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

R0TH

ROTIPHORESE®Gel A 30 %, ras ctabunnsupaH

apTukyneH Homep: 3037 JaTa Ha cbcTassiHe: 24.11.2015
Bepcusa: 3.0 bg MNpepaboTeHo nsgaHmve: 18.07.2022
3amecTBa BepcuaTa oT: 27.09.2021

Bepcus: (2)

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

npeanpuaTneTo

1.1 NpeHTndunkaTop Ha npoaykKTa

NaeHTdrkaums Ha BeLLecTBoTO ROTIPHORESE®Gel A 30 %, ra3s ctabunumsmpaH
ApTrkyneH Homep 3037
PerncrtpauyvioHeH Homep (REACH) He e OT 3HaYeHune (cMec)

1.2 WpeHTUPMUUpaHM ynoTpebun Ha BeLLEeCTBOTO NN CMECTa, KOUTO Ca OT 3HaUeHMne, U ynoTpeéun,
KOWUTO He ce npenopbyBaT

NaeHTndunumpaHm ynotpebu, KouTto ca oT JNlabopaTtopeH xnmuKan
3HayeHuMe: NabopaTopHa 1 aHanMTU4Ha ynotpeba
ynotpebu, KOUTO He ce MPenopbLYBaT: [la He ce n3nonsea 3a NPOAYKTU, KOUTO BAN3AT B

KOHTaKT C XpaHUTeNHW NpoaykTu. [la He ce
M3MN0/13Ba 3a YacTHW Luenu (4OMaknHCTBA).

1.3 MNoppo6bHU AaHHU 3a AOCTaBYMKA Ha NHPOPMALLMOHHUA NUCT 3a 6e30nacHOCT

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

Tene¢oH:+49 (0) 721 - 56 06 0

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

eneKTpoHHa nowa: sicherheit@carlroth.de
Ye6caut: www.carlroth.de

KomMneTeHTHO /1Lie, KOeTO OTroBaps 3a :Department Health, Safety and Environment
NHGOPMALIMOHHMSA NCT 3a 6e30MacHoCT:

aZpechbT Ha eNleKTPOHHA nowya sicherheit@carlroth.de
(KoMneTeHTHOTO Nuue):

1.4 TenedoHeH HOMep MpU cneLwHn cnyyan

MowieHck TenedoH Ye6canit
un kop/

HaceJiIeHOo
MACTO

National Toxicological 21 Totleben Boulevard 1606 Sofia +3592 9154 378
Information Centre
Emergency Medicine Institute
'Pirogov

PA3SAE/N 2: OnncaHvie Ha onacHoCTUTe

2.1 KnacnpuuympaHe Ha BeL,ecTBOTO UM CMeCTa
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2.2

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

Knac Ha onacHocT KaTerop Knac HaonacHocTt [pepynpex

ns N KaTeropwvs Ha AeHue 3a

onacHocTt OMnacHoCT
3.10 OcTpa TOKCUYHOCT (opanHa) 4 Acute Tox. 4 H302
3.2 Kopo3susa/apasHeHe Ha koxaTa 2 Skin Irrit. 2 H315
33 Ceprno3HO yBpexAaHe Ha ounTe/gpa3HeHe Ha ouunTe 2 Eye Irrit. 2 H319
3.4S KoxHa ceHcnbunmsaums 1 Skin Sens. 1 H317
3.5 MyTareHHOCT 3a 3apOoAVILLIHN 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 ONpesesieHN OpraHu - 1 STOTRE 1 H372

NnoBTapsLLa ce ekcnosnums

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

Hair-cblyecTBeHNTE PUBUKO-XMMUNYHU HEGNaronpnAaTHU epeKTn U He6naronpmAaTHN epekTr
3a 3paBeTo Ha YoBeKa M OKOJIHaTa cpeja

Cnep, kpaTkoTpaliHa UK AbAroTpalriHa eKCcrno3vumst MoraT Aa ce o4akBaT HaCTbMBaLLM C/le] N3BeCTeH
nepuog edekTy UAN HENOCPeACTBEHU edekTu.

EnemMeHTM Ha eTuKeTa

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

CurHanHa gyma OnacHo

NMukTorpamm

GHS07, GHS08

MpeaynpexxaeHNs 3a onacHoOCT

H302 BpegeH npu nornbuaxHe

H315 MNpean3BnkBa gpa3HeHe Ha KoxXaTta

H317 Moxxe ga NpuYnHM aneprmyHa KoxHa peakums

H319 Mpean3BmnKBa CEPNO3HO ApPa3HEHe Ha ouunTe

H340 Moxe Aa NpUYMHN reHeTUYHN gedekTn

H350 Moke Aa NnpuunHY pak

H361f Mpegnonara ce, Ye yBpexsa onaoAnTeHaTa CNOCOBHOCT

H372 MNpuynHABa yBpeXAaHe Ha opraHnTe NoCcPeCTBOM NPOABbIIKUTENHA NN

NnoBTapsLla ce ekcnosnuna

MpenopbKn 3a 6e30nacHOCT

Mpenopbkun 3a 6e30MacHOCT - NPy NpeoTBpaTABaHe

P201 Mpean ynoTtpeba ce cHabaeTe CbC CNeuyanHn MHCTPYKLIN
P280 M3non3eainTe npeanasHu pbkaBuumn/npeanasHo obnexkno/npeanasHm ovmnna/
npeAnasHa Macka 3a nvue
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Mpenopbku 3a 6e30MacHOCT - PY pearvpaHe

P301+P312 MPW MNOMNbLAHE: MNpu HepasnonoxeHue ce obageTe B LLEEHTBLP MO
TOKCUKONOINA/Ha nekap
P302+P352 MNP KOHTAKT C KOXATA: N3muinTe 06MIHO € canyH 1 Boga

P305+P351+P338 MPW KOHTAKT C OYNTE: npommBaliTe BHUMaTENHO C BOAa B NPOAb/KEeHME Ha
HAKOJIKO MUHYTW. CBaneTe KOHTAKTHUTE fieLy, ako NMa TakmBa N JOKONIKOTO
TOBa e Bb3MOXHO. [1poAb/ixeTe C U3MnnakBaHeTo

P308+P313 MNMPW siBHa nnu npegnonaraemMa ekcnosvuus: lNMorbpcete MeANLVHCKN CbBeT/
NOMOLLY

Camo 3a npodecmoHanHa ynotpeba

ETI/IKETVIpaHe Ha ONaCHU CbCTaBKWU: AKpVI}'IaMI/IA

ETukeTUpaHe Ha ONaKoOBKM, KOraTo CbAbpXXaHNeTOo He npesunwlasa 125 mi
CurHanHa gyma: OnacHo

Cumson(n)

H317 Moxe Aa NprynHN aneprnyHa KoxxHa peakums.

H340 Moxe fa NpUYMHN reHeTUYHN gedekTn.

H350 Moxe Aia NpnynHn pak.

H361f Mpeanonara ce, ye yBpexaa onnojMTenHara cCnocobHOCT.

H372 MpuunHsBa yBpexaHe Ha opraHuTe NoCcpeACcTBOM MPOAL/IKMTENHA AV MOBTapsLLA Ce eKCno3nLms.
P201 Mpean ynoTpeba ce cHabaeTe CbC cneumanH MHCTPYKLMN.

P280 M3non3saiTe npegnasHu pbkasuuu/npenasHo obaexno/npeanasHu ounna/npejnasHa Macka 3a avue.
P302+P352 MNP KOHTAKT C KOXATA: 13muniiTe 06MAHO C canyH v BoAa.

P308+P313 MPW siBHa nnu npegnonaraema ekcnosuuyms: NMorbpcerte MeANLMHCKA CbBET/MOMOLL,

CbAbpxa: Akpunamung

2.3  [pyrv onacHocTu

PesynTtaTun ot oueHKaTa Ha PBT n vPvB
CmMmecTa He CbAbpXa BeLlecTsa, olueHeHw kaTo PBT wan vPvB.

