COUNCIL OF EUROPE
W V{4 Mometasone furoate

European Directorate | Direction européenne
for the Quality | delaqualité

WudopmarmoneH auct 3a 6€30MacHOCT
of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE 'EUROPE B chotBeTcTBHE ¢ Pernmament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878
Jlara Ha u3naBane: 03/04/2023 Jlata Ha penaxuusita: 04/08/2025 3amens Bepcusra ot: 03/04/2023 Bepcwus: 2.0

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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo
HauMmeHoBaHMe Ha BEIIECTBOTO : Mometasone furoate
XHUMUYECKO HAaMMEHOBAHUE : Mometasone furoate
CAS Ne 1 83919-23-7

Kon na npoxykra 1 201600603

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, EUH431

Kareropus 2

EHIOKpHHEH HapyLINTEN 110 OTHOIIEHHE HA 3/IpaBETO HA YOBEKA, EUH381

Kareropus 2

ToxcuuHoCT 3a penpoaykuusra, Kareropus 2 H361

CrenniyHa TOKCHYHOCT 3 ONpPEJIeNIeHN Oprany — noprapsima ce  H372

excnosunus, Kareropus 1

OnacHo 3a BoJHaTa cpejja — XPOHWYHA ONACHOCT, Kareropus 1 H410 (M=100)
3a nmbanus Texct Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pasjen 16

Heﬁnaronpuﬂnm (l)l/l3l/lKOXPlMPl'1Hl/l eq)eKTPl H Heﬁnaronpuﬂnm e(])eKTn 3a 3PaBE€TO HA YOBE€KA U OKOJIHATA Cpeaa

CHIIHO TOKCHYEH 32 BOAHUTE OPraHU3MHU, ¢ AbaroTpacH edexr. [Ipeamnonara ce, ue yBpex/ia OIIOAUTENIHATA CIOCOOHOCT WM Tuoa. [IpudnHsIBa yBpexkJaHe Ha
OpraHUTE MOCPEACTBOM MPOABIKUTEIHA WIIH TOBTAPSIIA CE CKCITO3UIIHS.
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Mometasone furoate

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) : EUH381 - BeposiTHO npH4MHsBa HapylIeHHe Ha (QyHKINHUTE Ha €HJOKPHHHATA CUCTEMa IIPH Xopa.

EUH431 - BeposiTHO pHYHHsBA HApyIIeHHe Ha (PyHKIMUTE Ha CHIOKPUHHATA CHCTEMA B OKOJIHATA
cpena.
H361 - IIpeamonara ce, 4e yBpex/a OIUIOTUTEIHATA CIOCOOHOCT WITH TUIOJIA.
H372 - IlpnunnsBa yBpexIaHe HAa OPraHUTe (€HIOKPHHHA CHCTEMa, OYH, IMyHHA CHCTEMa, KOXKa)
IIOCPEACTBOM IIPOABIDKUTEIIHA WIH IIOBTApAIIa ce eKCIo3uIus ([lepMalHo, BIUIIBAaHEe, OPAITHO).
H410 - CuiiHO TOKCHYEH 33 BOIHUTE OPIaHU3MH, C IBITOTPAcH e(eKT.

IMpenopsku 3a 6e3omacuHoct (CLP) : P201 - IIpenn ynotpeba ce cHaOAETE ChC CHEIMATHU HHCTPYKIUH.
P202 - He n3non3Baiite npeu 1a CTe IPOYESIH U pa3dpaiy BCHUKH IIPeANa3HH MEPKH 3a
Oe3omacHoCT.
P260 - He BrumiBaiite npax.
P263 - Jla ce n30s4rBa KOHTAKT [0 BpeMe Ha OPEMEHHOCT ¥ IIPH KbPMEHE.
P264 - Jla ce m3mue pbueTe 10 TaKTUTE U IHIETO CTapaTelHo CIel yIoTpeoa.
P270 - Jla He ce sine, MHe WK IIyIIU OpH YIOTpeOa Ha IPOIYKTa.
P273 - Jla ce u304rBa n3Iyckane B OKOJIHATA cpejia.
P280 - M3non3BaiiTe npeAna3Hyu phKaBUIN/IPEANa3HO 00JICKI0/IpeAIa3Hy OYIIa/Ipeana3Ha Macka
3a JHIe/Ipeana3Hy CPEeCTBa 3a 3alIUTa Ha CIyXa.
P314 - TIpu Hepa3MnoI0KEHUE MOTHPCETE MEAUIIMHCKH CHBET/TIOMOIII.
P391 - Crbepete pasniaroro.
P405 - Jla ce cbxpaHsiBa 1oJ KIr04.
P501 - CpabpprkaHHeTo/ChIBT J1a CE M3XBBPIIH B IIYHKT 3a ChOMpaHe Ha OMACHU WU CIICIUATHI
OTIAABIY, B ChOTBETCTBUE C MECTHHTE, PETHOHAIHY, HAIIMOHAIHY /MM MEKIyHApPOJHI
pasnopenou.

