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e/ i =gl \-nitroso-diethylamine (solution in Methanol)

HNudopmanronen aucT 3a 6€30macHOCT
of Medicines | du médicament

& HealthCare | & soins de santé CONSEIL DE U EUROPE B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Pernament (EC) 2020/878
Jlara na u3naBane: 31/01/2023 Bepewsi: 1.0

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

1.1. UnentudukaTop Ha NPOAYKTA

dopma Ha IPOYKTa : Cmec
HaumeHnoBanue Ha poyKTa : N-nitroso-diethylamine (solution in Methanol)
Kon Ha mponyxra : 202000237

1.2. UnenTudnuupanu BUAOBE YNOTPe6a HA BEIeCTBOTO WM CMECTa, KOMTO ca 0T 3HAYeHHe, U BHIOBE YIOTPeda, KONTO He ce
NnpenopbL4YBaT

1.2.1. UnenTnunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda : TIpomyKThT € mpeqHA3HAUCH 32 U3CIICIBAHMS, AHAM3H U HAYIHO-00PA30BATEHH IIEITH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
ODYHKIHS WK KATETOpusl Ha ymoTpeda : JlaGopaTOpHU XUMHUKAIH

1.2.2. Ynorpedu, KoMTO He ce MPenopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce u3noinssa : [lormbiane, Baumsane, lepmaiHo

1.3. logpo6Hu 1aHHH 32 TOCTABYHKA HA HH(OPMAILMOHHHUS 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 CIELIHU CIIyYan 1 +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacudunupane Ha BelIeCTBOTO HJIH CMecCTa

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

3amanuvu TeanocTH, Kareropns 2 H225
Ocrtpa TokcnuHoCT (opainHa), Kareropus 3 H301
Ocrtpa TokcnuHOCT (nepmaiHa), Kareropus 3 H311
Ocrpa TOKCHYHOCT (MHXaNanuoHHa: napu), Kareropus 3 H331
CrerdryHa TOKCHIHOCT 32 ONPeJIeIeHN OPTaH! — €THOKPATHA eKCIIO3HIINS, H370

Kateropus 1
3a memHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: Bk. paszen 16

Hebnaronpusitau pusnkoxumMuyHu edexTH U HedIaroNnpUATHH eheKTH 3a 3APaBeTO HA YOBEKAa M OKOJIHATA cpejia
OnpenenﬂHe Ype3 EKCIIEPTHO MHCHUE U 10 CHJIaTa Ha OKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a onacHoct (CLP)

S

GHS02 GHS06 GHS08
Curnanna gyma (CLP) . OmacHo
Coappxa  MeTaHoJ
Ipenynpexnenus 3a onacuoct (CLP) : H225 - CunHo 3anmainuMu TeYHOCT ¥ TIapH.

H301+H311+H331 - TokcuueH npy NOMTBIIAHE, IPH KOHTAKT ¢ KOXKAaTa MM NPY BAUIIBAHE.
H370 - [IprunusiBa yBpexkaHe Ha OpTraHUTe.
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N-nitroso-diethylamine (solution in Methanol)

Nudopmanronen auct 3a 6€30macHOCT

B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

IMpenopsku 3a 6e3omacuHoct (CLP)

P210 - []a ce ma3u OT TOIUIMHA, HATOPEILECHU IOBBPXHOCTH, HCKPHU, OTKPUT IUIAMBK, U IPYTH
M3TOYHUIIM Ha 3anayiBaHe. TIOTIOHOMYIIEHETO 3a0paHeHo.

P233 - CpasT 1a ce chXpaHsiBa ITBTHO 3aTBOPEH.

P240 - 3a3eMsBaHe U €KBHIIOTCHIMAIHA BPBh3Ka Ha ChJ]a U IPUEMATEIHOTO YCTPOHCTBO.

P241 - M3non3BaiiTe eneKTpUIeCKO/IPOBETPSBAI0/OCBETHTEIHO 000pyIBaHEe, 00€30aCeHO CpelLy
EKCILIO3USL.

P260 - He BaumBaiiTe mpax/mymek/ra3/{uM/u3napeHus/aepo30Im.

P264 - [Ta ce u3mue pbleTe 10 JaKTUTE H JIMIETO CTApaTeNIHO CJel yrnoTpeoa.

P270 - Jla He ce sime, Mue WK IyIIN OPH yIoTpeba Ha MPOIyKTa.

P271 - [1a ce u3non3Ba caMo Ha OTKPUTO WJIM Ha 100pe MPOBETPHBO MSCTO.

P280 - M3non3BaiiTe mpeana3Hu phKaBUIN/TIPEAIa3HO 00IeKI0/IPeIIa3Hy OUmIa/IIpena3Ha Macka
3a JIMIIE/TIPEIIIa3HU CPE/ICTBA 3a 3alllUTa Ha CIyXa.

P301+P310 - I[TPU TIOT'JTBIIIAHE: Hezabasno ce obanere B LIEHTHP 10 TOKCUKOJIOT U nnun
Ha JIeKap.

