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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo
HanmeHoBaHue Ha BEIIECTBOTO : Amiodarone impurity G
XUMHYECKO HANMEHOBaHHE : [4-[2-(diethylamino)ethoxy]-3,5-diiodophenyl][2-[(1RS)-1-methoxybutyl]benzofuran-3-

yl]lmethanone hydrochloride
Kon na npoxykra : 202000175

1.2. UneHTHUIMPAHH BUI0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

1.2.1. UnenTuduuupanu ynorpeon

OcHOBHa KaTeropust Ha ynorpeba : IIpoayKThT € mpeHa3HAYCH 3a U3CICBAHNS, aHATN3H U HAYy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BelecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
DyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAITH

1.2.2. Ynorpeou, KouTo He ce NPenopbLYBaT

OrpannueHns 3a ynorpeda : Jla ne ce uznonssa : [lormemane, Baumsane, [lepmanso

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JIHCT 32 6€30NACHOCT
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1.4. Tenedonen HOMep NPH CHELIHU CIYyYaH

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

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacudunupasne Ha BemecTBOTO UJIH CMeCTa

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

Koposus/npa3nene Ha koxara, Kareropus 2 H315
Cepro3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
ToxcuuHoCT 3a penpoaykuusra, Kareropus 2 H361d
CrenniyHa TOKCHYHOCT 3a OPE/IENICHN OpraHy — MOBTapsIa ce excriosuims,  H373
Kareropus 2

OnacHo 3a BOJHaTa cpejia — OCTpa ONACHOCT, KaTteropus 1 H400
OnacHo 3a BoJIHaTa cpejia — XPOHWYHA ONACHOCT, Kareropus 1 H410

3a mbanus Tekcet Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pa3jen 16

HebaaronpusiTHn GU3NKOXUMIYHHA e(peKTH U HeOJIAronpHATHY edeKTH 32 3APaBeTo HAa YOBEKA W OKOJHATA cpeia
Omnpenensine upe3 eKCIEPTHO MHEHHE U 110 CUJIaTa Ha JIOKa3aTeNICcTRa.

2.2. EnemeHTH Ha eTHKeTa

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

IMTukrorpamu 3a onacHoct (CLP)

$

GHSO07 GHSO08 GHS09
Curnanna gyma (CLP) : Buumanue
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Amiodarone impurity G

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Ipenynpexnenus 3a onacHoct (CLP)

Ipenopbku 3a 6e3omacuoct (CLP)

H315 - [Ipean3BukBa apa3sHEeHe Ha KOXKaTa.

H319 - [Ipean3BuKBa CeprHO3HO Jpa3HEHE Ha OYMTE.

H361d - IIpeanonara ce, ue yBpex/a mioja.

H373 - Moxe J1a IpU4MHM YBPEXAaHe Ha OPTaHUTE MPH IPOABIDKUTEIHA WK MOBTapsIla ce
eKCIIO3ULIHS.

H410 - CunHO TOKCHYEH 3a BOAHUTE OPraHU3MU, C IBITOTPACH e(EeKT.

P201 - IIpenu ynotpeba ce cHabneTe ChC CIELMAIHE HHCTPYKIIMH.

P202 - He uznon3BaiiTe npeay Aa cTe Mpoyeau U pa3dpaau BCHYKH NPeIa3Hd MEpKH 32
6e30macHOCT.

P260 - He BaumBaiiTe mpax/myIek/ra3/InM/u3napeHs/acpo30ii.

P264 - Jla ce u3mue phlieTe 10 JaKTUTE U JHIETO CTapaTesIHoO Clel yrnoTpeba.

P273 - Jla ce n36srBa U3IMycKane B OKOJIHATA Cpea.

P280 - U3non3Baiite npeAna3Hyu pbKaBULM/TPEANA3HO O0IEKI0/MPeAna3Hy OYrIa/Ipeana3Ha Macka

3a JIALE.
P302+P352 - [IPU KOHTAKT C KOXATA: U3muiite 00MIIHO C BOJA.

