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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 : Clobetasone butyrate
XHUMHYECKO HANMEHOBAHHUE : Clobetasone butyrate
EO Ne 1 246-635-9

CAS Ne 1 25122-57-0

Kon Ha npoxykra : 201600219

1.2. UneHTHUIMPAHH BUI0OBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHUe, U BH/I0Be YIIOTPeda, KOMTO He ce
NpenopbLYBaT

Hpentndunupann ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscnenBanus u pa3BUTHE
TexHUYeCKH H3NUTBAHUS U AaHAITH3U
Camo 3a npodecronanHa ynorpeba

ODyHKIMS WK KaTeTopus Ha ynoTpeda : JIabopaTOpHU XUMUKAIN

Ynorpedu, KOMTO He ce MPenopbYBaT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMamiHa ynorpe6a

1.3. IlogpoOHM JaHHM 32 JOCTABYMKA HA HHPOPMALMOHHHUS JIHCT 32 6€30aCHOCT

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

PA3IEJI 2: Onucanue HAa ONACHOCTUTE

2.1. Knacuduuupane Ha BelecTBOTO UJIH CMeCTa

Kaacupuxauus B crorBercTBue ¢ Peraament (EO) Ne 1272/2008 [CLP]
EHIOKpHHEH HapyLIMTEI 110 OTHOIIEHHE HA OKOJIHATA CPEJa, EUH431
Kareropus 2

EHIIOKpHHEH HapyLIUTE 110 OTHOILEHHE HA 3/IpaBETO HA YOBEKA, EUH380
Kareropus 1

ToxcuunocT 3a penpoxykuusTa, Kareropus 1B H360
CrrenniyHa TOKCHYHOCT 3a ONPE/IeNIeHN OpraHy — nopTapsma ce  H373
excnozunus, Kateropus 2

3a nmbanus Texct Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pasjen 16

Heﬁnaronpuﬂnm (l)l/[3l/lKOXPlMPl'1Hl/l eq)eKTPl )/ HeﬁﬂaFOle/lﬂTHl/l ed)elcTn 3a 3PaBE€TO HA YOBE€KA U OKOJIHATA Cpeaa
Moske 1a yBpeau OIUIOJUTENIHATA CIIOCOOHOCT Ml I1oaa. Moxe J1a IPUYMHU YBPEXAaHEe Ha OPraHUTE TPH IMPOABIDKUTEIHA WIN ITOBTAPSILA CE EKCIIO3HLIUSL.
2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a omnacHoct (CLP)

04/11/2025 ([data Ha pepakuusra) BG (6barapckn) 1/10


mailto:sds@edqm.eu
http://www.edqm.eu/

Clobetasone butyrate

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

GHSO08
Curnanna gyma (CLP) : OmacHo
Mpenynpexnenus 3a onacHoct (CLP) : EUH380 - Mose n1a npu4uHy HapylieHue Ha QyHKIMUTE Ha CHIOKPUHHATA CUCTEMA B YOBEILIKHS
OpraHU3BM.

EUH431 - BeposiTHO npu4MHsBa HapylIeHUe Ha (GYHKIMUTE HA €HJAOKPHHHATA CHCTEMA B OKOJIHATA
cpena.
H360 - Moxe 1a yBpeIu OIUIOJUTENIHATA CIIOCOOHOCT MIIH IUIOAA.
H373 - Moxe J1a IpU4uHM YBPEXIaHe Ha OPraHuTe (SEHIOKPUHHA CUCTEMA) MPHU MPOABIDKUTEIHA
WM TIOBTApSIa C¢ eKCIIO3UIIHA.

Ipenopbku 3a 6e3onacuoct (CLP) : P201 - IIpenu ymotpeba ce cHabaeTe ChC CHELHATHA HHCTPYKIIHH.
P202 - He usnon3BaiiTe npeay Aa cTe Mpoyeau U pa3dpaai BCHYKH NPEa3Hu MEpKH 32
6e30macHOCT.
P260 - He BaumBaiiTe mpax/myIex/ra3/anM/u3napeHus/acpo30iu.
P263 - Jla ce u30sirBa KOHTAKT [0 BpeMe Ha OPEMEHHOCT U IPH KbPMEHE.
P273 - la ce u30sirBa u3myckaHe B OKOJIHATA CPEAA.
P280 - U3nomn3Baiite npeanasHu pbKaBHUIH/IPEINa3Ho 00IEKIO/MPeAna3Hi Ounia/mpe/na3Ha Macka
3a JIMLe/TIPEAIa3HU CPEACTBA 3a 3aIlUTa Ha CIIyXa.
P314 - [Ipu HepasmnonoxKeHHe NOTHPCETE MEUIIMHCKU CHBET/TIOMOILI.
P391 - Cpbepere pazasToro.
P405 - Ta ce chxpaHsiBa 1oJ| KJIto4.
P501 - CpapprkaHneTo/chabT Aa CC U3XBBPIIH B MMYHKT 33 CHOMPaHE HA OMACHU MU CIICHUATHI
OTHajblH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALMOHAIIHY H/MIN MEXIyHapOIHU
pasnopenou.

