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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo
HauMmeHoBaHMe Ha BEIIECTBOTO : Letrozole
XHUMUYECKO HAaMMEHOBAHUE : Letrozole
CAS Ne : 112809-51-5
Kon na npoxykra : 201600516

1.2. UneHTHUIMPAHH BUI0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

Hpentndunupanu ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscienBanus U pa3BUTHE
TexHUYecKH U3NUTBAHUS U AaHAITH3U
Camo 3a npodecronansa ynorpeba

ODyHKIMS WK KaTeTOpys Ha yoTpeda : JIabopaTOpHU XUMUKAIU

Ynorpedu, KOUTO He ce MPEeNoPbHYBAT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMaiiHa ynorpeba

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JHCT 32 0€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 HoOMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BeleCTBOTO UJIH CMeCTa

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

EHOKpHMHEH HapyLINTEI 110 OTHOIIEHHE HA OKOJIHATA CPEJa, EUHA430
Kareropus 1

EHIOKpHHEH HapyLINTEN 110 OTHOIIEHHE HA 3/IpaBETO HA YOBEKA, EUH380
Kareropus 1

Kanneporennoct, Kateropus 2 H351
ToxcuunocT 3a penpoxykuusTa, Kareropus 1B H360FD

CrrenniyHa TOKCHYHOCT 3a ONPEJIeNIeHN Oprany — noprapsimia ce  H372

excnoszunus, Kareropus 1

OnacHo 3a BoJiHaTa cpejja — XpOHWYHA ONACHOCT, Kareropus 1 H410 (M=10)
3a nmbanus Texct Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pasjen 16

Heﬁnaronpuﬂnm q)l/l3l/lKOXPlMPl'1Hl/l eq)eKTPl H Heﬁnaronpuﬂnm e(])elcTn 3a 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa

CHIIHO TOKCHYEH 32 BOAHUTE OPraHU3MHU, C AbIroTpacH edekr. [Ipeanonara ce, ye npuuuHsABa pak. Moxe /1a yBpeIu OIUIONUTENIHATa CHOCOOHOCT. Moxe 1a
yBpenau mioza. [IpuunnsBa yBpexkaaHe Ha OPraHUTE IIOCPEACTBOM MPOABKUTEIIHA WIIH TTOBTAPSIIA CE CKCITO3ULIHS.
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I/IH(I)OpMaL[I/IOHeH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

2.2. EleMeHTH HAa €THKETAa

ETnkerupane B cborBercTBHE ¢ Periament (EO) Ne 1272/2008 [CLP]

IMTukrorpamu 3a onacHoct (CLP)

GHS08 GHS09
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : EUH380 - Moxe 1a NpH4MHA HapylIeHne Ha GpyHKINUTE Ha €HJOKPHHHATA CHCTEMA B YOBEIIKHS
OpraHU3bM.

EUH430 - Moske 1a IpHYNHA HapyIleHHe Ha (yHKIIUUTE Ha CHIOKPUHHATA CHCTEMa B OKOJIHATA
cpena.
H351 - IIpeamnonara ce, 4e NPUYMHABA PaK.
H360FD - Moxe na yBpean OIUIOUTENHaTa CIocOOHOCT. Moske 1a yBpeau Iofa.
H372 - IIpuunHsBa yBpexxIaHe Ha OPraHUTe (€HIOKPHHHA CHCTEMa) IIOCPEACTBOM IPOABIDKUTEIHA
WITH TIOBTapsIIa Ce eKCIO3HIIHS.
H410 - CuiiHO TOKCHYEH 3a BOIHUTE OPraHU3MH, C IBITOTPAcH e(EeKT.
IMpenopsku 3a 6e3omacuHoct (CLP) : P201 - IIpenun ynotpeba ce cHabAeTe ChC CHEIMATHU HHCTPYKIUH.
P202 - He n3non3Baiite npeau 1a cTe IPOYESIH U pa3dpaiy BCHUKH MPeANa3HH MEPKH 3a
6e30macHOCT.
P260 - He aumBaiiTe mpax/ImyIex/ras/AuM/U3IapeHus/aepo30iIH.
P263 - Jla ce n304rBa KOHTAKT II0 BpeMe Ha OPEMEHHOCT U IIPU KbPMEHE.
P264 - Jla ce m3mue pbIeTe 10 TaKTUTE U IHIETO CTapaTelHo CIel yIoTpeoa.
P270 - [la He ce sine, Mxe WK U OpH YHOTpeOa Ha IPOIYKTa.
P273 - Jla ce n30srea u3nyckaHe B OKOJIHATa Cpeaa.
P280 - M3non3BaiiTe npennasHu pbKaBULU/TIPENa3HO 00ICKIO/MPena3Hu OYrIa/Ipena3Ha Macka
3a JHIe/IpeAna3Hy CPEeCTBA 3a 3aIIUTa Ha CIyXa.
P314 - TIpu Hepa3noI0KEHUE MOTHPCETE MEAUIIMHCKH CHBET/TIOMOIII.
P391 - Cpbepere pazasaToTo.
P405 - Jla ce cbxpaHsiBa 1o KIr04.
P501 - CbabpprkaHHeTO/ChIBT J1a CE M3XBBPIIH B ITYHKT 3a ChOMpaHe Ha OMACHU MU CIICIUATHI
OTIaABILY, B ChOTBETCTBUE C MECTHHTE, PETHOHAIHY, HAIIMOHAIHH H/MIH MEKIyHApOJHI
pasnopenou.
ETuxernpane B ChOTBETCTBHE C: MI3KII0UCHNS 32 BETPEIIHH OIIAKOBKH, KOTATO ChAbPKaHUETO He IpeBumana 10 ml.
IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. /Ipyru onacHoCcTH

Tosa BemectBo/cMec He otroBaps Ha kpurepuute PBT na Pernament REACH, IIpunoxenune XIII
Toa BemecTBo/cMec He oTroBaps Ha kpurepuute VPvB Ha Pernamentr REACH, Tpunoxenne XIII

BelecTBOTO € BKIIOYEHO B CHMCHKA, M3TOTBEH B ChOTBETCTBUE ¢ wieH 59, naparpad 1 or REACH, 3a npurexaBaHe Ha CBOICTBa, HapyLIaBaly QyHKIMUTE HA
CHIOKPHHHATA CUCTEMA, MIIH € MACHTU(UIIPAHO KAaTO MPUTEXKABAIIIO CBOIICTBA, HApyIIaBaliy (yHKIHNTE Ha CHIOKPHHHATA CUCTEMA, B ChOTBETCTBHE C
kputepuute, onpenenenu B Jlenerupan Pernament (EC) 2017/2100 na Komucusra unu B Pernament (EC) 2018/605 na Komucusita
Jpyra nndopmarys :  AKTHBHO BelecTBO (BbB (hapMaLleBTHIHH IPOIYKTH).