P302+P352 - [TP11 KOHTAKT C KOXATA: 13muiite 00uIHO ¢ BoAA.

P304+P340 - [TP11 BAUIIIBAHE: M3BeneTe IULETO HA YKCT BB3AYX U IO MIOCTABETE B O3NS,
YIJIECHSIBAILlA JULIAHETO.

P308+P311 - ITPU siBHa wim npeamnonaraema excriosuuus: Obanere ce B LIEHTHP T1O
TOKCHUKOJIOT U nnu Ha siekap.

P311 - O6anere ce B IEHTBP ITO TOKCUKOJIOT U winu Ha siekap.

P321 - Crienanu3supano jedeHre (BX. JOIBIHUTEIHA HHCTPYKLHS 32 IbpPBa MOMOIL[ Ha TO3U
€THKET).

P330 - Uzmuiakuere ycrara.

P361+P364 - He3abaBHO cBaneTe ISUI0TO 3aMBPCEHO 00JIEKIIO U IO H3IepeTe Ipey II0OBTOpHA
ymorpeba.

P370+P378 - IIpu noxxap: M3nomn3Baiite cpencTBa, pa3IniHH OT BOJA, 33 J1a 3aracure.
P403+P233 - Ta ce cpxpansiBa Ha 100pe npoBeTprBO MACTO. CHABT Ja C€ ChXpaHsBa ITbTHO
3aTBOPEH.

P403+P235 - [Ta ce chxpaHsiBa Ha 100pe NPOBETPUBO MsACTO. [la ce ChXpaHsBa Ha XJIaIHO.

P405 - Ta ce cbxpaHsiBa MO KJIFOY.

P501 - CbabppkaHHETO/ChABT a C€ U3XBHPJIM B IyHKT 33 ChOUpaHEe Ha OIACHU WJIH CIICIIMAHH
OTIAIbLIU, B ChOTBETCTBUE C MECTHHUTE, PETHOHAIHH, HALIMOHAHN M/UITH MEXIyHAPOIHU
pasmopenou.

ETI/IKeTHpaHe B CBOTBETCTBHUEC C: U3KJIIOYEHUS 32 BBTPCIIHU OIIAKOBKH, KOI'aTO CbAbPKaHUETO HE IIPEBUIIIaBa 10 ml

IMTukrorpamu 3a omacHoct (CLP)

OrmacHA ChCTaBKH

2.3. Ipyru onacHoCTH

b

GHS06 GHS08
METaHOI

He cvappxa PBT/vPVB Bemectsa > 0.1%, oneHenu B crotBercTBHE ¢ [Iprnoxenne XIII na Permament REACH

CMecTa He ChAbpIKa BellecTBO(a), BKIIFOUEHO(1) B CIIUCHKA, H3TOTBEH B choTBeTcTBHE ¢ WwieH 59(1), maparpa¢ 1 or REACH, 3a npurexaBaHeTo Ha CBOICTBA,

HapymaBamy (GyHKIUNTE Ha €HIOKPUHHATA CHCTEMA, MM 32 KOETO/KOUTO HE € YCTaHOBEHO, 4e MMa(T) CBOMCTBA, HapyImaBamy QYHKINHATE Ha €HIOKPUHHATA
cHCTeMa, B ChOTBETCTBHE C KpuTepuute, onpenenenu B lenerupan Permament (EC) 2017/2100 na Komucnsra wm Permament (EC) 2018/605 na Komucusra B

KOHIIEHTpAlysl, paBHa WX 0-BUcoka ot 0,1 Ternosen %.

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKHTE

3.1. BemecrBa

He e npunoxumo
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N-nitroso-diethylamine (solution in Methanol)

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

3.2. Cmecn

HaumenoBanue Hnentuduxarop Ha % Knacudukanus B cboTBeTCTBHE C
NPOAYKTA Permament (EO) Ne 1272/2008 [CLP]

METaHOJI CAS Ne: 67-56-1 >90 - <100 Flam. Lig. 2, H225

EO Ne: 200-659-6 Acute Tox. 3 (uuxanaumonna), H331 (ATE=3
EO unpexc Ne: 603-001-00-X mg/l/4h)

Acute Tox. 3 (zepmanna), H311 (ATE=300
mg/kg TenecHo Tero)

Acute Tox. 3 (opanna), H301 (ATE=100
mg/kg TenecHo Terio)

STOT SE 1, H370

N-Nitroso-diethylamine - >0.001 - <0.1 | Acute Tox. 3 (opasna), H301 (ATE=100
mg/kg TenecHo Terio)

Muta. 2, H341

Carc. 1B, H350

Agquatic Chronic 3, H412

CreunduyHu NpeIeTHH KOHIEHTPALMH

HaumenoBanue Wpnentuduxarop Ha npoaykra | Crnemuduunu npeaeTHH KOHIEHTPALHH
METaHOI CAS Ne: 67-56-1 (3<C<10)STOT SE 2, H371
EO Ne: 200-659-6 (10<C <100) STOT SE 1, H370

EO unnexc Ne: 603-001-00-X

3a meianus Teker Ha H- u EUH-npenynpexienusTa 3a onacHoOCT: BX. paszen 16

PA3JIEJI 4: Mepku 3a mbpBa OMOII]

4.1. Onucanne Ha MePKHUTE 32 MHPBA MOMOL

ITbpBa MOMOIIL TIPH BAUIIBAaHE . Ja ce ocTaBM IIOCTpajaiys Ha YHCT BB3AyX. OCUrypeTe CBEX BB3IyX Ha 3aCETHATOTO JIHIIE.

