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edorme : Diacerein impurity mixture

European Directorate | Direction européenne
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Agltio Agdopévev Acpaleiog
of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE L'EUROPE ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tponomomOnke amd tov Kavoviepo (EE) 2020/878
Hpepopnvia ékdoong: 22/10/2025  exdoyn: 1.0

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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Metypa
Ovopa tov TpoidvTog : Diacerein impurity mixture
Kodiog mpoidvtog 1 202500624

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
Ewu to&ucotnta 6 0pyova-otod)ous VoTEpa omd pic QTS H335

£xfeon, katnyopia 3, epeBiopog TG AVATVEVGTIKNG 0500

Ewu to&ucotnta o Opyova-oto)ovs votepa and enovelnupévny  H372

£xfeon, katmyopia 1

I peg keipevo tov dniocemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPLPdALOV

Ipokaiei coPfapd o@Ourpikd epebiopd. [pokarel epebiopd tov dépuatog. Mmopel vo mpokarécet epebiond g avamvevotikig 080v. Ilpokaiei PAGBeg ota
opyava HoTepa amd TopateTapéVn 1 emavellnupévn £xbeon.

2.2. Zroyeia eTIKETOG

Xapaxtnpropds copgove. pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kivdovvov (CLP)

GHSO07 GHSO08
Ipogworomtikn AéEn (CLP) . Kivduvog
Iepéyet : Heptaacetyl Barbaloin; Rhein
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Diacerein impurity mixture
Agltio Agdopévev Acpaleiog

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

AnAdoelg emkvdvvomtag (CLP)

AnAdoeig Tpoeoraéng (CLP)

: H315 - Ipokoket epebiopd tov déppatog.

H319 - IIpokaiei coPapd opBakpikd epediopo.

H335 - Mmopei va tpokarécet epebiopd e avamveLsTIKNG 030V.

H372 - TIpoxaiei PAaPeg ota Opyava (TEXTIKO GUGTNWA, NTAP, SEPLA) VOTEPO OO TAPATETAUEV 1
emavelnupévn ékbeon (amd 10 oTON).

: P260 - Mnv avanvéete okOVN/avaBupdcels/aépto/ctayovidia/aTons/eKvEp®ULATOL.

P264 - ITAOvete Ta x€pia, TOVG TNXELS (AvTIBpayie) Kot T0 TPOGMTO GYOMUGTIKE LETA TO XEPIGHO.
P270 - Mnv 1pdrte, mivete 1 Komvilete, OTAV XPNGUOTOLEITE VTO TO TPOTOV.

P271 - Na ypnowonoteital poévo o€ avotkto 1 kakd aeptidpevo xmpo.

P280 - No popdte TpocTATEVTIKE YAVTIO/TPOGTOTEVTIKG EVOOLATO/HEGO ATOUIKNG TTPOCTAGIOG Y10 T
LATI0/T0 TPOCMOTO/TOL AVTLAL.

P302+P352 - XE [IEPIIITQZH EITA®HE ME TO AEPMA: TTAvvte pe dgpbovo vepo.

P304+P340 - XE IIEPIIITQXH EIZIINOHE: Metagépate tov mafovta otov kabapd aépa kat
apNoTe ToV Vo EEKOVPOOTEL GE GTAGT TOV GIEVKOADVEL TIV OVOTTVOT].

P305+P351+P338 - ZE INEPIIITQXH EITAO®HX ME TA MATIA: ZEenAvvete TpoCEKTIKA Ue VEPO
Y10 0PKETE AemTd. AV VIAPYOLY POKOT ETAPNC, OPAPESTE TOVGS, AV ivar £0KOL0. XuveyioTe va
Eemhévere.

P312 - KoAéote to KENTPO AHAHTHPIAXEQN 7 éva yutpd, av cicbavbeite adiabeoia.

P321 - Xpeidleton 8 ayoyn (PAéne copuminpopatikég 0dnyieg tpdTav Pondeidv oty etikéta).
P332+P313 - Eav mapatnpnei epebiopdg tov déppatog: Zvppovievdeite/Emokepdeite yiatpo.
P337+P313 - Eav dev vroyopei 0 0@Baipikig epebiopdc: Zvppovievdeite/Emokepbeite yotpd.
P362+P364 - Bydte to polvopuéva povya Kot TAOVTE To TPy 1o EOVOYPTGULOTOUGETE.
P403+P233 - Anobnkeveton og KaAd aeplopevo ydpo. O mepléktng doTnpeitot epunTikd KAEIGTos.
P405 - dvrdcoeton KAEWOUEVO.

