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PA3JEJI 1: UnenTudgukanus HA BeLIeCTBOTO/CMeCTA U HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoyKTa . BemectBo

HanmeHoBaHue Ha BEIIECTBOTO : Fluocinolone acetonide for peak identification
XHUMUYECKO HaMMEHOBAHHUE : Fluocinolone acetonide

EO Ne 1 200-688-5

CAS Ne T 67-73-2

Kon Ha npoxykra 1202500355

1.2. UneHTHUIMPAHH BU/I0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NpenopbLYBaT

Hpentndunupanu ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscnenBaHus u pa3BUTHE
TexHUYeCKH U3NUTBAHUS U AaHAITH3U
Camo 3a npoecronanHa ynorpeba

ODyHKIMS WK KaTeTOpys Ha ynoTpeda : JIabopaTOpHU XUMUKAIN

Ynorpedu, KOMTO He ce MPenopbYBaT

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

1.3. IlogpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS 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 HoMep 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]

EHIOKpHMHEH HapyLINTEI 110 OTHOIIEHHE HA OKOJIHATA CPEJa, EUH431
Kareropus 2

EHIOKpHHEH HapyLIMTE 110 OTHOILEHHE HA 3JIPaBETO HA YOBEKA, EUH380
Kareropus 1

Ocrpa ToxcnuHocT (opainHa), Kareropus 4 H302
Ocrtpa TokcuuHOCT (nepmaiHa), Kareropus 1 H310
Koposus/npa3nene Ha koxara, Kareropus 2 H315
Cepro3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
TokcuuHoCT 3a penpoaykuusTa, Kareropus 2 H361

CrenmiyHa TOKCHYHOCT 3a ONPEJIeNIeHN Oprany — noprapsima ce  H372
excrozunus, Kareropus 1
3a meaHEA TekeT Ha H- 1 EUH-npenynpexnenusaTa 3a omacHoCT: BX. paszen 16

HeﬁnaronpuﬂTHn q)l/l3l/lKOXPlMPl‘lHl/l eq)eKTPl H HeﬁJ’laFOl’lpl/lﬂTHl/l eq)eKTl/l 34 3APaBE€TO HA YOBE€KA U OKOJIHATA Cpeaa

Bpenen npu nornbiane. CMbpPTOHOCEH NP KOHTAKT ¢ Koxarta. [Ipeamnonara ce, ue yBpex/a OIIOAUTENIHATA CIOCOOHOCT WM Tutoja. [Ipeju3BUKBa CEpUO3HO
JpasHeHe Ha ounte. [Ipean3BukBa apasHeHe Ha Koxara. [[puunHsBa yBpeaHe Ha OPraHUTE MOCPEICTBOM HPOBIDKUTEIHA WM MOBTAPSAIA CC CKCIIO3HIIMS.
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Fluocinolone acetonide for peak identification

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

2.2. EleMeHTH HAa €THKETA

ETnkerupane B cboTBercTBHE ¢ Periiament (EO) Ne 1272/2008 [CLP]

IMTukrorpamu 3a onacHoct (CLP)

Curnanna gyma (CLP)

Ipenynpexnenus 3a onacHoct (CLP)

IMpenopsku 3a 6e3omacuHoct (CLP)

ok

GHS06 GHSO08
OrnacHo

EUH380 - Moke 1a IpHYUHY HapyIIeHHe Ha (YHKIUUTE Ha CHIOKPUHHATA CUCTEMA B YOBEIIKHUS
OpraHU3bM.

EUH431 - BeposiTHO pHYHHsBA HapyIIeHHe Ha (PyHKIMUTE Ha eHIOKPUHHATA CHCTEMa B OKOJIHATA
cpena.

H302 - Bpenen npu norislnaHe.

H310 - CMBPTOHOCEH IIPH KOHTAKT € KOXKATa.

H315 - IIpenu3BuKBa Ipa3sHeHe Ha KOXKATa.

H319 - IIpenu3BuKBa CEpHO3HO Apa3HEHE HAa OUUTE.

H361 - IIpenmnonara ce, e yBpeskia OILIOAUTEIHATA CIIOCOOHOCT HIIU ILIOAA.

H372 - IIpuunnsBa yBpexxaaHe Ha OPraHUTe (O4YH, eHIOKPHHHA CHCTEMa) IOCPEACTBOM
IPOABIDKUTETHA MM IIOBTAPSAINA CE eKCIIO3UIHS.

P201 - Ilpenu ymotpeba ce cHaOneTe ChC CIEIMATHU HHCTPYKIUH.

P202 - He n3non3saiite npeu a cTe IPOYESIH U pa3dpaiy BCHUKH MPeANa3HH MEPKH 3a
Oe3omacHoCT.

P260 - He aumBaiiTe mpax/IyIex/ras/auM/U3IapeHus/aepo30iIH.

P264 - Jla ce m3mue pbueTe 10 TaKTUTE U IHIETO CTapaTelHO CIel yIoTpeoa.