ITbpBa MOMOIIL IPH KOHTAKT C KOXKaTa : Jla ce OTCTpaHH MakCHMAaJHO upe3 H30bpcBaHe (¢ YMCTa M MeKa MONHBaIla Kbpra). Jla ce u3mue
OOMITHO C BOJIa B KOSTO € IPUOABEH JIETEPTeHT.

ITbpBa MOMOIIL IPH KOHTAKT € OYHTE . M3miakuere ¢ Boja, KaTO IBPXKUTE OUUTE IHPOKO OTBOPEHH.

ITepBa MOMOII IIPH MOTITBINAHE . Usnnaknere ycrata. He3abaBHo ce o6anere B IEHTBP ITO TOKCUKOJIOT M fl/Ha nekap. Moxe na

GbJle PENOPBYAHO TIPOIBDKHTENHO METHIIMHCKO HAOIIoIeHHE.

4.2. Haii-chuecTBeHn OCTPHU U HACTBIIBALIIM CJie/l U3BECTECH MEPUOI OT BpeMe CUMIITOMU U e(l)eKTPl

Cumrniromu/edextn . BB3MoxHN ca 3aKbCHETN eeKTH.
Cumriromu/eeKTH criest BIUIIBaHEe : HenocraThunu 1aHHN.
Cumrniromu/eheKTn clies KOHTAKT ¢ KoXKaTta : HenocraThunu 1aHHN.
Cumrnitomu/eheKTn ciies KOHTAKT C O9NTe . HenocraThunu 1aHHN.

4.3. Yka3zanmue 3a HE0OX0AMMOCTTA OT BCAKAKBY HEOTJI0KHU METUIHMHCKH TPUKHA U CNICLIUATTHO JIeYeHHue

Ho*n;pceTe MCIUIUHCKH C'I:Be’l‘/l'[OMOH.I. HpI/I BB3MOKHOCT J1a C€ ITOKAXXE HACTOSIIMA JIUCT, @ aKO HE € Ha Pa3IoJI0KEHUE, /1a CE ITOKaXKE OITaKOBKaTa UM €THKETA.

PA3JIEJI S: IIpOoTHBONOKAPHU MEPKH

5.1. Cpeacrsa 3a racene Ha moxkap

TTonxonsmm TI0)KapOTracUTEIHA CPEACTBA : Opesuto 3a 3aracsiHe Ha OI'bHSI.

5.2. Ocobenn OITIACHOCTH, KOUTO NMPOU3THYAT OT BELIECTBOTO UJIN CMECTa

OmnacHOCT OT IoXap : Bwx nmaparpad 2.2.
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N-nitroso-diethylamine (solution in Methanol)

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

I/IHCprKI.IHH 3a raceHe Ha IoXapu : Ja ce usznonssar CpEaCTBA, INOAXOIAIIH 32 TaCEHE Ha OXKapu B ChCEACTBO.

JIEJI 6: Mepku nipu aBapuiiHO 1

O6mm MepKkH : Jla ce n30srBa Npekus KOHTAKT ¢ MpoxykTa. He BaumBaiite
Ipax/Iymex/ra3/ M/ u3napeHus/aepo30iH.

6.1.1. 3a mepcoHas, KOWTO He OTrOBapsI 32 CIIEUIHH CJIyYan

ABapPIﬁHH IIJIAaHOBC . I[a C€ HOCH IOAXOAIILO NPEANasHO 06JICKJ'IO, PBKAaBULU U 3aIHUTHU CPEACTBA 3a OUUTE UIIHN JIULIETO.

6.1.2. 3a TunaTa, OTTOBOPHH 32 CHEINHHU CJIy4Yan

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanmuvHa HOMBIHUTETHA HHPOPMAIIUS

Meroau 3a MOYKCTBAHE . YGC,I[CTC C€C, 4€ OTIIaabLHUTE Ca C’L6pa_HI/I 1 C€ CbXpaHABAT HA CUTYPHO MSACTO. TTouuncrere
CTapaTeiHoO. I[a CC U3MHE HCC’LGI/IpaeMPIﬂ OCTaTbK C : PaSTBOp OT HATPUECB XUIIOXJIOPHUT.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 7: O0pa6oTka U CbXpaHeHHne

JIOIBbJIHKTENHH ONIACHOCTH O BpeMe Ha 06paboTka . Ha norpe6urens ga ce 06bpHE BHUMAHHUE 3a PUCKOBETE, EBEHTYATHO CBBP3aHH C H3MOJI3BAHETO Ha
MPOJIYKTA 3a JAPYTH 1IEH, PA3JIUYHHU OT TE3H, 38 KOMTO € IPeJHA3HAYEH.

