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Etilefrine hydrochloride
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PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMeCTA M HA IPY:KeCTBOTO/NPeANPUATHETO

®dopma Ha NpoJyKTa . BemectBo
HaumeHnoBaHue Ha BEIECTBOTO : Etilefrine hydrochloride
XUMHYECKO HAaHMEHOBAHHE : Etilefrine hydrochloride
EO Ne 1 213-398-8

CAS Ne 1 943-17-9

Kopx Ha nponykra : 201600364

Hpentndunupann ynorpeoun

Ynorpeba Ha BelecTBOTO/CMECTa : Hayunu uscnenBanus u pa3BUTHE
TexHUYeCKH N3MUTBAHUS 1 aHATH3U
Camo 3a npodecroHanHa ynotpeba
DyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHM XUMHKAITH

Ynorpedu, KOUTO He ce MPEenopPbHYBAT

OrpannueHns 3a ynorpeda : He 3a xpana, JlekapcTBa MM JIOMAaIlTHa yrioTpeda

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe

7, Allée Kastner, CS30026

F 67081 Strasbourg

France

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

sds@edqm.eu, www.edgm.eu

Tenedonen HoOMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: OnucaHue HA OMACHOCTHTE

Kaacupuxauus B crorBercTBue ¢ Peraament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcnuHocT (opainHa), Kareropus 3 H301

OmacHo 3a BoJHAaTa cpejia — XpOHHYHA OIIaCHOCT, KaTeropus 3 H412

3a meianus Teket Ha H- n EUH-npenynpeskieHusTa 3a OIacCHOCT: BXK. pa3nen 16

He0naronpuaTay GpU3HKOXHMHYHHE e(DeKTH H HeOIATONPHATHH e()eKTH 32 31PABETO HA Y0BEKA H OKOJIHATA cpela

ToxkcuyeH mpu nornbliiaxHe. Bpenex 3a BOAHUTE OPraHU3MH, C ABIATOTPACH e(EeKT.

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

ok

ITuxrorpamu 3a onacuoct (CLP)

GHS06
Curnanna nyma (CLP) : Omacuo
Tpenynpexnenus 3a omacaoct (CLP) : H301 - ToxcudeH 1py IOTTbIIAHE.

H412 - Bpenen 3a BomHHUTE OpPraHU3MH, C ABITOTPACH CPEKT.
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Etilefrine hydrochloride

WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Ipenopbku 3a 6e3omacuoct (CLP) : P264 - Jla ce u3Mue phleTe A0 JAKTUTE U JIMLETO CTAPATEIHO Clie/l ynoTpeba.
P270 - la He ce sae, nue Wiy My nNpy ynotpebda Ha NpoayKTa.
P273 - Jla ce n30sirBa u3nyckaHe B OKOJIHATa Cpeja.
P301+P310 - [TPU [TOTJITBILIAHE: He3zabaBHo ce obanere Ha Jiekap.
P321 - Cneunanusupano neyeHue (BxkK. AOMbIHUTEIHA MHCTPYKIMS 3a IbPBa IIOMOLI Ha TO3U
€THKET).
P330 - U3nnakuere ycrara.
P405 - Ta ce chxpaHsiBa 1moJ KJIo4.
P501 - CoapprxkaHneTo/chabT Aa Ce U3XBBPIIH B MMYHKT 33 CHOMPAHE HA OMACHU WU CIICHUATHI
OTHajbliH, B ChOTBETCTBHE C MECTHHTE, PCTHOHAIIHY, HALIMOHAIHY H/MJIN MEXILyHapOIHU
pasnopenou.
ETukerupane B choTBeTCTBUE C: V3KII04EHHS 32 BBTPELIHU OMAKOBKHU, KOTaTo ChIbPXKAHUETO He npeBuiasa 10 ml.

ok

IMuxrorpamu 3a onacuoct (CLP)

GHS06
2.3. [Ipyru onacHoCTH
JIpyru onacHOCTH, KOUTO HE BOJSIT 10 KIacH (UKL : Oka3sBa BIUsIHHE BbPXY ChpJeYHATa ACHHOCT U BPXY KPbBOOOPAILICHUETO.
Jlpyra napopmarms . Cwappxa: AKTHBHO BEIIECTBO (BB (papManeBTUUHH NPoayKTH/DapManeBTHIEH MPOLYKT, KOKHTO ce

