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TMHMA 1: IIpoco10piop6g 0vGiag/peiypatos Kol ETapeiog/emysipnons

1.1. AvayvepioTikog KOOKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Fluocinolone acetonide for peak identification
Xnuwn Ovopacio : Fluocinolone acetonide

Kwd.-EE 1 200-688-5

apOpuog CAS T 67-73-2

Kodwodg mpoidvtog 1 202500355

1.2. Zvvo@eic TPocdLoplopeves YPNOGELS TNG OVGIAG 1] TOV MELYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

YyeTikéc TpoPremopeveg yprosig

Xpnon g ovoiog/Tov peiypotog : Emompovikn épguva kot avamtuén
Teyvikég dOKIUEG KOl AVAADGELS
Movo Y10 emayyeEApATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Tepropiopoi ot xprion 1 Oyt v TpOQUULEL, GApRLOKa 1) OLKLOKT XpTiom
1.3. Ztoyyeia Tov TpopunOcvT) TOL dEXTioV dEdOPEvVEV aGPaLEiag

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. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds AedVoV emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1| TOL pelypoTog

Kataraein oopoova pe v odnyia 1272/2008 EK [CLP]

Evdokpwvikdg dwatapdrtng ya o mepipdiiov, Katmyopio 2 EUH431
Evdokpwvikdg Swatapdrtng yo Ty avOpomvn vyeio, Kotnyopia 1 EUH380
O&ela to&ucodta (amd Tov 6TOHNTOC), Katnyopio 4 H302
O&eia To&ucotnTa (816 Tov d€pHaTOg), Katnyopio 1 H310
AGBpwon/epebiopdg tov déppatog, katnyopio 2 H315
ToPBopn opBarpkn PAAPN/0@OoiKOG epediopods, Katnyopio 2 H319
To&wdmTa 6TV avorapaywyn, Katnyopio 2 H361

Ewwn to&ikomra o€ 0pyova-ctdyovs Hotepa and exovelnuuévny  H372
£xBeon, katmyopio 1
I peg keipevo tov dniooemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpdOTIVY VYEio Kan 6T0 TEPLPdALovV

Emprapés oe mepintmon katdmoong. @avarnedpo o emaen e to déppa. Yronto yio tpdkinem PAGPng ot yovipdtnta 1 oo Euppvo. [Ipokarel cofapd
opOoApd epebiopd. Ipokaiei epebiopd tov déppatog. Ipokakei BAaPeg ota dpyava Hotepa and TapaTeTopevn N emavenupuévn ékbeon.
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Fluocinolone acetonide for peak identification
Agltio Agdopévev Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomomomidnke amd tov Kavoviopod (EE) 2020/878

2.2. Ltoyeia eTIKETOG

Xapoxktnpiopog copeava pe tov Kavoviopd (EE) Ap. 1272/2008 [CLP]

ok

Ewovoypappata kivdvvov (CLP)

GHS06 GHSO08
Ipogwboromtiky AEn (CLP) : Kivdvvog
AnAdoelg emkvdvvottag (CLP) : EUH380 - Mropei vo mpokarécel evOoKkpvikn dtatapoyn 6Tov avOpomo.

EUH431 -"Y7tomto Y10 TpOKANGT EVOOKPIVIKNG SLTapoyiG 0T0 TEPPAALOV.
H302 - Emprofég o€ mepintmon Katdmroons.
H310 - @avotn@dpo og emaen e 10 dEpa.
H315 - TIpokahiei epebiopd tov déppatoc.
H319 - IIpokaiei coPapd opBaipicd epediopo.
H361 - "Yronto yio mpoxAnon PAGPNG ot yovipdto 1 610 £uppuo.
H372 - TIpoxaiei PAdPec ota 6pyava (0pBal- poi, Eviokpvikd GOGTNO) VOTEPH OO TOPUTETAUEVT
1N emavelnpupévn xbeon.

