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TMHMA 1: IIpocotopiopdg oveioc/peiypotog ko etarpeioc/emyeipnong

Mopoen mpoiévtog : Ovoia
Ovopo ovoiog : Aescin
Kwdwdg npoiovtog 201700090

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopa katmyopia xprong : To mpoidv mpoopiletar yio TV Epgvva Kot avamTuén Kot TV EXoyyEALOTIK EKTOIOEVOT).
Xpnomn g ovsiog/Tov petypotog : Movo Yo emoyyEAHATIKY XP1oT
Kamyopia Aettovpyiag 1 xpriong 1 Xnukég ovaieg epyactnpiov

1.2.2. Avtevdeikvodpeveg ypnoelg
Ilepropiopoi ot xpnon : Mn ypnowonoteite : Katdmoon, Eionvon, Agppotikd

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

Ap1Opog TNAe@dVOL EMETyOVOOG AVEYKNG : +33(0)390215608

TMHMA 2: I1poco10piopég emKIvVOUVOTNTOG

Kotaroén copgpove pe Ty o0dnyio 1272/2008 EK [CLP]

O&ela to&kodmTaL (ad Tov 6ToOHATOC), Katnyopio 4 H302

IIpeg keipevo tov dnhdcewv H kot EUH: BAéne tpunpa 16

AvemOiunTeS QUOIKOYNUIKEG EMOPAGELS, KOOADG KOL EMIPATELS 6TV avOpAOTIVY VYELX Kot 6TO TTEPLPdilov

ATOQa0oN PEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1OYVOGC.

Xopaxtnpiopndg coppmva pe tov Kavoviepé (EE) Ap. 1272/2008 [CLP]
Ewovoypdppoza ktvdovov (CLP)

GHS07
TIpogdonomtikn AéEn (CLP) . TIpoooyn
Aniaogig emkivdvvotntog (CLP) : H302 - Emprofés og nepintwon katdmoong.
Anhdogig Tpopvraing (CLP) : P301+P312 - E MEPIMTOEH KATAITOZHE: KaAéote to KENTPO AHAHTHPIASEON eév

awoBavOeite adrabeoio.
Trpoven oOpeeve. pe: EalpEiTal | E6MTEPIKT GLOKELAGIN, TO TEPLEXOUEVA TNG ontoiag dev vepPaivovy ta 10ml
Agv anarteiton 61jpoven

Agv vdpyovv emmAEOV TANPOQPOPiEg
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Aescin
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepo REACH (EK) 1907/2006 6nwg tpomomouinke and tov Kavoviouo (EE) 2020/878

TMHMA 3: XovOgon/minpopopisg yio 10 6VOTATIKG

Ovopa AvVayvopLeTIKOg KOdkos | %0 Katdroin copeove pe my odnyio
TPOI6VTOG 1272/2008 EK [CLP]
Aescin - <100 Acute Tox. 4 (And tov otopatog), H302
(ATE=833 mg/kg copatikod Bapovg)

TIpeg keipevo tov dnhdceov H koar EUH: BAéne tpunpa 16

Aev 1oy0et

Métpa ntpidtmv fonbetdv petd and enogn pe 1o déppo  : Kobapiote  peyoidvtepn duvorn mosdtnto okovmilovtdg t (kabopd kot Hadakd amoppoenTikd
Tovi).
Métpa tpdtmv fondetdv Hetd and enapn pe o LATIO : Hem\dvete o pation pe vepd yio Adyoug acaieiog.

Agv vapyovv emmAEOV TANPOQPOPiEg

Agv vdpyovv emmaAEOV TANPOYOPiES

TMHMA 5: Métpa Y10, TNV KOTUTOAEUN G TG TVPKOYLAS

KotdAnia péoa mupdcBeong 1 KovBépta mupdcPeong.

Kivduvog moprayidg © BAéme tunpa 2.2.

Métpa yio TV KOTATOAEUNON TG TUPKOYLAG : Xpnowonowmote péoa katdoPeong KatdAnia yio Ty nepdAlovca TupKaytd.

TMHMA 6: Métpo o€ Tepint®on aKoVoLoS EKAVONG

6.1.1. ' TPooOTIKG GALO 076 TO TPOGMOTLKO EKTUKTNG UVAYKNG

Métpa EKTOKTNG AVAYKNG 1 Amogevyete kG0e mepirn £kbeon.

