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European Directorate | Direction européenne
for the Quality | delaqualité

Agltio Agdopévev Acpaleiog
of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE 'EUROPE ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tponomomOnke amd tov Kavoviepo (EE) 2020/878
Hpepopnvia ékdoong: 23/02/2024  exdoyn: 1.0

TMHMA 1: IIpoco10piop6g 0vGiog/peiypatos Ko ETapeiog/emysipnong

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

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

No. kotardyov : 614-005-00-6

Kwd.-EE 1 200-598-5

apOpog CAS : 64-86-8

Kodidg mpoiévtog : 202400006

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

1.2.1. Xyetkéc TpoPrenopeveg yproeig

Kbpu katnyopia ypnong . To mpoidv mpoopileTat yio TNV £pevva Kot avamTTuén Kot TV EXayYELLOTIKY eKTaidgvom.
Xpnomn g ovoiog/Tov peiypotog : Movo yo emoryyeALaTiKy xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg yposig
Tepropiopoi ot xpron : Mn ypnowomnoteite : Katdnoon, Ewonvon, Aeppaticd

1.3. Ztoyyeia Tov TpopunOcvT) TOL dEXTiOV dEdOPEVEOV dGPaLEiag

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.cu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds AedvoV emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1 TOV peiypoTog

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

Metalha&ly£veon YEVWNTIKGOV KUTTApmV, Katnyopio 1B H340
O&ela to&codmta (amd Tov 6TOHTOC), Katnyopio 2 H300
I peg keipevo tov dniooemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODGS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPLPdALovV

AmOQaoN LEG® KPIoNG EUTEPOYVOLUOVOV KOl OTOSEIKTIKNG LGYVOGC.
2.2. Xtoyeia eTIKETOG

Xapoktnpiopog copeava pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

ok

GHS06 GHSO08
Ipogworomtikn AEn (CLP) : Kivduvog
Ankaoeig emkvdvvotntog (CLP) : H340 - Mmopel vo. TpoKaA£cEL YEVETIKA EAATTMOOTA.
H300 - ®avotnedpo ot mepintwon KaTdnoong.
AnAdoelg Tpoevraéng (CLP) : P202 - Mnv 10 ypnoiponoioete mpv SLoffGoETE KOl KATOVONGETE TIG 0d1yieg TPoPOAAENG.
P308+P313 - XE INEPIIITQEH £éxbeong 1 mbavotrog Ekbeong: Zopfovievbeite/Emokepbeite
yorpo.

Ewovoypappata kivovvov (CLP)
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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

Inpavon coppova pe: eEapeitorl 1 E60TEPIKY CLOKELAGIN, Ta TEPLEXOUEVA TNG Omoiag dev vepPaivovv ta 10ml

Ewovoypapparta kivdovov (CLP)

GHS06 GHSO08

2.3. AlLot Kivovvol

Agv vdpyovv emmA£ov TANPOPOpies

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

3.1. Ovoieg

Ovopa AvayvopoTikos Kodwoés | % Kotaraén copoova pe v 0dnyic
TPoidvTOg 1272/2008 EK [CLP]

Koyucivn apBuog CAS: 64-86-8 <100 Muta. 1B, H340
Kwd.-EE: 200-598-5 Acute Tox. 2 (And Tov otopatog), H300
No. xatardyov: 614-005-00-6 (ATE=5 mg/kg)

ITApeg keipevo tov dnidcewv H ko EUH: BAéne tunpa 16

3.2. Meiypata

Agev 1oy0et

TMHMA 4: Métpa ipdtov fonbsiov

4.1. eprypoon péTpov TpOTOV fondermv

Métpa tpdtev Bondeidv petd and elomvon : Bydte tov mobovta otov kabapd aépa. AQoTe TO GTOHO TOL TPOSPANONKE va avarvevoet kabapd
aépaL.

Métpa tpdtev Bondeidv petd omd emaen pe To dEpuo : KoBapiote ™ peyaivtepn dvvorr mosdtnto okovmilovtdg ) (kabapd Kot Lolakd amoppoenTikd
navi). [TAWvete pe debovo vepd Kot amoppuTOVTIKO.

Métpa tpdTev Bondeidv Hetd amd exapn pHe To LaTio : Eemhovete pe vepd kpotdvtog ta BAEQapo Kakd avoryTd.

