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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Imatinib mesylate
Xnuwn Ovopacio : Imatinib mesylate
Kodiodg mpoidvtog 1 201600474

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

1.2.1. Xyetkéc mpoPrenopeveg yproerg

Kbpu katnyopia ypnong . To mpoidv mpoopileTar yio TNV £pevva Kot avamtuén Kot TV EXayyELLOTIKY eKTaidgvon.
Xpnon g ovoiog/Tov peiypotog : Movo yo emoryyehaTiky xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg yposig
Teplopiopoi oty xpron : Mn ypnowonoteite : Katdmoon, Ewonvony, Aeppotikd

1.3. Ztoyeia Tov TpopunOcvTi) TOL dEXTiOV dEdOPEVEOV GPaLEiag

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 Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I[1p0oco10piopog eMKIVOUVOTNTOS

2.1. Ta&wvoépnon TG ovoiog 1| TOL pelypoTog

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

O&ela to&codTta (amd Tov 6TOHNTOC), Katnyopio 4 H302
Kapkwoyéveon, katmyopio 2 H351
To&wodmta oty avaropayoyn, katmyopia 1B H360
Ewu to&ucotnta 6 Opyova-oToYous VoTEPO amd ETOVEIANUpEVT EKBEDT, H373
Kotnyopia 2

Emcivduvo yio to vddtvo meptBdiiov — Xpoviog kivduvog, katnyopiog 2 H411

I peg keipevo tov dnhooemv H kor EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPLPdALOV
ATOQOoN LEG® KPIoNG EUTEPOYVOLOVOV KOl OTOSEIKTIKNG LGYVOGC.

2.2. Xtoyeia eTIKETOG

Xapoxktnpiopog copeava pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kivovvov (CLP)

$

GHSO07 GHSO08 GHS09
Ipogworomtikn AéEn (CLP) : Kivdvvog
AnAdoelg emkvdvvottag (CLP) : H302 - Emprapéc oe mepintwon katdnoong.

H351 -"Yronto yio mpoKAnomn Kapkivov.
H360 - Mmopei vo. BAdyet T yovipdtnta 1 1o Euppuo.
H373 - Mnopei va mpokarécetl PAGPeS ota Opyavo VGTEPA OO TOPATETALEVT 1) ETAVEIANUUEVT
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Imatinib mesylate
Agltio Agdopévev Acpaleiog

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

£xBeon.
H411 - To&wko yio Toug v3pOPLovg 0pyavIGHOUGS, HE HOKPOXPOVIEG ETTTOCELS.
Anhaoeig tpoevrang (CLP) : P201 - Egodwaoteite pe TG e181kég 0dNyieg mpv omd tn xpnion.
P202 - Mnv 10 ypnoiponotoete Tpv StoPACETE Kot KOTAVONGETE TIS 001yl TpoPOAaing.
P260 - Mnv avanvéete okovn/avadupdoeic/aéplo/otayovidto/atnods/ekvepdporta.
P264 - ITAOvete ta xEpio, ToVG THYELS (AVTIBPAYLL) KO TO TPOCHOTO GYOAACTIKA HETA TO YEPIGHO.
P270 - Mnv tpdrte, mivete | kanvilete, dtav ypnoonoteite avtd T0 TPOiov.
P273 - No amo@edyetor 1) ehevBépwon oto meptBaAiov.
P280 - No 9opdte TposTATEVLTIKG YAVTLO/TPOGTATEVTIKG EVOVLATO/HEGE OTOUIKNG TTPOCTAGIOG Y10 T
UATI0/T0 TPOCMOTO/TOL AVTLAL.
P301+P312 - XE ITEPIIITQXH KATAIIOXHX: Kakéote to KENTPO AHAHTHPIAZEQN 1) éva
ytpd, av oicbavieite adwabecio.
P314 - ZupPovievbeite/Emokepbeite yiatpd edv arcbavieite adiobeoio.
P330 - Eemhvvete to otopa.
P391 - Moaléyte ™ yopévn mocoTTO.
P405 - dvrdooetol KAEWB®EVO.
P501 - AdBeon tov mepieyopEvou/nepEKTn o€ oNUEI0 GLAAOYNG EMKIVELVMV 1) £181KOV amofAiTmy,
GOUOOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SebVElg KOvovIGHOUG.
INpavon coppova pe: eEapeitorl 1) E0OTEPIKY CLOKEVAGIN, Ta TEPLEXOLEVA TNG oToiag dev vrepPaivovv ta 10ml
Ewovoypappoata kivdovov (CLP) :