AnAdoelg Tpoeviagng (CLP) : P201 - Egodiaoteite pe T1g £101kEG 0dnyieg mpv amd T xpnomn.
P202 - Mnv 10 pNGLOTOMGETE TPV SLOPACETE KOl KATAVONOETE TIG 00N YiEG TPOPOAAENS.
P260 - Mnyv avomvéete okdvn/ovabopidoet/aéplo/otayovidlo/atnods/ekvepdpaTa.
P264 - TTAOvete Ta ¥€p1a, TOVG TNXELS (AvTIBPayIeL) Kot T0 TPOGMTO GYOMUGTIKE LETH TO XEPIGHO.
P270 - Mnv tpidte, mivete 1 kanvilete, OTov XpNOYLOTOIEITE AVTO TO TPOTOV.
P273 - No amogevyetor 1) ehevBépwaon 610 mepBGALOV.
P280 - No 9opdite TPOGTATEVTIKG YOVTIO/ TPOGTATEVTIKA EVOVLATO/UEGO ATOUKNG TPOGTAGIOG Y10l TOL
UATLO/TO TPOCMTO/TAL OVTIAL.
P301+P312 - XE TIIEPIIITQXH KATAIIOXZHX: KaAéote to KENTPO AHAHTHPIAZEQN 1, éva
ytpo, av acbavieite adabeoio.
P302+P352 - XE IIEPIIITQXH EITAOHE ME TO AEPMA: TTAVvte pe apbovo vepo.
P305+P351+P338 - ZE INEPIIITQXH EITAO®HE ME TA MATIA: E€nA0vete TPOGEKTIKA LE VEPO
Y10 OPKETE AETTA. AV VITAPYOVV POKOT ETAPNC, APALPESTE TOVG, OV £ival E0KOA0. Zuveyiote va
Eemlévere.
P310 - KoAéote apéomg 1o KENTPO AHAHTHPIAZEQN 1 éva yotpo.
P314 - ZupPovievbeite/Emokepbeite yiotpo edv aicbavleite adabecio.
P321 - Xpetdleton edkn ayoyn (PAETE GUUTANPOUATIKESG 0dNYiEG TPOTOV PoNOEIDV GTNV ETIKETAL).
P330 - Egmhdvete 10 0TOUO.
P332+P313 - Eqv mapatnpnBei epediopog tov déppatog: Zvppovievbeite/Emokepbeite yratpo.
P337+P313 - Edv dev voywpet 0 0@Boipkdg epediopoc: Zupfovievdeite/Emokepbeite yotpo.
P361+P364 - BydAte apéomws OAo To LOAVGUEVO POV KOt TAOVTE TOL TPV TOL EQVOLYPT|CULOTOCETE.
P362+P364 - BydAte ta polvopéva podya Kot TAOVTE To TPV To. EAVOYPNCLLOTOU|GETE.
P391 - Maléyte ™ yopévn moodTA.
P405 - dvidoocetatl KAEWB®UEVO.
P501 - AwdBeomn Tov TEPLEXOUEVOV/TEPLEKTN GE OMpEl0 GLAAOYNG EMKIVELV@OV 1| E18IKOV amoPAT®V,
GUUPOVO LLE TOVG TOTLKOVG, TEPLPEPELOKOVG, £BVIKOVS /Kot dlebveic Kavoviopoe.

Iipaven ocoppove pe: E€oipeitar 1 e0mTEPIKI 6VOKEVOGIO, TO TEPLEYONEV TNS O0TTOl0G OV vrepPaivovy Ta 10ml.

ok

GHS06 GHS08

Ewovoypdppoata kvdvvov (CLP)

2.3. AlLot Kivovovol

H ovoia mepiiapfaverar otov katdhoyo mov kataptiletor cupeova pe to apbpo 59 mapdypopog 1 Tov kavovicpod REACH yia 116 1810TnTeg EVOOKPIVIKNG
Swatapoyns N avayvepiletor Tt £xel OTNTEG EVOOKPIVIKNG SL0TOpOYNG COLPOVO e Ta Kprtipia. Tov opilovtat otov Kot e£ovstoddton Kavoviopd g
Emurponng (EE) 2017/2100 1y tov Kavovioud g Emtponnic (EE) 2018/605
Alheg TANpo@opieg . Evepyd ovotatikd (o€ QapprokenTikd Tpoidva).

IIpocoyn - N mapodoa ovcio dev Exel aKOUN SOKILUOTEL TANPWOG.
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Fluocinolone acetonide for peak identification
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 3: XOv0eon/ainpo@opies yio T0 6GVOTUTIKA

3.1. Ovoieg

Ovopa AvayvopioeTikog KOOIKOG % Koraraén cdopeova pe tTnv odnyia
TPOioVTOG 1272/2008 EK [CLP]

Fluocinolone acetonide ap1Opdg CAS: 67-73-2 <100 ED ENV 2, EUH431

Ovoia mposdiopiotnie g ovsia pe 1510t TES EvdokpvikoD | Kwd.-EE: 200-688-5 ED HH 1, EUH380

StatapdkTn Acute Tox. 4 (A6 tov otoparog), H302

(ATE=1000 mg/kg copatikod Bapovg)
Acute Tox. 1 (Ad Tov déppatog), H310
(ATE=2,31 mg/kg copatikod Bapovg)
Skin Irrit. 2, H315

Eye Irrit. 2, H319

Repr. 2, H361

STOT RE 1, H372

IIpeg keipevo tov dnhooemv H kor EUH: BAéne tuqua 16

TMHMA 4: Métpa npatov fonderov

4.1. eprypopn péTpov TpOTOYV fondsiav

Tevikd pérpa tpdTev Ponderdv . Ye mepintoon ap@BoAdV 1| €4V T0 GUUTTOUATO ETUEVOVV, KOAEGTE YLOTPO.