P305+P351+P338 - [IP KOHTAKT C OUYUTE: npomuBaiiTe BHUMATEIHO C BOAA B IPOIBIKEHUE
Ha HAKOJKO MUHYTH. CBajeTe KOHTAKTHHTE JICIH, aKO MM TAKHBA U JIOKOJIKOTO TOBA € Bb3MOKHO.

Ipoabikere ¢ U3MIAKBAHETO.

P314 - Ilpu Hepa3monoKeHne MOThPCeTe MEAUIIMHCKH ChBET/TOMOLI.

P321 - Cnenuanu3upano je4eHue (BXK. JOMbIHUTEIHA HHCTPYKLUS 32 I'bPBa IOMOILIL HAa TO3H
€THUKET).

P332+P313 - Ilpu mosiBa Ha KOXxKHO apasHene: [loTbpceTe MEUIIMHCKH CHBET/TIOMOIL.

P337+P313 - [Ipu npob/DKUTENHO Jipa3HeHe Ha ounte: [ToTbpcere MEAUIIMHCKH ChBET/TIOMOIIL.

P362+P364 - CBanere 3aMbpCEHOTO OOJIEKIIO M TO M3MEpeTe MPeIH MOBTOPHA yIoTpe6a.

P391 - Cpbepete pasmsaToro.

P405 - [la ce cbxpaHsiBa 1o KJIro4.

P501 - CbabpixaHHETO/ChIBT /1A CC U3XBBPIIH B ITYHKT 3a ChOMPaHe Ha OMACHU MU CIICHUATHH
OTMaAbLH, B ChOTBETCTBUE C MECTHUTE, PETHOHAIHH, HALIMOHATHH /MM MEKIYyHAPOIHU
pasnopenou.

ETI/IKCTI/IpaHC B CbOTBETCTBUE C: U3KIHOYCHHUS 32 BBTPCIIHN ONIAKOBKH, KOIraTO ChABPKAHUETO HE IIPEBUIIIABA 10 ml

Iuxrorpamu 3a onacuoct (CLP)

2.3. [Ipyru onacHocTH

Hsima HanuyHa AONBIHUTEIHA P[H(i)OpMaI.IHH

GHS08

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecrBa

methoxybutyl]benzofuran-3-ylJmethanone hydrochloride

HaumenoBanue Unentuduxarop Ha % Kiaacudukanus B cbOTBETCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
[4-[2-(diethylamino)ethoxy]-3,5-diiodophenyl][2-[(1RS)-1- | - <100 Skin Irrit. 2, H315

Eye Irrit. 2, H319

Repr. 2, H361d

STOT RE 2, H373
Aquatic Acute 1, H400
Aquatic Chronic 1, H410

3a mennus Teker Ha H- 1 EUH-nipenynpexaeHusta 3a onacHoOCT: BX. pazjen 16

3.2. Cmecu

He e npunoxumo
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Amiodarone impurity G

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

PA3JIEJI 4: Mepku 3a mbpBa NOMOIIY

H’pra TOMOLII MPU KOHTAKT C KOXKaTa N I[a C€ OTCTPaHU MAaKCUMAJIHO 4Ype3 HSG’LpCBaHC (C YUCTa 1 MCKa IIoIyUBalia K’Bpl'[a).
H’pra TOMOII MPU KOHTAKT C OUUTE . M3mnaksHere ounTe ¢ BOJa Kato npeanasHa Msapka.

Hsima HanmuHa JOMIBJIHUTEIHA PIHCl)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(l)OpMaI.IPIﬂ

PA3IEJI 5: IIpoTuBONOKAPHU MEPKH

TToxxonsuu TI0KapOTaCUTCIIHU CPEACTBA . Opesyio 3a 3aracsiHe Ha OT'bHSL.

OmacHOCT OT MoKap : Bmx maparpad 2.2.

I/IHCpr'KIII/IPI 3a raCCHE Ha MOXKapu : Jla ce u3nona3par CpeacTBa, MOAXOIAIIH 32 TaCCHE Ha IMO0Xaphu B CbCEICTBO.