Etuxernpane B ChOTBETCTBHE C: MI3KIIOUCHNS 32 BETPEIIHH OIIAKOBKH, KOTATO ChAbPKaHUETO He IpeBumasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. /Ipyru onacHoCTH

Tosa BemectBo/cMec He otroBaps Ha kputepuute PBT na Pernament REACH, Ilpunoxenne XIII
Tosa BemecTBo/cMec He oTroBaps Ha kpurepuute VPVvB Ha Pernamentr REACH, Ipunoxenne X111

BelecTBOTO € BKIIOYEHO B CIIMCHKA, M3TOTBEH B ChOTBETCTBHE ¢ wieH 59, naparpad 1 or REACH, 3a npurexxaBaHe Ha CBOICTBa, HapyLIaBaly QyHKIMUTE HA
CHIOKPHHHATA CUCTEMA, WK € MACHTU(UIPAHO KAaTO MPUTEXKABAIIO CBOICTBA, HApyIIaBaly (yHKIHNTE HAa CHIOKPHHHATA CUCTEMA, B ChOTBETCTBHE C
kpurepuute, onpenenenu B Jlenerupan Pernament (EC) 2017/2100 na Komucusra unu B Pernament (EC) 2018/605 na Komucusita
Jpyra nndopmarys :  AKTHBHO BelecTBO (BbB (hapMaLleBTHIHH HPOTYKTH).

BHuMaHue - BEIecTBo, KOeTo BCe OIE HE € M3MHUTAHO HAITBIIHO.

04/08/2025 ([laTa Ha penakuusTa) BG (6barapckn) 2/14



Mometasone furoate

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]
Mometasone furoate CAS Ne: 83919-23-7 <100 ED ENV 2, EUH431
BEIECTBO, UACHTU(HUIIMPAHO KaTO IIPUTEKABAIIO CBOICTBA ED HH 2, EUH381
Ila HapymaBa (yHKIMHTE Ha €HJOKPHHHATA CUCTEMa Repr. 2, H361
STOT RE 1, H372
Aquatic Chronic 1, H410 (M=100)

3a mpanus TekeT Ha H- u EUH-npenynpesxneHusaTa 3a OacHOCT: BXK. pa3fen 16

PA3JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanne Ha MePKHUTe 32 MPBA MOMOL

IIbpBa nomo1i - 001K MEPKU . B®B Bcuuku ciyyan Ha CbMHEHHE, WIIH aKO CUMIITOMUTE TPOIBIDKABAT, IOTHPCETE MEAUIIMHCKA
TOMOIIL.
IIppBa nomo1 Mpu BIUIIBAHE . H3Besnere nULIETO HA YUCT BB3/YX U IO MOCTABETE B MO3MLIMS, YJIECHABAILA AMIIaHeTo. [la ce ocTaBu

MOCTpaJaiys 1a Cu movnHe. B ciydaii Ha npuiomaBane: [loTbpceTe MEIUIMHCKH CHBET/IIOMOIIL.

ITbpBa oMo IPK KOHTAKT C KOXKarta : Jla ce cBanmy 3aMbPCEHOTO OOJIEKIIO U U3IIOKEHUAT Y4acThK OT KOXKaTa Ja Ce M3MHUE C MEK CallyH
BOJIa, KaTO CJIeJ] TOBA Ce M3IUIAKHE C TOIUIA BOAA.

ITbpBa MOMOLI P KOHTAKT C O4YUTE : Usminakserte ¢ BoJa, KaTo AbPKUTE OUUTE MIMPOKO OTBOpeHH. [loThpceTe MEANIIMHCKA TOMOLLL, aKO
60JIKaTa, MUTAHETO WIIM 3a4EPBIBAHETO MPOABIKAT.

IIbpBa nomo11 pY MOTITbIAHE . HMsmakHere ycrara ¢ Bojia (CaMo ako MOCTpaJlalIvsiT € B ch3HaHKe). Hukora He aaBaiiTe HUIIO 1pe3
ycTaTa Ha 4oBeK B Oe3ch3nanue. He3abaBHO MOTHpCeTe MEANLMHCKH CHBET/IIOMOLIL.

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

Hsima HanuyHa A0NBIHUTEIHA I/IH(bOpMaLII/IH

4.3. Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBH HEOTJI0KHU MeIUIMHCKH IPHKHA U CHICLIMATHO JIeYeHU e

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

PA3J/IEJI 5: IIpoTHBONOKAPHH MEPKH

5.1. CpeacrBa 3a raceHe Ha MOKap

TToaxosIIH M0XKAaPOTaCHTEIIHH CPEACTBA : Jla ce U3M0I3BAT CPEACTBA, MOJXO/IAIIN 3 TACEHE Ha NOXKAPH B ChCEICTBO. BBIIIepoieH IHOKCHA.
Bogen crpeit. Cyx npax. Ofesino 3a 3aracsiHe Ha Or'bHS.
HenoaxosIiy MoxaporaCuTeIHU CPeJiCTBA : Jla He ce U3M0JI3Ba CHIIHA BOJHA CTPYS.

5.2. Oco0eHH 0NIACHOCTH, KOUTO MPOU3THYAT OT BELIeCTBOTO HJIM CMECTa

OnacHu MIPOAYKTH Ha pasnajaHe B cnyqaﬁ Ha moxap . HemwmHOTO TOpEHE OCBOGO)KI[aBa OIIac€H BBITIEPOJICH OKHC, BBITIEPOJACH ABYOKHUC U APYTH TOKCUIHU
razoBse. Bp3aMoxkHO € OTACIIAHETO HAa TOKCUYHU U3NIaPCHUS.