Métpa tpdtev Bonbetdv petd and glomvon : Metagépete Tov mofovta oTov Kabapd a€pa Kot apnoTe ToV Vo EEKOVPOCTEL 6€ GTACT TTOV
S1evkoAvveL TV avamvor|. Apriote Tov Tafdvta va Eekovpaotel. e nepintoon adwdeciog :
Zopfovievdeite/Emoxebeite yiotpo.

Métpa tpdtev Bondeidv petd omd enaen pe To dEpuo : Bydte ta poivopéva podya. ITivvete to déppa pe dpbovo camovvovepo.
Zopfovievdeite/Emoxebeite apéong yotpd. Eqv o epebiopndg tov déppotog emnyévet,
cvppovievteite yloTpo.

Métpa tpdtev Bondeidv petd amd exapn He o LaTio 1 Eemhivete apécmg Kol TOPATETAULEVO e VEPO KPATMOVTAS avoryTd o PAEQapa TovAdyIeTOV 15

Aemtd). Edv vdpyovv @oioi emaens, apatpEate Toug, EpOcov gival e0koro. Xuveyiote va EemiéveTe.
Xvpfovievteite yotpd £dv cuveyiletat 0 TOVOG 1 1) KOKKIVIAQL.

Métpa tpdtov Bondeidv petd amd katdmoon : Eemhdvete o otOpa pe vepd (Lovo edv to dtopo dratnpel Tig atonoelg Tov). Mnv yopnynoete moté
0TWNTOTE OO TO GTOU GE ATOUO TTOV £XeL XAoeL Tig aicnoelg tov. Kodéote apéowng to KENTPO
AHAHTHPIAZEQN/yatpo.

4.2. TnpavTIKOTEPO. GUUTTONOTO KOL ETLOPACELS, AUEGES 1| PETAYEVEGTEPES

ZOUTTONOTO/EMOPAUCELS UETA OO ETOPT| LUE TO EPLLOL 1 Oavoatneopo oe emapn pe to dépua. Ipokakel epebiopd Tov déppoartoc.
ZOUTTONOTO/EMOPACELS LETE OO EXAQT UE TOL LATLOL : Ilpokarel coPapd o@Oaipucd epebiopd. Epubpotnra, movoe.

4.3."Evo€1&n 0mo10.601)TOTE ATUITOOIEVIS GUEGTG LUTPIKNG QPOVTIOAS KAl E10IKNG Oepameiag

Agev vrdpyovv emmAéov TANpoPopieg

TMHMA 5: Métpa y10. TNV KOTOmOAENN 01 TG TUPKAYLAG

5.1. ITvpooPeotika péca

Katahnia péoa mopdofeong . Xpnowonomote péca KatdoPeons KatdAAnia yio v tepiBdilovoa tupkayld. Ato&eidio Tov
avOpaxa. Pexaopog pe vepd. Enpn okovn. KovBépta mupodsPeonc.
AKaTdAANA0 TUPOGPESTIKG HEGO : Mn ypnowonoteite peydin pon vepoo.

5.2. Exdukoi TO7ol EMKIVOUVOTNTOS TOV TPOKVTTOVV 0Té TNV 0VGIA 1] TO PEIYRa

e mepinTmon TupKaylig Tapdyovtot ETKivouva . H atelg kavon anehevbepdver emkivdvvo povoeidio tov avBpaxa, d10&€id1o Tov avBpaika Kot
TPOIOVTO amocHVOESNG ko to&ka agpta. IIBavn amoPfoln to&kod vEpovg.

5.3. Zv6Ta0E1g Y10 TOVG TUPoGPEioTeg

MEéTpa Yo TV KOTATOAEUNGT) TNG TUPKAYLAG 1 Amo@evyete T dlpuyn ToL vePoL TG TuPOSPESNG 6TO TEPIBAALOV.
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Fluocinolone acetonide for peak identification
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Ipootacio katd v TupdoPeon 1 Mnv enepPaivete yopig KaTdAANA0 £E0TAMOUO. AVTOVOLT AVOTVEVGTIKT GUGKELN HE HOVOOT).
OLOGOUN TPOCTUTEVTIKY) GTOAN.

