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Agltio Aedopévav Acpaleiog
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Hpepopnvia ékdoong: 03/04/2023  exdoyn: 1.0

TMHMA 1: IIpoco10piop6g 0v6iag/peiypatos Kol ETapeiog/emysipnong

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia
Ovopo ovoiag : Cortisone acetate
Kodwog mpoidvtog : 201600239

1.2. Zuvo@eic mpocdtoplioPEVES YPNGELS TS OVGIAG 1] TOV PEIYIATOG KUL GVTEVOELKVUOIEVES YPIGELS

1.2.1. Zyetikéc mpofhemdpeveg yposeig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTVLEN KoL TNV ETAYYEALATIKY EKTOIOELOT.
Xpnion g ovsiag/Tov peiypotog : Moévo Yo emaryyeApaTIKn YpHon
Katyopia Aettovpyiag 1 ypnong : Xnukég ovoieg epyaotnpiov

1.2.2. AVTEVOEIKVUONEVES (PN GEIS
Iepropiopot ot xprion © Mn ypnowonoteite : Katdmoon, Etonvon, Aeppaticd

1.3. Zroygia Tov TpopunBcvT) TOVL dEXTiOV dEdopEvEV acPadsing

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 THAEQ®OVOL EMETYOVGAS AVAYKNG

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piopog EMKIVOUVOTNTOS

2.1. Ta&woépnon g oveiag 1| TOV peiypatog

Kotaraén copoove pe v odnyia 1272/2008 EK [CLP]

To&wdmta 6TV avorapaywyn, Katnyopio 2 H361
Ewwn to&ikodmta o Opyava-ctdxovs Hotepa and exavellnupévn ékeon, H373
Katnyopio 2

IIpeg keipevo tov nhmoemv H ko EUH: BAéne tunpa 16

AvemOOpnTEg QUOIKOYNMIKES EMIPAGELS, KAODG KUl EMIPAGELS 6TNV 0vOpOTIVY VYEio Kar 6To TEpLpdilov

Amopacn HESH KPioNG EUTEPOYVOUOVOV KOl OTTOSEIKTIKNG 10YVOG.

2.2. Zroyeio eTIKETOG

Xapaxtnpiopos copeova pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kwvdvovov (CLP)

GHS08
[pogdomomtikn Aé€n (CLP) . IIpocoyn
AnAdoelg emkvovvomtag (CLP) : H361 - "Yromto yio mpdxinon BAGPNg ot yoviudtea 1) 670 £uppuo.
H373 - Mropei va tpokaréoet PAGBES oTa Opyave VOTEPD 0O TOPUTETAUEVT T) ELOVEIANLLUEVT
éxBeon.
Anidoeilg Tpopvriaéng (CLP) : P201 - Epodiaoteite pe Tig €181KEG 00Myieg Tpwv amd ) xpnon.

P202 - Mnv 1o ypnoytomomoete Tpv StaPAceTe Kot KATOVONGETE TIG 0dNYieg mpo@Oraingc.

P260 - Mnv avamvéete okovn.

P280 - Na popdte mpootatenTikd yEvTio/TpooTatevTicd evovpaTo/LEGo OTOMKNG TPOGTAGIAG Yo TO.
naT0/10 TPOSMTO/TA AV TIA.
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Cortisone acetate
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomomdnke omd tov Kavoviouod (EE) 2020/878

P314 - ZvpuBovievdeite/Emokepbeite yotpd edv oucbavbeite adiabeoia.
P405 - duldooetor kKAedmpévo.
P501 - Awdbeomn tov Tepieyopévon/mepléktn o€ onpeio cLAAOYNG emkivdLVeV 1} E18IKGOV amofAntmy,
GULPOVO LLE TOVG TOTIKOVG, TEPLPEPELNKOVG, £0VIKODS 1)/Kkar diebveic kKavoviopode.
IRpoven cOppova pe: eEapeital 1) E0OTEPIKT CLCKEVAGIN, Ta TEPLEXOHEVO TNG omoiag dev veepPaivovv to 10ml
Ewovoypdppata kivdvvov (CLP) :

GHS08

Agv vrdpyovv emmAéov TANpopopie

TMHMA 3: Z0vOeon/mAnpo@opies Y10 T0 GVGTATIKG,

Ovopa AvayvopoTikog Kodikog | % Kararaén copeova pe v 0dnyia
TPOiOVTOG 1272/2008 EK [CLP]
Cortisone acetate - <100 Repr. 2, H361
STOT RE 2, H373

TIMpeg keipevo tov idoewv H ko EUH: BAéne tprpa 16

Agev 1oy0et

TMHMA 4: Métpa npatov fondsiav

Métpa tpdTav Pondetdv petd and emaen pe o dEppo : KoBapiote ™ peyarvtepn dvvarh mocdmra okovmilovidg ) (kabapd Kot LoAakd amoppoenTikod
Tavi).
Métpa pdTav Pondeidv petd and emapn pe o Pt . Eemhovete to. pdtia pe vepo yuo Aoyoug acpodeiog.