Métpa tpdtov Bondeidv petd omd katdmoon : Eemhovete 1o otopa. Kaiéote opéomng to KENTPO AHAHTHPIAXEQN/yatpo. Ewdkn wtpikr

mapakorovdnon. Evééyetat va cuotnbel mapotetopévn wtpikn mopakorovdnon.

4.2. InpavTiKOTEPO. GUUTTONATO KoL ETLOPACELS, APEGES 1| PETAYEVEGTEPES

ZOUTTOUOTO/EMOPACELS 1 BAaPeg oty vyeio evééyetot va eppovicTovv pe kabvotépnon.

ZOUTTOUOTO/EMOPAGELG HETH OO E1GTVOT 1 Avemapkn dedopéva.

ZOUTTOUOTO/EMOPACELS HETG AT EMOPT| LLE TO SEPHLOL 1 Avemapkn dedopéva.

TOUTTOUOTO/EMOPAGELG HETG OO ETAPY HE TO HATIO 1 Avemapkn dedopéva.

ZOUTTOUOTO/EMIPACELG PETA OO KOTATOON : To cvpurntdpato evogyetor va eivorl LOAN, kKepolakyies, vouTio Kot OTOAELL GUVTOVIGHOV.

4.3."Evé€1&n 0mo1060NTOTE AMOLTOOPEVIG GPECT|G LUTPIKIG PPOVTIdUG Ko E181KN|G Ogpaneiog

Toppovievbeite/Emokepbeite yiotpo. Eav eivor duvatd dei&te antd to g0 acpoleiog, ki av Oyl dei&te T cvokevacia 1) v etikéta. Evepyn ovoia.
DapUOKEVTIKO TPOTOV.

TMHMA 5: Métpa yio. TV KOTOTOAEPN 0N TG TVPKAYLAG

5.1. MvpocPestika péca

KotdAinia péoa mopocBeong 1 KovBépta mupdoPeong.

5.2. Exdukoi TOo1 EMKIVOUvVOTNTOS TOV TPOKVTTOVV 0Té TNV 0VGIA 1] TO PEIYRa

Kivduvog moprayidg : BAéme tunpoa 2.2.
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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

Métpa Y10 TV KOTATOAEUNGT THG TUPKOYLAG : Xpnowonomote péca katdoPeong KatdAnia yio v nepipdilovoa TopKayid.

TMHMA 6: Métpa o€ TEPINTOGN OKOVOLOG EKAVOTNG

Tevikd pétpa 1 Amoglyete TV Gueon enoaen pe To TPoldv. Mnv avomrvéete
oKOVI/avabvdcels/aépia/oTayovidia/oToVs/ EKVEPOLATA.

6.1.1. '@ TPocOTIKG GALO 07O TO TPOGMOTIKO EKTAKTNG UVAYKNG

Métpa ktaxtng avaykng : ®opdte KOTAAANAO TPOGTATEVTIKO POVYIGHO, YOVTLO KO TPOGTAGIO Y10l TO LTI KOl TO TPOCWOTO.

6.1.2. T Gtopo Tov TPocPEpovy TPpdTES fondeieg

Aev vdpyovv emmAov TANpoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

MéBodot kabapiopov 1 Xryovpéyte, 0Tt To amoppipato Oa mepicLALeyovV Kot Ba amodnkevtodv aceparés. Kabapiote
mpooekTikd. ITMvete Ta voAeiploTa Tov dev HTOPEiTe Vo OVOKTNGETE PE : AGAVHO VTOXYAMPLHIOVG
vatpiov.

Agv vrdpyovv emmAéov TANpogopieg

r

TMHMA 7: Xepiopog kon awodnkevon

Emndéov kivdvvor katd v eneepyacio . Egiotdron eniong n mpocoyn} Tov xpnotn 6Tovg mfovoig Kivdhvoug Tov EVUTTAPXOLY TNV TEPINTOGT
OV TO TPOTOV Ypnoomotndel pe Tpdmo mov opileTar amd TG KATUCKEVAGTIKES TPOSOYPAPES.

TIpoguraelg yio ao@oAn YePLopd : XpNoomomoTe T0 TPOidV UE TPOGOYH. ATOQUYETE TNV GUECT] ETAPN LLE TO TPOIOV. XTO HETPO TOV
duvato 1 xpHo”N TOL TPOIOVTOG TPEMEL VL YIVETAL GE EPYOCTNPLOKT KOOV.

