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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo
HanmeHoBaHue Ha BEIIECTBOTO : Erlotinib hydrochloride
XHUMHYECKO HANMEHOBAHHUE : Erlotinib hydrochloride
Kon na npoxykra : 201800044

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

1.2.1. UnenTuduuupanu ynorpeoun

OcHOBHa KaTeropust Ha ynorpeba : IIpoayKThT e mpeHa3HAYCH 3a U3CICBAHNS, aHATN3H U HAy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BelecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
OyHKIMS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAIIH

1.2.2. Ynorpeou, KouTo He ce NPenopbLYBaT

OrpannueHns 3a ynorpeda : Ja ne ce uznonssa : [lormemane, Baumsane, [lepmanso

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JIHCT 32 6€30NaCHOCT

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. Tenedonen HOMep NPH CHELIHU CIYyYaH

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

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupasne Ha BemecTBOTO WJIH CMeCTa

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

Ocrtpa TokcnuHocT (opainHa), Kareropus 4 H302
OnacHo 3a BoJIHaTa cpejia — XpOHWYHA ONACHOCT, KaTeropus 2 H411
3a meinnus Teker Ha H- m EUH-nipenynpexaenusTa 3a onacHoCT: BX. pazjen 16

HeﬁnaronpuﬂTHu ¢M3HKOXP[MM‘IHM ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l e(l]eKTl/l 3a 3APaBE€TO HA YOBE€KA U OKOJIHATA Cpeaa
OnpegenﬂHe Ype3 CKCIEPTHO MHCHUE U IO CHJIaTa Ha IOKA3aTEJICTBA.
2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO07 GHS09
Curnanna gyma (CLP) : Buumanue
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu norislnase.

H411 - TokcuueH 3a BOIHUTE OPTaHU3MH, C JABJITOTPAcH eEeKT.
IMpenopsku 3a 6e3omacuHoct (CLP) : P264 - Jla ce m3Mue phlieTe 10 JaKTHTE H JIMLETO CTAPATEeNHO Clie]] yrnoTpeoa.
P270 - Ta He ce e, ue WM MyHIY IpH yHoTpeba Ha IPOayKTa.
P273 - Jla ce n30sirBa u3myckaHe B OKOJIHATa Cpeja.
P301+P312 - TIPU MTOTJTBIIAHE: npu Hepasnonoxenue ce odanere 8 ITEHTHP 1O
TOKCHKOJIOT S unu Ha nexap.
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Erlotinib hydrochloride

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

P330 - U3nnakuere ycrata.
P391 - Crbepere paznsaroTo.
P501 - CoapprkaHneTo/ChIbT Aa Ce U3XBBPIIH B MyHKT 33 CHOMPaHe HA OMACHU WU CIICIUATHI
OTIaIbLH, B ChOTBETCTBHE C MECTHUTE, PETHOHAITHH, HAIIMOHATHH /WA MEKTYyHAPOJHI
pasnopenou.

ETuketrpane B CbOTBETCTBHUE C: H3KITIOUCHHUS 32 BHTPELIHH OIIAKOBKH, KOTaTO ChIbPKAHUETO He mpeBuniaBa 10 ml

He ce u3nckBa eTuKeTHpane

Hsma HanuvHa ZOMBIHUTETHA HHPOPMAIIUS

PA3JEJI 3: ChcraB/mndopmanus 3a CbCTAaBKUTE

HanvenoBanne HNnentnduxarop Ha % Knacndpukanusi B CbOTBETCTBHE €
NMPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Erlotinib hydrochloride - <100 Acute Tox. 4 (opanna), H302 (ATE=500

mg/kg TeaxecHo Terio)
Aquatic Chronic 2, H411

3a meinnus Teker Ha H- 1 EUH-nipenynpexaeHusta 3a onacHOCT: BX. paszjen 16

He e npunoxumo

PA3JIEJI 4: Mepku 3a nbpBa OMo1{

l'h,pBa TIoMoLI IIPpY KOHTAKT C KO)KaTa : I{a C€ OTCTpaHU MaKCUMAJIHO 4Ype3 H36'prBaHC (C YUCTa U MEKa IIoIuBalia m;pna).

l'h,pBa TIOMOLI IIPU KOHTAKT C OUUTE : M3muakHeTe ounTe ¢ BOjAa KaTo IpeanasHa Mspka.

