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PA3JEJI 1: UnenTudgukanus HA BeLIeCTBOTO/CMeCTA U HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoyKTa . BemectBo

HanmeHoBaHue Ha BEIIECTBOTO : Colchicine for system suitability B
XHUMUYECKO HaMMEHOBAHHUE : Konxunun

EO unnexc Ne 1 614-005-00-6

EO Ne 1 200-598-5

CAS Ne 1 64-86-8

Kon Ha npoxykra : 202400006

1.2. UneHTH(UIMPAHH BU/I0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

Hpentndunupanu ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscnenBaHus u pa3BUTHE
TexHUYeCKH M3IUTBAHUS U AaHAITH3U
Camo 3a npodecronansa ynorpeba

DyHKIMS WK KaTeTOpys Ha ynoTpeda : JIabopaTOpHU XUMUKAIU

Ynorpedu, KOMTO He ce MPenopbLYBaT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMalIHa ynorpe6a

1.3. [logpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JIHCT 32 6€301aCHOCT

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. Tenedonen HoMep NPH CHELIHU CIYYaH

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

PA3JIEJI 2: Onucanue HAa ONACHOCTUTE

2.1. Knacuduuupane Ha BelecTBOTO UJIH CMeCTa

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

MyTareHHOCT 3a 3apOAMIIHYU KIeTku, Kareropus 1B H340
Octpa ToxcndHoCT (opanHa), Kareropus 2 H300
3a meanus TexcT Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pa3jen 16

HeﬁnaronpuﬂTHu (l)l)[3l/lKOXHMM'{Hl/l eq)eKT]/l H HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa

CMBPTOHOCEH NP HOTNIbLIaHe. MoxXe Ja IPUYNHU TeHeTUYHH Je(eKTH.

2.2. EneMeHTH HA €THKETA

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

ok

GHS06 GHS08
Curnanna gyma (CLP) : OmacHo

IMTukrorpamu 3a onacHoct (CLP)
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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

Mpenynpexnenus 3a onacHoct (CLP) : H340 - Mose 1a npu4vHU T€HETUYHH 1e(EKTH.
H300 - CMBpPTOHOCEH IIPH MOTIIBLIAHE.

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynorpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKIUH.
P202 - He u3non3Baiite npeau Ja CTe Mpoyesy U pa3dpaiu BCUUKH MPEANIa3HA MEPKH 3a
0e30MacHOCT.
P264 - Jla ce u3mue pbLeTe 10 JAKTUTE U JIMLETO CTAPATEIHO ClIe/ ynoTpeda.
P270 - la He ce sae, mue Wiy MyIy Npy ynotpeba Ha IpoayKTa.
P280 - U3nomn3Baiite npeana3Hu phKaBHUIH/IPENa3Ho 00IEKIO/MPeAna3Hi OUnia/mpena3Ha Macka
3a JIMLE/TIPEANa3HU CPEACTBA 3a 3aIlUTa Ha CIyXa.
P301+P310 - ITPY ITOT'JTBIIAHE: He3a6asHo ce obanere B IEHTHP 10 TOKCUKOJIOI' U nin
Ha JIeKap.
P308+P313 - [1PU siBHa mim mpeAnonaraeMa eKCrno3unus: I10Tbpcete MeANIHHCKH ChBET/IOMOLII.
P321 - Cnenuanu3upano je4yeHue (BxK. JOMbIHUTEIHA HHCTPYKLUS 32 IIbPBa MOMOIIL HAa TO3H
€THUKET).
P330 - U3nnakuere ycrara.
P405 - JTa ce chxpaHsiBa 1oJ| KJIto4.
P501 - CpapprkaHueTo/ChaBT Aa Ce U3XBBPIIH B MYHKT 33 CHOMPaHe HA OMACHU WU CIICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALIMOHAIIHY H/HJIN MEX/LyHapOIHU
pasnopenou.

ETu}ceTnpaHe B cbOTBeTcTBHE C: U3KiI0ueHus 3a BBHTPEIIHH ONIAKOBKH, KOIraTO CbAbPKAHUETO HE IIPpeBUllIaBa 10 ml.

o

GHS06 GHSO08

IMTukrorpamu 3a onacHoct (CLP)

2.3. JIpyru onacHocTH

Tosa BemecTBo/cMec He oTroBaps Ha kpurepuute PBT na Permament REACH, Ilpunoxenne XIII

ToBa BemecTBo/cMec He oTroBaps Ha kpurepuute vPvB Ha Permament REACH, Ilpunoxenne X111

JHpyra uadpopmarnus : AKTHBHO BeLIECTBO (BbB (hapMaleBTUYHU TIPOAYKTH).
Buumanue - BemmecTBo, KOETO BCE OIIE HE € H3IMUTAHO HAIIBIHO.

