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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia
Ovopa oveiog . Ursodeoxycholic acid
Kodiog mpoidvtog : 201601008

1.2. Zvvo@eic TPocdopilopeves YPNGELS TNG OVGING 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

YyeTikéc TpoPremopeveg yprocig

Xpnon g ovoiog/Tov peiypotog : Emompovikn épguva kot avamtuén
Teyvikég dOKIUEG KOl AVAADGELS
Movo Y10 emayyeEAHATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Teplopiopoi oty xpron 1 Oy v TpOQILA, GAPHLOKE 1) OTKIOKT P17
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@edgqm.eu, www.edgm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpdg Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I[1poco10piopog emKIVOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1| TOL pelypoTog

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

AGBpmon/epebiopog Tov déppotog, kKotnyopia 2 H315
ZoPapn opboipkn BAAPN/0@Baipkg epebicpdg, Katnyopio 2 H319
ITAnpeg keipevo tv niocewv H ko EUH: BAéne tpnpo 16

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

Ipokaiei coPfapd opOurpikd epebiopd. [pokarel epebiopd tov dépuatog.
2.2. Xroyyeia eTIKETOG

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

GHSO07

Ipogworomtikn AéEn (CLP) . IIpocoyn

AnAdoelg emkvdvvottag (CLP) : H315 - Ilpokodet epebiopod tov d€ppatog.
H319 - IIpoxaiei coPapd opBaipicd epediopo.

AnAdoeilg Tpoevraéng (CLP) 1 P264 - ITAdvete ta xépua, Toug myels (avTifpdyiar) Kot To TpOCOTO GYOAUGTIKA LETA TO XEPIOUO.
P280 - No popdte TpOOTATEVTIKA YAVTIO/TPOCTATEVTIKA EVEVLLOTO/LEGO OTOMIKNG TPOGTAGIOG Y10 TOL
UATLO/TPOCWOTO.
P302+P352 - XE IEPIIITQXEH EITA®HXE ME TO AEPMA: TTAOvte pe pBovo vepd.
P305+P351+P338 - XE I[IEPIIITQXH ETTAOHE ME TA MATIA: EenAdvete TPOCEKTIKG LE vEPO
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Ursodeoxycholic acid
Agltio Agdopévev Acpaleiog

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

Y0 OPKETE AEMTA. AV VILAPYOVV QOKOT ETAPNC, APALPESTE TOVG, OV £ival €0KOA0. Xvveyiote va
Eemhévere.
P321 - Xpedlerar €1dkn ayoyn (BAéne cupnAnpopoticég odnyieg tpdtmv fondeidv oty eTikéTa).
P332+P313 - Eav mapoatnpnBei epebiopdg tov déppatog: Zvpfovievdeite/Emokebeite yrotpo.
P337+P313 - Edv dev voywpet 0 0pOaiuiicds epebiopos: Tvppovievdeite/Emokepbeite yrotpo.
P362+P364 - BydAte o poAvcpéva podya Kot TAOVTE Ta TPV To EOVOyPTCLOTOGETE.

Iipovon copeova pe: EEapeitor n ecwtepikn cuokevacia, to neplexdpeva g onoiag dev vepPaivovy ta 10ml.

Agv amarteitol oypavon

2.3. Alhor kivovvor
AlAeg mAnpoopieg : ITpocoymn - n mapovca ovsio dev Exet aKOUN SOKIULAGTEL TAPOC.

TMHMA 3: Z9vOeon/TAnpo@opies Y10 To CVGTATIKG,

3.1. Ovoieg

Ovopa AVayvoOpeTIKOG KOOTKOG % Koatdraén copoova pe v odnyia

TPOi6VTOG 1272/2008 EK [CLP]
Ursodeoxycholic acid - <100 Skin Irrit. 2, H315
Eye Irrit. 2, H319

ITAnpeg keipevo tov niocewv H kow EUH: BAéne tunua 16

TMHMA 4: Métpa npdtov fonbsiov

4.1. Ileprypagn pétpov np@ToV fondeidv

T'evikd pétpa podTev Ponderdv : Ye mepintoot apBoA®V 1| €4V T0 GUUTTOUATO ETUEVOVV, KOAEGTE YLOTPO.