BHuMaHMe - BeLeCTBO, KOETO BCE OIIE HE € U3MHUTAHO HAIBIIHO.
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Letrozole

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

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecTBa

HanmenoBanue Npentudukarop Ha % Knacudukanus B cboTBeTCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]

Letrozole CAS Ne: 112809-51-5 <100 ED ENV 1, EUH430

BEIECTBO, UACHTU(HUIIMPAHO KaTO IIPUTEKABAIIO CBOICTBA ED HH 1, EUH380

Ila HapymaBa (yHKIMHTE Ha €HJOKPHHHATA CUCTEMa Carc. 2, H351

Repr. 1B, H360FD
STOT RE 1, H372
Aquatic Chronic 1, H410 (M=10)

3a mennus TekeT Ha H- u EUH-nipenynpexxaeHusita 3a onacHOCT: BX. pa3nen 16

PA3JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanne Ha MePKHUTE 32 MPBA MOMOLI

IIppBa nomo1i - 001K MEPKU . B®B Bcuuku ciyyan Ha CbMHEHHE, WIIM aKO CUMIITOMUTE MPOABIDKABAT, IOThPCETE MEAUIIMHCKA
TOMOIIL.
IIppBa nomo1 nMpu BIUIIBAHE : H3Besere NMLIETO HA YUCT BB3/LyX U IO MIOCTABETE B MO3MLIMS, YJIECHABAILA AMIIaHeTo. [la ce ocTaBu

MOCTpaJaiys 1a Cu movnHe. B ciydaii Ha npuomaBane: [loTbpceTe MEAUIMHCKH ChBET/IIOMOIIL.

ITbpBa MOMOII IPK KOHTAKT C KOXKarta : Jla ce cBanmy 3aMbPCEHOTO OOJIEKIIO U U3IOKEHUAT Y4acThK OT KOXKaTa Ja Ce M3MHUE C MEK CallyH
BOJIa, KaTO CJIeJ] TOBA Ce M3IUIAKHE C TOIUIA BOAA.

ITbpBa oMol IPH KOHTAKT C OYUTE : Usmiakuere ¢ BoJa, KaTo AbPKUTE OUUTE MIMPOKO OTBOpeHH. [ToThpceTe MeANIIMHCKA TOMOLLL, aKO
60JIKaTa, MUTAHETO WM 3a4EPBSBAHETO MPOABIKAT.

IIppBa nomo1L Y MOTITbIIAHE . HMsmakHere ycrara ¢ Bojia (CaMo aKko MOCTpalalivsiT € B ch3HaHue). Hukora He naBaiiTe HULIO 1pe3
ycTaTa Ha Y0BeK B Oe3ch3nanue. He3abaBHO MOTHpCeTe MEANLMHCKH CHBET/IIOMOLIL.

4.2. Hali-chbIecTBeH! OCTPH M HACTHIIBALIIU CJIe/l U3BECTECH MEPUOJ OT BpeMe CUMIITOMHA U e(l)eKT]/l

Hsima HanuyHa AONBIHUTEIHA I/IH(bOpMaI.IPIH

4.3. Yka3aHue 32 HE00X0AUMOCTTA OT BCAKAKBH HEOTJI0KHU MeIUIMHCKH IPUKHA U CIICLIMAJTHO JIeYeHU e

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

PA3/IEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeactBa 3a raceHe Ha MOKap

TToaXOISIIIH TT0KAPOTACHTEIIHHI CPE/ICTBA : Jla ce u3mon3Bar cpecTBa, MOAXOMSIIN 3a FACCHE Ha MIOXKapH B ChCEICTBO. BBIiepoieH HOKCH .
Bogen crpeii. Cyx npax. Ozesijio 3a 3aracsiHe Ha OI'BHSL.
Heroaxos11uy okaporacuTelIH| CPe/ICTBa : Jla He ce n3mon3Ba CHIHA BOJHA CTPYSL.

5.2. Oco0eHH 0NIACHOCTH, KOUTO MPOU3THYAT OT BELeCTBOTO HJIH CMECTa

OnacHu MIPOAYKTH Ha pasnajlaHe B cnyqaﬁ Ha moxap . HemwiHOTO TOpEHE OCBOGO)KI[aBa OIIac€H BBITIEPOJACH OKHC, BBITIEPOJACH ABYOKHUC U APYT'H TOKCUIHU
razoBe. Bp3aMoxxHO € OTACIIAHETO HAa TOKCUYHU U3NIaPCHUSA.

5.3. CbBeTH 32 O’KAPHUKApHUTe

WHcTpyKuuu 3a raceHe Ha Imokapu . Jla He ce momycka M3noi3BaHaTa B bopbaTa ¢ moxapa Bojia J1a 3aMbpCH OKOJIHATa Cpeaa.
3amuTa Ipy raceHe Ha mnoxap . Jla He ce npennpuemMa HaMmeca 6e3 MOAXOSIIO 3alUTHO 000pyIBaHe. ABTOHOMEH U W30JIMPALI]
amapar 3a JuxaresHa 3ammTa. [IbHa 3amura Ha TI0TO.

PA3JIEJI 6: Mepku npu aBpapHMiiHO H3MyCKaHe

6.1. JIuuHM NpeANa3sHA MePKH, NPEANIa3HH CPeJCTBA U NPOLEeAYPHU NPHU CHEIIHH CJIy4au

OO0y Mepku . /Jla ce u30srBa KOHTAKT C KOXKaTa, OUUTE U JAPEXUTE.
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Letrozole

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

3a nepconaJi, KOWTO He O0TroBaps 3a CHElIHHU CJaydan

ABapuitHH TITaHOBE : Jla ce oTcTpaHM HEHYKHHS TIEPCOHAII.

3a JIMIAaTa, OTTOBOPHH 32 CICLIHU CJIyYau

3almuTHU CpeacTBa . Jla He ce mpeanprema Hameca 6e3 MOIXO/IAIIO 3aIUTHO 000pyABaHe. 3a moBeye HHPOPMAIIHS,

BrokTe paszgen §: "KoHTpon Ha ekcro3uimsITa/ TMYHA Mpe/na3Hu cpeactsa’.