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHTE

3.1. BemecrBa

HanmenoBanmue Npentudukarop Ha % Knacudunkanus B cboTBeTCTBHE C
MPOAYKTA Pernament (EQ) Ne 1272/2008 [CLP]
Konxumun CAS Ne: 64-86-8 <100 Muta. 1B, H340
EO Ne: 200-598-5 Acute Tox. 2 (opanna), H300 (ATE=26
EO ungekc Ne: 614-005-00-6 mg/kg)

3a mennus TekeT Ha H- 1 EUH-npenynpexxaeHusita 3a onacHOCT: BX. pazaen 16

PA3J/IEJI 4: Mepku 3a nbpBa IIOMOIIL

4.1. Onucanne Ha MepPKHUTe 32 MPBA MOMOL

IIbpBa nomoii - 001K MEPKU : B®B Bcuuku ciyyan Ha CbMHEHHE, WIIM KO CUMIITOMUTE TPOIBIDKABAT, IOThPCETE MEAUIIMHCKA
TOMOIIL.
IIbpBa oMol Mpu BIUIIBAHE . H3Besere nMLIETO HA YUCT BB3/LyX U IO MIOCTABETE B MO3MLIMU, YJIECHABAILA AMIIaHeTo. [la ce ocTaBu

MOCTpaJaiys 1a Cu movnHe. B ciydaii Ha npuiomaBane: [loTbpceTe MEAUIMHCKH ChBET/IIOMOILL.
ITbpBa oMol IPK KOHTAKT C KOXKarta : Jla ce cBanmy 3aMbPCEHOTO OOJIEKIIO U U3IOKEHUST Y4acThK OT KOXKaTa Ja Ce M3MHUE C MEK CallyH
BOJIa, KaTO CJIeJ] TOBA CE M3IUIAKHE C TOIUIA BOAA.
ITbpBa oMo IPK KOHTAKT C OYUTE : Usmiakserte ¢ BoJa, KaTo AbPKUTE OUUTE MIMPOKO 0TBOpeHH. [loThpceTe MeANIMHCKA TOMOLLL, aKO
60JIKaTa, MUT'AHETO WIIM 3a4EPBIBAHETO MPOABIKAT.
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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

IIspBa momon npy MOrIbIIaHe : M3zmnaksere ycrarta ¢ Boga (CaMo ako MOCTpaJaluAT € B ch3HaHHUe). Hukora He gaBaiite HUIIO mpe3
ycrara Ha 4oBeK B Oe3cp3nanue. Hesabasno ce obanere 8 LIEHTBP [10 TOKCUKOJIOI USl/Ha
JeKap.

CI/IMHTOMI/I/eq)CKTI/I CIe IMOorIbIIane : CM’prOHOCCH HpU DOTIbIIAHE.

Hsima HanmuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

PA3JIEJI 5: [IpoTuBONOKAPHU MEPKH

TTonxonsum TI0KapOTaCUTCIIHU CPEACTBA : I{a C€ U3M0J3BaT CPEACTBA, IIOAXOAAIIH 3a raCCHE Ha IT0KapHu B CbCEACTBO. B’LFJ'ICPO,I[CH JUOKCHUI.

Bonen cnpeii. Cyx nmpax. Onesiio 3a 3aracsHe Ha OT'bHS.
Henoaxonsmu moxaporacuTelIH! CpeicTBa : Jla He ce n3MoN3Ba CHIIHA BOJHA CTPYSL.

OrnacHu IIPOAYKTH Ha pasnaJaHe B cnyqaﬁ Ha I1okap . HemwiHOTO TOpeHE 003060)!(}1&]33 OITace€H BBITICPOJICH OKHUC, BBIVIEPOACH ABYOKHUC U APYT'd TOKCUIHHN
Ta30Be. Bb3MOXKHO € OTIENISTHETO Ha TOKCUYHHA H3napeHus.