5.3. CbBeTH 32 NO’KaAPHUKApHUTe

WHcTpyKuuu 3a raceHe Ha IMoKaph . Jla He ce momycka M3noiI3BaHaTa B bopbaTa ¢ moxapa Bojia J1a 3aMbPCH OKOJIHATa Cpeaa.
3amuTa Npy raceHe Ha mnoxap : Jla He ce npennpuemMa HaMmeca 0e3 MOAXOISIIO 3aUTHO 000pyIBaHE. ABTOHOMEH U W30JIMPAL]
amapar 3a AMXaTesHa 3amuTa. [IbiHa 3ammra Ha TSI0TO.

PA3JIEJI 6: Mepku npu aBapHMiiHO H3MyCKaHe

6.1. JInuHM NpeANa3sHA MePKH, NPEANIa3HH CPeJCTBA U NPOLEeAYPHU IPHU CHEIHH CJIy4Yau

OO0y Mepku . Jla ce u30srBa KOHTAKT C KOXKaTa, OUUTE U JAPEXUTE.
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Mometasone furoate

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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Mometasone furoate

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
IBsT : Os1. mouTH O
BbHIeH Bug . Ilpax.
MonekynHa maca 1 521.4 g/mol
Mupuc : He e nanuuno
I'pannnara Ha mupuca : He e Hanu4no
Touka Ha ToneHe 1 215-220°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
Bucko3ureTt, kuHeMaTHueH : He e npunoxumo
PastBopumoct : Boma: <0.1 g/l
Koedunuent Ha pasnpenencuue: n-okranon/Boga (Log @ 4.68

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
Pazmep Ha wacTunuTe : He e nanuuno

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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Mometasone furoate

HudopmarmoneH aucT 3a 6€300acHOCT

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

10.6. OnacHu NPOAYKTH HA pa3nagaHe

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)

Mometasone furoate (83919-23-7)

LD50 opanHo mibx

> 2000 mg/kg

KOPOSI/IBHOCT/ﬂpaSHCHC Ha KoXara
CepH03HO YBpEXKAaHE HA O‘H/ITC/Z[pa3HCHe Ha OUHuTEC
CeHcuOMIM3aNUs Ha IUXATEIHUTE IBTUIIA WK KOXKaTa

MyTareHHOCT Ha 3apOAMIIHUTE KJIESTKH
KanueporenHoct

TOKCHYHOCT 3a PENpOAYKIHATA

CTOO (cenn¢uiHa TOKCHYHOCT 3a ONpPEIETCHI
OpraHu) — eJXHOKpATHA eKCIIO3ULIHS

CTOO (cneuuduyHa TOKCHYHOCT 32 ONpPEICIICHN
OpraHu) — MOBTAPSIILA C& eKCIO3ULUS

OnacHOCT NpH BAMIIIBaHE

11.2. Undopmanus 3a APYrH ONACHOCTH

He ce knacuduuupa (Jlunceat nanHm)

He ce knacu¢unupa (JIunceaT naHum)

He ce xnacu¢unupa (JIuncsat nanxm)

He ce xnacuguumpa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE CA U3ITBIHEHN KPHUTEPUUTE 32
KJIacuupane)

He ce knacudunupa (Bp3 ocHOBa Ha HAIWYHUTE JaHHH, HE Ca U3ITBJIHEHH KPUTEPUUTE 3a
KIacupHIEpaHe)

IMpexanonara ce, ue yBpex/1a OMIOANUTEIHATA CIIOCOOHOCT WITH TIIOAA.

He ce xnacu¢unupa (JIuncsat nanam)

ITpruunsBa yBpekiaHe Ha OpraHuTe (€HAOKPUHHA CHCTEMa, OYH, HMyHHA CUCTEMa, KOXkKa)
MIOCPEACTBOM IIPOABIDKUTEIHA WIH IIOBTAPAIIA ce eKCIo3umus ([lepManHo, BAUIIBAaHEe, OPAIHO).

He ce knacudunupa (Jluncsar nanxu)

CaoiicTBa, HApYmIaBaIU (PYHKIHHTE HA eHIOKPHHHATA CHCTEMA

HeO6maronpusTHU MOCNEAUIHN 32 3PaBeTO, IPUINHEHH
OT CBO¥CTBa, HapyIaBally (YHKIHMATE HA
EHJ0OKpUHHATa CHCTeEMa

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

PA3/IEJI 12: ExojiornyHa uH(popManus

12.1. ToxkcuuHOCT

OmacHo 3a BogHATa cpesia, KpaTKOCPOUHa (0CTpa)

OmacHo 3a BogHATa cpefia, JBITOCPOUHa (XPOHHYHA)

He ce knacudunupa (Br3 0CHOBa Ha HANWYHUTE JAaHHH, HE Ca U3ITBIHEHH KPUTCPUUTE 32
KJIacuuIypane)
CHITHO TOKCHYEH 33 BOJAHUTE OPTaHU3MH, C JBITOTPacH e(eKT.

