[Ao6poBonHa nHpopmaLmsa 3a 6esonacHocT no popmara
3a HOpMU 3a 6e30nacHOCT cbrnacHo PernameHT (EO) Ne
1907/2006 (REACH)

R0TH

ROTI®ImmunoBlock 10x conc., roToB 3a ynotpeb6a

apTukyneH Homep: T144 JAaTa Ha cbceTaBsHe: 25.09.2019
Bepcusa: 3.1 bg MNpepaboTeHo nsgaHve: 10.10.2024
3amecTBa BepcuaTa oT: 21.09.2024

Bepcus: (3)

PA3SAEN 1: UaeHTPMKaLMA Ha BeLLLeCcTBOTO/CMecTa N Ha
Apy>xecTtBoTo/npeanpuaTneTo

1.1  WNaeHTUPUKaTOp Ha NpoAYyKTa

NaeHTUdrnKaums Ha BeLLeCTBOTO EOTI®ImmunoBIock 10x conc., roTos 3a yrnoTpe-
a

ApTukyneH Homep T144

PerncrpauyvioHeH Homep (REACH) He e OT 3HayeHune (cmec)

1.2 WpaeHTnunumpaHm ynotpebu Ha BeLLLeCTBOTO UM CMECTa, KOUTO ca OT 3Ha4yeHue, 1 ynotTpeéu,
KOMTO He ce npenopbyBaT

NaeHTUdnumpaHu ynotpebu, KouTo ca oT JlabopaTopeH XMuKan
3HaueHue: NabopaTtopHa 1 aHanMTnyHa ynoTpeba
YnoTtpebu, KOUTO He ce NpenopbYBaT: Ja He ce n3Mon3Ba 3a YacTHU Lenn (LOMaKMHCT-

Ba). Hanutkmn n XPaHW 3a Xopa N XNBOTHN.

1.3 Mogpo6HU AaHHM 3a AOCTaBUMKaA Ha MIHOPMALIMOHHMSA UCT 3a 6e3onacHOCT

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

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

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

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

KomneTeHTHO NnLe, KOeTo OTroBaps 3a Department Health, Safety and Environment
NHGOPMALIMIOHHNSA INCT 3@ 6e30MaCHOCT:

1.4 TenedoHeH HOMep NMpU CNeLUHU cnydyau

MoweHc- TenedoH Ye6cainT

K1

Kopa/Hace-

NeHOo MsCc-
TO

National Toxicology Center Totleben Blvd No. 21 1606 Sofia +3592 9154233 | www.pirogov.bg
Toxicology clinic "N.I. Pirogov"

PA3AEJ 2: OnucaHue Ha onacHoOCTUTe

2.1 KnacudpuumpaHe Ha BeLLLECTBOTO UM cMecTa

KnacnuuympaHe cbrnacHo PernameHT (EO) Ne 1272/2008 (CLP)
Ta3u cmec He OTroBaps Ha KpUTepumTe 3a knacuuumpaHe cbrnacHo PernameHT Ne 1272/2008/EO.
2.2 EnemeHTV Ha eTUKeTa

ETukeTupaHe cbrnacHo PernameHT (EO) Ne 1272/2008 (CLP)
He ce N3ncKBa
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2.3 [Apyrv onacHocTwm
PesynTtaTwu oT oueHKaTa Ha PBT n vPvB
He cbabpxaw, PBT-/vPvB-BeLwecTBO B KOHUeHTpauus = 0,1%.

CBoliCTBa, HapyLlaBaLl GYHKLUUTE HA EHAOKPMHHATa cmMcTeMa
He cbabpxa eHAoOKpUHeH HapywnTen (ED) B koHueHTpauusa > 0,1%.

PA3JEN 3: CbcTtaB/MHPOpMaLMs 3a CbCTaBKUTE

3.1 BewiecTtBa
He e OT 3HaueHue (cmec)

3.2 Cmecm

OnucaHue Ha cMmecTa

Tos3n NMPOAYKT HE OTroBapsA Ha KPUTEPUNTE 3a K}'IaCI/I(])I/IKaLI,VIFl B HNTO €4AWH KJ1aC Ha ONnacHOCT Cblrac-
Ho GHS

PA3SAE/ 4: MepKku 3a NbpBa NoMoLy,

4.1 OnwncaHue Ha MepKUTe 3a NbpBa NOMOLL,

O6Lwm 6enexxkn
CBaneTe 3aMbpCEHOTO 06AEK/0.

Cnep BgnwiBaHe
Ocnrypu YnCT Bb3AyX.
Cnep KOHTAKT € KoXKaTa
Ob6neinTe KoXaTa € BOAa/B3emMeTe AyLul.
Cnep KOHTaKT € ounTe
MpomMuBainTe BHMMATENHO C BOAA B MPOABLAXEHME Ha HAKONKO MUHYTU.
Cnep nornbLjaHe
M3nnakHeTe ycTata. [Mpn Hepa3nosioxeHve ce obageTe Ha nekap.
4.2 HaiA-cblLUeCTBEHU OCTPY U HAaCTbNBALLMY C/ief, U3BECTEH Nepuoj oT BpeMe CMMNTOMU U edpeKkTun
CumnToMu 1 epekTn He ca NO3HATU KbM AHeLlHa AaTa.