PA3AEN 3: CbcTaB/iHPOpMaLMA 3a CbCTaBKUTE

3.1 BewecTtBa
He e OT 3HaueHue (cmec)

3.2 Cmecmn

OnuvcaHuve Ha cMecTa

HanmveHoBaHue NpeHtTndumkat TernoBHm Knacndpukaums coura. MukTorpammn Benexxku
Ha BelecTBOTO op %
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 STOTRE 1/H372
01-2119463260-
48-XXXX
Benexxkun
D: Onpe,a,eneHVl BeLlecTBa, KOUTO Ca NoAaT/IMBM Ha CMOHTaHHa NoInMepu3auna Nian pasnajaHe, no npaBnao ce nyckat

Ha nasapa B cTabunusvpaHa popma. Toea e popmarta, B KOSITO Te ca BKKOUEHU B YacT 3. Bbnpeky ToBa TakmBa
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benexxkun

BelLlecTBa NOHSKOra ce MyckaT Ha nasapa B HecTabunnsmnpaHa popma. B TakmBa cnyyam JOCTaBUNKBT € A/TbXKeH Aa
nocoyn Ha eTrkeTa UMEeTO Ha BeLLeCcTBOTO, C/IeABaHO OT JymuTe "HecTabuamsmpaHo".

GHS-HC: XapMoHu3upaHa knacnpurkaums (knacmdmkaumsaTa Ha BeLLeCcTBOTO OTroBapsa Ha BNUCAHOTO B INCTaTa cnopeg 1272/
2008/EC npunoxeHue VI)

IOELV: BeLLeCcTBO C OT 06LLHOCTTa UHAMKATUBHW FPaHNYHN CTOMHOCTM Ha NnpodecroHanHa ekcnosmums

HanmeHoBaH WpeHTndn Cneuund. npep. M- MNbT Ha
ne Ha KaTop KOHLeHTpaunu Koedpuune ekcnosuuusa
BELLECTBOTO HTK
Akpunamung, CAS Ne - - 100 M9/ g opanHa
79-06-1 1.141 M9/, AepManHa
1,5 M9/,/4h VNHXaNauMoHHa
EO Ne (npax/mMbrna)
201-173-7
MHaekc Ne
616-003-00-0
BeuiecTBO, NopaXkaaLlo cepuosHo 6e3nokoiicTBo (SVHC)

HanmeHoBaHue Ha  HammeHoBaHwMe CbI. CAS Ne N36poeH B 3a6enex
BeLLecTBOTO MHBEHTapusauusaTa Kun
Akpunamug, akpunammng 79-06-1 201-173-7 Cnncek ¢ Carc. A57a
npeanoxeHu Muta. A57b
BeLLecTBa
NereHpa

Carc. A57a KaHueporeHHU (4neH 57a)

Muta. A57b MyTtareHHu (uneH 57b)

CNNCHK C BelecTBa, OTroBapsLLM Ha KpUTEPUMTE, MOCOYEHN B YjleH 57 1 38 Bb3MOXHO BKAOUBaHe B NpuaoxeHue XIV
npeaioxeH

1 BellecTBa

3a NbAHUA TEKCT Ha CbKpalleHuaTa: BX. PA3/JIE/ 16

PA3AE/ 4: Mepku 3a NbpBa NOMOLL,

4.1 OnuncaHue Ha MepKUTe 3a NMbpBa MOMOLLL

06wm 6enexxKkm
CBaneTe 3aMbpCEHOTO 06A€EKI0.
Cnep BguiuBaHe

OCI/IprVI YNCT Bb34yX. |-|pI/I BCUYKWN CNyHYan HA CbMHEHME, Unn nNpun Hann4yne Ha CMMNToMmn Aa ce
NOoTbLPCN MeANLUMHCKA NMOMOLL,.

Cnep KOHTAKT € KoXKaTa

O6neiiTe KoxaTa ¢ Boga/B3emeTe gyw. Cnej KOHTAKT C KOXATa, BeAHara Aa ce n3mmne o6uIHO ¢ BoAa.
MpY KOXHW peakumm notbpceTe nekap. Mpur NosiBa Ha KOXHW Apa3HeHs Aa Ce MOTbPCY ieKkapcka
nomoLy,.

Cnep KOHTAaKT C oumnTe

MpoMuBainTe 06UHO C YNCTa, NPSACHa BoAa 3a NoHe 10 MMHYTW, KaTo pa3TBapsTe kienauute. Mpn
JApasHeHe B ounTe ga ce noTbpcy 0pTaMONOr.
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cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH) 5”’”
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Cnep nornbLijaHe

M3nnakHeTe ycTaTa € BoAa (HO CaMO ako MOCTPaAanmaT e B Cb3HaHMe). Mpuv 310n0ayka nam
Hepa3nosioXeHWe BejHara Aa ce NoBKMKa Jiekap (Mo Bb3MOXHOCT fa ce nokaxe Hapepbata 3a
6e3omnacHocT).

4.2 Hali-cblLecTBEHM OCTPU M HACTbNBALLY Cnej N3BECTEH Nepuos oT BpeMe CMUMNTOMU U edpeKkTr
MosBptbLuaHe, NMpunowasaHe, NoBpbLuaHe, [pasHeHe, AnepruyHuy peakumu

4.3 YKasaHuve 3a Heo6X0AMMOCTTa OT BCAKAKBU HEOTJIOXKHN MeAULMHCKN FPUXKA U CMeLManHo
NeyeHue

HAMa

PA3SAE/ 5: TpoTBONO>XXapHU MepKu

5.1 Mo>xaporacuTenHu cpeacTea

MoAaxoasAL M NoXKaporacuTeNHN CpeacTBa

Ja ce KOOpAMHMPAT NPOTUBOMOXAPHUTE MEPKU C OKOJTHOCTA
BOAHMW NPBHCKU, YCTOMNYMBA Ha afIKOXO/ MNsAHA, CyX Npax 3a raceHe, BC-npax, BbrnepojeH AN0oKCnA
(COy)

Henopxopsawn no)kaporacuTesHy cpeacTBa
BOJAHa CTpyA
5.2 Oco6eHU onacHOCTU, KOUTO MPON3TUYAT OT BELLLeCTBOTO UM CMecTa
Heropum.
OnacHY NpoAyKTY Ha UsrapsiHe

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

5.3 CbBeTM 3a NoOXKapHuUKapuTe

B cnybla|7| Ha noXap n/nnn ekCcnnosmsa Aa He ce BavLiBa gmuma. acete no>kapa c obuyanHuTe
npeanasHy Mepkn OT pa3yMHO pa3CTodaHuMe. Ja ce HOCK aBTOHOMEH AuxaTteneH arapar.

PA3/AE/ 6: Mepku npu aBapuiiHO N3nycKaHe

6.1  JInuHn NpegnasHU MepKU, NpeanasHM CPeacTBa 1 NpoLeaypy NpU CNeLUHK caydan

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

M3non3BainTe npeanucaHnTe IMYHN NpeAnasHN cpeacTBa. [la ce n365rea Aonvp Ha NpoaykTa ¢
KoXaTa, ounTe 1 06neknoTo. [la He ce BAULLBA NapuTe/aeposona.

6.2 [peanasHu MepKu 3a onasBaHe Ha OKoOJIHaTa cpeja
MNpeanassail OT 3aMbpCcsABaHe Ha OTTOYHW KaHaNM3aLumm, NOBbPXHOCTHN U MOANOYBEHW BOAN.

6.3 MeToam n maTepmanu 3a orpaHMyYaBaHe U NOYUCTBaHe

CbBeTN OTHOCHO HAUYMHMTE, N0 KOUTO Aa ce orpaHvyunm pasnanBebT
I'I0|<p|/|BaHe Ha OTTOYHWU KaHann3aynn.
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CbBeTU OTHOCHO HAYMUHUTE, N0 KOMTO Aa ce NOUYNCTU pasnnBbT

Ja ce nonve MexaHM4YHO CbC CBLP3BaLLY, MaTepuan (NSCbK, AMAaTOMUT, CBbP3BALLLO BELLECTBO 3a
KUCENVHWN NN YHUBEPCANHO).

Apyra nHpopmMmaLUsa OTHOCHO PasIUBY N N3NYCKaHUSA
MocTaBeTe B MOAXOAALLM KOHTeNHepy 3a N3XBbpsiHe. MpoBeTpsiBaiil 3acerHaTaTa 30Ha.

6.4 [o3oBaBaHe Ha Apyruv pasaenu

OnacHW NPOAYKTU Ha MU3rapsiHe: BUX pasgen 5. JIMuHM npeanasHu CpescTBa: BUX pasgen 8.
HecbBMecTUMU MaTeprani: BUxX paszgen 10. Obe3BpexaaHe Ha oTnagbuuTe: BUX pasgen 13.

