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

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa . BemectBo

HaumeHoBaHuUE Ha BELECTBOTO : Rivastigmine

Kox Ha mpoaykra : 201600801

CHHOHUMH : Rivastigmine, salts, hydrates, 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, AaHAM3H 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

Orpannyenus 3a ynorpeba . Jla ne ce usnonssa : [lornbuiane, Baumsane, Jlepmanto

1.3. Iloxpo6HN AaHHHM 32 JOCTABYHKA HA HHGOPMAIMOHHHUS JHUCT 32 6€30IaCHOCT

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@edgm.eu - www.edgm.eu

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 TokcuuHOCT (opanHa), Kateropus 2 H300
CreruuIHa TOKCHYHOCT 3a OIpeJeTIeHN OPTaHH — IIOBTAPAIa e eKCIO3HIIHA, H372
Kareropus 1

OmacHo 3a BoJHATa cpesia — XpOHHYHA OIIaCHOCT, KaTeropus 2 H411
3a mpauus TekeT Ha H- n EUH-npenynpesxaeHnsaTa 3a OMacHOCT: BX. paszen 16

Hebnaronpusatan GU3MKOXUMUYHH eeKTH M He01aronpusATHH edeKTH 32 3APaBeTo HA YOBEKAa H 0KOJHATA cpela

Onpez[enm—le 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

GHS06 GHSO08 GHS09
Curnanna nyma (CLP) : OmnacHo
Ipenynpexaenus 3a onacuoct (CLP) : H300 - CMmbpTOHOCEH MPH MOTITBIIAHE.

H372 - IpuunnsiBa yBpexaaHe Ha OPraHUTE MOCPEACTBOM HPOIBIDKUTENIHA HIIH MOBTAPSIIA CE
EKCITO3UIIHS.
H411 - Tokcu4eH 3a BOJHUTE OPraHU3MH, C IBITOTPAcH e(eKT.
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Rivastigmine

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

Ipenopsku 3a 6e3omacHocT (CLP) : P260 - He BaumBaiiTe npax/Imymex/ras/auM/H3napeHus/aepo30iu.
P264 - [Ta ce u3Mue polieTe 0 JaKTUTE U JIUIETO CTAPATEIHO CIIe/l ynoTpeoa.
P270 - Jla He ce size, mue WK MyIIH IPX yIoTpeOa Ha MPOTYKTa.
P273 - [1a ce n30srBa U3ycKaHe B OKOJIHATA CpeJia.
P301+P310 - ITPU TIOT'JIBILIAHE: He3abasHo ce obanere B IEHTBP 110 TOKCUKOJIOT VS unu
Ha JIeKap.
P314 - TIpu Hepa3moIoKeHHE MOTHPCETe MEAUIIMHCKH CHBET/IIOMOII.
P321 - Crienmanu3upaHo JieueHue (BK. JOMBIHUTEIHA HHCTPYKIHS 32 TbPBA IIOMOII] Ha TO3U
€THKET).
P330 - Uzmnakuere ycrara.
P391 - Csbepere pa3asroro.
P405 - J1a ce cbxpaHsiBa MO/ KIIIOY.
P501 - CpabpikaHHETO/CHABT a CE U3XBBPIIH B IIYHKT 3a CHOMUpaHe Ha OMACHH HJIH CIIELHATHA
OTIaIbIH, B ChOTBETCTBHE C MECTHUTE, PETHOHAIHH, HAIIMOHAITHH H/MIH MEKITyHAPOIHI
pasnopenou.
ETukeTrnpane B ChOTBETCTBHE C: H3KITIOUCHHUS 32 BETPELIHH OMIAKOBKH, KOTATO ChIBPKAHMUETO He mpeBumana 10 ml

IMuxrorpamu 3a onacuoct (CLP)

GHS06 GHS08

2.3. Ipyru onacHocTH

Hsma HanuuHa DOMBJIHUTENHA HHPOPMALUS

PA3JIEJI 3: ChcraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxarop Ha % Knacudukanus B CbOTBETCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Rivastigmine - <100 Acute Tox. 2 (opanna), H300 (ATE=5 mg/kg

TEIIECHO TEII0)
STOT RE 1, H372
Agquatic Chronic 2, H411

3a mpaHus TekeT Ha H- 1 EUH-npenynpesxnennsaTa 3a 0acHOCT: BX. paszen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IbPBa MOMOII]

ITspBa oMol IpK BAUIIBAHE . Jla ce octaBu mocTpajganus Ha YUCT Bb3AyX. OCHIypeTe CBEK Bb3/yX Ha 3aCErHATOTO JIULE.