4.3 YKasaHMe 3a HeO6XOAMMOCTTA OT BCAKAKBU HEOTIOXKHN MeAULIMHCKU FPYKN U CreLmanHo
neueHue

HAMa

PA3AEJ1 5: TpoTBONOXXapHU MepKu

5.1 CpepcTBa 3a raceHe Ha noxxap
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5.2

5.3

MoaxoasAwm NnoXkaporacuTesIHM cpeacTBa

Aa Ce KOOPAMHMPAT NPOTUBOMOXAPHUTE MePKM C OKONHOCTA!
BOAHW NPbCKY, YCTOMYMBA Ha aNkoxon MsiHa, Cyx Npax 3a raceHe, BC-npax, BbraeposeH anokcuna (CO,

HenoaxoasALm no)kaporacnuTenHn cpeacTea
BOZHA CTpys

Oco6eHn onacHOCTU, KOUTO NPOM3TMUAT OT BELLECTBOTO N/IN CMecTa

Heropum.

OnacHU NpPoAyKTU Ha nsrapsiHe

B cnyyaii Ha noxap MoraT Aa Bb3HUKHAT: A30THU okcman (NOXx), BbranepoaeH moHookcumg (CO), Bbr-
nepogeH anokeng (CO,)

CbBeTH 3a NoXKapHMKapuTe

B C}'Iy‘-IaI7I Ha noxap n/Nnn ekcnnosmsa Aa He ce BauLIBa guma. lacete no>kapa c obuyaHuTe npea-
nasHM MepKn OT Pa3yMHO pa3CcTodaHuKe. Ja ce HOCK aBTOHOMEH JuixaTteneH arnapar.

PA3AE/ 6: Mepku npu aBapuiiHO N3nycKaHe

6.1

6.2

6.3

6.4

JInuHmn npegnasHv MepkKu, npeanasHv cpeactea v npoueaypuvi npm cnewHum ciy4dyaun

3a nepcoHan, KOWTO He OTroBaps 3a CMeLHU c/lyyamn

He ca He06X0ANMMN CNeunanHn MepKu.

NpeanasHM MepKu 3a ona3BaHe HA OKOJIHATa cpea

MpeAanasBaii oT 3aMbpCABaHE Ha OTTOYHM KaHANN3aLUMK, NOBBPXHOCTHY U NMOAMNOUYBEHM BOAW. 3ana-
31 3aMbpCceHaTa BoAa 3a OTMUBAHE U 51 U3XBBbPIW.

MeToau n MaTepuasin 3a orpaHn4yYaBaHe N NOYNCTBaHEe

CbBeTU OTHOCHO HAaYMHUTE, N0 KOUTO Aa ce orpaHmn4yun pasnmBesT
|-|OKpI/IBaHe Ha OTTOYHW KaHanm3saunn.

Apyra nHiopmaLus OTHOCHO PasNBX N N3NYCKaHUA
MocTaBeTe B MOAXOASLLM KOHTeHepy 3a N3XBbpsiHe. MpoBeTpsiBaiil 3acerHaTaTa 30Ha.

No3oBaBaHe Ha Apyrv pasaenu

OnacHM NpoAyKTN Ha U3rapsiHe: BUX pasgen 5. JInuHm npeanasHu cpeicTsa: BUX pa3gen 8. Hecbs-
MecTMMUM MaTepuanu: Bux pasgen 10. O6e3BpexaaHe Ha oTnagbLuTe: BUX paszen 13.

PA3AE/N 7: O6paboTKa U cbXxpaHeHue

71

7.2

MpeanasHn mepku 3a 6esonacHa pa6oTa

He ca HeobxoanMuM crneumanHn Mepkm 3a 6€30NacHoCT.

CbBeTU 3a 06LL1a X1rneHa Ha Tpyaa

[la ce cbxpaHsiBa ganeye oT HAaNMUTKM N XpaHW 3@ XOpa M XXUBOTHMU.

YcnoBus 3a 6e30nacHO CbXpaHABaHe, BK/IIOUUTE/THO HECbBMECTUMOCTH

CbAbT fa ce CbXpaHABa MILTHO 3aTBOPEH.