M3II0J13Ba KATO JIEKApPCTBO 33 ChPJCYHO-CHI0BATA CUCTEMA).
AKTHUBHO BelecTBO (BB (hapMaLleBTHIHH IPOTYKTH).
BHymanye - BelecTBo, KOETO BCE OIIe He € M3MUTaHO HAIIBIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HNnenrudguxarop Ha % Kaacudukanus B CbOTBETCTBHE C
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Etilefrine hydrochloride CAS Ne: 943-17-9 <100 Acute Tox. 3 (opanna), H301 (ATE=100
EO Ne: 213-398-8 mg/kg TexecHo Terio)
Aquatic Chronic 3, H412

3a neinnus Teker Ha H- 1 EUH-nipenynpexaenusTa 3a onacHoCT: BX. pazjen 16

PA3/IEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHTE 32 MbPBa MOMOIL

ITepBa nomont - 00N MEpKU : BbB BcHuku cydan Ha CbMHEHHE, WM aKO CHMIITOMUTE IIPOBIDKABAT, HOTHPCETE MEUIIMHCKA
TIOMOIII.

ITepBa noMoLI IpH BUIIBaHE : M3Bezmere IMIETO Ha YHCT BB3YX U I'O IIOCTaBETE B IIO3MIIMS, YIIECHIBaIA AUNIaHeTo. [la ce octaBu
MOCTpaJays Ja CU modnHe. B cirydaii Ha npunomaBane: IToTbpceTe MEIUIIMHCKY CHBET/IIOMOLI.

ITspBa moMoLI IPH KOHTAKT C KOXKATa : Jla ce cBay 3aMBPCEHOTO OOJICKIIO U H3JIOKEHHUST YUacThK OT KOXKaTa Jia ce H3MHE C MK CallyH U
BOJIa, KaTo CIIeJl TOBa ce M3IUIAKHE C TOIUIA BOJA.

ITspBa oMo IPH KOHTAKT C OYHTE . M3miaksere ¢ BoJa, KaTo ABPIKUTE OYUTE MIUPOKO OTBOPeHH. [loThpceTe MeqUIMHCKa TOMOL, aKO
0oJkaTa, MUTaHETO MU 3a4ePBSIBAHETO IPOJIBIDKAT.

ITspBa mOMOI TIPX MOTJTBIIAHE . M3makeere ycrara ¢ Bozia (caMo ako NOCTpaJajInsT € B cb3HaHHe). Hukora He naBaiiTe HUIIO Ipe3
ycraTa Ha 4oBeK B Oe3ch3Hanue. HeszabaBHo ce obanere B IEHTBP I10 TOKCUKOJIOT Usl/va
JeKap.

4.2. Haji-cbl1eCTBEHH OCTPH M HACTBIIBAILM CJIe]l H3BECTeH IepHo/l 0T BpeMe CHMITOMH U edeKTH
Cumnromu/epexTu . Hapymenus Ha cepedHaTa JeHHOCT.
4.3. Yka3anue 3a He00XOJHMOCTTA OT BCIKAKBH HEOT/I05KHH MEMIMHCKH FPUAKHU U CIIELHATHO JieYeHue

Hsma HannyHa I0MbIHUTETHA HHOPMALUS
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Etilefrine hydrochloride

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

PA3JIEJI 5: IIpoTHBONOXKAPHA MEPKH

Tloxxozsmy noxkaporacHTENHN CPEACTBA : Jla ce M3MON3BAT CPE/CTBA, MOAXO/IAIIM 32 FACEHE HA MTOXKAaPU B ChCECTBO. BbriaeposieH AMOKCH .
Bopnen cnpeii. Cyx npax. Oeso 3a 3aracsiHe Ha OI'bHsL.
Henonaxosimy moxaporacuTelIHI CPeICTBA : Jla He ce M3MI0JI13Ba CUITHA BOJIHA CTPYSI.

OnacHu IPOAYKTH Ha pasnaJaHe B cnyl{aﬁ Ha 1moxxap : HenwiHoTo TropeHe OCBOGO)KI[aBa OITIaCE€H BBIVIEPOJICH OKHUC, BBIVIEPOACH ABYOKHUC U APYTId TOKCUIHHU
TazoBe. Bb3MOXKHO € OTJeNTHETO Ha TOKCUYHU H3MapCHus.

MHcTpykuny 3a raceHe Ha HOXKapH : Jla He ce omycka M3MoJI3BaHaTa B 6opbara ¢ Imoxkapa BoJa ia 3aMbpCH OKOJIHATa Cpefa.
3amyta Ipy raceHe Ha Ioxap : Jla He ce mpexnpreMa Hameca 0e3 MOAXOSIIO 3aLIUTHO 000pyABaHe. ABTOHOMEH H H30JIHMPAIL]
arapar 3a AuxareiHa 3anmTa. [IeiiHa 3amura Ha TI10TO.