P270 - [la He ce siae, mue WK MyIId Ipy ynoTpeda Ha MPOoayKTa.

P273 - Jla ce n30dsrea u3nyckaHe B OKOJIHATa Cpeaa.

P280 - M3non3BaiiTe npennasHy pbKaBULU/IPENa3HO 00ICKIO/Mpena3Hi OYrIa/Ipena3Ha Macka
3a JHIe/IpeAna3H CPEeCTBA 32 3aIUTa Ha CIyXa.

P301+P312 - [TPU IIOT' JTBIIAHE: IIpu nepasznonoxenue ce odanere B IEHTHP I10
TOKCHKOJIOT S unu Ha nexap.

P302+P352 - ITPU KOHTAKT C KOXXATA: U3muiite 00MIHO ¢ BOAA.

P305+P351+P338 - [TP1 KOHTAKT C OUYUTE: npomuBaiiTe BHUMATEIHO C BOAA B MPOIBIDKEHUE
Ha HAKOJNKO MUHYTH. CBaseTe KOHTAKTHHTE JICIIH, aKO UMa TAKHBA H JOKOJIKOTO TOBA € BH3MOXKHO.
ITpoxbmKeTe ¢ M3ILIAKBAHETO.

P310 - HezabaBHo ce obanere B LIEHTBP [10 TOKCUKOJIOI' A nnu Ha nekap.

P314 - TIpu Hepa3noiI0KeHNE MOTHPCETEe MEAUIIMHCKH CHBET/TIOMOIII.

P321 - Cnenuanusupano je4yeHue (BXK. TOMBbIHUTEIHA HHCTPYKIUS 32 IIbPBa IOMOIIL Ha TO3H
€THKET).

P330 - UsmnakHere ycrara.

P332+P313 - [Ipu mosiBa Ha KOXXHO IpasHeHe: [loTbpceTe MEANIIMHCKH CHBET/IOMOIIL.
P337+P313 - [Ipu npoab/DKUTENHO Ipa3HeHe Ha ounte: [IoTbpceTe MEAUIMHCKH CHBET/TIOMOIII.
P361+P364 - He3abaBHO cBajeTe ISUIOTO 3aMBbPCEHO 00JIEKIIO U IO H3MEPETe NPeau OBTOPHA
ynotpeba.

P362+P364 - Cpanete 3aMbpCEHOTO 00JIEKIIO M TO U3IEPETE NpeIu MOBTOPHA yrnoTpeda.

P391 - Cpbepere pazasaroro.

P405 - Jla ce cbxpaHsiBa 1o KIIroy.

P501 - CbappkaHHETO/ChABT Aa CE€ U3XBBPIIH B IIyHKT 3a ChOMpPaHE Ha ONACHH WIIU CIELHATHU
OTIaABLY, B ChOTBETCTBUE C MECTHUTE, PETHOHAIHY, HAIIMOHAIHY /UM MEKIyHAPOJHU
pasnopenou.

E'mxc'mpauc B ChOTBeTCcTBHE ¢: U3K/II0ueHus 3a BBTPEUIHU ONIAKOBKH, KOraT0 CbAbP’KAHUETO HE NPEeBUIIIaBa 10 ml.

IMTukrorpamu 3a onacHoct (CLP)

ok

GHS06 GHS08
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Fluocinolone acetonide for peak identification

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

2.3. [Ipyru onacHoOCTH

BeiecTBOTO € BKJIIOUEHO B CIMCHKA, H3TOTBEH B CHOTBETCTBHE ¢ WwieH 59, maparpad 1 or REACH, 3a nputexaBaHe Ha CBOWCTBa, HApyIIABaly (yHKIMUTE HA
€HJIOKPHHHATA CUCTEMA, WK € HACHTU(UIIPAHO KAaTO MPUTEXKABAIIO CBOICTBA, HApyIIaBaliy (yHKIHNTE HAa €HIOKPHHHATA CUCTEMA, B ChOTBETCTBHE C
Kkputepunte, onpeneietu B Jenerupan Pernmament (EC) 2017/2100 na Komucusita unu 8 Pernmament (EC) 2018/605 na Komucusta

Jlpyra napopmarms : AKTHBHO BeIEeCTBO (BbB (hapMaleBTHYHU HPOJYKTH).
BHuMaHmue - BEIeCTBO, KOETO BCE OIIE HE € M3MHUTAHO HAITBIIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKHUTE

3.1. BemecrBa

HaumenoBanue HNnenTudguxarop Ha % Kiaacudukanus B cbOTBETCTBHE C
NMPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]

Fluocinolone acetonide CAS Ne: 67-73-2 <100 ED ENV 2, EUH431

BEIECTBO, UACHTH(HIMPAHO KaTo MpUTexasaio ceoiictea | EO Ne: 200-688-5 ED HH 1, EUH380

nia HapyIiiaBa GpyHKIMHTE Ha CHIOKPHHHATA CHCTEMa Acute Tox. 4 (opanna), H302 (ATE=1000

mg/kg TenecHo Terio)

