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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Nebivolol hydrochloride
Xnuwn Ovopacio : Nebivolol hydrochloride
apOpuog CAS 1 152520-56-4

Kodwdg mpoiévtog : 201800015

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
To&wdTo 6TV avorapaywyn, Katnyopio 2 H361
Ewu to&ucotnta 6 0pyova-otod)ous VoTEpa omd pic EQATE H370

£xBeon, 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
Emprapés oe mepintmon katdmoong. "Yronto yia tpokAnon PAang ot yovipodmra 1 oto Eufpvo. [lpokodei fAaBeg ota dpyova.
2.2. Ztoyeia eTIKETOG

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

GHSO07 GHSO08
Ipogwboromtikn AN (CLP) : Kivduvog
AnAdoelg emkvdvvottag (CLP) : H302 - Emprapéc o mepintwon katdnoong.

H361 - "Yronto yio mpoxAnon PAGPNG ot yovipdta 1 6to £uppuo.
H370 - TIpoxaiei PAdPec ota dpyava (Kopdiayyelakd cvomua) (and To 6Toud).
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Nebivolol hydrochloride
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.
P260 - Mnv avanvéete okovn/avabopdoeis/aéplo/otayovidia/otnods/sekvepduata.
P264 - TTAovete ta gépua, Tovg myels (avtifpdyia) Kot 10 TpdomRo GYOAUCTIKA HETA TO XEPLOUO.
P270 - Mnyv 1pdrte, nivete 1 Komvilete, OTAV XPNCUOTOLEITE VTO TO TPOTOV.
P280 - No popdte TpocTATEVTIKE YAVTIO/TPOGTOTEVTIKG EVEOLATO/HEGO ATOUIKNG TPOCTAGIOG Y10 T
UATI0/T0 TPOCMOTO/TO AVTLAL.
P301+P312 - XE IIEPIITOQXH KATAIIOXHX: KaAéote 10 yiotpd, av acbavbeite adobecia.
P308+P311 - XE IIEPIITQXH éxbeong 1 mbavig ékbeong: KaAéote to KENTPO
AHAHTHPIAZEQN 1} éva yuutpo.
P308+P313 - XE IIEPIITQXH éxbeong 1 mbovotnrag £kbeong: Zvpfovievdeite/Enoxepbeite
yTpo.
P321 - Xpeidleton e8icn ayoyn (PAéne copuminpopuatikeég 0dnyieg TpdTav Pondeidv oty eTikéta).
P330 - Eemldvete 10 oTONA.
P405 - dvrdcoeton KAEWOUEVO.
P501 - AuiBeon tov meplexopévov/nepléktn o€ oneio GLALOYNG ETKIVOLVOVY 1 EWIKOV amoPATOV,
GOUOOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £BVIKOVG /Ko SebVElg KOvoVIGHOUG.

INpavon cvppova pe: E&apeitor n ecotepikn) cvokevaoio, Ta teplexopeva g omoiag dev veepPaivovv to 10ml.

Ewovoypappoata kvdovov (CLP) :

GHS08
2.3. Ahhot kivovvor
AlAeg mAnpoopieg : Evepyo ovotatikod (o poppokeutikd mpoidvio/Poprokentikod Tpoiéy mov ypNCUOTOLEITOL ™G

KOPSLOyYELKO QOPUAKO).
ITpocoyn - N Tapodce ovaio dev Exel aKOUN SOKIULACTEL TAPMC.

TMHMA 3: Z6vOeon/aAnpo@opies Y10 T0 CVGTATIKG,

3.1. Ovoieg
Ovopa AVayvoOpeTIKOg KOOKOG % Katdraén copoova pe tnv odonyia
TPOidVTOg 1272/2008 EK [CLP]
Nebivolol hydrochloride apOpog CAS: 152520-56-4 <100 Acute Tox. 4 (Ao tov otoparog), H302
(ATE=483 mg/kg copatikov Bépoug)
Repr. 2, H361
STOT SE 1, H370

ITAnpeg keipevo tov nidcemv H kot EUH: BAéne tpnua 16

TMHMA 4: Métpa np@tov fonbsiov

4.1. eprypoon pétpov TpOTOV fonderav

Tevikd pétpo mpdtmv fonderdv : e mepintwon apeBOAM®Y 1| €0V TO CUUTTOUATE ETUEVOVV, KOAEGTE YLOTPO.

