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PA3IEJI 1: UnenTudukanus HA BeIeCTBOTO/CMECTA M HA IPYKeCTBOTO/NPeANPUATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HanmeHoBaHKe Ha BEIIECTBOTO . Trolamine impurity B

XHUMHYECKO HAUMEHOBAHHE : 2,2'-UMHMHOJMETAaHOIT; JUETAaHOIAMHUH
EO unnexc Ne : 603-071-00-1

EO Ne : 203-868-0

CAS Ne o 111-42-2

Kox Ha mpoaykra ;201601053

1.2. UnenTuduuupaHn BUI0Be YIOTPe6a HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3Ha4YeHHe, U BH/I0Be yIoTpeda, KOMTO He ce
Nnpenopb4YBaT

1.2.1. UnenTudunupanu ynorpedn

OcHOBHa KaTeropusi Ha yrnorpeta . TIpomykThT € npeJHa3HA4YCH 32 U3CIICABAHMS, AHAIU3H M HAyYHO-00Pa30BaTEITHH LISIH.
VYnorpeba Ha BelecTBOTO/CMecTa : Camo 3a npodecroHa Ha ynorpeda
OyHKIHS WM KaTeropusi Ha yrorpeba : JlaGopaTOopHH XMMHUKAIII

1.2.2. Ynorpedu, KouTO He ce MPeNopbLYBAT

Orpannuenus 3a ynorpeba : Jla He ce usnoinssa : [lormbiane, Baumsane, JlepmaiHo

1.3. logpo6Hu JaHHH 32 IOCTABYHKA HA HH()OPMALMOHHHS JIHCT 32 6€30MacHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F- 67081 Strashourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. TesedoHeH HOMEP NPH CHENIHH CIIY4YaH

TenedoHeH HOMEp TIPHU CIELIHK CIIyYan : +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B crorBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

Ocrtpa ToxcnuHoCT (opainHa), Kareropus 4 H302
Crerudryaa TOKCHIHOCT 32 ONPE/IeIeHN OpTraHy — IOBTapsIia ce ekcrosumus,  H373
Kareropus 2

Koposust/mpa3Hene Ha koxara, Kareropus 2 H315
Cepro3HO yBpexJaHe/npa3HeHe Ha ounTe, Kareropus 1 H318

3a meHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BX. paszen 16

Hebsnaronpusitau Gu3nKoXuMuyHu edekTH U HeOIaronpusTHU edeKTH 3a 31PaBeTo HA YOBEKa M OKOJIHATA cpe/a
OmnpeziensiHe Ype3 eKCIEPTHO MHEHHUE U IO CHIIATa Ha JI0Ka3aTeNCTBA.

2.2. EnemeHTH Ha eTHKeTa

Erukerupane B chorBercTBHe ¢ Persiament (EO) Ne 1272/2008 [CLP]

IMukrorpamu 3a onacxoct (CLP)

GHS08 GHSO05 GHSO07
Curnanna gyma (CLP) . OmacHo
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Trolamine impurity B

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Ipenynpexnenus 3a omacHoct (CLP) : H302 - Bpenen npu noriasinase.
H373 - Moxe 1a IpH4uHN yBpeKAaHe Ha OpraHUTE IIPU NPOABIDKUTENIHA WX IIOBTApSIaA Ce
EKCTIO3UIHSL.
H315 - IIpenu3BuKBa Apa3HEeHe Ha KOXKATa.
H318 - [Ipenu3BrKBa CEPUO3HO YBPEXKIAHE HA OYHTE.
IMpenopsku 3a 6e3omacuHoct (CLP) : P260 - He BrumBaiite n3mapeHus.
P280 - M3nomn3BaiiTe nmpeana3Hy OYMIIa.
P305+P351+P338 - IIP11 KOHTAKT C OUMTE: [IpomuBaiiTe BHUMATEIIHO C BOAA B IPOJBIDKCHUE
Ha HAKOJKO MUHYTH. CBaneTe KOHTaKTHHUTE JICIIH, aKO UMa TaKHBa ¥ JOKOJIKOTO TOBA € BH3MOXKHO.
IIponbmkasaiiTe 1a mpoMuBare.
P301+P312 - ITPU TTOT' JIBIIAHE: npu HepasnonoxeHue ce 00azere Ha JIeKap.
P314 - IIpu Hepa3nonokeHNe NOThPCeTe MEIUIIMHCKH CHBET/IIOMOIII.
ETuxernpaHe B ChOTBETCTBHUE C: H3KIIOUEHHUS 32 BHTPEIIHH OIAKOBKH, KOTaTO ChAbPKAaHUETO He IpesunIasa 10 ml
IMukrorpamu 3a onacHoct (CLP)