Ertuketnpane B chOTBeTCTBHUE ¢: M3KiIIOUCHHMS 32 BBTPEIIHM ONAKOBKH, KOraTo ChABPXKAaHUETO He npeBurasa 10 ml.

Iuxrorpamu 3a onacuoct (CLP) :

GHS08

2.3. JIpyru onacHoCTH

Toga BewecTBo/cMec He oTroBapst Ha kpurepuute PBT na Permament REACH, Ipunoxenne XIII
Toga BerecTBo/cMec He oTroBapst Ha kpurepunte vPvB Ha Permament REACH, Ipunoxenne X111

BemecTBOTO € BKIIIOYEHO B CIMCHKA, H3TOTBEH B CHOTBETCTBHE ¢ WwieH 59, naparpad 1 or REACH, 3a nputexaBane Ha CBOWCTBa, HapyIIaBaiy GpyHKIMUTE HA
€HJIOKPUHHATA CUCTEMA, WK € MACHTU(UIIMPAHO KAaTO NPUTEXkABaIo CBOICTBA, HApyIIaBay (yHKIUNTE HAa €HIOKPHHHATA CUCTEMA, B ChOTBETCTBHE C
KpuTepuuTe, onpeneienu B Jenerupan Pernmament (EC) 2017/2100 na Komucusita unu 8 Pernament (EC) 2018/605 na Komucusita
Jlpyra nadopmarms : AKTHBHO BelecTBO (BB (hapMalleBTHIHH IPOTLYKTH).

Brumanmye - BelecTBo, KOETO BCE Ol He € M3IMUTaHO HAIIBIHO.

PA3JIEJI 3: ChcraB/mndopmanus 3a CbCTABKUTE

3.1. BemecTBa

HaumenoBanue HMnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Clobetasone butyrate CAS Ne: 25122-57-0 <100 ED ENV 2, EUH431
BEIIECTBO, MICHTH(HIINPAHO KaTo NpuTexkanailo ceoiictea | EO Ne: 246-635-9 ED HH 1, EUH380
Jia HapymaBa (QYHKIMHTE Ha €HJOKPUHHATA CHCTEMA Repr. 1B, H360
STOT RE 2, H373

3a meanus TekcT Ha H- n EUH-npenynpeskeHnsaTa 3a ONacHOCT: BXK. pasjen 16

PA3/IEJI 4: Mepku 3a NbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOLL

H’pra moMo1f - 061111/1 MEpPKHU . BBB Bcnukn CjIydyan Ha CbMHEHUE, WJIN aKO CUMIITOMUTE IPOABIIKABAT, IIOTHbPCETE MEAUITUHCKA
TIOMO1II.
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Clobetasone butyrate

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

IIppBa nomou npu BAUIIBaHE : 3Bezere MMIETO HA YUCT BB3YX M IO OCTABETE B MO3UIIMS, yJIECHsBaIlA JuIaneTo. [a ce octaBu
MOCTpaJays 1a CU movnHe. B ciy4aii Ha npuinomaBane: [loTbpceTe MEIUIIMHCKH ChBET/IIOMOIIL.

IIppBa momol Npu KOHTAKT C KOXKATa : Jla ce cBayi 3aMBPCEHOTO OOJIEKIIO M U3JIOKEHUST YHaCThK OT KOXKaTa Jia Ce M3MHUE C MEK CallyH U
BOJIa, KaTO CJIEJl TOBA CE M3IIAKHE C TOILIA BOJA.

II'ppBa mOMOII IPH KOHTAKT C OYUTE . HM3mimakHere ¢ BOza, KaTO JbPKATE OYHUTE MIUPOKO OTBOpeHH. [IoThpceTe MeIHIIMHCKA TOMOLII, aKO
GoskaTa, MUTAHETO HIIK 3a4CPBSIBAHETO MPOIBIDKAT.