Hsima HanmmuHa JOMTBIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyHa qonbIHUTENHA HHOOPMAIIUSL

PA3JIEJI S: IIpoTHBONOXAPHH MEPKH

Tloxxomsmy noXKaporacCHTENHN CPEACTBA 1 Ogmesinto 3a 3aracsHe Ha OTbHS.

OnacHoCT OT moXxap : Bwmx maparpad 2.2.

I/IHC’I‘pyKLII/IPI 3a racCHE Ha MOXapu N I[a C€ U3MN0JI3BAaT CPEACTBA, NOAXOAAIIHN 32 rAaCEHE Ha IMOXKapu B CbCEICTBO.
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Erlotinib hydrochloride

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

PA3JIEJI 6: Mepku npu aBapuiiHoO u3

6.1.1. 3a nepcoHaJ1, KOITO He OTrOBapsl 32 CIIELIHHU CJIy4Yan

ABapuiitHH IITaHOBE : Jla ce n30srBa BCAKAKBA M3JUIITHA €KCIIO3UIINS.

6.1.2. 3a MuuaTa, OTTOBOPHH 32 CHEIIHHU CIy4Yan

Hsma HanuvHa 1ONBIHUTETHA HHPOPMAIUS

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

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

PA3JIEJI 7: Pa6oTa u cbXpaHeHuUe

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMALHS

Hsima Hanu4Ha nonbiaHUTENHA HHOOpMATHS

JI HA EKCH03HHHHT3/J]H‘[HH npeanmasH Cpeacrea

Bumx maparpad 1.

8.1.1 HanMoHaJHH rPAHUYHYU CTOHHOCTH HA NMPOPECHOHATHA eKCIO3UIUs U OHOJOrMYHN TPAHUYHH CTOHHOCTH

Hsma HanwyHa HOoMBIHHUTENHA HHPOPMAIIUSL

8.1.2. TIpenopb4YUTEIHN MPOLEAYPH 32 HAGIIO/IEeHHE
Hsima Hanmuna nonbiHuTeNHA HHGOPMALIHS

8.1.3. O6pasyBar ce 3aMbPCUTEJIM HA Bb3/1yXa
Hsma nanuyna goneiHUTENHA HHOOPMAIIUSL

8.1.4. DNEL u PNEC

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

8.1.5. Peryimpane upe3 o6xsatu (control banding)

Hsma nanwyHa 1onbIHUTENHA HHOOPMAIIUSL

8.2.1. Tloaxoasiiy MH:KEHEPEeH KOHTPOJI

Tlogxoasiuy HHKEHEPEH KOHTPOJI:
Jla ce cpxpansiBa B 100pe mpoBeTpuBo nomeinenie. OGHKHOBEHO ce M3MCKBAT KAKTO MECTHA CMyKATeHA BEHTUIALNS, TAKA U BEHTHJIALMS Ha 00II0TO
MOMEIIEHHUE.
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Erlotinib hydrochloride

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

8.2.2. JIM4HM npena3sHu cpecTBa

8.2.2.1. 3ammTa Ha OYMTE H JHIIETO

HsiMa HaiM4Ha JOIBIHUTENHA HHPOPMALHS
8.2.2.2. 3ammuTa HA KOKaTa

3amMTa HA KOKATA M TAJI0TO:
JlaGopartopHa mpecTHiIKa

3ammuTa Ha pbUeTe:

