, BELLLeCTBOTO NPUCHCTBA B
CMeCTa B KOHLEHTpaLWs, paBHa Ha Wian no-rofisma oT rnpejenHaTta KOHLEeHTpaLus, NocoyYeHa 3a ToBa BELLECTBO B
NMOCOYEHOTO AOMb/IHEHME.

2. 3a uenvTe Ha ToBa BMMCBaHe N3M0J13BaHETO Ha CMeC ,3a TaTyMpaHe” 03HayvaBa VHXeKTMPpaHe Uav BbBexX/aHe Ha
CMecTa B Koxara, inraeuuaTta Uam o4yHaTta abbika Ha anLe NocpeACcTBOM NPOLLeC AN npoLegypa (BKIOUNTENHO
npoueaypuv, ObMKHOBEHO HapYaHW ,MepMaHeHTeH rpum”, ,,KO3MeTUYHO TaTynmpaHe”, ,MUKpobnengnHr" n
LMUKPONUIrMeHTauusa"), LensLa nocTuraHe Ha 3Hak Uin pucyHka BbpXy TAI0TO My.

3. AKO BeLLLeCTBO, KOETO He e 136poeHO B JonbiHeHMe 13, monaja B 0bxBaTa Ha noseye OT €jHa OT TOUKM a)—X) OT
naparpad 1, 3a ToBa BeLLeCTBO Ce npunara Hain-ctporaTa npejenHa KoOHUEeHTpauus, yCTaHOBeHa BbB BbMPOCHNUTE
TOYKMW. AKO BeLLLecTBO, KOeTO e N36poeHo B JonbAHeHMe 13, nonaja 1 B 06xBaTta Ha eAHa Wav noseye oT TOUKWN a)—X)
oT naparpa¢ 1, 3a ToBa BeLLeCTBO Ce npwara npejenHarta KOHLEHTpaLVs, yCTaHOBEHa B TOYKa 3) OoT naparpad 1.

4. Ypes geporauus naparpad 1 He ce npwuiara 3a ciejHuTe BelecTsa 40 4 aHyapu 2023 r.:

a) Pigment Blue 15:3 (CI 74160, EO Homep 205-685-1, CAS Homep 147-14-8);

6) Pigment Green 7 (CI 74260, EO Homep 215-524-7, CAS Homep 1328-53-6).

5. Ako yact 3 ot npunoxeHue VI kbM PernameHT (EO) Ne 1272/2008 6b4e nsmeHeHa cneg 4 aHyapu 2021 r., 3a ga ce
Knacnourumpa nan npeknacbuumpa gajeHo BeLecTBo, Taka ye To Aa nonaja B o6xsaTa Ha TO4KM a), 6), B) Uan r) ot
naparpad 1 oT HaCTOALLOTO BNNCBaHe UM Aa Nornaja B pa3/iMyHa TouKa OT OHasu, B KOATO e nonazjano npean Toea, 1
AaTaTa Ha npunaraHe Ha Ta3u HoBa WY NpepasriejaHa knacubvkaums e ciej gatata, nocoveHa B naparpad 1, uam
B 3aBMCKMOCT OT C/lyyas, B naparpad 4 oT HacTOALLOTO BNMCBaHe, TO 3a Lie/InTe Ha NpuaaraHeTo Ha HacToALLOTO
BMVCBaHe Mo OTHOLLIEHVE Ha MOCOYEHOTO BELLECTBO TOBA M3MEHEHMe ce TPeTupa KaTo BAM3AaLL0 B CUa Ha JaTaTta Ha
npunaraHe Ha Tasv HOBa WM NpepasrnejaHa Knacnudukalms.