TMHMA 6: M£tpa o€ TEpinTMO] GKOVOLOS EKAVONG

6.1. Ilpocomkéc TPOPVAGEELS, TPOGTATEVTIKOG EEOTMGIOS KOL SL0OIKAGIEG EKTUKTNG UVAYKNG
Ievikd pétpa : Amo@evyeTe TV ENOPT) TOV TPOIOVTOG LLE TO SEPA, T HATLO ) TO POVYLGUO.

I TpocOmKS GAro a6 TO TPOSOTIKO EKTUKTNG AVAYKNG

Métpa KTOKTNG AVAYKNG : ATOHOKPOVETE TO TEPITTO TPOCHOTIKO.
T dTopa mov TPocPEpovy TpdTES fo10ereg

E&omhopog mpootaciog : Mnv enepoiverte yopic katdAnio eEomhopd. ' teplocdtepes TAnpopopies avatpiére otnv
evomra 8 :""Eleyyog g ékbeong-Atopkn tpoctacia.

6.2. Ileprparrovrikég mpoPuAGEELg
Na anopedyetar 1 Elevbépmon oto mepipdrrov. Epmodicte T €i6080 6T0VG 0mOYETEVTIKOVG 0y®@YOVG 1) GTO dNUOGLO SiKTVLO VEPOV.

6.3. M£600dot ko VAKG Y10 60YKpATOoN Ko Kafapiopo

I'a v amobnkevon 1 Amoppo@noTe T0 PE £va adpOvEG DAIKO Ko TOTODETOTE TO G€ évav KOTAAANAO Teptéktn S1ébeong
amofATmV.
MéBodot kabopiopod : Eemhdvete TI LOAMGUEVEG EMPAVELES [ GpBovo vepd. KabBopiopog pe amoppumavTikd.

6.4. [loapomopnn) og Ghha TUHpATO

Agite to Tpnipa 13 yio Tinpopopieg oxetikd pe ) dudbeo.

TMHMA 7: Xeipiopoég kan amo0ikevon

7.1. TIpo@uAGEELS Y10 AOPUA YELPLOGNO

Emumhéov kivovvor katd v enegepyacio . Eyxvpovovoeg kot Onialovoeg va v Epyoviot 6 Kopio ETae LE TO TPOIov.
TIpopuAd&els Yo acQaAn XEPIGHO 1 Amogevyete kaOe mepirt ékbeon. Opovricte doTe 0 YHpog epyaciog va e&aepileTar cOOTA.
Métpa vylewng 1 Mnv tparte, mivete 1 kamvilete, 0tav ypnoponoteite avtd to mpoiov. Ta polvopéva evdvpato

epyaciog dev mpémet va Byaivouv amnd o xmpo epyacios. [TAOVETE Ta ¥€pLo cog Tpv and Kabe
EPYOCLOKO SLIAEYLILO KOt LETG TO TENOG TNG EPYACING.

7.2. ZovOnkeg 06Qarovs QUAAENG, COPTEPIAARPAVOREVAOV TUYXOV AGVUBATOTNTOV

ZovOnkeg pOragng 1 Amofnkebdetar og kahd agpllopevo xdpo. O mepEKTNg doTnpeitol EpUNTIKA KAEWGTOS. ATOQeDYETE
™ Céotn kot TV dpeon niokn aktvoPBolia.
YAikd cuokevaciog 1 AltnpioTe 6TOVG OPYLKOVG TEPIEKTES.

7.3. Ewducn} Telkn xpion 1 p1osis

Agv vdpyovv emmALov TANPOPOPie

TMHMA 8: ‘Edeyyog g ék0gonc/atopiki mpocTacio.

8.1. [TapapeTpor eréyyov
Aev vdpyovv emmAov TANPOPopieg
8.2. 'Edeyyor ék0gong

Katariinior pnyavikoi éreyyot

Kotdiinhor pnyavikoi éleyyou:
Dpovriote hote 0 YDPOg epyaciog vo e&aepiletol 6moTd. ZuvnOmg AmuITeTaL GUGTNHO YEVIKOD UNYOVIKOD EE0EPIGUOD TOV YDPOV. ZTO HETPO TOV SLVATOD ™)
XPNOM TOL TPOIOVTOG TPEMEL VOL YIVETAL GE EPYOGTNPLOKT OGVY).
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Fluocinolone acetonide for peak identification
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