)_'[a ce u3bsrea H3IIyCKaHC B OKOJIHATa cpeaa. HpeI[OTBpaTeTe HABJIM3aHETO B KaHAJIM3alUsATa U B O6H.ICCTBCHI/ITG BOIH.

3a 3agbpprkane : IlonmiiTe ¢ MHEPTEH MaTEpHA U IIOCTABETE B MOAXO/SI KOHTEHHED 3a 00e3BpexJaHe Ha OTIAABLIH.
Mertou 3a OYKCTBaHE : IlouncTeTe 3aMBpCEHUTE TOBBPXHOCTH OOKMIHO C Bojia. [I0YnCTBaHE ¢ HOMILTA HA IETEPIEHT.

Bmxre Paznen 13 otHOcHO nH(bOpMarys 3a 06e3BpekIaHe Ha OTIAIBLHTE.

JIOITBITHUTEITHY OTIACHOCTH 10 BpeMe Ha paboTa : Jla He ce u3narat OpeMEHHHTE JKEHH MM KbPMAUKHUTe.

Tpennassn mepku 3a 6e3omacHa padoTa : Jla ce m304TBa BCAKAKBA M3NMIITHA eKCIIO3UIMs. Jla ce ocurypu 106po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XUrHeHHH MepKI : Jla e ce sze, nmue uim mymm npu ynotpeba Ha npoaykTa. Jla He ce n3HAcA 3aMBPCEHO PabOTHO

00NIeKI0 H3BEH PabOTHOTO MoMeIIerue. Jla ce M3MHAT PBIETE NPEH IIOUYMBKHUTE H CIeT
TIPHKITIOYBaHE Ha paboTara.

Venosust 3a chxpaHsiBate : Jla ce cbxpansiBa Ha 100pe npoBeTpuBo MsicTo. ChIBT Jia ce ChbXpaHsBa ILITHO 3aTBopeH. Jla ce
T1a3u OT TOIUIMHA U MpsiKa CIbHYCBA CBETJIINHA.
OnakoBbYHU MaTepUAIH : Jla ce chXpaHsiBa B OPUTMHAIHUTE KOHTEHHEPH.

Hsma HanuvHa TOTBIHUTENHA HHPOPMAIIHS

JI HA EKCIIO3UIINA a/JINYHA npeanmasH Cpeacrea

Hsma HanuvHa ZOMBIHUTENHA HHPOPMAIIUS

Toaxoasiy HHKEHEPEH KOHTPOJI

IToaxoasim HH:KeHEPeH KOHTPOJI:
Jla ce ocurypu 1o6po mpoBeTpsiBaHe Ha pabOTHOTO MsACTO. OOMKHOBEHO C€ M3HCKBAT KAaKTO MECTHA CMyKaTelIHA BEHTHIAINS, TaKa ¥ BEHTUIAIMS Ha OOIIOTO
nomenienue. C marepuaina TpsOBa 1a ce paboTH 1o/ 1abopaTopHa KaMUHA, TOKOJIKOTO TOBA € Bb3MOXKHO.

JInYHH npeana3sHu cpeacTBa

3a1MTa HA OYUTE U JTHIETO

3amuTa Ha ounTe:

[la ce HoOcsT peanasuu oura. [peanasnu ounna cse crpannyna 3amura. (EN 166)
3amuTa Ha KokKaTa

3ammTa HA KOXKATA U THIOTO:
Ja ce Hocu noaxoasIo npennasHo odnekio. Jlaboparopua ynorpeba : JlJabopatopHa npecriika. (EN 13034)
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Letrozole

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

3amuTa Ha pbLeTe:
Jla ce HOCAT MOAXOMAIM PhKAaBUILM. XUMHYECKH YCTOMUMBH penna3Hu pprrasuii. (EN 374)
3amuTa HA AMXATEJTHUTE IIbTHIA

3amuTa Ha AMXATEIHATE MHTHINA:
B ciyuaii Ha 06pa3yBaHe Ha IIpax Jia ce M3I0JI3Ba anapar 3a quinane ¢ Gpunrsp: P3

PA3JIEJI 9: ®u3uyHu 1 XUMHUYHHU CBOIiCTBA

ArperaTtHo CbCTOSHHE : TBBpHO BemecTBO
LBt . White. XbIITeHHKAB.
Bramen Bug : Crystalline powder.
MonekynHa maca 1 285,3 g/mol
Mupuc : He e nanuuno
I'pannnara Ha mupuca : He e Hanu4no
Touka Ha ToneHe : =180°C

Touka Ha 3aMpb3BaHe : He e Hanu4no
Touka Ha KuIIEHE : He e Hanu4no
3anmanumocT : He e nanuuno
JlonmHa rpaHHIia Ha eKCIIO3UBHOCT : He e npunoxumo
T'opHa rpanuIa Ha eKCIIO3UBHOCT : He e npunoxumo
IInamua Temmepatypa : He e npunoxumo
Temmeparypa Ha camo3anaaBaHe : He e npunoxumo
Temneparypa Ha pa3iaraHe : He e Hanu4no

pH : He e Hanmuyno

pH pastBop . He e Hanu4no
Buckosurer, kuHEMaTuueH : He e npunoxumo
PasrBopumocT : Boma: <0,1 g/l
Koedunuent Ha pasnpenencHue: n-okranon/soga (Log @ <4

Kow)

Hansrane na napure : He e Hanu4no
Hansrane na mapure npu 50°C : He e Hanu4no
IInpTHOCT : He e Hanu4no
OTHOCHTETHA IIBTHOCT . He e HanuuHo
OtHOCHTeNHA INTBTHOCT Ha mapute mnpu 20°C : He e npunoxumo
Paszmep Ha yactuure : He e HanuynO

Hsma HanuvHa ZOMBIHUTETHA HHPOPMAIIUS

PA3IEJI 10: CTa0MIHOCT U PEAKTHBHOCT

Hsma HanuvHa ZONBIHUTENHA HHPOPMALIUS

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

Hsima HanmuHa JOMIBIIHUTETHA HH(l)OpMaI.IPIﬂ

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

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMAIHS
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Letrozole

