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3AEJI 1: UnenTudukanus Ha BeleCTBOTO/CMeCTAa M Ha IPYKeCTBOTO/NMpeANPHATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HanmeHnoBaHue Ha BEIECTBOTO : Amiodarone hydrochloride

Kon Ha mponyxra : 201600046

CHHOHUME : Amiodarone, salts, hydrates, isomers and impurities where applicable

1.2. MnenTuduuupanu BUI0Be YIOTPe6a HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3Ha4YeHHe, U BH/I0Be yI0oTpeda, KOMTO He ce
Npenopb4YBaT

1.2.1. UnenTndunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda . IIpoayKThT € IpeJHa3HAYCH 32 N3CIICABAHNS, AaHATIN3H U HAyIHO-00pa30BaTEITHN LEIIH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
OyHKIHS WK KaTeropusi Ha yrorpeba : JlaGopaTopHH XMMHUKAIII

1.2.2. Ynorpedu, KoMTO He ce MPeNnopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce usnoin3sa : [lormsiane, Baumsane, JlepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH()OPMAIMOHHHS 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 CHELIHH CIIY4aH

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

PA3JIEJI 2: Onucanue HA OMACHOCTHTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B chorBercTBHe ¢ Persament (EO) Ne 1272/2008 [CLP]

Koposus/npasHene Ha koxara, Kareropns 2 H315
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
TokcuaHOCT 3a penpoykiwmsTa, Kareropns 2 H361d
Crerudryaa TOKCHIHOCT 32 ONPE/IeIeHN OpTaHy — IOBTapsIia ce ekcrosumms,  H373
Kareropus 2

OmacHo 3a BOHATA cpesia — OCTpa OMAacHOCT, KaTeropus 1 H400
OrmacHo 3a BOAHATA cpefia — XPOHMYHA OIIACHOCT, KaTeropus 1 H410

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

Hebnaronpusitau pusnkoxumMuyHu edexTH U HedIaronpusATHH eheKTH 3a 3APaBeTO HA YOBEKA M OKOJIHATA cpeja
OmnpezensiHe Ype3 eKCIEPTHO MHEHHUE U II0 CHIIATa Ha JI0Ka3aTeNCcTBa.

2.2. EnemeHTH Ha eTHKeTa

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

IMukrorpamu 3a onacHoct (CLP) : I I

GHS07 GHS08 GHS09
Curnanna gyma (CLP) . BuHumanue
Ipenynpexnenus 3a onacuoct (CLP) : H315 - [Ipean3BukBa apa3HeHe HA KOXKATA.

H319 - [Ipenn3BuKBa cCeprO3HO Apa3HEHE HA OUHTE.
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Amiodarone hydrochloride

Nudopmanronen auct 3a 6€30macHOCT

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

IMpenopsku 3a 6e3omacuHoct (CLP)

H361d - IIpenmoara ce, 4ye yBpexaa mioaa.

H373 - Moxe na npuaunyu yBpeskaane Ha opranute (other:thyroid gland, lungs, heart) mpu
MIPOJBIDKUTEIHA WITH IIOBTAPSIIA C& CKCIIO3HIIHS.

H410 - CuitHO TOKCHYEH 3a BOJHHUTE OPTAaHU3MH, C ABJITOTPACH e(EeKT.

P201 - IIpexu ynotpeda ce cHabieTe ChC CIENUATHI HHCTPYKIHN.

P202 - He n3nomn3Baiite npeau a cTe Ipodey U pa3opain BCHUKHU MPEIIa3Hu MEPKH 3a
0e30MacHOCT.

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

P264 - [Ta ce u3mue pbleTe 10 JaKTUTE | JIMIETO CTApaTeNIHO ciel yrnoTpeda.

P273 - [Ta ce n30srea usnyckaHe B OKOJIHATa Cpejia.

P280 - M3non3BaiiTe mpeana3Hu phKaBUIN/TIPEAIa3HO 00IeKI0/IPeIIa3Hy OUmIa/IIpena3Ha Macka
3a JIHIe/TIpeNa3Hy CPECTBA 3a 3aIIUTa Ha CIIyXa.

P302+P352 - ITIP1 KOHTAKT C KOXATA: 13muiite 00MIHO ¢ Boza.

