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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Ciclosporin
Xnuwn Ovopacio : Ciclosporin
apOpuog CAS : 59865-13-3
Kodwdg mpoiévtog : 201600987

1.2. Zvvo@eic TPocdopllopeves YPNGELS TG OVGIAG 1] TOV MELYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

YyeTiké TpoPremopeveg yposig

Xpnon g ovoiog/Tov peiypotog . Emompovik épevva kon avémtoén
Teyvikég dOKIUES KO AVAADGELS
Movo Y10 emayyeApATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Teplopiopoi ot xpron 1 Oy v TpOQUULEL, GApRLOKE 1) OLKLOKT Xp1iomn
1.3. Ztoyeia Tov TpopunOcvT) TOL dEXTioV dEdopEvEV 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 TOV peiypoTog

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

O&ela to&coda (amd Tov 6TOHTOC), Katnyopio 4 H302
Kapxwoyéveon, katmyopio 1A H350
To&wdmTa 6TV avorapaywyn, katnyopio 1B H360

I peg keipevo tov dnhooemv H kor EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPLPdALOV
Emprapés oe mepintmon kardmoong. Mropel va mpokaAiéset kapkivo. Mmopet vo. BAGwet T yoviudtnta 1 to pfpuo.
2.2. Xtoyeia eTIKETOG

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

GHSO07 GHSO08
Ipogworomtikn AéEn (CLP) : Kivdvvog
AnAdoelg emkvdvvottag (CLP) : H302 - Emprapéc oe mepintwon katdnoong.

H350 - Mropei vo mpokadécetl Kapkivo.
H360 - Mmopei vo. BAdyet T yovipdtnta 1 1o Euppuo.
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Ciclosporin
Agltio Agdopévev Acpaleiog

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

Anhaogig tpoevraéng (CLP) : P201 - Egodwoteite pe TG e181kég 0dnyieg mpv omd T xpnion.
P202 - Mnv 10 gpnoiponomoete mpv SofAoETE Kol KOTAVONGETE TIG 001YiEg TPOPOAAENG.
P264 - ITAovete ta gépua, Tovg miyels (avtifpdyia) Kot 10 TpdomRo GYOAUCTIKA HETA TO XEPLOUO.
P270 - Mnyv 1pdrte, mivete 1 Komvilete, OTAV XPNCUOTOLEITE VTO TO TPOTOV.
P280 - No gpopdte TpocTATEVTIKG YAVTIO/TPOGTOTEVTIKG EVOOLATO/HEGO ATOUIKNG TPOCTAGIOG Y10 T
LATI0/T0 TPOCMOMO/TO AVTLAL.
P301+P312 - XE IIEPIIITQXH KATAIIOXHX: Katéote to KENTPO AHAHTHPIAXEQN 1) éva
ywtpd, av oicbavieite adwabecio.
P308+P313 - XE IIEPIIITQXH éxbeong 1 mbovotntag Exbeong: Zvpfovievdeite/Enoxepbeite
ytpo.
P330 - ZEemhdvete 10 GTOU.
P405 - dvrdooeton KAEWOUEVO.
P501 - AuiBeon tov meplexopévov/aepléktn o€ onpeio GLALOYNG ETKIVOLVOVY 1 EWIKOV aroPAfTOV,
GOUOMVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £BVIKOVG /Kot Sebvelg KovovieHove.

ZNpavon coppova pe: E&apeitor n ecotepikn) cvokevaoio, Ta teplexopeva g omoiag dev veepPaivovv ta 10ml.

Ewovoypdppoata kvdovov (CLP) :

GHS08
2.3. AX)Lot kivovvor
Alheg TAnpogopieg . Evepyd ovotatikod (68 QapHoKELTIKE TPOTOVTQL).

ITpocoyn - n Tapodca ovaio dev Exel aKOUN SOKIULAGTEL TAPMC.

