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Agltio Agdopévev Acpaleiog
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TMHMA 1: IIpoco10piop6g 0vGiog/peiypatos Ko ETapeiog/emysipnong

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Metypa
Ovopa tov TpoidvTog : Erlotinib impurity mixture
Kodiog mpoidvtog : 202300419

1.2. Zvvo@eic TPocdopilopeves YPNGELS TNG OVGING 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkég mpoPrenopeveg yproeig

Kbpu katnyopia ypnong . To mpoidv mpoopileTal yia TV £pevva Kot avamTuén Kot TV EnayyELLOTIKY ekTaidgvon.
Xpnon g ovoiog/Tov peiypotog : Movo yo emoryyeALaTIKy ¥prion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg ypnosig
Iepropiopoi otn xprion : Mn ypnowonoteite : Katdmoon, Ewonvony, Aeppoticd

1.3. Ztoyeia Tov TpopunOcvTi) TOL dEXTiOV dEdOPEVEOV aGPaLEiag

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.edqm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIVOUVOTNTOS

2.1. Ta&wvépunon g 0vGiag 1| TOV PEIYPRATOG

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

Oé&ela to&codTTa (amd Tov 6TOHNTOC), Katnyopio 4 H302
Emivduvo yio to vddtvo meptBdiiov — Xpoviog kivduvog, katnyopiog 2 H411
ITAnpeg keipevo tv niocewv H ko EUH: BAéne tpnpa 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPIPdALoV
ATOQOOT LEG® KPIONG EUTEPOYVOLUOVOV KOl OTOSEIKTIKNG LGYVOGC.
2.2. Zroyyeia eTIKETOG

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

$ )

GHSO07 GHS09
Ipogworomtikn AEn (CLP) . IIpocoyn
Tepiéyer 1 6,7-bis(2-methoxyethoxy)quinazolin-4(3H)-one ; 4-chloro-6-(2-chloroethoxy)-7-(2-

methoxyethoxy)quinazoline; 7-(2-Chloroethoxy)-N-(3-ethynylphenyl)-6-(2-
methoxyethoxy)quinazolin-4-amine hydrochloride

AnAdoeig emkvdvvottag (CLP) : H302 - Emprapéc o mepintwon katdnoong.
H411 - To&wd yio Tovg VIPOBLOVG OPYOVIGLOVGS, UE HOKPOYPOVIEG EMTTMCELS.
AnAdoeilg Tpoeoiaéng (CLP) : P264 - ITAdvete ta xépua, Toug myels (avTifpdyar) Kot To TpOCOTO GXOAUCTIKA LETA TO XEPIOUO.

P270 - Mnv tpirte, mivete M| kanvilete, 6Tav ¥pnoylonoleite avtd T0 TPOIov.
P273 - Na anogedyetar 1 eAevbépwon oto meptaiiov.
P301+P312 - XZE IEPIIITQXEH KATAIIOXZHE: KaAéote to KENTPO AHAHTHPIAZEQN 1 éva
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Erlotinib impurity mixture
Agltio Agdopévev Acpaleiog

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

ytpo, av acbavleite adwabeoio.
P330 - Egmhdvete 10 oTON.
P391 - Maléyte ™ yopévn mocdTa.
P501 - AwdBeon tov mepiexopévov/nepléktn o€ onpeio GLALOYNG ETKIVELVOVY 1 EWIKOV amoPAfTOV,
GOUPOVO L€ TOVG TOTKOVG, TEPLPEPELOKOVS, £BVIKOVG /Kot Sebvelg KovovioHove.