Mometasone furoate (83919-23-7)

LC50 - Pubu [1]

>0.11 mg/l (96 yaca, Menedia beryllina) (rpanuma Ha pa3TBOPHIMOCT)

EC50 - Pakoo6pa3nu [1]

> 5 mg/l (48 gaca, Daphnia magna (Boxua 651xa)) (merogq OECD 202)

EC50 72h - Bogopaciu [1]

> 3.2 mg/l (72 gaca, Pseudokirchneriella subcapitata (3enenu Bogopacin)) (merogq OECD 201)

NOEC xponnuna pudbu

0.00014 mg/1 (32 muu, Pimephales promelas) (meroq OECD 210)

NOEC xpoHndHa pakooOpazH1

0.34 mg/1 (21 guu, Daphnia magna (Boana 6ssxa)) (Mmetox OECD 211)

12.2. YcTOIYMBOCT M pa3rpaguMoct

Mometasone furoate (83919-23-7)

YCTOHYMBOCT M pa3srpaguMocT

He ce pasrpaxna 65p30
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Mometasone furoate

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

12.3. BuoakymyJupania crnocooHOCT

Mometasone furoate (83919-23-7)

KoedurmenT Ha pasnpenenenue: n-okranoi/soaa (Log 4.68
Kow)

12.4. IlpeHocumocT B IOYBaTA

Mometasone furoate (83919-23-7)

KoedurmenT Ha HOpMaIH3UpaHa aacopOuus Ha opranudeH | 3.56 —4.02
Bbriepon (Log Koc)

12.5. Pe3yartartu ot onenkara Ha PBT u vPvB

Mometasone furoate (83919-23-7)

Tosa BemecTBo/cMec He oTroBaps Ha kpurepuute PBT na Permament REACH, Ilpunoxenune X111

ToBa BewecTBo/cMeC He oTroBapst Ha kpurepuute vPvB Ha Permament REACH, Tpunoxenune X111

12.6. CoiicTBa, HapymaBamyu GYHKIHHUTE HA €HAOKPHHHATA CHCTEMa

HCGJ’IaFOHpI/IﬂTHH TocjeuMuy 3a OKoJIHaTa cpeaa, : Hma CHAOKPUHEH MEXaHHU3bM Ha ﬂCﬁCTBHC, T.C. IPOMEHA (byHK].lHﬂTa/(l)yHKLIHI/ITC Ha €HIOKpHUHHATa
TIPUIUHEHU OT CBOﬁCTBa, HapylaBamu (byHK].IPIHTC Ha cucTema.
CHAOKpHUHHATA CUCTEMA

12.7. Ipyru He4J1aronpusTHU edexTH

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

PA3JIEJI 13: OGe3BpexIaHe HA OTHAABLUHUTE

13.1. MeToau 3a TpeTHpPaHe HA OTHAXbIHT

Hsima Hanmaaa JOITBJIHUTECITHA I/[H(t)OpMaI_II/ISI

PA3/IEJI 14: WH¢popManusi OTHOCHO TPAHCIIOPTHPAHETO

B crotBerctBie ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH win naeHTHUKATUOHEH HOMEP

UN 3077 UN 3077 UN 3077

14.2. TouHno HauMeHOBaHHE HA IpaTKaTa no cnucbka Ha OOH

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

Onmucanue Ha TPAHCHOPTHUTE TOKYMEHTH

UN 3077 BEHIECTBO, OITACHO 3A UN 3077 ENVIRONMENTALLY HAZARDOUS UN 3077 Environmentally hazardous substance,
OKOJIHATA CPEJIA, TBBPIO, H.Y K., 9,11, (-) | SUBSTANCE, SOLID, N.O.S., 9, III, MARINE solid, n.o.s., 9, Il
POLLUTANT

14.3. Knac(oBe) Ha OIaCHOCT IPH TPAHCIOPTHPAaHE
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Mometasone furoate

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

ADR IMDG IATA
14.4. Onakopb4Ha rpyna
I 1II I

14.5. OnacHOCTH 32 OKOJIHATA cpea

OrmacHo 3a okoiHara cpena: [a

OmnacHo 3a okoJjHara cpena: [la
Mopcku 3ambpenten: Ha
EmS-Ne (IToxap): F-A
EmS-Ne (PaznuB): S-F

OracHo 3a okomnHara cpena: [a

Hsma JOITBJIHUTCITHA HAJTUYHA I/[H(I)OpMaI_II/ISI

14.6. CnenuaiHy npeana3sHu MepKH 32 NOTPe0uTeIuTe

CyxonbTeH TPAHCIOPT

Knacudukaruonen kog (ADR)

Crienmanuu pasnopenou (ADR)

Orpannuenu konuuectsa (ADR)

W3kirouenu konmmyectBa (ADR)

OnakoBbuHH uHCTpyKuuu (ADR)

CrienmanHu onakoBb4HU paznopenou (ADR)

Cwmecenu onakoBku (ADR)

MucTtpykuuu 3a NpeHOCUMH LIUCTEPHH U KOHTEHHEpH 3a
HacunHu ToBapu (ADR)

CrienpanHy pa3nopedy OTHOCHO MPEHOCHMH LIUCTEPHH
U KOHTeitHepH 3a HacumHu ToBapu (ADR)

Konose 3a nucrepan (ADR)

ITpeBo3HO CPeACTBO 3a MPEBO3 B IIUCTEPHU
Tpancnoprha kareropus (ADR)

Crienmaniu pasnopendu 3a npeosa - Onakoku (ADR)
Crienmaniu pasnopendu 3a npeo3 - HacumnHo
cwerosiaune (ADR)

Crienpaniu pasnopeadu 3a npeBo3 - TOBapeHe,
pasroBapBane u o0padotka (ADR)
Wnentudukanuonen Homep 3a onacHoct (Kemuep No.)
OpamxeBu Tabenu

Kon 3a TyHennu orpanudenus (ADR)

Tpaucnopt no mope

Crnennanuu pasnopenou (IMDG)

Orpannuenu konuuectsa (IMDG)

