COUNCIL OF EUROPE .
edom = Hydrocortisone

European Directorate | Direction européenne
for the Quality | delaqualité

Agltio Agdopévev Acpaleiog
of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE 'EUROPE ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tponomomOnke amd tov Kavoviepo (EE) 2020/878
Hpepopnvia ékdoong: 03/04/2023 evnuépwon: 13/12/2023  Avtikabiotd Ty £kdoon: 03/04/2023  exdoyn: 2.0

TMHMA 1: IIpoco10piop6g 0vGiog/peiypatos Ko ETapeiog/emysipnong

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog . Hydrocortisone
Xnuwn Ovopacio . Hydrocortisone
Kodiodg mpoidvtog 1 201600462

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

1.2.1. Xyetkéc mpoPrenopeveg yproerg

Kbpu katnyopia ypnong . To mpoidv mpoopileTar yio TNV £pevva Kot avamtuén Kot TV EXayyELLOTIKY eKTaidgvon.
Xpnon g ovoiog/Tov peiypotog : Movo yo emoryyehaTiky xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg yposig
Teplopiopoi oty xpron : Mn ypnowonoteite : Katdmoon, Eonvony, Aeppoticd

1.3. Ztoyeia Tov TpopunOcvTi) TOL dEXTiOV dEdOPEVEOV GPaLEiag

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 Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I[1p0oco10piopog eMKIVOUVOTNTOS

2.1. Ta&wvoépnon TG ovoiog 1| TOL pelypoTog

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

To&wodmta otV avamopayoyn, katmyopio 1A H360Df

Ewu to&ucotnta 6 Opyova-oToYous VoTEPa amd ETOVEIANUpEVT EKOEDT, H373

Kotnyopia 2

ITAnpeg keipevo tv niocewv H ko EUH: BAéne tpnpo 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPIPdALOV

ATOQOoT LEG® KPIoNG EUTEPOYVOLUOVOV KOl OTOSEIKTIKNG LGYVOGC.
2.2. Xroyyeia eTIKETOG

Xapoxktnpiopog copeava pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kivovvov (CLP)

GHSO08
Ipogworomtikn AéEn (CLP) . Kivduvog
AnAdoelg emkvdvvottag (CLP) : H360Df - Mnopei va Brayet to Eufpvo. Yronto yuo tpdkinon BAAPng ot yoviudtnta.
H373 - Mnopei va mpokarécetl PAGPeG ota Opyavo VOTEPA OO TOPAUTETALEVT 1) ETAVEIANUUEVT
£xbeon).
AnAdoeilg Tpoeviaéng (CLP) . P201 - Epodiaoteite pe t1g £101kéG 0dnyieg mpv amd T xpnomn.

P202 - Mnv 10 ypnoyonomioete mpv StofGoETe Kol KATOVONGETE TIG 0d1yieg TPoPOAAENG.
P260 - Mnv avoanvéete okOVN/avabupdcels/aépio/cToryovidia/ ooV EKVEPMLATOL.
P280 - No popdte TpOoTATEVTIKA YAVTIO/TPOCTATEVTIKA EVEVLLOTO/ LEGO OTOMIKNG TTPOGTAGIOG Y10 TOL
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Hydrocortisone
Agltio Agdopévev Acpaleiog

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

LAT10/T0 TPOCMOMO/TO AVTIAL.
P314 - ZvpPovlrevdeite/Emoxeqbeite yotpd eav ocbavieite adiabecia.
P405 - dvrdooetar KA ®pEVO.
P501 - AudBeon tov mepieyopEvou/nePIEKTN o€ oNUEI0 GVAAOYNG EMKIVELVMV 1) £181KOV amofAnTmv,
GOUPOVO L€ TOVG TOTKOVG, TEPLPEPELOKOVS, £BVIKOVG /Kot Sebvelg KovovioHove.
Trpovon cOpeove. pe: Ealpeital 1 E0MTEPIKT GLOKELAGIN, TO TEPLEXOUEVE TN omtoiag dev vepPaivovy Ta 10ml
Ewovoypappoata kvdovov (CLP) :

GHS08

2.3. AlLot Kivovvolr

Agev vdpyovv emmAéov TANPOPOpieg

TMHMA 3: Z0vOeon/TApoQopies Y10 TO GVGTATIKG,

3.1. Ovoieg
Ovopa AvayvopieTiKog KOOIKOG % Kararaén cdopeova pe tnv odnyia
TPOioVTOG 1272/2008 EK [CLP]
Hydrocortisone - <100 Repr. 1A, H360Df
STOT RE 2, H373

