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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 for system suitability
XHUMHYECKO HANMEHOBAHHUE : Clobetasone butyrate

EO Ne 1 246-635-9

CAS Ne 1 25122-57-0

Kon Ha npoxykra : 202500352

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/lfil/lKOXPlMPl‘lHl/l eq)eKTPl )/ HeﬁﬂaFOle/lﬂTHl/l ed)eKTn 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)
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Clobetasone butyrate for system suitability

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 n36srBa KOHTAKT 110 BpeMe Ha OPEMEHHOCT U IPU KbpPMEHE.
P273 - Jla ce n36srBa n3Imyckane B OKOJIIHATA Cpea.
P280 - U3non3BaiiTe npeAna3Hu pbKaBULM/TPEANA3HO OOIEKIO/PeIna3Hy OYIIa/mpeana3Ha Macka
3a JIMLe/TIPEAIa3HU CPEACTBA 3a 3aIlUTa Ha CIIyXa.
P314 - Ilpu Hepa3monoKeHne MOThbpPCeTe MEAUIIMHCKH ChBET/TOMOLI.
P391 - Cpbepere pazasroro.
P405 - [la ce cbxpaHsiBa 1o KJIr04.
P501 - CpappixaHHETO/CHIBT 1A CC U3XBBPIIH B ITYHKT 33 ChOMPAHE HA OMACHU WU 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

PA3JIEJI 3: ChcraB/mndopmanus 3a CbCTABKUTE

3.1. BemecTBa

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

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

PA3/IEJI 4: Mepku 3a NbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIL

H’pra moMo1f - 061111/1 MEpPKHU . BBB Bcnukn CjIydyan Ha CbMHEHUE, WJIN aKO CUMIITOMUTE IPOABIIKABAT, IIOTHPCETE MEAUIIUHCKA
TTOMO1II.
H’pra TIOMOII P BAUIIIBAHE : I/I3BCHBTC JIMOETO HAa YUCT BB3AYX U I'O TIOCTABETE B IMMO3UIINS, YIE€CHABAIIA JUITAHETO. I[a C€ oCTaBH

TIoCTpagaIns 1a Cu NOUYNHE. B cnyqaﬁ Ha IpUJIonIaBaHe: HompceTe MCIUIUHCKHA C’bBeT/HOMOI]_[.
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Clobetasone butyrate for system suitability

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

ITbpBa MOMOII IPK KOHTAKT C KOXKaTa : Jla ce cBanmM 3aMBbPCEHOTO OOJIEKIIO U U3IOKEHUAT Y4acThK OT KOXKaTa J1a Ce M3MHUE C MEK CallyH U
BOJIa, KaTO CJIeJ] TOBA Ce M3IUIAKHE C TOIUIA BOAA.

ITbpBa MOMOLI] IPK KOHTAKT C OYUTE . Usmiakuere ¢ BoJa, KaTo AbPXKUTE OUUTE MIMPOKO OTBOpeHH. [loThpceTe MeANIMHCKA TOMOLLL, aKO
60JIKaTa, MUTAHETO WM 3a4EPBSBAHETO MPOABIKAT.

[I'ppBa noMoIL IPU MOTITBIAHE . HMsnnakHere ycrara ¢ Bojia (CaMo ako MOCTPalalIUAT € B Ch3HaHKe). Hukora He AaBaiiTe HUIIO 1pe3
ycrara Ha 4OBeK B Oe3ch3HaHue. He3abaBHO MOThpCeTe MEAUIIMHCKH CHBET/IIOMOLIL.

4.2. Haii-chbIecTBEH! OCTPH U HACTHIBAIIM CJIe] H3BECTEH MePHO/ OT BpeMe CHMITOMH U eheKTH

Hsima HanuyHa AONMBIHUTEIHA I/IH(I)OpMa].II/ISI

4.3. Yka3aHue 3a He00X0AUMOCTTA OT BCAKAKBHU HEOTJIOKHU MEJUIUHCKHU I'PUKH U CHICITUAJIHO JICYCHHE

Hsima HanuyHa AONBIHUTEIHA I/IH(bOpMaI.II/IH

PA3JIEJI 5: IIpoTHBOMOKAPHH MEPKH

5.1. Cpeacrsa 3a raceHe Ha moxap

IMoaxosIIH TT0KapOTracHTEITHN CPEICTBA : Jla ce m3mon3Bat cpescTBa, MOAXOAAIIN 3a FaCEHE Ha MOXKapH B ChCECTBO. BhrieponeH auokcus.
Bonen crpeit. Cyx npax. Ozesio 3a 3aracsiHe Ha OI'bHsI.
Henoaxosmy moxaporacuTelIH| CpeJicTBa : Jla He ce n3non3Ba CUIIHA BOJHA CTPYSI.