6. Ako npunoxeHwue II unn npunoxerHune IV kbm PernameHT (EO) Ne 1223/2009 6bae n3meHeHo cneg 4 aHyapu 2021 r.,
3a ja 6bae fobaBeHO B CNCbKa AaZeHOo BELLeCTBO WM BMMCBAHETO My Aa 6bje NPOMEeHeHO, Taka ye To Aa nonaja B
obxBaTa Ha TOUKM ), €) Uam X) oT naparpad 1 oT HaCTOALLOTO BNUCBaHe, WK Aa Nonaja B pas3fivyHa ToukKa OT OHasw,
B KOATO e Monajano npeam Tosa, M U3MEHeHNeTo BAK3a B cuna /e AaTaTta, mocoveHa B naparpad 1, uav B
3aBMCUMOCT OT Clyyas, naparpad 4 oT HaCTOALLOTO BNMCBaHe, TO 3a LieINTe Ha MpuiaraHeTo Ha HaCTOALLLOTO
BMMCBaHe Mo OTHOLLIeHVe Ha MOCOYEeHOTO BeLLeCTBO TOBa M3MeHeHe ce TpeTupa KaTo BAM3aLlo B cnna 18 meceua
cfief, BIN3aHeTO B CMNa Ha akTa, C KONTO e HanpaBeHO NOCOYEHOTO N3MEHEHNe.

7. jocTaBumLnTe, KOUTO MycKaT Ha Nasapa cMec, NpeAHa3HayeHa 3a TaTyupaHe, rapaHTupar, ye cies 4 aHyapu 2022
r., BbpXy eTuKeTa Ha cMecTa e nocoyeHa ciejgHata nHbopmaums:

a) TekcTbT ,CMec, NpejHasHayveHa 3a TaTypoBKU UNU NEePMaHeHTEeH rpum”;

6) yHVKaneH pedepeHTeH HoOMep 3a naeHTUPULMpaHe Ha NapTuaaTa;

B) CMUCBbKBLT Ha CbCTaBKUTE B CbOTBETCTBME C HOMEHKNATypaTa, ycTaHoBeHa CbC CrpaBoOYHMKa Ha obLonpreTnTte
HaMMEeHOBaHWSA Ha CbCTaBKUTE CbINACcHO YneH 33 oT PernameHT (EO) Ne 1223/2009, nnu npu imncata Ha obLionpreTo
HavMeHoBaHMe Ha CbCTaBka, HanMmeHoBaHumeTo no IUPAC. Mpw nnnca Ha HanMeHoBaHMe UM HaMeHOBaHe no
IUPAC, HoMepbT no CAS 1 EO HomepbT. ChCTaBKUTe ce n36posiBaT B HU3XOASALL, pej No Tera0To uin obema Ha
CbCTaBKMTe Mo Bpeme Ha opmyampaHeTo. ,CbCTaBka” 03HauYaBa BCAKO BelLecTBO, 406aBeHO Mo BpeMe Ha npoLeca
Ha GopMy/mMpaHe 1 NpUCHCTBALLO B CMeCTa, NpeAHa3HayeHa 3a TaTynpaHe. OHeUMCTBaHMATa He ce cuMTaT 3a
CbCTaBKW. AKO BeYe CbLeCTBYBa N3MCKBaHe HaIMEHOBAHNETO Ha JaJleHO BeLLLeCTBO, U3M0I3BaHO KaTo CbCTaBKa Nno
CMUCb/1a Ha TOBa BNMCBaHe, Ja 6bJe NoCoYeHO BbpXy eTKeTa B CboTBeTCcTBUE € PernameHT (EO) Ne 1272/2008, He e
HeobXx0A1MMO Tasu CbCTaBKa Ja 6bje NocoyeHa B CbOTBETCTBME C HACTOALLMSA PeriameHT;

r) AOMBAHUTENHUAT TEKCT ,perynaTop Ha pH” 3a BewecTBaTa, Nnonagawy B obxsata Ha naparpad 1, 6yksar),
MOATOYKaA i);

4) TekcTbT ,,ChAbpKa HrKen. Moxe Aa npean3BuKa anepruyHm peakumn.”, ako cMecta CbAbpiKa HUKe Mnogj
npejenHata KOHLEHTpaLus, mocoveHa B JonbaHeHMe 13;

e) TekcTsT ,,Chabpxa XpoM(VI). Moxe fa npeam3BMKa aneprmyHn peakumn.”, ako cMecTta cbabpia xpom(VI) nog
npejesHata KOHLEHTpaLus, NocoYeHa B JonbiaHeHMe 13;

