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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia

Ovopa ovsiog : Gefitinib

Kwducde mpoidvrog : 201600429

Suvovopa . Gefitinib, 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]

Oé&ela to&kodTTa (ad Tov 6TOHATOC), Katnyopio 4 H302
AGBpmon/epediondg tov déppatog, kotnyopia 2 H315
ZoPapn opboiukn PAAPN/0@OaApucdg epebiopds, katnyopia 1 H318
Kapkwoyéveon, katnyopio 2 H351
To&wodTa 6TV avamapay®yn, Katnyopio 2 H361f
Ewum to&ucodmta o€ 6pyava-ctoyous Hotepa and emavenpuuévn ékbeon, H373
Kotnyopia 2

Emwcivduvo yio to vddtvo mepiBdriov — Xpoviog kivduvog, katnyopiog 2 H411

ITAnpeg keipevo tov dnrdcemv H ko EUH: BAéne tpnpa 16

AvemOOuNTES QUOIKOYNIKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPIBaiiov
ATOQa0N HEG® KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1GYVOGC.

2.2. Zroyeio eTIKETOG

Xapaktnpiopds coppove pe tov Kavovioné (EE) Ap. 1272/2008 [CLP]

Ewovoypappata kvddvov (CLP) : ' : '

GHS05 GHS07 GHS08 GHS09
[pogwomomtikn AéEn (CLP) : Kivdvvog
Ankaoceig emukivovvotntog (CLP) : H302 - Emproféc oe mepintmon kotdmoong.

H315 - Ipokaiei epebiopd tov déppatog.
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Gefitinib
Agltio Agdopévov Acpareiog

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

H318 - ITpokakel coPopn opBaipkr BAGEN.
H351 -"Ymonto ywo tpdkAnon Kapkivov.
H361f - "Yronto yio mpdxinon BAGPng otn yovipdtnto.
H373 - Mropei va tpokarécet BAaPeg oTo Opyava HOTEPO O TAPATETAUEVT 1| EXOVEIRUUEVT
£Kkbeon.
H411 - To&wd yio Toug VIPOPLOVG OPYAVIGHOVG, HE LOKPOXPOVIES EMTTMOCELG.

AnAdacelg mpoevraéng (CLP) : P201 - Epodwoteite pe tig £101kéc 0dnyieg mpv amd T yxpnon.
P202 - Mnv 10 pnGLOTOMGETE TPV S0PACETE KoL KATAVONGETE TIG 00N YiEG TPOPVAAENS.
P260 - Mnyv avomvéete okdvn/avabupidoeic/oéplo/otayovioto/atnods/ekvepdpaTo.
P264 - TTAOvete ta ¥€p1a, Toug TXELS (avTIBpdyla) Kot T0 TPOSMTO GYOAUGTIKA UETE TO YEPIGUO.
P270 - Mnyv tpmrte, ivete 1 Komvilete, OTAV XPNOLOTOLEITE VTO TO TPOIOV.
P273 - No amopevyetar 1 ehevBépmon oto TepBaAlov.
P280 - No popdite TpOGTATEVTIKG YOVTLO/TPOGTATEVTIKG EVOVUUTO/UEGO OTOMIKNG TTPOGTUGILOG Y10, TOL
AT/ TO TPOGMTO/TAL CVTLAL.
P301+P312 - XE IIEPIIITQXH KATAIIOXHE: KoAéote to KENTPO AHAHTHPIAXEQN 1 évo.
ywTpo, av arcbavleite adwbeoio.
P302+P352 - XE IIEPIIITQXH ENTAOHE ME TO AEPMA: ITAvvte pe dpbovo vepd.
P305+P351+P338 - LE ITEPIIITQXEH EITA®HXE ME TA MATIA: Eenlbvete TPOGEKTIKA LLE VEPD
Yo apKeTa AemTd. AV VIAPYOLV POl ETAPNG, APAIPEGTE TOVGS, OV Efvat 0KOA0. ZuveyioTe Vo
Eemhévete.
P310 - KaAéote apéong 1o KENTPO AHAHTHPIAZEQN 7 éva yotpd.
P314 - ZupPovievbeite/Emokeqbeite yiotpo edv aobavieite adiabecia.
P321 - Xpeialeton edkn aywoyn (PAéne copminpopatikés odnyieg TpdTav Bondeidv 6TV eTIKETA).
P330 - Eemivvete 10 0TOMO.
P332+P313 - Eav moapatnpnel epediondg tov déppatog: Zuppfovievdeite/Emokepbeite yrotpo.
P362+P364 - BydAte to polvcpéva povyo kot TAVVTE To TPV T EQVOXPTGULOTOGETE.
P391 - Maléyte T yopévn mocoTTa.
P405 - dvddoceTon KAEWBOUEVO.
P501 - AuiBeon tov mepilexopévov/Tepiéktn o€ onpeio GLALOYNG EMKIVOVVAV 1 EWIKOV aToPARTOV,
GULLPMVO PLE TOVG TOTKOVG, TEPUPEPELOKOVS, EBVIKOVG 1)/Koi S1E0VEIG KOVOVIGHOVG.