Enpavon coppova pe: e€atpeitol 1 E00TEPIKY CLOKEVAGIN, Ta TEPLEXOUEVA TNG OToiag dev vrepPaivouv ta 10ml

Encivduvo nepieyopevo : 6,7-bis(2-methoxyethoxy)quinazolin-4(3H)-one ; 4-chloro-6-(2-chloroethoxy)-7-(2-
methoxyethoxy)quinazoline; 7-(2-Chloroethoxy)-N-(3-ethynylphenyl)-6-(2-
methoxyethoxy)quinazolin-4-amine hydrochloride

2.3. AlLot Kivovvol

Aev mepiéyet ovaieg PBT/VPVB > 0,1%, ot omoieg £xovv a&toroynbet coppova pe to Moapdpmpa XIII tov Kavoviepod REACH
To piypo dev mepiéyet ovoia(eg) mov mepthapPaverat otov katdroyo mov Kataptiletar cvppmva pe to apbpo 59 mapdypapog 1 tov kavoviopod REACH yo tig

10T TEG EVOOKPVIKAG dloTapoyng M dev avayvapiletatl 6Tt £xeL 1B10TNTEG EVOOKPIVIKNG dl0TapayNG COUPMVL L€ TA KPLTNPLo. ToL opilovtotl oTov Kat'
e&ovctodoton Kavoviopd mg Entrporng (EE) 2017/2100 1 tov Kavoviopud g Emrpomnng (EE) 2018/605, e ovykévipmon ion 1 peyardtepn and 0,1%

TMHMA 3: X0vOeon/aAnpo@opies Y10 T0 CVGTATIKG,

3.1. Ovoieg
Aev 1oyvel
3.2. Meiypota
Ovopa AVayvoOpeTIKOg KOOK6g % Katdraén copoova pe tnv odnyia
TPoidvTog 1272/2008 EK [CLP]
4-chloro-6-(2-chloroethoxy)-7-(2- - >40- <60 Acute Tox. 4 (Ao tov otopatog), H302
methoxyethoxy)quinazoline (ATE=500 mg/kg copatikov Bépoug)
Aquatic Chronic 2, H411
6,7-bis(2-methoxyethoxy)quinazolin-4(3H)-one - >20- <30 Acute Tox. 4 (And Tov otopatog), H302
(ATE=500 mg/kg copotikod Bapovg)
Aquatic Chronic 2, H411
7-(2-Chloroethoxy)-N-(3-ethynylphenyl)-6-(2- - >20- <30 Acute Tox. 4 (Am6 tov otoparog), H302
methoxyethoxy)quinazolin-4-amine hydrochloride (ATE=500 mg/kg copatikov Bapovg)
Aquatic Chronic 2, H411

IMnpeg keipevo tov dnidoewv H ko EUH: BAéne tpnqpo 16

TMHMA 4: Métpa npatov fondsiov

4.1. eprypoon péTpov TpOTOV fonderdv

Métpa tpdTev Bondeidv petd omd enaen pe To dEpuo . KoBapiote ™ peyaivtepn duvorn moodtnta ckovmilovtdg ) (kabapd Kot Lolakd amoppoenTikd
Tavi).
Métpa tpdtev Bonbdeidv petd amd exapn pe o paTio 1 Eemhovete to pdtia e vepo yio AOyous ac@oeiag.

4.2. TnpovVTIKOTEPO, GUUTTONOTO KOL ETLOPACELS, AUEGES 1| PETAYEVEGTEPES
Aev vdpyovv emmAéov TANPOPOpie

4.3."Evo€1En 0TT010.601)TOTE ATUITOVREVIS GUEGTG LUTPIKNG QPOVTIONS K E0IKNG Oepameiag

Aev vdpyovv emmAéov TANpoPopies
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Erlotinib impurity mixture
Agltio Agdopévev Acpaleiog

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

TMHMA §: Métpa Y10, TNV KOTATOAEPN O TG TVPKAYLAG
Katdnka péca mopdcPeong . KovPépra mupocPeonc.

Kivévvog mopkayidc : BMéme tpnpa 2.2.

Métpa Y10 TV KOTOTOAEUNGT THG TUPKOYLOG : Xpnoworomote péca KotdoBeons kKatdAnia yio v tepiparlovca TupKayid.

