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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Celiprolol hydrochloride

Xnuwn Ovopacio 1 3-[3-acetyl-4-[3-(tert-butylamino)-2-hydroxypropoxy]phenyl]-1,1-diethylurea hydrochloride
Kodiodg mpoidvtog : 201600176

1.2. Zvvo@eic TPocdLopilopeves YPNOGELS TNG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkéc mpoPrenopeveg yproerg

Kbpu katnyopia ypnong . To mpoidv mpoopileTar yio TNV £pevva Kot avamtuén Kot TV EXayyELLOTIKY eKTaidgvon.
Xpnon g ovoiog/Tov peiypotog : Movo yo emoryyehaTiky xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg yposig
Teplopiopoi oty xpron : Mn ypnowonoteite : Katdmoon, Eonvony, Aeppoticd

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@edgm.eu - www.edgm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I[1p0oco10piopog eMKIVOUVOTNTOS

2.1. Ta&wvoépnon TG ovoiog 1| TOL pelypoTog

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

Emcivduvo yio to vddtvo meptBdiiov — Xpoviog kivduvog, katnyopiog 3 H412

ITAnpeg keipevo tv niocewv H ko EUH: BAéne tpnpa 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPIPdALoV

ATOQOOT LEG® KPIONG EUTEPOYVOLUOVOV KOl OTOSEIKTIKNG LGYVOGC.
2.2. Zroyyeia eTIKETOG

Xapoxktnpiopog copeava pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

Ipoewomomtikn Aé€n (CLP) T

AnAdoelg emkvdvvottag (CLP) : H412 - EmBraféc yio Toug vdpoRlong opyaviGHovs, LE HOKPOYPOVIEG ETTTOGCELS.

AnAdoeig Tpoeoiaéng (CLP) : P273 - Na anogedyetar 1 eAevbépwon oto meptaiiov.
P501 - AaBeon tov TepleopEVOL/TEPIEKTT 08 GNUEI0 GLALOYNG EMKIVOLVE®V 1] EWIKGV amoBANTOV,
GUUPOVO LLE TOVG TOTKOVG, TEPLPEPELOKOVG, £BVIKOVS /Ko diebveic Kavoviopode.

Zhpavon cOUovo. pe: eEapeital 1 E6MTEPIKT GLOKELAGIM, TO TEPLEXOLEVO. TNG omoiag dev vepPaivovy ta 10ml

Agv amarteitol oypavon

2.3. AALot Kivovvor

Agv vrdpyovv emmAéov TANpopopieg
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Celiprolol hydrochloride
Agltio Agdopévev Acpaleiog

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

TMHMA 3: Z0vOeon/aAnpo@opies Y10 T0 GUGTATIKG

Ovopa AvayvopoTikos Kodwkés | % Kotaroén cdpowva pe tnv odnyia

TPOioVTOG 1272/2008 EK [CLP]
3-[3-acetyl-4-[3-(tert-butylamino)-2- - <100 Aquatic Chronic 3, H412
hydroxypropoxy]phenyl]-1,1-diethylurea hydrochloride

TIApeg keipevo tov nhdoswv H ko EUH: BAéne tpipa 16

Agev 1oy0et

Métpa tpdtmv fondetdv LeTd and exaen 1e TO dEPLLO . KoBapiote ™ peyaivtepn duvorn mosdtnto okovmilovtdg ) (kabapd Kot Lokakd amoppoenTikd
mavi).
Métpa npdtav fonbetdv petd and exapn pe o LaTio. 1 Eemhovete to pdtia Pe vepo yio AOyous acpoeiag.

Aev vdpyovv emmAéov TANpoPopie

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 5: Métpa yio. TNV KOTOTOAEPN 0N TG TVPKAYLAG

Katdnka péca mopdcPeong : Kovpépta mupdoPeong.

Kivduvog moprayidg : BMéme tufqpa 2.2,

Métpa yio TNV KOTATOAEUNGN TG TUPKAYLHG : Xpnowonowmote péca kotdoPeong KatdAAnia yio v nepiPdilovoa TupKayid.

TMHMA 6: Métpa o€ TEPINTOGN 0KOVOLOG EKAVOTG

6.1.1. ' Tpocs KO GAL0 0T6 TO TPOCOTIKO EKTUKTNG AVAYKNG

Métpa £KTOKTNG OVAYKNG 1 Amogevyete kGO mepirT Ekbeon.

