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

R0TH

Roti®fair pNPP 5 mg Tabnetkn, 3a 6moxmmus

apTukyneH Homep: 1117 JaTa Ha cbcTassHe: 10.11.2016
Bepcusa: 3.0 bg MNpepaboTeHo nsgaHmve: 14.04.2022
3amecTBa BepcuaTa oT: 09.03.2017

Bepcus: (2)

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

npeanpuaTneTo

1.1 NpeHTndunkaTop Ha npoaykKTa

NaeHTdrkaums Ha BeLLecTBoTO Roti®fair pNPP 5 mg TabneTku, 3a 6uoxumMmmns
ApTUKyNneH Homep 1117
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 MNoapo6HM AaHHM 3a AOCTaBUYUKA HA UHPOPMALMOHHUSA INCT 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

KnacnpuuympaHe cobrnacHo PernameHT (EO) Ne 1272/2008 (CLP)
Ta3m cmec He OoTroBaps Ha KpuTepunTe 3a knacnuumpaHe cbrnacHo PernameHT Ne 1272/2008/EO.

2.2 EnemMeHTM Ha eTUKeTa

ETnkeTnpaHe cbrnacHo PernameHT (EO) Ne 1272/2008 (CLP)
He ce n3ncKBa
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

Roti®fair pNPP 5 mg TabneTtkn, 3a 6moxmmus

apTukyneH Homep: 1117

2.3  [pyrv onacHocTu

PesynTtaTtun ot oueHkaTa Ha PBT n vPvB
CmecTa He CbAbpXKa BellecTBa, oueHeHn kaTo PBT naun vPvB.

PA3JEN 3: CbcTtaB/MHOpMaLMS 3a CbCTaBKUTE

3.1 BewecTBa
He e OT 3HauyeHue (cmec)

3.2 Cmecmn

OnmncaHme Ha cMmecTa

To3u1 NPoAYKT He OTroBaps Ha KpUTepuuTe 3a knacudumkaums B HUTO eAnH Kiac Ha onacHocCT
cbrnacHo GHS

PA3AE/ 4: Mepku 3a nbpBa NoMoLL,

4.1 OnuvcaHue Ha MepKuTe 3a NbpBa NOMOLL,

06wm 6enexxKkm
CBaneTe 3aMbpPCEHOTO 061€eK/10.
Cnep BaovLBaHe
Ocnrypu 4nCT Bb3AyX.
Cnepa KOHTaKT € KOXKaTa
ObneiiTe koXxaTa € Boja/B3emeTe AyLil.
Cnep KOHTaKT C ounTe
MpomMuBaiTe BHMMATENHO C BOAA B MPOABLXEHVE Ha HAKONKO MUHYTU.
Cnep nornbLjaHe
M3nnakHeTe ycTata. [pn Hepa3nonoxeHve ce obageTe Ha nekap.
4.2 Hali-cbLWecTBEHM OCTPU N HAaCTBbNBALUM c/les U3BECTEH Nepmoa oT BpeMme CUMNTOMMN U epekTun
CnmnToMu 1 edekTn He ca NO3HATU KbM AHeLlHa AaTa.

4.3 YKasaHue 3a HEOGXOAVIMOCTTa OT BCAKAKBU HEOT/IOOKHN MeANLUHCKUN TPpVXKU U cneyuasiHo
eyeHve

HAMa

PA3SAE/] 5: TpoTBONOXXapHU MepKu

5.1 Mo>xaporacntenHu cpeacTea

\
R

MoAaxoAsALM NoXKaporacuTeNHN CPpeacTBa

Ja ce KoOopANHMPAT NPOTUBOMOXapHUTE MepPKK C OKOJIHOCTAa
BOJa, NAHA, CyX npax 3a raceHe, ABC-npax
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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

Roti®fair pNPP 5 mg TabneTtkn, 3a 6moxmmus

apTukyneH Homep: 1117

Henopgxopsawin no)xaporacuTesHy cpeacTBa
BOZAHa CTpyA
5.2 Oco6eHU onacHOCTU, KOUTO MPON3TUYAT OT BELLLECTBOTO U/IN CMecTa
Heropum.
OnacHV NpoAyKTY Ha UsrapsiHe

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

5.3 CbBeTM 3a NoOXKapHUKapuTe

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

PA3/AE/ 6: Mepku npu aBapuiiHO N3nycKaHe

6.1  JlInuHu NpegnasHU MepKU, NpeanasHM CPeacTBa 1 NpoLeaypy NpU CNeLUHK cay4dan

3a nepcoHa’, KOATO He OTroBaps 3a CNewHU cy4vyau
KoHTpon Ha npaxa.
6.2 [peanasHy MepKku 3a ona3sBaHe Ha OKOJIHaTa cpeja
Mpeanassai OT 3aMbpCcsABaHe Ha OTTOYHM KaHaNM3aLumm, MOBbPXHOCTHN U MOAMNOYBEHW BOAN.