GHS08

2.3. AlLot Kivovvol

Aev vdpyovv emmAéov TANPoPopie

TMHMA 3: Z0vOeon/TAnpoPopies Y10 TO GCVGTATIKG,

3.1. Ovoieg

Ovopa AVayvoOpeTIKOG KOOTKOG % Koatdraén copoova pe v odnyia
TPOi6VTOg 1272/2008 EK [CLP]

Imatinib mesylate - <100 Acute Tox. 4 (Amé tov otopatog), H302
(ATE=500 mg/kg copatikov Bépoug)
Carc. 2, H351

Repr. 1B, H360

STOT RE 2, H373

Aquatic Chronic 2, H411

ITAnpeg keipevo tov Mniocewv H kot EUH: BAéne tunua 16

3.2. Meiypata

Aev 1oy0et

TMHMA 4: Métpa np@tov fonbsiov

4.1. eprypoon pétpov TpOTOV fonderav

Métpa tpdTev Bondeidv petd and eilomvon : Bydte tov nofovta otov kabapd aépa. AQNoTe TO GTOHO TOL TPOSPANnOnKe va avarvevoet kabapd
aépa.

Métpa tpdTev Bondeidv petd omd emaen pe To dEpuo : KoBapiote ™ peyaivtepn dvvorr mocsotnto okovmilovtdg ) (kabapd Kot Hodakd amoppoenTikd
navi). [TAvete pe deBovo vepd Kot amoppuTavVTIKO.

Métpa tpdTev Bondeidv HETE amd eTopn UE To LATIOL : Eemlovete pe vepd Kpotdvtog to PAEQApO KaAd avoryTd.

Métpa tpotmv fondetdv petd and katdroon : Eemlovete 1o otopa. Ewdwn wtpikr Topakorlovnon. Evdéyetat vo cuot el mapatetapévn totpikn
TopaKorlovdnon.
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Imatinib mesylate
Agltio Agdopévev Acpaleiog

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

ZOUTTOUOTO/EMOPAGELS : Bhafeg oy vyeia evdgyetar va epavicTovv pe kabvotépnon.

TOUTTOUATO/ETOPAGELS LETA OO E1GTVOT : Avemapkn dedopéva.

ZOUTTOUOTO/EMOPAGELS LETG Ad EMAPT LLE TO SEPLLOL : Avemapkn dedopéva.

ZOUTTOUOTO/EMOPAGELS LETO OO ETAPY LE TOL pATLo : Avemapkn dedopéva.

ZOUTTOUOTO/EMOPAGELS HETA OO KOTAmOon : Ta copntdparta evdgyeton va givar (akn, kepahodyieg, vanTtio Kot GTOAELN GUVTOVIGUOD.

YvpPovievbeite/Emokepbeite yiorpo. Eqv givar duvatd deiéte antd to gOrko acpodeiag, kit av oL, dei&te ™ cvuokevacia 1 Ty gtikéto. Evepyn ovoia.
DappoKeLTIKO TPOTOV.

TMHMA 5: Métpa y10. TNV KOTOTOAENN O] TG TUPKAYLAG

Katdnka péca nopdcPeong : KovBépta nmupdoPeonc.

Kivévvog mupkayidc : BMéme tpnpa 2.2.

METpa Y100 TNV KOTOTOAEUNGT) TG TVPKOYLAG : Xpnowonomote péca KoTdoPeong KATAAANAL Yol TV TepPaAlovca TupKayld.

