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

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia

Ovopo ovoiag . Dexamethasone

Kodwog mpoidvtog : 201600266

Svvdvopo . Dexamethasone, salts, hydrates, isomers and impurities where applicable

1.2. Zovogeic mpocdtopillopeEveg YPNGELS TS OVGIAG 1] TOV PEIYIOTOG KOL OVTEVOELKVOOIEVES YPNOELS

1.2.1. Zyenikéc mpofhemdpeveg ypNosig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTVLEN KoL TNV ETAYYEALATIKY EKTAIBEVOT).
Xpnion g ovciag/Tov peiypotog : Mobvo Yo emaryyeApaTIKn YpHon
Katyopia Aettovpyiag 1| ypnong : Xnukég ovoieg epyactnpiov

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

1.3. Zroyeia Tov TpopunBcvT) TOV dEXTiOV dEdopiveV acPadsiag

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. Ap1Opiog THAEQ®OVOL EMETYOVGAS AVAYKNG

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piopog EMKIVOUVOTNTOS

2.1. Ta&woépnon s oveiag 1| TOV pEIYRATOG

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

To&wdmta TNV avamapayoyn, Katnyopio 2 H361
Ewwn to&ikodma o€ Opyava-ctdxovs Hotepa and exavellnupévn ékbeon, H373
Katnyopio 2

IIpeg keipevo tov nhmoemv H ko EUH: BAéne tunqpo 16

AvemOOpunTEg QUOIKOYNMKES EMOPAGELS, KAODG Kot EMIPAGELS 6TNV 0vOpOTTIVY VYl Ko 610 TEPIfaiiov

Amopacn HESH KPioNG EUTELPOYVOUOVEOV KOl OTTOSEIKTIKNG 10YVOGC.

2.2. Zroyeio eTIKETOG

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

GHS08
Ipogworomtiky AéEn (CLP) : IIpocoyn
AnAdoelg emkvovvomtag (CLP) : H361 - "Yronto yio mpdxinon BAGPng otn yovipdtea 1) 60 £uppvo.
H373 - Mnopei va tpokoréoet PAGBES oTa Opyave. VOTEPO 0O TAPOTETOUEVT ) EMOVEIANULUEVT
éxBeon.
Anidoeilg Tpopvriaéng (CLP) : P201 - Epodiaoteite pe i £181k€g 00nyieg Tpwv amd ) ypnon.

P202 - Mnv 1o ypnoytomomoete Tpv StaPAcEeTe Kot KATOVONGETE TIG 0dNYieg mpo@Oraéng.
P260 - Mnv avanvéete okovn/avabupidoels/aépio/otayovidio/atois/eKVEPMLOTA.
P280 - Na popdrte mpootatenTikd yEvTio/TpooTatevTicd evovpaTo/LEGo 0TOMKNG TPOGTAGIAG Yo TO.
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AT/ TO0 TPOGMTO/TAL QVTLAL.
P314 - ZvpuBovievdeite/Emokepbeite yotpd edv ocbavbeite adiabeoia.
P405 - durdooetor KA mpévo.
P501 - Awdbgomn tov Tepieyopévon/mepiéktn o€ onpeio cLAAOYNG emkivdLVeV 1} £181IKGOV amofAntmy,
GOUPOVOL [LE TOVG TOTIKOVG, TEPIPEPELOKOVS, £BVIKOVG 1/Kat diebvelg Kavovicpovs.
INpovon cOppova pe: eEapeital 1 E0OTEPIKT CLCKEVAGIN, Ta TEPLEXOHEVA TNG omoiag dev vepPaivovy Ta 10ml
Ewovoypdppata kvdvvov (CLP) :

GHS08

Agv vrdpyovv emmAéov TANpopopieg

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

Ovopa AvayvopoTikog Kodikos | % Kararaén copeova pe v odnyia
TPOiOVTOG 1272/2008 EK [CLP]
Dexamethasone - <100 Repr. 2, H361
STOT RE 2, H373

TIMpeg keipevo tov rdoewv H ko EUH: BAéne tpnpa 16

Aev 1oy0det

po. TPAOTAOV Ponderdv

Métpa tpdTav Pondetdv netd and emaer pe 10 dEPO : KoBapiote ™ peyarvtepn dvvarh mocdmra okovmilovidg ) (kabapd Kot LoAako amoppoenTikod
Tavi).
Métpa npdtav fondetdv HeTd amd emaen 1e o LAt . Eemlovete to. patia pe vepod yuo Aoyouvg acpodeiog.

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vadpyovy emmAfov TANpoPopieg

TMHMA 5: Métpa yio TV KOTOTOAEPN 06N TG TVPKAYLOG

KatdAnka péca mopdcPeong : KovuBépta nupdcPeong.

Kivévvog mopkayiag : BMéme tpnpo 2.2.