Métpa tpdTev Bondeidv petd and elomvon 1 Metagépete Tov T0HovTa 6ToV Kabapd a€pa Kot apnoTe TOV Vo EEKOVPOCTEL GE GTAGT) TTOV
S1evKoAHVEL TV avomvor]. Apriote Tov Tafdvia va Eexovpaotel. Xe nepintoon adwbeciog :
XvpPovievdeite/Emoxeqbeite yatpo.

Métpa tpdTev Bondeidv petd amd emagn pe To dEpuo : ATOPOKPUVETE TO LOAVGUEVO POVYIGHO, TAOVETE OAN TNV EKTEDEIUEVT TEPLOYN OEPLATOG HE OTAAD
GamovVL Kot Vepo, kat oTn cuvexeto Eemhévete pe (eotd vepd. Edv o epebiopdc Tov déppotog
empévet, cupuPovievteite yloTpo.

Métpa tpdTev Bondeidv HeTd amd exapn He To LATIO 1 Eemhovete apéomg Kol TOPATETAUEVO [IE VEPO KPATMOVTAG avotyTd to. PAEQapa TOVAG IGTOV 15
Aentd). Edv vdpyovv @aicoi emaeng, apatp€ste Toug, epocov eival evkolo. Zvveyiote vo Eemiévere.
ZvpPovievteite yatpd £dv cuveyiletar 0 TOHVOG 1) 1) KOKKIVIAQL.

Métpa tpdtov Bondeidv petd omd katdmoon : Eemlovete o otOpa pe vepd (Lovo edv o dtopo dtatnpei Tig arohnoeig Tov). Mnv yopnynoete moté
OTWONTOTE OO TO GTOU GE ATOUO TTOV £XEL XAOEL TIg 0o oelg Tov. ZupPovievbeite/Emokepbeite
OUES®OG YOTPO.

4.2. ZNPavTIKOTEPO COPTTONATO KUL EMOPAGELS, APEGES 1] NETAYEVEGTEPES

ZOUTTOUOTO/ETOPAGELS LETA OO EMAPT) LLE TO OEPLOL : TIpoxaAei epebiopd Tov déppartoc.
ZOUTTOUOTO/EMOPAGELS LETA OO EMAPT LLE TOL LOTIOL . TIpoxaiei coPapd opBaipid epebiopod. Epvbpdmra, Tovos.

4.3."Evé€1&n omo1a6dNToTE AmOLTOOPEVG GIECTIG LOTPIKIG PPOVTIdUG Ko 101K G Ogpaneiog

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 5: Métpa yio. TNV KOTOTOAEPNON TS TVPKAYLAG

5.1. MvpooPestika péoa

Katdhnia péoa mopdofeong . Xpnoworowmote péca Katdofeons katdAinia yio v epipdrrovoa mopkayid. Ato&eidio Tov
avOpaxa. Yekaopodg pe vepd. Enpn oxovn. KovBépta mupdoPeonc.
AKaTdAANA0 TUPOGPESTIKO LEGO : Mn ypnowonoteite peydin pon vepoo.
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Ursodeoxycholic acid
Agltio Agdopévev Acpaleiog

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

X nePInTOON TVPKAYLIG TaPayovTaL ENKIVELVA : H orelg kadon amekevbepdver emkivovvo povoleidio tov dvBpaka, dto&eidio Tov avBpaka Kot
mpoidvta arochvieong Ao o€ aépta. [Tibovn amoBoin to&kod vEpoug.

Métpa Y10 TV KOTOTOAEUNGT TG TUPKOYLOG 1 Amogevyete T d1QLY1 TOL vEPOD TG TVPOGPecng 6To TEPPAALOV.
IIpocrtacio katd v TopdcPecn : Mnv enepoivete yopic katdAnio e£omAopd. AvTOVOUT OVOTVEVGTIKT GUGKELT UE HOVOGCT).
OMOGOUN TPOGTUTEVTIKT) GTOAN.

TMHMA 6: Métpa o€ TepinTton aKovoLaS EKAVONG

Tevikd pétpa : Amo@evyete TV ETAPN TOV TPOIOVTOG LLE TO SEPHA, TOL HATLO ) TO POVYIGUO.