P305+P351+P338 - IIP1 KOHTAKT C OUUTE: npomuBaiiTe BHUIMAaTEIHO C BOZA B IPOJbIDKCHUE
Ha HAKOJKO MUHYTH. CBanere KOHTaKTHHTE JICIIH, aKO MMa TaKHBa M JOKOJIKOTO TOBA € BH3MOXKHO.
IpoxsipkeTe ¢ U3IIIAKBAHETO.

P314 - IIpu HepasnonokeHue NOThPCeTe MEIUIIMHCKH CHBET/IIOMOLII.

P321 - Criennanm3upaHo jgedeHue (BX. JONBIHUTEIHA HHCTPYKIHS 33 ITbPBA IIOMOIL] Ha TO3H
©THKET).

P332+P313 - IIpu nosiBa Ha KOXKHO Jpa3HeHe: [loTbpceTe MEANIMHCKH ChBET/TIOMOLII.

P337+P313 - IIpu npoab/DKUTETHO Jpa3HeHe Ha ouute: [loTbpcere MEIUIIMHCKH CHBET/IIOMOLL.
P362+P364 - Cpasere 3aMbpCEHOTO 0OJICKIIO U TO M3MEPETE MPEI MOBTOPHA yroTpeba.

P391 - Crbepere paznaroTo.

P405 - Ta ce cbXxpaHsiBa MO KJIFOY.

P501 - CbabprkaHHETO/CHABT Jla Ce U3XBBPIIH B IIYHKT 32 ChOMpaHe Ha OIACHU WM CIICIUATHH
OTIAAbIH, B CHOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HAIIMOHATIHH H/WIH MEKIyHAPOJHI
pasmopenou.

ETI/IKGTHpaHe B CBOTBETCTBUEC C: U3KIIOYEHUS 32 BETPCIIHU OIIAKOBKH, KOI'aTO CbAbPKaHUETO HE IIPEBUIIIABa 10 ml

IMTukrorpamu 3a onacHoct (CLP)

2.3. JIpyru onmacHOCTH

Hsima Hammana JOIIBJIHUTCITHA I/IHq)OpMaI.II/ISI

GHS08

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxarop Ha % Knacudukanus B cbOTBeTCTBHE C
NPOAYKTA Persaament (EO) Ne 1272/2008 [CLP]
Amiodarone hydrochloride - <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 meanus TekeT Ha H- 1 EUH-npenynpesxienusaTa 3a onacHOCT: BkK. pasjen 16

3.2. Cmecu

He e npunoxumo
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Amiodarone hydrochloride

I/IH(l)OpMaHI/IOHeH JIUCT 3a 6C3OHaCHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 4: Mepku 3a NbpBa NOMOIY

ITbpBa OMOLL IIPH KOHTAKT C KOXKAaTa 1 Jla ce OTCTpaHH MAaKCHMAIIHO 4pe3 H30bPCBaHe (C YMCTa U MeKa IONHUBAILA KbpIIa).

H’pra TIOMOIII ITPY KOHTAKT C OUYUTE . M3mmakHere odnte ¢ BoJa KaTo TIIpeamna3sHa Mspka.

Hsma nammana nomsmauTenHa HHGOPMAIHs

Hsma nammana nomsmauTenHa HHGOPMAIHs

PA3EJI S: IIpoTuBONOKAPHU MEPKH

Tloaxoasuu TI0KapoOTraCuTEIHA CPEACTBA : Opesiy10 3a 3aracsiHe Ha OTbHSL.

OmnacHOCT OT IoXap : Bmx maparpad 2.2.

I/IHCprKLII/II/I 3a racCHE Ha MoXKapu . I[a C€ U3MO0JI3BAT CPEACTBA, MOAXOAAIIHN 3a raCECHE Ha IMO0Xapu B CbCEIACTBO.

lepKH MPH ABAPHITHO U3IyCKAHe

6.1.1. 3a mepcoHa, KOWTO He OTTOBApPsI 32 CIEUIHH CJIyYan

ABapPIﬁHH IIJTAaHOBEC . I[a ce u30srBa BCSIKAaKBa M3JIMIIHA CKCIIO3U M.

