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

1.1. AvayvepioTikog KOOKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Digoxin for peak identification
Xnuwn Ovopacio : Digoxin

Kwd.-EE 1 244-068-1

apOpuog CAS : 20830-75-5

Kodwodg mpoidvtog : 202600328

1.2. Zvvo@eic TPocdLoplopeves YPNOGELS TNG OVGIAG 1] TOV MELYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

YyeTikéc TpoPremopeveg yprosig

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

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Tepropiopoi ot xprion 1 Oyt v TpOQUULEL, GApRLOKa 1) OLKLOKT XpTiom
1.3. Ztoyyeia Tov TpopunOcvT) TOL dEXTioV dEdOPEvVEV 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 EMETYOVOAS AVAYKNG

ApBpds AedVoV emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1| TOL pelypoTog

Kataraein oopoova pe v odnyia 1272/2008 EK [CLP]
Evdokpwvikdg Swrtapditng v v avOpomvn vyeio, Kotmyopia 2 EUH381

O&ela to&codmta (amd Tov 6TOHNTOC), Katnyopio 2 H300
Oé&ela to&icodta (1omvon:okovn,ctayovidia) Katmyopia 2 H330
Kapxwoyéveon, katmyopio 2 H351

Ewwn to&ikomra o€ 0pyoava-ctdyovs Hotepa and emovelnuuévny  H372
£xbeon, katnyopio 1

Emcivduvo yio to vddtvo mepifdaiov — o&0g kivduvog, katnyopiog 1 H400
Emcivduvo yio to vddtvo mepifdAiov — Xpoviog Kivduvoc, H410
Kkatnyopiag 1

I peg keipevo tov dniooemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpdOTIVY VYEio Kan 6T0 TEPLPdALovV

BOavatneOpo Ge TEPITTMOT KATATOoNG. OovaTneopo oe Tepintmon glomvons. IToAd To&kd yio ToLG VIPOBLOVG OPYAVIGHOVGS, HE LOKPOYPOVIES EMATOGELS.
"Yromto yio mpdrinon kapkivov. [lpokaiei PAafeg oto dpyavae votepa amd mopateTapévn 1 exavetnpupévn £xbeon.
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Digoxin for peak identification
Agltio Agdopévev Acpaleiog

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

2.2. Ltoyeia eTIKETOG

Xapaxtnpropds copgove. pe tov Kavoviopné (EE) Ap. 1272/2008 [CLP]

S ¥

Ewovoypappata kivdvvov (CLP)

GHS06 GHSO08 GHS09
Ipogwboromtiky AEn (CLP) . Kivduvog
AnAdoelg emkvdvvottag (CLP) : EUH381 -"Yronto yuo TpdKANoN EVEOKPIVIKNG dloTapayig 6Tov avbpmmo.

