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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Carvedilol impurity C

Xnuwn Ovopacio o 1-{Bevioro[2-(2-peboéuparvo&v)atbul]apvo } -3-(9H-kapPalor-4-vio&v)mponov-2-6An
No. kotardyov : 603-220-00-0

Kwd.-EE 1 432-890-5

apOpog CAS 1 72955-94-3

Kodidg mpoiévtog 1202500321

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

YyeTikéc TpoPremopeveg yposig

Xpnon g ovoiog/Tov peiypotog . Emompoviki épevva kon avémtuén
Teyvikég dOKIUEG KOl AVAADGELS
Movo Y10 emayyeEAHATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

AVTEVIEIKVVOPEVES AP OELS

Tepropiopoi ot xpron 1 Oy v TpOQUULEL, GApRLOKa 1) OLKLOKT Xp1iomn
1.3. Ztoyyeia Tov TpopunOcvT) 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
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1.4. Ap1Opog THAEQAOVOL EMEYOVOAS AVAYKNG

ApBpdg Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIVOUVOTNTOS

2.1. Ta&wvoépnon g ovoiog 1| TOL peiypoTog

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

Emcivduvo yio to vddtvo mepipdilov — Xpoviog kivduvog, H413

kotnyopioag 4

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

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

Mmnopei va. TpoKarEGEL LAKPOYXPOVIEG ETTTMGELG GTOVG VIPOPLOVS OPYAVIGLOVG.
2.2. Ztoyeia eTIKETOG

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

Ipogwomomtikn Aé€n (CLP) Do

AnAdoelg emkvdvvottag (CLP) : H413 - Mnopel va TpokaAEoel LOKPOYPOVIEG ETTTOGELS GTOVG VIPOPLOVG OPYAVIGHOVG.

Ankaoeig tpoevraing (CLP) : P273 - No amogevyeton 1) ehevBépwon 6to meptBdAiov.
P501 - AGBeon tov TepleyoEVOL/TEPIEKTT OE ONUEI0 GLALOYNG EMKIVOLV®V 1] EWIKGV amoBANTOV,
GUUPOVO LLE TOVG TOTLKOVG, TEPLPEPELOKOVG, £BVIKOVS /Ko debveic Kavoviopove.

Iipavon ocoppovo pe: EEapeitol n ecmtepikn cuokevacio, Ta nepleyopeva g onolag dev vepPaivovy to 10ml.

Agv amanteitol sypavon

2.3. AlLot Kivovvol
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Alheg TANpo@opieg : IIpocoyn - n mapovoa ovcio dev Exet okOUN SOKIUACTEL TANPMC.

TMHMA 3: Z0vOeon/TApoQopiss Y10 TO GVGTATIKG,

3.1. Ovoigg
Ovopa AvayvopieTikog KOOIKOG % Koraraén copeova pe tnv odnyia
TPOiOVTOG 1272/2008 EK [CLP]
1-{Bevluro[2-(2-pebo&vparvov)abur]apvo }-3-(9H- apBuog CAS: 72955-94-3 <100 Aquatic Chronic 4, H413
kapPagor-4-vioév)mpomav-2-OAn Kwd.-EE: 432-890-5
No. kataidyov: 603-220-00-0

IM\npeg keipevo tov dnidcewv H kow EUH: BAéne tpnpo 16

TMHMA 4: Métpa npatov fonderov

4.1. eprypoon péTpov TpOTOYV fonderdv

Tevid pérpa tpdTev Ponbeidv 1 Ye mepintoon ap@PoAdv 1| €4V T0 GUUTTOUATO ETUEVOVV, KOAEGTE YLOTPO.

Métpa tpdtev Bonbeidv petd and siomvon : Metagépete Tov mofovta oTov Kabapd aEpa Kot apnoTe TOV Vo EEKOVPOCTEL 6€ GTAGT TTOV
S1evkoADVEL TV avomvor|. Apriote Tov Tafdvta va Egkovpaotel. e nepintoon adwbeciog :
Zopfovievdeite/Emoxebeite yrotpo.

Métpa TtpdTev Bondeidv petd omd exaen pe To dEppo : ATOPOKPUVETE TO LOADGUEVO POVYIGHO, TAOVETE OAN TNV eKTEDEIEVT TEPLOYN OEPLATOG LE ATOAD
GamTovVL Kot VEPO, Kat 6T cLvExELD Eemévete pe (eoTo vepo.

