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TMHMA 1: IIpoco10piop6g 0v6iag/peiypatos Kol ETapeiog/emysipnong

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia

Ovopo ovoiag : Ondansetron

Kodwog mpoidvtog : 201600659

Svvdvopo . Ondansetron, salts, hydrates, isomers and impurities where applicable

1.2. Zovogeic mpocdtopillopeEveg YPNGELS TS OVGIAG 1] TOV PEIYIOTOG KOL OVTEVOELKVOOIEVES YPNOELS

1.2.1. Zyenikéc mpofhemdpeveg ypNosig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTVLEN KoL TNV ETAYYEALATIKY EKTAIBEVOT).
Xpnion g ovciag/Tov peiypotog : Mobvo Yo emaryyeApaTIKn YpHon
Katyopia Aettovpyiag 1| ypnong : Xnukég ovoieg epyactnpiov

1.2.2. AVTEVOEIKVUONEVES (PN GEIS
Iepropiopot ot xprion © Mn ypnowonoteite : Katdmoon, Etonvon, Aeppaticd

1.3. Zroyeia Tov TpopunBcvT) TOV dEXTiOV dEdopiveV acPadsiag

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. Ap1Opiog THAEQ®OVOL EMETYOVGAS AVAYKNG

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piopog EMKIVOUVOTNTOS

2.1. Ta&woépnon s oveiag 1| TOV pEIYRATOG

Kotaraén copoove pe v odnyia 1272/2008 EK [CLP]

O&eia To&komTa (amd ToV GTONATOC), KaTnyopio 3 H301
ZoBopn opBaipkn PAABN/0@Buipkdg epediopde, katnyopia 1 H318
Emkivduvo yio to vdativo meptBaAiov — 0&0g kivovvog, katnyopiag 1 H400
Emkivduvo yio to vddtvo meptBaAiov — Xpoviog kivdvvog, katnyopiog 1 H410

ITAnpeg keipevo tov dnidoewv H kon EUH: BAéne tunqpa 16

AvemOOpunTEg QUOIKOYNMKES EMOPAGELS, KAODG Kot EMIPAGELS 6TNV 0vOpOTTIVY VYl Ko 610 TEPIfaihov
ATopaon HECH KPIoNG EUTELPOYVOUOVEOV KOl OTOSEIKTIKNG 1oYVOG.

2.2. Zroyeio eTIKETOG

Xapaxtnpiopos copeova pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kwvdvvov (CLP)

ITE

GHSO05 GHS06 GHS09
Ipogwboromtiky AéEn (CLP) » Kivdvvog
AnAdoelg emkvdvvomtag (CLP) : H301 - To&wo o€ nepintoon Kotdmoong.

H318 - [Ipokaiei cofapn opOoiucy PAAPN.
H410 - TToAD to&cd 1o Tovg V3POPLOVG OPYAVIGHOVG, IE HAKPOYPOVIESG EMTTAOGELS.
Anidoeilg Tpopvriaéng (CLP) : P264 - TTIiovete ta yépia, toug mxels (avPpdyia) kot 10 Tpdomno oXOAUCTIKA HETE TO XEPLOUO.
P270 - Mnyv tpmre, mivete 1} kanvilete, 0tav ypnotponoteite avtd To TPOiov.
P273 - Na anopedyetor 1 Elevbépmon oo meptParlov.
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Ondansetron
Agltio Agdopévov Acpaleiog

oopeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpotonoundnke and tov Kavoviopéd (EE) 2020/878

P280 - Na. popdte mpooTaTELTIKG YAVTIO/TPOGTUTEVTIKG EVOVLATO/LEGE OTOUKNG TPOCTAGIOG Y10t TO.
UATL0/TO TTPOCOTO/TO AVTLA.
P301+P310 - XE IMEPIITOXH KATAIIOXHE: kaAfote ApéS®S TO YLOTPO.
P305+P351+P338 - XE IIEPIIITQEH EITA®HXE ME TA MATIA: EenAlvete TpoceKTIKA pE vEPO
Y10 0pKETE AEMTEL. AV VILAPYOVV PUKOT ETAPNC, PALPETTE TOVG, ALV Eival EDKOAO. ZVVEYIOTE VoL
Eem\évere.
P310 - KaAéote apéowc 10 KENTPO AHAHTHPIAZEQN 7 éva yutpo.
P321 - Xpe1aleton edkn ayoyn (BAEnE cuUTANPOUOTIKEG 00N Yies TPOTOV Bonbedv otV TIKETA).
P330 - Egn\dvete o oTOMA.
P391 - Maléwyte ) yopévn mocdTTO.
P405 - duldooetat kKAeWmpéEvo.
P501 - Awébeomn tov Tepieyopévon/mepiéktn o€ onpeio GLAAOYNG emKivdLVEV 1} E18IKOV amofARTmy,
GULPOVO LLE TOVG TOTLKOVG, TEPLPEPELNKOVG, £BVIKODS 1/Kkon diebveig kavoviopovs.

