European Directorate  Direction européenne

COUNCIL OF EUROPE -
edome ~—smm L evamisole

Agltio Agdopévov Acpareiog
of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE LEUROPE  oOpgova pe tov Kavoviopé REACH (EK) 1907/2006 6nwg tpononomdnke and tov Kavoviopd (EE) 2020/878
Hpepounvia éxdoong: 03/04/2023  exdoyn: 1.0

TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia

Ovopa ovsiog : Levamisole

Kwducde mpoidvrog : 201600518

Suvovopa . Levamisole, salts, hydrates, isomers and impurities where applicable

1.2. Zuvogeig TpocdlopiopEVES P GELS TG OVGLNG 1] TOV UEIYIATOG KO OVTEVOELKVUOILEVES Y PIGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong : To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXOYYEANLOTIKY EKTOISEVOT).
Xpnion g ovoeiog/Tov petypatog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong o Xnpkéc ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoeg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun0evTI) TOL dEATiOV dEdopévev acparsiag

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETYOVOOG AVAYKNG 1 +33(0)390215608

TMHMA 2: IIp0o6o10piop6g eMKIVoUVOTNTOG

2.1. Ta&wopnon g 0veiag 1| TOL PEIYRATOG

Katareén copoova pe v odnyie 1272/2008 EK [CLP]

O&ela to&komTaL (ad Tov GTOHTOC), Katnyopio 3 H301
To&wodmta otV avamapayoyn, katnyopia 1B H360D
Ewum to&ucodtta o€ 6pyava-ctoyous Hotepa amd enavenupuévn ékbeon, H372

kotnyopia 1
ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tpnpa 16

AvemOOpuNTES QUOIKOYNMKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPLBailov

ATOQa0N PEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1GYVOGC.

2.2. Zroyeio eTIKETOG

Xapaktnpiopds coppova pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

S

Ewovoypdppoza ktvdovov (CLP)

GHS06 GHS08
Ipogworomtikn AéEn (CLP) : Kivdvvog
Anidoelg emkvdvuvomTag (CLP) 1 H301 - To&wd og mepintmon katdmroonc.

H360D - Mmopei vo. pAGweL To Epufpuo.

H372 - TIpokodei PAaPeg ota Opyove HOTEPO OO TAPOTETAUEVT T) ETAVEIANUEVT EKOEOT).
Anidoelg mpoevraéng (CLP) : P202 - Mnv 10 xpnolonooete Tpv S1oPAGETE Kol KOATOVONGETE TIG 0d1yieg Tpo@OAaENC.

P260 - Mnv avanvéete okovn.
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Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

P280 - No popdite TposTaTELTIKG EVOVOTO, TPOGTATEVTIKA YOVTLOL.
P301+P310 - XE IEPIIITQXH KATAIIOXHE: koAéote apécoms To yotpo.
Zhpavon cOUPoV pe: eEapeitol 1 E6MTEPIKT GLOKELAGIA, TO TEPLEYOLEV TNG oTtoiag dev vepPaivovy to 10ml

Ewcovoypappata kvddvov (CLP)

GHS06 GHS08

2.3. AALot Kivovvor

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 3: Z0v0eon/ainpo@opies Yo To GVGTUTIKA

3.1. Ovoigg

Ovopa AVayvopLeTiKog KOOUKOG % Katdraén oopomva pe v odnyio
TPOIOVTOG 1272/2008 EK [CLP]

Levamisole - <100 Acute Tox. 3 (An6 tov otopatog), H301

(ATE=50 mg/kg copatikod Bapovg)
Repr. 1B, H360D
STOT RE 1, H372

ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tpnpa 16

3.2. Meiypoto

Aev woydet

TMHMA 4: Métpa npatov fondsiav

4.1. Ileprypa@n péTpov tpdOTOV fondeidv

Métpa TtpdTRv Pondeidv petd amd slomvon : Bydhte Tov maBovta otov kabapd aépa. APnoTe T0 GTopo OV TPOSPANONKE Vo avanvedset kabapd
oépa.

Métpa TpdTOV Pondeidv Hetd amd enapn Le TO dEp . KoBapiote ™ peyoivtepn duvorn mosdtnto okovmilovtdg ) (kabopd kot Ladakd amoppoenTikd
mavi). [TAovte pe apbovo vepo/....

Métpa TpdTev Pondeidv Hetd and exapn 1e To LATIO . Hemhovete pe vepd kpatdvtag to BAEQapo Kakd avoryTd.