P501 - AwiBeon tov meplexopévou/aepléktn o€ oneio GLALOYNG ETKIVOLVAOVY 1 EWIKOV amoPANTOV,
GOUPOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SeBVElG KOvoVIGHOVE.

ZNpavon coppova pe: E&apeitor n ecotepikn) cuokevaoio, Ta meplexoeva g omoiag dev veepPaivovv to 10ml.

Ewovoypappoata kivdovov (CLP)

Emwcivduvo nepieydpevo

2.3. Al)Lot Kivovvolr

GHS08

: Heptaacetyl Barbaloin; Rhein

Agv mepiéyet ovoieg PBT n/kon vPVB > 0,1%, ot omoieg £xovv a&toroynOet coppava pe to Hapdpmpa XIII tov Kavoviepod REACH

To peiypa dev mepiéyel ovoio(eg) mov meprapfdvetol otov Katdrloyo mov kotaptiletar copeova pe 1o Apdpo 59 Iapdypapog 1 Tov kavoviepod REACH yua tig
10T TEG EVOOKPIVIKAG dLoTapoyng M (o) ovoia(eg) dev avayvmpiletar(ovar) 6Tt Exey(0VV) W1OTNTEG EVOOKPIVIKNG S1OTOPAYNG COUPOVO. LE T KPLTHPLO TOV
opilovton otov Kat' e&ovaloddton Kavoviepd g Emtponng (EE) 2017/2100 1y tov Kavoviepd g Emtponng (EE) 2018/605 o€ cuykévipmon ion 1 peyaidvtepn

and 0,1 %

Alheg TAnpopopieg

: TIpocoyn - To mpoidv dev Exel SOKILOCTEL TANPWGC.

TMHMA 3: Z9vOeon/aAnpo@opies Y10 T0 CVGTATIKG,

3.2. Meiypata

Ovopa AvayvopieTikog KOOKOS % Kararaén copeova pe tny odnyio
TPOidVTOg 1272/2008 EK [CLP]

Heptaacetyl Barbaloin apOpog CAS: 13928-72-8 70 -175 Skin Irrit. 2, H315

Eye Irrit. 2, H319
STOT SE 3, H335

Rhein

apBuog CAS: 478-43-3 25-30 STOT RE 1, H372
Kwd.-EE: 207-521-4

IIpeg keipevo tov dnhwoemv H kor EUH: BAéne tunqua 16
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Diacerein impurity mixture
Agltio Agdopévev Acpaleiog

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

TMHMA 4: Métpa npatov fonderaov

4.1. eprypoon péTpov TpOTOYV fondsiav

Tevikd pérpa tpdTev Ponderdv . Ye mepintoot au@PoAdV 1| €4V T0 GUUTTOUATO ETUEVOVV, KOAEGTE YLIOTPO.

Métpa tpdtev Bonbeidv petd and slomvon : Metagépete Tov mofovta oTov Kabapd a€pa Kot apnoTe ToV Vo EEKOVPOCTEL 6€ GTAOT TTOV
S1evkoAvveL TV avamvor|. Apriote Tov Tafdvia va Eekovpaotel. e nepintoon adwdeciog :
Zvpfovievdeite/Emoxebeite yiotpo.

Métpa tpdtev Bondeidv petd omd enaen pe To dEpuo © ATOPOKPUVETE TO LOAVGUEVO POVYIGHO, TAOVETE OAN TNV eKTEDEIUEVT TEPLOYN OEPLATOG LE OTOAD
camTovVL Kot vepo, kat ot cuvexeto Eemhévete pe Leotd vepd. Edv o epebiopdc tov déppatog
empévet, cupPovievteite yoTpo.

Métpa tpdtev Bonbdeidv petd amd exapn He o LaTio. 1 Eemhivete apécm Kol TOPATETAUEVO e VEPO KPATMOVTAS avorytd to fAEQapa TovAdy eTOV 15
Aemtd). Edv vdpyovv @oioi emaens, apatpEote Toug, EpOcov gival edkolo. Xuveyiote va EemiéveTe.
Xvpfovievteite yotpd £dv cuveyiletat 0 TOVOG 1 1) KOKKIVIAQL.