[IbpBa moMoIIL TPU KOHTAKT € KOXKaTa : Jla ce oTCTpaHM MakCUMaJIHO upe3 u30bpcBaHe (C yhcTa M MeKa nonusaiia kepma). Jla ce usmue
OOMITHO ¢ BO/Ia B KOSITO € MPUOABEH JIETEPreHT.

ITspBa OMOII[ IPK KOHTAKT C OYUTE : UsmakHeTe ¢ BOJa, KATO ABPKUTE OUMTE MHUPOKO OTBOPCHH.

IIppBa moMo1I PHU MOTITbIAHE . Msmnakuere ycrara. HezabasHo ce o6aznetre B LIEHTBP ITO TOKCUKOJIOI Ufl/Ha nekap.

CriennaiiHo Jekapcko HabmoneHne. Moske n1a ObJie MPenopbyaHo MPOIBIDKUTEIHO MEAUIIMHCKO
HaOJIIOIEHHE.

4.2. Haji-cbecTBeHH OCTPHU U HACTBHIIBALIU CJIe/I U3BECTECH MEPUOJ OT BpeMe CUMIITOMHA U e(])elc'm

Cumnromu/edextu . Bb3MOXHH ca 3aKbCHENTH e)EeKTH.
CumnroMu/e(eKTa ciie/| BIMIIBaHe . Hepmocrarbunu raHHu.
CumnroMu/edekTn cie/l KOHTaKT ¢ KoXara . Hepmocrarbunu raHHu.
CumnroMu/eeKTH ciie/l KOHTAKT C OUHTe . Hepmocrarbunu naHuH.
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Rivastigmine

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

Cumnromu/eheKT ciel NOorTbIIaHe : Cumnromure Morar Ja ObaaT 3aMaiiBaHus, TJ1aBo0OINE, TaieHe U 3aryba Ha KOOPAMHALISL.

TloTbpcere MeauuuHCKH chBeT/mOMoOII. [Ipy BB3MOXKHOCT /1a C€ MOKAXe HACTOSIMS JIUCT, 4 aKO HE € Ha Pa3IIOJI0KEHHE, /1a Ce MOKaKe ONaKOBKATa WM €THKETA.
AxtuBarop. PapManeBTUUCH IPOIYKT.

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

TMogxonsmm TI0XKapoTaCUTCIIHU CPEACTBA . OLLC}IIIO 3a 3aracCsHe Ha OI'bHS.

OnacHocCT OT HoXap : Bwx maparpad 2.2.

I/IHCT‘pyKHHI/I 3a raceHe Ha IoXxapu . I{a C€ U3M0J13BaT CPEACTBA, IIOAXOAAIIHN 3a rAaCCHE Ha I10)KapH B CbCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

OO0y Mepku : Jla ce u30srBa nmpeKkust KOHTAKT ¢ npoaykra. He BaumBaiite
npax/ImyIeK/ra3/AnM/u3napeHus/aepo30iH.

6.1.1. 3a mepcoHa, KOTO He OTrOBAPS 32 CIIEUIHH CJIy4an

ABapuiiHu I1aHOBE : Jla ce HOCH MOIXOIAIIO MPENAa3HO 00JIEKI0, PKABUIM U 3aIIMTHHU CPEACTBA 32 OYMTE WU JTHLETO.

6.1.2. 3a 1MnaTa, OTTOBOPHU 32 CIIEIHH CJIy4an

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

Hsawma mamuanaa JOMBJIHUTCTHA HHq)OpMaIIPISI

Mertonu 3a IOYHCTBAHE : Y6enere ce, ue oTmanbLUTe ca CbOPAHU U Ce ChbXPaHsBAT HA CHIypHO MscTo. [Touncrere
crapatenHo. Jla ce n3Mue HeChOUPaeMHs OCTATEHK C : Pa3TBOP OT HATPHEB XHIIOXJIOPHT.