6.3 MeToau n maTepmanu 3a orpaHMYaBaHe U NOYUCTBaHe

CbBeTV OTHOCHO HAaYMHUTE, N0 KOUTO Aa ce orpaHUYu pasinBbT

MoKkpmBaHe Ha OTTOYHW KaHanu3aumu. [la ce cbbepe MexaHW4Ho.

CbBeTV OTHOCHO HAaYUHUTE, MO KOUTO Aa ce NOYUCTU Pa3IuBbLT

Jla ce cbbepe MexaHN4Ho.

Apyra uHpopmaLms 0OTHOCHO pas/IBU N N3NYCKaHWA

MNMocTaBeTe B NOAXOAALLM KOHTEiHepW 3a N3XBbpasHe. NpoBeTpsBail 3acerHaTtaTa 30Ha.
6.4 [o3oBaBaHe Ha Apyru pasaenun

OnacHW NPOAYKTU Ha n3rapsiHe: BUX pasgen 5. JINYHM npeanasHu CpeacTBa: BUXK pasgen 8.
HecbBMecTUMUM MaTepuranm: BUX pa3gen 10. O6e3BpexaaHe Ha oTnagbunTe: BUX pasgen 13.

PA3JEN 7: PaboTa n cbxpaHeHne

71 MpeanasHn Mmepkun 3a 6e3onacHa pa6oTa

He ca HeobxoanMu cneumanHy Mepku 3a 6e30nacHoCT.
CbBeTU 3a 061U, XTMeHa Ha Tpyaa
[la ce cbxpaHsBa fganeye OT HAMUTKM N XPaHW 3@ Xopa U XXMBOTHMU.

7.2  YcnoBus 3a 6e30NacHO CbXpaHsBaHe, BK/IIOYUTETHO HECbBMECTUMOCTI
[la ce cbxpaHsBa Ha Cyxo MACTO. [la ce CbXxpaHaBa Ha XJ1afHO MACTO.
HecbBMecTMM BellecTBa UAnM cMecu
CnasBalTe ykazaHuMATa 3a KOMOVHMPAHO CbXpaHeHwue,

Bbarapus (bg) CrpaHnua 3/13



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

Roti®fair pNPP 5 mg Tabnetkn, 3a 6moxmmus

apTukyneH Homep: 1117

CnasBaHe Ha Apyrv cbBeTuU:
M3nckBaHUA 3a BeHTUNaALUA
[a ce nsnonsea nokanHa n obuia BeHTUNAUMS.
CneundpuryHO NpoeKTMpaHe Ha NOMeLLEeHUs 3a CbXPaHeHUe UAN Ha CbAoBe
MpenopbyaHa Temnepartypa Ha cbxpaHeHue: -20 °C
7.3 CneumndunuHa(n) kpaiiHa(n) ynotpeba(un)
Hama Hann4vHa nHbopmayus.

PA3/AE/N 8: KOoHTpo/1 Ha eKcno3uunaTa/NnNyHU npeanasHy cpeacTBa

8.1 MapameTpy Ha KOHTPOJI

HauVOHaNHM rPaHNYHM CTOVHOCTIN

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

Abp HanmeHoBaHue Ha CAS Ne NpeHtTmn 8uyaca 15min Ceiling Hotay W3TOo4YHM
XaBa peareHTa ¢ukatop [mg/ [mg/ -C[mg/ ns K
m3] m3] m3]
BG npax GSRM eq3, r, NAREDBA
more2sil Ne 13
resp
BG npax GSRM 5 i, NAREDBA
more2sil Ne 13
resp,
dust
HoTauusa
15 min MpaHMLa Ha KPaTKOCPOYHA eKCMO3ULMS: rPaHNYHa CTOMHOCT, Haj KOATO He TpsibBa Aa MMa eKCno3nums 1 KoATo
ce OTHacAd 3a 15-MI/IHyTeH nepunoj, oCBeH ako He € MoCoYeHOo Apyro
8 yaca YcpeaHeHa BbB BPeMeTO CTOMHOCT (MMMUT Ha AbIrOCPOYHA eKCNO3ULNS): USMEPEHO NN U3UYMCIEHO No

OTHOLLeHVe Ha cpeZeH 6a30B Nepuog OT oceM Yaca
Ceiling-C  lMpeaenHa BUCOYMHA € rPaHMYHa CTOMHOCT, Hag, KOATO He TPsibBa Aa MMa eKcrno3nuums
dust KaTo npax
eq3 [Mg/m3] = (0,07 x 100)/%Si02
i WNHxanabunHa ppakumns
more2silres CbabpxaLy Hag 2 % cBo6OAeH KpUCTaneH CUANLMEB ANOKCUA B pecnpabunHata ¢pakums

p
r PecnnpabunHa ¢pakums

8.2 KoHTpon Ha ekcnosnyuAaTa
NHpnBmnayanHn mepku 3a 3awjuTta (IMYHM npeanasHm cpeacTBa)

3awmTa Ha ouunTe/nnueTo

V13nonseaw npeanasHm Mackm CbC CTPaHWYHAa 3alnTa.