Acute Tox. 1 (zepmanna), H310 (ATE=2,31
mg/kg TexecHo Terio)

Skin Irrit. 2, H315

Eye Irrit. 2, H319

Repr. 2, H361

STOT RE 1, H372

3a meinnus Teker Ha H- 1 EUH-nipenynpexaeHusTa 3a onacHoOCT: BX. paszjen 16

PA3J/IEJI 4: Mepku 3a mMbpBa MOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIIL

H'BpBa moMo1f - 061111/1 MEpPKH . B®B Bcnukn CJIy4au Ha CbMHCHHE, WJIK aKO CUMIITOMHUTE IIPOABIDKABAT, IOTHPCETE MEIUITMHCKA
TIOMOIII.
H'BpBa oMol 1pyu BAUIIBAHE . HM3Benmere nuiiero Ha 9uCT BB3AYX U I'0 [IOCTABETE B MO3ULIMA, YJIICCHABAIIA AUIIAHETO. )Ia C€ oCTaBH

NOCTpaJialiys Ja CU oduHe. B ciydaii Ha nprnomasane: IToTbpceTe MEIUIIMHCKY CHBET/IIOMOLL.

ITepBa noMoLI IPH KOHTAKT € KOXKaTa : Caaere 3aMBpCceHOTO 00JeK0. [la ce n3mMue 0OMIHO KoXkaTa ¢he caryH U Boga. HezabaBHo
MOTHPCETE MEIUIIHCKN CHBET/IIOMOII. AKO pa3HEHETO Ha KoXaTa IIPOIbIDKaBa, 1a ce HalpaBu
KOHCYJNTAIHs C JIeKap.

ITepBa oMo IPH KOHTAKT C OYHTE : M3miakHeTe He3a0aBHO M CTApaTETHO C BOJA, KATO IBP)KUTE KIIEIaulTe IHPOKO OTBOPEHU (B
NPOABIDKEHNE Ha oHe 15 MuHyTH). CBajeTe KOHTAKTHUTE JIEIIH, aKO MMa TaKHBa U JJOKOJIKOTO TOBA
e Bp3MOxHO. [Ipoxbmkere ¢ m3IuakBaHeTo. IloTbpceTe MEANIMHCKA IIOMOIL, aKo OOJIKaTa,
MHT'aHETO WM 3aUePBSBAHETO IIPOJBIDKAT.

ITspBa HOMOII TIPH MOTJTBIAHE : M3mnakeere ycrara ¢ Bozia (caMo ako NOCTpaJajInsT € B cb3HaHHe). Hukora He naBaiiTe HUIIO Ipe3
ycraTa Ha 4oBeK B Oe3ch3HaHue. He3abaBHo ce obanere B IEHTBP 11O TOKCUKOJIOT Usl/va
JeKap.

4.2. Haji-cbl1eCTBEHH OCTPH M HACTHIIBAILM CJIe]l H3BECTEeH IepHo/l 0T BpeMe CUMITOMH H edeKTH

CI/IMHTOMI/I/G(I)BKTI/I CJICJ] KOHTAKT C KOXKaTa : CM’LpTOHOCeH TIpU KOHTAKT C KOXKaTa. Hpe,un:anKBa JIpa3HCHE Ha KOXKaTa.
CI/IMHTOMI/I/G(I)BKTI/I CJICJI KOHTAKT C OYMTEC : Hpeﬂlf[?:BI/IKBa CEPHO3HO APAa3sHCHE HAa OYHUTE. 3a‘lepB$IBaHPIH, Ooska.

4.3. Yka3anue 3a He00XOAMMOCTTA OT BCIKAKBY HEOT/I0KHH MEAMIMHCKH IPUAKHU U CIIELHATHO JieYeHue

Hsma HannyHa n0mbIHUTETHA HHOPMALUS
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Fluocinolone acetonide for peak identification

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

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. Cpeacrsa 3a raceHe Ha moxxap

IMoaxosIIIH T0KapOTraCUTEIHI CPEICTBA : Jla ce u3non3Bat cpejcTBa, MOAXOMALIM 3a FACEHE HA MOXKapH B ChCEJCTBO. BhriepoaeH auokcus.
Bonen crpeit. Cyx npax. Ozesio 3a 3aracsiHe Ha Or'bHsI.
Henoaxosiuy noxaporacuTelIH| CpeICTBa : Jla He ce n3MoN3Ba CHIIHA BOJHA CTPYSL.

5.2. Oco0eHn 0NMACHOCTH, KOUTO MPOU3THYAT OT BELIECTBOTO HJIH CMECTa

OnacHu IPOAYKTH Ha pasnajaHe B cnyqaﬁ Ha 1moxxap : HenwiHoTo ropeHe 0cBO0OXK/1aBa OIaCeH BBIVIEPOACH OKHUC, BBITIEPOJACH ABYOKUC U APYTU TOKCUYHH
ra3oBe. Bb3M0OXKHO € OTAEIISHETO HAa TOKCHYHH H3MapeHus.