IIppBa momo1 IpH MOTTBIIAHE . HM3mnakHere ycrara ¢ BoAa (CaMo ako MOCTPaJAHsAT € B Ch3HaHue). Hukora He qaBaiite HUIIO mpe3
ycrara Ha 4OBeK B Oe3ch3HaHue. He3abaBHO MOThpceTe MEIUIIMHCKH ChBET/IIOMOLIL.

Hsma HanmuvHa JONBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa JOMIBJIHUTETHA HH(bOpMaLIPIﬂ

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

Tlomxoasmy noxaporacHTENHN CPEACTBA :Jla ce m3mon3Bat cpeJicTBa, MOAXOAAIIN 3a FaCEHE Ha MOXKApH B ChCEJCTBO. Bhrieponen auokcu.
Bonen cnpeii. Cyx npax. Ojesio 3a 3aracsiHe Ha OT'BHSI.
Henoxo sy mmoxkaporacuTesIH! CpeicTBa : Jla He ce n3non3Ba CHIIHA BOJHA CTPYSI.

OnacHU IPOYKTH Ha pasNajaHe B CIydail Ha moxap . HembiHOTO TOpeHe 0cBOOO0K/1aBa ONAaceH BHITICPOICH OKIC, BEITIEPOCH IBYOKHUC U APYTH TOKCHIHU
ra3oBe. Bbp3MOXKHO € OTJENSIHETO Ha TOKCUYHU H3MapeHHUsl.

WHcTpyKumny 3a raceHe Ha MoKapu : Jla He ce [0mycKa nU3mon3BaHaTa B 6opbaTa ¢ mojkapa BoJa Jia 3aMbpPCH OKOJIHATA CPe/ia.
3amuTa Npy raceHe Ha mnoxap . Jla He ce mpeanpueMa Hameca 0e3 MOIXO IO 3alUTHO 000pyABaHe. ABTOHOMEH U M30JIHpaI]
amapar 3a JuxareiHa 3aluTa. [b1Ha 3a1mTa Ha TSUI0TO.

PA3JIEJI 6: Mepku npu aBap

O0mm Mepku : Jla ce n304rBa KOHTAKT C KOXKaTa, OUUTE U APEXUTE.

3a nepconaJi, KOITO He 0TroBaps 3a CHEIIHHU CJaydYan

ABapuitHH TITaHOBE : Jla ce oTCTpaHM HEHYKHHUS TIEPCOHAII.

3a JIMAaTa, OTTOBOPHH 32 CHCLUHM CJIyYau

3aIIUTHY CpeiCcTBa : Jla He ce mpeanpreMa Hameca 6e3 MOAXOAAIIO 3aIUTHO 000pyABaHe. 3a moBeye HHpopMaLHs,
BIDkTe paszaen 8: "KoHTpou Ha ekcrio3uiusita/ TMYHU IpeAna3Hu cpeacTaa’.

I[a ce u30srea H3IIyCKAaHEC B OKOJIHATa cpeaa. HpCI[OTBpaTeTC HABJIM3aHETO B KaHAJIM3alUsATa U B OGH.ICCTBCHI/ITC BOIH.

3a 3agbprKane : IlonuiiTe ¢ HHEPTEH MaTEpHAI U IIOCTABETE B MOAXO/SIL KOHTEHHED 3a 00e3BpexJaHe Ha OTHAABLIH.
Merto/u 3a OYKCTBaHE : IlouncTeTe 3aMbpceHUTE TIOBBPXHOCTH OOKMIHO C Bojia. [104YnCTBaHE C HOMILTA HA JETEPrEHT.

Bmxre Pazznen 13 otHocHO nHboOpMarys 3a 00e3BpekaaHe Ha OTIAIBLHTE.
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Clobetasone butyrate

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

31EJI 7: PaGoTa u chbXpaHeHHe

7.1. llpenna3un Mepku 3a 6e30macHa padora

JIOIbIIHUTENHY ONTACHOCTH TI0 BpeMe Ha paboTa . /Jla He ce u3narat OpeMEHHHTE XKEHHU WM KbPMayKHTE.

Ipenna3suu mepku 3a Ge3omacHa pabora : Jla ce u30sirBa BCsKakBa U3IHIIHA eKcro3uims. Jla ce ocurypu 1o6po mpoBeTpsiBane Ha pabOTHOTO
MSICTO.

