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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 : Colchicine for system suitability B
XHUMUYECKO HAaMMEHOBAHUE : Konxunun

EO unnexc Ne 1 614-005-00-6

EO Ne 1 200-598-5

CAS Ne 1 64-86-8

Kon na npoxykra : 202400006

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

1.2.1. UpenTuduuupanu ynorpeoun

OcHOBHa KaTeropust Ha ynorpeta : IIpoayKThT € mpeHa3HAYCH 3a U3CICBAHNS, AaHATN3H U HAYYHO-00pa30BaTEIHH LEIIH.
VYnorpeba Ha BemecTBOTO/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. IlogpoOHM JaHHM 32 JOCTABYMKA HA HHPOPMALMOHHHUS JIHCT 32 6€30aCHOCT
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1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

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

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BeleCTBOTO UJIH CMeCTa

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

MyTareHHOCT 3a 3apOAMIIHHU KIeTkH, Kareropus 1B H340
Octpa ToxcndHOCT (opainHa), Kareropus 2 H300
3a meinnus Teker Ha H- m EUH-npenynpexaeHusTa 3a onacHoOCT: BX. pazjen 16

HeﬁnaronpuﬂTHu (l)l)l3l/lKOXPlMH'1Hl/l eq)eKTl/l u HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa

OnpenenﬂHe Ype3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha 1OKA3aTEJICTBA.

2.2. EneMenTH HAa €THKETA

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

ok

IMTukrorpamu 3a onacHoct (CLP)

GHS06 GHSO08
Curnanna gyma (CLP) : OmacHo
Ipenynpexnaenus 3a onacHoct (CLP) : H340 - Mose 1a npuYrHN TeHETUYHH Ie(EKTH.

H300 - CMBPTOHOCEH IIpH MOTITBIIAHE.
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Colchicine for system suitability B

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

Ipenopbku 3a 6e3omacuoct (CLP) : P202 - He u3nosn3Baiite npeau J1a cTe NpoveNu U pa3dpany BCUYKHU MPENa3Hu MEPKH 32
6e30macHoOCT.
P308+P313 - [1PU siBHa niu npezmonaraemMa ekcro3uuusi: [loTbpcere MEAUIIMHCKH CHBET/ITOMOIIL.
ETukernpane B CbOTBETCTBHUE C: U3KIIOYEHHS 32 BBTPELIHHU ONAKOBKHU, KOTaTO ChABPKAHMETO HE mpeBumana 10 ml

IMuxrorpamu 3a onacuoct (CLP)

GHS06 GHSO08

2.3. [Ipyru onacHOCTH

Hsima HanuyHa AOMBIHUTEIHA HH(bOpMa].II/IH

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKUTE

3.1. BemecrBa

HaumenoBanue Unentudurarop Ha % Knacudukanus B cbOTBeTCTBHE C
MPOAYKTA Permament (EO) Ne 1272/2008 [CLP]
Konxuimu CAS Ne: 64-86-8 <100 Muta. 1B, H340
EO Ne: 200-598-5 Acute Tox. 2 (opanna), H300 (ATE=5 mg/kg)
EO unpexc Ne: 614-005-00-6

3a meinnus Teker Ha H- u EUH-nipenynpexaenusta 3a onacHOCT: BX. paszjen 16

3.2. Cmecu

He e npunoxxumo

PA3JIEJI 4: Mepku 3a bpBa IIOMOIIL

4.1. OnucaHne Ha MepKHUTe 32 MbPBA MOMOL

ITepBa oMol Npy BAUIIBAHE : Jla ce ocraBu nocTpajanus Ha YMCT Bb3AyX. OcUrypeTe CBEX Bb3/IyX Ha 3aCETHATOTO JIMIIE.

ITepBa oMo IPH KOHTAKT C KOXKaTa : Jla ce oTcTpaHM MaKCHMaiHO upe3 U30bpcBaHe (C YMCTa M MeKa IolBala kepina). Jla ce nsmue
OOMITHO C BOJIA B KOSATO € NIPUOABEH AETEPreHT.

ITepBa oMo IPK KOHTAaKT C OYUTE : Mznnaksere ¢ BoJa, KaTo ABPKUTE OUUTE IIUPOKO OTBOPEHH.