H300+H330 - @ovatedpo 6€ TEPITTMOT KOTATOONG 1| G€ TEPITTMOT EIGTVONG.
H351 -"Yronto yio poKAnon Kapkivov.
H372 - TIpokaiei fAGPesc ota Opyavo (Kopdiayyelakd GOOTNUO) VOTEPE OO TUPATETOUEVT 1
emavelAnupévn ékbeon.
H410 - TToAD T0&1K0 Yot TOVG VIPOPLOVG OPYAVIGHOVG, HE LOKPOXPOVIES EMTTMOOELS.
AnAdoelg Tpoeoraéng (CLP) . P201 - Egodiacteite pe T1g £101kEG 0dnyieg mpv amd T ypnomn.
P202 - Mnv 10 pNOLOTOMGETE TPV SLOPACETE KOl KOTAVONOETE TIG 00N YiEG TPOPOAAENS.
P260 - Mnyv avomvéete okdvn/ovabopdoeis/oéplo/otoyovidlo/atnods/ekvepdpaTa.
P263 - Anogedyete TNV €mapn 6TN SLAPKELL TG EYKVHOGVVNG KL TNG YOAOLYiaG.
P264 - TTAOvete Ta ¥€p1a, TOVG TNXELS (AvTIBPayIeL) Kot T0 TPOGMTO GYOMUGTIKE LETH TO XEPIGHO.
P270 - Mnyv 1pdte, mivete 1 Komvilete, OTAV XPNCLOTOLEITE OVTO TO TPOTOV.
P271 - Na ypnowonoteital pévo c€ ovotkto 1 Kakd aeptiopevo xmpo.
P273 - No amogevyetat 1 eEhevBépmon 610 meptBailov.
P280 - No @opdrte TpOGTATEVTIKE YAVTIO/TPOCTUTEVTIKG EVOVHOTO/HEGO OTOHIKIG TPOCTAGIOG Y10 TOL
UATLO/TO TTPOCMTO/TAL OVTIA.
P284 - Xpnowonoeiote HESH ATOUIKNAG TPOOTAGING TNG OVOTVOTG.
P301+P310 - ZE IIEPIIITQXH KATAIIOZHX: xaAéote apécmg 10 yoTpo.
P304+P340 - ZE IIEPIIITQXH EIXIINOHZ: Metagépate Tov nofovia otov kabapd aépa Kot
AQPNOTE TOV VoL EEKOVPOOTEL GE GTAGT OV SIEVKOAVVEL TNV AVOTTVOT).
P310 - KoAéote apéomg to KENTPO AHAHTHPIAZEQN 1 éva yotpo.
P314 - ZupPovievbeite/Emokepbeite yiotpo edv acBavieite adabeoio.
P320 - Xperdleton emetyoving ek ayoyn (BAEme cupmAnpopotikés odnyieg TpdTov fondeidv
oTNV ETIKETA).
P321 - Xpedleton edkn ayoyn (PAETE GUUTANPOUATIKESG 0dNYiEG TPOTOV PoNnOEldV OTNV ETIKETA).
P330 - Eemhdvete 10 0TOUO.
P391 - Maléyte ™ yopévn mocdTTA.
P403+P233 - Amobnkedeton o€ kKakd oeplopevo xmpo. O mepéktng dtatnpeiton epuNTIKG KAEIGTOC.
P405 - dvidooetotl KAEWB®UEVO.
P501 - AwdBeomn Tov mEPLEXOUEVOV/TEPLEKTN GE oNpelo GLAAOYNG EMKIVELV@OV 1| E8IKOV amoPAT®V,
GUUPOVO LLE TOVG TOTLKOVG, TEPLPEPELOKOVG, £BVIKOVS /Kot deBveic Kavovioode.

Iipoaven ocoppove pe: E€oipeitar n eomTEPIKI 6VOKEVOGIO, TO TEPLEYOPEVA TNS 0TTOl0G OV VvrepPaivouy Ta 10ml.

ok

GHS06 GHS08

Ewovoypdppoata kvdvvov (CLP)

2.3. Al)Lot Kivoovol

H ovoia mepiiapfaverar otov katdhoyo mov kataptiletor cupeova pe to apbpo 59 mapdypopog 1 Tov kavovicpod REACH yia T1g 1010TnTeg EVOOKPIVIKNG
Swatapoyns N avayvepiletor 0Tt £xEl IOTNTEG EVOOKPIVIKNG SL0TOpOYNG COLPOVO e Ta KpLtipia. Tov opilovtat otov Kot e£ovctoddton Kavoviopd g
Emponng (EE) 2017/2100 1y tov Kavovioud g Emtponnic (EE) 2018/605
Alheg TANpopopieg . Evepyd ovotatikd (o€ QapprokenTikd Tpoidva).

IIpocoyn - N mapodoa ovcio dev Exel aKOUN SOKILUOTEL TANPWOG.
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Digoxin for peak identification
Agltio Agdopévev Acpaleiog

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

TMHMA 3: XOv0eon/ainpo@opies yio T0 6GVOTUTIKA

3.1. Ovoieg

Ovopa AvayvopioeTikog KOOIKOG % Koraraén cdopeova pe tTnv odnyia
TPOioVTOG 1272/2008 EK [CLP]

Digoxin apOpog CAS: 20830-75-5 <100 ED HH 2, EUH381

Ovoia Tpocdropiotnke wg ovaia e 1010tnTeS evookpvikod | Kwd.-EE: 244-068-1 Acute Tox. 2 (And Tov otdpatog), H300

StatapdkTn (ATE=28,27 mg/kg)

Acute Tox. 2 (Ewomvoni:oxovn,opiyin), H330
(ATE=0,05 mg/l/4h)

Carc. 2, H351

STOT RE 1, H372

Aquatic Acute 1, H400

Aquatic Chronic 1, H410

IIpeg keipevo tov dnhooemv H kot EUH: BAéne tuqua 16

TMHMA 4: Métpa npatov fonderaov

4.1. eprypoon péTpov TPpOTOV fonderdrv

Fevikd pérpa tpdTev Ponberdv . Ye mepintoot ap@BoAdV 1| €4V T0 GUUTTOUATO, ETUEVOVV, KOAEGTE YLOTPO.