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

6.1.1. I TPOcOTIKO GLLO a6 TO TPOSCMOMUKG EKTAKTNG 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: ‘Eleyyog tng ék0eong/atopiki npoctacio

8.1.1 EOvikég oprakis Tipég emayyshpotikig £k0eong ko frohoyukég oprokés Tipé

Aev vrdpyovy emmAfov TANpoPopieg

8.1.2. ZunieTdpEvEg d10d1Kacics Tapakorovdneng

Agv vrdpyovv emmAéov TANPoPopieg

8.1.3. Zympatifovrar sToygia pdravens tov afpa

Aev vrdpyovy emmAfov TANpoPopieg

8.1.4. DNEL ka1 PNEC

Agv vrdpyovv emmAéov TANpoPopieg

8.1.5. Ieproyés eréyyov

Aev vrdpyovy emmAfov TANpoPopieg

8.2.1. Katarinkotr pnyovikoi £reyyot

Katalinior pnyovukoi éreyyor:
Awnpniote og kaAd e&aepilopevo xdpo. ZuviBmg amotteitor GOGTNHA YEVIKOD PNyovikoD) eE0EPIGHOD TOV XDPOL.

8.2.2. ATOpKOG TPOOSTATEVTIKOG £E0TAMGPOG

8.2.2.1. TIpooTucio TOV HUTIAV KUL TOV TPOGAHTOV

Agv vdpyovv emmAfov mANpopopieg
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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 TANpoPopieg

8.2.3. OproBétnon ko TapakorovOnon g neprfariovroroyikis ékOeong o€ Kivovvo

Agv vrdpyovy emmA£ov TANPOPopies

TMHMA 9: ®vuo1kég Kot (NUIKEG 1010TNTEG

9.1. Zroygia Yo TG fUGIKES QUOIKES KA YNUIKES 1O10TNTES

Mopon T Zteped
APDOUOL © Mn dwbéopo
Epepdvion T Xkovn.

Oopny : Mn dwbéopo
10p1o ocudv © Mn dwbéopo
onpeio Méng / meproyn TENS © 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
Yynmiotepo 6pro ékpnéng 1 Aev oydet
Enueto avapreéng 1 Aev oydet
Bgeppokpacio avtavaereéng 1 Aev oydet
Beppokpacio didonacng : 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 dwbéorpo
(Log Kow)

ITieon atpov : Mn dwbéopo
ITieon atpov oe Beppokpocio S0°C : Mn dwbéopo
IMukvomta : Mn dwbéopo
ZYETIKN TOKVOTNTA : Mn dwbéopo
ZyeTIKT 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 TANpoPopieg

TMHMA 10: Z100gp4TNTO KOL OVTIOPOCTIKOTITO.

10.1. AvnidpacTiKoTnTa

2100epd VIO KAVOVIKEG GUVOTIKEG.
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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

Oé&ela to&cdmta (amd cTONUTOC)
Oé&ela to&ucot o (SeppoTiKn)
Oé&ela to&ucdmra (avamvon)

: Mn tagvopnpévog (Baoet tov dabéciov dedopévav, ta kpttipta Tagvounong dev TAnpovvrat)
: Mn tag&vopnpévog (EAeipatikd dedopéva)
: Mn tag&vopnpévog (EAreipatikd dedopéva)

Dexamethasone

LDS50 and tov otdpatog o€ apovpaiovg

>3000 Ap. RTECS TU3980000

AGBpmon ko epediopog Tov déppatog

ZoPapn opOaipkr BAGPN/epebionog
EvawsOnronoinon tov avomveuotikod 1
guaednToToinon Tov SEPUATOG

MetaAho&ryéveon YEVWNTIKOV KUTTAP®OV
Koapkwvoyéveon

To&wodTTa Yo TNV aVaTopoyyn

Ewum to&wotnto ota dpyava-otoyovs (STOT) —
epanag £xbeon

Eww to&icomra ota opyava-otoyovs (STOT) —
emovelnppévn €xbeom

Enmkivduvomra avappoonong

© Mn ta&vopnpévog (EAepatikd dedopéva)
: Mn ta&vopnpévog (EArepatikd dedopéva)
1 Mn ta&wvopnpévog (EAeparticd dedopéva)

© Mn taé&wopnpévos (Baoet tov dabéciumv dedopévav, ta kptripta Ta&vopnong dev mAnpovvrat)
© Mn ta&wvopnpévog (EAreipatikd dedopéva)

: 'Yrmomto yu mpoéxkAnon PAARNG ot yovipodmta 1) 6to Eufpuo.

: Mn ta&vopnpévog (EAreipatikd dedopéva)

© Mmopei va tpokorécel BAAREG oTa Opyova VOTEP MO TAPATETAPEVN 1| ETAVERUUEVT EkBeTT).