MHcTpyKumny 3a raceHe Ha Moxapu : Jla He ce JommycKa U3mon3BaHaTa B GopbaTa ¢ mojkapa BoJa J1a 3aMbpPCH OKOJIHATA CPe/ia.
3amuTa Npy raceHe Ha moxap . Jla He ce mpeanpueMa Hameca 0e3 TTOIXOIAIIO 3alUTHO 000pyABaHe. ABTOHOMEH U M30JIHpaI]
amapar 3a JuxareiHa 3aiuTa. [b1Ha 3a1mTa Ha TSUI0TO.

OO0y Mepku . Jla ce n304rBa KOHTAKT C KOXKaTa, OUUTE U JAPEXUTE.

3a nepconaJi, KOITO He 0TroBaps 3a CHEIIHHU CJydYan

ABapuiiHH IITaHOBE : Jla ce oTCTpaHM HEHYKHHUS TIEPCOHAL.

3a JHUIaTa, OTTOBOPHH 32 CHELIHH CJIy4Yau

3aIIUTHY CpeCTBA : Jla He ce mpeanpreMa HaMeca 6e3 IMOAXOIANIO 3al[UTHO 000pyABaHe. 3a moBeyue HHpOpMaNus,
BIDkTe paszaen 8: "KoHTpou Ha ekcro3uLusita/ TMYHHU IPeAa3Hu cpeacTaa’.

I[a ce u30srea H3IyCKAaHC B OKOJIHATa cpeaa. HpeI[OTBpaTeTC HABJIN3aHCTO B KaHAJIM3alUsiATa U B O6H.I€CTBeHI/ITe BOIH.

3a 3agbpprKane : TlonmiiTe ¢ HHEPTEH MaTEpHaN U MIOCTABETE B MOAXO/ISIL KOHTEHHED 3a 00e3BpexkJaHe Ha OTHAABLIH.
Mertou 3a MOYKCTBaHE : IlouucTeTe 3aMbpCEHHUTE TIOBBPXHOCTH OOKMIHO C Bojia. [109YnCTBaHE ¢ MOMILTA HA IETEPIEHT.

Bmxre Pazznen 13 otHocHO nHboOpMarus 3a 00e3BpekaaHe Ha OTIAIBLHTE.

PA3JIEJI 7: Pa6oTa U Chb>

JIOITBITHUTEITHY OTIACHOCTH 110 BpeMe Ha paboTa : Jla He ce n3nmarat GpeMEHHNTE )KEHH HIIN KbPMAuKHTE.
Tpennasun mepku 3a 6e3omacHa padora : Jla ce m304rBa BCAKAKBA M3NMIITHA eKCIIo3UIHs. Jla ce ocurypu 106po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

08/01/2026 ([aTa Ha pepakuusra) BG (6barapckn) 3/10



Colchicine for system suitability B

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

XHUrueHHH MEpKU : Jla He ce sze, Mue WM IMyLx OpH yrnoTpeba Ha npoaykTa. Jla He ce H3HaCs 3aMBPCEHO PabOTHO
00J1eKII0 U3BBH PabOTHOTO MoMelieHue. [la ce U3MHUST PhLETE MPEAN HOYUBKUTE U CIEN
MPUKIIIOYBaHE Ha padorara.

7.2. YcnoBus 3a 6€30MaCHO ChbXpaHsBaHe, BKJIKYHTEIHO HECHbBMECTHMOCTH

VYcnoBust 3a chXpaHsBaHe : /Jla ce cpxpansiBa Ha 100pe nMpoBeTpuBO MACTO. ChIBT J1a Ce ChXpaHsiBa IUIBTHO 3aTBOPEH. Jla ce
a3 OT TOIUIMHA U IpsIKa CITbHYEBA CBETIIMHA.
OnakoBbYHU MaTepUAIH . Jla ce chXpaHsiBa B OpPUTMHAIHUTE KOHTEHHEPH.

7.3. Cneuupuuna(u) kpaiina(u) ynorpeda(u)

Hsima HanuyHa AONMBIHUTEIHA I/IH(bOpMaI.II/IH

PA3J/IEJI 8: KoHTpPOJI Ha eKCIIO3HIUSITA/THYHH MPeINa3Hi CPeACTBa

8.1. [TapameTpy Ha KOHTPO.JI

Hsima HanuyHa JOMBIHUTEIHA P[H(bOpMaI.II/IH

8.2. KoHTpo.1 Ha eKCIo3uIHUATA

HO)]XO)]HH.( HHKEHEPEH KOHTPOJI

Hoaxoasii HHKEHEPEH KOHTPOJI:
Jla ce ocurypu 106po mpoBeTpsiBaHe Ha paboTHOTO MsIcTO0. OOMKHOBEHO CE H3MCKBAT KAKTO MECTHA CMyKaTeJIHA BEHTHIAINS, Taka i BEHTUIALHS Ha 00LIOTO
nomenienue. C marepuaia TpsOBa Ja ce padoTH 1o 1adopaTopHa KAMUHA, JOKOJIKOTO TOBA € Bb3MOXHO.