3awmTa Ha KoXKaTa
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NHdopmaLmoHeH nncT 3a 6e3onacHOCT ©

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

Roti®fair pNPP 5 mg TabneTtkn, 3a 6moxmmus

apTukyneH Homep: 1117

* 3al4MTa Ha pbLeTe

[la ce HoCAT nogxoAdawm pbkasnuu. NMoaxoasaLwm ca pbKaBuLmM 3a 3aLlUMTa OT XMMKKaNW, KOUTO ca
n3nNuUTaHu B cboTBeTcTBME C EN 374.

* B Ha MaTepuana

NBR (HuTprnnos kayuyk)

* pe6envHa Ha maTepmuana

>0,11 mm

* NI3HOCBaHe Ha MaTepuasa Ha pbKaBuLUTe
>480 MUHYTU (NPOHNKBAHE: HNBO 6)

* AOMB/IHUTE/THN MEpPKU 3a 3aLumTa

[a ce ocTaBAaT nepmnoan Ha Bb3CTaHOBABAHE 3a pereHepauna Ha KoxaTa. ﬂpoq)vmaKquHa 3alWnTa Ha
KoXkaTa (3aLlnTHN KPEMOBe/MeXﬂeMI/I) ce npenopb4Ba.

3awWMTa Ha guXaTesIHUTe NbTULLA

)

4

AnxatenHa 3awmTta e HeobxoauMa npu; OTaensiHe Ha nNpax. Anapat ¢untpupaly, yactuum (EN 143).
P1 (dnntpmpa noHe 80 % OT Bb3AYLUIHOMNPEHOCHUTE YacTULM, LIBETOBM Koz: bsn).

KOHTpoN Ha eKcno3numsTa Ha OKoJIHaTa cpefa
I'Ipe,u,rla3BaV| OT 3aMbpCdABaHe Ha OTTOYHW KaHannm3auynn, NOBbPXHOCTHU U nogno4vBeHW BOAN.

PA3EN 9: PUSNYHUN N XMMUNYHW CBOIACTBA

9.1

WNHdopmaLms OTHOCHO OCHOBHUTE GU3MYHU U XMUMUYHU CBOACTBA

PU3NYHO CbCTOSHKE TBBLPA

dopma TabneTkun

LBar 651 - CBETNOXBAT

Mwpuc Tasn nHGopmaums He e HalnYHa
Touka Ha ToneHe/To4YKa Ha 3aMpb3BaHe He e onpejeneH

Touka Ha KnneHe NN Ha4vanHa TOYKa Ha KMNeHe N He e onpegeneH
MHTEepPBaa Ha KnrneHe

3ananmmocTt Heropmm

[loNHa 1 ropHa rpaHyua Ha eKcrnao3nBHOCT He e onpegeneH
Touka Ha 3ananBaHe He e NPUNOoXNM
TemnepaTtypa Ha camo3ananBaHe He e onpegeneH
Temnepatypa Ha pa3nagaHe He ce oTHac4
pH (cTonHoCT) He e MPUNoXUM
KnHemaTnyeH BuckosuTeT He ce oTHac4
PasTBopumocT(11)

Pa3TBoprMOCT BLB BOJa He e onpejeneH

Bbarapus (bg) CrpaHnua 5713



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

Roti®fair pNPP 5 mg TabneTtkn, 3a 6moxmmus

apTukyneH Homep: 1117

9.2

KoedurumeHT Ha pa3npeaeneHune

KoeduumeHT Ha pasnpeseneHvie n-oKTaHoNA/BoOAa
(norapnTMuYHa CTOMHOCT):

HanaraHe Ha napute

MABTHOCT U/ VAW OTHOCUTENIHA NJTBTHOCT

MnbTHOCT

OTHOCKTeNHa NABTHOCT Ha napute

XapaKTepI/ICTI/IKI/I Ha 4vacTtmynmte

Apyrv napameTpu Ha 6e3oMacHoCTTa

Okcuampallm cBolicTBa

Apyra uipopmauyums

NHpopmaLmsa BbB Bpb3Ka C knacoBeTe Ha
$131YHa ONacHOCT:

Apyrn xapakTepucTnkm 3a 6e3onacHoOCT:

He ce oTHacA (HeopraHM4YHo)

HE € onpeaeneH

He e onpeaeneH

HAMa Ha/ln4Ha |/|H¢opmau,|/m OTHOCHO TOBa
cBOMCTBO

HAMa HannMuHyM AaHHW.