GHS08 GHS05

2.3. Ipyru onacHoCcTH

He cpaspxa PBT/vPvB Bemectsa > 0.1%, oneHenn B ceotBercTBue ¢ [Iprnoxenne XIII na Pernamenr REACH

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.1. BemecrBa

XUMHYECKO HAUMEHOBAHHE 1 2,2'-UMUHOIMETaHOI; AMETaHOIAMUH
CAS Ne o 111-42-2
EO Ne : 203-868-0
EO unnexc Ne . 603-071-00-1
HaumenoBanue HUnentuduxarop Ha % Knacudukanus B cbOTBeTCTBHE C
NPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
2,2'-iminodiethanol CAS Ne: 111-42-2 100 Eye Dam. 1, H318
EO Ne: 203-868-0 Acute Tox. 4 (opamna), H302
EO unpexc Ne: 603-071-00-1 Skin Irrit. 2, H315
STOT RE 2, H373

3a e Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BX. paszuen 16

3.2. Cmecn

He e npunoxxumo

PA3JIEJI 4: Mepku 3a mbpBa OMOIIL

4.1. Onucanne Ha MepPKHUTE 32 MHPBa MOMOLI

[TspBa moMoII K BAWIIBAHE : Jla ce ocTaBH IOCTpafaus HA YHUCT BH3MyX. OcUrypere cBex Bb3IyX Ha 3aCETHATOTO JHIIE.

IIbpBa nomo1l py KOHTAKT € KOXKAaTa : Jla ce oTcTpaHH MaKCHMAHO Ype3 H30bpCcBaHe (C YMCTa H MeKa IIONuBalia Kbpia). M3muiite o6mIHO
¢ BOZ/. ...

ITspBa moMoI IpH KOHTAKT C OUHUTE . Msmnakuere ¢ Boja, KaTo IbP)KATE OYUTE MINPOKO OTBOPEHH.

IIppBa nomo1l Npy NOTIIbIAHE . HMsnnakunere ycrara.

4.2. Haii-cbuiecTBeH’ OCTPH U HACTHBIBALIM CJI€]I U3BECTEH NMEPHOT OT BpeMe CHMIITOMH 1 e(l)eKTl/l

Cumnromu/eheKTy cie]] BAUIIBaHe . Henocrarbunm maHHH.
Cumnromu/eeKTd ciell KOHTaKT C Koxarta . Henocrarbunm maHHH.
Cumnromu/eeKTd ciel KOHTAKT C OYUTE . Henocrarbunm maHHH.
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Trolamine impurity B

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

HOTBPCCTC MEIUIMHCKH ChBET/TIOMOILL. HpPI BB3MOKHOCT J1a C€ IIOKAXXE€ HACTOALIN JIMCT, a aKO HE € Ha Pa3lOJIOKECHUE, 1a CE IIOKAXKE ONTaKOBKaTa WM €TUKETA.

KapHA MEPKU

TToXOAAIIH M0XKAPOTACHTETHI CPECTBA : Ogpesno 3a 3aracsHe Ha OTBHA.
OmacHOCT OT moskap : Bmx maparpad 2.2.

I/IHCpr'KI.II/II/I 3a racCHe Ha NoXapu . I[a C€ U3M0JI3BAT CPEACTBA, NOAXOAAIIHU 3a raCeHE Ha I10XKapu B CbCEACTBO.