JInuHu npeamnasHu cpeacrsa

3ammTa HAa 0YMTE M JUIETO

3amuTa HA O4YHTe:

Ja ce HocsT peanazHu ounia. [IpeanasHu oumna cbe crpannyHa 3ammra. (EN 166)
3amuTa Ha KoKaTa

3amuTa Ha KOXKaTa H TAJIOTO:
Jla ce HOCH mOAXOMALIO NpeanasHo obiekno. Jlaboparopra ynorpeba : Jlaboparopua npectisika. (EN 13034)

3amuTa Ha pbleTe:
Jla ce HOCSAT MOAXOMAIM PhKaBULM. XUMHYECKH YCTOMUMBH Npeana3Hu ppkaBuiy. (EN 374)

3ammTa HA qUXATEJHUTE IHTHIA

3ammTa Ha TUXATeTHHTE MbTHINA:
B ciyuait Ha 0Opa3yBaHe Ha IIpax Jia ce H3I0JI3Ba anapar 3a Jumane ¢ Guirsp: P3

PA3IEJI 9: ®u3nynu 1 XMMUYHHM CBOHCTBA

9.1. UndopManusi 0THOCHO OCHOBHMTE (pM3UYHHM M XMMUYHH CBOICTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELIECTBO
LBt ! KBITCHUKAB-OSII.
BroHIIEH BUI . Ilpax.
MornekyiHa Maca 1 399,4 g/mol
Mupuc . He e nHannuno
I'pannnara Ha Mupuca : He e mannuno
Touka Ha ToneHe 1 =157°C

Touka Ha 3aMpB3BaHE . He e nannuno
Touka Ha kuneHe : He e nanuuno
3amanuMocT : He e Hanuuno
JlonHa rpaHHIia Ha eKCIIO3UBHOCT : He e npunoxxumo
T'opHa rpanuIa Ha eKCIIIIO3UBHOCT : He e npunoxxumo
IInamua remnepatypa : He e npunoxxumo
Temmnepatypa Ha camo3anaaBaHe : He e npunoxxumo
Temnepatypa Ha pasznaraHe . He e HanuuHo
pH : He e HanuuHO
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

pH pastBop : He e Hanuuno
Buckosurer, kuHemMaTH4eH : He e npunoxumo
PastBOpuMOCT : Boma: > 1000 g/
Koedunuent na pasnpeneneuue: n-okranon/soga (Log  : He e HamuHO
Kow)

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

Hsima HanmMuHa OMIBJIHUTETHA PlH(bOpMaHHﬂ

PA3IEJI 10: CTa0MIHOCT U PeaKTHBHOCT

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

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

Hsma HanwyHa HOMBIHHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qONbIHUTENHA HHOOpMALHS

Hsma HanuvHa HOTBITHUTETHA HHPOPMAIIHS

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

PA3JIEJ 11: T

CHUKOJIOTHYHA HHq)OpMaIIHﬂ

Octpa TOKCHYHOCT (OpajiHa) : CMBPTOHOCEH MPH MOTJIBbIIAHE.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce knacu¢uupa (JIunceat nanxu)
OcTpa TOKCHYHOCT (BMILIBAHE) : He ce knacu¢uimpa (Jlunceat nanHm)

Konxunmn (64-86-8)

LD50 opanao mex 26 mg/kg

KoposusHocT/ipasnene Ha Koxara : He ce xnacudunupa (Jlunceat ganHmn)

Cepno3HO yBpeskJ[aHe Ha OUHTE/IpasHEHe Ha OUnTe : He ce xnacudumupa (JIuncear nanHm)

CeHcnbMTH3anys Ha JUXaTeIHATE TBTUIIA WK Koxkata  : He ce kiacuguumpa (JIuncear 1aHHmN)

MyTareHHOCT Ha 3aPOJUIIHATE KIETKA : Mosxe fa IPUYMHA TEHETHYHH Je(eKTH.

