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PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMeCTA M HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa : Cmec
HanmeHoBaHue Ha MpOyKTa : Erlotinib impurity mixture
Kon na npoxykra : 202300419

1.2. UneHTHUIMPAHH BU/I0OBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NpenopbLYBaT

1.2.1. UnenTuduuupanu ynorpeon

OcHOBHa KaTeropust Ha ynorpeoa : IIpoayKThT € mpeHa3HAYCH 3a U3CICBAHNS, aHATIN3H U HAy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BEIECTBOTO/CMECTa : Camo 3a npodecroHanHa ynorpeda
OyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAIIH

1.2.2. Ynorpeou, KOUTo He ce NPenopbLYBAT

OrpannueHns 3a ynorpeda . Jla ne ce uznonssa : [lornmemane, Baumsane, [lepmanso

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHUS JIHCT 32 6€30NaCHOCT
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1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

Tenedonen HoMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BelecTBOTO WJIH CMeCTa

Kaacupuxanus B crorBercTBue ¢ Peraament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcnuHocT (opainna), Kareropus 4 H302
OnacHo 3a BOJIHaTa cpejia — XpOHWYHA ONACHOCT, KaTeropus 2 H411
3a meinnus Teker Ha H- 1 EUH-npeaynpexaeHusTa 3a onacHoOCT: BX. pazjen 16

HeﬁnaronpuﬂTHu ¢M3HKOXP[MM‘IHM ed)elc"m ) /| HeﬁJ’laFOl’lpl/lﬂTHl/l e(l]eKTl/l 3a 3APaBE€TO HA YOBECKA U OKOJIHATa cpeaa
OnpegenﬂHe Ype3 CKCICPTHO MHCHUE U IO CHJIaTa Ha IOKA3aTCJICTBA.
2.2. EneMeHnTH HA €THKETA

Erukerupane B chorBercTBHe ¢ Persiament (EO) Ne 1272/2008 [CLP]

IMTukrorpamu 3a onacHoct (CLP)

GHSO07 GHS09
Curnanna gyma (CLP) : Buumanue
Coabpxka : 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

Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu norislnase.
H411 - TokcuueH 3a BOIHUTE OPTaHU3MH, C ABJITOTPAcH e(EeKT.

IMpenopsku 3a 6e3omacuHoct (CLP) : P264 - Jla ce m3Mue phlieTe 10 JaKTHTE H JIMLETO CTAPATEeNHO Clie]] ynoTpeoa.
P270 - a He ce e, MUe WK MK IPH YHOTpeOa Ha IPOIYKTa.
P273 - Jla ce n30sirBa u3mmyckaHe B OKOJIHATa Cpeja.
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Erlotinib impurity mixture

WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

P301+P312 - [IPU [TOTJTBILIAHE: npu Hepasnonoxenue ce odanere 8 IEHTHP 1O
TOKCHKOJIOT' S unu Ha nexap.
P330 - M3nnakuere ycrara.
P391 - Cnbepere pazasToTo.
P501 - CpapprxkaHneTo/ChabT Aa Ce U3XBBPIIH B MYHKT 33 CHOMPaHe HA OMACHH WU CIICHUATHI
OTHajbliH, B ChOTBETCTBHE C MECTHHTE, PCTHOHAIIHY, HALIMOHAIHY H/MIN MEX/ILyHapOIHU
pasnopenou.

ETukeTnpane B CbOTBETCTBUE C: U3KIIOYEHHS 32 BBTPELIHYU ONAKOBKHU, KOTaTo ChABPKAHUETO HE npeBumasa 10 ml

OmnacHi ChCTaBKU 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

2.3. JIpyru onacHoCTH

He cbabpxa PBT/vPvB Bemectsa > 0.1%, onenenn B cbotBercTHe ¢ [Tpunoxenue XIII Ha Permament REACH