IIppBa nomoll NpH MOTITbIIAHE : Wsmnakuere ycrata. HezabaBHo ce o6anere B LIEHTHP I10 TOKCHUKOJIOT M 5l/Ha nekap.

CrienaHo Jiekapcko HaOmoieHne. Moxe a Ob/ie PEHopbYaHo MPOIBIDKHTEIHO MEIHIIMHCKO
HaOJII0ICHHE.

4.2. Hajli-chblecTBeH! OCTPH M HACTBHIIBALIHU CJIe/l U3BECTEH NEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTll

Cumniromu/edextn : B®3M0OXHN ca 3aKbCHENN eeKTH.

CumMnromu/edexTu ciell BAUIIBaHe : HemocrarpuHu naHHM.

CumMnromu/edeKTu cielf KOHTAaKT ¢ KoxaTa : HenocrarpuHu naHHH.

CumMnromu/edeKTu ciie]] KOHTAaKT C OYUTe : Henocrarpunu aHHH.

Cumnromu/e(heKT ciel] MOrIbIIaHe : CumnroMute Morar Jia ObJaT 3aMaiiBaHus, I1aBo0OJIHE, TaZieHe U 3ary0a Ha KOOp/IHMHAIIUSI.

4.3. Yka3aHue 32 He00X0AHMOCTTA OT BCIKAKBHM HEOTI05KHH MEAMIMHCKH FPUAKHU U CIIELHATHO JiedeHue

IMoTspceTe MeUITMHCKU CHBET/IOMOI. [IpH BE3MOXKHOCT Jia Ce TOKake HACTOSIINS JIHCT, 4 aKO HE € Ha Pa3IOI0oKeHHe, Ja ce MOKaXe OMaKOBKATA MU €THKETa.
Axrusarop. @apMaleBTUUEH IPOTYKT.

PA3J/IEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MOKap

Toaxoasmy noxaporacuTeIHA CpeCcTBa . Opesuto 3a 3aracsiHe Ha OT'bHSI.
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Colchicine for system suitability B

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

OnacHocT OT moXxap : Bwmx maparpad 2.2.

I/IHC’I‘pyKLIHPI 3a racCHe Ha MoXapu : )_Ia C€ U3N0JI3BaT CPEACTBA, NIOAXOAAIIHU 3a raCEHE Ha I10XKapH B CbCEICTBO.

OGM Mepku : Jla ce u30srBa Npekus KOHTAKT ¢ npoxykra. He BanmiBaiite
npax/myIeK/ra3/ M/ u3napeHus/aepo30im.

6.1.1. 3a mepcoHaJ1, KOITO He OTTOBAps 32 CIIELIHHU CJIy4Yan

ABapuiiHu M1aHOBE : Jla ce HOCH MOAXOAAIIO NPEANa3HO O0JICKIIO, PhKABUIIU U 3AIIUTHH CPEJICTBA 32 OYUTE MIIH JIULETO.

6.1.2. 3a 1uuaTa, OTTOBOPHH 32 CHEIIHHU CJIy4Yau

Hsima HanmuHa JOMIBJIHUTETHA HH(l)OpMaI.IPIﬂ

Hsama Hammyaa JOITBJIHUTECITHA I/IH(i)OpMaLIPISI

MeTou 3a HOYHCTBAHE : V6enere ce, 4e OTMAIBLUUTE Ca CHOPAHH U Ce ChXPaHsABAT HAa CUTYPHO Msicto. [louncrere

cTaparenHo. /la ce u3Mue HeChOUpaeMus OCTAaThK ¢ : Pa3TBOp OT HATPHEB XUIIOXJIOPUT.

Hsma HanmuvHA TOTBITHUTETHA HHOOPMAIIHS

JIOITBJIHUTEIHY ONACHOCTH 110 BpeMe Ha 00paboTKa : Ha notpebuTesst 1a ce 00bpHE BHUMAHUE 32 PUCKOBETE, BEHTYAIHO CBBP3aHH C M3II0JI3BaHETO Ha
HPOJYKTa 3a APYTH LIEIH, PA3INYHHU OT TE3H, 3a KOUTO € IIPeHA3HAYCH.