PA3AEN 7: Pa6oTa U cbxpaHeHwue

71 MpeanasHn mepkun 3a 6e3onacHa pa6oTa

MorpuxeTe ce 3a AOCTaTbUHO BEHTUIALNSA U TOYKOBO N3CMYKBaHE Ha KPUTUYHM Touku. [la ce
13non3Bea acnuparop (nabopatopus). Ja ce n3barea ekcnosmums. Korato He ce 13Mon3ea, CbAbT Aa
Ce CbXpaHsBa NAbTHO 3aTBOPEH. He 0CTaBsAiTe NpoAykTa Aa U3CbxHe. Mepku 3a NpesoTepaTsBaHe
Ha npeobpasyBaHeTO Ha aepo30/iM 1 Mpax.

CbBeTM 3a 06LLia XMrmeHa Ha Tpyaa

[la ce N3MMBAT pbLieTe Npear NoYmBKa 1 B Kpasti Ha paboTHUS geH. [la ce CbXxpaHsiBa ganede oT
HaMUTKX 1N XPaHW 3a XOPa W XXNBOTHW.

7.2  YcnoBus 3a 6e30MacHO CbXpaHABaHe, BK/IIOUYUTENTHO HECbBMECTMMOCTM
CbAbT Aa ce CbXpaHsiBa MNbTHO 3aTBOPEH Ha X/1aHO MSICTO.

HecbBMecTUMM BeLLecTBa UK cMecu
Cna3BaliTe ykasaHWUsTa 3@ KOMBUHMPAHO CbXpaHeHue.

Mpepnasu oT BbHLIHA EKCNOHALMA, KaTo Hanpumep
BMCOKM Temnepatypu, UV-nbun/cibHYeBa CBETIVHA

CnasBaHe Ha Apyrv cbBeTuU:
Cneun$prnyHO NpoeKTUpaHe Ha NOMELLLEHNSA 3a CbXpPaHEHMe UIN Ha CbaoBe
MpenopbyaHa Temnepartypa Ha cbxpaHeHue: 2 - 8 °C
7.3 CneuundunuHa(n) kpaiiHa(n) ynotpeba(un)
HsmMa HannyHa nHopmaums.

PA3/AEN 8: KOoHTpo/1 Ha eKcno3uunaTa/NINYHU npeanasHy cpeacTBa

8.1 MapameTpu Ha KOHTPOJI

HauVOoHaNHM rPaHNYHM CTOHOCTMN

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

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

OTHOLLeHne Ha cpeaeH 6asoB nepunoj ot ocemMm 4aca
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8.2

Hotauusa
Ceiling-C

ﬂpep,enHa BUNCOYNHa € rpaHNYHa CTOMHOCT, HaZ KOSATO He TpH6Ba Aa Ma ekcno3numa

CboTBeTHUTEe DNEL- KOMNOHEHTU HA cMecTa

HanmeHoBaHmne
Ha BeLLeCcTBOTO

CAS Ne

KpaiiH
E]

TOUKa

Mparoso
HUBO

Llen Ha
3aWmTa, NbT
Ha
ekcnosuumsa

M3non3BaH B

Bpeme Ha
ekcnosnuus

Akpunamng 79-06-1 DNEL 120 mg/m3 yoBek, npoMuLLIEeH OCTPW - CUCTEMHM
NHXanaumMoHHa paboTHUK edexTn
Akpunamng, 79-06-1 DNEL 120 mg/m3 yoBek, npomuLLieH OCTPU - IOKaJIHN
MHXanaumMoHHa pPaboTHUK edexTn
Akpunamng, 79-06-1 DNEL 3 Mmr/kr yoBek, JepManHa npomuLLneH OCTPU - CUCTEMHU
TenecHo paboTHUK edexTn
Terno/aexH

CboTBeTHUTE PNEC- KOMNOHEHTU HA CMecCTa

HanmeHoBaHmne CAS Ne Kpaiin Mparoso OpraHnsbm KoMmnoHeHT Ha Bpeme Ha
Ha BELLEeCTBOTO a HUBO OKOJIHaTa eKkcnosvuus
TouKa cpepa
Akpunamung, 79-06-1 PNEC 0,032 M9y, BOAHN cnajka Boga KpaTKoTpaliHa
opraHm3mMm (MUrHoBeHa)
Akpunamng, 79-06-1 PNEC 2 K9y BOAHU MOpCKa Boja KpaTKoTpaliHa
opraHu3mMm (MUrHoBseHa)
Akpunamng, 79-06-1 PNEC 0,2 M9/, BOAHU npeyncreaTenHa KpaTKoTpaliHa
opraHnsmu cTaHuwmsa (STP) (MurHoBseHa)

KoHTpon Ha ekcnosnuuaTa

NHauBUAYyanHU MepKU 3a 3almUTa (TMYHM NpeanasHUu CpeacTBa)

3awmTa Ha ounTe/nnuyeTo

13nonseaw npeanasHn Macknm CbC CTpaHNYHa 3allinTa.

3awmTa Ha KoXkKaTa

¢ 3dllinTa Ha pbLUeTe

Jla ce HOCAT noAxoAdALLN pbKaBnLUM. MNoaXoAALLIM Ca PbKaBULM 38 3aL4UTa OT XMMKKaIW, KOUTO ca
n3nmuTaHu B ceoTBeTcTBUe ¢ EN 374. 3a cneuuanHu uenu, ce npenopbyBa Aa ce rnposepu
YCTOMNUMBOCTTa Ha XUMUKAAN Ha 3aLLUTHUTE pbKaBMLW, CTOMEHaTW Mo-rope, 3ae4Ho € JOCTaBuyMKa
Ha Te3un pbKaBuMLUW. BpemeHaTa ca NnpubAn3nTeNnHN CTOMHOCTM OT n3MepBaHus npu 22 °Cu
NocTofAHeH KOHTaKT. [oBMLLIeHWTe TemMnepaTypn, Ab/XallM ce Ha HarpaBaHW BeLlecTBa, TornHa Ha
TANOTO U T.H. U HAMansiBaHe Ha epeKTMBHaTa JebenrHa Ha cnost upes pasTdaraHe, MoraT Aa gosegaT
[0 3HaUMTe/IHO HamMasiiBaHe Ha BpeMeTo 3a NPobunB. AKO NMaTe CbMHEHMS, CBbPXeTe ce ¢
npowussogutens. Mpu npubnausmrtenHo 1,5 nbTn No-ronsima / no-manka gebenviHa Ha cnos,
CbOTBETHOTO BpeMe 3a NpobneaHe ce yABosiBa / HaMansBa HanonoBMHa. [JaHHWTe ce OTHACAT camo
3a 4YMCTOTO BellecTBo. Korato ce npexBbpaaT KbM CMECU OT BellecTBa, Te MoraT Aa ce pasraexjaT

Bvnrapus (bg)
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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

ROTIPHORESE®Gel A 30 %, ras ctabunnsupaH

apTukyneH Homep: 3037

CamMO KaTo PbLKOBOZACTBO.

* BUA, Ha MaTepuana

NBR (HuTpunos kayuyk)

* ne6envHa Ha maTepmuana

>0,3 mm

* N3HOCBaHe Ha MaTepuvasna Ha pbKaBuuuTe
>480 MUHYTU (MPOHNKBAHE: HNBO 6)

* AOMBJIHATE/IHN MEpPKM 3a 3aLlymTa

Jla ce ocTaBAT Neproan Ha Bb3CTaHOBSIBaHe 3a pereHepaums Ha KoxaTa. MpodunakTnyHa 3awmTa Ha
KoXaTa (3aluTHU Kpemose/MexieMun) ce npenopbYBsa.

3awWwmTa Ha gMXaTe/IHMTe MbTULLA

L7

AnxaTenHa 3awmTta e Heobxoanma npu: O6pasyBaHe Ha aepo30/Ha Mbraa. Tun: A-P2 (KOMBUHMPaHW
GUATPY NPOTUB YaCTULM N OPFraHNYHW ra3oBe 1 Napw, UBETOBW Koa: Kadas/bsan).

KOHTPOH Ha eKcno3muyumAaTa Ha OKOJIHaTa cpeaa
I'IpeArla3Ba|7| OT 3aMbpCdBaHe Ha OTTOYHW KaHanm3auynn, NoOBbLPXHOCTHU N NOANOYBEHN BOAWN.