ATOPIKOG TPOOTATEVTIKOG EEOTAO NG

Ipootacio TOV HOTIAOV KOL TOV TPOGAHTOV

IIpocrocia 0pOaipdv:

Dopdre cuokevn TpocTaciog Yo Ta patio. [Ipoctotevtikd yvad pe mAdylo tpoctatevtikd. (EN 166)
Ipootacio Tov déppatog

Ipootacia Tov déppotoc:
Dopdte KOTAAANAO TPOGTOTELTIKO povyiopd. Xprion og gpyaotipla : modid epyactnpiov. (EN 13034)

Ipootacio TOV yePLOV:
Na popdrte kordAAnia yavte. [Ipootateuticd yavto avOektikd og ynukd mpoiovra. (EN 374)

IIpootacic TOV AVATVEVGTIKAV 00DV

IIpooTucio TOV OVATVEVGTIKAOV 00(DV:
X TepinTOoN Topaymyng okoOvNG, YPNOLLOTOWCTE TPOSTATEVTIKY NACK e Gidtpo : P3

TMHMA 9: ®voikég Kot ynUIKEG 1016TNTEG

9.1. Zroyyeia Yo TG fAGIKES QUOIKES KA YNMIKES 1O10TNTES

DUoIKH KOTAGTOOT 1 Xteped

APOLOL : AgUKO. oYEdOV AEVKO.
Epedvion : Crystalline powder.
Mopraxn pado : 452,55 g/mol
Oopn : Mn dwbéoyo
Op1o oopng : Mn dwbéoyo
Inueio Eemg 1 =265°C
Inpeio m&ewg : Mn dwbéoyo
Inpeio Bpacpod : Mn dwbéoyo
Evplextomta : Mn dwbéoyio
Xapnhotepo 0pio £kpnéng 1 Agv oyoet
Avdtato 6pro ekpnEpomrag 1 Agv oydet
Inpeio avaereéng 1 Agv oydet
®gppokpacio avtavaereéng 1 Agv oydet
Bgppokpacio amrocvvieong : Mn dwbéoyo
pH : Mn dwbéoyo
Awdiopo pH 1 Mn Swbéopo
1EDOEG, Kvepatikog (17) 1 Agv oyoet
AwAvtomTo : Negp6:<0,1 g/l
ZVVTEAECTIG KOTAVOUNG O Helypa N-0KTavOANG/vepoD 1 Mn Swbéopo
(Log Kow)

Téon atudv : Mn dwbéoyo
ITieon atpov oe Beppokpacio 50°C 1 Mn Swbéopo
Tukvomta : Mn dwbéoyo
ZYETIKN TOKVOTNTOL 1 Mn dwbéoyo
ZYETIKN TUKVOTNTO 0TUAOV 6TOoVG 20°C 1 Agv oydet
Méyebog copatidiov : Mn dwbéoyo

9.2. Aownéc TAnpopopics

Agv vdpyovv emmALov TANPOPOPies

TMHMA 10: Z100gpdTNTO KO OVTIOPOCTIKOTITO.

10.1. AvridpaoTikOTNTO
Agev vdpyovv emmAéov TANPOPopieg
10.2. Xnpwkn ctabepétnta

Aev vrdpyovv emmAéov TANpoPopieg
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Fluocinolone acetonide for peak identification
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

10.3. IIBavOTNTO ETKIVOLVOV AVTIOPAGEDV

Agv vdpyovv emmA£ov TANPOPOPieg
10.4. ZovOnkeg Tpog awopuyn
Aev vdpyovv emmAov TANPoPopieg

10.5. Mn coppatd vikd

Aev vdpyovv emmAéov TANpoPopieg

10.6. Emucivovva poiovra amwocvvieong

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 11: To&ikoroyikég TANPOPOPiES

11.1. ITAnpo@opies yia Tig TAEES Kvdvvov, 0Tteg opilovrar 6Tov kavoviepo (EK) aprf. 1272/2008

O&eia To&uotnta (0md oTOHATOG)
O&eia To&otnTa (depprotikn)
O&eia To&wotnta (avomvon)

. EmProPég o mepintmon katdmoong.
: OavoTneopo o€ EMAQN LE TO dEPUAL.
1 Mn ta&wvopnpévog (EAkepatikd dedopéva)

Fluocinolone acetonide (67-73-2)