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

OrnacHu MPOAYKTH Ha pasnajlaHe B cnyqai'l Ha mmoxap . HemwiiHOTO TOpEHE 0013060)1(1:[3.133 OIIac€H BBITIEPOJICH OKHC, BBITIEPOJACH ABYOKHUC U APYT'H TOKCUIHU
razoBe. Bp3MOKHO € OT/IeNTHETO Ha TOKCHYHU n3napeHUs.

5.3. CbBeTH 32 NO’KapHUKAapHUTe

I/IHCprKI_II/II/I 3a rac€HE Ha I0oXKapu : I[a HE C€ I0MMyCKa M3II0JI3BaHaTa B 60p6aTa C I10oapa BoJa J1a 3aMbpCH OKOJIHATa Cpeaa.
3aIl[I/ITa IIpA TaCCHE Ha MMOXKap : I[a HE C€ mpeanpueMa HaMmeca 6e3 IOAXOIAII0 3aIUTHO 06opyaBaHe. ABTOHOMEH 1 nu3ojauparg
amnapar 3a 1uxXaTeiiHa 3alluUTa. ITenaHa 3alIMTa Ha TAJIOTO.

PA3IEJI 6: Mepku npu aBapuiiHO U3MyCKaHe

6.1. JInuHM NpeANa3sHU MepKH, NPeAIIa3HH CPeCTBA U NPOLeAYPHU NP CHEIIHH CJIy4Yau
OO0y Mepku : Jla ce u30srBa KOHTAKT C KOXKaTa, OUUTE U IPEXUTE.

3a nepcoHaJ1, KOITO He 0TTOBAPS 32 CIEUIHHU CJIy4an

ABapuiiHu 11aHOBE : Jla ce oTCTpaHM HEHYKHHUS TIEPCOHAIL.

3a JIMIATa, OTTOBOPHH 32 CIICIIHH CJIyYan

3auuTHU CpeacTBa . /Jla He ce npennpuema HaMmeca 0e3 MOAXOSIIO 3alUTHO 000pyABaHe. 3a nmoBeve HHpopManus,
BrokTe paszen §: "KOoHTpon Ha eKCro3uiusITa/ TNYHA Mpe/na3Hu cpeacTsa’.

6.2. [Ipeama3Hu MepKH 32 0Na3BaHe HA OKOJHATA CpeAa
Jla ce nsbsresa M3ITyCKaHe B OKosiHaTa cpeaa. [IpenoTBpaTere HaBIM3aHETO B KAHAIM3ALMATA U B 0OILIECTBEHUTE BOJIH.

6.3. MeToau u MaTepHaJId 32 OrpaHu4YaBaHe U MOYUCTBAHE

3a 3aAbpKaHE : Tlonwmiite ¢ HMHEPTEH MaTCprUal U IOCTABETE B MOAXOIAILL KOHTCﬁHep 3a 0663Bpe)l(£[aHC Ha OTIaabIiu.
MeTtoau 3a MO4YMCTBaHE : ITlouucrere 3aMBPCEHUTE ITOBBPXHOCTU 0OHITHO ¢ Boza. [TouncTBane ¢ momiira Ha JCTEPreHT.

6.4. Tlo30BaBaHe HA APYTH pa3iesn

Bwxre Pasnen 13 otHOCHO HH(pOpManust 32 00e3BpeKIaHe Ha OTIIAbIUTE.