Tpennasuu mMepku 3a Ge3omacHa paboTa : C marepuana Tps0OBa Ja ce paboT BHUMATENHO. Jla ce u30srBa npekust KOHTaKT ¢ npojaykra. C
Marepuana TpsAbBa [a ce paboTH 1o 1ab0opaTopHa KaMHUHa, JJOKOJIKOTO TOBA € Bb3MOXKHO.

XUrueHHH MEPKU . Jla ce paboTH B CHOTBETCTBUE C M3MCKBAHHUSATA HA 0OpaTa MPOMUIIIEHA XUTUEHa U IPOLIEYPUTE 3a
6e30MacHOCT.

TexHUYECKN MEPKH : Jla ce cna3BaT NPIIIOKUMHTE Pas3IOPenon.

VYcenosus 3a CbXpaHsBaHE : I[a C€ ChXpaHsBa IIOJ KIHY.

Bmx maparpag 1.

PA3JIEJI 8: KoHTpo.1 HA eKCNO3MIMATA/JIMYHU NPEeANa3sHU CPeCcTBa

8.1.1 Hauuonaanu TpaHUYHH CTOIHOCTH HA npo(l)ecuox-lam-la eKCIO3ULHS H OMOJIOTHYHH TPAaHUYHH CTOIHOCTH

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIHS

8.1.2. [lpenopbYNTETHH NMPOLETYPH 32 HAGTIOIeHHE

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH

8.1.3. OGpa3syBar ce 3aMbPCHTEJIH HA BB3yXa

Hsma HanmuvHa TOMBIHUTENHA HHOOPMAIIUS
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N-nitroso-diethylamine (solution in Methanol)

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

8.1.4. DNEL u PNEC

Hsima HanuuHa JOBIHUTEIHA ]/IH(I)OpMaLlI/ISI

8.1.5. Peryaupane upe3 o6xBaru (control banding)

Hsima manmmana JOITBJIHUTCIIHA I/IH(l)OpMaI_II/ISI

8.2. KoHTpo.I Ha eKCro3uIusTA

8.2.1. Ioaxoasiuy TEXHUYECKH KOHTPOJI

Hoaxoasiy TeXHNYeCKH KOHTPOT:
Jla ce cpxpansBa B 100pe POBETpUBO NoMemIeHre. J{a ce H3Mo3yBa eMHCTBEHO B CMyKaTelIHa KaOMHa ¢ HHTerpHpaH GuiIThp. BucokoedexTusen Gpuntsp 3a
gactuny (HEPA ¢untsp).

8.2.2. JIM4HH Npeana3Hu CpeacTBa
8.2.2.1. 3amuTa HAa OYUTE U JIULETO

3ammTa Ha ouHTeE:
Ipennasuu ounna. DIN EN 166

8.2.2.2. Tlpeana3BaHe HA KOKaTa

3ammTa Ha KOKaTa U THAJIOTO:
Jla ce n3nonzyBa XuMU4ecku ycToiunBo 3amutHo obnekio. DIN EN 13034

3ammra Ha pbLeTe:
XUMUYecKn yCTOHYMBHY NpeAnasHu pekapunu. ISO 374-1

8.2.2.3. 3amuTa Ha JUXaTeJIHUTE NHTUINA

3amuTa Ha AUXATEJIHUTE IMBTUINA
Otaensne Ha npax: npoTtuBonpaxoBa Macka ¢ puntep P3. DIN EN 140 & 149. Teuen npoaykT : AHTHaepo3oaHa Macka. Hocere auxaresien amapat, ako cTe
U3JI0XKEHHU Ha Mapu/mpaxoBe/acpo30Iiu

8.2.2.4. TepMU4HH ONIACHOCTH

Hsima Hanmmanaa JOIBJIHUTCITHA PIH(pOpMaI_II/IH

8.2.3. KoHTpo.1 Ha eKCHO3HIUATA B OKOJHATA cpeia

HsiMa HaiM4YHa TOMBIHATENHA HHQOpMALIHS

3JEJI 9: ®u3uyHN U XUMHUYHU CBOMCTBA

9.1. Undopmanust 0OTHOCHO OCHOBHHUTE (PM3MYHM H XHMHYHH CBOHCTBA

ArperatHo ChCTOSIHHE . Teuno

st . He e HanuuHo
Mupuc : He e npunoxumo.
I'panuna Ha Mupuca © He e Hannuno
Touka Ha ToneHe : He e Hanuuno
Touka Ha 3aMpb3BaHe © He e Hannuno
Touka Ha KHIEHe/UHTEPBAI HA KUTIEHE © He e Hannuno
3amanumocT . He e Hanuuno
I'paHuIyM Ha EKCIUIO3UBHOCT . He e nannuno
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT . He e nanuuno
T'opHa rpanuia Ha €KCIIIO3UBHOCT . He e nanuuno
IInamua Temneparypa . He e nanuuno
TeMneparypa Ha camo3ananBaHe . He e nanuuno
Temneparypa Ha pasnagaHe . He e nanuuno
pH . He e nanuuno
Buckoszuter, kunematuueH : He e manuuno
PastBOpuMOCT . He e nanuuno
KoedunuenT Ha pa3npenenenue: n-okranoin/Boga (Log  : He e nammnuno
Kow)

