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&HealthCare | & soins de santé CONSEIL DE 'EUROPE ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tponomomOnke amd tov Kavoviepo (EE) 2020/878
Hpepopnvia ékdoong: 01/04/2023  exdoyn: 1.0

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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Pimozide impurity D

Xnuwn Ovopacio 1 1-[1-[4,4-bis(4-fluorophenyl)butyl]-1,2,3,6-tetrahydropyridin-4-yl]-1,3-dihydro-2H-benzimidazol-2-
one

Kodwdg mpoiévtog : 202300004

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

1.2.1. Xyetkéc TpoPrenopeveg yproerg

Kbpu katnyopia ypnong . To mpoidv mpoopileTat yio TV £pevva Kot avamtuén Kot TV EnayyELLOTIKY eKTaidevon.
Xpnon g ovoiog/Tov peiypotog : Movo yuo emaryyehaTiky xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

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

1.3. Ztoyeia Tov TpopunOcvT) TOL dEXTioN 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@edgqm.eu - www.edgm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpdg Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I[1poco10piopog emKIVOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1| TOL pelypoTog

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

Oé&ela to&cota (amd Tov 6TOHNTOC), Katnyopio 4 H302
To&wodmTa 6TV avamopayyn, katmyopio 2 H361
ITAnpeg keipevo tv niocewv H ko EUH: BAéne tpnpo 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPIPdALOV
ATOQOoT LEG® KPIoNG EUTEPOYVOLUOVOV KOl OTOSEIKTIKNG LGYVOGC.
2.2. Xroyyeia eTIKETOG

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

GHSO07 GHSO08
Ipogworomtikn AéEn (CLP) . IIpocoyn
AnAdoelg emkvdvvottag (CLP) : H302 - Emprapéc o mepintwon katdnoong.
H361 - "Yronto yio mpoxAnon PAGPNG ot yovipdta 1 6to £uppuo.
AnAdoeilg Tpoevraéng (CLP) . P201 - Epodiacteite pe t1g £101kéG 0dnyieg mpv amd T xpnomn.

P202 - Mnv 10 ypnoyonomioete mpv StofGoeTe Kol KATOVONGETE TIG 0dNYieg TpoPOAAENG.

P264 - ITAOvete ta xépia, Toug mels (avtifpayiar) Kot To TpOCOTO GYOANGTIKA LETA TO XEPIOUO.
P270 - Mnv tpirte, mivete M| kanvilete, 6Tav ¥pnoylonoteite avtd T0 TPOIoV.

P280 - No popdte TpOoTATEVTIKA YAVTIO/TPOCTATEVTIKA EVEVLLOTO/ LEGO OTOMIKNG TTPOGTAGIOG Y10 TOL
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Pimozide impurity D
Agltio Agdopévev Acpaleiog

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

UATI/TPOCMTO.
P301+P312 - XE IIEPIIITQXH KATAIIOXHX: KaAéote to KENTPO AHAHTHPIAXZEQN 1 éva
ytpd, av oicbavieite adiabecio.
P308+P313 - XE IIEPIIITQZXH £éx0eong 1 mbavotnrag ékbeong: ZvpBovievbeite/Emokepbeite
ytpo.
P330 - Eenhvvete to otopa.
P405 - dvrdooetal KA ®LEVO.
P501 - AdBeon tov mepieyopEvou/nePIEKTN o€ oNUEID GLAAOYNG EMKIVELVMV 1) £181KOV amofAnTmy,
GOUPOVO [LE TOVG TOTIKOVG, TEPLPEPELOKOVS, £BVIKOVG /Kot SeBVElg KOvovIGHOUG.

Trpovon cOpeove. pe: eEalpeital 1 ECMTEPIKT GLOKELAGIN, TO TEPLEXOUEVE TN omoiag dev vrepPaivouy Ta 10ml

Ewovoypdppata kivdovov (CLP) :

GHS08

Aev vdpyovv emmAov TANPoPopies

TMHMA 3: XOv0eon/ainpo@opies Yo T0 GVOTUTIKA

Ovopa AvayvoploTikos Kodwkés | % Kotaroln cdpoova pe tny odnyia
TPOi6VTOg 1272/2008 EK [CLP]

