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31EJI 1: UnenTndukanus Ha BeeCTBOTO/CMECTA M Ha IPY’KeCTBOTO/IpeANPHATHETO

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa . BemectBo

HauMmeHoBaHKe Ha BELIECTBOTO : Ropinirole hydrochloride

Kox Ha mpoaykra : 201600804

CHHOHUMH : Ropinirole hydrochloride salts, isomers and impurities where applicable

1.2. UnenTuduuupaHu BUI0Be YNOTPeda Ha BEHIECTBOTO WM CMECTa, KOUTO €A OT 3Ha4YeHHe,  BU/I0Be yNOTpeda, KOMTO He ce
NpenopbL4YBar

1.2.1. UnenTHUIUPAHN YIOTPeOH

OcHoBHA KaTeropusi Ha yrnorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHMS, AHAIM3H U HAYIHO-00Pa30BATEIHH IIENH.
Ynorpeba Ha BelecTBOTO/CMeECTa : Camo 3a nmpodecronanHa ymnorpeda
OYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIN

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpanunuenus 3a ynorpeba . Jla ne ce usnonssa : [Tornbuiane, Bauisane, Jlepmanto

1.3. Iloxpo6HN AaHHHM 32 JOCTABYHKA HA HHGOPMAIMOHHHUS JHUCT 32 6€30IaCHOCT
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1.4. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

TeneoHeH HOMEp TIPU CICLIHU CITyYan : +33(0)390215608

PA3JIEJI 2: Onucanne Ha ONACHOC

2.1. Knacupuuupane Ha BeMIECTBOTO HJIM CMeECTA

Kaacudpukanus B cborBercTBHe ¢ Permament (EO) Ne 1272/2008 [CLP]

Ocrtpa ToxcuuHOCT (opanHa), Kareropus 4 H302
ToxcuuaHoCT 3a penpoxykimsara, Kareropus 2 H361
ToKCHYHOCT 32 PENPOLYKIMATA, JOMBIHATEIHA KAaTETOPHs, €PEeKTU BBPXY WIN H362

9pe3 JIAKTaIIATa
OmacHo 3a BogHATa cpesia — XPOHHYHA OIAaCHOCT, KaTeropus 1 H410
3a mpauus TekeT Ha H- 1 EUH-npenynpesxaeHnsaTa 3a OacHOCT: BX. paszen 16

Hebuaaronpusitiu pU3NKOXMMUYHY ePeKTH H HeOIATONPUATHH e(peKTH 32 3/IPaBETO HA YOBEKA M OKOJIHATA cpe/ia
Onpe/:[enﬂﬂe Ype3 CKCIIEPTHO MHEHHUE U I10 CHUJIaTa Ha JOKa3aTeJICTBA.
2.2. EneMeHTH HA eTHKeTa

Erukerupane B crorBercTBHE ¢ Periiament (EO) Ne 1272/2008 [CLP]

IMuxrorpamu 3a onacuoct (CLP) : I I

GHSO07 GHSO08 GHS09
Curnanna nyma (CLP) . Buumanue
Ipenynpexaenus 3a onacuoct (CLP) : H302 - Bpenen npu moriasluaHe.

H361 - [Ipeamosnara ce, 4e yBpex/a OILIOJUTEIHATA CIIOCOOHOCT WITH TIOA.
H362 - Moxe ma 6b1e BpeaeH 3a KbpMauera.
H410 - CuHo TOKCHYEH 3a BOJHUTE OPTaHH3MH, C JBJITOTPACH ePEeKT.
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Ropinirole hydrochloride

Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

Ipenopsku 3a 6e3omacHocT (CLP) : P201 - IIpenu ynoTpeba ce cHabeTe ChC CICNUATHE HHCTPYKIIHH.
P202 - He u3non3Baiite npeau fa cTe IpodyeIn U pa3dpanu BCHIKY IIPeIIa3sHu MEPKH 3a
0e30macHoOCT.
P260 - He BaumBaiiTe mpax/mymek/ra3/ 1uM/u3napeHns/aepo3om.
P263 - Jla ce n30srBa KOHTAKT 110 BpeMe Ha OPEMEHHOCT U IIPH KbpPMEHe.
P264 - [Ta ce u3Mue polieTe 0 JaKTUTE U JIUIETO CTAPATEIHO CIIe/ yoTpeoa.
P270 - [1a He ce size, He WIK MyLIH IIPH yHoTpebda Ha NPOIyKTa.
P273 - [1a ce n30srBa u3ycKaHe B OKOJIHATA CpeJia.
P280 - N3non3Baiite npeanasHu prKaBULI/IPEINA3HO 00IEKIO/IPeNa3Hi OYnIa/Ipe/na3Ha Macka
3a JMIe/IpeAa3HU CPEACTBA 3 3alUTa Ha CIIyXa.
P301+P312 - ITPU IO JIBILAHE: npu Hepasnonoxenue ce obaxere 8 IEHTHP 10
TOKCHKOJIOI'M S nnu Ha nekap.
P308+P313 - [1PU siBHa i mpemnoiaraema ekcro3umust: [loTbpcere MeUIMHCKH CHBET/TIOMOIIL.
P330 - Uzmnakuere ycrara.
P391 - Csbepere pa3iasroro.
P405 - J1a ce cbxpaHsiBa MO/ KITIOY.
P501 - CpabpikaHHETO/CHABT a CE U3XBBPIH B IIYHKT 3a CHOMpaHe Ha OTMACHH HJIH CIIELHATHA
OTHafblL, B ChOTBETCTBHUE C MECTHUTE, PETHOHAIHH, HALIMOHAIHY H/HITH MEKyHAPOJHH
pasnopenou.

EtukeTrpaHe B ChOTBETCTBHE C: H3KIIIOUCHHMS 38 BBTPELIHM OIIAKOBKH, KOTaTo ChABPKAHUETO He mpeBumasa 10 ml

IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. Ipyru onacHocTu

Hsma HanuuHa HOMBJIHUTENHA HHPOPMALUS

PA3JIEJI 3: ChcraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecrBa

HaumeHnoBanue HUnentuduxarop Ha % Knacudukanus B CbOTBETCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]

Ropinirole hydrochloride - <100 Acute Tox. 4 (opanna), H302 (ATE=300
mg/kg TelxecHo TerIo)

Repr. 2, H361

Lact., H362

Agquatic Chronic 1, H410

3a mpauus TekeT Ha H- n EUH-npenynpesxIeHnsaTa 3a OIacHOCT: BX. pasfen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4: Mepku 3a nbpBa OMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IbPBa MOMOII]

[IppBa moMoOIIL TPU KOHTAKT € KOXKaTa : /Jla ce oTCTpaHM MaKCUMAJHO upe3 H30bpCcBaHe (C YMcTa M MEKa MOMHUBAIA KbpIIa).
ITbpBa OMOII[ IPK KOHTAKT C OYUTE . UsmiakHeTe ounTe € BOAA KaTO MPEANa3Ha MIpKa.

4.2. Haji-cbecTBeHH OCTPHU U HACTBHIBALIU CJIe/I U3BECTECH MEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTIl
Hsima Hanu4yHa JONBIHUTEIIHA I/IH(l)OpMaLlI/ISI
4.3. Yka3zaHue 3a HEO0OXO0MMOCTTA OT BCIKAKBHM HEOTJIOKHH MeIMIHHCKH I'PHUKH U CIIEIUAJIHO JIeYeHHue

Hsima Hanu4yHa JONBIHUTEIIHA I/IH(l)OpMaLlI/ISI
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Ropinirole hydrochloride

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

PA3JIEJI S: IIpoTHBONOKAPHA MEPKH

Tloaxomsmm mo)KaporacUTEHNA CPEACTBA : Opesiio 3a 3aracsiHe Ha OT'BHSL.

OmacHOCT OT moXxap : Bmx maparpad 2.2.

I/IHCT‘pyKHHH 3a racCHe Ha oXKapu . I[a C€ U3MI0JI3BaT CPEACTBA, INOAXOAAIIN 32 FACCHE HA OXKAapH B ChCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

6.1.1. 3a mepcoHa, KOiTO He OTrOBapsI 32 CHEIIHH CJIy4an

ABapuiiHU TIITaHOBE . Jla ce m364rBa BCAKAKBA N3MMIITHA SKCIIO3HIIHSA.