Métpa tpdtev Bonbeidv petd and slomvon : Metagépete Tov mofovta oTov Kabapd a€pa Kot apnoTe ToV Vo EEKOVPOCTEL 6€ GTAOT TTOV
SevkoAvveL TV avarvor. Agrote Tov Tafdva va Eekovpaotel. Karéote apéong to KENTPO
AHAHTHPIAZEQN/yatpo.

Métpa tpdTev Bondeidv petd omd exaen pe To dEpuo : ATOPOKPUVETE TO LOADGUEVO POVYIGHO, TAOVETE OAN TNV eKTEDEIUEVT TEPLOYN OEPLATOG LE OTOAD
GamTovVL Kot VEPOD, Kat TN cLvEXELD Eemévete pe (eoTo vepo.

Métpa tpdTev Bonbdeidv petd amd exapn He o LoTio. 1 Eemhovete pe vepd kpatdvtog ta fréeapa kakd avorytd. Zvpfovlevteite yiatpd edv cvveyiletat o

TOVOG M 1| KOKKWVIAaL.

Métpa tpdtov Bondeidv petd amd katdmoon : Eemhdvete o otOpa pe vepd (Lovo edv to dropo dratnpel Tig atooelg Tov). Mnv yopnynoete moté
0TWNTOTE OO TO GTOU GE ATOUO TV £XeL XAoet Tig aishnoelg tov. Kodéote apéowg to KENTPO
AHAHTHPIAZEQN/yatpo.

4.2. TnpavTIKOTEPO, GUUTTONOTO KOL ETLOPACELS, AUEGES 1| HETAYEVEGTEPES

ZOUTTOUOTO/ETOPACELS LETE OO ELGTVOT 1 Oavotn@dpo og TEPINTMOT ELGTVONG.
ZOUTTOUOTO/EMIPACELS LETE OO KATATOOT 1 Oavotneopo o TePInT®ON KATATOONG.

4.3."Evo€1En 0To10.601)TOTE ATUITOVREVIS GUESTG LUTPIKNG QPOVTIONS KAl 101K G Oepameiag

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 5: Métpa y10. TV KOTOTOAEPNN O] TG TUPKAYLAG

5.1. ITvpooPeotika péca

Katahinia péoa mopdofeong ;. Xpnowonomote péca KatdoPeons KatdAAnia yio v tepiBdilovoa Tupkayld. Atoeidio Tov
avOpaxa. Pexaopog pe vepd. Enpn okovn. KovBépta mupodsPeonc.
AKaTIAANA0 TUPOGPESTIKG HEGO : Mn ypnowonoteite peydin pon vepoo.

5.2. Exdukoi TOmol EMKIVOUVOTNTOS TOV TPOKVTTOVV 0Té TNV 0VGIA 1] TO PEIYRO

X mepinTmon TupKaylig Tapdyovtot ETKivéuva 1 H atelg kavomn anehevbepdver emkivduvo povoeidio tov avBpaxa, d10&€id1o Tov avBpaika Kot
TPOIOVTO amoGHVOESNG ko to&kd agpta. TIBavn amofoln to&kod vEpoug.

5.3. Zv6Ta0E1S Y10 TOVG TUPOGPEoTEg

MéTpa Yo TV KATATOAEUNGT) TNG TUPKAYLAG 1 Amo@evyete T Slpuyn Tov vepol T TupdcPeong 6To TEPBAALOV.
Ipooctacio katd v TopdoPeon 1 Mnv enepPaivete yopig KatdAANA0 EOTAMOUO. AVTOVOLT AVOTVEVGTIKT] GUGKELN HE HOVOOT).
OLOGOUN TPOCTUTEVTIKT) GTOAN.
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Digoxin for peak identification
Agltio Agdopévev Acpaleiog

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

TMHMA 6: Métpa o€ TEPINTOGN 0KOVOLOG EKAVOTG

Tevikd pétpa 1 ATOQEVYETE TNV EMOPT| TOV TPOIOVTOG LE TO OEPUOL, TOL LATIO 1] TO POVYIOUO.

I TpocOmKS GAL0 a6 TO TPOSOTIKO EKTUKTNG AVAYKNG

Métpa £KTaKTNG OVAYKNG : ATONOKPOVETE TO TEPLTTO TPOCOTIKO.
T dTopa wov TpocsPEpovy TpdTES fo10reg

E&omhopog mpootaciog : Mnv enepoiverte yopic katdhnio e€omhopd. I teplocdtepes TAnpoPopies avatpiéte otnv
evomra 8 :""Eleyyog g ékbeong-Atopkn tpoctacia.