Métpa vyewvig . Xpnon tov mpoidvtog pe ophn fropmyoavikn vyewn kot dtadikacicg ao@oAgiog.

Teyvikd pétpo : ZoUUOPPMOELTE e TOVG 1YVOVTEG KAVOVIGHOVG.
TovOnkeg @OAUENG : QuldooeTat KAEWBOUEVO.

BAéme tunpa 1.

TMHMA 8: "EAgyyog Tng £ék0eong/atopiki tpoctacio

8.1.1 EOvikég oprokéc Tipés emayyehpotikig £k0eong ko frohoyukég oprokés Tipég

Agv vrdpyovv emmAéov TANpoeopieg

8.1.2. ZuvieTApEVES H1001KOGIES TOPAKOLOVONONG

Aev vdpyovv emmAéov TANpoPopie

8.1.3. Zymportifovror sToygia pomaveng Tov aépa

Agv vrdpyovv emmAéov TANpopopieg

23/02/2024 (Hpepopnvia £ékdoong) EL (eMnvikd) 3/9



Colchicine for system suitability B
Agltio Agdopévev Acpaleiog

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

8.1.4. DNEL xax PNEC

Aev vrdpyovv emmAéov TANpogopieg
8.1.5. TIeproyéc eréyyon

Agv vrdpyovv emmAéov TANpopopies
8.2. "Edeyyon ék0gong

8.2.1. Katdiinkior pnyavikoi éheyyor

Kotaiinhor pnyavikoi éreyyou:
Awnpiote og KaAd eEaeptlOpevo ydpo. Xpnoyomoleite AmokAEIGTIKA G KAEIGTN XO4vN e EVeOUaTOpéVo @iktpo. OikTpo aepocmpatidiov vyning
amoterecpatikomrag (HEPA filter).

8.2.2. ATopkdg TPOGTOTEVTIKOG EE0TAMGPOG
8.2.2.1. [Ipootocio TOV HOTIOV KOl TOV TPOGCAOTOV

IIpocrocia 0pOaipdv:
Ipoctatevtikd yvaiwd. DIN EN 166

8.2.2.2. TIpoctacio Tov déppatog

Ipootacio Tov déppoToc:
Xpnoponoteiote TPOSTATELTIKO PoLYIGHO Yo ynpkd. DIN EN 13034

IIpocTocia TOV yEPLAOV:
ITpoctotevtikd yavTio aviekTikd og ynuikd tpoidvra. ISO 374-1
8.2.2.3. [IpooTocio TOV AVUTVEVGTIKAOV 00DV

IIpooTusio TOV AVATVEVGTIKAOV 00(DV:
Xe mepintwon anehevBépmong okovNg : phokeg pe eidtpo yio okoveg P3. DIN EN 140 & 149. Yypo mpoiov : Mdaoko agpoldpatoc. Dopate avomveLoTiKn
GLOKELT| O€ TepinTwon EkBeong o€ aTHOVG/GKOVES/ AEPOADLLATO.

8.2.2.4. Ogppkoi kivovvol

Agv vdpyovv emmAéov TANPOPOpies

8.2.3.'Ekeyyor meprfarrovrikig ékbeong

Aev vrtapyovv emmAéov TANPoPopieg

TMHMA 9: ®voikég Ko YNUIKES WOOTNTES

9.1. Zroyyeia Yo TG fAGIKES QUOIKES KA YNMIKES 1O10TNTES

Duokn KotdoTacm 1 Xteped
APOLOL : Mn dwbéoyo
Epgdvion 1 XKovI.

Oopn 1 Agvoyoetl.
Opto oopng : Mn dwbéoyo
Inueio &emg 1 Mn Swbéopo
Inueio m&emg : Mn Swbéopo
Znueio Bpoacpod : Mn Swbéopo
Evopiextomrta 1 Mn Swbéopo
Opra ktvdvvov ekpn&emg 1 Agv woydet
Xoapniotepo 6pio £kpnéng 1 Agv oydet
Avdrtato 6pro ekpn&pdmrag 1 Agv oydet
Inpeio avaereéng 1 Agv oydet
Bgppokpacio avtavaeieing 1 Agv oydet
Bgppokpacio arocvuvieong : Mn dwbéoyo
pH : Mn dwbéoyo
Awdivpo pH : Mn dwbéoyo
EDEC, KIVEULOTIKOG (17) 1 Agv oydet
Awrvtomra : Negpo: > 1000 g/l
ZUVTEAEOTNG KOTAVOUNG 6€ PETYHLO N-OKTOVOANG/VEPOD : Mn dwbéoyo
(Log Kow)