Métpa tpdtov Bondeidv petd amd katdmoon . Eemhdvete o otOpa pe vepd (Lovo edv to dtopo dratnpel tig aronoelg Tov). Mnv yopnynoete moté
0TWONTOTE OO TO GTOWA GE ATOUO TTOV £XEL XAOEL TIG a1efoelg Tov. TupPovievbdeite/Emokepbeite
ApECOG YaTpo.

4.2. TnpavTIKOTEPO. GUUTTONOTO KOL ETLOPACELS, AUEGES 1| HETAYEVEGTEPES

ZOUTTOUOTO/EMOPACELS LETE OO EIGTVOT : Mmnopei va tpokorécet epedico TG OVOTVEVGTIKNG 0000.
ZOUTTOUOTO/EMOPACELS UETA OO ETOPT| LUE TO EPLLOL : Ilpokarel epebdiopd Tov dépporoc.
ZOUTTONOTO/EMOPACELS LETE OO EXAQT UE TOL LATLOL : Ilpokarel coPapd o@Oaipucod epebiopd. Epubpotnra, movoe.

4.3."Evo€1En 0mTo10.601)TOTE ATUITOVIEVIS GUEGTG LUTPIKNG @POVTIONS KAl 101K G Oepameiag

Agev vrdpyovv emmAéov TANpoPopieg

TMHMA 5: Métpa y10. TV KOTOTOAEPNN O] TG TUPKAYLAG

5.1. ITvpooPeotika péca

Katahinia péoa mopdofeong . Xpnowonomote péca KatdoPeons KatdAAnia yio v nepiBdilovsa tupkoyld. Atoeidio Tov
avOpaxa. Pexaopog pe vepd. Enpn okovn. KovBépta mupodsPeonc.
AKaTIAANA0 TUPOGPESTIKG HEGO : Mn ypnowonoteite peydin pon vepoo.

5.2. Exdukoi TOol EMKIVOUVOTNTOS TOV TPOKVTTOVV 0Té TIV 0VGIA 1] TO PElYpa

e mepinTmon TupKaylig Tapdyovtot ETKivouva 1 H atelg kavomn anehevbepdver emkivdvvo povoeidio tov avBpaka, d10&€idio Tov avBpaika Kot
TPOIOVTO amocHVOESNG ko to&kd agpta. IIBavn amofoin to&kod vEpoug.

5.3. Zv6Ta0E1S Y10 TOVG TUPOGPEioTeg

METpa Yo TV KOTATOAEUNGT) TNG TUPKAYLAG 1 Amo@evyete T Slpuyn ToL vePoL TG TuPOSPREcNg 6TO TEPIBAALOV.
Ipootacio katd v TopdoPeon 1 Mnv engpPaivete yopig KaTdAANA0 £EOTAMOUO. AVTOVOLT AVOTVEVGTIKT) GUGKELN HE HOVOOT).
OLOGOUN TPOCTUTEVTIKY) GTOAN.

TMHMA 6: Métpa o€ TEPINTOGN 0KOVGLOG EKAVOTG

6.1. Ilpocomikés TPOPVAGEELS, TPOGTATEVTIKOG EEOTAMGIOS KOL H10OIKAGIEG EKTOKTNG OVAYKIG
Ievikd pétpa © AmoQevyETE TV EMOPT} TOV TPOIOVTOG LLE TO SEPLA, T HATLO ) TO POVYIGUO.

TN TpocOmKS GALo a6 TO TPOGOTIKO EKTUKTNG AVAYKNG

Métpa EKTOKTNG AvVAyKNG : ATOPOKPOVETE TO TEPITTO TPOCOTIKO.

T dTopa mov TPocsPEpovy TpdTES fo10reg

onhopdg TpocTaciog : Mnv enepPoivete ywpic katdAAnho eéomhopd. Mo tepiocdtepeg Tnpopopicg avatpéée oty
Bfomhous . M . . vy o6, T . ) . .
evomra 8 :""Eleyyog g ékbeong-Atopkn tpoctacia.