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 5: Métpa yio TNV KOTOTOAEPN 06N TG TVPKAYLOG

KatdAnka péca mopdcPeong : KovBépta nupdcPeong.

Kivévvog mopkayiag : BMéme tpnpo 2.2.

MéTpa Y100 TNV KOTOTOAEUNGT| TG TUPKOYLHG : Xpnowomomote péca Katdofeons KatdAinia yio v mepBAALovGH TUPKAYLA.
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TMHMA 6: Métpa 6€ TEPINTOON 0KOVOLOG EKAVGTG

6.1.1. I'a TPOSOTIKGO GLLO A6 TO TPOSCMOAUKG EKTUKTIG UVAYKNG

Métpa €KTOKTNG AVOYKNG . Amogevyete kGOe mepit Ekbeo.

6.1.2. T Gtopa mov TPocPipovy TPMOTES Pordeieg

Agv vrdpyovv emmAéov TANpopopieg

Aev vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovy emmA£ov TANPOPopieg

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 7: Xepiopog kon arodnkeoon

Agev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

BAéne tuqpa 1.

TMHMA 8: ‘Eieyyog tng ék0eong/atopiki npoctacio

8.1.1 EOvikég oprakis Tipég emayyshpotikig £k0eong Kot froloyukés oprokis Tipnég

Aev vrdpyovy emmAfov TANpoPopieg

8.1.2. ZunieTdpEvEg d10d1Kacics Tapakorovdneng

Aev vrdpyovv emmAéov TANPoPopieg

8.1.3. Zympatifovrar sToygia pdravens tov afpa

Aev vrdpyovy emmAfov TANpoPopieg

8.1.4. DNEL ka1 PNEC

Agv vrdpyovv emmAéov TANpoPopie

8.1.5. Ieproyés eréyyov

Aev vrdpyovy emmAfov TANpoPopieg

8.2.1. Katarinkot pnyovikoi £reyyor

Katalinior pnyovukoi éreyyor:
Awnpniote og kaAd e&aepilopevo xdpo. ZuviBwg amotteitonr GOGTNHE YEVIKOD UNXOVIKOD EEAEPIGHOD TOV YDPOV.

8.2.2. ATOpKOG TPOOSTATEVTIKOG £E0TAMGPOG

8.2.2.1. TIpooTucio TOV HUTIAV KUL TOV TPOGAHTOV

Agv vdpyovv emmALoV TANPOPOpPiEg
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8.2.2.2. llpoctocia déppatog

IIpootacio Tov déppatoc:
oS8 epyasTnpiov

Ipootacio TOV (ePLOV:
IIpoototevTiKd yavtio

8.2.2.3. IIpooTocio TOV UVATVEVGTIK®OV 060GV

Agv vrdpyovy emmA£ov TANPOPopieg

8.2.2.4. Ogppkoi kivovvor

Agv vrdpyovv emmAéov TANpoPopies

8.2.3. OproBétnon ko TapakorovOnon g neprfariovroroyikis ékOeong o€ Kivovvo

Agv vrdpyovy emmA£ov TANPOPopieg

TMHMA 9: ®vuo1kég Kot (NUIKEG 1010TNTEG

9.1. Zroygia Yo TG fUGIKES QUOIKES KA YNUIKES 1O10TNTES

Duown Kotdotoon T Zteped
APDOUOL © Mn dwbéopo
Epepdvion T Xkovn.

Oopny : Mn dwbéopo
Op1o ooung © Mn dwbéopo
Enpeio th&ewg © Mn dwbéotpo
Enpeio m&ewg © Mn dwbéorpo
Enpeio Bpacpod : Mn dwbéopo
Evpiextomra © Mn dwbéorpo
Opra kvdvvov ekpnéemg 1 Aev oydet
Xoaumiotepo 6pro kpnéng 1 Aev oydet
AvdTato 6plo ekpnEpoTntog T Agvioydet
Enueto avapreéng 1 Aev oydet
Bgeppokpacio avtavaereéng 1 Aev oydet
Beppokpacio arocHvieong : Mn dwbéopo
pH : Mn dwbéopo
Awddopo pH : Mn dwbéopo
1EDdeC, KIvepoTicog (1) . Agv oybdel
AwAvtomzto : Nep6:<0.1g/l
ZUVTEAEOTNG KOTAVOUNG GE MELY IO N-OKTOVOANG/VEPOD : Mn dwbéopo
(Log Kow)