1-[1-[4,4-bis(4-fluorophenyl)butyl]-1,2,3,6- - <100 Acute Tox. 4 (Ao tov otoparog), H302

tetrahydropyridin-4-yl]-1,3-dihydro-2H-benzimidazol-2- Repr. 2, H361

one

TIMpeg keipevo tov nkdoewmv H xar EUH: BAéne tpunpa 16

Aev 1oy0et

TMHMA 4: Métpa apdtov fonbsiov

Métpa npdTmv fondetdv HLeTd and enaQr He TO dEPHOL : KoBapiote ™ peyaivtepn duvorr mosdtnto okovmilovtdg m (kabapd Kot Lolakd amoppoenTikd
Tavi).
Métpa npdTev fondeidv petd and enapn pe o LaTio : Eemldvete to patio pe vepod yio AOyous acpoleiag.

Agev vrdpyovv emmAéov TANpoQopieg

Agev vrdpyovv emmAéov TAnpogopieg

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

KatdAnka péca nopdcPeong . KovBépra mupooPeonc.

Kivduvog mupraytdg : BMéme tuipo 2.2.
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Pimozide impurity D
Agltio Agdopévev Acpaleiog

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

Métpa Y10 TV KOTATOAEUNGT THG TUPKOYLAG : Xpnowonomote péca katdoPeong KatdAnia yio v nepipdilovoa TopKayid.

TMHMA 6: Métpa o€ mepinton aKovoLas EKAVONG

6.1.1. '@ TPooOTIKG GALO 07O TO TPOGMOTIKO EKTAKTNG UVAYKNG

Meétpa £kTaKTNG OVAYKNG 1 Amogebyete kGBe meprrtn £xbeon.

6.1.2. T Gtopo mov TPpocpipovy TpdTEG fonideieg

Aev vrdpyovv emmAov TANPoPopie

Aev vrdpyovv emmAéov TANpoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpogopieg

TMHMA 7: Xeipiopoég ko amodnkevon

Agv vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovv emALOV TANPOPOPIES

Béme tunpa 1.

TMHMA 8: ‘ELreyyog g £ék0eonc/atopiki tpootacio

8.1.1 EOvikég oprokés Tipés emayyehpotikig £k0eong ko frohoyikég oprokés Tipég

Agv vrdpyovv emmAéov TANPopopieg

8.1.2. ZuvieTOpEVES S1001KOGIES TOPAKOLOVONONG
Aev vdpyovv emmAov TANPOPopieg

8.1.3. Zymportifovror sToygia pomaveng Tov aépa
Agv vrapyovv emmAéov TANpopopieg

8.1.4. DNEL kax PNEC

Aev vdpyovv emmAov TANpoPopie

8.1.5. Ileproyég eréyyov

Agv vrdpyovv emmAéov TANPoPopieg

8.2.1. Katdiinkior pnyavikoi éreyyor

Katdiinhor pnyavikoi éreyyou:
Awnpriote og KoAd eEaeplopevo ydpo. Zuvibog amatteitol cOoTNHA YEVIKOD UnyavikoD eE0epIGHOD TOL XHPOL.
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Pimozide impurity D
Agltio Agdopévev Acpaleiog

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

8.2.2. ATopkog TPOOTOTEVTIKOG EE0TAMGPOG

8.2.2.1. [IpocTucio TOV PUTIAOV KL TOV TPOGAHTOV

Agev vdpyovv emmAéov TANpoPopieg
8.2.2.2. TIpoctacio déppotog
IIpootacio Tov déppoToc:

oS8 epyaoTnpiov

IIpocrocia TV yePLOV:
IIpoctotevtikd yavtio

8.2.2.3. [IpooTocio TOV AVUTVEVGTIKAOV 00DV

Agv vrdpyovv emmAéov TANpopopieg

8.2.2.4. Ogppikoi kivovvol

Aev vrdpyovv emmAéov TANpoPopieg

8.2.3. Opro0étnon ko mapakorovOnon ™ wepifoirovroroyikic £ék0eong o€ Kivouvvo

Agv vrtdpyovv emmAéov TANpoeopies

TMHMA 9: ®voikég Kon ynRIKES 1O0TNTES

9.1. Ztoycia o TS facikéc QUOIKES KoL YNUIKES 1O10TNTEG

Duowkn KoTdoToom 1 Zteped
APDLLOL : Mn Swbéopo
Oopn : Mn Swbéopo
Op1o oopng : Mn Swbéopo
Enpeio théewg : Mn Swbéopo
Enpeio mhéewg : Mn dwbéopo
Enpeio Bpacpon : Mn dwbéopo
Evopiektomra : Mn Swbéopo
Opra Ktvdvvov ekpnéemg : Aev woyvet
Xapunhotepo 6pio £kpnéng : Aev woyvet
AvdtoTo 0plo expnEpomTag 1 Agv oydet
Enpeio avaereéng 1 Aev woyvet
Bgppokpacio avtavapreéng 1 Agv oydet
Bgppokpacio arocHvieong : Mn Swbéorpo
pH : Mn Swbéorpo
Awdropo pH : Mn Swbéorpo
1EDOES, KIvepaTikog (1)) : Aev woyvet
Awdvtomra : Mn Swbéopo
ZUVTEAEOTNG KOTAVOUNG G€ UELYILO N-OKTOVOANG/VEPOD : Mn Swbéopo
(Log Kow)

Tdon atumv : Mn Swbéopo
[Tieon atpov ot Ogppokpacio S0°C : Mn Swbéopo
IMukvotnro : Mn Swbéorpo
ZyETIKN TOKVOTNTAL : Mn Swbéorpo
ZyeTikn TokvoTTa AT®V otovg 20°C 1 Agv oydet
Méyebog copatidiov : Mn Swbéopo

9.2. Aounéc mAnpoopiss

9.2.1. IIxpo@opisg 6YETIKAE pe TIG KAAGELS QUOLKOD KIVOUVOL

Agv vrdpyovv emmAéov TANpoPopies

9.2.2. AAA0 (OPUKTNPIGTIKA 0.6QULEinG

Aev vrdpyovv emmAéov TANpoPopieg
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Pimozide impurity D
Agltio Agdopévev Acpaleiog

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

TMHMA 10: Xta0gpdtnTo Kol avIIdpaoTIKOTNTO

Ztabepd VIO KAVOVIKEG GUVOTKES.

Aev vdpyovv emmAov TANPOPopie

Kavévag yvootog/-1/-6.

Agev vrdpyovv emmAéov TANpoPopieg

Kapio og kavovucr xprion. BAéne tunqpa 7.

Otav Beppaivetar péxpt Tov onNpeiov S1ACTAONG, EKTEUTEL EXKIVELVOLG KOTVOVGS.

TMHMA 11: To&koroyikég TANPOPOPIES

Oé&eia to&ucdmra (amd 6ToOpaTOC) . EmPlaPég oe mepintmon katdmoong.
Oé&eia to&ucdmra (deppotikn) : Mn ta&wopnpévog (EMeipaticd dedopévar)
Oé&eia to&ucdmra (avamvon) : Mn ta&wopnuévog (EMeipaticd dedopévar)

1-[1-[4,4-bis(4-fluorophenyl)butyl]-1,2,3,6-tetrahydropyridin-4-yl]-1,3-dihydro-2H-benzimidazol-2-one

LD50 and tov 6tdpaTog 68 apovpaiong 300 — 2000 mg/kg
AGBpwon ko gpediopdg Tov dEppatog : Mn ta&wopnuévog (EMeiparticd dedopévar)
ToPapn opOaipkn PAPN/epedionog : Mn ta&wounuévog (EMeparticd dedopévar)
EvaisOntomoinemn tov avamvevoticob 1 : Mn ta&vounpévog (EAdepatikd dedopéva)
gvaucOntomoinomn Tov dEppatog
MetaAdogryéveon YEVVINTIKOV KUTTApOV 1 Mn ta&vounpévog (EAeipatikd dedopéva)
Koapkwvoyéveon : Mn ta&wopnpévog (EAdeiatikd dedopévar)
To&wdTa 1o TV avomapaymyn : 'Yrmomto o mpdkAnon PAGPNG ot yovipdtnta 1) 6To EUPpuo.
Ewdu to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn ta&wvounpévog (EAdepatikd dedopéva)
epamag éxbeon
Ewum to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn ta&wvounpévog (EMepaticd dedopévar)
emavelnupévn ékbeon
Enucvduvotnta avappdenong : Mn tag&vounpévog (Advvapio GVALOYNAG SESOHEVMV Yol TEXVIKOVG AOYOVG)

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 12: Owoloyikég TANpoQoOpies

