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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Betaxolol hydrochloride
Xnuwn Ovopacio : Betaxolol hydrochloride
Kwd.-EE 1 264--384-3

apOpuog CAS : 63659-19-8

Kodwodg mpoidvtog 1 201600104

1.2. Zvvo@eic TPocdLopllopeves YPNGELS TG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1|OELS

YyeTiké TpoPremopeveg yproscig

Xpnon g ovoiog/Tov peiypotog . Emompovikn épevva kon avémtuén
Teyvikég dOKIUES KOl AVAADGELS
Movo Y10 emayyEAHATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVOPEVES AP OELS

Tepropiopoi ot xpron 1 Oyt v TpOQULEL, QApRLOKa 1) OLKLOKT XpTiom
1.3. Ztoyyeia Tov TpopunOcvT) TOL dEXTiOV dEdOPEVEOV dGPaLEiag

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

ApBpdg Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1 TOL peiypoTog

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

Oé&ela to&codmta (amd Tov 6TOHNTOC), Katnyopio 4 H302
ZoPapn opboipkn BAAPN/0@Baipkdg epebiopdg, kKatnyopio 2 H319
To&wdmTo 6TV avorapaywyr, Katnyopio 2 H361d

To&wdmTa 6TV avorapaywyn, Enmpdchetn katmyopia, emdpdoelg H362
o711 YoAovyio 1 HES® TNG Yolovyiog

Emucivduvo yuo to vddtvo mepifdAiov — Xpoviog Kivduvoc, H412
Katnyopiog 3

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

AvemOopnTES QUoUKOYNIKES EMIPAGELS, KAOADG KoL EMIPAGEIS 6TV avVOpAOTIVY VYEio Kot 6T0 TEPIfdiiov

Emprapés oe mepintmon kardmoong. EmProféc yia 1oug v3pdProvg opyavicpons, ne Lakpoypovies eTmtdcels. Y monto yo mpdkinon PAPng oto Eufpuo.
Mmnopei va. Prayet ta Bpépn mov tpépovtat pe untpikd yéio. Ipokodei coPopd opBoiuiko epediopno.

2.2. Zroyeia eTIKETOG

Xapaxtnpiopds coppove. pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

Ewovoypappata kivovvov (CLP)

23/01/2025 (svnuépwon) EL (eMnvikd) 1/10


mailto:sds@edqm.eu
http://www.edqm.eu/

Betaxolol hydrochloride
Agltio Agdopévev Acpaleiog

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

[pogworomtikn AéEn (CLP)
AnAdoelg emkvdvvottag (CLP)

AnAdoetg Tpoeoiaéng (CLP)

GHSO07 GHS08

. IIpocoyn
: H302 - Emprapéc oe mepintwon katdmnoong.

H319 - IIpokaiei coPapd opBaipikd epediopo.

H361d - "Yronto ywo tpdxinon BAapng oo Euppuo.

H362 - Mmopei va BAdwyet Ta. Bpépn mov TpEPovTaL Le uNTPIKo Yoo,

H412 - EmBrofég yio toug v3popiovg opyaviopols, e HakpoxpOVvIeS EMTTAOCELS.

: P201 - Epodiacteite pe t1g 101kéG 0dnyieg mpv amd T ypnon.

P202 - Mnv 10 ¥pnGLOTOMGETE TPV SLoPACETE KOl KATAVONGETE TIG 00N YieG TPOPOAAENG.

P260 - Mnv avanvéete okovn/avabodoeis/aéplo/otayovidia/otnods/ekvepduata.

P263 - Amogedyete TV emapn 6N SLAPKELR TNG EYKVHOGHVNG KO TNG Yolovyiag.

P264 - ITAOvete Ta x€pia, TovG TNXELS (AvTIBpayia) Kot TO TPOGMTO GYOMUGTIKE LETH TO XEPIGHO.
P270 - Mnyv 1pdrte, nivete 1 Komvilete, OTAV XPNCUOTOLEITE 0WTO TO TPOTOV.