6.1.2. 3a 1MnaTa, OTTOBOPHU 32 CIIEIHH CJIy4an

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

Hsawma mamuuaa JOMBJIHUTETHA HHq)OpMaIIPISI

PA3IEJI 7: O0pa6oTKa u cChbXpaHeHHe

Hsima Hanu4Ha qONBIHUTENHA HHYOPMAIIHS

Hsima Hanu4Ha qONMBIHUTENHA HHYOPMAIIHS

0JI Ha €KCIO3HIIUSITA/ITNIHA npeamasHu CpeacTraa

Bumx maparpag 1.

8.1.1 HanmoHaTHH TPAHUYHM CTOMHOCTH HAa MPO(eCHOHATHA eKCIO3HIUs H GHOIOTHYHN TPAHNYHHU CTOIHOCTH

Hsawma mamuuaa JOMBJIHUTETHA HHq)OpMaIIPISI

8.1.2. IlpenopbUNTETHH NPOLEIYPH 32 HAGII0JeHHe

Hsma HanuvHa 1OTBIHUTENHA HHOOPMALIUS

8.1.3. OGpa3yBat ce 3aMBbPCHTEIH HA BB3/yXa

Hsima HanmuHa JONIBIHUTEIHA PIH(bOpMaHI/Iﬂ

8.1.4. DNEL u PNEC

Hsma HanuvHa 1OTBIHUTENHA HHOOPMALIUS

03/04/2023 ([lata Ha u3aBane) BG (6warapeku) 3/9



Ropinirole hydrochloride

Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

8.1.5. Perysimpane upe3 o6xBartu (control banding)
Hsma Hanuuna JOIIBJIHUTECIIHA PIH(l)OpMaL[I/ISI
8.2. KoHTpo.I Ha eKCHO3NIUsATA

8.2.1. Tloaxoasiy TeEXHUYECKH KOHTPOI

IMoaxoasi TeXHUYECKH KOHTPOJI:
IIa C€ CbXpaHsBa B L[06pe IIPOBETPUBO IOMEIICHHUE. OOHMKHOBEHO Ce M3UCKBAT KAKTO MECTHA CMYKaT€JIHa BEHTUJIAllWs, TaKa U BEHTWIAlUI Ha 061].[0T0
TIOMCIICHUE.

8.2.2. JIM4HM npeana3sHu cpeIcTBa

8.2.2.1. 3amuTa HA OYUTE H JIUIETO

Hsma HanuuHa 1ombJIHUTETHA MHBOPMALUs
8.2.2.2. Ilpeana3BaHe HAa KoKaTa

3amMTa HA KOKATA M TAJOTO:
JlaGopaTopHa npectuika

3amuTa Ha pbleTe:

3amuTHA PbKABUIIN

8.2.2.3. 3amuTa HA AUXATEJTHUTE IIHTULIA

Hsima Hanu4yHa JOIBIHUTEIIHA HH(bOpMaLH/Iﬂ

8.2.2.4. TepMHUYHH ONIACHOCTH

Hsma HanuuHa DOMBJIHUTENHA HHPOPMALUS

8.2.3. KoHTpOJI Ha eKCIO3HIMATA B OKOJHATA cpeia

Hsima Hanu4yHa JOIBIHUTEIIHA HH(bOpMaLH/Iﬂ

JIEJI 9: ®u3u4yHH 1 XUMHYHH CBOHCTBA

9.1. Undopmanusi OTHOCHO OCHOBHHMTE (PM3HYHH U XUMUYHU CBOHCTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELIECTBO
IBsT : He e HannuHo
BroH1eH Buj : Ilpax.