6.1.2. I'a dropa mov TPooeipovy TPATES for0reg

Agv vdpyovv emmALov TANPOPOPiES

Agv vdpyovv emmAéov TANPOPOpieg

Aev vdpyovv emmAov TANpoPopie
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Celiprolol 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 7: Xepiopog ko awodnkevon

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANpoPopieg

BAéme tunpa 1.

TMHMA 8: "EAeyyog Tng ék0eonc/atopiki Tpoctacio

8.1.1 EOvikéc oprokég Tipés emayyeipotikig ék0eong kan froroyikég oprakés Tipég

Agev vdpyovv emmALov TANPOPOpieg

8.1.2. ZuvioTdpeves dradkooieg TapaKorovOnong
Agev vrdpyovv emmAéov TANpogopieg

8.1.3. Zymparilovrar otoygio pHTavens Tov aépo.
Aev vdpyovv emmAov TANPoPopieg

8.1.4. DNEL xax PNEC

Agev vrdpyovv emmAéov TANpogopieg

8.1.5. Tleproyéc eréyyov

Aev vrdpyovv emmAov TANPoPopie

8.2.1. Katdariinhor pnyovikoi £reyyor

Kotdiinhor pnyavikoi éleyyou:
Awnpiiote og KoAd e&aeptlOpeVo YdPo. ZuviBg omatTeiTol GOGTNIA YEVIKOD HNYOVIKOD EE0EPIGHOD TOV XDPOL.

8.2.2. Atopkdg TPOoTUTEVTIKOG EE0MTMONOG

8.2.2.1. IIpooTacio TOV HOTIOV KOl TOV TPOGATOV

Agv vdpyovv emmA£ov TANPOPOpieg
8.2.2.2. lIpootucio dépporog
Ilpootacia Tov déppatog:

o4 epyooTNPiov

IIpoctacio TOV yEPLOV:
IIpoctatevtikd yavtio

8.2.2.3. [IpocTucio TOV AVOTVEVGTIKAOV 00®OV
Aev vrdpyovv emmAéov TANpogopieg
8.2.2.4. Ogppukoi kivovvor

Agv vapyovv emmALOV TANPOPOPiEg

8.2.3. OproBétnon kot TapakorovOnon g nepifariiovroroyikig £ékBeong og Kivouvo

Agev vrdpyovv emmAéov TANpoPopieg
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Celiprolol hydrochloride
Agltio Agdopévev Acpaleiog

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

TMHMA 9: ®voikég Kot ynUIKEg 1010TNTEG

Duowkn KoTdoToom : Z1eped
APDLLOL : Mn dwbéopo
Epopdvion : ZKOVI.

Oopn : Mn dwbéopo
Op1o oopng : Mn dwbéopo
Inueio éemg : Mn dwbéopo
Inueio mEemg : Mn dwbéopo
Inueio Bpoacod : Mn dwbéopo
Evopiextomra : Mn dwbéopo
Opra Ktvdvvov ekpnéemg 1 Aev oydet
Xapunhotepo 6pio £kpnéng : Aev oydet
AvdtoTo 0plo expnépomrag : Aev oydet
Inueio avapreéng : Aev oydet
Bgepokpacio avtavapreéng : Aev woyvet
Beppokpacio arocHvieong : Mn Swbéorpo
pH : Mn Swbéopo
Awdropo pH : Mn Swbéopo
1EDOES, KIvepaTikog (1)) 1 Aev woyvet
Awdvtomro : Nep6: 100 — 1000 g/l
TUVTEAEGTNG KOTAVOUNG G Mely Lo N-0KTaVOAN S/ vEPOD : Mn Swbéopo
(Log Kow)

Tdon atumv : Mn Swbéopo
ITieon atuov o Beppoxpacio 50°C : Mn Swbéorpo
TTukvoémta : Mn Swbéopo
TYETIKN TOKVOTNTO : Mn Swbéorpo
TyETIKN TUKVOTNTA ATUAV 6TOVG 20°C 1 Aev oyvet
Méyebog copatidiov : Mn Swbéorpo

9.2.1. IIAnpo@opics GYETIKA IE TIC KAAGELS PUOIKOD KIVOHVOL
Agv vdpyovv emmALOV TANPOPOPIES
9.2.2. AAMA0 (OPUKTNPIGTIKA 0.6QuLeing

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 10: X100gp0TNTa KOl OVTIOPAGTIKOTNTA

2100epd VIO KAVOVIKEG GUVOTIKEG.

Agv vrtdpyovv emmAéov TANpopopieg

Kavévag yvootdg/-7/-6.

