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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia

Ovopa ovsiog : Fluocinolone acetonide

Kwducde mpoidvrog : 201600400

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

1.2. Zuvogeig TpocdlopiopEVES P GELS TG OVGLNG 1] TOV UEIYIATOG KO OVTEVOELKVUOILEVES Y PIGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong : To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXoyyEALOTIKY EKTOidEVoT).
Xpnion g ovoeiog/Tov petypatog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong o Xnpkéc ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoeg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdOpéEVEV acPaLEing

European Directorate for the Quality of Medicines & Healthcare
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France
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1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETYOVOOG AVAYKNG 1 +33(0)390215608

TMHMA 2: IIp0o6o10piop6g eMKIVoUVOTNTOG

2.1. Ta&woépunon g oveiag 1| Tov peiypatog

Katareén copoova pe v odnyie 1272/2008 EK [CLP]

Ewum to&ucodtta o 6pyava-ctoyovs Hotepa amd emavenpupuévn ékbeon, H373
Kotnyopia 2
ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tpnpa 16

AvemBOpuNTES QUOIKOYNMKEG EMOPAGELS, KAOADS KAl EMIPACELS 6TV avOpOTIVY VYEio Kan 6To TEPLBdilov
ATOQa0T PEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1GYVOGC.
2.2. Zroyeio eTIKETOG

Xapaktnpiopds copeove pe tov Kavovionéd (EE) Ap. 1272/2008 [CLP]
Ewovoypdppoza ktvdovov (CLP)

GHS08
Ipogworomtikn AéEn (CLP) : IIpocoyn
Anidoeig emkvdvuvomtag (CLP) : H373 - Mropei va mpokoiécel PAaPeg oto Opyava HOTEPN OO TAPATETOUEVT 1| EXAVEIRUUEV
£xBeon.
Anhaogig tpoedraing (CLP) : P260 - Mnv avanvéete oKOVT.

P314 - Zuppovievbeite/Emokepbeite yratpd edv arcbavieite adiobeoia.
Zhpavon cOUPovo pe: eEapeitar 1 EmTEPIKT GLOKELAGT, TO TEPLEYOLEVO TNG omoiag dev vepPaivovy o 10ml
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oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Ewovoypdppora ktvdovov (CLP)

GHS08

Agv vapyovv emmAéov TANPOQOPieg

TMHMA 3: XovOeon/minpopopisg yio 10 6LOTOATIKG

Ovopa AvVayvopLeTIKOg KOdkos | %0 Katdroin copeove pe my odnyio
TPOI6VTOG 1272/2008 EK [CLP]
Fluocinolone acetonide - <100 STOT RE 2, H373

IIpeg keipevo tov Inkdoewv H kot EUH: BAéne tpunpa 16

TPO TPAOTOV fonderdv

Métpa npadtmv fonbetdv petd and enoen pe 1o déppo  : Kobapiote ) peyaidvtepn duvorn mosdtnto okovmilovtdg t (kabopd kot HoAakd amoppoenTikd
Tovi).
Métpa tpadtmv fondetdv Hetd and enapn 1e o LATIO : Hem\dvete o pation pe vepd yio Adyoug acaieiog.

Agv vdpyovv emmAEOV TANPOEOPiEg

Agv vdpyovv emmAEOV TANPOQOPIiEg

TMHMA §: Métpa Y10 TNV KOTATOAEUN O] TG TVPKAYLAG

KotdAnia péoa muopdcBeong 1 KovBépta mupdcPeong.

Kivduvog moprayidg © BAéme tunpa 2.2.

Métpa Y10 THV KOTATOAEUNGT TG TUPKOYLOG . Xpnowonowmote péca katdoPeong KatdAAnia yo Ty nepdAlovca TupKayid.

TMHMA 6: Métpo o€ TEpITTMON 0KOVOLOS EKAVONG

6.1.1. o TPoo®OTIKG GALO 0TT6 TO TPOGMOTLKO EKTUKTNG UVAYKNG

Métpa EKTOKTNG QVAYKNG 1 Amogevyete kG0 mepirn £kbeon.
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6.1.2. e GTopa mov TPoceEpovy TpdTES fonOereg

Aev vdpyovv emmAéov TANPOQOpieg

Aev vdpyovv emmAéov TANPOQOpieg

Aev vdpyovv emmAéov TANPOQOpieg

Aev vdpyovv emmAéov TANPOQOPieg

TMHMA 7: Xeipiopog kot amo0nkevon

Agev vdpyovv emmAEOV TANPOQOPieg

Agv vapyovv emmAEOV TANPOQOPieg

BAéme tunpa 1.