3aIUTHA PHKaBULU

8.2.2.3. 3amuTa Ha AUXaTEeJHUTE MbTHIA

Hsma HanuyHa 10MbIHUTENTHA HHOPMALUS

8.2.2.4. TepMHYHH ONIACHOCTH

Hsima HanuyHa AONBIHUTEIHA P[H(‘bOpMaI.II/IH

8.2.3. KoHTpOJI Ha eKCIO3HIUATA HA OKOJIHATA cpeaa

Hsma HannyHa nombIHUTENTHA HHOPMALUS

3JIEJI 9: ®u3uyHu U XUHMHYHH CBOMCTBA

9.1. Uudopmanusi 0THOCHO OCHOBHHTE (PM3UYHN M XMMHYHH CBOICTBA

ArperaTtHo ChCTOSIHHE : TBBpIO BELIECTBO
IBsar . He e HannuHO
BbHIIEH BUJT . Ilpax.

Mupuc : He e HannuHo
I'panunara Ha Mupuca : He e Hannuno
Touka Ha ToreHe : He e Hannuno
Touka Ha 3aMpb3BaHe . He e Hannuno
Touka Ha KUIIeHe : He e Hanuuno
3ananumoct . He e Hannuno
I'paHuLM HA EKCIUIO3UBHOCT . He e npunoxumo
JloiHa TpaHMIIa Ha KCIUIO3UBHOCT : He e npunoxumo
I'opHa rpaHuIa Ha eKCIIO3UBHOCT : He e npunoxumo
ITnamHua TemnepaTypa : He e npunoxumo
Temneparypa Ha camo3amnajiBaHe : He e npunoxumo
Temneparypa Ha pasiaraHe : He e Hamuno
pH : He e Hannuno
pH pasrBop : He e Hannuno
Bucko3uTer, KHHEMaTHYECH : He e npunoxxumo
PastBOpuMOCT : Boma: 0,1 -1 g/l
KoedurmenT Ha pasnpenesienue: n-okranoi/soga (Log  : He e HanuuHO
Kow)

Hansrane Ha napure : He e Hannuno
Hansrane na napute npu 50°C : He e Hannuno
ITnbTHOCT : He e Hannuno
OTHOCHTEIHA IITBTHOCT : He e Hamnuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pa3mep Ha yacTuiure : He e Hanuuno
9.2. Ipyra ungopmanus

9.2.1. Unpopmanusi BbB BPb3Ka ¢ KjIacoBeTe Ha GU3UYHA ONIACHOCT

Hsma HannyHa nombiHUTETHA HHOPMALUS

9.2.2. JIpyru XapaKkTepuCTHKH 32 6€30MacHOCT

Hsima HanmaHa JOIIBJIHUTEITHA I/[H(bOpMaLII/IFI
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Erlotinib hydrochloride

NupopmarmoneH 1ucT 3a 6e30macHoCT

B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

10: CTaOMJIHOCT M PEAKTHBHOCT

CrabuiIeH npy HOPMAJIHU YCIIOBHS.

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

He e u3BectHo.

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nipur Hopmanua ynorpe6a. Brkre Pazmen 7.

Ilpu 3arpsiBaHe 10 TOYKaTa Ha pasrpaXkAaHe OTAEIS ONACHU H3MAPCHUS.

JI 11: TokcukoJornyHa mHpopmManus

OcTpa TOKCHYHOCT (OpaiHa)
OcTpa TOKCHYHOCT (IepMaiHa)

OcTpa TOKCUYHOCT (BIMIIBAHE)

Bpenen npu norsmaHe.