Métpa tpotev Bonbeldv petd and glomvon : Metagépete tov mabovto otov Kabapd aépa Kot apioTe Tov vo. EEKOVPOCTEL GE GTAGT TOV
S1eVKOADVEL TNV ovamvony. Aenote tov mabovta vo Eekovpaotel. e mepintwon adwbesiog :
Yvppovievbeite/Emokepbeite yratpd.

Métpa tpotmv Bondeldv petd and emaen pe To déppa : ATOPOKPOVETE TO LOAVGUEVO POVYIOHO, TAOVETE OAN TNV EKTEDEWEVT TTEPLOYN SEPLOTOG e ATOAD
GOTOVVL KoL VEPO, Kol 6Tn cuvéyeln Eemhévete pe (e6TO vepo.

Métpa tpotmv Bondetdv petd and exapn pe to pdtio . Eemlovete pe vepd kpotdvtag to fAEPapa kaAd avorytd. Zvpfovievteite yoTpd £dv cuveyiletal o
TOVOG N 1 KOKKIVIAQL.

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

04/08/2025 (svnuépwon) EL (eMnvikd) 2/9



Nebivolol hydrochloride
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

TMHMA 5 Y10, TV KOTOTOAENON

KatdAnka péca nopdcPeong : Xpnowomomote péca Kotdofeons katdAnia yio vy nepipdrlovca mopkayid. Ato&eidio Tov
avOpora. Yekaopog pe vepd. Enpn okévn. KovBépta mupdoPeonc.
AxatdAnko TopocPesTikd HEGO : Mn ypnoonoteite peydin pon vepov.

X TePInTOON TUPKAYLIG TOPAyOoVTOaL ENLKIVOVLVO : H atelig kavomn anglevbepmvet entkivouvo povo&eidio Tov avhpaka, d10&eidio Tov dvOpaia Kot
mpoidvta amocHvieong Ao To&d aépta. [TiBovn amoBoin To&tkov vEpoug.

MéTpa Y100 TNV KOTOTOAEUNOT) TG TUPKOYLOG : Amo@edyete T S1puyT TOL VEPOL TNG TVPOSPRESNS 6TO TEPIPAAAOV.
TIpoctacio katd v TupdsPeon : Mnv erepfaivete xmpig katdAAnio eE0mAGHO. AVTOVOUN OVOTVEDGTIKI GUGKELT HE HOVAOOT).
OLOGOUN TTPOCTUTEVTIKT) GTOAN.

TMHMA 6: Métpa 6€ TEPINTOGN 0KOVOLOG EKAVGNG

Tevikd pétpa : ATOQEVYETE TNV ENOPT| TOV TPOIOVTOG LE TO SEPLOL, TO LATIO 1] TO POVYIOUO.

I TpocOTIKS GAL0 076 TO TPOGOTIKO EKTUKTNG AVAYKNG
Métpa £KTOKTNG OVAYKNG : ATONOKPUVETE TO TEPLTTO TPOCOTIKO.
I'a dropa mov Tpoceipovy TpdTES foriOeieg

E&omhopdg mpoctaciog : Mnv enepPaivete ywpig katdAinio eEomhiopd. o nepiocdTepeg TANpo@opieg avatpéste otV
evomra 8 :""Eleyyog tng ékbeong-Atopkn tpoctacia'.