Kanneporennoct . He ce xnacuduuupa (JIuncsar 1aHam)

TOKCHYHOCT 3a PeNpOAyKIHATA : He ce xnacudunupa (Bb3 0cHOBa Ha HAJIMYHUTE JIaHHH, HE Ca U3ITBIHEHU KPUTEPHUTE 3a

KJIacuHIIpaHe)
CTOO (crnenu@uyHa TOKCHYHOCT 32 ONPEICICHA : He ce xnacu¢uupa (JIunceat nanam)

OpraHu) — €JHOKpaTHA eKCIIO3ULIHS
CTOO (cnenuduyHa TOKCHIHOCT 3a OIPEIEIeHI : He ce xnacudunupa (JIuncsat nanam)
OpraHM) — MOBTAPSIIIA CE eKCIIO3UIMS
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

OmnacHOCT IIpU BAUIIBaHE . He ce xnacudunupa (Jlunceat naHHm)

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

PA3EJI 12: Exosioruuia uHgopmanus

OrnacHo 3a BOJ(HATA Cpejia, KpaTKocpouHa (0cTpa) . He ce knacudunupa (JIuncsar nanuu)
OmnacHo 3a BogHAaTa cpejia, IbIrocpoyHa (XpoHHYHA) : He ce knacu¢uuupa (Jlunceat nanxu)

Konxunun (64-86-8)

YcToituuBOCT U pasrpaauMocT He ce pasrpaxmaa 0bp30

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PIH(bOpMaHHﬂ

Konxummun (64-86-8)

Tosa BemecTBo/cMec He oTroBapst Ha kpurepuute PBT na Permament REACH, Ilpunoxenune X111

Tosa BerecTBO/cMec He 0TroBapst Ha kpurepunte VPvB Ha Pernament REACH, Ipunoxenue XIII

Hsma HanuvHa ZONBIHUTENHA HHPOPMAIUS

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

PA3JEJI 13: O0e3BpeskaaHe HA OTHAAbLUTE

Hsima HanmuHa TOMIBIIHUTETHA HH(l)OpMaI.IHﬂ

PA3IEJI 14: UndopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cpotBercTBe ¢ ADR /IMDG / IATA
ADR IMDG TATA

14.1. Homep no cnucbka Ha OOH win naeHTHGUKALOHEH HOMEP

UN 1544 UN 1544 UN 1544

14.2. TouHo HauMeHOBaHHE HA IpaTKaTa no cnucbka Ha OOH

AJIKAJIOUU, TBBPAU, H.Y K. ALKALOIDS, SOLID, N.O.S. Alkaloids, solid, n.o.s.

Onucanne Ha TPAHCHOPTHUTE TOKYMEHTH

UN 1544 AJIKAJIOWZN, TBBPIM, H.Y.K., 6.1, | UN 1544 ALKALOIDS, SOLID, N.O.S., 6.1, II UN 1544 Alkaloids, solid, n.o.s., 6.1, IT
1L, (D/E)
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WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

ADR IMDG IATA
14.3. Kiiac(oBe) Ha onacHOCT NPHU TPaHCIOPTHPaHe
6.1 6.1 6.1

14.4. OnakoBb4Ha rpyna

1I

1I

1I

14.5. OnacHocTH 32 OKOJIHATA cpeJia

OmacHo 3a okonHaTa cpeaa: He

OmacHo 3a okonHata cpena: He
Mopcku 3ambpeuten: He
EmS-Ne (IToxxap): F-A
EmS-Ne (Paznus): S-A

OmacHo 3a okonHaTa cpea: He

Hsima mompiHuTeIHA HaNMHYHA HHQOpMALHS

14.6. Cnenma;THu npeana3Hu MePKH 3a MOTPedUTeINTe

CyXonmbTeH TPAHCIIOPT

Knacudukanmonen xox (ADR)

Cneruanuu pasnopenou (ADR)

Orpannuenu konnuectsa (ADR)

Uskimtouenu konmdectsa (ADR)

OnakoBbuHN HHCTPYKIHU (ADR)

CrienaiHu OnakoBbYHH pasnopentdu (ADR)

Cwmecenn onakoBky (ADR)

WHCTpyKIMK 32 TPEHOCHMH LIMCTEPHU U KOHTEIHEepH 3a
HacunHu ToBapu (ADR)