TMHMA 8: ‘Eleyyog tng ék0eonc/atopikn Tpo o

8.1.1 EOvikég oprokéc Tipég emayyeipatikig £k0eong ko frohoyikég oprokés Tipég
Agv vapyovv emmAEoV TANPOQOpieg

8.1.2. Zuvietdpeves drudikosiss TapakorovOneng

Agv vdpyovv emmAEOV TANPOQOPiEg

8.1.3. Zynpotifovror sToycia pomaveng Tov aépa

Agev vdpyovv emmAéov TANPOQOpieg
8.1.4. DNEL ko PNEC
Agv vdpyovv emmAEOV TANPOQOPIiEg

8.1.5. Ileproyég eréyyov

Agev vdpyovv emmAéov TANPOQOpieg

8.2.1. Katdhinhot pnyavikoi £leyyor

Kataiinior pnyavikoi éreyyon:
Awmpriote o€ KoAd eEoeptlopevo ydpo. ZuviBg amatteitol cOGTNUA YEVIKOD HNYovIKoD EE0EPIGLLOD TOL XMHPOL.

8.2.2. ATopKOG TPOOTATEVTIKOG EEOTAIONOG

8.2.2.1. IIpooTacic TOV HATIAV KUl TOV TPOCATOV
Agv viapyovy emmAéov TANpoPopieg

8.2.2.2. Ilpootacio d¢ppatog

IIpootacio Tov déppatog:

o1 EPYaoTNPiOL

IIpootacio ToV yepLOV:
IIpoctatevtikd yavtio
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Agltio Agdopévov Acpareiog
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8.2.2.3. IIpocTacio TOV AVUTVEVGTIKAOV 0dMDV

Aev vdpyovv emmAéov TANPOQOpieg

8.2.2.4. Ogppkoi kivovvol

Agv vrtdpyovv emmAéov TANpoPopieg

8.2.3. OproBétnon kon wapokorovOnon tng teprpaiiovroroyikiig £k0eong o€ Kivovvo

Aev vdpyovv emmaAéov TANPOQOpieg

TMHMA 9: ®vuoikég Ko ynuKEg 1016TNTEG

9.1. Ztoysia o TS fucikés UOIKES KoL YNUIKES 1O10TNTES

Duoikn KotdoToom T Zteped
APDLLOL © Mn dwbéoipo
Epopdvion TZKovn.

Oopn © Mn dwbéoipo
Op1o oopng © Mn dwbéoipo
Inueio mEemg © Mn dwbéorpo
Inueio m&emg © Mn dwbéorpo
Inueio Bpoacpod © Mn dwbéoipo
Evpiextomra © Mn dwbéorpo
Opra Ktvdvvov ekpriéemg . Aev woyvet
Xapunhotepo 6pio EkpnéEng . Aev woyvet
Avdtoto 0plo expnépomrog 1 Agv woydet
Inueio avapieéng . Aev woyvet
Bepprokpacio avTavaPAEENS . Aev woyvet
Bgppokpacio arocHvieong © Mn dwbéorpo
pH © Mn dwbéorpo
Awdropo pH © Mn dwbéorpo
1EDOES, KivepaTikog (1)) . Aev woyvet
AwAvtomra © Nepo:<0,1g/l
TUVTEAEGTNG KATAVOUNG 6 Helyia n-0KTavOAnc/vepoD © Mn dwbéorpo
(Log Kow)

Téon aTudv © Mn dwbéoipo
[ieon atpov ot Beppokpacio 50°C © Mn dwbéorpo
IMukvotnto © Mn dwbéorpo
TyeTIKN TUKVOTTOL © Mn dwbéoipo
ZYETIKN TUKVOTNTO OTHAV 6TOoVG 20°C 1 Agv woydet
Méyefog copatidiov © Mn dwbéorpo

9.2. Aourtéc TAnpogopisg

9.2.1. TIMpo@opicg GYETIKA pe TI KAAGELS PUOLKOV KvdhVou

Agev vdpyovv emmAéov TANPOQOpieg

9.2.2. AMLa YOpUKTNPLOTIKG 06QaAEinG

Agv vdpyovv emmAEOV TANPOEOPiEg

TMHMA 10: Zta0gpétnTo KO OVTIOPUCTIKOTNTO

10.1. AvtidpasTikoTi|TO

21abepd VIO KOVOVIKEG GUVOTKES.