Tdon otumdv : Mn dwbéopo
ITieon atpov oe Beppokpocio S0°C : Mn dwbéopo
IMukvomta : Mn dwbéopo
ZYETIKN TOKVOTNTA : Mn dwbéopo
ZyeTIkn TokvOTNTA ATU®V 6TovG 20°C T Agvioydet
Méyebog copatidiov : Mn dwbéopo

9.2. Aowréc TAnpogopisg
9.2.1. IIAnpogopics 6YETIKA PE TIC KLAGELS PUGIKOD KIVdVVOL
Agv vrdpyovv emmAéov TANpoPopieg

9.2.2. AMA0 (OpOKTNPIGTIKA a6QUlLeiag

Aev vrdpyovy emmAfov TANpoPopies

TMHMA 10: Z100gp4TNTO KOL OVTIOPOCTIKOTITO.

10.1. AvnidpacTiKoTnTa

2100epd VIO KAVOVIKEG GUVOTKEG.
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Cortisone acetate
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomomdnke omd tov Kavoviouod (EE) 2020/878

Agv vdpyovv emmAfov mANpoPopieg

Kavévag yvootog/-1/-6.

Agv vrdpyovy emmA£ov TANPOPopieg

Kapio og kavovikn ypnon. BAéme tunpa 7.

Ortav Beppaivetat p€ypt Tov onpeiov SIUOTOONG, EKTEUTEL EMKIVOVVOVG KOTVOUG.

TMHMA 11: To&koroyikég TANPOPOPiES

1.1 Tlinpogopiss yio T TiEeis Kivdivov, 6mos opilovas otov kavovios (BK) api®. 12722008
Oé&ela to&icodmta (amd cTOHUTOC) : Mn tag&vopnpévog (EAreipatikd dedopéva)

Oé&ela to&ucot o (SeppoTiKn) : Mn tag&vopnpévog (EAeipatikd dedopéva)

Oé&ela to&ucdmra (avamvon) : Mn tag&vopnpévog (EAreipatikd dedopéva)

AGBpmon kot epebiopdg Tov dEppatog : Mn tag&vopnpévog (EAdeipatikd dedopéva)

ToPapn opOoipkn BAAPN/epedionog © Mn ta&wopnuévog (EArepatikd dedopéva)

EvatsOnronoinen tov avanvevstikon 1 © Mn taé&wopnpévos (Baoet tov dabéciumv dedopévav, ta kptripta Taévounong dev mAnpovvrat)
gvaucOntomoinom Tov d€ppatog

MetaAro&ryéveon YEVWNTIKOV KUTTAP®OV © Mn tag&wvopnpévog (EAreipatikd dedopéva)

Kapxwoyéveon : Mn tag&vopnpévog (EAreipatikd dedopéva)

To&wdmTa Y100 TV Avemepoy®yn © Yronto yio mpoxkAnon PAAPNG ot yovipdta 1 60 EuPpuo.

Ewdu to&wotnta ota dpyava-ctoyovg (STOT) — © Mn ta&wvounpévog

gpamag £xbeon

Ewdu to&wotnta ota dpyava-ctoyovg (STOT) — © Mmnopei va mpokodéoel PAafeg ota Opyava VoTepa 0md TopaTETANEVN 1) ETAVERLUEVT EkBeoT).
emavelnupévn ékbeon

Enucvéovotnto avappdenong 1 Mn ta&wvopnpévos (Baoet tov dabéciov dedopévav, ta kptripta Tagvounong dev TAnpovvrat)

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 12: Owoloyikég TANpopopisg

Owoloyia - yevikd 1 Aev nopovcidlet Wiaitepo kivduvo yio to TepBarlov.
Emucivéuvo yia to vddrvo mepiarlov, Bpayunpdbecpog @ Mn tagvounpévog

(0809)

Emucivéuvo yia to vddrvo mepidrlov, pakponpdbecpog : Mn tagvounpévog

(xpéviog)

Agv vrdpyovv emmAéov TANpoPopieg

Agv vdpyovv emmAfov mANpopopieg

Agv vdpyovv emmAfov mANpoPopieg
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Agv vdpyovv emmAfov mANpoPopieg

Agv vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovy emmA£ov TANPOPopieg

: ZroyEia oYeTIKA pe TN d1d0gon

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA IE T LETAPOPD.

Xopeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpég OHE 1 apOpog TovtdtTnTOag

Agv 1oy0et ‘ Agv 1oy0et | Aev 1oybdet

14.2. Oweia ovopacio arostolig OHE

Aev 1oy0et ‘ Aev woydet | Agv et

14.3. Taén/-e1g KivdOvov KaTd T PETOPOPA

Aev 1oydet ‘ Aev 1oy0et | Aev 1oybdet

14.4. Opédoa ocvokevaciag

Agv 1oy0g1 Agv 1oyvet Aev 1oyder

14.5. Tlep1failovTiKi] ETKIVOVLVOTNTO

Aev 1oy0et ‘ Aev woydet | Agv et

Agev vrapyovv emmAéov Stabéoipueg TANpoopieg

Eniyewo petagopa
Aev woyvet

peToQopd péom Boracong
Agev 1oy0et

Evoépuo petagopd
Agev 1oy0det

Agev 1oy0et
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TMHMA 15: Xtovyeio vopo0eTikov yopaKTipo

15.1. Kavovicpoi/vopoOecio 6yeTikd pe TV 06QAaAELN, TNV VYEIO KO TO TEPLBAALOV VIO TNV OVGIA 1] TO pEIYHO
15.1.1. kavoviopoi EE

Hapaptnpae XVII Too REACH (IIpoimobéceig mepropiopov)

Aev nepihappaveton oto [Moapapmuo XVII tov REACH

Hopaptpae XIV Tov REACH (Katdhioyog ad€1080tn01G)

Aev meptrapfavetat oto Mapapmpa XIV tov REACH (Katdioyog adeioddtong)
Kataroyog vroyigiov oveidv REACH (SVHC)

Aev nepthapfavetor otov Katdloyo vroyneuev ovoiwv REACH

Kovoviopég PIC (EE 649/2012, IIponyovpevn cvvaivesn petd amd svnpuépoon)
Aev gpappoletat.

Kavoviopég POP (EE 2019/1021, "Eppovol opyavukoi pomor)

Aev gpappoletar.

Koavoviopéc mepi e&ac0évnong Tov 6Lovrog (EE 1005/ 2009)

Aev meptlapfaveTol 6Tov KatdAoyo ovoumv mov e&acbevilovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopdg mepi ekpnkTik®v tp6dpopmy ovordv (EE 2019/1148)

Aev mepiéyet kapio ovoio(eg) mov meprapfdvetaroviat) 6Ttov Katdroyo Tpddpopuav ovoldv ekpnktikav (Kavoviopog EE 2019/1148 oyetikd pe v epmopio. kot
™ ¥XPNOT TPOSPOLUOV OVGLDY EKPTKTIKMDV)

Kovoviepég mepi mpodpopmv ovoidv vapkotik®dy (EK 273/2004)

Aev mepiéyel ovoia(eg) mov mepAapfaveTar(ovial) 6Tov KatdAoyo Tpodpopmv ovotdv vapkaTik®v (Kavoviepog EK 273/2004 oyxetikd pe Tig mpddpopeg ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dwuraterg
Aev vrdpyovy emmAfov TANpoPopieg
15.2. A&orhoynon ymuikig ocQaielog

Agv vrdpyovv emmAéov TANPOPOpieg

TMHMA 16: AlLheg TANPOQOPiES

Emoipaven alhaydv:
[pocdroptopds ovoiag/petypatog kot etarpeiog/emyeipnong. Ta&vopunon g oveiog 1) Tov pelyLoTog.

M peg keipevo ppacswv H ko EUH:

H361 “Yronto yio mpoxkAnon PAAPNG ot yoviudta | 610 EuPpuo.

H373 Mrmopei va tpokarécetl PAAPEG oTa Opyava VOTEPE OO TUPATETUUEVN 1| ETAVEANUUEVT EkOEDT).
Repr. 2 To&wdmTa TNV avorapaywyn, katnyopia 2

STOT RE 2 Edun to&ucotnta o€ Opyova-otoyovs Votepa amd exovelnupévn ékbeon, konyopio 2

Agltio Asdopévov Acpaleiog (AAA), EE

ATIOTIOIHZH EY®NHZX Ot mAnpogpopiec mov mepiéyovial o€ avtd 1o dertio mpoépyovtal amd myég Tig onoieg Oewpodpe a&dmotec. [Tapdro avtd, divovton
xopig kapio eyydnon, pnm M dppnn, yro mv axpifetd Tous.
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