Ipennasxn mepku 3a 6ezomacHa padbora . C marepuaina Tps6Ba 1a ce paboTu BHUMaTEnHO. Jla ce u30srBa npekust KOHTAKT ¢ npoaykTa. C
MatepHaia TpsabBa fa ce paboTH Moj J1abopaTopHa KaMHHA, JTOKOJIKOTO TOBA € Bb3MOJKHO.

XHUrueHHH MEPKU : Jla ce paboTu B CHOTBETCTBUE C M3HCKBAHUATA Ha 00paTa MPOMUIIICHA XUTHCHA U MIPOLICYPHUTE 32
6e30MacHoCT.

TeXHUYECKU MEPKH : Jla ce cra3BaT NPHIOKUMHTE Pa3NOPEnOH.
YcnoBus 3a chXpaHsBaHe : Jla ce chXpaHsBa O[] KIIFOY.

Bux maparpag 1.

8.1.1 HanMoHa/IHKM TPAHUYHH CTOHHOCTH HA NPO(ECHOHAIHA eKCIO3UIUs M OHOJIOTHYHHE FTPAHMYHH CTOHHOCTH

Hsma HanuvHa TOMBIHUTENHA HHPOPMAIIUS

8.1.2. IIpenopbuyuTEeIHN NPOLEAYPH 32 HAGI0/IEHHE

Hsima HanmuHa JOMIBJIHUTETHA PIH(I)OpMaI.IHﬂ
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Colchicine for system suitability B

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

8.1.3. 3ambpcuTeH HA Bb3yXa, 00pa3yBaHH [0 BpeMe Ha MpeAnucaHaTa ynorpeda

Hsima Hanmanaa JIOITBJIHUTEITHA I/[H(bopMaI.II/IH

8.1.4. DNEL u PNEC

Hsma HannyHa nombiHUTETHA HHOPMALUS

8.1.5. Peryinpane upe3 o6xBatu (control banding)

Hsima HanmaHa JOITBJIHUTECITHA I/[H(t)OpMaI_II/ISI

8.2. KoHTpo.1 Ha eKco3uIuATA

8.2.1. Ioaxoasiy HHKeHePeH KOHTPOJI

Ioaxoasuy MHKEHEPEH KOHTPOJI:
Jla ce cpxpaHsBa B 100pe MPOBETPUBO MOMeIIeHHe. Jla ce H3M0N3yBa eIMHCTBEHO B CMyKaTellHa KaOUHA ¢ HHTerpupaH GunTep. Bucokoedektusen Guarsp 3a
yactuuy (HEPA ¢untsp).

8.2.2. JIn4uHM npeanasHu cpeacTBa
8.2.2.1. 3amuTa HA 0YMTE U JIMIETO

3amuTa Ha ouMTe:
Ipennasuu ounna. DIN EN 166

8.2.2.2. 3ammTa Ha Ko}KaTa

3amuTa Ha KOXKATa M TAJIOTO:
Jla ce n3non3yBa XUMHYECKH YCTOIYKBO 3amuTHO obnekito. DIN EN 13034

3amuTa Ha pbueTe:
XuMHYECKH yCTOHUMBH Npeana3Hu pbraBuiy. ISO 374-1
8.2.2.3. 3amuTa Ha IUXaTeJTHHTE MbTHINA

3amuTa Ha AUXaTeJHATE MBTHINA:
Ortaensite Ha npax: npotuBonpaxosa Macka ¢ puntsp P3. DIN EN 140 & 149. Teuen npoaykr : AuTHaepo3onHa Macka. Hocere auxareneH amapar, ako cTe
H3JI0)KEHHU Ha MapH/IpaxoBe/aepo30iu

8.2.2.4. TepMHYHH ONIACHOCTH

Hsima Hanmana JOIIBJIHUTCITHA I/[H(I)OpMELI_II/IH

8.2.3. KOHTpO./1 Ha eKCNO3HIMATA HA OKOJIHATA cpeaa

Hsima HanuyHa AONBIHUTEIHA I/IH(I)OpMaLH/IH

PA3IEJI 9: ®u3nyHu U1 XMMMYHHM CBOMCTBA

9.1. Undopmanusi 0THOCHO OCHOBHHTE (U3UYHN M XMMHUYHH CBOICTBA

ArperaTtHo ChCTOSHUE : TBBPIO BElECTBO
IBsT . He e Hamuuno
BrbHieH Bug : Ilpax.