I'a TpocmmKd GALO 076 TO TPOCOTIKO EKTUKTNG AVAYKNG
Métpa éktaxtng avykng : ATOPOoKPOVETE TO TEPLTTO TPOSWTIKO.
TN dropa wov TpocPépovy TpdTES fo10reg

E&onhopog mpootaciog : Mnv engpoivete yopic katdrinio egomhopd. ' tepiocdtepeg TAnpoPopics avatpié&te oty
evomta 8 :""Eleyyog tng ékbeong-Atopkn tpoctacio.

No amogevyeton 1 ehevbépwon oto nepifdirov. Epmodiote v €i6080 6TOVG amoyeTeLTIKOVG 0y®@YohG 1] 6TO dNUOGLO SIKTVO VEPOD.

T v anoBnikevon : ATOppoPNoTE TO HE £V 0dPAVEG DAIKO KO TOTOOETNOTE TO G £vav KATAAANAO TEPLEKTN d1aBeaNg
amopfATov.
MébBodot kabapiopon 1 Eemhdvete TG polvopéves empaveles pe apbovo vepd. Kabapiopdg pe amoppumovtikd.

Agite 10 Tpnpa 13 yio tAnpogopieg oyetikd pe t didbeon.

TMHMA 7: Xepiopog ko awodnkevon

TIpo@ura&els yio ac@ain yeipiopd . Amogevyete kGBe meprrth kbeon. Ppovtiote doTe 0 Y Dpog epyaciog va e&aepiletar cwoTd.

Métpa vyevig : Mnv tpare, mivete 1| kanvilete, dtav ypnoponoteite avtod to mpoidv. Ta poivopéva evévdpato
epyaciag dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oag Tpv amd kabe
£pYOOLOKO StAELpO KoL LETE TO TENOG TG EPYAGTINGC.

TovOnkeg @OAUENG : Amofnkedeton oe KoAd agpllopevo xmpo. O meptéktng dwatnpeiton epuntikd KAEWGTOG. AToQevyeTe
™ (éotn Kot TV Gpecn nAlokT akTvoBolia.
Y\ikd cvokevasiog 1 AltnpioTe GTOVG OPYLKOVG TEPLEKTES.

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 8: ‘Eleyyog ¢ ék0eonc/atopiki tpoctacio

Aev vdpyovv emmAéov TANpoPopieg
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Ursodeoxycholic acid
Agltio Agdopévev Acpaleiog

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

8.2. "Edeyyon ék0gong

Kataiinior pnyavikoi éreyyol

Katalinior pnyavikoi éreyyou:
DpovticTte ®OTE 0 YDOPOS epyosiog vo e&aepiletal cmotd. Zuvndmg omatteitol GHOTNLA YEVIKOD HNYavIKoD eEQEPIGHOD TOV YMPOV. XTO HETPO TOV SLVATOL T
XPNOT TOV TPOIOVTOG TPEMEL VO, YIVETOL GE EPYUGTNPLUKT YOAUVN.

ATOPIKOG TPOCTATEVTIKOG EEOTAONOG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Ipootocio 0@Baipn®V:

Popdte cuokevn TpocTaciog yio o patio. [Ipoctatevtikd yvad pe Tidylo tpoctatevtikd. (EN 166)
Ipootacio Tov dépparog

IIpootacio Tov déppoToc:
Dopdte KATIAANAO TPOGTOTEVTIKO POVYICUO. XpHon 6€ epyacTipia : Todld epyactnpiov. (EN 13034)

Ipootacio TOV YEPLOV:
Na gopdte katdAinia yévto. [Ipootatevtikd yavtia avOektikd o ynukd apoiovta. (EN 374)

IIpooTucio TOV AVATVEVGTIKAOV 00®V

IIpootacio TOV OVATVEVGTIKOV 00(V:
Yg neplnton Topaymyng GKOVNG, XPNCULOTOUOTE TPOCTATEVTIKN HdoKa pHe iktpo : P3

TMHMA 9: ®vokég Kot ynNUIKEG 10160TNTEG

9.1. Zroyeia Yo Tig facikéc QUOIKES KOL YNUIKES 1OL0TNTEG

Dok KoTAoTUoT 1 Zteped
APDHOL 1 Mn Swbéopo
Epgdvion 1 Zkovn.