He ce knacudumupa (Bb3 ocHOBa Ha HATMYHUTE JAHHH HE Ca U3IIBIHCHU KPUTEPHUTE 32
KnacuHImpaHe)

He ce knacu¢urmpa (JIuncsamu 1aHam)

Erlotinib hydrochloride

LD50 opanno mrbx

300 - 2000 mg/kg

LD50 nepmanHo mrbx

> 2000 mg/kg

LD50 nepmanno 3aex

> 2000 mg/kg

KoposusHoct/npa3HeHe Ha KoxaTa

Cepno3HO yBpesk/IaHe Ha OUHTE/IpasHEHEe Ha OUNTe
JlombiHuTenHa HHGOpMAIHs

CeHcnOMIM3aNUs Ha IUXATETHUTE TBTUIIA WK KOXKaTa
MyTareHHOCT Ha 3aPOUIIHUTE KICTKA

Kanneporennoct

TOKCHYHOCT 3a PENPOAYKIHUATA

CTOO (cnenn¢puyHa TOKCHYHOCT 3a ONpPEETeHI
OpraHu) — €JIHOKPATHA EKCTIO3HIINS

CTOO (cnenuduyHa TOKCHYHOCT 32 ONPEICICHN
OpraHu) — TOBTapAIA CE eKCIO3UIHS

OnacHocT TpU BAUIIBAHC

Hsma HanmuvHa ZONBIHUTENHA HHPOPMAIIUS

He ce knacu¢umumpa (Bp3 ocHoBa Ha HATMYHKUTE JaHHU HE Ca U3ITBIHEHH KPUTEPHUTE 3a
KIacupHIEpaHe)

He ce xnacudunupa

BB3 ocHOBa Ha HAIMYHWUTE JJAHHY HE Ca U3ITBIHEHN KPUTEPUUTE 3a KIIaCH(pUIIIpaHe

He ce xnacudunupa (Bb3 ocHOBa Ha HAIMYHUTE JAHHU HE Ca U3IBIHEHN KPUTEPUHTE 3a
KJacuduypane)

He ce xnacugunupa (Bb3 0cHOBa Ha HAJTMYHUTE TAaHHU HE Ca U3IBIHCHU KPUTECPUHTE 32
KnacuHImpaHe)

He ce knacudunupa (Jluncsaiu 1aHam)

He ce xnacudunupa (Heybeanrennn naHum)

He ce xnacudunupa (JIuncsamy naHam)

He ce knacudumupa (Heybenurensu naHHu)

He ce knacu¢urmpa (TexHudecka HeBb3MOXXHOCT 32 MOJTy4aBaHE Ha JaHHH)
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Erlotinib hydrochloride

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

PA3JIEJI 12: ExonornyHa uH(popManus

Exouorust - 0610 : He mpezcrasiisiBa KOHKPETHA OITACHOCT 32 OKOJIHATA CPe/a.

OmnacHo 3a BOjiHATa Cpejia, KpaTkocpouHa (0cTpa) . He ce knacu¢uumpa (Bp3 ocHOBa Ha HANMYHHTE JAHHU HE Ca U3IBIHEHH KPUTEPHUTE 32
KIacupHIEpanHe)

OrnacHo 3a BOJIHATA CPefia, ABJITOCPOYHA (XPOHHYHA) : TOKCHYEH 3a BOJHHTE OPraHU3MH, C IbITOTPacH e(exT.

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

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

Hsva nanwyHa 1OMBIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha MOMBIHUTENHA HHOPMATHS

Hsma HanmuvHA TOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 13: OGe3Bpesxaane HA OTHAABIUTE

Hsma HanmuvHa HOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 14: UndopManusi 0OTHOCHO TPAHCTIOPTUPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH nin naenTudgukannoHeH Homep

UN 3077 UN 3077 UN 3077

14.2. TouHo HaMMeHOBaHMe HA NMpaTKaTa no cnucbka Ha OOH

BEIIECTBO, OITACHO 3A ENVIRONMENTALLY Environmentally hazardous substance, solid, n.o.s.
OKOJIHATA CPEJIA, HAZARDOUS
TBBHPJIO, HY K. SUBSTANCE, SOLID,
N.O.S.