HudopmanroneH IucT 3a 6€30MacHOCT

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

10.6. OnacHu NPOAYKTH HA pa3najaHe

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

PA3JIEJI 11: Tokcuxojioruuia nugopmanus

11.1. Uudopmanus 3a KIacoBeTe HA ONACHOCT, onpeaejaeHd B Permament (EO) Ne 1272/2008

Octpa TOKCHYHOCT (OpaHa)

OcTtpa TOKCUYHOCT (iepMaliHa)
OcTpa TOKCHYHOCT (BJIUILIBAHE)

He ce knacuguumpa (B3 0CHOBa Ha HAIMYHUTE JAQHHH, HE CA U3IIBIIHEHN KPUTEPUUTE 38
KIacupHIIpaHe)

He ce knacuduuupa (Jlunceat nanHu)

He ce knacuduuupa (Jlunceat ganHu)

Letrozole (112809-51-5)

LD50 opanHo mibx

> 2000 mg/kg

KoposuBHOCT/ Ipa3HeHe Ha KoKaTta

CepHo3HO yBpexJaHe Ha OYHTE/Apa3HEeHe Ha OYUTE
CeHcnbMIM3anys Ha AUXATEIHUTE IBTHILA WK KOXKaTa
MyTareHHOCT Ha 3apPO/IHIIHUTE KICTKH
KanueporenHoct

TOKCHYHOCT 32 PEHPOIYKIHATA

CTOO (cnenn¢uvHa TOKCHYHOCT 3a ONpPEIETeHI
OpraHu) — €IHOKpATHA EKCIIO3HLIUS

CTOO (cneuuduyHa TOKCHYHOCT 32 ONPEICIICHN
OpraHn) — IOBTaPSIIIA CE EKCIO3UIIUS

OnacHOCT NpH BAMIIBaHE

11.2. Undopmanust 3a Ipyra ONACHOCTH

He ce knacuduuupa (Jlunceat nanHm)

He ce knacu¢unupa (JIunceaT naHum)

He ce xnacu¢unupa (JIuncsat nanxm)

He ce knacuduuupa (Jluncsar nanxu)

Ilpeanonara ce, ue NPUUUHABA PAK.

Mosxe 1a yBpeau OIUIOAUTENHATA CIOCOOHOCT. MosKe J1a yBpeH IIIoja.
He ce xnacu¢unupa (Jluncsat nanam)

ITpruuHsaBa yBpekaHe Ha OpraHuTe (CHAOKPUHHA CHCTEMa) IOCPEACTBOM IIPOIBIDKUTEIIHA WIIH
MOBTAPSIIIA CE& EKCIIO3UIIMSA.

He ce knacudunupa (Jluncsar nanxu)

CaoiicTBa, HapYymIaBaIy (GYHKIHHTE HA eHIOKPHHHATA CHCTEMA

HeO6maronpusTHU MOCNEAUIIHN 32 3PaBeTO, IPUINHEHH
OT CBOICTBa, HapyIaBally (yHKIMATE HA
€HJI0KpUHHATa cHcTeMa

ma eHOKpHHEH MEXaHH3bM Ha JeficTBHE, T.€. IPOMEHs (PYHKIHUATA/(QyHKINATE Ha €HIOKPHHHATA
cucTeMa

PA3/IEJI 12: ExojiornyHa uH(popManus

12.1. ToxkcuuHOCT

OmacHo 3a BogHAaTa cpesia, KpaTKOCpoUuHa (0cTpa)

OmacHo 3a BogHATa cpefia, JBITOCPOUHa (XPOHHYHA)

He ce knacudunupa (Bs3 0CHOBa Ha HANWYHUTE JAHHH, HE Ca U3IIBJIHEHH KPUTCPUUTE 32
KJIacuuIpane)
CHITHO TOKCHYEH 33 BOAHUTE OPTaHU3MH, C JBITOTPacH e(eKT.

Letrozole (112809-51-5)

LCS50 - Pubu [1]

> 37 mg/1 (96 yaca)

EC50 - Pakoo6pa3nu [1]

> 35 mg/1 (48 gaca, Daphnia magna (Boxza 6b1xa))

EC50 72h - Bogopaciu [1]

> 100 mg/1 (72 gaca)

NOEC xponnuHa pudbu

0,005 mg/1 (21 oum, Oryzias latipes (Menaxa))

12.2. YeTOHYHBOCT H Pa3rpajuMocT

Letrozole (112809-51-5)

YcToiYMBOCT U pa3srpaiuMocT

He ce pa3rpaxna 65p30
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Letrozole

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

12.3. BuoakymyJupania crnocooHOCT

Letrozole (112809-51-5)

KoedurmenT Ha pasnpenenenue: n-okranoi/soaa (Log <4
Kow)

12.4. IlpeHocumocT B IOYBaTA

Hsma Hanu4Ha I0MbIHUTETHA HHOPMALIUS

12.5. Pe3yararu ot onenkara Ha PBT u vPvB

Letrozole (112809-51-5)

Tosa BewecTBo/cMec He oTroBapst Ha kpurepuute PBT na Pernmament REACH, Ipunoxenne X111

Toga BemecTBo/cMec He oTroBapst Ha kpurepunte VPvB Ha Pernament REACH, Ipunoxenne XIII

12.6. CBolicTBa, HapymIaBamu (P)yHKIHHTE HA €HAOKPUHHATA CHCTEMA

He6HaI‘0HpI/I$ITHI/I TIOCJIEANIIH 3a OKOJIHATa Cpeaa, : Nma C€HAOKPUHEH MEXaHU3bM Ha HeﬁCTBHe, T.€. IIPOMECH CI)yHKI_II/ISITa/CI)yHKIII/II/ITe Ha €EHOKpHUHHATa
TIPUYUHEHHU OT CBOﬁCTBa, HapylraBamu d)yHKI_II/II/ITe Ha cucreMa.
C€HAOKpHUHHATa CUCTEMa

12.7. Ipyru He01aronpusiTHu eeKTH

Hsma HannyHa 10mbIHUTETHA HHOPMALUS

PA3JIEJI 13: O0e3BpexaaHe HA OTHAABLIUTE

13.1. MeToau 3a TpeTHPaHe Ha OTHAXBIHT

Hsma HannyHa nombiHUTETHA HHOPMALUS

PA3JIEJI 14: UH¢dopManusi OTHOCHO TPAHCIIOPTHPAHETO

B croterctBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH nin naeHTHGUKAUOHEH HOMEP