Hsima Hanu4Ha qONMBIHUTENHA HHYOPMAIIHS

PA3JIEJI 7: O6pa6oTka 1 CbXpaHeHue

JIOIIbIIHUTEIHU OIIACHOCTH 10 BpeMe Ha 06paboTka : Ha motpeburens na ce 00bpHE BHUMAHHE 33 PUCKOBETE, €BEHTYaIHO CBBP3aHH C H3II0I3BAaHETO Ha
MPOIYKTa 3a APYTH LEIH, Pa3INIHHU OT TE€3H, 32 KOUTO € IIPEIHA3HAYCH.

IIpenmasuu Mepku 3a O6e3omacHa paboTa : C Marepuaina TpsiOBa Jja ce paboTH BHUMATENHO. [la ce H304rBa npekus KOHTaKT ¢ mpoxykTa. C
MaTepraia TpsOBa 1a ce paboTH 1moj 1abopaTopHa KaMHHA, JOKOJIKOTO TOBA € BB3MOXKHO.

XWUrueHHH MepKHu : Jla ce paboTH B CHOTBETCTBUE C M3UCKBAHUATA HA JOOpaTa MPOMUIILUICHA XUTHEHA U MIPOLIETYyPUTE 3
6e30macHoCT.

TexHHYIECKH MEPKH : Jla ce cra3BaT IPHUIOKUMUTE Pa3HopenoH.
VYcaoBus 3a cbXpaHsIBaHe : Jla ce chxpaHsBa MO/ KIIIOY.

Bumx maparpad 1.
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Rivastigmine

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

3EJI 8: KoHTpoJ1 Ha eKCIO3UIMSATA/TMYHM NPEANA3HU CPeCcTBA

8.1. [TapameTpy HA KOHTPOJI
8.1.1 HanMoHaJITHH rPAHUYHH CTOMHOCTH HA NPOQeCHOHATHA eKCIIO3UIUS H OMOJIOTHYHN FPAHUYHH CTOHOCTH
Hsima Hanu4yHa JOIBIHUTEIIHA PIH(bOpMaLlI/[ﬂ

8.1.2. IllpenopbYMTEIHH NPOLEAYPH 32 HAOIIO/IEHUE
Hsima Hanu4Ha JOMBbIHUTEIHA HHPOPMALHS

8.1.3. OGpa3yBat ce 3aMBPCHTEJIH HA BB3/yXa

Hsma Hanu4Ha ObIHUTETHA HHPOPMALHs

8.1.4. DNEL u PNEC

Hsma HanuyHa DOMBJIHUTENTHA HHPOPMALUS

8.1.5. Perysinpane upe3 o6xBatu (control banding)

Hsima Hanu4yHa JOIBIHUTEIIHA PIH(bOpMaLlI/IH

8.2. KoHTpo. Ha eKcO3MIUATA

8.2.1. Iloaxoasi| TeXHUYECKH KOHTPOJI

Hoxxoasii TeXHHYECKH KOHTPOJI:
Jla ce cpxpaHsBa B JoOpe POBETPUBO HOMeIeHHe. [la ce H3MoI3yBa eqUHCTBEHO B CMyKaTelHa kabiHa ¢ HHTerpupal Guitsp. Bucokoedexrusen Gpuarsp 3a
gactuny (HEPA ¢untsep).

8.2.2. JIM4HM npeana3sHu cpeacTBa
8.2.2.1. 3amuTa HA OYUTE H JIUIETO

3amuMTa HA OYHTE:
Ipennasuu ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe Ha KoKaTa

3amuTa Ha KOXKATA M TAJIOTO:
Jla ce u3nonzyBa XUMHUYECKH YCTOHYMBO 3aiuTHO o6aekio. DIN EN 13034

3ammuTa Ha pbLeTe:
XUMHYeCKH YCTOIHYHBY Ipeana3Hy ppkasumy. ISO 374-1

8.2.2.3. 3amuTa Ha AUXATeJHHTE IbTHINA

3amuTa HA AMXATEJHATE IIHTHINA:
OrtzaensHe Ha mpax: nmpotuBonpaxoBa Macka ¢ Gunrsp P3. DIN EN 140 & 149. Teuen nponykt : AHTHaepo3omHa Macka. Hocere nuxarenen amapar, ako cTe
M3JI0)KEHHU Ha TapH/IIpaxoBe/aepo30iIH