HecbBMecTMU BellecTBa NN cMecun

Cna3BaliTe yKkasaHUATa 32 KOMOMHMPAHO CbXpaHeHue. HecbBMeCcTMMU MaTepuanin: BuxX pasgen 10.
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Cna3sBaHe Ha Apyrv cbBeTuU:
CneunduryHo npoeKTMpaHe Ha NOMeLLEeHUS 3a CbXpaHeHne UM Ha CbAoBe
lMpenopbyaHa TemMnepatypa Ha CbxpaHeHune: 15-25 °C

7.3 CneuundwunuHa(n) kpaiiHa(n) ynotpe6a(un)
Hama Hann4vHa nHbopmauus.

PA3AE/ 8: KoHTpon Ha eKcno3nunaTa/AN4YHU npeanasHn cpeacTBa

8.1 NapameTpu Ha KOHTpon
HauuvoHanHm rpaHNYHN CTOVHOCTM

FpaHUYHU CTOMHOCTY Ha NpodecnmoHanHa ekcnosuuusa (FpaHULUM Ha eKCno3nums Ha
paboTHOTO MACTO)

Tasu nHopMaLusa He e Hann4YHa.
8.2 KoHTpon Ha ekcnosvuyuATa

NHanBuayanHn MmepKu 3a 3aliuTa (IMYHU npegnasHu cpeacTBa)

3awmTa Ha oumTe/nnueTo

M3nonsean npegnasHy Mackm CbC CTPaHMYHA 3awmTa.
3awmTa Ha Ko)kaTa

* 3aLMTa Ha pbLeTe

Jla ce HOCAT NnoaxoAALM pbKaBULUM. MNoaXoaALWLM ca pbKaBULM 3a 3aLMTa OT XMMUKaNM, KOUTO €a 13-
nUTaHn B cboTBeTcTBUE € EN 374.

* BN/ Ha maTepmnana
NBR (HuTprnnos kayuyk)

* Ae6enuiHa Ha maTepuana
>0,11 mm

* N3HOCBaHe Ha MaTepuasna Ha pbKaBmyuTe
>480 MUHYTU (NPOHMKBAHE: HUBO 6)

* AOMB/IHNTE/THN MEepPKM 3a 3alimTa

[a ce ocTaBAT NepuoAn Ha Bb3CTaHOBABAaHe 3a pereHepaLusa Ha koxara. lNpodunaktmyHa 3awmra Ha
KoXaTa (3aLLMTHM KpeMoBe/Mexnemun) ce NpenopbYBa.

3awmTa Ha gUXaTeNIHUTe MbTULLA

9C

AnxaTenHa 3awmTa e Heobxoanma npu: O6pasyBaHe Ha aepoO30/Ha Mbra.

KoHTpon Ha eKcno3muusaTa Ha OKoNIHaTa cpega
I'Ipe,u,rla3Ba|7| OT 3aMbpCdABaHe Ha OTTOYHW KaHannm3auynm, NOBbPXHOCTHU U nogno4vBeHW Bo4N.
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PA3AE/1 9: DPUSNYHM N XMMMNYHU CBOMCTBA

9.1

9.2

WNHdopmaLms 0THOCHO 0OCHOBHUTE GUSUUYHU U XMMUYHU CBOACTBA

PU3NYHO CBCTOSIHME

UaT

Mwpwuc

Touka Ha TorneHe/To4Yka Ha 3aMpb3BaHe

Touka Ha KnneHe UM HayvasiHa ToOYKa Ha KMNeHe n
MHTEpPBA/Jl Ha KUTMeHe

3ananmmocTt

JlonHa v ropHa rpaHunLa Ha eKCniao3nBHOCT
Touka Ha 3ananBaHe

TemnepaTypa Ha caMmo3ananBaHe
TemnepaTtypa Ha pa3nagaHe

pH (cTonHoCT)

KnHemaTtnyeH BuckosuTteT

PasTBOpPMMOCT(11)

PasTBOpPUMOCT BLB BOJa

KoeduumeHT Ha pasnpejeneHve

KoedbunumeHT Ha pasnpejenieHne N-OKTaHo1/BOAa
(norapnTMnYHa CTOMHOCT):

HanaraHe Ha napumre

MABbTHOCT /NN OTHOCUTENHA MABTHOCT

MnbTHOCT

OTHOCUTeNHa NABTHOCT Ha napumre

XapaKTepI/ICTI/IKI/I Ha Yyactmnyute

Apyrv napameTpun Ha 6€30MacHOCTTa

Okcmanpallm ceBolicTea

Apyra niédopmauums

WHpopmMaLmsa BbB Bpb3Ka C KnacoBeTe Ha
dUn3MYHa OMacHoCT:

Apyrvn xapakTepucTukm 3a 6e30nacHoCT:

TeueH

SICEH - CBETIOXBNT
XapakTepeH

He e onpejeneH

(Hev3BecTeH) He e onpejeneH

Heropum

He e onpegeneH

He e onpegeneH

He e onpegeneH

He ce oTHacs

He e onpegesieH (HeyTpaneH)

He e onpeaeneH

MOXXe Aa Ce CMeCBa BbB BCAKakBM nponopunn

He ce oTHacs (HeopraHM4yHo)

He e onpeaeneH

1,088 ¢

Hsma HannuHa nHdopmaLmst OTHOCHO ToBa
CBOWCTBO.