ITApeg keipevo tov nidcewv H ko EUH: BAéne tunpa 16

3.2. Meiypata

Aev 1oy0et

TMHMA 4: Métpa apdtov fonbsiov

4.1. lleprypoon péTpov TpOTOV fondermrv

Métpa tpdtev Bondeidv petd and elomvon : Bydte tov nobovta otov kabapd aépa. AQoTe TO GTOHO TOL TPOSPANOnKe va avarvevoet kabapd
aépaL.

Métpa tpdtev Bondeidv petd omd enapn pe To dEpuo : KoBapiote ™ peyaivtepn duvorh mosdtnto okovmilovtdg m (kabapd Kot Lodakd amoppoenTikd
mavi). [TAWvete pe debovo vepd Kot amoppuTaVTIKO.

Métpa tpdTev Bondeidv Hetd amd exapn e To LATIoL : Eemlovete pe vepd kpatdvtog to BAEQapa Kakd avoryTd.

Métpa tpdtev Bondeidv petd omd katdmoon : Eemhovete 1o otopo. Ewdu wtpucr mapokorovbnen. Evééyetar va cvotdel mapatetapévn wtpikn
moapakolovdnon.

4.2. TnpavTIKOTEPO. GUUTTONATO KOL ETLOPACELS, ANEGES 1| PETAYEVEGTEPES

ZOUTTOUOTO/EMOPACELS 1 BAaPeg oty vyeio evoéyetot va elpovioTovv pe kabvotépnon.

TZOUTTOUOTO/ETOPAGELS LETH OO EI0TVON . Avemopkn dedopéva.

ZOUTTOUOTO/ETOPACELS LETH OO EMAPT| LLE TO OEPUOL . Avemopkn dedopéva.

ZOUTTOUOTO/EMOPACELS LETA OO EMAPT] LLE TOL LOTIOL . Avemopkn dedopéva.

ZOUTTOUOTO/ETOPAGELS LETA 0T KOTATOOT ;. Ta ocvpuntdpoto evdéyetor va ivor (AN, Kepaiokyies, vouTio Kot 0T®AELN GUVTOVIGUOD.

4.3."Evé€1&n omo1a60NToTE AMOLTOOPEVIG GIESTG LUTPIKIG PPOVTIdUG Ko 181K g Ogpameiog

Toppovievbeite/Emokepbeite yotpo. Eav eivar duvatd dei&te avtd to g0 acpoleiog, ki av Oyl dei&te T cvokevacia 1) v etikéta. Evepyn ovoia.
DapUOKELTIKO TPOTOV.

TMHMA 5: Métpa yio. TNV KOTOTOAEPN 0N TS TVPKAYLAG

5.1. TvpocPestika péca

Katdhnia péoa mopdofeong : KovBépta mupdoPeong.
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Hydrocortisone
Agltio Agdopévev Acpaleiog

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

Kivévvog mopkayidc : BAéme tunpa 2.2.

Métpa Y10 TV KOTOTOAEUNGT TG TUPKOYLOG : Xpnowomromote péca KotdoBeons katdAnia yio v tepiparlovca TopKayid.

TMHMA 6: V¥ ! MTOGC OKOVC

Tevikd pétpa 1 Amo@iyete TV Gpeom enoen| pe o Tpoidv. Mnv avomrvéete
oKOVI/avabvdcels/ aépia/oTayovidie/aTOVS/ EKVEPDLATO.

6.1.1. I'a TPpoc®TIKG GALO 07O TO TPOGMOTIKO EKTAKTNG UVAYKNG
Métpa éktaxtng aviykng . Qopdte KATAAANLO TPOGTATEVTIKO POVYIGHO, YAVTIO KOt TPOGTOGIA Yo To. HdTia Kot T0 Tpdommo.
6.1.2. T Gtopo mov TPpoceépovy TpdTES fondereg

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

MébBodot kabapiopon 1 Zryovpéyrte, 0TL Ta. anoppipato Oo TEPIGVAAEYOVV kot Bo amoBnkevTovy acearés. Kobapiote

TpooekTikd. [TAOVETE ToL VITOAEILHOTA TOV OEV PTOPEITE VO AVOKTNOETE HE : ALIAVHO VTOYA®PLDIOVG
vatpiov.