Noa amogevyeton n ekevbépwon oto nepifdirov. Epmodicte v €i6080 6T0VG 0moyeteuTikods oymyods 1 670 dNUOGLo diKTvo vepov.

T v anobnkevon : Amoppo@noTe T0 PE £V AdPOVEG DAIKO Kol TOTODETOTE TO G€ Evav KOTAAANLO Teptéktn S1ébeong
amofANTmV.
MéBodot kabapiopov : Eemhdvete TI LOAMGUEVEG EMPAVELES e GpBovo vepd. Kabopiopog (e anoppumavTikd.

Agite To Tunpa 13 yo tAnpogopieg oyetikd pe t didbeon.

TMHMA 7: Xepiopog kon arodnkevon

EmumAéov kivovvor katd v enegepyacio : Eykvpovovoeg kot Inhalovseg vo unv €pyovtat o€ Kapio ETaen He 10 Tpoidv.
TIpopura&elg yio ao@oAn YEPIoUo 1 Amogedyete kK0Be mepirtn £kbeon. Ppoviiote dote 0 YdPog epyaciog va eEoepiletor cwoTd.
Métpa vylewvig : Mnyv 1pdrte, mivete 1| Komvilete, OTAV XPNOUOTOLELTE 0WTO TO TPOidV. T LOAVGHEVE EVIVLLATO

epyaciog dev mpémet va Byaivouv amnd o xmpo epyacios. [TAOveTE Ta ¥€pLo cog Tpv and Kabe
EPYOCIOKO SLUAELILO KO LETG TO TENOG TNG EPYACING.

TovOnkeg @OAAENG : AmoBnkebdeton og kol agpilopevo ydpo. O meptéktng datnpeitor EpUNTIKA KAEIGTOS. ATOQEVYETE
T (éotn Kot TV Gpeon nAlokn aktvoBolia.
Y\iké cvokevaoiog : Al0TNPNOTE GTOVG OPYLKOVG TEPLEKTES.

Agv vdpyovv emmALov TANPOPOPies

TMHMA 8: "EAgyyog Tng £ék0eong/atopiki Ttpoctacio
Aev vdpyovv emmAov TANPOPopieg

Kotaiinhor pnyavikoi £heyyor

Katalinior pnyavikoi éreyyou:
Dpovticte ®OTE 0 YDOPOS epyosiog va eEaepiletarl cmotd. Zuvnbmg amatteitol GHOTNHA YEVIKOD HNYaviKoD eE0EPIGHOD TOV XMPOV. XTO HETPO TOV SUVATOL 1
APNOT TOV TPOIOVTOG TPEMEL VaL YIVETOL GE EPYUGTNPLUKT YOOV

ATOMKOG TPOGTUTEVTIKOS EE0TAMGPOG

IIpocTocia TOV HOTIAV KUl TOV TPOCAOTOV

IIpocrocia 0pOaipcdv:
Dopdre cuokevn TpocTaciog yio o patio. [Ipootatevtikd yvad pe TAdylo tpoctatevtikd. (EN 166)
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Digoxin for peak identification
Agltio Agdopévev Acpaleiog

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

Ipootacio Tov déppatog

IIpocrocia Tov déppartog:
Dopdte KOTGAANAO TPOGTOTEVTIKO povyicpo. Xprion oe epyactipia : modid epyactnpiov. (EN 13034)

IIpocrocia TOV yePLAOV:
Na popdite kordAAnio yavtue. IIpocstatevticd yavto avOektikd og ynukd npoiovea. (EN 374)

IIpooTucio TOV UVATVEVGTIKMOV 00®V

IIpootacio TOV OVATVEVGTIKAV 00DV:
e mepinTmon Tapay@yng oKOVNG, XPTCLLOTOWGTE TPOSTUTEVTIKY HAoKa 1e @iktpo : P3

TMHMA 9: ®vokég Kot YNHIKEG 1010TNTEG

9.1. Zroyeia o TS facikéc QUOIKES KoL YNUIKES 1OL0TNTESG

Duowkn KoTdoToom 1 Zteped

APDLLOL : AevK0. oyedov Agvkd. Axpmuo.
Epedavion ¢ Xkovn. Kpvotairot.
Mopiaxr pata 1 780,9 g/mol

Oopn : Mn Swbéorpo

Op1o ooung : Mn Swbéopo
Enpeio théewg : 230265 °C (amocHvOeon)
Enpeio mhéemg : Mn Swbéopo
Enpeio Bpacpon : Mn Swbéorpo
Evopiektomra : Mn Swbéopo
Xapunkotepo 6pio £kpnéng 1 Aev woyvet