Mupuc : He e npunoxxumo.
I'panuuara Ha Mupuca : He e Hanuuno
Touka Ha TONIEHE . He e HannuHO
Touka Ha 3aMpb3BaHe . He e HannuHO
Touka Ha KUIIEHE . He e HannuHO
3anaaumoct . He e HanuuHo
I'paHHIM Ha eKCIUIO3UBHOCT . He e npunoxumo
JlonHa rpaHuIa Ha eKCIIO3UBHOCT . He e npunoxumo
I'opHa rpaHHIa Ha EKCIUIO3UBHOCT . He e npunoxumo
ITnamua TeMnepatypa . He e npunoxumo
Temmeparypa Ha camo3amajiBaHe . He e npunoxumo
Temmeparypa Ha pa3iaraHe . He e HannuHo

pH : He e nanuuno

pH pastsop : He e manuuno
Bucko3uTer, KHHEMaTHUEH . He e npunoxumo
PazrBopumoct : Boma: > 1000 g/l
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Colchicine for system suitability B

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

Koedunuent na pasnpeneneHue: n-oxranon/soaa (Log He e nanuuno
Kow)

Hansrane Ha napure He e nanuuno
Hansirane na napute npu 50°C He e nanuuno
IInsTHOCT He e nanuuno
OTHOCHTENHA ITBTHOCT He e namuuno
OtHocuTeNHa ITBTHOCT Ha mapute npu 20°C

P a3sMCp Ha YaCTHULUTE

He e npunoxumo
He e nanuuno

9.2.1. Unpopmanusi BbB BPb3Ka ¢ KiIacoBeTe HAa GU3NYHA ONIACHOCT

Hsma nanwyHa 1onbIHUTENHA HHOOPMAIIUSL

9.2.2. JIpyru XapaKTepuCTHKH 32 6€30MacHOCT

Hsima HanmuHa JOMIBJIHUTETHA PlHd)OpMaI.IHﬂ

PA3IEJI 10: CTa0MIHOCT U PEaKTHBHOCT

CrabuiieH npy HOPMAJTHU YCIIOBHS.

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

Hsma HanwyHa 1OoMBIHHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOnbIHUTENHA HHOOpMALHS

Hsma npu HopMmanHa ynorpe6a. Brokre Pasmen 7.

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

PA3JIEJ 11: T

CHUKOJIOTHYHA HHq)OpMaHHﬂ

Octpa TOKCHYHOCT (OpasHa)

OcTpa TOKCHYHOCT (IepMaiHa)

OcTpa TOKCHYHOCT (BMILIBAHE)
KoposusHoct/npa3nene Ha KoxaTa

CepHO3HO yBpex/JaHe Ha OUHTe/ApasHeHe Ha OUUTe
CCHCI/I6PIJII/ISaIII/Iﬂ Ha IUXaTCJIIHUTE ITbTHUIA U1K KOXKaTa
MyTareHHOCT Ha 3aPOJUIIHUTE KICTKN
Kanneporennocr

TOKCHYHOCT 32 penpOAyKIHATa

CTOO (cneuuduyHa TOKCHYHOCT 32 ONPEICIICHN
OpraHu) — €IHOKpaTHA €KCIIO3UIHS

CTOO (crenuduvHa TOKCHYHOCT 3a ONPEICICHA
OpraHi) — MOBTapsIIa CE CKCIO3UIHS

OnacHocT NpyU BAUIIIBAHC

: CMBPTOHOCEH IPH MOTTBIIAHE.