Métpa TpdTOv Pondeidv petd omd Katdmoon . Hemhovete 1o otopa. Kaiéote opéomg to KENTPO AHAHTHPIAZEQN/ywatpd. Ewducn wtpikn

mapokorovdnon. Eviéyetan va cuetbel mapatetapévn wtpikn mapacolovdno.

4.2. INPOVTIKOTEPO COUTTONATO KOL EMOPAGELS, GPEGES 1] HETAYEVECTEPEG

ZOUTTOUOTO/EMBPACELS © BAaPeg oty vyeio gvdéyeton va epgaviotovv pe kabvotépnon.

SOUTTOUOTO/EMOPAGELS HETE Ad E1GTTVOT| . Avenopkn dedopéva.

ZOUTTOUOTO/EMBPACELS LETE Omd EXOPT| LE TO SEPHOL . Avenopkn dedopéva.

ZOUTTOUOTO/ EMOPAGELS LETE b EXOQT LE TOL PATIOL . Avenopkn dedopéva.

SOUTTOUOTO/EMIPAGELS LETE b KOTAmTOoT : To cvpuntdpata gvdgyeton va etvar (oAn, Ke@aloAyies, vouTio Kol ATM®AELL GUVTOVIGLOV.

4.3."Evo€1En 0010601 TOTE AMOLTOOPEVIG GIECT|G LUTPIKIG PPOVTIdUG KoL E18WKN G Ogpaneiog

ZopPovievbeite/Emokepbeite yiotpo. Eav eivar duvatd dei&te avtd to pOAo acpoleiog, ki av OyL, d&i&te T cuokevacio N} v etkéta. Evepyn ovoia.
DapUAKELTIKO TPOTOV.

TMHMA 5: Métpa y10. TNV KOTOTOAENN G THS TVPKAYLAG

5.1. IMvpocPestikd péoa

KorédAinio péoa mopocPeong : KovBépta mupdoPeonc.
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oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Kivdvvog mopkayidg : BAéme tunpa 2.2.

Métpa Y10 THV KOTATOAEUNGT TNG TUPKOYLOG : Xpnowonomote péca katdoPeong KatdAAnia yio Ty neptPdAiovca TupKayid.

TMHMA 6: Métpo o€ TepinTtmon aKoVoLoS EKAVONG

Tevikd pétpa : Amo@uyete TV Geon maen He To TPoidv. Mnv avamviete
oKkovn/avabupdoeis/aéplo/oTayovidi/ aTHoVE/ EKVEPD AT,

6.1.1. I'e Tpoc®mKd GALO A6 TO TPOSMOTIKG EKTUKTNG UVAYKNG

Métpa €kTaKTNgG OvVayKNG : Dopdte KATIAANAO TPOCTATEVTIKO POVYIGHO, YEVTIO KO TPOGTAGIO Y10l TOL PATIO KO TO TPOCSOTO.

6.1.2. ' GTopa mov TPooPEpovy TPdOTES Por)Osres

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vdpyovv emmAEOV TANPOEOPiES

Mébodot kabapiopon 1 Ziyovpéyte, 0T Ta. amoppipata Oo mepicuAeyovv kot Oo amobnkevtovv acearés. Kabapiote
mpooeKTiKd. TTAMOveTe To VTOAEIULOTA TTOV JEV UTOPELTE VO AVOKTNGETE UE : ALGAVLLO VTTOYA®PLOSOVG
vatpiov.

Agv vdpyovv emmaAEOV TANPOQOPiES

TMHMA 7: Xeipiopog ko amodnkevon

Emm\éov kivduvol katd v eneepyocio . Egiotaron emiong n mpocoyn Tov xpnotn 6Toug mhovoig Kivdhvoug Tov EVOTAPXOVY GTNV TEPINTOOT
OV TO TPOTOV Ypnoorom el pe TpdTo oL opileTal amd TIG KATUCKEVAGTIKES TPOSIOLY PAPES.

TIpo@ura&els yio ac@ain yeipiopd : Xpnowonomaote o TPoidv e TPocoyn). ATOPUYETE TV AUEST) ETOPN UE TO TPOIOV. £TO HETPO TOV
Sduvatol 1 xp1o”N TOL TPOIOVTOG TPEMEL VO YIVETOL GE EPYOCTIPLOKT XOAVT.