LD50 amd tov 6tép010g 68 0povpaiong

1000 mg/kg

LD50 péow tov d4ppatog oe apovpaiovg

2,31 mg/kg

AéBpwon kot epebiopdg Tov dEPHATOG
YoBapn o@Baipikn BAGPN/epebiopde
EvaisOntomoinem tov avamvevotikod 1
gvaucOntomoinom Tov dEpUaTog
Metalha&lyEveon YEVWITIKOV KUTTAPmV
Kapkwvoyéveon

To&wdmta 6TV avomapoyoyn

Ewdu to&uwcotnta ota 6pyava-ctoyovg (STOT) —

epamag éxbeon

Ewdum to&ucotnta ota 6pyava-ctoyovs (STOT) —

emavelnupévn ékbeon

Enucvduvotnta avappdenong

: TIpoxaiei epebiopd Tov déppartoc.
: Ilpokarel coPapd o@Baipkéd epebiopod.
: Mn ta&wvopnpévos (EAdepatikd dedopéva)

1 Mn ta&vounpévos (Baoet tov dtabéciov dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
1 Mn ta&wopnpévog (EAkepatikd dedopéva)

Yronto yo mpdxinon PAAPNG ot yovipodto 1 6to £uppuo.

: Mn ta&wvopnpévog (EAdepatikd dedopéva)

: Ilpoxahret BraPeg ota opyava (opOar- poi, EvooKpvikd cOGTNIE) DOTEPO OO TUPATETAUEV I}

emavenupévn ékbeon.

1 Mn ta&vounpévog (EAepatikd dedopéva)

11.2. ITAnpo@opies yro. GAAOVG THTOVS EMKIVOLVOTITAG

1516t TES EVOOKPIVIKIG draTapuyins

Avopeveig emmdoelg oty vyeia Tov TPoKaAoHVTOL 0TTd

10T TEG EVOOKPIVIKAG SLOTAPOYNG

. 'Eyet evdoxpivikd tpdmo dpdomng, dniadh petafdider m Aettovpyia 1 Tig AELTOVPYiEG TOV

£VOOKPIVIKOD GLUGTHULOTOG

TMHMA 12: Owkoroyikég TANPoPopiss

12.1. TogwoétnTa

Emwcivduvo yio to vddtivo mepiBailov, Bpayvrpoddecpog

(0&09)

Emcivduvo yio to vdartivo meptBdilov, pokponpodespog

(xpdviog)

12.2. AvOEKTIKOTNTO KO IKOVOTNTO 0T0d0UONG

: Mn ta&vounpévog (EAdeipatikd dedopéva)

: Mn ta&vounpévog (EAiepatikd dedopéva)

Fluocinolone acetonide (67-73-2)

AVOEKTIKOTNTO KO IKAVOTNTO OTOSOUNONG

Agev voiotaton tayeio omocvvheon

08/01/2026 (Huepounvia ékdoong)
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Fluocinolone acetonide for peak identification
Agltio Agdopévev Acpaleiog

ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tporomomdnke omd tov Kavoviepo (EE) 2020/878

Agv vdpyovv emmA£ov TANPOPOPieg

Aev vdpyovv emmAov TANPoPopieg

Aev vdpyovv emmAéov TANpoPopieg

Avopeveig emmTdOoELS 6T0 TEPIBUALOV TOV . 'Eyet evdokpivikd tpomo dpdong, Sniadi petafaiiet t Aettovpyia 1 TG AELTOVPYIEG TOV
TPOKAAOVVTOL OO W10TNTEG EVOOKPIVIKNG SL0TAPOYIG £VOOKPIVIKOD GUGTIHHOTOC.

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe T o100gon

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 14: ITAnpo@opieg 6YETIKA PE T1| PETAPOPA

Topeovo pe ADR / IMDG / TATA
ADR IMDG TIATA

14.1. Ap1Opog OHE 1 aprBpég tovtéTnTog

UN 2811 UN 2811 UN 2811

14.2. Oweia ovopacio amostoric OHE

TOZIKA XTEPEA, OPTANIKA, E.A.O. TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.

Meprypogi eyypapov petagopag

UN 2811 TOZIKA XTEPEA, OPT'ANIKA, E.A.O., | UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1, 1 UN 2811 Toxic solid, organic, n.o.s., 6.1, 1
6.1,1, (C/E)

14.3. Ta&n/-e1¢ KtvdHvov KOTA T PETAPOPA

14.4. Opdda cvoksvaciag

I 1 I

14.5. Ileprforrovtikn emKivovvoTnTO.

Emucivduvo yia to meptfdiiov: Oyt Emucivduvo yio to mepipdirov: Oyt Emucivéuvo yio to meptfdiiov: Oyt
MOoAVGHATIKOG TAPEYOVTOG Y10l TO VOGTIVO
mepdAarov: Oyt
ApOuoc EmS (Ivprayd): F-A
ApBudc EmS (Awppony): S-A