Agv vdpyovv emmALov TANPOPOPies

Kapio og kavovicr yprion. Biére tunipa 7.

‘Ortov Oeppaivetar péypt Tov onpeiov S0CTOONG, EKTEUTEL EXKIVEVVOVG KOTVODG.
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Celiprolol hydrochloride
Agltio Agdopévev Acpaleiog

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

TMHMA 11: To&ikoloyikég TANPOPOPIES

11.1. ITAnpo@opicg yro Tig TAEELS KtvdOvov, 6mmg opilovtar otov kavoviepd (EK) apr. 1272/2008

Oé&ela to&ucodmra (amd oToOHaTOS) : Mn ta&wopnuévos (Baoet tov dtabéciumv dedopévav, ta kprripta Tagvopnong dev mAnpovvrat)
Oé&ela to&ucdmra (deppotikn) : Mn ta&wvopnpévog (EAdepatikd dedopéva)
Oé&ela to&ucdmra (avamvon) : Mn ta&wvopnpévog (EAdepatikd dedopéva)

3-[3-acetyl-4-[3-(tert-butylamino)-2-hydroxypropoxy|phenyl]-1,1-diethylurea hydrochloride

LD50 amd tov 6Top0T0g 68 0povpaiong > 2000 mg/kg

AGBpmon ko epediopdg Tov dEppatog : Mn tag&wvopnpévog (EAdepatikd dedopéva)
ZoBopn o@Oaipk BAAPN/epebiopde : Mn ta&vounpévog (EAdepatikd dedopéva)
Evaisbntomoinem tov avamvevstikcob 1 1 Mn ta&vounpévog (EAepatikd dedopéva)
gvoucOntomoinom Tov d€ppatog

MetoAha&Lyéveon YEVVITIKOV KUTTAp®V 1 Mn ta&wvopnpévog (EAkepaticd dedopéva)
Kapkwvoyéveon 1 Mn ta&wvopnpévog (EAkepaticd dedopéva)
To&wodTTa Y10 TV AVATOPAyOYN : Mn taé&wvopnpévog (EAiepatikd dedopéva)
Ewum to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn ta&vounpévos (EAdepatikd dedopéva)

epanag £xbeon

Ewwn to&ikomra ota opyava-otoyovg (STOT) — : Mn ta&wvopnpévog (EALepaticd dedopéva)

emavelAnpupévn ékbeon

Emucivduvotta avoppoenong 1 Mn ta&wvopnpévog (Advvapio GUAAOYNG ESOLEVOV Y1aL TEXVIKOVG AOYOLS)

11.2. ITAnpo@opies Yo GAAOVS TOTOVS EMIKIVOLVOTNTOG

Agv vrdpyovv emmAéov TANpoeopies

TMHMA 12: Owoloyikég TANpoQopies

12.1. To&woétTnTa

Emivduvo yia to vddrtivo mepiBdilov, Bpayvrpobeopog : Mn ta&wounuévog (Baoet tov drabéotumv dedopévav, to kprmmpla ta&vopnong dgv TAnpodvor)
(050¢)

Enwcivduvo yia to vddartivo mepiBdrrov, pakporpodbeopog : EmPrafés yia Toug vdpoProvg opyavicpols, He HaKpoypOVIES ETTTAOGELS.

(xpoV10G)

3-[3-acetyl-4-[3-(tert-butylamino)-2-hydroxypropoxy|phenyl]-1,1-diethylurea hydrochloride

LC50 - Yapua [1] > 100 mg/1 (96&dpa, Brachydanio rerio (yépt EéBpa)) (EEC 92/69, C.1)
EC50 - Kapkwoedn [1] 25 mg/1 (48dpa, Daphnia magna (Nepdyvirog)) (EEC 92/69, C.2)
ErC50 @vxn 66,5 mg/l (720pa, Selenastrum capricornutum) (EEC 92/69, C.3)
NOEC ypovia vkn 12,5 mg/1 (72dpa, Selenastrum capricornutum) (EEC 92/69, C.3)

12.2. AvOEKTIKOTN T KO IKOVOTNTO 0T0d0UOoNG

Aev vdpyovv emmAéov TANpoPopieg

12.3. AvvotétnTa frocuocdpevong

Aev vrtapyovv emmAéov TANPoPopieg

12.4. Krynrikomiito 670 £80.00g

Agv vrdpyovv emmAéov TANpopopieg

12.5. Anotehéopato g a&rordynong ABT kot aAoB
Agv vrdpyovv emmAéov TANpopopies

12.6. [616TNTES EVOOKPIVIKIG SraTapayng

Agv vdpyovv emmALov TANPOPOPies

14/04/2023 (evnpépmwon) EL (eMnvikd) 5/8



Celiprolol 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 1oy0gt Agv 1oy0€L Aev 1oy0¢et