PA3AE/1 9: PUSNYHM N XMMMNYHU CBOMCTBA

9.1 WNHdopmauns OTHOCHO OCHOBHUTE PUINUYHN U XMMUYHUN CBOVCTBA

OU3NYHO CBCTOAHKE TeueH

LiBaT be3uBeTeH
Mwupwc XapakTepeH
Touka Ha ToneHe/To4YKa Ha 3aMpb3BaHe He e onpejeneH

Touka Ha KUMeHe UM HavyanHa Touka Ha kuneHe n ~100 °C
WHTepBas Ha KmneHe

3anannmoct Heropum

[lofIHa 1 ropHa rpaHnLa Ha eKCnNa03MBHOCT He e onpejeneH

Touka Ha 3ananBaHe He e onpegeneH

TemnepaTtypa Ha camo3ananBaHe He e onpejeneH

Temnepatypa Ha pa3najaHe He ce OTHacs

pH (cToHOCT) 5-7 (in aqueous solution: 50 9/;, 20 °C)
KnHemaTnueH BUCKO3NTET He e onpegeneH

PasTBopurmocCT(11)

Pa3TBOpPVMOCT BbB BOja MOXe Jia ce CMeCBa BbB BCSAKaKBY MPONopLmn

KoedurumeHT Ha pa3npeaeneHune

Bbarapus (bg) CrpaHwuua 8/ 21



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

ROTIPHORESE®Gel A 30 %, ras ctabunnsupaH

apTukyneH Homep: 3037

9.2

KoedbunumeHT Ha pasnpejeneHrie N-OKTaHo1/BOAa
(norapnTMunYHa CTOMHOCT):

HanaraHe Ha napuTe

MnBbTHOCT /N OTHOCUTENIHA MABTHOCT

MnbTHOCT

OTHOCKUTeNHa NABTHOCT Ha napute

XapaKTepI/ICTI/IKVI Ha 4vacTtnunTte

[Apyrv napameTpu Ha 6e30MacHoOCTTa

OKcMAnpaLLM CBONCTBA

Apyra nidopmauus

NHdopmaums BbB Bpb3Ka C knacoBeTe Ha
dM3MYHa onacHoCT:

[Apyrv xapakTepucTkm 3a 6e30nacHoCT:

CTeneH Ha cMecBaHe

He ce OTHacs (HeopraHmM4yHo)

23 hPa npu 25 °C

1,023 9/¢ms npun 20 °C

HAMa Haln4Ha VIHCI)OpMaLI,VIFI OTHOCHO TOBa
cBOMCTBO

He ce oTHacs (Teyen)

HAMaAa

KJlacoBe Ha onacHocT cbra. GHS
(dr3nYHM onacHOCTK): He ce OTHacH

Hanb/IHO Ce CMeCBa C BOAa

PA3AE/ 10: CTabUNHOCT N peaKTUBHOCT

10.1

10.2

10.3

10.4

10.5

10.6

PeakTnBHOCT

HaCTaGI/IﬂI/BI/IpaHI/IFlT MPOAYKT MOXe Aa noanmmepumsnpa CNOHTaHHO.

Mpwn HarpsiBaHe
OnacHocT oT noAnmepmsaums.

Mpwn n3naraHe Ha cBeT/INHA
OnacHocT oT nonnmepmsaums.

XMuyHa ctabunHocT

PeakTmBHOCT npun n3naraHe Ha CBeT/IHa. PeakTmBHOCT Nnpw HarpAaBaHe.

Bb3MOXXHOCT 3a onacHU peakumu

Pearunpa psasKko c: cuneH okucamten, Nepokuncy, Pegyumpalim areHTn, KncennHm, Passaxaaiym

pasTBOpM

Ycnosus, Kouto Tpsi6Ba fa ce usbareat

UV-nbun/cnbHYeBa cBeT/IMHa. [la ce cbXxpaHsaBa jasieye oT TonjanHa.

HecbB™MecTUMUM MaTepuanu

Hama gonbnHuTenHa nHdopmaums.

OnacHwv NpoAyKTW Ha pa3nagaHe

OnacHM NPoAYKTU Ha U3rapsiHe: BUX pa3gen 5.

Bbarapus (bg)
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NHdopmaLmoHeH nncT 3a 6e3onacHOCT

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

ROTIPHORESE®Gel A 30 %, ras ctabunnsupaH

apTukyneH Homep: 3037

PA3AEN 11: TokcukonornyHa nHopmaums

11.1 WNHdopmaumsa 3a KnacoBeTe Ha ONacHOCT, onpeaeneHu B PernameHT (EO) Ne 1272/2008
Jlnnca Ha AaHHW OT U3NMTBAaHe 3a usnarta cMec.
Mpouepypa 3a kKnacnunuympaHe

MeToabT 3a kKnacumuUmMpaHe Ha CMecn ce OCHOBaBa Ha CbCTaBKUTe Ha cMecTa (dopmyna Ha
AANTUBHOCT).

Knacnjukaumsa cernacHo GHS (1272/2008/EO, CLP)

OcTpa TOKCUYHOCT
BpegeH npu nornbLyaHe.

OueHKa Ha ocTpa TOKcYHOCT (ATE) Ha KOMNOHEHTUTE Ha cMecTa

HanmeHoBaHuMe Ha BeLLECTBOTO CAS Ne MbT Ha ekcno3vyusa ATE
Akpunamng, 79-06-1 opanHa 100 M9/yq
Akpunamung 79-06-1 JepmanHa 1.141 m‘-"/kg
Akpunamumg, 79-06-1 WHXanaumoHHa (npax/ 1,5 M9/\/4h
Mbrna)

0c1'pa TOKCUNYHOCT Ha KOMNOHEHTUTEe Ha CMeCTa

HanmeHoBaHwue Ha MbT Ha KpaiiHa CToiiHOCT Buaose
BELLLEeCTBOTO ekcnosnum TOoYKa
f
Akpunamng, 79-06-1 opanHa LD50 354 M9/ 4 nabx
Axprnamung, 79-06-1 AepmanHa LD50 1.141 M9/ g 3aek

Koposusa/apa3sHeHe Ha Ko)KaTa

MpeauserkBa ApasHeHe Ha KoxXarTa.

Cepuo3HO yBpexxaaHe Ha ounTe/gpa3HeHe Ha ounTe
MpeansBrKBa CEPNO3HO APasHEHe Ha ouunTe.
PecnnpaTtopHa nnm KoXKHa ceHecmbnnusauus

Moxe fa NPUUYMHK aneprnyHa KoxXHa peakuus.
MyTareHHOCT 3a 3apoAVLLUHU KNeTKU

Moxe ga NpUYNHN reHeTUYHU gedekTu.
KaHueporeHHoOCT

Moxe fa NPpUYMHN pak.

TOKCMYHOCT 3a penpoayKumuaTa

Mpeanonara ce, Ye yBpexaa onnoguTenHata cnocobHoCT.
CneundpuryHa TOKCUYHOCT 3a onpepeseHN OpraHu - eAHOKpaTHa eKcnosmuus

Ja He ce knacndunumpa kato cneumPryHa TOKCUYHOCT 3a onpejenieHn opraHun (e4HOKpaTHa
ekcnosnuus).

Cneumpqua TOKCMYHOCT 3a onpeAesieHn opraHum - noBTapsiulia ce ekcnoamyus
anIHVIHFlBa yBpeXjaHe Ha opraHuTe nocpeacTBoM Npoab/IXXUTENHa U NOBTapsLLla ce ekcnosmuyuna.
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

ROTIPHORESE®Gel A 30 %, ras ctabunnsupaH

apTukyneH Homep: 3037

OnacHoOCT npu BaULLBaHe
[a He ce knacudurumpa KaTo NpeAcTasABall, ONacHOCT Npu BAULLIBaHe.

CnmnTomm, CBBbp3aHn C ¢VI3VI"IHVITe, XUMUNYHUTE N TOKCUKONTOTNYHUNTE XapPaKTepUucTnukKun

* [py nornbLiaHe

noBpbLLUaHe, npuaoLlaBaHe

* [Ipy KOHTAaKT C ouunTe

MpeanssBrKBa CEPrIO3HO APasHEHe Ha oyunTe
* [pn BAULWLBaHe

He ca Hannue gaHHn.