Zrpavon oOpemvo pe: eEapeital 1) EMTEPIKY GLoKELAGTM, Ta TEPLEYOUEVA TNG ontolag dev vepPaivovy to 10ml

Ewovoypdappata kivdvvov (CLP)

GHS06 GHS05

2.3. AALot Kivoovor

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 3: Z0vOeon/TApo@opiss Y10 T0 GVGTATIKG,

3.1. Ovoigg

Ovopa AvayvoploTIKOg KMOKOg % Katdraén ocopomva pe tnv odnyia
TPOidVTOg 1272/2008 EK [CLP]

Ondansetron - <100 Acute Tox. 3 (An6 tov otoparog), H301

(ATE=95 mg/kg copatikov Bapovg)
Eye Dam. 1, H318

Aquatic Acute 1, H400

Agquatic Chronic 1, H410

IMnpeg keipevo tv dnidoewv H kon EUH: BAéne tunqpoa 16

3.2. Meiypota

Agv woyvet

TMHMA 4: Métpa npotov fondeiov

4.1. Ileprypagn péTpav TpAOTOV fonder®dv

Tevikd pétpa tpdTeV Pondeidv : IM\vete apéowg to onueio mov Npbe og emaen pe o TPoidv, pue apdovo vepd.

Métpa tpdtov Bonbeidv petd omd eilomvon © Bydte tov mofovta otov kabapd aépa. AQHoTte TO GTOHO TOL TPocPANONKE va avarvevoel kabapd
aépa. Apeon wtpikn mepiBalyn kot £181k ayoyn, o€ TepinTmon avaykng.

Métpa tphrov Bondeidv petd omd emaen e To dEppa . KoBapiote ™ peyarvtepn dvvarh mosdmra okovmilovidg ) (kabapd Kot Lolakd amoppoenTikd
mavi). [TAvete pe Gebovo vepd kot amoppuravtikd. Zefydite pe yAapo vepd yio 15 Aentd. Edv o
£peoOg TOL dEPpATOG EMPEVEL, GLUPOVAELTELTE Y10TPO.

Métpa tpdrov Bondeidv petd omd exapn pe to pdTio 1 Eemhovete pe vepd kpotdvtog to fAEeapa kakd avorytd. Edv vrdpyovv @akoi emaeng, aeapiote
TOVG, EQOGOV efvat evkoro. Zvveylote va Eemiévete. Ze mepintwon epediopudv, cvppovievteite
opBaipiotpo.

Métpa mpdtmv fondetdv petd and katdroon . Eemhovete 1o otopa. KaAéote apéowg to KENTPO AHAHTHPIAZEQN/yiatpd. Mnyv npokaieite

£uero. Ewdw wtpikn mopakorovdnon.

4.2. ZNpavTiKOTEPH COPTTONATO KON ETOPAGELS, ANEGES 1] NETAYEVECTEPEG

ZOUTTONOTO/ETMEPACELS . Ilpokaiel eyxavpata.
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Ondansetron
Agltio Agdopévov Acpaleiog

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

ZOUTTOUOTO/ETOPACELS LETA OO ELGTVON 1 Avenopkn dedopéva. Mropel va TpokaAiécel Aaydviaopa, aicbnon Bapovg oto Bdpaka, epebiopd
GTO AOLpO Ko Pryyo.

ZOURTOUOTO/ETOPACELS LETG OO ETAPN LE TO dEPLLOL . Avenopkn dedopéva. EpuBpotmra, movos.

ZOURTOUOTO/EMOPACELS LETG OO ETAPY LE TOL LLATLOL © Avenapkn dedopéva. EpuBpotmra, novog.