: Mn taé&wvopnuévog (Advvapio GuAROYAG SESOUEVMV Y10l TEXVIKOVG AOYOUG)

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 12: Owoloyikég TAnpo@opisg

Owoloyia - yevikd

Emkivduvo yio to vddtvo meptBaiiov, Bpayvmpddecog

(0&09)

Emikivduvo yio to vdativo meptBailov, pakporpodeciog

(xpéviog)

© Aev mopovcidlet Waitepo Kivouvo yio to mepBaiiov.
© Mn tag&wvopnpévog (EAeipatikd dedopéva)

© Mn ta&wvopnpévog (EAreipatikd dedopéva)

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg
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Agv vdpyovv emmAfov mANpoPopieg

Agv vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovy emmA£ov TANPOPopieg

Agv vrdpyovy emmA£ov TANPOPopieg

TMHMA 13: Xtovyeia oyeTika pe T 0100gon

Agev vrdpyovy emmAfov TANpoPopieg

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

Yopeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpéc OHE 1 apOpog TavtotnTog

Aev oy0et Aev woyvet Aev woyvet

14.2. Oweia ovopacio arostolig OHE

Agv 1oy0gt Agv 1oyvet Aev 1oyder

14.3. Taén/-e1g KivdOvov KaTd TN PETAPOPA

Agv 1oy0et Aev 1oy0et Aev 1oybdet

14.4. Opéoda cvokevaciog

Agv 1oy0et Agv 1oy0et Aev 1oydet

14.5. TleprpailovTiKi} emKIVOLVOTNTO

Aev oy0et ‘ Aev woyvet | Agv woyvet

Agv vrdpyovv emmAéov dobéaieg TAnpopopies

Eniyewo petagopa
Aev woyvet

peTOQopa péocw Barhacong
Aev 1oy0et

Evaépra petagopd
Agev 1oy0et

Agv 1oy0et
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TMHMA 15: Xtovyeio vopo0eTikov yopaKTipo

15.1. Kavovicpoi/vopoOecio 6yeTikd pe TV 06QaAEL0, TNV VYO KOl TO TEPLBAALOV Y10 TV 0VGiA 1] TO peiypa
15.1.1. kavoviopoi EE

Hapaptnpa XVII Too REACH (ITpoimobéceig mepropiopov)

Aev nepihappaveton oto [Moapapmuo XVII tov REACH

Hopapmpa XIV 100 REACH (Katdloyog ad£1060TNn01|G)

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

Aev nepthapfavetor otov Katdroyo vroyneiev ovcliov REACH

Kavoviopég PIC (EE 649/2012, ITponyoduevn cuvaivesn petd omé evpépmon)
Aev gpappoletat.

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

Aev gpappoletor.

Kavoviopdg mepi e€aodévnong Tov 6Lovrog (EE 1005/ 2009)

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

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

Aev nepiéyet kapio ovoio(eg) mov neprrapfdvetoi(ovtar) 6tov Katdroyo npddpopmv ovoldv ekpnktikav (Koavoviopos EE 2019/1148 oyetkd pe T eumopio kot
™ ¥XPNOT TPOSPOLUOV OVGLDY EKPTKTIKMDV)

Kavoviopiog mepi mpodpopmv overdv vapkotikadv (EK 273/2004)

Aev mepiéyel ovola(eg) mov mepAapfaveTar(ovial) 6Tov KatdAloyo Tpodpopmy ovotdv vapkeatik®v (Kavoviopog EK 273/2004 oyetikd pe T Tpddpopes ovaieg
VOPKOTIKOV)

15.1.2. EOvikég drotaserg

Aev vrdpyovy emmAfov TANpoPopieg

15.2. A&orhoynon ymuikig ocQaielog

Agv vrdpyovv emmAéov TANPOPOpieg

TMHMA 16: AlAheg TANpOQOPiES

peg keipevo ppacewv H ko EUH:

H361 "Yronto yuo mpéxinon BAAPNg ot yovipodmta 1 6to £uppvo.

H373 Mmnopei va. tpokarécet BAABES oTa Opyova VOTEPA OO TAPOTETAUEVT | EROVEIANUUEVT EKOEGT.
Repr. 2 To&wodmta oty avaropayoyn, katnyopio 2

STOT RE 2 Ewdum to&ucotnta 6 Opyova-otod)ous VoTepa omd enovelAnupévn ékbeon, kotnyopio 2

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOITOTHXEH EY®NHZX Ot mAnpo@opieg mov TePLEYOVTaL 6€ aVTO TO SEATIO TPOEPYOVTUL 0O TTNYEG TIG 0Toieg Dewpovpe agomiotes. [Tapdra avtd, divovtot
XOPIG Kapio gyydnon, pnty N appnTn, Yoo TV aKpifeid toug.

31/01/2023 (Huepopmvia ékdoong) EL (eMnvicd) 717