Métpa vytewvng : Xpnomn tov Tpoidvtog pe opbn Propmyovikn vyewn kot dtadikacieg acQoAeiog.

Teyvicd pétpa : Zoppopeobeite [e TOVG 10YDOVTESG KOVOVIGHOVG.
Zovonkeg @OAAENG . Ovldooetat KAEWOUEVO.

g
&
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£
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=
e
o

TMHMA 8: ‘EAeyyog tg ékBeonc/atopikn Tpoctocia

8.1.1 EOvikég oprokés Tipnés emayyelpatikig £k0eons kot Bloloyikes oprokés Tipég

Agv vdpyovv emmAEOV TANPOQEOPiEg

8.1.2. ZuvicTtdpeveg drodikocics TopakorovOneng

Aev vdpyovv emmaAéov TANPOQOpieg
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Levamisole
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

8.1.3. Xynportifovror oTtoygia pomaveng Tov aépa

Aev vdpyovv emmAéov TANPOQOpieg
8.1.4. DNEL kxax PNEC
Agv vrtdpyovv emmAéov TANpopopieg

8.1.5. leproyég eréyyov

Aev vdpyovv emmaAéov TANPOQOpieg

8.2. "Eleyyot ék0eong
8.2.1. Kotdiinkot pnyovikoi Ereyyol

Katarlinior pnyavikoi éleyyon:
Awmpriote o€ KoAd eEoeptlopevo ydpo. Xpnoylomoleite amokAEIoTIKA 6 KAEIGTN YOOV e EVEOUUTOUEVO OidTpo. PIkTPpo aepOcmUATISIOV VYNANG
amoterecpatikomrog (HEPA filter).

8.2.2. ATopkog TPOSTOTEVTIKOG £E0MTAMGOG
8.2.2.1. TIpo6Tacic TOV HUTIAOV KUl TOV TPOCHTOV

IIpoctacia 0pOorpdv:
Ipoctarevtikd yvoid. DIN EN 166

8.2.2.2. Ilpootacio déppatog

Ipooctocio Tov déppatog:
Xpnoonoteiote TPooTATELTIKO povyiouod Yo ynpkd. DIN EN 13034

IIpoctucia TV yEPLAOV:
[poctotevtikd yaviwe aviekTikd og ynukd tpoidvra. ISO 374-1

8.2.2.3. IIpooTacio TMV AVUTVEVGTIKAV 03DV

IIpocTucic TV AVATVEVGTIKAV 00ADV:
Xe nepintmon omehevdépwong okovng : pdokeg e eidtpo yo okoveg P3. DIN EN 140 & 149. Yypo mpoidv : Maoka agpoidpatog. Popdte ovomveuoTikn
GUOKELT O€ TEPINTOON £kBeong o€ aTHOVG/CKOVES/OEPOADLLATOL

8.2.2.4. Ogppikoi Kivovvor

Agv vrdpyovv emmAéov TANpopopieg

8.2.3. Oprwo0étnon ko TapakorovOnon g tepifariovroroyikig £ékBeong og Kivdvvo

Agv vdpyovv emmAéov TANPOQOpieg

TMHMA 9: ®vokég Ko YNUIKES IOLOTNTES

9.1. Zroyygia Yo TG PUGIKES QUGIKES KOL YNUIKES 1O10TNTES

Puown KoTdoTaom . Xteped
APDHLOL © Mn dwbéorpo
Epgpdvion o Ziown.

Oopn : Aev woyostl.
Opto ooung © Mn dwbéoipo
Inueio Eemg : Mn dwbéorpo
Inueio m&emg © Mn dwbéoipo
Inueio Bpacod : Mn dwbéorpo
Evpiextomra © Mn dwbéotpo
Opra Ktvdvvov ekpri&emg 1 Aev woyet
Xauniotepo 6pro Ekpnéng 1 Aev oyet
AvdTato 6plo ekpnEpdTTog 1 Aev woyet
Enpeio avaereéng 1 Aev woyet
Beprokpacio avtovapreing 1 Aev woyet
Beppokpacio arocvvieong © Mn dwbéotpo
pH © Mn dwbéoipo
Adropo pH © Mn dwbéoipo
1EDdeG, Kvepatuedg (1) : Aev oydet
AwAvtomra : Nepo:1-10g/1
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Levamisole
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

ZUVTELEOTNG KATOVOUNG O Hely e N-0KTavOANng/vepoD : Mn dwbéoo
(Log Kow)