XUTueHHH MEPKH : Jla He ce siae, ve WK MyLIH Ipy ynoTpeda Ha npoaykra. [la He ce u3Hacs 3aMbpPCEHO PabOTHO

00JIeKII0 U3BBH PaOOTHOTO MOMeEIIeHHE. J]a ce H3MHAT PhLETE NPEIH MOYUBKHUTE H CICT
MPUKIIIOYBAHE Ha paboTaTa.

7.2. YciioBusi 3a 6€301aCHO CbXpaHABaHe, BKINYUTEJITHO HCCbBMECTUMOCTH

Vcnosus 3a CbXpaHsBaHE : I[a C€ CbXpaHsBa HA I[06p€ TIPOBETPUBO MSACTO. CpabT 512 ce ChbXpaHsABa IUNIBTHO 3aTBOPCH. I[a ce
T1a3u OT TOIUIMHA U MpsIKa CIbHYCBA CBETJINHA.
OnakoBbYHU MaTepuain : I[a C€ CbXpaHsABa B OPUTHHAJIHUTE KOHTCI‘/‘IHCPH‘

7.3. Cneuupuuna(u) kpaiina(u) ynorpeda(u)

Hsima HanmaHa JOITBJIHUTEITHA I/[H(bOpMaLII/IFI

PA3/IEJI 8: KoHTpPOJI Ha eKCIIO3UIUATA/TUYHHN NpeINa3Hu CpeACcTBa

8.1. [TapameTpu Ha KOHTPOJI

Hsima Hanmanaa JOITBJIHUTCITHA I/IH(bOpMaI_II/ISI

8.2. KoHTpo.1 Ha eKCo3HIMATA

IMoaxoas HH:KeHEPeH KOHTPOJI

Moaxoasiug HHKEHEPEeH KOHTPOJI:
)_'[a Ce ocurypu HOGPO IIPOBETPsABAHE HA pa60THOT0 MmsicTo. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMyKaT€JIHa BEHTUJIAlKA, TaKa U BEHTUJIAUA Ha 0061110TO
nomenienue. C Marepuajia Tpﬂ6Ba Ja ce pa60m non na6opaT0pHa KaMHHa, JOKOJIKOTO TOBa € Bb3MOXHO.

JInuHH nmpeanasHu cpeacresa

3ammTa HAa 0YMTE M JUIETO

3ammuTa Ha o4HTe:

Jla ce HOCAT IpenmasHu oumna. [Ipeanasuu ounna cse crpannyna 3amuta. (EN 166)
3ammuTa Ha Ko:KaTa

3amuTa Ha KOXKATa M TAJIOTO:
Jla ce HOCH mOAXOMALIO NpeanasHo obiekno. Jlaboparopra ynorpeba : JlaboparopHa npecrtiika. (EN 13034)

3ammuTa Ha pBIeTe:
Jla ce HOCST MOAXOISIIIN PBKABULM. XUMHUYECKH YCTONYMBY npenasuu pbkasuny. (EN 374)

3amuTa Ha AUXATEJTHUTE MbTHIIA

3ammuTa Ha JUXaTeJIHHTe MbTHINA:
B ciyuait Ha 006pa3yBaHe Ha IIpax Jia ce H3M0JI3Ba anapar 3a qumane ¢ Guiarsp: P3

PA3IEJI 9: ®u3nynu 1 XMMMYHHA CBOHCTBA

9.1. Undopmanusi 0OTHOCHO OCHOBHHMTE (PM3UYHU U XMMHYHH CBOICTBA

ArperaTtHo ChCTOSIHHE : TBBpIO BELIECTBO
st : Ost1. mouTH Osi1.
BbHIeH Bux . Ilpax.
MonekyiHa maca : 479 g/mol

Mupuc . He e Hanuuno
I'panunara Ha Mupuca : He e Hanuuno
Touka Ha ToreHe 1 =178°C

Touka Ha 3aMpb3BaHe : He e Hanuuno
Touka Ha KUIIEeHEe : He e HannuHo
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Clobetasone butyrate

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

3anmanuMocT : He e Hanuuno
JlonHa rpaHHIa Ha eKCIIIO3UBHOCT : He e npunoxumo
T'opHa rpanuIa Ha eKCIIO3UBHOCT : He e npunoxumo
IInamua Temnepatypa : He e npunoxumo
Temneparypa Ha camo3anajBaHe : He e npunoxumo
Temneparypa Ha pa3yiarane : He e Hanuuno
pH : He e HamuyHO
pH pastBop : He e HanuynO
Buckosurer, kunemaruueH : He e npunoxumo
PasrBopumocT : Boma: <0,1 g/l
Koeduient Ha pasnpezpenenue: n-okranon/soga (Log @ He e Hamudno
Kow)