PA3/IEJI 7: PaGoTa u cbXxpaHeHHne

7.1. Ilpenna3uu MepkH 3a 6e3onacHa padora

)IOHT:J'IHI/ITQHHH OITaCHOCTH II0 BpEME Ha pa60Ta : )Ia HE CC€ u3Jjiarat 6pCMeHHHTe KCHH WM KbpMAYKHUTE.
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Clobetasone butyrate for system suitability

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

Ipennasuu Mepku 3a 6e3omacHa paboTa . /Jla ce u30srBa BCsIKAaKBa M3NHUINHA ekcrio3uus. [la ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XUTueHHH MEPKH . Jla He ce sz1e, nMe WK TyIIH OpH yrotTpeda Ha nmpoaykra. Jla He ce n3Hacs 3aMbpCceHO paboTHO

00J1eKI10 N3BBH pabOTHOTO NomenieHue. [la ce U3MUAT phLETe NpeIu MOYUBKUTE U CIIE]T
MPUKIIIOYBaHE Ha padorara.

7.2. YcenoBusi 3a 6e30MaCHO ChbXpPaHsSBaHe, BKIIYNTETHO HECHBMECTHMOCTH

VYcnoBust 3a chXpaHsBaHe : /Jla ce cpxpansiBa Ha 100pe npoBeTpuBO MACTO. ChIBT J1a CE ChXpaHsiBa IUIBTHO 3aTBOPEH. Jla ce
a3 OT TOIUIMHA U NpsKa CITbHYEBA CBETIIMHA.
OnakoBbYHU MaTepHAIH : Jla ce chXpaHsiBa B OPHTMHATHUTE KOHTCHHEPH.

7.3. Cneuuduuna(u) kpaiina(u) ynorpeda(u)

Hsima HanuyHa AONMBIHUTEIHA I/IH(bOpMaI.II/IH

PA3J/IEJI 8: KoHTpPOJI Ha eKCIIO3HIUSITA/THYHH MPeINa3Hi CPeACTBa

8.1. [TapameTpu HA KOHTPOJI

Hsima HanmaHa JOITBJIHUTEITHA I/[H(bOpMaLII/IH

8.2. KoHTpo.1 Ha eKCo3HIMATA

HO)]XO)]HH.( HHKEHEPEH KOHTPOJI

Hoaxoasii HHKEHEPEH KOHTPOJI:
Jla ce ocurypu 106po mpoBeTpsiBaHe Ha paboTHOTO MsICTO. OOMKHOBEHO CE H3MCKBAT KAKTO MECTHA CMyKaTeJIHA BEHTHIAINS, Taka M BEHTUIALHS Ha 00LIOTO
nomenienue. C marepuaina TpsiOBa Ja ce padoTH 1o 1abopaTopHa KAMUHA, JOKOJIKOTO TOBA € Bb3MOXHO.

JInuHu npeanasHu cpeacrsa

3amuTa Ha OYMTE U JIMIETO

3ammTa HA OYHTe:

Jla ce HocsiT peanazHu ounia. [IpeanasHu oumna cbe crpannyna 3ammra. (EN 166)
3amuTa Ha KOKaTa

3amuTa Ha KOXKATa H TAJIOTO:
Jla ce HOCH mOAXOMAMLIO NpeanasHo obiekno. Jlaboparopra ynorpeba : Jlaboparopsa npectisika. (EN 13034)

3amuTa Ha pbleTe:
Jla ce HOCAT MOAXONAIM PhKaBUILM. XUMHYECKH YCTOHUMBH pena3Hu ppraBuiy. (EN 374)

saII(I/ITa Ha [UXaTeJIHUTE MbTHIIA

3ammuTa Ha TUXATeTHHTE MbTHINA:
B ciyuait Ha 006pa3yBaHe Ha IIpax Jia ce H3I0JI3Ba anapar 3a qumane ¢ Guiarsp: P3

PA3IEJI 9: ®u3nynu 1 XMMUYHHM CBOHCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTE (pM3UYHM M XMMUYHH CBOICTBA

ArperaTtHo CbCTOSIHUE : TBBpIO BemecTBo
st : Osu1. mo4TH OsI.
BroHIIEH BUI . Ilpax.
MonekynHa Maca 1 479 g/mol
Mupuc : He e Hannuno
I'panunara Ha Mupuca . He e mannuno
Touka Ha ToneHe 1 =178°C