TMHMA 6: Métpo 6€ TEPITTOON 0KOVOLUS EKAVONG

6.1.1. I'a TPoc®OMIKO GALO A6 TO TPOCOTIKO EKTUKTIG UVAYKIG

Métpa éktaxtng aviykng : Amogelyete k4B meprrtn Exbeon.

6.1.2. T Gropo mov Tpocpépovy TpdTES fonidereg

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovv emALOV TANPOPOPIES

TMHMA 7: Xeipiopog ko amodnkevon
Agv vdpyovv emmALov TANPOPOPiE

Aev vdpyovv emmAov TANPoPopies

BAéme tunpa 1.

TMHMA 8: ‘ELreyyog ¢ £ék0eonc/aTopiki TpocTacio

8.1.1 EOvikég oprokés Tipés emayyeipotikig £k0gong ko frohoyikég oprokés Tipég

Agv vdpyovv emmALoV TANPOPOPiES

8.1.2. ZuvioTdpeveS S10d1K0oiEg TOPAKOLOVONONG
Agev vrdpyovv emmAéov TANpoPopieg
8.1.3. Zymportifovror sToygia pomaveng Tov aépa

Agv vdpyovv emmALov TANPOPOPieg

8.1.4. DNEL xax PNEC

Agev vrdpyovv emmAéov TANpoQopieg
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Erlotinib impurity mixture
Agltio Agdopévev Acpaleiog

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

8.1.5. Ileproyéc eréyyov
Aev vrdpyovv emmAéov TANpogopieg
8.2.'E)eyyon ék0eong

8.2.1. Katdiinkior pnyavikoi Eheyyor

Katarlinior pnyavukoi éreyyou:
Awatpniote og koAl e€aepilOpevo Ydpo. ZuviBmS amotteiton GOGTNHO YEVIKOD INYOVIKOD £E0EPLGLLOD TOV YDPOL.

8.2.2. ATopKOG TPOGTOTEVTIKOG EE0TAMGPOG

8.2.2.1. TIpocTucio TOV PUTIOV KL TOV TPOGHTOV

Aev vdpyovv emmAov TANpoPopie
8.2.2.2. [Ipoctacio Tov déppatog
IIpocrocia Tov déppatog:

o4 epyooTNpiov

Ipootacio TV yePLOV:
IIpoctotevtikd yavtio

8.2.2.3. [IpocTucio TOV AVOTVEVGTIKAOV 00®V

Agv vrdpyovv emmAéov TANpopopieg

8.2.2.4. Ogppikoi kivovvol

Aev vdpyovv emmAov TANPOPopie

8.2.3."Ekeyyor meprfarrovrikig ékbeong

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 9: ®voikég Ko YNUIKES 10T TES

9.1. Zroyyeia Yo Tig faSIKES QUOIKES KAl YNMIKES 1O10TNTES

Duowkn KoTdoToom 1 Zteped
APOLOL : Mn dwbéoyo
Oopn : Mn dwbéoyo
Op1o oopng : Mn dwbéoyo
Inueio T&emg : Mn dwbéoyo
Enueio m&emg 1 Mn dwbéoyo
Enueio Bpoacpon : Mn dwbéoyo
Evplextomta : Mn dwbéoyo
Opta kvdvvov ekpnéews 1 Agv oydet
Xopniotepo 6pio £kpnéng 1 Agv oydet
Avdrtato 6pro ekpn&dmrag 1 Agv oydet
Inueio avagreéng 1 Agv woydet
Bgppokpacio avtavaereéng 1 Agv oydet
Ogppokpacio arochvOeong : Mn Swbéopo
pH : Mn Swbéopo
Awdropo pH : Mn dwbéopo
1EDOES, Kivepatikog (1)) 1 Agv oydet
Awrvtomra : Mn Swbéopo
ZUVTEAEOTNG KOTAVOUNG G€ UELYILO N-OKTOVOANG/VEPOD : Mn dwbéopo
(Log Kow)