Zipoven cOpeove pe: eE0peiTal 1| E0MTEPIKT) GLOKELAGIN, TO TEPLEXOUEVA TNG ontoiag dev vepPaivovv ta 10ml

Ewcovoypappata kvddvov (CLP)

E3

GHS08 GHS05

2.3. AMLot Kivovvor

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 3: XovOeon/ainpo@opies Yo T0 6GVOTUTIKA

3.1. Ovoigg

Ovopa AvVayvopLoTIKOS KOOIKOG % Katdraén copomva pe v odnyia
TPOIOVTOG 1272/2008 EK [CLP]

Gefitinib - <100 Acute Tox. 4 (An6 tov otopatog), H302

(ATE=300 mg/kg copatikod Bapovg)
Skin Irrit. 2, H315

Eye Dam. 1, H318

Carc. 2, H351

Repr. 2, H361f

STOT RE 2, H373

Agquatic Chronic 2, H411

ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tunipa 16

3.2. Meiypora

Aev 1oy0et
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Gefitinib
Agltio Agdopévov Acpareiog

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

TMHMA 4: Métpa npatov fondsiav

4.1. Tleprypagn) péTpov TpOTOV fonderdv

Tevikd pétpo mpmtmv fondetdv o TIvete apéowmc To onpeio mov Npbe og emaEn pe 1o TPoidv, pe dpbovo vepo.

Métpa tpdTev Bondeldv petd amd glomvon © Bydte tov maBovTa otov kKabapd aépa. APHoTE TO GTOpO TOL TPOSPANONKE va avamvevcsel Kabapd
aépa. Apeon otpikn TepiBaiyn Kot 101K aywyn|, G€ TEPITTMOGT OVAYKNG.

Métpa tpdTev Bonbewdv petd amd emaen pe To déppo : KaBopiote ™ peyolvtepn duvarh tocotta okovnilovtds ™ (kabapd kot polokd amoppoenTikd
navi). [TAovete pe dpbovo vepd kar amoppumavtikd. Zefydrte pe yAapo vepd yua 15 Aentd. Eqv o
£peopdg Tov dépHaTOg EMPEVEL, GUUPOVAELTEITE YIOTPO.

Métpa tpdTmv Bondedv petd amd exapn pe to patio 1 Eemlovete pe vepd KpatmdvTog to PAEPapa KaAG avotytd. Edv vadpyovy gaxoi emagng, apapéote
TOLG, €QOGOV gival evkolo. Zvveyiote vo Eemiévete. Xe mepintwon epediopudv, cvppfovievteite
opBaipiatpo.

Métpa tpdtmv Bonbedv petd amd katdnoon 1 Eemlovete 10 otopa. Mnv mpokaieite peto. Ewdwn wotpikh Tapakorovbnon. Evééyetor va cuotn et
TOPOUTETAUEVT LOTPIKN TOLPOKOAOVONON.