CMecTa He ChabpIKa BellecTBo(a), BKIIIOUCHO(H) B CIIUCHKA, H3rOTBEH B choTBeTCTBHE ¢ wieH 59(1), maparpad 1 or REACH, 3a mpurexaBaHeTo Ha CBOICTBa,
HapylIaBay (pyHKIUNTE Ha CHIOKPHHHATA CUCTEMA, MIIH 32 KOCTO/KOUTO HE € YCTaHOBEHO, Ye MMa(T) CBOHCTBA, HapylIaBaly QYHKIMHUTE Ha €HIOKPUHHATA
CHCTEMa, B CbOTBETCTBHE ¢ KpuTepuute, onpeneneHu B lenerupan Pernament (EC) 2017/2100 na Komucusita nnu Pernament (EC) 2018/605 na Komucusita B
KOHIIEHTpAalHsl, paBHa MU 1o-BUcoka ot 0,1 TernoseH %.

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecTBa

He e npunoxumo

3.2. Cmecn

HaumenoBanue HNnenTndguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]

4-chloro-6-(2-chloroethoxy)-7-(2- - >40- <60 Acute Tox. 4 (opanna), H302 (ATE=500

methoxyethoxy)quinazoline mg/kg TenecHo TerIo)

Aquatic Chronic 2, H411
6,7-bis(2-methoxyethoxy)quinazolin-4(3H)-one - >20- <30 Acute Tox. 4 (opanna), H302 (ATE=500

mg/kg TexecHo TerIo)

Aquatic Chronic 2, H411
7-(2-Chloroethoxy)-N-(3-ethynylphenyl)-6-(2- - >20- <30 Acute Tox. 4 (opanna), H302 (ATE=500
methoxyethoxy)quinazolin-4-amine hydrochloride mg/kg TelxecHo Tero)

Aquatic Chronic 2, H411

3a mpauus TekeT Ha H- u EUH-npenynpesxaeHnsaTa 3a OacHOCT: BXK. pa3fen 16

PA3JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanne Ha MePKHUTe 32 MPBA MOMOLI

[IbpBa HOMOIL IPU KOHTAKT € KOXKATa . /Jla ce OTCTpaHM MakCUMAJIHO 4pe3 U30bpCBaHe (C YMCTa U MEKa MOIMKUBAIIA KbPIIA).
ITbpBa MOMOLI] IPH KOHTAKT C OYUTE : M3niakHete ounTe € BOAA KaTO MPEANa3Ha MspKa.

4.2. Hali-chbInecTBEHH OCTPH U HACTHIBAIIM CJIeJ H3BECTEH MePHO/ OT BpeMe CHMITOMH U eheKTH

Hsma HanuyHa AOMBIHUTEIHA HH(bOpMa].II/IH

4.3. Yka3aHue 3a He00X0AUMOCTTA OT BCAKAKBH HEOTJI0KHU MeIUIHMHCKH TPUKHA U CHICLIUAJTHO JIeYEeHU e

Hsma HanuyHa AONBIHUTEIHA I/IH(bOpMaI.II/IH
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Erlotinib impurity mixture

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

PA3JIEJI 5: IIpoTHBONOXKAPHA MEPKH

TToaxoasiuu TIOKapOTaCUTCIIHA CPEACTBA : Opesiyio 3a 3aracsiHe Ha OTbHS.

OnacHocT OT noxap : Bwx maparpad 2.2.

HHCprKHP[PI 3a racCHe Ha I1oXKapu : )_Ia C€ U3no0J13BaT CPEeACTBA, IIOAXOAAIINHU 3a raCEHE Ha I10KapHu B CbCEACTBO.

PA3EJI 6: Mepku npu aBapuiiHO H3IIyCKaHe

6.1.1. 3a mepcoHaJ, KOWTO He 0TTOBAPS 32 CNCIIHN CIyYan

ABapPIﬁHH ITaHOBE N I[a ce U30srBa BCIKAaKBa M3JIMIIHA CKCIIO3HUIIHAA.