Agv vrtdpyovv emmAéov TANpopopieg

T : G Kol 0ro01kevon

Emumiéov kivduvor katd v eneéepyocio 1 E@iotdton eniong n mpocoyn tov xpnotn 61oug mhavois Kvdhivoug Tov EVUTAPYOLY 6TV Tepintmon

OV TO TPOTOV ypnoomondel pue tpdmo mov opileTar amd TG KATUOKEVAGTIKES TPOSLOYPAPES.
TIpopurdels yio acpor} xeipiopd 1 Xpnolonomote 10 TPoidy Le TPOocoxN). ATOPUYETE TNV GUECT| ETAPN LE TO TPOIdV. ZTO HETPO TOV
duvatov 1 xpomn TOL TPOIOVTOG TPEMEL VAL YIVETAL GE EPYACTNPLOKT KOOV.
Meétpa vyiewvng : Xpnon tov mpoidvtog pe ophn fropmyovikn vyewn Kot dtadikacieg ac@oAeiog.

Teyvikd pétpo : ZUUOPPMDELTE e TOVG 1YVOVTEG KAVOVIGHOVG.
TovOnkeg @OAUENG : QuldooeTat KAEWMLEVO.

BAéme tunpa 1.

"Ereyyog Tn¢ £k0eong/aTopki) TpocTocic

8.1.1 EOvikég oprokés Tipés emayyeipotikig £k0eong ko frohoyukég oprokés Tipég

Agv vrdpyovv emmALOV TANPOPOPIiES

8.1.2. ZuvioTOpEVES S1001KOGiES TOPAKOLOVONONG

Aev vdpyovv emmAéov TANpoPopieg
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Hydrocortisone
Agltio Agdopévev Acpaleiog

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

8.1.3. Zymparilovrar otoygio pHmaveong tov aépo

Aev vrdpyovv emmAéov TANpogopieg

8.1.4. DNEL ka1 PNEC

Agv vrdpyovv emmAéov TANpopopies

8.1.5. Ileproyéc eréyyov

Agev vdpyovv emmAéov TANpoPopieg

8.2."ELeyyor £ék0gong

8.2.1. Katdiinkor pnyavikoi Eheyyor

Kotdiinhor pnyavikoi éleyyou:
Awnpriote og KoAd eEaeplopevo xdpo. XpnoYLOTOlEiTe ATOKAEIOTIKA GE KAEIGTN YOGV Le EVOOUATOUEVO @iATpo. DidTpo aepocmpaTidimyv vyning
amoteieopatikomtag (HEPA filter).

8.2.2. ATopKOG TPOGTOTEVTIKOG EE0TAMGPOG
8.2.2.1. IIpocTucio TOV POTIAOV KL TOV TPOGHTOV

Mpootocio 0@Bain®V:
Ipooctatevtikd yvaiid. DIN EN 166

8.2.2.2. [Ipoctacio Tov déppatog

IIpootacia Tov déppoatoc:
Xpnowonoteiote TpooTatevTikd povyicpd Yo ynpikd. DIN EN 13034

Ipootacio TOV yePLOV:
IpootatevtiKd yavtio avBektikd oe ynukd tpoiovta. ISO 374-1
8.2.2.3. [IpocTucio TOV AVOTVEVGTIKAOV 00OV

IIpootacio TOV OVATVEVGTIKAV 00GV:
Ye nepintoon anelevbépmong orovNg : paokes pe eiktpo yio okdves P3. DIN EN 140 & 149. Yypo mpoidv : Mdoka agpoidpatos. Popdte avamvenoTikn
GLGKELT G€ TEPinTOo £kBeong og aToDG/oKOVES/ 0EpOAD AT

8.2.2.4. Ogppikoi kivovvor

Aev vrtapyovv emmAéov TANPoPopieg

8.2.3. 'Eleyyor meprfarroviikig ék0eong

Agv vdpyovv emmA£ov TANPOPOpieg

TMHMA 9: ®vokég Kot YNUIKEG 10160TNTEG

9.1. Ztoyeia o TS facikéc QUOIKES KoL YNUIKES 1OL0TNTEG

Duowkn KoTdoToom 1 Zteped
APDULOL : Mn Swbéorpo
Epepdvion 1 Zkovn.