4.2. INPavTIKOTEPO CUUTTONATO KUL EMOPAGELS, GPEGES 1] PETAYEVECTEPES

ZOUTTOHOTO/EMOPACELS : Ilpoxaiel eykavpato. BAGAPeg otnv vyeia evoéyetot va epeaviotody e kabuotépnon.

ZOUTTOHATO/EMIPACELG HETA OO EIGTVON © Avenopkn dedopéva. Mmopet va mpokarécet Aoydviaopa, aicOnon Bapovg oto Bdpaka, epediopd
GTO Aopd Kot Prya.

ZOUTTOHOTO/EMOPACELS PETG OO EMOQT LE TO SEPLLQL : Avenopkn dedopéva. EpvBpodtnta, moévog.

ZOUTTOHATO/EMIPACELG HETA OO EMOPY HE TOL PATLo © Avenopkn dedopéva. EpvBpodtnta, moévog.

ZOUTTOUATO/EMIPACELG HETA OO KOTATOON . Eykodpata tov Brevvoydévaov Tov ctopdyov kot tov eviépav. Ta copntodpote evogyetat va givat

Lo, kepahadyies, vanTio KOl ATOAELL GCUVTOVIGHOV.

4.3."Evd€1En 0010601 TOTE AmMOLTOOPEVIS GPECT|G LUTPIKIG PPOVTIdUG Kot E181KN|g Ogpameiog

ZvpPovievdeite/Emorepbeite yiotpd. Edv eivan duvatd dei&te avtd 1o pOAAo aceareiog, Kt av oy, deite T cvokevaoio 1} v etkéra. Evepyn ovoia.
DappoKeLTIKO TPOIOV.

TMHMA 5: Métpa y10. TNV KOTOTOAENN G TG TVPKAYLAG

5.1. MvpooPeotikd péoa

KotdAinia péoa mopdcPeong : KovBépra mupdoPeonc.

5.2. E1dwkoi TOo1 EMKIvuvOTNTOS TOV TPOKVTTOVV 0Td TNV 0VGia 1] TO peiypa

Kivduvog mupioryid © BMne tpqua 2.2. Kivéuvog oynuatiopotd To&ikodv Kot SiapoTtikdv aepiov.
S TTUPKOYL0G

5.3. ZveTdosig Yo Tovg TupocPioteg

Métpa Yo TV KATOTOAEUNGT) TNG TUPKAYLAG © Xpnowonowmote péco kotdoPeons katdAnia yio v nepipdilovoa TupKayid.

TMHMA 6: Métpa o€ mepintmon aKovoLlag EKAvoNg

6.1. IpocoOTKES TPOPVAGEELS, TPOGTATEVTIKOG EEOTAMGIOG KA OLUOIKAGIES EKTAKTIG OVAYKNG

Tevikd pétpa : Amo@lyete TNV GuECT EMOQT PE TO TPOidV. Mnv avanvéete
oKkovn/avabvpdoeis/aéplo/oTayovidl/ oTHoVS EKVEPD AT,

6.1.1. o TPOGOTIKO GALO A6 TO TPOCOTIKG EKTUKTIG OVAYKNG

Métpa EKTAKTNG OVAYKNG 1 ©opdte KATAAANAO TPOGTATELTIKO POVYLIGUO, YAVTLO KOl TPOSTAGIO Y10 TOL LLATLOL KOL TO TPOCWOTO.
6.1.2. ' dropo wov TPOoPEPOLY TPOTES Po)Osreg

E&onhonog mpoctaciog : BMéme tpuqpa 8.