Hansarane na napure . He e nanuuno
Hansrane na napute npu 50°C . He e nanuuno
IInsTHOCT . He e nanuuno
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N-nitroso-diethylamine (solution in Methanol)

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

OTHOCHTENIHA ITBTHOCT : He e rammynO
OTHOCHTENHA MITBTHOCT Ha mapute npu 20°C . He e nanuuno
XapakTepUCTUKU HA YaCTULIUTE : He e npunoxumo

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe Ha (GU3NYHA OIACHOCT

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

9.2.2. /Ipyru XapaKkTepHCTHKH 32 6€30MacHOCT

Hsma nammana nomsmanTenHa HHGOPMAIHs

PA3JEJI 10: CTa0HJIHOCT H PEaKTUBHOCT

CrabueH npy HOPMATHHU YCIIOBHS.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma npu HopmanHa yrotpe6a. Buokre Pasnern 7.

TIpu 3arpsBane 10 ToYKaTa Ha pasrpaXkiaHe OTAENs ONACHN U3MAPEHHs.

H4YHa MHpopmanus

OcTtpa ToKCHIHOCT (OpaJtHa) . Tokcw4eH IpH MOTITBIIAHE.
OcTpa TOKCHYHOCT (JiepMaltHa) : TokcH4eH Npy KOHTAKT ¢ KOXKara.
OcTpa TOKCHYHOCT (BAMIIBAHE) . Tokcw4eH npu BIMIIBaHE.

N-nitroso-diethylamine (solution in Methanol)

ATE CLP (opanna) 100,06 mg/kg TenaecHo Teriio
ATE CLP (mepmanna) 300,18 mg/kg TenecHo Terino
ATE CLP (u3napeHus) 3,002 mg/l/4h

N-Nitroso-diethylamine

LD50 opaiHo mrbx 50 — 300 mg/kg

Koposusroct/npa3Hene Ha koxara : He ce xnmacuduumnpa (B3 ocHOBa Ha HAJIMYHUTE JaHHHU HE Ca M3ITBJIHEHH KPUTEPHUTE 32
KIacuHIHpaHe)

Cepno3HO yBpek/jaHe Ha OUHTE/IpasHEHe Ha OUHTe : He ce ximacudunmpa (B3 ocHOBa Ha HAIMYHUTE IaHHU HE Ca M3ITBJIHEHH KPUTEPHUHTE 32
KIIacuHIHpaHe)

CeHcnbunIu3anus Ha AUXATEIHUTE MBTUIA Wik koxkata . He ce kacuuunpa (Bs3 0CHOBa Ha HAIMYHNTE JAHHU HE Ca M3IIBIHCHH KPUTEPHUHTE 32
KIacuHIpanHe)

MyTareHHOCT Ha 3apOAUIIHATE KICTKU . He ce xnacuduunpa (B3 0cHOBa Ha HAIMYHUTE JAaHHHU HE Ca M3IIBIHCHHU KPUTCPHUUTE 32
KIacuHIpane)
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N-nitroso-diethylamine (solution in Methanol)

Nudopmanronen auct 3a 6€30macHOCT

B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Kanueporennoct

ToKCUYHOCT 3a penpoayKIUATa

CTOO (cneunuvHa TOKCHYHOCT 32 OIPEICICHI
OpraHu) — eIHOKpAaTHA EKCIIO3ULIUS

He ce knacudummpa (Bb3 0CHOBa Ha HAIMYHKUTE JAHHH HE Ca U3IIHIHCHU KPUTEPHHUTE 32
KJacupuIupane)

He ce knacudwumupa (Bb3 0CHOBa Ha HAIMYIHKUTE JAHHH HE Ca U3IIHJIHCHU KPUTEPHUTE 32
KJacupuIupane)

[puunHsIBa yBpEKIaHE HA OPraHHTE.

MeTaHo (67-56-1)

CTOO (cmenuguuHa TOKCHIHOCT 32 ONPE/IEICHH OPTaHH)
— €HOKpATHA CKCITO3ULHS

IIpuunnsBa yBpekaHe HA OPraHUTE.