UN 3077 UN 3077 UN 3077

14.2. TouHo HaUMeHOBaHHe Ha NMpaTKaTa no cnucbka Ha OOH

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

Onucanne Ha TPAHCHOPTHHTE JOKYMEHTH

UN 3077 BELLIECTBO, OITACHO 3A UN 3077 ENVIRONMENTALLY HAZARDOUS UN 3077 Environmentally hazardous substance,
OKOJIHATA CPEJA, TBBPJO, H.Y K., 9,111, (-) SUBSTANCE, SOLID, N.O.S., 9, IlI, MARINE solid, n.o.s., 9, Il
POLLUTANT

14.3. Knac(oBe) Ha 0IaCHOCT NP TPAHCIIOPTHPAaHe

14.4. OnakoBb4Ha rpyna

I 1II 1
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Letrozole

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

ADR

IMDG

IATA

14.5. OnacHocTH 32 0KOJIHATA cpeJa

OmacHo 3a okonHata cpeaa: la

OmacHo 3a okonHaTa cpeza: Ja
Mopcku 3ambpeuten: Jla
EmS-Ne (TToxap): F-A
EmS-Ne (PaznuB): S-F

OmacHo 3a okonHata cpeaa: la

HsiMa mombiHHTeIHA HaNHYHA HHQOpMALHS

14.6. Cnenma,THu npeana3Hu MePKH 32 MOTpedUTeINTE

CyxonbTeH TPAHCIIOPT

Knacudukanmonen xox (ADR)

Crniennanuu pasnopenou (ADR)

Orpannuenu konmuectsa (ADR)

Wzkimouenu konmuectsa (ADR)

OnakoBbuHU uHCTpyKLIUK (ADR)

CriennaiHy onakoBb4HU pasznopenou (ADR)

Cwmecenu onakoBku (ADR)

VIHCTpyKIMHM 32 TPEHOCHMH LIUCTEPHU U KOHTEHHEepH 3a
HacunHu ToBapu (ADR)

CnenyanHu pa3nopeoy OTHOCHO IPEHOCUMH LIUCTEPHU
U KOHTeitHepH 3a HacumHu ToBapu (ADR)

Konose 3a nucrepuu (ADR)

IIpeBO3HO CPEACTBO 3a MPEBO3 B LIUCTEPHU
TpancnoprHa kareropus (ADR)

CriennanHu pa3snopenou 3a npeosa - Onakosku (ADR)
CriennanHu pasnopendu 3a npesos - HacunHo
cberosiHue (ADR)

CrienaHu pasnopeaou 3a IpeBo3 - TOBapeHe,
pasroBapBaHe 1 06paboTka (ADR)
Vnentudukannoner Homep 3a onacHocT (Kemnep No.)
OpamxeBHu Tabenn

Kon 3a TyHenHu orpanudenus (ADR)

TpancnopT nmo mope

Crniennanuu pasnopenou (IMDG)

Orpannuenu konmuectsa (IMDG)

W3kirouenu konuyecta (IMDG)

OnakoBbunK MHCTpYKIMH (IMDG)
Crenuanau pasnopenou 3a onaxkosatre (IMDG)
IBC onakosbunn nactpykuun (IMDG)

IBC cnenmnannu pasnopendu (IMDG)
Wncrpyknun 3a iucreprn ( IMDG)
Cneruanuu pasnopenou otHocHo uucrepad (IMDG)
Kareropust Ha ToBapene ( IMDG)

Cxitagupane u o6padorka (IMDG)

Bb3aymeH TpaHcnopT

PCA Uzkmouenn xonuuectsa (IATA)

PCA OrpannueHu KoJmuecTBa MbTHUYECKH CaMOJIET U
xapro (IATA)

PCA MakcuMaaHO HETHO KOJIMYECTBO 3@ OTPaHUYEHO
KOJIMYECTBO IIbTHUUYECKU camoneT U kapro (IATA)

PCA MHcTpykiuy 3a 0akoBaHe MTHUYECKH CaMOJIET U
xapro (IATA)

PCA MakcuMaaHO HETHO KOJIMYECTBO IIbTHUYECKH
camoutet u kapro (IATA)

M7

274, 335, 375, 601

Skg

El

P002, IBC08, LP02, R0O01
PP12, B3

MP10

T1, BK1, BK2, BK3

TP33
SGAV, LGBV

AT
3

1 V13
: VC1,VvC2

CV13

90

90
3077

274, 335, 375, 966, 967, 969
Skg

El

LP02, P002

PP12

IBCO8

B3

BK1, BK2, BK3, T1
TP33

A

SW23

El
Y956
30kgG
956

400kg
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Letrozole

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

WHcrpykuuu 3a onakoBaHe camo kapro (IATA) 1 956

MakcumaaHo HeTHO KosmuecTBo camo kapro (IATA) : 400kg

Crennanuu pasnopeaou (IATA) : A97, A158, A179, A197, A215
ERG xox (IATA) : 9L

14.7. MopcKu TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeK/IyHAapOHATA MOPCKA OPraHu3aIust

He e npunoxxumo

PA3JIEJI 15: UHdopmanusi OTHOCHO HOpMaTHBHATa ypenoda

15.1. CietpvyHH 32 BEIECTBOTO HJIH CMECTA HOPMATHBHA YPen0a/3aK0H0ATEICTBO OTHOCHO G€301MaCHOCTTA, 3PABETO H OKOJIHATA
cpena

Pernamentn na EC

REACH, IIpuaoxenue XVII (YciioBus 32 orpaHu4YaBaHe)

He ¢urypupa B [Tpunoxenue XVII nva REACH

REACH, IIpuniaoxenue XIV (CiucbK Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [lpunoxenne XIV nHa REACH (Cnncbk Ha BeliecTBaTa 3a pasperiaBaHe)

REACH, Cnucbk ¢ kanauaar-semectsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

PeriaMeHT 0THOCHO BelllecTBa, KOUTO HapymaBaTt 030HoBus ciaoii (EC 1005/2009)

He ¢urypupa B ciucbKa ¢ BeLeCTBa, KOUTO HapyLIaBat 030HoBusI cioii (Permament EO 1005/2009)

Pernament (EC) Ha CbBeTa 32 KOHTPOJI HA U3/1eJIHS € IBOIHA ynoTpeda

He ¢urypupa B PETJIAMEHTA HA CBBETA (EC) 3a koHTpoI Ha U31e1us ¢ JBOHHA yrnoTpeba.