6.1.2. I'e. GTopa mov TPosPEpovy TPpdTES Por)Oereg

Aev vdpyovv emmAéov TANPOQOpieg

Aev vdpyovv emmAéov TANPOQOpieg

Aev vdpyovv emaAEOV TANPOQOPiES
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Aescin
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepo REACH (EK) 1907/2006 6nwg tpomomouinke and tov Kavoviouo (EE) 2020/878

Agv vapyovv emmAEOV TANPOQOPieg

TMHMA 7: Xeipiopog kot amo0nkevon

Agv vapyovv emmAéov TANPOQOpieg

Agv vdpyovv emmAEOV TANPOQOPiEg

Béme tunpa 1.

TMHMA 8: "Eleyyoc ¢ ék0eonc/atopiki Tpooctacio

8.1.1 EOvikég oprokés Tipés emayyeipatikig £k0gong ko frohoyikég oprokés Tipég

Agv vapyovv emmAEOV TANPOQOPiEg

8.1.2. ZuvicTdpeves drudikociss TapakorovOneng

Agv vdpyovv emmaAEOV TANPOQEOPiEg

8.1.3. Zynpotifovror stoycia pvmaveng Tov aépo
Agv vdpyovv emmAEOV TANPOQOPieg

8.1.4. DNEL kax PNEC

Agv vdpyovv emmaAEOV TANPOQEOPiEg

8.1.5. Ileproyég eréyyov

Agv vdpyovv emaAEOV TANPOQOPieg

8.2.1. Katdhinhot pnyavikoi £reyyor

Kataiinior pnyavikoi éreyyon:
Awmpfiote o€ koA eEoeplopevo ydpo. Zuvibog amatteitor oo YEVIKOD HnyavikoDd eE0EPIGLOD TOV XHPOL.

8.2.2. ATopukég TPOoTATEVTIKOG £E0MTMONOG

8.2.2.1. IIpocTacio TOV NATIAV KUl TOV TPOCAHTOV

Agev vdpyovv emmAéov TANPOQOpieg
8.2.2.2. Ilpootacio d¢ppatog
Mpooctocio Tov déppatog:

o1 epyaoTNPiov

IIpocTucia TOV yEPLAOV:
TIpoctatevtikd yavtio

8.2.2.3. IIpocTacio TOV AVUTVEVGTIKAOV 00MV

Aev vdpyovv emmAéov TANPOQOpieg

8.2.2.4. Ogppikoi kivouvor

Agv vdpyovv emmAEov TANPOQOPiEg

8.2.3. OproBétnon kon wapokorovOnon g teprfaiiovroroyikig ék0eong o€ Kivovvo

Aev vdpyovv emmaAéov TANPOQOpieg
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Aescin
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepo REACH (EK) 1907/2006 6nwg tpomomouinke and tov Kavoviouo (EE) 2020/878

TMHMA 9: ®voikég Kot ynUIKEG 1O10TNTEG

Duon KoTdoTaom : Xteped
APDOHOL : Mn dwbéoo
Epgpdvion T XKkovn.

Oopn : Mn dwbéoo
Opto oopng : Mn Swbéoo
Inpeio mEemg 1 219-226°C
Inueio m&emg : Mn dwbéoo
Inueio Ppoaciod : Mn Swbéoo
Evpiextomta : Mn dwbéoo
Opra kKtvdvvov ekprié&emg : Aevioydet
Xapnhotepo 6pto £kpnéng : Aevioydet
Avdtoto 0pilo expn&puotrog : Aevioydet
Inueio avapreng : Aevioydet
Beppokpacio avtovapreing : Aevioydet
Bgppokpacio arocvvheong : Mn dwbéoo
pH :25-35
Awdropo pH : Mn dwbéoo
1EDdeg, Kvepotucdg (1) T Agv ioydet
AwdvtomTa : Mn dwbéoo
ZUVTELEOTNG KATOVOUNG O pely e N-0KTavOANg/vepoD : Mn dwbéoo
(Log Kow)

Téon otudv : Mn dwbéoo
ITieon atpod oe Beppokpacio 50°C : Mn dwbéoo
TTvkvémta : Mn dwbéoo
ZyeTkn ToKvoTHTOL : Mn dwbéoo
ZyeTikn TokvOTNTO aTUAV 6ToLG 20°C : Aevioydet
Méyebog copotidiav : Mn dwbéoo

9.2.1. Iinpo@opies 6YETIKA BE TIS KLAGELS PUOIKOD KIvdHVOU

Agv vdpyovv emmAEOV TANPOEOPiEg

9.2.2. Ahha YOpAKTNPIOTIKG 06QaAciog

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 10: Xt00gpdtnTo Kol OVTIOPUGTIKOTNTO,

2t00epd VIO KAVOVIKEG GLUVONKEG.