Koeduient Ha pasnpenenenue: n-oktanon/soga (Log @ <4

Pow)

Hansirane na napute : He e Hanuuno
Hansrane Ha napure npu 50°C : He e Hanmu4HO
IInsTHOCT : He e Hanuuno
OTHOCHTEIHA ITBTHOCT : He e Hannyno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pasmep Ha yacTunuTe : He e Hanuuno

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

PA3IEJI 10: CTa0MIHOCT U PeaKTHBHOCT

Hsima HanmuHa JOMIBIIHUTETHA HH(l)OpMaI.IPIﬂ

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

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMALHS

Hsima Hanu4Ha nonbiaHUTENHA HHDOpMATHS

Hsma HanuvHa TOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 11: ru4Ha nHpopmanus

Octpa TOKCHYHOCT (OpasiHa) . He ce knacu¢uuupa (B3 0CHOBA Ha HATMYHUTE JAHHH, HE Ca U3ITBJIHCHH KPHTEPUHTE 3a
KIacupuIEpaHe)

OcTpa TOKCHYHOCT (IepMaiHa) : He ce knacu¢uumpa (Jlunceat nanxu)

OcTpa TOKCHYHOCT (BMILIBAHE) : He ce knacu¢uupa (Jlunceat nanxu)

Clobetasone butyrate (25122-57-0)

LD50 opanto minbx > 6000 mg/kg (RTECS Ne TU4154083)
KoposuBHOCT/ Ipa3HeHe Ha KoKaTta : He ce knacu¢umpa (Jlunceat nanHu)
CepHo3HO yBpexJaHe Ha OYHTE/Apa3HEeHe Ha OYHTE : He ce xnacu¢uupa (JIunceat nanau)
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Clobetasone butyrate

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

Cencubunu3anyst Ha AUXaTeIHATE IBTUINA WK Koxkata : He ce knacuduuupa (JIumncsar qaHHm)

MyTareHHOCT Ha 3apOJUIIHUTE KICTKN : He ce xnacudumupa (JIuncear qaHHK)

KanneporenHoct . He ce xnacu¢umpa (JIunceat nanau)

TokcHIHOCT 32 PENPONYKIHATA : Moske 1a yBpeau OIUIOAUTEIIHATA CIOCOOHOCT HJIH ILIOJA.

CTOO (cnenuduyHa TOKCHYHOCT 33 OIPEIEIeHU : He ce xnacudunupa (Jluncat nanxm)

OpraHH) — eIHOKPAaTHA eKCIIO3UIIUS

CTOO (crneuuduvHa TOKCHYHOCT 3a ONPECICHU : Moxe fa NpUYKMHH YBPEX/JaHE HA OpraHuTe (SHAOKPHHHA CHCTEMA) TIPH NPOABIDKUTEIHA HIIH
OpraH{) — MOBTapsIIla Ce eKCIO3ULIHs MOBTapsIa CE eKCITO3ULIHS.

OnacHOCT NpH BINIIBaHE : He ce xnacudumupa (JIuncear nanHm)

CpoiicTBa, HapyIIaBaIH (PYHKUUUTE HA €HAOKPHHHATA CHCTeMa

Heb6aronpusitH MOCACANIM 3a 34pAaBETO, MPHYMHCHH  © VIMa CHAOKPHHEH MEXaHH3bM Ha ACHCTBHE, T.C. MPOMEHS QYHKIUATA/QYHKIMUTE HA CHAOKPHHHATA
OT CBOHCTBA, HapyHIaBany QYHKIUUTE HA cucremMa
€HJIOKpHHHATA CUCTEMA

OrMYHa HHq)OpMaIIHﬂ

OnacHo 3a BOJHATa cpejia, KpaTkocpouHa (ocTpa) . He ce ximacuduuupa (JIuncsat 1aHam)
OnacHo 3a BOJHATA CPe/ia, ABIrOCPOUHA (XPOHHYHA) . He ce ximacuduuupa (JIuncsar 1aHam)

Clobetasone butyrate (25122-57-0)

YcToW4MBOCT U pa3rpaiuMocT He ce pasrpaxmaa 0bp30

Clobetasone butyrate (25122-57-0)

Koe¢uiuent Ha pasnpeznenenue: n-okranon/sona (Log <4
Pow)