PA3IEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

O6mm Mepkn : Jla ce M30srBa KOHTAKT C KOXKATa, OYUTE U JIPEXHTE.

3a mepconai, KOWTO He 0TTOBaPsI 32 CHEIIHH CIyYan

ABapHitHH IIJTaHOBE : Jla ce OTCTpaHU HEHYKHHUS IIEPCOHAI.

3a JMIATa, OTTOBOPHH 32 CHELIHH CJIy4Yau

3aImuTHY CpeacTBa : Ja He ce npexnpuema Hameca Oe3 MOAXO/ANIO 3aIMTHO 06opyIBaHe. 3a IoBede HHpOpMAIHS,
BIDKTe paszen 8: "KonTpon Ha ekcriosuimsTa/ TMYHA IpeAIa3Hu cpejicTpa’.

Jla ce n30srea usnyckaHe B OKOJIHATa cpefa. [IpeoTBpaTeTe HaBIM3aHETO B KAHAIM3ALUATA U B OOIIECTBEHUTE BOJIH.

3a 3agpprkane : TlonuiiTe ¢ HHEpTeH MaTepual U IOCTaBeTe B MOAXOIAMN] KOHTEHHEp 3a 00e3BpeKIaHe Ha OTIAIbIIN.
Mertoau 3a mouncTBaHe : Tlouncrere 3aMBpCeHUTE HOBBPXHOCTH OOMIIHO ¢ Boza. [louncTBane ¢ MOMIITA HA JETEPreHT.

Bmxre Pazznen 13 otrocHo nnbopMarms 3a 06e3BpekaaHe Ha OTIAIBIHTE.

PA3JIEJI 7: PaGoTa u cbXpaHeHue

Ipenmnasxn Mepku 3a 6e3omacHa padoTa : Jla ce n304rBa BCsAKaKBa M3IMIIHA eKCIO3ULHs. Jla ce ocurypu 100po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XHUrueHHH MEPKU : Jla He ce sze, MUe WM MyIIX IpH ynoTpeba Ha MpoaykTa. Jla He ce M3HACsA 3aMbPCEHO PabOTHO

00JIEKIIO H3BBH pa6OTHOT0 TIOMCUICHHUE. I[a C€ UBMMUAT PBUETE NPEAU NOYUBKUTE U CIET
TIPUKITIOYBAHE HA pa60TaTa.

Vcenosus 3a CbXpaHsBaHE : Ila C€ CbXpaHsaBa HaA I[OGpC TIPOBETPUBO MSCTO. CpabT 12 ce CbXpaHsABa IUIBTHO 3aTBOPEH. I[a ce
T1a3u OT TOIUIMHA U IpsIKa CJIbHYEBA CBETINHA.
OrnakoBbYHU Marepuain : I{a C€ CbXpaHsABa B OPUTHMHAIIHUTE KOHTCﬁHCpH.

Hsima HanmuHa JOMIBJIHUTETHA I/IH(I)OpMaI.IHﬂ
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Etilefrine hydrochloride

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

31EJI 8: KoHTpo.1 Ha eKCIIO3ULMATA/JIMYHH NPEeANa3HH CPeICTBA

8.1. [TapameTpu HA KOHTPOJI

HsiMa Hann4yHa JOMBIHATETHA HHQOPMALHS

8.2. KoHTpo. Ha eKCIO3HIMATA

TIMoaxoasig HH’KEHEPEeH KOHTPOJI

Tloaxoasiiy MHKeHepPeH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsICTO. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMYKaTeJIHA BEHTUIIAIMS, TaKa U BEHTUIIALKS Ha 00IIOTO
nomemenue. C MaTeprana TpsioBa ja ce paboTH HOJ 1abopaTopHa KaMHUHA, TOKOIKOTO TOBA € BE3MOXKHO.