Na anopedyerar 1 Erevbépmon oto mepipdrrov. Epmodiote T €i6080 6T0VG 0mOYETEVTIKOVG 0y@YOVG 1) 6TO dNUOGLO SIKTVLO VEPOL.

T v amnobnkevon 1 ATOpPOPNGTE TO LE £VOL 0OPAVES VAIKO Kot TomoBetnoTe T0 6€ Evav KatdAAnio mepiéktn didbeong
amofANTOV.
MéBodot kabapiopon : Eemhivete TIG LOAMGUEVEG EMPAVELES [e GpBovo vepd. Kabopiopog e amoppumavtikd.

Agite To Tunpa 13 yo tAnpogopieg oyetikd e m didbeon.

TMHMA 7: Xeipiopoég kon amo0ikevon

Emndéov kivdvvor katd v encepyocio . Eyxvopovotoeg kot Onialovoes va pmv £pyovial o€ Kopio EToQ He TO TPOIdV.
IIpo@ura&els yio acQaAn YepIopod 1 Amogevyete kaOe mepirt Ekbeon. Dpovticte doTE 0 YOPOG epyosiag va e&uepileTal OOTA.
Meétpa vytewvng 1 Mnv tpdre, mivete M| komvilete, 0tav ypnoiponoteite ovtd To Tpoidv. Ta poivouéve evévpota

epyaciog dev mpémet va Pyaivovv and to ydpo epyacioc. [TMdvete ta xépla oag mpv omd kabe
£PYOOLOKO SIEAEYLHO KO LETE TO TENOG TNG EPYAGINGC.
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Nebivolol hydrochloride
Agltio Agdopévev Acpaleiog

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

7.2. ZovOnkeg a6Qaiovg @OLAENS, CUPTEPILONPAVOREVAOV TVYOV acvpfoToTiTOV

ZovOnkeg eoAagng : Amofnkedeton og KoAG agplopevo xmpo. O mepiéktng dwatnpeiton epuntikd KAEWTOG. AToQevyeTe
™ (éotn Kot TV dpeon nAlokn aktvoBolia.

YAkd cvuokevaciog 1 AltnpioTe GTOVG OPYLKOVG TEPLEKTES.

7.3. Ewducn} Telkn xpion 1 (p1oeis

Aev vdpyovv emmAov TANPoPopie

TMHMA 8: 'Eleyyog ¢ ék0gonc/atopiki tpoctacio.

8.1. [Tapapetpor eréyyov
Aev vdpyovv emmAéov TANpoPopieg

8.2."Edeyyon ék0eong

Katarlinior pnyavikoi £heyyon

Kataiinior pnyavikoi éreyyon:
Dpovriote Gote 0 YDPog epyaciog va eEaepiletol cmoTd. ZovnOmg amotteital GUGTNLLO YEVIKOD UNYOVIKOD E0EPIGLOD TOV YDPOV. LTO HETPO TOL SLUVATOD M
APNOT TOV TPOIOVTOG TPEMEL VaL YIVETOL GE EPYUCTNPLUKT YOAUV.

ATOPIKOG TPOOTATEVTIKOG EEOTAO NG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Ipocrocia 0pOaipdv:

Dopdre cLuoKeLT TpocTaciog Yo Ta patia. [Ipoostatevtikd yvaid pe TAdylo Tpootatevtikd. (EN 166)
Ipootacio Tov déppatog

Ipootacia Tov déppotoc:
Dopdre KOTAAANAO TPOGTOTELTIKO povyicpd. Xprion og epyaotipia : modid epyactnpiov. (EN 13034)

Ipootacio TV yePLOV:
Na popdte kordAAnia yavtie. [Ipoostatevticd yavto avOektikd og ynukd npoiovra. (EN 374)

IIpoctocio TOV AVATVEVGTIKOV 00DV

IIpooTusio TOV AVATVEVGTIKAOV 00(DV:
X mepintmon Tapaywyng okOVNG, PTCLLOTOWGTE TPOSTUTEVTIKY HAoKa 1e giktpo : P3