Métpa tpdtev Bondeidv petd amd exapn pe o paTio. . Eemhovete pe vepd kpatdvtog ta fréeapa kakd avorytd. Zvpfovlevteite yatpd dv ovveyiletat o
TOVOG M 1| KOKKWVIAQL.

Métpa tpdtov Bondeidv petd amd katdmoon 1 Eemhdvete o otOpa pe vepd (Lovo eav to dropo dratnpel tig arofoelg Tov). Mnv yopnynoete moté
0TWNTOTE OO TO GTOW GE GTOUO TTOL £XEL XAoEL TIG a1oBfoelg Tov. TvpPovievbeite/Emokepbeite
ApESOG YLaTpo.

4.2. TpavTIKOTEPO, GUUTTONOTO KOL ETLOPACELS, AUEGES 1| HETAYEVEGTEPES
Aev vrdpyovv emmAov TANPoPopie

4.3."Evo€1En 0TT010.601)TOTE ATUITOVREVIS GUEGTG LUTPIKNG QPOVTIONGS KL E0IKNG Oepameiag

Aev vrdpyovv emmAéov TANpoPopieg

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

5.1. ITvpooPeotika péca

KotdAinia péoa mopodcBeong : Xpnoworomote péca KotdoBeons katdAinia yio v epipdrlovca mopkayid. Ato&eidio Tov
avBpoxa. Yekaopog pe vepod. Enpn okovn. KovBépta mupdoPeonc.
AKaTIAANA0 TUPOGPESTIKG HEGO : Mn ypnoonoteite peydin pon vepov.

5.2. Exdukoi TOmol EMKIVOUVOTNTOS TOV TPOKVTTOVV 0Té TNV 0VGIA 1] TO PEIYpa

X mepinT®on TupKayig TapayovToL ETKIiVEuVa . H atelg kavomn anehevbepdver emkivduvo povoeidio tov avBpaxa, d10&€id10 Tov avBpaa Kot
TPOIOVTO amocHVOECNG ko to&kd agpta. IIBavn amoPfoln to&kod vEpoug.

5.3. Zv6Ta0E1S Y10 TOVG TUPOGPEoTeg

Métpa yio TV KATOTOAEUN O TG TUPKOYLAG 1 Amogevyete T S10QuY TV VEPOD TG TVPOGPESNG 6TO TEPPUALOV.
Ipoctacia katd v mupdcPeon 1 Mnv enepPoivete yopic KatdAANA0 €£0TAMGHO. AVTOVOUT OVOTVEVGTIKY) GUGKELT HE HOVOOT).
OMOGOUN TPOGTATEVTIKT GTOAY.

TMHMA 6: Métpa o€ TEPINTOGN 0KOVOLOG EKAVOTNG

6.1. IIpocomKES TPOPVAAEELS, TPOCTATEVTIKOG EEOTMGIOG KOl O10OIKAGIES EKTAKTIG OVAYKNG

Tlevikd pétpa © AmoQevyETE TV ETAPT} TOV TPOIOVTOG LE TO SEPUA, T HATLO T} TO POVYIGUO.
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Agltio Agdopévev Acpaleiog

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

I TpocOmKS GAL0 076 TO TPOGOTIKO EKTUKTNG AVAYKNG
Métpa £KTOKTNG OVAYKNG 1 ATOPOKPUVETE TO TEPLTTO TPOCOTIKO.
I'a dropa mov Tpoceipovy TpATES PoriOsieg

E&omMopdg mpootaciog : Mnv enepfaivete yopic kardinio eEomhopod. I'ia mepiocdtepeg TAnpopopies avatpéste oty
evomta 8 :""Eleyyog tng ékbeong-Atopkn tpootacia.

Noa amogevyeton 1 ekevbépwon oto nepifdirov. Epmodiote v €i6080 6T00G amoyeteutikods aymyods 1 610 dNUOcto dikTtvo vepov.

T v anobnkevon : Amoppo@noTe T0 Pe £va adpOvEG DAIKO Ko TOTODETHOTE TO G€ évav KATAAANLO meptéktn Stdbeong
amofANTmV.
MéBodot kabapiopon : Eemhdvete TI LOAMGUEVEG EMPAVELES pe GpBovo vepd. Kabopioog e amoppumavTikd.

Aeite To Tunpa 13 yo tAnpogopieg oyetikd e t didbeon.