Téon atudv : Mn dwbéoyo
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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

Ilieon atpov oe Beppokpascio 50°C : Mn dwbéoipo
TTvkvémnta : Mn dwbéopo
ZyeTkn mokvoTnToL : Mn dwbéoipo
Zyetkn TokvoTnTa aTHAVY 6Tovg 20°C : Aev oydet

Méyebog copatidiov : Mn dwbéopo

9.2.1. IIxnpo@opieg oyeTIKA pe TIC KLAGELS PVOLKOV KIVOUVOL
Agev vrdpyovv emmAéov TANpoQopieg
9.2.2. AALo YOPUKTNPIGTIKA 0.6QULEiNG

Agev vdpyovv emmALov TANPOPOpieg

TMHMA 10: X100gp0TTa KoL 0V

2100epd VIO KAVOVIKEG GUVOTIKEG.

Agev vdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpoQopieg

Agv vrdpyovv emmAéov TANpopopieg

Kopio o kavovikn xpron. BAére tuiqpa 7.

Orav Oeppaivetar péypt Tov onpeiov S1GCTAONG, EKTEUTEL EXIKIVEVVOVG KOTVOUG.

TMHMA 11: To&woloyikég TANpOPOPiES

L1 inpogopiss yio ig Tageis kuvdivov, 6mos opiCovrar otov kavoviopd (EK) ap. 12722008
Oé&ela to&codmra (amd oToOHATOC) ¢ Oovatneopo 6€ TEPIMTMOT KATATOGNG.

Oé&ela to&ucdmra (Seppotikn) : Mn ta&wounuévog (EMeparticd dedopévar)

Oé&eia to&ucdmra (avamvon) : Mn ta&wounuévog (EXepaticd dedopévar)

AGBpmon ko epediopog Tov d€ppratog : Mn ta&vounpévos (EAiepatikd dedopéva)

ZoPapn opbaipkn BAPN/epediondg 1 Mn ta&wopnpévog (EMeparticd dedopévar)

EvaisOntonoinon tov avomveuotikod 1 : Mn ta&wopnpévog (EAdeiatikd dedopévar)

guaeOntomoinon Tov déppatog

MetaAho&ryéveon yevwnTikdv KuTtapov : Mmopei va TpokaréeL YEVETIKA EAUTTAOLOTAL.

Kapxwoyéveon : Mn ta&wvounpévos (EAdepatikd dedopéva)

To&wodmTa 6TV avamopay®yn : Mn ta&wvounpévog (EMetpaticd dedopévar)

Ewu) to&ucotnta ota 6pyava-ctoyovg (STOT) — 1 Mn ta&wopnpévog (EAAeiporticd dedopévar)

epanag éxbeon

Ewdu to&ucotnta ota dpyava-ctoyovg (STOT) — : Mn ta&wopnpévog (EMeparticd dedopévar)

emavelAnppévn éxbeon

Enucvdovotnta avappdenong : Mn ta&wounuévog (Advvopio GVALOYNG SEGOUEVOV Vi TEYVIKODG AOYOVC)

Aev vdpyovv emmAov TANPOPopie
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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 12: Owkohoyikég TAnpo@opisg

Owoloyia - yevika . Emwivduva anopinta. Xpnotponoteite katdAinia doxeio amdppymg.
Emwcivduvo yia to vddrtvo mepiBdrrov, Bpayvnpodbecpog : Mn ta&wounuévog (EAeaticd dedopéva)

(080¢)

Emicivduvo yia to vddrtivo mepiBdirov, pokporpodbeopog : Mn ta&wounuévog (EAeaticd dedopéva)

(xpoV10G)

Aev voiotaton Tayeio amocvvheon

Aev vdpyovv emmAov TANpoPopie

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALOV TANPOPOPIES

TMHMA 13: Xtovyeia oyeTika pe tn 61d0gon

Tleprpepetoxdc kavoviopdg nepi amoPAnTmv : Kataotpéyte pe ao@ol tpdmo cOUeoVo Le Toug Tomikods/ £0vikovg Kavoviorode.
ZVOTAGELS GYETIKA LE TNV ATOPPLYN : Mnv amoppinTete T VIOAEILIATO GTOV VTOVOLO, SDGTE TO TPOIGV KOl T1) GLOKELAGIO TOV GE ELSIKO
TPOIOVTOV/GVOKEVUGLOY onueio cLALOYNG EMKIVOLVOV 1) EWIKOV OTOPPLULUATOV.