ZOURTOUOTO/EMOPACELS LETE 0td KaTdmoon . Eykavpota tov BAevvoydveov Tov 6Topdy oL Kot TV evIEpmv. Ta cupuatdpaTo VOEXETOL VaL Eivarl

CaAn, keparokyies, voutio Kot 0T®AELN GUVTOVIGUOD.

4.3."EvO€1EN 0TT010.601)TOTE OTUITOVUEVIS GUEGTG LOTPIKNG QPOVTIONG KOl EW0IKNG Oepameiag

Toppovigvbeite/Emokeqbeite yratpo. Edv eivat duvatd deite avtd to 9OAlo acpadeing, KL av Oy, dgi&te T cuokevacio 1 Vv etikéta. Evepyn ovoia.
DappoKeLTIKO TPOTOV.

0. Y10 TV KOTUTOAEPN G TG TUPKAYLOS

5.1. [MvpooPeotika péca
KatdAinia péoa mopoceons : KovBépra nupdcPeong.
5.2. Exdwkoi kivéuvol Tov TpoKvTOUY 0o TV 0vGia 1] TO peiypo.

Kivdvvog mupkayldg © BMme tpfua 2.2. Kivéuvog oynpotiopot to&ikdv Kot StPpoTikdv aepiov.

5.3. ZveTacsig yia Toug TupocPioteg

Métpa yio TV KOTOTOAEUNOT TNG TUPKAYLEG . Xpnowomomote péca Katdofeons KatdAinia yio v mepBAAlovco TupKayid.

TMHMA 6: Métpa o€ TepinTton akovoLas EKAVoNG

6.1. IIpocoTKES TPOPVAGEELS, TPOCTATEVTIKOG EEOTMGIOG KUl O100IKAGIEG EKTUKTNG AVAYKNG

I'evikd pétpa 1 Amo@lyete TNV GUECT EMOPT HE TO TPOIOV. MNV avamvéete
oKOVI/avabvAGELY/ 0EPLa/oTaYOVISIO/ O TOVS/ EKVEPDLOLTA.

6.1.1. T TPooOTIKG GALO 07O TO TPOGOTIKG EKTUKTNG AVAYKNG

Agv vrdpyovv emmAéov TANpoPopieg

6.1.2. T'w dropa mwov Tpocipovy TpdTEg PorBereg

E&omhopog mpootaciog . BMéme tpfua 8.
6.2. leprpailovrikés TPoPUAGEES

Agv vrdpyovv emmAéov TANPOPOpieg

6.3. M£600do1 ko VAIKA Y10 6VYKpATOoN Kot KaBapiopo

MébBodot kabapiopon 1 Zryovpéyte, 0TL T amoppipata o TepiovAleyovv kot Oa amobnkevtovy acporéc. Kabapiote
TPOGEKTIKA. XPNGLUOTOWGTE TO TPOIOV UE TPOGOYH. L€ VIATVO TEPPAILOV : AlPp@TIKO Yo Tl
HATLOL, TIG OVOTTVEVGTIKEG 030VG KOL TO OEPLLOL.

6.4. llapomopm o€ GAro TPMpOTO

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 7: Xepiopog kon awodnkevon

7.1. IIpo@vAGEELS Y10, AGQUAN YELPLONO

EmmAéov kivéuvor katd v eneéepyooio . Egiotdton emiong n mpocoyn Tov xpioTn 6Toug Thovong Kivduvoug Tov EVUTAPYOLV GTNV TEPITTOGN
OV TO TPOIOV ypNoonombel e TpOTO OV OPILETOL OO TIC KUTACKEVAUOTIKEG TPOSLUYPAPEG. X
V3GTIVO TEPIPAALOV @ AaPpmTIKS Y100 TOL LATLOL, TIG AVOTTVEVGTIKEG 030VG KOL TO dEPLLAL.

TIpo@uAGEELS Y100 CPAAN XEPLOHO 1 XpNOWonomoTe T0 TPOIOV [e TPOGOYN. ATOPVYETE TNV AUECT EXUPT| LE TO TPOIOV.

Métpa vylewng : Xpnon tov Tpoidvtog pe opdn Propnyovikn vyewn Kot dtadikacies ac@aAeiag.
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Ondansetron
Agltio Agdopévov Acpaleiog

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

7.2. ZovOnkeg a6Qaiovg @OLAENS, supmEPILOpPavopévay TGOV acoppatoTiToOV

Teyvikd pétpo T Zoppopeobeite e Tovg 1XVOVTEG KOVOVIGHOVG.
YuvOnkeg OAAENG 1 Ouhdooetot KAEW®UEVO.