) MHCTPYKLMK 3@ 6e30MacHa ynoTpeba AOTOKOBA, AOKONIKOTO gocera cbrnacHo PernameHT (EO) Ne 1272/2008 He ce e
N3ncKBano Aa 6bAaT MOCoYeHN BbPXY eTukeTa. IHpopmaLumsaTa e SCHO BUAMMA, IeCHO YeTMa 1 0603HayeHa Taka,
ye ga 6bae Hesannumma. MIHpopmaumsTa ce n3nmncea Ha odurumanHma(nTe) eamk(umn) Ha AbpxasaTta(uTe) uneHka(m), B
KOATO(KOWTO) CMeCTa e NycHaTa Ha rnasapa, 0OCBeH ako BbB BblpocHaTa(nTe) AbpxasBa(n) uneHka(u) He e npeABuaeHo
Apyro. Korato ToBa ce Hanara 3apagmv pa3mepa Ha ornakoBKaTa, MocoyeHaTa B NbpBaTta ajnHes nHdopmaums, ¢
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
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JlereHpa

N3KtoYeHre Ha byksa a), BMeCTO TOBa Ce BK/0UBa B MHCTPYKLMNTE 3a ynoTpeba. MNpean Aa n3nonssa cMec 3a Lenute
Ha TaTynpaHeTo, INLETO, KOETO N3MN03Ba CMeCTa, NpeAoCTaBs Ha INLETO, KOeTO ce noj/ara Ha npouegypara,
MHq)opM%umma, 0603HaYeHa BbPXy OrnakoBKaTa Uan BK/IOUEHa B MHCTPYKLUMKTE 3a ynoTpeba CbrnacHo To3u
naparpad.

8. gme}%m, YMNTO eTUKETU He CbAbpXaT TekcTa ,CMec, NnpejHa3Ha4vyeHa 3a TaTynpoBKN NN NePMaHeHTeH rpum”, He ce
M3ron3Bart 3a LennTe Ha TaTyupaHeTo.

9. ToBa BNMCBaHe He Ce npwiara 3a BeLecTBa, KOMTO ca rasose npu Temnepatypa ot 20 °C n HanaraHe ot 101,3 kPa
WAV reHepupaT HansraHe Ha napute oT Hag 300 kPa npu Temnepatypa ot 50 °C, ¢ nskntoueHne Ha dopmangexng (CAS
Homep 50-00-0, EO Homep 200-001-8).

10. ToBa BNu1cBaHe He ce Npunara 3a NyckaHeTo Ha nasapa Ha cMec, NpejHa3HayveHa 3a TaTynpaHe, Uam 3a
M3MN0N3BaHeTO Ha CMecC 3a LenunTe Ha TaTyMpaHeTo, KOraTto e nycHaTa Ha nasapa U3K/1r4YnTenHo KaTo MeAnLMHCKO
vsgenne Ui npruHagnexHocT KbM MeANLIMHCKO u3genne rno cMucbna Ha PernameHt (EC) 2017/745, nnwn koraTo ce
V3MN03Ba U3KIHUNTENHO NU3KIIYUYNTENIHO KaTO MeANLNHCKO N3jenne Nan NpuHagnexHocT KbM MeAnLIMHCKO vgenne
B CbLUMS CMUCBA. KOraTo nyckaHeTo Ha nasapa wiv 13non3BaHeTo MoraTt Aa He 6bAaT U3KIKYNTENHO KaTo
MeAVLIMHCKO U3jenve Nan NpuHagnexHocT KbM MeANLIMHCKO U3jenne, ndncksaHusaTa no PernameHT (EC) 2017/745 n
Mo HaCTOALLWS PernameHT ce npuaarat KyMynaTuBHO.