He ce knacudunupa (Jlumncsar 1aHau)
He ce knacuduuupa (Jlunceat gaHH")
He ce xnacudunmpa (Jluncsar n1aHam)
He ce xnacudunupa (Jluncsar nanam)
He ce xnmacudunupa (Jlumncsar nanam)
Moske Ja MPUYUHYE TeHETUYHH Ae)EKTH.
He ce xnacuduuupa (Jluncsar qaHau)
He ce xacudunupa (JInmncsar nanam)

He ce knacudunupa (Jluncear naHHmn)

He ce knacudurupa (JIuncsar nanumn)

He ce knacu¢ummpa (TexHndecka HeBb3MOXXHOCT 32 MOJTy4aBaHE Ha JaHHH)
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Colchicine for system suitability B

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 12: ExojioruuHa uH@opmanus

Exoutorust - 001o : Omnacuu ornagbiy. Jla ce U3MO0I3yBaT MOAXOMSIIN KOHTSHHEPH 32 OTHA/HUTE HPOLYKTH.
OmacHo 3a BoHaTa cpesa, KpaTkocpoyHa (octpa) : He ce knacu¢umpa (Jlunceat nanxu)

OmnacHo 3a BoJHATa cpejia, IbIrocpoyHa (XpoHHYHA) : He ce knacu¢umpa (Jlunceat nanxu)

He ce pasrpasia 6bp30

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa TOMIBIHUTETHA I/IH(i)OpMaI.IHﬂ

Hsva nanwyHa 1OMBIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha MOMBIHUTENHA HHOPMATHS

Hsma HanmuvHA TOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 13: O0e3BpeskaaHe HA OTHAABIUTE

Pernonanuu pa3r10pez(61/1 3a OTHAABLIUTE : I{a C€ U3XBBPJHU 110 6e30I1aceH HaYnH B ChOTBETCTBUE C MECTHHTE / HallMOHATTHU pa3r10pe;[614.

HpeHOp’I:KI/I 3a o6e33pe>Kz(aHe Ha HpOZlyKTa/OHaKOBKaTa : I{a HE C€ U3XBBPJIAT OTHAABLUTE B KaHAJIU3ALMATA. I/ISXB’pr'IeTe TO3U MaTepUal U HErOBUA
KOHTeﬁHep B LICHTHP 32 chHpaHe Ha OnaCHU M Cri€UaIHA OTHAaABbIIHA.

PA3EJI 14: UndopManusi OTHOCHO TPAHCIIOPTHPAHETO

B cporBercTere ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cucbka Ha OOH ninn naenTudgukanuoHeH Homep

UN 1544 UN 1544 UN 1544

14.2. TouHo HaMMeHOBaHHe HA NMpaTKaTa Nno cnucbka Ha OOH

AJIKAJIOU U, TBBPOU, ALKALOIDS SALTS, Alkaloid salts, solid, n.o.s.
H.Y.K. umn AJIKAJIOUJHU SOLID, N.O.S.
COJI1, TBBPU, H.Y K.
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Colchicine for system suitability B

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 1544 AJIKAJIOWJIN,
TBBLPIU, H.Y.K. wi
AJIKAJIOUJTHU COJIY,
TBLPIU, HY.K., 6.1, 11,
(D/E)

UN 1544 ALKALOIDS
SALTS, SOLID, N.O.S., 6.
II

L,

UN 1544 Alkaloid salts, solid, n.o.s., 6.1, II

14.3. Kiaac(oBe) Ha onacHO

CT NPH TPAHCIIOPTHPAHE

6.1

6.1

C2X

14.4. OnakopbYHa rpyna

1I

‘ II

II

14.5. OnacHoCTH 32 OKOJIH

aTa cpeaa

OmnacHo 3a OKOJIHATa cpejia:
He

He
Mopcku 3ambpeuten: He

OmnacHo 3a OKOJIHaTa cpena:

OnacHo 3a okosHaTa cpena: He

Hsma JOITBJIHUTECITHA HAJTUIHA I/[H(fbopMaI_II/IH

14.6. CnenuajiHy npeana3sHu MepKH 3a NOTpeduTeuTe

CyXombTeH TPAHCIIOPT
Knacudukanmonen xox (ADR)
Cneruanuu pasnopenou (ADR)

Orpannuenn xonnyectsa (ADR)

Wskimtouenu konmdectsa (ADR)

OnakoBbuHn HHCTPYKIHU (ADR)
CrienpiaiHu onakoBbuHH pasznopentdu (ADR)

Cmecenn onakoBky (ADR)

I/IHCprKLIHI/I 3a NIPEHOCUMHU LUCTEPHU U KOHTeﬁHepH 3a

HacunHu ToBapu (ADR)