AvdtoTo 0plo expnépomTag 1 Agvioydet

Enpeio avaereéng 1 Aev woyvet
Bepokpacio avTavaPAeEng 1 Agvoydet
Beppokpacio arocHvieong : Mn Swbéopo

pH : Mn Swbéopo
Adropo pH : Mn Swbéorpo
1EDdeg, Kivepatikog (1) : Aevioydel
Awdvtomro : Nep6: <0,1 g/l
2VVTEAEOTNG KOTAVOUNG G€ UELYILO N-OKTOVOANG/VEPOD : Mn Swbéorpo

(Log Kow)

Tdon otumdv : Mn Swbéorpo
ITieon atpov og Oeppokpacio S0°C : Mn Swbéotpo
IMokvotnto : Mn Swbéopo
ZYETIKN TUKVOTNTO : Mn Swbéorpo
ZYETIKN TUKVOTNTO 0TUAV 6TOoVG 20°C 1 Agv oydet

Méyebog copatidiov : Mn Swbéorpo

9.2. Aownéc mAnpoopiss

Agev vrdpyovv emmAéov TANpoPopieg

TMHMA 10: Xt00gp6tnTo KO AVIIOPUOTIKOTNTO.

10.1. AvtidpacTiKoTnTO.

Agv vrtapyovv emmAéov TANpopopieg

10.2. Xnpwkn) otabepotnra

Agv vrdpyovv emmAéov TANpopopieg

10.3. IMBavéTNTA EMKIVOUVOY AVTIOPAOEDV
Agv vrdpyovv emmAéov TANpoeopieg

10.4. ZovOnkeg Tpog amwopuyn

Agv vdpyovv emmA£ov TANPOPOpie
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Digoxin for peak identification

Agltio Agdopévev Acpaleiog

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

10.5. Mn cvppatd vikda
Agv vdpyovv emmA£ov TANPOPOPieg
10.6. Emucivovva wpoiovra amwocHvieong

Aev vdpyovv emmAov TANPoPopieg

TMHMA 11: To&ikoloyikég TANPOPOPiES

11.1. ITAnpogopicg yia Tig TaEELS Kivovvov, 0ntmg opiovrar otov kavoviepd (EK) apid. 1272/2008

Oé&ela to&codmra (amd oTOHOTOS)
Oé&ela to&ucdmroa (Seppotikny)
Oé&ela to&ucdmra (avamvon)

1 Oavotneopo og TePInT®ON KOTATOONG.
: Mn ta&vounpévog (EAdepatikd dedopéva)
: €16TVoT:oKOVN,oTaryovidia: @avatneopo o€ TEPINTOO EIGTVOTC.

Digoxin (20830-75-5)

LD50 amd tov 6t0p0T10g 68 0povpaiong

28,27 mg/kg (Ap. RTECS IH6125000

LC50 Ewnvon - Extipog (Zxévng/cuykévipoong
otayovidiov)

> 0,05 —<0,5 mg/l/4h

AGBpmon ko epebiopog Tov d€ppratog
ZoPBopn opBaipkn PAAPN/epebiopog
EvaisOntonoinon tov avomveuotikod 1
gvatsOntonoinon Tov dépratog
Metalho&ryEveon YEVWITIKOV KOTTAP®V

Kapxivoyéveon

1 Mn ta&vounpévos (Baoet tov dtabéciomv dedopévav, ta kptripta Tagtvounong dev TAnpovvtat)
1 Mn ta&wopnpévog (Mn GupmepacHATIKA dESOHEVEL)
1 Mn ta&wvopnpévog (EAAepatikd dedopéva)

: Mn ta&wopnuévos (Baoet tov dtubécimv dedopévav, ta kprripta Tagvounong dev mAnpovvrat)

: 'Ymomto yio tpoxAnon kopkivov.

Digoxin (20830-75-5)

Aebvég Ivetitovto Epguvav ya tov Kapkivo (IARC)

2B -Towg kapkivoydvo yio tov Gvipwmo

To&wodmTa 6TV avamTopay®yn

Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) —
epanaé £xbeon

Ewwn to&ikomra ota opyava-ctoyovg (STOT) —
emavelAnpupévn ékbeon

Enuivduvotnta avappdenong

: Mn ta&wvounpévos (Baoet tov dabécyiov dedopévav, ta kprripa ta&tvounong dev mAnpovvrat)

1 Mn ta&vopnpévog (EAdeipatikd dedopéva)

. Tpoxahiei PAaPec ota dpyave (Kopdiayyelakd GOGTNUO) VOTEP OO TUPAUTETOUEVT] 1) ETOVEIANLLUEVN

£xBeon.