6.1.2. 3a iMnarTa, OTTOBOPHM 32 CHIEUIHH CJIy4Yan

Hsima HanmuHa JOMIBIHUTETHA I/IH(i)OpMaI.IHﬂ

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMALHS

Hsima Hanu4Ha nonbiaHUTENHA HHOOpMATHS

Hsma HanmuvHA TOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 7: PaGoTa u chbXpaHeHHe

Hsma HanmuvHa JONBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

8.1.1 HanMoHa/IHU TPAHUYHH CTOHHOCTH HA NPO(ECHOHAIHA eKCIO3UIUs M OHOJIOTHYHA TPAHMYHH CTOHHOCTH

Hsma HanmuvHa JOTBIHUTETHA HHPOPMAIIUS

8.1.2. IIpenopbuyuTEeIHN NPOLEAYPH 32 HAGJII0/IEHUE
Hsma nannanaa gomsrHUTENHA HHOOPMAIHS
8.1.3. OGpa3yBaT ce 3aMbPCHTEJIN HA Bb3yXa

Hsima HanmuuHa JOMIBJIHUTETHA PlH(l)OpMaI.II/Iﬂ

8.1.4. DNEL u PNEC

Hswma mammyaa JOIIBJIHUTCITHA I/IH(i)OpMaLII/UI
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Erlotinib impurity mixture

WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.1.5. Perympane upe3 o6xBatu (control banding)
HsiMa Hanm4YHa JONBIHATENIHA HHGOPMALVS

8.2. KoHTpo.1 Ha eKCO3HIMATA

8.2.1. Ioaxoasuy HHKeHepPeH KOHTPOJI

Ioaxoasiy MHKEHEPEH KOHTPOJI:
Jla ce cpxpaHsBa B 100pe MpoBeTpuBo noMemenne. OOGHKHOBEHO ce M3UCKBAT KaKTO MECTHA CMyKaTeIHa BEHTUIAINS, TaKa U BEHTHJIAINS Ha O0IIOTO
TIOMELEHUE.

8.2.2. JIn4uHM npeanasHu cpeacTBa

8.2.2.1. 3ammTa HA OYMTE H JIUIETO

HsiMa HannyHa JOMBIHATENIHA HHGOPMALHs
8.2.2.2. 3ammuTa HA KoOKaTa

3ammTa HA KOKATA U TAJIOTO:
JlaGopartopHa mpecTHiKa

3ammTa Ha pbueTe:

3aIUTHA PKABULN

8.2.2.3. 3amuTa Ha AUXATEJHUTE MbTHIA

Hsima Hanmana JOIIBJIHUTCIIHA HH(I]OpMaI_II/Iﬂ

8.2.2.4. TepMu4yHHM ONACHOCTH

Hsima HanuyHa AONMBIHUTEIHA I/IH(bOpMaLII/Iﬂ

8.2.3. KoHTpO./1 Ha eKCNO3HIMATA HA OKOJIHATA cpeja

Hsma HanuvHa 10mbIHUTETHA HHOPMALIUST

PA3IEJI 9: ®u3nynu 1 XMMUYHHA CBONCTBA

9.1. UndopManusi 0THOCHO OCHOBHMTE (pM3UYHM M XMMUYHH CBOHCTBA

ArperaTtHo CbCTOSHHE : TBwpmo BemecTBO
st : He e manuuno
Mupuc : He e HannuHo
I'panunara Ha MupHca : He e HannuHo
Touyka Ha ToneHe : He e nanuuno
Touka Ha 3aMpB3BaHE : He e HannuHO
Touka Ha KuneHe : He e nanuuno
3anmanuMocT : He e Hanuuno
I'panuny Ha €KCIUIO3UBHOCT : He e npunoxxumo
JlonmHa rpaHHIia Ha eKCIIO3UBHOCT : He e npunoxxumo
T'opHa rpanua Ha EKCITIO3UBHOCT . He e npunoxumo
[Inamua temneparypa . He e npunoxumo
Temneparypa Ha camo3anajBaHe : He e npunoxumo
Temneparypa Ha pa3yiaraHe : He e Hannuno
pH : He e Hanuuno
pH pastBop : He e Hanuuno
Bucko3uter, KuHEMaTu4eH : He e npunoxumo
PazrBopumoct . He e Hannuno
KoedurmenT Ha pasnpenesietue: n-okranosi/soga (Log  : He e HamuuHO
Kow)