Téon atpumdv : Mn dwbéopo
ITieon atpov ot Ogppokpacio 50°C : Mn Swbéopo
IMukvotnto : Mn dwbéopo
EYETIKN TOKVOTNTAL : Mn dwbéopo
ZyeTikn TokvOTNTA ATU®OV 6Tovg 20°C 1 Agv oydet
Méyebog copatidiov : Mn Swbéopo
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Erlotinib impurity mixture
Agltio Agdopévev Acpaleiog

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

9.2.1. IIxnpo@opieg oyYeTIKA pe TIS KLAGELS PVOLKOV KIVOUVOL
Agev vrdpyovv emmAéov TANpoQopieg
9.2.2. AMha YOPUKTNPIGTIKA 0.6QULEing

Agv vdpyovv emmA£ov TANPOPOPie

TMHMA 10: Xta0ep0tnTo Kol avIIdpaoTIKOTNTO

21abepd VIO KAVOVIKEG GUVOTIKEG.

Aev vrdpyovv emmAéov TANpoPopieg

Kavévag yvootog/-1/-6.

Agev vrdpyovv emmAéov TANpogopieg

Kopio o kavovikn xpron. BAéne tuiqpa 7.

‘Ortav Beppaivetar péypt Tov onpeiov SAOTOONG, EKTEUTEL ENKIVELVOVG KOTVODG.

TMHMA 11: To&koroyikég TANPOPOPIES

Oé&ela to&ucodmra (amd oToONATOC) . EmPlaPég oe mepintmon katdmoone.
Oé&ela to&ucdmra (deppotikn) : Mn ta&wounuévog (Baoet tov dtabéoipov dedopévav, ta kprtnpia ta&vounong dev minpovvaon)
Oé&ela to&ucdmra (avamvon) : Mn ta&wounuévog (Baoet tov dtabéoipov dedopévav, ta kprtnpio to&vounong dev minpovvar)

Erlotinib impurity mixture

ATE CLP (Am6 100 6TOHATOC) 500 mg/kg cmpoticov Bapovg

6,7-bis(2-methoxyethoxy)quinazolin-4(3H)-one

LD50 and tov 6TOp0TOG GE Apovpaiong 300 — 2000 mg/kg
LDS50 pécm tov déppotog o apovpaiong > 2000 mg/kg
LD50 péom tov d€pRatog 68 KovvEALa > 2000 mg/kg

4-chloro-6-(2-chloroethoxy)-7-(2-methoxyethoxy)quinazoline

LD50 and Tov 6T0paTOG 68 apovpaiong 300 — 2000 mg/kg
LD50 péom tov d€ppatog € 0povpaiong > 2000 mg/kg
LD50 péom tov 8€ppratog 6 KOUVENDL > 2000 mg/kg

7-(2-Chloroethoxy)-N-(3-ethynylphenyl)-6-(2-methoxyethoxy)quinazolin-4-amine hydrochloride

LD50 and tov 6Top0Tog 68 povpaiong 300 — 2000 mg/kg
LD50 péom tov d€ppatog e apovpaiong > 2000 mg/kg
LD50 péom tov d€pPatog 68 KovvEALa > 2000 mg/kg
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Erlotinib impurity mixture
Agltio Agdopévev Acpaleiog

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

AGBpwon ko gpediopdg Tov dEppatog : Mn ta&wopnuévog (Baoet tov dtabéoipwv dedopévav, ta kprrnpia to&vounong dev minpovvaon)
ToPapn opOaipkn PAPN/epedionog : Mn ta&wvopnpévos (Baoet tov dtubécimv dedopévav, ta kprripta Taévounong dev mAnpovvrat)
EvaisOntomoinem tov avamvevstikob 1 : Mn ta&vounpévos (Bdaoet tov dtabécimv dedopévav, ta kptripta Tagvounong dev TAnpovvtar)
gvoucOntomoinon Tov d€ppatog