7.3. Exduan Tehucn) xpnion 1 ypriosig

BAéme tpuqpa 1.

TMHMA 8: ‘Edeyyog ¢ £k0eonc/aTopiki TpocTtacio.

8.1. lapapeTpor eAéyyov
8.1.1 EOvikég oprokég TIpéG emayyeApatikig £ék0eong kou Prohoyikés oprakég Tinég
Agv vrdpyovv emmAéov TANpoPopieg

8.1.2. ZuvieTApEVES S10dIKAGIES TUPAKOALOVONGNG

Agv vrdpyovy emmA£ov TANPOPopieg

8.1.3. Zymparilovrar otoyygio pHmaveng Tov aépa

Agv vrdpyovv emmAéov TANpoPopieg
8.1.4. DNEL ko1 PNEC

Agv vrdpyovy emmA£ov TANPOPopieg

8.1.5. Teproyég eréyyov

Agv vrdpyovv emmAéov TANpoPopieg

8.2. "Edeyyon ék0gong
8.2.1. Katariinhot pnyovikoi £reyyor

Kotahinhor pnyovikoi £reyyol:
Awmpnote og kaAd e€aeptloOpevo Ydpo. XpNGUYLOTOLEITE AMOKAEIGTIKG GE KAELGTN YOOV UE EVOOUATOUEVO QiATpo. DidTpo aepocmpatidiny vyning
amoteheopoticomrog (HEPA filter).

8.2.2. ATopKOG TPOOSTATEVTIKOG EE0TAMGNOG
8.2.2.1. IlpocTocio TOV HUTIAV KUL TOV TPOGATOV

IIpocrocia 0@OaipdV:
Ipooctatevtikd yvaAld. DIN EN 166

8.2.2.2. Ilpootucia d&ppatog

IIpootacio Tov déppaToc:
XpNOWOTOLEIGTE TPOGTATEVTIKO POVYIGUO Yo ynpikd. DIN EN 13034

IIpocTocia TOV yePLOV:
[poctotevtikd yavtio avhektikd og ynuud mpoiovra. ISO 374-1

8.2.2.3. TIpo6TOGio TOV UVUTVEVGTIK®OV 06OV

IIpooTacio TOV OVATVEVGTIKOV 00ADV:

Ye nepintoon anelevdépmong okoOvNg : pnaokes e iktpo Yo okdveg P3. DIN EN 140 & 149. Yypod mpoiov : Mdaoka agpoidpatog. Popdte avamvenoTikn
GLGKELT 6€ TepinToon £kbeong og aToVg/oKOVES/ aepolv LT

8.2.2.4. Ogppikoi kivévvol

Agv vrdpyovv emmAéov TANPOPOpieg

8.2.3. OproBétnon kot TapakorovOnon g neprfariovroroyikis £k0eong o€ Kivovvo

Agv vrdpyovv emmAéov TANPoPopieg
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Ondansetron
Agltio Agdopévov Acpaleiog

ovppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomoromdnke omd tov Kavovioud (EE) 2020/878

TMHMA 9: ®voikég Ko YNUIKES 1O0TNTES

Mopon| T Xteped
APDOHO : Mn dwbéopo
Epgdvion TXZKovVI.

Oopn 1 Agvioyoet.
10p1o0 oopdV : Mn dwbéopo
onpeio ™méng / meproyn TENG © Mn dwbéopo
Inueio méemg © Mn dwbéopo
Inpeio Bpaocpod : Mn dwbéopo
Evpiextomra : Mn dwbéopo
Opra kvdvuvov ekpnéemg T Agvioyvet
Xapniotepo O6pro £xpnéng T Agvioyvet
Yymhotepo 6pro ékpnéng T Agv oyvet
Inueio avapredng 1 Asvioyoet
Bgppokpacio avtavaereéng T Agvioyvet
Ogppokpacio ddonacng © Mn dwbéopo
pH : Mn dwbéopo
Awiopo pH © Mn dwbéoo
1EDOES, Kivepatikog (1)) T Agvioyvet
AwAvtomro : Nepo: 10 -33.3 g/l
ZUVTEAEOTIG KOTAVOUNG OF HElyLLo n-0KTAVOANG/VEPOL : Mn dwbéopo
(Log Kow)