Hsima HanmuHa TOMIBIIHUTETHA I/IHq)OpMaI.IHﬂ

Clobetasone butyrate (25122-57-0)

ToBa BewecTBo/cMec He otroBapst Ha kpurepuute PBT na Permament REACH, Ipunoxenne X111

ToBa BewecTBo/cMec He oTroBapst Ha kpurepuute vPvB Ha Permament REACH, Ilpunoxenne X111

HCGHaFOHpI/ISITHH HocJeauIu 3a OKoJIHaTa cpeaa, : Nma CHIOKPUHEH MEXaHHU3bM Ha HeﬁCTBHC, T.C. IPOMEH (byHKI.IP[SITa/ (I)YHKIII/II/ITC Ha €HJAOKpHHHaTa
TIPUIUHEHU OT cnoﬁcma, HapymaBai (byHKHHI/ITe Ha cucrema.
CHIOKpHUHHATa CUCTEMA

Hsma nanuyna gonenHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOMbIHUTENHA HHOpMAIHS
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Clobetasone butyrate

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

PA3JIEJI 14: Un¢dopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B crorerctBue ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH nin naeHTHGUKAUOHEH HOMEP

He e obexT Ha HapeOUTE 32 TPAHCIIOPT

14.2. TouHo HaUMeHOBaHUe Ha MpaTKaTa no cnucbka Ha OOH

He ce perynupa He ce perynupa He ce perynupa

14.3. Kitac(oBe) Ha OIaCHOCT NPH TPAHCIOPTHPaHe

He ce perynupa He ce perynupa He ce perynupa

14.4. OnakoBb4Ha rpyna

He ce perynupa He ce perynmpa He ce perynupa

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He ce perynupa He ce perynupa He ce perynupa

Hsawma JOITBJIHUTECITHA HAJTUIHA I/[H(i)OpMaLIPU{

14.6. CnenuajiHy npeana3sHu MepKH 3a NOTpedUTeuTe

CyxonbTeH TPAHCIIOPT
He ce perynupa

TpaHcnopT no mope
He ce perynupa

Bb3aywmeH TpaHcnopT
He ce perynupa

14.7. MopckH TPaHCHOPT HA TOBAPU B HACHIIHO ChCTOSIHME CHIVIACHO MHCTPYMEHTH Ha MesKayHapoIHATa MOPCKA OPraHU3anus

He e npunoxumo

PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypeaoda

15.1. Cienuuanm 32 BEeNIeCTBOTO WJIH CMECTAa HOPMATHBHA YPea0a/3aK0HO0IATEICTBO OTHOCHO (€30MACHOCTTA, 3APABETO H OKOJIHATA
cpena

Pernamentn na EC

REACH, IIpuiaoxenue XVII (YciioBus 3a orpaHuyaBane)

He ¢urypupa B [lpunoxenne XVII na REACH

REACH, IIpuiaoxenne XIV (Ciucbk Ha BeliecTBaTa 3a pa3peliaBaHe)

He durypupa B IIpunoxenne XIV na REACH (Cnuchk Ha BelmecTBaTa 3a pa3peliaBaHe)
REACH, Cnucsbk ¢ kanguaart-pemrecrsa (SVHC)

He ¢urypupa B cnuceka Ha REACH ¢ kanannar-BemecTsa

PerjiaMeHT 0THOCHO BelllecTBa, KOMTO Hapymasat o3o0HoBus cjoii (EC 1005/2009)

He ¢urypupa B crimcbKa ¢ BelecTBa, KOUTO HapyaBat 030HoBust cioit (Permament EO 1005/2009)

Peraament (EC) Ha ChBera 32 KOHTPOJI HA U3/1eJIUs € IBOHHA ynoTpeda

He ¢urypupa 8 PETJTAMEHTA HA CBHBETA (EC) 3a koHTpoI Ha M371€/Hs ¢ ABOIHA yroTpeba.