TMHMA 6: Métpa 6€ TEPINTOGN 0KOVOLOG EKAVGNG

Tevikd pétpa : Amo@uyete TV QUECT) EMAPN e TO TPOIOV. MnV avanviete
oKkOVn/avabudoeis/aépla/oTayovidia/oToNs/ EKVEPOLATA.

6.1.1. I'a TPpocOTIKS GALO A6 TO TPOSMOTIKG EKTAKTNG UVAYKNG
Métpa £KTOKTNG OVAYKNG 1 Dopdte KOTAAANAO TPOGTATEVTIKO POVYIGUO, YOVTLO KOL TPOGTAGIO YioL TO LATIOL KO TO TPOGMTO.

6.1.2. ' dTopa mov TPpooPipovy TPAOTES forOereg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALoV TANPOPOPiES

MéBodot kabapiopon 1 Zryovpéyte, 0T Ta amoppipato Oo TePIGLAAEYOVV kot Oo amobnkevTovv acearés. Kabapiote
mpooekTikd. [IMOvete Ta vodeipLoTa oV dev Umopeite Vo avaKTOETe e : AGAVHO VTOYA®PLHIOVG
vatpiov.

Aev vdpyovv emmAov TANpoPopie

TMHMA 7: Xeipiopoég kon amo0ikevon

Emndéov kivdvvor katd v encepyocio . Eguotdton emiong n mpoooyn tov xpiiotn 6Toug Thavovg Kvaivoug Tov EVOTIAPYOVV GTNV TEPITTMON
OV TO TPOTOV YpNooTonOel pue TpdTO ToL opileTar amd TIG KATACKEVUGTIKES TPOSLOYPUPES.

IIpo@ura&els yio acQaAn yepiopod : XpNoWomomoTe T0 TPOIdV e TPOGOXN. ATOPVYETE TNV GLECT EXAPY LE TO TPOIOV. XTO HETPO TOV
Sduvatov 1 xp1o”N TOL TPOTOVTOG TPETEL VAL YIVETOL GE EPYOCSTNPLAKT OAVT.

Meétpa vytewvng 1 Xp1ion tov mpoidvtog pe ophn Proumyavikn vyewn Kot Stodikacieg ocQaAeiog.
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Imatinib mesylate
Agltio Agdopévev Acpaleiog

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

7.2. ZovOnkeg a6Qaiovg @OLAENS, CUPTEPILONPAVOREVAOV TVYOV acvpfoToTiTOV

Teyvikd pétpo 1 Zoppopembeite Le TOVG 1XVOVTEG KAVOVIGHOVG.
ZovOnkeg eoAagng ;. DvAdooeTol KAEWB®UEVO.

7.3. Ewducn} Telkn xpion M p1oseis
BAéme tpuqpa 1.

TMHMA 8: ‘Eleyyoc g £ék0eonc/oTopkn Tpootacio

8.1. [TapapeTpor eréyyov
8.1.1 EOvikég oprakéc Tipég emoyyelpotikig £k0eong kot Proroyikég oprakés Tipég
Agv vrdpyovv emmAéov TANpopopieg

8.1.2. ZuvioTApEVES O1001KOGIES TOPAKOLOVONONG

Aev vrdpyovv emmAéov TANPoPopieg

8.1.3. Zymparilovral oToycia pvmavong Tov aépa

Agv vrdpyovv emmAéov TANpoeopieg
8.1.4. DNEL kax PNEC

Agev vdpyovv emmAéov TANpoPopieg

8.1.5. Ileproyég eréyyov

Agv vrdpyovv emmAéov TANpopopiesg

8.2. 'Edeyyon ék0gong
8.2.1. Katdiinkior pnyavikoi éreyyor

Kotaiinhor pnyavikoi éreyyou:
Awnpriote og KaAd eEaeptlopevo xdpo. Xpnoylomoleite AmokAEIGTIKA 68 KAEIGTN XO4vN e EVeOpUaTopévo @iktpo. OikTpo aepocmpatdiov vyning
amoterecpatikomrag (HEPA filter).