HAMa

KnacoBe Ha onacHocT cbra. GHS
(dbm3nYHM onacHoOCTM): He ce OTHacH

Hsima gonbnHuTeNnHa nHbopmaums.

PA3AE/ 10: CTabUNHOCT N peaKTUBHOCT

10.1

10.2

10.3

10.4

10.5

10.6

PeakTmBHOCT

To3n maTepuran He e peakTMBEH NPV HOPMasHW YCI0BUS Ha cpeaaTa.

XMuyHa ctabunHocT

MaTepurana e ycToiiumB Ha TemMnepaTypa 1 HansiraHe Uam B obnyariHa cpesa 1 npu npeasuanMuTe

YCNOBUS Ha CbXpaHeHre 1 paboTa.

Bb3MOXXHOCT 3a onacHU peakumu

Pearupa ps3Ko C: CL/IeH OKUCNTeN

YcnoBus, kouTo Tpsi6Ba Aa ce nsbarear

Hama cneunduryHN ycnoBrs KOUTO TpsibBa Aa ce 13baArear.

HecbBmecTMKM MaTepunanun

Hama gonbnHuTenHa nHdopmaums.

OnacHwv NpoAyKTW Ha pa3nagaHe

OnacHWM NPoAYKTU Ha U3rapsHe: BUX pa3gen 5.

Bbarapus (bg)
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NHdopmaLmoHeH nncT 3a 6e3onacHOCT ©

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

Roti®fair pNPP 5 mg TabneTtkn, 3a 6moxmmus

apTukyneH Homep: 1117

PA3AEN 11: TokcukonornyHa nHopmaums

1.1

NHdopmaums 3a KlacoBeTe Ha ONACHOCT, onpeaeneHu B PernameHT (EO) Ne 1272/2008
Jlvnca Ha AaHHW OT M3NUTBaHe 3a Lsanarta cMmec.
Mpoueaypa 3a kKnacnunumpaHe

MeToabT 3a KnacndumumpaHe Ha CMeCh Ce OCHOBaBa Ha CbCTaBKUTE Ha cMecTa (popmyna Ha
AANTUBHOCT).

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

Tasm cmec He OTroBapst Ha KpuUTepunTe 3a knacnouumpaHe cbrnacHo PernameHT Ne 1272/2008/EO.
OcTpa TOKCMYHOCT

Ja He ce knacndunumpa KaTo 0CTPO TOKCUYEH.

Kopo3usa/apa3HeHe Ha Ko)kaTa

[la He ce knacndunumpa KaTo KOpPo3nBeH/Apa3HeLL, 3a KoxaTa.

Ceprio3HO yBpeXaaHe Ha ounTe/Apa3HeHe Ha ounTe

Ja He ce knacnduumpa KaTo CepP1O3HO YBPEXAALL, OUNTE NN Apa3HeLl ouunTe.
PecnupaTopHa Unm KoXKHa ceHcmbunumnsaums

Ja He ce knacndunumpa KaTo pecnnpaTopeH Nam KoXeH ceHcmbnnmnsaTop.
MyTareHHOCT 3a 3apOAVILLHU KNeTKN

Ja He ce knacndunumpa KaTo MyTareHeH 3a 3apOoAULLHNTE KIeTKN.
KaHueporeHHoOCT

Ja He ce knacndunumpa KaTo KaHLepOoreHeH.

ToKCUYHOCT 3a penpoayKkumusaTa

Ja He ce knacndunumpa KaTo TOKCUYEH 33 penpoayKUnSTa.

CneundpuryHa TOKCMYHOCT 3a onpegeneHn opraHu - e4HOKpaTHa eKcnosnuums

Jla He ce knacndunumpa kaTo cneymdryHa TOKCUYHOCT 3a OnpeAesieHn OpraHu (e4HOKpaTHa
eKcrnosnuus).

CneuudpurUyHa TOKCMYHOCT 3a onpeaeneHn opraHu - NoBTapsLLa ce eKCno3mums

Ja He ce knacndunympa kato cneumdryHa TOKCUYHOCT 3a onpejenieHn opraHun (NoBTapsla ce
ekcnosnuns).

OnacHoCT npu BAULLBaHe
Ja He ce knacnduumpa KaTo NpeAcTaBasBaLL, ONAaCHOCT NpU BANLLBAHe.

CUMNTOMM, CBBbP3aHU C PU3NUYHUTE, XUMUUYHNTE U TOKCUKOJIOTUYHUTE XapaKTeEPUCTUKN
* [py nornbLiaHe

He ca Hanuue faHHW.