Téon atudv : Mn Swbéoo
ITieon atpov ot Beppokpacio 50°C : Mn dwbéoo
IMukvotnto : Mn Swbéoo
ZyETIKT TUKVOTNTO © Mn dwbéoipo
Zyetikn TokvoTnTa aTUAV 6ToLG 20°C : Aevioydet
Méyebog copatidiov : Mn Swbéoo

9.2.1. Iinpo@opieg GYETIKA BE TIS KLAGELS PUOIKOD KIvdHVOU

Aev vdpyovv emmAéov TANPOQOpieg

9.2.2. AML0. YOpOKTPLOTIKG 00QUAEiog

Agv vapyovv emmAEoV TANPOQOPieg

TMHMA 10: Xt00gpdtnTo KOl OVTIOPAGTIKOTNTO,

Z1abepd VIO KOVOVIKEG GUVOTKES.

Agv vdpyovv emmaAEOV TANPOYOPiEg

Agv vdpyovv emmaAEOV TANPOQOPiES

Agv vdpyovv emmAEOV TANPOQEOPiEg

Kapio og kavovikn xprion. BAéne tunipa 7.

Ortov Beppaivetar LEXpL TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVIVVOVG KOTVOUG.

TMHMA 11: To&wkoroyikég TAnpopopisg

Oé&ela to&kodmTaL (0d GTOHATOS) . To&wo og nepintmon KoTdmoong.
Oé&ela to&coTTa (deppatikn) : Mn ta&wopnuévog
O&ela to&komTaL (avavon) : Mn ta&wopnuévog
Levamisole
LD50 and tov 6T0H0T0G 68 Apovpaiovg 50 — 300 mg/kg
AGBpmon kot epediopdg Tov dEppatog : Mn ta&wopnuévog (EAkewtatiicd dedopévor)
ZoPapn opOorukn PAAPn/epedionog : Mn ta&wopnuévog (EAkewtaticd dedopévar)
EvaisOntomoinon Tov avamvenostikon 1 : Mn ta&wopnuévog (Baoetl tov dtabéoipwv dedopévav, ta kprrnpio ta&vounong dev minpovvral)
gvaucbnTomoinom Tov dEPUOTOG
MetoAra&ryéveon YEVWINTIKOV KUTTAP®OV : Mn ta&wvopnpévog (EAeaticd dedopévar)
Kapkwoyéveon : Mn ta&wvopnpévog (EAeaticd dedopévar)
To&wodTa Yo TV avamopayoyn : Mmopet vo fAdyet To Euppuo.
Ewdum to&ucomta ota 6pyava-ctoyovs (STOT) — © Mn ta&wopnuévog (Zaem av Kot averapkn Sedopéva yia TV Tasvounon)
epanag ékbeom
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Levamisole
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Ewu to&ucomta ota 6pyava-otoyovs (STOT) — . IIpokoei PAaPeg oTa dpyova VOTEPO OO TAPOTETAUEVN 1) EXOVEIANUPEVT EKOECT.
emavelknppévn kbeon
Enucivduvotnto ovappdenong : Mn ta&wopnpévog (Baoetl tov drabéoipav dedopévmy, Ta kprnpio ta&vounong dev mAnpovvtot)

Agv vapyovv emmAEOV TANPOQOPieg

TMHMA 12: Oworoyikég TAnpopopieg

Owoloyia - yevikd . Emwivduva andpinta. Xpnoponoteite katdAinia doxeio amdppryng.
Enucivduvo yia to vddrvo meptarrov, Bpayvrpddecpog : Mn ta&wopnpévog

(080¢)

Enucivduvo yia to vddrtivo mepiBdrlov, pakporpdbespog : Mn ta&wopnpévog

(xpdviog)

Agv vdpyovv emmaAEOV TANPOQOPiES

Agv vdpyovv emmAEOV TANPOEOPiEg

Agv vdpyovv emmaAEOV TANPOQYOPiEg

Agev vapyovv emmAEOV TANPOQOPieg

Agv vdpyovv emmAEOV TANPOQOPieg

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 13: Xtovyeio oyeTikd pe tn ovd0eon

Tomwkr| vopoBeoio (amdfinto) . Kataotpéyte pe aopaln tpoémo cOUEOVO LE TOVG TOTKOVE £BVIKOUG KOVOVIGHOVG.
ZVOTACELS GYETIKA [LE TNV OTOPPLYN : Mnv amoppintete To VTOAEILUATO GTOV VTOVOLO, SDGTE TO TPOIGV KOl TN GLGKELAGIO TOV GE ELSIKO
TPOIOVTIMV/GVOKEVAGLOV onpeio GLANOYNG ETKIVOLVMV | EWIKOV OTOPPLUULATOV.