5.3. CbBeTH 32 NMOKAPHHKAPHUTE

I/IHCprKI.IPH/I 3a racCHe Ha IoXKapu : I[a HE C€ I0ITyCKa U3II0JI3BaHaTa B 6op6aTa C I10’Kapa BoJa J1a 3aMbpPCH OKOJIHATa cpeaa.
3amura IIpy racCHE Ha oXxap : I[a HE c€ pearpueMa Hameca 6e3 MOAXOASIIO 3aIUTHO 060pynBaHe. ABTOHOMEH U H30JIMpany
arnapar 3a 1uxXaTeiiHa 3aluTa. ITbyiHa 3ammTa Ha TSIIOTO.

PA3JIEJI 6: Mepku npu aBapHuiiHO U3MyCKaHe

6.1. JIn4uHM Npeana3sHu MEPKH, MPeINa3HU CPEACTBA U NPOLeIyPH NPH CHEIIHH CIy4au
OO0 Mepku : Jla ce u30srBa KOHTAKT C KOXKAaTa, OUUTE U JIPEXUTE.

3a nmepcoHal, KOWTO He OTroBaps 3a ClelIHu CJiydan

ABapuiiHu miaHoBe . /Jla ce oTCTpaHU HEHYXHUS IEPCOHAIL.

3a JIMIAaTa, OTTOBOPHH 32 CHEILIHHU CJIyYan

3aImuTHY CpesicTBa : Jla He ce npennpremMa HaMmeca 6e3 IIOAXO/ISIIO 3alUTHO 060pyABaHe. 3a HoBede HHMOpMALKS,
BIDKTe paszel §: "KOoHTpol Ha eKCIIo3uusTa/ INYHH [IPeJITa3Hu cpecTna’.

6.2. IlpeanazHu MepKH 3a oNa3BaHe HA OKOJIHATA cpea

)Ia ce u30sTBa HU3ITyCKAaHE B OKOJIHATa cpeaa. HpeL[OTBpaTeTe HABJIM3aHECTO B KaHAJIM3alUsITa U B O6HI€CTB6HI/ITG BOIH.

6.3. MeToau 1 MaTepua/I 32 OTPaHNYaBaHe U IOYHCTBaHe

3a 3aabpiKaHe : TlomwmiiTe ¢ MHEPTEH MaTepual U MOCTABETE B MOJXO/SII KOHTEWHEp 32 00€3BpekJaHe Ha OTHAIbLIH.
MeTtoau 3a OYNCTBAHE : Tlouncrere 3aMbpCeHUTE TOBBPXHOCTH OOMIHO ¢ Bojia. [louncTBaHe ¢ MOMIITA HA IETEPIeHT.

6.4. lo30BaBaHe HA APYTH pa3aen

Buxre Pazznen 13 orHocHO MH(pOpMaIys 3a 00e3BpekKIaHE HA OTMAABIUTE.

31EJI 7: PaGoTa u cbXpaHeHHe

7.1. [lpenna3uu Mepku 3a 6e3omacHa padora

JIOITBITHUTEITHY ONACHOCTH 110 BpeMe Ha paboTa : Jla He ce n3nmarat GPEMEHHUTE )KEHH MIIH KbPMAUKHUTE.

INpeanasuu Mepku 3a 6e3omacHa padoTa : Jla ce n304rBa BCsAKaKBa M3IMIIHA eKCIO3ULHs. Jla ce ocurypu 100po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XHUrueHHH MEPKU : Jla He ce sze, mue WM IMynM npu ynotpeba Ha npoaykra. Jla He ce u3Hacs 3aMbPCEHO PabOTHO

00JIEKIIO H3BBH paGOTHOTO TIOMEUICHHUE. I[a C€ UBMMUAT PBUETE NPEAU NOYUBKUTE U CIET
TIPUKIIIOYBAHE HA pa60TaTa.

7.2. YcioBusi 3a 6e30MacCHO CbXpaHABaHe, BKINYUTEITHO HECbBMECTUMOCTH

Vcnosus 3a CbXpaHsBaHE : I[a C€ CbXpaHsBa HaA z[06pe IIPOBETPUBO MSCTO. CpabT 12 ce CbXpaHsABa IUIBTHO 3aTBOPEH. I[a ce
T1a3u OT TOIUIMHA U IpsIKa CJIbHYCBA CBETIINHA.
OrnakoBbYHU Marepuain : I[a C€ CbXpaHsABa B OPUTIMHAJIHUTE KOHTeﬁHepH.