PersiameHT 0THOCHO npekypcopuTe Ha B3puBHU BeulectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA ¢ IIPeKypcopy Ha B3puBHH BewecTsa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

Per;iaMeHT 0THOCHO peKypCOPHTE HA HApKOTHYHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOUeHO(H) B ciuchbka ¢ [Ipekypcopu Ha HapkoTnunuTe BemecTsa (Permament EO 273/2004 0THOCHO IPOH3BOACTBOTO H ITyCKAHETO
Ha I1a3apa Ha OIIpe/IeNICHH BEIeCTBa, H3IIOI3BaHU 32 He3aKOHHO IIPOM3BO/ICTBO Ha HAPKOTHYHH MU IICHXOTPOIIHH BEIIECTBA)

15.2. OneHka Ha 0€30MACHOCT HA XUMUYHOTO BEIIECTBO MJIH CMeC

Hsma HanuyHa nombiHUTETHA HHOPMALUSI

PA3JIEJI 16: Ipyra undgopmanus

Nuanxanus 3a npoMeHn

Paznen IIpomeHeH eneMeHT KomenTapu
OOH Ne (RID) Jlo6aBeno
Bpoii cunu konycu/cBernuau (ADN) Jlo6aBeno
3agbmkurento obopyasane (ADN) JobaBeHo
IIpeBo3sT € paspemien (ADN) JobaBeHo
W3kiarouenu konnuectsa (ADN) Jlo6aBeno
Orpannueny konmmuecta (ADN) JobaBeHo
Etuxern 3a onacuoct (ADN) Jlo6aBeno
Krnacudukannonen xox (ADN) Jlo6aBeno
Touno npeBo3Ho HauMeHoBaHue (RID) JobaBeHo
Unentudukannonex Homep 3a onacHoct (RID) JobaBeHo
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Letrozole

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Nnaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
Excnpecuu npatku (RID) JlobaBeHo
Creranau pa3nopenou 3a IpeBo3 - TOBapeHe, JobaBeHo
pasroBapBane u o0padotka (RID)

Crienpaiiau pasnopendu 3a npeBos - HacunHo JobaBeHo
cberosinue (RID)

Crienpaiiiy pasnopendu 3a npesosa - OnakoBku | JlobaBeHo
(RID)

Tpancnopraa kareropus (RID) JlodaBeno
Konose Ha uucrepuu 3a RID nucrepuau (RID) Jlo6aBeno
Crienmaiiiy pa3nopeidu OTHOCHO MPEHOCHMHU JlobaBeno
LICTEePHH U KOHTEHHEPH 3a HACHIIHU TOBApU

(RID)

MucTpyxunu 3a NpeHOCUMU LIHUCTEPHU U JobaBeHo
KOHTeHHepH 3a HacuHu ToBapu (RID)

Cwmecenn onakoBku (RID) Jlo6aBeno
Crerpansu onakoBs4HH pasnopendu (RID) Jlo6aBeHo
OnaxoBbyHK nHCTpYKIUHK (RID) JloGaBeno
Wskmouenu xommdectsa (RID) JlobaBeHo
Orpannuenu konudectsa (RID) JobaBeHo
Crennanau pasnopeadu (RID) JobaBeHo
OnakopbyHa rpyna (RID) JobaBeHo
Krnacugukannonen xox (RID) Jlo6aBeHo
ERG xon (IATA) JobaBeHo
Crenmanau pasnopenou (IATA) Jlo6aBeHo
MakcHMaTHO HETHO KOJINYECTBO CaMO Kapro Jlo6aBeno
(IATA)

Wucrpykuunn 3a onakoBaHe camo kapro (IATA) JobaBeHo
PCA MakciMaaHO HETHO KOJIHMYECTBO Jlo6aBeHno
nbTHUYECKU camouieT 1 kapro (IATA)

PCA HHcTpyKIiuu 3a 0I1akoBaHe MbTHUYECKH JlodaBeno
camorteT u kapro (IATA)

PCA MaxkcuMaiaHO HETHO KOJHYECTBO 3a Jlo6aBeHo
OTpaHMYEHO KOJIMYECTBO IETHUYECKH CaMOoJIeT U

xapro (IATA)

PCA OrpannudeHn KOIH4eCTBA IbTHHYECKU Jlob6aBeHo
camonet u kapro (IATA)

PCA Uskirouenn konuuectsa (IATA) JobaBeHo
Etuxern 3a onacuoct (IATA) Jlo6aBeno
Touno npeBo3Ho HaumeHoBanue (IATA) Jlo6aBeno
Touno npeBo3HO HanMeHoBaHKe (IMDG) Jlo6aBeno
Eruxern 3a onacuoct (IMDG) JlobaBeHo
EmS-Ne (Pa3nus) JobaBeHo
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Letrozole

HH(I)OpMaL[I/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
EmS-Ne (TToxap) JlobaBeHo
Orpannuenu xonudectsa (IMDG) Jlo6aBeno
Cknanupane u oopadorka (IMDG) JobaBeHo
Kareropus na toapene (IMDG) JobaBeHo
CrienyiaHu pasnopeaoyu OTHOCHO UCTEPHH JlodaBeno
(IMDG)
Wnctpyxnun 3a nucrepran (IMDG) JobaBeHo
IBC cnenmanau pasnopentu (IMDG) Jlob6aBeHo
IBC onakopwunu nnctpykuuu (IMDG) JobaBeHo
W3kmrouenu konmuuecta (IMDG) Jlo6aBeno
Creuuanuu pasnopenou (IMDG) Jlo6aBeno
Crenpansu pasnopeoy 3a IpeBo3 - TOBapeHe, JlodaBeno
pa3roBapBaHe 1 00paboTka (ADR)
Crienmaiiiy pasnopeadu 3a npeo3 - HacunHo Jlo6aBeHno
cectosHEe (ADR)
Crienmaiiiu pasnopendu 3a npeBosa - OnakoBKH JobaBeHo
(ADR)
Kopnoge 3a nucrepau (ADR) JobaBeHo
CrienmaliHy pa3nopeon OTHOCHO NPEHOCHMHU JlobaBeHo
LUCTEPHU U KOHTEHHEPH 3a HACHIIHU TOBAapU
(ADR)
MHcTpyKuuu 3a NpeHOCUMH LIUCTEPHU U JlobaBeHo
KOHTeitHepH 3a HacumHu ToBapu (ADR)
Cwmecenn onakoBku (ADR) Jlo6aBeno
Creruaray onakoBbYHH pasnopenou (ADR) Jlob6aBeHo
OnakoBb4HHU HHCTpYKIuK (ADR) JobaBeHo
IIpeBo3HO cpeacTBO 3a MPEBO3 B LIUCTEPHU JobaBeHo
Heb6naronpusiTHH MOCIEIHIIM 3a 3APABETO, Jlo6aBeHno
MIPUYMHEHH OT CBOUCTBA, HApyIlIaBally
(yHKIMNTE Ha eHIOKPUHHATA CHCTEMA
3aMeHs BepcusTa OT JlobaBeHo
Jlara Ha penakmnusara Jlo6aBeHo
1.1 CAS Ne Jlo6aBeHo
1.1 CHHOHUMH IIpemaxuarto
1.2 OrpanuueHus 3a ynorpeba IIpomeneno
1.2 Vnorpeba Ha BelecTBOTO/CMECTa IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxunaro
2.1 Heb6naronpusithu QU3HKOXUMHUIHY e(DEKTH 1 IIpomeneno
HeOIaronpusITHY e(heKTH 3a 3APAaBETO HA YOBEKA U
OKOJIHAaTa cpejia
2.1 Krnacudukanus B ceorBerctBre ¢ Permament (EO) | IIpomeneno
Ne 1272/2008 [CLP]
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Letrozole

