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TMHMA 1: IIpoco10piop6g 0vGiag/peiypatos Kol ETapeiog/emysipnons

1.1. AvayvepioTikog KOOKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Colchicine for system suitability B
Xnukn Ovopocio 1 Kohykivn

No. kotaidyov : 614-005-00-6

Kwd.-EE 1 200-598-5

apBpog CAS : 64-86-8

Kodiodg mpoidvtog : 202400006

1.2. Zvvo@eic TPocdLopIlopeves YPNGELS TG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1|OELS

YyeTikéc TpoPremopeveg yprosig

Xpnon g ovoiog/Tov peiypotog . Emompovikh épevva kon avémtuén
Teyvikég dOKIUEG KOl AVAADGELS
Movo Y10 emayyeApATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AvTEVIEIKVVOPEVES AP OELS

Tepropiopoi ot xprion 1 Oy v TpOQUULEL, GApRLOKa 1) OLKLOKT Xp1iom
1.3. Ztoyeia Tov TpopunOcvT) TOL dEXTioV dEdOPEVEOV aGPaLEiag

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. Ap1Opog THAEQAOVOL EMEYOVOAS AVAYKNG

ApBpds Aedvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvoUvVOTNTOS

2.1. Ta&wvopnon g ovoiog 1| TOL pelypoTog

Koataraein oopoova pe v odnyia 1272/2008 EK [CLP]

Metodra&ryéveon yevvnTik@v KuTtdpov, katnyopio 1B H340
O&ela to&ucoda (amd Tov 6TOHNTOC), Katnyopio 2 H300
I peg keipevo tov dniooemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TNV avOpOTIVY VYEio Kan 6T0 TEPIPdALOV

Bavatneopo e TEPITTMON KATATOoNG. MTopel va TpoKaAEGEL YEVETIKG EAATTOUATA.

2.2. Xtoyyeia eTIKETOG

Xapaxtnpropds copeove. pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

ok

Ewovoypappata kivovvov (CLP)

GHS06 GHS08
Ipogworomtikn AéEn (CLP) : Kivduvog
Ankaoceig emukvdvvotnrog (CLP) : H340 - Mmopel vo. poKaA£cEL YEVETIKE EAATTMOOTA.

H300 - ®avotnedpo ot mepintwon KaTdnoong.
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Colchicine for system suitability B
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Anhaogig tpoeviaéng (CLP) : P201 - Egodwaoteite pe TG e181kéG 0dMyieg mpv omd ) xpnion.
P202 - Mnv 10 gpnoiponomoete mpv S0 AoETE KOl KOTAVONGETE TIG 001YiEg TPOPOANENG.
P264 - TTAovete ta gépua, Tovg miyels (avtifpdyia) Kot 10 TpdomTOo GYOAUGTIKA HETH TO XEPLOUO.
P270 - Mnyv 1pdrte, mivete 1 Komvilete, OTAV XPNCULOTOLEITE OWTO TO TPOTOV.
P280 - No popdte TpocTATEVTIKG YAVTIO/TPOGTOTEVTIKG EVOOLATO/UEGO ATOUIKNG TTPOCTAGIOG Y10 T
LATI0/T0 TPOCMOMO/TO AVTLAL.
P301+P310 - XE ITEPIIITQXH KATAIIOXHX: kodéote apécmng 1o KENTPO AHAHTHPIAZEQN
1 éva yoTpo.
P308+P313 - XE IIEPIIITQXH éxbeong 1 mbovotnrag £xbeong: Zvpfovievdeite/Enoxepbeite
ytpo.
P321 - Xpeidleton e8ich ayoyn (PAéne copumAnpouatikeég 0dnyieg TpdTav Pondeidv oty eTikéta).
P330 - Eemldvete 10 oTOUA.
P405 - dvrdooeton KAEWOUEVO.
P501 - AuiBeon tov meplexopévov/aepleéktn o€ onpeio GLALOYNG ETKIVOLVOVY 1 EWIKOV amoPARTOV,
GOUOOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £BVIKOVG /Kot Sebvelg KOvoviGHOovE.