CnenyanHu pa3nope ol OTHOCHO IIPEHOCUMH LIUCTEPHU
1 KOHTelHepy 3a HacurHu ToBapu (ADR)

Konose 3a nucrepuu (ADR)

Creruanuu pasnopenou oTHocHo nucrepau (ADR)
ITpeBo3HO CPEACTBO 3a MPEBO3 B UCTEPHH
TpancnopTHa kateropus (ADR)

Creruansu pasnopenou 3a npeBosa - OnakoBku (ADR)
CrienaHu pasnopeaou 3a IpeBo3 - TOBapeHe,
pasroBapBane 1 oopaboTka (ADR)

CrienaiHu pasnopeaoyu 3a NPeBoO3 — OTNEPATUBHH
n3uckBanus (ADR)

Wpnentudukamponex Homep 3a onacHoct (Kemiiep No.)
OpamxeBu Tabenn

Kon 3a TyHenHu orpanudenus (ADR)

TpaHcnopT no mope

Cnenuanuu pasnopenou (IMDG)

Orpannuenu xonudectsa (IMDG)

W3kirouenu konnyectsa (IMDG)

Onakobunn nuctpyknun (IMDG)

IBC onakosbunn nacrpykuun (IMDG)

IBC cnennannu pasnopendu (IMDG)

Wncrpyknun 3a iucreprn ( IMDG)

Crenuanuu pasnopenou otHocHo uucrepad (IMDG)
Kareropust na Topapene ( IMDG)

T2
43,274
500g

E4

P002, IBCO8
B4

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
IBCO8
B21, B4
T3
TP33
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Colchicine for system suitability B

NupopmarmoneH 1ucT 3a 6e30macHoCT

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

CgoiicTBa 1 Habmoaenus (IMDG)

Bb3ayuien Tpancnopr

PCA Uzkirouenu konuuecta (IATA)

PCA OrpaHuueHu KOJIMueCcTBa IbTHUYECKH CaMOJIET 1
kapro (IATA)

PCA MakcuMaaHO HETHO KOJIMYECTBO 32 OTPAaHUYEHO
KOJIMYECTBO IIbTHUYECKH camoneT U kapro (IATA)
PCA MHcTpyKuuy 3a OakoBaHe IbTHUYECKH CaMOJIET U
kapro (IATA)

PCA MaxkcuManHO HETHO KOJIHYECTBO IbTHUYECKU
camouiet u kapro (IATA)

WHcerpykuuu 3a onakoaHe camo kapro (IATA)
MakcuMaaHo HeTHO KosmuecTBo camo kapro (IATA)
Crienmanuu pasnopendu (IATA)

ERG xox (IATA)

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

inhalation.
E4

Y644

1kg

669

25kg

676
100kg

1 A3, AS, A6, A801

6L

14.7. MOPCKH TPAHCHOPT HA TOBAPU B HACUITHO CHbCTOSAHUE CHIJIACHO HHCTPYMEHTH HA MemyﬂapouﬂaTa MOpPCKa opraHu3anus

He e npunoxxumo

PA3JEJI 15: UndopManusi 0OTHOCHO HOpPMATUBHATa ypenda

15.1. Cl'le[l]/l(l)ll‘ll-ll/l 3a BeIeCTBOTO HJIH CMECTAa HOPMATHBHA ypenﬁa/salconoz[aTechTBo OTHOCHO 6630ﬂaCHOCTTa, 3ApaBe€TO U OKOJIHATA

cpena

Peramamentn Ha EC

REACH, IIpuiaoxenue XVII (YciioBus 32 orpaHuYaBaHe)

He ¢urypupa B [Tpunoxenue XVII nva REACH

REACH, IIpuinoxenue XIV (Cnuchbk Ha BellecTBaTa 3a pa3peLiaBaHe)

He ¢urypupa B [lpunoxenne XIV nHa REACH (Cnncbk Ha BelecTBaTa 3a pa3periaBaHe)

REACH, Cnucsbk ¢ kanauaart-seurecrsa (SVHC)

He ¢urypupa B cnucpka Ha REACH ¢ kananaaT-BenecTsa

PersiaMeHT OTHOCHO BeleCTBAa, KOUTO HAPYIIABAT 030HOBUS ¢J10ii (2024/590)

He ¢urypupa B ciucbka ¢ BeliecTBa, KOMTO Hapymasat o30HoBus cioit (Permament EO 2024/590)

Peraament (EC) Ha ChBeTa 32 KOHTPOJI HA U3/1eJIUs ¢ IBOiHA ynoTpeda

He ¢urypupa B PETJIAMEHTA HA CBBETA (EC) 3a koHTpoI Ha H31e1us ¢ JBOHHA yrmoTpeba.