8.2.2. ATopkdg TPOGTOTEVTIKOG EE0TAMGPOG
8.2.2.1. [Ipoctucio TOV PATIAOV KL TOV TPOGAHTOV

IIpocrocia 0pOaipdv:
Ipoctatevtikd yvaird. DIN EN 166

8.2.2.2. TIpoctacio déppoatog

IIpootacio Tov déppoToc:
Xpnoonoteiote TPOSTATEVLTIKO PoLYIGHO Yo ynpukd. DIN EN 13034

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

IIpooTucio TOV OVATVEVGTIKOV 00(DV:

Xe nepintoon amekevbépwaong okdvng : paockeg pe eidtpo yo okoéveg P3. DIN EN 140 & 149. Yypo mpoidv : Mdoka agpordpatog. Popdte avamvevotikn
GLOKEVT| O€ TEPinT®on EkBeoNs o€ ATHOVG/GKOVES/ AEPOADLLATO.

8.2.2.4. Ogppkoi kivovvol

Agv vdpyovv emmALov TANPOPOPies

8.2.3. OproBétnon kot TapakorovOnon g tepifariiovroroyikig £ékBeong og Kivovvo

Aev vrtdpyovv emmAéov TANPOPopieg
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Imatinib mesylate
Agltio Agdopévev Acpaleiog

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

TMHMA 9: ®voikég Kot ynUIKEg 1010TNTEG

Duowkn KoTdoToom : Z1eped
APDLLOL : Mn dwbéopo
Epopdvion : ZKOVI.

Oopun : Agv woydet.
Op1o oopng : Mn dwbéopo
Inueio éemg : Mn dwbéopo
Inueio mEemg : Mn dwbéopo
Inueio Bpoacod : Mn dwbéopo
Evopiextomra : Mn dwbéopo
Opra Ktvdvvov ekpnéemg 1 Aev oydet
Xapunhotepo 6pio £kpnéng : Aev oydet
AvdtoTo 0plo expnépomrag : Aev oydet
Inueio avapreéng : Aev oydet
Bgepokpacio avtavapreéng : Aev woyvet
Beppokpacio arocHvieong : Mn Swbéorpo
pH : Mn Swbéopo
Awdropo pH : Mn Swbéopo
1EDOES, KIvepaTikog (1)) 1 Aev woyvet
Awdvtomro : Nep6: 100 — 1000 g/l
TUVTEAEGTNG KOTAVOUNG G Mely Lo N-0KTaVOAN S/ vEPOD : Mn Swbéopo
(Log Kow)

Tdon atumv : Mn Swbéopo
ITieon atuov o Beppoxpacio 50°C : Mn Swbéorpo
TTukvoémta : Mn Swbéopo
TYETIKN TOKVOTNTO : Mn Swbéorpo
TyETIKN TUKVOTNTA ATUAV 6TOVG 20°C 1 Aev oyvet
Méyebog copatidiov : Mn Swbéorpo

9.2.1. IIAnpo@opics GYETIKA IE TIC KAAGELS PUOIKOD KIVOHVOL
Agv vdpyovv emmALOV TANPOPOPIES
9.2.2. AAMA0 (OPUKTNPIGTIKA 0.6QuLeing

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 10: X100gp0TNTa KOl OVTIOPAGTIKOTNTA

2100epd VIO KAVOVIKEG GUVOTIKEG.

Agv vrtdpyovv emmAéov TANpopopieg

Agv vdpyovv eMTALOV TANPOPOPIES

Agv vdpyovv emmALov TANPOPOPies

Kapio og kavovicr yprion. Biére tunipa 7.