CTOO (cnenuduyHa TOKCHYHOCT 32 ONPEACIICHN
OpraHu) — MOBTAPSIIIA CE EKCITO3UITUS

OnacHocT TIpy BAMIIBAHE

11.2. Undopmanus 3a Ipyrd ONACHOCTH

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

He ce xiacu¢uumnpa (B3 0CHOBa Ha HAIMYHUTE JAHHHU HE Ca M3IIBJIHCHH KPUTEPHHTE 32
KkiacupuIupane)
He ce knacuduimpa (Bb3 0cHOBa Ha HAIMYHHUTE JAaHHH HE Ca M3IIBIHEHH KPHTEPHHUTE 32
KIacHHILHPaHe)

PA3IEJI 12: Exojioru4Ha uH(popmanust

12.1. TokcH4HOCT

Exomnorus - o0mmo
OnacHo 3a BOJHAaTa cpejia, KpaTKocpouHa (0cTpa)

OnacHo 3a BOJHATa cpejia, IbJArocpoyHa (XpOHUYHA)

12.2. YcToW4YuBOCT H pa3rpajuMocT

Hsima Hanmmanaa JOIBJIHUTCITHA anpopMauns{

12.3. Buoakymy.Mpania cnocooHocT

Hsima Hanmmana JOIbJIHUTCITHA I/IH(bOpMaLII/IS[

12.4. TIpeHocMMOCT B MOYBATa

Hsima Hammana JOIIBJIHUTCITHA I/IH(i)OpMaI.II/ISI

12.5. Pesyartatu ot ouenkara Ha PBT u vPvB

HsiMa HaiM4YHa TOMBJIHATENHA HHQOpMALIHS

Onachu ornanbiy. [la ce U3Mmon3yBaT NOAXOASIIN KOHTEHHEPH 32 OTNAAHUTE POIYKTH.
He ce knacudumupa (Bb3 ocHOBa Ha HATMYHHUTE JAHHH HE Ca U3MIBIHCHH KPUTEPHUTE 32
KIacHHIHPaHE)
He ce knacudumupa (Bb3 ocHOBa Ha HATMYHHUTE JAHHH HE Ca U3MIBIHCHH KPUTEPHUTE 32
KIacHHIHPaHE)

12.6. CoiicTBa, HapymaBamy GyHKIHHATE HA €HIOKPHHHATA CHCTEMA

Hsma HanmyHa nonbiHUTENTHA UHOPMAIIUS

12.7. ipyru He4aronpusiTHa eexTH

HsiMa Haim4YHa TOMBIHATENHA HHQOpMALIHS

3AEJI 13: O6e3BpexaaHe HA OTHAAbIUTE

13.1. MeTtoau 3a TpeTHpaHe HA OTHAXBIH

MecTHO 3aKOHOIATENCTBO (OTMAIBIIN)
IMpenopbku 3a 06e3BperkaaHe HA IPOAYKTA/OMAKOBKATA

Ja ce n3xBbpiu 1o 6e30MmaceH HauuH B ChOTBETCTBUE C MECTHUTE / HAIMOHATHH Pa3NOPEa0H.
Jla He ce M3XBBPIIAT OTHAIBLKTE B KaHATM3AIMATA. MI3XBBpIIeTe TO3M MaTepuall U HErOBUs
KOHTEHHEp B IEHTHP 3a ChOMpaHe Ha ONACHU U CTICIMATHH OTIAIbIIH.

PA3JIEJI 14: UndopManusi OTHOCHO TPAHCHIOPTHPAHETO

B crotBerctBre ¢ ADR / IMDG / IATA
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N-nitroso-diethylamine (solution in Methanol)

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

ADR IMDG IATA
14.1. Homep no cnucbka Ha OOH niam upenTudukanuoneH Homep
UN 2929 UN 2929 UN 2929

14.2. Touno HaMMeHOBaHHe HA MpaTKaTa no cnucbka Ha OOH

TOKCHUYHA TEUHOCT, 3AITAJIUMA,
OPI'AHMYHA, H.Y K.

TOXIC LIQUID, FLAMMABLE, ORGANIC,

N.O.S.

Toxic liquid, flammable, organic, n.o.s.

Onucanne Ha TPAHCHOPTHHTE TOKYMEHTH

UN 2929 TOKCUYHA TEYHOCT, 3AITAJIMMA,

UN 2929 TOXIC LIQUID, FLAMMABLE,

UN 2929 Toxic liquid, flammable, organic, n.o.s.,

OPFAHMYHA, H.V.K., 6.1 3), IL, (D/E) ORGANIC, N.O.S., 6.1 (3), Il 6.1(3), 1l
14.3. Knac(oBe) Ha ONAaCHOCT NPH TPAHCHOPTHPaHe
6.1 (3) 6.1(3) 6.1(3)

