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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia

Ovopa ovsiog . Acebutolol

Kwducde mpoidvrog : 201600005

Suvovopa : Acebutolol, salts, hydrates, isomers and impurities where applicable

1.2. Zuvogeig TpocdlopiopEVES P GELS TG OVGLNG 1] TOV UEIYIATOG KO OVTEVOELKVUOILEVES Y PIGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong : To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXOYYEANLOTIKY EKTOISEVOT).
Xpnion g ovoeiog/Tov petypatog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong o Xnpkéc ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoeg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun0evTI) TOL dEATiOV dEdopévev acparsiag
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1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETYOVOOG AVAYKNG 1 +33(0)390215608

TMHMA 2: IIp0o6o10piop6g eMKIVoUVOTNTOG

2.1. Ta&wopnon g 0veiag 1| TOL PEIYRATOG

Katareén copoova pe v odnyie 1272/2008 EK [CLP]

Oé&ela to&kodTTa (ad Tov 6TOHATOC), Katnyopio 4 H302
Ewum to&ucodtta o€ 6pyava-ctoyovs Hotepa and emavenpupuévn ékbeon, H373
KoTnyopia 2

ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tpnpo 16

AvemOOuNTES QUOIKOYNIKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPLfaiiov
ATOQa0N HEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1OYVOGC.

2.2. Zroyeio eTIKETOG

Xapaktnpiopds copeove pe tov Kavovioué (EE) Ap. 1272/2008 [CLP]
Ewovoypdppoza ktvdovov (CLP)

GHSO07 GHS08
Ipogworomtikn AéEn (CLP) : IIpocoyn
Aniaogig emkivdvvotntog (CLP) : H302 - Emprofés og nepintwon katdmoong.
H373 - Mnopei va tpokoréoet PAGBES oTa Opyave, VOTEPD 0O TAPUTETOUEVT 1] ELAVEIANUUEVT
£xBeon.
Anhaoeig tpoedraing (CLP) : P260 - Mnv avanvéete okovn.

P314 - ZupBovievbeite/Emiokepbeite yotpod v acbavieite adiobesia.
Zhpavon cOUPoVvo pe: eEapeitar 1 EmTEPIKT GLOKELAGT, TO TEPLEYOLEVO TNG omtoiag dev vepPaivovy o 10ml
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Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Ewovoypdppora ktvdovov (CLP)

GHS08

Agv vapyovv emmAEov TANPOQOPieg

TMHMA 3: XovOeon/minpopopisg yio 10 6LOTOATIKG

Ovopa AvVayvopLeTIKOg KOdkos | %0 Katdroin copeove pe my odnyio
TPOIOVTOG 1272/2008 EK [CLP]
Acebutolol - <100 Acute Tox. 4 (Ané tov otoparog), H302

(ATE=500 mg/kg copatikod Bapovg)
STOT RE 2, H373

IIMpeg keipevo tov Inkdoewv H kot EUH: BAéne tpuipa 16

Aev woydet

TMHMA 4: Métpo npaTtev fondsiov

Métpa npidtmv fonbetdv petd and enagn pe 1o déppo  : Kobapiote t peyaidvtepn duvorn mosdtnto okovmilovtdg t (kabopd kot HaAakd amoppoenTikd
Tovi).

Métpa npadtmv fondetdv Letd and enapn pe o LATIo : Eemldvete o patio pe vepd yio Adyoug acaieiog.

Agv vdpyovv emmAEOV TANPOEOPIiEg

Agv vdpyovv emmAEOV TANPOEOPiEg

TMHMA 5: Métpa Y10 TNV KOTATOAEPON TG TVPKAYLAG

KotdAnia péoa muopdcBeong 1 KovBépta mupdcPeong.

Kivduvog moprayidg : BMéme tunpa 2.2,

Métpa Yl THV KOTATOAEUNGT TNG TUPKAYLOG . Xpnowonowmote péca katdoPeong KatdAAnia yo Ty nepdAlovca TupKayid.
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Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

TMHMA 6: Métpo o€ TepinTtmon 0KoVoLoS EKAVONG

6.1.1. I'e TPocOTIKG GALO 0O TO TPOGMOTIKO EKTAKTNG UVAYKNG

Métpa £kTOKTNG OVayKng 1 Amopevyete kGOe meprtn €xbeon.