JIn4yHH npeana3sHu cpeacTBa

3amuTa HA OYUTE U JUIETO

3amuTa Ha ounTe:

Ja ce HocsT npeanazau ounia. [IpeanasHu ounna cbe crpaHuyHa 3amuTa. (EN 166)
3amuTa Ha KOKaTa

3amMTa HA KOKATA M TAJI0TO:
Jla ce HOCH OAXOAAMIO Ipeana3Ho obnekno. Jlaboparopra ynorpeba : JlaboparopHa npectmka. (EN 13034)

3ammuTa Ha pbLeTe:
Jla ce HOCAT MOAXOISIY PhKABULIU. XUMHUYECKH YCTONUNBY npena3nu pbkasunu. (EN 374)

3ammura Ha JAUXATEJTHUTE IMIbTUILA

3amuTa Ha AMXATEJIHATE MTHINA:
B ciyuait Ha oOpa3yBaHe Ha IIpax jia ce W3II0JI3Ba anapar 3a aumane ¢ puiarsp: P3

PA3JIEJI 9: ®u3nynu 1 XMMHUYHHA CBOMCTBA

9.1. UudopManusi 0THOCHO OCHOBHHMTE (U3UYHM M XMMHYHH CBOHCTBA

ArperatHo ChCTOSHHE : TeBpmo BemecTBO
st : Osu1. TOYTH OsLI.
BrwHiieH Bug . Kpucranen npax. Kpucramu.
MornexynHa Maca : 217.7 g/mol
Mupuc : He e manuuno
I'pannnara Ha Mupuca : He e nanuuno
Touka Ha ToneHe : =120°C

Touka Ha 3aMpb3BaHe : He e nanmmuno
Touka Ha KUIIEHE : He e nanuuno
3ananuMocT : He e manmuuno
JlonHa rpaHuIa Ha €KCIIO3UBHOCT . He e npunoxumo
I'opHa rpaHHIIa HA €KCIUIO3UBHOCT . He e npunoxumo
ITnamua TemMnepaTypa . He e npunoxumo
Temmeparypa Ha camo3amnaiBaHe . He e npunoxumo
Temmeparypa Ha pa3naraHe : He e nanmuuno

pH : 5(100 g/l)

pH pastBop : He e nanuuno
Bucko3uteT, KHHEMaTHICH . He e npunoxumo
Pa3tBOpUMOCT : Boma: 100 — 1000 g/
Koedunuenr Ha pasnpenesnenue: n-okranon/soga (Log  : He e HanuuHO
Kow)

Hansarane Ha napute : He e nanuuno
Hansraune Ha napute mpu 50°C : He e nanuuno
IInsTHOCT : He e nanuuno
OTHOCHTENHA ITTHOCT : He e Hanmuuno
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yacTuiure : He e nanuuno
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Etilefrine hydrochloride

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 10: CTa0MIHOCT U PEAKTHBHOCT

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

Hsma HanuvHa TOTBIHUTENHA HHPOPMAIIUS

CHUKOJIOTHYHA HH(l)OpMaIIHﬂ

OcTtpa TOKCHYHOCT (OpanHa)
OcTpa TOKCUYHOCT (iepMajHa)
OcTpa TOKCUYHOCT (BJIUILIBAHE)

Etilefrine hydrochloride (943-17-9)

TOKCHYEeH IPH MOTTbIIAHE.
He ce xnacuduuupa (Jlumncar q1aHau)
He ce xnacuduuupa (Jlumncsar 1aHHu)

LD50 opanHo mrbx > 50 — <300 mg/kg (mporHo3Ha CTOHHOCT)

KoposuBHocT/ipasteHe Ha KoxaTa He ce knacuduumpa (B3 0cHOBa Ha HAIMYHUTE JAaHHH, HE Ca U3IBIHEHN KPUTEPUUTE 32
KIacupHIEpaHe)

pH: 5 (100 g/l)

CCpPIO3H0 YBpEXKAaHEC HA ouure/, JAPa3sHCHE HA OYUTE

CCHCH6I/IJ1PI33.III/I5{ Ha TUXaTCJIHUTE ITbTUIIA UIIH KOXKaTa

MyTareHHOCT Ha 3apOJUILIHUTE KIETKU

Kanneporensoct

TOKCHYHOCT 3a PEHPOAYKIHATA

CTOO (cneunduyHa TOKCHYHOCT 32 OIPEICICHN
OpraHu) — €JIHOKPATHA EKCIIO3HIIUS

CTOO (cnenn¢puvHa TOKCHYHOCT 3a ONpPeETeHI
OpraHy) — HOBTapsIIIa Ce eKCIIO3UIUSL

OmnacHOCT I BAUIIBAHE

He ce xnacuduuupa (Jluncsar q1aHau)

pH: 5 (100 g/1)

He ce xacudunupa (JIuncsar nanam)

He ce xnacudunupa (B3 ocHOBa Ha HATMYHUTE JaHHY, HE Ca U3IIBIHCHU KPUTEPHUTE 32
KJacuupane)

He ce xnacuduuupa (JIumncsat 1aHH#)

He ce xnacudununpa (Heybeanrenun nanum)