6.1.1. 3a nepcoHaJ, KOITO He OTrOBaps 32 CIIELIHHU CJIy4Yan

ABapHﬁHH TTAaHOBE : I{a ce n30srBa BCSIKAKBa M3JIHMIIHA EKCITIO3HIIUSL.

6.1.2. 3a 1unaTa, OTTOBOPHH 32 CHICIHHU CJIy4Yan

Hsma HanmuvHa TOMBIHUTETHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa JOMIBJIHUTETHA PIHCl)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(l)OpMaI.IPIﬂ

PA3JIEJI 7: PaGoTa u chXpaHeHHe

Hsima HanmmuHa TOMTBIHUTETHA I/IHq)OpMaHHﬂ

Hsma nanuyna gonbiHUTENHA HHOOPMAIIUSL

Bmx maparpad 1.
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Amiodarone impurity G

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

PA3J/IEJI 8: KoHTpPOJI HAa eKCIIO3MIUATA/THYHH NPeINAa3HU CPEeACTBA

8.1. [TapameTpu HA KOHTPOJI

8.1.1 HanmoHaTHUM TPAHHYHH CTOMHOCTH HA NPO(eCHOHATHA eKCIO3UIHA M OHOJIOTHYHY TPAHNYHHU CTOHOCTH

Hsima Hanmana JOITBJIHUTCITHA I/IH(l)OpMaI_II/IH

8.1.2. IIpenopb4uTEeIHH NPOLEAYPH 32 HAOIIOACHUE

HsiMa Hann4yHa JOMBJIHATETHA HHQOpMALHS

8.1.3. 3ambpcuTeH HA Bb3yXa, 00pa3yBaHH 110 BpeMe Ha NpeAnucaHaTa ynorpeda

Hsima Hanmana JOITBJIHUTCITHA HH(I)OpMaLIPI}I

8.1.4. DNEL u PNEC

Hsima Hanu4Ha JONBIHUTENTHA HHPOPMALHSL

8.1.5. Pery.impane upe3 o6xsatu (control banding)
Hsma Hanmnuna JOITbJIHUTCIIHA I/IH(I)OpMaI_II/I}I

8.2. KoHTpo.1 Ha ekCo3uIHUATA

8.2.1. Tloaxoasiiy MH:KEHEPEeH KOHTPOJI

Hoaxoasii HHKEHEPEH KOHTPOJI:
Jla ce cbxpansiBa B 100pe mpoBeTpuBo nomMenienne. OOMKHOBEHO C€ M3UCKBAT KAKTO MECTHA CMYKATEIHA BEHTUJIAIMS, TaKa M BEHTUJIALUS Ha 00II0TO
[OMEIICHHE.

8.2.2. JIM4HM npenasHu cpecTBa

8.2.2.1. 3amuTa Ha OYMTE H JIHUIIETO

HsiMa HanmYHa JONBIHATENHA HHGOPMAIHS
8.2.2.2. 3amuTa HA KOKATa

3ammTa HA KOKATA M TAJI0TO:
JlaGopaTopHa npecTuiika

3ammuTa Ha pbLeTe:

3aIUTHA PHKaBULIU

8.2.2.3. 3amuTa Ha AUXATEJTHUTE MbTHIA

Hsma HannyHa n0mbIHUTETHA HHOPMALUS

8.2.2.4. TepMHYHHU ONIACHOCTH

Hsima HanmaHa JIOITBJIHUTEITHA I/[H(bOpMaLII/IFI

8.2.3. KoHTpoJ1 Ha eKCIO3HIUATA HA OKOJIHATA cpeaa

Hsma HannyHa nonbeiHUTETHA HHOPMALUS

PA3IEJI 9: ®u3nynu 1 XMMMYHHM CBOMCTBA

9.1. Uudopmanusi 0THOCHO OCHOBHHTE (U3HYHN M XMMHYHH CBOICTBA

ArperatHo ChCTOSIHHE : TBBPIO BELIECTBO
st . He e HannuHo
Mupuc . He e Hannuno
I'panuuara Ha Mupuca : He e Hannuno
Touka Ha TONIEHE . He e HannuHO
Touka Ha 3aMpb3BaHe . He e HanuuHO
Touka Ha KUTICHE . He e HannuHO
3anaauMoct . He e HanuuHO
I'paHMIM HAa EKCIUIO3UBHOCT . He e npunoxumo
JlonHa rpaHuIa Ha KCIIO3UBHOCT . He e npunoxumo
I'opHa rpaHHMIia Ha EKCIUIO3UBHOCT . He e npunoxumo
[Tnamua TemMnepaTypa : He e npunoxumo
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Amiodarone impurity G

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

Temmneparypa Ha caMo3amaaBaHe : He e npunoxumo
Temmneparypa Ha pa3naraHe : He e nanuuno
pH : He e HamuunO
pH pasrBop : He e Hanuuno
Buckosurer, KuHeMaTuueH : He e npunoxumo
PazrBopumoct : He e Hanuuno
Koedurient na pasnpepenenue: n-oktanon/soga (Log  : He e namudno
Kow)

Hansirane na napute : He e nanuuno
Hansrane Ha napure npu 50°C : He e HanuyHO
IInsTHOCT : He e Hanuuno
OTHOCHTEIHA IITBTHOCT : He e Hann4HO
OTHOCHUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pazmep Ha yacTunuTe : He e Hanuuno

9.2.1. Unpopmanusi BB BPb3Ka ¢ KiIacoBeTe HAa GU3NYHA ONACHOCT

Hsima Hanu4Ha qOnbIHUTENHA HHDOpMATHS

9.2.2. JIpyru XapaKTepUCTHKH 32 (€30MacHOCT

Hsima HanmuHa OMIBJIHUTETHA PlH(bOpMaI.IHﬂ

PA3IEJI 10: CTa0MIHOCT U PEAKTHBHOCT

CrabuieH Ipu HOPMAaTHH YCIIOBHSL.

Hsima HanmuHa TOMIBIHUTETHA I/IHq)OpMaHHﬂ

He e u3zBectHO.

Hsima Hanu4Ha qonbiIHUTENHA HHOOPMALHS

Hsima npu Hopmansa ynotpe6a. Brxre Pazgen 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpakaaHe OTAC/IA OIaCHU U3NapCHUA.

PA3JEJI 11: ru4Ha nHGopmanus

Octpa TOKCHYHOCT (OpasHa) : He ce knacu¢umpa (Jlunceat nanxu)
OcTpa TOKCHYHOCT (IepMaiHa) : He ce knacu¢uupa (Jlunceat nanxu)
OcTpa TOKCHYHOCT (BMILIBAHE) : He ce knacu¢umpa (Jlunceat nanxm)
KoposusHoct/npa3nene Ha Koxara . Ilpenu3BukBa pa3HeHe Ha KoXara.
CepHo3HO yBpeXkIaHe Ha OUHTE/Ipa3HeHe Ha OUHTe : TIpeausBHKBa CEPHO3HO APa3HEHE HA OUMTE.
Cencubunusanys Ha AUXaTeIHATE IBTUINA WK KoxkaTta : He ce knacudunupa (Jlumncsar qaHam)
MyTareHHOCT Ha 3apOJUIIHUTE KICTKN . He ce ximacuduuupa (JIuncsat 1aHam)
KanneporenHoct : He ce knacu¢umpa (JIunceat nanxu)
TOKCHYHOCT 32 penpoayKIHATa : Ilpexmonara ce, 4e yBpexk/a Imioja.