: Mn ta&wvopnpévog (EAdepatikd dedopéva)

11.2. ITAnpo@opisg yro. GALoVS THTOVG EMKIVOVVOTN TS

1016t TES EVOOKPIVIKIG draTapoyng

Avopeveic emmnTMOOEIG 6TV VYEIN TOV TPOKOAOVVTOL OO

1WO10TNTEG EVOOKPIVIKNG SLOTAPOYIG

. 'Exet evdokpviko tpomo dpaong, dniadn petafdirer m Aettovpyia 1 Tig Aettovpyieg Tov

£VOOKPIVIKOV GUGTILLATOG

TMHMA 12: Owoloyikég TANpopopieg

12.1. To&ikétnTO

Emkivduvo yua to vddtvo mepifdArov, Bpoyunpdbecsiog

(0809)

Emikivduvo yua to vddtvo tepifdAlov, Lokpompdhesog

(xpoviog)

: TTohd o€k Y1 Tovg VIPOPLOVG OPYAVIGHOVG.

: TToAd To&1Kd Yo Toug VIPOPLOVE OPYAVIGUOVG, HE LOKPOYPOVIEG EMTTMOCELC.

Digoxin (20830-75-5)

LC50 - Yapua [1]

0,25 mg/1 (96 wpeg, Poecilia reticulata (I'kdmv)) (Mébodog OOZA 203)

EC50 - Kapkwvoewdn [1]

24 mg/l (Xvykévtpwon kopeopo) (24 dpeg, Daphnia magna (NepdyvAirog)) (MéBodog OOZA
202)

EC50 72h - @vka [1]

> 10 mg/1 (72 @peg, Selenastrum capricornutum (IIpdowva @okm)) (Mébodog OOZA 201)

NOEC ypdvia pOkn

0,1 mg/1 (72 dpeg, Desmodesmus subspicatus ([Ipaowa @dkn)) (MéBodog OOZA 201)

22/04/2026 (Huepounvia ékdoong)

EL (eAnvicd) 6/10



Digoxin for peak identification
Agltio Agdopévev Acpaleiog

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

Digoxin (20830-75-5)

AVvOeKTIKOTNTO KOt IKOVOTNTA ATOdOUNGONG | Aev vopiotaton Tayeio amocvvheon

Agv vrdpyovv emmAéov TANPoPopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALov TANPOPOPiES

Avopeveic emmTdcELS 6T0 TEPBAALOV TTOV : H ovoia éxel avayvoplotel 0Tt £ 1010TNTEG EVOOKPIVIKNG Stetopayic, 0ALE dgv vITApPYOLY EMTAEOV

TPOKOAOVVTOL 00 W1OTNTEG EVOOKPIVIKNG SL0TOpOiG Swbéorpa dedopéva (BA. mapdypapo 2.3)

Aev vdpyovv emmAov TANpoPopie

pE TN 01aBeon

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA IE T LETAPOPA

Topeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpoéc OHE 1 op1Opég TavtétnTog

UN 2811 UN 2811 UN 2811

14.2. Oweio ovopacio arostomig OHE

TOZIKA XTEPEA, OPT'ANIKA, E.A.O. TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.

Heprypagi] eyypdomv petagopdg

UN 2811 TOZEIKA XTEPEA, OPI'ANIKA, E.A.O., | UN 2811 TOXIC SOLID, ORGANIC, N.O.S,, 6.1, UN 2811 Toxic solid, organic, n.o.s., 6.1, II,
6.1, 11, (D/E), EINIKINAYNA I'lA TO II, MARINE ENVIRONMENTALLY HAZARDOUS
TTEPIBAAAON POLLUTANT/ENVIRONMENTALLY
HAZARDOUS

14.3. Ta&n/-€1g KivdOvov KOTE TN HETAPOPA

6.1 6.1 6.1

14.4. Opddo cvokevaciog

1I I 1I
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Digoxin for peak identification

Agltio Agdopévev Acpaleiog

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

ADR

IMDG

IATA

14.5. IleprforhovTiki] emKIvOLVOTNTA

Emwivduvo yuo to mepipdiiov: Now

Emivdvvo yuo to mepipdirov: Non
MOAVGUOTIKOG TOPEYOVTAS Y10l TO VIUTIVO
mepPdiiov: Non
ApBpdc EmS (TIupkayid): F-A
ApOudc EmS (Awppon): S-A