Hansraune Ha napure : He e Hannuno
Hansrane na napute npu 50°C : He e Hannuno
ITnsTHOCT : He e Hanuuno
OTHOCHTENHA ITBTHOCT : He e Hanuuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pa3mep Ha yacTuimre : He e Hannuno
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Erlotinib impurity mixture

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

9.2.1. Undopmanusi BB BPb3Ka ¢ KiIacoBeTe HA GU3NYHA ONACHOCT

Hsma HanwyHa HonBIHHUTENHA HHOOPMAIIUSL

9.2.2. JIpyru XxapaKTepUCTHKH 32 0€30MacCHOCT

Hsma HanuvHa HONBIHUTETHA HHPOPMAIIUS

PA3IEJI 10: CTa0MIHOCT U PEAKTHBHOCT

CrabuiieH npy HOPMAJTHU YCIIOBHS.

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

He e u3BectHo.

Hsma HanwyHa KOMBIHUTENHA HHPOPMAIIUSL

Hsma npu HopMmanHa ynorpe6a. Brokre Pasmen 7.

Ilpu 3arpsiBaHe 10 TOYKaTa Ha pasrpaXkAaHe OTAEIs ONACHU HU3MAPCHHUS.

PA3JIEJI 11: Toxkcukonornysa nugpopmanus

Octpa TOKCHYHOCT (OpanHa) : Bpenen npu norieliate.

OcTpa TOKCHYHOCT (epMaltHa) . He ce kinacudunupa (Bb3 ocHOBa Ha HAJIMYHUTE JAHHH HE €A U3IIbIHCHU KPUTEPUUTE 32
KIacubHIEpane)

OcTpa TOKCHYHOCT (BAUIIBAHE) . He ce xinacudunupa (Bb3 ocHOBa Ha HAJIMYHUTE JAHHHU HE €A U3IIBIHCHU KPUTEPUHTE 32
KkiIacubHIEpane)

Erlotinib impurity mixture

ATE CLP (opanHa) 500 mg/kg TenecHo Terio

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

LD50 opanHo mrex 300 — 2000 mg/kg
LD50 mepmanHo mrsx > 2000 mg/kg
LD50 gepmainso 3aek > 2000 mg/kg

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

LD50 opanHo mrex 300 — 2000 mg/kg
LD50 gepmanso mrbx > 2000 mg/kg
LD50 nepmanHo 3aex > 2000 mg/kg

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

LD50 opanHo mex 300 — 2000 mg/kg

LD50 mepmaiHo mrbx > 2000 mg/kg
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Erlotinib impurity mixture

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

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

LD50 nepmanHo 3aek > 2000 mg/kg

Kopo3uBHOCT/Ipa3HeHe Ha KoxKarta : He ce xnacugunupa (Bb3 0CHOBa Ha HATMYHUTE JAaHHU HE Ca U3ITBIHEHU KPUTEPUHTE 38
KJacudupane)

Cepro3HO yBpesKaHe Ha OUKTe/IpasHEeHE Ha OYUTe : He ce xnacudunupa (Bp3 ocHOBa Ha HAIMYHUTE JaHHU HE Ca U3IIBIHEHU KPUTCPUHTE 3a
KnacuHImpaHe)

CeHcnbunM3anys Ha IMXaTeIHUTE IBTUIA WK KoxkaTta  : He ce kmacuduumpa (Bs3 0CHOBa Ha HAIMYHNTE JAHHU HE Ca M3IBIHCHH KPUTCPHUHUTE 32
KIacupHIEpaHe)

MyTareHHOCT Ha 3apOJIUIITHATE KIETKN : He ce knacudumupa (Bb3 ocHOBa Ha HATMYHKUTE JIAHHH HE CA W3IIBIHEHN KPUTEPUHTE 32
KIacupuIpaHe)

Kanneporensoct . He ce xnacu¢uimpa (Bb3 ocHOBa Ha HATMYHHUTE JaHHH HE Ca M3I'BIHCHU KPUTEPHUTE 33
KIacu(pHIIpaHe)