6.2. Tlep1parlovTikéc TPoPUAGEELS

Aev vdpyovv emmaAéov TANPOQOpieg
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Gefitinib
Agltio Agdopévov Acpareiog

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

Mébodot kabapiopov 1 Zryovpéyte, 0T Ta amoppipato Oo mepiovAeyovv kot Oo amobnkevtovv acearés. Kabapiote
TPOCEKTIKA. XPNGUOTOMOTE TO TPOIOV UE TPOGOYN. X VOATIVO TEPPGALOV : Alofp@TiKd Yio ToL
HATIOL, TIG AVATVEVSTIKEG 0000G Kkat To déppa. ITAdvete Ta voAeippora Tov dev pmopeite va
OVOKTAOETE He : AlGAVIO VTOYA®PLOSOVG VaTpiov.

Agv vapyovv emmAéov TANPOQOpieg

TMHMA 7: Xeipiopog kot amo0nkevon

Emm\éov kivdvvol katd v eneepyocio . Egiotaron eniong n mpocoyn Tov xpNotn 6tovg mifovolg Kivdhvoug Tov EVUTAPYXOVV GTNV TEPIRTOGT
OV TO TPOIOV ypnoyomon el e Tpdmo mov opileTon amd TIG KATUOKEVAGTIKES TPOJLUYPAPES. XE
V34Tvo TEPPAAOV @ AlafpOTicd Yio To HATLO, TIG AVOTVEDGTIKEG 0000G KOt TO SEPLLAL.

TIpo@uraéels yio ac@ain yeipiopnd : XpNoomomote To TPOoiodV e TPOGOYT. ATOPUYETE TV QUECT) EMAPN LLE TO TPOIOV. XTO HETPO TOV
Sduvato 1 PO TOL TPOIOVTOG TPEMEL VOL YIVETOL GE EPYOCTIPLOKT KOAV.
Métpa vytewng 1 Xpnon tov Tpoidvtog pe ophn Propmyoavikn vyewn kot dtadikacieg aceoAeiog.

Teyvikd pétpo T Zoppopeobdeite pe Toug 16YHOVTEG KOVOVIGHOVG.
TovOnkeg @OAaENG 1 Ouldooetat KAEWOUEVO.

Béme tunpa 1.

TMHMA 8: "Eleyyoc ¢ ék0eonc/atopiki Tpoctacio

8.1.1 EOvikég oprokés Tipég emayyeipatikig £k0song ko frohoyikég oprokés Tipég

Agv vdpyovv emmAéov TANPOQOPieg

8.1.2. Zuvietdpeves drudikociss TapakorovOneng
Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.3. Zynpotifovror sToycia pomaveng Tov aépa
Agv vdpyovv emmAéov TANPOQOpieg

8.1.4. DNEL ko PNEC

Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.5. Ileproyég eréyyov

Agev vdpyovv emmAéov TANPOQOpieg

8.2.1. Katdhinhor pnyavikoi £reyyot

Koataiinior pnyavikoi éleyyou:
Awmpriote o€ koA eEoeplopevo ydpo. XpnoomolEite amokAEIOTIKG 6 KAEIOTN XOUVN HE EVOOUOTOUEVO GidTpo. OIkTpo aePOCcO®UATISIOV VYNANG
anotelecpotikotnrag (HEPA filter).

8.2.2. ATopk6g TPOGTATEVTIKOG EEOTAMONOG
8.2.2.1. IIpocTacio TOV NATIAV KUl TOV TPOGAHTOV

IIpoctocia 0pOorpdv:
TIpoortatevticd yvord. DIN EN 166
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Gefitinib
Agltio Agdopévov Acpareiog

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

8.2.2.2. Ilpoctacio déppatog

Ipoctocia Tov déppartog:
Xpnoiponoteiote Tpootatevtikd povyiopd yio ynuikd. DIN EN 13034

Mpoctocio TOV yEPLOV:
[poctotevtikd yavTwe aviektikd og ynpkd tpoidvra. ISO 374-1
8.2.2.3. IIpo6Tacia TOV AVUTVEVGTIKADV 00MOV