TMHMA 14: ITAnpo@opieg 6YETIKA PE T1| HETAPOPA

Yopeove pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpog OHE 1 ap1Opég TavtétnTog

UN 1544 UN 1544 UN 1544

14.2. Oweia ovopacio arostorig OHE

AAKAAOEIAH, LTEPEA, ALKALOIDS SALTS, Alkaloid salts, solid, n.o.s.
E.A.O./ AAATA SOLID, N.O.S.
AAKAAOEIAQN, XTEPEA,
E.A.O.

Ieprypagn eyypapov petagopig

UN 1544 AAKAAOEIAH, UN 1544 ALKALOIDS UN 1544 Alkaloid salts, solid, n.o.s., 6.1, 11
XTEPEA, E.A.O./ AAATA | SALTS, SOLID,N.O.S., 6.1,
AAKAAOEIAQN, XTEPEA, 11

E.A.O., 6.1, 1L (D/E)
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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

14.3. Ta&n/-€1g Kivovvov Katd T peTaQopa

6.1 6.1 6.1
6 6
14.4. Opaoa cvokevaciog
1I ‘ I ‘ II

14.5. llgprfarrovTikn emukivouvoTnTa

Emkivovvo yua to mepiBdrrov: | Emikivdvvo ya to meptBdiiov: Emivduvo yu to mepidirov: Oyt
Ox Ox
Moivopatikdg mapdyovtag

Y1 To VOATIVO TEPIPAALOV:

Ox

Agev vdpyovv emmAéov Stabéotpes TANPOEOpie

14.6. Ewdwkég mpo@uratels yia tov (piotn

Eniyewo petagopa

Kodwodg tagvopnong (ADR) : T2
Ewwég datdéerg (ADR) 1 43,274
Mepropiopéveg moodteg (ADR) 1 500g
E&upovpeveg mocdmteg (ADR) . E4
Odnyieg ovokevaciog (ADR) : P002, IBCOS
Ewwég datdéelg ovokevooiog (ADR) : B3
Awtdéelg pektg ovokevaocieg (ADR) : MP10
Odnyieg yio popnTég de€opevég Kat epmopevpotokifotie @ T3
x0onv (ADR)
Ewwcéc dratdéets yio popntés delapeveg Ko . TP33
gumopevpotokiPdTie odnv (ADR)
Kodwodg de&apevig (ADR) : SGAH, L4BH
Ewwéc datdéers v deapevég (ADR) : TUI15, TEI9
Oynua yo petagopd deEopevig AT
Katmyopia petagopds (ADR) 12
Ewducéc drataéers yuo ) petapopd - Kéra (ADR) : V11
Ewducés drataéers yuo ) petapopd - Poptmon, : CVI13,CV28
eKQOPTOON Kat xepopog (ADR)
Ewducég dotaéels yua ) petapopd - Agttovpyio (ADR) @S9, S19
ApBv avayvopiong kvdvvoo (Képiep ApBu.) : 60
IMoptokoi dickot
60

1544
Kodwog meploptopmv yio onpayyes (ADR) : D/E
petapopd péco Baracong
Ewwn tpopreyn (IMDG) : 43,274
Iepropiopéveg moodtteg (IMDG) : 500g
E&upovpeveg mocdmteg (IMDG) . E4
Odnyieg ovokevaciog (IMDG) : P002
Odnyieg ovokevaciog epmopevpatokiPotiov-oeéapevov  : IBCO8
(kwdkog IMDG)
Ewwég data&erg IBC (IMDG) . B2,B4
Odnyieg v de&apevég (IMDG) ;T3
Ewwéc datd&ers v deopevég (IMDG) : TP33
ApBpdés EmS (TTupraryid) . F-A

23/02/2024 (Huepounvia ékdoong)
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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