TMHMA 9: ®voikég Ko YNUIKES WOOTNTES

9.1. Zroyyeio Yo TG faGIKES QUOIKES KA YNMIKES 1O10TNTES

Duon kotdoTacm 1 Xteped

APOLOL 1 AguK0. oYedOV AEVKO.
Epgdvion : Kpvotodikn okovn.
Mopuoxn pada 1 441.9 g/mol

Oopn : Mn Swbéopo

Op1o oopng : Mn dwbéoyo
Inueio &emg : Mn Swbéopo
Inpeio m&ewg : Mn dwbéoyo
Inueio Bpacpod : Mn dwbéoyo
Evplextomta : Mn dwbéoyo
Xopniotepo 6pio £kpnéng 1 Agv oydet

Avdrtarto 6pro ekpn&dmrag 1 Agv oydet

Znpeio avaereéng 1 Agv oydet
Bgppokpacio avtavaereéng 1 Agv oydet

Bgppokpacio arocvuvieong

: Mn dwbéoyo

pH 1 =5 (Ydatwkd ddhvpa)
Awdivpo pH : Mn dwbéoyo

EDEC, KIVEUOTIKOG (17) 1 Agv oydet
Awrvtomra : Negp6: 0.1 -1 g/l
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Nebivolol hydrochloride
Agltio Agdopévev Acpaleiog

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

2uvTedeoTNG KOTOVOUNG O pelypo N-0KTOVOANG/VEPOD : Mn dwbéoipo
(Log Kow)

Téon atumdv : Mn dwbéoipo
ITieon atpov ce Beppokpascio 50°C : Mn dwbéoipo
TTvkvémta : Mn dwbéoipo
TyeTIKN TOKVOTITOL : Mn dwbéopo
Zyetkn mokvoTnTa aTHAV otovg 20°C 1 Aev oydet
Méyebog copatidiov : Mn dwbéopo

Agv vdpyovv emmA£ov TANPOPOpieg

TMHMA 10: Xta0gpdtnTo Kot avIldpaoTIKOTNTO

Aev vdpyovv emmAov TANpoPopie

Agev vdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpoQopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vrdpyovv emmAéov TANpoeopieg

Agv vdpyovv emmALOV TANPOPOPiEg

TMHMA 11: To&koroyikég TANPOPOPIES

Oé&ela to&codmra (amd oToOHATOC) . EmPraPég oe mepintmon katdmoone.
Oé&ela to&ucdmra (Seppotikn) : Mn ta&wounuévog (EMeparticd dedopévar)
Oé&eia to&ucdmra (avamvon) : Mn ta&wvopnpévog (EAdepatikd dedopéva)
Nebivolol hydrochloride (152520-56-4)
LD50 and tov otdpatog 68 0povpaiong 483 mg/kg
AGBpmon ko epediopdg Tov d€ppatog : Mn ta&wounpévog (EMelparticd dedopévar)
pH: = 5 (Ydatwkoé didropa)
XoPapn opOaipkn PAPN/epedionog : Mn ta&vounpévos (EAdepatikd dedopéva)
pH: =5 (Ydatkoé didropa)
Evaisbntomoinem tov avamvevustikov 1 1 Mn ta&vopnpévog (EAepatikd dedopéva)
gvoucOntomoinon Tov déppatog
Metalho&ryéveon YEVNTIKOV KOTTAPOV : Mn ta&wopnpévog (Baoet tov dabéoiov dedopévmv, ta kprmpia To&vopunong dgv tAnpodvral)
Kapxwoyéveon : Mn ta&wopnpévog (Mn copmepacpoticd dedopévar)
To&wodmTa 6TV avamopay®yn : Ymonto yio mpdrinon BrAaPng ot yoviudtnto 1} 6o Epppvo.
Ewdum to&ucotnta ota 6pyava-ctoyovs (STOT) — : Ilpoxaiel BraPes ota dpyava (kopdiayyelakd cdotue) (amd To oToud).
epanag éxbeon
Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) — 1 Mn to&wvopnpévog (EMAepnaticd dedopévar)
emavelnppévn €kbeon
Enivduvotnta avappdenong : Mn ta&wopnuévog (EMeipartikd dedopévar)
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Nebivolol hydrochloride
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