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEIHHU CJIy4Yan

Hsma HanmdHa KOBIHHUTENHA HHOOPMAIUS

Hsma HanmgHa KOBIHHUTENHA HHOOPMAIUS

Hsma HanmdHa KOBIHHUTENHA HHOOPMAIUS

Hsma HanmdHa KOBIHHUTENHA HHOOPMALUS

PA3JIEJI 7: O6pa6oTka M chbXpaHeHHe

Hsima Hanmm4aHa TOmBIHATEIHA HHGOPMAIHS

Hsima Hanmm4Ha TOMBIHATEIHA HHGOPMAIHS

Bux nmaparpad 1.
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Amiodarone hydrochloride

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 IPAaHUYHH CTOHHOCTH HA MPOodecHOHAIHA eKCIO3UIHS M OHOJIOTHYHHN FPAHHYHHU CTOHHOCTH

Hsima HanmuuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

8.1.2. IlpenopbYNTEIHH NPOLEAYPH 32 HAGIIOIEHHE

Hsma HanmmvHa JONBIHUTENTHA HHOpPMALUs

8.1.3. OGpa3syBaT ce 3aMBbPCHTEIH HA Bb3AyXa

Hsima HanmuuHa JOMIBIHUTEIHA I/IH(i)OpMaI.H/ISI

8.1.4. DNEL u PNEC

HsiMa HaJM4YHA JOUBIHUTENHA HHPOPMALHSL

8.1.5. Perysupane upe3 o6xBatu (control banding)
Hsma Hain4yHa AONBIHUTEIHA HHPOPMALUSL

8.2. Kontpo. Ha ekcnio3umusiTa

8.2.1. Tloaxoasii TeEXHUYECKH KOHTPOJI

MMoaxoasing TeXHNYECKH KOHTPOJI:
)Ia C€ CbXpaHsABa B I[06pe NPOBETPUBO ITOMECIICHUE. OOGHKHOBEHO CE€ M3UCKBAT KAKTO MECTHA CMyKaTeJIHa BCHTWIALWs, TaKka U BEHTUJIallUA Ha 06H10T0
TIOMCIICHUE.

8.2.2. JINYHH Npeana3Hu cpeacTBa

8.2.2.1. 3amuTa HA 0YMTE U JIMIETO

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS
8.2.2.2. Tlpeana3BaHe HAa KOKaTa

3amuTa HAa KOKATA H TAJIOTO:
JlaGoparopHa npectuiika

3aumMTa Ha pbleTe:

3auuTHE PHKABHULN

8.2.2.3. 3amuTa HA AUXATETHUTE MHbTHIA

HsiMa Haim4YHa TOMBIHATENHA HHQOpMALIHS

8.2.2.4. TepMU4HH ONIACHOCTH

Hsima Hanmmana JOIBJIHUTCITHA PIH(bOpMaLII/IS[

8.2.3. KoHTpoJI Ha eKCIIO3MIUSATA B OKOJIHATA Cpela

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

3JAEJI 9: ®u3uyHu U XUMHUYHH CBOMCTBA

9.1. Undopmanusi OTHOCHO OCHOBHHTE (PM3HYHH U XHMHIHH CBOHCTBA

ArperaTtHo ChCTOSHHE : TBBpHO BemecTBO
st : He e HannuHO
BroHien By : Ilpax.

Mupuc : He e nanuuno
I'panunara Ha Mupuca : He e nanuuno
Touka Ha TOTIEHE : He e HannuHO
Touka Ha 3aMpb3BaHe : He e HannuHO
Touka Ha KUTIEHE : He e HannuHO
3anamuMocTt : He e HannuHO
I'paHHIM Ha EKCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha eKCIIO3UBHOCT : He e npunoxumo
I'opHa rpaHHIIa HAa €KCIUIO3UBHOCT : He e npunoxumo
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Amiodarone hydrochloride

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

Temmneparypa Ha pasnarane . He e npunoxumo
Temmeparypa Ha camo3ananBaHe . He e npunoxumo
Temneparypa Ha pasnagane . He e rammynO
pH . He e nanmuuno
pH pastsop . He e nanuuno
Buckosurer, kuHeEMaTuueH : He e npunoxumo
PasrBopumocT : Boma:0,1-1g/l
Koedwunument na pasnpenenenue: n-okranon/soga (Log  : He e nammano
Kow)

Hansarane na mapure . He e nanuuno
Hansrane na mapure npu 50°C . He e nanuuno
ITneTHOCT . He e nanuuno
OTHOCHUTEIHA TUTBTHOCT . He e nanmmuno
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pazmep Ha yactunure . He e nanmuuno

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe HA (U3HYHA OIACHOCT

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

9.2.2. Jpyru XapaKTepHuCTHKH 32 6e30ImacHoCT

Hsma HanmaHa gombIHHUTENHA HHOOPMALUS

PA3JIEJI 10: CTa0UJHOCT U PeaKTHBHOCT

CraOuileH Ipu HOPMAJIHH YCIOBHSL.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

He e uszBectHO.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima nipu Hopmansa ynotpe6a. Broxre Paznen 7.