Mupuc : He e nanuuno
I'pannuara Ha Mupuca : He e nanuuno
Touka Ha TOneHe : He e HannuHo
Touka Ha 3aMpB3BaHe : He e nanuuno
Touka Ha KUNIeHEe : He e HannuHo
3anmanuMocT : He e nanuuno
I'pannuyM Ha €KCINIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanuia Ha €KCIIIO3UBHOCT : He e npunoxumo
TeMneparypa Ha pa3narane : He e npunoxumo
TeMneparypa Ha camo3anaiaBaHe : He e npunoxumo
TeMneparypa Ha pa3nanaHe : He e nanuuno
pH : He e HannuHo
pH pasrBop : He e nanuuno
Buckosuter, KuHEMaTHUEH : He e npunoxumo
PazrBopumocT : Bopa: 100 — 1000 g/l
KoedumumenT Ha pasnpenenenue: n-okranon/sona (Log  : He e Hannuao
Kow)

Hansrane Ha napure : He e HannuHo
Hansraune na napure npu 50°C . He e manuuno
ITreTHOCT : He e HannuHo
OTHOCUTENHA IUIBTHOCT : He e nanuuno
OTHocuTeNHa IIBTHOCT Ha apute npu 20°C . He e npunoxumo
Pasmep Ha yacTunure : He e HannuHo
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Ropinirole hydrochloride

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

9.2.1. Uudopmanusi BbB BPb3Ka ¢ KJIacoBeTe HA (PU3NYHA ONACHOCT

Hsima HanmuHa JONIBIHUTEIHA PIH(bOpMaI.II/ISI

9.2.2. JIpyru XapaKTepHCTHKH 32 6€30IacHOCT

Hsima Hanu4Ha JONBIHUTENHA UHYOPMALIHS

10: CraduiaHoCT 1 pea

CrabuieH Ipy HOPMAJHH YCIOBUSL.

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

He e u3zBectHo.

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsma npu Hopmanua ynorpe6a. Buxre Paznen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpax1aHe OTACJIA OIlaCHU U3NapCHUS.

PA3IEJI 11: Toxkcukosoruuna nHgpopmanus

OcTtpa TOKCHYHOCT (OpanHa) : Bpenen npu nornsiiase.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xmacudummpa (Jlunceamm gaHam)
OcTpa TOKCHYHOCT (BIMIIBAHE) : He ce xmacudummpa (Jlunceamm jaHam)

Ropinirole hydrochloride

LD50 opanso mrbx 300 — 2000 mg/kg
KoposzuBHOCT/ipa3HeHe Ha KoXkata . He ce xnacudummpa (Jlunceamm jaHam)
CepHO3HO yBpexJaHe Ha OUHUTE/Ipa3sHEeHe Ha OUUTE : He ce xnacudumupa (Jluncpamm ganam)
Cencubunusanys Ha AUXaTeIHUTE IBTUIA WK Koxkata  © He ce knacuduuupa (JIumncaruy 1aHHm)
MyTareHHOCT Ha 3apOUILIHATE KICTKH : He ce xnacudummpa (JIunceaum jaHum)
Kanneporennoct . He ce xnacudummpa (Jlunceamm jaHam)
ToKCHYHOCT 32 PEIPOLYKIHATA . Ilpenmomnara ce, 4e yBpexkza OIUIOAUTENHATA CIIOCOOHOCT WK IUI04a. Mosxke a Ob1e BpeIeH 3a
KbpMadJeTa.
CTOO (cmeunduvHa TOKCHIHOCT 32 OIPEACICHI : He ce xnacudumpa (Jluncpanm qaHum)

OpraHu) — eAHOKPATHA EKCHO3UIIUS
CTOO (creunduvHa TOKCHIHOCT 32 ONPEICICHH : He ce knacudummpa (JIuncsamm qaHam)
OpraHu) — IOBTapsIIIA CE CKCIO3UIUS

OnacHOCT IPH BANIIBaHE : He ce xnacuduimpa (TexHuuecka HeBb3MOXKHOCT 32 [0JIy4aBaHe Ha JaHHH)

Hsima HanmuHa JOMIBIHUTEIHA I/IH(l)OpMaI.II/[ﬂ
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Ropinirole hydrochloride

Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 12: Exojiornyna nHpopmanus

12.1. Tokcu4HOCT

Exosorust - 06110 : He npexcraBisiBa KOHKPETHA OITACHOCT 32 OKOJIHATA CPEia.
OmnacHo 3a BOJHATa cpefa, KpaTkocpodHa (ocTpa) : He ce knacudunupa (JIunceamu janH")
OmnacHo 3a BOAHATa cpela, IbIAr0CpoYHa (XPOHUYHA) : CHJIHO TOKCHYEH 3a BOJHUTE OPTaHU3MH, C JBITOTPACH e(EeKT.