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

Hsima Hanmaaa JOITBJIHUTECITHA I/[H(bOpMaI_II/ISI
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Fluocinolone acetonide for peak identification

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

31EJI 8: KoHTpo.1 Ha eKCIIO3UIMATA/JIMYHH NPEeANa3HH CPeICTBA

8.1. [TapameTpu Ha KOHTPOJI

HsiMa Hann4yHa JOMBIHATENTHA HHQOPMALHS

8.2. KoHTpoO.1 Ha eKCIO3HIMATA

TIMoaxoasig HH’KEHEPEeH KOHTPOJI

Iloaxoasiy MHKeHepPeH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsICTO. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMYKAaTEJIHA BEHTUIIAIMS, TaKa U BEHTUIIALKS Ha 00II0TO
nomemenue. C Mateprana TpsiOBa Ja ce paboTH HoJ 1abopaTopHa KaMHUHA, TOKOIKOTO TOBA € BE3MOXKHO.

JIn4yHH npeana3sHu cpeacTBa

3amuTa HA OYUTE H JIUIETO

3amuTa Ha ounTe:

Ja ce HocsT npeanazau ounia. [IpeanasHu oumna cbe crpaHuyHa 3amuTa. (EN 166)
3amuTa Ha KoKaTa

3ammTa HA KOKATA U TAJI0TO:
Jla ce HOCH OAXOAAMIO Ipeana3Ho oonekno. Jlaboparopra ynorpeba : JlJaboparopHa npectmka. (EN 13034)

3ammuTa Ha pbLeTe:
Jla ce HOCST MOAXOISIY PHKABULIU. XUMHUYECKH YCTONUHBY npena3nu pbkasunu. (EN 374)

3ammura Ha JAUXATEJTHUTE IbTUILA

3amuTa Ha AMXATEJIHATE MBTHINA:
B ciyqait Ha o6pa3yBaHe Ha Ipax Jia ce W3II0JI3Ba arnapar 3a aumane ¢ puiarsp: P3

PA3JIEJI 9: ®u3nynu 1 XMMHUYHHA CBOHCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTE (U3UYHM M XMMHYHH CBOHCTBA

ArperaTtHo ChCTOSHHE : Tebpmo BemecTBO
st : Osu1. OYTH OsUI.
BrbHIIECH BUA : Crystalline powder.
MonekynHa Maca 1 452,5 g/mol
Mupuc : He e manuuno
I'pannnara Ha Mupuca . He e nanuuno
Touka Ha ToneHe 1 =265°C

Touka Ha 3aMpB3BaHe : He e nanmuuno
Touka Ha KUIIEHE . He e nannuno
3ananuMocT : He e manmuuno
JlonHa rpaHuIa Ha eKCIUIO3UBHOCT . He e npunoxumo
I'opHa rpaHHIIa HA €KCIUIO3UBHOCT . He e npunoxumo
ITnamua TemMnepaTypa . He e npunoxumo
Temmeparypa Ha camo3anaaBaHe . He e npunoxumo
Temmeparypa Ha pa3narase : He e nanmuuno
pH : He e nanuuno
pH pastBop : He e nanuuno
Bucko3uter, KHHEMaTHICH : He e npunoxumo
Pa3tBOpUMOCT : Boma: <0,1 g/l
KoedumuenT Ha pasnpenenenue: n-okranon/sona (Log  : He e nammuno
Kow)

Hansarane Ha napute . He e nanuuno
Hansraune Ha napute mpu 50°C . He e nanuuno
IInsTHOCT : He e nanuuno
OTHOCHTENHA ITBTHOCT : He e Hanmuuno
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yacTuure : He e nanuuno
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Fluocinolone acetonide for peak identification

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

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

T U PEAKTUBHOCT

Hsima HaymMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA PIH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qonbIHUTENHA HHOOPMAIIUSL

Hsima HanuyHa nonbiaHUTENHA HHOOpMAIHS

Hsma HanuvHa TOTBIHUTETHA HHPOPMAIIUS

PA3JEJI 11: HKO0JIOTMYHA HHpOpManus

OcTtpa TOKCHUYHOCT (OpanHa) : Bpenen npu norieliaHe.
OcTpa TOKCUYHOCT (iepMalHa) : CMBPTOHOCEH IPU KOHTAKT € KOXaTa.
OcTpa TOKCUYHOCT (BJIUILIBAHE) . He ce xnacudunupa (Jlunceat naHHm)

Fluocinolone acetonide (67-73-2)