Wzkirouenu konmyecta (IMDG)

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

IBC cneunanuu pasnopendou (IMDG)
Wucrpykuuu 3a nucrepuu ( IMDG)
Crienmaniu pasnopendou otHocHo nuucrepuu (IMDG)
Kareropus na toBapene ( IMDG)

Cknagupane u oopadorka (IMDG)

Bb3ayien TpancnopT

PCA Usknrouenu konmuecta (IATA)

PCA OrpanuueHu KoJIMuecTBa MbTHUYECKH CaMOJIET U
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO 32 OTPaHUYEHO
KOJIMYECTBO IIbTHUYECKU camoneT U kapro (IATA)

AT

M7

274,335,375, 601

Skg

El

P002, IBCO8, LP02, RO0O1
PP12, B3

MP10

T1, BK1, BK2, BK3

TP33

SGAV, LGBV
3

V13

VC1, VC2

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
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Mometasone furoate

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

PCA MHcTpyKuuny 3a OnakoBaHe MbTHUYECKH camoneT 1 : 956

kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO IIbTHUYECKH : 400kg

camouiet u kapro (IATA)

Wucrpykuuu 3a onakoaHe camo kapro (IATA) 1 956

MakcumanHo HeTHO KosmuecTBo camo kapro (IATA) : 400kg

Crennanuu pasnopenou (IATA) 1 A97, A1S8, A179, A197, A215
ERG xox (IATA) : 9L

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeK/IyHAapOHATA MOPCKA OPraHu3alust

He e npunoxxumo

PA3JIEJI 15: Undopmanusi OTHOCHO HOpMaTHBHATa ypenda

15.1. CiepvuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen0a/3aK0H0ATEICTBO OTHOCHO 6€301MaCHOCTTA, 3APABETO H OKOJIHATA
cpena

Pernamentn Ha EC

REACH, Ilpuioxenue XVII (YcnoBus 3a orpannyaBaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnucbk Ha BellleCTBATA 32 pa3peliaBane)

He ¢urypupa B [lpunoxenne XIV na REACH (Cnncbk Ha BeliecTBaTa 3a pa3periaBaHe)

REACH, Cnucbk ¢ kanauaar-semiectsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

PersiaMeHT 0THOCHO BelllecTBa, KOMTO Hapymasat 030HoBus cjioii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeLecTBa, KOMTO HapyLIaBat 030HoBusI cioii (Permament EO 1005/2009)
PersiameHT 32 M31esMsiTa ¢ ABOIiHA ynoTpeba (428/2009)

He ¢urypupa 8 PETJTAMEHT (EO) Ne 428/2009 HA CBbBETA ort 5 mait 2009 roauna 3a BpBexxaaHe pesxkxuM Ha OOIIHOCTTA 3a KOHTPOJI HAa M3HOCA, TpaHCcdepa,
OpoKepckaTa ISHHOCT U TpaH3HTa Ha U3/ICNIUS U TEXHOJIOTHH C JABOMHA yrmoTpeda.

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

He cpappixa BemecTBo(a), BKIIIOYCHO(U) B CIUCHKA ¢ IPEeKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ [Ipexypcopu 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. Ouenka Ha 0€30ACHOCT HA XHMHYHOTO BeIleCTBO HJIM CMeC

Hsma HannyHa nombeiHUTETHA HHOPMALUS

PA3JIEJI 16: Ipyra ungopmanus

HNuankanus 3a npoMeHn

Pasnen IIpomenen eqemMeHT KomenTtapu
OOH Ne (RID) JobaBeHo
Bpoii cunu konycu/cBernuau (ADN) Jlo6aBeno
3agbmkurento obopynsane (ADN) JobaBeHo
IIpeBo3sT € paspenieH (ADN) JobaBeHo
W3kirouenu konmnuectsa (ADN) Jlo6aBeHo
Orpannueny konmmaecta (ADN) JobaBeHo
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Mometasone furoate

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Nnaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
Eruxern 3a onacuoct (ADN) JlobaBeHo
Knacudukamuonen kox (ADN) JobaBeHo
Touno npeBo3Ho HauMeHoBaHue (RID) JobaBeHo
Unentudukaunonex Homep 3a onacHoct (RID) JobaBeHo
Excnpecun npatku (RID) JlodaBeno
Crenuaiau pasnopeoy 3a IpeBo3 - TOBapeHe, JlobaBeno
pasroBapBane u obpabotka (RID)

Crienmaiiau pasnopendu 3a npeos - HacunHo Jlo6aBeHo
cecrosHue (RID)

Crienpaniiu pasnopendu 3a npeBosa - OnakoBku | Jlo6aBeHo
(RID)

TpancnoprHa kareropus (RID) JobaBeHo
Konose Ha nucrepnu 3a RID nucrepuu (RID) Jlo6aBeHo
Crenuaiiu pa3nopeoy OTHOCHO IPEHOCUMU Jlo6aBeno
LIUCTEPHH M KOHTEHHEPH 32 HACHITHU TOBApU

(RID)

MHcTpyKuuny 3a IPpeHOCHMH LUCTEPHU U JobaBeHo
KoHTeitHepH 3a HacunHu ToBapu (RID)