He ce oTHacs (Teyen)

HAMa

KJ1lacoBe Ha onacHocCT cbra. GHS
(r3nMUHKM onacHOCTM): He ce oTHacs

Bvarapus (bg)
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CTeneH Ha cMecBaHe Hanb/IHO Cé CMeCBa C BOJa

PA3AEN 10: CTabUNHOCT N peaKTUBHOCT

10.1 PeakUMOHHA CMNOCO6HOCT
To3n maTepman He e peakTUBEH NPW HOPMAaJHW YCNOBUS Ha cpejarTa.
10.2 XuMMUHa cTabUIHOCT

MaTepurana e ycTo4mMB Ha TemMnepaTypa 1 HansraHe nam B obunyariHa cpeja 1 npv npeasnanmuTe
YC/OBUS Ha CbXpaHeHue 1 pabora.

10.3 BB3MOXXHOCT 3a ONacHU peakuun

Pearvipa pA3Ko c: cuieH okucanTten
10.4 Ycnosus, KouTo TpabBa fla ce UsbAreat

Hama cneunduryHm ycnosms KOnTo Tpabea Aa ce n3bArear.
10.5 HecbBMecTMM MaTepunanm

Hsama gonbnHuTenHa nHopmaums.

10.6 OnacHu NpPoAYKTW Ha pa3nagaHe
OnacHW NpoAyKTU Ha nU3rapsiHe: BUX pa3jen 5.

PA3AEN 11: TokcuKkonornyHa niopmaums

11.1 WHdbopmauma 3a KnacoBeTe Ha onacHocT, onpeaeneHun B PernameHT (EO) Ne 1272/2008
Jlvnca Ha AaHHW OT M3NUTBaHe 3a Lgnarta cMmec.
Mpoueaypa 3a knacuunumnpaHe
MeToabT 3a knacnpuumpaHe Ha CMeCK ce OCHOBaBa Ha CbCTaBKUTE Ha cMecTa (popmyna Ha agnTmB-
HOCT).
Knacuédukaumsa cernacHo GHS (1272/2008/EO, CLP)
Ta3m cmec He OoTroBaps Ha KpuTepunTe 3a knacubuumpaHe cbrnacHo PernameHT Ne 1272/2008/EO.
OcTpa TOKCMYHOCT
Ja He ce knacndunumpa KaTo 0CTPO TOKCUYEH.
Kopo3usa/apa3HeHe Ha Ko>XkaTa
Ja He ce knacndunumpa KaTo KOpo3mBeH/fpasHeLl 3a KoxarTa.
Cepuno3HO yBpexaaHe Ha ounTe/gpasHeHe Ha ouuTe
Ja He ce knacndunumpa KaTo Cepro3HO yBpeXAaLl, 04UNTe UK APa3HELL, oYunTe.
PecnmnpaTopHa nnam KoXkKHa ceHcmbunnusaumsa
Ja He ce knacndunumpa KaTo pecnmpaTopeH Nan KoXeH ceHcmbnnmsaTop.
MyTareHHOCT 3a 3apoAVLLHN KNETKN
Ja He ce kKnacmpunumMpa KaTo MyTareHeH 3a 3apoAuLLIHUTE KNeTKN.
KaHueporeHHocT
Jla He ce knacndunumpa KaTo KaHLeporeHeH.
ToKcnYHOCT 3a penpoagyKuuaTa
Ja He ce knacnpunumpa KaTo TOKCUYEH 3a penpoayKUmaTa.

CI'IeIJ,I/Iq)I/l‘-IHa TOKCUYHOCT 3a onpeaeneHn opraHm - eAHOKpaTHa eKcnosnuunsa

Ja He ce knacndunuympa kaTo cneumPryHa TOKCUYHOCT 3a onpejeneHn opraHn (e4HOKpaTHa ekcno3u-
uwns).
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CneundUUYHA TOKCUYHOCT 3a onpeaesieHN OpraHm - NOBTapsALLLA ce eKCno3nuus

Ja He ce knacndunumpa kato cneumPryHa TOKCUYHOCT 3a onpejeneHun opraHu (NoBTapsiwa ce ekcno-
3mums).

OnacHOCT Npu BAULLBaHe
[a He ce knacupurumpa KaTo NpeAcTaBAsBaLL, ONacHOCT NPy BAWLIBAHeE.

CMMNTOMM, CBbpP3aHU € PUSNYHNTE, XMUMUNYHNTE U TOKCUKONOTNYHNTE XapaKTepNCTUKn
* Mpun nornbLiaHe

He ca Hannue gaHHn.

* [Ipy KOHTAKT Cc oumnTe

He ca Hanvue gaHHW.

* Mpu BanLLBaHe

He ca Hannue gaHHW.

* Mpy KOHTaKT € KoOXXaTa

He ca Hannue gaHHn.

* ipyra uipopmavusa
He ca n3BecTHu edekTn BbPXY 34paBeTo. Tasn nHopmMaLmsa ce 0CHOBaBa Ha HACTOALLLOTO CbCTOA-
HVe Ha NO3HaHUATa HU.

11.2 CBoiicTBa, HapywaBawy GYHKLUMNTE HA EHAOKPUHHaTa cucTtemMa
He cbabpxa eHAOKpUHeH HapywnTen (ED) B koHueHTpauusa > 0,1%.