Touka Ha 3aMpB3BaHE . He e HannuHo
Touka Ha kunEHe : He e nanuuno
3amanuMocT : He e manuuno
JlonmHa rpaHHIla Ha eKCIIO3UBHOCT : He e npunoxxumo
T'opHa rpanuIa Ha eKCIIII03UBHOCT : He e npunoxxumo
IInamua remnepatypa : He e npunoxxumo
Temmneparypa Ha camo3anajaBaHe : He e npunoxxumo
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Clobetasone butyrate for system suitability

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

Temmneparypa Ha pa3naraHe : He e Hanuuno
pH : He e nanuuno
pH pastBop : He e HamuunO
Buckosurer, KuHEMaTuueH : He e npunoxumo
PasrBopumocT : Boma: <0,1 g/l
Koeduient na pasmnpeznenenue: n-okranon/soga (Log @ He e nammdno
Kow)

Koeduiment na pasnpepencuue: n-okranon/soga (Log @ <4

Pow)

Hansirane na mapute : He e Hanuuno
Hansrane Ha napure npu 50°C : He e Hanmu4HO
IInsTHOCT : He e Hanuuno
OTHOCHTEIHA [ITBTHOCT : He e Hann4HO
OTHOCHUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pazmep Ha yacTunuTe : He e Hanuuno

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

PA3JIEJI 10: CTa0MIHOCT U PeaKTHBHOCT

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBIIHUTETHA PIH(bOpMaI.IHﬂ

Hsma nanuyna nonbiHUTENHA HHOOPMAIIUSL

Hsima Hanu4yHa MOMBIHUTENHA HHOOPMAIHS

Hsma HanuvHa JOTBIHUTETHA HHPOPMAIIUS

Hsima HanmuuHa TOMBJIHUTETHA I/IH(I)OpMaI.II/Iﬂ

PA3JIEJI 11: Tokcukosioruuia nugopmanus

Octpa TOKCHYHOCT (OpajiHa) . He ce knacu¢unupa (B3 0CHOBA Ha HANTMYHUTE JaHHH, HE Ca U3ITBJIHECHH KPHTEPUHTE 32
KIacupHIpaHe)

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

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

Clobetasone butyrate (25122-57-0)

LD50 opanto mibx > 6000 mg/kg (RTECS Ne TU4154083)
KoposusHocT/mpasnene Ha Koxara : He ce knacu¢umpa (Jlunceat nanxu)
CepHo3HO yBpexJaHe Ha OYUTE/Apa3HEeHe Ha OYUTE : He ce knacu¢umpa (JIunceat nanxu)
CeHcnbuIM3anys Ha JUXaTeHATE IBTUIIA WK Koxkata  : He ce kiacuguumpa (JIuncsar 1aHam)
MyTareHHOCT Ha 3apOJULIHUTE KIETKU : He ce xnacudunupa (Jluncsat nanxm)
Kanneporennoct . He ce xnacudunupa (Jlunceat naHmHm)
TOKCHYHOCT 3a peNpOAyKIHATa : Moxe 1a yBpeau OIUIOJUTENHATA CIOCOOHOCT I TIOAA.
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Clobetasone butyrate for system suitability

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

CTOO (crenuprdHa TOKCHYHOCT 3a OIPEICTICHI . He ce xnacuduuupa (JIuncsar 1aHam)

OpraHu) — eIHOKPATHA EKCITO3UIIUS

CTOO (crneuupuvHa TOKCHYHOCT 3a ONPEACITICHI : MosKe J1a IPUYKHH yBPEX/IaHe Ha OpraHuTe (SHAOKPUHHA CHCTEMA) TIPH TPOABIDKUTEIHA HITH
OpraH1) — IOBTapsIIa Ce EKCIO3ULIHS MOBTAPSILA CE eKCIIO3HULHS.