Iipoaven ooppovoe pe: E€oipeitar n eomTtepiki] cvokevooio, To tepreydpeva Tng omoiog dgv vaepPaivovv Ta 10ml.

Sob

GHS06 GHSO08

Ewovoypappata kivdvvov (CLP)

2.3. AlLot Kivovvor

Avti 1 oveia/piypa dev pet Ta kpreiplo ABT tov kavoviopod REACH, Tapdapnpa XIIT
Avti 1 oveia/piypa dev pet Ta kprripla aAaB tov kavovicpov REACH, Iapdapmpa XIIT
Alheg TANpo@opieg . Evepyd ovotatikd (o€ gappokevtikd mpoidva).
[Ipocoyn - N Tapodca ovaio dev Exet aKOUN SOKIUACTEL TANPMGS.

TMHMA 3: Z0vOeon/TApo@opiss Y10 TO GVGTATIKG,

3.1. Ovoigg

Ovopa AvayvopioeTikog KOOIKOG % Koraraén cdopeova pe tnv odnyia
TPOidVTOg 1272/2008 EK [CLP]

Kolykivn ap1Opdg CAS: 64-86-8 <100 Muta. 1B, H340
Kwd.-EE: 200-598-5 Acute Tox. 2 (Am6 tov otoparog), H300
No. xatardyov: 614-005-00-6 (ATE=26 mg/kg)

IM\npeg keipevo tov nidoewv H kon EUH: BAéne tpnqpo 16

TMHMA 4: Métpa npatov fondeiov

4.1. eprypoon péTpov TpOTOYV fondsidv

Tevikd pétpa tpdTev Ponberdv . Ye mepintoon ap@BoAdV 1| €4V T0 GUUTTOUATO ETUEVOVV, KOAEGTE YLIOTPO.

Métpa tpdtev Bonbeidv petd and slomvon : Metagépete Tov mofovta otov kabapd a€pa Kot apnoTe TOV Vo EEKOVPOCTEL 6€ GTAOT TTOV
S1evkoAvVEL TV avomvor|. Apriote Tov Tafdvta va Eekovpaotel. e nepintoon adwdeciog :
Zvpfovievdeite/Emoxebeite yrotpo.

Métpa TtpdTev Bondeidv petd omd exaen pe To dEpuo : AmOPOKPUVETE TO LOADGUEVO POVYIGHO, TAOVETE OAN TNV eKTEDEEVT TEPLOYN OEPLATOG LE ATOAD
GOamTOVVL Kot VEPOD, Kat TN cLVEXELD EemAévete pe (e0TO vepo.

Métpa tpdtev Bondetdv petd amd exapn pe o paTio 1 Eemhovete pe vepd kpatdvtog ta BrEeapa kakd avorytd. Zvpfovlevteite yiatpd edv cvveyiletat o
TOVOG M| 1| KOKKWVikaL.

Métpa tpdtov Bondeidv petd amd katdmoon 1 Eemhdvete o otOpa pe vepd (Lovo eav to dropo dratnpel tig atofoelg Tov). Mnv yopnynoete moté
0TWNTOTE OO TO GTOUA GE ATOUO TTOV £XeL XAoeL Tig aiohnoelg tov. Kodéote apéowng to KENTPO
AHAHTHPIAZEQN/yatpo.
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Colchicine for system suitability B
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

ZOUTTOUOTO/EMOPAGELS HETA 0l KoThmoon 1 Oovatneopo 6€ TEPITTMOT KATATOGNG.

Aev vdpyovv emmAov TANPoPopieg

TMHMA 5: ¥ L Y10, TV KOTOTOAEUON

Katdinka péca nopdcPeong : Xpnowomomote péca Kotdofeons katdAinia yio v nepipdrrovca mopkayid. Ato&eidio Tov
avOpora. Yekaopodg pe vepd. Enpn okovn. KovBépta mupdoPeonc.
AxatdAnko TopocPesTikd HEGO : Mn ypnoonoteite peydin pon vepov.

X TePInTOON TUPKAYLIG TOPAYOVTaL ENKIVOVLVO : H atelig kavomn aneglevbepmvet entkivouvo povo&eidio Tov avhpaka, d10&eidto Tov dvOpaia Kot
mpoidvta amocHvheong Ao To&d aépta. [TiBovn amoBoin To&tkod vEQoug.