TMHMA 12: Owoloyikég TANpoQopies

Emwcivduvo yio to vddrtivo mepiBdrrov, Bpayvmpodbecpog : Mn ta&wounuévog (EAMeaticd dedopéva)
(0&be)

Emcivduvo yia to vddrtivo mepipdrrov, pakporpodbeopog : Mn tagwounuévog (EMenaticd dedopéva)
(xpoviog)

Nebivolol hydrochloride (152520-56-4)

AVOeKTIKOTNTO KO IKOVOTNTO ATOdOUNoNG Aev voiotaton Taygio anocvvieon

Agv vdpyovv emmALov TANPOPOPies

Agv vdpyovv emmALov TANPOPOpieg

Aev vdpyovv emmAov TANpoPopieg

Aev vdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoopieg

TMHMA 13: Xtovyeio oyeTika pe ) 0100gon

Agv vrdpyovv emmAéov TANpopopieg

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

Toupovo pe ADR / IMDG / IATA
ADR IMDG TATA

14.1. Ap1Opéc OHE 1 aprOpog TavtotnTog

Zopeavo pe Tig S1oTdEels HETapopig To TPoidv autod de yapaktpiletat og emkivouvo

14.2. Oweia ovopacio arostoiig OHE

Mn pvOulopevo Mn poOuldpevo Mn povOulopevo

14.3. Ta&n/-€1g KivdOvov KOTA TN HETAPOPA

Mn povBulopevo Mn pvBuldpevo Mn pvBulopevo

14.4. Opddo cvokevaciog

Mn poOulopevo Mn poBuldpevo Mn poOulopevo
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Nebivolol hydrochloride
Agltio Agdopévev Acpaleiog

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

ADR IMDG IATA

14.5. IleprforhovTiki] emKivouvoTNTA

Mn poBulopevo Mn pvBulopevo Mn poBulopevo

Agv vapyovv emmAéov Stabéctpes TANPOEOpies

14.6. EWdwuéc mpo@uAhdelg yia Tov (pietn

Eniyswo peragopd
Mn pvOulopevo

petapopd pécm Bordoong
Mn pvOuilopevo

Evoépra petagopd
Mn poOuilopevo

14.7. Oaldooreg petapopis yvony coppmva pe Tig Tpatels ron IMO

Aev 1oy0et

TMHMA 15: Xtoryeio vopo0etiko yopakTipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6@aiera, Tnv vyeio Ko o aepifdirov yio TV ovoia 1 10 peiypa
Kkavoviopoi EE

Hapaptpa XVII tov REACH (IIpoimobéceig mepropiopov)
Aev nepthapfaveton oto Mapdaptnua XVII tov REACH

Hapaptpa XIV 100 REACH (Katdroyog a.0£1060Tn61G)
Aev tephappavetot oto Mapdapmmua XIV tov REACH (Katdroyog ade1086tmong)

Kataroyog vroyiguov overdv REACH (SVHC)

Aev nepthapfdavetor otov Katdloyo vroyneuwy ovoidv REACH

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

Aev teptlapfaveratl 6tov KatdAoyo ovoumv mov e&acbevilovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopdog tov Zvpfoviriov (EK) yia Tov £heyyo 0@V Simhig ypiong
Aev nephappaveton otov Kavoviepd (EK) tov ZvpBoviiov yia to £i6n Sumhng xprions.