P273 - No amogevyeton 1 ehevbépwon oto meptBdAiov.

P280 - No popdte TpocTATEVTIKE YAVTIO/TPOGTOTEVTIKG EVOVLATO/HEGO ATOUIKNG TPOCTAGIOG Y10 T
UATI0/T0 TPOCMOTO/TOL AVTLAL.

P301+P312 - XE IIEPIITQXH KATAIIOXHX: KaAéote to KENTPO AHAHTHPIAXEQN 1 éva
ytpd, av oicbavieite adwabecio.

P305+P351+P338 - XE IIEPIIITQXH EITA®HX ME TA MATIA: Zen\ivete TpocekTiKd pe vepod
Y10 0PKETE AemTd. AV VIAPYOLY POKOT EXAPNC, OPAPESTE TOVGS, AV ivar £0KOL0. XuveyioTe va
Eemhéverte.

P308+P313 - XE IIEPIIITQXH éxbeong 1 mbovotntag £xbeong: Zvpfovievdeite/Entoxepbeite
yuTpo.

P330 - Eemldvete 10 oTOUA.

P337+P313 - Eav dev vroywpei o 00Baipikog epebiopodc: Zvppovisvdeite/Emorepbeite yotpd.
P405 - dvrdooeton KAEWOUEVO.

P501 - AuaBeon tov mepilexopévov/aepléktn o€ oneio GLALOYNG ETKIVOLVOVY 1 EWIKOV aToPANTOV,
GOUPOVOL [LE TOVG TOTIKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SeBVElG KOvoVIGHOUE.

ZNpavon coppova pe: E&apeitor ) ecwtepikn) cuokevaoio, Ta teplexoeva g omoiag dev veepPaivovv ta 10ml.

Ewovoypappoata kvdvvov (CLP) :

2.3. Al)Lot Kivouvolr

AMAot kivdvvot mov dgv 0dnyodv og Ta&vounon

Alheg TAnpoopieg

GHS08

: Kopdiokég ko kukhopopikég PAGBes.
. Evepyd ovotatikd (o€ gopprokentikd Tpoidvte/DoaplakevTikod Tpoidv mov YpnCILOTOLEITOL O

KOPOLOYYELOKO PAPUOUKO).
IIpocoyn - N mapodoa ovcio dev Exel aKOUN SOKILUOTEL TANPWOG.

TMHMA 3: Z0vOeon/aAnpo@opies Y10 To CVGTATIKG,

3.1. Ovoieg

Ovopa AvayvopieTiKog KOOKOG % Kararaln copeova pe tny odnyio
TPoidVTOg 1272/2008 EK [CLP]

Betaxolol hydrochloride apOpog CAS: 63659-19-8 <100 Acute Tox. 4 (Ao tov otopatog), H302
Kwd.-EE: 264--384-3 (ATE=998 mg/kg copatikov Bépoug)

Eye Irrit. 2, H319

Repr. 2, H361d

Lact., H362

Aquatic Chronic 3, H412

I peg keipevo tov dniocemv H kor EUH: BAéne tunqua 16
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Betaxolol hydrochloride
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
GOamTOVVL KOt VEPOD, Kat TN cLVEXELD EemAéveTe ne (eoTO vepo.
Métpa tpdtev Bondeidv petd amd exapn He o LaTio. 1 Eemhivete apécm Kol TOPATETAULEVO e VEPO KPATMOVTAS avorytd o PAEQapa TovAd IeTOV 15

Aemtd). Edv vidpyovv @oioi emaens, apatpEate Toug, EpOcov gival ekoro. Xuveyiote va Eemiévere.
Zopfovievteite 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
0TWNTOTE OO TO GTOUA GE ATOUO TTOL £XEL XAoeL Tig aishnoelg tov. Kodéote apéowg to KENTPO
AHAHTHPIAZEQN/yatpo.