TokcHIHOCT 32 PEIPOLYKIHATA : He ce xnacudunupa (Bp3 ocHOBa Ha HAIMYHUTE TaHHU HE Ca U3IIBIHEHU KPUTEPUUTE 32
Kiacupunupane)

CTOO (crnenuduvHa TOKCHYHOCT 32 ONPEICICHA : He ce xnacudununpa (Bb3 ocHoBa Ha HATHYHUTE JaHHU HE CA U3ITBJIHEHA KPUTCPUHTE 32

OpraHu) — CIHOKPATHA CKCTIO3ULIUS KnacuHIMpaHe)

CTOO (cnenupuyHa TOKCHYHOCT 3a ONPEACICHI : He ce xnacudunupa (B3 ocHOBa Ha HAJIMYHUTE JaHHHU HE Ca M3ITBIHCHHU KPUTEPUHTE 32

OpraH{) — IOBTapsIIa Ce eKCIO3ULHS KinacupHIMpaHe)

OnacHOCT NpH BJNIIIBaHE : He ce knacudummpa (Texandecka HeBb3MOXKHOCT 3a ITOJTy4aBaHe HA JaHHMN)

Hsma nanwyHa qonbiIHUTENHA HHOOPMAIIUSL

PA3EJI 12: ExonornyHa uH(popManus

Exosorust - 06110 . He npexncrapisiBa KOHKPETHA ONACHOCT 3a OKOJIHATA CPEa.

OmacHo 3a BogHATa cpesia, KpaTKOCPOUHa (0CTpa) : He ce xnacudunupa (Bp3 ocHOBa Ha HAIMYHUTE JaHHU HE Ca U3IBIHEHU KPUTCPUHTE 3a
KJacudupane)

OmnacHo 3a BOJHATa cpefia, IbIAr0CpOoYHa (XPOHUYHA) : Toxcu4eH 3a BOAHUTE OPraHU3MHU, C JBITOTPAcH e(EeKT.

He ce pasrpaxmna 0bp30

Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa TOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaHHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IH(I)OpMaI.IHﬂ

Hsma nanwyna qonbiIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qONBIHUTENHA HHOOPMAIHS
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Erlotinib impurity mixture

I/IH(I)OpMaHI/IOHCH JIUCT 3a 6e3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 14: Un¢dopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B cporBercTBue ¢ ADR / IMDG / IATA
ADR IMDG IATA
14.1. Homep no cnucbka Ha OOH mim naeHTHHKALIOHEH HOMeEP
UN 3077 UN 3077 UN 3077

14.2. TouHo HaUMeHOBaHUe Ha MpaTKaTa no cnucbka Ha OOH

BEIIECTBO, OITACHO 3A
OKOJIHATA CPEJIA,
TBLPJIO, H.Y K.

ENVIRONMENTALLY
HAZARDOUS
SUBSTANCE, SOLID,
N.O.S.

Environmentally hazardous substance, solid, n.o.s.

Onucanue Ha TPAHCHOPTHHTE TOKYMEHTH

UN 3077 BEILIECTBO,
OITACHO 3A OKOJTHATA
CPEJIA, TBBPIIO, H.Y K., 9,
0L, (-)

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

UN 3077 UN 3077 Environmentally hazardous substance, solid, n.o.s., 9, III

14.3. Kuitac(oBe) Ha onacHo

CT NPH TPAHCNIOPTHPaHe

14.4. OnakoBbuHa rpyna

1

TR

1

14.5. OnacHOCTH 32 OKOJIH

aTa cpeaa

OmnacHo 3a OKoJIHaTa cpena:

Jla

OrmacHo 3a OKOJIHATa Cpefa:
Ja

Mopcku 3ambpeuTen: Jla

OrnacHo 3a OKOJIHATa cpena: I[a

Hsma JOITBJIHUTCITHA HAJTMYHA I/IH(I)OpMaI_II/UI

14.6. CnenuajiHy npeanasHu MepKH 32 NOTpeduTeuTe

CyxonbTeH TPAHCIIOPT
Knacudukannonen xox (ADR)
Creruanau pasnopenou (ADR)

M7
274,335, 375, 601

Orpannuenu xonmnuectsa (ADR) . Skg

Wskitouenn xonmdectsa (ADR)