11.3 WHPopmaumsa 3a aopyrv onacHocTU
Hsma gonbnHuTeNnHa nHGopmaums.

PA3AEN 12: EkonornyHa nHpopmavmsa

12.1 ToKCUYHOCT
Ja He ce knacndunumpa KaTo onacHoO 3a BogHaTa cpeja.

12.2 YcTOWYMBOCT 1 pa3rpagnmMmocT
He ca Hannue gaHHN.

12.3 Buoakymynumpaila cnoco6HocT
He ca Hanvue gaHHW.

12.4 TlpeHOCMMOCT B NoyBaTa
He ca Hannue gaHHW.

12.5 Pe3ynTtaTtin oT oueHKaTa Ha PBT n vPvB
He cbabpxauw, PBT-/vPvB-BeLwecTBo B KOHUeHTpauus = 0,1%.

12.6 CBoiicTBa, HapywaBaly GYHKLMMNTE HA EHAOKPUHHaTa cuctema
He cbabpxa eHAOKPUHeH HapywwuTen (ED) B koHUeHTpauusa = 0,1%.

12.7 [Apyrv He6naronpusaTHU edpeKTn
He ca Hannue gaHHNn.

PA3/AE/ 13: O6e3BpexxaaHe Ha oTnagbunTe

13.1 MeToau 3a TpeTuUpaHe Ha oTnaabLUU
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13.2

133

O6bpHeTe ce KbM MeCTHaTa nueH3rpaHa rpMa 3a CMETOM3BO3BaHe OTHOCHO VN3XBbPJIAHETO Ha
oTnagbLw.

WHdopmaLms 0THOCHO U3XBLP/ISIHETO B KaHA/IM3aLMOHHATa cucTemMa

[la He ce n3nycka B KaHanM3auusTa.

YnpaBneHue Ha oTnagbLUTe OT KOHTEVHEpPM/ONaKOBKMN

TpeTunpariTe 3aMbPCEHNTE OMaKOBKM MO CbLUMA HAYMH, KAaTO CAMOTO BeLLecTBO. HanbaHO n3npasHe-
HW OMakoBKM MOraT a 6bAaT peuuKanNpaHu.

CHOTBETHM pa3nopeabm oTHacALM ce A0 oTNagbLm

[locTaBAHETO Ha KOAOBe/HaI/IMEHOBaHI/IFl BbpPXy OTNnagbunTe fa Ce M3BbPLLUN B CbOTBETCTBME C Ha-
pesbaTa 3a KaTanora Ha oTnaAgbuy, CbobpasHo cneurdrkaTa Ha JaAEHOTO NMPOU3BOACTBO NN NPO-
Lec.

3a6enexkun

OTtnagbunTe TpabBa fa 6bAaT passeneHun B KaTeropum, KOUTO Morart Ja ce TpeTupaT pasgesiHo oT
MeCTHUTEe WM HauVoHalHWTe B/lacTy 3a ynpaB/eHne Ha oTnagbuu. MimanTe npeaBug BCUUKW HaLu-
OHaJIHN NN pervoHanHn pasnopesémn, KOUTo ca OT 3HaYeHne. M3npasHeHnTe 1 MOYNCTEHN OMaKoB-
K1 MoraT Aa 6b4aT peunkanpaHu.

PA3SAEN 14: UHdopMaL s OTHOCHO TPaHCMOPTUPAHETO

14.1

14.2

14.3
14.4
14.5

14.6

14.7

14.8

Homep no cnucbka Ha OOH nnun He e NpeAMeT Ha TPaHCMOPTHU Hapea6bu
naeHTUPUKaLMoHeH Homep

To4yHO HaMeHOBaHWe Ha npaTkaTa no He e ornpegeneH
cnucbka Ha OOH

Knac(oBe) Ha onacHOCT Npwu TpaHcNopTUpaHe HAMa
OnakoBb4Ha rpyna He e onpegeneH

OnacHOCTW 3a OKO/IHaTa cpeAa 6e3 onacHOCT 3a OKO/IHaTa cpeja Cbr. Perna-
MeHTINTe 3a OnacHW ToBapu

CneuunanHm npeanasHU MepKu 3a noTpebutennte

HsiMa gonbaHUTeNHa MHPopmMaLms.

MopCKM TPaHCNOPT Ha TOBapy B HACUMHO CbCTOAHME CbINIACHO UHCTPYMEHTM Ha
Me>xayHapoAHaTa MOpcKa opraHu3auus

TOBapa He e npejgHa3Ha4eH 3a NpeBO3 B HACUMHO CbCTOAHUE.

NHdopmaLms 3a BCUUKM NPpUMEPHU npaBuia Ha OOH

ABTOMO6GUNHUSA, )KeNe30MbTHUA N BbTPELUHUA BOAEH TPAHCNOPT Ha OfNacHM ToBapu (
ADR/RID/ADN) - lonbnHUuTeNnHa uHopmaumsa

He ca npegmet Ha ADR, RID n ADN.