Oopn : Mn Swbéotpo
Op1o oopng : Mn Swbéorpo
Enpeio téewg : Mn Swbéorpo
Enpeio mhgemg : Mn Swbéotpo
Enpeio Bpacpod : Mn Swbéorpo
Evpiextémrta : Mn Swbéorpo
Xoaunidtepo 6pro Ekpnéng 1 Aev oyvet
AvdTato 0plo ekpnEpoTnTog 1 Aev oyvet
Enpeio avaereéng 1 Aev oyvet
Beppokpacio avtavapreing 1 Aev oyvet
Bgppokpacio arocHvheong : Mn Swbéorpo
pH : Mn Swbéorpo
Awddopo pH : Mn Swbéorpo
1E®deg, KvepoTiedg (1) : Aev oybdel
Awdvtomro : Nep6: <0.1 g/l
ZUVTELEGTNG KOTAVOUNG O Pely o N-0KTavOAN G/ vEPOD : Mn Swbéorpo
(Log Kow)

Téon otumv : Mn Swbéorpo
ITieon atpov oe Beppokpacio S0°C : Mn Swbéopo
TTukvotnta : Mn dwbéoyio
TyeTIKn TUKVOTNTOL : Mn dwbéoyio
ZyeTIKN TUKVOTNTA ATUAV 6TOVG 20°C : Agv oydet
Méyebog copatidiov : Mn dwbéoyio

9.2. Aoutéc TAnpogopisg

Agv vrdpyovv emmAéov TANPoPopieg
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Ursodeoxycholic acid
Agltio Agdopévev Acpaleiog

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

TMHMA 10: Xta0gpdtnTo Kol avIIdpaoTIKOTNTO

Agv vdpyovv emmALov TANPOPOPiEg

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrapyovv emmAéov TANpopopieg

TMHMA 11: To&koroyikég TANPOPOPIES

Oé&eia to&ucdmra (amd 6ToOpaTOC) : Mn ta&wopnuévog (EMeiparticd dedopévar)

Oé&eia to&ucdmra (deppotikn) : Mn ta&wopnpévog (EMeipaticd dedopévar)

Oé&eia to&ucdmra (avamvon) : Mn ta&wopnuévog (EMeipaticd dedopévar)

AGBpmon ko epediopdg Tov dEppratog : Ilpokarel epediopd tov déppatoc.

ZoPapn opOaipkn PAPN/epedionog : Ilpokarel coPapd o@Oaipkod epebiopo.

Evaisbntomoinem tov avamvevstikov 1 1 Mn ta&vounpévog (EAdeipatikd dedopéva)

gvoucOntomoinon Tov déppatog

Metalho&ryéveon YEVWNTIKOV KUTTAPOV : Mn ta&wopnpévog (Baoet tmv dabéoimv dedopévmv, ta kprmpia To&vopnong dgv tAnpodvral)
Kapxwoyéveon : Mn ta&wopnuévog (Baoet tov dtobéoipov dedopévav, Ta kprtnpio to&vounong dev minpovvaon)
To&wodmTa 6TV avamopay®yn 1 Mn ta&wvounpévog (EMelparticd dedopévar)

Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) — 1 Mn ta&vounpévog (EAepatikd dedopéva)

epanag éxbeon

Ewu to&ucotnta ota dpyava-ctoyovg (STOT) — : Mn to&wvopnpévog (EMAepnaticd dedopévar)

emavelAnpupévn ékbeon
Enucvduvotnta avappdenong : Mn ta&wopnuévog (EAeipatikd dedopévar)

Agv vdpyovv emmALov TANPOPOPies

TMHMA 12: Owoloyikég TApopopies
Emwivduvo yio to vddrtvo meptBaiiov, Bpayvrpodbeopog : Mn ta&wopnévog

(0&09)

Emwcivduvo yio to vddrtivo meptBailov, pakporpdbecpog : Mn ta&wopnévog
(xpdviog)

Ursodeoxycholic acid

AVOEKTIKOTNTO KO IKAVOTNTO OTTOSOUNONG Tayéwg amodopunopo
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Ursodeoxycholic acid
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANPoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