TMHMA 7: Xepiopog kon awodnkevon

IIpo@ura&els yio acQaAn PG 1 Amogevyete kGO mepirt Ekbeom. Dpovticte dOTE 0 YOPOG epyosiag va e&uepileTar OOTA.

Meétpa vytewvng 1 Mnv tpare, nivete 1| komvilete, 0tav ypnoponoteite ovtd To Tpoidv. Ta poivouéve evévpota
epyaciog dev npémet va Pyaivouv and to xdpo epyaciac. [IMdvete ta xépla oag Tpv omd kabe
£pYOCLOKO SIEAEYLIO KO LETE TO TELOG TNG EPYACINGC.

TovOnkeg pOragng : AmoBnkeveton og KoAG aeplopevo ydpo. O Teptékg datnpeitot eppuntikd KAEGTOG. ATopedyete
™ (ot Kot TV dpeon nAoki aktivoBoAia.
YAkd cuokevociog : Al0TNPHOTE GTOVG OPYLKOVG TEPLEKTES.

Agv vrdpyovv emmALOV TANPOPOPIiES

TMHMA 8: ‘Ekeyyog g ék0eonc/atopikn tpoctacio
Agv vdpyovv emmALov TANPOPOPiE

Katariinior pnyavikoi éheyyor

Kotdiinhor pnyavikoi éleyyou:
Dpovriote Gote 0 YDPOg epyaciog vo e&aepiletol 6oTh. ZuvNOmG ATUITEITAL GUGTIHO YEVIKOD UNYOVIKOD EE0EPIGHOD TOV YDPOV. ZTO HETPO TOV SLVATOD 1)
XPNOT TOL TPOIGVTOG TPEMEL VAL YIVETAL GE EPYOCTNPLUKT YOGVT.

ATOMKOG TPOGTUTEVTIKOG EE0TAMGPOG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Ipocrocia 0pOaipdv:

Popdte cuokevn TpocTaciog yio o pdtio. [Ipoctatevtikd yvad pe Tidylo tpoctatevtikd. (EN 166)
Ipocrocia Tov déppatog

IIpoctacio Tov déppatog:
Dopdte KATIANAO TPOGTOTEVTIKO poVYICUO. XPpHon o€ epyacTipla : Todld epyactnpiov. (EN 13034)

TIpocracio TOV yEPLOV:
Na gopdte katdAinia yévtwo. [Ipoostatevtikd yavtia avOekTikd o ynukd mpoiovta. (EN 374)
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Agltio Agdopévev Acpaleiog

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

IIpooTtucio TOV AVATVEVGTIKAOV 060GV

IIpocTocia TOV OVATVEVGTIKAV 00ADV:
X nepinTOon Topayyng okovng, YPNOLLOTOWGTE TPOCTATEVTIKY NACK e Gidtpo : P3

TMHMA 9: ®vo1kég Kot ynIUIKEG 1010TNTEG

Duokn KotdoTaom : Xteped
APDOHOL : Mn Swbéopo
Moproxn pace : 469,6 g/mol
Oopn : Mn Swbéorpno
Op1o oopng : Mn Swbéopno
Inueio &emg : Mn Swbéorpno
Inueio m&emg : Mn Swbéopno
Inueio Bpacpod : Mn dwbéoipo
Evplextomto : Mn dwbéoipo
Xapnhotepo 6pio £kpnéng 1 Aev oydet
Avdtoto 0plo expnépuotmtag : Agv oydet
Inpeio avaereéng : Agv oydet
Bgppokpacio avtavaereéng : Agv oydet
Bgppokpacio arocvuvieong : Mn dwbéoipo
pH : Mn dwbéoipo
Awdivpo pH : Mn dwbéoipo
EDEC, KIVELOTIKOG (17) : Agv oydet
AwAvtomTo : Mn dwbéoipo
ZUVTEAECTIG KOTAVOUNG GE HELYILOL N-0KTOVOANG/VEPOD : Mn dwbéoipo
(Log Kow)

Téon atudv : Mn dwbéoipo
ITieon atpov ot Beppokpacio S0°C : Mn dwbéoipo
TTvkvomnta : Mn dwbéoipo
ZyETIKN TOUKVOTNTOL : Mn dwBéoipo
ZyeTIKN TUKVOTNTO 0TUOV 6ToVG 20°C 1 Agv woydet
Méyebog copatidiov : Mn dwbéopo