4.2. TpavTIKOTEPO. GUUTTONOTO KOL ETLOPACELS, AUEGES 1| PETAYEVEGTEPES
ZOUTTONOTO/EMOPACELS LETE OO EXAQT UE TOL LATIOL : Ilpokarel coPapd o@Oaipcd epebiopd. Epubpotnra, movoe.
4.3."Evo€1En 0To10.601)TOTE ATUITOVIEVIS GUEGTG LUTPIKNG @POVTIONS KL E0IKNG Oepameiag

Agev vrdpyovv emmAéov TANpoPopieg

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

5.1. [TvpooPeotika péca

Katahinia péoa mopdofeong . Xpnowonomote péca KatdoPeons KatdAAnia yio v tepiBdilovoa tupkayld. Atoeidio Tov
avOpaxa. Pexaopog pe vepd. Enpn okovn. KovBépta mupodcPeonc.
AKATIAANA0 TUPOGPESTIKG HEGO : Mn ypnowonoteite peydin pon vepoo.

5.2. Exdukoi TOol EMKIVOUVOTNTOS TOV TPOKVTTOVV 0Té TNV 0VGIA 1] TO PEIYRa

X mepinTmon TupKaylig Tapdyovtot ETKivouva . H atelg kavomn anehevbepdver emkivdvvo povoeidio tov avBpaka, d10&€id1o Tov avBpaia Kot
TPOIOVTO amoGHVOESNG Ak to&kd agpta. IIBavn amoforn to&kod vEpoug.

5.3. Zv6Ta0ELS Y10 TOVG TUPOGPEoTEg

MéTpa Yo TV KOTATOAEUNGT) TNG TUPKAYLAG 1 Amo@evyete T Slpuyn ToL vePoL TG TuPOSPecng 6To TEPIBAALOV.
Ipooctocio katd v TupdoPeon 1 Mnv enepPaivete yopig KaTdAANA0 £EOTAMOUS. AVTOVOLT AVOTVEVGTIKT] GUGKELN HE HOVOOT).
OLOGOUN TPOCTUTEVTIKY) GTOAN.

TMHMA 6: Métpa o€ TEPINTOGN 0KOVOLOG EKAVOTG

6.1. Ilpocomkéc TPOPVAGEELS, TPOGTATEVTIKOG EEOTMGIOS KOL S1UOIKAGIEG EKTOKTNG OVAYKIG
Ievikd pétpa © AmoQevyETE TV EMOLPT} TOV TPOIOVTOG LLE TO SEPLLA, T HATLOL ) TO POVYIGUO.

I TpocOmKS GAL0 a7 TO TPOSOTIKO EKTUKTNG AVAYKNG

Métpa EKTOKTNG AVayKNG 1 ATONOKPOVETE TO TEPLTTO TPOSOTIKO.

T dTopa mov TPocsPEpovy TpdTES fo10reg

omhopdg 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 mpoPuAGEelg
Na arnopedyetar 1 Elevbépmon oto mepipdrrov. Eumodicte T €i6080 6T0VG 0moYETEVTIKOVS 0y®@YOVG 1) 6TO dNUOGLO SiKTVLO VEPOL.

6.3. M£00d01 Kon VAMIKG Y10 GVYKPAT 0N Kol KaOoplopo

IMa v amobnkevon 1 Amoppo@noTe T0 PE £va adpOvEG DAIKO Ko TOTODETHOTE TO G€ évav KOTAAANLO meptéktn Stébeong
amofANTmV.
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Betaxolol hydrochloride
Agltio Agdopévev Acpaleiog

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

MéBodot kabapiopod 1 EemAOVETE TIG LOAVGHEVEG EMLOAVELES PE ApBovo vepd. Kabapiopog e amoppumavTikd.

6.4. [lopomwopnn og Ghho TEqpOTO

Agite 10 Tunpa 13 yio tAnpogopieg oyetikd pe m didbeon.