HpI/I 3arpsiBaHe 10 TOUKaTa Ha pasrpaxJaaHe OTACIII OITaCHU U3IIapCHUS.

PA3JIEJI 11: Toxcukosioruuna nHgopmanus

OcTtpa TOKCHYHOCT (OpaJtHa) . He ce xnmacuduumpa (B3 ocHOBa Ha HAJIMYHUTE TAHHY HE Ca W3ITBIHEHN KPUTEPHUUTE 32
KIacuHIHpaHe)

OcTpa TOKCHYHOCT (iepMaiHa) . He ce xnacudunupa (JInncpamy naHHam)

OcTpa TOKCHYHOCT (BIMILIBAHE) . He ce xnacudunupa (JInncpamy naHHam)

Koposusroct/npa3Hene Ha koxara . IlpennsBuKBa Apa3HEHE Ha KOXATa.

CepHo3HO yBpeXkIaHe Ha O4UTe/Ipa3HEeHe Ha OUHUTe : IlpenusBHKBa CEPHO3HO Apa3HEHE HA OUHTE.

CencnbuIu3anus Ha AMXATEIHATE MBTUIA Wik koxkata . He ce xnacuduumpa (JIuncpanm gaHH®)

MyTareHHOCT Ha 3apOHUIITHATE KJICTKU : He ce xmacuduumpa

Kanneporennocr : He ce xmacuduumpa

TOKCHYHOCT 3a PEHPOAYKIHATA : Ilpexnonara ce, e yBpex/a Imioza.
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Amiodarone hydrochloride

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

CTOO (cnenu¢pmudHa TOKCHYHOCT 3a ONPEIEIeHH : He ce xmacuduumpa

OpraHy) — eXHOKpPAaTHA eKCIIO3UIIUS

CTOO (cmenuguuHa TOKCHYHOCT 32 OIPEIEICHI : Moske na MpUYMHY YBpEXkKJaHe Ha OPTAHUTE IPH MPOJBIDKUTEIHA WIN OBTAPSIa C€ eKCIO3HIIHS.
OpraHy) — MOBTapSIIA CE eKCIIO3UIUS

OnacHOCT npH BJMILBAHE . He ce xiacuduumpa (TexHnuecka HEBb3MOKHOCT 3a IOJTy4aBaHE HA JAHHN)

Hsma HanuvHa JOMBIHUTENHA HHPOPMALIUS

PA3EJI 12: Exojioru4yHa uH(popManust

Exororust - 00uio . He npencrapisiBa KOHKpETHA ONACHOCT 33 OKOJIHATA CPeIa.
OnacHo 3a BOJIHATa cpejia, KpaTkocpouHa (ocTpa) : CHJIHO TOKCHYEH 32 BOJHHUTE OPraHU3MH.
OnacHo 3a BOJHATA CPeJia, AbIrOCPOUHA (XPOHHYHA) . CHJIHO TOKCHYEH 32 BOJHHUTE OPraHU3MH, C ABITOTPAcH eEeKT.

Amiodarone hydrochloride

EC50 72h - Bogopaciu [1] 0,27 mg/l (72<_unit_hours_short> Pseudokirchneriella subcapitata) (merox OECD 201)

NOEC xponudHa BoJopacin 0,014 mg/l (72<_unit_hours_short> Pseudokirchneriella subcapitata) (merox OECD 201)

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmaHa gombIHHTENHA HHOOPMALUS

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3JIEJI 13: OGe3Bpexnane HA OTHAAbLIUTE

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3IEJI 14: UudopManysi OTHOCHO TPAHCIIOPTHPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH uian naeHTHUKANNOHEH HOMeEP

UN 3077 UN 3077 UN 3077
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Amiodarone hydrochloride

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

ADR

IMDG

IATA

14.2. Touno HaMMeHOBaHHE HA MPaTKaTa Mo ciucbka Ha OOH

BEIIECTBO, OITACHO 3A OKOJIHATA
CPEJIA, TBBPJIO, H.Y K.

ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S.

Environmentally hazardous substance, solid, n.o.s.