‘Ortov Oeppaivetar péypt Tov onpeiov S0CTOONG, EKTEUTEL EXKIVEVVOVG KOTVODG.
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Imatinib mesylate
Agltio Agdopévev Acpaleiog

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

TMHMA 11: To&ikoloyikég TANPOPOPIES

11.1. ITAnpo@opicg yro Tig TAEELS KtvdOvov, 6mmg opilovtar otov kavoviepd (EK) apr. 1272/2008

Oé&ela to&ucodmra (amd oToOHaTOS)
Oé&ela to&ucdmra (deppotikn)
Oé&ela to&ucdmra (avamvon)

. EmProfés o nepintoon kordrnoons. (EAhepatikd dedopéva)
: Mn ta&wvopnpévog (EAdepatikd dedopéva)
: Mn ta&wvopnpévog (EAdepatikd dedopéva)

Imatinib mesylate

LD50 amd tov 6Top0T0g 68 0povpaiong

> 300 — <2000 mg/kg (ekTidpevn )

AGBpmon ko epediopdg Tov dEppatog

ZoBopn o@Oaipk BAAPN/epebiopde
Evaisbntomoinem tov avamvevstikcob 1
gvoucOntomoinom Tov d€ppatog

MetoAha&Lyéveon YEVVITIKOV KUTTAp®V
Kapkwvoyéveon

To&wodTTa Y10 TV AVATOPAyOYN

Ewum to&ucotnta ota 6pyava-ctoyovs (STOT) —
epanag £xbeon

Ewwn to&ikomra ota opyava-otoyovg (STOT) —
emavelnppévn €kbeon

Emucivduvotta avoppoenong

: Mn tag&wvopnpévog (EAdepatikd dedopéva)
: Mn ta&vounpévog (EAdepatikd dedopéva)
1 Mn ta&vounpévog (EAepatikd dedopéva)

1 Mn ta&wopnpévog (Mn GuUTEPAGUATIKA dESOUEVEL)
1 Ymomto Yo TpoKAnon Kapkivov.

: Mmopei va Brayet ) yovipdmta 1 To £uppvo.

: Mn ta&vounpévos (EAdepatikd dedopéva)

: Mmnopei va tpokarécetl PAAPEG oTa Opyava VOTEPE OO TOPATETOUEVT 1 ETAVEMNUUEVT £KOECT).

1 Mn ta&wvopnpévog (Advvapio GUAAOYNG ESOLEVOV Y1aL TEXVIKOVG AOYOLS)

11.2. ITAnpo@opies Yo GAAOVS TOTOVS EMIKIVOLVOTNTOG

Agv vrdpyovv emmAéov TANpoeopies

TMHMA 12: Owoloyikég TANpoQopies

12.1. To&woétTnTa

Owoloyia - yevikd

Emkivduvo yia to vddrtivo mepiBdilov, Bpayvrpodecpog
(050¢)

Emikivduvo yia to vddrtivo meptBdilov, pokporpodesiog
(xpoV10G)

Aev voiotaton Tayeio amocvvheon

. Emivdvva amdpinta. Xpnowonoteite katdAAnio doyeio amdppyng.
: Mn taéwopnpévos (Baoet tov dtabéciumv dedopévav, ta kprripta Tavopnong dev mAnpovvrat)

1 To&ud o Tovg VIPOPLOVG OPYAVIGHOVG, LE LAKPOYPOVIES EXTTMOCELS.

Imatinib mesylate

LC50 - Yapua [1]

82 mg/1 dpecCyprinus carpio (Zalavi)(MéBodog OOZA 203)

EC50 - Kapkwoedn [1]

80 mg/1 (48 mpeg, Daphnia magna (Nepoyvirog)) (92/69/EOK (L383) C.2)

ErC50 @vxn 6,8 mg/l (72 @peg, Pseudokirchneriella subcapitata/Selenastrum capricornutum (Ilpdowe ¢okn))
(92/69/EOK (L383) C.3)

NOEC ypovia yapio 10 mg/1 (30 nuépeg, Pimephales promelas) (Méfodog OOZA 210)