PA3JIEJI 6: Mepku npu aBapuidiHO U3I

O6wu MepkH : Jla ce n30srea npekust KOHTAaKT ¢ npoaykTa. He BauiBaiite
mpax/myIex/ras3/ Ium/u3napeHus/aepo3ou.

6.1.1. 3a mepcoHas, KOHTO He OTTOBAPS 32 CIIELIHH CJIy4an

Hsma HanmaHa gombIHHTENHA HHOOPMALUS

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEINHHU CJIyYan

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Meroau 3a moyricTBaHE : V6CI[CT6 C€, 4€ OTHAABIIUTE Ca C'bﬁpaHH 1 C€ CbXpaHABAT HA CUTYPHO MSCTO. TTouncrere
CTapaTeIHoO.

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3JIEJI 7: O6pa6oTka M chbXpaHeHHe

JIOITBITHATENHH ONACHOCTH I10 BpeMe Ha 00paboTka . Ha motpeGurernst 1a ce 00bpHE BHIMAHKE 32 PHCKOBETE, EBEHTYAIHO CBBP3aHH C H3I0JI3BaHETO Ha
[IPOJIYKTA 3a APYTH IIE]H, PA3JIMYHHU OT T€3H, 38 KOHTO € Ipe[Ha3HaAYCH.

Tpenmnasuu Mepku 3a Ge3onacHa pabora 1 C marepuaina TpsibBa Ja ce paboTH BHUMATEHO. [la ce M30srBa NpeKust KOHTAKT C MPOYKTa.

XHUrueHHH MEpKU : Jla ce paboTH B CHOTBETCTBHE C M3MCKBAaHHUSTA Ha 0OpaTa NPOMHUIILICHA XUTHEeHa H MPOLIEYPUTE 32
6e30MMacHOCT.

TexHUYECKN MEPKH : Jla ce cna3BaT NPIIIOKUMHTE Pa3IOpenOH.

Vcenosus 3a CbXpaHsBaHE : I[a C€ ChbXpaHsiBa 1101 KIIH0Y.

Bux nmaparpad 1.
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Trolamine impurity B

Nudopmanronen auct 3a 6€30macHOCT
B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

3AEJI 8: KoHTpo.1 HA eKCIO3UNMATA/INYHH NPEeANa3HU CPecTBA

8.1. IlapameTpH Ha KOHTPOJX

8.1.1 HanMoHaIHU rPAaHUYHM CTOMHOCTH HA MPO(eCHOHAIHA eKCIO3UINS 1 GHOJOTHYHH IPAHHYHH CTOHHOCTH
Hsima HaianyHa AOIBIHUTENIHA HHPOPMALUL

8.1.2. IlpenopbYNTEIHH NPOLEAYPH 32 HAGIIOIEHHE

HsiMa HanuYHA TOIBIHUTENHA HHOPMAIHS

8.1.3. OGpa3syBaT ce 3aMBbPCHTEIH HA Bb3AyXa

Hsma Hain4yHa AOIBbIHUTEIHA HHPOPMALUL

8.1.4. DNEL u PNEC

Hsma HanmvHa JOMBIHUTENTHA HHOPMALUS

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsima HanmuuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

8.2. Kontpo. Ha ekcnio3umusiTa
8.2.1. Tloaxoasii TeEXHUYECKH KOHTPOJI

Hoaxoasimy TeXHHYECKH KOHTPOT:
Jla ce cpXpansBa B JoOpe NPOBETPUBO HoMelleH e, Jla ce U3MoN3yBa eAMHCTBEHO B CMyKaTelHa KabuHa ¢ MHTerpupas Gpuirsp. Bucokoedexrusen GpuiTsp 3a
gactuim (HEPA ¢untsp).