LD50 opanHo mrbx 1000 mg/kg
LD50 mepmanHo mrbx 2,31 mg/kg
KoposuBHOCT/ Ipa3HeHe Ha KoKaTa . Ilpenu3BukBa apa3HEeHe Ha KOXKATa.
CepHo3HO yBpexJaHe Ha OYHTE/Apa3HEeHe Ha OYHUTE : Ilpenu3BukBa cepro3HO Ipa3HEHE HA OUHTE.
Cencubunusanys Ha IUXaTeHATE MbTUINA WK Koxkata  : He ce kimacuduumpa (JIuncsar nannam)
MyTareHHOCT Ha 3aPOUIIHUTE KIETKN . He ce xnacuduuupa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE CA U3ITBIHEHH KPHUTEPUUTE 3
KIacubHIIpaHe)
KanueporenHoct . He ce xnacudunupa (Jlunceat nanHm)
TOKCHYHOCT 32 PEIPOAYKIHATA : Ilpenmonara ce, ye yBpea OIUIOAUTEIIHATA CIIOCOOHOCT HIIM IUIOAA.
CTOO (cnennduyHa TOKCHYHOCT 3a OIPEIEICHU : He ce xnacu¢uupa (JIunceat nanam)
OpraHy) — €IHOKPAaTHA EKCIIO3UIIUS
CTOO (cneuuduyHa TOKCHYHOCT 3a ONPE/ICIICHN . TlpuumHsBa yBpexJaHe Ha OpraHute (04, eHJOKPUHHA CUCTEMA) TOCPEICTBOM IPOABIKATEIHA
OpraHf) — IOBTaPsIIIA CE EKCIIO3ULHS WJTH TTOBTApSIIA CE EKCIO3UIIHSL.
OmnacHOCT IIpU BAUIIBaHE . He ce xnacuduuupa (JIuncsar 1aHam)

CaoiicTBa, HApYIaBaIU (PYHKIIMHTE HA eHIOKPHHHATA CHCTEMAa

Heb6naronpusaray nocneauny 3a 34paBeTo, IpHYUHEHH  © VIMa eHJI0KpHHEH MEXaHN3bM Ha JeHCTBHE, T.€. MPOMEHs QYyHKIUATA/QYHKIMUTE HA €HI0KPHHHATA
OT CBO#iCTBA, HAapymaBaly QYHKINHTE HA cucrema

€HJIOKpPUHHATa CHCTEMA
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Fluocinolone acetonide for peak identification

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

PA3JIEJI 12: Exosiornyna uH(popmManus

OnacHo 3a BoJHATa cpejia, KpaTkocpouHa (ocTpa) . He ce xnacuduimpa (Jluncsar gaHHK)
OnacHo 3a BOJHATA CpeJia, ABIrOCPOUHA (XPOHHYHA) . He ce xnacuduupa (JIuncear gaHHm)

Fluocinolone acetonide (67-73-2)

YceToW4MBOCT U pa3rpajiuMocT He ce pasrpaxmaa 0bp30

Hsma HanuvHa TOTBIHUTETHA HHPOPMAIIHS

Hsma HanuvHa ZOMBIHUTETHA HHPOPMAIIUS

Hsma HanmuvHa JONBIHUTENHA HHPOPMAIIUS

HCﬁJIaFOHpI/IﬂTHH TocjaeAMIHU 3a OKOJIHATa cpeaa, : Nma CHAOKPUHCH MECXaHHU3bM Ha HCﬁCTBHC, T.C. IPOMCHA (byHKI.IP[ﬂTa/ q)yHKIIHI/ITC Ha €EHIOKpHUHHATa
TIPUIUHEHU OT CBOﬁCTBa, HapyumaBamu (byHKI.IPIHTC Ha CucTeEMa.
CHIOKpHUHHATa CUCTEMA

Hsima HanmuHa OMIBJIHUTETHA I/IH(I)OpMaI.IHﬂ

EJI 13: OGe3Bpexaane Ha OTHAAbLHUTE

Hswma manmmyra JOIIbJIHUTCIIHA I/IH(‘I)OpMaI.II/ISI

PA3JEJI 14: UadopManys 0THOCHO TPAHCI

B cvorBerctBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciucbka Ha OOH niu uaeHTHGUKALHOHEH HOMEP

UN 2811 UN 2811 UN 2811

14.2. Touno HaMMeHOBaHHe HA MPaTKaTa no cnucbka Ha OOH

TOKCHUYHO TBBPJAO BELIECTBO, TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.
OPI'’AHMYHO, H.Y K.

Onucanne Ha TPAHCHOPTHUTE NOKYMEHTH

UN 2811 TOKCUYHO TBBPJIO BEI[ECTBO, | UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1, 1 UN 2811 Toxic solid, organic, n.o.s., 6.1, I
OPFAHMYHO, H.V K., 6.1, I, (C/E)

14.3. K1ac(oBe) Ha omacHOCT NPH TPAHCHOPTHPAHE

6.1 6.1 6.1
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Fluocinolone acetonide for peak identification

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

IMDG

14.4. Onakopb4Ha rpyna

I

14.5. OnacHocTH 32 0KOJIHATA cpeja

OmnacHo 3a okonHaTa cpena: He

OnacHo 3a okosHata cpena: He
Mopcku 3ambpeuTten: He
EmS-Ne (TToxap): F-A
EmS-Ne (Pa3nuB): S-A

OnacHo 3a okonHaTa cpena: He

Hsma JOITBJIHUTECIIHA HAJTUIHA P[HCbOpMaI_II/IH

14.6. CnenuajiHy npeana3sHu MepKH 3a NOTpeduTeuTe

CyXonmbTeH TPAHCIOPT

Knacudukanuonen xox (ADR)