TMHMA 3: Z9vOeon/aAnpo@opies Y10 To CVGTATIKG

3.1. Ovoieg

Ovopa AvVayvopeTIKOg KOoKog % Koatdraén copoova pe v odnyia
TPOidVTOg 1272/2008 EK [CLP]

Ciclosporin apOpog CAS: 59865-13-3 <100 Acute Tox. 4 (Ao tov otoparog), H302

(ATE=1480 mg/kg copatikod Bapovg)
Carc. 1A, H350
Repr. 1B, H360

ITAnpeg keipevo tov Mniocemv H kot EUH: BAéne tunqua 16

TMHMA 4: Métpa np@tov fonbsiov

4.1. Heprypoon pétpov TpOTOV fonderav

Tevikd pétpa tpodTev fonderdv 1 Xe mepintoot apPoA®V 1| €4V T0 GUUTTOUATO ETUEVOVV, KAAEGTE YLOTPO.

Métpa tpdTev Bondeidv petd anod silomvon 1 Metagépete Tov TofovTa 6Tov Kabapd aépa Kot apnoTe TOV Vo EEKOVPOCTEL 6E GTAOT) TTOV
S1eVKOADVEL TNV avomvoT]. Apriote Tov Tafdva va Eekovpaotel. e nepintwon adwbeciog :
Yvppovievbeite/Emokepbeite yratpd.

Métpa tpotmv Bonbetdv petd and emaen pe To déppo : ATOPOKPOVETE TO LOAVGUEVO POVYIOHO, TAOVETE OAN TNV EKTEDEWEVT TTEPLOYN SEPLOTOG LE ATAAD
GOTOVVL KoL VEPO, Kol 6T cuvéyeln Eemhévete pe (eoTO vepo.

Métpa tpotmv Bondetdv petd and exapn pe to pdtio . Eemlovete pe vepd kpotdvtag to fAEpapa kaAd avorytd. Zvpfovievteite yotpd €dv cuveyiletatl o
TOVOG N 1 KOKKIVIAQL.

Métpa Tpotmv Bondetdv petd and katdroon : Eemlovete 1o otopa pe vepod (Lovo edv To dTopo dratnpel i aebnoelg tov). Mnv yopnynoete noté
0TIONTOTE OO TO GTOUN GE GTOWO TTOV £XEL YAoEL TIS aotnoelg tov. Karéote apéowg to KENTPO
AHAHTHPIAZEQN/ywotpo.

4.2. ZNRavVTIKOTEPO COPTTONATO KUL ETOPAGELS, GPEGES 1] NETAYEVEGTEPES

Agv vrdpyovv emmAéov TANpopopieg

4.3."Evé€1&n omo1a6dNToTE AmOLTOOPEVG GIECTG LOTPIKNG PPOVTIdUG Kot E101KN G Ogpaneiog

Agv vrdpyovv emmAéov TANpopopieg
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Ciclosporin
Agltio Agdopévev Acpaleiog

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

TMHMA 5: Métpa yro TV KOTOToAEP) 0N TS TVPKAYLAG

Katdnka péca mopdcPeong : Xpnowonowmote péca katdoPeons KatdAAnAa yo tv nepipdiiovoa Topkaytd. Ato&eidio Tov
avOpara. Yekaopodg pe vepd. Enpn okovn. KovBépta mopdoPeonc.

AxatdAnko TopocPecTikd HEGo : Mn ypnoponoteite peydin pon vepov.

X TePItTOOT TVPKAYLIG TOPAYOVTOL ENIKIVEVLVO : H atelig kavon anglevbepmdvet entcivéuvo povo&eidio Tov avBpaka, d10&eidio Tov avOpaia Kot

mpoidvta arochvieong Ao o€ aépra. [TiBovn amoBoin to&kod vEpoug.

MéTpa Y100 TNV KOTOTOAEUNGT THG TUPKOYLIG 1 Amogevyete T S1opLY1 TOL vEPOD TG TVPOGPESNS 6TO TEPPAALOV.
IIpoctacio kotd v TupdSPecT : Mnv engpPoivete yopic kKatdAAnio e£0TAGHO. AVTOVOUT OVOTVEVLGTIKT GUGKELT LE HOVOGT).
OMOGOUN TPOGTUTEVTIKT) GTOAN.