TMHMA 14: ITAnpo@opies GYETIKA PE TT) HETAPOPT.

Topewva pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpég OHE 1 apOpog TavtotnTog

UN 2811 ‘ UN 2811 ‘ UN 2811

14.2. Oweia ovopooia awostorjc OHE

TOZIKA STEPEA, OPFANIKA, E.A.O. ‘ TOXIC SOLID, ORGANIC, N.O.S. ‘ Toxic solid, organic, n.o.s.
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Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

ADR

IMDG

IATA

Meprypagn eyypdowv petagopisg

UN 2811 TOEIKA XTEPEA, OPIANIKA, E.A.O.,
6.1, 11, (E)

UN 2811 TOXIC SOLID, ORGANIC, N.O.S,, 6.1,
1

UN 2811 Toxic solid, organic, n.o.s., 6.1, 1

14.3. Ta&n/-e1¢ Ktvdvvov Kot T peragopd

6.1

6.1

6.1

14.4. Opada cvokevaciog

14.5. MeprfarrovtiKn emKivovvoTTA

Emwivduvo yio to mepipdirov: Oyt

Emwivduvo yio to mepipdiiov: Oyt
Moo patikOS TopGyovVToG Y10, TO VOATIVO
meptpdirov: Oyt

Emwcivouvo yo to mepipaiiov: Oyt

Aev vdpyovv emmiéov Srabioiues TAnpoopieg

14.6. Exdwkég mpo@uAdEerg yia Tov ypiotn

Eniyewo petagopa

Kodwog tagvounons (ADR)

Ewwég datages (ADR)
Iepropiopéveg mosotnteg (ADR)
E&mpovpeveg mocdtteg (ADR)
Odnyieg cvokevasiog (ADR)

Ewwég dotages ovokevaoiog (ADR)
Awtdéeig pewctg cvokevooieg (ADR)

T2
1 274,614
. 5kg
El
P002, IBC08, LP02, RO01
B3
MP10

Odnyieg yio opnTég de&aplevég kon spmopevpotokiBotie © T1

xoonv (ADR)

Ewwég dratagers yio popntég deEopevég Kot
gumopevpoToKBdTIo 0NV (ADR)

Kwdwkdg deEapevig (ADR)

Ewwég dotagers v de&apevég (ADR)

Oymuo yo petopopd de&opevig

Kotnyopia petapopds (ADR)

Ewwég dotaéels yo ) petapopd - Xodnv (ADR)
Ewwég dratageis yio ) petapopd - Doptmon,
ekQOpTOON Kot yewplopdg (ADR)

Ewwég dratageis yuo ) petapopd - Agttovpyia (ADR)

Ap1Bv avayvopiong kvdovov (Kéurep Apbp.)
IMoptokoi dickot

Kmdwog meplopiopmv yio onpoyyes (ADR)

peta@opd pécw Bordcong
Ewwn mpopreyn (IMDG)
Mepropiopéveg moodteg (IMDG)
E&apovpeveg mocomreg (IMDG)
Odnyieg cvokevaciog (IMDG)

Odnyieg ovokevaciog epunopevpoToKIPOTioV-deEopevdV

(kwdwog IMDG)
Ewwés dwatdéerg IBC (IMDG)
Odnyieg ya de&apevég (IMDG)

: TP33

: SGAH, L4BH

: TU15, TE19

AT

D2

: VC1,VC2, AP7
CV13,CVv28

S9
60

60
2811

223,274
: 5kg
El
P002
IBCO8

. B3
Tl
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Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

Ewwcés datdéers yo deopevég (IMDG) : TP33

ApBpdc EmS (TTuprarytdr) : F-A

ApBudc EmS (Awppon) © S-A

Katmyopieg poptiov (IMDG) A

Inueio avagreing (IMDG)

1810t 1eg ko Tapatnprioels (IMDG) : Toxic if swallowed, by skin contact or by inhalation.