OmnakoBbuHH HHCTPYKIMH (ADR)

El
P002, IBCO8, LP02, RO0O1

CreruanHu onakoBbYHH paznopenodu (ADR) : PP12,B3
Cmecenn onakoBku (ADR) MP10
WHCcTpyKIuy 3a IpeHOCHME IUCTepHH U KoHTeiinepu 3a @ T1, BK1, BK2, BK3
HacunHu ToBapu (ADR)

CreruanHu pa3nopenol OTHOCHO IIPEHOCHMH IucTepHn  : TP33

1 KOoHTeifHepH 3a HacumHu ToBapH (ADR)

Konose 3a nucrepau (ADR) SGAV, LGBV
IIpeBo3HO CpeacTBO 3a MPEBO3 B LIUCTEPHU AT
Tpaucnoprra kareropust (ADR) 03

Creranau pasnopenou 3a npesosa - Omakosku (ADR) @ VI3
Crienmaniu pasnopendu 3a npeo3 - HacumHo : VCIL,vC2

cecrosHue (ADR)
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Erlotinib impurity mixture

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Crienpaiiiu pasnopendu 3a npeBo3 - TOBapeHe, : CV13
pasroBapBane u o0padotka (ADR)

Wnentudukanuonen Homep 3a onacHoct (Kemnep No.) @ 90
OpamxeBu Tadbenu

Koz 3a tynennu orpannuenus (ADR) Do

Tpancnopr no mope

Cneranuan pasnopenou (IMDG) . 274,335,966, 967, 969
Orpannuenn xonmdectsa (IMDG) : Skg

Wskimouenn xonmdecrsa (IMDG) : El

Omnakospunn nactpyknnu (IMDG) : LP02, P002
Creranau pasnopenou 3a onaxkosane (IMDG) : PP12

IBC onakosbunu naCcTpykiuu (IMDG) : IBCOS8

IBC cnenmanau pasnopentu (IMDG) : B3

Wuctpyxunu 3a nucrepru ( IMDG) : BKI1, BK2, BK3, T1
Crienmaiiu pasnopendou oTHocHo nucrepuu (IMDG) . TP33

EmS-Ne (TToxap) : F-A

EmS-Ne (Pa3nus) : S-F

Kareropust Ha ToBapene ( IMDG) DA

Cknagupane u oopadorka (IMDG) : SW23

Bb3aymien TpancnopT

PCA M3kirouenu konmuectsa (IATA) : El
PCA OrpanunueHu KoJInuecTBa MbTHUYECKH CaMOJIET U : Y956
xapro (IATA)

PCA MakcuMasaHO HETHO KOJIMUECTBO 3@ OrPaHUYEHO : 30keG
KOJIMYECTBO IIbTHUYECKU camouieT u kapro (IATA)

PCA MHcTpykuuny 3a OIakoBaHe bTHUYECKH camMoiieT U : 956
xapro (IATA)

PCA MakcuMaiaHO HETHO KOJIMYECTBO ITbTHUYECKH : 400kg
camouter u kapro (IATA)

WucTpykuuu 3a onakoBane camo kapro (IATA) 1 956
MaxkcHMaTHO HeTHO KoindecTBo caMo Kapro (IATA) : 400kg
Cneranan pasnopenou (IATA) . A97, A158, A179, A197, A215
ERG xox (IATA) : 9L

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHIIHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeXK/IyHApO/IHATA MOPCKA OPraHu3alus

He e npunoxumo

PA3/IEJI 15: WH¢popmanusi 0THOCHO HOPMATHBHATA ypenda

15.1. CnenuduyHu 3a BemiecTBOTO UM CMECTAa HOPMATHBHA ypea0a/3aK0OHOAATEJICTBO OTHOCHO 0€30I1ACHOCTTA, 3IPABETO U OKOJIHATA
cpeaa

15.1.1. Pernamentn na EC

REACH Ilpuaosxenne XVII (YcaoBus 3a orpaHnyaBaHe)

He cpabpika BemectBo(a), BinoyeHo(u) B [Tpunoxenne XVII na REACH (YcnoBus 3a orpannuaBaHe)