TMHMA 6: Métpa 6€ TEPINTOGN GKOVGLOG EKAVONG

Tevikd pétpa : Amo@evyeTe TV ETAPY) TOV TPOIOVTOG LE TO SEPLA, TOL HATLO ) TO POVYIGHO.

I'a Tpoc®mIKO GALO amd TO TPOCOTIKO EKTUKTNG UVAYKIG

Métpa éktaxtng avykng : ATMOUoKpOVETE TO TEPLTTO TPOSOTIKO.

TN dropa wov TpooPépovy TpdTES for)Bereg

E&onhopog mpootaciog : Mnv enepfoivete yopic katdrinio egonhopd. ' tepiocdtepeg TAnpopopics avaTpiste oty
evomta 8 :""Eleyyog tng ékbeong-Atopkn tpoctacio.

No anopevyetar 1 ehevbépwon oto mepBarrov. Epmodiote v 16060 6TOVG OMOYETEVTIKOVS Ay®YOVS 1) GTO SNUOGLO JIKTVLO VEPOL.

T v anobnkevon 1 ATOppoPNGTE TO HE £VOL 0OPAVEG VAIKO Kot TomoBeTNoTE T0 68 vav KatdAAnio mepiéktn didbeong
amofANToV.
MéBodot kabapiopon : Eem\Ovete Tig LOAVGUEVEG EPGvELES pe dpBovo vepd. Kabapiopds pe amoppumoviikd.

Agite 10 Tunpa 13 yio tAnpogopieg oyetikd pe m d1dbeon.

TMHMA 7: Xepiopog ko awodnkevon

Emn\éov kivduvor katd v eneepyacio . Eyxvopovotoeg kot Onhalovoeg va umv £pxoviat o€ Kopio ETaQt| He T0 TPoidv.
Ipoeurd&ers yio aoorn XEPIGUO 1 Amogevyete kaOe meprrt ékbeomn. Dpoviicte MOTE 0 YOPOG epyosiog va e&uepileTal cOGTA.
Mérpa vytewvig : Mnv tpdre, nivete M| komvilete, dtav ypnoponoteite ovtd to mpoidv. Ta poivouéve evévporo

epyaciog dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oag Tpv omd kabe
£PYOOLOKO StEAEYLHO KO LETE TO TENOG TNG EPYAGINGC.

ZovOnkeg @OAUENG 1 Amofnkeveton og KoAG aeplopevo xmpo. O meptéktng Statnpeitat epunTiké KAEWGTOG. AToQevyete
™ (éotn Kot TV Gpecn nAloKT akTvoBolia.
Y\ cvokevasiog : AloTnpnote 6TOVG apYLKODG TEPIEKTEG.

Agev vdpyovv emmAéov TANpoPopieg

N=}
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Ciclosporin
Agltio Agdopévev Acpaleiog

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

TMHMA 8: "EAgyyog Tng ék0eong/atopiki tpoctacio

8.1. [TapapeTpor eréyyov

Agv vdpyovv emmALov TANPOPOPiEg

8.2. 'Edeyyon ék0gong

Katariinior pnyavikoi éreyyol

Katarlinior pnyavikoi éreyyou:
Dpovtiote ®OTE 0 YDOPOS epyosiog va eEaepiletal cmotd. Zuvnbmg amatteitol cHOTNHA YEVIKOD HNyaviKoD eE0EPIGHOD TOV XMPOV. XTO HETPO TOV SUVATOV 1
APNOT TOV TPOIOVTOG TPEMEL VO YIVETOL GE EPYUGTNPLUKT YOAVN.