Me)xayHapopaeH KoAeKc 3a NpeBo3 Ha onacHu ToBapum no mope (IMDG) - flonbAHNTETHA
nHpopmauus

He ca npeamet Ha IMDG.

Me>)xayHapoaHa opraHusauus 3a rpaxkgaHcko eb3gyxonnasaHe (ICAO-IATA/DGR) -
JonbnHuntenHa nuipopmavms

He ca npegmet Ha ICAO-IATA.
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[Ao6poBonHa nHpopmaLmsa 3a 6esonacHocT no popmara
3a HOpMU 3a 6e30nacHOCT cbrnacHo PernameHT (EO) Ne
1907/2006 (REACH)

R0TH

ROTI®ImmunoBlock 10x conc., roToB 3a ynotpeb6a
apTukyneH Homep: T144

PA3AEN 15: UHdopmaLma OTHOCHO HOpMaTMBHaTa ypea6ba

15.1 CneunédunyHU 3a BELLECTBOTO NIU CMecTa HOpMaTMBHa ypeaba/3akoHOAaTeNCTBO OTHOCHO
6e3onacHOCTTa, 34paBeTo N OKOJNIHaTa cpeaa

CboTBeTHUTE pasnopen6u Ha EBponeiickns cbios (EC)
OrpaHuyeHwus cbrinacHo REACH, npunnoxxeHue XVII
HMKOS1 OT CbCTaBKUTE He e N36bpoeHa

CnuckK Ha BellecTBaTa, npeameT Ha paspelwueHue (REACH, npmnnoxxeHmne XIV)/SVHC - cnncebk ¢
KaHAnAaT-BellecTBa

HMKOS1 OT CbCTaBKUTE He e N36bpoeHa
Seveso [lupekTmBa

2012/18/EC (Seveso III)

Ne OnacHo BelecTBo/KaTeropmm Ha onacHocT lparoBo Kos1MYeCcTBO (B TOHOBE) 3a

npuiaraHeTo Ha N3NCKBaHUATa Npu
HUCBHK N BUCOK PUCKOB noTeHuyuan

He e onpeaeneH

Deco-Paint AnpekTnBa

NOC cbabpKaHue 0%

AlllpeKTVIBa 3a eMncmMnTeE OT NPOMMNLLJIEHOCTTA

NOC cvabpKaHue 0%

AvpeKTnBa OTHOCHO OrpaHNYEHMETO 3a yrnoTpebaTa Ha onpejenieHN onacHW BeLlecTBa B
eNeKTPUYECKOTO N eNneKTPoHHOTO o6opyaBsaHe (RoHS)

HMKOS1 OT CbCTaBKUTE He e N36poeHa

PernameHT 3a cb3paBaHe Ha EBponeiicky peructTsbp 3a U3NyCcKaHETOo U NMPEHOCa Ha
3ambpcuTtenu (PUM3)

HVKOSl OT CbCTaBKUTE He e N36poeHa

PernameHT OTHOCHO NpeAJiaraHeTo Ha Nasapa U U3MoJI3BaHETO Ha NPEKyPCopy Ha B3pUBHU
BelllecTBa

HNKOA OT CbCTaBKNTE HE € VI36pO€Ha

PernameHT OTHOCHO npekypcopuntTe Ha HApKOTU4YHWUTE BeLlecTBa
HNKOA OT CbCTaBKNTE He e |/|36poeHa

PernameHT OTHOCHO BeLLEeCTBa, KOMTO HapyLuaBaT 030HOBMA cyioi (ODS)
HVKOS OT CbCTaBKUTE He e N36poeHa

PernameHT OTHOCHO M3HOCA N BHOCA Ha onacHM xumukanm (PIC)

HMKOS1 OT CbCTaBKUTE He e U3bpoeHa

PernameHT OTHOCHO YCTOWUYMBUTE OPraHNYHU 3ambpcutenu (POP)
HVKOS OT CbCTaBKUTE He e N3bpoeHa

Apyra nidopmauus
AnpekTnea 94/33/EO 3a 3aKkpuna Ha MnaguTe xopa Ha paboTHOTO MACTO. [la ce cnasBaT orpaHnNYeHun-

ATa 3a TPYA0BA 3a€TOCT Ha BpeMEHHU N KbpMeLLW XeHN CbrNacHO 3aKoHa 3a TPYA0Ba 3aLUMTa Ha Xe-
HuTe (92/85/EM0O).
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[Ao6poBonHa nHpopmaumsa 3a 6esonacHocT no popmarta
3a HOpMU 3a 6e30nacHOCT cbrnacHo PernameHT (EO) Ne
1907/2006 (REACH)