Cwmecenn onakoBku (RID) JobaBeHo
CrienpaiHu onakoBbYHHU pasnopenou (RID) JobaBeHo
OnakoBbynu uHCTpYKuuH (RID) JobaBeHo
M3kmouenn komuuectsa (RID) Jlo6aBeHo
Orpannuenn konmmuectsa (RID) JobaBeHo
Crienmanau pasnopendu (RID) Jlo6aBeHo
OnakosbyHa rpyna (RID) JobaBeHo
Knacudukarmonen ko (RID) Jlo6aBeno
ERG xon (IATA) Jlo6aBeHo
Cnenuanuu pasnopenou (IATA) Jlo6aBeHo
MaxkcumaaHOo HETHO KOJIMYECTBO CaMO Kapro Jlo6aBeno
(IATA)

WucTpyxuuu 3a onakoBane camo kapro (IATA) Jlob6aBeHo
PCA MaxkcuMaaHO HETHO KOJIHMYECTBO Jlo6aBeHo
MbTHUYECKHU camolieT U kapro (IATA)

PCA MHcTpyKUMM 32 ONAKOBaHE MbTHUYECKH JobaBeHo
camouiet 1 kapro (IATA)

PCA MaxkcuMaaHO HETHO KOJIMYECTBO 3a Jlo6aBeno
OrpaHUYEHO KOJMYECTBO IbTHUYECKH CaMOJIET U

kapro (IATA)

PCA Orpanuyenn KonM4ecTBa IbTHUYECKU Jlo6aBeno
camortet u kapro (IATA)

PCA Mzkmouenn kommaectsa (IATA) JlobaBeHo
Etukeru 3a onacuoct (IATA) JobaBeHo
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Mometasone furoate

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Nnaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
Touno npeso3no HaumeHoBaHue (IATA) JlobaBeHo
Touno npeso3no nanmeHoBauue (IMDG) Jlo6aBeno
Etukeru 3a onacuoct (IMDG) JobaBeHo
EmS-Ne (PaznuB) Jlo6aBeno
EmS-Ne (TToxap) JlobaBeHo
Orpannuenn xonudecrsa (IMDG) JobaBeHo
Cxrnanupane u o6padorka (IMDG) JlobaBeHo
Kareropus na toBapene (IMDG) JobaBeHo
Crienpaiiiy pa3nopesdoy OTHOCHO LIMCTEPHU JobaBeHo
(IMDG)
WHcrpykunu 3a uucrepuu (IMDG) Jlob6aBeHo
IBC cneunannu pasnopendu (IMDG) JlobaBeHo
IBC onakosbunu nacrpykunuu (IMDG) JlobaBeHo
Uskmouenu xonudecrsa (IMDG) JlobaBeHo
Crenmanau pasnopenou (IMDG) JobaBeHo
Crienpaiiiy pas3nopeadu 3a MpeBo3 - TOBapeHe, JlobaBeHo
pasTtoBapBane u o0padbotka (ADR)
Creruaniu pasnopenou 3a npeso3 - Hacumxo Jlob6aBeHo
cwcrosinue (ADR)
Crienmaiiy pasrnopeadu 3a npeBo3a - OnakoBKH Jlo6aBeno
(ADR)
Konose 3a nucreprau (ADR) JlobaBeHo
Creruaniu pa3nopenos OTHOCHO IIPEHOCUMU JobaBeHo
LICTEePHH U KOHTCHHEPH 3a HACHIIHU TOBApU
(ADR)
MucTpykuuu 3a NpeHOCUMU LIUCTEPHU U JobaBeHo
KOHTeHHepH 3a HacuriHu ToBapu (ADR)
Cwmecenn onakoBku (ADR) Jlo6aBeHno
Crerpaiiy onakoBb4HH pasznopendu (ADR) Jlo6aBeno
OmnakoBbuHH HHCTPYKIHHA (ADR) JobaBeHo
IIpeBo3HO CPEACTBO 3a IPEBO3 B IIUCTEPHU Jlo6aBeno
HeOnaronpusTau nocneany 3a 31paBero, Jlo6aBeHo
MIPUYMHEHH OT CBOKCTBA, HApyIIaBally
(GyHKIUUTE HA CHAOKPUHHATA CHCTEMA
3amMeHs BepcusiTa OT JobaBeHo
Jlara Ha pepakuusra Jlo6aBeno
1.1 CAS Ne Jlo6aBeHo
1.1 CHHOHMMU IIpemaxnaro
1.1 HaumenoBanune IIpomeneno
1.2 Orpanuuenus 3a ynorpeba IIpomeneno
1.2 Ynorpeba Ha BelecTBOTO/cMecTa IIpomeneno
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Mometasone furoate