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH Beuectsa (EC 2019/1148)
He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA € IPEeKypcopH Ha B3puBHH BemecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha

IPEKypCOPH Ha B3PUBHU BEIIECTBA)
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WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PersiaMeHT OTHOCHO NpeKypcopuTe HAa HAapKoTH4YHM BemecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnuHuTe BemecTsa (Perimament EO 273/2004 0THOCHO IPOM3BOICTBOTO H ITyCKaHETO
Ha ra3apa Ha ONpeJIeIeHH BEIIECTBA, U3I0JI3BaHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH HIIM IICHXOTPOITHHU BEIIECTBA)

15.2. OneHka Ha 0€30IaCHOCT HA XUMHUYHOTO BEeIIECTBO MJIH CMeC

Hsima Hanmana JOIIBJIHUTCITHA I/[H(l)OpMaI_II/IH

PA3/IEJI 16: Ipyra undgopmanus

Wnpukanus 3a IpOMeHH

Paznen IIpomeHeH eneMeHT Komentapu

He6naronpusiTHH MOCIEIHIM 32 3APABETO, Jlo6aBeno
MPUYMHEHH OT CBOWCTBA, HApyIIaBallH
(GyHKLIMUTE HA CHAOKPUHHATA CHCTEMa

3aMeHs BepcusTa OT JobaBeHo

JlaTa Ha pegakmnusara Jlo6aBeHo
1.1 EO Neo Jlo6aBeHo
1.1 CAS Ne Jlo6aBeHo
1.1 CHHOHUMU IIpemaxnaro
1.1 HaumenoBanue IIpomeneno
1.2 Orpannuenns 3a ynorpeda ITpomeneno
1.2 VYnorpeba Ha BelecTBOTO/CMeCTa IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxuarto
2.1 Heb6naronpusitiu GU3HKOXUMUYHE e(DEKTH 1 IIpomeneno

HeOmaronpusTH e(heKTH 3a 3APABETO HA YOBEKA U
OKOJIHATa Cpesia

2.1 Krnacupukauus B cvorBerctue ¢ Pernament (EO) | [IpomeHeno
Ne 1272/2008 [CLP]

2.2 Curnanna gyma (CLP) IIpomeneno
2.2 TIpenopsku 3a 6e3omacHoct (CLP) IIpomeneno
22 Ipenynpexnenus 3a onacuoct (CLP) IIpomeneno
2.3 Jpyra unpopmanus JobaBeHo
4.1 IIppBa nomoi - 00K MEPKH JobaBeHo
4.1 IIppBa noMoIIL TP KOHTAKT € KOXKaTa IIpomeneno
4.1 ITspBa nomon Npu BAMIIBAHE Jlo6aBeno
4.1 IIppBa noMoIL pH MOTITBIAHE Jlob6aBeHo
4.1 IIbpBa moMoII IPYU KOHTAKT € OYUTE IIpomeneno
5.1 Henoxxonsuy noxaporacuTenHu CpeACTBa Jlo6aBeHo
5.1 Toaxoasmu noxaporacuTeH! CpeCcTBa IIpomeneno
5.2 OnacHY NPOAYKTH Ha pa3liajlaHe B cilyyaid Ha JlobaBeHo
Toxap

52 OmacHOCT OT moap IIpemaxnato
53 3amuTa npy raceHe Ha moxap JobaBeHo
53 MucTtpyxuuu 3a racene Ha moxapu IIpomeneno
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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
6.1 3aIUTHY CpeCTBa JlobaBeHo
6.1 ABapuiiHy IUIaHOBE IIpomeneno
6.1 OO0 Mepku Jlo6aBeHo
6.2 IIpeanasuu Mepky 3a orna3BaHe Ha OKoyHaTa cpeza | JlobaBeHo
6.3 3a 3aabpKaHe JlobaBeHo
6.3 Meroau 3a MOYUCTBAHE JobaBeHo
6.4 Tlo3oBaBaHe Ha aApyru paznein (8, 13) Jlo6aBeHo
7.1 JIOI'BJIHUTENIHY ONIACHOCTH T10 BpeMe Ha paboTta JobaBeHo
7.1 TIpennasuu Mepku 3a 6e3omacHa paboTa JobaBeHo
7.1 XUTrHeHHH MEPKH Jlob6aBeHo
7.2 YcnoBust 3a cbXpaHsBaHe JobaBeHo
7.2 OnakoBbYHU MaTepUaIl JobaBeHo
7.3 Creru$uyay KpaifHu yIoTpeon IIpemaxnaro
8.2 3amura Ha JUXaTeITHUTE IIbTUIA Jlo6aBeHo
8.2 3amura Ha pbleTe IIpomeneno
8.2 3alura Ha OYUTE Jlo6aBeno
8.2 Tloaxoasiiy HHKEHEPEH KOHTPOIT IIpomeneno
8.2 3amuMTa Ha Ko)Kara U TAI0TO IIpomeneno
9 MornekyiHa Maca JobaBeHo
9 Touka Ha TOTICHE Jlo6aBeno
9 st Jlo6aBeno
9 KoedurimenT Ha pa3npeneneHue: n-okranoi/soga | lo6aBeHo
(Log Pow)
10.1 PeakionHa criocoOHOCT IIpemaxunarto
10.3 BB3M0OKHOCT 3a OIacHU peakuu IIpemaxnaro
10.5 HecwsBmecTumu marepuanu IIpemaxHarto
10.6 OnacHu NPOAYKTH Ha pasnagaHe IIpemaxuarto
11.1 LDS50 opanHo maex IIpomeneno
12.1 Exonorust - 0610 IIpemaxunarto
12.6 HebnaronpusTHH MOCIEANIM 32 OKOJIHATA cpeaa, | JloGaBeHO
MIPUYMHEHH OT CBOWCTBA, HapyIIaBaly
(yHKIMNTE Ha CHIOKPHHHATA CHCTEMa
II'bnen Texer na H- 1 EUH-npegynpesxieHnsiTa 3a oacHoOCT:
ED ENV 2 EHnokprHEH HapylMTen 1o OTHOILICHUE Ha OKONHAaTa cpena, Kareropus 2
EDHH 1 EHnnokpuHEH HapylmmTesn 1o OTHOILEHUE Ha 3/]paBeTo Ha yoBeka, Kareropus 1
EUH380 Mooxe 1a NpUYHHY HapyIIeHHe Ha QYHKIMHTE Ha CHIOKPUHHATA CHCTEMA B YOBEIIKUSA OPraHH3bM.
EUH431 BeposiTHO puunHsBa HapyIIeHHe Ha (PYHKIIMUTE Ha eHJIOKPUHHATA CHCTEMa B OKOJIHATA Cpejia.
H360 Moske 1a yBpeay OIUIOJUTENIHATA CIIOCOOHOCT WITH TUIOJA.
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