He ce xnacudunmpa (Jluncsar naHau)

He ce xiacudunupa (Bb3 ocHOBa Ha HAIMYHUTE JaHHY, HE Ca U3II'BIHCHU KPUTESPHUTE 32
KIacuuIupaHe)
He ce xnacu¢unupa (Jlunceat nanxm)

Hsma HanuvHA TOMBIHUTENHA HHPOPMAIIUS
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Etilefrine hydrochloride

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

PA3JIEJI 12: Exosiornyna uH(popmManus

OmnacHo 3a BOj(HATa Cpejia, KpaTKocpouHa (0cTpa) . He ce knacu¢uuupa (B3 0CHOBA Ha HATMYHUTE JAHHH, HE Ca U3ITBJIHCHH KPHTEPUHTE 32
KIacubHIEpane)
OnacHo 3a BOJIHATA CPEia, ABJITOCPOYHA (XPOHHYHA) : Bpe/eH 3a BoIHHTE OPraHU3MH, C IBITOTPACH eEKT.

Etilefrine hydrochloride (943-17-9)

EC50 - Pakoo6pasau [1] 14.5 mg/1 (48 gaca, Daphnia magna (Boxua 6sixa)) (Mmetoq OECD 202)

Etilefrine hydrochloride (943-17-9)

YcToiuMBOCT U pasrpagiuMocT He ce pasrpaxna 6bp30

Hsma nanwyna 1onbIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qONbIHUTENHA HHOOpMALHS

Hsma HanuvHa TOMBIHUTENHA HHPOPMAIIHS

Hsma HanuvHa ZOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTETHA PIH(bOpMaHHﬂ

PA3JIEJI 13: O0e3BpeskaaHe HA OTHAABLUTE

Hsima HanmuHa JOMIBJIHUTETHA HH(bOpMaLIPIﬂ

PA3JIEJI 14: Undopmauusi 0THOCHO TPAHCIIOPTUPAHETO

B cporBetcTBre ¢ ADR / IMDG / IATA
ADR IMDG TATA

14.1. Homep no cnucbka Ha OOH ninn naenTuduKanuoHeH HoMep

UN 2811 UN 2811 UN 2811

14.2. TouHo HauMeHOBaHHE Ha IpaTKaTa no cnucbka Ha OOH

TOKCHWYHO TBBHP/JI0 BELLIECTBO, TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.
OPI'AHNYHO, H.V K.

Onucanue Ha TPAHCHOPTHUTE TOKYMEHTH

UN 2811 TOKCUYHO TBBPJO BEIIECTBO, | UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1, UN 2811 Toxic solid, organic, n.o.s., 6.1, III
OPI'AHNYHO, H.Y K., 6.1, 11I, (E) 1

14.3. Knac(oBe) Ha OaCHOCT NP TPAHCHIOPTHPAHE

6.1 6.1 6.1
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Etilefrine hydrochloride

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

IMDG IATA
6 6
14.4. OnakopbYHa rpyna
I 1II I

14.5. OnacHocTH 32 0KOJIHATA cpeja

OnacHo 3a okonHaTa cpena: He

OnacHo 3a okonHata cpena: He
Mopcku 3ambpeuten: He
EmS-Ne (TToxap): F-A
EmS-Ne (Pa3nuB): S-A

OmnacHo 3a okonHaTa cpena: He

Hsma JOITBJIHUTECITHA HAJTUIHA P[HCbOpMaI_II/IH

14.6. CnenuajiHy npeana3sHu MepKH 3a NOTpeduTeuTe

CyXombTeH TPAHCIIOPT

Knacudukanuonen xox (ADR)

Creranau pasnopendu (ADR)

Orpannuenn xonuuectsa (ADR)

Wskimouenn xonmdectsa (ADR)

OmnakoBbuHH HHCTPYKIMH (ADR)

CreruanHu onakoBbYHH pasznopendu (ADR)

Cmecenn onakoBku (ADR)

WHCTpyKIuHY 3a IPEHOCUMH IIUCTEPHU U KOHTEHHEepH 3a
Hacunuu ToBapu (ADR)

Creruanau pa3nopenol OTHOCHO IIPEHOCUMH IIUCTEPHU
1 KOHTeitHepH 3a HacumHu ToBapu (ADR)

Konose 3a nuctepan (ADR)

Crernuanau pasnopen6ou oTHocHO nuctepau (ADR)
IIpeBO3HO CPEACTBO 3a MPEBO3 B LIUCTCPHH
Tpancnoprha kareropus (ADR)