* [Ipy KOHTaKT C ouunTe

He ca Hanuue faHHW.

* Mpu BAULLBaHe

He ca Hanuue faHHWN.

* [py KOHTaKT € Ko)aTa

He ca Hanuue faHHWN.
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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

Roti®fair pNPP 5 mg TabneTtkn, 3a 6moxmmus

apTukyneH Homep: 1117

* fipyra nidopmauus
He ca n3sectHu epekTn BLPXY 34paBeTo.

11.2 CBoiicTBa, HapywaBawm GyHKLMNTE Ha eHAOKPUHHATa cucTtemMa
Hunkos OT CbCTaBKUTE He e n3bpoeHa.

11.3 WNHPopmaumsa 3a gpyrm onacHocTU
Hsama gonbnHnTenHa nHopmaums.

PA3AEN 12: EkonornyHa nHpopmavmsa

12.1 TOKCMYHOCT
[la He ce knacndurumpa KaTo ornacHo 3a BoAHaTa cpeja.

BuoxnmMmunyHo pasrpaxxkgaHe

He e npsiko 6nopasrpagnmo. MeToaunTe 3a onpejensiHe Ha CTeMNeHTa Ha pasrpaxzaaHe He ca
NPUAOXNMUN NPU HEOPraHUYHW BeLLecTBa.

12.2 TMpouec Ha pasrpaxagaHe
He ca Hanvue gaHHW.
12.3 Buoakymynupaiya cnocobHocT
He ca Hanvue gaHHW.
12.4 NpeHocMmoCT B NoyBaTa
He ca Hanvue gaHHW.
12.5 Pe3syntatu oT oueHkaTa Ha PBT n vPvB
He ca Hanvue gaHHW.
12.6 CBoiicTBa, HapywaBaly PYHKLUMNTE Ha EHAOKPUHHAaTa cucTtema
H1Kos OT CbCTaBKUTE He e 3bpoeHa.
12.7 [Apyrv He6naronpusaTHU edpeKkTn
He ca Hanvue gaHHW.

PA3JEN 13: O6e3BpexxaaHe Ha oTnagbuuTe

13.1 MeToawn 3a TpeTnpaHe Ha oTNaabLUM

O6bpHeTe ce KbM MeCTHaTa /iLeH3npaHa ¢prpMa 3a CMeTOM3BO3BaHe OTHOCHO U3XBbLP/IAHETO Ha
oTnagbum.

NHdopmaLumsa 0THOCHO U3XBBPJISHETO B KAaHaNU3aLMOHHaTa cMcTeMa
[la He ce n3nycka B kKaHanmM3saumaTa.
13.2 CboTBeTHU pasnopeAby oTHaCALLM ce A0 OTNaAbLUM

MocTaBAHETO Ha KOAOBE/HAaVIMEHOBaHNSA BbPXY OTNaAbLUTE Aa Ce U3BBLPLUM B CbOTBETCTBUE C
HapegabaTa 3a kaTanora Ha oTnagbuu, CbobpasHo cneundrkaTa Ha Aa4eHOTO NMPOU3BOACTBO NN
npouec. PernameHT Ha oTnagbuuTte (FfepmaHmng).

Bbarapus (bg) CrpaHnua 8/13



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

R0TH

Roti®fair pNPP 5 mg TabneTtkn, 3a 6moxmmus

apTukyneH Homep: 1117

13.3 3abenexxkm

OTnagbunTe TpsibBa Aa 6bAAT pasjeneHn B KaTeropum, KOUTO MOraT Aa Ce TPeTUPAT Pasfe/iHo OT
MeCTHUWTE NN HaUMOHAaNHWTE BNACTW 3a yrpaB/ieHne Ha oTnagbuu. VimaliTe npeasng BCUYKM
HaLWOHANHW U PErVIOHANHN Pa3nopestn, KOUTO Ca OT 3HaUeHMe.

PA3AEN 14: NHdopMaLmMsa OTHOCHO TPAHCMOPTUPAHETO

141 Howmep no cnucbka Ha OOH nnun He e MpeAMeT Ha TPaHCMOPTHW Hapeabu
naeHTuPrKaLmMoHeH Homep

14.2 Tou4yHO Ha HaMMeHOoBaHMe Ha npaTKaTa no He e onpejeneH
cnncbka Ha OOH

14.3 Knac(oBe) Ha onacHOCT Npwu TpaHCNopTMpaHe  HAMA
14.4 OnakoBbYHa rpyna He e onpejeneH

14.5 OnacHoCTM 3a OKOJIHaTa cpega 6e3 0rnacHOCT 3a OKO/IHaTa cpesa CbI.
PernameHTVTe 3a OMacHW ToBapu

14.6 CneuwanHu npeanasHN Mepku 3a noTpeébutenure
Hama gonbnHuTenHa nHdopmMaums.

14.7 MopCKM TPAHCNOPT HA TOBapy B HACUMNHO CbCTOAAHUE CbINIACHO UHCTPYMEHTM Ha
MeXayHapoaHaTa MopcKa opraHmM3auus

ToBapa He e nNpezHa3HauyeH 3a NPeBo3 B HACUMHO CbCTOsIHME.