TMHMA 7: Xeipiopég kon amo0ikevon

7.1. IIpo@uAGEELS Y10, AGPUAN YEIPLONO

Emndéov kivdvvor katd v eneepyocio . Eyxvopovotoeg kot Onhalovoeg va pnv £pyoviat o€ Kopio EToQT| e T0 TPoidv.
Ipoeuldéers Yo aoorn XEPLOUO 1 Amogevyete kaOe nepirt Ekbeomn. Dpoviicte MOTE 0 YOPOG epyosiog va e&uepileTal cOOTA.
Métpa vylewvng : Mnv tpdre, nivete M| komvilete, dtav ypnoponoteite ovtd to mpoidv. Ta poivouéve evévporo

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

7.2. ZovOnkeg a6Qaiovg QOLAENS, cupmeplopfavopnévay T 6y acoppotoTiTav

ZovOnkeg OAUENG 1 Amofnkeveton og KoAQ aeplopevo ympo. O meptéktng Statnpeitat epunTiké KAEWGTOS. AToQevyeTe
™ (éotn Kot TNV Apecn NAloKT aKTvoBoAia.
Y\ cvokevasiog : AlnpnoTe 6TOVG apYLKODG TEPLEKTES.

7.3. Ewdun} Telkn ypnon 1 yp1oeis

Agev vrdpyovv emmAéov TANpoQopieg

TMHMA 8: ‘Eleyyog g ék0eonc/atopki tpoctacio

8.1. lapapeTpor eréyyov
Agv vrdpyovv emmAéov TANpopopieg

8.2."ELeyyor £ék0gong

Kataiinior pnyavikoi éreyyon

Kotaiinhor pnyavikoi éreyyou:
Ppovriote dote 0 YDPOg epyaciog vo e&aepiletol 6moTh. TovN0mG ATULTEITAL GUGTNLO YEVIKOD UNYOVIKOD EEQEPIGULOD TOV YDPOV. LTO HETPO TOV SVUVATOD M)
APNOT TOL TPOIOVTOG TPEMEL VO YIVETOL GE EPYUCTNPLUKT XOAV).

ATOMKOG TPOGTATEVTIKOG EE0TAGHOG

IIpoctacio TOV HOTIOV KOl TOV TPOGCAOTOV

Ipootocio 0@OaAn®V:

Dopdre cvuokevn Tpoctaciog yio Ta patia. [Ipostatevtikd yvaiid pe TAdylo tpootatevtikd. (EN 166)
Ipootacio Tov déppatog

IIpocrocia Tov déppartog:
Dopdte KOTGAANAO TPOGTOTEVTIKO povyIcHo. Xprion oe epyactipia : modid epyactnpiov. (EN 13034)

IIpocrocia TOV yEPLAOV:
Na popdte kordAAnio yavtue. IIpocstatevticd yavto avOektikd og ynukd npoiovea. (EN 374)

IIpoctacio TOV UVOTVEVCTIKAOV 00®DV

IIpootacio TOV OVATVEVGTIKAV 00GDV:
e mepinTmon Tapay@yng oKOVNG, YPTOLLOTOWOTE TPOSTUTEVTIKY HAoKa pe @iktpo : P3

TMHMA 9: ®vokég Kot YNUIKEG 1010TNTEG

9.1. Ztoyeia Yo TS facikés QUOIKES KoL YNUIKES 1O10TNTESG

Duowkn KoTdoToom 1 Zteped

APDLOL : oxedOV AeVKO. AEVKO.
Epedavion . Kpvotodikn okovn.
Mopiaxn pata : 343.9 g/mol
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Betaxolol hydrochloride
Agltio Agdopévev Acpaleiog

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

Ooun : Mn dwbéoipo
Opto oopng : Mn dwbéopo
Inpeio mEemg : 114°C
Inueio mEemg : Mn dwbéopo
Enueio Bpaopod : Mn dwbéopo
Evopiektomrta : Mn dwbéopo
Xapunhotepo 6pio £kpnéng : Aev oydet
AvdtoTo 0pilo expnépomrag : Agv oydet
Inueio avaereéng : Aev oydet
Bgppokpacio avtavapieéng : Aev oydet
Bgppokpacio arocHvieong : Mn dwbéopo
pH 1 45-6.5(20¢g/0)
Awdropo pH : Mn dwbéopo
1EDOES, Kivepatikog (1)) : Aev oydet
Awrvtomra : Nepo: > 1000 g/l
TOVTEAEGTNG KOTAVOUNG G HETY L0 N-0KTAVOAN G/ VEPOD : Mn dwbéopo
(Log Kow)