MéTpa Y100 TNV KOTOTOAEUNOT) TG TVPKOYLG 1 Amo@edyete T S1puyT TOL VEPOL TNG TVPOSPRESNS 6TO TEPIPAAAOV.
TIpoctacio katd v TupdsPeon : Mnv enepfaivete xmpig katdAAnio eE0mAGHO. AVTOVOUN OVOTVEVGTIKI GUGKELT HE HOVAOCT).
OLOGOUN TPOCTUTEVTIKT) GTOAN.

TMHMA 6: Métpa 6€ TEPINTOGN 0KOVOLOG EKAVGTG

Tevikd pétpa : Amo@elyeTe TNV EMAPT) TOV TPOTOVTOG LE TO SEPLLAL, TOL LATLO 1] TO POVYICUO.

I TpocOTIKS GALO 076 TO TPOSOTIKO EKTUKTNG AVAYKNG
Métpa £KTOKTNG OVAYKNG : ATONOKPUVETE TO TEPLTTO TPOCOTIKO.
I'a dtopa mov Tpoceipovy TpAdTES foriOeieg

E&omhopdg mpoctaciog : Mnv erepBaivete ywpig katdAinio eEomhiopd. o nepiocdTepeg TANpo@opieg avatpéste otV
evomra 8 :""Eleyyog tng ékbeong-Atopkn tpoctacia.

Na anopedyerar 1 Elevbépmon oto mepipdrrov. Epmodiote Ty €i6080 6T0VG 0mOYETEVTIKOVG 0y@YOVG 1) 6TO dNUOGLO SIKTVLO VEPOL.

T v arobnkevon : AmoppoenoTe 10 Pe £va adpavEG DAIKO Kot TOToDETHOTE TO 68 évav KATAAANLO mepéktn Stdbeong
amofANTOV.
MéBodot kabapiopon : Eemhivete TIC LOAMGLEVEG EMPAVELEG pe GpBovo vepd. Kabapiopog e amoppumavtikd.

Agite To Tunpa 13 yo tAnpogopieg oyetikd e m didbeon.

TMHMA 7: Xeipiopoég kon amo0ikevon

Emndéov kivdvvor katd v encepyocio : Eyxvpovotoeg kot Onialovoes va pmv £pyovial o€ Kopio EToQ He T0 TPOoidy.
IIpo@ura&els yio acQaAn yepiopod 1 Amogevyete kabe mepirt Ekbeon. Dpovticte dOTE 0 YOPOG epyosiag va e&uepileTar OGTA.
Meétpa vytevng 1 Mnv tpdre, nivete M| komvilete, dtav ypnoponoteite ovtd To Tpoidv. Ta poivouéva evévpota

epyaciog dev mpémnet va Pyaivovv and to xdpo epyacioc. [TMdvete ta xéplo oag mpv omd kabe
£pYOOLOKO StAEYLHO KO LETE TO TENOG TNG EPYAGINGC.
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Colchicine for system suitability B
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

7.2. ZovOnkeg a6Qaiovg QOLAENS, cupTEPLONPAVOREVAOY TVYOV acvpfoToTiTOV

ZovOnkeg eOAagng : Amofnkedeton og KoAG aeplopevo xmpo. O meptéktng dwatnpeiton epuntikd KAEWTOG. AmoQevyeTe
™ (éotn Kot TV dpeon nAlokt aktvoBolia.

YAkd cvuokevaciog 1 AltnpioTe GTOVG OPYLKOVG TEPLEKTES.

7.3. Ewducn} Telukn xpnion 1 (p1oeis

Aev vdpyovv emmAov TANPoPopie

TMHMA 8: 'Eleyyog g ék0gonc/atopiki mpoctacio

8.1. [TapapeTpor eréyyov
Aev vdpyovv emmAéov TANpoPopieg

8.2."Edeyyon ék0eong

Katarlinior pnyavikoi £heyyon

Kataiinior pnyavikoi éreyyon:
Dpovriote Gote 0 YDPog epyaciog va eEaepiletol 6moTd. ZvvnOmg amoTeital GUGTNLL YEVIKOD UNYOVIKOD EQEPIGLOD TOV YDPOV. LTO HETPO TOV SuUVATOD M)
APNOT TOV TPOIOVTOG TPEMEL VaL YIVETOL GE EPYUSTNPLUKT YOAUV).