Agv vdpyovv emmAEOV TANPOEOPiEg

Kavévag yvootog/-1/-6.

Aev vdpyovv emmaAéov TANPOQOpieg

Kapio og kavovucr xprion. BAéne tunqua 7.

‘Ortov Oeppaivetar LEXpL TOL GNUEIOL ACTOONG, EKTEUTEL EXKIVEVVOVG KOTVODG.
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Aescin
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepo REACH (EK) 1907/2006 6nwg tpomomouinke and tov Kavoviouo (EE) 2020/878

TMHMA 11: To&wkoroyikég TANPOPOPIES

11.1. IIAnpo@opisg yia Tig TAEELS KvdvVov, 0Tteg opilovtar 6Tov kavoviopd (EK) apif. 1272/2008

O&eia To&dtnTa (06 GTOHATOG)
O&eia To&wdtnTa (deppatikn)
O&eia To&ikotTaL (ovarvon)

: EmPrapéc o mepintwon katdnoong.
T Mn ta&wvopunpévog
T Mn ta&wvopunpévog

Aescin

LD50 and tov otépatog o apovpaiovg

300 — 2000 mg/kg

AdBpwon Kot epebiopdg Tov dEppratog

ZoPBopn opBarukn PAGPN/epediopdg

EvaisOntomoinen tov avamvenstikon 1
gvaucOnTomoino TOL dEPUTOG

Metalha&ryéveon YEVWNTIKOV KUTTAP®V
Kopkwvoyéveon

To&wotTa Y10 TNV avamopayoyn

Ewum to&ucomta ota 6pyava-ctoyovs (STOT) —
epanag ékbeomn

Edun to&ikotnta ota 6pyava-ctdyovg (STOT) —
emavenupévn xbeon

Enucvdovotnro avappdenong

1 Mn ta&wvopunpévog (EAleipatikd dedopéva)

pH: 25-3,5

1 Mn ta&wvopunpévog (Advvapio GuAAOYNG dedopévmv Yo TexVIKoDg Adyouc. Evdéyeton va mpokaiécet

epebopd ota paTie)
pH: 25-3,5

© Mn ta&wopnpévos (Baoet tov doféciumv dedopévav, ta kprenpia ta&tvounong dev mAnpovvrat)

© Mn ta&wvopnpévog (EMepartikd dedopéva)

© Mn to&wvopnpévog (EMAetpatikd dedopéva)

: Mn ta&wvounpévog (Tlepartépo mAnpogopiec: O&eio To&ikdTNTaL)

© Mn to&wvounpévog (Aduvvopio GuALOYNG SESOHEVOV Y10 TEXVIKOVG AdYoLs. Mmopei va Tpokaréoet

£peBIGHO TNG OVOTVEVGTIKNG 0000V.)

© Mn to&wopnpévog (Tleportépo mThnpopopieg: O&eio to&udTnTar)

© Mn ta&wopnpévos (Baoet tov doféciumv dedopévav, ta kprripta Taé&vopnong dev mAnpovvrat)

11.2. IIAnpo@opicg Yo GAAOVS TOTOVG EMKIVOLVOTNTAG

Agev vapyovv emmAEoV TANPOQOPieg

TMHMA 12: Owoloyikég TANpopopicg

12.1. To&woTnTa

Owoloyia - yevikd

. Aev mopovcidlet Wuaitepo kivouvo o to mepaiiov.

Emucivduvo yio to vddtvo mepiBdiiov, Bpayvrpdbespog : Mn ta&wopnpévog
(0b9)
Emucivduvo yio to vddrtvo meptBdilov, pakporpdbespog : Mn ta&wopnpévog
(xpéviog)

Aescin

EC50 - Kapkivoedn [1]

59 mg/l (24h)

12.2. AvOEKTIKOTITO KoL IKOVOTNTA 00361 0NG

Agev vdpyovv emmAéov TANPOQOpieg

12.3. AvvatétnTta Procuocdpeveg

Agv vdpyovv emmAEOV TANPOQOPieg

12.4. Kiynmikotnto 670 £80.00g

Aev vdpyovv emmAéov TANPOQOpieg

12.5. Anotehéopara g aéoroynong ABT kot aAoB

Aev vdpyovv emmAéov TANPOQOpieg

12.6. I810T1|TES EVOOKPIVIKNG SraTapayns

Agv vrtdpyovv emmAéov TANpopopieg
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Aescin
Agehtio Aedopévav Acpaleiog

cvppmva pe tov Kavoviepdé REACH (EK) 1907/2006 6nwg tporomomdnke and tov Kavoviepéd (EE) 2020/878

12.7. Ahdes apvNTIKEG EMTTAOCELG

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 13: Xtoyyeio oyetikd pe tn ovadeon

13.1. M£0odor enetepyacios amofiiTov

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 14: ITAnpo@opieg 6YeTIKA PE TN HETAPOPT.