Oopun 1 Aevoyoetl.
Op1o oopng : Mn Swbéopo
Enpeio théewg : Mn Swbéopo
Enpeio méemg : Mn Swbéotpo
Enpeio Bpacpod : Mn Swbéorpo
Evopiektémra : Mn Swbéotpo
Opra ktvdvvov ekpn&emg 1 Aev oyvet
Xoaunidtepo 6pro Ekpnéng 1 Aev oyvet
AvdTato 0plo ekpnEpoTTog 1 Agvoydet
Enpeio avaereéng 1 Aev oyvet
Beppokpacio avTavapreing 1 Agv oydet
Bgppokpacio arocHvieong : Mn Swbéotpo
pH : Mn Swbéorpo
Adropo pH : Mn Swbéorpo
1EDdeg, Kvepoticdg (1) : Aev woybdel
AwdvtomTo : Nep6: 0,1 -1 g/l
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Hydrocortisone
Agltio Agdopévev Acpaleiog

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

2uvTedeoTNG KOTOVOUNG O pelypo N-0KTOVOANG/VEPOD : Mn dwbéoipo
(Log Kow)

Téon atumdv : Mn dwbéoipo
ITieon atpov ce Beppokpascio 50°C : Mn dwbéoipo
TTvkvémta : Mn dwbéoipo
TyeTIKN TOKVOTITOL : Mn dwbéopo
Zyetkn mokvoTnTa aTHAV otovg 20°C 1 Aev oydet
Méyebog copatidiov : Mn dwbéopo

9.2.1. IIxpo@opieg oyeTIKA pe TIC KLAGELS PVOLKOV KIVOUVOL

Agev vrdpyovv emmAéov TANpoQopieg

9.2.2. AAho YOPUKTNPIGTIKA 0.6QuLEi0G

Agev vrdpyovv emmAov TANPOPopieg

TMHMA 10: Xta0gpdtnTo Kot avIidpaoTIKOTNTO

2100epd VIO KAVOVIKEG GUVOTIKEG.

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrtdpyovv emmAéov TANPoPopieg

Kopio o kavovikn xpron. BAéne tuiqpa 7.

Orav Oeppaivetar péypt Tov onpeiov S1ACTAONG, EKTEUTEL EXIKIVEVYOVG KOTVOUG.

TMHMA 11: To&koroyikég TANPOPOPIES

Oé&ela to&icodmra (amd oToOHATOS) : Mn ta&wopnpévos (Baoet tov dtabéciumv dedopévav, ta kprripta Ta&vopnong dev mAnpovvrat)
Oé&ela to&ucdmra (Seppotin) : Mn ta&wvopnpévog (Mn coprepacpotikd dedopévor)
Oé&eia to&ucdmra (avamvon) : Mn ta&wvopnpévos (EAdepatikd dedopéva)
Hydrocortisone
LD50 and tov 6tdpatog 68 0povpaiovg > 2000 mg/kg
AGBpmon ko epediopdg Tov dEppratog : Mn ta&wounuévog (EMeparticd dedopévar)
ZoPapn opOarpkn PAAPN/epedionog : Mn ta&vounpévog (EAiepatikd dedopéva)
Evaisbntomoinem tov avamvevustikcov 1 1 Mn ta&vopnpévog (EAdeipatikd dedopéva)
gvoucOntomoinon Tov déppatog
Metalho&ryéveon YEVWNTIKOV KUTTAPOV : Mn ta&wopnpévog (Mn coprepacpatikd dedopéva)
Kapxwoyéveon : Mn ta&wopnpévog (EAetpaticd dedopévar)
To&wodmTa 6TV avamopay®Yn : Mmnopei va. Prdayet To Euppuo. "Yronto yia tpoxAnen PAGBNG ot yovipuodmTa.
Ewum to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn ta&vounpévog (EAepatikd dedopéva)
epanag éxbeon
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Hydrocortisone
Agltio Agdopévev Acpaleiog

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

Ewdu to&uwcotnta ota dpyava-otoyovg (STOT) — : Mmnopei va npokarécet BAGPeg ota dpyava DoTEP amd TAPATETOUEVN | EmavEANUUEVT EKOEOT.
emavelnupévn ékbeon
Enucvdovotnta avappdenong : Mn taévounuévos (Advvapio GVAROYNG SESOUEVMV YlaL TEXVIKOVG AOYOVG)

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 12: Owoiroyikég TAnpo@opisg

Owoloyia - yevikd : Emwivduvo amdpinta. Xpnoyonoteite katdAAnio doyeio andppiyng.