12.2. YcTOWYUBOCT H pPa3rpajuMoct

Hsma HanuuHa DOMBJIHUTENHA HHPOPMALUS

12.3. Buoakymy./Mpania cnocooHocT

Hsma HannuHa 10mbJIHUTETHA MHBOPMALUs

12.4. TIpeHocUMOCT B IOYBATA

Hsima Hanu4yHa JONBIHUTEIIHA PIH(bOpMaLII/Iﬂ

12.5. Pesyarartu ot onenkarta Ha PBT u vPvB

Hsima Hanu4yHa JOIBIHUTEIIHA PIH(bOpMaLH/IH

12.6. CoiicTBa, HapymaBany GyHKOHHTE HA eHA0KPHHHATA CHCTEMA

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

12.7. Ipyru He61aronpusTHH epeKTH

Hsima Hammana JOIIBJIHUTECITHA I/IH(i)OpMaI_IHH

PA3JIEJI 13: O6e3BpeskaaHe HA OTHAXBIUTE

13.1. MeToau 3a TpeTHPaHe HA OTHAXBIIN

Hsma HannvHa DOMBJIHUTETHA HHPOPMALUS

PA3JIEJI 14: UHdopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B crotBerctBHe ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cmucska Ha OOH nian naenTudukannoneH HoMep

UN 3077 UN 3077 UN 3077

14.2. TouHo HaUMeHOBaHHe HAa MpaTKaTa no cnucbka Ha OOH

BEIECTBO, OITACHO 3A OKOJIHATA ENVIRONMENTALLY HAZARDOUS Environmentally hazardous substance, solid, n.o.s.
CPEJIA, TBBPJIO, H.V K. SUBSTANCE, SOLID, N.O.S.

Onucanne Ha TPAHCHOPTHHUTE JOKYMEHTH

UN 3077 BEHIECTBO, OITACHO 3A UN 3077 ENVIRONMENTALLY HAZARDOUS UN 3077 Environmentally hazardous substance,
OKOJIHATA CPEJIA, TBBPJO, HV K., 9,11, (-) | SUBSTANCE, SOLID, N.O.S., 9, lll, MARINE solid, n.o.s., 9, I
POLLUTANT

14.3. Knac(oBe) Ha 0NIACHOCT MPH TPaHCIOPTHPaHe
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Ropinirole hydrochloride

Nudopmanronen muct 3a 6€30macHOCT

B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

ADR

IMDG

IATA

14.4. OnakoBbuHa rpyna

14.5. OnacHocTH 32 OKOJIHATA cpeja

OmnacHo 3a okoiHaTa cpeza: la

OmnacHo 3a okonHaTa cpeza: Jla
Mopcku 3ambpeuten: [a

OmnacHo 3a okonHaTa cpena: Ja

Hsma JOITBJIHUTECIIHA HAJIUMIHA I/IHCl)OpMaI_H/Iﬂ

14.6. CnenuaJiHy mpeana3sHu MePKH 32 MOTPeONTeTuTe

CyxonbTeH TPaHCIIOPT

Knacudukanmonen xox (ADR)

Crnieunanuu pasnopenou (ADR)

Orpannuenu konuyectsa (ADR)

Uskimouenu konnuectsa (ADR)

OnakoBb4HH UHCTPYKLMK (ADR)

CriennaiHy onakoBb4HH pasnopendu (ADR)

Cwmecenu onakoBku (ADR)

WHCTpyKIUHM 32 IPEHOCHMH LIUCTEPHU U KOHTEIHepH 3a
Hacunuu ToBapu (ADR)

CriennaiHy pa3nopedoy OTHOCHO IPEHOCUMH LUCTEPHU
1 KOHTeiHepH 3a HacurHu ToBapu (ADR)