REACH, IIpuao:xenne XIV (Cnucbk Ha BelllecTBaTa 3a pa3peniaBane)

He cpappixa BemectBo(a), BitodeHo(n) B [Ipmnoxenne XIV va REACH (Cnmchbk Ha BemecTBara 3a pa3pelIaBaHe)
REACH Cnuchk ¢ kanauaat-semecrsa (SVHC)

He cbabpika BemecTBo(a), BKimoyeHo(1) B cnuchka Ha REACH ¢ kanaunar-seriecTsa

Peraament PIC (EC 649/2012, IIpeaBapuTesiHO 000CHOBAHO ChIIacHe)

Henpunoxumo.
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Erlotinib impurity mixture

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Peraament otHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIN)

Henpunosxumo.

PersiaMeHT 0THOCHO BellecTBa, KOUTO Hapymasat 030HoBus cioii (EC 1005/2009)

He cpabpika BemecTBo(a), BKIIOYEHO(HM) B CIIMCHKA C BELIECTBA, KOMTO HapymaBaT 030HOBHs ciioi (Pernmament EO 1005/2009 oTHOCHO BeliecTBa, KOUTO
HapylIaBaT 030HOBHS CJIOH)

PersiameHT 0THOCHO npeKkypcopuTe Ha B3puBHH BeuectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYEHO(H) B CIUCHKA ¢ IPeKypcopH Ha B3puBHH BemecTsa (Perimament EC 2019/1148 3a npemnaranero Ha masapa 1 ynorpe6ara Ha
MIPEKypCOPH Ha B3PUBHU BEIIIECTBA)

PersiaMeHT 0THOCHO NpeKypcopuTe Ha HapKOTH4YHH BemecTBa (EO 273/2004)

He cpappixa BemmecTBo(a), BKIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuunuTe Bemectsa (Permament EO 273/2004 0THOCHO POM3BOICTBOTO H ITyCKAHETO
Ha rasapa Ha OIpPE/ICICHH BEIECTBA, U3MOI3BAHN 32 HE3aKOHHO MPOM3BOICTBO HA HAPKOTUYHH MM IICHXOTPOITHHU BEIECTBA)

15.1.2. Haunonaynu pasnopeaou

Hsima Hanmana JOITBJIHUTCITHA I/[H(t)OpMaI_II/ISI

15.2. OneHka Ha 0€30MaCHOCT HA XUMHUYHOTO BEIIECTBO MJIH CMeC

Hsima Hanmana JOITBJIHUTCITHA I/IH(I)OpMaI_II/ISI

PA3JIEJI 16: Ipyra undgopmanus

II'bnen Texker na H- u EUH-npegynpeskaeHnsiTa 3a oIacHOCT:

Acute Tox. 4 (opanHa) Octpa Tokcu4HocT (opanHa), Kareropus 4

Aquatic Chronic 2 OnacHo 3a BoJiHaTa cpejia — XPOHUYHA ONACHOCT, KaTeropus 2
H302 Bpenen npu nornsiuaxe.

H411 TokcuueH 3a BOXHUTE OPTaHU3MH, C ABITOTPAcH e(eKT.

Knacuduuupane u npoueaypa, H3moJi3BaHa 3a moJy4aBane Ha Kiacu(pukanusaTa 3a cMecu cbriiacHo Pernament (EO) Ne 1272/2008
[CLP]:

Acute Tox. 4 (opanHa) H302 M3uncnuTeneH MeTo

Aquatic Chronic 2 H411 M3uncnutenen meron

Nupopmarmonet suct 3a 6e3onacuoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, Chabpkaiia ce B To3u MHGOpMaIMOHEeH JIUCT 3a 0€30IIaCHOCT, € MOJy4eHa OT U3TOYHHIIN, KOUTO CMsITaMe 3a
HageXIHH. Belpexu ToBa, HHpoOpManusTa ce IpefocTaBst 0e3 HIKaKBa TapaHIusl, H3pUYHA WIH HOoApa30upala ce, OTHOCHO HelHaTa KOPEKTHOCT
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