8.2.2. JINYHH Npeana3Hu cpeacTBa
8.2.2.1. 3amuTa HA OYUTE U JIULETO

3amuMTa HA OYHTE:
Ipennasan ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe HA KOKATA

3anmTa Ha KOKaTa H TSIOTO:
Jla ce n3non3yBa XUMHYECKH YCTOITUMBO 3amuTHO obnekino. DIN EN 13034

3amuTa Ha pBIeTe:
XWUMUYecKn yCTOIYINBHY NpeAnasHu pekasunu. ISO 374-1

8.2.2.3. 3amuTa HA AUXATETHUTE MHTHIIA

3ammTa Ha AMXATeJIHUTE ITbTHINA

OrtziensHe Ha mpax: mpotuBomnpaxosa Macka ¢ ¢puntsp P3. DIN EN 140 & 149. Teuen npoaykT : AHTHaepo3onHa Macka. Hocere iuxarenen amapar, ako cTe
H3JI0)KEHU Ha Iapu/TIpaxoBe/aepo30iH

8.2.2.4. TepMUYHH ONIACHOCTH

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

8.2.3. KoHTpOJ1 Ha eKCIO3HIMSATA B OKOJIHATA Cpeaa

Hsima Hanmmana JOIIbJIHUTCITHA I/IHq)OpMaLIHSI

3AEJI 9: ®u3uvyHM 1 XUMUYHHU CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHUTE (PU3HYHM U XHMHYHHU CBOHCTBA

ArperaTHo ChCTOSHUE
st

Mupuc

I'panmnaTa Ha Mupuca

Teuno

He e nanmmuno

He e npunoxxumo.
He e nanmmuno

Touka Ha ToreHe 28 °C
Touka Ha 3aMpb3BaHe He e nanmmuno
Touka Ha KHIIEHEe 217 °C

3anamuMoct
I'paHHIM Ha EKCIUIO3UBHOCT

He e nanmmuno
He e nanmmuno
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Trolamine impurity B

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

JlonHa TpaHKIIa Ha eKCIUIO3UBHOCT . He e rammynO
I'opHa rpaHnna Ha eKCITTIO3UBHOCT : He e rammynO
Temmneparypa Ha pa3iarane 1 138°C
Temneparypa Ha camo3anajaBaHe . He e rammynO
Temneparypa Ha pa3nagane : He e rammynO
pH 1 11-12 (105 g/L)
Bucko3urer, kuHeMaTHueH : He e nanuuno
PaztBOpHMOCT . He e nanuuno
KoedunuenT Ha pa3npenenenue: n-okranoin/soga (Log  : He e mammuno
Kow)

Koedwuiment Ha pasnpenenesue: n-okranos/soga (Log  : -2,18 at 20°C
Pow)

Hansarane na mapure . He e nanuuno
Hansrane na mapure npu 50°C . He e nanuuno
IInsTHOCT : He e HanmuyHO
OTHOCHUTEIHA TUTBTHOCT . He e nanmmuno
OtHocHTeNHA MTBTHOCT Ha napuTe mpu 20°C . He e nanuuno
XapakTepUCTUKU Ha YaCTULIUTE : He e npunoxumo

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacoBeTe HA (U3HYHA OIACHOCT

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

9.2.2. Jpyru XapaKTepHuCTHKH 32 6e30ImacHoCT

Hsma nammana nomemanTeHa HHGOPMAHs

PA3IEJI 10: CTa0UJHOCT U PeaKTHBHOCT

CraOuileH Ipu HOPMAJHH YCIOBHSL.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima nipu Hopmansa ynotpe6a. Broxre Paznen 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIIs OITaCHU HU3IIapEHUS.

PA3JIEJI 11: TokcukosorunyHa nHGopmMmanus

Ocrtpa ToKCHYHOCT (OpaiHa) . Bpenen npu norisimane.
OcTpa TOKCHYHOCT (iepMaiHa) . He ce xmacudunmpa
OcTpa TOKCHYHOCT (BIMILIBAHE) . He ce xmacudunmpa
KoposuBHocT/ipa3HeHe Ha Koxara . TlpennsBuKBa apa3HeHe Ha KOXKara.
pH: 11 -12 (105 g/L)
Cepro3HO yBpeKJaHe Ha OUHUTE/IpasHEeHE Ha OUNTE : IlpenusBHKBa CEPHO3HO YBPEXKAAHE HA OYHUTE.

pH: 11 - 12 (105 g/L)
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Trolamine impurity B