Owoloyia - yevikd : Aev mapovoidlet 1daitepo kivéuvo yio to mepBdAiov.
Emikivduvo yia to vdartivo mepiBdrlov, Bpayvnpodbeopog @ Mn ta&wounuévog (EAenaticd dedopéva)

(0&bg)

Emikivduvo yia to vdartivo mepiBdrlov, pokporpodbeopog : Mn ta&wounuévog (EAienaticd dedopéva)

(xpoV10G)

Aev vopiotaton Tayeio amocvvheon
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Pimozide impurity D
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

Aev vrdpyovv emmAéov TANPoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 13: Xtoyycio oyeTikd pe 11 ova0eon

Agv vrdpyovv emmALoV TANPOPOPiES

TMHMA 14: ITAinpo@opieg 6YETIKA PE TN HETAPOPA

Topeove pe ADR / IMDG / IATA
ADR IMDG TIATA

14.1. AprOpoc OHE 1 apOpog TavtotnTog

Agv 1oy0gL Agv 1oy0€1 Aev 1oy0det

14.2. Oweia ovopacio arostorig OHE

Aev 1oy0et Agv et Aev woyvet

14.3. Ta&n/-€1g Kivdovvov KOTE TN PHETAPOPA

Agv 1oy0gL Agv 1oy0g1 Aev 1oy0et

14.4. Opdodo cvokevaciog

Aev 1oy0et Aev 1oy0et Agv woyvet

14.5. eprforhovtucn emkivovvoTnto

Agv 1oy0gt Agv 1oy0€t Aev 1oy0et

Aev vrdpyovv emmAéov Stabéotueg TANPoPopieg

Enriyewo petagopa
Aev 1oy0et

petagopd péow Bardoong
Agev 1oy0et

Evaépra petagopd
Aev woydet
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Pimozide impurity D
Agltio Agdopévev Acpaleiog

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

14.7. @ardooreg peTapopis yvony coppmva pe Tig Tpatels ron IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopoxtipa

15.1. Kavovicpoi/vopoOecio oyeTikd pe Ty a6Qaiera, TNV vysio Kot 7o agpiairov yio TNV ovoia 1 T0 peiypa
15.1.1. kovovicpoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)
Aev mepthapBavetat oto Mapapmmpa XVII tov REACH

Hopapmpe XIV tov REACH (Katdloyog ad£1006tnong)
Aev neprappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroynguov ovordv REACH (SVHC)

Aev tepilapfavetotl 6tov KatdAoyo vroynieuwv ovcuwv REACH

Kavoviepéc PIC (EE 649/2012, IIponyodpevn cvvaiveon petd omd evnpuépoon)

Aev gpoppodletar.

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

Aev gpappodletar.

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

Aev nepthappdvetor otov Katdloyo ovatdv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)

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

Aev mepiéyet kopia ovsio(eg) mov meptlapfdveroi(ovrat) 6Tov KaTdAoyo Tpddpopmv ovcstdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v epmopio kot
™ XpNoN TPOSPOUDY OVGLOV EKPNKTIKAOV)

Kavoviopog mepi mpodpopmv overdv vapkotikav (EK 273/2004)

Aev nepiéyetl ovaio(eg) mov mephapfavetayovial) 6Tov Kotdhoyo Tpddpoumv ovetdv vapkatikdv (Kavoviepnog EK 273/2004 oyetikd pe i TpOSpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dataserg

Agv vrdpyovv emmAéov TANpopopieg

15.2. A&wordynon ymuikis o.o@aisrog

Agev vdpyovv emmALov TANPOPOPies

TMHMA 16: Alheg TAnpo@opisg

I\ peg keipevo ppacewv H ko EUH:

Acute Tox. 4 (Ao Tov O&ela to&odta (amd Tov 6ToONTOC), Katnyopia 4
GTONOTOC)

H302 EmProapég o nepintwon katdmoong.

H361 "Yronto yio mpoxAnon PAAPNG ot yovidmta 1| 610 Euppuo.
Repr. 2 To&wodmTa 6TV avamapay®yn, katnyopio 2

Aghtio Agdopévov Acpareiog (AAA), EE

ATIOIIOIHXZH EY®NHZX Ot tAnpogopieg mov meptéyovtat 6e avtd o deATio Tpoépyovtat amd myES Tig omoieg Dewpoiue aéomiotec. [Tapodia avtd, divovran

YOpic Kapio eyyonon, pntq n appnTn, Yo Ty akpifetd tove.
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