6.2. Ileprparrovrikég mpoPuAGEerlg

Na anopedyetar 1 Elevbépmon oto mepipdrrov. Epmodicte T €i6080 6T0VG 0mOYETEVTIKOVG 0y@YOVG 1) 6TO dNUOGLO SiKTVLO VEPOL.
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Diacerein impurity mixture
Agltio Agdopévev Acpaleiog

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

6.3. M£00d01 Kon VAIKG Y10 GVYKPAT 0N Kol KAOOPIopRo

INa v amobnkevon : Amoppo@noTe 10 pe £va adpavEG VAKO Ko ToToDETHOTE TO 68 évav KATdAANLo meptéktn S1dbeong
amofANToV.
MéBodot kabapiopod : Eemhivete TIG LOAGUEVEG EMPAVELEG pe GpBovo vepd. Kabopiopog pe amoppumavtid.

6.4. [Topomopnn) og GAho TUHpOTO

Agite To Tunpa 13 yo tAnpogopieg oyetikd e m didbeon.

TMHMA 7: Xeipiopoég kon amo0ikevon

7.1. IIpo@uAGEELS YI0. A6QUAN YELPLONO

IIpopuld&ers Yo aoorn XEPIGUO 1 Amogevyete kaOe mepirt Ekbeomn. Dpovticte MOTE 0 YOPOG epyosiag va e&uepileTar cOOTA.

Métpa vytevnig 1 Mnv tpdre, mivete M| komvilete, dtav ypnoponoteite ovtd To Tpoidv. Ta poivouéva evévpora
epyaciog dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xéplo oag Tpv omd kabe
£pYOOLOKO StAEYLIO KO LETE TO TENOG TNG EPYAGIOC.

7.2. ZovOnkeg a6Qaiovg @OLAENGS, copmepriopfavopévav Tuyov acopportotitav

TovOnkeg pOragn 1 AmoOnkebvetar og kahd agplldpevo xmpo. O mepléktng doTnpeitol EpUNTIKAE KAEWGTOS. AToQeDyETE
S X S G
™ (ot Ko TV dpeon nAokr axtivoBolio.
YAMkd cuokevociog : AnpioTe GTOVG apYLKODG TEPLEKTES.

7.3. Exducn) tehukn yprion 1 xprioeig

Agv vrdpyovv emmAéov TANPoPopieg

TMHMA 8: "EAgyyog Tng ék0eong/atopiki tpoctacio

8.1. lapapeTpor eréyyov
Agv vrtdpyovv emmAéov TANpopopieg

8.2."ELeyyor £ék0gong

Katariinior pnyavikoi éreyyot

Kotaiinhor pnyavikoi éleyyou:
Ppovriote dote 0 YDPog epyaciog vo e&aepiletol 6oTh. ZvvN0mG ATUITEITAL GUGTIHO YEVIKOD UNYOVIKOD EE0EPIGUOD TOV YDPOV. LTO HETPO TOV SLUVATOD 1)
XPNOTM TOL TPOIGVTOC TPEMEL VOL YIVETAL GE EPYOGTNPLUKT OGVN).

ATOPIKOG TPOCTATEVTIKOG EEOTAMONOG

IIpootucio TOV HOTIOV KOL TOV TPOGAHTOV

Ipootocio 0@BaAn®V:

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

IIpocrocia Tov déppartog:
Dopdte KATIAANAO TPOGTOTEVTIKO POVYICUO. XPpHon € epyacTipia : Todld epyactnpiov. (EN 13034)

Ipootacio TOV yEPLOV:
Na @opdte katdAiniao yévtio. [pootatevtikd yavtia avOektikd o ynukd apoiovta. (EN 374)

IIpooTacio TOV AVATVEVGTIKAOV 06DV

IIpootacio TOV OVATVEVGTIKAV 00ADV:
Yg nepinton Topaymyng GKOVNG, XPNCULOTOOTE TPOCTATEVTIKN HdoKka e iktpo : P3

TMHMA 9: ®vokég Kot yNUIKEG 1016TNTEG

9.1. Zroyeia Yo TS facukéc QUOIKES KOL YNUIKES 1OL0TNTEG

Duoikn KoTdoToom 1 Zteped
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Diacerein impurity mixture
Agltio Agdopévev Acpaleiog