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

CeHcuOunu3alys Ha IUXaTeNHUTE IBTHIA WK Kokata  © He ce kmacudummpa
MyTareHHOCT Ha 3apOAUIIHUTE KIETKH : He ce xmacudpunmpa
Kanneporennoct : He ce xnacudunupa
ToKCHYHOCT 3a PEHPOAYKLHATA . He ce ximacuduumnpa
CTOO (crneunduvHa TOKCHYHOCT 32 OIPEICICHU . He ce xnacuduuunpa

OpraHu) — eJJHOKPATHA CKCIIO3ULIUS
CTOO (cnenuduuHa TOKCHYHOCT 3a OIPEIEICHI : Morke 1a MpUYMHY YBpEXKJaHEe HAa OPTAHUTE IPH MIPOJBIDKUTEIHA WM IIOBTAPSIIA CC eKCIO3HIIHS.
OpraHy) — MOBTapSIIA C€ eKCIIO3UIUL

2,2'-iminodiethanol (111-42-2)

CTOO (cnenuudHa TOKCHYHOCT 3a ONpPEieIeH: opranyu) | Moxe 1a MPUYMHK YBPEKIaHe Ha OPTaHUTE HPH MPOABIDKUTEIHA WM NOBTAPAILA CE CKCIIO3HIHA.
— NOBTApSIIA CE CKCIIO3HIHA

OmnacHOCT IIpHU BAUIIIBaHE . He ce xnmacudunupa

Hsma nammana nomsmauTenHa HHGOPMALHs

PA3JIEJI 12: Exonoru4ysa ungopmanus

Exounorust - 06110 : Omnacuu oTnajgsiy. Jla ce U3MoI3yBaT MOAXOISIIM KOHTEHHEPH 3a OTIAaHUTE POLYKTH.
OmacHo 3a BoHATa cpeia, KpaTKOCpoUuHa (0CcTpa) . He ce xacudunmnpa
OmnacHo 3a BOAHATa cpesia, JBIrOCPOYHa (XPOHHYHA) . He ce xiacudunmnpa

2,2'-uMuHOAMETAHOI; JueTaHoaamun (111-42-2)

LC50 - Pubu [1] 1460 mg/I LC50-96 Hour - fish

EC50 - Pakoo6pasuu [1] 55 mg/l EC50 - 48 Hour - Daphnia magna

2,2"-MMHHOAHETAHO; AueTaHoaamuH (111-42-2)

Buopasrpaxnane ’ >90

2,2'-MMHHOAMETAHO; AueTaHoJamuH (111-42-2)

Koeguiment Ha pasnpezneneHue: n-okranon/sona (Log -2,18 at 20°C
Pow)

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima Hanmm4aHa TOMBIHATEIHA HHGOPMAIHS

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

©
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Trolamine impurity B

Nudopmanronen auct 3a 6€30macHOCT
B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

PA3JIEJI 13: OGe3BpexkaaHe Ha OTHAIBLIUTE

13.1. Mertoau 3a TpeTHpPaHe HA OTHAXBIH

MecTHO 3aKOHOJATEIICTBO (OTHaI[’bI_H/I) . ]Ia C€ U3XBBPIIH 110 0e30IaceH HauYWH B ChOTBETCTBUE C MECTHHTE / HaOUOHAJIHU p33H0p6H6H.

PA3JIEJI 14: UndopManusi OTHOCHO TPAHCHOPTHPAHETO

B crorBerctBue ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niam upenTudukanuoneH Homep

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.2. TouHno HaMMeHOBaHHe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCTIOPTHPAHE

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBbYHAa rpyna

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.5. OnacHocTH 3a OKOJIHATA cpeaa

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

HsiMa nombiHHTeIHA HATMYHA HHQOPMALHS

14.6. CiequaaHyu mMpeAna3sHA MePKH 32 MOTPeOHTeIHTe

CyxonmbTeH TPAHCNIOPT
He e npunoxumo

TpauncnopT no mope
He e npunoxumo

Bu3aymen Tpancnopt
He e npunoxxumo

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeKIyHApOHATa MOPCKA OPraHU3aus