IIpocTacio TOV OVETVEVCTIKAOV 00ADV:
Xe mepintoon amelevdépmong okovng : phokeg pe eidtpo yio okdveg P3. DIN EN 140 & 149. Yypo mpoiov : Mdoko agpoldpatog. Dopate avomvevoTikn
GLOKELT O€ TEPIMT™OT KOG 0€ OTHOVG/GKOVES/ AEPOADLLATOL

8.2.2.4. O@gppikoi Kivovvor

Aev vdpyovv emmAéov TANPOQOpieg

8.2.3. OproBétnon ko wapokorovOnon g Tepifariovroroyuknc £kbeong o€ Kivouvo

Agv vrtdpyovv emmAéov TANpoPopieg

TMHMA 9: ®vokég Kot YNUIKES IOL0TNTES

9.1. Zroyeia o TIg PaoIKES PUOLKEG KO YNIIKES 1OLOTNTES

Puown KoThoTaom . Xteped
APDHOL : Mn dwbéorpo
Eppdvion T Xkovn.

Oopn © Aev woyost.
Op1o oopng : Mn dwbéorpo
Inueio Eemg : Mn dwbéorpo
Inueio m&emg : Mn dwbéorpo
Inueio Bpoacion : Mn dwbéorpo
Evpiextomta : Mn dwbéorpo
Opra kKtvdvvov ekpriéemg : Aev oyet
Xoapmiotepo 6pro Ekpnéng : Aev oyet
Av@Tato 6plo ekpnEpdTTog : Aev oyet
Inueio avapiedng : Aev oyvet
Beppokpacio avtovapreing 1 Aev oyet
Bgeppokpacio arocvvieong © Mn dwbéorpo
pH : Mn dwbéorpo
Adropo pH : Mn dwbéorpo
1EDdeg, Kvepotucdg (1) : Aevioyel
AwAvtomra : Nepo6:<0,1g/l
ZUVTELEOTNG KATOVOUNG O€ pelyia N-0KTavOAng/vepoD : Mn dwbéorpo
(Log Kow)

Tdon otumv © Mn dwbéoipo
ITieon atpov oe Beppokpacio S0°C : Mn dwbéorpo
IMokvotnto © Mn dwbéoipo
ZyeTKN TUKVOTNTO : Mn dwbéorpo
ZyeTKN TOKVOTNTO ATUAV 6ToLG 20°C : Aev woyvet
Méyefog copatidiov : Mn dwbéorpo

9.2. Aoutég mAnpoopisg
9.2.1. IIimpo@opieg GYETIKA BE TIS KLAGELS PUOIKOD KIvdHVOL
Aev vdpyovv emmAéov TANPOQOpieg

9.2.2. AhL0. YOpOKTNPLOTIKG 00QUAEiog

Agv vrdpyovv emmAéov TANpoeopieg
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Gefitinib
Agltio Agdopévov Acpareiog

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

TMHMA 10: X100gp0TnNTo KOl OVTIOPAGTIKOTNTA

Z1abepd VIO KOVOVIKEG GUVOTKES.

Agv vapyovv emmAéov TANPOQOpieg

Agv vapyovv emmAEov TANPOQOPieg

Aev vdpyovv emmAéov TANPOQOPieg

Kapio og kavovicn xprion. BAéne tunipa 7.

‘Ortav Oeppaivetor LéExpt Tov oNUEIOL SAOTOONG, EKTEUTEL ENKIVEVVOUG KOTVOUG.

TMHMA 11: To&wkoroyikég TAnpopopisg

. EmPrapés oe mepintmon katdmoong.
: Mn ta&wopnuévog
: Mn ta&wopnuévog

O&ela to&koTTaL (0d GTOHATOS)
O&ela to&cotTa (Seppatikn)
O&ela to&kotTaL (avarvon)

Gefitinib

LD50 and tov 6tdp0T0g 68 0povpaiovg 300 — 2000 mg/kg

AGBpwon kot gpebiopdg Tov dEppatog . Tpokoei epebiopd tov d€ppatog.

ZoPapn opborukn PAGPN/epedioog . TIpokodei coBapn opOoakkn PAARY.