TOVTEAEGTNG KOTAVOUNG GE MElY L N-0KTAVOAN S/ VEPOD : 327-35
(Log Pow)

Téon atumdv : Mn dwbéopo
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 dwbéopo

Aev vdpyovv emmAov TANpoPopie

TMHMA 10: X100gp0TTa KOl OVTIOPAGTIKOTTA

Aev vdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALoV TANPOPOpPieg

Agv vdpyovv emmA£ov TANPOPOpies

TMHMA 11: To&woroyikég TANpOPOpPiES

Oé&ela to&codmra (amd 6TOHOTOC) : EmProfés oe nepintoon kotdmoong.
Oé&ela to&ucdmra (deppotikny) : Mn ta&wvounpévog (EAdepatikd dedopéva)
Oé&ela to&ucdmra (avamvon) : Mn ta&wvopnpévog (EAiepatikd dedopéva)
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Betaxolol hydrochloride
Agltio Agdopévev Acpaleiog

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

Betaxolol hydrochloride (63659-19-8)

LD50 and tov 6T0paTog 6 apovpaiong 998 mg/kg (Ap. RTECSUA9823000)

AGBpwon kot epeblopdg Tov dEPHATOG 1 Mn ta&wvopnpévog (EAkepaticd dedopéva)
pH: 4.5-6.5 (20 g/l)

ToPapn opboipkn PAPN/epedionog . IIpoxaiei coPapd opBaiuikd epediopo.
pH: 4.5-6.5 (20 g/l)

EvaisOntomoinom tov avamvevotikod 1 : Mn ta&wvopnpévog (EAdepatikd dedopéva)

gvaucOnTomoinom Tov dEpRaTog

Metalha&ly£veon YEVWITIKOV KUTTAPmV : Mn ta&vounpévog (EAdepatikd dedopéva)

Kapkvoyéveon 1 Mn ta&wvopnpévog (EAkepaticd dedopéva)

To&wdmTo 6TV avomapoyoyn : Yromto yio mpoxAnomn PAAPNS oto EuPpvo. Mropel va BAayeL Ta BpEéen Tov Tpépovtat pe PnTpLtkd
YOAQL.

Ewdu to&uwcotnta ota dpyava-ctoyovs (STOT) — : Mn ta&wvopnpévog (EAdeipatikd dedopéva)

epamag éxbeon

Ewdumn to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn taé&wvopnpévog (EAiepatikd dedopéva)
emavelnupévn ékbeon

Enucvduvotnta avappdenong 1 Mn ta&vounpévog (EAepatikd dedopéva)

11.2. ITAnpo@opieg yro. GArhovg TOTOVG EMKIVOVVOTN TS

Aev vrdpyovv emmAéov TANPoPopieg

TMHMA 12: Owoloyikég TApopopieg

12.1. To&ikétnTo

Emkivduvo yo 1o vddtvo mepidArov, Bpayvrpddeopog : Mn ta&vopunuévog (Baoel tov dwubéoipmv dedopévav, To kpreipla tagvounong dev Thnpovvot)

(0809)

Emkivduvo ya to vddrvo mepifdrov, pakporpdeopog : EmPrapés yio toug vdpoplovg opyaviopole, He HoKpOYpOVIES EMMTMOCELS.
(xpoviog)
Betaxolol hydrochloride (63659-19-8)

LC50 - Yopuo [1] > 100 mg/1 (96 dpeg, Danio rerio(yépt (éPpa) <tx:_OECD_236>
EC50 - Kapkvoedn [1] 35.2 mg/1 (48 wpeg, Daphnia magna (NepoyvAdrog)) (MéBodog OOZA 202)
ErC50 @vxn 15.3 mg/1 (72 dpeg, Pseudokirchneriella subcapitata (ITpdowva oxn)) (Mé6odog OOZA 201)