He e npunoxxumo

PA3IEJI 15: UH¢dopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. Cneunduynu 3a BeHIeCTBOTO WJIH CMeCTa HOPMATHBHA ypea0a/3aK0HOIATEeJCTBO OTHOCHO (€30MACHOCTTA, 3[PABETO H OKOIHATA
cpena

15.1.1. Periiamentu Ha EC

REACH Ilpuio:xenune XVII (YcioBus 3a orpaHnyaBane)

He ¢urypupa B Ipunoxenne XVII Ha REACH

REACH, ITpnaoxenue XIV (Ciucbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B IIpunoxenne XIV na REACH (Criichk Ha BelecTBaTa 3a pa3pelaBaHe)
REACH Chucbk ¢ kanauaar-seirectsa (SVHC)

He ¢urypupa B cricpka Ha REACH ¢ kanaumat-Bemectsa

Peraament PIC (EC 649/2012, IIpeaBapuTe/iHO 000CHOBAHO ChIIacHe)

Henpunoxumo.
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Trolamine impurity B

Nudopmanronen auct 3a 6€30macHOCT
B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PersiaMeHT 0THOCHO BelllecTBa, KOUTO Hapymasat 030HoBus cjoii (EC 1005/2009)

He ¢urypupa B ciiichbka ¢ BelecTBa, KOUTO HapymaBat 030HoBuUs cioi (Permament EO 1005/2009): Trolamine impurity B

PersiameHT 0THOCHO npeKypcopuTe Ha B3puBHH BeulecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYSHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHH BewectBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

PernameHT 0THOCHO MpeKypcopHTe HA HapKoTHYHHM BemecTBa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHKTe BemecTBa (Permament EO 273/2004 0THOCHO IPOM3BOJICTBOTO U IIyCKAaHETO
Ha I1a3apa Ha OIIpelelIeH! BEIeCTBa, H3MI0I3BaHNU 32 HE3aKOHHO IIPOM3BOCTBO Ha HAPKOTUYHHU MU ICUXOTPOIIHH BEIIeCTBa)

15.1.2. HauuoHa oM pa3nopeaon

Hsima HanmMuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

15.2. Ouenka Ha 0€30I1ACHOCT HA XHMHYHOTO BEIIECTBO HJIH CMEC

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

PA3EJI 16: Ipyra nngopmanus

II'bnen Texer Ha H- u EUH-npegynpesxkaeHusiTa 3a OIAaCHOCT:

Acute Tox. 4 (opanHa) Ocrtpa TokcuuHoCT (opainHa), Kareropus 4

Eye Dam. 1 Cepro3HO yBpexaaHe/npa3HeHe Ha ounte, Kareropus 1

H302 Bpenen npu norasinane.

H315 Ipenu3BuKBa ApasHeHe HA KOXKATA.

H318 Ipenu3BuKBa CEPHO3HO YBPEKIAHE HA OUHTE.

H373 Mosxe Jja IPUYMHH YBPEXKAaHe Ha OPraHUTE IPH MPOIBIDKUTENIHA HIIH MOBTAPSIILA CE SKCIIO3HIINSL.
Skin Irrit. 2 Koposus/npa3nene na xoxata, Kareropus 2

STOTRE 2 CrrennidHa TOKCHYHOCT 3a ONPEJIETIeHN OpTaHy — MOBTapsIa ce ekcrosuius, Kareropus 2

Nudopmarones et 3a 6e3omacuoct (UJIB), EC

OTKA3 OT OTT'OBOPHOCT HupopmanusTa, chabprkamia ce B To3u NHpopMannoHeH JmcT 3a 0€30IacHOCT, € HOJIydeHa OT H3TOYHUIN, KOUTO CMsITaMe 3a
HaJeXKIHU. Berpeku ToBa, HH(pOpMarusTa ce IpeaocTans 6e3 HUKaKBa TapaHIs, H3pUYHA WM oIpa30Hpala ce, OTHOCHO HelfHaTa KOPEKTHOCT
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