Creranau pasnopentou (ADR)

Orpannuenn xonunuectsa (ADR)

Hskimouenn xonmdectsa (ADR)

OmnakoBbuHH HHCTPYKIMH (ADR)

Cmecenn onakoBku (ADR)

WHCTpyKIUHK 3a IPEHOCUMH IIUCTEPHU U KOHTEHHEepH 3a
Hacunau ToBapu (ADR)

Creruanau pa3nopenol OTHOCHO IIPEHOCUMH ITUCTEPHU
U KOHTeitHepH 3a HacunHu ToBapu (ADR)

Konose 3a muctepau (ADR)

Creruanau pasnopen6u oTHocHO nuctepau (ADR)
IIpeBO3HO CPEACTBO 3a MPEBO3 B LIUCTCPHH
Tpancnoprha kareropus (ADR)

Crienmaniu pasnopendu 3a npeosa - OnakoBku (ADR)
CrienpianHu pasnopeaou 3a IpeBo3 - TOBapeHe,
pasroBapBaHe u 00padotka (ADR)

CrienpanHu pasnopeady 3a IPEBO3 — ONEPATUBHH
nzucksanus (ADR)

Wpnentudukanuones Homep 3a onacHoct (Kemuep No.)
OpanxeBu Tabenu

Kox 3a tynennu orpannuenus (ADR)

Tpancnopr 1o Mope

Creruanuau pasnopen6u (IMDG)

Orpannuenu konuuectsa (IMDG)

HUskmouenn xonmdecrsa (IMDG)

OmnaxoBsuny uHCTpyKIuH (IMDG)

IBC onakosbunu uacTpykiuu (IMDG)
Wnctpyxunu 3a nucrepru ( IMDG)

Creruanau pasnopenou oraocHo nucrepau (IMDG)
Kareropus Ha ToBapene ( IMDG)

CaotictBa u Habmonenus (IMDG)

Bb3ayumien TpaHcnoprt

PCA Usknrouenu konuuecta (IATA)

PCA OrpaHuueHH KOJIMUECTBA MBTHUYECKH CaMOJIET U
kapro (IATA)

AT

T2

274,614

0

ES5

P002, IBCO7
MP18

T6

TP33

S10AH, L10CH
TU1S5, TE19

1
V10
CV1,CV13,CV28

S9, S14

66

66
2811

C/E

274

0

ES5

P002

IBC99

T6

TP33

B

Toxic if swallowed, by skin contact or by inhalation.

E5
Forbidden
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Fluocinolone acetonide for peak identification

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

PCA MakcumaaHO HETHO KOJIMYECTBO 32 OTPaHUYEHO . Forbidden
KOJIMYECTBO IIbTHUYECKU camoneT u kapro (IATA)

PCA MHcTpyKuuy 3a OakoBaHe MbTHUYECKH CaMoOJIeT U : 666

kapro (IATA)

PCA MakcumaaHO HETHO KOJIM4ECTBO IbTHUYECKH . Skg
camouiet u kapro (IATA)

Wucrpykuun 3a onakoBaHe camo kapro (IATA) 1 673
MakcumanaHo HeTHO KosmuecTBo camo kapro (IATA) 1 50kg
Crenmanuu pasnopendu (IATA) 1 A3,AS
ERG xox (IATA) : 6L

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

He e npunoxxumo

PA3JIEJI 15: Undopmanusi OTHOCHO HOpMAaTHBHATa ypenada

15.1. CietppvuHM 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen0a/3aK0H0IATEICTBO OTHOCHO 6€30MaCHOCTTA, 3PABETO H OKOJIHATA
cpexa

Pernamentn Ha EC

REACH, Ilpuioxenune XVII (YenoBus 3a orpannyaBaHe)

He ¢urypupa B [Ipunoxenne XVII za REACH

REACH, Ilpuioxenne XIV (Cnucbk Ha BellleCTBATA 32 pa3peliaBane)

He ¢urypupa B [lpunoxenne XIV nHa REACH (Cnncbk Ha BelecTBaTa 3a pa3periaBaHe)

REACH, Cnucsbk ¢ kanauaaTt-seurecrsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

PerjiaMeHT 0THOCHO BelleCTBAa, KOUTO HAPYIIABAT 030HOBHUS ¢JI10ii (2024/590)

He ¢urypupa B cucbka ¢ BelecTBa, KOMUTO Hapymasat 030HoBus cioit (Permament EO 2024/590)

Peraament (EC) Ha ChBeTa 3a KOHTPOJI HA U3/1eJIUs € IBOHHA ynoTpeda

He ¢urypupa B PETJIAMEHTA HA CBBETA (EC) 3a koHTpOI Ha H31e1Hs ¢ JBOHHA yroTpeba.