Onucanne Ha TPAHCHOPTHHTE JOKYMEHTH

UN 3077 BELLIECTBO, UN 3077 UN 3077 Environmentally hazardous substance, solid, n.o.s., 9, 111
OITACHO 3A OKOJIHATA ENVIRONMENTALLY
CPEJIA, TBBPIO,H.Y K., 9, HAZARDOUS
1L, (-) SUBSTANCE, SOLID,
N.O.S., 9, IIIl, MARINE
POLLUTANT

14.3. Knac(oBe) Ha onacHOCT NPU TPAHCIIOPTHPaHe

9 9 9
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Erlotinib hydrochloride

WNudopmanroHeH JIucT 3a 6€30MacHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

I ‘ 1

ADR IMDG IATA
LIIWED
14.4. OnakopbYHa rpyna
1

14.5. OnacHocTH 32 0KOJIHATA cpeja

OrmacHo 3a OKoJIHaTa cpena:

Ja

OrmacHo 3a OKOJIHATA Cpefia:
Ja

Mopcku 3ambpeuTen: Jla

OnacHo 3a okosHaTa cpena: la

Hsma JOITBJIHUTECITHA HAJTUIHA I/[H(fbopMaI_II/IH

14.6. CnenuajiHy npeana3sHu MepKH 3a NOTpedUTeuTe

CyxonbTeH TPAHCIIOPT

Knacudukanmonen xox (ADR)

Cneruanuu pasnopenou (ADR)

Orpannuenn xonnyectsa (ADR)

Wskimtouenu konmdectsa (ADR)

OnakoBbuHn nHCTPYKIHU (ADR)

Crienaiiu onakoBbuHH pasznopentdu (ADR)

Cmecenn onakoBky (ADR)

VHCTpyKIMH 32 IPEHOCHUMH [IUCTEPHU U KOHTEHHEepH 3a
HacumHu ToBapu (ADR)

CrienpiaiHu pasnopeaoy OTHOCHO MPEHOCHMH LIUCTEPHH
" KOHTeiHepy 3a HacumHu ToBapu (ADR)

Konose 3a nucrepuu (ADR)

ITpeBo3HO CPENCTBO 3a MPEBO3 B IUCTEPHH
TpancnoprHa kareropust (ADR)

Crienmaiiiu pasrnopendu 3a npesosa - OnakoBku (ADR)
Crrenmanau pasnopenou 3a npeso3 - Hacumao
cberosiHue (ADR)

CrienmaHu pasnopeou 3a IpeBo3 - TOBapeHe,
pasroBapBaHe u oopaborka (ADR)
Wpenrudukanponex Homep 3a onacHoct (Kemuiep No.)
OpamxeBu Tabenn

Kon 3a tynennu orpannuenus (ADR)

TpancnopTt 1o Mope

Crnennanuu pasnopenou (IMDG)

Orpannuenu konuuectsa (IMDG)

W3krouenu konnyecta (IMDG)

Onakobunu uHcTpykuuu (IMDG)
Crienmaniu pasnopendu 3a onakosane (IMDG)
IBC onakopbunu unctpykuuu (IMDG)

IBC cneunannu pasnopendu (IMDG)
Wuerpykuuu 3a nucrepuu ( IMDG)
Criennanuu pasnopendou otHocHo uucrepuu (IMDG)
EmS-Ne (TToxap)

EmS-Ne (Paznug)

Kareropus na toBapene ( IMDG)

Cknagupane u oopadorka (IMDG)

M7

274, 335, 375, 601

Skg

El

P002, IBCO8, LP02, R001
PP12, B3

MP10

T1, BK1, BK2, BK3

TP33
SGAV, LGBV
AT

3

Vi3

VCl, VC2
Ccvi3

90

90
3077

274,335, 966, 967, 969
S5kg

El

LP02, P002

PP12

IBCO8

B3

BK1, BK2, BK3, T1
TP33

F-A

S-F

A

SW23

13/10/2023 (daTa Ha n3naBaHe)

BG (6barapckn)

7/9



Erlotinib hydrochloride

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

Bb3aywmeH TpaHCnopT

PCA Uzkmouenn kommaectsa (IATA) : El
PCA OrpanudeHn KOIHYECTBA IIbTHHIECKU CaMOJIET 1 1 Y956
xapro (IATA)