8.2.2.4. TepMUYHHU ONIACHOCTH

Hsima Hanu4yHa ZOMBIHUTEIHA I/IH(l)OpMaLlI/IH

8.2.3. KoHTpo1 Ha eKCNO3UIMSITa B OKOJIHATA cpela

Hsma HanuvHa ZOMBJIHUTETHA HHPOPMALUS

3AEJI 9: ®u3u4HM 1 XUMHUYHU CBOMCTBA

9.1. Mudopmanusi OTHOCHO OCHOBHHTE (PU3HYHH U XUMUYHU CBOHCTBA

ArperaTtHo ChCTOSIHHE

TBBPIIO BELIECTBO

st He e nanuuno
BroHIIEH BUI IIpax.
Mupuc He e npunoxumo.

I'panunaTta Ha Mupuca
Touka Ha ToTIeHE
Touka Ha 3aMpB3BaHE
Touka Ha KuIeHEe
3amaauMocT

He e nanuuno
He e nanuuno
He e nanuuno
He e nanuuno
He e nanuuno
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Rivastigmine

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

I'paHnIM Ha eKCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpaHuna Ha €KCIIO3UBHOCT : He e npunoxumo
Temneparypa Ha pa3narane : He e npunoxumo
TeMneparypa Ha camo3anaiBaHe : He e npunoxumo
Temneparypa Ha pa3nagaHe : He e nanuuno

pH : He e nanuuno
pH pastBop . He e maimuuno
Bucko3urer, KuHeMaTHYCH : He e npunoxumo
PastBopumoct : Boma: 10 -33.3 ¢/l
Koebuiment na pasmnpenenenne: n-okranon/soga (Log  : He e nammano
Kow)

Hansrane na napure : He e nanuuno
Hansirane na napute npu 50°C : He e nanuuno
IInpTHOCT : He e nanuuno
OTHOCHTENHA ITBTHOCT . He e Hanmmuno
OtHocuTeNnHa ITBTHOCT Ha mapute npu 20°C © He e npunoxumo
Pasmep Ha yacTunure : He e nanuuno

9.2.1. Uudopmanusi BbB BPb3Ka ¢ KJIacoBeTe HA (U3MYHA ONACHOCT

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

9.2.2. JIpyru XapaKTepHCTHKH 32 6€30IacHOCT

Hsima Hanu4Ha qONBIHUTENHA UHOOPMALIHS

JI 10: CTaOMIHOCT M PEaKTHBHOCT

Cra0uiieH Ipy HOPMAaJIHU YCIOBHSL.

Hsima HanmuHa JOMIBJIHUTETHA I/IH(l)OpMaIII/I}I

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

Hsma nipur Hopmanua ynorpe6a. Brkre Paznen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpaxaHe OTACJIA OITaCHU U3IIapCHUS.

PA3IEJI 11: Toxcukosoruuna nHgopmanus

Octpa TOKCHYHOCT (OpayHa) : CMBPTOHOCEH IPH MOTIIBLIAHE.
OcTpa TOKCHYHOCT (iepMajHa) : He ce knacudunupa
OcTpa TOKCUYHOCT (BIUILIBAHE) : He ce knacudunupa
Rivastigmine
LD50 opanso mrbx 5 — 50 mg/kg
KoposzuBHOCT/ipa3HeHe Ha KoXkaTa : He ce xnacudurupa (Jlunceamm ganan)
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Rivastigmine

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

CepHO3HO yBpex/JaHe Ha OUNUTE/Apa3sHEeHe Ha OUUTE : He ce xnacudurupa (Jlunceamm jaHam)

Cencubunusanms Ha IUXaTeIHUTE IBTUINA WK Koxkata © He ce knacudunupa (B3 0cHOBa Ha HATHYHUTE JAHHU HE CA U3ITBJIHEHU KPUTEPUHTE 38
KIacupHIHEpaHe)

MyTareHHOCT Ha 3apOJIMIIHUTE KICTKU : He ce xnacudumpa (JIuncBamy faHH#N)