Emwivduvo yuo to mepidiiov: Now

Aev vrdpyovv emmAéov dobéaies TAnpopopies

14.6. E101kéc TPOoQUAGEELS Y10 TOV (PGTN

Eriyswo petagopd

Kodwag tag&vounong (ADR)

Ewdwés dotaées (ADR)

[epropiopéveg mosdteg (ADR)

E&mpovpeves mocotnteg (ADR)

Odnyieg ovokevaciog (ADR)

Ewwés dotaéers ovokevooiog (ADR)

Awtaéers pektg cvokevooies (ADR)

Odnyieg Yoo OPNTEG SEEAUEVEG KO EUTOPEVUOTOKIBATIOL
yxoomv (ADR)

Ewdwcég dotaéers yio popntég de&opeveg Kot
gumopevpotokiBdtio xodnv (ADR)

Kodwog de&apevng (ADR)

Ewwés dotaels ya defapevég (ADR)

Oympo yo petopopd deEopevng

Kamnyopia petapopds (ADR)

Ewdwés doraéers yuo ) petapopd - Kora (ADR)
Ewwég dotagers yuo ) petapopd - Poptmon,
£KPOPTOON Kot xeplopog (ADR)

Ewwég dotaéers yuo ) petapopd - Astrovpyio (ADR)
Ap1Bv avayvopiong kwvdvvov (Képrep Apiop.)
IToptokoi dickot

Kodwog teplopiopmv yo onpayyes (ADR)

pETAPOPE pécm Bardcong

Ewdun mpopreyn (IMDG)
[epropiopéveg mosdteg (IMDG)
E&apovpeves mocotnteg (IMDG)
Odnyieg ovokevaciog (IMDG)

Odnyieg cLoKELAGIOG EUTOPEVUATOKIBAOTIOV-OEEAUEVDY
(kddwog IMDG)

Ewwés dorages IBC (IMDG)

Odnyieg v de€apevég (IMDG)

Ewwcés dotaéeis yua defapevég (IMDG)
Kamnyopieg poptiov (IMDG)

1816t Teg kan mapanpricels (IMDG)

Evaépo petagopd

PCA E&apovpeveg mocotteg (IATA)

PCA Ileplopiopéveg mocomteg (IATA)

Kabapn péylom mocdmTo Yo TEPLopiopév TocoTToL
EMTPETOUEVT Y10 ETPOTNYE AEPOSKAPT KO YLOL
aepookaen petapopds poptiov (IATA)

Odnyieg ovokevaciog yo emPatnyd oepookden (IATA)
Kabapn péylom) mocdtnta yio emBatnyd aepookaen
KO Yl 0epOCKaQN peTapopds poptiov (IATA)

. E4
: P002, IBCOS
. B4

: MP10

;T3

;60

. E4
. P002
. IBCO8

T2
. 274,614

500g

: TP33

SGAH, L4BH

. TUI1S5, TE19
. AT

2

: V11

: CV13,CV28

S9, S19

60
2811

. D/E

1 274

500

. B21,B4

. T3

: TP33

. B

: Toxic if swallowed, by skin contact or by inhalation.

. E4
: Y644

1kg

: 669
1 25kg
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Digoxin for peak identification
Agltio Agdopévev Acpaleiog

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

Odnyieg cvokevOTiog LOVO YL AEPOCKAPT) HETAPOPAS 1 676
poptiov (IATA)

Méyiotn mocdTNTO HETAPOPAS ATOKAEIGTIKG ad : 100kg
aepookden petapopds poptiov (IATA)

Ewducés drotaéerg (IATA) : A3,AS
Kwdikog ERG (IATA) : 6L

14.7. @aldooreg petapopis yvony coppmva pe Tig Tpatels ron IMO

Agev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopaxtipa

15.1. Kavovicpoi/vopoOecio oyeTikd pe Ty a6QaAield, TNV vysio Kot 7o agPBailov Yo TNV o0voia 1 T0 peiypa
kavoviopoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)
Aev meprapBavetat oto Mapdpmpa XVII tov REACH

Hapaptpa XIV 100 REACH (Katdloyog 0.0£1060Tn61G)
Aev neptrappaveton oto [apaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroynguov oveidv REACH (SVHC)

Aev tepthapfavetotl 6tov Katdioyo vroyneuwv ovciwv REACH

Kavoviopog mepi 6 ovtog (2024/590)

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

Kavoviopég tov Xvppoviriov (EK) yra Tov éheyyo e1d®@v dimhig ypriong
Aev neprappéveton otov Kavoviopd (EK) tov ZvpBoviiov ya to £i6n Sumhng xpriong.