Agv vapyovv emmALOV TANPOPOPIiES

TMHMA 10: X100gp0TNTO KO GOVTIOPAGTIKOTTA

Agv vdpyovv emmALov TANPOPOpie

Aev vdpyovv emmAov TANPoPopie

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrdpyovv emmAéov TANpopopieg
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TMHMA 11: To&koroyikég TANPOPOPIES

Oé&ela to&ucodmra (amd oToOHaTOS)

Oé&ela to&ucdmra (deppotikn)

Oé&ela to&ucdmra (avamvon)

AGBpmon kot epediopog Tov d€ppratog

ZoPapn opbaipikn BAPN/epedionog
EvawsOntonoinon tov avomveuotikod 1
guaedntomoinon Tov dépratog

MetaAro&ryéveon yEVWNTIKOV KUTTapOV
Koapkwvoyéveon

To&wodmTa 6TV avamopay®yn

Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) —
epanag ékbeon

Ewduc to&wcotnrta ota dpyava-ctoyovg (STOT) —
gmavelnupévn ékbeon

Enucivdovotnta avappdenong

: Mn ta&wounpévog (EMeparticd dedopévar)
: Mn ta&wounuévog (EMelparticd dedopévar)
: Mn ta&wounuévog (EMeparticd dedopévar)
1 Mn ta&vounpévos (Erdepatikd dedopéva)
1 Mn ta&vopnpévog (EAdeipatikd dedopéva)
: Mn ta&wopnpévog (EAdeiatikd dedopévar)

: Mn ta&wopnpévog (EAetpaticd dedopévar)
: Mn ta&wvopnpévos (EAdepatikd dedopéva)
1 Mn ta&wvounpévog (EMdetpaticd dedopévar)
1 Mn ta&wopnpévog (EXAeiparticd dedopévar)

: Mn ta&wopnuévog (EMeparticd dedopévar)

: Mn ta&wounpévog (EMeparticd dedopévar)

Aev vrdpyovv emmAov TANPOPopie

TMHMA 12: Oworoyikég TAnpo@opisg

Emwcivduvo yio to vdartvo mepipdrrov, Bpayumpdbecpog : Mn tagwounuévog (EAeyaticd dedopéva)

(0&0¢)

Emcivduvo yio to vdativo meptBdilov, pakporpdbeopog : Mmopel vo mpoKaA£cel PoKpoyPOVIES EMATOGELS GTOVG VIPOPLOVG OPYAVIGHOVG.
(xp6viog)

1-{Bevivro[2-(2-peBoEvparvoév)abvi]apvo}-3-(9H-kappalor-4-viov)mpomav-2-6in (72955-94-3)

AvbektikodTnTa Kot ikavoTnta arodopuneng

Agv vpiotoror taygio omocvvheon

Aev vdpyovv emmAov TANPOPopieg

Aev vdpyovv emmAéov TANpoPopie

Agev vrdpyovv emmAéov TANpoQopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agv vrtdpyovv emmAéov TANpopopieg

Agv vrdpyovv emmAéov TANpopopieg
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TMHMA 14: ITAnpo@opieg 6YeTIKA PE T PETAPOPA

Topeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. ApwOpog OHE 1 ap1Opég tavtétnTog

ZOpeavo pe Tig S1aTdEelg HETapopag To TPoiov avtod de xapaktnpiletat og emkivévvo

14.2. Oweia ovopacia amostoric OHE

Mn poOulopevo Mn poBuldpevo Mn poOulopevo

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

Mn pvBulopevo Mn pvBuldpevo Mn pvBulopevo

14.4. Opado. cvokevooiog

Mn pvOulopevo Mn pvOulopevo Mn pvOulopevo

14.5. Ileprforrovtikn emKivovvoTnTo

Mn pvOulopevo Mn poOuldpevo Mn poOulopevo

Aev vrapyovv emmAéov Stabéoiueg TANPOPOpieg

14.6. Exdukég Tpo@ura&els yia Tov ypioetn

Eniyewo petagopa
Mn puOulopevo

peTapopd péco Baraocong
Mn pubulopevo

Evoépua petagopd
Mn pubulopevo

14.7. @ardooreg peta@opég y0oNy cdppmva pe Tig Tpageig rov IMO

Agev 1oy0et

TMHMA 15: Xtovyeio vopo0eTikov yopaxtipo

15.1. Kavoviopoi/vopoOsoio 6yeTIKG pe TNV 06QaLED, TNV VYEID Kot TO TEPIBGALOY Yia TNV OVGiC 1) TO pEiypa
kavoviopoi EE

Hapaptpa XVII tov REACH (Ilpoimobéceig mepropiopov)