EvoaisOntomoinem Tov avamvenosTikov 1 : Mn ta&wopnuévog
gvaucOnTomoinom Tov dEPUTOG
MetoAra&ryéveon YEVWNTIKOV KUTTAP®OV : Mn ta&wopnpévog

Kapkvoyéveon

To&wodTa Yo TV avamopayoyn

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

Ewum to&ucomta ota 6pyava-ctoyovs (STOT) —
emaveknupévn kbeon

Enucvduvotnto avappdenong

: Yromto yio mpdrAnomn kapkivov.
: Yronto yio mpdkinemn PAEPNG ot yovinodtnta.
: Mn ta&wopnuévog

: Mmopet va npokarécet BAAPeg ota dpyava HoTEPE Ao TOPATETAUEVN 1| EmAVENUUEVT EkBEOT).

: Mn ta&wopnpévog

Agv vdpyovv emmAEOV TANPOEOPIiEg

TMHMA 12: OwoAoyikéc mAnpo@opies

Owoloyia - yevikd

Emikivduvo yia to vddtivo mepiBdrlov, Bpayvrpobecpog

(080g)

Emucivduvo yia to vddtivo meptBdilov, pokporpodespog

(xpdviog)

. Emuivduva andpinta. Xpnowonotgite katdAinia doxeio amdppryng.
: Mn ta&wvounpévog

1 To&wd Y10, TOLG VIPOPBLOVG OPYAVIGHOVGS, LE LOKPOXPOVIEG EMTTOCELS.
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Gefitinib
Agltio Agdopévov Acpareiog

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

12.2. AVOEKTIKOTITO KOL LKOVOTNTA 0.T036110MG
Agv vrtdpyovv emmAéov TANpopopieg

12.3. Avvartétnta rocucc@peveng

Agv vrtdpyovv emmAéov TANpopopieg

12.4. KiynmikotnTa 670 £30.00g

Agv vrtdpyovv emmAéov TANpopopieg

12.5. Amoteréopata g a&oroynong ABT kot aAaB

Aev vdpyovv emmAéov TANPoQOpieg

12.6. I016TNTEG EVOOKPIVIKNG SraTapayng
Aev vdpyovv emmaAEOV TANPOQOPiES
12.7. Ahdheg apvnTIKEG EMTTACELG

Agv vdpyovv emmaAEOV TANPOQEOPiES

TMHMA 13: Ztoyyeio oyeTikd pe tn o1a0gon

13.1. M£0odor enctepyaciog amofiiTov

Tomwr| vopoBeaio (andpfinto) : Kotaotpéyte pe ao@oA TpOTO GOHPMOVO e TOVG TOTKOVG/ £6VIKOVG KAVOVIGHOVG.

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

Zopeava pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpéc OHE 1 apOpég tavtétnTog

UN 3077 UN 3077 UN 3077

14.2. Oweia ovopacia arostorisc OHE

TIEPIBAAAONTIKA EINIKINAYNEX OYZIEZ, ENVIRONMENTALLY HAZARDOUS Environmentally hazardous substance, solid, n.o.s.
XTEPEEZ, E.A.O. SUBSTANCE, SOLID, N.O.S.

Ieprypaei eyypapev petopopdg

UN 3077 IEPIBAAAONTIKA EITIKINAYNEE | UN 3077 ENVIRONMENTALLY HAZARDOUS UN 3077 Environmentally hazardous substance,
OYZIEZ, XTEPEEZ, E.A.O., 9, 111, (-) SUBSTANCE, SOLID, N.O.S., 9, lll, MARINE solid, n.o.s., 9, 11l
POLLUTANT

14.3. TGEn/-e1g KtvdOvov KaTA TN PHETAPOPA

14.4. Opada cvokevaciog

14.5. Mgprfarrovtikny EmKIVoLVOTNTO

Emucivduvo yia to meptBdiiov: Now Emucivduvo yia to meptfdiiov: Now Emucivduvo yia to meptBdAiov: Now
Molvopatikdg TopdyovTag yio To VIGTIVO
nepBdAiov: Nou
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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