ATOPIKOG TPOOTATEVTIKOG EEOTAO NGOG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Ipocrocia 0pOaipdv:

Dopdre GLoKeELT TPocTaciog Yo Ta patia. [Ipoostatevtikd yvaid pe TAdylo Tpootatevtikd. (EN 166)
Ipootacio Tov déppatog

Ipootacia Tov déppotoc:
Dopdre KOTGAANAO TPOGTOTELTIKO povyicHd. Xprion og epyactipla : modid epyactnpiov. (EN 13034)

Ipootacia TV yePLOV:
Na popdrte kordAAnia yavte. [Ipoostatevticd yavto avOektikd og ynukd mpoiovra. (EN 374)

IIpootucio TOV AVATVEVGTIKOV 00DV

IIpooTucio TOV AVATVEVGTIKAOV 00(DV:
X mepintmon Tapaywyng oKOVIG, PTCLLOTOWGTE TPOSTUTEVTIKY HAoKa 1e gpiktpo : P3

TMHMA 9: ®voikég Ko YnNUIKES WOOTNTES

9.1. Zroyyeio Yo TG fAGIKES QUOIKES KA YNMIKES 1O10TNTES

Duon kotdoTacm 1 Xteped
APDHOL I KUITPVOTOG-AEVKO.
Epgdvion 1 ZKovI.
Mopuoxn pada 1 399,4 g/mol
Oopn 1 Mn Swbéopo
Op1o oopng : Mn dwbéoyo
Inueio &emg 1 =157°C
Inpeio m&ewg : Mn dwbéoyo
Inpeio Bpacpod : Mn dwbéoyo
Evplextomta : Mn dwbéoyo
Xopniotepo 6pio £kpnéng 1 Agv oydet
Avdrtarto 6pro ekpn&pdmrag 1 Agv oydet
Znpeio avaereéng 1 Agv oydet
Bgppokpacio avtavaereéng 1 Agv oydet

Bgppokpacio arocvuvieong

: Mn dwbéoyo

pH : Mn dwbéoyo
Awdivpo pH : Mn dwbéoyo
EDEC, KIVEUOTIKOG (17) 1 Agv oydet
Awrvtomra : Negpd: > 1000 g/l

08/01/2026 (svnuépwon)
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Colchicine for system suitability B
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

2uvTedeoTNG KATOVOUNG OE pelypo N-0KTOVOANG/VEPOD : Mn dwbéopo
(Log Kow)

Téon atumdv : Mn dwbéoipo
Tlieon atpov ce Oeppokpascio 50°C : Mn dwbéoipo
TTvkvémta : Mn dwbéoipo
TyeTIKN TOKVOTNTOL : Mn dwbéopo
Zyetkn mokvoTnTa aTHAY 6tovg 20°C 1 Aev oydet
Méyebog copatidiov : Mn dwbéopo

Agv vdpyovv emmALov TANPOPOpieg

TMHMA 10: Xta0gpdtnTo Kol avIidpaoTIKOTNTO

Aev vdpyovv emmAov TANpoPopie

Agev vdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpogopieg

Agv vrtdpyovv emmAéov TANPopopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmAL0V TANPOPOpPiEg