ATOMKOG TPOGTUTEVTIKOG EE0TAMGPOG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Ipocrocia 0pOaipdv:

Popdte cuokevn TpooTaciog yio o patio. [Ipootatevtikd yvad pe midylo tpoctatevtikd. (EN 166)
IIpootacio Tov déppatog

Ipootacio Tov déppoToc:
Dopdte KATIANAO TPOGTUTEVTIKO POVYICUO. XPpron € epyasTipla : Todld epyactnpiov. (EN 13034)

Ipocrocia ToV yepLodv:
Na popdte kordAAnio yavtie. IIpostatevticd yavtio avOektikd og ynukd npoiovra. (EN 374)

IIpooTucio TOV AVATVEVGTIKAOV 00GV

IIpocTocia TOV OVATVEVGTIKAV 00DV:
Y nepinTOon Topayyng okovng, YPNOLLOTOWGTE TPOCTATEVTIKY LACK pe Pidtpo : P3

TMHMA 9: ®voikég Kol ynUIKEG 1016TNTEG

9.1. Zroyeia Yo Tig fucikéc QUOIKES KoL YNUIKES 1OLOTNTEG

Duon KotdoTaom 1 Xteped
PO : Aevko. oYed6V AgVKO.
Epgpdvion 1 Ziovn.
Moprakn palo : 1203 g/mol
Oopn : Mn Swbéopo
Op1o oopng : Mn dwbéoyio
Inueio &emg : 148 -151°C
Inueio m&emg : Mn Swbéopo
Inueio Bpacpod : Mn dwbéoyio
Evpiextomto : Mn Swbéorpo
Xapnhotepo 6pio £kpnéng 1 Aev oyvet
Avdtato 6pro expn&pomrag : Agv woydet
Inueio avapredng 1 Agv oyvet
Bgppokpacio avtavaereéng : Agv oydet
Bgppokpacio amrocvvieong : Mn dwbéoyio
pH : Mn dwbéoyio
Awdropo pH : Mn Swbéorpo
EDEC, KIVELOTIKOG (17) : Agv oydet
AwAvtomo : Nepo: <0.1 g/l
ZUVTEAEOTIG KOTAVOUNG GE HELYHLOL N-0KTOVOANG/VEPOD : Mn dwbéoyio
(Log Kow)

Tdon atuodv : Mn dwbéoyio
ITieon atpov og Beppokpacio 50°C : Mn dwbéoyio
TTukvotta : Mn dwbéoyo
ZyETIKN TUKVOTNTO : Mn Swbéopo
ZyeTikn TuKvOTTO 0TUOV 6ToVG 20°C 1 Agv oydet
Méyebog copatidiov : Mn dwbéoyo
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Ciclosporin
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

TMHMA 10: X100gp0TTO KO OVTIOPAGTIKOTTA

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrapyovv emmAéov TANpopopieg

Agv vrdpyovv emmALoV TANPOPOPiES

TMHMA 11: To&woloyikég TANPOPOPIES

Oé&ela to&ucdmra (amd oToOHATOC) . EmPlaPég oe mepintmon katdmoone.
Oé&ela to&ucdmra (Seppotin) : Mn ta&wounuévog (EMelpaticd dedopévar)
Oé&eia to&ucdmra (avamvon) : Mn ta&wounpévog (EMeparticd dedopévar)

Ciclosporin (59865-13-3)

LD50 and tov otdpaTog 68 0povpaiong 1480 mg/kg (Ap. RTECS GZ4120000)
AGBpmon ko gpediopdg Tov dEppratog : Mn ta&wopnpévog (EMepartikd dedopévar)
XoPapn opOaipkn PAPN/epedionog : Mn ta&vounpévos (EAdepatikd dedopéva)
Evaisbntomoinen tov avoamvevstikcod 1 1 Mn ta&vounpévog (EAepatikd dedopéva)
gvoucOntomoinon Tov déppatog
MetaAdo&ryéveon YEVVINTIKOV KOTTApOV : Mn ta&wvopnuévog (Baoet tov Stoféoipmv dedopévmv, Ta kprnpio toSvounong 6ev mAnpovvral)
Koapkwvoyéveon : Mmopei va mpokarécet kapkivo.