Onucanue Ha TPAHCIIOPTHUTE JOKYMEHTH

UN 3077 BEILIECTBO, OITACHO 3A

UN 3077 ENVIRONMENTALLY HAZARDOUS

UN 3077 Environmentally hazardous substance,

OKOJIHATA CPEJIA, TBBPIO, HY K., 9, 1IL, (-) | SUBSTANCE, SOLID, N.O.S., 9, Ill, MARINE solid, n.o.s., 9, Il
POLLUTANT
14.3. Knac(oBe) Ha OACHOCT MPH TPAHCIIOPTHPaHe
9 9 9

14.4. OnakopbyHa rpyna

14.5. OmacHocTH 32 OKOJIHATA cpe/a

OnacHo 3a okosHata cpena: Jla

OmnacHo 3a okonHaTa cpena: Jla
Mopcku 3ambpeuten: a

OmnacHo 3a okonHara cpena: [la

Hsma JOIIBJIHUTCIIHA HaJIMYHA I/IHCl)OpMaLII/ISI

14.6. Cienqua/iHu mpeana3Hu MepKH 32 MOTPeOHTeInTe

CyxonbTeH TPAHCIIOPT

Kracudukaunonen xox (ADR) M7

Crerpanau pasmnopentdu (ADR) 274, 335, 375, 601
Orpannuenu konuyectsa (ADR) 5kg

W3kmouenu konmyectBa (ADR) El

OmnakoBbunu HHCTPYKIHH (ADR) P002, IBC08, LP02, RO01
Crieraniu onakoBs4HH pasmopenou (ADR) PP12, B3

Cwmecenn onakoBku (ADR) MP10

MucTpykunu 3a npeHOCUMHU LIUCTEPHU U KOHTEHHEpH 3a
HacunHu ToBapu (ADR)

: T1, BK1, BK2, BK3

Creraniu pa3nopeaos OTHOCHO MPEHOCHMH LucTepHn @ TP33

U KOHTelHepH 3a HacunHu ToBapH (ADR)

Konose 3a nucrepuu (ADR) . SGAV, LGBV
IIpeBo3HO CpencTBo 3a MPEBO3 B LIUCTEPHH AT
TpancnopTHa kateropus (ADR) © 3
Crerraan pasnopenou 3a npesosa - Omakosku (ADR)  : V13
Crerraau pasnopenou 3a npeBo3 - Hacumxo : VC1,VvC2
cectostHEE (ADR)

CrerpaiHu pa3nopeoy 3a IpeBo3 - ToBapeHe, CVv13
pa3roBapBaHe u 00padoTka (ADR)

Wnentudukannonen HoMep 3a onacHocT (Kemnep No.) 90

OpamxeBH Tabenn

Kon 3a Tynennu orpanudenus (ADR)

Tpancnopt no Mmope

Crenmanuau pasnopenou (IMDG)
Orpanunuenu konuuectsa (IMDG)
Wzkirouenu konmyectsa (IMDG)

90
3077

274, 335, 966, 967, 969
5kg
El
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Amiodarone hydrochloride

Nudopmanronen auct 3a 6€30macHOCT

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

Omnakosbunn nHCTpYKIHH (IMDG) LP02, PO02
Crerranau pasnopenou 3a onaxkosane (IMDG) PP12
IBC onakosbunu uacTpykuu (IMDG) IBCO8
IBC cnenmannu pasnopentu (IMDG) B3
Wnctpyxuuu 3a nucteprau ( IMDG) BK1, BK2, BK3, T1
Creranau pasnopenou otHocHo mucrepad (IMDG) TP33
EmS-Ne (ITosxap) F-A
EmS-Ne (Pa3nmuB) : S-F
Kateropust Ha ToBapene ( IMDG) A
Ckranupane u o6padorka (IMDG) SW23
Bb3aywmeH TpaHcnopT

PCA Uzkimouenn konuuectsa (IATA) El
PCA OrpanuveHn KOIMYECTBA IbTHUYECKU CAMOJIET 1 Y956
kapro (IATA)

PCA MaxkcuMaiiHo HETHO KOJIHYECTBO 33 OrPaHUYCHO 30kgG
KOJIMYECTBO IIbTHUYECKU camouieT U kapro (IATA)

PCA UHcTpyKIHH 32 OaKOBaHE MHTHUYECKH CAMOIIET U 956
kapro (IATA)

PCA MaxkcumaiiHo HETHO KOJIHYECTBO ITbTHHYECKU 400kg
camouter u kapro (IATA)