TMHMA 11: To&koroyikég TANPOPOPIES

Oé&ela to&ucdmra (amd oToONHATOC) ¢ Oovatneopo 6€ TEPITTMOT KATUTOGNG.
Oé&ela to&ucdmra (Seppotikn) : Mn ta&wounuévog (EMepaticd dedopévar)
Oé&eia to&ucdmra (avamvon) : Mn ta&wvopnpévog (EAdepatikd dedopéva)
KoXykivn (64-86-8)
LD50 and tov 6tdpaTog € 0povpaiong 26 mg/kg
AGBpmon ko epediopdg Tov d€ppatog : Mn ta&wounuévog (EMeparticd dedopévar)
XoPapn opOaipkn PAPN/epedionog : Mn ta&wvounpévos (EAdepatikd dedopéva)
EvaisOntomoinem tov avamvevstikob 1 1 Mn ta&vopnpévog (EAepatikd dedopéva)
gvoucOntomoinon Tov déppatog
Metarlho&ryéveon YEVWNTIKOV KUTTAPOV : Mnopei vo TPOKAAECEL YEVETIKG EAATTOUOTO.
Kapxwoyéveon : Mn ta&wopnuévog (EMelparticd dedopévar)
To&wodmTa 6TV avamopay®Yn : Mn ta&wvounpévog (Baoet tov dtobéoipov dedopévav, ta kKprtnpa ta&vounong dev mAnpovval)
Ewum to&ucotnta ota 6pyava-ctoyovs (STOT) — 1 Mn ta&vounpévog (Eriepatikd dedopéva)
epanag éxbeon
Ewun to&ikotmta ota opyava-ctoyxovg (STOT) — 1 Mn ta&wvopnpévog (EALepaticd dedopévar)
emavelnppévn €kbeon
Enivduvotnta avappdenong : Mn ta&wopnuévog (EMeiarticd dedopévar)
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Colchicine for system suitability B
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Agv vdpyovv emmA£ov TANPOPOPieg

TMHMA 12: Oworoyikég TANpoQopies

Emwcivduvo yio to vdartivo mepiBdrrov, Bpayvrpodbecpog @ Mn tagwounuévog (EAeyaticd dedopéva)
(080¢)

Emcivduvo yio to vdartivo mepiBdrrov, pokporpodbeopog : Mn tagwounuévog (EAeyaticd dedopéva)
(xpdviog)

KoXykivn (64-86-8)

AVOEKTIKOTNTO KO IKOVOTNTO 0T0dOUNoNG Aev voiotaton Taygio anocvvieon

Agv vdpyovv emmALov TANPOPOPies

Agv vdpyovv emmAéov TANPOPopies

Kolyukivn (64-86-8)

Avti 1 ovoio/piypa dev pei ta kprripla ABT tov kavoviopod REACH, Mapdptnpo XIIT

Avti 1 ovoio/piypa dev mpet ta kprripa aAaB tov kavoviopod REACH, Mopdaptnpa XIIT

Agv vdpyovv emmAov TANPoPopies

Aev vdpyovv emmAov TANpoPopie

TMHMA 13: Ztovycio oyeTikd pe T o1afeon

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA IE T LETAPOPA

Xopeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpoéc OHE 1 op1Opég TavtétnTog

UN 1544 UN 1544 UN 1544

14.2. Oweia ovopacsio amrostoric OHE

AAKAAOEIAH, XTEPEA, E.A.O. ALKALOIDS, SOLID, N.O.S. Alkaloids, solid, n.o.s.
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Colchicine for system suitability B

Agltio Agdopévev Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomomomidnke amd tov Kavoviopod (EE) 2020/878

ADR

IMDG

IATA

Meprypogn eyypaoov petagopdg

UN 1544 AAKAAOEIAH, STEPEA, E.A.O., 6.1,
11, (D/E)

UN 1544 ALKALOIDS, SOLID, N.O.S., 6.1, 1I

UN 1544 Alkaloids, solid, n.o.s., 6.1, II

14.3. Ta&n/-e1g KivdHvov KOTA TN PETAPOPE.

14.4. Opado. cvokevaciog

I

1I

I

14.5. Ileprfoirovtikn emKivovvoTnTo

Emucivduvo yia to meptfdiiov: Oyt

Emwcivduvo yio to mepifdiiov: Oyt
MOoAVGHATIKOG TaPEYOVTOG Y10l TO VOGTIVO

mepdArov: Oyt

ApOuoc EmS (Ivpkayd): F-A
ApBudc EmS (Awppon)): S-A

Emucivduvo yia to mepfdiiov: Oyt

Agv vrdpyovv emmAéov Stabéoiueg TANPoopieg

14.6. Ewdwkég mpopuiracerg yia Tov ypiotn

Eniyewo petagopa

Kodwag tagvounong (ADR)

Ewwég data&elg (ADR)