ApBpos EmS (Awppon)
Katmyopieg poptiov (IMDG)
1810t 1eg ko TapaTnpricels (IMDG)

Evoépua petagopd

PCA E&upovpeveg mocdtteg (IATA)

PCA Tlepropiopéveg mocdtteg (IATA)

KaBopn péytotn mocotra yio TEPLopPIoHEVT TOGOTI T
EMTPEMOLEVT Y10 EMPATNYE AEPOCKAPT KOL YloL
aepookden petapopds poptiov (IATA)

Odnyieg ovokevaciog yio emPatnyd aepookden (IATA)
KaBopn péyrom mocotta yio emPatnyd oepockaen
Kot ylo agpookden petapopds eoptiov (IATA)
Odnyieg cvokeLAGING LOVO YL ALEPOCKAPT) HETAPOPAS
eoptiov (IATA)

Méyiot mocdTNTO HETAPOPAS ATOKAEIGTIKG ad
aepookden petapopds poptiov (IATA)

Ewwég dwatacerg (IATA)

Kodwog ERG (IATA)

S-A

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

inhalation.

E4

1 Y644

1kg

669

25kg

676

100kg

1 A3, A4, A6, A801

6L

14.7. @aldooreg peta@opég yHony cdppmva pe Tig Tpageig rov IMO

Agev 1oy0eL

TMHMA 15: Xtovyeio vopo0eTikov yopaxtipo

15.1. Kavovicpoi/vopoOscio oyeTikd pe Ty 06QaAela, TNV VYo Ko TO TEPIPAALOV Yi0. TV 0VGIA 1] TO peiypa

15.1.1. kovovicpoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev teprapfavetat oto Mapapmmpoa XVII too REACH

Hapaptpa XIV 100 REACH (Katdloyog 0.0£1060Tn61|G)

Aev nepthapPaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroynguov ovordv REACH (SVHC)

Aev teptlappavetol 6tov KatdAoyo vroynieuwv ovoiwv REACH

Kavoviepég PIC (EE 649/2012, IIponyodpevn cuvaivesn petd omd evnpépoon)

Aev epoppodletar.

Kavoviopég POP (EE 2019/1021, "Eppovor opyavikoi pomor)

Aev gpoppoletar.

Kavoviepdg mepi e&ac0évnong Tov 6ovrog (EE 1005/ 2009)

Aev nepthapfdveton otov Katdhoyo ovotdv mov eEacbevilovy to 6Cov (Kavoviepog EE 1005/2009)

Kavoviepog mepi ekpnktik@v apédpopmv ovor®@v (EE 2019/1148)

Aev mepiéyet kapio ovaia(eg) mov nepthappdvetarovtat) 6Tov KatdAoyo tpddpopmv ovoldv ekpnktikdv (Kavoviopodc EE 2019/1148 oyetikd pe v epmopio Kot

™ XPNoN TPOSPOUMY OVCLOV EKPTKTIKDOV)

Kavoviopog nepi mpodpopmv ovei®dv vapkoTikdv (EK 273/2004)

Aev mepiéyetl ovaio(eg) mov mephappavetay(oviot) 6Tov Kotdhoyo Tpddpopmv ovetdv vapkatikdv (Kavoviepog EK 273/2004 cyetikd pe 11 TpOSpopes ovoieg

VOPKOTIKOV)

15.1.2. EOvikég drwataéerg

Agv vrdpyovv emmAéov TANpopopieg
15.2. A&orhoynon ymuikig ac@aielag

Agv vrdpyovv emmAfov TAnpogopieg

23/02/2024 (Huepounvia ékdoong)
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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 TANPOQPOPIES

I peg keipevo ppacewv H ko EUH:

Acute Tox. 2 (Ao Tov O&elo to&kdmTa (amd Tov 6TOHTOG), Katnyopio 2
GTONOTOC)

H300 BOavaTneopo o€ TEPIMTTWOT KATATOONG.

H340 Mmopei vo. TPOKOAEGEL YEVETIKGA EANTTMLATOL.

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

Aghtio Agdopévaov Acpareiog (AAA), EE

ATIOINOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o antd 1o dehtio mpoépyovtar and mnyég Tig onoieg Bempodpe adidomotes. [Tapoia avtd, divovtol
YOPic Kapio eyyonon, pnty N appntn, Yo Ty akpifetd tove.
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