* [Ipy KOHTAaKT € Ko)kaTa

NnpeAn3BYKBaA ApasHeHe Ha KoxaTa, Moxe Aa NpeAn3BuKa anepruyHin peakumm, Cbpbex, 1oKaaHo
noyepBeHsiBaHe

* fipyra nidopmauus

3aryba Ha pedriekc 3a naseHe Ha paBHoBecKne 1 atakcus, JesopmneHTtaums, OTcnabeBaHe Ha nameTTa
11.2 CBoiicTBa, HapylwaBawm GyHKLMNTE HA eHAOKPUHHATa cuctema

Hunkos OT CbCTaBKUTE He e n3bpoeHa.
11.3 WHPopmaLmsa 3a apyrm onacHoCcTu

Hsama gonbnHnTenHa nHopmaums.

PA3AEN 12: EkonornyHa nHpopmavmsa

12.1 TOKCMYHOCT
Jla He ce knacndurumpa KaTo onacHo 3a BoAHaTa cpeja.

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

HanmeHoBaHue [CEVEER GETE] CToMHOCT Bunaose Bpeme Ha

Ha BeLiecTBOTO eKkcnosuny
na

Akpunamng 79-06-1 EC50 98 MYy, BOAHW 6e3rpb6HaYHU 48 h

BuoxnmMunyHo pasrpaxxgaHe

MeToauTe 3a onpejendHe Ha CTeneHTa Ha pa3rpaxagaHe He Ca NpuaoxXmnMmm npm HeopraHN4YH"
BeLllecTBa.

12.2 Npouec Ha pa3rpa)kgaHe

Pasrpa>xaaHe Ha KOMMOHEHTNTE Ha cMecCTa

HanmeHoBa CAS Ne Mpouec A6GUOTUNYHO MeTopa N3TOUYHUK
HUe Ha pasrpaxxaaH
BELLecTBOTO e
Akpunamng 79-06-1 6roTnyeH/ 100 % 28d geschlossene
abnoTtnyeH Flasche
Akpunamng, 79-06-1 n3yepnsaHe 7,4 % 5d ECHA
Ha Kucnopoga
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

ROTIPHORESE®Gel A 30 %, ras ctabunnsupaH

apTukyneH Homep: 3037

12.3 Buoakymynumpaila cnoco6HocT
He ca Hannue gaHHN.

BmoaKymynMpau.l,a CNOCO6HOCT HAa KOMIMOHEHTUTE Ha CMecCTa

HanmeHoBaHue Ha BOD5/COD

BeLLecTBOTO

Akpunamung, 79-06-1 -0,9 (pH cronHocT: ~7, 20 °C)

12.4 NpeHocMoOCT B NoyBaTa
He ca Hanvue gaHHW.
12.5 Pe3ynTaTuh oT oueHkaTa Ha PBT n vPvB
He ca Hanvue gaHHW.
12.6 CBoiicTBa, HapywaBaly PYHKLUMNTE HA EHAOKPUHHAaTa cuctema
H1Kos OT CbCTaBKUTE He e U3bpoeHa.
12.7 [Apyru He6naronpusaTHU epekTn
He ca Hanvue gaHHW.

PA3/AE/ 13: O6e3BpexxaaHe Ha oTnagbunTe

13.1 MeToau 3a TpeTupaHe Ha oTnaabUN

To3n maTepuran n HerosaTa OMNakoBKa /i@ Ce TPeTMpaT KaTo ornaceH otnagbK. CbAbpXKaHNeTo/CbAbT
Ja Ce U3XBBbPJIY B CbOTBETCTBME C MeCTHaTa/pernoHanHarta/HayMoHanHaTa/MexayHapoaHaTa

ypeaba.
NHdopmaLmsa 0THOCHO U3XBBPJISHETO B KAaHaNU3aLMOHHaTa cMcTeMa
[la He ce n3nycka B kaHanmMsaumaTa.

13.2 CboTBeTHU pasnopeAby oTHaCALLM ce A0 oTNaAbLUM

[MocTaBsaHeTO Ha KOAOBe/HAaUMEHOBAHMWA BbPXY OTNagbuuTe fa Ce N3BBLPLUM B CbOTBETCTBUE C
HapegabaTa 3a kaTanora Ha oTnagbuu, CbobpasHo cneundrkaTa Ha Aa4eHOTO MPOU3BOACTBO NN
npouec. PernameHT Ha oTnagbuuTte (FfepmaHmns).

13.3 3abenexkwu

OTtnagbuunte TpFI6Ba Aa 6'bﬂ,aT pa3aeneHn B Kateropmm, KOUTO Morat Aa ce TpeTmpart pa3gesiHo OoT
MeCTHNTE NN HauMOHaIHUTE BNacTu 3a yripaBiaeHune Ha oTnagbun. VimanTe npeasnj BCNYKU
HauUMOHa/IHWN NN PpermoHanHm pa3nopep,6|/|, KOWTO Ca OT 3Ha4eHune.

PA3JEN 14: hdopmMaLmMs OTHOCHO TPaHCMNOPTUPAHETO

141 Howmep no cnucbka Ha OOH nnn He e NpeAMeT Ha TPaHCMOPTHU Hapeaoun
naeHTuPpnKaLmMoHeH Homep

14.2 Tou4yHO Ha HaMMEeHOBaHWe Ha npaTkaTa no He e onpejeneH
cnucbka Ha OOH

14.3 Knac(oBe) Ha onacHOCT Npwu TpaHcnopTMpaHe  HAMA

14.4 OnakoBbYHa rpyna He e onpegeneH
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NHdopmaLmoHeH nncT 3a 6e3onacHOCT ©

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

ROTIPHORESE®Gel A 30 %, ras ctabunnsupaH

apTukyneH Homep: 3037

14.5

14.6

14.7

14.8

OnacHoCTu 3a OKOJIHaTa cpepa 6e3 onacHOCT 3a OKo/IHaTa cpeda Cbri.
PernameHTuTE 32 OMacHu TOBapu

CneuuvanHu npeanasHu MepKku 3a noTpeéburtenuTte
Hama gonbaHUTeNHa MHPOopMauums.

MopcKM TpaHCNOPT Ha TOBapW B HACUMHO CbCTOAAHUE CbINIACHO UHCTPYMEHTM Ha
MeXxayHapoaHaTa MOpCKa opraHmM3auus

TOBapa He e npejHa3Ha4eH 3a NpeBo3 B HACUMHO CbCTOAHNKE.

NHdopmaumsa 3a BCUYKU NpUMepHU npasuna Ha OOH

ABTOMO6GUNHUSA, )XeNe30MbTHUA N BbTPELLUHUSA BOAEH TPAHCNOPT Ha onacHu Tosapu (ADR/RID/
ADN) - lonbnHUTeNnHa UHGopmaumsa

He ca npegmet Ha ADR, RID n ADN.

MeXxayHapoaeH KoAeKc 3a NpeBo3 Ha onacHu ToBapu no mope (IMDG) - lonb/HUTENHa
nHpopmauusa

He ca npeamet Ha IMDG.

Me>)xayHapoaHa opraHusauvs 3a rpakxgaHcko sb3ayxonsasaHe (ICAO-IATA/DGR) -
JonbnHntenHa uHpopmaums

He ca npegmet Ha ICAO-IATA.

PA3AEN 15: UHPopmaLma OTHOCHO HOpMaTUBHaTa ypeaba

15.1

CneunédUYHM 3a BELLECTBOTO UM CMeCcTa HOPMATMBHA ypea6a/3akoHOAATEe/ICTBO OTHOCHO
6e30NacHOCTTa, 34PaBETO M OKOJIHATa cpeja

CboTBeTHUTe pasnopea6bu Ha EBponeiickma cbios (EC)

OrpaHuuyeHus cbrnacHo REACH, npuno>xeHue XVII

OnacHwm BewiecTBa ¢ orpaHnyeHus (REACH, MpunoxxeHwne XVII)

HanmeHoBaHme Ha HanmeHoBaHue cbri. CAS Ne OrpaHun4yeHwue
BelecTBoTo WHBEHTapusayunsaTa
ROTIPHORESE®Gel A TO3M NPOAYKT OTroBaps Ha R3 3
KpuTepunTe 3a Knacupukaums
cbrnacHo PernameHT Ne 1272/2008/
EO
Akpunamng, akpunammng 79-06-1 R60 60
Akprnamung, KaHLleporeHHu R28-30 28
Akpunamng MyTareHeH 3a 3apoAuLLHNTE KNeTKN R28-30 29
(MyTareH)
Akpurnamung, BellecTBa B MacTuaaTa 3a R75 75
TaTyMpPOBKYW 1 MepMaHeHTeH rpum