Iepropiopéveg moodtteg (ADR)

E&upovpeveg mocdtteg (ADR)

Odnyieg ovokevaciog (ADR)

Ewwég datdéelg ovokevooiog (ADR)

Awtdéelg pektg cvokevaocieg (ADR)

Odnyieg Yoo popNTéG de&OUEVES KOl EUTOPEVUOTOKIPAOTIOL
xodnv (ADR)

Ewwéc dratdéers yuo popntég deEapevég Ko
sumopgvpotokBdTio xodnv (ADR)

Kodwog degapevig (ADR)

Ewucég dotaelg yia de&apevég (ADR)

Oympo yio petopopd de&apevig

Katmyopia petapopds (ADR)

Ewwég datdéerg yuo ) petagpopd - Koro (ADR)
Ewwég datdéerlg yuo  petagpopd - Poptwon,
eKQOPTOON Kat Xepopos (ADR)

Ewwéc dratdéers yuo ) petapopd - Agttovpyio (ADR)
ApBv avayvodpiong kwvdovov (Képrep ApBp.)
Toptokoi dickot

Kwdwds mepropiopdv yio onpayyes (ADR)

peTapopd péco Baracong

Ewu mpopreyn (IMDG)

Iepropiopéveg moodtteg (IMDG)

E&upovpeveg mocdmteg (IMDG)

Odnyieg ovokevaciog (IMDG)

Odnyieg cvokevaciog epmTopeLATOKIPOTIOV-deEAUEVHV
(xddwog IMDG)

AT

T2

43,274
500g

E4

P002, IBCOS8
B4

MP10

T3

TP33

SGAH, L4BH
TU1S5, TE19

2
V11
CV13,CV28

S9, S19

60
1544

D/E

43,274
500 g
E4
P002
IBCO8
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Colchicine for system suitability B
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Ewucés dataées IBC (IMDG) : B21,B4

Odnyieg yia de€apevéc (IMDG) : T3

Ewducég drataéers yuo deEapevég (IMDG) : TP33

Katyopieg poptiov (IMDG) DA

1810t 1eg ko TapaTnpricels (IMDG) : A wide range of toxic solids, generally of vegetable origin. Toxic if swallowed, by skin contact or by
inhalation.

Evoépuo peragopd

PCA E&upovpeveg mocdmteg (IATA) . E4
PCA Tlepropiopéveg mocdtteg (IATA) 1 Y644
KabBapn péyiom mocdtnta yo mepopiopévn tocdtta @ 1kg

EMTPETOLEVT Y10 EMPOTIYE AEPOCKAPT KOl YLOL
aepookden petapopds poptiov (IATA)
Odnyieg ovokevaoiog ya emPatnyd agpookden (IATA) : 669

Kabapn péyiom mocdtnta yio emBotnyd aepookaen : 25kg

KOyl 0epookaen petapopds eoptiov (IATA)

Odnyieg cvokevaoiog HOVO Yo AEPOGKAPT LETUPOPES 1 676

poptiov (IATA)

Méyiot mocoTNTo. LETAPOPAS OTOKAELGTIKG Ad : 100kg
aepookden petapopds poptiov (IATA)

Ewducée drotaéelg (IATA) 1 A3, AS, A6, A801
Kwdikog ERG (IATA) : 6L

14.7. Oardooreg petapopis yHony coppmva pe Tig Tpaters ron IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopaxtipa

15.1. Kavoviopoi/vopoOeoio 6yetikd pe Tnv ac@arera, tTny vyeio kou to nepifariov yio Ty ovoio 1| To peiypo
kavovicpoi EE

Mapéptpe XVII tov REACH (IIpobmoBécsic mepropiopov)
Aev meptrapBavetat oto Mapdpmpa XVII tov REACH

Hapaptpa XIV 100 REACH (Katdloyog 0.0£1060Tn61G)
Aev nephappaveton oto Mapaptmuoa XIV tov REACH (Kotdhoyog adetoddtnomng)

Katdroyog vroynermv oveidv REACH (SVHC)

Aev meptlapfavetotl 6tov KatdAoyo vroyneuwv ovcimwv REACH

Kavoviopog mepi 6 ovtog (2024/590)

Aev nepihapfdveton otov Katdloyo ovoiav mov e&acbeviCovv to 6lov (Kavoviepog EE 2024/590)

Kavoviopiog tov Zvpfoviriov (EK) yro Tov £heyyo e1d®@v Simhig ypfiong
Aev nepthapfaveton otov Kavoviepd (EK) tov ZvpBoviiov yia to £i6n Sumhng xprions.