To&wodmTa 6TV avamopay®yn : Mmnopei va. BAdyet T yovipodmta 1) 70 Euppuo.
Ewdum to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn ta&vounpévog (EAiepatikd dedopéva)
epanag Exbeon

Ewum to&ucotnta ota 6pyava-ctoyovg (STOT) — 1 Mn to&wvounpévog (EMetpaticd dedopévar)
emavelnppévn €kbeon

Emucivduvomta avoppoenong : Mn ta&wopnpévog (EAleipatikd dedopévar)

Agv vdpyovv emmALOV TANPOPOPIES

TMHMA 12: OwoAoyikéc TANPOQPOPIeg

Emivduvo yia to vddrtivo mepiBdirov, Bpayunpodbecpog @ Mn ta&wounuévog (EAeaticd dedopéva)
(080¢)
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Ciclosporin
Agltio Agdopévev Acpaleiog

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

Emikivduvo yia to vddrtivo meptBdrlov, pokporpodbeopog : Mn ta&wounuévog (EAienaticd dedopéva)
(xpoV10G)

Ciclosporin (59865-13-3)

AVvOeKTIKOTNTO KOt IKOVOTNTA ATOdOUNONG | Aev vopiototon Tayeio amocvvheon

Agv vrtdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALOV TANPOPOPIES

Agv vdpyovv emmALov TANPOPOPies

Aev vdpyovv emmALov TANPOPOpieg

Aev vrdpyovv emmAéov TANpoPopie

TMHMA 13: Ztoyyeia oyeTikd pe T ova0son

Agev vrdpyovv emmAéov TANpoPopieg

TMHMA 14: ITAinpo@opies 6YETIKA PE TN HETAPOPD.

Topeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opéc OHE 1 apOpog TavtotnTog

Aev oy0et Aev woydet Aev oy0et

14.2. Oweio ovopacio arostomig OHE

Agv 1oy0et Agv 1oy0et Agv 1oy0et

14.3. TaEn/-e1g KtvdHvov KOTA TN PETOPOPE

Aev oy0et Aev woydet Aev oy0et

14.4. Opada cvokevaciog

Agv 1oy0et Agev 1oy0et Agv 1oy0et

14.5. MgprporlovTiki ETKIVOVVOTTA

Agv 1oy0et Agv 1oyvet Agv 1oy0et

Agv vrapyovv emmAéov Stabéotpues TANPOEoOpisg

Eniyewo petagopa
Agev 1oy0et
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Ciclosporin
Agltio Agdopévev Acpaleiog

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

petapopd pécm Boraoong
Agev 1oy0eL

Evoépuo petagopd
Aev 1oy0eL

14.7. @ardooreg petapopis yvony coppmva pe Tig Tpatels ron IMO

Agev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopaxtipa

15.1. Kavovicpoi/vopoOecio oyeTikd pe Ty 06QaAELd, TNV VYO KOt TO TEPLPAALOV YI0. TV 0VGIA 1] TO peiypa
kavoviopoi EE

Hapaptypa XVII tov REACH (IIpoimobéceig mepropiopov)
Aev meprapBavetat oto [Mapdpmpa XVII tov REACH

Hapaptpa XIV 100 REACH (Katdloyog 0.0£1060Tn61|G)
Aev neprappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroynguov overdv REACH (SVHC)

Aev teptlapfavetotl 6tov KatdAoyo vroyneuwv ovciwv REACH

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

Aev nepthappdvetor otov Katdloyo ovotdv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)

Kavoviopég tov Xvpfoviriov (EK) yra Tov éheyyo e1d®@v dimhig ypriong
Aev neprappéveton otov Kavoviopd (EK) tov ZvpBoviiov yio to £i6n Sumhng xprions.