PersiaMeHT 0THOCHO npeKkypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)

He ¢urypupa B crimcska ¢ npekypcopu Ha B3puBHH Bemiectsa (EC)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HapKOTH4YHHM BemecTBa (EO 273/2004)

He ¢urypupa B cmucbka ¢ Ipekypcopu Ha HapkoTHIHE BemecTsa (EC)

15.2. Ouenka Ha 0€30IaCHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa Hann4dHa qOMbIHATETHA HHQOPMALHS

PA3JIEJI 16: Ipyra undgopmanus

Nuaukanus 3a NMPOMEHHU

Paspen IIpomenen eeMeHT KomenTtapu
Creruanriu onakoBbYHH pasnopenodu (ADR) IIpomeneno
Creranau pasnopenou (IATA) IIpomeneno
3amMeHs BepcusiTa OT JobaBeHo
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Colchicine for system suitability B

I/IH(I)OpMaL[I/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHeHn enemMeHT KomenTapu
JlaTa Ha penakusara JlobaBeno
1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxHarto
1.2 OrpanuueHus 3a ynorpeba IIpomeneno
1.2 Ynorpeba Ha BelecTBOTO/CMecTa IIpomeneno
2.1 Hebnaronpusathu GU3NKOXUMUYHH €)EKTH N ITpomeneno
HeOIaronpusTHY e(heKTH 3a 3APABETO HA YOBEKA U
OKOJIHaTa cpena
2.2 TIpenopbku 3a 6e3omacHoct (CLP) IIpomeneno
3 CberaB/HH(pOpPMANUS 32 CHCTaBKUTE IIpomeneno
4.1 II'ppBa nOMOII IPH TOTITBILAHE IIpomeneno
4.1 IIppBa mOMOIIL IPH KOHTAKT C OYUTE IIpomeneno
4.1 IIppBa mOMOIIL TP KOHTAKT € KOXKaTa IIpomeneno
4.1 ITspBa oMo Npu BAMIIBAHE ITIpomeneno
4.1 TI'ppBa OMOIII - OOLIM MEPKH Jlo6aBeHo
4.2 CumMnromu/eexTH ciell KOHTAKT ¢ KOXKaTa IIpemaxnaro
4.2 Cumnromu/eheKTy cie]] BAUIIBaHE IIpemaxuarto
4.2 Cumnromu/e(eKTH ciel] KOHTAKT C OYUTE IIpemaxnarto
4.2 Cumnromu/edexTu IIpemaxuaTo
4.2 Cumrnitomu/e)eKTH ClIes IOTTbIIaHe ITpomeneno
43 JIpyro MeIUIIMHCKO CTAaHOBUIIE MU JICUCHUE ITIpemaxuato
5.1 IToaxomsiuy mo>kaporacUTENIHN CPeICTBA IIpomeneno
5.1 Henoxxonsuy noxaporacuTenHu CPeACTBa Jlo6aBeno
5.2 OnacHocT OT moxap IIpemaxnarto
5.2 OnacHY NPOAYKTH Ha pa3NajiaHe B cilyyaid Ha JlobaBeHo
oXxap
53 3amuTa npy raceHe Ha mnoxap Jlo6aBeno
53 WHCcTpyKuuy 3a TaceHe Ha IoKapu IIpomeneno
6.1 OO0 Mepku IIpomeneno
6.1 3auuTHU cpeacTBa Jlo6aBeno
6.1 ABapuiiHy IIaHOBE IIpomeneno
6.2 IMpennasuu MepkH 3a ora3BaHe Ha OKoJHata cpena | JlobaBeHo
6.3 3a 3aabpiKaHe Jlob6aBeHo
6.3 Metoau 3a mouncTBaHe IIpomeneno
6.4 Tlo3oBaBaHe Ha apyru paznent (8, 13) JobaBeHo
7.1 XUrHeHHH MEPKH IIpomeneno
7.1 JlonbIIHUTEIHU ONIACHOCTH 10 BpeMe Ha paborta IIpomeneno
7.1 Ipenma3uu MepkH 3a Ge3omnacHa paboTa IIpomeneno
7.2 OnakoBbYHU MaTepUaIl Jlob6aBeHo
7.2 Texuuuecku MepKu IIpemaxunarto
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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