Kavoviopog mepi ekpnktik®@v mpédpopmv overdv (EE 2019/1148)

Agv ovoypageTal 6ToV KATAAOY0 TPOSPOUMY 0VGIOV eKPNKTIKOV VAGDV (EE)
Kavoviopiog nepi mpodpopmv overdv vapkotikdv (EK 273/2004)

Agv avoypageTar 6Tov KatdAoyo Tpddpopav ovoldv vapkotikov (EE)
15.2. A&ordynon ymuikis ooc@aierog

Agev vdpyovv emmAéov TANPOPOpieg
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Colchicine for system suitability B
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 16: AlLeg TANPOPOPIES

Emonpavon arhayov

Tpnpa Tpomorompévo cToyEio Mopatnpiceig
Ewwég datdéels ovokevooiog (ADR) TpomomouOnke
Ewwég dorages (IATA) TpomomouOnke
Avtikafiotd v ékdoon Ipootédnke
svnuépmon Mpootédnke

1.2 Kopuo katnyopia yprong Agopédnke

1.2 Iepropiopoi otn xprion TpomomoumiOnke

1.2 Xpnon g ovsiog/Tov Helypratog TpomomouOnke

2.1 AvemB0OuNTEG PLGIKOYNHIKEG EMIPAGELS, KAODG TpomomouiOnke
Ko EmMOPACELS 6TV avBpdmvy vyeia Kot 6To
neptPariov

2.2 Anidoelg mpogoraéng (CLP) TpomomouOnke

3 20vOeon/TANPOPOpPiES Y10 T0 GLGTATIKG TpomomouniOnke

4.1 Métpa tpdTev Bondeidv petd omd Katdmoon TpomomouniOnke

4.1 Métpa tpdtov Bondedv petd amd emaen pe To TpomomouOnke
pétio

4.1 Métpa tpdtev Bonbedv petd amd enaen pe 10 TpomomouOnke
dépuo

4.1 Métpa tpdtev Bonbeldv petd amd glomvon TpomomouOnke

4.1 Tevikd pétpa tpdTOV Pondeidv Mpoctédnke

4.2 ZOUTTOUOTO/EMOPACELS UETE OO ETOPT| LUE TO Aoupidnke
déppa

4.2 ZOUTTOUOTO/ETOPACELS LETE OO ELGTVOT| Agarpédnke

42 ZOURTOUATO/EMOPACELG LETG OO EMOAPY) LLE TO. Aparpénke
pétio

42 ZOURTOUATO/ETOPACELS Aparpénke

4.2 ZOUTTOUOTO/EMBPAGELS LETE amd KaTdmoom TpomomouOnke

4.3 AN wTpikn yvopdtevon 1 Oepaneio Aoupidnke

5.1 KatdAinka péoa mopdcPeong TpomomouniOnke

5.1 AxatdAnlo TupocPecticd pHEco IIpoctédnke

5.2 Kivdvvog mupkayidc Aparpénke

5.2 Y mepinton TupKaYLAS TapdyovTal ETKivELVa Ipootédnke
TPOIGVTO 0ToGVVOESNG

53 [pootacio kotd TV mopdoPeon Mpootédnke

53 MEtpa Yo, TV KATOTOAEUNGT| TG TUPKOYLAG TpomomouOnke

6.1 Tevikd pétpa TpomomouniOnke

6.1 E&onhonog mpootaciog Ipootidnke

6.1 Métpa EKTAKTNG OVAYKNG TpomomouOnke

6.2 Tep1parrovticég Tpo@LAGEELG Ipootédnke

6.3 I v amobnkevon Mpootédnke
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Colchicine for system suitability B
Agltio Agdopévev Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomomomidnke amd tov Kavoviopod (EE) 2020/878