14.8 WHpopmaLma 3a BCUUKU NpUMepHU npaBuaa Ha OOH

ABTOMO6UNHMSA, )KeNne30MbTHUA U BbTPELUHNA BOAEH TPaHCNOPT Ha onacHu ToBapu (ADR/RID/
ADN) - lonbnHnTeNnHa nHpopmaums

He ca npegmet Ha ADR, RID n ADN.

Me>xayHapoaeH KoaeKe 3a NpeBo3 Ha onacHu ToBapu no mope (IMDG) - Jonb/HUTENHA
nHbopmaumsa

He ca npeamet Ha IMDG.

Me>xayHapoaHa opraHM3auus 3a rpakgaHcko sb3gyxonnasaHe (ICAO-IATA/DGR) -
AonbnHntenHa uipopmavus

He ca npeamet Ha ICAO-IATA.

PA3AEN 15: UHPopmaumsa OTHOCHO HOpMaTUBHaTa ypeaba

15.1 CneuuédunyHU 3a BeLWECTBOTO NIN CMecTa HopMaTUBHa ypeab6a/3akoHo4aTeNcTBO OTHOCHO
6e3onacHOCTTa, 34paBeTo N OKOoJIHaTa cpeaa

CboTBeTHUTe pasnopea6bu Ha EBponeiickmsa cbio3 (EC)

OrpaHuyeHus cernacHo REACH, npunoxxeHue XVII
HUKOS OT CbCTaBKUTE He e U36poeHa

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

HnKos OT CbCTaBKUTE He e n3bpoeHa.
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

Roti®fair pNPP 5 mg Tabnetkn, 3a 6moxmmus

apTukyneH Homep: 1117

Seveso lupekTuBa

2012/18/EC (Seveso III)

Ne OnacHo BeLLecTBO/KaTeropmm Ha onacHocT MNMparoBo KoNM4ecTBo (B TOHOBE) 3a

npunaraHeTo Ha USNCKBaHUATa Npuv
HUCBK N BUCOK PUCKOB NnoTeHUnan

He e onpejeneH

Deco-Paint inpekTuBa

N10OC cbabpxaHue 0%

AI/IPEKTI/IBa 3a eMUCNnNTE OT NPOMULLIEHOCTTA

NOC cbabpxaHue 20 %

AvpeKTUBa OTHOCHO OrpaHMYeHNETO 3a yrnoTpe6aTa Ha onpeAeneHn onacHU BeLlecTBa B
e/IeKTPUYecKoTOo N eNeKTPOHHOTO o6opyaBaHe (RoHS)

HNKOA OT CbCTaBKNTE He € |/|36poeHa

PernameHT 3a cb3aaBaHe Ha EBponeiickm perncTsbp 3a n3nyckaHeTo U NMpeHoca Ha
3ambpcutenm (PUN3)

HMKOS1 OT CbCTaBKUTE He e N36bpoeHa

PernameHT OTHOCHO NpeAJ/iaraHeTo Ha Na3apa v U3MoJI3BaHeTo Ha NPeKYPCoOpy Ha B3pUBHU
BellecTsa

HVKOSI OT CbCTaBKMUTE He e 13bpoeHa

PernameHT OTHOCHO NpeKkypcopuTe Ha HaPKOTUYHUTE BellecTBa

HVKOSl OT CbCTaBKUTE He e 136poeHa

PernameHT OTHOCHO BeLL,eCTBa, KOMTO HapyLUaBaT 030HOBUS cioiA (ODS)
HVKOS! OT CbCTaBKUTE He e N3bpoeHa

PernameHT OTHOCHO U3HOCA U BHOCA Ha onacHu xumukanum (PIC)

HVKOS OT CbCTaBKUTE He e N3bpoeHa

PernameHT OTHOCHO YCTOMUYMBUTE OpraHUYHM 3aMmbpcutenm (POP)
HMKOS1 OT CbCTaBKUTE He e N36bpoeHa

Apyra nieopmaums

AvpekTnea 94/33/EO 3a 3akpunia Ha MaajuTe xopa Ha paboTHOTO MACTO. [la ce cnassat
OrpaHNYeHATa 3a TPYA0Ba 3aeTOCT Ha 6peMeHHU N KbpMeLLM XXeHW Cbr1acHO 3akoHa 3a TpyA0Ba
3aWmTa Ha XXeHuTte (92/85/EM0).