CrienpiatHu pa3nopeaoy OTHOCHO MPEHOCHMH LIUCTEPHH

1 KOHTeitHepH 3a HacumHu ToBapy (ADR)

Konose 3a nucrepuu (ADR)

Cneruansu pasnopenou oTHocHO nuctepa (ADR)

TIpeBO3HO CPECTBO 3a MPEBO3 B LUCTEPHH

TpancnoptHa kareropust (ADR)

Criennaiiiy pasrnopenou 3a npesosa - Onakoku (ADR)

CrienyaiHy pasnope/ou 3a IpeBo3 - TOBapeHe,

pasroBapBane u oopaborka (ADR)
CrienaiHu pa3nopeaoyu 3a NpeBo3 — OTIEPaTUBHH

n3uckBanus (ADR)

Wpnenrudukanpronex Homep 3a onacHoct (Kemuiep No.)

OpamxeBu Tabenn

Kon 3a tynennu orpannuenus (ADR)

Tpancnoprt o Mope

Crennanuu pasnopenou (IMDG)

Orpannuenu konuuectsa (IMDG)

Wzkrouenu konmyecta (IMDG)

Onakobunu uHcTpykuuu (IMDG)

T2
43,274
500g

E4

P002, IBCO8
B3

MP10

T3

TP33

SGAH, L4BH
TU15, TEI9
AT

2

V11
CV13,CV28

S9, S19

60

60
1544

D/E

43,274
500 g
E4
P002
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Colchicine for system suitability B

HudopmarmoneH aucT 3a 6€300acHOCT

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

IBC onakopwsunu unctpykuuu (IMDG) IBCO8
IBC cneunanuu pasnopendou (IMDG) B2,B4
Wucerpykuuu 3a nucrepuu ( IMDG) T3
Criennanuu pasnopendou otHocHo uucrepuu (IMDG) TP33
EmS-Ne (TToxap) F-A
EmS-Ne (Pa3inus) : S-A
Kareropus na toBapene ( IMDG) DA

CgoiicTtBa 1 Habmoaenus (IMDG)

: A wide range of toxic solids, generally of vegetable origin. Toxic if swallowed, by skin contact or by

inhalation.
Bb3aywmeH TpaHCnoOpT
PCA Uzkmouennu xomumaectsa (IATA) E4
PCA OrpanndeHn KOIH4eCcTBa IbTHHIECKU CAMOJET U Y644
xapro (IATA)
PCA MaxkcuManHO HETHO KOJIMYECTBO 332 OTPaHUYCHO 1kg
KOJIMYECTBO ITBTHUUECKH caMoieT U kapro (IATA)
PCA HucTpykiuu 3a oIlakoBaHe IFTHUYECKH CaMOJIeT U 669
xapro (IATA)
PCA MaxcuManHO HETHO KOJIMYECTBO IIbTHUYECKU 25kg
camortet u Kapro (IATA)
WucTpyxunu 3a onmakoBaHe camo kapro (IATA) 676
MaxkcuManHO HeTHO KoinudecTBo camo kapro (IATA) 100kg

Cneruanuu pasnopenou (IATA)
ERG ko (IATA)

1 A3, A4, A6, AR01

6L

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. Pernnamentn na 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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Colchicine for system suitability B

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:

Acute Tox. 2 (opanHa) Octpa TokcudHOCT (OpanHa), Kateropus 2

H300 CMBPTOHOCEH IIPH HOTITBIIAHE.

H340 Moske 1a MPUYMHNA TCHETHYHH Je(eKTH.

Muta. 1B MyTareHHOCT 3a 3apoJuIIHU KieTkH, Kateropus 1B

Mudopmannonen mct 3a 6ezonacuoct (UJIB), EC

OTKA3 OT OTI'OBOPHOCT HudopmanusaTa, cbabpskamia ce B To3u MubopMaroHeH auct 3a 6e301acHOCT, € HOoIy4eHa OT H3TOYHUIIY, KOUTO CMATaMe 3a
HaaeKAHU. Bbrpexu ToBa, HHpopManusTa ce peocTaBs 0e3 HUKAaKBa TapaHIys, M3pUUHA WM HOApa30Hupalla ce, OTHOCHO HelfHaTa KOPEKTHOCT
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