ROTI®ImmunoBlock 10x conc., roToB 3a ynotpeb6a
apTukyneH Homep: T144

HauuvoHanHun MHBEHTapusaymnm

Abpika- CnucebK CraTtyc

Ba
AU AIIC BCUYKWN CbCTaBKM Ca M36poeHn
CA DSL He BCUYKWN CbCTaBKM ca N3bpoeHn
CN IECSC BCUYKM CbCTaBKW ca N36poeHn
EU ECSI He BCUYKW CbCTaBKM Ca N36poeHu
EU REACH Reg. He BCUYKW CbCTaBKM Ca N3bpoeHu
JP CSCL-ENCS BCUYKMN CbCTaBKN Ca N3bpoeHun
JP ISHA-ENCS He BCUYKW CbCTaBKM Ca N3bpoeHu
KR KECI BCWYKMN CbCTaBKM Ca N36poeHun
MX INSQ BCUYKMN CbCTaBKM Ca N36poeHun
NZ NZIoC BCWYKMN CbCTaBKM Ca N36poeHun
PH PICCS BCWYKMN CbCTaBKM Ca N36poeHun
TR CICR He BCUYKWN CbCTaBKW ca N36poeHn
™ TCSI BCUYKWN CbCTaBKM Ca U36poeHn
us TSCA He BCUUKW CbCTaBKM ca n3bpoeHu
VN NCI BCMUKMN CbCTaBKN Ca N36poeHun

NereHnpa

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 cnucbk 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

NCI National Chemical 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 6e30MNacHOCT HAa XMMUYHOTO BeLLeCcTBO UM cMmec

CbrnacHo REACH, uneH 14 (1) e n3BbpLUeHa OLeHKa Ha 6e30MacHOCTTa Ha XMMUYHOTO BeLLecTBO 3a
TOBA BELLECTBO WM KOMIMOHEHTW Ha Ta3n CMeC, KOraTto BELLLeCTBOTO € 6110 perncTpmpaHo B Koau-
yectBa oT 10 TOHa WAM NoBeYe Ha roAnHa Ha perncTpaHT.

PA3AEN 16: Apyra nipopmauumsa

NHpankauma Ha npomMeHU (pegakTpaH MHGOPMALMOHHUSAT NINCT 3a 6e30NacHOCT)

Pazgen BUBLLO BNUCBaHe (TEKCT/CTOMHOCT) AKTyanHO BnNMcBaHe (TeKCT/CTOWHOCT)

2.3 Pesyntatn ot oueHkaTa Ha PBT 1 vPvB: Pe3syntatu ot oueHkaTa Ha PBT n vPvB: Aa
CmecTa He CbAbpiKa BelLecTBa, OLeHeH KaTo He cbabpxaly, PBT-/vPvB-BeLLecTBO B KOHLEHT-
PBT nnwn vPvB. pauusa = 0,1%.
2.3 CBolicTBa, HapyLwaBawy GyHKUMNTE HA eHAOK- iE]
pPVHHaTa cncTema:
He cbabpxxa eHAOKprHeH HapywwuTen (ED) B
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[Ao6poBonHa nHpopmaumsa 3a 6esonacHocT no popmarta

3a HOpMU 3a 6e30nacHOCT cbrnacHo PernameHT (EO) Ne
1907/2006 (REACH)

ROTI®ImmunoBlock 10x conc., roToB 3a ynotpeb6a
apTukyneH Homep: T144

Pazgen BuBLLO BNUCBaHe (TEKCT/CTOMHOCT) AKTyaniHO BNMcBaHe (TEeKCT/CTOWHOCT)

KOHLUeHTpaums = 0,1%.

15.1 HaumoHanHu HBeHTapu3saumn: Aa
NPOMsIHa B CNMCbKa (Tabnmua)
15.2 OueHka Ha 6e30MacHOCTTa Ha XMMUYHO BeLLec-

OueHka Ha 6e30MacHOCT Ha XMUYHOTO BeLLec-
TBO UM CMeC:

CbrnacHo REACH, uneH 14 (1) e nssbpLueHa
oLleHKa Ha 6e30MmacHOCTTa Ha XMIMUYHOTO Be-
LLLeCTBO 3a TOBa BeLLEeCTBO WV KOMMOHEHTH Ha
Tasm cMec, KOraTo BeLL,ecTBOTO e 610 perncr-
pvpaHo B koninyectsa oT 10 TOHa nan noseve
Ha rojMHa Ha perncTpaHT.

i)
TBO W/N CMeC:
He ca npoBeaeHn oLeHkM Ha 6e30MacHOCT 3a

XNMNYHW BeLlecTBa B Ta3u CMecC.