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
1.2 OcHoBHa KaTeropus Ha ynorpeda IIpemaxnaro
2.1 Hebnaronpusatan Gpu3nKOXUMHYHU eHEKTH 1 IIpomeneno
HeOIaronpusATHY e()eKTH 3a 3APAaBETO HA JOBEKA U
OKOIIHATa cpejia
2.1 Knacudukarus B cborBerctBre ¢ Pernament (EO) | [Ipomeneno
Ne 1272/2008 [CLP]
2.2 Ipenynpexnenus 3a onacHoct (CLP) IIpomeneno
2.2 ITuxrorpamu 3a onacHoct (CLP) IIpomeneno
2.2 TIpenopbku 3a 6e3omacHoct (CLP) IIpomeneno
2.3 Jpyra uadopmaruys Jlob6aBeHo
4.1 IIppBa nomoi - 001K MEPKH JobaBeHo
4.1 IIppBa HOMOIIL IPU KOHTAKT € KOXKaTa IIpomeneno
4.1 IIppBa nomo1 pu BIUIIBAHE IIpomeneno
4.1 ITspBa oMo Npu NMOrIbIIAHE ITIpomeneno
4.1 IIppBa moMo1I IPHU KOHTAKT C OUUTE IIpomeneno
4.2 Cumnromu/edextu IIpemaxunaro
42 Cumnromu/eheKTH ciel] MorablIaHe IIpemaxHarto
4.2 Cumnromu/eeKkT ciel] KOHTaKT C KoxKara IIpemaxHarto
4.2 Cumnromu/epexTd ciell BAUIIBAHE IIpemaxuaTo
4.2 CumMnromu/eeKTH ciiely KOHTAKT C OYUTe IIpemaxunaro
43 Jlpyro MeIUIHCKO CTAaHOBUIIE HIIU JICUYCHUE IIpemaxuato
5.1 Henoaxonsmu noxaporacuTeHu cpeacTa Jlo6aBeHo
5.1 TToaxonasiy nokaporacUTEIHU CPeICTBA IIpomeneno
5.2 OnacHu NPOAYKTH Ha pa3ajiaHe B cilyyaid Ha JobaBeHo
moxap
52 OmnacHOCT OT noXap IIpemaxunato
53 3amuTa npy raceHe Ha rnoxap Jlo6aBeno
53 WHcTpyKuuy 3a TaceHe Ha I0oXKapu IIpomeneno
6.1 3anuTHU cpecTBa Jlo6aBeHo
6.1 ABapuiiH¥ IUIaHOBE IIpomeneno
6.1 O0umm Mepku IIpomeneno
6.2 Ipennasuu MepkH 3a ola3BaHe Ha OKoJHata cpena | JlobaBeHo
6.3 3a 3aabpiKaHe JlobaBeHo
6.3 Metoau 3a mouncTBaHe IIpomeneno
6.4 Tlo3oBaBaHe Ha apyru paznent (8, 13) JobaBeHo
7.1 JIOIbJIHUTENTHY ONTACHOCTH 110 BpeMe Ha padoTta IIpomeneno
7.1 Ipenmna3uu Mepku 3a Ge3omnacHa paboTa IIpomeneno
7.1 XHUIueHHH MEPKH ITpomeneno
7.2 YcnoBust 3a CbXpaHsIBaHE IIpomeneno
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Mometasone furoate

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
7.2 OnakoBBbYHH MaTepUAIN JlobaBeHo
7.2 TexHu4ecku MepKu IIpemaxunarto
7.3 CriennduyHM KpaiHu ynorpedu IIpemaxnarto
8.2 3almurTa Ha JUXaTeaTHUTE IIbTUIIA IIpomeneno
8.2 3amura Ha phleTe ITpomeneno
8.2 3amuTa Ha OYUTE IIpomeneno
8.2 Tloaxoasi HHKEHEPEH KOHTPOII IIpomeneno
8.2 3aluTa Ha KO’KaTa U TSUIOTO IIpomeneno
9 MornekyiaHa Maca JobaBeHo
9 IBsar Jlo6aBeno
9 Touka Ha TOTIEHE Jlo6aBeHo
9 Koeduuumenr na pasnpenesnenue: n-oktraHon/soga | Jlo6aBeHo
(Log Kow)
9 Mupuc IIpemaxunaro
10.1 Peaknmonna criocoOHOCT IIpemaxuarto
10.5 HecwsBmMecTumu marepuanu IIpemaxnarto
10.6 OnacHu NPOJYKTH Ha pa3nagaHe IIpemaxunarto
11.1 LD50 opanHo miaex Jlo6aBeno
12.1 NOEC xponuuHa pubu Jlo6aBeno
12.1 NOEC xponndHa pakooOpazHH Jlo6aBeno
12.1 LC50 - Pubu [1] Jlo6aBeno
12.1 EC50 - Pakoo6Opasuu [1] Jlo6aBeno
12.1 ECS50 72h - Bonopacinu [1] Jlo6aBeHo
12.1 Exosorust - 061110 IIpemaxuarto
12.4 KoedumuenTt Ha HopManH3upaHa agcopOnus Ha Jlob6aBeHo
opranudeH Beriepon (Log Koc)
12.6 HeOnaronpusTHu mocneaniy 3a okonHara cpeaa, | JlobaBeHo
MIPHYUHEHH OT CBOKCTBA, HApyIIaBaIly
(GyHKIMUTE Ha eHAOKPUHHATA CHCTEMA
13.1 Pernonanuu pasnopendu 3a OTHagbIHUTE IIpemaxnarto
14.1 OOH Ne (ADN) Jlo6aBeno
14.1 OOH Ne (IMDG) Jlo6aBeHo
14.1 OOH Ne (IATA) Jlobaseno
14.1 OOH Ne (ADR) JlobaBeHo
14.2 Touno npeBo3Ho HauMeHoBaHHe (ADN) JobaBeHo
14.2 Touno npeBo3Ho HaumeHoBaHKe (ADR) JlobaBeHo
14.3 Ertuxeru 3a onacuoct (RID) Jlo6aBeno
14.3 Erukern 3a onacuoct (ADR) Jlo6aBeHo
14.3 Kiac (ADR) JobaBeHo
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Mometasone furoate