6.1.2. T Gropa mov TPpocpipovy TPpMOTES Pondeieg

Agv vapyovv emmAéov TANPOQOpieg

Agv vapyovv emmAéov TANPOQOpieg

Aev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmAEOV TANPOQOPiES

TMHMA 7: Xeipiopoég kot amodnkevon

Agv vdpyovv emmaAEOV TANPOQEOPiEg

Agv vdpyovv emmaAEOV TANPOYOPIiES

BAéme tunpa 1.

TMHMA 8: ‘Eleyyog g ék0eonc/atopiki tpootacio

8.1.1 EOvikég oprokés Tipnés emayyelpatikig £k0eong kot froroyikés oprokés Tipnés

Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.2. ZuvicTdpeveg drudikosics Topakorovdneng
Agev vdpyovv emmAéov TANPOQOpieg

8.1.3. Xynparifovrar otoygio pOmTAVENS TOL aEpa
Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.4. DNEL xox PNEC

Agev vdpyovv emmAéov TANPOQOpieg

8.1.5. Mleproyég eréyyov

Agv vdpyovv emmAEov TANPOQEOPiEg

8.2.1. Kotdhinho pnyavikoi éreyyot

Koataiinior pnyavikoi éleyyou:
Awnpiiote o€ KoAd e&oeptlopevo ydpo. Zuvibog amatteitol cOGTNUA YEVIKOD UNyavikob eE0EPIGIOV TOV XMDPOL.

8.2.2. ATopKOG TPOOTATEVTIKOG EEOTAIONOG

8.2.2.1. IIpooTacio TOV HATIAOV KUl TOV TPOCATOV

Agv vdpyovv emmAEOV TANPOQPOPIiEg
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Acebutolol
Agehtio Aedopévav Acpaleiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

8.2.2.2. Ilpoctacio déppatog
Ipoctocia Tov déppartog:
oS8 EpyacTnpiov
Mpoctacio TOV yEPLOV:
IIpoctotevTikd yavtio

8.2.2.3. IIpo6Tacia TOV AVUTVEVGTIKADV 00MOV

Agv vrtdpyovv emmAéov TANpopopieg

8.2.2.4. O@gppikoi Kivovvor

Aev vdpyovv emmAéov TANPOQOpieg

8.2.3. OproBétnon ko wapokorovOnon g teptpaiiovroroyikiis £kOeong o€ Kivovvo

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 9: ®vokég Kot YnUIKES 1OL0TNTES

9.1. Zroyygia Yo TG fUGIKES QUOIKES KOL YNUIKES 1O10TNTES

Dok KoTdoToom T Zteped
APDLLOL © Mn dwbéorpo
Epopdvion TZkovn.

Oopn © Mn dwbéorpo
Op1o oopng © Mn dwbéorpo
Inueio mEemg © Mn dwbéorpo
Inueio m&emg © Mn dwbéorpo
Inueio Bpoacpod © Mn dwbéorpo
Evpiextomra © Mn dwbéorpo
Opra Ktvdvvov ekpiéems . Aev woyvet
Xapunhotepo 6pio EkpnéEng . Aev woyvet
AvdtoTo 0plo expnépotmrog 1 Agv woydet
Enueio avapieéng . Aev woyvet
Bgppokpacio avTavAPAEENS . Aev woyvet
Bgppokpacio arocHvieong © Mn dwbéorpo
pH © Mn dwbéorpo
Adropo pH © Mn dwbéorpo
EDAES, KivepaTikog (1) . Aev woyvel
AwAvtomra : Nepo: 100 — 1000 g/l
TUVTEAEGTNG KATAVOUNG O Helypa n-0KTavOAng/vepoD © Mn dwbéorpo
(Log Kow)

Téon oTudv © Mn dwbéorpo
Iieon atpov ot Beppokpacio 50°C © Mn dwbéorpo
IMukvotnto © Mn dwbéorpo
TyeTIKN TUKVOTITOL © Mn dwbéoipo
ZYETIKN TUKVOTNTO 0THAV 6TOoVG 20°C 1 Agv woy0et
MéyeBog copatidiov © Mn dwbéoipo