£23

6

£23

6

14.4. OnakopbyHa rpyna

14.5. OnacHocTH 3a OKOJIHATA cpea

OmnacHo 3a okonHaTa cpena: He

OnacHo 3a okosiHara cpena: He
Mopcku 3ambpeuten: He

OnacHo 3a okonHata cpena: He

HsiMa nombiHHTeIHA HATMYHA HHQOPMALHS

14.6. CiequaaHyu mMpeAna3sHA MePKH 32 MOTPeOHTeIHTe

CyXombTeH TPAHCIOPT

Kracudukannonen xox (ADR) © TF1
Crerrranau pasmnopentdu (ADR) 274
Orpannuenu konuyectsa (ADR) 100ml
W3kmouenu konmyectBa (ADR) E4
OmnakoBbunu HHCTPYKIHH (ADR) P001, IBC02
Cwmecenu onakoBku (ADR) : MP15
WHCTpyKIMy 3a MPEHOCHMH LIUCTEPHU U KOHTelHepu 32 @ T11
HacunHu ToBapu (ADR)

Creraniu pa3nopeaou OTHOCHO NPeHOCUMH mucTepun  © 1P2, TP27

U KOHTelHepH 3a HacunHu ToBapH (ADR)

Konoge 3a nucrepau (ADR) © L4BH
Crerraniu pasnopenou oTHocHo uctepuu (ADR) : TU15, TE19
IIpeBo3HO cpencTBo 3a MPEBO3 B LIUCTEPHH FL
Tpaucmoprra kareropust (ADR) 2
Crieraniu pasnopenou 3a mpeBo3 - TOBapeHe, CV13,CVv28
pasroBapBaHe u 006pabotka (ADR)

Creraniu pa3nopenou 3a IpeBo3 — OepaTHBHU S2, 59, S19
n3uckBanus (ADR)

Wnentudukanuonen Homep 3a onacHocT (Kemnep No.) 63

OpamxeBu Tabenu

Kop 3a tynennu orpannuenus (ADR) D/E
TpancnopT no mope

Creranau pasnopenou (IMDG) 274
Orpannuenu xonmdectsa (IMDG) 100 ml
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N-nitroso-diethylamine (solution in Methanol)

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

Uskimouenn xonmdectsa (IMDG) : E4

Omnakosbunn uHCTpYKIHH (IMDG) : POO1

IBC onakosbunu uacTpykuuu (IMDG) : 1BCO2

Wnctpyxuuu 3a nuctepru ( IMDG) D T11

Creranau pasnopenou otHocHo mucrepau (IMDG) : TP2, TP13, TP27

EmS-Ne (IToxap) . F-E

EmS-Ne (Pa3nmuB) : S-D

Kateropust Ha ToBapene ( IMDG) B

Cknanupane u o6padorka (IMDG) : SW2

Csoticta u Habmozerus (IMDG) . Toxic if swallowed, by skin contact or by inhalation.

Bb3aywmeH TpaHcnopT

PCA Uzkimouenn konuuectsa (IATA) . E4
PCA OrpanuveHn KOIMYECTBA IbTHUYECKU CAMOJIET 1 1 Y641
kapro (IATA)

PCA MakcuMaiHO HETHO KOJIMYECTBO 32 OrPaHUYEHO © 1L
KOJIMYECTBO IIbTHUYECKU camouieT U kapro (IATA)

PCA UHcTpyKimy 3a OmakoBaHe MbTHUYECKH camoneT 1 © 654
kapro (IATA)

PCA MaxkciMaiHO HeTHO KOJIM4ECTBO IbTHUYECKH © 5L

camouter u kapro (IATA)

Wnctpykunu 3a onakoBane camo kapro (IATA) . 662
MakcuManHO HEeTHO KoindecTBo camo kapro (IATA) © 60L
Creransiu pasnopentou (IATA) 1 A4, A137
ERG kox (IATA) . 6F

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO CbCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MesKIyHApOHATA MOPCKA OPraHU3alusl

He e npunoxumo

PA3EJI 15: UHdopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. CoenuguyHu 32 BeNIeCTBOTO WJIW CMECTA HOPMATHBHA ypen0a/3aKOHOIATEICTBO OTHOCHO (€30MaCHOCTTA, 3IPABETO W OKOJIHATA
cpena

15.1.1. Periniamentu nHa EC

REACH Ilpuio:xenune XVII (YciioBus 3a orpannyaBaHe)

He cpabpika BemectBo(a), BKimoyeHo(n) B [Ipunoxenne XVII Ha REACH (YcnoBus 3a orpannyaBane)

REACH, Ilpunoxenune XIV (Cnincbk Ha BelllecTBaTAa 3a pa3peniaBaHe)

He cpappixa BemectBo(a), BritoueHo(n) B I[Ipunoxenne XIV va REACH (Crnmchk Ha BelecTBata 3a paspenraBaHe)

REACH Cnucbk ¢ kanauaar-seiiectsa (SVHC)

He cpabpika BemectBo(a), BKimoyeHo(u) B cniuchbka Ha REACH ¢ kanaunar-seriecTsa

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

Henpunosxumo.