NOEC ypdévia kopKivoetdn 5,6 mg/1 (21 nuépeg, Daphnia magna (Nepoyvirog)) (Mébodog OOZA 211)

NOEC ypdvia gOkn 0,96 mg/1 (72 dpeg, Pseudokirchneriella subcapitata/Selenastrum capricornutum (ITpdowvo @vKn))

(92/69/BOK (L383) C.3)

12.2. AVOEKTIKOTITO KOL IKOVOTNTA 0T0S6U0NG

Agv vrdpyovv emmAéov TANpopopieg
12.3. AvvototnTo frocveocapevons
Agv vdpyovv emmALov TANPOPOPiEs
12.4. KiwwynmikétnTto 670 £60.00G

Agev vdpyovv emmAéov TANPOPOpie
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Imatinib mesylate
Agltio Agdopévev Acpaleiog

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

12.5. Anoteréoparto s a&toréynong ABT kot aAaB

Agv vdpyovv emmALov TANPOPOPiEs

12.6. 1016TNTES EVOOKPIVIKNG SraTAPUYNS

Aev vdpyovv emmAov TANPOPopie

12.7. AXheS 0pVNTIKEG EMTTAOCELS

Aev vrdpyovv emmAéov TANPoPopieg

TMHMA 13: Xtorycio oyeTikd pe tn otadeon

13.1. Mé0odor emeCepyacios amopfritov

Tomwr| vopoBesio (andpfinto)

: Kotaotpéyte pe ac@ain tpomo GOHPMVO e TOVG TOTIKOVS/ €0VIKOVE KOVOVIGHOVG.

TMHMA 14: ITAnpo@opieg 6YeTIKG pe T PETAPOPE

Zopeovo pe ADR / IMDG / IATA

ADR IMDG IATA
14.1. AprOpoég OHE 1 op1Opég tavtétnTog
UN 3077 UN 3077 UN 3077

14.2. Oweio ovopacio arostoiig OHE

STEPEES, E.A.O., 9, 1L, (-)

TIEPIBAAAONTIKA ENVIRONMENTALLY Environmentally hazardous substance, solid, n.o.s.
EINIKINAYNEZ OYZIEZ, HAZARDOUS
STEPEEZ, E.A.O. SUBSTANCE, SOLID,
N.O.S.
Heprypogn eYypaeov petapopdg
UN 3077 UN 3077 UN 3077 Environmentally hazardous substance, solid, n.o.s., 9, III
TIEPIBAAAONTIKA ENVIRONMENTALLY
EIIKINAYNEZ OYZIEE, HAZARDOUS

SUBSTANCE, SOLID,
N.O.S,, 9, III, MARINE
POLLUTANT

14.3. Ta&n/-e1¢ KtvdHvov KOTE T PETOQOPA

14.4. Opaoa cvokevaciog

1

1

1

14.5. Ilgprfoirovtikn emKivovvoTTO

Emikivduvo yio to mepipdihov:
Nat

Emwivduvo yio to mepifdihov:
Nat
MoAvopaTikos TapdyovTog
Yt 70 V3GTIVO TEPPAAAOV:
Nat

Emicivéuvo yia to mepiBdAiov: Naw

Aev vrdpyovv emmAéov Stabéciues TANPoopieg
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Imatinib mesylate
Agltio Agdopévev Acpaleiog