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

APDHOL : Mn dwbéopo
Oopn : Mn dwbéopo
Opto oopng : Mn dwbéoipo
Inueio éemg : Mn dwbéopo
Inueio mEemg : Mn dwbéopo
Inueio Bpaocpod : Mn dwbéopo
Evopiektomra : Mn dwbéopo
Xapunhotepo 6pio £kpnéng : Aev oydet
AvdtoTo 0pio expnépomrag : Agv oydet
Inueio avaereéng : Aev oydet
Bgppokpacio avtavapreéng : Aev oydet
Beppokpacio arochvieong : Mn dwbéopo
pH : Mn dwbéopo
Awdropo pH : Mn dwbéopo
EMDOES, Kivepatikog (1) : Aev oydet
Awrvtomra : Mn dwbéopo
TOVTEAEGTNG KOTAVOUNG G UElY L0 N-0KTAVOAN S/ VEPOD : Mn dwbéorpo
(Log Kow)

Téon atpumdv : Mn dwbéopno
Ilieon atpov og Beppoxpacio 50°C : Mn dwbéopo
TTvkvoémta : Mn dwbéopo
TyETIKN TOKVOTNTO : Mn dwbéopo
ZYETIKN TUKVOTNTO 0TUAOV 6TOoVG 20°C : Agv oydet
Méyebog copatidiov : Mn dwbéorpo

Aev vdpyovv emmAov TANpoPopie

TMHMA 10: X100gp0TTa KOl OVTIOPAGTIKOTNTA

Aev vdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpogopieg

Agv vrtdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALov TANPOPOPieg

Aev vdpyovv emmAéov TANPOPOpies

TMHMA 11: To&woloyikég TANpOPOPiES

Oé&ela to&codmra (amd oTOHOTOC) : Mn ta&wvounuévos (Baoet tov dtubécimv dedopévav, ta kprripta Tagvounong dev TAnpovvrat)
Oé&ela to&ucdmra (Seppotikn) : Mn taéwvopnpévos (Baoet tov dtubécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
Oé&ela to&ucdmra (avamvon) : Mn ta&wvounpévos (Baoet tov dtabécimv dedopévav, ta kprripta Tagvounong dev TAnpovvrat)
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Diacerein impurity mixture
Agltio Agdopévev Acpaleiog

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

Rhein (478-43-3)

LD50 amd tov 6tép0T10g 68 apovpaiong > 2000 mg/kg (extipudpevn Tyn)
AGBpwon kot epeblopdg Tov dEPHATOG . TIpoxaAei epebiopd Tov déppartoc.
ZoPBoapn opBaipikn PAAPN/epebiopog . IIpoxaiei coPapd opBaiuikd epediopo.
EvaisOntomoinem tov avamvevotikod 1 : Mn ta&wvopnpévos (Baoet tov dtubéciumv dedopévav, ta kprripta taé&vounong dev mAnpovvrat)
gvaucOntomoinom Tov dEpRaTog
Metalha&ry£veon YEVWITIKOV KUTTAPmV 1 Mn ta&wvounpévos (Baoet tov dtubécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
Kapkwvoyéveon : Mn ta&wopnpévog (Baoet tav dtabéoipmv dedopévav, to kprepila tavounong dev Thnpovvot)
To&wdmta 6TV avomapayoyn 1 Mn ta&wvopnpévog (Baoet tov dabécipmv dedopévav, Ta kpreipila tagvoumong dev TAnpovvat)
Ewwm to&ikomra ota dpyava-ctoyovg (STOT) — 1 Mmnopei va mpokarécet epebiopd e avamveLSTIKNG 050V.

e@amaé £ékbeon

Heptaacetyl Barbaloin (13928-72-8)

Ewwn to&icomra ota 0pyava-otdyovs (STOT) — epdnas | Mmopei va Tpokaréset epeBIoId TG AVATVEVGTIKNG 030V.

£xbeon
Ewwn to&ikomra ota dpyava-ctoyovg (STOT) — : Tpoxaiei PAaPeg ota dpyave (TENTIKO GOGTNNA, NP, SEPLA) VOTEPO OO TOPATETALEV 1}
emavelAnppévn ékbeon emavelnupévn ékbeon (oo 10 oTONW).