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

Aev nepiéyet kopia ovoio(eg) mov meptrapfdvetor(ovrat) 6Tov Katdloyo Tpddpopmv ovctdv ekpnktikdv (Koavoviopos EE 2019/1148 oyeticd pe v epmopio. kot
™ XPNON TPOSPOUDY OVGLDV EKPIKTIKAOV)

Kavoviopog wepi apodpopmv overtdv vopkotikav (EK 273/2004)

Aev mepiéyet ovoio(eg) mov TePLaBAVETUL(OVTOL) GTOV KOTAAOYO TPOSPOU®Y 0VGIAV VapKOTIK®OV (Kavoviopog EK 273/2004 oyetikd pe tig mpddpopeg ovoieg
VOPKOTIKOV)

15.2. A&wordynon ymuikis ao@aierog

Agv vdpyovv emmALov TANPOPOPie

TMHMA 16: Alheg TAnpo@opisg

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyEio Mopatnpriceig
Avtikafiotd v £ékdoon Ipootédnke
svnuépmon Ipootédnke

1.1 apOpog CAS poctédnke

1.2 Ieplopiopoi ot xprion TpomomouOnke

1.2 Xpron g ovciag/Tov pelypatog TpomomouniOnke

1.2 Kopa xatmyopio xprong Aparpédnke

2.1 AvemB0OunTEG PUOIKOYNIUKEG EMBPACELS, KAODG TpomomouOnke
Kot EMOPACELS GTNV AvOpOTIVI VYEiD Kot GTO
nepPariov

2.1 Katdraén coppova pe mv odnyio 1272/2008 EK | TpomororOnke
[CLP]
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Ciclosporin

Agltio Agdopévev Acpaleiog

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

Emonpavon arhayov
Tpnpa Tpomorompévo cToyyeio Hopatnpicseig
2.2 AnAdacelg Tpoporaéng (CLP) TpomomouOnke
22 Anhooeig emukivdvvotnrog (CLP) TpomomouOnke
2.3 AM\eg mAnpogopieg Ipootédnke
4.1 Tevikd pétpa tpdTev Pondetdv Ipoctédnke
4.1 Métpa tpdTev Pondeidv petd omd exopn pe To TpomomouOnke
déppa
4.1 Métpa tpodtov Bondeldv petd and glomvon TpomomouOnke
4.1 Métpa tpmdtmv Bonbeldv petd and katdnoon TpomomouOnke
4.1 Métpa tpdTeV Bondeldv petd amd enaen pe To TpomomouOnke
pétio
4.2 ZoUnTOUOTO/EMOPACELS Aparpédnke
4.2 ZOUTTOUOTO/EMOPAGELS LETE 0d KOTAmoom Agarpédnke
4.2 ZOUTTOUOTO/ETOPAUCELS UETE OO ETUPT| LUE TO Agorpédnke
Séppa
4.2 ZOURTOUOTO/ETOPACELG UETG OO ELGTTVON Aparpédnke
42 ZOURTOUOTO/EMOPACELG LETG OO EMOPT LLE TO. Aparpédnke
pétio
43 AN wTpkn yvopdtevon 1 Bepaneio Aparpédnke
5.1 Axatdrinlo mopooPeotikd péco Mpootédnke
5.1 Katdiinka péoa mopdcPeong TpomomounjOnke
5.2 Ye mepinton Tupkoylig Topdyovtal entkivévva Ipootidnke
TPOIOVTO 0mocvVOESTg
52 Kivdvvog mupkoytdc Aparpénke
53 Ipootacio katd v TopdoPeon Ipootédnke
53 Métpa yio TV KATATOAEUNGT) TNG TUPKAYLAG TpomomouOnke
6.1 E&onMopog mpootaciog Ipootédnke
6.1 Métpa EKTOKTNG AVAYKNG TpomomouOnke
6.1 Tevikd pétpa TpomomouOnke
6.2 Tlep1Barrovticég TpoPLAGEELG Ipootidnke
6.3 T v amobfkegvon Ipootédnke
6.3 MébBodot kabapiopon TpomomouOnke
6.4 Mapamopnn o dAho tufipota (8, 13) Ipoctédnke
7.1 Emmléov kivduvor katd v enetepyocio TpomomoumiOnke
7.1 TIpo@uAGEeLs Yo aGQaAN XEPIGUO TpomomouOnke
7.1 Métpa vylewvng TpomomouOnke
7.2 YAkd cvokevaciog Ipootédnke
7.2 Teyvikd pétpa Aparpédnke
72 XovOnkeg eOAAENG TpomomouniOnke
7.3 Ewwég yprioetg telcod kotavoimt Agorpédnke
8.2 TIpootooio TV AVOTVEVSTIKOV 03MV TpomomouOnke
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Ciclosporin