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

Aev mepiéyet kapio ovsia(eg) mov nephappdvetarovtat) 6Tov KatdAoyo Tpddpopmv ovoldv ekpnktikdv (Kavoviopodc EE 2019/1148 oyetikd pe v epmopio Kot
™ XPNoN TPOSPOUDY OVCLOV EKPTKTIKDOV)

Koavoviepég mepi mpodpopmv ovortdv vopkotik®dv (EK 273/2004)

Aev mepiéyetl ovaio(eg) mov mephappavetayovior) 6tov Kotdhoyo Tpddpopmv ovetdv vapkatikdv (Kavoviepog EK 273/2004 cyetikd pe 11 Tpodpopes ovoieg
VOPKOTIKOV)

15.2. A&ordynon ymuikis aoc@dierog

Aev vdpyovv emmAéov TANpoPopie

TMHMA 16: Alheg TAnpo@opisg

Emonqpavon arlhaydv

Tunpo Tpomomompévo cTorycio Hapotnpiicerg
Avtikodiotd v ékdoon Ipootédnke
svnuépmon Ipootédnke
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Nebivolol 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

1.1 apopog CAS Ipoctédnke

1.1 Zuvevopa Aparpénke

1.1 ‘Ovopa TpomomouOnke

1.2 Teplopiopoi otn xprion TpomomouOnke

1.2 Xpron g ovciag/Tov pelypatog TpomomouOnke

1.2 Kopuo katmyopia ypnong Aparpédnke

2.1 AvembOuNTEG PUOIKOYNLUKEG EMSPACELS, KAODG TpomomouOnke
Ko EMOPACELG GTNV avOpOTIVI VYELD KoL GTO
nepPariov

2.1 Katdtaén oopemva pe v odnyia 1272/2008 EK | TpomomorOnke
[CLP]

2.2 Anioocelg emkivduvomtag (CLP) TpomomouOnke

22 [poewdomomtikn Aé€n (CLP) TpomomouniOnke

22 Ewovoypdppota ktvdvvov (CLP) TpomomouniOnke

2.2 AnAodacelg Tpoporaéng (CLP) TpomomouOnke

2.3 AM\eg mAnpogopieg Ipootidnke

4.1 Tevikd pétpa mpdtmv Bondetdv Ipootédnke

4.1 Métpa tpdtev Bonbdeidv petd amd exaen pe o TpomomouOnke
déppa

4.1 Métpa tpdTev Bondeidv petd omd eilomvon Ipootédnke

4.1 Métpa TpdTOV Pondeidv petd omd Katdmoon Ipootidnke

4.1 Métpa tpdTev Bonbedv petd amd enaen pe To TpomomouOnke
péto

5.1 AxotdAAnAo TpocsPecTikd péGo Ipootédnke

5.1 Katdhinia péoa mopdoPeong TpomomouOnke

5.2 Ye TepinTon TupKayLig TopdyovTot entkivévuva Ipootédnke
TPOiovVTo 0mocvvOEsNg

5.2 Kivduvog mopkayidc Apupédnke

53 TIpootaoio katd v Topdofeon Ipootédnke

53 Métpa Yo TV KATATOAEUNGT) TNG TUPKAYLAG TpomomouOnke

6.1 E&omhopndg mpootaciog Ipootédnke

6.1 Métpa EKTOKTNG OVAYKNG TpomomouOnke

6.1 Tevikd pétpa Ipootédnke

6.2 IeptBoailovikés TPOPLAGEELS Ipoctédnke

6.3 T v amobfikevon Ipootidnke

6.3 MébBodot kabapiopon Ipootidnke

6.4 Hapanopm og aAho tunqpota (8, 13) Ipootédnke

7.1 Emm\éov kivduvot katd v eneéepyosio Mpootédnke

7.1 IIpopulaéels yio ao@ain xepopnod Ipoctédnke

7.1 Métpa vytevig Ipootédnke
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Nebivolol 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
7.2 ZuvOnkeg O agng Ipootidnke
7.2 YAkd cvokevaciog Ipootédnke