9.2. Aowréc TAnpogopieg
9.2.1. TIMpo@opicg GYETIKA pe TIS KAAGELS PUOLKOV KvdHVou
Aev vdpyovv emmaAéov TANPOQOpieg

9.2.2. AhL0. YOpOKTNPLOTIKG 00QUAEiog

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 10: Z100gp4TNTO KO OVTIOPOUGTIKOTNTO

10.1. AvtidpacTikoTTO

2100epd VIO KOVOVIKEG GUVOTKES.
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Acebutolol
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Agv vapyovv emmAEOV TANPOQOPieg

Kavévag yvootog/-1/-6.

Agv vapyovv emmAEov TANPOQOPieg

Kapio og kavovicr xprion. BAéne tuniua 7.

Ortav Oeppaivetar LEXpL TOL GNUEIOL S1OCTOONG, EKTEUTEL EXKIVIVYOUS KOTVOUG.

TMHMA 11: To&wkoroyikég TAnpopopisg

Oéeia to&ucdtnTa (amd 6TOHATOG) . EmPrapés oe mepintmon katdmoong.
Oéeia to&ucotnTa (SeppoTikn) : Mn ta&wopnpévog
Oéeia to&ucotnta (avamvon) : Mn ta&wopnpévog
Acebutolol
LD50 omd tov 6tdp0Tog 68 apovpaiong > 2000 mg/kg
AGBpwon kot gpebiopds Tov dEppaTog : Mn ta&wopnuévog (EAeaticd dedopévar)
ZoPapn opborukn PAAPn/epediopog : Mn ta&wopnpévog (EAreltotiicd dedopévor)
EvaicOntomoinem Tov avamvensTikov 1 : Mn ta&wopnuévog (Baoetl tov drabéoipmv dedopévmv, Ta Kprmmpio TaEvounong 6ev mAnpovval)
gvoucOnTomoinot Tov dEPUITOG
MetoAho&ryéveon YEVVITIKAOV KOTTAPOV : Mn ta&wopnpévog (EAreltotiicd dedopévor)
Kapkwoyéveon : Mn ta&wopnpévog (EMeaticd dedopévar)
To&wodTa Y10 TV avamopayoyn : Mn ta&wopnuévog (Ieportépm mAnpogopies: Oeia To&ucdTnTa)
Ewum to&ucomta ota 6pyava-ctoyovs (STOT) — : Mn ta&wopnuévog (Zaem av Kot averapkn Sedopéva yia TV TaSvounon)
epanag ékbeomn
Ewum to&ucomrta ota 6pyava-ctoyovs (STOT) — : Mmopet va npokarécet BAAPeg ota Opyava HoTEPE AT TOPATETAUEVN 1| ETAVENUUEVT EKDEOT).
emavenupévn kbeon
Enucvduvotnto ovappdenong : Mn ta&wopnuévog (Baoetl tov dtabéoipov dedopévmv, ta kprrnpio to&vounong dev minpovvan)

Agv vdpyovv emmAEOV TANPOEOPiEg

TMHMA 12: OwoAroyikéc mAnpo@opies

Owoloyia - yevikd : Aev mapovotdlel iaitepo kivouvo yio To meptBAALOV.
Enucivduvo yia to vddtivo mepiBdilov, Bpayvrpodbeopog : Mn ta&wopnpévog

(0&bg)

Emucivduvo yia to vddtivo mepiBdilov, pakporpodbeopog @ Mn ta&wopnpévog

(xpoV106)

Agv vdpyovv emmAEOV TANPOQEOPiEg

Aev vdpyovv emmaAéov TANPOQOpieg
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Acebutolol
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Agv vdpyovv emmAéov TANPOQOpieg

Agv vapyovv emmAéov TANPOQOpieg

Agv vapyovv emmAEov TANPOQOPieg

Aev vdpyovv emmAéov TANPoQOpieg

TMHMA 13: Ztovysio oyeTikd pe tn ovd0eon

Agv vdpyovv emmAEOV TANPOEOPiEg

TMHMA 14: ITAnpo@opies 6YETIKG IE TN HETAPOPT,

Xoppova pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpég OHE 1 apOpdg TavtotnTog