Persament orHocHo YO3 (EC 2019/1021, YcroiiuMBU OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PersiaMmeHT 0THOCHO BelecTBa, KOMTO Hapymasat 030HoBus cJoii (EC 1005/2009)

He cpappika BemmecTBo(a), BKIIIOYSHO(H) B CIIMCHKA C BEIIECTBA, KOUTO HapymaBat 030HOBUS cioi (Permament EO 1005/2009 oTHOCHO BemecTBa, KOUTO
HapyIIaBaT 030HOBHSI CJIOH)

PersiameHnT 0THOCHO npeKkypcopuTe Ha B3puBHH BeutectBa (EC 2019/1148)

He cbabpixa BelecTBo(a), BKIIFOYEHO(M) B CIIHCHKA ¢ MPeKypcopu Ha B3puBHH Bentectsa (Permament EC 2019/1148 3a npeanaraneTo Ha masapa u yrnorpedara Ha
IIPeKypCOPH Ha B3pUBHU BEIIECTBA)

PeriiameHT 0THOCHO MpeKypcopuTe Ha HapKOTHYHM BemecTBa (EO 273/2004)

He cpabpika BemecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ IIpekypcopu Ha HapkoTnuHHTe Bemectsa (Permament EO 273/2004 0THOCHO POM3BOJCTBOTO H ITyCKaHETO
Ha T1a3apa Ha ONpEJICIICHH BEIECTBA, U3MONI3BaHU 3a HE3aKOHHO MPOM3BOJICTBO HA HAPKOTHYHH MITH TICHXOTPOITHH BEIECTBA)
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N-nitroso-diethylamine (solution in Methanol)

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

15.1.2. HauuoHaHH pa3nopeaou

Hsima HanuuHa JOBIHUTEIHA I/IH(i)OpMaLII/ISI

15.2. Ouenka Ha 0€30I1aCHOCT HA XHMHYHOTO BEIIECTBO HJIH CMEC

Hsima HanmuuHa JONBIHUTEIHA I/IH(l)OpMaLIHSI

PA3JIEJI 16: Apyra ungopmanus

II'bnen Texer Ha H- u EUH-npeaynpesxkaeHusiTa 3a 0IacHOCT:

Acute Tox. 3 (nepmainHa) Ocrtpa TokcuuHOCT (aepMainHa), Kareropus 3

Acute Tox. 3 Ocrtpa TokcuuHOCT (MHXa.), Kareropus 3

(MHXaIaHOHHA)

Acute Tox. 3 (opasHa) Ocrtpa TokcuuHocT (opainna), Kareropus 3

Aquatic Chronic 3 OrnacHo 3a BOJIHATA CPe/la — XPOHUYHA ONACHOCT, KaTeropust 3

Carc. 1B Kanueporenuocrt, Kareropust 1B

Flam. Lig. 2 3anamumu Teqnocty, Kareropus 2

H225 CHITHO 3amajiMMH TeYHOCT U Hapu.

H301 ToxcuueH npu NOrIbIIaHeE.

H311 ToKcHYeH IPH KOHTAKT C KOXKATA.

H331 ToKCHYeH TIPH BIHIIBAHE.

H341 Ipenmnonara ce, ue IPUYNHSABA TCHETUYHU NEPHEKTH.

H350 Moske 1a NPUYHHE paK.

H370 IIpuunnsBa yBpexaaHe Ha OPraHUTE.

H371 Moxe 1a IPUYMHU YBPEXKIAHE HA OPTaHUTE.

H412 Bpezen 3a BOAHHTE OPraHU3MH, C ABITOTPACH e(EKT.

Muta. 2 MyTareHHOCT 3a 3apoAuIIHU KieTku, Kateropus 2

STOTSE 1 CrienniyHa TOKCHYHOCT 32 OIPE/ICTICHH OpPraHy — €IHOKpaTHa excrio3unusi, Kareropus 1
STOT SE 2 Crer¢uaHa TOKCHYHOCT 32 OLPEJIeIeHN OpraHy — eJHOKpaTHa ekcro3uims, Kareropus 2
Knacuduuupane u npoueaypa, u3no/I3BaHa 3a moJyyaBaHe Ha KJIacH(pUKAIUATA 32 cMecH cbriacHo Peraament (EO) Ne 1272/2008
[CLP]:

Flam. Lig. 2 H225 W3uucnutenen MeTox

Acute Tox. 3 (opanHa) H301 W3uucnureneH MeToxa

Acute Tox. 3 (zepmaHa) H311 W3uucnureneH MeTox

Acute Tox. 3 H331 U3unciurenied MeTO,

(MHXaJAI[HOHHA: TAPH)

STOTSE 1 H370 Uzuncourenen MeTof

Wudopmanmonen auct 3a 6esonacuoct (MUJ1B), EC

OTKA3 OT OTTOBOPHOCT Uupopmanusta, chabpxaiia ce B To3u MHpOpMaIMOHeH JUCT 3a 6€30MacHOCT, € MOIyYeHa OT U3TOYHUIM, KOUTO CMsITaMe 3a
HaJeKAHH. Beopexu ToBa, HH(pOpMaNUATa ce MpefocTaBs 0e3 HUKaKBa TapaHIlis, U3pHIHA WK IT0Apa30oupania ce, OTHOCHO HeHHaTa KOPeKTHOCT
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