Aev vdpyovv emmiéov drabéoiues TAnpogopieg

14.6. Exdwkég mpo@uAdEerg yia Tov ypiotn

Eniyewo petogopa

Koducds ta&vopnong (ADR)

Ewwcéc data&erg (ADR)

Tepropiopéveg moodtteg (ADR)

E&aupovpeveg mocotteg (ADR)

Odnyieg cvokevaciog (ADR)

Ewwcés dratdéelc ovokevaoiog (ADR)

Awtdéeig petg ovokevooieg (ADR)

Odnyieg yio popnTég deEapeves Kol EUTOPEVUOTOKIPAOTIOL
x0oonv (ADR)

Ewducéc dratd&ers yio popntég deEapevég Ko
gumopevpotokiParia yvdnv (ADR)

Kodwog degapevig (ADR)

Oynua yo petapopd de&opeving

Katmyopia petapopds (ADR)

Ewducéc datdéerg yio ) petapopd - Koro (ADR)
Ewducéc dratdéerg yio ) petagopd - Xovdnv (ADR)
Ewucéc datdéels yio  petapopd - Doptwon,
EKQOPTOON Kot xepopog (ADR)

Ap1Bv avayvoprong kivdvvov (Képhep Apbp.)
IMoptokoi dickot

Kwduds mepropiopdv yio onpayyes (ADR)

pRETAPOPE péco Baraoong

Ewduh npopreyn (IMDG)
Mepropiopéveg mosdteg (IMDG)
E&apodpeveg mocdtnes (IMDG)
Odnyieg osvokevasiog (IMDG)

Ewwég datages cvokevaoiog (IMDG)
Odnyieg cuokeLAGING EUTOPEVHATOKIBMOTIOV-OEEAUEVOV
(kddwkag IMDG)

Ewwég datages IBC (IMDG)

Odnyieg yio de&apevés (IMDG)

Ewwég datageis v defapevég (IMDG)
ApOpog EmS (ITupkoyudr)

Ap1Opog EmS (Awppony)

Koatnyopieg poptiov (IMDG)
Amobkevon kot yepopds (IMDG)

Evaépra petagopd

PCA E&aupovpeveg mocotteg (IATA)

PCA Tlepropiopéveg moodtnteg (IATA)

Kabopn péytotn mocotnta yio TepLoploév ToGOTNTO
EMUTPEMOLEVN Y10 EMPATIYE AEPOSKAPT) KOL Y10l
aepookaen petapopds poptiov (IATA)

Odnyieg cvokevaciog yo emPatnyd aepookden (IATA)
Kabopn péyrotn mocdtnta yio emBatnyd aepockaen
KoL Yo, 0gpockaen petapopds eoptiov (IATA)
Odnyieg cuokevaciog LOVO Yo AEPOSKAPT HETAPOPAS
poptiov (IATA)

Méyiotn T0GOTNTO LETOPOPAS AMOKAEIGTIKE O
aepookden petapopds poptiov (IATA)

Ewwés dwatdéec (IATA)

: 5kg

AT
© 3

: V13

. VC1,VC2

M7
274, 335, 375, 601

El

P002, IBC08, LP02, R001
PP12, B3

MP10

: T1, BK1, BK2, BK3

: TP33

SGAV, LGBV

Cvi3

90

90
3077

274, 335, 966, 967, 969
5 kg

El

LP02, PO02

PP12

IBCO8

B3
BK1, BK2, BK3, T1

: TP33

F-A
S-F

A

Sw23

El

© Y956
: 30kgG

956

: 400kg

956

: 400kg

© A97, A158, A179, A197
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Gefitinib
Agehtio Aedopévav Acpaleiog