PCA MakcuMaHO HETHO KOJIMYECTBO 32 OTPaHUYCHO : 30kgG
KOJIMYECTBO ITBTHUUECKH caMoneT U kapro (IATA)

PCA HHcTpyKiuy 3a oIlakoBaHe IbTHUYECKH caMolleTH © 956
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO IBTHUYECKH : 400kg
camornet u Kapro (IATA)

WucTpyxnuu 3a onakoBaHe camo kapro (IATA) 1 956
MakcuMaiHO HeTHO KosmuecTBo camo kapro (IATA) : 400kg
Crenmanau pasnopendu (IATA) : A97, A158, A179, A197, A215
ERG ko (IATA) : 9L

14.7. MopckH TPAaHCHOPT HA TOBAPU B HACHIIHO ChCTOSIHME CHIVIACHO MHCTPYMEHTH Ha MeKIyHapoaHATAa MOPCKAa OPraHU3anus

He e npunoxumo

PA3JIEJI 15: UH¢popmanusi OTHOCHO HOPpMATHBHATA ypenoda

15.1. Cienuuaam 32 BEeNIeCTBOTO WJIH CMECTAa HOPMATHBHA Ypea0a/3aK0HO0IATEICTBO OTHOCHO (€30MACHOCTTA, 3APABETO H OKOJIHATA
cpena

15.1.1. Pernamentn na EC

REACH Ilpuao:xenne XVII (YciaoBus 3a orpaHnyaBaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BelllecTBaTA 3a pa3peliaBane)

He ¢urypupa B [Ipunoxenue XIV nHa REACH (Cnucbk Ha BeliecTBara 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaar-seirecrsa (SVHC)
He ¢urypnpa B crimcska Ha REACH ¢ kanmunar-Bemectsa
Pernament PIC (EC 649/2012, IIpenBapuTe1Ho 000CHOBAHO ChIIacHe)

Henpunoxumo.

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

Henpunosxumo.

PerjiaMeHT 0THOCHO BellecTBa, KOMTO Hapymasat o30HoBus cjoii (EC 1005/2009)

He durypupa B cnucbka ¢ BelecTBa, KOUTO HapyiiaBat 030HoBus cinoii (Permament EO 1005/2009)

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

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

PersiaMeHT 0THOCHO NpeKypcopuTe Ha HAapKOTH4YHH BemecTBa (EO 273/2004)

He cpappixa BemmecTBo(a), BKIIOUeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuunuTe Bemectsa (Permament EO 273/2004 0THOCHO POM3BOICTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpPE/ICICHH BEIECTBA, U3MOI3BAHM 32 HE3aKOHHO MIPOM3BOICTBO HA HAPKOTUYHH MM IICHXOTPOITHHU BEIECTBA)

15.1.2. Haunonayinu pasnopeaou

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

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

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

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

PA3JIEJI 16: Ipyra ungopmanus

Ibaen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a OlacHOCT:

Acute Tox. 4 (opanHa) Ocrtpa TokcnuHocT (opainHa), Kareropus 4

Aquatic Chronic 2 OmacHo 3a Bo{HATa cpesia — XPOHHYHA OIACHOCT, KaTeropus 2
H302 Bpenen npu norneimnane.

H411 ToKcu4eH 3a BOAHUTE OPTaHU3MH, C IBITOTPACH e(eKT.

Wudopmanmonen muct 3a 6ezonacHoct (UJ1b), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpxaiia ce B To3u MHbopMaroneH uct 3a 6€30MacHOCT, € MOJIy4eHa OT H3TOYHHIIN, KOUTO CMSITaMe 3a
HaJeK/IHU. Bbopeku ToBa, HHpOpMALMsITa ce IpeocTaBs 0e3 HUKAKBa rapaHiis, H3pUYHA WX MOpa30upalia ce, OTHOCHO HelHaTa KOPEKTHOCT
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