KanneporenHocr . He ce xnacudunupa (JIunceanm jaHum)

TOKCHYHOCT 32 PENPOLYKIHATA : He ce xknacudummpa ([Ipyru ykazanus: Octpa TOKCHIHOCT)

CTOO (cnenu¢prdHa TOKCHIHOCT 3a ONPEICICHH : He ce xnacudummpa

OpraHu) — eAHOKPATHA EKCIO3UIHS

CTOO (cnenu¢pryHa TOKCHYHOCT 3a ONpPEJICICHH . IlpuunHsBa yBpex/JaHe Ha OPraHUTE MOCPEACTBOM IIPOABIDKUTEIIHA HITH TIOBTAPSIIIA CE eKCITO3ULIHS.

OpraHu) — IOBTaPsIIA CE CKCIO3ULHS

OnacHOCT IpH BANIIBAHE : He ce xnacuduimpa (Bb3 ocHOBa Ha HANUYHHUTE JAHHU HE CA U3ITBIHEHU KPUTEPHUTE 3a
KIacupHIEpaHe)

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

PA3EJI 12: Exojioru4yHa uH(popmanus

Exoiorus - o6mio : Omnachu otnajgeuy. Jla ce U3M0I3yBaT MOAXOASIIN KOHTEHHEPH 3a OTHAJHNTE IPOIYKTH.
OrnacHo 3a BoJHATa cpejia, KpaTKocpouHa (0cTpa) . He ce xnacudummpa
OmnacHo 3a BOJHATA CPeJIa, ABITOCPOYHA (XPOHHYHA) . TokcuyeH 3a BOJHHUTE OPraHU3MH, C IBITOTPAcH e(eKT.

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

Hsima Hanu4Ha qONBIHUTENHA HHDOPMAIIHS

Hsima Hanu4Ha qOMBIHUTENHA UHDOPMAIIHS

Hsima HanmuHa JOMIBJIHUTETHA I/IH(bOpMaLII/Iﬂ

Hsima HanmuuHa JOMIBIHUTETHA I/IH(l)OpMaIII/I}I

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

PA3JIEJI Oo0e3BpexaaHe HA OTIATbLUTE

MecTHO 3aKOHOIATEICTBO (omam;un) . I{a C€ U3XBBPJIHU IO 0e30IMaceH HaYMH B ChOTBETCTBUE C MECTHUTE / HallMOHATTHU pa3r10pez(61/1.

Hpel'lOp'bKI/I 3a 06C3BpC)KI[aHC Ha r[po;[yKTa/ OITaKkOBKaTa . I{a HC CC€ UBXBBPIIAT OTHAABIUTE B KaHAJIU3ALIUATA. I/IBXB’pr'ICTC TO3U MaTCpUAJT U HETOBUS
KOHTCﬁHCp B IICHTHP 32 C’BGI/IpaHC Ha OnaCHHU U CIICIUATTHA OTIaAbIIN.

PA3JIEJI 14: Nudgopmauusi 0OTHOCHO TPAHCIIOPTUPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
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Rivastigmine

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

ADR IMDG IATA
14.1. Homep no cnucbka Ha OOH nin naeHTHUKALNOHEH HOMeP
UN 2811 UN 2811 UN 2811

14.2. TouHo HaMMeHOBaHHE HAa MpaTKaTa no cnucbka Ha OOH

TOKCHUYHO TBBP1O BELLIECTBO,
OPI'’AHMYHO, H.Y K.

TOXIC SOLID, ORGANIC, N.O.S.

Toxic solid, organic, n.o.s.

Onucanue Ha TPAHCIIOPTHHUTE JOKYMEHTH

UN 2811 TOKCHUYHO TBBPJO BEILECTBO, UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1,

UN 2811 Toxic solid, organic, n.o.s., 6.1, Il,

OPI’AHMYHO, H.V K., 6.1, II, (D/E), OIIACHO 11, MARINE ENVIRONMENTALLY HAZARDOUS
3A OKOJIHATA CPEJIA POLLUTANT/ENVIRONMENTALLY
HAZARDOUS
14.3. Knac(oBe) Ha 0NACHOCT MPH TPAHCTIOPTHPAHE
6.1 6.1