Crienmanau pasnopeaou 3a npeBo3 - Hacumuo
cberosinue (ADR)

CrienpianHu pasnopeaou 3a IpeBo3 - TOBapeHe,
pasroBapBane u 00padotka (ADR)

CrienpaiiHu pa3nopendu 3a NpeBo3 — ONepPaTHBHU
nzucksanus (ADR)

Wnentudukanuonex Homep 3a onacHoct (Kemuep No.)
OpamxeBu Tabenu

Kon 3a tynennu orpanuuenus (ADR)

TpancnopTt 1o Mope

Creruanuau pasnopen6u (IMDG)
Orpannuenu konudectsa (IMDG)
HUskmouenn xonudecrsa (IMDG)
OmnaxoBbuny uHCTpyKIuH (IMDG)
IBC onakosbunu uacTpykiuu (IMDG)
IBC cnenmanuu pasnopenéu (IMDG)
Wnctpyxunu 3a nucrepru ( IMDG)
Creruanau pasnopenou otaocHo nucrepad (IMDG)
Kareropus ua ToBapene ( IMDG)
IInamua remneparypa (IMDG)
CgoiictBa 1 Habmoaenus (IMDG)

AT

T2

274,614

Skg

El

P002, IBCOS, LP02, RO01
B3

MP10

T1

TP33

SGAH, L4BH
TU1S5, TE19

2
VC1, VC2, AP7

CV13,CV28

S9

60

60
2811

223,274
Skg

El

P002
IBCO8
B3

Tl

TP33

A

Toxic if swallowed, by skin contact or by inhalation.
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Etilefrine hydrochloride

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Bb3ayumien Tpancnopt

PCA Uskmrouenu konmuecta (IATA) : El
PCA OrpaHuueHu KOJIMuecTBa MbTHUYECKH CaMOJIET 1 1 Y645
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO 32 OTPaHUYEHO . 10kg
KOJIMYECTBO IIbTHUYECKU camoneT u kapro (IATA)

PCA MHcTpyKuuy 3a OnakoBaHe MbTHUYECKH camoneT u @ 670
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO IbTHUYECKH : 100kg
camouet u kapro (IATA)

WHcrpykuuu 3a onakoBaHe camo kapro (IATA) 1 677
MakcumanaHo HeTHO KosmuecTBo camo kapro (IATA) : 200kg
Criennanuu pasnopendu (IATA) 1 A3, AS
ERG xox (IATA) : 6L

14.7. MOPCKH TPAHCHOPT HA TOBAPU B HACUITHO CHbCTOSAHUE CHIJIACHO HHCTPYMEHTH HA MemyﬂapouﬂaTa MOPCKa opraHu3anus

He e npunoxxumo

PA3JIEJI 15: Undopmanusi OTHOCHO HOpMaTHBHATa ypenada

15.1. CienppvyHH 32 BEIECTBOTO HJIH CMECTA HOPMATHBHA YPen0a/3aK0H0IATe/ICTBO OTHOCHO G€30MaCHOCTTA, 3PABETO H OKOJIHATA
cpexa

PeramamenTtn Ha EC

REACH, IIpuaoxenue XVII (YciioBus 32 orpaHu4YaBaHe)

He ¢urypupa B [Tpunoxenue XVII nva REACH

REACH, IIpuinoxenue XIV (Cnuchbk Ha BeliecTBaTa 3a pa3peLiaBaHe)

He ¢urypupa B [lpunoxenne XIV nHa REACH (Crnncbk Ha BelecTBaTa 3a pa3periaBaHe)
REACH, Cnucsbk ¢ kanauaart-seurecrsa (SVHC)

He ¢urypupa B cnncbka Ha REACH ¢ kananaaT-BenecTsa

PersiaMeHT 0THOCHO BelllecTBa, KOMTO Hapymasat o30HoBus cjioii (EC 1005/2009)

He ¢urypupa B cniicbKa ¢ BelecTBa, KOMTO HapyLaBat 030HoBusI cioii (Permament EO 1005/2009)

PersiameHT 3a u3esMsiTa ¢ ABoiiHa ynorpeda (428/2009)

He ¢urypupa B PETJTIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roauHa 3a BbBexIaHe pexkuM Ha OOIMIHOCTTA 32 KOHTPOI HA H3HOCA, TpaHchepa,
Opokepckarta AEHHOCT M TpaH3UTa Ha U3JeIHs U TEXHOIOTHH C JBOHHA yrmoTpeba.