Rhein (478-43-3)

Ewwn to&ikomra ota opyava-otoyovg (STOT) — Ipokakiei PAaPeg ot Opyava (TETTIKO GHOTNHA, TP, FEPLLL) DOTEPQ OO TOPOUTETAUEV I}
emavelAnupévn ékbeon emavelAnupévn ékbeon (amd 10 oTOU).
Emivdvvomta avoppoenong 1 Mn ta&wvopnpévog (Baoet tav dwubéoipumv dedopévav, To kpreipla tagvounong dev Thnpovvot)

11.2. ITAnpo@opisg yro. GALOVS THTOVG EMKIVOVVOTN TS

Agv vrdpyovv emmAéov TAnpopopieg

TMHMA 12: Oworoyikég TAnpo@opisg

12.1. To&wotnTOl

Emivduvo yia to vddrtivo mepiBdrrov, Bpayvrpodbecpog : Mn ta&wounuévog (Baoetl tov dabéctumv dedopévav, to kprmmpla ta&vopunong dgv TAinpodvor)
(0€0¢)

Emkivduvo yio to vddrtivo meptBdilov, pakporpdbecpog : Mn ta&wopnévog

(xpoviog)

12.2. AVOEKTIKOTNTO KO IKOVOTNTO 0T0d0pN NS

Diacerein impurity mixture

AVOEKTIKOTNTO KO IKAVOTNTO 0TOSOUNONG Agev voiotaton tayeio omocvvieon

Heptaacetyl Barbaloin (13928-72-8)

AVOEKTIKOTNTO KO IKAVOTITO 0TTOSOUNONG

Aev voiotato Tayeio omocvvheon

Rhein (478-43-3)

AVOEKTIKOTNTO KOL IKOVOTNTO ATOdOUNGNG Aev voiotaton Tayeio amocvvieon

12.3. Avvortotinro frocveocapevons

Aev vdpyovv emmAéov TANpoPopieg

12.4. Kiwwnmikétnto 610 £60.00G

Agv vrtapyovv emmAéov TANPOPopieg

12.5. Anotehéopato g a&rordynong ABT kot aAaB

Agv vrtapyovv emmAéov TANpopopieg
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Diacerein impurity mixture
Agltio Agdopévev Acpaleiog

ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tporomomdnke omd tov Kavoviepo (EE) 2020/878

Agv vdpyovv emmALov TANPOPOPiEs

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA IE T LETAPOPA

Yopeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. ApwOpég OHE 1 apBpéc tavtétnTag

ZOpeove e Tig StotdEels PETaPopag To TPoiov autod de yapaktnpiletor og emkivévuvo

14.2. Oweia ovopacio amostorlic OHE

Mn pvBulopevo Mn pvBuldpevo Mn pvBulopevo

14.3. TaEn/-e1g KtvdHvov KOTA T PETOPOPE

Mn poOulopevo Mn poBuldpevo Mn poOulopevo

14.4. Opada cvokevaciog

Mn pvBulopevo Mn pvBuldpevo Mn pvBulopevo

14.5. IleprparrovTiKi emKIVOUVOTTA

Mn poOulopevo | Mn pvBulodpevo | Mn poOulopevo

Agv vrdpyovv emmAéov Stabéctpueg TANPOEOpisg

Eniyewo petagopa
Mn pvBulopevo

petapopd pécm Boraoong
Mn pvBulopevo

Evoépua petagopd
Mn pvBulopevo

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopaxtipa

Kkavovicpoi EE

Hopaptmpe XVII Tov REACH (Ilpobmodiceis mepropiopov)

Aev mepiéyer kopia ovoio(eg) mov meprapfavetorovrar) oto MHapaptnua XVII oo REACH (Ilpobnobiceig meplopiopon)
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Diacerein impurity mixture
Agltio Agdopévev Acpaleiog

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

Hapaptpa XIV 100 REACH (Katdroyog 0.0£1060Tn61G)
Aev mepiéyet kopia ovsio(eg) mov meptrapfavetoiovrar) oto [apdapmmua XIV tov REACH (Kotdhoyog adetoddtnomng)

Kataroyog vroyiguov overdv REACH (SVHC)

Aev mepiéyel koapia ovoio(eg) mov meprapfavetoiovrat) 6tov Katdroyo vioyneuy ovoidv REACH

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

Aev mepiéyet kopia ovsio(eg) mov meprapfdvetoiovtat) 6Tov Katdroyo ovatdv mov e&ucbeviCovv to 0ov (Kavoviopog EE 1005/2009 oyetikd pie Tig 0voieg mov
e&acbeviCouv ™ otifdda Tov 6lovTog)