CnuchbK Ha BellecTBaTa, npeameT Ha pa3spelueHme (REACH, npunoxxeHue XIV)/SVHC - cnincbK ¢
KaHaupaT-BeLecTBa

BelyiecTBO, Nopa)kaaLlo cepuo3Ho 6e3nokoiicTBo (SVHC)

HanmeHoBaHue cbrn.  CAS Ne N36poeH B 3abenexxkmn KpaeH AaTta Ha AaTta Ha
MHBEeHTapusauusaTa CpOK 3a 3abpaHa BKJIlOYBa

noJsiyyaBa He

He Ha
3asABJiIeHU
]
akpunamung 79-06-1 Cnncek ¢ Carc. A57a 30.03.2010
npeAnoXxeHn Muta. A57b
BellecTBa
NereHpa

Carc. A57a KaHueporeHHu (4neH 57a)

Muta. A57b MyTareHHu (4neH 57b)

CrncBbK € BelecTtBa, oTroBapsLM Ha KpUTEPUNTE, MOCOYEHW B YNeH 57 1 3a Bb3MOXHO BKJIHOUBaHe B rnpuioxeHue XIV
npeanoxeHu

BelllecTsa

Seveso [lupektusa

2012/18/EC (Seveso III)

Ne OnacHo BeLlleCcTBO/KaTeropmm Ha ornacHocT MparoBo KONNYECTBO (B TOHOBE) 3a

npunaraHeTo Ha USNCKBaHUATa Npuv
HUCBK N BUCOK PUCKOB NoTeHunan

He e onpejeneH

Deco-Paint inpekTuBa

N0OC cbabpxaHue 25-40 %
1.430 9/

AVIpEKTVIBa 3a eMmucmnTe oT NPOMULLIEHOCTTA

NOC cbabpxaHue 0%
NNOC cbabpKaHMe (CbabpxaHMeTo Ha Boja ce 09/,
ANCKOHTMPA)

AvpeKkTnBa 0OTHOCHO OrpaHMYEeHUETO 3a yrnoTpe6aTa Ha onpeaeneHn onacHU BellecTBa B
e/IeKTPUYecKoTOo N eNeKTPOHHOTO o6opyaBaHe (RoHS)

HNKOA OT CbCTAaBKNTE HE € |/|36poeHa
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PernameHT 3a cb3paBaHe Ha EBponeiicku perucTsbp 3a U3nycKaHeTo Y NPeHoca Ha
3ambpcutenu (PUN3)

HNKOA OT CbCTAaBKNTE HE € VI36p0€Ha

PamkoBa gnpekTuBa 3a BoguTte (PAB)

CnucbK Ha 3aMbpcuTenu (PAB)

HanmeHoBaHue Ha HanmeHoBaHwue cbra. CAS Ne N36poe 3a6enexxkun

BeLiecTBoTO WHBEHTapusauusaTa HB

N,N'-MeTunneHbucakpnnammg, Bewectsa v npenapatn nan a)
CbCTaBALLM MV BeLLecTBa, KOUTo
npuTexasar J0Ka3aHo
KapuMHOreHHN NN MyTareHHu
KayecTBa Wn KavecTsa, KOUTO
MoraT Aa 3acerHaT crepouante,
TUpOUANTE, penpoayKumsaTa nnu
APYrv eHAOKPUHHN QYHKLMN BbB
WA NOCPeACTBOM BOAHaTa cpeaa

Akpunamug, Belyectsa v npenapatn nan a)
CbCTaBALLM TV BeLLecTBa, KOUTo
npuTexasar J0Ka3aHo
KapLMHOreHHN UNn MyTareHHu
KayecTBa Wn KavecTsa, KOUTO
MoraT Aa 3acerHaT ctepouanTe,
TUpOUANTE, penpoayKumsaTa nnv
APYrv eHAOKPUHHN QYHKLN BbB
WAV NOCPeACTBOM BOAHaTa cpeaa

JlereHpa
A) MpenopbynTeNneH CNNCHK Ha rMaBHUTE 3aMbpCcUTENU

PernameHT OTHOCHO NnpeanaraHeTo Ha Nnasapa v U3MNoJI3BaHETO Ha NPeKypcopm Ha B3pUBHU
BeLwjecTBa