PersiaMeHT 0THOCHO npeKkypcopuTe Ha B3puBHU BeulectBa (EC 2019/1148)

He cpappika BemmecTBo(a), BKIIIOYEHO(H) B CIUCHKA C IPEeKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ [Ipekypcopu Ha HapkoTnunuTe BemecTtsa (Permament EO 273/2004 0THOCHO IPOH3BOACTBOTO H ITyCKAHETO
Ha ras3apa Ha OIPE/ICICHH BEIIECTBA, H3MOI3BAHN 32 HE3aKOHHO [IPOM3BOICTBO HA HAPKOTHYHH MM IICHXOTPOITHHU BEIECTBA)

15.2. Ouenka Ha 0€30IMaCHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa HanndHa qOMBIHATETHA HHQOpMALHS

PA3JIEJI 16: Ipyra ungopmanus

HNuanxanus 3a npoMeHu

Paspen IIpomenen eemMenT KomenTtapu
3aMeHs BepcusiTa OT JobaBeHo
JlaTa Ha pegaknusara Jlo6aBeno

1.1 EO Ne Jlo6aBeHno
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Etilefrine hydrochloride

HH(I)OpMaL[I/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
1.1 CAS Ne JobaBeHo
1.1 CuHoHHMH IIpemaxnaro
1.1 HaumenoBanue IIpomeneno
1.2 Orpanuuenus 3a ynorpeba IIpomeneno
1.2 VYnorpeba Ha BelecTBOTO/CMECTa IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxuarto
2.1 Heb6naronpusitau QU3HKOXUMHUYHY e(DeKTH 1 IIpomeneno
HeOIaronpusaTHY e()eKTH 3a 3APABETO HA YOBEKA U
OKOIIHAaTa cpejia
2.1 Knacudukarus B cborBercTBre ¢ Pernament (EO) | [Ipomeneno
Ne 1272/2008 [CLP]
2.2 Ipenopsku 3a 6e3onacHoct (CLP) IIpomeneno
2.2 Ipenynpexnenus 3a onacHoct (CLP) IIpomeneno
23 Jpyra unpopmarys JlobaBeHo
2.3 Jpyru onacHOCTH, KOUTO HE BOJAT 110 Jlo6aBeno
KJIacu(pUKaIHs
4.1 ITspBa nomoms - 00U MepKU Jlo6aBeno
4.1 IIppBa NOMOIL IPH KOHTAKT € KOXKAaTa IIpomeneno
4.1 II'ppBa nomo1 npu BIUIIBaHE IIpomeneno
4.1 IIppBa noMo1I IPH MOTITbILAHE IIpomeneno
4.1 IIppBa nomo1I P KOHTAKT € O4UTE IIpomeneno
4.2 CumMnToMu/eexTH ciel MorIbIaHe IIpemaxnaro
4.2 CuMnToMu/eexTd ciell KOHTAKT ¢ KOXKaTa IIpemaxHarto
4.2 Cumnromu/eheKTy cie]] BAUIIBaHE IIpemaxnarto
4.2 Cumnromu/eeKTa ciies] KOHTAKT C OYUTe IIpemaxnaro
4.3 Jlpyro MeIUIIMHCKO CTAaHOBHIIIE HIIN JCUCHUE IIpemaxHaTo
5.1 Hemnoxxoasimmy 1o)xaporacuTeNIHu CpesicTBa Jlobaseno
5.1 Tloaxoasmu noxkaporacuTeIHA CpeCcTBa IIpomeneno
5.2 OnacHu IPOAYKTH Ha pa3NajaHe B CIyyaid Ha JlobaBeHo
oXap
5.2 OnacHOCT OT moXxap IIpemaxuarto
53 3amuTa npy raceHe Ha moxap Jlob6aBeHo
53 VHCTpyKIMHM 32 TaceHe Ha IoKapu ITIpomeneno
6.1 3alUTHY CpecTBa JlobaBeHo
6.1 ABapuiiHy 1aHoBe Jlob6aBeHo
6.1 O0um Mepku IIpomeneno
6.2 IIpeanasHu Mepky 3a ona3BaHe Ha OKoJHaTa cpeza | JlobaBeHo
6.3 3a 3aabpiKaHe Jlob6aBeHo
6.3 MeToau 3a HOUNCTBaHE ITpomeneno
6.4 Tlo3oBaBaHe Ha apyru paszneint (8, 13) JobaBeHo
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Etilefrine hydrochloride