MetaAdogryéveon YEVWINTIKOV KOTTApOV 1 Mn ta&vounpévos (Baoet v dtabécimv dedopévav, ta kptripta Tagtvounong dev TAnpovvtat)
Kapxwoyéveon : Mn ta&wopnuévog (Baoet tov dtobéoipwv dedopévav, ta kprripio ta&vounong dev minpovvral)
To&wodmTa 6TV avamopay®Yn : Mn ta&wounpévog (Baoet tov dobéoipov dedopévav, ta kKprrnpia ta&vounong dev mAnpovval)
Ewdum to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn taéwvounuévos (Baoet tov dtubécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
epamnag Exbeon

Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn to&wvounpévog (Baoet tov dtobéoiov dedopévav, Ta Kprnpla tastvounong dev minpovval)
emavelnupévn €kbeon

Emucivduvomnta avoppoenong : Mn ta&wopnpévog (Advvapio GLALOYNAG dEdOUEVMV Yo TEXVIKODG AOYOVS)

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 12: Owoloyikég TANpopopies

Owoloyia - yevika : Agv mapovotdlet 1aitepo kivouvo yia to teptBiiov.

Emivduvo yia to vddrtivo mepiBdilov, Bpayvrpobeopog : Mn ta&wounuévog (Baoetl tov drabéotumv dedopévav, to kprmmpla ta&vopnong dgv TAnpodvor)
(0&0c)

Emikivduvo yio to vddrtivo meptBdAlov, pakporpobeopog : To&kd yio Tovg VIPOBLOVG OPYAVIGLOVGS, LE LOKPOXPOVIES EMTTOGELS.

(xpoV10G)

Aev voiotaton Tayeio amocvvheon

Agv vdpyovv emmA£ov TANPOPOpieg

Aev vdpyovv emmAfov TANpoPopieg

Agev vdpyovv emmAéov TANpoPopieg

Agv vdpyovv emmAéov TANpoPopieg

Agv vrapyovv emmAéov TANpopopieg

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 13: Xtovyeia oyeTika pe tn 61d0gon

Agv vdpyovv emmALoV TANPOPOPiES

TMHMA 14: ITAnpo@opieg 6YETIKA PE T1| PETAPOPA

Xoppwvo pe ADR / IMDG / IATA
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Erlotinib impurity mixture
Agltio Agdopévev Acpaleiog

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

ADR IMDG IATA
14.1. ApwOpoc OHE 1 ap@pdg tavtotnTog
UN 3077 UN 3077 UN 3077

14.2. Oweia ovopacia amostoric OHE

YXTEPEEX, E.A.0., 9,111, (-)

SUBSTANCE, SOLID,
N.O.S,, 9, 1II, MARINE
POLLUTANT

TTEPIBAAAONTIKA ENVIRONMENTALLY Environmentally hazardous substance, solid, n.o.s.
EINIKINAYNEZ OYXIEX, HAZARDOUS
STEPEEZ, E.A.O. SUBSTANCE, SOLID,
N.O.S.
Heprypagi eyypaowv petagopds
UN 3077 UN 3077 UN 3077 Environmentally hazardous substance, solid, n.o.s., 9, IIT
TIEPIBAAAONTIKA ENVIRONMENTALLY
EIIKINAYNEZ OYZXIEZ, HAZARDOUS

14.3. Ta&n/-g1g KivdOvov KOTA TN PHETAPOPE.

9

14.4. Opado cvokevaciog

I ‘

1

1II

14.5. IleprparirovTiky emKIVOLVOTTA

Emcivouvo yua to meptBaiiov:
No

Emcivduvo yo to mepiBaiiov:

No
MoAvGHaTIKOG TapAyoVTaG
Y 7o V3ATIVO TEPIPAAAOV:

Emicivouvo yuo to neptBdiiov: Not

Noat

Aev vrapyovv emmAéov dabéaies TAnpopopieg

14.6. Ewdwég mpo@uAraéers yro Tov ypnotn

Eniyewo petagopa

Kwduds ta&vopnong (ADR)

Ewwég data&elg (ADR)

Tepropiopéveg moodtteg (ADR)

E&upovpeveg mocdtnteg (ADR)

Odnyieg ovokevaciog (ADR)

Ewwég dotaéels ovokevooiog (ADR)

Awtdéelc pektg cvokevacieg (ADR)

Odnyieg yioo popnTéG de&OpEVES KL EUTOPEVUOTOKIPADOTIOL
xodnv (ADR)

Edwkéc datd&ers yuo popntég deEapevg Ko
gumopevpotokiPdtie odnv (ADR)

Kodwog de&apevng (ADR)

Oynua yo petapopd deEapevig

Katmyopio petapopds (ADR)

Ewwég datdéerg yuo  petagpopd - Koro (ADR)
Ewwéc dratdéerg yuo t petagpopd - Xvdnv (ADR)
Ewwég datdéelg yuo ) petapopd - Doptwon,
eKQOPTOON Kat XEPopos (ADR)

ApBv avayvodpiong kwvdovov (Képrep ApBp.)

M7

274,335, 375, 601

Skg

El

P002, IBCO8, LP02, ROO1
PP12, B3

MP10

T1, BK1, BK2, BK3

TP33

SGAV, LGBV
AT

3

V13

VCI, VC2
CVvi3

90

06/10/2023 (Huepounvia ékdoong)

EL (eAnvicd)

7/9



Erlotinib impurity mixture
Agltio Agdopévev Acpaleiog

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

Toptokoi dickot

Kodwods tepropiopdv yio onpayyes (ADR) Do

petagopd péow Bordcong

Ewu npopreyn (IMDG) 1 274,335, 966, 967, 969
Iepropiopéveg mosotnteg (IMDG) : Skg

E&ampovpeveg mocotnteg (IMDG) . El

Odnyieg ovokevasiog (IMDG) : LP02, P002

Ewwég dotages ovokevasiog (IMDG) : PP12

Odnyieg ovokevaciog sumopevpotokiBotiov-deiopevav : IBCO8

(kddwkog IMDG)

Ewwég dorages IBC (IMDG) : B3

Odnyieg Yo de&apevég (IMDG) . BKI, BK2,BK3, T1
Ewwég doragers yua de&apevég (IMDG) . TP33

Appds EmS (TTupraryid) . F-A

ApOpds EmS (Awppon) . S-F

Katyopieg poptiov (IMDG) A

Amobnkevon kot yepiopods (IMDG) : SW23

Evaépra petagopd

PCA E&apovpeveg mocotreg (IATA) . El
PCA Ileplopiopéveg mocomreg (IATA) : Y956
Kabapn péyom mocdta yio tepopiopévn tocoémta  : 30kgG
EMTPETOLEVT Y10 ETPOTYE AEPOCKAPT KO YLOL

aepookden petapopdg poptiov (IATA)

Odnyieg ovokevaciog ya emPatnyd oepookden (IATA) : 956

Kabapn péyiom mocdtnta yio emBatnyd aepookaen : 400kg

KOL Y10t 0epOoKaQN petapopds poptiov (IATA)

Odnyieg cvokevaciog HOVO Yol HEPOSKAPT LETUPOPES 1 956

eoptiov (IATA)

Méyiot mocoTNTO. LETAPOPAS UTOKAEIGTIKG AT : 400kg

aepookaen petapopds poptiov (IATA)