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

HNupnkanus 3a NMPOMEHHU

Pa3znen IIpomenen eqemMeHT KomenTtapu
14.4 OnakoBbyHa rpymna (ADN) JobaBeHo
144 OmnakoBbuna rpyma (IATA) Jlo6aBeno
14.4 OnakoBbyHa rpymna (IMDG) JobaBeHo
14.4 OnakoBbyHa rpymna (ADR) JobaBeHo
14.6 JlomrbaHUTENHY n3KUCcKBaHKs/3a0enexku (ADN) JlobaBeHo
14.6 Crenuanau pasnopenou (ADN) JobaBeHo
14.6 Crienmaniu pasnopendu 3a onakosane (IMDG) JobaBeHo
14.6 OmnakoBbunn uHCTpYKImH (IMDG) Jlo6aBeno
14.6 Tpauncnopraa kareropus (ADR) JobaBeHo
14.6 Creunanau pasnopendu (ADR) Jlo6aBeno
14.6 W3kirouenu konnuectsa (ADR) JlobaBeHo
14.6 Orpannuenn konmnaectsa (ADR) JobaBeHo
14.6 Kox 3a tynennu orpanuuenus (ADR) Jlo6aBeno
14.6 Wnentudukanuones Homep 3a onacHocT (Kemuep | lo6aBeHo
No.)
14.6 Krnacupukaunonen xox (ADR) JobaBeHo

[I'bnen Texker Ha H- u EUH-npegynpeskieHusiTa 3a oacHocT:

Aquatic Chronic 1 OmacHo 3a BOAHATA cpefia — XPOHHYHA OIACHOCT, KaTeropus 1

ED ENV 2 EnnoxpuHeH HapyIIATeI 110 OTHOIICHNE Ha OKOJHATa cpena, Kareropus 2

ED HH 2 EHnokprHEeH HapylmMTeN 10 OTHOILICHUE Ha 37paBeTo Ha YoBeka, Kareropus 2

EUH381 BeposTHO mpuuKHsIBa HApyLICHHE Ha (GyHKIMUTE Ha eHIOKPUHHATA CHCTEMA IIPH X0pa.

EUH431 BeposTHO MpuuKHsIBa HApyLIEHHE Ha (DYHKIMUTE HA CHIOKPUHHATA CHCTEMa B OKOJIHATA Cpeia.

H361 Ipenmoinara ce, 4e yBpexk/a OIUIOAUTEIHATA CIIOCOOHOCT M IUIOZA.

H372 IMprunHsBa yBpekAaHe Ha OpraHUTe (CHAOKPUHHA CHCTEMa, OYH, HIMyHHA CHCTEMa, K0Ka) TOCPEICTBOM MIPOIBIDKUTEIHA UITH
MoBTapsIIa ce ekcrno3uis (JepMainHo, BAUIIBaHE, OPAIHO).

H410 CHITHO TOKCHYEH 33 BOAHUTE OPraHU3MH, C JBJITOTPacH e(eKT.

Repr. 2 TokcuuHoCT 3a penpoaykuusaTa, Kareropus 2

STOTRE 1 CreruuyHa TOKCHYHOCT 3a ONpe/IeJIeHH OpraHy — IIoBTapsiia ce ekcrosuius, Kareropus 1

Mudopmanunonen et 3a 6ezonacuoct (UJIB), EC

OTKA3 OT OTI'OBOPHOCT Hudopmanusra, cbabpkaiia ce B To3u MHpopMauoHeH Jauct 3a 6e30MacHoCT, € HOJIy4eHa OT H3TOYHHUIIN, KOUTO CMsITaMe 3a
HaJeKAHH. Bbipexn ToBa, nHGpopManusTa ce mpeocTans 0e3 HUKaKBa rapaHius, H3pUYHA WIH oapa3dupalia ce, OTHOCHO HeiHaTa KOPEKTHOCT. Y CIIOBUSITA HITH
MeTojuTe 3a paboTa, ChbXpaHeHue, ynorpeda i 00e3BperkiaHe Ha IPOIyKTa ca W3BbH HAIINSA KOHTPOJ U MOJKE J1a Ca U3BbH Hallata KoMmrereHTHocT. [Topaau
Ta3u U JIPyrv NPUUUHU, HUE HE II0eMaMe OTTOBOPHOCT U U3PUYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH WK Pa3sXou, IPOU3THUYALIM OT WM CBbP3aHU
IO HJIKAaKbB HAUKMH ¢ paboTara, CbXpaHeHHETO, yroTpedara Win 00e3BpexkIaHeTo Ha MpoaykTa. To3u MHdopManroneH IucT 3a 6€30IacHOCT € U3rOTBEH U TpsOBa
Jla ce U3I10J13Ba CaMo 32 TO3H MPOIYKT. AKO IPOJYKTHT C€ U3I0JI3BA KATO ChCTABKA HA JIPYTH NPOAYKTH, HAJIMYHaTa HH(OpMaIHs OU MOIJIa Jia ce OKaxe
Henprwiokuma. Tazu nHpopMaIys ce OCHOBaBA HA HAIINTE TEKYIIM TO3HAHMS U € MPeIHa3HAUYCHA 1A 1a/Ie OIMCAaHHe Ha MPOIYKTa caMo 3a LENUTEe Ha
3/]paBeoIa3BaHeTo, 0e30I1aCHOCTTa M OKoJIHAaTa cpesa. Ilopaau Toa, T He TPsAOBa J1a ce ThIKyBa KaTo rapaHIMs 3a CBOMCTBATa HA MPOYKTA.
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