OmnacHOCT NP BAUIIIBaHE : He ce xnacu¢uupa (JIunceat nanau)

CaoiicTBa, HapymaBamu (pyHKIMHTE HA eHAOKPHHHATA CHCTEMAa

Heb6naronpustiy mocneAniy 3a 34paBeTo, MPHYMHEHH  © VIMa eHAOKpHHEH MEXaHH3bM Ha JACHCTBHUE, T.C. MPOMEHS QYHKIUATA/QYHKIMUTE HA CHAOKPHHHATA
OT CBOHCTBA, HAapyLIaBaNM QYHKIUHUTE Ha cucrema
€HJIOKPUHHATa CHCTEMA

PA3EJI 12: ExojioruuHa uHgopmanus

OnacHo 3a BOJHATa cpejia, KpaTKocpouHa (ocTpa) . He ce xnacuduiupa (JIuncear qaHHm)
OnacHo 3a BOJHATA CpPeJia, ABIrOCPOUHA (XPOHHYHA) : He ce xnacuduiupa (JIuncear qaHHm)

Clobetasone butyrate (25122-57-0)

YcToWIMBOCT U pa3rpaiuMocT He ce pasrpaxmaa 0bp30

Clobetasone butyrate (25122-57-0)

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

Hsma nanwyHa 1onbIHUTENHA HHOOPMAIIUSL

Clobetasone butyrate (25122-57-0)

Toga BewecTBo/cMec He oTroBapst Ha kpurepuute PBT na Permament REACH, Ipunoxenne XIII

ToBa BemmecTBo/cMec He oTroBapst Ha kpurepunte vPvB Ha Permamenr REACH, Ilpunoxenne X111

Heb6naronpustHu mocie Uiy 3a OKOJIHATa Cpefa, : VIma eHJOKpHHEH MeXaHH3bM Ha JeiicTBUe, T.e. IpOoMeHs (yHKIMATA/QyHKINATE Ha €HIOKPHHHATA
IPUYHHEHH OT CBOMCTBA, HapyIIaBamy (GyHKIUHTE HA cucrema.
EHJJOKpHHHATA CHCTEMa

Hsima Hanu4Ha qOMbIHUTENHA HHDOpMALHS

13: O6e3BpexIane HA OTHAXBLIUTE

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIUS

14: Undopmanys 0THOCHO TPAHCIIOPTUPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
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ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH mim naeHTugHKALIOHEH HOMeEP

He e oOexT Ha HapenOuUTE 32 TPAHCHOPT

14.2. TouHo HaUMeHOBaHUeE Ha MpaTKaTa no cnucbka Ha OOH

He ce perynupa | He ce perynupa | He ce perynupa

14.3. Kitac(oBe) Ha onIacHOCT NPH TPAHCIOPTHPaHe

He ce perynupa | He ce perynupa | He ce perynupa

14.4. OnakoBbuHa rpyna

He ce perymupa | He ce perynupa | He ce perymupa

14.5. OnacHocTH 32 0KOJIHATA cpea

He ce perynupa | He ce perynupa | He ce perynupa

Hsma JOITBJIHUTECITHA HAJTUYHA I/[H(i)OpMaLIHSI

14.6. Cnenua oy npeana3sHu MepKH 3a NOTpe0UTeIuTe

CyxXonmbTeH TPaHCIOPT
He ce perynupa

TpaucnopT no Mmope
He ce perynupa

Bb3ayuien TpaHcnopt
He ce perynupa

14.7. MopckH TPaHCHOPT HA TOBAPU B HACHIIHO ChCTOSIHME CHIVIACHO MHCTPYMEHTH Ha MesKIyHapoaHATa MOPCKA OPraHu3anus

He e npunoxumo

PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypeaoda

15.1. Cnenn¢uyaHY 32 BENIECTBOTO WM CMECTA HOPMATHBHA ypen6a/3aK0HOAATEeJICTBO OTHOCHO 6€30NMaCHOCTTA, 3[PABETO H OKOJIHATA
cpena

Pernamentu na EC

REACH, IIpuinoxenue XVII (YciioBusi 3a orpaHuyaBane)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnincbk Ha BellleCTBATA 32 pa3peliaBane)

He durypupa B [Ipunoxenne XIV na REACH (Cnuchk Ha BelecTBaTa 3a pa3peliaBaHe)
REACH, Cnucbk ¢ kanguaart-seurecrsa (SVHC)

He ¢urypupa B cnuceka Ha REACH ¢ kananpar-Bemecrsa

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

He ¢urypupa B cnucbka ¢ BelecTBa, KOUTO HapymiaBat 030HoBus cioii (Permament EO 1005/2009)

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

He ¢urypupa B PETJIAMEHTA HA CBBETA (EC) 3a KoHTpoJ Ha M31eius ¢ JBOHHA yroTpeba.