Ilieon atpov : Mn dwbéopo
Ilieon atpov og Beppokpacio 50°C : Mn dwbéopo
TTvkvotnto : Mn dwbéopo
TyeTkn TUKVOTNTOL : Mn dwbéopo
ZyeTikn ToKvOTTO 0TUOV 6ToVG 20°C T Agv ioyvet
Méyebog copatidiov © Mn dwbéoyo

9.2.1. IIAnpo@opics GYETIKA PE TIS KLAGELS UGIKOD KIVIVVOU
Agv vrdpyovv emmAfov TANpoPopieg
9.2.2. AMA0 {OPpOKTNPIGTIKA 06QULEING

Agv vrdpyovy emmA£ov TANPoPopieg

TMHMA 10: Xta0gpdtnTo Kol avIidpaoTIKOTNTO

2t08ep6 VIO KAVOVIKEG GUVOTKES.

Aev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Koapia o kavovikn xprion. BAéne tunqpa 7.

Otav Beppaivetor péypt Tov oNUEIOL SACTACNG, EKTEUTEL EMKIVOLVOLG KUTVOUG.
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Ondansetron
Agltio Agdopévov Acpaleiog

ovppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomoromdnke omd tov Kavovioud (EE) 2020/878

TMHMA 11: To&koroyikég TANPOPOPIES

O&eia To&komrTa (amd oTOHATOG)
Oé&eia to&ucdtn o (deppoTicy)
O&eia To&otta (avomvon)

: To&wod ot mepinTmon KATdnoong.
© Mn ta&wopnuévog (EArepatikd dedopéva)
© Mn ta&wopnuévog (EArepatikd dedopéva)

Ondansetron

LD50 and Tov 6T0HaTOg GE apovpaiong

95 mg/kg

AGBpwon ko gpeiopdg Tov déppatog

ZoPapn opOaipikn PAAPN/epedionds
EvaisOntomoinon tov avomvevotikod 1
gvaucOntomoinom Tov d€ppatog

MetaAro&ryéveon YEVWINTIKOV KUTTAP®OV
Kapxwvoyéveon

To&wdmTa Yo TV avomapoyoyn

Ewdu to&wotnta ota 6pyava-ctoyovs (STOT) —
epanog éxbeon

Ewum to&wotnta ota dpyava-otoyovs (STOT) —

© Mn ta&wopnpévog (EArepatikd dedopéva)
: Ilpokaiel coPapn o@Oaipcr BAGLN.
© Mn taé&wvopnpévog (EAdeipatikd dedopéva)

© Mn ta&vopnpévog (EAepatikd dedopéva)
: Mn tag&vopnpévog (EAdeipatikd dedopéva)
© Mn ta&wopnuévog (EAhepatikd dedopéva)
© Mn ta&wopnpévog (EArepatikd dedopéva)

© Mn ta&wvopnpévog (EArepatikd dedopéva)

emavelnupévn ékbeon

Enucvduvomta avappdenong : Mn tag&vounpévog (Advvapion GVAAOYNG SESOUEVMV Y10l TEXVIKOVG AOYOUG)
™

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 12: Owoloyikég TANpopopisg

Owcoroyia - yevika . Emwivdvva andfinta. Xpnoomoteite katdhinia doyeio andppymg.
Emcivouvo yia to vddtvo mepipdirov, Bpoayurpdfecpog : TToAd To&kd yio Toug v3POPLOVS OpYaVIGHOVG.

(0&bg)

Emcivovvo yia to vddtvo mepipdirov, pakporpodecpog : TToAd To&1kd yio Toug VIPOPLOVE OPYAVIGHOVG, LE LOKPOXPOVIES EMTATAOCELS.
(xpoV106)

Agv vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovy emmA£ov TANPOPopieg

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

o
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Ondansetron
Agltio Agdopévov Acpaleiog

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

TMHMA 13: Xtovyeio oyeTika pe 1 6130gon

13.1. Mé0odor emeéepyaciog amopfrntmv

Tomwn vopoBesio (amdPAnto)
ZVOTAGELS OYETIKG [e TNV amdppLym
TPOIOVTIMV/CLGKEVACLOV

1 Kataotpéyte pe aopain tpdmo cOUP®VO LE TOVG TOTIKOVS/ £BVIKOVG KOVOVIGHOVG.
: Mnv anoppintete To VIOAEIUNATO GTOV VIOVOLLO, SMGTE TO TPOIOV KO T GLOKEVAGIO TOV GE EO1KO
onpelo GLAROYNG EMKIVELVEOV 1 EIOIKAOV ATOPPLUULATMV.