7.3 Educég yprioetg teMkol Kotavaim) Aparpédnke

8.2 [Ipootacio TV AVOTVELGTIKOY 0dMV Mpootédnke
8.2 IIpoctacio tov epudv TpomomouniOnke
8.2 Ipoctacio 0OaApdY Ipoctédnke

8.2 Katdiinkot unyavikoi Ereyyot TpomomouOnke
8.2 TIpootacio Tov déppotog TpomomouOnke
9 YdarodiavtotnTa Mpoctédnke

9 pH Ipootédnke

9 Mopioxmn padoe Ipoctédnke

9 APDHOL IIpoctédnke
10.1 AvtidpaotikéTTo Aparpénke
10.3 MBavomta emkivéuvev ovtidpdoemv Aparpédnke
10.5 Mn cvpfatd vid Aoupidnke
10.6 Enwcivduva mpoidvta amociveong Aoupidnke
11.1 LD50 and tov otépatog o apovpaiovg TpomomouniOnke
11.1 ATE CLP (Am6 T00 6TOHATOG) TpomomouOnke
12.1 Oworoyia - yevika Aparpédnke
I peg keipevo ppacswv H ko EUH:

Acute Tox. 4 (Ao Tov Oé&ela to&ucodmra (amd Tov 6ToONTOC), Katnyopia 4

6TONOTOC)

H302 Emprapég oe mepintmon kotdmoong.

H361 "Yronto yio mpoxAnon PAAPNG ot yovdmta 1 6T0 Euppuo.

H370 TIpoxarei PAaPeg ota dpyava (Kopdayyetokd cdotTua) (amd To oToud).
Repr. 2 To&wodmTa otV avamapay®yn, katnyopio 2

STOT SE 1 Educ to&ucotnta o Opyava-ctoxovg votepa and pio epamas £xbeon, katnyopia 1

Aektio Agdopévov Acpaleiog (AAA), EE

ATIOIIOIHZH EY®NHZX Ot minpogopieg mov mepiéyoviat 6e avtd 10 deATio mpoépyovtar amd mnyég Tig onoieg Oempovue a&omiotes. [apdra avtd, divovar

xopis Kapio eyyomon, pnm N dppntn, yio v akpifeld tovg. Ot cuvifkeg M ot pébodot xeptopov, amobnkevong, xpiong 1 ordPPIYNG TOL TPOIOVTOG deV

VIOKEWTAL 6T S1KN pog VOOV Kol Popet Kot vor unv UminTony Kot 6T1¢ approdtotntég pog. I'lowtong kat yio GALovg AGYoug, omonolovpaote kabs svbuvn oe
S Youg

TEPINTOOT AMDAELNG, VAKNG 1) XpPNHOTIKAG {Npiog amd, 1 e 0TotodNmoTe TPOTO GUVOEVELEVT LE, TO YEIPIGHO, TNV amodnKevo 1 TN XP1oN TOL TPOIOVTOS. AVTO TO

Aektio Agdopévav Acpaleiog cuvtayOnke Ket TPETEL VoL XPNGILOTOLEITAL Y10 TO GUYKEKPLLEVO TPOTov. Edv to mpoidv ypnoiomoteiteat ©g cuotatikd GAlov

TPOTOVTOG, Ol TANPOPOPIES TTOV TAPEXOVTOL GG EVOEYETOL VOL UV EIVOL EPUPUOGLUES. VTEG Ot TANPOPOPieS BacilovTal 6TIS TPEYOVGES YVAOGELS UG KOL
TpoopilovTal yio. vo. TEPLYPAYOLV TO TPOTOV OTOKAEIGTIKA Y10 AOYOVG VYELNG, Ao@aAelog Kot TEPPAANOVIIKOV ATOITHGEDV. XVVERMS, dgv Oa Tpémet va HewpnOet

OTL £YYVATOL OTOLINTOTE GUYKEKPULEVT 1O1OTNTOL TOV TPOTOVTOG.
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