HMKOS1 OT CbCTaBKUTE He e N36bpoeHa

PernamMmeHT OTHOCHO NPeKypPCcopuTe Ha HAPKOTUYHNTE BeLlecTBa

HMKOS OT CbCTaBKUTE He e U3bpoeHa

PernameHT OTHOCHO BeLL,eCTBa, KONTO HapyLUaBaT 030HOBUS cyoid (ODS)
HMKOS OT CbCTaBKUTE He e U3bpoeHa

PernameHT OTHOCHO U3HOCA U BHOCA Ha onacHu xumukanu (PIC)

HVKOSI OT CbCTaBKUTE He e U3bpoeHa

PernaMeHT OTHOCHO YCTOMUYMBUTE OpraHUYHU 3ambpcnTenu (POP)
HVKOS OT CbCTaBKUTe He e U36poeHa

Apyra nidopmauus

AvpexTrBa 94/33/EO 3a 3akpuia Ha MnajuTe xopa Ha paboTHoTo mMAcTo. [la ce cnaseat
OrpaHVYeHVATa 3a TPYA0Ba 3aeTOCT Ha BpeMeHHU N KbpPMeLLM XeHW Cbr1acHO 3akoHa 3a TpyA0Ba
3awmTa Ha XxeHuTe (92/85/EN0).

HauMoHaNnHM NHBeHTapnsaummn
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
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CnncobK

AU AIIC BCMYKM CbCTaBKW Ca N36poeHun
CA DSL BCUYKWN CbCTaBKW ca N36poeHn
CN IECSC BCMYKM CbCTaBKU Ca N36poeHu
EU ECSI BCMYKM CbCTaBKW Ca N36poeHun
EU REACH Reg. BCMUKM CbCTaBKM ca n3bpoeHun
JP CSCL-ENCS BCMYKM CbCTaBKW Ca N36poeHun
KR KECI BCUYKWN CbCTaBKW ca N36poeHn
MX INSQ BCMYKM CbCTaBKW Ca N36poeHu
NZ NZIoC BCMYKM CbCTaBKW Ca N3bpoeHun
PH PICCS BCUYKWN CbCTaBKM Ca N36poeHn
TR CICR He BCUYKWN CbCTaBKM Ca N36poeHun
™ TCSI BCUYKWN CbCTaBKW ca N36poeHn
us TSCA BCMYKM CbCTaBKW Ca N36poeHu

NereHpa

AIIC Australian Inventory of Industrial Chemicals

CICR Chemical Inventory and Control Regulation

CSCL-ENCS List of Existing and New Chemical Substances (CSCL-ENCS)

DSL Domestic Substances List (DSL)

ECSI EO cnnckbk Ha BewecTtBata (EINECS, ELINCS, NLP)

IECSC Inventory of Existing Chemical Substances Produced or Imported in China

INSQ National Inventory of Chemical Substances

KECI Korea Existing Chemicals Inventory

NZIoC New Zealand Inventory of Chemicals

PICCS Philippine Inventory of Chemicals and Chemical Substances (PICCS)

REACH Reg. REACH peructpupaHu BeLlecTsa

TCSI Taiwan Chemical Substance Inventory

TSCA Toxic Substance Control Act

15.2 OueHKa Ha 6e30MacHOCTTAa HAa XUMMYHO BeLLecTBO Un cmec
He ca npoBeseHM oOLleHK Ha 6€30MacHOCT 3a XIMUYHU BeLL,eCcTBa B Tasn CMec.

PA3AEN 16: Apyra nuipopmaums

MHpukaumna Ha npomMeHU (pegakTupaH MHPOPMALMOHHUAT JINCT 3a 6e30NacHOCT)

MpuBexaaHe B cboTBeTCTBME C pernamMeHT: PernameHT (EO) Ne 1907/2006 (REACH), nsmeHeH ot 2020/
878/EC

MpecTpykTypupaHe: pasgen 9, pasgen 14

Pazgen BUBLLO BNUCBaHe (TeKCT/CTOMHOCT) AKTyanHO BNMcBaHe (TeKCT/CTOMHOCT) Ba)>kHo
3a
CUTypH
ocTa
2.2 Mpenopbky 3a 6e30nacHoCT - Npu Aa
npegoTBpaTsaBaHe:

NpPoMsHa B cnucbKa (Tabanua)

2.2 ETvkeTMpaHe Ha onakoBKW, KOraTto Aa
CbAbpXaHneTo He npesuwasa 125 ml:
NpoMsHa B cnucbKa (Tabanua)
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

ROTIPHORESE®Gel 30 % (37,5:1), rotoB 3a ynotpe6a, ras crabnnumsmpaH

apTukyneH Homep: 3029

CbKpalieHUsA U akpoHUMU

CbKp. OnucaHuA Ha U3Nos3BaHNTe CbKpaLleHus
15 min paHMLa Ha KpaTKoCpOYHa ekcrno3nuymsa
2017/2398/EC [JvpekTvBa Ha eBponerickus NapaamMeHT 1 Ha CbBeTa 3a M3MeHeHve Ha iupekTnea 2004/37/EO 0THOCHO
3almTaTta Ha paboTHMLMTE OT PUCKOBE, CBbP3aHN C eKCMO3UNLMATa Ha KaHLepOreHU UM MyTareHu no
Bpeme Ha paboTa
8 vaca YcpeaHeHa BbB BpeMeTo CTOMHOCT
Acute Tox. OcTpa TOKCUMYHOCT
ADN Accord européen relatif au transport international des marchandises dangereuses par voies de
navigation intérieures (EBponericko cnopasymeHue 3a MeXJzyHapoJeH NpeBo3 Ha onacHu1 ToBapu no
BbTPELUHW BOAHWN MbTULLA)
ADR Accord relatif au transport international des marchandises dangereuses par route (cnorogba 3a
MeX/JyHapo/eH NpeBo3 Ha ornacHu ToBapu Mo Loce)
ATE OueHKa Ha ocTpa TOKCMYHOCT
BCF Bioconcentration factor (PakTop Ha 61OKOHLIEHTPaLKA)
BOD Biochemical Oxygen Demand (6roxvMn4Ha NOTPeBHOCT OT KMCNOPOA)
Carc. KaHueporeHHocT
CAS Chemical Abstracts Service (cnyx6aTa 3a XUMWYHW NHAEKCK CbCTaBs Hali-n3yepnaTenns CnMcbk Ha
XUMWUYHW BeLecTBa)
Ceiling-C MpeaenHa BMcourHa
CLP PernameHT (EO) Ne 1272/2008 oTHOCHO KnacnduumpaHeTo, eTUKeTUPaHETO 1 OMNakoBaHeTO Ha BeLlecTBa
n cmecu (Classification, Labelling and Packaging)
COD XrMrYHa NOoTPebHOCT OT KNC/IOPOoA,
DGR Dangerous Goods Regulations (PernameHTV 0THOCHO onacHu ToBapu (Bux IATA/DGR))
DNEL Derived No-Effect Level (MonyyeHa HegencTBaLLa f03a/KOHLEHTPaLMSA)
EC50 Effective Concentration 50 % (EdekTrBHa KoHLeHTpauwms 50 %). EC50 cboTBeTCTBa Ha KOHLeHTpaumaTa
Ha N3NNTBAHOTO BeLLecTBO, Npu4YnHaBaLLa 50 % npomeHn B 0OTroBopa (Hanp. no oTHoLLIeHne Ha
pacTexa) npes noco4eH BpeMeBU NHTepBan
EINECS European Inventory of Existing Commercial Chemical Substances (EBponelickn cnucbk Ha
CbLUeCTBYBaLLMTE ThProBCKN XMMUYHW BeLLecTBa)
ELINCS European List of Notified Chemical Substances (EBponelicki cnUCbK Ha HOTUGULMPAHNTE XUMUYHN
BeLlecTBa)
ErC50 = EC50: npw TO3M MeTo/, TOBa e KOHLeHTpaumnsaTa Ha U3NMTBAaHOTO BELLLECTBO, KOATO npuyunHasa 50 %
HamansaBaHe Ha pacTtexa (EbC50) nnn Ha ckopocTTa Ha pactex (ErC50) cpaBHeHO € KOHTpoaTa
Eye Dam. Cepno3HO yBpexga ouunte
Eye Irrit. [pa3HeLy ounte
GHS "Globally Harmonized System of Classification and Labelling of Chemicals" "no6anHa xapMoHu3npaHa
cncTeMa 3a knacuouumpaHe 1 eTukmMpaHe Ha XMMUYHM NpoayKkTn", paspaboTeHa oT OpraHm3aumaTa Ha
obeanHeHWTe HaunKn
IATA International Air Transport Association (MeXayHapogHa acoumaumns 3a Bb3AyLLeH TPaHCMopT)
IATA/DGR Dangerous Goods Regulations (DGR) for the air transport (IATA) (PernameHTV OTHOCHO OMNAaCHW TOBapw 3a
Bb3JyLLUeH TPaHCNopPT)
ICAO International Civil Aviation Organization (MeXayHapogHa opraHu13aLms 3a rpaxaaHCcKo Bb3jyxorniaBaHe)
IMDG International Maritime Dangerous Goods Code (MexayHapoaeH KoAeKC 3a NpeB03 Ha OMNacHW ToBapwy Nno
Mope)
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