CTOO (cnenuduyHa TOKCHYHOCT 32 OIPEIEIeHU : He ce xnacudunupa (Jluncsat nanxm)

OpraHu) — €IHOKpaTHA eKCIIO3UIHS
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Amiodarone impurity G

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

CTOO (crenuprdHa TOKCHYHOCT 3a OIPEICTICHI : Moske f1a IpHYMHY YBPEXKIaHe HA OPTaHUTE IPU IPOIbIDKUTEIIHA UIIH IOBTAPSIIA €€ eKCIO3HIIHS.
OpraHy) — HOBTapsIIIa ce eKCIO3ULIUL

OnacHOCT NpH BIMIIBaHE . He ce xnacuduimpa (TexHnuecka HeBb3MOXKHOCT 3a MOJTy4aBaHE HA JaHHM)

Hsima HanmMuHa OMIBJIHUTETHA HH(l)OpMaLIPIﬂ

PA3JIEJI 12: Exosioruuna uagopmanus

Exomnorus - 06H.IO . He NIpeACTaB/IsIBa KOHKPETHA OIMMACHOCT 3a OKOJIHATa Cpeaa.
OnacHo 3a BoJHATa cpeaa, KpaTKoCpoiHa (ocrpa) : CHJIHO TOKCHYEH 32 BOJHHUTE OpraHu3MH.
OnacHo 3a BoJHATa cpena, 1pJIrocpoyHa (XpOHI/I‘IHa) : CHJIHO TOKCHYEH 32 BOJHHUTE OpraHu3MH, € ABJITrOoTpacH C(I)GKT.

Hsma nanuyHa qonbIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOMbIHUTENHA HHOOpMALHS

Hsma HanuvHa TOTBIHUTETHA HHPOPMAIIHS

Hsma HanuvHa ZOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PIH(bOpMaHHﬂ

Hsima HanmuHa OMIBJIHUTETHA Hthopmaum

PA3JIEJI 13: O6e3Bpe:xaaHe Ha OTHAAbLIHUTE

Hsima HanmuHa OMIBJIHUTETHA I/IH(I)OpMaI.IHﬂ

PA3JIEJI 14: Uudopmauusi 0THOCHO TPAHCIIOPTUPAHETO

B cpotBercTBie ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cincbka Ha OOH niu uaeHTHGUKATHOHEH HOMEP

UN 3077 UN 3077 UN 3077

14.2. TouHo HauMeHOBaHHE HAa IpaTKaTa no cnucbka Ha OOH

BEILIECTBO, OITACHO 3A ENVIRONMENTALLY Environmentally hazardous substance, solid, n.o.s.
OKOJIHATA CPEJIA, HAZARDOUS
TBBPIO, H.Y.K. SUBSTANCE, SOLID,
N.O.S.
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Amiodarone impurity G

WNudopmannoneH iuc

T 3a OE30IMaCHOCT

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

ADR IMDG IATA
Onucanue Ha TPAHCIIOPTHUTE JOKYMEHTH
UN 3077 BEIIECTBO, UN 3077 UN 3077 Environmentally hazardous substance, solid, n.o.s., 9, II
OITACHO 3A OKOJIHATA ENVIRONMENTALLY
CPEJIA, TBBPJIO, H.V K., 9, HAZARDOUS
11, (-) SUBSTANCE, SOLID,
N.O.S,, 9, III, MARINE
POLLUTANT
14.3. Kitac(oBe) Ha onacHOCT NPH TPaHCIOPTHPaHe
9 9 9
alh. g,
14.4. OnakopbYHa rpyna
I ‘ 1 ‘ 1II
14.5. OnacHocTH 32 0KOJIHATA cpeja
OrnacHo 3a okoHata cpefa: | OnacHo 3a OKOJIHATA Cpefa: OnacHo 3a okosHara cpena: Jla
Ha Ha
Mopcku 3ambpeuTen: Jla
Hsma JOITBJIHUTECITHA HAJTUIHA P[HCbOpMaI_II/IH

14.6. CnenuajiHy npeana3sHu MepKH 3a NOTpeduTeuTe

CyxonbTeH TPAHCIIOPT

Knacudukanmonen xox (ADR)

Cnenuanuu pasnopenou (ADR)

Orpannuenn xonuyectsa (ADR)

Uskimtouenu xonmdectsa (ADR)