Emcivduvo yio to vdatvo mepiBdirov, Bpayurpdbecpog : Mn tadvounpévog (EAeyaticd dedopéva)
(0809)
Emcivduvo yio to vdatvo mepipdilov, pakporpodbespog : Mn tadwvounpévog (EAeyaticd dedopéva)

o

%
s\
o

<

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrapyovv emmAéov TANpoeopieg

Agv vdpyovv emmALoV TANPOPOPiES

Agv vdpyovv emmALov TANPOPOpie

Aev vdpyovv emmALov TANPOPOpieg

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 13: Ztorycio oyeTikd pe T o1adeon

Tomwr| vopoBesio (andpfinto) : Kotaotpéyte pe ac@aAn tpdmo GOUPMVO e TOVG TOTIKOVS/ €0VIKOVG KOVOVIGHOVG.

TMHMA 14: ITAnpo@opieg 6YETIKA IE TT| LETAPOPD.

Zopeovo pe ADR / IMDG / IATA
ADR IMDG TATA

14.1. Ap1Opéc OHE 1 apOpog TavtotnTog

Aev 1oy0et Aev woyvet Aev woyvet

14.2. Oweio ovopacio arostomig OHE

Agev 1oy0¢t Agv 1oy0¢t Agv woyvet

14.3. TaEn/-e1g KtvdHvov KOTA TN PETOPOPE

Aev 1oy0et Aev 1oy0et Agv woyvet
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Hydrocortisone
Agltio Agdopévev Acpaleiog

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

ADR IMDG IATA

14.4. Opado cvokevaciog

Agv 1oy0et | Agv woyvet | Agv woyvet

14.5. Ileprforrovtikn emKivovvoTnTo

Agv 1oyvet Agv et | Agv woyvet

Aev vrapyovv emmAéov dabéoies TAnpopopieg

14.6. Exdukég Tpo@uAa&els yia Tov ypiotn

Ermiysio petagopa
Aev woydet

petagopd pécm Boraoong
Agev 1oy0et

Evoépuo petagopd
Agev 1oy0et

14.7. @ardooreg peta@opég yHony cdppmva pe Tig Tpageig trov IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopoxtipa

15.1. Kavovicpoi/vopoOsecio oyeTikd pe Ty 06QaAEL0, TNV VYO KO TO TEPIPAALOV Yi0. TV 0VGIA 1] TO peiypa
15.1.1. kovovicpoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev teprapfavetat oto Mapapmmpoa XVII too REACH

Hopaptpe XIV tov REACH (Katdloyog ad£1006Tnong)

Aev neprappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)
Katdroyog vroynerov oveidv REACH (SVHC)

Aev teplapfavetol 6tov KatdAoyo vroynieuwv ovcuwv REACH

Kavoviopdog PIC (EE 649/2012, IIponyovpevny cuvaiveon petd amd evnuépmon)
Aev gpoppodletar.

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

Aev gpappoletar.

Kavoviopog mepi e€aodévnong Tov 6Covrog (EE 1005/ 2009)

Aev nepthapfdvetor otov Katdhoyo ovotdv mov e&acbeviCovy to 6Cov (Kavoviopog EE 1005/2009)

Kavoviopdg mepi ekpnktik®@v mpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kapio ovsia(eg) mov nephappdavetarovtat) 6Tov KatdAoyo tpddpopmv ovoldv ekpnktikdv (Kavoviopodc EE 2019/1148 oyetikd pe v epmopia Kot
™ PNoN TPOSPOU®Y OVCLOV EKPTKTIKDOV)

Kavoviopog mepi mpodpopmv over®dv vapkoTikdv (EK 273/2004)

Aev nepiéyet ovaio(eg) mov mephapfavetayovial) 6Tov Kotdhoyo Tpddpopmy ovetdv vapkatikdv (Kavoviepog EK 273/2004 cyetikd pe Ti TpOSpoLES ovoieg

VOPKOTIKOV)