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

14.6. E101kéc TPOoQUAGEELS Y10 TOV (P1GTN

Eniyewo petagopa

Koduds ta&vopnong (ADR) : M7
Ewwég datd&erg (ADR) 1 274,335,375, 601
Mepropiopéveg moodtteg (ADR) . Skg
E&upovpeveg mocdtteg (ADR) : El
Odnyieg ovokevaciog (ADR) : P002, IBCOS, LP02, ROO1
Ewwég datdéelg ovokevooiog (ADR) . PP12,B3
Awtdéelg pektg cvokevacieg (ADR) : MP10
Odnyieg yo popntég de€apevég ko epmopevpotokipotie : T1, BK1, BK2, BK3
x0onv (ADR)
Ewwcéc datdéets yio popntég deEapeveg Ko : TP33
eumopevpotokiPdTie odnv (ADR)
Koducodg de&apevig (ADR) : SGAV, LGBV
Oynua yo petagopd deEapevig AT
Katmyopio petagopds (ADR) 03
Ewwéc datdéerg yio ) petagpopd - Kora (ADR) : VI3
Ewwég datdéerg yuo t petapopd - Xvdnv (ADR) : VCI, VC2
Ewwéc datdéers yio ) petagpopd - Poptwon, : CVI13
eKQOPTOON Kat xepopos (ADR)
ApBv avayvdpiong kwvdovou (Kéurep ApBu.) 1 90
Toptokoi dickot :

90

3077

Kwdwods tepropiopdv yio onpayyes (ADR) Do

petagopd péow Boricong

Ewwn tpopreyn (IMDG) 1 274,335, 966, 967, 969
Iepropiopéveg mosodtnteg (IMDG) : Skg

E&apovpeveg moodtteg (IMDG) . El

Odnyieg ovokevaoiog (IMDG) . LP02, P002

Ewwéc datdéelg ovokevaoiog (IMDG) . PPI2

Odnyieg ovokevaciog epmopevpatokiPotiov-deéapevov : IBCO8

(kwdkog IMDG)

Ewwég datd&erg IBC (IMDG) : B3

Odnyieg v de&apevég (IMDG) . BKI, BK2, BK3, T1
Ewwéc dratd&erg v de€opevéc (IMDG) . TP33

ApOuog EmS (TTupkayid) . F-A

ApBuog EmS (Awppon) . S-F

Katyopieg poptiov (IMDG) DA

Amobnfkevon kot xepropog (IMDG) : SW23

Evoépua petagopd

PCA E&apovpeveg mocoteg (IATA) . El
PCA Tlepropiopéveg mocdtnteg (IATA) : Y956
Kabapn péyom mocdta yo tepopiopévn tocoémta @ 30kgG
EMTPETOLEVT Y10 ETPOTIYE AEPOCKAPT KO YLOL

aepookden petapopds poptiov (IATA)

Odnyieg ovokevaciog ya emPatnyd oepookden (IATA) : 956

Kabapn péyiom mocdtnta yio emBatnyd oepookaen : 400kg

Ko yu 0epookaen petapopds eoptiov (IATA)

Odnyieg cvokevAGiOg LOVO YO HEPOTKAPT LETUPOPAS 1 956

poptiov (IATA)

Méyiot mocoTNTO. LETAPOPAS OTOKAEIGTIKG AT : 400kg

aepookden petapopdg poptiov (IATA)

Ewwés dotaels (IATA) . A97, A158, A179, A197, A215
Kodwos ERG (IATA) : 9L

14.7. Oardooreg petapopis yvony coppmva pe Tig Tpatels ron IMO

Agv oyvet
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Imatinib mesylate
Agltio Agdopévev Acpaleiog

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

TMHMA 15: Xtovyeio vopo0etikov yopaxtipo

15.1. Kavovicpoi/vopoOsecio oyeTikd pe Ty a6Qaiera, Tnv vysio Ko 7o agpailov yio TV ovcia 1 T0 peiypa
15.1.1. kovovicpoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev teprapfavetat oto Mapapmpoa XVII tov REACH

Hapaptpa XIV 100 REACH (Katdloyog 0.0£1060Tn61G)

Aev nepthapPaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroynguov ovordv REACH (SVHC)

Aev tepilapfavetol 6tov KatdAoyo vroynielwv ovcuwv REACH

Kavoviopdog PIC (EE 649/2012, IIponyovpevny cuvaiveon peTd amd evnuépmon)
Aev gpoppodletar.

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

Aev gpappoletar.