10.2. Xnpu ctabepétnTa

Aev vdpyovv emmAéov TANPOQOpieg

10.3. IMOavoTNTA EMKIVOUVOVY AVTIOPAGEOV

Kavévag yvootog/-1/-0.
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Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Agv vapyovv emmAEOV TANPOQOPieg

Kapio og kavovicr xprion. BAéne tpnquoa 7.

Ortov Beppaiverar LE Pt TOL oNUEIOL SIACTOONG, EKTEUTEL EMKIVIVYOUG KOTVOVG.

TMHMA 11: To&koroyikég TAnpopopieg

Oé&ela to&omTa (0md oToOHATOS) © Mn ta&wopnuévog
Oé&ela to&ucomra (Seppatikn) : Mn ta&wopnuévog
Oé&ela to&womra (avamvony) : Mn ta&wopnuévog

Fluocinolone acetonide

LD50 omd tov otdpaTog o8 apovpaiovg > 2000 mg/kg
AGBpwon kot gpebiopdg Tov dEppatog : Mn ta&wopnuévog (EAeaticd dedopévar)
ToPapn opboipkn PAaPn/epediopog : Mn ta&wopnuévog (EMeaticd dedopévar)
EvaisOntomoinon tov avamvenstikon 1 : Mn ta&wopnuévog (Baoetl tov dtabéoipov dedopévmv, ta kprmmpio ta&vounong dev minpovvan)
gvaucOnTomoinom oL dEPUTOG
MetoAho&ryéveon YEVVINTIKAOV KOTTAPOV : Mn ta&wopnpévog (EAkeltotiicd dedopévor)
Kapkwoyéveon : Mn ta&wopnpévog (EArelaticd dedopévor)
To&wodmTa yio. v avamopayoyn T Mn a&wopnpévog (Tlepartépo minpogopies: Ewdik) to&uodmro ota dpyava-ctoyovg (STOT) —
emaveknupévn £xbeon)
Ewum to&ikomra ota opyava-ctdyovg (STOT) — T Mn ta&wvounpévog
epanag éxbeon
Ewum to&ucomta ota 6pyava-ctoyovs (STOT) — : Mmopet va npokarécet BAAPeg ota dpyava HoTEPA AT TOPATETAUEVN 1| EMAVENUUEVT EkBEOT).
emaveknppévn kbeon
Enucivduvotnto ovappdenong : Mn ta&wopnuévog (Baoetl tov dtabéoipov dedopévav, Ta Kkprmmpio ToEvounong 6ev mAnpovvol)

Agv vdpyovv emmAéov TANPOQOpieg

TMHMA 12: OwoAoyikéc TANpoQopies

Owoloyia - yevikd : Aev mapovotdlel iaitepo kivouvo yio To meptBAALOV.
Emucivduvo yia to vddrtivo mepiBdrlov, Bpayvrpodbeopog : Mn ta&wounpévog

(0&0c)

Emucivduvo yia to vddrtivo meptBdrlov, pakporpodbecpog : Mn ta&wounpévog

(xpdviog)

Agv vdpyovv emmAEOV TANPOQEOPiEg

Agv vdpyovv emmAEOV TANPOQEOPiEg

Agv vdpyovv emmAEOV TANPOQPOPIiE
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Fluocinolone acetonide
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Agv vapyovv emmAEOV TANPOQOPieg

Agv vapyovv emmAéov TANPOQOPieg

Agv vapyovv emmAEov TANPOQOPieg

TMHMA 13: Xtovyeio oyeTikd pe tn ovd0eon

Aev vdpyovv emmAéov TANPoQopieg

TMHMA 14: ITAnpo@opies 6YETIKG IE TN HETAPOPE,

Toupova pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpég OHE 1 apOpog tavtotnTog