TMHMA 13: Xtoyycio oyeTikd pe 1 ova0eon

Agv vrapyovv emmAéov TANpopopieg

TMHMA 14: ITAnpo@opieg 6YETIKA PE T1| PETAPOPA

Topeove pe ADR / IMDG / IATA
ADR IMDG TATA

14.1. Ap1Opog OHE 1 aprBpég tovtétnTog

Aev 1oy0et Agv woydet Aev 1oy0et

14.2. Oweia ovopacio amostoric OHE

Agv 1oyet Aev 1oy0et Agv 1oyet

14.3. Ta&n/-€1g Kivdvvov KOTE TN HETAPOPA

Agv 1oy0gt Agev 1oy0et Agv 1oy0gt

14.4. Opddo cvokevaciog

Aev oy0et Aev woydet Aev oy0et

14.5. Heprforhovtucn emkivovvoTnto

Agv 1oy0et Aev 1oy0et Agv 1oy0et

Aev vrapyovv emmAéov Stabéciues TANPoopieg

Ermiysio petagopa
Aev woydet

petagopd péow Bordcong
Aev woydet

Evaépro petagopd
Aev woydet

Aev woyvet
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Ursodeoxycholic acid
Agltio Agdopévev Acpaleiog

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

TMHMA 15: Xtovyeio vopo0etikov yopaxtipo

15.1. Kavovicpoi/vopoOsecio oyeTikd pe Ty a6Qaiera, Tnv vysio Ko 7o agpailov yio TV ovcia 1 T0 peiypa
kavoviopoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)
Aev teprapfavetat oto Mapapmpoa XVII tov REACH

Hapaptpa XIV 100 REACH (Katdloyog 0.0£1060Tn61G)
Aev nepthapPaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroynguov ovordv REACH (SVHC)

Aev tepilapfavetol 6tov KatdAoyo vroynielwv ovcuwv REACH

Kavoviopdg mepi e&ac0évnong Tov 6ovrog (EE 1005/ 2009)

Aev neprapfdaveton otov Katdhoyo ovatdv mov eEacbeviCovy to 6Cov (Kavoviopog EE 1005/2009)

Kavoviepog tov Zoppoviiov (EK) yia tov éleyyo e1d@v Siwiig xpiong
Aev tepirapfavetal otov Kavoviopd (EK) tov Zvpfoviiov yuo ta €idn dumdng ypnone.

Kavoviopog mepi ekpnkTIk®V Tpoédpopmv overdv (EE 2019/1148)

Aev mepiéyel kopia ovoio(eg) mov meptrapfdvetoi(ovrat) 6Tov Katdroyo Tpddpopmv ovcotdv ekpnktikdv (Kavoviopos EE 2019/1148 oyeticd pe v eumopio. kot
™ XPNON TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviepog nepi npédpopmv ovordv vapkotik®dv (EK 273/2004)

Aev mepiéyet ovoio(eg) mov TePLapBAvETaL(OVTOL) GTOV KOTAAOYO TPOSPOU®Y 0VGIOV VapKOTIK®OV (Kavoviopdog EK 273/2004 oyetikd pe Tig tpd3popeg ovoieg
VOPKOTIKOV)

15.2. A&oroynon ymuikig acQaielag

Agv vrdpyovv emmAéov TAnpogopieg

TMHMA 16: ALLheg TANPOPOPIES

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyEio Hopatnpriceg
Avtikofiotd v ékdoon Ipoctédnke

1.2 Tleplopiopoi otn xpron TpomomouOnke

1.2 Xpnon g ovsiog/Tov pelypatog TpomomouOnke

1.2 Kopro katmyopia ypnong Aparpédnke

2.1 AvemBOUNTEG PLOTKOYNKES EMOPAGELS, KAOMG TpomomouOnke
KO EMOPACELS 6TV avOpdTIvN vYEia Kot 6T0
nepBéAiov

2.3 AMeg mAnpogopieg IIpoctédnke

4.1 Métpa tpodtov Bondeldv petd amd lomvon Ipootidnke

4.1 Tevikd pétpa mpotmv fondetdv Ipootidnke

4.1 Métpa tpdtmv Bonbeldv petd and katdnoon Ipootédnke

4.1 Métpa tpdtev Bondeidv petd amd exagn pe o TpomomouOnke
déppa

4.1 Métpa tpdTev Pondeidv petd amd exogn pe to TpomomouniOnke
pétio

4.2 ZOUTTOUOTO/EMOPACELS LETE OO ETUPT| LE TO Ipoctédnke
Séppa
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Ursodeoxycholic acid
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