Kavoviopog mepi e€aodévnong Tov 6Covrog (EE 1005/ 2009)

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

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

Aev mepiéyet kapio ovaia(eg) mov nephappdvetarovtat) 6Tov KatdAoyo tpddpopmv ovoldv ekpnktikdv (Kavoviopodc EE 2019/1148 oyetikd pe v epmopio Kot
™ XPHoN TPOSPOUMY OVCLOV EKPTKTIKDOV)

Koavoviepéc mepi mpoédpopmv ovortdv vopkotik®dv (EK 273/2004)

Aev nepiéyetl ovaio(eg) mov mephappavetay(oviat) 6Tov Kotdhoyo Tpddpopmv ovetdv vapkatikdv (Kavoviepuog EK 273/2004 cyetikd pe 11 TpOSpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dataéerg

Agv vrapyovv emmAéov TANpopopieg

15.2. A&orhoynon ymuikig aoQaielag

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 16: ALLheg TANPOPOPIES

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyEio Tpomomoinon Hopatnpriceg
svnuépmon Tpootédnke
Avtikafiotd v £kdoon Ipootédnke

1.1 Ovopa TpomomowOnke

1.1 Zuvavopa Aopapénke

2.1 Katdraén coppova pe mv odnyio 1272/2008 EK | TporomomOnke
[CLP]

22 Anhaoeig emukcvdvvotnrog (CLP) TpomomomOnie

2.2 Eucovoypappata kvddovov (CLP) TponomomOnke

2.2 Anidacelg Tpoeoraéng (CLP) TponomomOnke

4.1 Métpa tpdTev Bonbdeidv petd amd enagn pe o TpomomowOnie
déppa

11.1 Attio gqv dev €xovv Ta&vopndet TpomomomOnie

11.1 LD50 and tov otépatog 6 apovpaiovg ITpootédnke
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Imatinib mesylate
Agltio Agdopévev Acpaleiog

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

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Tpomomoinon Mopatnpriceg
11.1 ATE CLP (And tov 6ToH0TOG) Tpootédnke

12.1 NOEC ypovia ¢okn Ipootédnke

12.1 NOEC ypévia yapua Ipootédnke

12.1 NOEC ypdvio. kopKivoedn Ipootédnke

12.1 ErC50 @ixn Ipootédnke

12.1 ECS50 - Kapkwvoewdn [1] ITpootédnke

12.1 LC50 - Yapuo [1] Tpootédnke

14 TIAnpogopieg oyetcd e T peTaQOpa TponomomOnke

IIMpeg keipevo ppdocwv H ko EUH:

Acute Tox. 4 (And Tov
GTONOTOC)

Oé&ela to&codmra (amd Tov 6ToONTOC), Katnyopia 4

Aquatic Chronic 2

Emwcivduvo yio to vddtvo mepidrlov — Xpoviog kivduvog, katnyopiog 2

Carc. 2 Kapkwoyéveon, katnyopio 2

H302 EmPraBég o nepintwon katdmoong.

H351 "Yronto yio mpdxAnon kapkivov.

H360 Mmropei va. PAdyet T yovipodtta 1 o Eufpuo.

H373 Mmropei va tpokarécet BAAPES oTa Opyova VOTEPO OO TAPATETAUEVN | ETAVEUUEVT EKOEDT).
H411 To&wo Yo Tovg VIPOPLOVG OPYAVIGHOVG, HE HAKPOYXPOVIEG ETITTMCELS.

Repr. 1B To&wodmTa otV avoropaywyn, katnyopio 1B

STOT RE 2 Ewwm to&ikomra og 0pyava-otdyovs Hotepa and exovelknupévn ékbeon, katnyopio 2

Aghtio Agdopévaov Acpareiog (AAA), EE

ATIOIIOIHXZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o avtd 1o dehtio mpoépyovtat and myég Tig onoieg Bempodpe aéidomotes. [Tapoia avtd, divovtot

YOpic Kapio eyydnon, pnti N appntn, Yo Ty akpifetd tove.
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