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

Kwduwog ERG (IATA) oL

14.7. O@alacoieg peTa@opig 0oy cdpova pe Tic Tpaterg tov IMO

Agv 1oy0et

TMHMA 15: Xtovygio vopodetikov yopoxT

15.1. Kavoviopoi/vopo0scio 6YETIKG pe TNV 06QILELD, TNV VYEIN KOL TO TEPLBGALOV Yia TNV OVGia 1| TO peiypa
15.1.1. kavoviopoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev meprapfaveton oto Hapaptnua XVII tov REACH

Hapaptnpae XIV Tov REACH (Katdhoyog ad€1060T11010)

Aev teprappavetor oto Mapdpmpa XIV tov REACH (Katdroyog aderoddtmong)
Kataroyog vroynorov ovordv REACH (SVHC)

Aev meprapfavetor otov Katdhoyo vroyneumv ovoidv REACH

Kavoviopog PIC (EE 649/2012, IIponyoduevn cvvaivesn pETd omd evpuépmaon)
Aev gpappoletor.

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

Aev gpappodletarl.

Kavoviopog nepi e€aodévnong Tov 6Lovrog (EE 1005/ 2009)

Aev neplapfévetol oTov Katdrhoyo ovoiav mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)

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

Aev mepiéyet kopio ovoio(eg) mov meprapfdveta(ovrat) 6tov Katdhoyo mpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gumopio. kot
™ XPNoN TPOSPOUMY OVGLDV EKPNKTIKAOV)

Kavoviopog nepi Tpodpopmv over®dv vapkoTikdv (EK 273/2004)

Aev mepiéyet ovaia(eg) mov tepthopPavetar(ovial) 6Tov KaTdAoyo Tpddpopmv ovctdv vapkeTikdv (Kavoviopog EK 273/2004 oyetikd pe i TpoOdpopLes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dwotdierg

Agv vdpyovv emmAEOV TANPOPOPIiEg

15.2. A&wohdynon ynkig acodisiog

Agev vdpyovv emaAEOV TANPOQOPieg

TMHMA 16: Alheg TAnpo@opies

ITiqpeg keipevo ppacemv H kan EUH:

Acute Tox. 4 (A Tov O&eia To&kotnTa (amd T0V 6TOHATOG), KaTnyopio 4

GTOLATOC)

Aquatic Chronic 2 Emikivuvo yia to vddrvo mepiparlov — Xpoviog kivéuvog, kotnyopiog 2
Carc. 2 Kapxwoyéveon, katnyopio 2

Eye Dam. 1 Yopapn opOaiuky PAaPn/o@Oaipkdg epebiopde, katnyopia 1
H302 EmPrapés oe mepintmon katdmoons.

H315 TIpokaiel epebiopd tov déppatog.

H318 TIpoxaiel coPapn opBaApkn BAGSN.

H351 "Yronto yio tpdKAnon Kopkivov.

H361f "Yronto yio mpdxinon PAGPNS otn yovipdta.
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Gefitinib

Agltio Agdopévov Acpareiog

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

I peg keipevo pacewv H kar EUH:

H373 Mmopet va tpokarécet BAaPeg ota dpyava Hotepa amnd TopateTaéVn 1| Emavenupévn Ekbeon.
H411 To&icd Yo Tovg VIPOPLOVG OPYAVIGUOVG, IE HAKPOYPOVIES EXTTAOGELS.

Repr. 2 To&ucdmta 6Ty avamopayoyn, katnyopio 2

Skin Irrit. 2 AéBpwon/epebiopdg tov déppatog, kotnyopia 2

STOTRE 2 Edwcn to&ikdtnta og 0pyava-ctoxous VoTtepa omd enavetinuuévn £kbeon, katnyopio 2

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOITOIHXEH EY®NHZX Ot mAnpogopieg mov mepiéyovial o€ antd 10 deATio mpoépyovtat and mnyég Tig onoieg Bempodpe adiomotes. [Tapdia avtd, divovtot

YOPIc Kapio yyvmon, pntm 1 appnTn, Yo Ty okpifeld tove.
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