C'prau.leva N aKpOHNMMU

CHKp. OnuncaHuA Ha U3NON3BaHUTE CbKpaLLeHUs
ADN Accord européen relatif au transport international des marchandises dangereuses par voies de
navigation intérieures (EBponericko crnopasymeHue 3a MeXJyHapoJeH NpeBo3 Ha onacHu® ToBapu no
BbTPeLUHW BOAHW MbTULLA)
ADR Accord relatif au transport international des marchandises dangereuses par route (cnorog6a 3a mexgy-
HapoJeH NpeBo3 Ha ONacHM ToBapw Mo Lwoce)
CLP PernameHT (EO) Ne 1272/2008 OTHOCHO KnacMuumpaHeTo, eTUKeTUPAHETO 1 ONaKOBAHETO Ha BeLLecTBa
n cmecu (Classification, Labelling and Packaging)
DGR Dangerous Goods Regulations (PernameHT 0THOCHO onacHu ToBapu (B IATA/DGR))
ED EHAOKpMHEH HapywinTen
EINECS European Inventory of Existing Commercial Chemical Substances (EBponeiicky cnncbk Ha CbLyecTByBa-
LLMTe TbProBCKM XMMUYHU BELLLECTBA)
ELINCS European List of Notified Chemical Substances (EBponelickn cnUCbK Ha HOTUGULIMPAHUTE XUMUYHI Be-
Lecrsa)
GHS "Globally Harmonized System of Classification and Labelling of Chemicals" "no6anHa xapMoHu3upaHa
cMcTema 3a knacudurumpaHe 1 eTUKMpaHe Ha XMMUYHW NpoAyKTn', paspaboTeHa ot OpraHu3auusTa Ha
obesHeHVTe HaUMK
IATA International Air Transport Association (MexayHapoAHa acoumauus 3a Bb3yLLeH TPaHCMnopT)
IATA/DGR Dangerous Goods Regulations (DGR) for the air transport (IATA) (PernameHT/ OTHOCHO OMacHW ToBapwu 3a
Bb3/yLLUeH TPaHCNopT)
ICAO International Civil Aviation Organization (MexgayHapogHa opraHM3aLums 3a rpaxaaHCcko Bb3ayxonjaBaHe)
IMDG International Maritime Dangerous Goods Code (MexayHapoAeH KoAeKc 3a NpeBo3 Ha OnacHW ToBapw no
Mope)
NLP No-Longer Polymer (BeLlecTBo, KOeTo Beye HsiMa CBOCTBA Ha NoinmMep)
PBT YcToin4mBo, 61oakyMynmpaLLo 1 TOKCUYHO
REACH Registration, Evaluation, Authorisation and Restriction of Chemicals (Pernctpauus, oueHka, paspeLuaBa-
He 1 orpaHnyYaBaHe Ha XUMUKaaun)
RID Réglement concernant le transport International ferroviaire des marchandises Dangereuses (MpaBUAHNK
3a MeX/yHapo/eH xene3onbTeH NPeBo3 Ha OMacHW ToBapw)
SVHC Substance of Very High Concern (BeLLecTBO, MopaxgaLlo ceprno3Ho 6e3MnoKoncTBO)
vPvB Very Persistent and very Bioaccumulative (MHOro yCToi4MBO 1 MHOrO 61M0aKyMynnpaLLo)
noc Volatile Organic Compounds (neTAnBM OpraHNYHN CbeANHEHNS)
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[Ao6poBonHa nHpopmaLmsa 3a 6esonacHocT no popmara
3a HOpMM 3a 6e30nacHOCT cbraacHo PernameHT (EO) Ne
1907/2006 (REACH)

R0TH

ROTI®ImmunoBlock 10x conc., roToB 3a ynotpeb6a
apTukyneH Homep: T144

OCHOBHM NO30BaBaHUA N U3TOUHULM Ha faHHU B InTepaTtypaTta

PernameHT (EO) Ne 1272/2008 OTHOCHO KnacnduLmpaHeTo, eTUKeTUPaHeTO 1 ONakoBaHEeTO Ha BeLlec-

TBa 1 cMecu (Classification, Labelling and Packaging). PernameHT (EO) Ne 1907/2006 (REACH), name-
HeH oT 2020/878/EC.

ABTOMOBUAHWSA, XXeNe30NbTHUA 1 BbTPELLUHNA BOAEH TPAHCNOPT Ha onacHu ToBapu (ADR/RID/ADN).
MexgayHapozeH KoAeKC 3a NpeBo3 Ha onacHu Tosapu rno mope (IMDG). Dangerous Goods Regulations
(DGR) for the air transport (IATA) (PernameHT OTHOCHO OMacHM TOBapW 3a Bb3AyLLUeH TPaHCNopT).
Mpoueaypa 3a knacuunumnpaHe

PU3NYHN N XMUMNYHN CBOliCcTBA. KnacudumumpaHeTo ce oCHOBaBa Ha NOANOXEHUTE Ha N3NUTBaHe
cMecu.

OnacHocTy 3a 3apaBeTo. ONacHOCTM 3a oKonHaTa cpega. MeToabT 3a knacndurLmpaHe Ha cmecu ce
OCHOBAaBa Ha CbCTaBKMTe Ha cMecTa (opmMyna Ha agUTUBHOCT).

OTKa3 OT OTFrOBOPHOCT

Tasn I/IH(I)OpMaLI,I/IFI Ce OCHOBAaBa Ha HACTOALLOTO CbCTOAHME Ha NO3HaHMATa HWU. HacTtoawmaT UG e
CbCTaBeH N npegHasHa4vyeH eJUHCTBEHO 3a TO3U NPOAYKT.
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