OnakoBbuHN HHCTPYKIHU (ADR)

CrienaiHu onakoBbuHH pasznopentu (ADR)

Cmecenn onakoBky (ADR)

VIHCTpyKIMH 3a IPEHOCHUMH [IUCTEPHU U KOHTEHHEepH 3a
HacumHu ToBapu (ADR)

CrienpiaiHu pas3nopeaoy OTHOCHO MPEHOCHMH LUCTEPHH
1 KOHTeiHepH 3a HacurHu ToBapu (ADR)

Konose 3a nucrepuu (ADR)

ITpeBo3HO CPECTBO 3a MPEBO3 B IUCTEPHH
TpancnoptHa kareropust (ADR)

Criennaiiiy pasrnopenou 3a npesosa - Onakoku (ADR)
Crenmanau pasnopenou 3a npeso3 - Hacumao
cberosiHue (ADR)

CrienaHu pas3nopeou 3a IpeBo3 - TOBapeHe,
pasroBapBaHe u oopaborka (ADR)
Wpnenrudukanpronex Homep 3a onacHocT (Kemuep No.)
OpamxeBu Tabenn

Kon 3a tynennu orpannuenus (ADR)

Tpancnoprt o Mope

Crennanuu pasnopenou (IMDG)
Orpannuenu konuuectsa (IMDG)
Wzkrouenu konmyecta (IMDG)
Onakobunu uHcTpykuuu (IMDG)

M7

274, 335, 375, 601

Skg

El

P002, IBCO8, LP02, R001
PP12, B3

MP10

T1, BK1, BK2, BK3

TP33
SGAV, LGBV
AT

3

Vi3

VCl, VC2
cvi3

90

90
3077

274,335, 966, 967, 969
Skg

El

LP02, P002
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Amiodarone impurity G

HudopmarmoneH aucT 3a 6€300acHOCT

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

Cnenuaniu pasnopenou 3a omaxkosane (IMDG) PP12
IBC onakopwsunu unctpykuuu (IMDG) IBCO8
IBC cnennannu pasnopendu (IMDG) B3
Wucrpykuuu 3a nucrepuu ( IMDG) BK1, BK2, BK3, T1
Cnenuanau pasnopenou otnocHo uucrepad (IMDG) TP33
EmS-Ne (TToxap) F-A
EmS-Ne (Pa3nuB) : S-F
Kareropust Ha ToBapene ( IMDG) A
Cknaaupate u oopadotka (IMDG) SW23
Bb3aywmeH TpaHCnoOpT

PCA Uzkmouennu xomumaectsa (IATA) El
PCA OrpanndeHn KOIH4eCcTBa IbTHHIECKU CAMOJET U Y956
xapro (IATA)

PCA MaxkcuManHO HETHO KOJIMYECTBO 332 OTPaHUYCHO 30kgG
KOJIMYECTBO ITBTHUUECKH caMoieT U kapro (IATA)

PCA HucTpykiuu 3a oIlakoBaHe IFTHUYECKH CaMOJIeT U 956
xapro (IATA)

PCA MaxcuManHO HETHO KOJIMYECTBO IIbTHUYECKU : 400kg
camortet u Kapro (IATA)

WucTpyxunu 3a onmakoBaHe camo kapro (IATA) 1 956
MaxkcuManHO HeTHO KoinudecTBo camo kapro (IATA) 1 400kg

Crnenmanau pasnopendu (IATA) : A97, A158, A179, A197
ERG xop (IATA) : 9L

14.7. MopckH TPaHCHOPT HA TOBAPH B HACHIIHO ChCTOSIHME CHIJIACHO MHCTPYMEHTH Ha Me:KIyHapoIHATA MOPCKA OPraHu3anus

He e npunoxumo

PA3JIEJI 15: Un¢dopmanusi OTHOCHO HOPpMATHBHATA ypenda

15.1. Cienuanm 32 BeNIeCTBOTO WJIH CMECTAa HOPMATHBHA Ypea0a/3aK0HO0IATEICTBO OTHOCHO (€30MACHOCTTA, 3APABETO H OKOJIHATA
cpena

15.1.1. Pernamentn Ha EC

REACH Ipuio:xenne XVII (YcioBusi 3a orpaHnyaBaHe)

He ¢urypupa B IIpunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peniaBane)

He ¢urypupa B [Ipunoxenue XIV nHa REACH (Cnucbk Ha BelecTBara 3a pa3peliaBaHe)
REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypnpa B crimcska Ha REACH ¢ kanmunar-Bemectsa

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

Henpunoxumo.