TMHMA 14: [TAnpo@opisg 6YeTIKA pE T1 RETAPOPE

Topupove pe ADR /IMDG / IATA

ADR IMDG IATA
14.1. AprOpoc OHE 1 ap1Opég 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.

Heprypagn eyypdowv petagopis

UN 2811 TOEIKA 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, Il1,

6.1, 111, (E), EINIKINAYNA I'IA TO 111, MARINE ENVIRONMENTALLY HAZARDOUS
IMTEPIBAAAON POLLUTANT/ENVIRONMENTALLY
HAZARDOUS
14.3. Ta&n/-€1g KivdHvov KaTd T HETOQOPA
6.1 6.1 6.1

£23

:

:

14.4. Opada cvokevaoiog

14.5. Ilgprfarrovtikn emKivovvéTnTO

Emwcivduvo o to mepipdiiov: Now

Emkivduvo o to mepipdirov: Now
MOoAVGHATIKOG TapAYOVTOG Yot TO VOGTVO
nepdiiov: Nau

Emucivduvo yio to mepidiiov: Now

Aev vrdpyovy emmAéov Stabécipueg TANpoPopieg

14.6. Exdukég Tpo@uAaEELS Y10 TOV PN oTY

Ermiyswo petagopa

Kodwog tagvounons (ADR)

Ewwcés dotaéeg (ADR)
[epropiopéveg mocoteg (ADR)
E&upovpeveg moootnteg (ADR)
Odnyieg ovokevaoiog (ADR)

Ewwés dotdéelg ovokevaciag (ADR)
Awtaéers pektg ovokevaocies (ADR)

© T2
. 274,614
. 5kg
E1l
P002, IBC08, LP02, R0O01
B3
MP10

Odnyieg yio opnTég defopevig Kot epmopevpatokifotio : T1

x0dnv (ADR)

Ewducéc dothéers yro popntég de&apevés Ko
gumopevpatokifatio yvdnv (ADR)
Kodwog de&apevng (ADR)

Ewducés dotaéerg yua defapevég (ADR)
Oympa ylo petopopd de&opevng

Katmyopia petagpopdc (ADR)

. TP33

: SGAH, L4BH
: TU15, TE19
AT
D2
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Ondansetron
Agltio Agdopévov Acpaleiog

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

Ewwég datd&erg yuo ) petagpopd - Xovdnv (ADR) : VC1,VC2, AP7
Ewwég datdéerg yuo  petapopd - Doptwon, : CV13,Cva28
eKQOPTOON Kot XEPIGHOS (ADR)

Ewwég datd&erg yuo ) petagpopd - Asttovpyioa (ADR) @ S9

ApBv avayvopiong kwvdvovov (Képuiep App.) © 60
IMoptokoAi dickot :

Kodwog meplopiopmv yio onpoyyes (ADR)

petapopd péco Balacong

Ewu mpopreyn (IMDG) 1 223,274
[epropiopéveg mosodtnteg (IMDG) . 5kg
E&upovpeves mocotnteg (IMDG) © E1
Odnyieg ovokevaciog (IMDG) . P002
Odnyieg ovokevaoiog spumopevpotokiBotiov-dciopevaoy : 1BCO8
(kddwog IMDG)

Ewwés doraées IBC (IMDG) : B3
Odnyieg v de&apevég (IMDG) Tl
Ewwcés dotaéels yua defapevég (IMDG) : TP33
ApOpdc EmS (ITupkoryid) : F-A
ApOpdc EmS (Awappony) : S-A
Katmyopieg poptiov (IMDG) A
Enpeto avaereéng (IMDG) :

[8161nteg kou mapotnproels (IMDG) : Toxic if swallowed, by skin contact or by inhalation.