14.2. Owkeia ovopasia omostoric OHE

Agv 1oy0g1 Agv 1oy0g1 Aev 1oydet

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

Aev 1oy0et Aev woyvet Aev oy0et

14.4. Opada cvokevaciog

Agv 1oy0gL Agv 1oy0€1 Aev 1oy0et

14.5. IleprporrovTiKi ETKIVOUVOTTO

Aev 1oy0et | Aev 1oy0et | Agv woyvet

Aev vrdpyovv emmAéov dabéaies TAnpopopieg

Ermiysio petagopa
Agv woyvet

HETOQOPE péc® Burhacong
Aev 1oy0et

Evoépuo petagopd
Agv 1o0et

Agev 1oy0et

TMHMA 15: Xtovyeia vopoOetikov yopoxt

15.1.1. kavovicpoi EE

Hopapmpe XVII oo REACH (Ilpovmodéceis 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)
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Celiprolol hydrochloride
Agltio Agdopévev Acpaleiog

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

Kataroyog vroyiguov ovordv REACH (SVHC)

Aev nepthapfdavetor otov Katdroyo vroyneuwy ovoidv REACH

Kavoviopiog PIC (EE 649/2012, IIponyoduevy cuvaivesn peTd amd evnpuépmon)

Aev gpappodletar.

Kavoviopég POP (EE 2019/1021, "Eppovor opyavikoi pomor)

Aev gpappoletor.

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

Aev nepthapfdveton 6tov Katdloyo ovoidv mov eEacbeviCovy to 6Lov (Kavoviopnog EE 1005/2009)

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

Aev mepiéyet kopia ovsio(eg) mov meptrapfdvetoiovtat) 6Tov KaTtdloyo Tpddpopmv ovcoidv ekpnktikdv (Koavoviopog EE 2019/1148 oyeticd pe v epmopio kot
™ ¥PNON TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviopog nepi Tpodpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyel ovoio(eg) mov mephappavetayovior) otov Kotdhoyo mpddpopmv ovetdv vapkatikdv (Kavoviopog EK 273/2004 oyetikd pe T Tpodpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dratacerg

Agv vrtdpyovv emmAéov TANPOPopieg
15.2. A&orhdoynon yMuikig acQaielag

Agv vrtapyovv emmAéov TANpopopieg

TMHMA 16: ALAheg TANPOPOPIES

Emonpavon arlhayov

Tpnpa Tpomomompévo crorycio Tpomomoinon Mapotnpioeig
Avtikofiotd v ékdoon ITpootébnke
svnuépmon Tpootédnke
Autia €dv dev €xovv Ta&voun el Ipootédnke

1.1 Ovopa TponomomOnke

1.1 Zuvavopo Aopapénke

2.1 Katdraén coppova pe mv odnyio 1272/2008 EK | Tporomomfnke
[CLP]

22 Anhaoelg Tpoevraing (CLP) TpomomomOnie

2.2 AnAdoeig emucvdvvomtag (CLP) TponomomOnke

11.1 Autia €dv dev €xovv Ta&voun0ei TponomomOnke

12.1 Oworoyia - yevika Ipootédnke

12.1 NOEC ypoévia ¢pokn Ipootédnke

12.1 ErC50 @ik IIpootédnke

12.1 EC50 - Kapkwvoewdn [1] ITpootébnke

12.1 LC50 - Yapo [1] Ipooténke

12.1 Atio gdv dev €xovv Tagvoundet TpomomowOnie

I peg keipevo ppacewv H ko EUH:

Aquatic Chronic 3 Emwcivduvo yio to vddtvo mepidrrov — Xpoviog kivduvog, katnyopiog 3

H412 EmPrapég yio Toug vdpoBLovg opyovioovs, e HOKPOYPOVIEG EMMTAOGELS.
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Celiprolol hydrochloride
Agltio Agdopévev Acpaleiog

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

Aghtio Agdopévov Acpareiog (AAA), EE

ATIOIIOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o antd 1o dehtio mpoépyovtat and mnyég Tig onoies Bempodpe a&iomotes. [Tapoia avtd, divovtot

YOPic Kapio eyydnon, pnti N appnTn, Yo Ty akpifetd tove.

14/04/2023 (evnpépmwon) EL (eMnvikd)

8/8