12.2. AvOEKTIKOTNTO KoL TKOVOTNTO 0T0OOPONG

Betaxolol hydrochloride (63659-19-8)

AVOEKTICOTNTOL KOL IKAVOTNTO ATOSOUN NG Aev voiototon Tayeio amocvvieon

12.3. Avvortotnro frocvecapevong

Betaxolol hydrochloride (63659-19-8)

ZUVTEAEOTNG KOTAVOUNG G€ UELYILO N-OKTOVOANG/VEPOD 327-35
(Log Pow)

12.4. Kiwwynmikétnto 670 £60.00G

Aev vdpyovv emmAov TANpoPopie

12.5. Anoteréoparta g o&ordynong ABT kot aAaB
Aev vrdpyovv emmAéov TANpoPopieg

12.6. 1016TNTES EVOOKPIVIKNIG SraTapayng

Agev vrdpyovv emmAéov TANpoQopieg
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Betaxolol hydrochloride
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

TMHMA 13: Xtovyeia oyeTika pe tn 610d0gon

Aev vdpyovv emmAov TANPOPopie

TMHMA 14: [TAnpo@opisg 6eTIKE pe TN PETAPOPE.

Yopeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpog OHE 1 ap1Opég TavtétnTog

Agv 1oy0et Agev 1oy0et Agv 1oy0et

14.2. Owkeia ovopasia omostoric OHE

Agev 1oy0et Agv woydet Aev 1oy0et

14.3. Ta&n/-€1g KivdoHvov KOTE TN HETAPOPQ

Aev 1oy0et Aev woydet Aev oy0et

14.4. Opada cvokevaciog

Agv 1oy0gL Agev 1oy0et Agv 1oy0gt

14.5. IleprporrovTiKi ETKIVOUVOTTO

Aev oy0et | Aev woyvet | Aev oy0et

Aev vrdpyovv emmAéov dabéaies TAnpopopieg

Eniyewo petagopa
Agev 1oy0et

petapopd pécm Baraoong
Agv 1oy0et

Evoépua petagopd
Agv 1o0et

Agev 1oy0et

TMHMA 15: Xtovyeia vopo0etikov yopaxtipo

Kkavovicpoi EE

Hopapmpe XVII oo REACH (Ilpovmodiceis mepropiopov)

Aev tepthapBavetat oto [Mapdpmua XVII too REACH

Hapaptpa XIV 100 REACH (Katdloyog 0.d£1060Tn615)

Aev neprappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)
Kotdaroyog vroyigrev overdv REACH (SVHC)

Aev tepilapfavetotl 6tov KatdAoyo vroynieiwv ovcuwv REACH
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Betaxolol hydrochloride
Agltio Agdopévev Acpaleiog

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

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

Aev nephapPdveton otov Katdroyo ovetdv mov e&acbeviCovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopdog tov Zvpfoviriov (EK) yro Tov £heyyo e1d®@v Simhig ypiong
Aev nepthapfaveton otov Kavoviepd (EK) tov ZvpBoviiov yia to £i6n Sumhng xprions.

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

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

Kavoviopog nepi mpodpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyetl ovoio(eg) mov mepthappavetay(ovior) 6tov KoTdhoyo mpddpopmv ovetdv vapkatikdv (Kavoviepdog EK 273/2004 oyeticd pe 11 Tpodpopes ovoieg
VOPKOTIKOV)

15.2. A&wordynon ymuikis ao@dierog

Aev vdpyovv emmAov TANPOPopieg

TMHMA 16: Alheg TAnpo@opisg

Emonpavon arhayov

Tunpo Tpomomompévo cTorycio Hapotnpiicers
Avtikofiotd v ékdoon Ipoctédnke
evnuépmon Mpootédnke