HauwvoHanHn MHBEHTapumsauumum

CnucbkK CraTtyc
AU AICS BCUYKWN CbCTaBKM Ca N36poeHun
CA DSL BCMYKM CHCTaBKM Ca N3bpoeHn
CN IECSC BCUYKWN CbCTaBKM Ca N3bpoeHu
EU ECSI BCMYKN CHCTaBKM Ca N3b6poeHn
EU REACH Reg. BCUYKWN CbCTaBKM Ca N36poeHu
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

Roti®fair pNPP 5 mg Tabnetkn, 3a 6moxmmus

apTukyneH Homep: 1117

CnuchK

JP CSCL-ENCS BCMYKM CbCTaBKW Ca N36poeHun
JP ISHA-ENCS BCMYKM CbCTaBKW Ca N3bpoeHu
KR KECI BCMYKM CbCTaBKU Ca N36poeHu
MX INSQ He BCUYKWN CbCTaBKM Ca N36poeHun
NZ NZIoC BCUYKWN CbCTaBKM ca N36poeHn
PH PICCS He BCUYKWN CbCTaBKM Ca N36poeHun
TR CICR He BCUYKM CbCTaBKW ca N3bpoeHn
TW TCSI BCMYKM CbCTaBKW Ca N36poeHu
us TSCA BCMYKM CbCTaBKW Ca N3bpoeHun

NereHpa

AICS Australian Inventory of Chemical Substances

CICR Chemical Inventory and Control Regulation

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

DSL Domestic Substances List (DSL)

ECSI EO cnunckbk Ha BewecTBaTa (EINECS, ELINCS, NLP)

IECSC Inventory of Existing Chemical Substances Produced or Imported in China

INSQ National Inventory of Chemical Substances

ISHA-ENCS Inventory of Existing and New Chemical Substances (ISHA-ENCS)

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 npoBeseH oLeHKM Ha 6e30MacHOCT 3@ XMMUYHY BELLECTBA B Ta3n CMeC.

PA3AEN 16: Apyra uipopmauus

MHpukaumnsa Ha npomMeHU (pegakTUpaH MHPOPMALMOHHUAT JINCT 3a 6€30NacHOCT)
lMpuBexaaHe B cboTBeTCTBME C pernaMeHT: PernameHT (EO) Ne 1907/2006 (REACH), nsmeHeH ot 2020/

878/EC

MpecTpykTypupaHe: pasgen 9, pasgen 14

Pazgen

BUBLLO BrCBaHe (TeKCT/CTOMHOCT) AKTyanHo BnmcBaHe (TeKCT/CTOMHOCT)

2.2 CurHanHa gyma: Aa
He ce 13K1CKBa
23 [pyrvn onacHocTtu: Jpyrvn onacHoctn Ja
Hama gonbaHuTenHa nHdopmauums.
2.3 Pe3syntatn oT oueHkaTta Ha PBT n vPvB: aa
CMecTa He CbAbp>Ka BeLLecTBa, OLeHeH KaTo
PBT nnn vPvB.

Bvnrapus (bg)

CrpaHuua 11713



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

Roti®fair pNPP 5 mg TabneTtkn, 3a 6moxmmus

apTukyneH Homep: 1117

CbKpalieHUsA U akpoHUMU

CbKp. OnucaHuA Ha U3Nos3BaHNTe CbKpaLleHus
15 min paHMLa Ha KpaTKoCpOYHa ekcrno3nuymsa
8 vaca YcpesHeHa BbB BpemMeTo CTOMHOCT
ADN Accord européen relatif au transport international des marchandises dangereuses par voies de

navigation intérieures (EBponeiicko cnopasymeHue 3a MexzyHapo/AeH NpeBo3 Ha onacHy ToBapy Mo
BbTPELLHY BOAHW MbTULLA)

ADR Accord relatif au transport international des marchandises dangereuses par route (cnorogba 3a
MeX/AyHapo/eH NpeBo3 Ha OMacHM TOBapW Mo LIoce)

CAS Chemical Abstracts Service (cnyx6aTa 3a XUMWYHW NHAEKCK CbCTaBs Hali-n3yepnatenns CnMcbk Ha
XUMWUYHW BeLecTBa)