Kavoviopog mepi ekpnkTik®v Tpédpopmv overdv (EE 2019/1148)

Agv ovoypageTaL 6ToV KATGAoyo TPOSPOUmY 0VGLdvV eKpNKTIKOV VAGV (EE)

Kavoviopog wepi apodpopmv overtdv vopkotikav (EK 273/2004)

Aev avaypaeetatl 6Tov Katdrloyo Tpddpopmv ovctdv vapkotikdv (EE)

15.2. A&wordynon ymuikig o.o@aierog

Agv vdpyovv emmALov TANPOPOPies

TMHMA 16: Alheg TAnpo@opisg

I\ peg keipevo ppacewv H ko EUH:

Acute Tox. 2 (Ao Tov O&elo to&kodTTa (amd Tov GTOHTOG), Katnyopio 2

GTONOTOC)

Acute Tox. 2 O&eia To&wotnta (glomvon:okdvn,otayovidia) Katnyopio 2
(Ewomvon:okovn,opiyAn)

Aquatic Acute 1 Emkivduvo yuo to vddrtvo mepifdaiov — 0&0g kivduvog, katnyopiog 1
Aquatic Chronic 1 Emucivduvo yia to vddtvo mepBdriov — Xpoviog kivduvog, katnyopiog 1
Carc. 2 Kapxvoyéveon, katnyopio 2

ED HH 2 Evdokpwvucdg dwatapdxtng yuo v avOpomvn vyeia, Katmyopia 2

STOT RE 1 Ewdwn to&ikotra o€ 0pyova-ctdyovs Hotepa and exovellnupévn ékbeon, katnyopio 1
EUH381 "YTomto Y10 TpOKANGT EVOOKPIVIKNG Statapoyis oTov AvBpwmo.

H300 BOavatnedpo o TePinT®OoN KOTdmoong.

H330 BOavatneopo oe TEPIMTWON ELGTVONG.

22/04/2026 (Huepounvia ékdoong) EL (eMnvikd) 9/10



Digoxin for peak identification
Agltio Agdopévev Acpaleiog

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

I peg keipevo ppacewv H ko EUH:

H351 "Yronto yuo mpdxAnon kopkivov.

H372 TIpoxaiei PAGPec ota Opyava (Kopdioryyelokd GOGTNUA) VOTEPA OO TOPATETAUEVT] 1) EMAVEIANUUEVT EKOEON.
H400 TToA) o0& Y1 ToVG VIPOPLOVG OPYAVIGHOVG.

H410 TToAd to&o 1o, Tovg VEPOPLOVG OPYAVIGHOVG, LE LOKPOYXPOVIES EXTTMCELS.

Aghtio Agdopévov Acpareiog (AAA), EE

ATIOIIOIHXZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o antd to dehtio mpoépyovtat and mnyég Tig onoies Bempodpe adidomotes. [Tapoia avtd, divovtot
YOPIic Kapia eyyonon, pnty N appntn, Yo v akpifetd tovg. Ot cuvinkeg N ot pEBodot yeptopod, amobnkevong, ypnong 1 ardppLyng Tov TPoidvTog dev
VIOKEWVTAL 6T KN [ag gvBOVI Kot PHropet Kat vor v UminTouy Kot 6TIS approdtotntés pog. I'iontoig kot yio GALovg AdYoug, omomolovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAKNG 1| XPNUOTIKNG Cnpiag oo, 1 [e 0TotodNTOTE TPOTO GUVOEVELEVT LLE, TO YEPLGUO, TNV 00BN KELON 1] TN YPNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acpareiog cuvtaydnke Kel TPEMEL VoL YPTGLOTOLEITOL Y0l TO GUYKEKPILEVO TTPoTldv. Edv 1o mpoidv ypnoiponoteitent g cuoTatikd GAAOL
TPOIOVTOG, O TANPOPOPIES TOV TUPEXOVTAL EO( EVIEYETOL VL LNV Efval EQUPUOGLLES. VTEG 0L TANPOPOpieg PacilovTol GTIC TPEXOVCES YVMGELS LLOG KoL
npoopilovTal Yo Vo TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10 AOYOLG VYIRS, AcPUAEing Kot TEPPAAAOVTIKAOV ATAUITHCEWY. ZVVETADG, Oev Oa mpémet vo. OewpnOel
OTL £YYLATAL OTOLUONTOTE GUYKEKPILEVT] 1LOTNTO TOV TPOIOVTOG.

22/04/2026 (Huepounvia ékdoong) EL (eMnvikd) 10/10