[I'baen Texker Ha H- u EUH-npeaynpeskieHusiTa 3a oacHoCT:

H373 Moske 1a IPHYMHY YBpeXkKIaHe Ha OPraHuTe (SHIOKPHHHA CHCTEMa) IIPH NPOJBIDKUTEIIHA WM OBTapsIIIa ¢e SKCIIO3HIIHS.
Repr. 1B TokcuuHoCT 3a penpoaykuusaTa, Kareropus 1B
STOT RE 2 Creruduaaa TOKCHYHOCT 32 ONpeJielIeHH OpTaHy — IIOBTapsIa ce excrosuims, Kareropus 2

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpkaiia ce B To3u MHopMaIoneH JMcT 3a 6€30MacHOCT, € MOJIy4eHa OT H3TOYHHIIN, KOUTO CMSITaMe 3a
HajekKIHU. Bbopeku ToBa, HHpOpMaIMsITa ce IpeaocTaBs 0e3 HUKAKBa rapaHIus, N3pUYHA WK [0/ipa3oupalia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA WIIH
MeToauTe 3a paboTa, ChbXpaHeHHe, yIoTpeda Wil 00e3BpexkIaHe Ha MPOAyKTa ca H3BBH HAIIMS KOHTPOI U MOXKE Ja ca U3BBH Hamata KomrneTeHTHoCT. [Topagu
Ta3u ¥ APYTH IPUYUHH, HUE HE TOeMaMe OTTOBOPHOCT U H3PUYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOH, MICTH HJIM Pa3XO/H, IPOU3THYAIN OT WX CBBP3aHN
110 HSKaKbB HAYMH C pabOTaTa, ChXPAHCHHETO, yIoTpeOaTa Win 00e3BpexIaHeTo Ha mpoaykra. To3n MHdopmarmoneH anct 3a 6€301macHOCT € H3TOTBEH U TpsiOBa
JIa ce M3II0JI3Ba CaMo 3a TO3H MPOAYKT. AKO IPOIYKTHT CE H3II0JI3BA KATO ChCTaBKa HA APYTU HPOAYKTH, HATHYHATA HH(pOpPMAIHs OM MOTTIa 1a CC OKaKe
Henpmiokuma. Ta3u HHpopMarMst ce OCHOBABA HA HAIIMTE TEKYI[H MO3HAHNS U € NPEAHA3HAYCHA Ja ajic ONMCAHHE Ha MPOYKTa CaMo 3a LEINTE Ha
3[paBeona3BaHeTo, 0e30IIaCHOCTTa M OKOIHATa cpera. [lopaau ToBa, T He TPsIOBa [a ce THIKyBa KaTO FapaHIMs 32 CBOHCTBATA HA MPOMYKTA.
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