ROTIPHORESE®Gel 30 % (37,5:1), rotoB 3a ynotpe6a, ras crabnnumsmpaH

apTukyneH Homep: 3029

CbKp. OnucaHwva Ha U3Nos3BaHNTe CbKpalleHus
IOELV WNHAMKaTMBHA rpaHNYHa CTOMHOCT Ha NpodecroHanHa ekcno3nums
LC50 Lethal Concentration 50 % (JleTanHa koHLeHTpauusi 50%): LC50 cboTBETCTBa Ha KOHLLeHTpauusiTa Ha

M3NUTBaHO BELLECTBO, NpUYMHABaLLAa 50% NeTanHOCT Npes NocoYeH BpeMeBM MHTepBan

LD50 Lethal Dose 50 % (J/leTanHa go3a 50%): LD50 cboTBeTCTBa Ha A03aTa Ha U3NMTBaHO BELLLECTBO,
npuunHaBeaLa 50% neTanHoOCT Npe3 NocoYeH BpemMeBy NHTepBan

log KOW n-OkTaHon/BoAa
Muta. MyTareHHOCT 3a 3apOANLLHN K/1eTKU
NLP No-Longer Polymer (BeLuecTBo, KOETO Beye HMa CBOCTBA Ha NonMep)
PBT YcTonumBo, 61MoakyMynmpaLlo n TOKCUYHO
PNEC Predicted No-Effect Concentration (Npegnonaraema HeAencTBaLla KOHLIEHTPaLMs)
ppm Parts per million (4acT Ha MUANOH)
REACH Registration, Evaluation, Authorisation and Restriction of Chemicals (Pernctpauus, oueHka,

paspeLuaBaHe ¥ orpaHn4aBaHe Ha XUMUKau)

Repr. TOKCUYHOCT 3a penpoayKumsaTa
RID Reglement concernant le transport International ferroviaire des marchandises Dangereuses (MpaBUAHNK
3a MeX/AyHapOoAeH Xee30nNbTeH NpeBo3 Ha ornacHu ToBapu)
Skin Corr. KoposwnseH 3a koxaTa
Skin Irrit. [JlpasHeLy 3a koxara
Skin Sens. KoxHa ceHcnbunnmsaums
STOT RE CneunduryHa TOKCMYHOCT 3a OMNpeAesieHN OpraHu - NoBTapsiLLa ce ekcno3numns
SVHC Substance of Very High Concern (BeLecTBo, Nopa)xzalLlo ceprmo3Ho 6e3rnoKoicTBo)
vPvB Very Persistent and very Bioaccumulative (MHOro ycTonunBo 1 MHOro 61oakymynmpaLLo)
EO Ne Cnincbka Ha EC (EINECS, ELINCS v NLP-cnncbk) e 3TOYHUKBT 3a cegemumpeHns EO Homep,

nAeHTMOMKaTOp Ha BelllecTBaTa B TbProBckaTa Mpexa B paMkuTe Ha EC (EBponeiickms cbro3)