6

~
>

v

=

14.4. OnakoBbuyHa rpyna

14.5. OmacHocTH 32 OKOJIHATA cpeaa

OmacHo 3a okonHaTa cpeza: la

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

OmnacHo 3a okonHaTa cpena: Ja

Hsma JOIBJIHUTECIIHA HAJIUMIYHA I/IH(l)OpMa[H/Iﬂ

14.6. CnenmaTHu Mpena3HA MEPKH 32 MOTPeOHTeINTe

CyxonbTeH TPAHCHIOPT

Knacudukanmonen xox (ADR) T2
Cnermanau paznopenou (ADR) 1 274,614
Orpannuenn konuyectsa (ADR) : 5009
W3kroyenu konuyectsa (ADR) E4
OmnakoBbuHH HHCTPYKIMH (ADR) P002, IBC08
Crerpanau onakoBsuHU paznopenou (ADR) B4

Cwmecenn onakoBku (ADR) : MP10
WHCTpyKIHUHK 3a IPEHOCHMH LIUCTCPHHU U KOHTEiHepu 382 @ T3

HacunHu ToBapu (ADR)

CreruanHu pa3nopeadn OTHOCHO IPEHOCHMHE IcTepHn @ TP33

U KOHTEiHepH 3a HacurHu ToBapu (ADR)

Komoge 3a uucrepuu (ADR) . SGAH, L4BH
Crienmaniu pasnopendu oTHocHo nuctepiu (ADR) : TU15, TE19
IIpeBo3HO CpeCcTBO 32 MPEBO3 B IUCTEPHHU AT
TpaucnoptHa kareropust (ADR) D2
Crienmanuu pasnopendu 3a npeosa - Onakosku (ADR) @ V11
Crerpanau pa3nopeatn 3a IPeBo3 - TOBapeHe, CV13,CVv28
pastoBapBaHe U o0padotka (ADR)

CreruanHu pas3nopeatn 3a IPeBo3 — ONePaTHBHU : S9,S19
nzucksanusg (ADR)

Unentudukannonen Homep 3a omacxoct (Kemuep No.) @ 60

OpamxeBu Tabenu

Kon 3a TyHennu orpanunuenus (ADR)

60
2811

D/E
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Rivastigmine

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

TpaHcnopt no mope

Cnermansn pasnopen6u (IMDG) 1 274
Orpannyenn konmdectsa (IMDG) : 5009
W3kirouenn konnyectsa (IMDG) . E4
OmnaxoBbuHH HHCTpYKUUH (IMDG) . P002
IBC onakosbunu nacTpykuuu (IMDG) . IBCO8
IBC cnenunannu pasnopenou (IMDG) . B21,B4
Wncrpykuuu 3a nucrepuu ( IMDG) : T3
Cneruanuu pasnopenou otHocHo uucrepuu (IMDG) : TP33
EmS-Ne (IToxxap) . F-A
EmS-Ne (Pasnus) . S-A
Kareropust Ha ToBapene ( IMDG) B
Caoiictsa u Habmonenus (IMDG) . Toxic if swallowed, by skin contact or by inhalation.

Bb3gymien Tpancmopt

PCA WM3kirouenu konmuecta (IATA) . E4
PCA OrpaHuyeHH KOJIMYecTBa MbTHUYECKH CaMOJIET U 1 Y644
kapro (IATA)

PCA MakcuMaaHO HETHO KOJIMYECTBO 32 OTPAaHUYEHO . 1lkg
KOJIMYECTBO IIbTHUYECKU camouieT U Kapro (IATA)

PCA UHcTpyKIimu 32 OakoBaHe MbTHHYECKH camoneT 1 © 669
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO IIbTHUYECKH . 25kg
camouiet u kapro (IATA)

WncTpykuuu 3a onmakoBane camo kapro (IATA) . 676
MakcHuManHO HETHO KoindecTBo camo Kapro (IATA) : 100kg
Cnenuanuu pasnopenou (IATA) . A3, A5
ERG xox (IATA) T 6L

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeXKIyHAPOIHATA MOPCKA OPraHU3alus

He e npunoxumo

PA3JIEJI 15: WHdopManusi 0THOCHO HOPMATHBHATA ypenda

15.1. Cnenn¢yHY 32 BeNIECTBOTO WM CMECTAa HOPMATHBHA ypen6a/3aKoHO0/IaTeJICTBO OTHOCHO §€30NacHOCTTA, 3[PABeTO H OKOJIHATA
cpexa