Konose 3a uucrepuu (ADR)

IIpeBO3HO CPEACTBO 3a NPEBO3 B LIUCTECPHU
Tpancnoprha kareropus (ADR)

Creruanau pasnopenbu 3a npesosa - OnakoBku (ADR)
CreruanHu pasnopenbu 3a npeso3 - Hacumzo
cberosiHue (ADR)

CreruanHu pasnopenou 3a IPeBo3 - TOBapeHe,
pasroBapBaHe 1 o6paboTka (ADR)
Wnentudukannonen Homep 3a onacHoct (Kemnep No.)
OpamxeBHu Tabenu

Kox 3a tynenuu orpanudenus (ADR)

Tpancnopt no Mope

Crnennanuu pasnopenou (IMDG)

Orpannuenu konuuectsa (IMDG)

Wzkirouenn konmyecta (IMDG)

Onakobunu uHcTpyKIuu (IMDG)

Crienmanuu pasnopendu 3a onakoBane (IMDG)
IBC onakopwsunu uHCTpYKIHK (IMDG)

IBC cneunannu paznopenou (IMDG)
WHcrpykuun 3a nuctepau ( IMDG)
Crnienmaniu pasnopendu oTHocHo nuctepau (IMDG)
EmS-Ne (IToxxap)

EmS-Ne (Pasnus)

Kareropus Ha ToBapene ( IMDG)

Cknagupane u oopadorka (IMDG)

Bb3aywmeH TpaHcnopT

PCA Uzkmouenn kommaectsa (IATA)

PCA OrpaHuueHH KOJIMUECTBA IBTHUYECKH CAMOJIET U
xapro (IATA)

PCA MaxkcuMaiiHO HETHO KOJIMYECTBO 33 OIPaHHUYEHO
KOJIMYECTBO IIBTHUYECKHU camolteT u kapro (IATA)

AT

M7

274, 335, 375, 601

5kg

El

P002, 1IBCO8, LP02, R001
PP12, B3

MP10

T1, BK1, BK2, BK3

TP33

SGAV, LGBV
3

V13

VC1, VvC2

Cv13

90

90
3077

274, 335, 966, 967, 969
5kg

El

LP02, PO02

PP12

1BCO8

B3

BK1, BK2, BK3, T1
TP33

F-A

S-F

A

SwW23

El
Y956

30kgG
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Ropinirole hydrochloride

Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

PCA MHCcTpyKIuY 3a OIIaKOBaHE IbTHUYECKH camoiieT 1 956

xapro (IATA)

PCA MakcuManHO HETHO KOJIHYECTBO IBTHUYECKU : 400kg

camoret u kapro (IATA)

WHcrpykuun 3a onakoBane camo kapro (IATA) : 956

MakcuMalHO HETHO KosimuecTBO camo kapro (IATA) : 400kg

Criennanuu pasnopenou (IATA) © A97, A158, A179, A197, A215
ERG xon (IATA) : 9L

14.7. MOPCKH TPAHCHOPT HA TOBAPU B HACUIIHO CHbCTOAHUE CHIJIACHO HHCTPYMEHTH Ha MemyﬂaponHaTa MOPCKa OpraHusanus

He e nmpunoxumo

PA3JIEJI 15: UHdopmanusi OTHOCHO HOpMAaTHBHATAa ypenoda

15.1. CienpuuHH 32 BEIECTBOTO HIIM CMECTA HOPMATHBHA YPe6a/3aK0H0AATEICTBO OTHOCHO (G€30MACHOCTTA, 3APABETO U OKOJIHATA
cpena

15.1.1. Pernamentn Ha EC

REACH Ipuao:xenne XVII (YcinoBusi 3a orpannyaBaHe)

He ¢urypupa B IIpunoxenne XVII nra REACH

REACH, IIpunoxenue XIV (Ciucbk Ha BellecTBATA 32 pa3peliaBaHe)

He ¢urypupa B IIpunoxenune XIV na REACH (Crucbk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaart-seuectsa (SVHC)

He ¢urypupa B cnceka Ha REACH ¢ xanannar-BemecTsa

Pernament PIC (EC 649/2012, IIpenBapuTe1HO 000CHOBAHO ChIVIACHE)

Henpunoxumo.