Agltio Agdopévev Acpaleiog

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

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Hopatnpriceig
8.2 TIpootaoio TV yepudv TpomomouOnke
8.2 TIpootacio opBaAipmv TpomomouOnke
8.2 Katdiiniot umyavikoi Ereyyot TpomomouOnke
8.2 [poctacio tov déppatog TpomomouOnke
9 Moptoxn padae Ipoctédnke

9 Enpeio éewmg Ipoctédnke

9 APOLOL Ipootidnke

9 Oopun Aparpédnke
10.1 AvtidpocTikoTTo Aparpédnke
10.5 Mn cvpfatd vikd Aoupidnke
10.6 Enwcivduva mpoidvto amocdvieong Agopédnke
11.1 Iepartépo TAnpogopieg ApupiOnke
11.1 ATE CLP (Am6 10V 6TOHATOC) TpomomouOnke
11.1 LD50 and tov otépatog o€ apovpaiovg TpomomouOnke
12.1 Owoloyia - yevikd Aparpédnke
13.1 [eprpeperords kavoviopog tepi anofrntmv Aoupidnke

IMpeg keipevo ppacemv H xan EUH:

Acute Tox. 4 (And tov

O&eia To&wotnTa (06 T0V 6TOHATOC), KoTnyopia 4

GTOLOTOC)

Carc. 1A Kapkwoyéveon, katyopia 1A

H302 Emprapé oe mepintmon katdmoons.

H350 Mmnopei va. Tpokarécel KapKivo.

H360 Mmnopei va. PAGyet T yovipodtTa 1 To ERfpuo.
Repr. 1B To&wdmTa 6TV avoropaywyn, katnyopio 1B

Aghtio Agdopévaov Acpakeiog (AAA), EE

ATIOIIOIHXZH EY®NHZ Ot mAnpo@opieg mov mepiéyovial o antd To dehtio mpoépyovtar and mnyég Tig onoies Bempodpe a&iomotes. [Tapoia avtd, divovtat

YOPIG Kapio eyydnon, pntm N appntn, Yo v akpifetd tovg. Ot cuvbnkeg N ot EBodot yeiptopod, amobnkevong, ypnong 1 ardppLyng Tov TPOIOVTOG deV

VIOKEWVTOL OT SIKN [aG VOHVI Kot HTopet Kot VoL v EUmITTOuY Kot 6TIG approdtotnTég pog. I'i'ontoig kot yio GALovg AGYouG, 0momolovpacte Kabe evbuvn oe

TEPIMTOON UTMOAELNG, VAKNAG 1| YPNUOTIKNG CNuiag oo, 1 LLe 0TTOL0dNTOTE TPOTO GUVIEVELEVT LLE, TO YEPLGUO, TNV 0toONKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO

Aghtio Agdopévav Acpareiog cuvTaydnke Kel TPETEL VO YPTGILOTOLEITOL Y0l TO GUYKEKPILEVO TTPOTov. Edv 1o Tpoidv ypnoiponoteitent g cuoTatikd GAAOL

TPOIOVTOG, O TANPOPOPIES TTOV TUPEXOVTUL £ EVOEXETOL VO LNV EIVOL EQUPUOCLLES. VTEG OL TANPOPOPieg PacilovTol GTIC TPEXOVOES YVMGELS LLOG KoL

TPoopilovTal Yo VoL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10 AOYOUG VYIRS, AoQUAEiNG Kt TEPPAAAOVTIKOV AmOITOEWY. ZVETADG, Oev o mpémet vo. OewpnOei

OTL £YYLATOL OTOLUONTOTE GUYKEKPILEVT] 11OTNTA TOV TPOIOVTOG.
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