Toppova pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpoc OHE 1 apOpég tavtétnTog

Agv 1oy0eL ‘ Agv 1oy0et ‘ Agv 1oy0et

14.2. Oweia ovopacia arostoric OHE

Agv 1o0gt ‘ Agv 1oy0gt ‘ Agv 1oy0gt

14.3. TaEn/-e1g KtvdOvov KaTh TN PHETAPOPQ

Agv woyvet ‘ Aev 1oy0et ‘ Agev 1oy0¢t

14.4. Opdada ocvokevaciog

Agv woyvet ‘ Aev 1oy0et ‘ Agev 1oy0¢t

14.5. Mlgprfarrovtikny emKivovvéTHTO

Agv 1o0gt ‘ Agv 1oy0gt ‘ Agv 1oy0gt

Aev vdpyovv emmiéov drabéoiues TAnpoopieg

14.6. Exdwkéc TPpo@UAAGEELS Y10 TOV PN oTY

Eniyewo petagopa
Agv 1oy0gt

petagopd pécw Buraocong
Aev woydet

Evaépra petagopd
Agv 1oy0gL

14.7. @alaooieg peTa@opig VoV cdppova pe Tic Tpaseg tov IMO

Aev woydet

TMHMA 15: Xtoyygio vVopo0eTikov (opaKtipo

15.1. Kavovicpoi/vopoOecio oyeTikd pe Ty a6QaAELd, TNV VYEIO KO TO TEPLBAALOV Y10 TNV OVGIA 1] TO PEIYHO
15.1.1. kavoviopoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev meprappavetor oto Mapdapmpa XVII tov REACH

Hopaptnpe XIV tov REACH (Katdloyog 00£1086tnoNC)
Aev neprapfdaveton oto Hapaptnua XIV tov REACH (Katdroyog adetoddtnong)
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Aescin
Agehtio Aedopévav Acpaleiog

cvppmva pe tov Kavoviepdé REACH (EK) 1907/2006 6nwg tporomomdnke and tov Kavoviepéd (EE) 2020/878

Kataroyog vroynorov ovotdv REACH (SVHC)

Aev meprapfavetor otov Katdhoyo vroynemv ovoidv REACH

Kavoviepég PIC (EE 649/2012, IIponyodpevn cvvaiveon petd amd evnpuépoon)
Aev epappodletar.

Kavoviepég POP (EE 2019/1021, Eppovor opyavikoi pomor)

Aev gpappoletor.

Kavoviepég mepi e€ac0évnong tov 6Covrog (EE 1005/ 2009)

Aev teplappavetol 6tov KatdAoyo ovslmv mov e&acbevilovv to 6lov (Kavoviopog EE 1005/2009)

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

Aev mepiéyet kopio ovoio(eg) mov mephapfdvetaiovrat) 6tov Kotdhoyo Tpddpopmv ovatdv ekpnktikdv (Kavoviouog EE 2019/1148 oyetikd pe v eumopio. kot
™ XPpNoN TPOSPOUDY OVGLDV EKPNKTIKADV)

Kavoviepég epi mpodpopmv ovortdv vopkotik®dv (EK 273/2004)

Aev mepiéyet ovoia(eg) mov meplapfaveTa(oviot) 6Tov Katdloyo Tpodpopmy ovctdv vopkoTtikdv (Kavoviopog EK 273/2004 oyetikd pe tig npddpopeg ovoieg
VOPKOTIKAOV)

15.1.2. EOvikéc dwotdierg

Agv vdpyovv emmaAEOV TANPOYOPiEg

15.2. A&wohdynon ynmkig acodisiog

Agv vdpyovv emmaAEOV TANPOQEOPiES

TMHMA 16: Alleg TAnpo@opisg

M peg keipevo ppacswv H ko EUH:

Acute Tox. 4 (A6 tov Oé&ela to&cotta (amd Tov 6TOHNTOC), Katnyopio 4
GTONOTOC)
H302 EmPrapés oe mepintmon katdmoons.

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOTIOIHEH EY®NHEX Ot tAnpo@opieg mov mepléyovtat 6& avtd To deATio TPoépyovTal amd TNyES TIG onoieg Bewpovpe a&omiotes. Tapoia avtd, divovron
XOPI Kapio yydmen, pnTn 1 appnTn, Yo TV okpifeld tovg.
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