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A °°° Fluocinolone acetonide
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3AEJI 1: UnenTudukanus Ha BeleCTBOTO/CMeCTAa M Ha IPYKeCTBOTO/NMpeANPHATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HanmeHnoBaHue Ha BEIECTBOTO : Fluocinolone acetonide

Kon Ha mponyxra : 201600400

CHHOHUME : Fluocinolone acetonide, hydrates, isomers and impurities where applicable

1.2. MnenTuduuupanu BUI0Be YIOTPe6a HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3Ha4YeHHe, U BH/I0Be yI0oTpeda, KOMTO He ce
Npenopb4YBaT

1.2.1. UnenTndunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda . IIpoayKThT € IpeJHa3HAYCH 32 N3CIICABAHNS, AaHATIN3H U HAyIHO-00pa30BaTEITHN LEIIH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
OyHKIHS WK KaTeropusi Ha yrorpeba : JlaGopaTopHH XMMHUKAIII

1.2.2. Ynorpedu, KoMTO He ce MPeNnopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce usnoin3sa : [lormsiane, Baumsane, JlepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH()OPMAIMOHHHS JIHCT 32 6€30MacHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F- 67081 Strashourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. TesedoHeH HOMEP NPH CHELIHH CIIY4aH

TenedoHeH HOMEp TIPHU CIELIHU CIIyYan : +33(0)390215608

PA3JIEJI 2: Onucanue HA OMACHOCTHTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B chorBercTBHe ¢ Persament (EO) Ne 1272/2008 [CLP]

Crerudryaa TOKCHIHOCT 32 ONPE/IeIeHN OpraHy — IIOBTapsIla ce ekcrosumus,  H373
Kareropus 2
3a meaHus TekeT Ha H- 1 EUH-npenynpesxnenusTa 3a omacHOCT: BX. pasnern 16

Hebnaronpusitau pusnkoxumMuyHu edexT U HedIaronpusATHH ehekTH 3a 3APaBeTO HA YOBEKA M OKOJIHATA cpea
OnpenenﬂHe 9pe3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha JOKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

Etuxernpane B cborBercTBHE ¢ Pernament (EO) Ne 1272/2008 [CLP]

IMukrorpamu 3a omacHoct (CLP)

GHS08
Curnanna gyma (CLP) . BuHumanue
Ipenynpexaenus 3a onacuoct (CLP) : H373 - Moxe ia mpHYHHN YBpEK/IaHE HA OPTaHUTE PU MPOABDKUTEIHA WK ITOBTapsIIa ce
eKCIIO3HIIHS.
Ipenopsku 3a 6e3onacHoct (CLP) : P260 - He BnymBaiite npax.

P314 - Ilpu Hepa3nooKeHUEe MOTHPCETe MEIUIIMHCKH CHBET/IIOMOLI.
Ertnkernpane B CbOTBETCTBHE C: H3KIIIOUCHHUSI 32 BBTPEIIHH OMAKOBKH, KOTaTO ChAbP)KaHHETO He mpesuimasa 10 ml
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HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

IMukrorpamu 3a onacuoct (CLP)

GHS08

Hsma nammana nomsmanTenHa HHGOPMAIHs

PA3JIEJI 3: CbrcraB/uHpopManus 32 CbCTABKHUTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacudukanusi B cbOTBeTCTBHE €
MPOAYKTa Peraament (EO) Ne 1272/2008 [CLP]
Fluocinolone acetonide - <100 STOT RE 2, H373

3a meaHus TekeT Ha H- 1 EUH-npenynpesxneHusTa 3a oacHOCT: BX. paszen 16

He e npunoxumo

PA3JIEJI 4: Mepku 32 mbpBa NOMOIL

IIppBa momoI pu KOHTAKT C KOXKaTa : Jla ce oTcTpaHN MaKCHMAJIHO 4pe3 N30bpcBaHe (C YKMCTa M MeKa MONMBAMIA KbpIa).

H‘I:pBa TIOMOII IIPU KOHTAKT C OYUTE : W3miakaere ounte ¢ Boja KaTto TIpearnasHa Mspka.

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 5: IIpoTuBONO:KAPHU MEPKHU

TToaxoasiu TI0KapOTraCuTEIIHA CPEICTBA : Opesiyo 3a 3aracsiHe Ha OTHHSL.

OmnacHOCT OT IoXap : Bmx maparpad 2.2.