Evoépro petagopd

PCA E&apovpeveg mocomreg (IATA) © El1
PCA Tlepropiopéveg mocotmtes (IATA) 1 Y645
Kabopn péyrom nocdnra yia epopiopévny nocdtnra.  : 10kg
EMTPETOUEVT] Y10t EXLPOTYE AEPOCKAPT KOl Y10

aepookden petapopds poptiov (IATA)

Odnyieg ovokevaciog yo emPotnyd aepookaon (IATA) : 670

KoBapn péyiom mocdmta yo emtPatnyd aeposkaen : 100kg
Ko Yo 0gpockaen petapopds eoptiov (IATA)

Odnyieg cuokevasiog HOVO Y10 AEPOSKAPT LETOPOPES . 677
poptiov (IATA)

Méyiom T06OTNTO. LETAPOPAS OTOKAELGTIKG O : 200kg
aepookden petapopds poptiov (IATA)

Ewwég dataéers (IATA) : A3, A5
Kwdwog ERG (IATA) © 6L

14.7. @alaooieg peTa@opig yVoNy cdppmva pe Tic Tpaseg tov IMO

Agv 1oy0gt

TMHMA 15: Ztoygio vopoOetikod yopoxktipa

15.1. Kavoviopoi/vopoOeoio 6YeTIKG pe THY 06QaAED, TNV VYEIX KOl TO TEPLPGLLOV Y10 TNV 0VGiA 1] TO pEiypa
15.1.1. kavoviopoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropicpov)

Aev meprapfavetor oto Hapdaptnua XVII tov REACH

Hapaptnpa XIV tov REACH (Katahoyog 0:6£1086tnomg)

Aev neprapfdveton oto Hapaptnpa XIV tov REACH (Katdroyog adetoddtnong)

Katahoyog vroynorov ovordv REACH (SVHC)

Aev nephapfavetor otov kKatdhoyo vroyneuwv ovoidv REACH

Kavoviepog PIC (EE 649/2012, IIponyoduevy cuvaivesn PETd omd evpépmon)

Aev gpappoletor.

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

Agv epappodletat.

Kavoviepdg mepi e§acbivnong Tov 6 ovrog (EE 1005/ 2009)

Agv meptlappavetal otov KatdAoyo ovcimv o e&acbevilovv o 6fov (Kavoviopog EE 1005/2009)

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

Aev mepiéyet kapio ovoio(eg) mov mepthappdvetar(ovtat) 6Tov KatdAoyo mpddpopmv ovoldv ekpnktik®v (Kavoviopog EE 2019/1148 oyxetikd pe v gumopio kot
™ xPNoN TPOSPOU®Y OVGLOV EKPNKTIKAOV)

Kavoviopog nepi mpédpopmv ovordv vapkotikev (EK 273/2004)

Aev mepiéyet ovoia(eg) mov mepthapfaveta(ovial) 6Tov KoTdAoyo Tpddpopmy ovetdv vopkaTikdv (Kavoviopog EK 273/2004 oyeticd pe Tig Tpddpopes ovcieg
VOPKOTIKOV)

15.1.2. EOvikég dwuraterg
Agv vrtdpyovv emmAéov TANpopopieg
15.2. A&wohdynon ynkig acodislog

Agv vrtdpyovv emmAéov TANpoeopieg

03/04/2023 (Hpepopnvia ékdoong) EL (eMnvikd) 8/9



Levamisole
Agehtio Aedopévav Acpaleiog

cvppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

TMHMA 16: Alhec TAnpo@opies

I peg keipevo pacewv H kar EUH:

Acute Tox. 3 (Ao tov Oé&eia to&ucodmra (amd Tov 6ToONNTOC), Katnyopio 3

GTOLOTOC)

H301 To&wo o€ mepinTt®on KATATOONG.

H360D Mmopet va. pAdyet o Eufpvo.

H372 TIpoxarei PAGPec oo Opyova DOTEPO OO TAPOUTETAUEVT 1| ETOVEIANUUEVT EKOEOT.
Repr. 1B To&wodmTo otV avarapoymyn, Katnyopio 1B

STOTRE 1 Ed1kn to&ikdtnta og 0pyava-ctoyovs votepa amd enavelinpupuévn £kbeon, katnyopio 1

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOITOIHXEH EY®NHEX Ot mAnpopopieg mov mepiéyovial o€ antd 10 deATIO TPoEpyovTal amd myEg TS onoieg Bempoipe a&iomotes. [Tapoia avtd, divovtat
XOPI Kapio yyvmen, pnTm 1 appnTn, Yo Ty akpifeld tove.
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