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

He ¢urypupa B crimcska ¢ npekypcopu Ha B3puBHH Bemiectsa (EC)

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

He ¢urypupa B cnmchka ¢ Ipekypcopu Ha HapkoTH4IHE BemecTsa (EC)

15.2. Ouenka Ha 0€30MACHOCT HA XHMHYHOTO BeIlleCTBO HJIM CMeC

Hsma HannyHa nombeiHUTETHA HHOPMALUS

PA3JIEJI 16: Ipyra ungopmanus

Ibaen Teker Ha H- 1 EUH-npeaynpe:kaieHusiTa 3a 0acHOCT:

Acute Tox. | (zepmanna) Ocrtpa TokcnuHOCT (nepmaiHa), Kareropus 1

Acute Tox. 4 (opanHa) Octpa Tokcu4HoCT (opanHa), Kateropus 4

ED ENV 2 EnnoxpuHeH HapyIIMTel 0 OTHOIICHHUE Ha OKOJHATa cpena, Kareropus 2

EDHH 1 EHnokpuHeH HapymmTes 1o OTHOILEHUE Ha 37]paBeTo Ha yoBeka, Kareropus 1

Eye Irrit. 2 Cepro3Ho yBpexaane/apasHeHe Ha ounte, Kareropust 2

Repr. 2 TokcuuHoCT 3a penpoaykuusaTa, Kareropus 2

Skin Irrit. 2 Koposus/npasHene Ha koxara, Kareropus 2

STOTRE 1 Creruduyaa TOKCHIHOCT 32 OIpeJie]IeHH OpTaHy — II0BTapsIa ce excrosumms, Kareropus 1
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Fluocinolone acetonide for peak identification

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

IIbaen Teker Ha H- 1 EUH-npeaynpe:xaieHusiTa 3a 0lacHOCT:

EUH380 Mooxe 1a NpUYMHY HapyIIeHHe Ha QYHKIMHTE Ha CHIOKPUHHATA CHCTEMA B YOBEIIKHS OPraHM3bM.

EUHA431 BeposiTHO puunHsBa HapylIeHHe Ha (PYHKIIMUTE Ha eHIOKPUHHATA CHCTEMa B OKOJIHATA Cpeia.

H302 Bpenen npu norneimane.

H310 CMBPTOHOCEH IPU KOHTAKT C KOXKaTa.

H315 IIpean3BukBa apa3sHeHe Ha KOXKaTa.

H319 IIpean3BuKBa CEpHO3HO JPa3HEHE HA OUUTE.

H361 Ipenmoinara ce, 4e yBpex/a OIUIOAUTEIHATA CIIOCOOHOCT I IUIOZA.

H372 INprunHsBa yBpekaaHe HAa OpraHuTe (0YH, CHIOKPHHHA CHCTEMa) TIOCPEACTBOM MPOIBIKUTENHA MM TTOBTAPAIIA CE eKCITO3UIIHS.

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, Chabpkaiia ce B To3u MHGOpMaIMOHEH JIMCT 3a 0€30IIaCHOCT, € MOJIy4eHa OT U3TOYHUIIN, KOUTO CMsITaMe 3a
HaJeXIHU. Berpeku ToBa, HHGOpMaIuATa ce IpeaocTaBs 6e3 HUKAaKBa TapaHIys, H3pUYHA HIN I0Apa30upaa ce, OTHOCHO HeWHATa KOPEKTHOCT. Y CIIOBHSATA WIII
MeToauTe 3a paboTa, ChbXpaHeHHe, yIoTpeda Wik 00e3BpexkIaHe Ha IPOAYKTa ca H3BBH HAIIKS KOHTPOI U MOXE J1a ca U3BBH Hallata komrneTeHTHOCT. [Topanu
Ta3W U JPYTU OPHUYMHY, HEE He TI0eMaMe OTTOBOPHOCT M H3PHYHO Ce OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IeTH MM Pa3XOJH, IPOM3THYAINHN OT WIH CBbP3aHH
110 HAKAKBB HAUUH ¢ paboTaTa, CbXpaHEeHUEeTo, yHoTpedaTa Wi 00e3BpexKIaHeTo Ha IpoaykTa. To3u Mudopmannonen ucT 3a 6e301MaCHOCT € U3TOTBEH U TPSIOBa
J1a ce U3I0I3BA CaMo 3a TO3H IPOIYKT. AKO IPOLYKTHT C€ U3II0I3BA KATO CHCTAaBKA HA APYTH IPOLYKTH, HaMMYHATa HH(GOpPMaNusI OU MOTJIa Ja Ce OKaXe
HenpmiokuMa. Ta3u nHdopMaIs ce 0OCHOBaBa Ha HAIIMTE TEKyIIH IIO3HAHNS H ¢ IIpeAHa3HadeHa 1a 1aJ¢ OMICaHIe Ha IPOLyKTa caMo 3a LEeINTe Ha
3[paBeoIa3BaHeTo, 0e30IIaCHOCTTa M OKOIHATa cpena. [lopaau ToBa, T He TPsIOBa [Ja ce THIKyBa KaTO FapaHIIHs 32 CBOHCTBATA HA MPOMYKTA.
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