HH(I)OpMaL[I/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
2.2 Ipenynpexnenus 3a onacuoct (CLP) IIpomeneno
22 IMuxrorpamu 3a omacHoct (CLP) IIpomeneno
2.2 TIpenopsku 3a 6e3onacHoct (CLP) IIpomeneno
2.3 Jpyra undopmarims Jlo6aBeno
4.1 IIppBa nomol - 00K MEPKH JlobaBeHo
4.1 IIppBa noMoIIL IPU KOHTAKT € KOXKaTa IIpomeneno
4.1 IIppBa nomo1 npu BIUIIBAHE IIpomeneno
4.1 II'ppBa NOMOII IPH TOTITBILAHE IIpomeneno
4.1 IIbpBa nOMOIIL TP KOHTAKT C OYUTE IIpomeneno
4.2 Cumnromu/edexTn IIpemaxuato
4.2 Cumrntomu/e)eKTH Clie] OTTbIIaHe ITpemaxunato
4.2 CumMnroMu/epeKTH ciell KOHTAKT ¢ KoXKaTa IIpemaxnarto
4.2 CumMnromu/eexTy ciel BAUIIBaHE IIpemaxnaro
42 Cumnromu/e(eKTH ciel] KOHTAKT C OYUTE IIpemaxuarto
43 Jlpyro MeMIMHCKO CTAHOBUILE WIIK JICYEHHUE IIpemaxnarto
5.1 Henoxxonsuy noxaporacuTenHu CpeicTBa Jlo6aBeno
5.1 Tloaxoasmu noxaporacuTeHA CpecTBa IIpomeneno
5.2 OracHM IPOJIyKTH Ha pasnajaHe B caydail Ha Jlo6aBeHo
oxap
52 OmacHOCT OT IoXap IIpemaxunaro
53 3amuTa npy raceHe Ha moxap JobaBeHo
53 MHcTpykumu 3a raceHe Ha moxapu IIpomeneno
6.1 3aluTHU cpecTBa Jlo6aBeHo
6.1 ABapuiinu riaHoBe IIpomeneno
6.1 O0mu Mepku IIpomeneno
6.2 Ipenma3sHu MepkH 3a oma3BaHe Ha OKoNHATa cpena | JlobaBeHo
6.3 3a 3aabpKaHe Jlo6aBeno
6.3 MeTtoau 3a moyncTBaHe IIpomeneno
6.4 Tlo3oBaBaHe Ha apyru pasznen (8, 13) JlobaBeHo
7.1 JIOIbITHUTEHN OIIACHOCTH 110 BpeMe Ha paborta IIpomeneno
7.1 Ipenmasau Mepku 3a 6e3omacHa paboTa IIpomeneno
7.1 XUrHeHHH MEPKH IIpomeneno
7.2 VYcnosust 3a cbXpaHsaBaHE IIpomeneno
7.2 OnakoBbYHU MaTepUaIl JlobaBeHo
72 TexHu4eckn MEPKH ITpemaxnaro
7.3 Crenu$ ey KpaifHu yIoTpeoun IIpemaxnaro
8.2 3ammra Ha IUXATETHUTE ITBTUIA IIpomeneno
8.2 3amuTa Ha ppleTe IIpomeneno
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WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
8.2 3amura Ha OYHTE IIpomeneno
8.2 Tloaxosii HHKEHEPEH KOHTPOJI IIpomeneno
8.2 3alura Ha KO’KaTa U TSUIOTO IIpomeneno
9 MornekyiHa Maca JobaBeHo
9 Touka Ha TOTIEHE Jlo6aBeHo
9 st Jlo6aBeno
9 BroHmien Bux IIpomeneno
9 Koeduuuenr Ha pasnpenenenue: n-okraHon/soga | JlobaBeHo

(Log Kow)
9 Mupuc IIpemaxnarto
10.1 Peakimonna criocoOHOCT IIpemaxnaro
10.5 HecbBMecTuMu Matepuanu ITpemaxnato
10.6 OnacHy NpOAYKTH Ha pa3MnagaHe IIpemaxunarto
11.1 LD50 opanHO mIeX JlobaBeHo
11.1 JonbsnautenHa nHGOpMaIus IIpemaxuarto
12.1 NOEC xponuuHa pudu JlobaBeHo
12.1 ECS50 72h - Bogopaciu [1] Jlo6aBeno
12.1 LC50 - Pubwu [1] Jlo6aBeHo
12.1 EC50 - PakooOpasuu [1] JobaBeHo
12.1 Exounorus - o01o IIpemaxHarto
12.6 HeOnaronpusTau nocneauiy 3a okonHara cpeaa, | JlobaBeHo