42 ZOURTOUATO/EMOPACELG UETG OO ETOAPT) LLE TO. Ipootidnke
pétio

5.1 AxotdAAnio TupocPecTikd péGo Ipootédnke

5.1 Katdhinia péoa mopdoPeong TpomomouOnke

5.2 Ye mepinTon TupKayLig TopdyovTol Entkivévuva Ipootédnke
TPOiovVTo 0mocvvOEsNg

5.2 Kivduvog mopkayidc Apurpédnke

53 TIpootaoio katd v Topdofeon Ipootidnke

53 MéTpa Yo TV KATATOAEUNGT) TNG TUPKAYLAG TpomomouOnke

6.1 Tevikd pétpa Ipootédnke

6.1 E&omhondg mpootaciog Ipootédnke

6.1 Métpa EKTOKTNG OVAYKNG TpomomouOnke

6.2 IepBoailovtikég TPOPLAGEELS Ipoctédnke

6.3 T v amobfikevon Ipootidnke

6.3 MéBodot kabapiopon Ipootidnke

6.4 Hapanopm og Ao tunpota (8, 13) pootédnke

7.1 TIpopuragels o acQain XEPIGHO Mpootédnke

7.1 Métpa vylevnig Ipootédnke

72 Ylkd cvuokevaciog Ipoctédnke

7.2 YuvOnkeg O aENg Ipootidnke

7.3 Ewwcég ypnoeig telikod Katovalot Aparpénke

8.2 TIpootacio opBaipmv Ipootédnke

8.2 [Ipootacio TV AVOTVELGTIKOY 00MV Mpootédnke

8.2 IIpoctacio tov xepudv TpomomouOnke

8.2 KatdAinkot pnyavucoi €deyyot TpomomouOnke

8.2 TIpootaoio Tov déppotog TpomomouOnke

10.1 AvtidpactikdnTa Aparpédnke

10.3 MBavomta emkivéuvev avtidploemv Aparpédnke

10.5 Mn copfatd vid Aoupidnke

10.6 Emwcivduva mpoidvto amocdveong Apurpédnke

12.1 Owcoroyia - yevika Aparpédnke

M peg keipevo ppacswv H ko EUH:

Eye Irrit. 2 ZoPapn o@Oaipkn PAAPN/00Balikdg epebiopdg, kKatnyopio 2

H315 IpokaAel epebiopd tov déppatog.

H319 Ipokaiei coPapd opbupkd epebiopo.

Skin Irrit. 2 AdBpwon/epebiopdg tov déppatoc, katnyopio 2

Aghtio Agdopévaov Acpakeiog (AAA), EE
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Ursodeoxycholic acid
Agltio Agdopévev Acpaleiog

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

ATIOIIOIHXH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o avtd 1o dehtio mpoépyovtar and myég Tig onoies Bempodpe adiomotes. [Tapodia avtd, divovtat
YOPIic Kapia eyydnon, pnty N appntn, Yo v akpifetd tovg. Ot cuvbnkeg N ot pEBodot yeiptopod, amobnkevong, xpnong 1 ardppyng Tov TPoidVTog dev
VIOKEWVTAL 6T 1KY [ag gvBOVI Kot Hopet Kot vo. umv UminTouy Kot 6TIS approdtdtntég pog. I'i'ontoig kat yio GAlovg AdYoug, omomotovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAIKNAG 1| YPNUOTIKNG Cnpiag oo, 1 [e 0TotodNToTE TPOTO GUVOEVELEVN LLE, TO YEPLGUO, TNV 0oBNKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acparelog cuvtaydnke Kel TPETEL VoL YPTGLLOTOLEITOL Yol TO GUYKEKPILEVO TPoTlov. Edv 0o mpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, O TANPOPOPIES TOV TAPEXOVTAL EX( EVIEYETOL VL LNV Efval EQUPUOGLLES. VTEG 0L TANPOPOpies PacilovTul GTIC TPEXOVOES YVMGELS LLOG KoL
npoopilovTal Yo voL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10 AOYOLG LYEiNG, AoPUAEing Kot TEPPAAAOVTIKOV AmAITHCEWY. ZVVETADG, dev Oa mpémet vo. OewpnOel
OTL £YYLATAL OTOLOONTOTE GUYKEKPILEVT] 1LOTNTO TOV TPOIOVTOG.
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