Evaépro petagopd

PCA E&apovpeveg mocomreg (IATA) © El
PCA Ilepopiopéveg mocomteg (IATA) © Y645
Kabapn péyiomn mocdtnta yo mepropiopévn tocdtnto.  : 10kg

EMTPETOLEV Y10 EMPATN YA AEPOCKAPT] KOL YL0L
aepookaen petapopds eoptiov (IATA)
0Odnyieg ovokevaoiog ya emPamyd aepookaen IATA) : 670

Kabapn péyiom mocdtnta yio emPatnyd aepookden . 100kg
Kat ylo ogpookden petapopds eoptiov (IATA)

Odnyieg cvokevaGiOg LOVO Y10 0EPOCKAPT LETAPOPAG . 677
poptiov (IATA)

Méyiot mocoTTe LETAPOPAG OTTOKAELGTIKG OO : 200kg
aepookden petapopds eoptiov (IATA)

Ewucés dotaéerg (IATA) : A3, A5
Kwdwkog ERG (IATA) T 6L

14.7. @ardooreg petaopég x0onv cdppova pe Tic Tpageig oo IMO

Agev 1oy0et

TMHMA 15: Ztorygio vopoOetikoy yopaxtipa

15.1. Kavoviopoi/vopoOeoio 6yeTikd pe TNV 06QarEd, TNV VYEiR KO TO TEPIPGLLOV Yia TNV OVGia 1] TO peiypa
15.1.1. kavovicpoi EE

Hapapmpa XVII Tov REACH (ITpoimobéceig mepropiopov)

Aev meptrapfavetat oto apapmpe XVII tov REACH

Hapapmpa XIV 100 REACH (Katdroyog a0£1060Tn61G)
Aev nepihappaveron oto [Moapapmuo XIV tov REACH (Katdloyog adei0dotnong)

Katdroyog vroynerov ovoidv REACH (SVHC)

Aev teptlapfavetol 6Tov Katdioyo vroyneiev ovcuwv REACH
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Agltio Agdopévov Acpaleiog

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

Kavoviopég PIC (EE 649/2012, ITponyoduevn cuvaiveon petd omdé evnpépmon)

Aev gpappoletar.

Kavoviopog POP (EE 2019/1021, 'Eppovot opyavikoi pomor)

Aev gpappoletar.

Kavoviopdg mepi e€aobévnong Tov 6Covrog (EE 1005/ 2009)

Aev nepihapfavetor 6tov Katdroyo ovoidv mov eEacbevitovv to 6lov (Kavoviopog EE 1005/2009)
Kavoviopog mepi ekpnkTik@v tpodpopmv ovordv (EE 2019/1148)

Aev Tepiéyer kapia ovoia(eg) mov mephapPavetar(oviat) 6Tov Katdioyo Tpddpopmv ovcimv ekpnktikdv (Kavoviopudg EE 2019/1148 oyetikd pe v epmopio Kot
™ PO TPOSPOL®Y OLCLDY EKPNKTIKADV)

Kavoviopég mepi mpodpopmv overdv vapkotikav (EK 273/2004)

Aev nepiéyet ovoio(eg) mov mepthapfavetayovat) 6Tov Katdhoyo pddpopmv ovatdv vopkatikdv (Kavoviopog EK 273/2004 oyetucd pe i mpddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dwotateg
Agv vrdpyovv emmAéov TANpoeopie
15.2. A&woroynon ymuikig ocQarelog

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 16: Alheg TAnpo@opisg

Ipeg keipevo ppaocewv H ko EUH:

Acute Tox. 3 (And tov O&ela to&kodmta (amd Tov 6ToOH0TOC), Katnyopio 3

G6TONOTOC)

Aquatic Acute 1 Emcivduvo yia to vddrvo mepifdAiov — 0&0g kivduvog, katnyopiog 1
Aquatic Chronic 1 Emcivduvo yua 1o vddtvo mepipdirov — Xpoviog kivduvog, katnyopiag 1
Eye Dam. 1 YoBapn o@boikn PAARN/0pBaAuKdg epebiopde, katnyopia 1

H301 To&wo og nepintoon Kotdroons.

H318 Ipokaiel coPfapn opOoducn BAGSN.

H400 TToAb to&kd Yo Tovg VEPOPLOVG OPYAVIGHOVG.

H410 TToA) T0&1Kd Y1 TOVG VIPOPLOVG OPYAVIGHOVG, LE HOKPOYPOVIEG ETTTOCELS.

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOITOTHXZH EY®NHZX Ot mAnpo@opieg mov TepLEyovTal 6€ avtd T0 deATio Tpoépyovtal amd anyés Tig onoieg Bewpoipe a&omiotes. ITapoia avtd, divovon
XOPIG Kapio gyydnon, pntn N appnTn, Yoo v aKpifeid toug.
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