MIPHYMHEHH OT CBOWCTBA, HApyIIaBaly

(byHKIMUTE HA eHAOKPUHHATA CHCTEMA
13.1 Pervonanuu pasnopendu 3a oTnaabLuTe IIpemaxnaro
14.1 OOH Ne (ADN) Jlo6aBeHo
14.1 OOH Ne (IMDG) Jlo6aBeno
14.1 OOH Ne (IATA) Jlob6aBeHo
14.1 OOH Ne (ADR) JobaBeHo
14.2 Touno npeBo3Ho HaumeHoBaHue (ADN) JobaBeHo
14.2 TouHo npeBo3HO HaumeHoBaHue (ADR) JlobaBeHo
14.3 Erukeru 3a onacuoct (RID) Jlo6aBeno
14.3 Etuxern 3a onacaoct (ADR) Jlob6aBeHo
14.3 Kiac (ADR) JlobaBeHo
14.4 OnakoBbyHa rpymna (ADN) JobaBeHo
14.4 OnakoBbyHa rpyna (IATA) JobaBeHo
14.4 OnakopbyHa rpyna (IMDG) Jlo6aBeHo
14.4 OmnakoBbyHa rpyna (ADR) JobaBeHo
14.6 JlonbaauTenHN n3uckBaHus/3abenexku (ADN) JlobaBeHo
14.6 Creranuu pasnopen6ou (ADN) Jlo6aBeno
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Letrozole

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

HNuaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
14.6 Crienmaiiau pasnopenou 3a onakosane (IMDG) JobaBeHo
14.6 OmnakoBbunn uHCTpyKImH (IMDG) Jlo6aBeno
14.6 TpancnoprHa kareropus (ADR) JobaBeHo
14.6 Creuuanuu pasnopendu (ADR) JobaBeHo
14.6 W3kirouenu konmnuectsa (ADR) Jlo6aBeHo
14.6 Orpannuenn konmnuectsa (ADR) JobaBeHo
14.6 Kox 3a tynennu orpanndenus (ADR) Jlo6aBeno
14.6 Wnentudukanuonex Homep 3a onacHocT (Kemuep | lo6aBeHo
No.)
14.6 Knacudukarmuonen ko (ADR) JobaBeHo

II'bnen Texker Ha H- u EUH-npenynpeskieHusiTa 3a oacHocT:

Aquatic Chronic 1

OmnacHo 3a BOZIHaTa cpe€lla — XpOHUIHA OITACHOCT, KaTETrOpus 1

Carc. 2 Kanneporernnoct, Kateropus 2

ED ENV 1 EHnoKpHHEH HapyIIMTeN [0 OTHOILICHUE Ha OKONHATa cpena, Kareropus 1

EDHH 1 EHnnokprHEeH HapylmMTesn 1o OTHOILEHUE Ha 37]paBeTo Ha yoBeka, Kareropus 1

EUH380 Moske /1a NpHYMHM HapylIeHHe Ha GYHKIMUTE HAa CHIAOKPUHHATA CHCTEMa B YOBEIIKHUSI OPraHU3bM.
EUH430 Moske 1a IpHYMHY HapyIleHHe Ha (GYHKIUUTE Ha CHAOKPHHHATA CHCTEMa B OKOJIHATA Cpefa.

H351 IIpennonara ce, ye MpUYMHSABA pakK.

H360FD Mozke a yBpeau OIUIOAUTENIHATA CIOCOOHOCT. MojKe 1a yBpeau IIoja.

H372 [MpruunsBa yBpe)kaaHe Ha OpraHUTe (CHAOKPUHHA CHCTEMA) IIOCPEICTBOM IPOIbDKUTENIHA WU HOBTAPSIIA C€ eKCIIO3HIIHA.
H410 CHUITHO TOKCHYEH 33 BOIHUTE OPTaHM3MH, C IBJITOTPacH e(eKT.

Repr. 1B TokcuuHocT 3a penpoaykuusaTa, Kareropus 1B

STOTRE 1 CrenndiyHa TOKCHYHOCT 3a ONPE/IENIEHN OpraHy — MOBTapsIla ce excrosuims, Kareropus 1

Wupopmarmonen iuct 3a 6e3omacHoct (UJIB), EC

OTKA3 OT OTT'OBOPHOCT Hudopmanusra, cbabpskamnia ce B To3u MH(popMauoHeH JIucT 3a 6€301acHOCT, € HOJIyYeHa OT H3TOYHUIH, KOUTO CMsITaMe 3a

HaOCK/THH. B’bl’[peKI/I TOBAa, I/IH(bO}’)MaLH/IHTH C€ IpeaoCTaBs 06e3 HUKaKBa rapaHuys, U3puiHa Ui HOHPH36H}’)3LHS. C€, OTHOCHO HeliHaTa KOPEKTHOCT. VcnoBusTa Win

MECTOIHUTE 3a pa60Ta, CbXpaHCHHUE, yn()Tpe6a NI 06eaBpe>K,:[aHe Ha MpOoAYKTa ca U3BBH HAIIWs KOHTPOJ U MOXKE J1a Ca U3BBH HallaTa KOMIIETEHTHOCT. HO}’)H,E[I/I

Tasu U Apyru NpuInHU, HUE HE TTIOEMaME€ OTITOBOPHOCT U U3PUYHO CE€ OTKa3BaM€ OT OTTOBOPHOCT 3a 321Fy61/l, LIETHU WU pa3Xoau, NpOU3TUYaIIu OT WIN CBBP3aHU

110 HAKaKbB HA4YWH C pa60TaTa, CbXpPaHCHUETO, yn()Tpe6aTa W 0663Bpe)K,[[aHeT0 Ha IpoayKTa. To3u I/IH(bOpMaLH/IOHGH JIMCT 3a 6€3011aCHOCT € U3TOTBEH U Tpﬂ6Ba

Ja ce U3I0JI3Ba CaMo 3a TO3U MPOAYKT. Axo MPOAYKTHT C€ U3IIOJI3BA KATO ChbCTaBKa Ha APYr'd NPOAYKTH, HAJIMYHATA I/IH(b()pMaLU/IH Ou MorJIa Jla CC OKaxe

HETIPUJIOKUMaA. Tasu I/IH(b()pMaLU/IH C€ OCHOBaBa Ha HAIIWUTE TEKYIIH IIO3HAHUS U € IPETHA3HAYUCHA J1a 1a/I€ OIMMCAaHUE Ha IPOAYKTa caMO 3a LECJIUTE Ha

31paBE€oIIa3BaHETO, 0e30macHOCTTa M OKOJIHATA Ccpena. Hopann TOBa, TS HE Tpﬂ6Ba Jla C€ ThIIKYBaA KaTO rapaHiiys 3a CBOMCTBaTa Ha NpoOaYyKTa.

20/11/2025 ([daTa Ha pepakuumsra)

BG (6warapckn)
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