JNlereHpa

R28-30 1.3abpaHsiBa ce nyckaHeTo UM Ha Nasapa v ynotpebara um,
- KaTo BeLlecTBa,
- KaToO CbCTaBKW Ha APYrv BeLLLeCcTBa, Uan
- B CMecu,
3a npeAnaraHe Ha MacoBUsi NOTPe6UTes, KOraTo MHAMBUAYanHaTa KOHLEHTpauns BbB BeLLLeCTBOTO UM CMecTa e
paBHa UK NO-BMCOKA OT:
- AN OT CbOTBETHAaTa cneundrnyHa onycTMa KOHLIEHTpaLums, onpeaeneHa B 4acT 3 Ha npuaoxeHue VI kbm
PernameHT (EO) Ne 1272/2008, nnn
- obLlaTa npejenHa KOHUeHTpauus, onpegeneHa B 4acT 3 oT npunoxeHue [ kbM PernameHT (EO) Ne 1272/2008.
Be3 Aa ce 3acara npunaraHeTo Ha Apyru pasnopeabun Ha O6LLHOCTTa, CBbP3aHM C KNacuPULMpaHeTo, onakoBaHeTo U
eTVKeTVPaHeTOo Ha BeLLeCTBa U CMeCK, JOCTaBYMLMTe rapaHTUPaT, Ye Npeamn nyckaHeTo Ha na3apa OrnakoBKUTe Ha
Te3n BeLLleCTBa Ca eTUKETMPaAHU SCHO U YeTIMBO C HEU3TIMYUM HAAMNWC, KaKTo ciesBa:
»,Camo 3a npodecroHanHa ynotpeba“.
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NHdopmaLmoHeH nncT 3a 6e3onacHOCT ©

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

ROTIPHORESE®Gel A 30 %, ras ctabunnsupaH

apTukyneH Homep: 3037

JlereHpa

2. Ypes geporauus naparpad 1 He ce npunara 3a:
a) NekapCTBeHV NPOAYKTU U BETEPUHAPHOMEANLIMHCKN NPOAYKTW, AedunHmpaHn B npekTrnsa 2001/82/EO n
[AnpexTtrea 2001/83/EO;
6) KO3METUYHU NPOAYKTY, AedrHMPaHW B AunpekTusa 76/768/EV0;
B) CnejHUTe ropmea 1 Macna:
- MOTOPHU ropmBa B paMkuTe Ha [iupekTtmsa 98/70/EO,
- MMHepanHu Mmacnia, npeAHasHayeHn 3a ynoTpeba kaTo roprsa B MOABVXXHN U CTaLNOHAPHW FOPUBHMN
VHCTanaumm,
- ropmBsa, NpojaBaHu B 3aTBOPEHN CUCTEMI (HanpyMep BTEYHEH ras B 6yTUakn);
r) 6o 3a XyAoXHuum, obxsaHat ot PernameHT (EO) Ne 1272/2008;
[) BeLecTBaTa, M36poeHn B jonbHeHve 11, konoHa 1, 3a LennTe nanm HaunHUTE Ha M3Nos3BaHe, N36POoeHN B
AonbaHeHVe 11, KosloHa 2. KoraTo nMa nocoyeHa Aata B KOJ10Ha 2 oT fonbaHeHne 11, geporauusaTta ce npwnara o
nocoyeHara AaTa;
e) ycTpolicTBa, obxBaHaTu oT PernameHT (EC) 2017/745.

R3 1. 3abpaHsiBa ce ynotpebarta 1M B:
- AeKOpaTUBHWN N3jenns, npejHasHayvyeHn 3a noayyaBaHe Ha CBETAVNHHU UAW LiBeTHN edeKTU NocpeacTBOM PasfinyHn
da3n, kaTo Hanpumep AeKOpPaTUBHU NaMnn 1 MeNenHNLY;
- dokycu v weruy;
- UIFPY 3a eIH NIV NoBeYe yYacTHULN UK U3Jenuns, NpejHa3sHayvyeHu Ja ce U3rnoassaTt KaTo Taknea, Jopu v ¢
AeKopaTVBHU LieNn.
2. He ce nyckaT Ha nasapa nsjenus, KoMTo He OTroBapsaT Ha U3NCKBaHWATa Ha naparpad 1.
3. He ce nyckaT Ha na3apa, ako CbAbpXaT OLBETUTENN, OCBEH KOraTo Ce 13Moa3BaT 3a PUCKaNHW Lean, nav napeprom,
VAN 1 BETE, aKo Te:
— MoOrar Ja ce 13ros3BaT KaTo ropuso B AeKopaTUBHM MacieHn namnu, NnpejgHasHayeHu 3a Macosusa noTpebuten, n
— npeAcTaBnsBaT ONacHOCT NPW BAVLLBaHE U Ca eTUKeTUPaHu ¢ puckoea ¢pasa H304.
4. He ce nyckaT Ha nNasapa AeKopaTVBHM Mac/eHV 1aMnu, NpejHa3HayeHn 3a MacoBUsi MOTpebuTen, OCBEH KOrato
oTroBapsiT Ha EBponelickns ctTaHzapT 3a gekopaTuBHU MacneHn namnu (EN 14059), npuet oT EBponenckus kommteT
no ctaHgaptunsauus (CEN).
5. be3 Aa ce 3acara U3Nb/HEHNETO Ha ApYru pa3nopeAbu Ha Cbio3a, OTHaCALLM ce 40 KnacuduumpaHeTo,
eTVKeTMpaHeTo 1 ONakoBaHeTO Ha BeLLlecTBa U CMecu, JoCTaBuMLMTe rapaHTMpPaT, Ye npeAn nyckaHe Ha nasapa ca
V3NBAHEHN CNe[HUTE YCI0BUS:
a) MacnaTta 3a lamnu, eTukeTnpaHu ¢ puckosa ¢pasa H304, npegHasHaveHn 3a MacoBMsA NoTpebuTen, MMaT BUAMMA,
YeTNvBa N He3aIM4YMMa MapKMpoBKa, KakTo ciejBa: ,JlaMnuTe, Mb/HN C Ta3n TeYHOCT, Aa Ce CbXpaHsABaT N3BbH
obcera Ha geua”. u, ot 1 gekempu 2010 ., ,CamMo egHa rNbTKa Macao 3a AaMnn — UAN JOPU CMy4YeHeTo Ha duTuna
Ha namnaTa — MoXe ja AoBeje /10 X1BOTo3acTpallaBalLo 6e104pobHo yBpexaaHe”;
6) oT 1 gekemBpwn 2010 r. TeUHOCTUTE 3a 3ananBaHe Ha cKapy, eTUKeTUPaHN ¢ puckosa ¢pasa H304, npeaHasHaueHN
3a MacoBMA NOTpebuTeN, MMaT YeTnBa U He3aanYIMa MapKMPOBKa, KakTo cieaBsa: ,Camo rabTka OT TeYHOCTTa 33
3anasiBaHe Ha CKapu MOXe Aa AioBeje /10 XMBOTo3acTpallaBallo 6enoapobHo yBpexaaHe”;
B) oT 1 AgekemBpy 2010 r. Macnara 3a Iamnm 1 Te4YHOCTUTE 3a 3anasBaHe Ha CKapy, eTMKETPaHN C pUcKoBa ¢ppasa
H304, npegHa3Ha4veHn 3a MacoBus NOTpebuTes, ce onakoBaT B YePHW HEMPO3pPayYHLN KOHTeiHepy € BMeCTUMOCT A0 1
JINTBP.