Agv mepthappavetor oto Iapapmmpa XVII too REACH

Hapaptpa XIV 100 REACH (Katdloyog 08£1060Tn61|G)
Aev nepthapPaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroyiguov overdv REACH (SVHC)

Aev neprapfdvetor otov Katdroyo vroyneuv ovoiwv REACH

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

Aev nephapfhveton 6tov Katdroyo oveidv mov eEacbeviCovy to 6Cov (Kavoviopog EE 1005/2009)

Kavoviopég tov Zvppoviriov (EK) yia Tov éheyyo e1d®@v dimhig ypfiong
Aev nepirappaveton otov Kavoviepd (EK) tov Zvpfoviiov yia to £i6n Sumhng xprions.

Kavoviopog nepi ekpnkTik®v Tpodpopmv overdv (EE 2019/1148)

Aev mepiéyel kopia ovoio(eg) mov meprapfdvetoi(ovrat) 6Tov Katdrloyo Tpddpopmv ovoidv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gpmopio. kot

™ XpNON TPOSPOUDY OVGLDV EKPNKTIKADV)
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Kavoviopog mepi mpodpopmv overdv vapkoTikav (EK 273/2004)

Aev mepiéyetl ovaio(eg) mov mepthapfavetayovial) 6Tov Kotdhoyo Tpddpopmv ovetdv vopkatikdv (Kavoviepog EK 273/2004 oyetikd pe Tig TpOSpopes ovoieg
VOPKOTIKOV)

15.2. A&oroynon yMuikig acQarelog

Aev vrtdpyovv emmAéov TANpopopieg

TMHMA 16: ALLeg TANPOQOPIES

ITpeg keipevo ppacewv H ko EUH:

Aquatic Chronic 4 Emucivduvo yia to vddrtvo mepBdrlov — Xpoviog kivduvog, katnyopiog 4

H413 Mmropei va. TpokaréGel LAKPOXPOVIEG ETMTTMGELG GTOVG VIPOPLOVS OPYAVIGUOVG.

Aghtio Agdopévaov Acpaleiog (AAA), EE

ATIOITIOIHEH EY®NHEX Ot tAnpo@opieg mov meptéyovtat 6& avtd o deATIo Tpoépyovtat amd TyEg Tig omoieg Oewpovpe a&omiotes. [Topodra avtd, divovrar
YOPIG Kapio gyydnon, pnti N appntn, Yo v akpifetd tovg. O cuvinkeg N ot pEBodot yeiptopod, amobnkevong, ypnong 1 andppLyng Tov TPoidvVTog devV
VIOKEWVTOL 0T 1KY Hog gVOHVI Ko HTopel Ko vor v eUminTony Kot 671G approdtotntég pog. I'lowtong kat yio GALovg AGYoug, omonolovpacte kabe svbuvn oe
TEPIMTOON OTMOAELNG, VAIKNG 1) YPNUOTIKNG CNuiag 0o, 1] [Le 0TT0100NTOTE TPOTO GUVOEVEUEVT LE, TO YEPLGUO, TNV 0tobnKevoN 1] T ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acpareiog cuvtaydnke Kel TPETEL VO YPTCILOTOLEITOL Y10l TO GUYKEKPIUEVO TPOTOV. EAv TO TPoidV ¥pNoIonoleitent g cuoTaTIKO GAAOL
TPOIOVTOG, Ol TANPOPOPIES TTOV TOPEXOVTUL EOD EVOEXETOL VO LIV EIVOL EQUPUOCIUES. VTEG O TANPOPOPieg PacilovTol 6TIC TPEXOVOES YVMOELS LLOG KoL
TPoopilovTal Yl VoL TEPTYPAYOLY TO TPOTIOV OMOKAEIGTIKA Y10 AOYOUG VYEINS, AoPUAEING Kot TEPPAAAOVTIKOVY ot oE®V. ZuVETMG, Oev o mpénet vo. OewpnOei
OTL €YYLATOL OTTOLUONTOTE GLUYKEKPIUEVT] 131OTNTO TOV TPOIOVTOG.
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