Ceiling-C MpepenHa BMcounHa
CLP PernameHT (EO) Ne 1272/2008 0THOCHO KnacnduumpaHeTo, eTUKeTUPaAHETO 1 OMNakoBaHeTO Ha BeLlecTBa
n cmecu (Classification, Labelling and Packaging)
DGR Dangerous Goods Regulations (PernameHT\ oTHOCHO onacHu ToBapw (BUx IATA/DGR))
EINECS European Inventory of Existing Commercial Chemical Substances (EBponerlickn cnucbk Ha
CbLUeCTBYBaLLMTE ThbProBCKN XMMUYHW BeLLecTBa)
ELINCS European List of Notified Chemical Substances (EBponelicki cnUCbK Ha HOTUGULMPAHNTE XUMUYHN
BeLlecTBa)
GHS "Globally Harmonized System of Classification and Labelling of Chemicals" "fno6anHa xapmoHu3npaHa

cucTemMa 3a knacuourumpaHe 1 eTUKMpaHe Ha XMMUYHW NpoaykTn", paspaboTeHa oT OpraHu3auusTa Ha
obeanHeHUTe HaUMn

IATA International Air Transport Association (MexayHapoAHa acoLmaLmsa 3a Bb3ayLleH TPaHCNopT)
IATA/DGR Dangerous Goods Regulations (DGR) for the air transport (IATA) (PernameHT/ OTHOCHO OMNacHW ToBapwu 3a
Bb3/yLUeH TPaHCNopPT)
ICAO International Civil Aviation Organization (MeXxgayHapogHa opraHm3auus 3a rpaXAaHcko Bb34yxonnaBaHe)
IMDG International Maritime Dangerous Goods Code (ME)KAy)HaPOAEH KOAEKC 3a MpeB03 Ha OnacHM ToBapw No
mMope

NAREDBA Ne 13 Hapegba Ne 13 o1 30 gekemBpwu 2003 r. 3a 3aLimTa Ha paboTeLLmTe OT PUCKOBE, CBbP3aHW C eKCNO3nLUA
Ha XMMWUYHW areHTn Npu paboTa

NLP No-Longer Polymer (BeLecTBo, KoeTo BeYye HAMa CBOMCTBA Ha NoaMMep)
PBT YcToliumBo, 61M0aKyMynmpaLLo 1 TOKCUYHO
REACH Registration, Evaluation, Authorisation and Restriction of Chemicals (Perncrpauus, oueHka,
paspellaBaHe 1 orpaHnyaBaHe Ha XMMUKanu)
RID Réglement concernant le transport International ferroviaire des marchandises Dangereuses (MpaBUAHNK
3a MeX/AyHapOo/JeH Xee30nbTeH NpeBo3 Ha OrnacHu ToBapu)
SVHC Substance of Very High Concern (BeLLecTBO, MopaxaLlo cepruo3Ho 6e3MnoKoncTBO)
vPvB Very Persistent and very Bioaccumulative (MHOro ycTonunBeo 1 MHOro 610akyMyamnpaLLo)
noc Volatile Organic Compounds (neTAnBM OpraHNyYHn CbeAnHeHNs)

OCHOBHM No30BaBaHUA 1 U3TOYHULN Ha AaHHU B nnTepaTtypaTta

PernameHT (EO) Ne 1272/2008 OTHOCHO KnacnpuLumMpaHeTo, eTUKeTUPaHEeTO 1 ONakoBaHeTOo Ha
BellecTBa 1 cMecu (Classification, Labelling and Packaging). PernameHT (EO) Ne 1907/2006 (REACH),

mn3meHeH ot 2020/878/EC.
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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

R0TH

Roti®fair pNPP 5 mg TabneTtkn, 3a 6moxmmus

apTukyneH Homep: 1117

ABTOMOBUAHKSA, XeNe30NbTHUSA 1 BbTPELLHNSA BOAEH TPAHCNOPT Ha onacHu ToBapu (ADR/RID/ADN).
MexgyHapozeH KoAeKC 3a NpeBo3 Ha onacHu ToBapu rno mope (IMDG). Dangerous Goods Regulations
(DGR) for the air transport (IATA) (PernameHT OTHOCHO OMacHM TOBapW 3a Bb3AyLLeH TPaHCNopT).

Mpouepypa 3a knacnpunuympaHe

DOUBNYHM N XMMUYHW CBOICTBA. KnacnounumpaHeTo ce 0CHOBaBa Ha NMOAJ/I0XEHUTE Ha U3NUTBaHe
cMecu.

OnacHocTy 3a 3apaBeTo. ONacHOCTY 3a OKOJIHATa cpeaa. MeToAbT 3a knacuduumMpaHe Ha CMecu ce
OCHOBAaBAa Ha CbCTaBKMTE Ha cMecTa (popMyna Ha aaUTUBHOCT).

OTKas oT OTroBOpPHOCT

Ta3u nHopmMaLusa ce 0OCHOBaBa Ha HACTOALLOTO CbCTOAHME Ha MO3HaHMATa HW. Hactoawmat U1B e
CbCTaBeH N npejHa3HayeH egMHCTBEHO 3a TO3W NPOAYKT.
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