R60 He mMoxe fa ce nycka Ha nasapa 1nu ynoTpebsasa KaTo BeLLeCcTBO WM CbCTaBKa Ha CMecu B KOHLeHTpaLMs, No-B1coKa
v paBHa Ha 0,1 Tern. % BbB BapOBO-LIMMEHTOBW CTPOUTENHW pa3TBopu cief 5 Hoemspn 2012 .
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cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH) 5”,”

ROTIPHORESE®Gel A 30 %, ras ctabunnsupaH

apTukyneH Homep: 3037

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 TernoBHW NpoLeHTa, ako BELLEeCTBOTO Ce N3MN0/3Ba eAVNHCTBEHO KaTo perynaTop Ha pH;

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

J) B C/TyYaii Ha BeLlecTBo, knacuouuympaHo B npunoxeHue II kbm PernameHT (EO) Ne 1223/2009 (*1), BeLecTBOTO
NPUCHCTBA B CMeCTa B KOHLEHTpaLus, paBHa Ha nau no-ronsma ot 0,00005 TernoBHM 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
NPUCHCTBA B CMeCTa B KOHLEHTpaLus, paBHa Ha nau no-ronsma ot 0,00005 TernoBHM npoLueHTa:

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
JaTtaTa Ha npunaraHe Ha Tasv HoBa WM npepasrnejaHa knacndukauus e cnej gatata, nocodeHa s naparpad 1, nnum
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
HanMeHoBaHVe Ha CbCTaBKa, HanMmeHoBaHueTo rno IUPAC. Mpw nvnca Ha HaMeHOoBaHWE N HaMeHOBaHMe Nno
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);

A) TekcTuT ,,ChabpxKa HUKen. Moxe fa npeu3BuKa afeprmyHn peakummn.”, ako cMecTa CbAbpiKa HUKe Mo
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 3apajv pasmepa Ha onakoBKaTta, mocoYeHaTa B MbpBaTta anvHes nHdopmaums, ¢
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT

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

ROTIPHORESE®Gel A 30 %, ras crabunmnsupaH

apTukyneH Homep: 3037

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 %
1.488 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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NHdopmaLmoHeH nncT 3a 6e3onacHOCT

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

ROTIPHORESE®Gel A 30 %, ras ctabunnsupaH

apTukyneH Homep: 3037

PernameHT 3a cb3paBaHe Ha EBponeiicku perucTsbp 3a U3nycKaHeTo Y NPeHoca Ha
3ambpcutenu (PUN3)

HNKOA OT CbCTAaBKNTE HE € |/|36poeHa

PamkoBa gnpekTuBa 3a BoguTte (PAB)

CnuchLK Ha 3ambpcnTtenu (PAB)

HanmeHoBaHue Ha HanmeHoBaHwue cbra. CAS Ne N36poe 3a6enexxkun
BEeLLecTBOTO MHBEHTapusauusaTa HB
Akpunamunj, BelectBa v npenapatu nan a)
CbCTaBALWW I BellecTBa, KOUTO
npuTexasat JOKa3aHo

KapLMHOTEHHWN U MyTareHHu

KayecTBa UM KayecTBa, KOUTO

moraT jja 3acerHat ctepounguTe,
TMpOUANTE, PenpoAyKLMSTa NN
APYTN eHAOKPVIHHN GYHKLMN BbB
WM NocpeacTBOM BoAHaTa cpeja

JlereHpa
A) MpenopbumnTeNieH CNUCHK Ha MMaBHUTE 3aMbpcuTenu

PernameHT OTHOCHO NpeanaraHeTo Ha Nnasapa v U3MNoJiI3BaHETO Ha NPeKypcopm Ha B3pUBHU
BewecTBa

HMKOS1 OT CbCTaBKUTE He e N36bpoeHa

PernamMmeHT OTHOCHO NPEKYPCOPUTE HAa HAPKOTUYHNTE BeLLecTBa

HMKOS1 OT CbCTaBKUTE He e N3bpoeHa

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

PernamMeHT OTHOCHO M3HOCA M BHOCA HA onacHu xumuikanu (PIC)

HMKOS OT CbCTaBKUTE He e U3bpoeHa

PernaMeHT OTHOCHO YCTOMUYMBUTE OpraHUYHU 3ambpcmTenu (POP)
HVKOSl OT CbCTaBKMUTE He e N3bpoeHa

Apyra uipopmaums

AvpexTrBa 94/33/EO 3a 3akpuia Ha MaajuTe xopa Ha paboTHoTo mMAcTo. [la ce cnaseat
OrpaHnYeHVATa 3a TPYA0Ba 3a€TOCT Ha HpeMeHHU N KbPMeLLM XeHW Cbr1acHO 3aKoHa 3a TPyA0Ba
3awmTa Ha XxeHuTe (92/85/EN0).

HauMoHaNnHN NHBeHTapnsaummn

CnucbK
AU AIIC BCUYKWN CbCTaBKM Ca N36poeHu
CA DSL BCUYKWN CbCTaBKM Ca N36poeHu
CN IECSC BCMYKN CbCTaBKM Ca N3bpoeHn
EU ECSI BCUYKWN CbCTaBKM Ca N36poeHu
EU REACH Reg. BCUYKWN CbCTaBKM Ca N36poeHu
JP CSCL-ENCS BCUYKWN CbCTaBKM Ca N36poeHu
KR KECI BCUYKWN CbCTaBKM Ca N36poeHu
MX INSQ BCMYKM CbCTaBKM Ca N3bpoeHn
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

ROTIPHORESE®Gel A 30 %, ras crabunmnsupaH

apTukyneH Homep: 3037

CnncobkK

NZ NZIoC BCUYKM CbCTaBKM Ca N36poeHn
PH PICCS BCUYKWN CbCTaBKW ca N36poeHn
TR CICR He BCUYKWN CbCTaBKM Ca N36poeHun
T™W TCSI BCMYKM CbCTaBKW Ca N36poeHun
us TSCA BCMUKM CbCTaBKM ca n3bpoeHun

Nerenpa

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 6e30NacHOCTTa HAa XUMUYHO BeLLecTBO NIn cMmec
He ca npoBegeHn oLeHKM Ha 6€30MacHOCT 3a XMIMUYHMW BeLLecTBa B Ta3un CMec.

PA3AEN 16: Apyra nuipopmauus

NHAnKauma Ha NpoMeHU (pepaakTUpaH MHGOPMaLMOHHUAT MCT 3a 6e30nacHoOCT)

MpuBexgaHe B cboTBeTCTBUE C pernaMeHT: PernameHT (EO) Ne 1907/2006 (REACH), nameHeH ot 2020/
878/EC

MpecTpykTypupaHe: pasgen 9, pasgen 14

Pazpgen BuBLLO BNUcBaHe (TeKCT/CTOMHOCT) AKTyanHo BnucBaHe (TeKCT/CTOMHOCT) Ba)kHo
3a
CUrypH
ocTa
2.2 Mpenop®bKy 3a 6€30MacHOCT - Npu Ja
npeaoTBpatTaBaHe:

NPoOMsHa B CNncbKa (Tabanua)

2.2 ETvkeTMpaHe Ha onakoBKW, KOraTto Aa
CbAbPXaHUeTO He npesurwasa 125 ml:
NPoMsiHa B CNncbKa (Tabanua)

C'praI.IJ,eHI/Iﬂ N aKpoHMMM

CbKp. OnucaHua Ha U3noJsiIsBaHNTe CbKpalleHus

15 min IpaHMLa Ha KpaTKOCPOYHa eKCrno3nyus

2017/2398/EC JvpekTvBa Ha eBpONericknsa NapaameHT 1 Ha CbBeTa 3a n3MeHeHve Ha iupekTnea 2004/37/EO 0OTHOCHO
3almTaTa Ha paboTHULMTE OT PUCKOBE, CBBP3aHM C eKCNo3nLmMaTa Ha KaHLeporeH Uin MyTareHun no
Bpeme Ha paboTa

8 vaca YcpeAHeHa BbB BPEMETO CTOMHOCT

Acute Tox. OcTpa ToKCnYHOCT
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NHdopmaLmoHeH nncT 3a 6e3onacHOCT ©