HNuaukanus 3a npoMeHu

Paznen IIpomeHeHn enemMeHT KomenTapu

7.2 YcnoBust 3a chbXpaHsiBaHE IIpomeneno

7.3 Creru$uynay KpaifHu yIoTpeOn IIpemaxnaro

8.2 3amura Ha OYUTe IIpomeneno

8.2 Toaxoasii HHKEHEPEH KOHTPOJI IIpomeneno

8.2 3aluTa Ha Ko)KaTa U TSUIOTO IIpomeneno

8.2 3amyta Ha JUXaTeIHUTE IITUIIA IIpomeneno

8.2 3amura Ha phIeTe IIpomeneno

9 Mupuc IIpemaxuato

9 MornekyiHa Maca JobaBeHo

9 Touka Ha TOTIEHE Jlo6aBeno

9 st Jlo6aBeHo

10.1 Peaknpmonna croco6HOCT IIpemaxnato

10.5 HecbBMecTuMu MaTepuamu IIpemaxuato

10.6 OmnacHu IPOLYKTH HA pa3afaHe IIpemaxuarto

11.1 LDS50 opanHo mabx JobaBeHo

11.1 ATE CLP (opaina) IIpomeneno

12.1 Exomnorus - 06110 IIpemaxunaro

13.1 Pernonanuu pasnopenou 3a OTHabIHTE IIpemaxnaro

13.1 Ipenopbku 3a 00e3BpexgaHE HA IIpemaxuato
MPOJyKTa/OMaKkoBKaTa

14.2 Touno npeBo3Ho HaumeHoBaHKe (ADR) IIpomeneno

I'baen Texker nHa H- u EUH-npeaynpeskieHusiTa 3a oacHoOCT:

Acute Tox. 2 (opanHa) Ocrtpa TokcnuHocT (opainHa), Kareropus 2

Muta. 1B MyTareHHOCT 3a 3apOAUIIHY Ki1eTkHu, Kareropus 1B

H300 CMBPTOHOCEH NP HOTITBIIAHE.

H340 Moske 1a IPHYHHA TeHETHIHH Ae(PEKTH.

Wudopmanmonen muct 3a 6ezonacHoct (UJ1b), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpxaiia ce B To3u MHdopmaioneH uct 3a 6€30MacHoCT, € MoJy4eHa OT H3TOYHHIIU, KOUTO CMsITaMe 3a

HaJeKIHU. Berpeku ToBa, nHboOpMaIusTa ce NpeaocTans 6e3 HUKAaKBa rapaHIys, H3pUYHa MU Opa30upalia ce, OTHOCHO HelHaTa KOPEKTHOCT. Y CIIOBUATA WU

MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda uii 00e3BpexaHe Ha MPOAyKTa ca H3BBbH HAIIMs KOHTPOJ U MOKE 1a ca U3BBH Hallata komneTreHTHocT. [lopaau

Ta3H U JAPyry IPUUHHY, HHE HE IOeMaMe OTTOBOPHOCT U U3PHYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH HIIH Pa3XO/H, IPOU3TUYAIIN OT MU CBbP3aHU

10 HAKAKbB HAYMH C paboTaTa, ChbXpPaHEHUETO, yIoTpedaTa uin 00e3BpexkIaHeTo Ha poaykTa. To3u MHpopMannoHeH JIMcT 3a 6€30MacHOCT € U3TOTBEH U TpsiOBa

Jla ce U3M0JI3Ba CaMo 3a TO3H MPOIYKT. AKO IIPOIYKTHT C€ U3I0I3Ba KaTO ChCTaBKa HAa APYTH IPOIYKTH, HaluuHaTa MH(OpMAaIKs OU MOTJIa 11a Ce OKaKe

HEOPpUIOKUMA. Tazu I/IH(I)OpMleLI/IH C€ OCHOBAaBa Ha HAIIUTC TEKYIIN IIO3HAHUA U € IPEIHA3HAYCHA J1a JaJI€ ONMMCAHUE Ha NIPOAYKTA CaMO 3a LCJIUTE Ha

37paBeoIa3BaHeTo, 0e30MacHOCTTa U OKOsIHATa cpesia. [Topazu ToBa, Tst He TPsiOBa Jia Ce THIIKYBa KaTO FapaHIUs 3a CBOMCTBATA HA MPOIYKTA.
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