I/IHCprKHPH/I 3a racCHe Ha oxapu : I[a C€ U3MO0JI3BAT CPEACTBA, MOAXOIAIIH 3a TACEHE HA ITOXKapU B CbCEACTBO.

PA3EJI 6: Mepku npu aBapMiiHO H3IIyCKaHe

6.1.1. 3a mepcoHaJ1, KOHTO He OTrOBaps 32 CIEIHH CJIy4an

ABapuifHu IIaHOBE : Jla ce n30srBa BCAKAKBA M3/IUIIHA CKCIIO3UINUA.
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Fluocinolone acetonide

I/IH(l)OpMaHI/IOHeH JIUCT 3a 6C3OHaCHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

6.1.2. 3a IunaTa, OTTOBOPHH 32 CHEIIHHU CJIydYan

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanuvHa AOMBIHUTENHA HHOOPMALIUS

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanuvHa ZOMBIHUTENHA HHPOPMALIUS

Hsma HanmaHa gombiIHHUTENHA HHOOPMALUS

Hsma HanmudHa gonmbIHHUTENHA HHOOPMALUS

Bwx maparpag 1.

8.1.1 HanuoHaTHU rPAHMYHH CTOHHOCTH HAa MPO(EeCHOHATHA eKCMO3HINA ¥ OHMOJIOTHYHN TPAHUYHH CTOHHOCTH

Hsma HanmaHa KobIHHUTENHA HHOOPMALUS

8.1.2. [IpenopbYNTEHH MPOLETYPH 32 HAGIIOIeHHE

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

8.1.3. OGpa3yBart ce 3aMbPCHTEJIN HA Bh3IyXa
Hsima HaymuHa JOMBJIHUTEIHA HHPOPMALHS

8.1.4. DNEL n PNEC

Hsima HammuHa nomsiHNTEIHA HHOOPMALHS

8.1.5. Peryiupane upe3 o6xBatu (control banding)

Hsma HanmdHa KOBIHHUTENHA HHOOPMAIUS

8.2.1. Moaxoasiu TEXHUYECKH KOHTPOJI

Tloaxoasiiy TeXHUYECKU KOHTPOJI:
I{a C€ CbXpaHsABa B z[06pe NPOBETPHUBO ITOMEIIEHUE. OOVKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMyKaTe€JlHa BCHTWIALKs, TaKa U BEHTUJIAlUA Ha 001110TO
TIOMEIICHHUE.

8.2.2. JInuHH Npeana3Hu cpeacTBa

8.2.2.1. 3amuTa HA OYMTE U JIMIETO

Hsima Hanmm4Ha TOMBIHATEIHA HHGOPMAIHS
8.2.2.2. Ilpeana3BaHe Ha KOKATa

3amMTa HA KOKATA M THAJIOTO:
JlaGoparopHa npecTrika
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Fluocinolone acetonide

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

3amuTa Ha pBUeTE:
3aIUTHA PHKABULU

8.2.2.3. 3amuTa HA TUXATETHUTE MHTHIIA

Hsma Hanm4Ha JOMBIHUTENTHA HHOPMALUS

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima HanmuuHa JONBIHUTEIHA I/IH(l)OpMaLIHSI

8.2.3. KoHTpo.1 Ha eKCIno3HIMATA B OKOJIHATA cpela

Hsma Hanmm4Ha JOMBIHUTENTHA HHOPMALIUS

3IEJI 9: ®u3u4yHN U XHMHUYHH CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHMTE (PU3HYHH U XHMHYHHU CBOHCTBA

ArperatHo CbCTOSIHUE : TeBpno BemecTBoO
IBsT : He e HammuHO
BrHieH Bug : IIpax.

Mupuc . He e manmuuno
I'pannnara Ha Mupuca . He e manmuuno
Touka Ha TOTIEHE : He e HammuHO
Touka Ha 3aMpb3BaHe : He e nannuno
Touka Ha KUTIEHE : He e HammuHO
3anammmocT . He e Hanmmuno
I'panuiy Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanuLa Ha €KCINIO3UBHOCT : He e npunoxumo
TeMneparypa Ha pa3naraHe : He e npunoxumo
TeMneparypa Ha camo3ananBaHe : He e npunoxumo
TeMneparypa Ha pasnagaHe : He e nannuno
pH : He e HamnmuHO
pH pastsop . He e manmuuno
Bucko3uter, KHHEMaTHIEH : He e npunoxumo
PastBOpuUMOCT : Boma:< 0,19/l
Koeduruent Ha pasnpenernenue: n-okranoi/soga (Log  : He e namuano
Kow)