HH(bOpMaHI/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
7.1 JlOI'bIHUTEIHN OIIACHOCTH 110 BpeMe Ha pabora IIpemaxnaro
7.1 TIpenna3uu Mepku 3a 6e3omacHa paboTa IIpomeneno
7.1 XUrueHHH MEepKH IIpomeneno
7.2 OnakoBbYHU MaTepUaIL JobaBeHo
72 TexHHYECKH MEPKH IIpemaxunato
7.2 YcnoBus 3a chbXpaHsBaHE IIpomeneno
7.3 Crenu$uyay KpaifHu yoTpeon IIpemaxnaro
8.2 3amura Ha JUXaTeITHUTE IIbTUIA IIpomeneno
8.2 3amura Ha pbLeTe IIpomeneno
8.2 Toaxoasiy HHKEHEPEeH KOHTPOIT IIpomeneno
8.2 3amura Ha OuHTe ITpomeneno
8.2 3amuMTa Ha KoXKara U TAI0TO IIpomeneno
9 MonekynHa maca JlobaBeno
9 Touka Ha TOTICHE Jlo6aBeHo
9 IBsar Jlo6aBeno
9 pH JobaBeHo
9 Mupuc ITpemaxunato
9 BroHien Bux IIpomeneno
10.1 Peakuuonna ciocoOHOCT IIpemaxHarto
10.5 HecwsBmMecTumu marepuanu IIpemaxuarto
10.6 OnacHu NPOAYKTH Ha pasnagaHe IIpemaxnaro
11.1 ATE CLP (opaina) IIpomeneno
11.1 LD50 opanHo miabx IIpomeneno
12.1 Exosorust - 001110 IIpemaxuarto
12.1 EC50 - PakooOpasuu [1] JobaBeHo
13.1 TIpenopbku 3a 00e3BpeKIaHE HA IIpemaxuarto
MPOJIyKTa/OnaKkoBKaTa
13.1 Peruonanuu pasnopendu 3a oOTHagbLUTe IIpemaxnaro
IIbaen Teker Ha H- 1 EUH-npeaynpe:xieHusita 3a onacHoCT:
Acute Tox. 3 (opanHa) Ocrtpa TokcuuHOoCT (OpanHa), Kareropus 3
Aquatic Chronic 3 OnacHo 3a BoJJHATa cpejia — XPOHUYHA OMACHOCT, KaTeropus 3
H301 ToKCHYEH NpH NOTITbILAHE.
H412 Bpezen 3a BOAHUTE OPraHU3MH, C ABITOTPacH e(eKT.

Nudpopmannonen smer 3a 6ezonacuoct (MJIB), EC
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Etilefrine hydrochloride

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

OTKA3 OT OTTOBOPHOCT Hudopmanusta, chabpxkaiia ce B To3u MHdopmaroneH juct 3a 6€30MacHOCT, € MoJdy4eHa OT H3TOYHHIIU, KOUTO CMsTaMe 3a
HajekK/HU. BbIpeku ToBa, HHpopMaIMsITa ce IpeaocTaBs 0e3 HUKAKBa rapaHIus, N3pUYHA WK [0/ipa30upalia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA WK
MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda uii 00e3BpexIaHe Ha MPOAyKTa ca H3BBbH HAIIMS KOHTPOI U MOXKE 1a ca U3BBH Hamata komrneTeHTHocT. [Topaau
Tasu U APYrU HPUYHHU, HUE HE TI0eMaMe OTTOBOPHOCT M U3PHYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH WM PA3XO/IH, IPOU3TUYAIY OT WIH CBbP3aHH
110 HAKaKbB HAYMH C pabOTaTa, CbXPAHECHHETO, yroTpedaTa Hin 00e3BpexIaHeTo Ha mpoaykra. To3un MHdopmarmoneH anct 3a 0€301macHOCT € U3TOTBEH U TpsiOBa
J1a ce M3I0JI3Ba CaMo 3a TO3H HPOAYKT. AKO HPOIYKTHT CE U3IM0NI3BA KATO ChCTABKA HA APYTH MPOLYKTH, HaJTNYHATa MH(OpPMALHs 61 MOTIIa J1a ce OKake
Henpuiokuma. Ta3u HHpopMaIMs ce OCHOBaBa Ha HAIIMTE TEKYI[H MO3HAHMS U € NPEAHA3HAYCHA A []aJic ONMCAHKE Ha MPOIYKTa CaMo 3a LICINTE Ha
3[paBeora3BaHeTo, 0e30IIacHOCTTa H OKOJIHATa cpera. [lopaau ToBa, T He TPsIOBa J1a ce THIKYBa KaTO FapaHIMs 3a CBOHCTBATA HA MPOAYKTA.
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