15.1.1. Pernamentn Ha EC

REACH Ipuaoxenne XVII (YenoBus 3a orpannyaBaHe)

He ¢urypupa B IIpunoxenne XVII za REACH

REACH, IIpunoxenue XIV (Ciuchbk Ha BelecTBaTa 3a paspeliaBaHe)

He ¢urypupa B IIpunoxenne XIV na REACH (Criucbk Ha BelecTBaTa 3a pa3peliaBaHe)

REACH Cnucbk ¢ kanauaat-semectsa (SVHC)

He ¢urypupa B cnucpka Ha REACH ¢ kanaumat-senecTsa

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

Henpunoxumo.

Peraament otHocHo YO3 (EC 2019/1021, YceToliuuBY OPraHUYHU 3aMbPCUTEIH)

Henpunoxumo.

Per;1aMeHT 0THOCHO BelecTBa, KOMTO HapywmaBaT 030HoBus caoii (EC 1005/2009)

He ¢urypupa B crircbka ¢ BelecTBa, KOMTO HapyuiaBat 030HoBus cioii (Permament EO 1005/2009): Rivastigmine

PersiamMeHT 0THOCHO npekypcopuTe Ha B3puBHM BemecTa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIOUEHO(H) B CIIUCHKA ¢ IPeKypcopH Ha B3puBHU BemecTBa (Permament EC 2019/1148 3a npennaraneto Ha ma3apa 4 ynorpebara Ha
IPEKypCOPH Ha B3pUBHU BEIIECTBA)
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Rivastigmine

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

Per;siaMeHT OTHOCHO mpeKypcopuTe Ha HapkoTHuHHU BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIOYEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnunute Beniectsa (Pernmament EO 273/2004 0THOCHO IPOHU3BOACTBOTO U ITyCKAHETO
Ha [1a3apa Ha OIpeJIeIICHH BEILECTBA, U3MOJI3BaHHU 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTHYHH MIIH IICHXOTPOIHH BEIIECTBA)

15.1.2. HauuoHaHu pa3nopenou

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

15.2. Onenka Ha 0€30MACHOCT HA XHMHUYHOTO BEIECTBO MJIH CMEC

Hsma HanuuHa KOMbJIHUTENHA HHPOPMALUS

31EJI 16: Ipyra nndgopmanus

Wnpukanus 3a NpOMeHH:
Knacudunupane Ha BEIIECTBOTO MM CMECTa.

II'bnen Ttexer na H- 1 EUH-npenynpeskaenusita 3a 0acHocT:

Acute Tox. 2 (opasHa) Octpa TokcuuHocT (opanHa), Kateropus 2

Aquatic Chronic 2 OmnacHo 3a BOJHATA Cpe/ia — XPOHUYHA OIACHOCT, KaTeropust 2

H300 CMBPTOHOCEH IPH HOTIBLIAHE.

H372 IprunHsiBa yBpeXAaHEe HAa OPraHUTE ITOCPEACTBOM HPO/IBIDKHTEIHA WK MIOBTAPSIIIA CC CKCITO3HLIMSL.
H411 TOKCHYCH 32 BOJHUTE OPTraHU3MH, C IBITOTPAcH eeKT.

STOTRE1 CrernuduyHa TOKCHYHOCT 3a OIpeeJIeHH OpTaHy — IIOBTapsIa ce ekcro3umus, Kareropus 1

Wndopmarmonen nuct 3a 6e3onacHoct (MJIb), EC

OTKA3 OT OTTOBOPHOCT UupopmarusTa, chrbpikaiia ce B To3u MHOpMaIMOHEH JIUCT 3a 6€30MaCHOCT, € MOIyYeHa OT U3TOUHHIH, KOUTO CMTaMe 3a

HaOCKTHHA. B”bl'lpCKI/I TOBA, I/IH(b()lelHI/IﬂTa Ce IMpeaoCcTaBs 0e3 HUKaKBa rapaHuys, U3puiHa U no,upa36npau1u CC, OTHOCHO HelHaTa KOPEKTHOCT
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