1.1 Kwd.-EE Ipoctédnke

1.1 apOpog CAS Ipoctédnke

1.1 Zvuvovopo Agorpédnke

1.1 Ovopa TpomomouOnke

1.2 Teplopiopoi otn xpron TpomomouOnke

1.2 Xpron g oveiag/tov pelypatog TpomomouOnke

1.2 Kopuo katnyopia yprong Aoupidnke

2.1 AvemBounteg puotkoynkég emdpaoels, kabng | TpomororOnke
KO EMOPACELS 6TV avOpdTIvN vYEia Kot 6T0
nepaAiov

2.1 Katdtoén oopemva pe v odnyio 1272/2008 EK | TpomomounjOnke
[CLP]

2.2 Anidoelg emkvdvvomtag (CLP) TpomomouOnke

2.2 Anidoelg Tpoeoraéng (CLP) TpomomoOnke

2.3 AMeg mAnpogopieg Mpoctédnke

2.3 Aot kivduvor ov dgv 0dnyodv e Ta&vounon Ipoctédnke

4.1 Métpa tpdTev Bondeidv petd omd elomvon Ipoctédnke

4.1 Tevikd pétpa mpotmv fondetdv Ipootédnke

4.1 Métpa TpdTOv Bondetdv Hetd omd Katdmoon Ipoctédnke

4.1 Métpa tpdTev Bonbdeidv petd and enagn pe o TpomomouOnke
déppa

4.1 Métpa tpdTev Bondeidv petd amd exoen pe to TpomomouOnke
pétio

4.2 ZOUTTOUOTO/ETOPACELS UETE OO ETUPT| UE TOL Ipoctédnke
pétio
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Betaxolol hydrochloride
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