Ewwés dotaeis (IATA) . A97, A158, A179, A197, A215
Kodwog ERG (IATA) : 9L

14.7. Oardooreg petapopis yvony coppmva pe Tig Tpatels ron IMO

Aev woyvet

TMHMA 15: Xtovyeio vopoBetikod yopoktipa

15.1. Kavoviopoi/vopo0soio 6YETIKG pe TNV 0.6QaLEWD, TNV VYEID KoL TO TEPIBaLLOY Yia TNV OVGiC 1| TO pEiypa
15.1.1. kovovicpoi EE

Hapaptpa XVII tov REACH (IIpoimobéceig mepropiopov)

Aev nepiéyerl kopia ovoio(eg) mov meprapfavetoovrar) oto Mapaptnua XVII oo REACH (Ilpobnobiceig neplopiopon)
HMapaptnpae XIV tov REACH (Katdhoyog 0d€1006Ttnong)

Aev mepiéyet kapio ovaia(eg) mov nephappavetar(ovrar) oto Mapdpmua XIV tov REACH (Katdloyog adg1086tnong)
Kataroyog vroyiorov overdv REACH (SVHC)

Aev mepiéyet kopia ovoio(eg) mov meprapfavetoiovrat) 6tov Katdroyo vioyneuyv ovoiwv REACH

Kavoviopég PIC (EE 649/2012, ITponyovpevn cuvaiveon petd amd evnpépmon)

Aev gpappoletar.

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

Aev gpappodletar.
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Erlotinib impurity mixture
Agltio Agdopévev Acpaleiog

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

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

Aev nepiéyet kopia ovoio(eg) mov meprapfdvetoi(ovtat) 6Tov Katdroyo ovatdv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009 oyetikd pie Tig 0voieg mov
e&acbeviCouv ™ otifdda Tov 6lovtog)

Kavoviopog mepi ekpnkTik®v Tpodpopmv overdv (EE 2019/1148)

Aev mepiéyer kopia ovoio(eg) mov meprapfavetoi(ovrat) 6Tov Katdloyo Tpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gpmopio kot
™ XpNoN TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviopog mepi mpodpopmv overdv vapkoTikav (EK 273/2004)

Aev mepiéyet ovoio(eg) mov mephapfavetayoval) 6Tov Kotdhoyo Tpddpopmy ovetdv vapkatikdv (Kavoviepnog EK 273/2004 oyetikd pe Tig TpOSpopeS ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drwataéerg

Agv vdpyovv emmALov TANPOPOPies

15.2. A&ohdynon ymuikis o.o@dierog

Agev vrdpyovv emmAov TANPOPopieg

TMHMA 16: Alheg TAnpo@opisg

I\ peg keipevo pacswv H ko EUH:

Acute Tox. 4 (And Tov O&eia To&otnTa (06 TV GTOHATOC), KoTnyopia 4

GTOLOTOC)

Aquatic Chronic 2 Emkivduvo yuo 1o vddrvo mepifdAiov — Xpoviog kivduvog, katnyopiog 2
H302 Emprapés oe mepintmon kardmoons.

H411 To&wo Y10 Tovg VIPOPLOVG OPYAVIGHOVG, LE LAKPOYXPOVIES ETITTMCELS.

Katnyopromoinon ko Tp@TéKOALO Y10 THY KATI|YOPLOTOINGT] TOV IYRATOV 6Op@mva pe Tov Kavoviepo (EK) 1272/2008 [TEX]:

Acute Tox. 4 (And tov H302 Mé£60d0G VITOAOYIG OV
GTOLOTOC)
Aquatic Chronic 2 H411 Mé£60d0¢ VTTOAOYIGLLOV

Aghtio Agdopévov Acpareiog (AAA), EE

ATIOIIOIHXZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o antd to dehtio mpoépyovtat and myég Tig onoies Bempodpe a&iomotes. [Tapodia avtd, divovtat

YOPic Kapio eyydnon, pnty N appntn, Yo Ty akpifetd tove.
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