Kavoviopiog tov Zvpfoviriov (EK) yra Tov £heyyo e1d®@v Simhig ypiong

Aev mepiéyel ovaio mov vdkettol otov Kavoviopd (EK) tov Zvppoviiov yio tov éheyyo e8dv Stmhng xpriong

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

Aev mepiéyet kopia ovsio(eg) mov meplapfdvetoi(ovtat) 6Tov Katdloyo Tpddpopmv ovoidv ekpnktikdv (Kovoviopog EE 2019/1148 oyeticd pe v epmopio kot
™ ¥PNON TPOSPOUDY OVGLDV EKPIKTIKAOV)

Kavoviopiog nepi mpodpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyel ovoio(eg) mov mephappavetay(ovior) 6tov Kotdhoyo mpddpopmv ovotdv vapkatikdv (Kavoviopog EK 273/2004 oyetikd pe T Tpodpopes ovoieg
VOPKOTIKOV)

15.2. A&ordynon ymuikis aoc@dierog

Aev vdpyovv emmAov TANpoPopies

TMHMA 16: Alheg TAnpo@opisg

IMpeg keipevo ppacemv H xan EUH:

Eye Irrit. 2 YoBapn opborkn BAABN/0@BaApKdG epebiopdc, katyopio 2

H315 TIpoxaiei epebiopd Tov déppartoc.

H319 Ipokaiel cofapd opbopicd epebiopo.

H335 Mmropei va. Tpokarécet peIGIO TN AVATVEVGTIKAG 050V.

H372 Ipokaiei PAafeg ota Opyava (Tentikd cvoTU, AP, dEPUA) VOTEPA AT TOPATETAUEVN 1) ETAVEUEVT £kBeon (amd TO
oTOUQ).

Skin Irrit. 2 AGBpmon/epediondg Tov déppatog, kotnyopio 2

STOTRE 1 Eww to&ikotra o€ 0pyava-ctdyovs Hotepa and exovellnupévn ékbeon, katnyopio 1

STOT SE 3 Ewwm to&ikotra og 0pyava-otdyovg Hotepa and pio epanas £xbeon, katnyopia 3, epebiopdg g avamvevoTikig 0500

Katnyopromoinon ko 7p@TéK0oALO Y10 TNV KATNYOPLOTOINGT TOV PIYRATOV 6ORQ@Va pe Tov kavoviopo6 (EK) 1272/2008 [TEX]:

Skin Irrit. 2 H315 MéBodog vroroyiopon
Eye Irrit. 2 H319 Mé£0050¢ VTTOAOYIG OV
STOT SE 3 H335 Mé£60d0¢ VITOAOYIG OV
STOTRE 1 H372 MéBodog voroyiopon

Agltio Agdopévaov Acpareiog (AAA), EE

ATIOIIOIHXZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o antd to dehtio mpoépyovtar and mnyég Tig onoieg Bempodpe a&iomotes. [Tapodia avtd, divovtot
YOPIic Kapio eyyonon, pnty N appntn, Yo v akpifetd tovg. Ot cuvinkeg N ot péBodot yeiptopod, amobnkevong, xpnong 1 ardppLyng Tov TPoiovTog dev
VIOKEWVTAL 6T 1KY [ag gvBOVI Kot propet Kat vor v UminTouy Kot 6TIS approdtotntés pog. I'iontoig kot yio GALovg AdYoug, omomotovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAIKNG 1| XPNUOTIKNG Cnpiag omod, 1 [e 0TotodNToTe TPOTO GUVOEVELEVT LLE, TO YEPLGUO, TNV 0obKeLoN 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acparelog cuvtdydnke Kel TPEMEL VoL YPTGLLOTOLEITOL YOl TO GUYKEKPILEVO TPOTldv. Edv 10 mpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, Ol TANPOPOPIES TOV TAPEXOVTUL EX( EVIEYETOL VL LNV efval EQUPUOGLLES. VTEG 0L TANPOPOpieg PacilovTol GTIC TPEXOVCES YVMGELS LLOG KOL
npoopilovTal Yo VoL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Yo AOYOLG VYIRS, AoPUAEing Kot TEPPAAAOVTIKAOVY ATAITHCEWY. ZVVETADG, dev Oa mpémet vo. OewpnOel
OTL £YYLATAL OTTOLOONTOTE GUYKEKPILEVT] 1LOTNTO TOV TPOIOVTOG.
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