5.1 AxotdAANAo TUPOGPEGTIKO HEGO Ipootidnke

5.1 Katdhiniao péoa mopdoPeong TpomomouOnke

5.2 Y mepinton TupKayLac TopayovTal ENKivELVa Ipootédnke
TPOIGVTO 0TocVVOESNG

5.2 Kivduvog mopkayidc Aparpédnke

53 IIpoctacio kotd TV TopdoPeon Ipootédnke

53 MéTpa Yo TV KATATOAEUNGT TNG TUPKAYLAS TpomomouOnke

6.1 Tevikd pétpa Ipootidnke

6.1 E&omhopndg mpootaciog Ipootédnke

6.1 Métpa KTOKTNG AVAYKNG TpomomouOnke

6.2 [eptBoailovTikés TPOPLAGEELS Ipoctédnke

6.3 T v amobnkevon Ipoctédnke

6.3 MébBodot kabapiopon Ipootédnke

6.4 Tapanopn og aAho tunpota (8, 13) Ipootédnke

7.1 Emumhiéov kivouvor katd v enegepyacio Ipootédnke

7.1 TIpopuraéels o acQaAin XEPIGHO Ipootédnke

7.1 Métpa vylevnig Ipootédnke

72 Ylkd cvuokevaciog IIpoctédnke

7.2 YuvOnkeg O agNg Ipootidnke

7.3 Ewwcég ypnoeig telkod katovolot Aparpénke

8.2 TIpootacio opBaAipmv Ipootédnke

8.2 [Ipootacio TV AVOTVELGTIKOY 00MV Mpootédnke

8.2 IIpoctacio tov yepudv TpomomouOnke

8.2 KatdAinkot pnyavucoi €deyyot TpomomouOnke

8.2 TIpootaoio Tov déppotog TpomomouOnke

9 Mopraxn pao Ipootédnke

9 XPOHOL Mpootédnke

9 Epopdvion TpomomouOnke

9 pH Ipootédnke

9 Inueio Th&emg Ipootidnke

9 YdatodaivtdnTa IIpootédnke

9 YUVTELEOTNG KOTAVOUNG O€ Helypa n- Ipootédnke
oktavoing/vepov (Log Pow)

10.1 AvtidpactikdnTa Aparpédnke

10.3 MBovomTa emKivduvmv ovTdpdcemv Agarpédnke

10.5 Mn cvppatd vikd Agorpédnke

10.6 Emwcivduva tpoidvta amochvieong Aparpédnke

11.1 ATE CLP (Am6 T0v 6TOpHATOG) TpomomoumOnke

11.1 LD50 and tov 6tdpatog o€ apovpaiovg TpomomouOnke
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Betaxolol hydrochloride
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
12.1 Oworoyia - yevikd Aparpédnke
12.1 ErC50 @ixn Ipoctédnke
12.1 LC50 - Yapua [1] Ipootédnke
12.1 EC50 - Kapkwvoedn [1] Mpootédnke

ITpeg keipevo ppacemv H xan EUH:

Acute Tox. 4 (And Tov

O&eia To&otnTa (06 TV GTOHATOC), KoTnyopia 4

GTOLOTOC)

Aquatic Chronic 3 Emkivduvo yuo to vddrtvo mepifdArov — Xpoviog kivduvog, katnyopiog 3

Eye Irrit. 2 ZoBapn o@Oaipkr BAEPN/0pBatikdg epediopdg, katmyopio 2

H302 Emprapé oe mepintmon kordmoong.

H319 Ipokaiei coPapd opburpkd epebiopd.

H361d "Yronto yia tpdxinon BAAPNG oo Euppuo.

H362 Mrmopei vo. fAdyet Ta. Bpépn oL TPEPOVTAL e UNTPIKO YO

H412 EmBraBég yia Toug v3poPlovg opyaviopole, e LOKPOYPOVIES EMMTMOCELS.

Lact. To&wodmTa 6TV avamapay®yn, emrpochetn KoTnyopia, EMOPAGELS 6T YOAOLYio 1| LEG® TNG YOAOLXioG
Repr. 2 To&wodmta oty avamapay®yn, kKatnyopio 2

Aektio Agdopévov Acpaleiog (AAA), EE

ATIOIIOIHZH EY®NHZX Ot minpogopieg mov meptéyoviat 6e avtd 10 deATio mpoépyovtan amd mnyég Tig onoieg Oempovpue a&omiotes. [apdra avtd, divovar
xopis Kapio eyyvmon, pnm N dppntn, yio v akpifeld tovg. Ot cuvifkeg i ot pébodot yeptopov, amobnkevong, xpiong 1 ardPPIYNG TOL TPOTOVTOG deV

VIOKEWTAL 6T S1KH [LoGg E0OVVN Kot PITOPEL Kat VoL NV EUTITTOVY Kot 6TIG applodtdTTég Log. [''oantong Kot yio GAAovG AdYOVE, omomotovacte kabe evbovn o

TEPINTOOT AMDAELNG, VAIKNG ) XPNHOTIKAG {Npiog 0md, 1 e 0TotodNToTe TPOTO GUVOEVELEVT LE, TO YEIPIGHO, TNV amodKeVoT 1) TN XP1ON TOL TPOIOVTOG. AVTO TO

Aehktio Agdopévav Acpaleiog cuvtayOnke Ket TPETEL VoL XPNGILOTOLEITAL Y10 TO GUYKEKPLLEVO TPOTOV. Edv o Tpoidv ypnoiomoteiteat ©g GueTotikd GAlov
TPOIOVTOG, Ol TANPOPOPIES TTOV TOPEXOVTUL £ EVOEXETOL VAL LNV EIVOL EQUPUOCILES. VTEG O TANPOPOPiEg PacilovTol 6TIC TPEYOVOES YVMOELS LOG KoL

TPoopilovTal Yl VoL TEPTYPAYOLY TO TPOTIOV ATOKAEIGTIKA Y10, AOYOUG LYEINS, AoQUAEiNG Kot TEPPAAAOVTIKOVY OmTattHoe®V. Xuvendg, ogv o npénet vo. OswpnOei

OTL €YYLATOL OTOLUONTOTE GLYKEKPIUEVT] 11OTNTO TOV TPOIOVTOG.
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