Wnctpykunu 3a onakoBane camo kapro (IATA) 956
MakcuManHO HEeTHO KoindecTBo camo kapro (IATA) 400kg

Creransiu pasnopentou (IATA)
ERG kox (IATA)

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

He e npunoxumo

o A97, A158, Al179, A197, A215

9L

PA3IEJI 15: HudopManusi OTHOCHO HOPMAaTHBHATa ypenda

15.1. CoenuguyHu 32 BeNIeCTBOTO WJIW CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJIHATA

cpena

15.1.1. Periniamentu nHa EC

REACH Ilpuio:xenune XVII (YciioBus 3a orpannyaBaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpunoxenune XIV (Cnincbk Ha BelllecTBaTAa 3a pa3peliaBaHe)

He ¢urypupa B ITpunoxenne XIV ra REACH (Crimchk Ha BemiecTBara 3a pa3pelniaBaHe)

REACH Cnucbk ¢ kanauaar-seiiectsa (SVHC)

He ¢urypupa B cimcpka Ha REACH ¢ kanauaar-Bemectsa

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 ¢urypupa B cniucbka ¢ BelecTBa, KOUTO HapynaBat 030HoBusI cioii (Permament EO 1005/2009): Amiodarone hydrochloride

PersiameHnT oTHOCHO npekypcopuTe Ha B3puBHH BeutectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA ¢ TIpeKypcopH Ha B3puBHU BemecTBa (Permament EC 2019/1148 3a npenaraneto Ha ma3apa H ynorpebara Ha
MPEKYPCOpH Ha B3PUBHH BENIECTBA)

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

He cpappika BemmecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnunKTe BemecTBa (Pernmament EO 273/2004 0THOCHO IPOM3BOACTBOTO U IIyCKaHETO
Ha T1a3apa Ha ONpE/IeICHH BEIIECTBA, U3IMONI3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH MM TICHXOTPOITHH BEILECTBA)

03/04/2023 ([aTa Ha u31aBaHe) BG (6barapcku) 8/9



Amiodarone hydrochloride

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

15.1.2. HauuoHaHH pa3nopeaou

Hsima HanuuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

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

Hsima HanmuuHa JONBIHUTEIHA m—ubopMaum

PA3JIEJI 16: Apyra ungopmanus

Hnaukanus 3a IpOMeHH :
Krnacugumnupane Ha BeIIECTBOTO WIIH CMECTA.

II'baen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a oacHoCT:

Aquatic Acute 1 OrmacHO 3a BOJHATA Cpelia — OCTPa OMACHOCT, KaTeropus 1

Agquatic Chronic 1 OracHo 3a BOJHATA Cpe/la — XPOHMYHA OMACHOCT, Kateropust 1

Eye Irrit. 2 Cepro3HO yBpexIaHe/npa3HeHe Ha ounte, Kareropus 2

H315 IIpenu3BukBa IpasHEHe HAa KOXKaTa.

H319 IIpenu3BuKBa CEpPHO3HO ApA3HEHE HA OYHTE.

H361d Ipenmnonara ce, ue yBpekaa mioga.

H373 Moske f1a MPUYHHE YBPEXKIaHE Ha OPTaHUTE IPH MPOJBJDKUTEIHA UITH TOBTAPSAIIA CE SKCIIO3UIIHS.
H400 CHITHO TOKCHYEH 32 BOJAHNTE OPTaHU3MH.

H410 CHITHO TOKCHYEH 32 BOJHUTE OPTaHH3MH, C JBITOTPacH eeKT.

Repr. 2 ToxcudHOCT 3a penpoaykiusTa, Kareropns 2

Skin Irrit. 2 Koposusi/npasuene na koxara, Kareropus 2

STOTRE 2 CreruuyHa TOKCHYHOCT 32 ONPEIeIeHN OpTraHy — MOBTapsIia ce ekcrosuims, Kareropus 2

Wudopmanmonen et 3a 6ezonacHoct (UJIb), EC

OTKA3 OT OTTOBOPHOCT Uupopmanusta, chabpxaiia ce B To3u MHpopMannoneH IucT 3a 6€30IMacHOCT, € MoJy4eHa OT U3TOYHUIIN, KOUTO CMsITaMe 3a
Ha/IeKIHH. Bhrpexn ToBa, HHOpManusaTa ce npeocTasst 0¢3 HUKaKBa rapaHIfys, M3pHYHA WIH T0Apa3dHpaiia ce, OTHOCHO HeiHaTa KOPEKTHOCT
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