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

ROTIPHORESE®Gel A 30 %, ras ctabunnsupaH

apTukyneH Homep: 3037

CbKp. OnucaHwva Ha U3Nos3BaHNTe CbKpalleHus
ADN Accord européen relatif au transport international des marchandises dangereuses par voies de
navigation intérieures (EBponeiicko cnopasymeHue 3a MexzyHapoAeH NpeBo3 Ha OnacH1 ToBapw no
BbTPELLUHM BOAHWN MbTULLA)
ADR Accord relatif au transport international des marchandises dangereuses par route (cnoroaba 3a
MeXZzyHapoZeH NpeBo3 Ha ornacHM TOBapu Mo Loce)
ATE OLeHKa Ha ocTpa TOKCUYHOCT
BCF Bioconcentration factor (dPakTop Ha 6UOKOHLIEHTpaLus)
BOD Biochemical Oxygen Demand (broxvMn4Ha NOTPEeBHOCT OT KMCNOPOA)
Carc. KaHueporeHHocT
CAS Chemical Abstracts Service (cnyx6aTa 3a XUMWYHW NHAEKCK CbCTaBs Hali-n3yepnartenns cnmcbk Ha
XUMUYHW BeLLecTBa)
Ceiling-C MpepenHa BMCoYMHa
CLP PernameHT (EO) Ne 1272/2008 0THOCHO KnacnduumpaHeTo, eTUKeTUPaAHETO 1 OMakoBaHeTO Ha BeLlecTBa
n cmecu (Classification, Labelling and Packaging)
COD XMMWYHa NOTPEeBHOCT OT KMCNOPO,
DGR Dangerous Goods Regulations (PernameHTV 0THOCHO onacHu ToBapu (B IATA/DGR))
DNEL Derived No-Effect Level (MonyyeHa HegencTBaLLa f03a/KOHLEHTPaLMSA)
EC50 Effective Concentration 50 % (EdpekTrBHa KoHLeHTpauwms 50 %). EC50 cboTBeTCTBa Ha KOHLeHTpaumaTa
Ha U3MNTBaHOTO BeLLeCcTBO, NpUYMHaBaLLa 50 % NpomMeHn B OTroBopa (Hanp. No OTHOLLEeHNE Ha
pacTexa) npes noco4eH BpeMeBU NHTepPBan
EINECS European Inventory of Existing Commercial Chemical Substances (EBponelickn cnucbk Ha
CbLLeCTBYBaLLMTE ThProBCKN XMMUYHW BeLLecTBa)
ELINCS European List of Notified Chemical Substances (EBponelicki cnMCbK Ha HOTUGULIMPAHNTE XUMUYHN
BeLlecTBa)
Eye Dam. Cepuro3HO yBpexa ounte
Eye Irrit. Jpas3HeLy ounte
GHS "Globally Harmonized System of Classification and Labelling of Chemicals" "rno6anHa xapmoHusnpaHa
cucTeMa 3a knacubuumpaHe 1 eTukmMpaHe Ha XMMUYHN NpoaykTn", paspaboTeHa oT OpraHm3aumsTa Ha
obeanHeHUTe HaUMn
IATA International Air Transport Association (MexayHapoAHa acoLmaLma 3a Bb3ayLleH TPaHCNopT)
TIATA/DGR Dangerous Goods Regulations (DGR) for the air transport (IATA) (PernameHT/ OTHOCHO OMacHW ToBapwu 3a
Bb3/yLLeH TPaHCnopT)
ICAO International Civil Aviation Organization (MeXgayHapogHa opraHm3auus 3a rpaXaaHcko Bb3gyxonnaBaHe)
IMDG International Maritime Dangerous Goods Code (MexXayHapoZaeH KoAeKC 3a NpPeBO3 Ha OnacHu ToBapwu no
Mope)
IOELV WHAMKaTUBHA rpaHNyYHa CTOMHOCT Ha NpodecroHanHa ekcno3nuyms
LD50 Lethal Dose 50 % (J/leTanHa go3a 50%): LD50 cboTBeTCTBa Ha A03aTa Ha M3NNTBAHO BELLLECTBO,
npuynHaBeaLla 50% netanHOCT Npes NocoYeH BpeMeBy UHTepBan
log KOW n-OkTaHon/sBoja
Muta. MyTareHHOCT 3a 3apoAVLLIHN KNeTKN
NLP No-Longer Polymer (BelLecTBo, KOeTo Be4e HAMa CBOWCTBA Ha NoAMMep)
PBT YcToliumBo, 61M0akyMyanmpaLLo 1 TOKCUYHO
PNEC Predicted No-Effect Concentration (npegnonaraema HegelicTBalla KOHLEHTpaLms)
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

ROTIPHORESE®Gel A 30 %, ras ctabunnsupaH

apTukyneH Homep: 3037

CbKp. OnucaHwva Ha U3Nos3BaHNTe CbKpalleHus
ppm Parts per million (4acTn Ha MUANOH)
REACH Registration, Evaluation, Authorisation and Restriction of Chemicals (Perncrpauus, oueHka,
paspellaBaHe 1 orpaHnyaBaHe Ha XUMUKanu)
Repr. TOKCUYHOCT 3a penpoayKkumsaTa
RID Reéglement concernant le transport International ferroviaire des marchandises Dangereuses (MpaBUAHNK
3a MeXJyHapoJeH xenesonbTeH NPeBo3 Ha ONacHW ToBapw)
Skin Corr. Kopo3unseH 3a Koxara
Skin Irrit. [lpa3HeL 3a KoxaTa
Skin Sens. KoxHa ceHcnbunmsaums
STOTRE CneunduryHa TOKCMYHOCT 3a ONpeAesieHN OpraHu - MoBTapsiLLa ce eKcno3numns
SVHC Substance of Very High Concern (BeLyecTBo, NopaxAaLlo ceprmo3HO 6e3rnoKolicTBO)
vPvB Very Persistent and very Bioaccumulative (MHOro ycToinunBo 1 MHOro 610aKkyMynnMpaLLlo)
EO Ne Cnincbka Ha EC (EINECS, ELINCS n NLP-cnncbk) e 3TOUYHUKBT 3a cegemumepeHns EO Homep,

VAEHTNGUKATOP Ha BelllecTBaTa B TbproBckaTa Mpexa B paMkuTe Ha EC (EBponeiickns cbio3)

NHaekc Ne NHAaeKkc HoMepbT e NAeHTUGUKALNOHHUAT KOA, AajeH Ha BeLLeCTBOTO B 4acT 3 Ha npuioxeHue VI kbm
PernameHT (EO) Ne 1272/2008

noc Volatile Organic Compounds (neTAnBm oOpraHNyYHn CbeAnHeHNs)

OCHOBHM No30BaBaHNA U N3TOYHMLN Ha A@aHHW B nnTepaTtypaTa

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

ABTOMOBUNHNS, XXeNe30MbTHUSA N BbTPELLHWSA BOAEH TPaHCNopT Ha onacHu Toeapu (ADR/RID/ADN).
MexayHapoeH KoeKC 3a NpeBo3 Ha onacHu Toeapu no mope (IMDG). Dangerous Goods Regulations
(DGR) for the air transport (IATA) (PernameHT OTHOCHO OMNacHM TOBapW 3a Bb3AyLUeH TPaHCNopPT).

Mpoueaypa 3a kKnacupuuupaHe

DOUBNYHN U XMMUNYHW CBOICTBA. KnacuouumpaHeTo ce OCHOBABA Ha MOA/I0XEHNTE HA U3NUTBaHe
cmecu.

OnacHocTu 3a 3apaBeTo. ONacHOCTY 3a OKO/IHATa cpeaa. MeToAbT 3a knacuduumpaHe Ha CMecu ce
OCHOBAaBa Ha CbCTaBKMTE Ha cMecTa (popMyna Ha aaUTUBHOCT).

CnNnNcbK Ha cCbOoTBETHUTE ¢ppasu (KoA N Nb/IeH TEKCT KaKTO ca NocoveHU B pa3genm 2 v 3)

Kop, TekcT

H301 TokCryeH Npu nornbLUaHe.

H302 BpegeH npuv nornbLyaHe.

H312 BpegeH npu KOHTaKT C KOXara.

H315 MNpean3BuKBa ApasHeHe Ha KoxarTa.
H317 Moxe Aa NpnunHM anepruyHa KoxHa peaxkums.
H319 Mpean3BnKBa CEPUO3HO JpasHeHe Ha ounTe.
H332 BpepeH npu BanuBaHe.

H340 Moxe Aa NPUYMHN reHeTUYHN AedpekTu.
H350 Moxe Aa NprynHn pak.
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

ROTIPHORESE®Gel A 30 %, ras ctabunnsupaH

apTukyneH Homep: 3037

Kopg, TekcTt
H361f Mpepnonara ce, Ye yBpexaa oniogmTenHata CnocobHOCT.
H372 MprnunHsaBa yBpexjaHe Ha opraHuTe nocpeAcTBoM MPOoAb/KUTENHA UV NMOBTapALLa ce eKCrno3nLms.

OTKa3 OT OTFOBOPHOCT

Tasn VIH¢0pMaLI,VIFI Ce OCHOBAaBa Ha HACTOALLOTO CbCTOAHME Ha NO3HaHMATa HWU. HacTtoawmaT UG e
CbCTaBeH N NpegHasHayeH eAMHCTBEHO 3a TO3U NMPOAYKT.
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