15.1.2. EOvikég drataéerg

Agv vrdpyovv emmAéov TANpopopieg
15.2. A&orhoynon ymuikig aoQaietag

Agv vrdpyovv emmAéov TANpopopieg
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Hydrocortisone
Agltio Agdopévev Acpaleiog

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

TMHMA 16: AlLeg TANPOQPOPIES

Emonpavon arhayov
Tpnpa Tpomorompévo cToyEio Tpomomoinon Mopatnpriceg
Autia gdv dev €xovv Ta&voun0ei Ipootédnke
svnuépmon Ipootédnke
Avtikafiotd v ékdoon Ipootédnke
2.1 Katdraén coppova pe mv odnyia 1272/2008 EK | Tporormomfnke
[CLP]
22 [poewdomomtikn AéEn (CLP) TpomomomOnie
22 Anhaoelg Tpogvraing (CLP) TpomomowOnie
2.2 Aniooeig emucvdvvotmtag (CLP) TponomomOnke
4.1 Métpa tpdtmv Bonbeldv petd and katdnoon Ipootédnke
4.1 Métpa tpdtev Bondeidv petd amd gilomvon Ipootédnke
4.1 Métpa tpdTev Bondeidv petd omd exogn pe To TpomomomOnie
déppa
4.1 Métpa tpdTev Pondeidv petd ond emopn pe to TpomomomOnie
pétio
4.2 ZOUTTONOTO/EMOPACELS Ipootédnke
42 ZounTdOUOTH/EMBPACELG HETE b KaTdmoon Ipootédnke
42 ZOUNTOUATO/EMOPACELG LETG OO ELGTVON Ipootédnke
4.2 ZOUTTOUOTO/EMOPACELS LETE OO ETOPT| LUE TO Ipootédnke
déppa
4.2 ZOUTTOUOTO/ETOPACELS LETE OO ETUPT| UE TOL Ipootébnke
pétio
43 A\ wTpikn yvopdtevon 1 Oepaneio ITpootédnke
6.1 Tevikd pétpa Ipootédnke
6.1 Métpa EKTAKTNG OVAYKNG TponomomOnke
6.3 MéBodot kabapiopod Ipootédnke
7.1 Emm\éov kivduvol katd v ene&epyooio Ipootédnke
7.1 IIpogulaéels yio ao@ain xeplopuod ITpootébnke
7.1 Métpa vytewng ITpootébnke
7.2 Teyvikd pétpo Tpootédnke
72 XuvOnkeg eOAOENG Ipootédnke
8.2 Ipoctacio 0@OaAudY Ipootédnke
8.2 [Ipoctacio TV AVOTVELGTIKOY 00MV Ipootébnke
8.2 IIpoctacio tov epudv TpomomomOnie
8.2 Ipoctacio tov déppatog TponomomOnke
8.2 Katdiinkot unyavikoi Ereyyot TponomomOnke
9.1 Oopn Ipoctédnke
9.1 YdarodialvtotnTo TpomomowOnke
11.1 Attio v dev €xovv Ta&vopndet Ipootédnke

13/12/2023 (evnpépwon)

EL (eAnvicd)
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Hydrocortisone
Agltio Agdopévev Acpaleiog

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

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Tpomomoinon Mopatnpriceg
12.1 Oworoyia - yevikd TponomomOnke
13.1 Tomwn vopobesio (amdPfAnta) Ipootédnke

ITqpeg keipevo ppaceov H kan EUH:

H360Df Mmropei va. Prayet To €uPpvo. Yronto yia tpékAncon PAAPnG ot yovipdma.

H373 Mmropei va mpokarécet BAAPEG oTa Opyova VOTEPN OO TAPUTETAUEVN 1) ETAVEAUUEVT EKOECT).
Repr. 1A To&wdmTa 6TV avoropaywyr, katnyopio 1A

STOT RE 2 Ewwn to&ikotra og 0pyava-otdyovg Hotepa and exovelknupévn ékbeon, katnyopio 2

Aghtio Agdopévaov Acpareiog (AAA), EE

ATIOIIOIHXH EY®NHZ Ot mAnpogopieg mov mepiéyovtal o antd to dehtio mpoépyovtat and mnyég Tig onoieg Bempodpe a&iomotes. [Tapoia avtd, divovtat

YOPic Kapio eyydnon, pnti N appnTn, Yo Ty akpifetd tove.

13/12/2023 (evnpépwon)

EL (eAnvicd)
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