Agev vrapyovv emmAéov Stabéoiueg TANPOPopieg
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Fluocinolone acetonide for peak identification

Agltio Agdopévev Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomomomidnke amd tov Kavoviopod (EE) 2020/878

14.6. E101kég TPOoQUAGEELS Y10 TOV (POTN

Eniyewo peragopd

Kodwoag ta&vounong (ADR)

Ewducée dotaées (ADR)

Mepropiopéveg moodteg (ADR)

E&mpovpeves moootnteg (ADR)

Odnyieg ovokevaociog (ADR)

Awtdéelg pekg cvokevacieg (ADR)

Odnyieg Yo opNTES BEEAUEVEG KO EUTOPEVULOTOKIBATIOL
x0dnv (ADR)

Ewducéc drotaéers yio popntég deEapevig Kot
gumopevpotokiBatia xodnv (ADR)

Kodwog detapevig (ADR)

Ewducés dotaers ya defapeveég (ADR)

Oympo yo petopopd deEapevng

Katmyopia petapopds (ADR)

Ewducés draraéers yuo ) petapopd - Kora (ADR)
Ewducés drotaéers yuo ) petapopd - Poptmon,
eKQOPTOON Kat xepopog (ADR)

Ewdwcég dotaéers yio ) petapopd - Agtrovpyia (ADR)
Ap1Bv avayvopiong kwvdvvov (Képhep Apiop.)
IMoptokoi dickot

Kodwog teplopiopmv yo onpayyes (ADR)

petapopd pécm Boraoong

Ewduc) npopreyn (IMDG)
Mepropiopéveg mosdteg (IMDG)
E&mpovpeves mocdtnteg (IMDG)
Odnyieg ovokevaciog (IMDG)

Odnyieg cLOKELAGIOG EUTOPEVUATOKIBAOTIOV-OEEAUEVDY
(kddwog IMDG)

Odnyieg yio de€apevég (IMDG)

Ewducés dataéers yua defapevég (IMDG)
Katmyopieg poptiov (IMDG)

1816t 1eg ko TapaTnpricels (IMDG)

Evaépia petagopd

PCA E&apovpeveg mocotreg (IATA)

PCA Tlepropiopéveg mocdtteg (IATA)

Kabapn péylom mocdmta yio meploptopévn tocomto
EMTPETOLEVT Y10 ETPOTIYE AEPOCKAPT KO YLOL
aepookden petapopds poptiov (IATA)

Odnyieg ovokevaoiog yo emBatnyd oepookden (IATA)
Kabapn péyiom mocdtnta yio emBatnyd aepookaen
Ko yu 0epookaen petapopds eoptiov (IATA)
Odnyieg cvokevasiog HOVO Yol HEPOGKAPT LETUPOPES
poptiov (IATA)

Méyiot mocoTNTO. LETAPOPAS OTOKAEIGTIKG AT
aepookden petapopds eoptiov (IATA)

Ewwcés dotaels (IATA)

Kodwos ERG (IATA)

. 66

T2

. 274,614
0

. ES

. P002, IBCO7
. MP138

. Té

1 TP33

S10AH, L10CH

. TU15, TE19
. AT

1

: V10
: CVI,CV13,CV28

S9, S14

66
2811

. C/IE

1 274

. ES
. P002
. IBC99

: T6

: TP33
: B

: Toxic if swallowed, by skin contact or by inhalation.

. ES
. Forbidden
. Forbidden

1 666

Skg

1 673

50kg

: A3,AS
: 6L

14.7. Oardooreg petapopés yvony copgpmva pe Tig Tpaters ron IMO

Agv oyvet
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Fluocinolone acetonide for peak identification
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 15: Xtovyeia vopo0etikov yopaxtipo

15.1. Kavovicpoi/vopoOecio oyeTikd pe Ty a6QaAela, TNV vyeio Ko 7o IEPIBAALOV Y0, THV 0VGia 1] TO peiypa

kavoviopoi EE

Hapaptypa XVII tov REACH (IIpoimobéceig mepropiopov)

Aev teprapfavetat oto Mapapmmpoa XVII too REACH

Hapaptpa XIV 100 REACH (Katdloyog 0.0£1060Tn61G)

Aev nepthappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroynguov ovordv REACH (SVHC)

Aev teptlapfavetotl 6Tov KatdAoyo vroynieuwv ovciwv REACH

Kavoviopdg mepi 6Covrog (2024/590)

Aev neprhapfdveton otov Katdhoyo ovoidv mov e&acbeviCovv to 6lov (Kavoviepog EE 2024/590)

Kavoviepog tov Zoppoviiov (EK) yia tov éheyyo e1d@v Siwing xpiong

Aev tepirapfavetatl otov Kavoviepd (EK) tov Zvpfoviiov yuo ta €idn dumng ypnone.