Agv 1o0gt ’ Agv 1oy0gt ‘ Agv 1oy0gt

14.2. Oweio ovopocio arostolig OHE

Aev 1oy0et | Aev 1oy0et | Agev 1oy0¢t

14.3. Taén/-1g KivdOvov Kata 1) PETOQPOPA

Agv 1oy0gt ’ Agv 1oy0gL ‘ Agv 1oy0gt

14.4. Opéoda cvokevaciag

Aev 1oy0et ‘ Aev 1oy0et ‘ Aev 1oy0et

14.5. ep1parhovTiKi ETIKIVOVVOTTA

Agv 1oy0eL I Aev 1oy0et l Aev 1oy0et

Aev vdpyovv emmiéov Srabéotueg TANpoopieg

Eniyewa petagopd
Aev woydet

HETOQOPA pécm Bahacong
Agv 1oy0gL

Evaépra petagopa
Aev oydet

Agv 1oy0et
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Acebutolol
Agehtio Aedopévav Acpaleiog

cvppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

TMHMA 15: Xtoyygio vopo0etikov yopaxtipo

15.1. Kavoviopoi/vopoOscio 6YETIKG pe THY 06QaLELD, TNV VYEIX KoL TO TEPLPaLLoV Yia TNV 0VGia 1] TO pEiypa
15.1.1. xavovicpoi EE

Hapaptnpa XVII tov REACH (Ilpoirmobéceig mepropiopov)

Aev neprapfaveton oto Hapaptnua XVII tov REACH

Hopaptnpe XIV tov REACH (Katdloyog 00£1036tnonG)

Aev meprappavetor oto Mapdpmpa XIV tov REACH (Katdhoyog adeioddtong)

Katarhoyog vroynguov ovordv REACH (SVHC)

Aev meprapfavetor otov Katdhoyo vroynemv oveiodv REACH

Kavoviopog PIC (EE 649/2012, IIponyoduevn cvvaiveon petd omd evnuépmon)

Aev epappodletar.

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

Aev gpappodletat.

Kavoviopog nepi e€aodévnong Tov 6Lovrog (EE 1005/ 2009)

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

Kavoviopog mepi ekpnktik®@v tpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kopio ovoio(eg) mov meprapfavetai(ovrat) 6tov Katdhoyo mpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gumopio Ko
™ XPNoN TPOSPOUMY OVGLDV EKPNKTIKADV)

Kavoviopog nepi Tpodpopmv over®dv vapkoTikdv (EK 273/2004)

Aev mepiéyet ovaia(eg) mov mepthapfavetar(oval) 6Tov KotdAoyo Tpddpopmv ovetdv vopkaTikdv (Kavoviopog EK 273/2004 oyeticd pe Tig Tpddpopes ovcieg
VOPKOTIKAOV)

15.1.2. EOvikéc dwotdieg

Agv vdpyovv emmaAEOV TANPOQEOPiES

15.2. A&wohdynon ynmkig acodisiog

Agv vdpyovv emmAEOV TANPOEOPIiES

TMHMA 16: Aldeg TAnpo@opisg

ITpeg keipevo ppacewv H kan EUH:

Acute Tox. 4 (An6 tov Oé&ela to&cotta (amd Tov 6ToOHATOC), Katnyopio 4

GTOUOTOC)

H302 EmPrapés oe mepintmon katdmoong.

H373 Mmopei va tpokarécet BAaPeg ota dpyava Hotepa and TopateTapnévn 1 emavenupévn Ekbeon.
STOTRE 2 Ewdum to&icodmta o 6pyava-ctoyovs Hotepa and emavenupévn ékbeon, katnyopio 2

Aghtio Agdopévov Acpareiog (AAA), EE

ATIOITOIHXZH EY®NHZX Ot mAnpogopieg mov mepiéyovial o antd T0 deATio Tpoépyovtat and myég Tis onoles Bempodpe a&idmotes. [Tapodia avtd, divovro

YOPIc Kapio gyyomon, pntm 1 appnTn, Yo TV okpifetd tove.
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