Peraament otHocHo YO3 (EC 2019/1021, YceToluuBY OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PernaMeHT 0THOCHO BelllecTBa, KONTO Hapymasat o30HoBus cJiaoii (EC 1005/2009)

He ¢urypupa B ciuchKa ¢ BeIIeCTBa, KOUTO HapymIaBaT o30HoBus cioif (Permament EO 1005/2009): Ropinirole hydrochloride

PersiaMeHT OTHOCHO npeKkypcopuTe Ha B3puBHM BemecTa (EC 2019/1148)

He cpappika BemecTBo(a), BKIIOYEHO(M) B CIUCHKA ¢ MPpeKypcopH Ha B3puBHU BenecTBa (Pernmament EC 2019/1148 3a npennaraneto Ha na3apa 1 ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIIECTBA)

PerjiaMeHT 0THOCHO NPeKypPCOPUTE HA HAPKOTUYHHU BewlecTBa (EO 273/2004)

He cpappaxa BemecTBo(a), BKIIOUEHO(H) B cichKa ¢ [Ipexypcopu Ha HapkoTnaHuTe BemecTBa (Permament EO 273/2004 0THOCHO IPOU3BOACTBOTO H ITyCKAHETO
Ha Ta3apa Ha OIpeJie]IeHH BEIeCTBa, H3MI0I3BaHHU 32 HE3aKOHHO IIPOU3BOCTBO Ha HAPKOTUYHH MM ICHXOTPOIIHH BEIIECTBA)

15.1.2. Hannonauu pasnopeaou
Hsma Hamnyna JIOIIBJIHUTECIIHA I/IH(l)OpMaI.lI/[H
15.2. Onenka Ha 0e30MacHOCT HA XHMHYHOTO BElIecTBO HJIH CMeC

Hsima Hammana JOIIBJIHUTEITHA I/IH(bOpMaIII/[S[

PA3JIEJI 16: Ipyra ungopmanus

Wuaukanus 3a npoMeHu:
Kracuduiupane Ha BEIIECTBOTO HJIM CMECTA.

II'bnen Texer nHa H- 1 EUH-npenynpeskieHusiTa 3a oacHoCT:

Acute Tox. 4 (opanHa) Ocrtpa ToxcuuHOCT (opanHa), Kareropus 4

Aquatic Chronic 1 OmacHo 3a BoAHATA cpefia — XPOHHYHA OIIaCHOCT, KaTeropus 1
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Ropinirole hydrochloride

Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

[I'bnen Texker nHa H- u EUH-npenynpeskieHusiTa 3a 0acHoOCT:

H302 Bpenen npu norisliase.

H361 Ipenmonara ce, 4ye yBpex/Ja OILIOJUTEIHATA CIIOCOOHOCT MITH ILIOJA.

H362 Mosxe n1a Ob/ie BpelieH 3a KbpMayera.

H410 CHITHO TOKCHYEH 33 BOJAHUTE OPraHU3MH, C IBJITOTPAaCH e(eKT.

Lact. TOKCHYHOCT 3a PEHPOAYKIMSATA, JOMBIHATEIHA KATEropus, eeKTH BbPXY HIIH 4pe3 JIAKTALUSTA
Repr. 2 TokcuuHocT 3a penpoaykuusra, Kareropus 2

Mudopmanuonen auct 3a 6esonacuoct (MUJIb), EC

OTKA3 OT OTI'OBOPHOCT HudopmanusaTa, cbabpskama ce B To3u MupopmarnmoHeH J1ucT 3a 0€30aCHOCT, € HOoIyueHa OT U3TOUHUIIM, KOUTO CMATaMe 3a

HaJCKIHU. B"})HPCKM TOBa, I/IIILIJOP\HUII‘I?[T&\ C€ NpeaocTaBs 0e3 HUKaKBa rapaHiuys, u3puaHa uiu ]'lO,"lp‘dfﬁ()leaIlIZl ce, OTHOCHO HelHaTa KOPEKTHOCT
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