Kavoviopog mepi ekpnkTik®v Tpoédpopmv overdv (EE 2019/1148)

Agv avoypaQeToL 6ToV KATAoyo TPOSPOUmY 0VGLdV EKPNKTIKOV VAGV (EE)

Kavoviepog nepi npédpopmv ovordv vapkotik®dv (EK 273/2004)

Aev avaypaeetatl 6Tov KatdAloyo Tpddpopmy ovcldv vapkotikdv (EE)

15.2. A& orhoynon ymuikig acQaietag

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 16: ALLheg TANPOPOPIES

ITqpeg keipevo ppaceov H kan EUH:

Acute Tox. 1 (Atd tov O&ela to&odmra (514 ToL dépLOTOC), Katnyopia 1

déppatog)

Acute Tox. 4 (Ao Tov O&ela to&codmta (amd Tov 6TONTOC), Katnyopia 4

GTONOTOC)

ED ENV 2 Evdokpwvikog dwatapdrtng yio to mepipdirov, Katnyopio 2

EDHH 1 Evdokpvicdg Sratapdaxtng yio v avBpadmivn vyeio, Kotnyopia 1

Eye Irrit. 2 YoBapn o@Oaipkn BAGPN/0pBatkdg epediopdg, katmyopio 2

Repr. 2 To&wodmTa 6TV avamapay®yn, Katnyopio 2

Skin Irrit. 2 AGBpmon/epediondg tov déppatog, kotnyopia 2

STOT RE 1 Ewum to&ucotnta o Opyova-cTdYous VoTepa and enavelAnupévn ékbeon, katnyopia 1
EUH380 Mrmopei vo TpokarEseL EVOOKPLVIKT Statapay 6Tov avOpwo.

EUH431 "YTomTo Y10 IpOKANGT EVOOKPIVIKNG SLaTapoyiG 0TO TEPPEALOV.

H302 Emprapé oe mepintmon kardmoong.

H310 BOavatneopo Ge ETAPN LLE TO EPLLOL.

H315 IpokaAei epebiopd tov déppatog.

H319 TIpoxarei coPapd opBaiikd epebiopo.

H361 "Yronto yio mpoxAnon PAAPNG ot yovdmta 1| 610 Euppuo.

H372 IpokaAei PAaPeg ota dpyava (0pBoak- poi, evéokpvikd cvoTnua) Votepa amd TopaTeTAUEVN 1 ETavEUpEVT £kBeo).

Aghtio Agdopévaov Acpareiog (AAA), EE
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Fluocinolone acetonide for peak identification
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

ATIOIIOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o antd 1o dehtio mpoépyovtar and myég Tig onoies Bempodpe a&idomotes. [Tapoia avtd, divovtat
YOPIG Kapio eyyvnon, pnty N appntn, Yo v akpifetd tovg. Ot cuvbnkeg N ot péBodot yeiptopod, amobnkevong, xpnong 1 ardppLyng Tov TPoiovVTog dev
VIOKEWVTOL 6T S1KN [ag gvBHVI Kot Hropet Kat vo. v UminTouy Kot 6TIS approdtdotntég pog. I'iontoig kat yio GALovg AdYoug, omomotovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAIKNAG 1| YPNUOTIKNG Cnpiag oo, 1 [e 0TotodNToTE TPOTO GUVIEVELEVN LLE, TO YEPLGUO, TNV 00BN KELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acparelog cuvtaydnke Kel TPETEL VoL YPTGILOTOLEITOL Y10l TO GUYKEKPILEVO TTPOTlov. Edv 10 mpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, OL TANPOPOPIES TOV TUPEXOVTAL £ EVIEYETOL VL LNV Efval EQUPUOGLLES. VTEG Ol TANPOPOpies PacilovTol GTIC TPEXOVOES YVMGELS LLOG KoL
npoopilovTal Yo vo TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Yo AOYOLG LYEiNG, AoPUAEing Kot TEPPAAAOVTIKAOV ATAITCEWY. ZVVETADG, dev Ba mpémet vo. OewpnOel
OTL £YYLATAL OTOLUONTOTE GUYKEKPILEVT] 1LOTNTO TOV TPOIOVTOG.
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