Agv 1o0gt ‘ Agv 1oy0gt ‘ Agv 1oy0gt

14.2. Oweio ovopocio arostolis OHE

Aev 1oy0et | Aev 1oy0et | Aev 1oy0¢t

14.3. Taén/-1g KivdOHvov KaTa 1) PETOQPOPA

Agv 1o0gt ’ Agv 1oy0gt ‘ Agv 1oy0gt

14.4. Opéoda cvokevaciag

Agv 1oy0et | Aev 1oy0et l Aev 1oy0et

14.5. ep1parhovTiKi] ETIKIVOUVOTNTA

Agv 1oy0gt I Agv 1oy0gL | Agv 1oy0gt

Aev vdpyovv emmiéov Srabéotueg TANpoopieg

Eriysio petagopd
Agv 1oy0gL

peta@opa néow Bardoong
Agv 1oy0gL

Evoépra petagopd
Aev woydet

Aev oydet
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Fluocinolone acetonide
Agehtio Aedopévav Acpaleiog

cvppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

TMHMA 15: Xtoyygio vopo0etikov yopaxtipo

15.1. Kavoviopoi/vopo0scio 6YETIKG pe THY 06QaLELD, TNV VYEIN KoL TO TEPLPaLlov Yio TNV 0vGia 1| TO peiypa
15.1.1. xavovicpoi EE

Hapaptnpa XVII tov REACH (Ilpoirmobéceig mepropiopov)

Aev neprapfaveton oto Hapaptnua XVII tov REACH

Hopaptnpe XIV tov REACH (Katdloyog 00£1036tnonG)

Aev teprappavetor oto Mapdpmpa XIV tov REACH (Katdloyog aderodotmong)

Katarhoyog vroynguov ovordv REACH (SVHC)

Aev meprapfavetor otov Katdhoyo vroynemv oveidv REACH

Kavoviopog PIC (EE 649/2012, IIponyoduevn cvvaiveon petd omd evnuépmon)
Aev epappodletar.

Kavoviepog POP (EE 2019/1021, Eppovor opyavikoi pomor)

Aev gepappodletart.

Kavoviopog nepi e€aodévnong Tov 6Lovrog (EE 1005/ 2009)

Aev mepthapfévetol oTov Katdrhoyo ovoidv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)

Kavoviopog mepi ekpnktik®@v tpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kopio ovoio(eg) mov mephapfdveta(ovat) 6tov Katdhoyo mpddpopmv ovaotdv ekpnktikdv (Kavoviouog EE 2019/1148 oyetikd pe v gumopio. kot
™ XPNoN TPOSPOUMY OVGLDV EKPNKTIKADV)

Kavoviopog nepi Tpodpopmv over®dv vapkoTikdv (EK 273/2004)

Aev mepiéyet ovaia(eg) mov mepthapPavetar(oval) 6Tov KaTdAoyo Tpoddpopmv ovctdv vapkeTik®v (Kavoviouog EK 273/2004 oyetikd pe Tig TpOSpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikéc dwotdieg

Agv vdpyovv emmaAEOV TANPOQEOPiES

15.2. A&wohdynon ynmkig acodisiog

Agv vdpyovv emmAEOV TANPOEOPIiES

TMHMA 16: Aldeg TAnpo@opisg

ITpeg keipevo ppacewv H kan EUH:

H373 Mmopet va mpokarécet BAAPeg ota dpyava HoTePE 0md TOPATETAUEVN 1) ETAVEUUEVT EkDeOT).

STOTRE 2 Ewdum to&icodmra o 6pyava-ctoyovg Hotepa and emavenupévn ékbeon, katnyopio 2

Aghtio Agdopévaov Acpalreiog (AAA), EE

ATIOITOIHXH EY®NHZX Ot mAnpogopieg mov mepiéyovial o antd T0 deATio Tpoépyovtat and myég Tis onoles Bempodpe a&idmotes. [Tapodia avtd, divovtot
YOpic Kapio gyyomon, pnn 1 appnTn, Yo TV akpifetd tovg.
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