NHaekc Ne NHaeKkc HoMepbT e NAeHTUOUKALNOHHUST KOA, AajeH Ha BeLLLeCTBOTO B 4acT 3 Ha npuioxeHue VI kbm
PernameHT (EO) Ne 1272/2008

NnocC Volatile Organic Compounds (neTAnBm opraHNyYHn CbeAnHeHNs)

OCHOBHM No30BaBaHUA 1 U3TOYHULN Ha AaHHU B nnTepaTtypaTta

PernameHT (EO) Ne 1272/2008 OTHOCHO KnacnpuLmpaHeTo, eTUKeTUPAHETO 1 ONMakoBaHEeTOo Ha
BellecTBa 1 cMecu (Classification, Labelling and Packaging). PernameHT (EO) Ne 1907/2006 (REACH),
n3meHeH ot 2020/878/EC.

ABTOMOBUAHMSA, XXeNne30NbTHUA 1 BbTPELLHNA BOAEH TPAHCNOPT Ha onacHu ToBapu (ADR/RID/ADN).
MexgyHapozeH KoAeKC 3a NpeBo3 Ha onacHu Tosapu rno mope (IMDG). Dangerous Goods Regulations
(DGR) for the air transport (IATA) (PernameHT OTHOCHO OMacHM TOBapW 3a Bb3AyLLeH TPaHCNopT).

Mpoueaypa 3a KnacnpuumpaHe

®OUBNYHM N XMMUYHW CBOICTBA. KnacnounumpaHeTo ce 0CHOBaBa Ha NMoOAJ/I0XEHUTE Ha U3NUTBaHe
cMecu.

OnacHocTy 3a 3apaBeTo. ONacHOCTY 3a OKOJIHATa cpeaa. MeToAbT 3a knacnuduumpaHe Ha CMecu ce
OCHOBAaBa Ha CbCTaBKMTE Ha cMecTa (popMyna Ha agUTUBHOCT).
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NHdopmaLmoHeH nncT 3a 6e3onacHOCT ©

cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH) 5”’”

ROTIPHORESE®Gel 30 % (37,5:1), roToB 3a ynotpe6a, ras crabunmsmupaH

apTukyneH Homep: 3029

CnNnNcbK Ha cbOoTBETHUTE ¢ppasn (KoA N Nb/IeH TEKCT KaKTo ca NocoYeHU B pa3genm 2 v 3)

Kop, TekcT
H301 TokcryeH npu nornbLlaHe.
H302 BpegeH npu nornbLyaHe.
H312 BpegeH nNpu KOHTaKT € KoxaTa.
H315 MNpean3BunKBa ApasHeHe Ha Koxara.
H317 Moxe Aa NpnunHM anepruyHa KoxHa peaxkums.
H319 Mpean3BrKBa cepUO3HO Jpa3HeHe Ha ouunTe.
H332 BpeaeH npu BavLiBaHe.
H340 Moxe Aa NPUYMHN reHeTUYHN aedpekTu.
H350 Moxe Aa nprynHn pak.
H361f Mpeanonara ce, Ye yBpexja onaoanTenHaTa cnocobHOCT (Mpy NorabLyaHe).
H361fd Mpeanonara ce, Ye yBpexza onaoAnTesHaTa cnocobHocT. Mpeanonara ce, Ye yBpexaa naoga (npu
nornbLlaHe).
H372 MprnunHsaBa yBpexjaHe Ha opraHuTe nocpeAcTBoM MPOAL/KUTENHA UV NMOBTapALLa ce eKCrno3nLms.

OTKas OT OTFOBOPHOCT

Tasn V|H¢op|v|au,|/|;| Ce OCHOBAaBa Ha HACTOALLOTO CbCTOAHME Ha NO3HaHMATA HWU. HacTtoawmaT UJ1b e
CbCTaBeH U NpejHa3Ha4YeH eJMHCTBEHO 3a TO3U MPOAYKT.
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