Hansrane na napute : He e Hannuno
Hansraune na napute npu 50°C © He e Hannuno
ITnbTHOCT © He e Hannuno
OTHOCHUTENHA IUTBTHOCT : He e Hannuno
OTHOCUTENHA IUTBTHOCT Ha mapute npu 20°C © He e npunoxumo
Pasmep Ha yacTunure . He e nanmnuno

9.2. ipyra undopmanus

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJacoBeTe HA (U3MYHA ONMACHOCT

Hsima Hanmmana JOIBJIHUTCITHA PIH(bOpMaLII/IS[

9.2.2. /Ipyru XapaKTepHCTHKH 32 6€30NacCHOCT

HsiMa HaiM4YHa TOMBJIHATENHA HHQOPMALIHS

T 1 PEAKTUBHOCT

10.1. PeaknimoHHA CIIOCOOHOCT

CrabuieH npu HOPMAJTHH YCIOBHSL.

10.2. XuMHu4HA CTA0OMIHOCT

Hsma HanmvHa JOMbIHUTENTHA HHPOPMALUS
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Fluocinolone acetonide

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

He e uszBectHo.

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma npu Hopmansa ynorpe6a. Buxre Pazzgen 7.

HpI/I 3arpsaBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIIA OIaCHU MU3IIAapCHUS.

Octpa ToKCHYHOCT (OpaiHa) . He ce xnacuduunpa
OcTpa TOKCHYHOCT (JiepMaltHa) : He ce xnacuduunpa
OcTpa TOKCHYHOCT (BAUIIBAHE) : He ce xnacuduunpa

Fluocinolone acetonide

LD50 opanto mrbx > 2000 mg/kg

KoposuBHocT/ipa3Hene Ha KOXkaTa . He ce xnacudunupa (Jluncsamy naHHm)

Cepuo3HO yBpesK/jaHe Ha OUMTE/IpasHEeHe Ha OUHuTe . He ce xnmacuduuupa (JIuncpaum gaHH)

Cencnbunmsanys Ha AUXaTeNHUTE MBTUINA Wi Koxkata . He ce kmacuuumpa (B3 ocHOBa Ha HAIMYHUTE JaHHU HE Ca M3ITBIHEHH KPUTEPHUHTE 32
KIIacu(HIIpaHe)

MyTareHHOCT Ha 3apOAUIIHUTE KIETKH : He ce xnacudunupa (Jlnncpamy nanHm)

Kanneporennoct : He ce xnacudunupa (Jlumncsamy naHH")

ToxcuuHOCT 3a pepOAYKIHUATA . He ce ximacuduuupa (Jpyru ykasanus: CTOO (creunduyHa TOKCHYHOCT 32 OHPEACICHN OpPraHu) —
MOBTApSILA CE CKCIIO3HIIHS)

CTOO (crenupudHa TOKCHYHOCT 3a OMPEICTICHH : He ce xmacuduumpa

OpraHy) — eIHOKpaTHA eKCIIO3ULIUS

CTOO (crenn¢puvHa TOKCHYHOCT 3a ONPEIETECHI : Moxe 1a NpUYMHA yBpEeX/IaHEe Ha OPTaHNTE TIPU MPOJIBIDKUTEITHA MM MOBTAPSIIA CE €KCITIO3UIINSL.

OpraHn) — ITOBTaPSIIIA CE EKCIO3UIIHS

OmnacHOCT npH BJMIIIBaHE : He ce xnmacu¢unmpa (B3 ocHOBa Ha HaIMYHUTE JaHHHU HE Ca M3ITBJIHEHN KPUTEPHHTE 32
KIIacuHIIpaHe)

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 12: Exosioruuna uHgopMamnus

Exororust - 0610 . He npencraBnsiBa KOHKpeTHa OIACHOCT 32 OKOJHATA CPefa.
OmnacHo 3a BofHAaTa cpefia, KpaTKOCPOUuHa (0CTpa) : He ce xmacuduunpa
OnacHo 3a BOJHATa cpejia, IbIAr0CPOYHa (XPOHUYHA) . He ce xmacudunmpa