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyEio Hopatnpicseig

6.3 MébBodot kabapiopon TpomomouOnke

6.4 Hapanopm og GAho tunpota (8, 13) Ipootédnke

7.1 Métpa vytewvnig TpomomouOnke

7.1 Emm\éov kivduvol katd v ene&epyocio TpomomounjOnke

7.1 Ipopulaéels yio ao@ain xePopuod TpomomouniOnke

7.2 Ylkd cuokevaciog IpootiOnke

7.2 Teyvikd pétpo Aparpénke

7.2 YuvOnkeg O agNg TpomomouOnke

7.3 Ewwcés ypnoetg telikod katovolom Aparpédnke

8.2 Ipoctacio 0@OaApdY TpomomouniOnke

8.2 Katdiinkot pnyavucoi Edeyyot TpomomouniOnke

8.2 TIpootaoio Tov déppotog TpomomouOnke

8.2 TIpoctocio TV AVOTVEVSTIKOV 030GV TpomomouOnke

8.2 TIpootacio tov yepudv TpomomouOnke

9 Oopn Aparpédnke

9 Mopuaxr pao Ipootédnke

9 Enpeio Téewg Ipoctédnke

9 APDLLOL Ipootidnke

10.1 AvtidpactikdtnTa Aparpédnke

10.5 Mn cvppatd vika Aparpédnke

10.6 Enwcivduva mpoidvta amocdveong Aoupidnke

11.1 LD50 and tov otépotog 6 apovpaiovg Ipootédnke

11.1 ATE CLP (Am6 T00 6TOpHATOG) TpomomouOnke

12.1 Oworoyia - yevika Aparpédnke

13.1 Tleprpepelakdg Kavoviopog mepi anofAnTev Aparpédnke

13.1 YVOTAGELS GYETIKG [LE TNV amdppLym Aparpédnke
TPOIOVIMV/GUGKELOCLDV

14.2 KatdAinin ovopacio aroctolns (ADR) TpomomounjOnke

IIMpeg keipevo epaccov H kon EUH:

Acute Tox. 2 (And Tov O&eia To&wotnTa (06 TV GTOHATOC), KaTnyopia 2

GTOLOTOC)

Muta. 1B Metorra&ryéveon yevvnTikdv Kuttdpov, katmyopio 1B

H300 BOavatneopo o TePINTOOT KOTATOONG.

H340 Mmropei va. TpokarEGeL YEVETIKA EAATTMUOTA.

Agktio Aedopévov Acpareiag (AAA), EE
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Colchicine for system suitability B
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

ATIOINOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o avtd 1o dehtio mpoépyovtat and myég Tig onoieg Bempodpe aéiomotes. [Tapdia avtd, divovtat
YOPIG Kapio eyyvnon, pnty N appntn, Yo v akpifetd tovg. Ot cuvbnkeg N ot péBodot yeiptopod, amobnkevong, xpnong 1 ardppLyng Tov TPoiovVTog dev
VIOKEWVTOL 6T S1KN [ag gvBHVI Kot Hropet Kat vo. v UminTouy Kot 6TIS approdtdotntég pog. I'iontoig kat yio GALovg AdYoug, omomotovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAIKNAG 1| YPNUOTIKNG Cnpiag oo, 1 [e 0TotodNToTE TPOTO GUVIEVELEVN LLE, TO YEPLGUO, TNV 00BN KELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acparelog cuvtaydnke Kel TPETEL VoL YPTGILOTOLEITOL Y10l TO GUYKEKPILEVO TTPOTlov. Edv 10 mpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, OL TANPOPOPIES TOV TUPEXOVTAL £ EVIEYETOL VL LNV Efval EQUPUOGLLES. VTEG Ol TANPOPOpies PacilovTol GTIC TPEXOVOES YVMGELS LLOG KoL
npoopilovTal Yo vo TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Yo AOYOLG LYEiNG, AoPUAEing Kot TEPPAAAOVTIKAOV ATAITCEWY. ZVVETADG, dev Ba mpémet vo. OewpnOel
OTL £YYLATAL OTOLUONTOTE GUYKEKPILEVT] 1LOTNTO TOV TPOIOVTOG.
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