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBU OPraHuYHU 3aMbPCUTE/IN)

Henpunoxumo.

Per;iaMeHT 0THOCHO BellecTBa, KOUTO Hapymasat 030HoBus ciaoii (EC 1005/2009)

He ¢urypupa B cnimcbKa ¢ BelecTBa, KOUTO HapyiaBat 030HoBusI cioit (Permament EO 1005/2009)

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH BeuecTBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA ¢ IIPeKypcopH Ha B3puBHH BemecTsa (Permament EC 2019/1148 3a npexnaranero Ha nma3apa u ynorpebara Ha
IIPEKypCOPH Ha B3PUBHU BEIIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HAapKOTH4YHH BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuunuTe Bemectsa (Perimament EO 273/2004 0THOCHO IPOM3BOICTBOTO H ITyCKAHETO
Ha [a3apa Ha OIpE/ICICHH BEIECTBA, U3MOI3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH HIIM IICHXOTPOITHHU BEIECTBA)

15.1.2. Haunonayinu pasnopeaou

Hsima Hanmanaa JOITBJIHUTCITHA I/[H(I)OPM&LIPI}I
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Amiodarone impurity G

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

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

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

PA3JIEJI 16: Ipyra undgopmanus

I'bnen Texker nHa H- u EUH-npegynpeskieHusiTa 3a oacHocT:

Aquatic Acute 1 OmnacHo 3a BOJIHaTa cpejia — 0CTpa OMAcHOCT, Kareropus |

Aquatic Chronic 1 OmacHo 3a BOAHATA cpefia — XPOHHYHA OIACHOCT, KaTeropus 1

Eye Irrit. 2 Cepro3HO yBpexaane/apasHeHe ua ounte, Kareropust 2

H315 IIpean3BuKBa apa3sHeHe Ha KOXKaTa.

H319 IIpean3BuKBa CEpHO3HO Jpa3HEHE HA OUYUTE.

H361d IIpenmnonara ce, 4e yBpex/a mioza.

H373 Mooxe 1a NpUYHHY YBPEKJaHe Ha OPTAHNUTE NPH MPOIBIDKUTEHA WM TTOBTAPAIIA CE eKCITO3UIIHS.
H400 CHITHO TOKCHYCH 32 BOJHUTE OPTaHH3MH.

H410 CHITHO TOKCHYEH 33 BOIHUTE OPTAHM3MH, C IBITOTPacH e(eKT.

Repr. 2 TokcuyHoCT 3a penpoaykuusaTa, Kareropus 2

Skin Irrit. 2 Koposus/npasnene Ha koxara, Kareropus 2

STOT RE 2 CrenndiyHa TOKCHYHOCT 3a OIPE/IeNIeHN OpraHy — NOBTapsIla ce eKcrosuus, Kareropus 2

Wupopmarmonen iuct 3a 6e3omnacHoct (UJIB), EC

OTKA3 OT OTT'OBOPHOCT Hudopmanusra, cbabpskamna ce B To3u MHpOpMauoHeH JIUCT 3a 6e3011acHOCT, € MOIy4eHa OT H3TOYHUIH, KOUTO CMSTaMe 3a
HaJeXKIHU. Berpeku ToBa, HHpOpMaIUsTa ce IpeaocTaBs 6e3 HIKaKBa TapaHIus, H3pUYHA WU Oopa3duparna ce, OTHOCHO HelfHaTa KOPEKTHOCT
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