Hsima Hanmm4aHa TOMBIHATEIHA HHGOPMAIHS

Hsima Hanmm4aHa TOmBIHATEIHA HHGOPMAIHS

Hsima HaymM4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH

3
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Fluocinolone acetonide

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHSL

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHSL

Hsma HanmgHa JOMBIHUTENHA HHPOPMAIHSL

AHE HA OTNHHAABIUTE

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 14: Uudgopmauusi OTHOCHO TPAHCIIOPTUPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niu naeHTHGUKALNOHEH HOMeEP

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.2. Touno HanMeHOBaHMe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo | He e npunoxumo l He e npunoxumo

14.3. Kinac(oBe) Ha OMACHOCT MPH TPAHCHOPTHPaHe

He e npunoxumo ’ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBbYHa rpyna

He e npunoxumo | He e npunoxumo l He e npunoxumo

14.5. OnacHocTH 3a OKOJIHATA cpejia

He e npunoxumo I He e npunoxumo l He e npunoxumo

Hsima monmbiaHHUTENIHA HATMYHA PIH(l)OpMaHHH

CyxonbTeH TPAHCIIOPT
He e npunoxumo

TpaHncnopt no Mmope
He e npunoxumo

Bb3aymen Tpancnopt
He e npunoxumo

He e npunoxumo
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Fluocinolone acetonide

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

15.1. CoenuguyHu 32 BeNIeCTBOTO UJIW CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJIHATA
cpena

15.1.1. Pernamentn Ha EC

REACH IIpuio:xenne XVII (YcoBus 3a orpannyapaHe)

He ¢urypupa B Ipunoxenne XVII na REACH

REACH, ITpuaoxenue XIV (Ciuchbk Ha BeliecTBaTa 3a pa3pelniaBaHe)

He ¢urypupa B ITpunoxernne XIV na REACH (Cnucbk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaar-semectsa (SVHC)

He ¢urypupa B cnncska Ha REACH ¢ kananaar-BeecTsa

Pernament PIC (EC 649/2012, IlpeaBapuTe/iHo 000CHOBAHO ChIJIACHE)

Henpunoxumo.

Persnament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PernamMeHT 0THOCHO BelllecTBa, KONTO HApyIIaBaT 030HoBHs c10ii (EC 1005/2009)

He ¢urypupa B crimcbKa ¢ BemecTa, KOMTO HapymasaT 030H0BHs cioii (Permament EO 1005/2009): Fluocinolone acetonide

PersiameHT OTHOCHO npeKkypcopuTe Ha B3puBHH BeutecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C TIPeKypcopu Ha B3puBHU BenectBa (Permament EC 2019/1148 3a npeanaranero Ha nasapa u ynorpebara Ha
HPEKyPCOPH Ha B3PUBHHU BEIIECTBA)

PernameHT 0THOCHO MpeKypcopuTe Ha HapKoTHYHH BemecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHuTe BemecTsa (Pernmament EO 273/2004 0THOCHO POU3BOICTBOTO U IIyCKaHETO
Ha T1a3apa Ha ONpEJIeIeHH BEIECTBA, U30NI3BaHN 32 HE3aKOHHO POM3BOJICTBO HA HAPKOTHYHH MIIH TICHXOTPOITHH BEIIECTBA)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaimM4YHa TOMBJIHATEHA HHQOpMALHS

15.2. Onenka Ha 6€30MacHOCT HA XHMHYHOTO BEIIeCTBO HJIH CMeC

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

PA3IEJI 16: Ipyra nungopmaunus

I[I'bnen Texer Ha H- u EUH-npeaynpesxkaeHusiTa 3a OIACHOCT:

H373 Moxe Jla IpUIUHY YBPEXKIaHE Ha OPraHUTE NP NPOABJ/DKUTEIIHA WIN ITOBTapsIIa C€ CKCIIO3ULINA.

STOTRE 2 CrrenniHa TOKCHYHOCT 3 OPE/IeTIeHN OpTaHy — MOBTapsIa ce ekcrosuiws, Kareropus 2

Nudopmanmonen auct 3a 6e3onacuoct (MUJ1b), EC

OTKA3 OT OTTOBOPHOCT Uudpopmanusta, chabpkaiia ce B To3u MHpopManmoneH JucT 3a 6e30MacHoOCT, € MOoIyYeHa OT U3TOYHUIM, KOUTO CMsITaMe 3a
HaneKAHU. Berpexu ToBa, HH(pOpManusTa ce IPefocTaBst 0e3 HUKaKBa TapaHILUs, H3pUYHA WIH HOApa30Hpalla ce, OTHOCHO HelfHaTa KOPEKTHOCT
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