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH Beuectsa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C IPEKypcopH Ha B3puBHHU BemecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha

IPEKypCOpH Ha B3PUBHU BEIIECTBA)

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

He cpappixa BemmecTBo(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 IIPOM3BOJICTBO HA HAPKOTUYHH HMIIM IICHXOTPOITHHU BEIIECTBA)
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Clobetasone butyrate for system suitability

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

15.2. Onenka Ha 0€30IMaCHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

JIEJI 16: /Ipyra nadopmanus

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

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

EDHH 1 EnnoxpuHeH HapyIIMTeN 110 OTHOIICHHUE Ha 37paBeTO Ha YoBeka, Kateropus 1

EUH380 Mooxe fa NpUYHHY HapyIicHHe Ha QYHKIMHUTE Ha CHAOKPUHHATA CHCTEMA B YOBCIIKUS OPraHH3bM.

EUH431 BeposTHO mpuuKHsIBa HApyLIeHHEe Ha (GYHKIMUTE HA CHIOKPUHHATA CHCTEMA B OKOJIHATA Cpejia.

H360 Mosxe 1a yBpeau OIUIOAUTEIIHATA CIOCOOHOCT HJIH IUIOJA.

H373 Moske 1a IPHYMHM YBpeXkKIaHe Ha OPraHuTe (€HIOKPHHHA CHCTEMa) IIPH NPOJBIDKUTEIIHA WM OBTapsIIIa ¢e eKCIIO3HIHS.
Repr. 1B TokcuuHocT 3a penpoaykuusaTa, Kareropus 1B

STOT RE 2 Creruryaa TOKCHYHOCT 32 ONpeielIeHH OpTaHH — IIOBTapsIa ce excrosuims, Kareropus 2

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpxaiia ce B To3u MHdopMaoneH JucT 3a 6€30MacHOCT, € MOJIy4eHa OT H3TOYHHIIN, KOUTO CMsITaMe 3a

HaOCK/THHA. BLHpeKI/I TOBAQ, HHq)OpMaI_lI/I}IT'd Ce npeaocTaBsa 0e3 HUKaKBa TapaHuys, U3puiHa Ui no,upa36upau1a C€, OTHOCHO HeliHaTa KOPEKTHOCT. YcnoBusara unmn

MCTOOUTE 3a pa60Ta, CbXpaHCHHUE, yHOTpe6él i 0663Bpe7}(ﬂ,aHe Ha MPpOAYKTa Ca U3BBH HAIIM KOHTPOJ XU MOXKE J1a Ca U3BBH HallaTa KOMIETEHTHOCT. HOpa,IlI/I

Tasyu U APYTU IMMPUYUHHA, HUC HE ITOEMaME OTTOBOPHOCT U U3PUIHO CC OTKa3BaM€ OT OTTOBOPHOCT 3a 3'dl'y6I/I, LIETH WKW pa3Xoau, NPpOU3TUYAIIH OT WU CBBP3aHU

10 HAKaKbB HA4YUH C pa60TaTa, CbXpPaHCHUCTO, yn()Tpc6aTa J5a18%8 06CT5BpC)K,I[aHCTO Ha IpOoAyKTa. To3u I/IHq)OpM'dI_lI/IOHCH JIUCT 32 0€30TaCHOCT € U3TOTBCH U TpﬂGBa

Ja Ce U3MoJj3Ba caMo 3a TO3U MPOAYKT. Axo MIPOAYKTHT C€ U3IOJI3BA KATO CbCTAaBKa HA APYT'yd NPOAYKTH, HATUIHATA I/IHq)OpM'dI_H/I}I Ou Mora J1a CC OKaxe

HETIPUIOXKUMA. Tazu I/IHq)OpM'dLH/I}I CC OCHOBaBa HAa HAIIWUTC TCKYIIH MMO3HAHUS U € IPCAHA3HAYUCHA [1a 1a/I€ ONMCAaHNEC Ha MPOAYKTA CaMO 3a LCIUTE Ha

3ApaBCona3BaHCToO, 0e30MaCHOCTTa M OKOJIHATA cpena. HOp’d,ElI/I TOBA, T4 HE TpH6Ba Jla C€ ThIIKYBA KaTO rapaHIiys 3a CBOMCTBaTa Ha NpOAYKTa.
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